EBPA3SUMCKAS DKOHOMHUUYECKASI KOMUCCHUS
KOJUIETUSA

PACHOPAXEHMUE

«23» nexadps 2024 r. Ne 208 r. Mocksa

O npoexte pemenusi Cosera EBpasuiickoii 3K0HOMHYECKO0I KOMHCCHH
«O BHeceHMH M3MeHEHHI B TPeOOBaHHS K HHCTPYKIIHH 10 MEHIHHCKOMY
NPHMEHEHHIO JIEKAPCTBEHHOI 0 penapara H o0lleil XapaKTepUCTHKe
JIEKAPCTBEHHOI'0 IIpenapara i MeIHIHHCKOr0 MPUMeHeHH

1. Onobputs npoekt pemenusi CoBeta EBpasuiickoii 5KOHOMUYECKOI
KomuccuM «O BHECEHMM HW3MEHEHHH B TpeOOBaHUS K HWHCTPYKLHH IO
MEIULMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOIO Mpemapara ©  00Ied
XapaKTepUCTHKE  JIEKAPCTBEHHOrO  Ipenapata IS MEIULMHCKOTO
NpUMEHEHHA» (IIpHIaraeTcsi) M NPEeACTaBUTh €ro Uil PacCMOTPEHHs
Coerom EBpasuiickoif 5KOHOMHUYECKOH KOMHCCHH.

2.Hacrosiiee pacnopspbkeHHe BCTYNMaeT B CHJIY C JIaThl  €ro
olyO/IIMKOBaHUs Ha OQUIMaIbHOM caiiTe EBpa3sHiickoro sKOHOMHUYECKOTO

COrO34a.

ITpencenarens Komnernu

EBpaszuiickoli 5)KOHOMUYECKOH KOMHUC b. Carunraen



EBPA3UINCKASI DKOHOMUYECKASI KOMUCCHUS
COBET

PEIMEHUE
« » 20 r. Ne T.

O BHeceHHH H3MeHeHHIi B TpeOOBaHUsI K HHCTPYKUHH
0 MeJHIHHCKOMY IPHMEHEHHUIO JIeKAPCTBEHHOI0 npenapara
u o0LIeH XapaKTepHCTHKe JIEKAPCTBEHHOTO Mpenapara
A MeJHIHHCKOTO MPUMeHeHHS

B coorsercTBuu o crathamu 4 u 8 CoramieHus 0 eTMHBIX TPUHLUIAX
¥ IpaBWiax oOpallleHHs JIEKAPCTBEHHBIX CPENCTB B paMKax EBpasuiickoro
O9KOHOMHMYECKOro coro3a or 23 nexabdbps 2014 roma u myHKTOM 98
npunoxenust Ne 1 k Permamenrty pabGotel EBpasuiickoil 5KOHOMHUYECKOId
KOMHUCCHH,  yTBepXKAeHHOMY  Pemenuem  Boiciiero — EBpaswmiickoro
9KOHOMHUYECKOro coBeTa oT 23 mexabpst 2014 r. Ne 98, Coet EBpasuiickoii
SKOHOMHYECKON KOMUCCHU P € I U JI:

l.Baectt B TpebOBaHMs K HMHCTPYKUMM IO MEIHIIUHCKOMY
NPUMEHEHUIO JIEKAPCTBEHHOIO Ipernapara W oOmied XapaKTepHUCTHKE
JIEKApCTBEHHOTO Mpernapara /I MEULMHCKOTO IPUMEHEHUS, YTBEPIK/ICHHBIE
Pemennem CoBera EBpasuiickod 5KOHOMMYECKOH KOMHUCCHU OT 3 HOSOps
2016 r. Ne 88, ©3MEeHEHUsI COTIIACHO IPUJIOKEHHIO.

2. YCTaHOBUTh, YTO HHCTPYKLUS MO MEJUIIMHCKOMY IIPHUMEHEHHIO
JIEKapCTBEHHOr0 Ipenapara M o0INas XapaKTepUCTHKA JIEKapCTBEHHOI'O
nmpemnapara IS MEIUMUWHCKOrO  IPUMEHEHUs, 3aperuCTPUpPOBAHHOIO
B COOTBETCTBUH C lIpaBuiaMum perucrpalivu U 3KCIEPTU3BI JIEKAPCTBEHHBIX

CpeacTB HJisi MCIHLMHCKOTO TNPUMEHCHHA, YTBCPKICHHBIMU Pemenuem
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Cosera EBpasuiickoil 5KOHOMHUUECKOH KOMUCCHH OT 3 HOstOpst 2016 1. Ne 78,
JI0 BCTYIUIEHHS B CHIIy HacTosilero PemeHus, TOMKHBI OBITh NpPHBEIEHEI
B COOTBETCTBME C HACTOSAIMM PeuieHueM npu BHECEHHH IIEPBBIX IOCIIE
BCTYIUICHHsI B CHJIy HacTosmero Pelienuss wu3MeHeHHH, TpeOyrommx
OKCIIEPTH3bI, B  MHCTPYKUHMIO [0  MEJUIMHCKOMY  IPUMEHEHHIO
JIEKapCTBEHHOro  mpemapara M (wn1uM)  oOLIyl0  XapaKTepUCTHKY
JIEKapCTBEHHOIO Npernapara AJisi MEAUIIMHCKOTO TPHMEHEHHS.

3.Hactosmee Peuienue BcTymaeT B CHIY 10 HMCTEYEHUHU
30 kaneHmapHblx OHEW ¢ JgaThl ero O(QUIMAIBHOIO OINyOJMKOBAHMS,

38 HCKIIIOYEHHMEM IIyHKTa 2, KOTOPBIA BCTyHaeT B CHJIY [0 HCTEYEHHUH

ApMeHust benapych Kazaxcran PecnyOuinku Degepaumu

M. I'puropsin U. Ilerpumienxo C. Kymanrapun I, Amanrensanes A, OBepuyk



[MTPMJIOKEHUE

K Pemnienuro CoBera

EBpa3zuiickoi 53KOHOMHUYECKOW KOMUCCUU
oT 20 1. Ne

N3MEHEHNUA,
BHOCHMbIE B TPeOOBAHHUA K HHCTPYKIIUH MO0 MeTHIMHCKOMY
NMpUMeHEHHIO0 JIEKAPCTBEHHOT0 MpenapaTa 1 o01eil XapaKTepucTHKe
JIEKAPCTBEHHOTI'0 Mpenapara JJisi MeTHIHHCKOr0 pUMeHeHHsI

1. TpeOoBaHusT K MHCTPYKUUU 1O MEIUIMHCKOMY MPUMEHEHUIO
JIEKapCTBEHHOr0 IIpenapara M OOIIel XapaKTEepUCTHKE JIEKAPCTBEHHOI'O
npenapara s MEIMIMHCKOTO TMPUMEHEHHS U3JIOKUTh B CIEIyIOLIeH
peaKLInu:

«YTBEPX/IEHbI

Pemrennem Cosera
EBpa3niickoil 3KOHOMUYECKON KOMUCCUU
oT 3 HosiOpst 2016 . Ne 88
(B penakuuu Pemenust CoBeta
EBpa3uiickoil 3KOHOMUYECKON KOMUCCUU
OT 20 . Ne )

TPEBOBAHUA
K MHCTPYKIUM 10 MeIUINHCKOMY NPUMEHEHHUIO0 JIEKAPCTBEHHOT 0
npenapara u oouieil XapakTepucTKe JeKaApCTBEHHOr 0 penapara
JJIS1 MEUIIUHCKOT0 NPUMEHEeHU s
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[. OO01ue monoKeHUA

1.O0mas  xapakTepucTUKa  JIEKQpCTBEHHOrO  Mpemapara s
MenuiuHckoro mnpuMeneHus (nanee — OXJIII) coumepxkut oduimanbHyro
uH(}OPMAIIKIO O JIEKAPCTBEHHOM IIpenapare Jjisl MEIUIIMHCKOTO MPUMEHEHUS,
peIHa3HAYEHHYIO [IJIi MEIUIMHCKUX PAaOOTHUKOB B LENSAX MPaBUILHOTO
Ha3HAYEHUs JIEKAPCTBEHHOrO MpernapaTa U KOHTPOJIA 32 €ro MPUMEHECHHEM.
Nudopmanus o nekapctBeHHoMm npemapare B OXJIII  momnexur
COTJIACOBAHUIO  YIIOJTHOMOYEHHBIMU OpraHamMu TOCYJapCTB — YJICHOB
EBpa3uiickoro SKOHOMHYECKOTO COK3a (Jajmee COOTBETCTBEHHO  —
rocyaapctBa-uienbl, Coro3) B cdepe oOpallieHus JEKapCTBEHHBIX CPEACTB
(masiee — ynmoJHOMOYEHHBIE OPTraHbl TOCYJaPCTB-UJIEHOB) B X0/I€ PETUCTPALIUU
(moaTBepKACHUSL perucTpaiuu (rmepeperucTpalum), BHECCHUSI U3MEHEHUN B
pPEruCTpaliOHHOE JI0ChE) u MOCJEAYIOIIEM oOpailieH1uu
3apETUCTPUPOBAHHOTO  JICKAPCTBEHHOTO  MpernapaTa Ha  TaMOXXEHHOU
tepputopun Coroza. Conepxxanne OXJIII nonmyckaeTcss UBMEHSITH:

C 0JI0OpEHMSI YIIOJTHOMOYEHHBIX OPTaHOB T'OCY/1apCTB-YJICHOB;

3asBUTEJIEM MPU BHECEHUU UM U3MEHEHUM B PETUCTPAIIMOHHOE JIOCHE
JIEKApCTBEHHOr'0 Tpernapara B cooTBeTcTBUU ¢ [IpaBunamu perucrpauuvu u
AKCHEPTU3bl JIEKAPCTBEHHBIX CPEJACTB [JIi MEIULIMHCKOrO TMPUMEHEHUS,
yTBepxkAcHHbIMU  Pemennem CoBera  EBpa3uiickod  3KOHOMUYECKOU
komuccuu ot 3 Hosiopst 2016 r. Ne 78 (manee — IlpaBuna perucrpanuu u
HKCTIEPTHU3BI).

2.OXJIIT sBasieTcsi OCHOBHBIM HMCTOYHUKOM HHGOpPMALMM  JIJIs
MEIUIMHCKUX PaOOTHUKOB O Oe3omacHOM M 3¢ ()EKTHBHOM HCITOIb30BaHUN
JIEKapCTBEHHOr0 mpenaparta. MHCTpyKIus M0 MEIUIIMHCKOMY MPUMEHEHUIO
JIEKapCTBEHHOT0 Tpernaparta (JIMCTOK-BKIaAbI) (1anee — JIB) cocTaBisercs B

coorBeTcTBUU ¢ OXJIII.
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3. OXJIIT He npenHa3zHaueHa JJisl YCTAHOBIICHUS OOILIUX PEKOMEH AU
0 JICYCHUIO OTJICJIbHBIX 3a00JICBaHUI, OJJHAKO B HEH JIOJKHBI ObITh YKa3aHBI
KOHKPETHBIC aCIIEKThI JICHCHUS U MOCIEACTBUSA IPUMEHCHUS JICKAPCTBEHHOTO
npenapara. OXJIII He nmomkHa comepkaTh OOMIMX PEKOMEHIAIUM TI0
npoueAypaM BEICHHS TEX WM HHBIX NAlUEHTOB, HO B HEW JIOJKHBI
MPUCYTCTBOBATH CTIEIU(PUYHBIC ACTIEKTHI JJIs1 HA3HAYEHUSI COOTBETCTBYIOIIETO
JIEKapCTBEHHOIO Mpemnapara.

4. Hacrosiimie TpeOOBaHUSI  COJEp)KAT  yKa3aHUsI OTHOCUTEIIBHO
npeacrasienus uHbopmaruu B OXJIIL. Uudbopmanus, npeacraBieHHas B
kaxaoMm pasznene OXJIII, momkHa COOTBETCTBOBAThH 3arojoBKYy pasjena, K
KOTOPOMY OHa OTHOCUTCS. BoOIpPOCBl OTHOCHUTENBHO MPUMEHCHUS
JIEKQpCTBEHHOr'0 TpemnapaTra JOMyCKaeTcs yKa3aTh Oojiee 4eM B OJHOM
paznene OXJIII, B Takux ciiydasix HEOOXOJIMMO JeNlaTh CChUIKY Ha JIpyrue
pazgenst  OXJII, B  KOTOpbIX MOpPEACTaBIC€HA  COOTBETCTBYIOIIAS
JOTIOJTHUTEIbHAS NHPOpMAIIHSL.

5. Hacrositiiue TpeGoBaHus BKJIIOYAIOT B CEOsI:

yKa3aHWssT B OTHOUICHUM TMpEaynpeauTeabHol uHpopMamuu o
COZIEp’KaHUU BCIIOMOTATENbHBIX BEUIECTB, IPUBEICHHBIE B IEPEYHE COTIACHO
nputoxkeHuro Ne 1;

obmue u crnenuanbHbie TpeOoBanuss k OXJIII otmenpHBIX TpyIin
JIEKapCTBEHHBIX TpEeNapaTroB (Hampumep, MIrUIMpOBaHHBIX OEJKOB, BaKIIMH,
JMHEEK  JIO3UPOBOK  JIEKAPCTBEHHBIX  IPENAparoB, T'OMEONATUYECKHUX
JIEKapCTBEHHBIX MPENapaToB WIM JEKAPCTBEHHBIX MPENapaToB, MOJTYYECHHBIX
U3 KPOBU WJIY ILJIa3Mbl KPOBHU) cOriacHO npuioxkeHusiM Ne 2,3, 8, 13 u 19;

CrielMaIbHbIE TPEOOBAHUS IO M3JIOKEHUIO MH(POPMAIUU B OT/IEJIbHBIX
paznenax OXJII (dopmyaupoBKM HAaMMEHOBAHUN TPYIIT HEXKeJIaTeIbHbBIX
peakiuii, ykazaHhi MO MPUMEHEHHMIO IpenaparoB IMpU OEPEMEHHOCTH H

JaKkTaluuu, (GOpMyIUPOBKU YCIOBUN XpaHEHHMs], YKa3aHUsS CPOKOB TOJHOCTU
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(CpOKOB  XpaHEHHUsI) CTEPUJIbHBIX JIEKAPCTBEHHBIX IPENaparoB IMOCIE
MaHUIYJSALUA ¢ HUMH, YKa3aHUs JO3UPOBOK JIEKAPCTBEHHBIX IPENaparoB)
contacHo npwioxkeHussmM Ne 4 —7u 9;

npumepsl madnonoB OXJIII u JIB u nmopsiiok ux 3aroHeHUs] COriacHoO
npusioxkeHusim Ne 10 — 12, 15 — 16;

yKa3aHUsT MO0 OO0ECMEeUEeHHI0 yA000YUTaeMOCTH UH(OpMaluu o
JIEKAPCTBEHHOM IIPEIAPATE U €€ OLIEHKE MPHU IPOBEACHUU MMOJIb30BATEIHCKOTO
TECTUPOBAHUs, NPUBENCHHBIE B ITpuiIokeHUsAX Ne 14, 17 u 18.

6. Kak mpaBunmo, Ttpedyercs otaenbHas OXJII gas  kaxmon
JeKapCTBEHHOU (DOPMBI, @ B HEKOTOPBIX CIydasx M JUIsl KaXJA0M JO3HPOBKH.
[Toaroroska equuoit OXJIII 1yt HECKOJIBKUX JIEKAPCTBEHHBIX (opM U (KiIn)
JNO3UPOBOK OCYIIECTBJISETCS B TEX CIydasX, KOIJa CXema IpueMa
JEKAPCTBEHHOIO  IIpenapara IpelyCMAaTPpUBAaET HU3MEHEHUE  pexUMa
JO3UPOBAaHUS WM CIoco0a MPUMEHEHHUs HCIOJIb3yeMOM JIeKapCTBEHHOMN
(GhOopMBI B TIpoIIeCcCce JCUCHUS.

7.O0XJIII pa3MemaeTcss B €OUHOM PEECTPE 3aPETrUCTPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB, a Takxke pomyckaercs pazMemenue OXJII nHa
opuIMaILHOM CaliTe YNOJHOMOYEHHOrO0 OpraHa (3KCHEepTHOM OpraHu3alun)
rocylapcTBa-ujieHa B  HH(OPMAIMOHHO-TEIEKOMMYHUKAIIMOHHOW  CETH

«uTepuer» (nanee — cetb MIHTEpHET).

I1. IIpencraBnenue nHPopMalUK O JIEKAPCTBEHHOM Ipenapare,
a TaK)K€ BOIIPOCHI, KACAIOIIMECS COCTABICHUS (MU3MEHEHUS), IKCIIEPTU3bI
1 0J100peHust nHGOpMaIUK O JIEKApCTBEHHOM TIpenapare
8. Undopmanust, comepxamasics B OXJIII wu JIB, nmomkHa OBITh
npeAcTaBiieHa B 4eTko u JakoHuuHou popme. OXJIIT u JIB BkItouaroTcs B
Monysab 1 perucrpanmoHHoro nocbe. I[lpyu HeBbIIONHEHUH TpeOOBaHUI,

npeabsBisgeMbix kK coctaBieHuto OXJIII w (wm) JIB u  ykazaHHBIX
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B myHKTax 13, 15 u 16 mnd OpUrMHAIBHOTO JIEKAPCTBEHHOTO IMpenapara,
B NyHKTax 13 u 15, noanyHkTe «a» nyHkTa 17 HacTosmKUX TpeOOBaHUM — IS
BOCIIPOM3BEJICHHOIO, TUMOPUAHOrO, OMoaHanoruyHoro (6MOmnogo0OHOIO)
JIEKAPCTBEHHBIX penapaTos, PETUCTPALlMOHHOE 0ChE TaKoTo
JIEKAPCTBEHHOIO MpENapara Wilv NONPaBKu K JOKYMEHTAM PErUCTPALIHOHHOTO
JNOChE IPU3HAIOTCA HEKOMIUIEKTHBIMM, M 3asABUTEIIO INPEACTABISACTCS
npeaycMoTpeHHbl [lpaBunamu perucrpauuu W 3KCHEPTU3bI, CPOK Ha
IPEACTABICHUE HENOCTAIMIMX MATEPUANIOB PETMCTPAMOHHOTO JOChE B
COOTBETCTBUM C 3aMEUaHUSAMM YIIOJHOMOYEHHOIO OpraHa (3KCIIEpTHON
opranusaium) pepepeHTHOro rocyAapcTBa.

9. Kaxnpii pazaen OXJIII u JIB nomkeH HauuHAThCS ¢ MHPOpMAIUU,
OTHOCSILEMCA K OCHOBHOM IL€JIEBOM TIpymIle NAlUEHTOB, I KOTOPBIX
npeHa3HavyaeTcs JIEKapCTBEHHBIN penapar, 1 Ipu HE0OXOJUMOCTH JTOJKEH
JOTIONTHATHCSI KOHKPETHOM MH(OpMaIiueil o OTACIbHBIM TPyITaM MallieHTOB
(HampuMep, €T WM JMIOAa TOXWIOro Bo3pacta). B ciywae ecnu
JIEKApCTBEHHBIM TIpenapar IpeIHa3HA4YeH i1 €AUHCTBEHHOW LIEJICBOM
IPYIIBI «B3pOCHBIE MALMEHTBHD», YKa3blBaTh 3TO B KaXXIOM pas3feie He
0053aTENbHO.

10. B OXJIII noymkHA UCITOJIB30BATHCA MEIUIIMHCKAS] TEPMUHOJIOTHSL.

11.OXJIT coapepxkut uHGOPMALMIO O KOHKPETHOM JIEKAPCTBEHHOM
npenapare, Mo3TOMYy OHa HE JOJDKHA BKJIKOYATh B c€0Sl CCHUIKM Ha JIpyrue
JIEKAPCTBEHHBIE MpenapaThl, 32 UCKIOUYEHUEM CIy4acB, KOT/IA 3TO SIBISETCS
NPENOCTEPEKEHUEM,  PEKOMEHIYEMBIM  YIIOJTHOMOYEHHBIM  OPraHOM
(3KCIIEpTHOM OpraHu3alMeil) rocyJapcTBa-4wieHa, a TakKe B CiIyyae, €Ciiu
JEKapCTBEHHbI  Mpemapar  HEOOXOAMMO  MPUHHMATh IO  CXEMe
VCKJIFOYUTEIIBHO B COBOKYITHOCTH C IPYTHUMHU JIEKAPCTBEHHBIMH ITPENapaTaMHu.

12.TlonoxkeHrs HaCTOALMX TPEOOBAHUM NPUMEHSIOTCS KO BCEM

JICKApCTBCHHBIM IIPCIIaApaTaM. HpI/IMeHGHI/Ie YKa3aHHbIX MOJIOKECHUN IS
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KOHKPETHOTO JICKAPCTBEHHOIO IIpernapara TaKK€ 3aBUCUT OT HAay4HBIX
MEIMIMHCKUX JAaHHBIX O TIIpernapare W YCIOBUM €ro PErucTpaluu.
OTKJIOHEHUE OT HACTOALIUX TPEOOBAHUI HEOOXOAUMO 0OOCHOBATH B PE3IOME
MOZYJISI 2 PETUCTPALMOHHOTO JOChHE.

13.Ins  mpoBenenusi skcneptu3bl mnpoektsl OXJIII wu  JIB,
MOJATOTOBJICHHBIE B COOTBETCTBUM C HACTOSAIIUMHU TPEOOBAHUSMHU, B TOM
4HCJI€ B COOTBETCTBUHU C MpuiiokeHueM Ne 12 Kk HacTOSIIUM TpeOOBaHUSIM
npeactapisitorest B popmate PDF ¢ pacno3HaHHBIM TEKCTOM (B TOM YHCIIE B
dopmare PDF ¢ BO3MOXHOCTBIO peAakTUpOBaHUsA. JlOMOJHUTEIBHO
nomyckaeTcs mpeactasieHue B hpopmare Word).

14.B xone mpoBenenus skcneptusbl OXJIII u JIB gns mosiHOrO M
MPAaBUJILHOTO OTPAXEHUSI 3aMEUAHUN SKCHEPTHI YIOJIHOMOYEHHBIX OPraHOB
(OKCMEPTHBIX  OpraHu3aluil)  roCyJAapCTB-WICHOB  BIpaBe  BHOCHUTH
VCNIPABJICHUSI B PEXKUME DPELUCH3UPOBAHUS B MPEACTABICHHBIC 3asBUTEIIEM
npoekTsl OXJIIT u JIB.

15. Tonneie npoextsl OXJII u JIB ¢ u3MeHEeHUsIMU, BHECEHHBIMHU B
pexuMe PELEH3UPOBAHMUS, IpeaHa3HAYEHbI TUTSt oOecreueHust
MPOCIEKUBAEMOCTH BCE€X BHOCHUMBIX B HHUX HW3MEHEHHUU. Y TBEPKICHUIO
MOJIJIEKAT MCKIIIOUYUTEIBHO COIVIACOBAHHBIC II0 pe3yJbTaTaM BHECCHUS
n3MeHeHud mosiHpie mpoekThl OXJIII u JIB. 3asBurento HeoOXO0aUMO
000CHOBaTh C UCIIOJIb30BAaHUEM HAyYHBIX MEIUIMHCKUX JIaHHBIX BCE
BHOcuMble u3MeHenuss B OXJIII m (unum) JIB, 3a uckitoueHueM mpaBoOK
PENAKIIMOHHOTO XapakTepa.

16. ITIpu BHecennun uamenenuit B Tekct OXJII u (unu) JIB nepxkarens
PErUCTPALlMOHHOTO  YJIOCTOBEPEHHUS  OPUTMHAIBHOTO  JIEKAPCTBEHHOTO
npernapara JOJKEH BKIKOYUTh B MOAYJIb | PErMCTPAallMOHHOIO 10CHE:

a) OXJIIT u JIB, yTBepkA€HHBIE B CTPaHE-MIPOU3BOIUTEIIE;



0)OXJIIT wu  JIB, yTBepkIeHHbIE B  CTpaHe-JepKareie
PErUCTPAIMOHHOTO  YJOCTOBEPEHHUsI JICKAPCTBEHHOTO IIpemnapara, mpu
HEBO3MOXXHOCTH BBITIOJTHEHUS TOJIOKEHUM TMOJIMYHKTa «a» HACTOSAIIETO
MyHKTA;

B) OXJIII wu JIB, yTBepXKIeHHbIE B JAPYrol CTpaHe pEruoHa
MexayHapoaHOTO COBETa MO TapMOHMU3AIMU TEXHUYECKUX TpPEeOOBaHMM K
dbapMalieBTUUECKUM Npenaparam st Mmeauiiuackoro npumenenus (ICH), rae
3apEruCTPUPOBAH  JIEKAPCTBEHHbIM mpenapar (Ipd  HAJIMYUU) [pHU
HEBO3MOXKHOCTH  BBITIOJIHEHUSI TIOJOKEHUW TOAMYHKTOB «a» U «O»
HACTOSAILETO MyHKTA.

17.11pu BHecenuum wu3meHeHud B TekcT OXJII wu JIB g
BOCIIPOM3BEJICHHBIX, THOPUAHBIX H OHOAHATOTMYHBIX (OMOMOJOOHBIX)
JIEKAPCTBEHHBIX MPENapaToB YCTAHABIMBAIOTCS CICAYIONIUE CIEHHATbHBIC
TpeOOBaHMUS:

a) IepKaTellb PETUCTPAMOHHOIO YI0CTOBEPEHUSI BOCITPOU3BEAEHHOTO,
rUOpUJAHOrO0 WM OuoaHaIOrUYHOro (OMOMOAOOHOIr0) JIEKAPCTBEHHOIO
npenapara JI0JKeH MPeJCTaBUTh:

OXJIII u JIB opuruHaibHOro (peepeHTHOro) JEeKapCTBEHHOIO
npenapara (Ipu HaJlM4uu), IEUCTBYIOIIUE B CTPAHE-MPOU3BOUTENE, U (UJIN)
CTpaHe-ZiepKaTee PEerucTPAllMOHHOTO YAOCTOBEpEHUs, W (WJIM) CTpaHe
peruoHa MeXIyHApOAHOTO COBETa MO TapMOHM3AlMM TEXHUYECKHUX
TpeOOBaHMI K (apMalleBTUYECKUM TMpernaparam JUisi  MEIUIMHCKOTO
npumenenus (ICH) Ha rocygapCcTBEHHOM SI3BIKE TOCYIapCTBa, B KOTOPOM OHH
YTBEPKJIEHBI (C IEPEBOJIOM HA PYCCKUH S3BIK);

Iekapauio o Tom, yto B npoektax OXJIII u JIB Bocripon3BeneHHOTO,
TUOpUJAHOTO WM OMOaHAJOTMYHOrO (OMOMOJ00OHOr0) JIEKApCTBEHHOTO
npemnapara OTCYTCTBYIOT omimuusi oOT JeictByromux OXJIIT u JIB

OpUTHMHAIBHOTO  (pedepeHTHOro)  JEeKapCTBEHHOro  Ipernapara,  3a
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UCKJIFOYEHUEM OTJIMYMH, BBIJICJICHHBIX U OOOCHOBAaHHBIX B COOTBETCTBUU C
TpeOOBaHUSIMU al3alla 4YETBEPTOrO0 HACTOSAIIET0 MOJAMYHKTA;IOCTPOYHOE
(pacnolioEeHHOE TapalieNIbHO Ha OJIHOM JIMCTE) CPaBHEHUE JIEHCTBYIOIINX
OXJIIT u JIB opuruHanbHOoro (pedepeHTHOTO) JEKapCTBEHHOTO Mpenapara u
npoektoB  OXJIII wu JIB BocmpousBeneHHOro, THUOPUIHOTO  WUIU
OuoaHanoruyHoro  (OMOMOAOOHOr0)  JIEKAPCTBEHHOrO  Mpemapara ¢
BBIJICJICHHUEM M OOOCHOBaHMEM BceX OTIMUMi. K TUNUYHBIM pa3audusiM
OTHOCSITCS pa3uyus B MIPOU3BOJIUTEIISIX, CPOKE T'OJHOCTHU (CPOKE XpaHEHHUS),
COCTaBE€  BCIOMOTATENbHBIX  BEHIECTB, HE3HAUYMMBIE  pa3IUYUSI B
OMOIOCTYMTHOCTU WU (apMaKOKHHETUKE, a TaK)Ke pa3inuvs B CBS3H C
OTpaHUYCHUSIMU, peyCMOTPEHHBIMU 3aKOHOJATEIHCTBOM
rocyJlapCTB-4JICHOB B c(depe 3aluThl aBTOPCKUX W CMEXKHBIX IIpaB.
JlomyckaeTcsi HaIMYWEe NPYTUX Pa3IMudid, €CIdi OHM HAy4YHO OOOCHOBAHHBI.
Paznuuusi B HaNWM4YMU JUHUM paszioma (PUCKH), MO3BOJSIONIEH pa3/eUuTh
JIENUMYI0 JICKapCTBEHHYIO (QopMy Ha paBHBIC [OJH, HE Bcerma OyayT
HE3HAYMMBIMU, TIOCKOJIbKY OHHM MOTYT 3HAUUTEJIbHO TIOBJIUSTH Ha
BO3MO>XHOCTbh JOCTHXKEHUS PEXUMA N03UpoBaHus, npuBeneHHoro B OXJIII
OpUTHUHAIBHOTO (pePEepeHTHOT0) JIEKApCTBEHHOTO IIpernapara;

0) eclln TOCJIE PETUCTPAIIMH BOCHPOU3BEICHHOTO, THOPUIHOTO HWIIH
onoanamornuHoro (Ouomnomao0HOT0) NekapcTBeHHoro npenapara B OXJIII u
(wm)  JIB  COOTBETCTBYIOIIEIO  OpPUTHMHAIBLHOTO  (pedepeHTHOro)
JIEKapCTBEHHOTO npenapara BHOCSITCS WU3MEHEHUS, nepKaTesb
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHS BOCIPOU3BEIACHHOTO, THOPUIHOTO WIIH
OroaHamoruyHOro (OMOMOJ00HOT0) JEKAPCTBEHHOTO MpernapaTra JOJKEH B
teueHue 120 pabouux pgHEW ¢ garbl MyOJUKAIMU B €IUHOM pPEecTpe
3apEerucTpUPOBaHHBIX JieKapcTBEeHHBIX cpeAcTB OXJIIT u JIB opuruHasibHOTO
(pedepeHTHOrO) JIEKApPCTBEHHOTO IIpenapara BHECTH COOTBETCTBYIOLIUE

m3MeHenus: B OXJIII u (waum) JIB Takoro BoCHpoOu3BEAEHHOTO, THOPUIHOTO
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uin OuoaHanoruyHoro (OMOMOAOOHOr0) JEKApCTBEHHOTO Mpemnapara C
y4eTOM OTIMYMM, yKa3aHHbIX B a03alle 4ETBEPTOM MOANMYHKTa «a». [lpum
HEBBINOJHEHUN TPEOOBAHUI HACTOSILErO MOANYHKTa B OTHOLUIEHUU TAKOTO
BOCITPOM3BEJICHHOIO, THOPHUIHOTO WM OMOaHAJIOrM4YHOro (OMOIoA00HOTO)
JICKApCTBEHHOI'0 IMperapara B COOTBETCTBUM ¢ pasuesnom X Ilpasun
pEerucTpallud M SKCHEPTHU3bl YINOJHOMOYEHHBIM OpraH TocyAapCTBa-dieHa
IPUOCTAHABINBAET JCHCTBHE, OT3BIBACT (OTMEHSIET) PErMCTPALMOHHOE
YAOCTOBEPEHNE WM OIPAHUYNBAET IPUMEHEHHE UIIM HAIIPABJISET IEPHKATEIIO
PErMCTPALIMOHHOIO YIOCTOBEPEHHSI BOCIHPOM3BEIEHHOIO, TMOPUIHOIO WIN
OMOaHAIOTMYHOTO (OMOMOJOOHOTr0) JEKAPCTBEHHOTO Mpernapara TpedoBaHUE
O BHECEHUU N3MEHEHHUU B COOTBETCTBYIOLIUE JOKYMEHTHI PETUCTPALMOHHOIO
JIOCbE C YKa3aHHUEM CPOKa BBIMOJIHEHHS] TAaKOro TPeOOBAHMSI;B) €CIIU B XOJI€
HKCIIEPTHU3bI PETUCTPAILMOHHOTO 10ChE BOCIPOU3BEIEHHOTO, THOPUIHOTO WU
OroaHamoruyHoro (OMOMoAOOHOr0) JIEKAPCTBEHHOrO Mpemnapara (B pamkax
HOATBEPKICHUS perucTpanuu (mepeperucTpaimm), MpUBECHUS
PErUCTPALIMOHHOIO A0ChE JIEKAPCTBEHHOIO ITpenapara, 3aperucTpupOBaHHOIO
[0 HALMOHAJIIBHOW NpPOLEAype B IOCYNAapCTBAX-UYIEHAX, B COOTBETCTBUE C
[IpaBunamMu  perucTpalii W 3KCIEPTU3bl, BHECEHUS H3MEHECHHU B
PErUCTPALIMOHHOE 10ChE) BBISIBIICHO, YTO JIeCTBYIOMIas B pamkax Coro3a uiu
B OJIHOM U3 rocyaapctB-wieHoB penakiust OXJI u (unun) JIB opurnnansHoro
(pedepeHTHOr0) JIEKapCTBEHHOTO TpenapaTa He COOTBETCTBYET aKTYalbHBIM
JaHHBIM 10 3()PPEKTUBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOI'O Mpernapara
(BKJItOUAs 3aKJIIOUEHMS] JKCIEPTU3 M PEKOMEHAAIMU YHOJHOMOYEHHBIX
OpraHoB B c(pepe oOpaleHust JIeKapCTBEHHBIX CPEICTB TPEThUX CTPaH) WIIK HE
cootBercTByeT OXJIII u (mnm) JIB, 0100peHHBIM B CTpaHE-MPOU3BOIUTENE
WIN CTpaHe-JepKaTelle PErUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara, BBIIOJIHSIOTCS CIEAYIOIUEe ACHCTBUS: yIIOJHOMOYECHHBIA OpraH

(3KCmepTHasi ~ OpraHu3aius) TrocyJapcTBa-wieHa (OpPMHUPYET  3alpoc
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JEPKATEN0  PETrUCTPALMOHHOTO  YJOCTOBEPEHUSI  COOTBETCTBYIOLIEIO
OpUTHHAIBHOTO  (pedepeHTHOro)  JIEKapCTBEHHOTO  Mpemaparta o
Heooxoaumoctu ucnpasienus OXJII u (wnmm) JIB Takoro mpemapara u
HaIpaBJISIET €ro YINOJHOMOYEHHOMY OpraHy (SKCIEPTHOM OpraHU3aIivm)
pedepeHTHOTO TOCYIapCTBA, 3apPETUCTPUPOBABIIEMY JAaHHBIN JICKAPCTBEHHBII
npenapar;

IPOBEJICHHE AKCIEPTU3BI PErUCTPALMOHHOTO J0ChE
BOCITPOM3BE/ICHHOTO, THOPUIHOTO WM OHMOaHAJIOTHYHOTO (OMOMOA00HOTO)
JIEKapCTBEHHOIO MpernapaTa NpuoCTaHABINBACTCS;

YIOJHOMOYEHHBIA OpraH (3KCHepTHas opraHusanus) pedepeHTHOro
rocyJapcrBa B TeUeHHE 5 paOouyux JHEW C JAaThl MOJY4YEHHs 3ampoca OT
YIOJIHOMOYEHHOTO  OpraHa (PKCHEPTHOM  OpraHu3alyd)  HaIpaBIsSIET
YKa3aHHBIA  3alpoc  JEPHKATEII0  PErUCTPAMOHHOIO  YAOCTOBEPEHUS
COOTBETCTBYIOIIETO  OPUTMHAIBHOTO  (pedepeHTHOr0) JIEKapCTBEHHOTO
npenapara;

JepKaTelb PErucTPALMOHHOTO YJIOCTOBEPEHUS COOTBETCTBYIOILIETO
OpUTHUHAIBHOTO (peepeHTHOr0) JIEKapCTBEHHOTO IMpernapara B TEYEHUE
40 pabouux MHEW C NMaThl MOJYYEHUs 3ampoca MOAAET B yHMOJIHOMOYCHHBIN
opraH (dKCHEPTHYIH OPraHU3alMI0) TOCYJIapCTBa-4JieHa, HaIMpPaBUBIIUMA
yKa3aHHBIA 3aMpoc, 3asBJICHUE O BHECEHUH U3MEHEHUM B PETHCTPALIMOHHOE
JIOChE TAKOTO OPUTMHAIBLHOTO (peepeHTHOr0) JIeKapCTBEHHOTO Mpernapara ¢
y4eToM TpeOOBaHWM U (MJIM) PEKOMEH AN, CONCPKAIINXCS B MMOTyYEHHOM
3ampoce, JuOO0 TIPEACTaBIsieT MHUCbMEHHOE OOOCHOBAaHWE OTCYTCTBUS
HEOOXOAMMOCTH BHECEHUS TAKUX M3MCHCHHM.

Ha ocHOBaHMM THMCBMEHHOTO OOOCHOBAHHUsSI, MPEJICTABICHHOTO
JepKATEIEM PETUCTPALMOHHOIO YJIOCTOBEPEHHMS, YIOJIHOMOYEHHBIM OpraH
rocyaapcTBa-4jieHa, HalpaBUBIIMHN 3ampoc B TeueHue 20 pabouux JHEH ¢

AaTbl ITIOJYYCHHUA YKA3aHHOI'O 00OCHOBAHMS OT3BIBACT HIIU IMOATBCPIKAACT
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TpeboBanre o BHeceHun wusmeHennit B OXJII wu (umm) JIB. Eciom
YIOJIHOMOUYEHHBIM OpPraHOM TOCYJapCTBa-4JieHa, HAIMPaBUBIIUM 3aIpocC
MOATBEPKIAIOTCS TPEOOBAHUS, YKa3aHHBIE B MIEPBUYHOM 3ampoce, Ju00 OHU
KOPPEKTUPYIOTCS C y4eToM PEACTaBICHHBIX JepkareneM
PErUCTPALIMOHHOTO YJOCTOBEPEHUS Pa3bsICHEHUM, BHECEHHUE W3MEHEHUU B
pPErUCTpallMOHHOE JIOChE 3apEerUCTPUPOBAHHOTO OpUTHMHAIBHOTO
(pedepeHTHOrO0)  JIEKAPCTBEHHOrO  Mpemnapara  OCYHIECTBIISIETCS B
coOTBeTCTBUU C [IpaBuiamu perucTpanuu 1 3KCIepTU3HbI;

nocine cornacopanua OXJIII wu (unm) JIB  opuruHanbHOTO
(pedepeHTHOrO0) JIEKapCTBEHHOTO Mpernapara B COOTBETCTBHHM C YKa3aHHOU
MPONEAYPON DKCIEPTU3a PETUCTPAIIMOHHOTO JI0ChE BOCIPOU3BEICHHOTO,
rUOpUJAHOrO0 WM OMoaHaJIOTUYHOro (OMOMOAOOHOIr0) JIEKApCTBEHHOIO
npemnapara Bo3oOHoBisieTcs. [Ipu 3ToM 3anpoc, ykazaHHbIi B ad3aiie BTOPOM
HACTOSIIIETO TMOJIMyHKTa, HE paccMaTpuBaeTCs B KauecTBE 3ampoca
JEpPKATEII0  PErUCTPALMOHHOTO  YJIOCTOBEPEHHS  BOCHPOU3BEICHHOTO,
ruOpUaHOrO0 WK OuoaHaIOTUYHOro (OMOMOAOOHOIr0) JIEKAPCTBEHHOIO
npernapara.

B cBsi3u ¢ BO3MOXKHOCTHIO WHHUIIMAIIUK YTOJHOMOYEHHBIM OpPTraHOM
rocyJlapCcTBa-ujieHa yKa3aHHOW MPOLEAYphI, 3asBUTENII0 HE CIEAYEeT
IpyNnupoBaTh BHECEHUE M3MeHEeHuM B neicTByromyo OXJI u (um) JIB
BOCITPOM3BEJICHHOT0, THOPUAHOTO WM OMOaHaIOruyHoro (O6uomnogo0HOro)
JIEKapCTBEHHOTO TIpenapara ¢ pyruMHu BUJIaMU U3MEHEHUI;

T') €CJIM JIEPKATENIb PETUCTPAITMOHHOTO YOCTOBEPEHUSI OPUTHHAIBLHOTO
(pedepeHTHOr0) JIEKapCTBEHHOTO Mpenapara B TeucHue 40 paboumx gHEH ¢
JaThl TIOJYYEHMS 3alpoca, COTrJacHO af3ally MsATOMY MOJIYHKTa «B»
HACTOSIIIETO MYHKTA, HE MOJIaeT B YMOJHOMOYEHHBIM OpraH (3KCIEPTHYIO
OpraHu3allvio) TOCyAapcTBa-ujieHa 3asiBJIEHWE O BHECEHMM WM3MEHEHHUU B

PErUCTPAlIMOHHOE  JIOCb€  TaKOro  OPUTHMHAIBHOTO  (pedepeHTHOro)
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JIEKapCTBEHHOIO MperaparTa Wil He MPEJCTaBIsAeT MUCbMEHHOE 00OCHOBAaHUE
OTCYTCTBHSI HEOOXOJAMMOCTH BHECEHHS TAKUX HW3MEHEHWH, NPUMEHSIOTCS
COOTBETCTBYIOIIME TMOJ0KeHHus [IpaBuil perucrpauud M 3KCHEPTHU3BI O
MPUOCTAHOBKE  JICHCTBUS, OT3bIB€  (OTMEHE)  PETUCTPALMOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO IMPENapara, Wi OrPaHUYEHUN TPUMEHEHMUS,
WIM BHECEHUMM W3MEHEHHH B YCJIOBUS JEWCTBUS pPETUCTPALMOHHOTO
yAOCTOBEepeHusaA. B 3ToM ciiydyae »sKcmepTu3a PErucTpallMOHHOTO J10ChE
BOCITPOM3BEJICHHOIO, TMOPUIHOTO WM OMOaHaNOruyHoro (O6uornogoOHOro)
JIEKapCTBEHHOI'0 Ipernapara OCYIIECTBIsAETCS Oe3 ydeTa HeaKTyalbHBIX
OXJIIT wu (wnu) JIB opuruHambHOTO (pedepeHTHOr0) JEeKapCTBEHHOTO
npenapara;

1) €ClI CUTyallusl, YKa3aHHas B MOJIIYHKTE «B» HACTOSILErO IyHKTAa,
BO3HMKAeT MpPHU PEruCTpaldd BOCIPOU3BEICHHOr0, TUOPUIHOTO WIIU
OoroanamornyHoro (6uomo00HOT0) JIEKAPCTBEHHOTO MIpemnapara, SKCIepTu3a
PErUCTPALIMOHHOIO  JOCh€  TaKoro JIEKAPCTBEHHOIO Ipernapara  He
IPUOCTAHABIMBAETCA, U MPUMEHSIOTCS TpeOOBaHMS MOAMYHKTa  «a»
HACTOSIIETO IMyHKTa. YTOJIHOMOYEHHBI OpraH (KCIepTHasi OpraHu3anus)
rocyJapcTBa-ujiecHa HWHULMHUPYET NPOLENypy BHECEHUS U3MEHEHUH B
PErUCTPALIMIOHHOE J0Che COOTBETCTBYIOLIETO OpUTHMHAJIBHOTO
(pedepeHTHOr0) IEKapCTBEHHOTO MpenapaTa B COOTBETCTBUHU C MOJIOKECHUSIMU
MOJMYHKTA «B» HACTOSAIIETO MyHKTA.

18. IIpu BeisiBiIeHUU HecooTBeTCTBUS AecTBYyroux OXJII u (wnm) JIB
JIEKapCTBEHHOT'O0  MpernapaTra, 3aperucTpUpoBaHHOIO B OJHOM U3
rOCyapCTB-4JI€HOB, COBPEMEHHBIM JaHHBIM 1O S(PQPEKTUBHOCTH WU
0€30IaCHOCTH 3TOTO JIEKAPCTBEHHOrO IpernapaTta (BKJIKOYas 3aKJIFOUYCHUS
HKCTIEPTU3 U PEKOMEHIAIIMN YIIOJTHOMOYEHHBIX OPraHoB B cepe oOpamieHus
JIEKApCTBEHHBIX CPEJICTB TPeThUX cTpaH), B ToM uuciae OXJII u (mm) JIB,

YTBCPKACHHBIM B CTpAHC-TIPONU3BOIUTCIIC NN CTpaHC-aACPIKATCIIC
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PETUCTPALTMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO npernapara,
YIOJTHOMOYEHHBIE OpraHbl (IKCHEPTHBIC OPraHU3alMU) TOCYAapCTB-YICHOB
WM JpyrHe Julla BIOpaBe OOpaTUThCS B YIOJIHOMOYEHHBIN Opras
rocyJlapcTBa-4wieHa, B KOTOPOM 3apEruCTPUPOBAH TaKOW JIEKapCTBEHHOM
npenapar, ¢ MHUIMATUBOM O HAIPaBICHUM AEPKATENI0 PETUCTPALMOHHOTO
YAOCTOBEPEHUs  TAaKOr0  JIEKAPCTBEHHOI'O  Ipemapara  3ampoca o
HEO0O0XOJIMMOCTH BHEeCeHUs1 u3MeHeHui B neictpyromue OXJIIT u (unu) JIB.

19.1lpn mosiyueHWuM 3ampoca, yKa3aHHOTO B IMYyHKTE 18 HacTOSIIMX
TpeOOBaHUI, NPUMEHSETCA TMpOoIEeAypa, yKa3aHHas B ab3ane MATOM
MOJIMYHKTA «B» MyHKTa 17 HacToSImuX TpeOOBaHMUIA.

20.Ilpu HEBBIIONHEHUU TPEOOBAHUI, YKa3aHHBIX B NyHKTEe 19
HACTOAIIUX TPEeOOBAHUM, MPUMEHSIOTCS MOJOXKEHUS MOAMYHKTA «I» MyHKTa
17 nactosimux TpeOOBaHUM.

21.Tlonoxenns myHkTtoB 19 w20 Hacrosmux TpeboBaHUU
pacOpoOCTPaHAKOTCS Ha JIEPIKATENEH PErUCTPALMOHHBIX YIOCTOBEPEHUN BCEX
JIEKApCTBEHHBIX MPENApPaTOB, 3aPETUCTPUPOBAHHBIX B COOTBETCTBUHU C
[IpaBunamMu perucTpaum U SKCIEPTUSBI.

22.0no0peHHbIE YIOJTHOMOYEHHBIMU OpraHaMu TOCYyAapCTB-YJICHOB
OXJII un JIB pa3memarTcss B €IMHOM PEECTPE 3aperuCTPUPOBAHHBIX
JIEKApCTBEHHBIX CPEACTB, TAKXKE [OMYCKaeTcsi MX pa3MEIICHUE Ha
opuIMaIbHOM CaliTe YIOJHOMOYEHHOIO0 OpraHa (3KCIEPTHOW OpraHu3alum)
rocyJapcrBa-ujieHa B cetu IHTEpHeT.

23. JIns JIeKapCTBEHHBIX MpEnapaToB, TPEOYIOMUX JOTOJIHUTEIHHOTO
MOHMTOpHHTa Oe3omacHocTH, nepen pazaenom 1 OXJII pasmemaercs
cnenranbHbIi cuMBOJI ('), COITPOBOXKIACMBIN CIIEIYIONICH GOPMYITUPOBKOA:
«/laHHBIM  JIEKApCTBEHHBIM MpEmapar MNOMJICKUT  JIONOJHUTEIBHOMY
MOHUTOPUHTY. DTO MO3BOJUT OBICTPO BBISIBUTH HOBYIO HH(POPMAIUIO TIO

0e3omacHOCTH. MBI 06pamaeMc>1 K clricouaaInCTaM CUCTCMbI 3IpABOOXPAHCHUA
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C mpocr0oil coolmare O JHOOBIX MOAO3PEBAEMBIX HEXKEIaTeIbHBIX

PEaKIUAX.».

III. Paznensr OXJIII
1. HauMeHOBaHMe JTIEKapCTBEHHOTO TIperapara

24.B panHoMm pazgene OXJIII yka3piBaroTCs TOProBo€ HaMMEHOBAHUE
JIeKapCTBEHHOI0 IIperapaTa, CBEJIEHUS O TI03UPOBKE U JIEKapCTBEHHOU (opMe.
Hanee no tekcry OXJIII cBeneHust 0 J103UPOBKE U JIEKAPCTBEHHOU (opme

B HAMMCHOBAHHH JICKAPCTBCHHOI'O IIPCIiapaTa JOIIYCKACTCsA HC YKa3bIBATh.

Jlo3upoBka

25. Jlo3upoBKa JTOJIKHA COOTBETCTBOBATh KOJIMYECTBEHHO
ONPEIEIIEMOMY COJICPKAHUIO JIEUCTBYIOLIETO BEIIECTBA W IMPUMEHEHHIO
JIEKAPCTBEHHOI'0 IMpenapara W COBIANATh C KOJUYECTBOM JEHCTBYIOLIETO
BEILECTBA, YKa3aHHBIM B KOJIMYECTBEHHOM COCTABE M PEXKUME JO3UPOBAHUS.
PasHple [O3UPOBKM OJHOTO M TOTO K€ JIEKAPCTBEHHOrO IMpernapara
yKa3bIBalOTCA OoAMHAKOBO (Hampumep, 250 mr, 500 mr, 750 mr). Cnegyet
u30eratb HCIOJIb30BAaHUS JECATUYHBIX pa3feliuTenei, eciau MNPUMEHHUMO
(manpumep, 250 wmkr, a He 0,25 wmr). Eciu nekapctBeHHas ¢dopma
npejicTaBieHa JByMsl U 0oJiee J103MPOBKaMU, BBIPA)KEHHBIMU HECKOJIBKUMU
eAMHUIaMU u3Mepenus (Hamnpumep, 250 Mkr, 1 Mr u 6 Mr), To B HEKOTOPBIX
Cllydasix 1enecoodpa3Hee yKa3blBaTh JO3UPOBKY B OJJHUX M TEX )K€ €IUHUIAX
B IeJsIX comoctaBuMocTu (Hampumep, 0,25 mr, 1 mr u 6 mr). B memsix
0€30MacHOCTH  BEJIMYMHY PpPa3MEPHOCTH  «MUJUTMOHBD»,  «MHJLTAAPABD)
(Hampumep, €IMHUI]) BCETa CIIeyET MKUcaTh MOJHOCTHIO, a He cOKpaiaTh. He

CJIeyeT yKa3blBaTh He3HAUYMMBbIe HYIU (Harpumep, 3,0 wium 2,500).
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26./Ins1  JeKapCTBEHHBIX MpenapaToB, Yy KOTOPBIX BbIpaKEHUE
COAEPkKaHUS JECUCTBYIOIIMX BEMIECTB B €AMHUIIAX MACCHI HE MOXKET B MOJIHOU
Mepe XapaKTepu3oBaTh OHOJIOTMYECKYI0 aKTUBHOCTH (HAmpumep, s
OMOJIOTHYECKUX JIGKAPCTBEHHBIX IMPEMapaToB), JO3UPOBKA MOXKET OBITh
BBIpaK€Ha B €IMHUIIAX, UCIIOJIB3YEMBIX B (hapMaKoIesX:

ME — mexayHapoaHasi euHuIa OMOJIOTMYECKON aKTUBHOCTH;

Lf — equanma OMonorudyeckoil akTHBHOCTH TOKCHHA (aHATOKCHHA);

PFU — Ossiiiko00pa3yronue eIuHUIb;

Ph. Eur. U. — enunanna EBponerickoit (hapmakorien.

JlomyckaeTrcsi BbIpaXKE€HUE IO3UPOBKHU B APYTUX €IUHULIAX, HATPUMED:

EJl — enquHMIIBI JeMCTBUS OMOJOTMUECKON aKTUBHOCTH,

PNU — equHUIBI OEIIKOBOIO a30Ta.

Ecnu mexayHaponHas eauHuIla OUMOJIOTHUYECKOM aKTUBHOCTH Obliia
onpeneneHa BO3, npu yka3zaHWM aKTUBHOCTH JIEKAPCTBEHHOTO IIpernapara

CIEAYET MPUMEHATH JaHHYIO CINHUILLY.

JlexapcTBenHas ¢opma

27. JlekapcTBeHHYIO (POpMy JIEKapCTBEHHOIrO Ipernapara He0O0XO0IUMO
yKa3bIBaTh B COOTBETCTBUHU C:

MOJHBIM ~ CTaHAApPTHBIM TepmMuHOM @Dapmakonen EBpa3uiickoro
AKOHOMMYECKOT0 CO103a, yTBepkaeHHou Pemennem Kosuternn EBpasuiickoi
skoHOMHUYeckor komuccuu oT 11 aBrycra 2020 r. Ne 100 (manee —
®dapmakoness Coro3a), BO MHOKECTBEHHOM YHCIE€ (€CId TPUMEHHMO)
(Hanmpumep, TaOJNETKN);

noJioxkeHusiMu pazaena 3 OXJIII.

[Ipy OTCYyTCTBMM MOJAXOASIIErO0 TMOJHOTO CTaHJIAPTHOTO TEPMHUHA

COCTaBJISICTCSI HOBBIM TCPMHUH IIYTCM KOM6I/IHI/IpOBaHI/I$I CTaHAapTHBIX
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TEPMUHOB B COOTBETCTBMM ¢ HoOMEHKIaTypoll JIeKapCTBEHHBIX (QOopM,
yTBep)kIacHHOW Pemennem Komternn  EBpasuiickol  3KOHOMHYECKOMN
KoMuccuu ot 22 nekadpsa 2015 r. Ne 172.

Eciu 3T0 HEBO3MOXHO, 3asBUTENIO CIEAYET HANPABUTh OOpAIlEHUE B
YIOJHOMOYEHHBI OpraH rocyJapcTBa-4wieHa O HEOOXOAMMOCTH BBEICHUS
HOBOI'O cTaHaapTHoOro repmuHa dapmaxkorneiHbiM KOMUTETOM EBpaszuiickoro
DKOHOMMYECKOr0 coro3a. I[lyTh BBEIEHMS JIEKapCTBEHHOI'O IIpenapara Hu
nepBUYHas (BHYTPEHHsS) yNakOBKa B OOpalllEHWHM HE YKa3bIBaIOTCS, 3a
UCKJIIFOYEHUEM  CIIy4aeB, KOIZAa OTH JJIEMEHTHl  SBISAIOTCA  YaCThIO
CTaHJIaPTHOIO0 TEPMHHA WM HEOOXOAMMBI B LENIAX 0€30MacHOCTH, WU MpPU
HaJW4YUM WJCHTUYHBIX JIEKAPCTBEHHBIX IPEMAPATOB, KOTOPBIE BO3MOXKHO
Pa3JIMYUTh TOJBKO MOCPEACTBOM YKa3aHWUS IYTH BBEICHHS WIH IEPBUYHON
(BHYTpEHHEW) YIIAaKOBKHU.

28. HanmeHoBaHMEe © JO3UPOBKA JIEKAPCTBEHHBIX PACTUTEIBHBIX
IpernapaToB JOJKHBI COOTBETCTBOBaTh akTaM opraHoB Coro3za B cdepe

oOpallleHHs JIEKapCTBEHHBIX CPEJICTB.

2. KauecTBEHHBIN U KOJIUYECTBEHHBIN COCTAB

29. B nanHoM paszjiesnie NpUBOAUTCS MOJTHOE ONMKMCAaHNWE KAaYECTBEHHOTO U
KOJIMYECTBEHHOI'0 COCTaBa JIGKAPCTBEHHOTO IIpernapaTa B OTHOIICHUU
JEUCTBYIOIIEr0 BeIleCTBA (IEUCTBYIOMUX BemecTB). [Ipn HEOOX0AUMOCTH B
naHHOM paszene u B pasaene 4.3 wim 4.4 OXJII npuBoautcs napopManus o
BEIIIECTBAX, KOTOPhIE HEOOXOAUMO YUUTHIBATh B COCTaBE JICKAPCTBEHHOTO
npernapara s IpaBWIBHOTO €ro npuMeHeHus. Hampumep, KauecTBEHHBIM
COCTaB BCIIOMOTAaTEIbHBIX BEIIECTB, YKa3aHHBIX B mnpuwioxeHun Ne 1 k
HACTOSIIMM TpeOOBaHMAM, JIOJDKEH OBITh yKa3zaH B Buie (ppasbl «BeriecTna,

HaJIMIUC KOTOPBIX HAAO YUHUTBIBATL B COCTABC JICKAPCTBCHHOI'O IIpCIIapaTa:.
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B koHue pazgena HEOOXOOUMO YKa3aTh CIEAYIOIIYI0 CTaHJAPTHYIO
dbopmynupoBky: «IloaHBIN NEepeueHb BCIIOMOTATENbHBIX BEIIECTB MPUBEIACH
B paszeie 6.1.».

Eciu pacTBOpUTEND SBISETCS YacThIO JIEKAPCTBEHHOTO IIpenapara,

CBEJICHHS O HEM HEOOXOJMMO BKJIIOUUTh B COOTBETCTBYIOIIUE pa3ieiibl

OXJIIT (manpumep, 3, 6.1, 6.5 u 6.6).

KauecTBEHHBIN COCTaB

30. HaumeHoBaHME JEWCTBYIOMIETO BEIIECTBA MPUBOJUTCA COTJIACHO
PEKOMEHIOBAHHOMY BO3 MEXYHAPOAHOMY HEMMATEHTOBAHHOMY
HauMeHoBanuio (ganee — MHH) u mpu HeoOXOAMMOCTH JOMOJHSETCS
yKa3aHueM CoJIeBoM wiu ruapaTHoit popmel. [Ipu orcyrerBun MHH cnenyer
MCIMOJIb30BaTh HauMeHoBaHue 1mo Papmakomnee Coro3a, a Opu OTCYTCTBUU
Takoro HaumeHoBaHus B ®apmakoriee Coro3a — OOIIETPUHATOE, XUMUUECKOE
WM TPYNNUPOBOYHOE HAMMEHOBaHHWE JAeHCTByromero BemlectBa. Ilpu
OTCYTCTBUU  OOWICHPUHSATOrO0, XUMHYECKOTO WM TPYHNIHPOBOYHOIO
HAMMEHOBAaHHS HEOOXOAMMO YyKazaTh TOYHOE HaydyHoe obOo3HaueHwe. J[is
JNEUCTBYIOIIMX BEIIECTB, HE HMMEKIIUX TOYHOIO HAYYHOrOo OO0O3HAYCHWS,
YKa3bIBa€TCs, KAK U U3 YEro OHM M3rOTOBJEHBI. He pomyckaeTcs BKIOYaTh
CCBUIKHM Ha (papmMakorneitHoe KauecTBo.

31.Eciin  nekapCTBEHHBIM Mpenapar  SBIAETCA  JIEKAPCTBEHHBIM
paCTUTEIBHBIM MPENAapaToM, YyKa3aHWE KA4eCTBEHHOIO COCTaBa TAKOIO
npernapara onpeesseTcsi B COOTBETCTBUM ¢ akTaMH opraHoB Coro3a B cepe
oOpallleHHs JICKapPCTBEHHBIX CPEJICTB.

32.1Ipu yka3zaHuM Ka4€CTBEHHOTO COCTaBa JICKAPCTBEHHOTO Ipenapara,
MPEJICTaBIIAIONIETO CO00M paarodapMalieBTUYECKUE HaOOp, HEOOXOIUMO

YKa3aTb, YTO paaArOU30TOIl HC ABJIACTCA 4aCTbIO Ha6opa.
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KonuyecTBEHHBIN COCTAB

33. KonnuecTBo JEHCTBYIOIIETO BEIIECTBA HEOOXOJIMMO BBIpaKaTh Ha
€AUHUILY JO3UPOBAHUS (B JIO3UPOBAHHBIX MHTAISIIIMOHHBIX Mpenaparax — Ha
JOCTABIIIEMYIO 103y W (WJIM) OTMEPEHHYIO J103Y), Ha €IUHHILy 00beMa HIIH
€AUHUIY MacChl, © OHO JOJDKHO COOTHOCHUTBCS C JO3UPOBKOM, YKa3aHHOMU
B paszaene 1 OXJIIL

34. Konu4ecTBO JEHCTBYIOIIETO BELIECTBA HEOOXOAMMO BBIpaXaTh C
MOMOILBIO MEKTyHAPOAHOTO MPU3HAHHOTO CTAHJAPTHOTO TEPMUHA, KOTOPHIN
py HE0OXOIUMOCTH JOTONHSIOT APYTUM TEPMHUHOM, €CIIM OH 0oJiee TOHSITEH
MEIUIIMHCKUM PaOOTHHKAM.

Conu v rugparsl.

Ecnu nenctByrolee BEMIECTBO NPEACTABICHO B BUJE COJIM WUJIA TUIPATA,
KOJIMYECTBEHHBI COCTAaB CJEAyeT BbIpaXkaThb B E€IWHMUIIAX MacChl (WU
OMOJIOTUYECKOW aKTUBHOCTH B MEXKTYHAPOIHBIX (UJIM MHBIX) €IUHUIIAX, €CITH
MPUMEHNMO) aKTMBHOW YacTU MOJEKYJbl aKTUBHOW (papMarieBTUYECKOn
cybcTaniuy (OCHOBaHUS, KUCIOTHI MUTH OC3BOHOM conr) (Hampumep, «60 mr
TopemudeHa (B BUJe IUTpaTa)» Wik «TopeMudeHa UuTpaT, SKBUBAICHTHBIN
60 mMr TopeMudeHa).

Ecnu B Xxone mpuUroToBiieHHs] TOTOBOTO Mpenapara B PEAKIIMOHHOM
cMmecH (in situ) oOpaszyercs colib (Hanpumep, IPH CMEITUBAHUN PACTBOPUTEIIS
U MOpOUIKa), HEOOXOIUMO OTPA3UTh KOJIUYECTBO AKTUBHOW YACTU MOJIEKYJIbI
JENCTBYIOILIETO BEIIECTBA C YKa3aHUEM Ha 00pa30BaHUE COJIU in Situ.

B oTHOmIEHNMM MHMPOKO TPUMEHSIEMBIX JEUCTBYIOIIUX BEIIECTB B
COCTaBe JICKapCTBEHHOI'O Ipemapara, J03UPOBKAa KOTOPBIX OOBIUHO
BBIPAXKAETCSI B COJIEBOM WJIM THIPATHON (opMe, KOJUYECTBEHHBIM COCTaB

AOIIYCKACTCA BbIpaXaTb B BHAC KOJHMYCCTBA COJIM WJIM IUJApara (HaanMep,
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«60 Mr nuAaTHAa3zeMa ruAPOXJIOPUIAY). ITO NPABUIIO TAKKE MPUMEHUMO, €CITU
coJib oOpasyercs in situ.

Ddupsl U TposEKapCTBa.

Ecnu peiicTByromee BeEIIECTBO MPEACTABICHO B BUje ddupa win
MPOJICKAPCTBA, KOJWYECTBEHHBIM COCTaB HEOOXOJIUMO BBbIpaXaTh B BHJIC
KoJInuecTBa 3rpa Uiy MposieKapcTra.

JIns nekapCTBEHHOrO TNpemnapara — MNpOJeKapCcTBa, aKTUBHAs YacTh
MOJIEKYJIbI JEUCTBYIOIIETO BEMIECTBA KOTOPOIO 3apErMCTPUPOBAaHA B BHUJE
CaMOCTOSITEJIBHOTO  JIEKAPCTBEHHOTO  MpEMapara, yKa3blBaeTCsl  TaKkKe
HKBUBAJICHTHOE KOJIMYECTBO AKTUBHOM 4YacTU MOJICKYJbl JCHCTBYIOIIETO
BeliecTsa (Hanpumep, «75 Mr @ocheHuTonHa >KBUBaJIEHTHbI S50 Mr
(dbeHnToOnHaY).

[Topomiok (rpanysasl) 1yl IPUTOTOBICHUS! pACTBOPA WM CYCHEH3UU IS
pueMa BHYTPb.

KonuuecTBo JelCTBYIOIEr0 BeEIIECTBA HEOOXOIUMO BBIPa3UTh Ha
€AVHUILY J103bl, €CJIM Tpernapar SIBJASETCS OJHOJI030BBIM, WM HA €IUHHUILY
O0OBEMHOW 03Bl TIOCJIE BOCCTAaHOBJICHHS, €CIIM Tpenapar sBISICTCS
MHOT'0/I030BbIM. B HEKOTOpPBIX Ciiydasx LEeIecooOpa3HO yKazaThb MOJSPHYIO
KOHIIEHTPALHUIO.

JlekapcTBeHHbIC  mpemapaThl IS HapeHTEPaIbHOTO  BBEACHUS
(3a UCKJTFOYEHUEM BOCCTAHABIMBAEMBIX TTOPOIIKOB).

Ecim o6mee comepxumoe TMEpBUYHOW (BHYTpPEHHEH) YIIaKOBKH
OJIHOJIO30BBIX JIEKAPCTBEHHBIX MPENapaToB /Jid NapeHTEPATbHOIO BBEACHUS
BBOJIUTCSL B BHJEC OJHON J03bl («IIOJHOE MCIOJIb30BAHUE COJICPKUMOTO
NEePBUYHOM (BHYTPEHHEHN ) yIIAKOBKU» ), KOJIMYECTBO ACHCTBYIOLIETO BEUIECTBA
CJIeIyeT BhIpaxkaTh Ha popMy BhITycka (Hampumep, 20 Mr u Jip.) 6e3 ykazaHus
U3JIUIIKOB ¥ u30bITKa. HeoOxomuMo Takxke yKa3zaTh KOJHUYECTBO

JNEUCTBYIOIIETO BellecTBa HA 1 M1 ¥ OOIIUIA 3aBIE€HHBIN 00bEM.
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Ecnu  xonmuuecTBO OJHOMO30BBIX JIEKAPCTBEHHBIX IIPENapaToB IS
NapeHTEPATIbHOTO BBEJICHUSI PACCUMTHIBAETCS HAa OCHOBAaHWMU MAcCChl Tela,
IUIOIIAM TIOBEPXHOCTHU TeJIa WX MHOM MEePEeMEHHON MalueHTa («4acTUYHOe
UCIIOJIb30BAaHUE  COJEPKUMOIO  TEPBUYHOW  YMAKOBKH»), KOJUYECTBO
JIEUCTBYIOIIETO BEIIECTBA CJEAYET BhIpakaTh B MuwutwauTpax. Heobxogumo
TaKXe YyKa3aTb OOIIMI 3asBJICHHBIN 00beM. WM3nmuiiku u u30BITOK He
YKa3bIBaIOTCSI.

KomnuectBo JICVCTBYIOILIETO BellleCTBa MHOTI'0JI030BBIX
NMapeHTEePANIbHBIX  JIEKAPCTBEHHBIX  IIpPENapatoB U  MHapeHTepalbHbIX
JIEKapCTBEHHBIX MpernaparoB B OOIBIINX 00beMax CIIEyeT BhIpaxkarh Ha 1 M,
Ha 100 M1, Ha 1000 M1 1 T. 1. cO0Opa3HO 0OCTOATEILCTBAM, 32 UCKIIOUCHUEM
MHOTOJIO30BBIX BAKIIHH, COJAEPKAIIUX «N» OAWHAKOBBIX 1103. B aToM cimydae
JIO3UPOBKY CJIEyEeT BhIpaXKaTh HA 00beMHYIO 103y. V3NHIIKK U U30BITOK HE
YKa3bIBAIOTCSI.

Ecnu npumenumMo (Hampumep, B OTHOIIEHUM PEHTIC€HOKOHTPACTHBIX
MpenapaToB U NapeHTEpaIbHbIX MPENapaToB, COACPKAIINX HEOPTaHUYECKHUE
COJIM), KOJMYECTBO JEHUCTBYIOIIErO BEUIECTBA CIIEAYET TAKXKE YKa3blBaTh B
MUWJTUMOSIX. J{711 pEHTreHOKOHTPACTHBIX MpernaparoB ¢ WOACOAEPHKAIUMHU
JNEUCTBYIOIIMMH BEIISCTBAMU ITOMUMO KOJMYECTBA JEHCTBYIOIIETO BEIIECCTBA
clienyeT yKa3bIBaTh KOJIMUYECTBO Homa Ha 1 Ml

[Topomiok, mojnexanuii BOCCTAHOBJICHUIO MEpell MapeHTEepaTbHbIM
BBEJICHUEM.

Ecnu nexapcTBeHHBIN Tpernapar SBISETCS MOPOIIKOM, IMOJJICKAIUM
BOCCTAHOBJICHUIO TEPE] MapEHTEPAIbHBIM BBEJICHUEM, HEOOXOIUMO yKa3aTh
o0111ee KOJIMYECTBO JICMCTBYIOIIETO BEIIECTBA, COJACPIKAIICECS B MEPBUUYHOM
(BHYTpEHHEW) yINakoBKe, 0€3 yKa3aHWs M3JIMIIKOB W H30bITKA, a TaKkKe
KOJIMYECTBO Ha | MJI mocie BOCCTAHOBJIEHUS MPU YCIOBHUU OTCYTCTBUS

HCCKOJIBKHUX BAapUAHTOB BOCCTAHOBJIICHHUA MW PA3JIMYHBIX HCIIOJIB3YCMBIX
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KOJIMYECTB, KOTOPBhIE MPHUBOJAT K OOpPA30BAHUIO PA3JIMYHBIX KOHEYHBIX
KOHLICHTPAIHAM.

Konuenrtparsr.

KonuuecTBo JeHCTBYIOIIETO BEIIECTBA HEOOXOIUMO BBIPA3UTh Kak
cojepkaHre Ha 1 MJI KOHIIEHTpaTa U oOIllee cojep)kaHue JACHCTBYIOIIETO
BemiecTBa. HeoOxoamMo Takke BKIIOUUTH COJEpKaHWME Ha 1 M1 mocie
PEKOMEHJYEMOIO pPa3BEACHUS NPU YCIOBUU OTCYTCTBUSI Pa3BEICHHS
KOHIIEHTpaTa J0 Pa3INYHbIX KOHEYHBIX KOHIECHTPALIUH.

[macTeipu TpaHcaepMaIbHbIE.

Heobxoanmo ykasaTh ClaeAyrolue KOJIMUYeCTBEHHbIC JJaHHbIC:

COZEpKaHHUE AEHUCTBYIOIIErO BEIIECTBA B ILIACTHIPE;

CpeaHsis IOCTaBIIsieMast 32 €IMHUILY BPEMEHH J1034;

TUTOIIAb BEICBOOOKIAIOIIIEH TTOBEPXHOCTH.

(Harmpumep: «Kaxaplii miacTeIphb mwiomanso 10 cm? cogepxut 750 MKr
ACTpaanoJia, BRICBOOOXK 1ast 3a 24 yaca HOMUHAJIBHO 25 MKT 3CTpanoa.»).

MHOT0/1030BbIE TBEPABIC U MATKHE JICKAPCTBEHHBIE ()OPMBI.

KonudecTBO AeiicTByOIIEro BemecTBa HEOOXOAMMO IO BO3MOXKHOCTH
YKa3bIBaTh HA €IMHUIY JO3UPOBAHUS, B OCTAIBHBIX ciiydasix —Ha 1 r,Ha 100 T
WJIU B MPOIIEHTAaX COOOPa3HO 0OCTOSTEIHLCTBAM.

buosiornueckue jgexkapcTBEHHbIE TIPENaparhl.

VYka3aHue NO3UPOBKH.

KonuuecTBo MelCTBYIOIIETO BEIIECTBA OMOIOTUUECKUX JICKAPCTBEHHBIX
npenapaToB  CJlAEAyeT BbIpaXkaTb B  E€IUWHHUIAX MACChl, E€IUHHUIAX
OMOJIOTUYECKOW aKTUBHOCTHU WUJIA MEXKIYHAPOIHBIX €AMHUIIAX B 3aBUCUMOCTHU
OT KOHKPETHOTO IIpernapara, oTpaxkasi B COOTBETCTBYIOIIUX CIy4asiX MOPSJIOK,
npuHaThii B @apmakoniee Coro3a. B OTHOIIEHUN MATWIMPOBAHHBIX OEIKOB

H€O6XOI[I/IMO YUYUTBIBATD IMOJIOKCHUA B COOTBCTCTBUH C ITPUTIOKCHUEM Ne 2 x
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HACTOAIIUM TPEOOBAHUSIM B YACTH OINUCAHUS COCTaBa MATUIMPOBAHHBIX
(xoHbrOrUpoBaHHBIX) OenkoB B OXJIII.

JleiicTBy101IME BELIECTBA OMOIOTUYECKOTO MPOUCXOKICHUS.

HeoOxomumMo KpaTko omucaTth MPOUCXOXKACHUE JEHCTBYIOIIETO
BEILIECTBA, YKa3aTh CBOWCTBA BCEX MCIIOJb30BAHHBIX B IPOU3BOJICTBE
KJIETOYHBIX CHUCTEM U, €CJIM IPUMEHHMO, HCHOJIb30BAHUE TEXHOJIOTUU
pexkomOunanTHoU JIHK ncnonb3ys ciaenyrontyto popmynupoBky: «llomyueHo
C UCToyIb30BaHueM KJIeTOK XXX [1o TexHonoruu pekomounantHout JITHK].».

[TIpumepshl onrcanust IPOUCXOKIACHHS JEUCTBYOIIETO BEIIECTBA:

«TOJIy4EHO C HCHOJb30BAHUEM JUIUIOWJHBIX KIETOK 4YEJIOBEKa
(MRC-5)»;

«MOJIYYEHO C UCMOJBb30BaHUEM KIIETOK Escherichia coli mo TexHOIOTUA
pexoMmOuHantHoi JTHK»;

«TOJYYEHO C UCTOJIb30BAHUEM KJIETOK KyPHUHBIX YMOPHOHOBY;

«TOJIyYE€HO U3 IOHOPCKOU IIa3Mbl YEIIOBEKAY;

«TOJIYYE€HO U3 MOYM YEJIOBEKAY;

«TOJIyYE€HO U3 KPOBH [>)KMBOTHBIX |»;

«MOJIYYE€HO U3 TKAHU TOJKEITYJOYHOMN KEJI€3bl CBUHENY;

«TOJYYEHO U3 CIU3UCTON 00O0JIOYKY KUIIIEUHUKA CBUHEH.

Oco0Oble TpeboBaHMS K HOPMATHHBIM HMMYHOTJIO0YJTHHAM.

Heob6xomumo yKa3aThb pacnpeneneHue HOPMAaJIbHbBIX
UMMYHOTJIOOYJMHOB 10 cyOknaccam IgG B mporeHTax oOT 0OIIero
coaepxkanus [gG. 3aTem yka3piBaeTCs BEpXHsIsl rpaHulia coaepxanus [gA.

Oco0bic TpeOOBaHUS K BaKI[MHAM.

HeoOxonumo yka3arh cojiepKaHu€ JIEUCTBYIOIIETO BEIIECTBA Ha
eAUHUIYYy Ao3upoBaHus (Hanpumep, Ha 0,5 mu). [Ipu HanmMyuM agbIOBAHTOB

H€O6XOI[I/IMO YKa3aTthb ux Ka4eCTBEHHBIM M KOJIUYECTBEHHBIM COCTaB.
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HeobOxonumo nepedyucianuTh MPUMECH, MPEACTABIAIONIME OCO0YIO
3HAYMMOCTh (Hampumep, OBaIbOYMUH B BaKI[MHAX, IMOJYYEHHBIX U3 KYPHUHBIX
SIAIL).

TpeOboBanust K oOmnucaHuiO (papMalleBTUYECKUX CBONCTB BaKI[MH
MPUBE/ICHBI B IPUJIOKEHUHU Ne 3 K HACTOSIIUM TPEOOBAHUSM.

JlekapCTBEHHBIE PACTUTEIIBHBIE TIPEapaThl.

YKa3zaHue KOJUYECTBEHHOIO COCTaBa JCHUCTBYIOIIETO BEIIECTBA B
JIEKapCTBEHHBIX PACTUTENIBHBIX IpENaparax ONpeeisieTCs B COOTBETCTBUU C

aktamu opranoB Coro3a B cepe 0OpalieHus I€KapCTBEHHbBIX CPEACTB.

3. JlekapctBeHHas hopma

35.HauMeHOBaHHE  JIEKAPCTBEHHOM  (QOpMBI  yKa3bIBaeTcs B
cooTBeTcTBUU ¢ HomeHknarypoil jekapcTBEHHbIX (GOpM. DTOT TEpPMUH
JIOJDKEH COBIMaJaTh ¢ TEPMUHOM, yKazaHHbIM B pazuene 1 OXIJIII. Oanaxo,
€CJIM Ha MEPBUYHON (BHYTPEHHEW) YMAKOBKE HUCIOJIb3YETCS COKPAILCHHBIN
CTaHAApPTHBIM TepMuH, B naHHOM paszaene OXJII cokpalieHHbI TepMUH
JOTIOJIHUTEIHFHO IPUBOIUTCS B CKOOKAX.

B otnenbHOM ab3aiie HEOOXOAMMO TPUBECTH OMMCAHUE BHEIITHETO BU/IA
npenapara (1BET, 3HAKU U JIp.) U IPU YCIOBUU HAJIUYUS B PETUCTPALMOHHOM
JIOChE JICKAPCTBEHHOTO IMpenapara COOTBETCTBYIOIIMX MNOATBEPKIAOIINX
JIAHHBIX CBEJICHUS O (PaKTUYECKUX pasMepax TBEPAOU JIEKapCTBEHHOM (OPMBI
JUIs1 TpUeMa BHYTpPb, HalTpUMep:

«Tabnerkwu.

benble, Kpyribie MIOCKOIUINHIPUYECKUE TAOJETKU JUAMETPOM 5 MM
co 3HakoM «100» Ha OgHOU CTOPOHE.».

36.Eciu Ha TabneTkax MpeaycCMOTpEHa JIMHHUS pasiiomMa (pucka),
HEOOXOAMMO yKa3aTh, MOATBEPKACHO JIM BOCIPOU3BOAMMOE pa3JieicHUE

Tabnetok  (Hampumep: «JIuHus  pasznoma  (pucka) HOpeaHa3HAUYECHA
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UCKJIFOUUTENIbHO I pa3jaMbIBaHUS C LIEJIbI0 OOJIErYyeHus MporjaThiBaHus,
a He IS pa3fielIieHHs] Ha paBHbIC J03bI», «TabmeTky MOXKHO pa3lienuTh Ha
PaBHBIE J103BL.).

37.Cnenyer mnpencraBuTh cBeneHuss o pH u ocmossspHOocTH (mipm
HEOOXOJIMMOCTH).

38. Eciu JiekapCTBEHHBIH IMpemnapaT MoJJIeKUT BOCCTAHOBJIECHUIO MEPE]T
npumMeHeHueM, B gaHHoM pazzaene OXJIII neobxomumo ommcaTh BHEUTHUN
BHJI IIepe]] BOCCTAHOBJIEHUEM. BHEIMIHMI BUJ JIEKapCTBEHHOI'O Iperapara

MOCJI€ BOCCTAHOBJICHUSI HEOOX0AMMO YKa3aTh B pazjaenax 4.2 u 6.6 OXJIIL.

4. Kimmandueckue naHHbIe
4.1. Iloka3aHus K TPUMEHEHUIO

39.1loka3anusi K OPUMEHEHHIO YKa3bIBAIOTCS YETKO M JIAKOHUYHO,
U JIOJDKHBI OTpakaTh 1ieJIeBO€ 3a00JIEBaHME WM COCTOSIHUE C YKa3aHHEM
HAMpaBJICHHOCTH  Tepanuu  (CUMIOTOMATUYECKas, dATHOTPOIHAS  WIH
OKa3bIBAIOIIAs BJIMSHUE HA TEUECHHUE WJIM MPOTPECCUpPOBAHUE 3a00JICBAHUSA),
JUTsi TPOGUIAKTUKN (TIEPBUYHONW WM BTOPWUYHOM), JUIsl TUarHOCTUKU. Ecim
MPUMEHUMO, yKa3bIBaeTCss MHGOpPMAIMS O IIEJICBON MOMYJISAINH, OCOOCHHO
MpY HAIMYUW OTPAHUYCHUHN I OTJICJIbHBIX KATErOpyuil MallMeHTOB.

Nudopmannsi 0 KOHEYHBIX TOYKAX HCCICIOBAHUS, KaK IMPaBUIO, HE
MIPUBOJUTCA.

[Tokazanus K MPUMEHEHHUIO C IEJbI0 MPOGUIAKTHKA W WH(OOPMAIIHIO
O IIEJICBOM MOMYJISIIIUY JIOMyCKAETCS YKa3bIBaTh B OOIIMX YepTax.

40. Pe3ynbTatsl MOCIIETYOIIUX HCCJICOBAHUM, YTOYHSIOIINX
bOpMYITUPOBKY 3apeTHUCTPUPOBAHHBIX TOKA3aHWUW WM CBEACHUHW O HHX,
nomnyckaercss Bkiatodarh B paszgen 5.1 OXIJIII, ecnmm oHM HE mpeanosiararoT

BKJIIOYCHHC HOBOI'O IIOKAa3aHW K IPUMCHCHHUIO JICKAPCTBCHHOI'O IIpCIIapara.
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41.HeoOxoquMo ykazaTh HMH(pOpMAIUIO 00 0053aTENbHBIX YCIOBHUSIX
NPUMEHEHUS Mpenapara, €CIM OHM HE YINOMHUHAKOTCA B JAPYrUX pa3aenax
OXJIII, HO #ABAAIOTCS 3HAYMMBIMU (HalpUMEpP, O COMYTCTBYIOIIUX
JTUETUYECKUX Mepax, HU3MEHEHHUsX o00pa3a >KU3HU WIM COIMYTCTBYIOIICH
TEpaIvn).

42.HeoOxoquMo yKa3aTh BO3pPACTHBIE TPYMIbl, KOTOPHIM IOKa3aH
npenapar, ¢ yKkazaHhueM BO3PACTHBIX FPaHULl, HAPUMED:

«X TMOKa3aH [B3pOCJbIM, HOBOPOXICHHBIM, MIJIQJICHIIAM, JIETAM,
roJipoctkaM| B Bo3pacte oT X 10 Y [JIET, MECALIEB].».

JIist neneit HacTOSIMX TPeOOBAHUM JIeTCKas MOy pa3esieHa Ha
BO3PACTHBIE NOATPYIIBI:

HEJIOHOIIEHHBIE HOBOPOKICHHBIE (C YKAa3aHUEM CPOKA reCcTalum);

JIOHOIIIEHHBIE HOBOPOXKIeHHBIE (0 — 27 nHe);

JIETH TPYJIHOTO BO3pacTa U MiIaJieHIsl (28 qHel — 23 mecsna);

netu (2 — 11 ner);

noapoctku (ot 12 — 18 ner).

43.Ecnu moka3zaHWe K MPUMEHEHHUIO JIEKapCTBEHHOIO IIpernapara
3aBUCUT OT OMNPEACIICHHOr0 TE€HOTUNA, WIM DSKCIPECCUU TEHa, WIH
OMPEICICHHOTO (PEHOTHIIA, TAaHHOE 00CTOATEILCTBO HEOOXOAUMO OTPA3UTh B

IMOKAa3aHHH 110 IPUMCHCHHUIO.

4.2. PexxuM JO3UPOBAHMS U CIIOCOO MPUMEHEHUS

44 Tlpu Hamnuuu 0COOBIX METUITUHCKUX MPEATTUCAHUHN 110 TPUMEHEHUIO
JIEKapCTBEHHOTO Mpernapara (B TOM YUCJIE OTPAHUYEHHOTO OTITYCKa) JaHHBIN
pazaen OXJIII HaunHaeTcs ¢ onucaHusi TAKUX YCIOBUM.

IIpy Hamuuumu OCOOBIX OMACeHUWH B OTHOUICHHMH O€30MaCHOCTH
HEOOXOJIUMO TaKXKE OTPa3uTh PEKOMEHIYEMbI€ OTPAHUYECHUSI OTHOCUTEIIHBHO

yCIOBUM NpUMEHEHusi (Hampumep, «TOJbKO JUisi NpPUMEHEHUs B
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J1e4eOHO-TTPOPUIAKTUYECKUX YUPEKICHUSIX» UIH «HEOOXOJUMO pacioiaratb
HNOAXOASAIINM PEAHUMAMOHHBIM 000PYIOBAaHUEM)).

Pexum no3upoBanus.

Crnemyer 4eTKo yKaszaTh PEXHUM JTO3UPOBAHUS JJIA KaXJOro crocoda
(MyTH BBEACHUS) U 1151 KAKJIOTO MOKa3aHUs K MPUMEHEHHUIO.

Ecniu  npuMeHMMO, TPUBOJATCA  CCBUIKM Ha  O(UIMaNbHBIC
peKOMEeHIauuu (Hampumep, MO MEePBUYHOM BaKIMHAIIMKM U aHTUOMOTHKAM,
a TaK)Ke PEeBAKIIMHALINN).

Ecnu npuMeHNMO, U1 KaXXOO0W KaTeropuu (BBIACISIIOTCS MOATPYIIIBI
NOMYJSILIMM TI0 BO3pacTy, Macce Tela, IUIOMIAJAd IIOBEPXHOCTH Teja
COOTBETCTBEHHO YKa3bIBAIOTCA PEKOMEHAYEMbIE€ J03bl (HampuMmep, B M,
MI/KT, MI/M?) JUIsl MHTEpBaja J03UpoBaHus. KpaTHOCTE NPUMEHEHHUS CIIENyET
BBIPAXKAaTh B €IMHUIIAX BpeMEHHU (Harpumep, | uim 2 pa3a B AeHb (CYTKH) WK
KaXabple 6 4yacoB), BO M30€XaHME MMyTaHWUIIbl HE CIEAYET HCIOJIb30BaTh
cokpartienus (Hanpumep, «1 p/a, 2 p/a, 1 pas/cyt, 2 paza/cyT»).

Ecnu npuMeHnMo, yKa3bIBatOTC:

MakcUMallbHasi peKOMEHJyemasi pa3oBas, CyTouyHas u (wid) oOmas
(kypcoBas) 103a;

HEO0OXOAUMOCTH TIOJI00pa JT03HI;

CTaHAApTHAsl JUIMTEIbHOCTh NPUMEHEHUS M BCE OTPAaHUYEHUS IO €€
IPOJIOJDKUTENILHOCTH, a TakXe, €clId MPUMEHHMO, HE00XOJUMOCTh
MOCTENEHHOTO CHUKEHUS J103bl MJIM PEKOMEHIALMU 10 OTMEHE TPUMEHEHUS;

npeAnpuHUMaeMble MEphl TIPU MPOMYCKE OJHOM WM Oojee 103, WIIH,
HalpuMep, IpU PBOTE MOCIE IpUeMa Mpenapata (PeKOMEHIAUWU JTOJKHbI
ObITh Kak MOXHO OO0Jie€ TOYHBIMHU, YUYWUTHIBAIOIMIMMHU PEKOMEHIYEMYIO
KpaTHOCTh TPUMEHEHHUSI M COOTBETCTBYIOIIME (hpapMaKOKMHETUYECKUE

JTaHHBIC);
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MPEBCHTUBHBIE  MEpPbl BO  U30€KaHUE  PAa3BUTUS  HEKOTOPBIX
HEXKENATENbHBIX peakiui (Hampumep, MNPUMEHEHHE MPOTUBOPBOTHBIX
npernaparoB) co ccbuikor Ha pazaen 4.4 OXJIII;

CBSI3b MpHEMA JIEKAPCTBEHHOrO IIpernapara ¢ NPUEMOM >KHUJIKOCTH U
MUIIM BMECTE CO CChUIKOM Ha paznen 4.5 OXJIII npu HaIu4Yuu Takou CBA3U
(HampuMmep, CBS3U C YNOTPEOJICHUEM aJIKOTOJIbHBIX HAIMTKOB, TPEUNPpyTOB
WJIA MOJIOKA);

PEKOMEHJAIIUU 110 TOBTOPHOMY ITPUMEHEHUIO BMECTE C MH(pOopMaIme o
HEO0OXOAMMBIX HHTEPBaJIaX MEX1y Kypcamu JieueHus! (€Clid MPUMEHHUMO);

B3aMMOJICHCTBUSA, TPEOYIOIINE CIEIUaIbHOW KOPPEKIMH JO03BI, CO
CChUIKaMU Ha Apyrue npuMenumsie pazaensl OXJII (nanpumep, paznens 4.4,
4.5,4.8,5.1,5.2);

IpU HEOOXOJMMOCTH PEKOMEHAAIMU O HEJIOMYyCTUMOCTH JTOCPOYHOTO
MPEKPAIIECHUSI TEpAuy NPU BO3HUKHOBEHUM HECEPHE3HOW HEKENaTeIbHOU
pEaKLMM, SBISIOLICHCS YacTOW, HO MNPEXOASUICH WIM YCTPAHIEMOU C
MOMOIIILI0 T0100pa 103BI.

JIsi KOHKPETHOTO Tpemnapara, €Ciu JaHHas WHQopMalus SBISETCS
3HAYMMOM, HEOOXO0IMMO yKa3aTh CJEeAYIOIIEe:

«AKTHUBHOCTb JIEKAPCTBEHHOT'O Mpenapara [TOProBO€ HAWUMEHOBAHUE
JIEKapCTBEHHOI0 TMpemnapara] BbIpakaeTcsd B [yka3aTb HAaWMEHOBAHUE]
€IMHHUIAX. OJTU E€IWHUIIBI HE B3aWMMO3aMEHSEMbl C  E€IUHUIAMH,
HCMOJIb3YEMbIMU SIS BBIPAXEHUS AKTHUBHOCTH JPYTHX MPENapatoB ¢
[HauMEHOBaHUE JIEUCTBYIOIIETO BELIECTBA]. ».

OcoOble TPyTIIBI TAIMEHTOB.

[IpuBogATCS CBeEHUA O KOPPEKLIMHU JI03bl WA WHBIC CBEICHUA,
KacarolIiecss peXuma JO3UPOBAHUS Yy OCOOBIX Tpynn MalMeHTOB, B
CIEHHUAIIBHO BBIACIEHHBIX pa3fenax. Y Ka3aHHbIE CBEICHHS PACIOJIAraroTCA

IO CTCIICHU BAKHOCTHU, HAITPUMCP, B OTHOIICHHUH:
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JUIl TOXWIOro Bo3pacta. YeTko yKa3bIBaeTcsi HEO0OXOJIUMOCTh
KOPPEKIIUU J103bl Y JIOOBIX MOJTPYIIN JUIL MOXKUJIOTO BO3PAcTa CO CChUIKAMHU
Ha npyrue pazaensl OXJIII, compepkamuye yka3aHHbIE CBEACHUS (HampuMmep,
paznensl 4.4, 4.5, 4.8 unm 5.2 OXJIID);

MAllMEHTOB C MOYEYHOW HEJOCTAaTOYHOCTHIO. PexoMeHnmammu 110
JIO3UPOBAHUIO JIOJDKHBI KaK MOXHO 00Jiee TOYHO COOTHOCHUTBHCA C
Jrarna3oHaMu 3HAYCHUMN OMOXMMHYECKUX MapKepOB MMOYCUHOM
HEJIOCTATOUYHOCTH, MCHOJb30BAaHHBIMM B KJIMHUYECKUX HCCJICIOBAHUIX,
Y pe3yJbTaTaMU 3TUX HUCCIIEIOBAHUM;

IIALIMEHTOB C II€YCHOYHOM HEJOCTAaTOYHOCTHbIO (B COOTBETCTBHUHM C
JAHHBIMM O TAIMEHTaX, BKIIOYEHHBIX B HCCIEAOBaHUSA (HAIpuMep,
QIKOTOJIBHBIA IUPPO3»), U OMNPEACICHUSIMH, HCIOJb30BAaHHBIMU B ITHUX
uccie0BaHusaX (HanpuMep, 6amt (kinacc) no mkane Yaina-11s10));

MAIMEHTOB C OMNPEACICHHBIM TE€HOTUIIOM (CO CChUIKAMM Ha JAPYTHe
pazaensl  OXJIII, coxmepxkamue Oonee mOAPOOHBIE CBEICHHS (eciau
MPUMEHUMO));

MPOYMX 3HAYMMBIX OCOOBIX TPYMI MAIIMEHTOB (HAIpUMEp, MAIMEHTOB C
JPYTUM COMYTCTBYIOIIMM 3a00JieBaHUEM WM TMAIMEHTOB C W30BITOYHOMN
Maccou Tena).

B HekoTOpBIX ciyyasix MPUBOAATCA PEKOMEHIAIIMA N0 KOPPEKIIUU 1035l
(HampuMmep, Ha OCHOBAHUM HAOJIOJEHUM 3a KJIMHUYECKUMH CHUMIITOMaMU U
npu3HakaMu W (Wiau) Ja0OpaTOPHBIX JAHHBIX, BKJIIOYAs KOHIICHTPAIHIO
JIEKApCTBEHHOI'O TIpernapara B KPOBHU), CO CChUIKAMHU Ha APYTHUE Pa3leiibl
OXJII (ecn mpuMEHUMO).

Jern.

B OXJIII HeoOxoamMo TPeayCMOTPETh OTACIBHBIN pazfen «Jletuy.

HpI/IBO,Z[I/IMBIC CBCACHUA OOJIDKHBI OXBATbIBATH BCC ITOATPYIIIIBI JICTEH. HpI/I
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MOATOTOBKE 3TOT0 pasjielia MUCMOJb3yI0T KOMOWHAIUKU (DOPMYITUPOBOK IS
CUTYyallui, ONUCAHHBIX B HACTOSIIEM pa3ere.

Ecnmu nexapCTBEHHBIM NIpenapar IMoKazaH JETSM, PEKOMEHIAINU IO
pPEKUMY JTO3UPOBAHUSA YKa3bIBAKOTCA I KaXIJOM 3HAYMMOW IOATPYIIIBIL.
Bo3pactHple  pamMKuM ~ JOJDKHBI  OTpaXkaTb  OLEHKY  COOTHOLICHUS
«MOJIb3a — PUCK», MPOBEACHHYIO JJIs1 KAXKI0OW MOATPYIIIIHL.

Ecnu pexxum 103upoBaHus y B3pOCIbIX U I€TEH COBNANAET, TOCTATOUYHO
ATO YKa3aTh, JOMOJHUTEIIHLHO TOBTOPSATH PEXKUM JIO3UPOBAHUS HE TPeOyeTCs.

HeobxomuMo ykaszaTh peKOMEHIyeMbI€ 03bl (HampuMep, B MT, MI/KT,
MI/M*) U MHTEpBANa JO3UPOBAHUS B OTHOIIEHWM BO3PACTHBIX MOATPYIIL,
KOTOpPBIM TOKa3aH Mpernapar. B OTHOLIEHWH pa3IMYHBIX MOJACPYIIT MOMKET
NOTPEOOBAThCSl yKa3aHWE Pa3UYHBIX CBEICHUN O Jo3upoBaHuu. Ilpu
HEOOXOJIMMOCTH  CJIEAyeT TPUBECTU  PEKOMEHJAIMU  OTHOCHUTEJIBHO
HEJIOHOIIIEHHBIX HOBOPOXKIEHHBIX C YKa3aHHWEM OoJiee MOIX0IAIIEero Bo3pacTa
(HampuMep, TeCTAMOHHOTO WM NOCTMEHCTPYaIbHOIO).

B 3aBucuMocTH OT MOATPYMIbI, KIMHUYECKUX TAHHBIX U JOCTYIHBIX
JIEKApCTBEHHBIX (POPM 1032 BBIpAKAETCS MCXOJs M3 MACChl WIM IUIONIAIH
MOBEPXHOCTHU Teja (HampuMmep, «IeTsaM B Bo3pacte OT 2 10 4 et 1o 1 Mr/kr
MAaccChl Teja 2 pasa B JICHbY).

Ecnmn npumeHnmo, CcBeneHHMS O BPEMEHHM NpUEMa JIEKAPCTBEHHOIO
npernapara JIoJbKHbBl YUUTBIBAaTh PACIIOPSIOK JHS peOeHKa (Hampumep, IKoia
WJIN COH).

Ecnu nekapcTBeHHBIM mpenapaT MOKa3aH [JE€TSIM W HEBO3MOXKHO
pa3paboTaTh MOIXOMSAIIYIO JETCKYIO JIeKapCTBEHHYIO (opmy, B pazmen 6.6
OXJIIT co ccpukoit Ha paznen 4.2 OXJIIT HeoOX0AMMO BKIFOUHUTH MOJIPOOHBIE
MHCTPYKIMU 0 CIIOCO0Y MOJTyUeHHUs Mpernapara ex tempore.

Jlo3pl W cnoco0 TMpPUMEHEHUS Yy Pa3iMuHbIX MOATPYII JeTel

JOTYCKAaEeTCs MIPEACTABIATh B (popMe TaOIHIIBI.
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Ecnu nmekapcTBeHHBIN mpenapar HE MOKa3aH HEKOTOPHIM WM BCEM
BO3PACTHBIM TpyIIlaM JeTel, MPU HEBO3MOKHOCTH JaTh PEKOMEHJIAINU MO
peXUMY J03UPOBAHUS HMEIOIIMECS CBEACHHS HEOO0XOIMMO 0000LIUTH C
WCIIOJIL30BAaHUEM CIICYIONMIeH CTaHAapTHOW (QOpMyIUpPOBKH (OJHOW WM
KOMOMHAIIUH U3 HECKOJIBKUX UCXOS U3 00CTOSTEIBCTB):

«[be3onacHocTp u 3¢ PextuBHOCTH] X y nerel B Bo3pacTte oT X 10 Y
[MecsieB, JieT] [Win y JHOOBIX APYTUX 3HAYMMBIX MOATPYII, HApUMEp, IO
Macce Telia, MOJIOBOU 3PEJIOCTH, IOy | HA TaHHBIM MOMEHT HE YCTAHOBJIEHBL. ).

Heobxoaumo 106aBUTh OAHY U3 CIEAYIOMUX (HOPMYIUPOBOK:

«JlaHHBIE OTCYTCTBYIOT.»;

«MMmeronuecss Ha  CETONHSAIIHUN  JIEHb JAHHbIE MPUBEJACHHI B
paznene [4.8; 5.1; 5.2], oqHako HEBO3MOXKHO JIaTh PEKOMEH/IALINH TI0 PEKUMY
JIO3UPOBAHMUSL.»;

«X HE CIeIyeT NPUMEHSATH Y JIeTeN B Bo3pacTe OT X 10 Y [MECSIEB, JIET]
[uam y JI00BIX APYTHX 3HAUMMBIX TOATPYMI, HAMpUMEp, MO Macce Tela,
IOJIOBOM  3PENOCTH, TOJNy] B CBA3M C OIACCHUSAMU OTHOCHUTEIIBHO
[6e30macHOCTH, 3(h()EKTUBHOCTU]| [MEPEUUCISIIOTCS OIMaceHusi], MOAPOOHO
U3JIOKEHHBIMU B pa3jiefiax [yKa3bIBAIOTCS pasJielibl, COIepIKaIlue MoIpOOHBIE
cBeAeHUs, HanpuMmep, 4.8 umu 5.1].»;

«Ilo moka3zanusiM [ykaszaTh NoKa3zaHusi| X y [JI€TeH, AETe B BO3PACTE
{or X nmo Y} <wmer, mecsAleB> WU y JIOOBIX JPYTMX 3HAYUMBIX MOJTPYIIIL,
Harpumep, 1o Macce TeJia, MOJIOBOU 3pEJIOCTH, TTOTY | HE TPUMEHSETCA.);

«X MpOTUBOIIOKAa3aH y ferei B Bo3pacte {oT X 10 Y} <jeT, MecsieB>
[mm y TI00BIX ApYTruX 3HAYUMBIX TOATPYII, HAmpWMeEp, MO Macce Tedna,
MOJIOBOM 3PEJOCTH, MONY| [MpHU MOKa3aHWU |[yKa3aThb HA3BAaHWE NMOKA3AHUS|

(cchuika Ha paznen 4.3)].».
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B oTHoOmIEeHnH TBEpIbIX JIEKapCTBEHHBIX (OPM, HEACTUMOMN TO3UPOBKU
HEO00XOAMMO yKa3aTh:

<{X} He cneayeT Ha3Ha4aTh (IPUMEHSTH) y JA€TEH B Bo3pacTe {0T X J0
Y} <nuer, MecsiieB> [WIH y JIOOBIX IPYTUX 3HAYUMBIX MMOJATPYIII, HApUMED,
[0 Macce TeJia, MOJOBOM 3pENIOCTH, MOJy| <[l JaHHOW JIEKapCTBEHHOU
(GhopMBI> <B CBSI3U C HEBO3MOXKHOCTBIO 00ECTICUUTh PEXXKUM JJOZUPOBAHUS>.

[1pu Hanmuuuu Oosee MOAXOAIIEH I MPUMEHEHUSI TO3UPOBKU U (WIIH)
JIEKapCTBEHHBIX (DOPM JJIsl HEKOTOPBIX WM BCEX MOJTPYII AETeH (Hampumep,
pacTBOp sl IpYeMa BHYTPb JUIsl AETEN ), TO JOMYCKAETCs yKa3aTh B pa3jeie
4.2 OXJII Ha npencraBieHHYIO (MEHEE MOAXOJAIIYI0) JO3UPOBKY M (KJIN)
JIEKapCTBEHHYIO hopMYy.

Hamnpumep: «/lpyrue nexkapctsennbsie (GOpMbl U (MIH) JO3UPOBKU MOTYT
JydIlle YAOBJIETBOPSATh MOTPEOHOCTU IAHHOM TPYIIIIBL.».

Croco6 mpuMeHeHusI.

ITon oTmenbHBIM  TOA3aroJOBKOM  «Mepbl  IPEIOCTOPOKHOCTH,
pUHUMAaEMbIE Tepe]l MPUMEHEHUEM Tperapara Wik Ipu padoTe ¢ HUM» CO
cchUIKOM Ha pazgen 6.6 wiu pasaen 11 OXJIII yka3wsiBaroTCs BCe 0COOBIE
MephI MPEOCTOPOKHOCTU MIPU pabOTE C MpenaparoM WM €ro MPUMEHEHUHU
(HampuMmep, Ui IIUTOTOKCHUYECKUX  MPENapaTtoB)  MEAUIMHCKUMHU
paboTHuKamMu  (BKJIOYass OEPEeMEHHBIX  MEIUIMHCKAX  PAOOTHUKOB),
MAIMEHTOM U YXKHUBAIOIIUMU JIUIIAMHU.

VYka3plBaeTCs IMyTh BBEICHHUS W TMPUBOMAITCS HCUEPIIBIBAIOIINE
WHCTPYKIIUU TIO MPABUILHOMY BBEACHHIO U NMPUMEHEHUIO. HCTPYKIUU 10
MPUTOTOBJICHUIO UJIM BOCCTAHOBJICHUIO CIIEIYET MPUBECTU B pazjeine 6.6 wiu
paznene 11 OXJII (mpu HEOOXOIMMOCTH) U yKa3aTh CCHUIKY Ha JIAHHBIM
paznen OXJIIL.

[Ipu HamMyuu MOATBEPKAAIOUIUX JAHHBIX HEOOXOAMMO MaKCHUMaIbHO

ITIOHATHO npeaACTaBUTDH CBCICHUAA 00 AJIbTCPHATUBHBIX cn0c06ax,
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YITY9IIAFOITIX IpUMEHEHNE WA IPUEMIIEMOCTD IPUMEHEHUS
JIEKQpCTBEHHOr'0 Ipemnapara (HampuMep, BO3MOXKHOCTh —pasjiaMbIBaHUS
Ta0JNEeTKU, pa3pe3aHus TaOJEeTKu WIA TPaHCACPMAIBHOIO IUIACTBIPA,
pa3MelnbueHus TaOJETKH, BCKPBITHSI KATCyJl, CMEILIMBAHUS UX COJIEPKUMOTO C
NUIIEH, pACTBOPEHUS B HAITUTKAX C yKa3aHUEM Ha BO3MOXXHOCTh MPUMEHEHUS
4acTU JI03bl), OCOOEHHO TIpU BBEJCHUU JICKAPCTBEHHOTO IMpernapara
MOCPEACTBOM 30H OB JJIsI HCKYCCTBEHHOT'O BCKapMJIMBAHMUSI.

HeoOxomuMo OOBSICHUTH BCE CHCIUANBHBIE PEKOMEHIAIMA  TI0
MPUMEHEHHI0, 00YCIOBJICHHBIE JICKapCTBEHHOU (POpMOIA, HaITpuMep:

«B cCBs3M C HENpPUATHBIM BKYCOM J>KE€BaTh TaOJETKHU, MOKPHITHIC
000JIOUKOH, HE CIEAYETY;

«He cienyer pasyiaMbIBaTh Ta0JIeTKH, MTOKPBITHIC
KHIIIEYHO-PACTBOPUMON  00OJIOYKOM, TTOCKOJBKY OHa  IPEMSATCTBYET
[pH-3aBUCHMOMY pacniany, pa3gpaxxCHUIO KAILICYHUKA |»;

«He cnenmyer pasznambiBaTh TaONETKy, TMOKPBHITYI0 00OJOYKOM,
MOCKOJIbKY 000JI04Ka MpeIHa3HaueHa JJi1 00eCIeUeHUs MPOJIOHTUPOBAHHOTO
BBICBOOOXKIEHUS (CM. pa3zen 5.2)».

HeoOxomuMo  TIpeACTaBUTh CBEICHHS O CKOPOCTH  BBEICHUSA
napeHTEPATbHBIX TPEapaToB.

[lenecooOpa3HO MPUBECTH CBEACHHUS O MAaKCHUMaJIbHOW KOHIICHTPAIMH
NapeHTEPATBHBIX MPEapaToB, KOTOPYIO MOXKHO 0€3011acHO BBOJUTH JCTSIM
(ecmi TPUMEHUMO), OCOOEHHO HOBOPOXKIEHHBIM, y KOTOPBIX JTOCTaTOYHO
4aCTO UMEIOTCS OTPAHUYCHHS HA BBEJICHUE KUJKOCTH (HaIpuUmMmep, «He OoJiee

yeM X Mr/Y MJI pacTBOpay).
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4.3. IIpoTuBONIOKa3aHUS

45.B nannom pazaene OXJII yka3biBaroTcsi 0OCTOSITENBCTBA, MPU
KOTOPBIX JICKAPCTBEHHBIN Mpenapar He JOKEH MPUMEHATHCS HCXOMS W3
npobusis ero 0e30IMacHOCTH, TO €CTh IMPOTHBOMOKazaHusA. K Takum
00CTOSITEILCTBAM  OTHOCSITCSL  OTIPENICTICHHBIE KJIMHUYECKHE COCTOSHUA,
COMYTCTBYIOIIKE 3a00J1€BanHus, AeMorpaduueckue HakTopsl (Hanmpumep, Mo,
BO3pACT) WM MPEAPACIONOKEHHOCTh (HAmpuMep, METa00IUYECKUEe U
UMMYHOJIOTHYECKHE (PAKTOPHI, OMPEACNICHHBI TE€HOTHI M JICKAPCTBEHHBIC
peakuuMd Ha [OpenapaT WIM KJacc NpenapaToB B aHaMHE3e). OTH
00CTOSATEIHCTBA HEOOXOAMMO yKa3aTh, UCTIONL3YS MOHATHBIC, OTHO3HAYHBIC U
4yeTKue (pOpMyIHpPOBKH.

HeobOxonumo wucxons u3 (PakTUUYECKUX JaHHBIX WM CTPOTHX
TEOPETUYECKUX  MPEANOCHUIOK IEPEUUCIUTh JIPYTHE  JIEKapCTBEHHBIE
npenaparsl WM (PapMakOIOTHYECKHE KJIacChl MpenapaTroB, KOTOPHIE HE
ClIeyeT MNPUMEHATh OJHOBPEMEHHO WM TMOCIEIOBATEIbHO C JaHHBIM
JIEKApCTBEHHBIM TIpernapaTroM. Eciu NmpuMEHUMO, MPUBOAMUTCS CChUIKA Ha
pazaen 4.5 OXJIII.

[Tonynsiuun mNANMEHTOB, HE W3YYEHHbIE B paMKaxX MPOrpaMMbl
KJIMHUYECKHUX UCCIIEN0BAHUM, CleyeT onuchiBaTh B pazaene 4.4 OXJIII, a ve
B JIAHHOM pa3sjielie, 3a UCKIIOUYCHUEM CIIy4aeB HeOJIaronpusTHOTO MPOTHO3a
B OTHOIIICHUU O€30MacHOCTH (HANpUMeEp, MPUMEHEHHE BEIIECTB C Y3KUM
TEpANeBTUYECKUM JIHANa30HOM, BBIBOJIMMBIX TIOYKAMH, Yy TIAIIMEHTOB C
MOYCYHON HEAOCTATOYHOCTHIO). (OJHAKO, €COU KaKHe-IMOO IOIMYJISIHH
NAallMEHTOB ~ MCKIIOYAJIUCh M3  HUCCIEIOBAHUST 1O  COOOpaKeHUSM
0€30IMacHOCTH, WX HEOOXOAMMO TMEPEUUCIUTh B JaHHOM pasziene. Eciwu
MIPUMEHUMO, TPUBOJIUTCA cChUIKA Ha paznen 4.4 OXIIIL.

bepemMeHHOCTh M TpPyJHOE BCKAPMIIMBAHUE YKAa3bIBAIOTCS B JAHHOM

pasacic, TOJIBKO CCJIM OHH SABJIAIOTCSA IITPOTHUBOIIOKA3aHHAMMU. HpH 9TOM
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HEO0O0XO0/IUMO yKa3aTh cChUIKy Ha paznen 4.6 OXJIII, B koTopoM ciemyer
MIPEJCTaBUThL 00JIee MOAPOOHBIE CBEICHHUS.

CBeneHrs O TUNEPUYYBCTBUTEIBHOCTH K JICHMCTBYIOIIEMY BEIIECTBY
(rpynre CX0XHX M0 XMMUYECKOMY CTPOEHHUIO BEIIECTB, €CIU MPUMEHUMO) U
J000My  BCIIOMOTaTeIbHOMY BEIIECTBY, MPOU3BOACTBEHHON MpUMECH,
a TaKke O MPOTUBOINOKAa3aHUMU, OOYCIOBJICHHOM HAJIMUMEM OIpPECICHHBIX
BCIIOMOTaTENIbHBIX BEIIECTB, HEOOXOAUMO BKIIOYUTH B JaHHBIN pazjaen
OXJIIT (B cooTBeTcTBUU C TIpriioxkeHrneM Ne 1 K HacTOsIIIMM TpeOOBaHUIM).

46. Ins JIEKapCTBEHHBIX PaCTUTENIBHBIX IIPENapaToB
MPOTUBOIIOKa3aHUEM K ux MIPUMEHEHUIO TaKke SIBJISICTCSI
TUIEPYYBCTBUTENBHOCTD K IPYTHM PACTEHHSIM TOTO K€ CEMENUCTBA U APYTUM
YacTsIM TOTO K€ pacTeHUs (€CIy MPUMEHUMO).

47. HemocTaTOYHOCTh JaHHBIX caMa IO cebe He JIOJDKHA SIBISTHCS
npoTuBorokazanreM. Eciu ucxoas u3 npoduist 0€30MacHOCTH mpernapar
MPOTUBOIIOKA3aH K MPUMEHEHUIO Y 0CO00M MOMysiiuu (Hampumep, y JIeTeu
VI TIOATPYIIIBI IeTeH ), 9T0 HEOOXO0IMMO OTPa3uTh B JaHHOM pazaene OXJIII
u natb ccbulky Ha paszaen OXJIII, B KOTOpoM MTPUBOASTCS MOAPOOHBIC
cBenenuss o0 stom. IIpoTuBomokazanue y aeTed ciedayeT yKa3blBaTh 0e3

I1oa3aroJI0OBKa.

4.4. OcoOble yKa3zaHHsl U MEPbI IPETOCTOPOKHOCTHU
pU IPUMEHEHU U
48.1lpu BBIOOpE TOpsiAKA W3JI0KEHUS OCOOBIX YKa3aHUH U Mep
MPEJOCTOPOKHOCTU CJIEAYET MPEXKAE BCEro HCXOAUTh U3 BaXKHOCTH
MPUBOAUMBIX CBEICHUM O O€30MaCHOCTH.
KonkperHoe coaepxxanue ganHoro pasjaena OXJIII 0yner otinuyaTthes B

3dBUCUMOCTHU OT BHJA JICKAPCTBCHHOI'O IIPCIIapaTa M OT IIOKA3daHUA K €ro
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npuMeHeHuto. B arotr paznen OXJII nomkHbl OBITH BKIIFOUEHBI CBEJCHUS,
3HAYMMBIE JIJIsl KOHKPETHOTO Tpernapara.

49.Cgenenusi 00 OTIEIBHOM PHUCKE, CBS3aHHOM C IPUMEHEHUEM
JIEKApCTBEHHOIO Mpernapara, CIeayeT BKIYaTh B JaHHbIN pazgen OXJIII
TOJIBKO B TOM CIllydae, €CIM TaKOW pHUCK TpedyeT COOII0ICHUS Mep
MNPEJOCTOPOKHOCTA  MOpPU  NPUMEHEHWH WIM T[pU  HEOOXOJUMOCTH
NpeayNpexXACHUS MEAUIIMHCKOTO paboTHUKAa 00 »TOM pucke. ['pynms
NalMeHTOB, Y KOTOPhIX TMPUMEHEHUE JIEKApCTBEHHOrO0  Ipernapara
MPOTHUBOIMOKA3aHO, HEOOXOAUMO YyKaszarh Toiibko B pazmene 4.3 OXJIII,
He AyOiupys B JaHHOM pasjiede.

50. HeoOxoammo Takke ykaszaTh CeAyoIIee:

a) YCIIOBUS, TIPU KOTOPBIX MNPUMEHEHHUE JIEKapCTBEHHOIO IIperapara
MOXXET OBITh MpHeMJIEMbIM. B 4acTHOCTH, HEOOXOIMMO OTTUCATh CIIEIIUAIbHBIC
MEphI 0 MUHUMHU3AIMN PUCKOB, HEOOXOIUMBIE KaK YacTh IJIaHA YIIPaBICHUS
pucCKaMH B 1emsiX obOecreueHrs 0e30MmacHoro u 3PQPEeKTUBHOTO MPUMEHEHUS
JIeKapCcTBEHHOTO mpenapara (Hanpumep: «llepen Hauamom Tepanuu U najiee
€KEMECSIYHO HEOOXOIMMO KOHTPOJIUPOBaTh GYHKIIUIO TieueHn», «IlarueHTon
ciienyeT MPOUHCTPYKTUPOBATh O HEOOXOIUMOCTH HEMEIJIECHHOTO COOOIICHUS
O JIOOBIX CHUMIITOMAax Jenpeccud U (WIM) CYUUUJAIBHBIX MBICISAXY,
«KeHIMHBI C  JACTOPOAHBIM  TMOTEHUIHUAIOM JIOJDKHBI — MCIOJIb30BaTh
KOHTPALIEIILIHNIO» U JIP.);

0) ocoOble TpynIbl MAIMEHTOB, MOABEPKEHHBIC MOBBIIIIEHHOMY PHUCKY
WU SBJIIAIONIMECS €IMHCTBEHHBIMU TPYIINIAMH, TMOJABEPKEHHBIMU PHUCKY
pa3BUTHS HEXENATEIbHBIX PEAKIIMK HA MpenapaT WiK Kiacc npenapaToB (Kak
MPABUIIO, CEPHE3HBIE WM YACThI€) (HAIPUMEP, MOXKWIbIE, €TH, MAIIUEHTHI C
MOYEYHOM WM TEUYEHOYHOM HEJOCTAaTOYHOCTBhIO (BKJIOYas CTENEHb
HEJIOCTATOYHOCTH, HAIpUMEP, JIETKYIO, CPEAHIOI U TSHKENYI0), MalMeHTHI,

MOABCPTracMbIC AHCCTC3WUU, U IIAOMCHTHI C cepﬂeqﬂoﬁ HEAOCTATOYHOCTBIO
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(BKJIIOYAs B NAHHOM ciydae Kiaccudukaimio, Hampumep, Hbio-Mopkckoit
akajmemMuu 1o wuzydeHutro 3aboneBanuit cepaua (NYHA)). Heobxomumo
yKa3aTh cChUIKy Ha paznein 4.8 OXJIII ¢ uenbio pa3aeneHus HexKeIaTeIbHbIX
3 PEKTOB ¢ MO3UIMK YACTOTHI U TSHKECTH OIPENCICHHOW HeXKeIaTeIbHOU
peakuuu;

B) CEPbE3HBIE HEXKENATENIbHbIE PEaKUHH, O KOTOPBIX HEOOXOJIUMO
OTMOBECTUTHh MEIMUIIMHCKUX PA0OOTHUKOB, CUTYAIIUH, PU KOTOPHIX OHU MOTYT
BO3HHMKATh, M HEOOXOAMMBIE MEpPbl IMOMOUIM (HapuUMep, HEOTJIOKHAs
peaHumanus);

I) 1P HaJIUYUU KOHKPETHBIX PHUCKOB, CBSI3AHHBIX C IPUMEHEHUEM
JIEKapCTBEHHOI0 Mpernapara B Hadaje (Hampumep, 3(pQpexTsl mepBod A03bl)
WIM TpU TpeKpalieHuu (Hanmpumep, «PUKOIIET», peaKluu CUHAPOMA
«OTMEHBI») TMPUMEHEHHS, UX HEOOXOJMMO MPUBECTU B JIAHHOM paslese
BMECTE C HEOOXOMMBIMU MEpaMu ISl UX MPEIyNPEKICHNUS;

1) MEPBI, KOTOPbIE HEOOXOAUMO NPUHSATH ISl BBISIBICHHS MAllMEHTOB,
MOJBEPKEHHBIX PUCKY, U MIPEJOTBPAICHUS UK PAaHHETO BBISBICHUS Hadalia
WIM yCyryOJIeHHsl ONacHbIX cocTosiHuM. Ecimu TpeOyeTrcs omoBelieHue o
CUMIITOMaXx M MNpPU3HAKAX, SBIAIONIMXCS TMPEIBECTHUKAMHU CEpbE3HOMN
HEXKEJATEIbHON PeaKkIuu, UX He0OOX0IUMO OIHUCATh;

€)B ciyvae HEOOXOIMMOCTH IPOBEACHUS KaKOT0-J1100
cnenuUueckoro  KIMHUYECKOro WM  JJA0OpaTOPHOr0  MOHUTOPUHIA
PEKOMEHJIallUhd OTHOCUTEIBHO TAaKOr0 MOHUTOPUHTA JOJDKHBI COAEPKATh
OPUYKMHY, BpPeMsi M CIOCOO €ro OCYIIECTBJICHHS B paMKaX KIMHUYECKOU
npakTuku. Eciam mpu Takumx 0OCTOSTENHCTBAX WIM COCTOSHHSIX TpeOyeTcs
CHU)KCHHE JT03bl WJIM MHOM PEXUM J03UPOBAHUS, CBEICHUS 00 3TOM CIENyeT
BKJIIOUUTH B pazaen 4.2 OXJIII u ykazaTh CChUIKY Ha JJAaHHBIN pa3iel;

) YKa3aHus B  OTHOIIEHUM BCIOMOTaTelIbHBIX BelecTB  (UX

H€O6XOI[I/IMO YEeTKO ONUCATh IO OTJICJIbHBIM 3arojioBKOM «BcrnomorarenbHbIe
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BEIECTBA») M OCTATOYHBIX MPOM3BOJACTBEHHBIX MpUMecel, nHdopmarus o
KOTOPBIX BaKHA C TOYKH 3pEHUs 00ecTieueHus1 0€30MacHOCTH;

3) CBEICHUSI O COJEpPKAHWU ATAHOJIA B JICKAPCTBEHHBIX Mpernaparax,
COJZIEp KAIUX AJKOTOJIb, TIPUBOSATCS B COOTBETCTBHM C MpuiiokeHueM Ne 1
K HacTosmuM TpeOoBaHMM;

M) yKa3aHWsT O TPAHCMHUCCUBHBIX areHrax B  JICKAPCTBEHHBIX
nmpenaparax, oJy9eHHBIX U3 MJIa3Mbl KPOBU YEIOBEKa,;

K) CYOBEKThI U MAIIUEHTHI C ONPEICTICHHBIM T€HOTUIIOM MU ()EHOTUIIOM
MOTYyT JuM0O HE OTBeYaTh Ha JICUCHHE, JHUO0O0 OBITh IOABEPIKCHBI
PHUCKY YPE3MEPHOTO (dapMakoAMHAMUYECKOTO apdexra WIn
HEXKEJIaTeIbHON peaKlMM, YTO MOXET ObITh OOYCJIOBJICHO aJICISMHU
HEPYHKIIMOHUPYIOMKUX (EPMEHTOB, aJIbTEPHATUBHBIMU METAOOIUUYECKUMHU
nyTsIMU  (OTTOCPEAYEeMBIMU  ONPEICICHHBIMI  aJUICIIIMK) WK JeOUITUTOM
TpancnoprepoB. [logoOHBIE cUTyaluu, €CIM O HUX H3BECTHO, HEOOXOTMMO
YETKO OIHCaTh;

J) BC€ PHUCKHU, OOYCJIOBJIICHHbIE HENPABWIbHBIM MYTEM BBEICHUSA
(HampuMep, PUCK HEKpo3a IMPH BHECOCYIHMCTOM BBEIACHWW BHYTPHUBEHHOTO
mpenapara WIM HEBPOJOTHYECKUX TIOCICACTBUA TIPU BHYTPHUBEHHOM
BBC/ICHUH BMECTO BHYTPHMABIIICUHOTO), ¢ PEKOMECHIAITUSIMH 10 BO3MOYKHOCTH
UX YCTPaHCHUS.

51.B UCKIIOYUTEIBHBIX CIIy4dasx o0cC000 BaKHBIE CBEACHHUS 10
0€30MacHOCTH  JIGKQPCTBEHHOTO  TIpernapara  JIOMYCKAaeTcsl  BBIJACTUTH
TIOJTY>KHPHBIM IIPHQPTOM, 3aKTIOYHB UX B PAMKY.

52.Bce HexenarenpHbIC PEAKINM, YKa3aHHBIC B JAHHOM pas3zcie WIId
0OyCIIOBJICHHBIE COCTOSIHUSIMH, TPETyCMOTPEHHBIMUA JAHHBIM DPa3zeiioM,
TaK>ke BKJIto4arorcs B pazaen 4.8 OXJIIL.

53.Ecnu  npuMeHHMMO,  YKa3bIBaeTCSd  BO3MOXHOCTh  MCKa)KCHUS

pe3yJIbTAaTOB JITA0OPATOPHBIX TECTOB (HAmpUMEp, MPHU MPOBEACHUU MPOOHI
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KymOca nHa ¢one npumeHeHuss Oera-nakramoB). X HeoOXoauMMo YETKO
OMUCaTh, UCIIOJB3YS M10/13ar0JI0BOK (Hampumep: «HMckaxeHue
CEpPOJIOTHYECKUX TECTOBY).

54.0mnucanre 0COOBIX YKa3aHUM U Mep MPEAOCTOPOKHOCTH B
OTHOIIEHUU OEPEMEHHOCTH U JIaKTallUU, BIUSHUSA HAa CIOCOOHOCTH YIIPaBISTh
TPAHCHOPTHBIMU CPEJICTBAMU U pabOTATh C MEXaHU3MaMH U ITPOYUX aCIEKTOB
B3aMMOJICHCTBUH, B I1I€JIOM, HEOOXOJMMO MPUBOAUTH B pazaenax 4.5 — 4.7
OXJIIT coorBercTBeHHO. B cilyyasx 0c000il KIMHUYECKON 3HAYUMOCTH
ONpeIEIEHHBIE MEPHI MPETOCTOPOKHOCTH CIEAYET ONUCATh B JAHHOM Pa3/eIie
(Hampumep,  Mepbl  KOHTPAUENUMH  WIM  OpU  HEXKEIATeIbHOCTU
COMYTCTBYIOIETO MPUMEHEHUS JPYroro Iperapara ¢ NPUBEICHUEM CCHUIKU
Ha paznensl 4.5, 4.6 unu 4.7 OXJIII).

Jlern.

Ecnu nexapcTBeHHBIN MTpenapar mokasaH OAHOU uiu 00s1ee BO3pacTHHIM
rpynmnam JeTel U UMEroTCsl 0CoObIe YKa3aHUs U MEPhI MPEJ0CTOPOKHOCTH 10
€ro MPUMEHEHUIO, SIBJIAIONIMECS CHEU(PUIHBIMU IS JeTe WU KaKOH-Tn0o
BO3PACTHOM TPYIBI JIETeH, UX HEOOXOJMMO NMPUBECTU B JIAHHOM pasfere.
Cnenyer omnMcarb Bce HEOOXOAMMBbIE OCOObIE YKa3aHUS UM MEphl
MPEI0CTOPOKHOCTH OTHOCUTEIILHO J0JATOCPOYHOM O6€30macHOCTH (Hampumep,
B OTHOUICHWU BIIMSHUA Ha POCT, HEBPOJOTHYECKOE M TOBEIECHYECKOE
pa3BUTHE, a TAKXKE MOJIOBOE CO3PEBAHNE) U CICIIUAIBHBIM MOHUTOPHUHT JCTEH
(HampuMep, MOHHUTOPUHT  pocrta). Ilpu  OTCYyTCTBUHM  HEOOXOAUMBIX
JIOJITOCPOYHBIX JAHHBIX IO O€30MacHOCTH JTO YKa3bIBAETCS B JaHHOM
paznene. [Ipu HamUuUK MOTEHUUAIBHOTO CYIIECTBEHHOTO WM JUIUTEIHHOTO
BJIUSIHUSL HA TOBCEIHEBHYIO aKTUBHOCTbH JIeT€H (Hampumep, COCOOHOCTh K
00y4YeHHUI0 Wi (U3UUECKYI0 AKTUBHOCTbD) WIIM NMPU BIUSHUM HA allIETUT WITU

COH IIPUBOIATCA COOTBCTCTBYIOIIMUC YKA3aHUA.
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[lepeuncnsaroTcs Mepsl, cieUUpUUHbIE I AETEM, KOTOPHIM MOKa3aHO
NPUMEHEHNE JIEKAPCTBEHHOIO Impemnapara (HampuMep, Kak 4YacTh IUJIaHa

YIPaBJICHUS PUCKAMU).

4.5. BzauMopeicTBue ¢ JpyruMu J€KapCTBEHHBIMHU IperapaTaMu
U JIpyTUe BUAbI B3aUMOICHCTBUS

55.B nannom pazmene OXJIII HeoOXoaMMO MpEACTaBUTH CBEACHUS O
MMOTCHIIMAILHO KIMHUYECKU 3HAYMMBIX B3aMMOJCHCTBHSIX, OCHOBAaHHBIX Ha
(dhapMakoAMHAMUYECKUX CBOWMCTBAX U pe3ysibTarax (HhapMaKOKHHETHUUECKHUX
HCCIICIOBAaHUM in vivo JEKapCTBEHHOTO IMpenapara ¢ OTACIbHBIM yYKa3aHUEM
B3aUMOJICVCTBUM, KOTOPBIC IPHUBOIAT K HM3MEHEHHIO PEKOMEHIAIHUM 10
MIPUMEHECHUIO JIaHHOTO JIEKAPCTBEHHOro Iipenapara. K HUM OTHOCSTCS
pe3yJIbTaThl B3aUMOJCHCTBUSL in Vivo, HEOOXOIUMBIC [JIsi AKCTPAMOJISIUU
s dexra Ha MapKkepHOE (CKKOHTPOJBHOE)) BEIIECTBO JIPYTUX JICKAPCTBEHHBIX
mpernapaToB, 000X OJJMHAKOBBIM C MapKepoM (hapMaKOKMHETHYECKUM
CBOMCTBOM.

56. CHauana NpUBOAMUTCA OINMHUCAHUE B3aUMOJCUCTBUM, BIMSIONIMX Ha
MPUMEHEHUE JaHHOTO JICKAPCTBEHHOTO Ipernapara, 3aTeéM YKa3bIBalOTCs
B3aMMOJICHCTBUS, MPUBOJAIINE K KIMHUYECKH 3HAYMMBIM H3MEHEHUSIM
MPUMEHEHUS IPYTUX JICKAPCTBEHHBIX MPENapaToB.

B nmannoMm pasnene HEOOXOAWMO OMNKCATh B3aUMOJICHCTBHS, KOTOPHIE
ykazanbel B apyrux paszgenax OXJIII u B KOTOpBIX copepKaTcs CChUIKM Ha
JIAHHBIN pa3Jiel.

B nHauane npuBoaATCS CBEIECHHUS O MPOTHUBOMOKA3aHHBIX KOMOMHAIIHSIX
JIEKapCTBEHHBIX  MpemaparoB, Jajee O KOMOMHAIMAX Ipenaparos,
OJTHOBPEMEHHOE NMPUMEHEHUE KOTOPHIX HE PEKOMEHIYETCsI, M B 3aBEPIICHUN —

BCC OCTAJIbHBIC CBCACHUA.
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57.1lo  KaxIOMy  KIMHAYECKHM  3HAYAMOMY  B3aUMOJCHUCTBHIO
HEO0OXOJIUMO MPEJCTABUTH CIACAYIOIINE CBEICHUS:

a) IPOTUBOTNIOKA3aHUs OJHOBPEMEHHOTO MPUMEHEHUs (CO CCHUIKOM Ha
pazaen 4.3 OXJIII);

0) HeXKeNaTeIbHOCTh OJIHOBPEMEHHOIO TNPUMEHEHHS (CO CCBhUIKOM Ha
paznen 4.4 OXJIID);

B) IPUMEHEHUE MEp MPEJOCTOPOKHOCTH, BKIIOUAS KOPPEKIIUIO J103bI
(co ccpuikoit Ha paznen 4.2 win pazaen 4.4 OXJII ucxoas u3 00CTOATEILCTB)
C TEPEYUCICHUEM KOHKPETHBIX OOCTOSATENILCTB, TPEOYIOMIUX  TaKOM
KOPPEKIIUH;

) 1t00ble KJIMHUYECKHUE TMPOSBICHUS W BIUSHHUE Ha IUIA3MEHHYIO
KOHIICHTPAIIMIO W TUIOIIAJIb MOJl KpUBOM «KOHIeHTpanus — Bpems» (AUC)
UCXOJHBIX COCAMHEHUM M aKTUBHBIX META0OJUTOB W (WIM) JaOOpaTOpHBIC
napameTphl;

N)MEXaHU3M  B3aumojchcTBUa  (ecnmu  u3BecTeH).  Hampuwmep,
B3aMMOJICHCTBUE BCJIEJACTBUE WHTHOMPOBAHUS WJIM HHAYKIHUH ITUTOXpOMA
P450 HeoOxoauMo mpeACTaBUTh B IAHHOM pa3Jielie CO CChIIKOM Ha paznen 5.2
OXJIII, B koTOpOM clieyeT 0000IIUTh PE3yAbTATHI in Vitro NHTHOUPYIOIIETO
WJIU MHYIUPYIOLIEro MOTEHINaia.

58. HeoOxonumo omucarh B3aUMOJICMCTBHUS, HE HW3Y4YEHHbBIE in Vivo,
HO MPOTHO3UPYEMbIE HA OCHOBAHUU WCCIICIOBAHUM in Vitro U HA OCHOBAHUU
JIPYTUX CUTyallud M WCCICAOBAHUM, €CIM OHU MPUBOIAT K HU3MEHEHHIO
MIPUMEHEHUS JIEKAPCTBEHHOTO Mpenapara, Co CCbUIKOM Ha paznen 4.2 wiu 4.4
OXJIIL.

59.B naHHOM paznene HEOOXOJMMO YyKazarhb MPOAOIKUTEIbHOCTh
B3aMMOJICHCTBUS MOCIIE€ OTMEHBI JIEKAPCTBEHHOTO Ipernapara ¢ KIMHUYECKU
3HAYMMBIM B3aUMOJEHCTBUEM (HallpuMep, HMHTUOUTOpA WM HHAYKTOpa

dbepmenToB). Kak crnencrBue, MOXKeT MOTPEOOBATHCS KOPPEKIUA peXUMa
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no3upoBanus. Creayer TakkKe yka3aTh Ha HEOOXOAMMOCTh OTMBIBOYHOTO
nepuo/ia Npy MNOCieI0BaTeIbHOM MPUMEHEHHUH JIEKAPCTBEHHOTO IIpenapara.

60. HeoOxonumo Takke MpEeACTaBUTh CBEICHUS O JPYTrUX 3HAYUMBIX
B3aUMOJICUCTBUSX, HAlpUMEp, C JIEKAPCTBEHHBIMH  PACTUTEIHHBIMU
npenaparaMu, TMHINEH, alKoroJieM, KypeHuem u  (¢GapMaKoJIOTHYeCcKu
AKTUBHBIMU BEIIIECTBAMH, HE MWCIOJIb3YyEMbIMU B MEIUIIMHCKUX IIEJISIX.
Heobxoaumo onucare (papMakonuHamMudeckue 3(PQPeKTbl, KOTOpble MOTYT
NPUBECTH K  KJIMHUYECKM  3HAYMMOMY  TOTEHUIHUPOBAHUIO WM
HEOIaronpUATHOMY aITUTUBHOMY 3P DEKTY.

61.Pe3ynbrarhl, NOJYy4YEHHBIE in Vivo, CBHUACTEIbCTBYIOIIUE 00
OTCYTCTBUU B3aUMOJCHUCTBUS, HEOOXOJAUMO TMPHUBOJUTH TOJIBKO IPU HX
3HAYMMOCTH JIJII MEJUIIMHCKOTO paOOTHUKA, HA3HAYAIOIIETO JIEKapCTBEHHBIM
npenapar (Hanmpumep, B KJIMHUYECKOW 00JlacTM, B KOTOpOW paHee
OOHapy>XMBAIUCh MOTEHIIUATLHO OMACHBIE B3aWUMOJIEHCTBUS (HATTpUMED, TIPH
MIPUEME AHTUPETPOBUPYCHBIX MPEMAPATOB)).

62.Eciu wuccinenoBaHusT B3aUMOJICMCTBUS HE MPOBOJAUIIUCH, 3TO
HEO0OXOAMMO yKa3arth.

Oco0bIe TpynIibl NAIMEHTOB.

Ecnm  BbIABIEHBI Tpynmbl TAIMEHTOB, Y KOTOPBIX  BIUSHUE
B3aMMOJICHCTBUS 0OOJiee BBIPAKEHO, WU OXHUIAETCA OOJbINas CTEeNeHb
B3aMMO/JICUCTBUS (HApUMeEp, MAlMEHThl CO CHUXEHHOW (PYHKIMEH MOYeK
(ecnu OTHUM M3 TMYTEH SKCKPEIUU SIBIISICTCS MOYCYHBIN), JETH, MOXKHIbIC
U JIp.), OTU CBEACHUS HEOOXOUMO BKIIIOUUTDH B JaHHBIN pa3jied.

HeobxomumMo ommcarh B3aMMOJICUCTBUS C APYTUMHU JIEKAPCTBEHHBIMU
npenaparamM, OOYCJIOBJEHHbIE MOJUMOP(PU3IMOM  METa0OIUZUPYIOIINX
(GbepMEeHTOB WM ONPEEICHHBIX TEHOTUIIOB (MIPY UX HAJIUYUN).

Jletn.
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[Ipy Hamuuuu TOKa3aHUSI K TMPUMEHEHUIO [UJI1 ONPEACICHHOU
BO3PACTHOM TpYIMIbl JI€TEl B JaHHOM pazjieliec HEOOXOAUMO MPE/ICTABUTH
CBEJICHUSI, CTICU(PUYHBIE JJIsI TaHHOU TPYIIIIHI.

Pesynprupyromas  3kcno3unus U KIMHUYECKHE  TOCIEICTBUS
(hapMaKOKMHETUYECKOTO B3aUMOJCHCTBUS Yy B3POCIBIX M JIETEH, a TakkKe y
JIEeTeN pPa3IMYHBIX BO3PACTHBIX IPYyNIl MOTYT pas3iauyarbcsa. B aTou cBA3u
HE00XO0aUMO:

ONMCATh BCE YCTAHOBJIEHHBIE PEKOMEHAALMH T10 JICUEHUIO, CBA3aHHBIE C
OJTHOBPEMEHHBIM MPUMEHEHHUEM B MOJrPyMNNax AeTeil (HanpuMep, KOppeKIus
J103bI, JOTIOJHUTEIBHBII MOHUTOPUHT MapKepa KIMHUYECKUX 3()QPEKTOB U
(1K) HeXeNnaTelbHbIX PeaKluidi, MOHUTOPUHI KOHLIEHTPALUU [Ipenapara);

BKIIFOUMTh YyKa3zaHue «lccnenoBaHusi B3aMMOJEUCTBUS IPOBEICHBI
TOJNBKO Yy B3pOCHBIX» B Clly4ae, €CIM MCCIEAOBAaHUS B3aWMMOJCUCTBHS
IIPOBEACHBI y B3POCIIBIX;

yKa3aTh, 4TO CTENEHb B3aUMOJICVCTBUS y JIETEH AHAJIOTWYHA CTEIICHU
B3aUMO/ICUCTBHUS Y B3POCIIBIX (€CIIU 3TO YCTAaHOBJICHO);

yKa3aTb Ha OTCYTCTBME [JIaHHBIX B Clly4ae, €ClId [OJ00HbIe
MCCJIEIOBaHUS B3aUMOJICUCTBUS HE MPOBOINIIHC.

AHaTOTUYHBI TMOAXOJM TpUMEHsSETCI K (apMaKoIMHAMHUYECKUM
JIEKaPCTBEHHBIM B3aWMOJICHCTBUSM.

Ecou B3aumopeiictBue ¢ mnumiet Tpedyer BrimoueHue B OXIJIII
YKa3aHHUI 10 OJHOBPEMEHHOMY NMPUMEHEHUIO JIEKAPCTBEHHOIO IpErapara
MUIIEeH WIK ONPEICICHHBIMU MPOJAYKTAMH MUTAHUs, HEOOXOIUMO yKa3aTh,
NPUMEHUMBI JIM 3TH yKa3aHus K JeTAM (0COOCHHO HOBOPOXJACHHBIM H
MJIAJIEHIIaM), PAlMOH KOTOPBIX OTJIMYAEeTCs (MUTAHUE HCKIIOUYUTEIIBHO
MOJIOKOM MJIK MOJIOYHBIMHU CMECSIMU Y HOBOPOXKICHHBIX).

JlanHblil pasnen cieAyeT NpencTaBUTh B HauOoyiee MPOCTOM BHUIE C

YKa3aHUCM TOJIbBKO TCX B3aI/IMOI[€I7ICTBI/II\/'I, KOTOPBIC TpC6YIOT KaKHX-1I100
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IIPAKTUYECKUX YKa3aHUM 1O pPEKUMY IPUMEHEHUSA JEKAPCTBEHHOIO
npenapara. I[lpy  Hanuuum  OOJIBIIOIO  KOJWMYECTBA  Pa3IM4HBIX
B3aUMOJICHCTBUI  (Hampumep, 0OpU NPUMEHEHUM IPOTUBOBUPYCHBIX
IpEenapaToB) AOMYCKAETCs UCTIOIb30BaTh TAOIMUYHBIN (hOpMAT IPEICTABICHHUS

uHpopmaIuu.

4.6. ®epTHIIBHOCTH, OEPEMEHHOCTD U JIAKTAITHS

63. O0111e TPUHIUIBL. 3asgBUTENb WIH JACPKaTellb PEerUCcTPaliOHHOIO
YIOCTOBEPEHUSI JOJDKHBI MO BO3MOXHOCTH TPEACTABUTh OCHOBAHUS IS
PEKOMEHIalNii TI0 TPUMEHEHHUIO JIEKAPCTBEHHOTO TIpernapara y OepeMeHHBIX,
JKEHILIMH B MIEPUOJ] JAKTAlMM W KCHIUH C AECTOPOJHBIM MOTEHIIMAIOM. DTH
CBEJICHUSI HEOOXOIUMBbI MEAUIIMHCKUM pPaOOTHUKAM ISl TOCISAYIOIIETO
WH(POPMHUPOBAHUS TTAIIMEHTOB.

[IpoBoAsi COBOKYNHYIO OIIEHKY, HEOOXOJAMMO UCIIOIb30BaTh BCE
JOCTYIHBIC JaHHbIC, BKJIIOYAsh Pe3yibTaThbl KIMHUYECKUX MCCICIOBAaHUN U
MOCTPETUCTPANIMOHHOTO HaOMIoACHUS, (hapMaKOJIOTHYECKYI0 aKTHUBHOCTb,
pe3yabTaThl JOKIMHUYECKUX UCCIEAOBAHUN U CBEICHHUS O COCAMHEHUSX TOTO
)Ke KJtacca.

ITo Mepe HaKOIUICHHS OMbITAa MPUMEHEHUS JIEKAapCTBEHHOTO Iperapara
OepeMEHHBIMH, KOTOPBHIH MPEBOCXOAUT OOBEM JOKIMHHUYCCKUX JAaHHBIX Y
KUBOTHBIX, HEOOXOJWMO  OOHOBJIATH  YKa3aHUS 110  IPHUMECHCHUIO
JIEKapCTBEHHOTO Mpenapara npu 0epeMEeHHOCTH U B MEPUO/T JTAKTAIIUH.

Ecnu GepeMeHHOCTh W JIaKTalMs SIBISIFOTCS MPOTUBOTIOKA3aHUEM K
MPUMEHEHUIO JICKAPCTBEHHOTO Tperapara, CBEACHUS 00 ATOM HEO0O0XOIUMO
BKJIFOUUTH B pazaen 4.3 OXIJIII.

HeoOxonumo npeacTaBUTh CIIEIYIONINE CBEICHHUS.
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XKeHIuHBI ¢ JETOPOIHBIM MOTEHIIUAIOM, KOHTPAEHIHSI Y MYXYUH U
YKEHILHH.

[IpuBoasITCS yKa3zaHHsl IO TPUMEHEHUIO JICKAPCTBEHHOTO Mpemnapara y
KEHITMH ¢ JEeTOPOJHBIM  TOTEHIIMAJIOM, BKJIIOYas HEOOXOIUMOCTH
MIPOBEJICHUS TeCTa Ha OEPEeMEHHOCTh M KOHTpaleniuy. Eciu nanueaTkam uim
MOJIOBBIM MMapTHEpIlIaM MAlMEHTOB B XOJI€ TEpalvu WIM B ONPEICIICHHBIN
MIPOMEXKYTOK BPEMEHU J0 Hauajla WiIu MOCJE 3aBEPIICHUS JIeUeHUs TpeOyeTcs
s PekTUBHAS KOHTpAIEIIINs, OCHOBAHUS JJIsl IPUHSATUS ATON MEPHI CIEAYET
BKJIIOUWTH B JIaHHBIN pa3zzen. B ciaydae ecnum pekoMeH1yeTcsl KOHTpAUEIIUS,
HO HMEETCSd  B3aUMOJICHCTBUE C  MEPOPATBbHBIMH WA  APYTUMH
KOHTpalleNTUBaMH, HEOOXOIMMO TaK>Ke yKa3aTh CChUIKY Ha pazjaen 4.5 OXJIII
(u mpu HEoOXoUMOcCTH Ha pazaen 4.4 OXJIII).

bepemeHHOCTS.

CHavaia OpuUBOAATCA JaHHBIE, TOJIYYEHHbIE IO pe3yJibTaram
KIIMHUYECKUX M JOKIMHUYECKUX HCCIEAOBAaHUM, a 3aTEM — YyKa3aHUs IO
MPUMEHEHUIO JIEKAPCTBEHHOTO Ipernapara Ha OCHOBE ITUX JaHHBIX.

B oTHOIIEHNN TOKJIMHUYECKUX JAHHBIX B pa3jiesl BKIIOYAIOTCS TOJIBKO
BBIBOJIbI MCCJICIOBAHUN PENPOAYKTUBHOM TOKCHUYHOCTH. bosee moapoOHbIe
CBEICHUS MpeACcTaBIsitoTCs B pazaeine 5.3 OXIIII.

B oTHOIIIEHUHN KIIMHUYECKUX JTAHHBIX:

B pazze’l HEOOXOAMMO BKJIIOUHMTH IIOJHBIE CBEJICHUS O 3HAYUMBbIX
HEXKENaTeNIbHBIX  SIBJICHUSX,  BO3HHUKIIUX y  SMOpHMOHa,  IUI0Aa,
HOBOPOXXJICHHOTO, OepeMeHHoM (ecnu mnpuMeHumo). Creayer ykas3aTb
YaCcTOTy BO3HUKHOBEHHUS HEXENATEeNbHBIX SBICHHUN (HAampuMep, 4acToOTy
BO3HUKHOBEHHMS BPOXKICHHBIX aHOMaJIUM) corjlacHo kputepusiMm BO3 (ecnu
4acTOTa OMpeJIelICHA);

€CJIM HEXeJaTeNIbHbIE SBJICHUS TPH OEpPEeMEHHOCTH HE BO3HHMKAJIHW, B

pa3aciic HCO6XOI[I/IMO YKa3aTb BCIIMUYMHY  IIOIIYJIAIUH 6CpeMCHHBIX,
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Yy KOTOPBIX HMMEETCS OMNbIT MEIUIMHCKOTO MPUMEHEHUS JIEKAPCTBEHHOTO
npermnapara.

B oTHOmEHnn yka3zaHuM Mo IMPUMEHEHUIO JIEKAPCTBEHHOIO Ipenapara
y JaHHOW KaTErOpUH JKCHILNH:

OPUBOJATCS  PEKOMEHJAUHMH [0 MPUMEHEHUIO JIEKAPCTBEHHOTO
npenapara B pa3jdyHbIC MEPUOALI T'ECTAMU C YKA3aHUEM NPUYUH TAKUAX
PEKOMEH IAIUM;

MIpY MPUMEHEHUH JICKAPCTBEHHOI'O IIpenapaTa Bo BpeMs OEpeMEHHOCTU
B COOTBETCTBYIOIIMX CIIy4dasiX HIPUBOAATCA PEKOMEHIAUHMU IO BEICHUIO
OCpEeMEHHOCTH, BKJIOYass HEOOXOIUMBIM  CIENHATbHBIA ~ MOHHTOPUHT
(HampuMep,  YJBTPAa3BYKOBOE  MCCJIEAOBAHUE  IUIOAA,  OINPEJEICHHOE
OMOJIOTHYECKOE WM  KJIMHUYEeCKoe  oOcjejoBaHMe — IJioAa WU
HOBOPOXIEHHOTO).

Takxe [OOmyckaeTcs BKIKOYATh COOTBETCTBYIOIIME CCBUIKM B
pazaensl 4.3, 4.4 u 4.8 OXJIIL.

[Ipumepsl  GOpPMYJIMPOBOK, TMPUBOJMMBIX B JIaHHOM  pasjelie,
cojiepkarcs B NMpuiiokeHuu No 5 Kk HaCTOSIIIUM TPeOOBaHUSIM.

JlakTanus.

[Ipy Hanuuuu NOPUBOIATCS KIMHUYECKUE JlaHHbIE (NIPUMEHEHUE
JIEKAPCTBEHHBIX NPEMApaToOB y MIIAACHIIEB, HAaXOAWBIIUXCA HA TPYyAHOM
BCKapMJIMBaHWHW), B BHUJE 3aKIIOUYCHUN KHHETUYECKUX HCCICAOBAHUM
(ruta3MeHHasi KOHIIGHTpalus y JCeTed, HaXOJMBIIUXCS Ha TPYJIHOM
BCKapMJIMBaHUH, TMPOHUKHOBEHHME JICHCTBYIOIIETO BeIIeCTBa U (WJIU) €ro
MeTa00JIUTOB B rpyAHOE MOJIOKO). [Ipy Hamnuuu npeACcTaBIIIOTCS CBEICHUS O
HEKEIATEIbHBIX  peaKkusaAX Yy JETel, HaxOoJAIMXCSd Ha TPyAHOM
BCKapMJIMBaHUM, JONYCKAETCs YKa3aHUE IIEPEKPECTHOM CCBUIKM Ha

paznen 4.8 OXJIIL.
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3akioueHre O MPOHUKHOBEHUU JCHCTBYIOIIETO BEIIeCTBA U (MJIU) €Tro
MeTa0O0JUTOB B MOJIOKO HAa OCHOBAHMHM JOKJIMHUYECKUX HCCIEAOBAHUM
MPUBOJIUTCS TOJIBKO TIPU OTCYTCTBHUM TaKUX JAaHHBIX, IOJYYEHHBIX Y
YeJI0BEKA.

[IpuBomsTCS MNpPUYUHBI W PEKOMEHAAIMU 10 MPEKPALICHUIO HWIIA
MPOJOJKEHUIO TPYJHOIO BCKAapMIIMBAHMUS W (WJIM) MPEKPAIICHUIO WIH
NpPOJOJKEHUI0  Tepalmuu B 3aBUCUMOCTHM  OT TOro, 4To OoJiee
PEANOYTUTEIBHO.

[Ipumepsr  HopMyIHpPOBOK TPUBOASTCS B mpmwioxkeHun Ne 5 K
HACTOSIIIIUM TPEOOBAHUSIM.

@epTUIIBHOCTb.

B nmannwiii pazgen OXJIIl HeoOXoauMO BKIOYUTH CIEAYIOLINE
OCHOBHBIE  CBEIICHMSI O  BO3MOXHBIX  HEXeEJaTelbHBIX  AdderTax
JIEKapCTBEHHOTO MperapaTa JJisi My>KCKOU U )KEHCKOU (PepTUIIbHOCTH:

KIIMHUYECKHE TaHHbIE (IPU HATUYUH);

COOTBETCTBYIOIIUE 3aKIIOUCHUS JTOKIMHUYECKUX TOKCUKOJOTHYECKUX
ucciuenoBanuil (mpu Hanuuuu). bosee moapoOHbIE CBEIEHUS HEOOXOAUMO
BKJIFOUMTH B paznaein 5.3 OXIJIII;

PEKOMEHJAUK [0 NPUMEHEHUIO JIEKQpCTBEHHOrO Mpenapara Mpu
IJJAHUPOBAHUM OEPEMEHHOCTH W TMOTCHIHAIBHOM BIUSHUU TEpanuyd Ha
(bepTUIBLHOCTb.

Ecnu npumennmo, B pazaen 4.3 OXJIII gonyckaeTcst BKIFOUYUTh CCHUIKH
Ha apyrue pasaenst OXJIIL.

Ecnu nanubie 10 PepTUIBHOCTH OTCYTCTBYIOT, 3TO HEOOXOIUMO YETKO

yKa3arb.
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4.7. BiusgHue Ha CIOCOOHOCTH YNPABIIATH TPAHCIIOPTHBIMU CPEICTBAMHU
U paboTaTh C MEXaHU3MaMHU

64. Ha ocHoBaHMM (hapMaKOJMHAMHYECKOTO U (papMaKOKHHETHYECKOTO
npoduis, BBIABICHHBIX HEXENATENbHBIX peakuuid U (WIM) HpPOBEIECHHBIX
CHELMAIbHBIX  HCCIEAOBAaHUW B COOTBETCTBYIOILEH  MOMYJISALUH,
HAIpPaBJICHHBIX Ha YCTAHOBJICHUE BIMSHUS JIEKAPCTBEHHOIO Ipernapara Ha
CIIOCOOHOCTh ~ YNPaBIATH TPAHCHOPTHBIMU CpPEACTBaMHU, O€30MacHOCTb
JIOPOKHOTO JIBMXKEHUSI U paboTy ¢ MEXaHW3MaMu, HEOOXO0JIMMO yKa3aTh, YTO
JIEKapCTBEHHBIN MpEnapar:

a) HE OKa3bIBaeT MJIM OKAa3bIBAECT HECYLIECTBEHHOE BIIMSHME;

0) oka3bIBaeT c1aboe BIMSHUE;

B) OKa3bIBA€T YMEPEHHOE BIIMSIHUE;

F) OKa3bIBACT BBIPAKCHHOC BJIMUSAHUC.

65. HeobxoaumMo paccMOTpeTh APYrMe€ Ba)KHbIE ACHEKThl BIIUSHUS
JIEKapCTBEHHOI'0 TMpernapaTta Ha CHOCOOHOCTh YIPABIATH TPAHCHOPTHBIMU
CpeICcTBaMU M padOTy C MEXaHU3MAMH, €CIIM O HUX HMEKTCS CBEICHHUS
(HampuMep, MOPOJIOHKUTEIBHOCTh HAPYIIAIOLIETO BIHUSHUS U Pa3BUTHE
TOJEPAHTHOCTHU WJIU HEXKEIATEIbHBIX PEAKIHUI NPH ITUTEITbHOM MPUMEHEHUH
JIEKapCTBEHHOTO Mperapara).

66.B ciyyae ecnu JE€KapCTBEHHBIN IpENApaT OKa3bIBAET YMEPEHHOE
WIH BBIPAKEHHOE BIUSHUE, HEOOXOAMMO MPEICTAaBUTh OCOObIE YKa3aHUS U
(1K) Mepbl TPEAOCTOPOKHOCTH IIPU €r0 MPUMEHEHUH (a Takxke B pazaene 4.4
OXJII B cnydae, ecid JICKAPCTBEHHBIM MPENApaT OKa3bIBAET BBIPAKEHHOE

BIIUSIHUE).
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4.8. HexxenarenbHple peakiuu

67.B nmaHHBIA pa3fen BKIIOYAIOTCS BCE HEXKEaTelIbHbIE PEaKIuH,
BBISIBJICHHBIE B XOJI€ KIMHUYECKHX HCCIECIOBAHUM, MOCTPETHCTPALMOHHBIX
UCCJIEIOBaHNI 0€30MacHOCTH M MO pe3yJibTaTaM CIIOHTAHHBIX COOOIIECHUH,
B OTHOLIEHWH KOTOPBIX IPUYMHHAS CBA3b MEXIY JIEKapCTBEHHBIM
IIPENapaToM M HEKEJIATEJIbHBIM SIBJICHHEM IIOCJIE MPOBEACHUS TINATEIBHOU
OLICHKHA MMEET 0OOCHOBAHHYIO BEPOSITHOCTh U MOJTBEPKIACTCS, HAPUMED,
MX CPAaBHUTEIBHOW YaCTOTOM BOZHUKHOBEHUS B KIIMHUYECKUX UCCIEAOBAHUSIX
WIM PE3yJIbTaTAMHU AIUIAEMUOJIOTMYECKUX HCCIEA0BaHUN U (WMJIM) OLICHKOM
OPUYMHBI PAa3BUTUS Ha OCHOBAaHUM COOOIICHUH MO OTAEIBHBIM CIIy4asiM.
HexenarenpHbie SIBJIEHHS, HE UMEIOIIME IO MEHBIIEH MEPE I10I03PEBAEMYIO
NPUYMHHYIO CBA3b, B OXJIII He yka3biBaroTcs.

68. Undopmanuio, BKIOYEHHYIO B JaHHBIA pa3fea HeoO0XO0IUMO
000OCHOBATh B KIIMHUYECKOM 0030p€ pErUCTPaLlMOHHOTO J0ChE, OCHOBHIBASIChH
Ha OLEHKEe HauOoJiee yOeAUTENbHBIX MAHHBIX B OTHOILEHUU BBISIBICHHBIX
HEXENATeNbHBIX  ABICHMMA W  (PAKTOB, 3HAYUMBIX JJs  OILECHKH
IIPUYUHHO-CJIEACTBEHHON CBSI3U, TSHKECTU M YAaCTOTHI BO3HUKHOBEHHS TaKUX
apieHuid. JlaHHBIM pa3gen HeoOXOOUMO peryJisipHO IepecMaTpuBaTh U
OOHOBJIATH C IEJNbI0 HaAJIeXKAIIEero WHGOPMUPOBAHUS MEAUIIMHCKUX
pabOTHUKOB B OTHOIIEHUU TIpodwtsi Oe3omacHocTr penapara. Beck pazaen
JOITyCKAETCS IIEPECMATPUBATD:

a)Ipu TOATBEPKACHUM pErucTpanuu (Mepeperucrpanuu), Kormaa
npoduib 0e30MmacHOCTH OOJBIIMHCTBA IpENapaToB, CKopee Bcero, OyaeT
XOpOIIO U3YYEH;

0)Ipu mnojaye KakJoro MEepUOJUYECKOr0 OOHOBISIEMOTO OTYETa IO

0€30ITaCHOCTH.
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69. Undopmannio  HEOOXOOUMO  HW3JIaraTh  KpaTko,  HUCIOJb3Yys
CHENUAIBHYI0 TEPMHUHOJIOTHIO, OHA HE JOJDKHA COJEpkKaTh CIEAYIOLIUe
CBEJICHHUSI:

a) yKa3zaHHe Ha OTCYTCTBHE OMPEIEIEHHBIX HEKENaTeIbHBIX PEaKIIHii;

0)1aHHBIE O CpPABHUTEIBLHON YACTOTE HEXKENATEIbHBIX pPEaKIul
(3a UCKJIIOUCHHMEM CITYyYaeB, YKa3aHHBIX B HACTOSIIEM pa3Jieie);

B) yKa3aHHWE Ha OOIIYI0 XOPOIIYIH MNEPEHOCUMOCTh JIEKAPCTBEHHOIO
npernapata (B Bujae  (QOPMYJIUPOBOK:  «XOPOILIO  TMEPEHOCUTCS,
«HEXeNaTeIbHbIC PEeaKIuH, KaK MPaBWIIO, PEAKU» U Ip.).

70.He  pomyckaercs  BKIOYAaTh  YKa3aHUs  HAa  OTCYTCTBHUE
MOATBEPKICHUSI PUYUHHO-CJICICTBEHHOU CBSI3H.

71. B uensx npeacraBieHus YETKOW U OHATHOW MH(OpMAIIUU JJaHHbBIN
pazaen OXJII qomkeH UMETh CIEAYIOLIYIO CTPYKTYPY:

a) pe3rome npoduist 6e301macCHOCTH;

0)pe3toMe HEXeNnaTeIbHBIX peakuuii B ¢dopme TaOMUIBI WK
CTPYKTYPHUPOBAHHOTO CITHCKA;

B) OMKMCAHMUE OT/ICIbHBIX HEXKEIATSIbHBIX PEaKIIHA;

I') 0COOBIC TPYIIIHI TAIIUCHTOB;

1) IETH.

Pesrome poduiis 6e30macHOCTH.

Pestome mpodusisi 6€30macHOCTH JIOJKHO COAEPKaTh CBEACHUS O
HauOojiee Cepbe3HbIX U (WMJM) YacTO BO3HUKAIOIIMX HEXeNIaTeIbHbIX
peaKIusIX.

[Tpu HaMMUMM yKa3aHHBIX CBEACHUIN MPUBOATCS CPOKU BO3SHUKHOBEHUS
HEXENaTeNbHBIX peaknuii. Hampumep, B 1emsiX IpemoTBpaIeHusT pPaHHETO
IpeKpalieHus Tepanuyd JOMYCKAaeTCsl MPUBECTH ONHCAHUE HECEePhE3HBIX
HEXEJAaTeNIbHbIX pPEeaKIuii, KOTOphle YacTO BO3HHMKAIOT B Hayaje Tepamuw,

HO MOTYyT pa3pCliuTbCA IO MCEPE IPOJAOJIKCHHA JICUCHUA, HIIXA OIIHCAHUC
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HEXEJATeIbHOW PEeaKlUH, XapaKTepHOW Uil JIMTEIbHOTO IPUMEHEHUS.
YacToTy BOZHUKHOBEHHUS HEKENATEIbHBIX PEAKIMil HEOOXO0AMMO yKa3aTh KaK
MOXHO Oosiee TouHO. PestoMe mnpoduiass 0Oe30MacHOCTH  JTOJHKHO
COOTBETCTBOBATh OMNHCAHUIO BaXXHBIX HJICHTU(PDUIIMPOBAHHBIX PUCKOB,
NPUBEJEHHBIX B creluukanuu 1o Oe30MacHOCTH IUIaHa YIpaBJICHUs
puckamu. CBelleHUs 0 HauOojee CEePhe3HBIX U (MJIM) YacTO BO3HUKAIOIIMX
HEXEJATeNIbHbIX  pPEeakUHUsX He  JIOJDKHBl  MPOTUBOPEUYUTH  pPE3IOME
HEXKENATENbHBIX  pEeakiui, TMpPUBEACHHBIX B (Qopme TaOMMIBI  WIH
CTpyKTypupoBaHHoro crnucka. Ecau B pasnpene 4.4 OXJIII npuBeacHb
3HAYUMBbIE MEPHI 10 MUHUMHU3AIINN PUCKOB, HEOOXOIMMO MPUBECTH CCHUIKY Ha
JIAHHBIA pa3JIel.

[Ipumep pesrome npoduiisa 6€30MacHOCTH:

«B Hauvasie ne4eHus: MOKET BO3HUKATh dMUracTpaibHas 00Jib, TOIIHOTA,
nuapesi, TOJOoBHasA 00JIb WM TOJOBOKPYKEHHUE. DTU PEaKIMH, KaK MPaBUilo,
MPOXOJAT B TEUEHUE HECKOJIbKUX AHEH, AK€ MPHU MPOJOHKEHUU TEpamuu.
K nambosiee 4acTo BOSHUKABIIMM HEXKEJIATEIbHBIM PEAKUUSIM MPU JICUCHUU
OTHOCATCSI TOJIOBOKPY>KEHHE U TOJOBHas O0Jb, KaxXaas U3 KOTOPBIX
BO3HMKaja NpUOIM3UTENbHO Yy 6 % mnanureHToB. Peaxko MoXeT BO3HUKATh
OcCTpas IEYEHOYHAasl HEIOCTaTOYHOCTh U arpaHyJIonuTo3 (pexe yem | ciyyait
Ha 1000 mamreHToB).».

Pestome HexenaTenbHbIX peakuuii B ¢dopme Tabmuubl (WM
CTPYKTYPUPOBAHHOT'O CIIUCKA).

HexenarenbHble peakiiy ¢ COOTBETCTBYIOLIEH UM KaTerOpUel 4acTOThI
BO3HUKHOBEHMsSI HEOOXOJUMO  yKa3aTb B  OAHOW  Tabmuue  (Uiu
CTPYKTYPUPOBAaHHOM CIHCKE). B OTHOIIEHMM dYacThIX M OYEHb YAaCThIX
HEXEJATEeNbHBIX peakui W TMpu HeoOXOAUMOCTH 0OoJjiee MOHSTHOTO
U3NI0KeHUs UHPOpMalMK B TAaOJUIE TOMYCKAETCs YKa3blBaTb KOHKPETHBHIE

3Ha4YCHUA 4aCTOTHI BO3HUKHOBCHMUS HCKCIATCIbHBIX pCaKHI/Iﬁ.
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[Ipu BBIpa)KEHHOM pa3NMUUM MPOPUICH HEKETATENbHBIX PEAKUUN B
3aBUCUMOCTH OT MPUMEHEHHMs JIEKapCTBEHHOIO Ipenapara (Hampumep, B
cllyyae MNPUMEHEHHMs IMpenapara IO pa3HbIM IOKa3aHUsAM (Hampumep, B
OHKOJIOTHM M IO HEOHKOJIOTMYECKOMY IMOKA3aHUIO)) WIM HPU Pa3IUYHBIX
pexXUMax JT03UPOBAHUS, IOMYCKAETCS COCTABIICHUE OTACIbHBIX TAOJIHIL.

Ilepen tabnuiieit HEOOXOAMMO yKa3aTh CBEJCHUS 00 UCTOYHUKE 0a3bl
JAHHBIX (HaIpuMep, U3 KIMHUYECKUX UCCIIEOBAHUN, TOCTPETUCTPALIMOHHBIX
UCCIe0BaHUI 0€30MMaCHOCTH WIIH IO PE3yJIbTaTaM CIIOHTAHHBIX COOOILIEHHUI).

[Ipu cocTtaBieHuu TaOJIULBI HEXENAaTeNbHbIE PEaKUUu HEOOXOIUMO
IPYyIIIMPOBATh B COOTBETCTBUM C IIEPEYHEM CHCTEMHO-OPTaHHBIX KJIACCOB,
PEeayCMOTPEHHBIM NpuiiokeHrueEM Ne 4 K HACTOAIIUM TPEOOBAHUSIM.

ITopsimok 1penacraBiaeHHUs CUCTEMHO-OPTaHHBIX KJIACCOB  JIOJDKEH
COOTBETCTBOBATh YKA3aHHOMY INEPEYHIO. TakoW MNOPSAIOK COOTBETCTBYET
YPOBHIO TPEANOYTUTEIBHOIO TEPMHMHA, OJHAKO B HEKOTOPBIX CIydasx
HEOOXOIMMO yKa3aTh TEPMHUH HUBILIErO YPOBHS WJIH B HCKIIOYUTEIbHBIX
cllyyasix TEpMHUHBI BepxHero ypoBHsi. Ilo oOmemy mnpaBuily Bce
HEeXeJaTellbHble PEaKIMU CJeAyeT OTHECTM K Haumbosiee MNOAXOMASIIEMY
CUCTEMHO-OPIraHHOMY  KJIaCCy, COOTBETCTBYIOLIEMY  OpPraHy-MHUILECHU.
Hanpumep, npenmnodTuTenbHbI TEPMUH «HApPYIICHHWE (PYHKIIMOHATIBHBIX
po0 MeueHu» ciaeayeT OTHECTH K CUCTEMHO-OPTaHHOMY KJIACCy «HAPYLICHUS
CO CTOPOHBI TIEYEHM U  IKEIYEBBIBOJAILIMX IIyTE€W», a He K
CUCTEMHO-OPTraHHOMY  KJIacCy <«J1a0OpaTOpHble U  HHCTPYMEHTAJIbHbIE
JTAHHBIEY.

HexenarenbHbple peakuuu BHYTPU KAXKJIOTO CHUCTEMHO-OPraHHOIO
KJlacca HEOOXOMMO PACIIOJOKUTh B MOPSAJKE YOBIBAHHS HUX CEPbE3HOCTH C
yKa3aHUEM 4YacTOThl WX BO3HUKHOBEHHsS (B paMKax OIHOW Trpaganuu

t‘IaCTOTBI). HaI/IMeHOBaHI/ISI, HCIIOJIb3YCMBIC IJIA KaXXJ101 KaTeropuu 4aCTOTHI,
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JOJDKHBI  COOTBETCTBOBATh CTAHIAPTHBIM TEPMHUHAM B COOTBETCTBHHM CO
CJICTYIOIIIAM MPABHUIIOM:

o4eHb yacto (> 1/10);

gacto (> 1/100, no < 1/10);

Heyacto (> 1/1 000, vHo < 1/100);

peako (= 1/10 000, vo < 1/1 000);

oueHb peako (< 1/10 000).

B HCKITFOUMTENBHBIX CITyYasX, €CIM Ha OCHOBAHWY UMEIOIINXCS JaHHBIX
4acTOTy  ONpPENENUTh  HEBO3MOXKHO,  JIOMYCKAaeTCd  HMCIOJb30BaTh
JOTIOTHUTENFHYI0 KaTerOPUI0 YacTOThl — «4acToTa HEW3BeCTHa». Eciu
UCITOJIB3YETCSl BRIPAKEHNE «YacTOTa HEM3BECTHA», B TMEPEUCHb OOBSICHCHUS
KaTerOpHui 9aCTOTHl HEOOXOINMO T0OABUTh TEKCT: «YacToTa Hem3BecTHa (Ha
OCHOBAaHMHM HMEIONIUXCS JTaHHBIX OIIGHUTHh HEBO3MOXKHO).». He crmemyer
UCIIOJIb30BaTh JAaHHOE BBIPAKCHUE IS YKa3aHWS B KaXIAOM OTACIHLHOM
COOOIIeHNY (€IMHIUYHOM CITy4ae).

Ecnu B omucaHWmM OTACIBHOW HEXKEIATCIBPHOW PEaKIMH MPUBOIATCS
JOTIOJTHATEILHBIC CBEICHUS, TaKyl pEaKIui0 HEOOXOJNMO BBIICITUTH
(HampuMep, ¢ TIOMOIIBIO 3BE3JI0YKH), @ B CHOCKE YKas3aTh CCBUIKY Ha
cooTtBeTcTBYroIM pazaen OXJIII.

VYKka3zaHus 1O OIEHKE 4YacTOThl BO3HWKHOBEHHUS HEKEIATEIbHBIX
peaKiuii IPUBOIATCSA B IPHIOKEHUH Ne 4 K HACTOSIIMM TPEOOBAHMSIM.

OmnrcaHue OTACIBHBIX HEXKEIIATeIIbHBIX PEeaKIUi.

B nmaHHBIH  pasmen  HEOOXOAMMO — BKJIIOYUTH  CBEICHUSA,
XapaKTEePHU3YIOIIe 0CO0YI0 HEXKENAaTeIbHYIO PEAKIINI0, KOTOPHIE MOTYT OBITh
MOJIC3HBI IS TPEAOTBPAIICHHS, OICHKH WU KYIHPOBAHUS BO3IHUKIICH
HEXENaTeIbHON PEaKIIuy B KIIMHUYECKOU MPaKTUKE.

VYKa3bIBalOTCSl CBEJCHUS, XapaKTEPHU3YIOIINE OTICIbHBIE CEPhE3HBIC

n (I/IJ'II/I) YaCTO BO3HHUKAKOINHUC HCKCIIATCIbHBIC PCAKINHU HWJIN TC HU3 HHUX,
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B OTHOULIEHUWH KOTOPBIX MOCTYyHAJId COOOHIEHUS 00 UX O0COOOM TEUYEHUHU.
HeoOxonumo mpencTaBuTh CBEAEHUS O 4YacToTe (Ipu HEOOXOJUMOCTH C
OMUCAaHUEM OOPATUMOCTH), BPEMEHH Hauaja, TSXKEeCTH, IPOI0KUTEILHOCTH,
MEXaHU3M€ Pa3BUTHUSA (€CJIM OH KIIMHUYECKU 3HAYUM), 3aBUCUMOCTHU OT JI03BlI,
MPOJOJIKUTEIILHOCTH BO3JICHCTBUS JICKAPCTBEHHOIO Tpernapara u (akTtopax
pucka. Mepbl, HanpaBJIECHHBIEC HA HEJIOMYIIEHUE PA3BUTHS WJIM IPUHUMAECMbIE
NpU Pa3BUTUU OIPEJICICHHBIX HEXKEJATEJIbHBIX PEaKIMi, OIMUCHIBAIOTCS B
pazaene 4.4 OXJIII ¢ ykazaHueM CChUIKHA Ha JAHHBIA pa3/edl.

CBelleHMsT O BO3HMKHOBEHMM PEAKLIMH  CHHAPOMA  «OTMEHBD»
HEOOXOJIMMO TMPEACTaBUTh B JAHHOM pa3jeie BMECTE CO CChUIKOM Ha
paznen 4.2 OXJIII (mpu HEOOXOIMMOCTH MTOCTEIIEHHOTO CHYXKEHUS J103bI WU
PEKOMEH AU 110 OTMEHE JICKAPCTBEHHOTO Iperapara).

HeobOxonumo omnucate Bce pasinuuus B Tpoduiie HeKeIaTeIbHBIX
peaKIii MeXX1y pa3IMIHBIMM JICKAPCTBEHHBIMU (POpMaMHU.

HeoOxommmo Takke BKIIOYUTH CBEACHUS O KOMOWHHUPOBAHHBIX
JICKapCTBEHHBIX IIperaparax, XapaKTePHU3YIOIINe HeKelaTelIbHbIC PEaKIINH,
OOyCJIOBJICHHbIE TOM WM HWHOM (papmalleBTUYECKOM KOMOMHAaIuen
JNEUCTBYIOIIMX BEIIECTB (ITPU HAJTUYUN).

Bce  HexenartenbHble — peaklUM,  HaNpsSIMyk  OOYCIIOBJICHHBIC
B3aUMOCHCTBUEM, HEOOXOIUMO MPEJACTABUTH B JAHHOM pa3/ielie CO CChUIKOM
Ha paznen 4.5 OXJIII.

HeoOxonumo Takke MNpPEACTaBUTh CBEICHUS O HEXeJaTeJIbHBIX
peakIusiX ¢ OYeHb HM3KOM YacTOTOM BO3HMKHOBEHHUS WM C 3aro3AajibiM
MPOSIBJICHUEM CHMIITOMOB, CBEJICHHS O CBSI3M KOTOPBIX C JIEKAPCTBEHHBIM
mpernapaToM MOTYT OTCYTCTBOBaTh, HO KOTOpPBIE€ XapaKTEepHBI  JJIs
JIEKApCTBEHHBIX MPENapaToB TOTO K€ TEPANEeBTUYECKOTO, XUMHUYECKOT0 WU
dbapmakonoruueckoro  kiacca.  Heobxomumo — ykazath, 4YTO  3TO

XApPaKTCPUCTHUKA KJIacCCa.
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Heo0xoquMo onucaTh BCe HEKENATEIbHbIE PEAKLMH, 00YyCIOBICHHbBIE
BCIIOMOTaTEJIbHBIMU BEIIECTBAMH M IPOU3BOICTBEHHBIMU IMPUMECSIMH.

OcoOble TpyIIIbI TAIMEHTOB.

B nanHbI pa3naen BKIIOYAIOTCS CBEIEHHS O KaKUX-TUOO KIMHUYECKU
3HAYUMBIX Pa3NuyugxX (HampuMmep, Mo XapakTepy, 4acToTe, CEPhE3HOCTH U
HEOOPaTUMOCTH HEXEJIATEIbHBIX pEeaKIUidl, a TaKkKe O HEO0OXOIUMOCTH
MOHUTOPUHIA), BBISIBICHHBIX B JAPYIMX OCOOBIX TpyIlmax (Hampumep,
MOXWJIbIE, MAIMEHThl C [OYEYHOM HEJOCTATOYHOCThIO, MAlMEHTBl C
MEeYECHOYHON HETOCTATOYHOCTHIO, TAIIUEHTHI C IPYTUMH 3a00JI€BaHUSIMHU UITH C
ONPE/ICICHHBIM T€HOTUIIOM). [Ipu HEOOXOIMMOCTH TPUBOJATCS CCHUIKKM Ha
npyrue pazaenst OXJIII (nanpumep, pazaenst 4.3, 4.4 wim 4.5 OXJIII).

[IpyurHONW BO3HUKHOBEHHUSI HEXKENATENbHBIX PEAKIUA MOXKET OBbITh
TaKK€ TEHETHYeCKH OOYCJIOBJICHHBIM  METa0OIM3M  JIEKapCTBEHHOTO
npenapara. Y CyObeKTOB W MAlMEHTOB C Je()UIIUTOM OMpPEneIeHHOTO
dbepMeHTa 4acToTa U TSHKECTh HEXKEIATeIbHBIX PEaKINil MOXKET ObITh IPYTOM.
Ceenenusi 00 3TOM HEOOXOAMMO yKa3aTb M, €CIM O3TO BAXHO IS
0€30IaCHOCTH TepaNuu, COOTHECTU C JAHHBIMU KJIMHUYECKUX HUCCIICIOBAHUM.

Hern.

Heob6xomumo mpemycmorpers B OXJII Hamumuwme pasgena mo
HEXKeJIaTeJIbHBIM PEaKIUsIM y AeTel (3a UCKIIOUCHUEM CIIy4aeB, KOTa TaKue
PEaKIUu SBJISIOTCS HE3HAYUMBIMU).

HeobOxomumo omnucarh 00beM W BO3pPACTHBIC XapaKTEPUCTUKH 0asbl
JAHHBIX MO O€30MacHOCTH y JeTed (HampuMmep, AaHHBIE KIWHUYECKHX
UCCIIEIOBAHUI WM JOaHHble (apMakoHaa3opa). Heobxonumo ykazaTth Ha
HEOIPEAEIEHHOCTh UMEIOIINXCS TAHHBIX BCJIEACTBUE UX OIPAHUYEHHOCTH.

Ecnu BblgBieHHBIH TpoQuib O€30MacHOCTH Yy JAE€Tel M B3POCIBIX
COBIIQJIA€T, JIOMYCKAeTcsd NPUBECTH TEKCT: «Yactora, BUI H TIKECTh

HEXXEJIATEeIbHBIX PEAKIUN Y JE€TEH U B3POCIbIX [OJIMHAKOBBI, O)KUAAETCS, YTO
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OynyT oaumHakoBbl].». HeoOxomumo ykazaTb, UMEIOTCS JHM pas3inydsg B
npoguiIsiX 0€30MaCHOCTU B Pa3IMYHBIX BO3PACTHBIX Ipynnax JeTeu.

Bce kiuHHMYeckd 3HauMMble pa3nuuds (MO XapakTepy, 4YacToTe,
CEPhE3HOCTH M OOpPaTUMOCTH HEXKeJaTeIbHBIX peakiuil) B mnpoduiie
0€30MacHOCTH Yy B3pOCIBIX M JETEeH, a TakkKe MEeXAy pa3IudHbIMU
BO3PAaCTHBIMU TpyNnamMu JeTed HEOO0XOJMMO ONMUCaTh U IPEACTABUTH 110
KaKJI0M Bo3pacTHoW rpynne. [lpu HeoOXoaMMOCTH — CHEUaIbHOTO
MOHHUTOPUHIA CIIeAyeT yKa3aTb CCbUIKy Ha paszgen 4.4 OXJIIL [ua
KJIMHUYECKH 3HAUMMBIX Pa3JIMYUil JOMYCKAaeTCs MNPEJACTaBUTh OTAEIbHOE
pestome B (opme TaOMUIBl HEXKENATENbHBIX PEAKIUl MO0 YacToTe HX
BO3HMKHOBEHHSI 10 COOTBETCTBYIOIIMM BO3PACTHBIM TpYIINaM HCXOAS W3
YCIOBHM TPUMEHEHUS JIEKapCTBEHHOIro Ipenaparta. Ecinu HekoTopbie
HEXKeJaTeNIbHbIC PEeAKIUM Y JIeTel sBIsitoTcs YacThiMu (= 1/100, Ho < 1/10)
Wik o4eHb JacTeiMu (> 1/10), B ckoOkax HEOOXOAMMO YyKa3aTh YacTOTy WX
BO3HHKHOBeHUsI. [Ipy Hammuuu GoNbIINX pa3nuyuuii B poduiie 6€30MacHOCTH
[0 CPaBHEHUIO CO B3POCIBIMU C LEJIbI0 YI000UYMTaEMOCTH HHGPOpMAIUU
JIOMyCKAeTCsl MPUBECTU pe3tomMe mnpoduiass 0Oe30macHOCTH Yy  JIeTEH.
Heobxoaumo Takke 0O0OOIIUTH HMMEIOLIMECS CBEAEHUS O JIOJITOCPOYHOMN
0€30MacHOCTH y JIETel U3 HAy4YHOW MEIMIIMHCKOUN JUTeparyphl (Hampumep,
B OTHOLIEHWU pPOCTa, YMCTBEHHOIO pa3BUTUS M IOJOBOIO CO3PEBaHUA)
co ccbutkoi Ha pasaen 5.1 OXJIII, ecnu nmpumenumo. Heobxoaumo onucathb
BCce (DakTOpbl PHUCKA, CBSI3aHHOIO C IMPUEMOM JIEKAPCTBEHHOIrO Iperapara
(Hanmpumep, MPOIOKUTENILHOCTh TEPANuU WM MEPUO]] HACTYTICHUS PUCKa).

CUMIITOMBI CUHAPOMA «OTMEHBD» Y HOBOPOXKIEHHBIX (€CIHU 3HAYMMO)
HEOOXOJIMMO TEPEUYUCTUTh B OTJIEIbHOM a03aile cO CChUIKOW Ha pazzaen 4.6
OXJIIL.

JlomonHUTENbHBIE YKa3aHUS 10 OIEHKE YacTOThl BO3HUKHOBEHUS

HEXKCIIAaTCIIbHBIX peaKuHﬁ.
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OrnieHKa 4acTOThl BO3HUKHOBEHUSI HEXKEIATEIbHbBIX PEAKIIUI 3aBUCUT OT
MCTOYHUKA JAHHBIX (Hampumep, KJIIMHUYECKOE UCCJIeI0BaHUE,
NOCTPETUCTPALIMOHHOE HCCIIEIOBAHME OE€30IaCHOCTH WJIM CIIOHTAHHOE
coo0IieHune), KauyecTra coopa JaHHBIX U OLEHKU MPUYUHHO-CIEICTBEHHON
cBs3U. Eciau BbIOOp KaTeropmm 4YacTOThl OCHOBBIBAETCS HA Pa3HBIX
HMCTOYHUKAX, HEOOXOMMO BHIOpATh KaTETOPHUIO, OTPAKAIOIIYI0 HAUOOJBIITYIO
4acTOTY BO3HMKHOBEHMS, €CJIM TOJbKO HE MCHOJb30Bajics OoJee
crienu(pUYHBIA METOJI, B CBSI3U C YEM IOJy4YeHHas OlleHKa o0JiafaeT sIBHO
Oonee BBICOKOM BaJMIHOCTHIO (HampuMmep, OOBEAMHEHHBIM aHAIN3
MOAXOIAIINX UCCIIEIOBAHUN).

HNcTouHMKOM JaHHBIX O YacTOT€ BO3HUKHOBEHMS HEXeIaTeIbHbIX
peakiuidi JOKHA CIY)KUTh TOMYJISIUsS, TOABEPriiascs BO3ICUCTBUIO
JIEKapCTBEHHOIO Tpemnapara B /J03aX U C MPOJOJDKUTEIbHOCTBIO JICUEHUS,
COOTBETCTBYIOIIKNX pekoMeH10BaHHbIM OXJITI.

Peakiuu, KkoTOphie B COOOIIEHUAX O0O3HAYAIMCH PA3TMYHBIMU
TEPMUHAMU, HO MPEJCTABIISIIOIINAE COOOM OAHO U TO K€ SIBJIICHUE (HApUMeED,
BSJIOCTh, COHJIMBOCTh, JIPEMOTA), HEOOXOJUMO OOBEIUHUTH B OJHY
HEXEJIATEJbHYI0 peaKkluio, 4ToObl u30exarb 3(pGdexkra «pa3MbIBAHUD)
UCTUHHOTO  CMbICHa  siBJICHHMs. Peakuuu, mnOpencTaBiIsiome  coOoit
CUMIITOMO-KOMIUIEKC, HEOOXOIWMO TPYMNIUPOBATH IOA COOTBETCTBYIOIIUM
3aroJIOBKOM, 4YTOObI H30€XKaTh «pPa3MbIBAHHUS» €ro CMbICIA BCIEACTBUE
MHOT000pa3usi COCTaBISIONINX €r0 CUMIITOMOB.

HexenarenbHble  peakiuw, BBISIBIICHHBIC B KIIMHUYECKUX
UCCIIEIOBAHUSIX.

B mensix TmOBBIIEHHS TOYHOCTM TIPU YCTAHOBJIEHUU YaCTOTHI
BO3HMKHOBEHHUS HEXKENATEeIbHBIX PEaKIMil HEOOXO0UMO OOBEIUHUTH JIAHHbBIE

I10 0e30IMacHOCTH HCCKOJIBKHUX HCClIeI0BaHUM oe3 IIPUBHCCCHU A
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CUCTEMATUYECKUX OIIMOOK (HampuMmep, CYIIECTBEHHBIE pa3IMyusl MEXKIY
XapaKTEePUCTUKAMU MOMYJISLUNNA WU SKCIIO3ULINH ).

YactoTy  BO3HHMKHOBEHHS  HEXKEJATEIbHBIX  PEAKUUWA  CIIEayeT
OTIPENENATh, OObEIUHUB JaHHbIC TIAIe00-KOHTPOIUPYEMBIX HCCIIEIOBAaHUMN
(MpU HaTUYUM TaKWUX JAaHHBIX), MPU 3TOM 0a3bl JAHHBIX JOJIKHBI OBITH
JOCTAaTOYHO OOBEMHBIMH, YTOOBI ObITh HH(pOpMaTUBHBIMU. [Ipy oTCyTCTBUU
ATUX JAHHBIX WM HEJIOCTATOYHON X MH(MOPMATUBHOCTHU JIJIs1 OLIEHKH YaCTOThI
JIOTyCKaeTCsl MCHOJb30BaHME 0a3 NAaHHBIX C AKTUBHBIM KOHTPOJEM, WJIU C
JAHHBIMHM HE CPAaBHUTENIBHBIX WA JTOMOJIHUTENBHBIX (add-on) nccienoBanuii.

YacToTa BO3HUKHOBEHHS HEXKENIATEIbHBIX PEAKIUN NOKHA OTpPa’KaTh
OOILIYI0 YaCTOTy BO3HMKHOBEHUS (2 HE Pa3HUILYy UJIM OTHOCHUTENIbHBIE PUCKU
110 OTHOIIICHUIO K TUIae00 WIK IPYroMy KOHTPOJIIO).

Ecnu 4dacrasi, oueHb yacTas WIM CEpbE3Hasl HEeXelarejabHas peakuus
(HarpuMmep, CyuIU[) Takke BO3HUKAET B TIpylme Ianedo co 3HaYuMoi
YacTOTOM, YKa3bIBAIOTCA 00€ YacTOThl BO3HUKHOBEHHUS, YTOOBI Jydlle
OXapaKTepHU30BaTh PUCK (HANpUMEp, B paszjelie C OMHCAHUEM OTAEJIbHBIX
HEXKEJIaTeIbHbIX PEaKIIHil).

HexenarenbHble ~ peakuuH,  BbIABICHHbIE  IPU  IPOBEICHUU
UCCIIEIOBAHMM 10 6€30MaCHOCTH.

Bb100p KaTeropuu 4acTOThl BO3HUKHOBEHHUS, KOTOpasi OyeT MPUCBOCHA
Ka)KJI0M HexKenaTeIbHOM peakiy, OCHOBBIBAETCSI HA TOUEUHOM OLIEHKe 00111ei
4acTOThl BO3HMKHOBEHUS, PACCUUTAHHOM MO pe3ysbTaTaM HCCIeIoBaHus,
CIUIAHUPOBAHHOTO TaKUM 00pa3oM, 4YTOOBI OTIEIbHBIE HEXeIaTeIbHbIe
SBJICHUSI, BO3HUKAIOLIME y MMAlHWEHTOB B 3aJaHHBIA NEPHUOJ HaOIIOICHUS,
MOIJIM OBITh BBISBIEHBI M COOTHECEHBl C NPUMEHEHUEM JIEKapCTBEHHOIO
npenapara. B 3TomM ciyuyae JomyckaeTcsi paccudTarb TOUYEYHYIO OILICHKY
oOIel 4YacTOoThl BO3HUKHOBEHHMS C  HCIOJIb30BAHMEM  CTaHJAPTHBIX

CTaTUCTHMUYECKUX MeTOoHOB. Ecnu ucxomgHas I/IH(l)OpMaI_II/IH BbIpa’XCHAa B BHUIC
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IJIOTHOCTU YaCTOThl BO3HUKHOBEHUS (TO €CTh KOJIMYECTBO CJIy4yaeB
HEXKEJATebHBIX PEAKIUA OTHECEHO K EAMHUIIE «YEJIOBEK — BpPEMS»
(HampuMep, BBIPAKEHO KaK «HMAlMEHTO-JIET», «MAIlUEHTO-AHEN»)), TO MJIs
BBIOOpa KaTeropuu 4YacTOThl BO3HUKHOBEHHS HEXKEIATCIIbHON pEeaKIuu
HEO0OXOIMMO TTPOBECTH MPEOOPA30BAHUE ATOM INIOTHOCTH YaCTOTHI B YACTOTY
BO3HUKHOBEHHUSI, HUCIOJB3YySl  COOTBETCTBYIOIIYIO  mpomnopiuto.  Jlis
OMPENICTICHUS] KAaTErOpUU YacTOThl BO3SHUKHOBEHHMS CIIEyET HCIIOJIb30BaTh
OTHOIIICHUE 4YHCJa CJIy4yaeB HEXeJaTeIbHOM peakliuu K Haubolee
pENpPE3eHTAaTUBHOMY TIE€PUOJY BO3JECHCTBUSA JIEKAPCTBEHHOIO Mpernapara
(Hampumep, 1 HeJeIs, 3 Mecsla,
1 ron). Ecnu Bpen, cB3aHHBIN C TPUMEHEHUEM JIEKAPCTBEHHOIO Tpernapara,
YBEJIMYMBAECTCA CO BpPEMEHEM U ONpPENeUTh 4YacTOTY BO3HUKHOBEHUS
HEXKEJIaTeIbHON pPEakIMu 10 OTHOUIEHUIO K PENpe3eHTaTUBHOMY MEPUOIY
MIPUMEHEHUSI HEBO3MOKHO, TaKyl0 HEXKEJIaTeJIbHYI0 PEAKIMI0 U XapaKTep ee
BO3HUKHOBEHHUS (€CIM OHHM KJIMHUYECKH 3HA4YMMBI) CIEIyeT TOApPOOHO
OMHCaTh B pa3jielie ¢ ONMUCAHUEM OTACbHBIX HEXEJIATeIbHBIX PEaKITUH.

Kareropusi 4acTtoThl BO3HUKHOBEHHUs, IIpUCBaMBaeMasi  KaKJIOu
HEXKEJIaTeIbHON peakluM, He [JOJDKHAa OCHOBBIBATHCS Ha pPa3HUIE C
KOHTpojeM. Eciiu aHHbIe TOTYyYeHBbI U3 MCCIICIOBAHUS C YYaCTUEM T'PYIIIHI,
HE TIOABEPriiercss BO3JCHCTBHUIO JIGKAPCTBEHHOTO Mpernapara, a pa3HHUIla B
4aCcTOT€ BO3HUKHOBEHHUS, OTHECEHHass K TMPUMEHEHUIO JIEKAPCTBEHHOTO
npernapara, MEHbIIIE UCXOJHON Wid (POHOBOM YAaCTOThl BOZHHMKHOBEHUS, MPU
ATOM HEXKeJIaTelIbHasi pPeakiusl SBISICTCS Ba)KHOM, JOIMYCKaeTcs yKa3aTh
(OHOBYIO YaCcTOTy BO3HMKHOBEHHUs (HallpUMEp, B pasleiie ¢ OMHCAaHHUEM
OTJICJIbHBIX HEXKeJaTeIbHBIX PEaKITUi ).

HexenarenpHble peakiiuy 1Mo pe3ysibTaraM CIIOHTAHHBIX COOOIIECHUA.

Uucno CoHTaHHBIX COOOIEHUHN yKa3bIBaTh HE CIIEIYET, MOCKOJIbKY 3TH

JAaHHBIC MOT'YT 6BICTpO YCTapcCBarhb. qaCTOTy BO3HHUKHOBCHUNA, OCHOBAHHYIO HA
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KOJIMYECTBE COOOIIEHUM, HW3BJICUCHHBIX U3 CUCTEMbI COOpa CIOHTaHHBIX
COOOIIEHUM, ISl ONpPEACNICHUS] KaTeropuud 4YacTOThbl BO3HUKHOBEHUS
UCIIONb30BaTh HE cieayer. Ecaum ¢ MOMOIbI0 CHOHTAaHHBIX COOOIICHUM
BBISIBIICHA HEOXHUJAHHAS HEXKEJIaTelIbHAs PEeakUus, B LEIAX OINPEACICHUs
KaTeropuu 4acTOThl BOBHUKHOBEHHUS HEOOXOIMMO MPOAHAIU3UPOBATH KAXI0€
HaJUIeKalUM 00pa3oM CIUIAHUPOBAHHOE HCCIEI0BaHHUE, B KOTOPOM MOIJa
ObITh BBIABJIICHA JaHHas peakius. Eciaum HexenarelbHas peakius B
KIIMHUYECKUX UCCIICIOBAHUSX HUKOT/Ia HE BOZHUKAJIA, TOT/Ia BEPXHSIS TpaHuIla
95-mporieHTHOrO WMHTEpBaja He mpeBbimaer 3/X, rae X — oOmwmil pasmep
BBHIOOPDKM BO BCEX 3HAYMMBIX KIMHHUYECKUX MCCIECIOBAHUAX (HAIpUMED,
C JUIMTEIBHBIM TMEPUOJOM TOCIEAYIONIET0 HAOIIOICHUS, JOCTATOUHBIM JIJIs
oOHapykeHus O3TOM  HexenareapHOW  peaknuu). Hanpumep, ecnu
omnpeJiesicHHas: HexenareiabHast peakius y 3 600 cyObeKTOB ucCaeq0oBaHUS,
MOJABEPTIIUXCSA BO3JECUCTBUIO JIEKAPCTBEHHOIO IMpernapara B KIMHUYECKUX
UCCIICOBAHUSIX, HE BBISBISJIACH, TO BEPXHSS TpaHula 95-mpoLEHTHOTO
JIOBEPUTEILHOTO MHTEpBaja s TodyedyHou omenku < 1/1 200, yto
COOTBETCTBYET KaTErOPUM «PEAKO» — MPU NPUHATUU XYIAIIETO 3HAYCHUS
TOUYeYHOM o1leHKH. OCHOBaHUs BbHIOOpaA KaTerOpuU YacTOTHI TaKOW pEeaKIUu

HNPUBOAATCA B pasaciic C OIIMCAaHUCM OTACIIbHBIX HCXKCIATCIbHBIX peaKHI/Iﬁ.

4.9. Ilepeno3upoBka

72.B nannom pasnene OXJIIT HeoOXomuMo onmmcaTh OCTPhIE CHMITOMBI
M [OpPU3HAKU TEPEAO3UPOBKH, a TaKXKE IMOTCHI[MAJIBbHBIE TMOCIEACTBUS
MPUMEHECHUSI PA3JIUYHBIX JI03 JICKAPCTBEHHOIO IIpernapara Ha OCHOBE
UMEIONIUXCSl CBEICHUM (BKJIOYas CIy4YyalHbIA MOpPUEM JIEKAPCTBEHHOTO
npenapara, MOpUeM IIpernapara Mo OMmHUOKe W TMpHEM JIEKapCTBEHHOTO

Ipcerapara B CyuuuJaaJIbHbIX I_[CJ'ISIX).
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73.HeoOxoauMO € yYETOM BCE€X 3HAUUMBIX MEP IOMOIIM OMHUCATh
TaKTUKY YCTPAHEHUSI CHUMIITOMOB IMEPEJO3UPOBKU y 4YEJOBEKa, HAIpUMED,
MOHUTOPHUHT WA MPUMEHEHUE CHEHUPUUECKUX arOHUCTOB (aHTArOHUCTOB),
AHTUJOTOB M METOJOB, NOBBIIAKOMINX AIUMUHALMIO JIEKAPCTBEHHOTO
npenapara (Hanpumep, Auanu3). [[puBoaUTE peKkoMeHIaIuu MO JO3UPOBAHUIO
JIPYTUX JIEKQpCTBEHHBIX MpernaparoB (HampuMep, aHTUIOTOB) HE CIIEIYET,
MIOCKOJIBKY MOTYT BO3HHMKATh IpotuBopeunst ¢ OXJII atux nexapcTBEHHBIX
npenapatoB. HeoOxoquMo omucarh NMPEBEHTUBHBIE MEpPHI, OCHOBAHHbBIC Ha
TeHeTHUECKUX (hakTopax (eciu MPUMEHHUMO).

JlomoHUTENBHBIE CBEIEHUsI 00 0COOBIX TPYIINax MallieHTOB.

[IpuBonsTcs cBeneHuss 00 OCOOBIX TpyIax NAlUEHTOB (HarpuMep,
MOXWIble, TMAIMEHThl C TOYEYHOM HEJOCTAaTOYHOCThIO, MAIMEHThl C
MEYECHOYHOU HEJO0CTATOYHOCTHIO, MAIUEHThI C MPOYUMHU COIMYTCTBYIOUIUMHU
3a00JICBaHUSAMU U JIP.).

Jetn.

Ecnu umerorcst ocoObie ykazaHus B OTHOIIICHUU JIETEH, MX HEOOXOMMO
MpEACTAaBUTh B JAHHOM pazJielie.

HeobOxonumo oOTAeNbHO YyKa3zaTb T€ JO3UPOBKU JIEKAPCTBEHHOTO
npemnapara, pyueM KOTOPBIX J€TbMU TOJBKO B OJHOM €IUHUIIC TO3UPOBAHUS

MOXKCT IIPUBCCTHU K JICTAJIIBHOM HCXOIY.

5. ®apMaKoJOTMYECKUEe CBOMCTRA

74.B paznenax 5.1 — 5.3 OXJIII yka3bIBatOTCA CBEACHUS, 3HAYUMBIE JIJIS
Bpaya, Ha3HA4aloIIEero JIEKAPCTBEHHBIM Mperapar, U APYruX MEIUIIMHCKUX
pabOTHUKOB, TMpPUHKMMAsT BO BHHUMAaHUE YTBEPXKJICHHBIE TIOKAa3aHUS K
NPUMEHEHUIO M TOTEHIUAJIbHBbIE HEXKeNarelbHble peakuuu. CpeneHus

JOJIZKHBI OBITH KpaTKMMH 1 TOYHBIMHU.
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OTH pa3aensl NOJIeKAT PEryAIpHOMY OOHOBIICHHUIO 110 MEPE MOSBICHUS

HOBBIX CBEJICHHH, 0COOCHHO B OTHOILIEHUHN OETCH.

5.1. ®apmakoaMHAMUYECKHUE CBOMCTBA

75. HeobOxonumo yka3arhb:

a)kon ATX. Ecmum 5S-ypoBHeBwii koa ATX moka HE HOpPHUCBOEH,
YKa3bIBA€TCSI MaKCUMaJIbHO BO3MOKHOE KOJIMYECTBO YPOBHEH Koja
KkiaccupukanuoHHo cuctembl ATX, HCXO0Jsd W3 OCHOBHBIX oOOJacTen
NPUMEHEHHUS JIEKapCTBEHHOTO IMpemnapaTa, (apMaKoJOTUUYeCKOW u  (WIin)
XMMHWYECKOM IPYNIbI AEUCTBYIOIIETO BEIIECTBA;

0) hapmakoTepaneBTHIECKYIO TpyIILY c UCIIOJIb30BAHUEM
TepaneBTUUYecKko monarpymnmsl (2-i1 ypoBenb ATX-knaccudpukaunu BO3)
BMecTe C¢ 3-M ((dapmakojoruueckas MOATpynmna) wid 4-m (XuMuuecKas
noarpynmna) yposuem ATX-knaccudukaruu BO3;

B) MEXaHU3M JICHCTBUS (€CITU U3BECTEH);

r) hapmakoguHaMuueckue 3P eKThI;

1) KIMHUYECKYI0 3 (PEKTUBHOCTH U O€30MTaCHOCT.

Heob6xonumo mpencTaBuTh OrpaHUYEHHBIE CBEJICHHS, 3HAUYUMbBIC IS
Bpaua, Ha3HAYAIOLIEr0 JIEKAPCTBEHHBIN Mpenapar (Hampumep, OCHOBHbBIC
pe3yJbTaThl (CTATUCTHYECKU JOCTOBEPHBIE M KJIMHUYECKU 3HAYKMMBbIE) IO
3apaHee BBIOPAHHBIM KOHEUHBIM TOYKAM WJIM KJIMHUYECKUM HCXOJIaM B
OCHOBHBIX HCCIICJIOBAHUSX ), C YKA3aHUEM OCHOBHBIX XapaKTEPUCTUK TPYIIIbI
nanueHToB. [lo00HbIE JaHHBIE O KIMHUYECKHUX HCCIICIOBAHUSAX JTOJKHBI
ObITb KpaTKUMH, YETKUMH, 3HAYUMBIMH U B3BEIICHHBIMU M JOJIKHBI
00001aTh pe3yibTaThl OCHOBHBIX HCCIIEIOBAaHUM, OOOCHOBBIBAIOIINX

MOoKa3aHWe K MpuMeHeHuto. BennunHy 3¢ (PeKkToB OMUCHIBAIOT C MOMOIIBIO
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a0COJIFOTHBIX 3HAYEHUHN (OTHOCUTENIbHBIC PUCKU WJIM OTHOIIIEHUE IIAHCOB 0€3
a0COJIFOTHBIX 3HAYCHUI HE CIEAYET NPEICTaBIATD);

€) isg OmoaHaJIoTM4YHOro (OMOMOI0OHOT0) JIEKAPCTBEHHOTO Mpenapara:
«[ToproBoe HamMeHOBaHHE]| sBIseTcs OuoaHanmoroM (OHOMOAOOHBIM
mpenapatoMm)». B HCKIIOUMTENBHBIX — CIydasx TpH  IPEACTaBICHUH
KJIMHUYECKU 3HAYMMBIX CBEJICHUM MO pe3yibraraM aHaJn3a MOATrPYIIl WIH
PETPOCIIEKTUBHOTO aHaju3a BelnurHa 3(P(EKTOB yKa3bIBaeTCsi Ha OCHOBE
cOaJJaHCUPOBAHHOTO  TMOJXOAa,  YTOOBl  OTPa3uTh  OTPAHUYCHHYIO
JIOCTOBEPHOCTh PE3YJIBTATOB KAaK MOJIOKUTEIbHBIX, TaK W OTPULATEIbHBIX
BTOPUYHBIX HAOIIOICHUH.

76. JlomyckaeTrcsi MNpeICTaBICHUE 3HAYUMBIX (PapMaKOT€HETUYECKHUX
CBEJICHUM, TTOJIy4YEHHBIX MO pe3yJbTaTaM KIMHUYECKUX ucciaeaoBaHuil. OHu
JIOJDKHBI BKJTIOYATh B Ce0sl BCE JIaHHBIE, CBUJIECTEIbCTBYIONINE O PA3JIMUUSIX B
COOTHOILIEHHH «I10JIb3a — PUCK» B 3aBUCHUMOCTH OT OINPEAECIEHHOIO T€HOTHUIIA
Wik peHOTHTIIA.

Hern.

dapmMaKOAMHAMUYECKUE CBOMCTBA Y JIETEH.

Heobxonumo mpenctaBUTh pe3ysbTarbl BeeX (hapMaKOAMHAMUYECKUX
(KITMHUYECKH 3HAYMMbBIX) WCCICIOBAHUM M UCCeNOBaHUN 3(P(EKTHBHOCTH,
MPOBEJCHHBIX C YYaCTUEM JETEH.

ITo Mepe moOsBIEHUS HOBBIX CBEICHUM WHOOPMALIUS TOIJICKHUT
OOHOBJICHHIO. Pe3ynbrarhl MPEACTaBiISIOT IO BO3pacTaM WM 3HAYUMBIM
MOATPYTIIIaM.

[Ipy 0OAHOBPEMEHHOM HAJIIMYMM JAAHHBIX U OTCYTCTBUU YTBEPKJICHHBIX
MOKa3aHUW K MPUMEHEHHIO y JIeTel MX Bceraa HeoOXOAUMO MPEJACTaBISATh CO
cceuikaMu Ha pazzaen 4.2 OXJIII u, eciu Tpebyetcs, Ha pazaen 4.3 OXJIII.

IIpu mpencTaBieHUM pe3ylbTaTOB HCCIEIOBaHUN 0CO00€ BHHMAaHUE

CiIcayCct yAClATb BKIKOUYCHUIO 3HAYMMbLIX HOAHHBIX IIO 0Ee30ITaCHOCTH.
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Pe3ynbTarbl TOMCKOBBIX HCCIEAOBAHUN JOJDKHBI COAEPXKAThb OCHOBHBIC
KOHEYHBIE TOYKM C OCHOBHBIMM XapaKTEPUCTUKAMHU MCCIEIOBAHHOU
MOMYJISIIAN U UCCIIEIOBAHHBIMU J103aMHU.

Ecnu  pmocTtymHbl  cBelA€HUST UM pe3ydbTaThbl  MOATBEPIKIAOIINX
HCCJICIOBAaHU, OHU JOJKHBI 3aMEHUTh CBEICHUS M PE3YyJIbTaThl MOMCKOBBIX
uccinenoBanuii. HeoOxonumo MpeAcTaBUTh 1€, MPOAOTIKUTEILHOCTD,
M3Yy4YEHHBIE J103bI (a TaK)Ke UCIOJIb30BAHHBIN COCTAB, €CJIM OH OTIMYAETCS OT
HaxoJsIIErocsi B 000pOTE), OCHOBHBIE XapaKTEPUCTUKU HUCCICIOBAHHOU
MOMYJISIUM TAMEHTOB (BKJIKOYAsi BO3pPACT M YHUCJIO IAIIMEHTOB), a TaKXKe
OCHOBHBIC XapaKTEPUCTUKHW 3apaHee BBIOPAHHBIX KOHEYHBIX  TOYEK
HE3aBUCHUMO OT UX IOJOXUTEIbHON WA OTPULATEIbHOW HAIpPaBIECHHOCTH.
Ecnu  nmaHHbIE TIPEACTaBISAIOTCS COMHHUTEIBHBIMHU, 3TO  YKa3bIBACTCS
JIOTIOJTHUTEIIBHO.

HeoOxonmumo Takke TPEeACTaBUTh II€JIb, OCHOBHBIC PE3YJIbTaThl WU

BBIBOJbI KaXKA0I'0 KIIMHHUYCCKOI'O NCCIICAOBaHMA 0€30MIacHOCTH.

5.2. ®apMaKOKMHETUYECKUE CBOMCTBA

77.B JAHHOM  pasielie OXJII  mpuBOgMTCA  ONMCAHHE
(bapMaKOKMHETUYECKUX CBOMCTB JCHCTBYIOIIETO BEIIECTBA, 3HAYUMBIX JIJIS
PEKOMEHAYEMOM 103l 3aPETHCTPUPOBAHHON JO3UPOBKH U JIEKAPCTBEHHOU
dopmbl. Ecnm Takue ngaHHBIE OTCYTCTBYIOT, B Kau€CTBE aJbTEPHATHUBHOTO
BapUaHTa JOMYCKAETCs NMPEACTABUTh PE3YNIbTaThl, IOJYyYEHHbIE B OTHOLIEHUN
JIPYTUX MMyTel BBEICHMUSI, IEKAPCTBEHHBIX (HOPM HIIH J103.

HeoOxogumo  mpeAcTaBUTh  CpeAHME  3HAYEHHS]  OCHOBHBIX
(apMaKOKMHETUUECKUX TapaMeTpOB U UX BapuaOEIbHOCTH (HANpPUMED,

OMOJIOCTYITHOCTH, KJIMPEHCA U MEPUOIA TTOTYBBIBEACHUA).
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78. @apMaKOKMHETUYECKHE AaCIIeKThl, MOMJICKAIIUE OINUCAHUI0 B
JAHHOM paszfiene (€cliM OHU 3HAYMMbl), BKJIIOYAIOT B CEOS CIIEIYIOIIHE
OTIHCAHUSI:

a) o0liee BBEACHHE, CBEIACHUS O TOM, SIBIICTCS JHM JIEKapCTBEHHBIN
npenapar MpoJIEKAPCTBOM HWJIM €CTh JIM Yy HEro akTUBHBIE METaOOJIUTHI,
XUPATBHOCTH, PACTBOPUMOCTD, CBEJICHUS O TTOMYJISAIUH, Y KOTOPOH TTOTy9ICHBI
OCHOBHBIC (papMaKOKMHETHICCKHE TAHHBIC U JP.

0)o0ume (¢papMaKOKMHETUYECKHE XapaKTEPUCTUKHU JEHCTBYIOLIETO
BEIIECTBA TMOCJIC TMPUMEHEHHS JIEKApCTBEHHOTO Tpermapara ¢ COCTaBOM,
3asIBJICHHBIM HA PETUCTPAIUIO:

abcopOuwms. [TomHoTta abcopOiuu, adbcooTHast U (MIM) OTHOCUTEIbHAS
OMOIOCTYITHOCTD, A(DEKT IIEPBUUYHOTO MPOXOXKICHUS, BPEMS JTOCTIKCHHUSI
MaKCUMaJIbHOU IJ1a3MeHHOU KOHLIEHTPAIUH (Tmax), BIUSHUE MU, a TAKXKE B
OTHOIIEHUHW JIGKAPCTBEHHOTO TIpemapara sl MECTHOTO TPUMEHEHUS —
CUCTEMHass OWOMOCTYITHOCTh, BOBJICUCHHE TPAHCHOPTHBIX OenkoB. [lpu
HaJW4YUMd  JAHHBIX  HEOOXOAMMO  OTpa3uTh MeCTOo  aldcopOIuu B
KEITYIOYHO-KHUIIIEYHOM TpakTe (IMMOCKOIBKY 3TO HWMEET 3HAueHHE TIpHU
BBEJICHUM JICKAPCTBEHHOTO TMperapara dYepe3 30HI I DHTEPaJbHOTO
MUTAHUSA);

pactipenencuare. CBs3bp ¢ OelKaMy IIIa3Mbl, KaXKYIIHHCA 00BEeM
pacripesielieHus Ha KUJIorpaMM MaccChl Tesna (HampuMmep, JI/KT), KOHIICHTpaIys
B TKaHAX W (WIM) IUIa3Me, CBEACHUS O MHOTOKAaMEPHOM paclpeIe/ICHHH,
BOBJICUCHUH TPAHCITOPTHBIX OeITKOB, IIPOHUKHOBEHHUE qepe3
remarodsHIepasmueckuii  O0apbep, MPOHUKHOBEHHWE 4Yepe3 IUIANEHTy U B
MOJIOKO;

ouorpanchopmanus. CteneHb MeTadoIM3Ma, META00JIUThI, AKTUBHOCTD
MeTabOoIUTOB U WX BKJIAJ B 3(DPEKTUBHOCTh U TOKCHUYHOCTH, (DEPMEHTHI,

Y49aCTBYIOIINC B MCTa6OJ'II/13Me, OpraHbl, B KOTOPBLIX ITPOUCXOIAUT MeTa6OJ'II/I3M,
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pe3yJbTarbl  MCCIENOBAHUW  B3aUMONEHCTBUS  in Vitro,  KOTOpBIE
CBUJETENBCTBYIOT O CHOCOOHOCTH  COEIMHEHHMS  WHIyLUPOBATb
(uHrUOMpOBaTh) METAOOINYECKUE (PEPMEHTHI;

anuMmuHanus. Ilepuonsl monayBBIBENCHUS, OOUIUMN KIHUPEHC, MEX- U
(W) BHYTPUUHAMBHUIyaJIbHAs BapHaOEIbHOCTh OOIIEro KIMpEeHca, IMyTH
BBIBEJICHUS HEU3MEHEHHOI0 BEUIECTBA M METa0OJIMTOB,  BKJIKOYAs
OTHOCHUTEJIbHBIM BKJIAJ [EYEHOYHOMW U MOYEUHOM BJIMMHUHALUM, BOBJICUCHUE
TPaHCHOPTHBIX OEJIKOB;

JUHEHHOCTh  (HENIMHEHMHOCTh) (PapMaKOKMHETUKH JCHCTBYIOIIETO
BEIECTBA MO OTHOIICHUIO K J103¢ U (Miau) BpeMenu. Eciu papmakokuHeTHKa
HEJIMHENHA N0 OTHOIICHHIO K J03€ U (W) BpEMEHHU, HEOOXOAUMO OTPA3UTh
MPUYUHBI HEJTUHEUHOCTH;

B) (hapMaKOKMHETHYECKasI-(papMaKoAMHAMUYECKasi 3aBUCUMOCTD:

3aBHCHUMOCTb MEXY 10301 (KOHIIEHTpanueH, GapMakOKMHETUYECKUMHU
napameTpamu) U dpdexkrom (MCTHHHAS KOHEYHAs TOYKA, BalUIUPOBAHHAS
cypporaTHasi KOHeYHas TOUKa UM HeXeareabHas peakius);

I') ONMCAHUE UCCIIEIOBAHHON MOMYJISNN;

1) OMMCAHUE OTIEIbHBIX I'PYII CyObEKTOB MJIM MAlMEHTOB B pas3iele
«Oco0ble Tpynnel NAaUUMEHTOBY». M3MEHUMBOCTH B 3aBUCHMOCTH OT TaKHX
(dhakTOpOB, KaK BO3pacT, Macca Tejia, IMojd, KypeHHe, MoIuMOp(pr3M T'€HOB,
KOJUpYyIolKe (pepMEeHThl METa0OoMM3Ma U COMYTCTBYIOIIHME MaTOJOTHUYECKUE
COCTOsIHUS (TIOYeYHasi HEJOCTAaTOYHOCTh, TEYEHOUYHAsl HEJOCTAaTOYHOCTh
(BkJto4yasi creneHb HapyuieHus)). Eciu BiusiHue Ha (papMakOKHMHETHKY
paccMaTpuBaeTCd ~ Kak  KIMHUYECKHM  3HAYMMOE, €ro  HeoOXoaumo
OXapaKTepU30BaTh KOJIUYECTBEHHO CO cchlikamu Ha paznen 4.2 OXJII (ecnu
MIPUMEHUMO).

Jletn.
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HeoOxogumo ~ 0000muTh  pe3yibrarbl  (papMaKOKMHETHYECKUX
UCCJIEIOBAaHUM B pa3JIMYHBIX BO3pPACTHBIX rpynnax jgered. HeoOxomumo
yKa3aThb J03bl, MPHUBOASAIIME K HSKCIO3MIMH JICKApCTBEHHOTO Ipernapara,
CXOXKEHM € IKCITO3UIMEN y B3pocCibiX (eciau 3HauuMo). Heobxogumo ykazarhb
JEKapCTBEHHYIO  (OpMY, HCIIOJNIB30BaHHYI0O B  (DapMaKOKHMHETHYECKHUX
uccienoBaHusIX ¢ ydactuem  jaeredl.  HeoOxomumo — ykasarb  Ha
HEOTPEICNIEHHOCTh UMEIOIIMXCS TaHHBIX B CIy4ae, €CJId OMBIT TPUMEHEHHUS

npenapara y eTeil HeIoCTaTOueH.

5.3. JlaHHBIC JOKIIMHUYECKON 0€30I1aCHOCTH

79. HeobxoaumMo TpencTaBUTh BCE PE3YNbTaThl  JOKIMHUYECKHUX
UCIIBITAHUN, KOTOpPBhIE MOTYT OBITH 3HAUMMbBI [IJIi Bpada, Ha3HAYAIOIIETO
npenapar NpU  yCTAHOBJICHHM TPOQuisi OE30MacHOCTU JIEKAPCTBEHHOTO
mpenapara, MOpd NPUMEHEHUM TI0 YTBEPXKJICHHBIM IIOKa3aHUSIM K
MPUMEHEHHUI0, KOTOphIE He ObUTH BKIIOUEHBI B Apyrue pasaenst OXJIII.

Ecnu  pesynbrarbl  JOKIMHUYECKUX  UCCIENOBAHUM  HE  JArOT
JOTOJIHUTENBHBIX ~ CBEACHUW Bpauyy, HA3HAYaIOIIEMy JIEKaPCTBEHHBIM
npenapar, Takue pe3yapTarbl (Kak MOJIOKHUTENIbHbIE, TaK U OTPHULATENIbHbIC)
nyOnupoBaTh HE TpeOyeTcsl.

80. HeoOxonqumMo  Kparko oOmucarb  pe3yiabTaThl  JTOKIMHUYECKUX
UCIIBITAaHUH C YKa3aHUEM KOJIMYE€CTBEHHBIX XapaKTEPUCTHUK B COOTBETCTBUU CO
CJIEAYIOIIUMU [TPUMEPAMU:

a)B  JOKJIMHUYECKUX JIAaHHBIX, TMOJYyYEHHBIX MO pe3yJbraraM
CTaHIAPTHBIX UCCIIeI0BaHUN bapmakosoruuecKon 0e30MacHOCTH,
TOKCUYHOCTH TIPU MOBTOPHOM (MHOTOKPAaTHOM) BBEJICHUH, TCHOTOKCUYHOCTH,
KaHILIEPOI€HHOIO MOTEHIMajda W PENpOAyKTUBHOM M OHTON€HETUYECKON

TOKCHUYHOCTH, 0COOBIN Bpca I 4CJIOBCKA HC BBISABIICH,
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0)B JOKJIMHUYECKUX HCCIEIOBAHUSIX HAOMOAanuch 3((PEKThl TOIBKO
IpyU  BO3JCHCTBUU JICKAPCTBEHHOTO IIperapara B J103aX, CYIIECTBEHHO
MPEBOCXOJIAIINX MAKCUMAIIBHYIO, UTO SABJISETCS KIMHUYECKU HE3HAYUMBbIM;

B) UMCIOTCS ~ HEXeJaTelbHbIE  peakIiuu, He OOHapy)KCHHbIC B
KJIMHUYECKUX HUCCJIENOBAHUSIX, HO BBISBICHHBIE Yy JKUBOTHBIX IpHU
BO3JICCTBUM JIEKAPCTBEHHOIO IIpenapara B J03aX, CXOXKHUX C J03aMH,
NPUMEHEHHBIMA B KIUHUYECKUX HCCIEIOBAHUSIX, YTO MOXET HMETh
KIIMHUYECKYI0 3HAYUMOCTb.

81.Crnenyer mpu HEOOXOAMMOCTH TPEACTABUTH 3HAYUMBIE IS JCTEH
pe3ynbrarbl  JIOKIMHUYECKUX  UCCIEAOBAaHUM, BKIIOYAs  PE3YJBTATHI
UCCIICIOBAaHUM, TIPOBEJACHHBIX Y MOJIOABIX JKUBOTHBIX U TIEpU- WU
MOCTHATAIBHBIX HMCCJIEAOBAHUN C aHAJIMU30M UX KIMHUYECKOW 3HAUYUMOCTH,
M0J1 OTACJIBHBIM T10]13aT0JIOBKOM.

82.OueHka pUCKOB ISl OKpyxaromieil cpeapl. Cneayer mpeiacTaBUTh
BBIBOJIbI OLICHKM PHUCKOB JIEKAPCTBEHHOrO Mpenapara sl OKpYKarolen

Cpebl (€Ciu ATO 3HAYMMO), CO CChUTKOM Ha pazzaen 6.6 OXJIII.

6. ®apMalleBTUYECKUE CBOMCTBA
6.1. Ilepeuenb BcioMoraTeabHbIX BEIIECTB

83.IIpuBoauTCS  MEpPEUYEHb  BCEX  BCIIOMOTATENIBHBIX  BEIIECTB
(KaueCTBEHHBIM COCTaB), JaXXE€ €CIM OHH COJEPKATCAd B JIEKAPCTBEHHOM
npernapare B HE3HAUUTENIbHBIX KOJIMYECTBaX (Hampumep, dyepHuia). boiee
MOAPOOHBIE CBEJEHUSI O BCIOMOTATEIbHBIX BEIIECTBAX, M3BECTHBIX CBOUM
JNEUCTBUEM, MOMJICKAIIUX YKa3aHWUIO, MPUBEICHBI B MNpuiioxkeHuu Ne 1 k
HacTosuM  TpeboBanusiM. HeoOxomuMo yka3aTb BCE HWHIPEIUEHTHI
TPaHCACPMAIIBHBIX IJIACTBIPEH (BKJIFOUAsI aJATEe3UBHYIO OCHOBY,

BBICBOOOXK/TAIOIIYIO MOJJIOKKY U HAPYKHYIO TIJICHKY).
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He tpeOyercs Brimtouare B OXJII aktuBHyio (apMarieBTUUECKYIO
CyOCTaHIIMIO, OCTAaTOYHbIE IMPUMECH BEIIECTB, HCIOJb30BAHHBIX B
MPOU3BOJICTBE  TOTOBOTO  JIEKAPCTBEHHOIO  Mpemnapara  (Hampumep,
pacTBOpUTENIM, Ta3 B CBOOOAHOM HaJ MpernaparoM MPOCTPAHCTBE U
aHTUOWOTHKHU, HCIOJb30BAaHHBIC B TPOM3BOJCTBE BAKIWH), JTyOPHUKAHTHI
MpEABAPUTEIBLHO 3al0JHEHHBIX IIMPHUIIEB U KOMIIOHEHTHI 00O0JIOUEK KarcCyi
MOPOIIIKOB JIJIs UHTAJIALNHN, HE TPEAHA3HAUYCHHBIX JJIsl TPUEMa BHYTPb.

84.OnpeneneHHble  OCTaTOYHbIE MPUMECH (HAMpUMep, MPUMECH
AHTUOMOTHUKOB WJIU MPOYHX MPOTUBOMUKPOOHBIX areHTOB, UCTIOJIB30BAHHBIX B
MPOIECCE MPOU3BOJICTBA), U3BECTHBIE CBOMM AJJIEPIE€HHBIM MOTEHI[MAJIOM U
CIIOCOOHBIE BBI3BIBATH HEXKEJIATENbHbIC PEaKIUU, CIAEAYET yKa3aTh B pasjelie
4.3 unu 4.4 OXJIII cOOTBETCTBEHHO.

85.Jly1s1  BCIIOMOTATeNIbHBIX ~ BEIIECTB  HEOOXOAMMO  YKa3bIBaTh
pekomenayemoe BO3 MHH, npu ero orcyrctBum — OOMmMENpHHSATOE
(TpynmupOBOYHOE) HAMMEHOBAHUE C YYETOM COJIEBBIX, (DUPHBIX, TUIPATHBIX
U UHbIX (GOpM, NOpU OTCYTCTBUU OOUIEOPHUHATOr0 (TPyHIUPOBOYHOIO)
HANMEHOBAHUS — XMMUYECKOe HauMeHoBaHue o HoMeHkiarype IUPAC, a
IIPU OTCYTCTBUHU IMOCTETHET0 MPUBOIAT JaHHbIE 00 UCTOUYHHMKAX U CIOCO0ax
MOJYyYECHHUSI, HAJTUYHUM BCEX BBEICHHBIX JOOABOK U Jp. (TP HEOOXOIUMOCTH C
COOTBETCTBYIOIIUM MOJAPOOHBIM OMTMCAHUEM).

86.He momyckaercsi WUCIOIb30BaTh IMATCHTOBAaHHBIE HAWMEHOBAHUS.
He nomyckaercst yka3blBaTh CCBUIKM Ha (papMakoNelHOE KadyecTBO.
KoMmIoHeHThl cMeCH BCIIOMOTaTENbHBIX BEIIECTB HEOOXOAMMO YKa3bIBaTh MO
OTJETbHOCTH. ECIM TOYHBIM COCTaB BKYCOBOHM JTOOABKH HMIIM apOMaTH3aTopa
3aSIBUTEJII0 HEU3BECTEH WJIM OH JOCTAaTOYHO CJIOXKHBIMA, €ro JOIMyCKaeTcs
yKa3aThb B BUJIe 00OOIIIEHHOTO HAaMMEHOBaHUS (HAIpUMeEp, «areabCUHOBAs
BKycOBasi J00aBKa», «IIUTPyCOBasi OTIyIIKa»). Ecim B cocTaB BKyCOBOU

I[O6aBKI/I BXOOAT KOMIIOHCHTBI, U3BCCTHBIC CBOUM JICUCTBUEM MJIN 3(1)(1)6KTOM,
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9TH  KOMIIOHEHThl ~ HEOOXOJMMO TEPEUHCIUTh B  COCTaBE CMECH
BCIIOMOTaTEIbHBIX BEIIECTB.

87.1locne MHrpeIUEeHTOB, KOTOPBIE MOTYT TOOABIATHCS ISl KOPPEKIIUU
pH, B ckoOKax cieayeT yka3bIBaTh «(st Koppekuuu pH)».

88. ToproBrle HaWMEHOBaHHUS WJIM OO0OOIEHHbIE HAUMEHOBAHMUS
(HanmpuMep, «4epHUIa») HE CIEAYET MCMOJIb30BaTh BMECTO OOIIETPUHSTOIO
HAUMEHOBAaHMS MHIPEIUCHTAa WU CMECH HHIPEJUEHTOB, HO JIOIMYCKaeTCs
UCIIOJB30BaTh BMECTE C HAWMMEHOBAHUSIMH WHIPEIUEHTOB, €CIM TOYHO
U3BECTHO, KAaKW€ MHIPEIUECHTHl OIMUCHIBAIOTCS C TOMOIIBIO  3TOTO
HAaVMEHOBAHHSI.

89. XuMuuecku MOAUDUIIMPOBAHHBIC BCIIOMOTraTEIbHBIE BEIIECTBA
HEOOXOJIUMO OMNHCHIBATh TaK, YTOOBl HE JIOMYCTUTh MyTaHULBI C
HEMOIU(PUITUPOBAHHBIMU a”HaJoraMu (Hampumep,
«IPEKETATUHU3UPOBAHHBIN Kpaxmaiy).

Ecnu nexapcTBeHHbId mpemapar B UENAX KOHTPOJS JBHXKEHUS,
OTCJIC)KUBAHUS U ayTEHTU(PUKAIIUU COJIEPIKUT CKPBITYIO METKY, B TIepeUYeHb
BCIIOMOTATEJIbHBIX BEHIECTB HEOOXOJMMO BKJIIOUWTH 00Illee YyKazaHue
«paktop ayreHTUPUKAIMU», a HE HAMMEHOBAHHUE BCIIOMOIaTEIbHOIO
BEIIECTBA, €CIIU TOJHKO OHO HE M3BECTHO CBOMM JIEHCTBHEM WK d(PPEKTOM.

Kaxpnoe BcroMoraTeiabHOE BEIIECTBO  HEOOXOAMMO  YKa3bIBaTh
OTACIIbHOM CTPOKOW. BcriomorareinbHble BEIIECTBA IEPESUUCISAIOTCS B
COOTBETCTBUHU C Pa3JIMYHBIMU YacCTSAMH IIperapara, Hampumep, <«sapo —
000JI04Ka» TaOJETKH, «COIAEPKUMOE — O00JIOUKa» KarcCyjabl U Ap.
BcmomoraTenpHbIe  BeIIECTBAa MPEMApaToB, HAXOMSAMIMXCS Oojee dYem
B | mepBUYHON (BHYTPEHHEH) YIIaKOBKE WM COJIEPKAIUX B JBYXKAMEPHBIX
NEPBUYHBIX (BHYTPEHHHMX) yMaKOBKaxX, CIEAYeT yKas3blBaTh M3 pacuera Ha

NEPBUYHYIO (BHYTPEHHIOI) YIIAKOBKY WJIM Ha Kamepy.
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AOGOpeBuaTypbl BCIIOMOTaTENIbHBIX BEIIECTB NEPEUUCIIATh HE CIEAYET.
Opxnako u3 cooOpaxeHui 5JKOHOMUU MecTa a00OpeBHUaTypbl BCIIOMOTaTeJIbHBIX
BEILECTB MOTYT YKa3bIBaThCsl B MAPKUPOBKE MPH YCIOBHH TOTO, YTO OHU

pacudpoBanbl B JaHHOM pazaene OXJIIL.

6.2. HecoBMeCcTUMOCTH

90. HeoOxoauMo  mpencTaBUTh CBEACHUA O (PU3MYECKOW WU
XUMHUYECKON HECOBMECTHUMOCTH JIEKAPCTBEHHOTO Mpernapara ¢ JApPYTrUMH
JIEKApCTBEHHBIMU MpenapaTaMu, ¢ KOTOPbIMU €CTh BEPOSITHOCTh CMEIIIMBAHUS
WM OJHOBPEMEHHOTO BBEJEHUSA. ITO OCOOCHHO BaXKHO JJIs JIEKAPCTBEHHOTO
npernapara, MOJJIEkKANIEro BOCCTAHOBICHUIO WU (MJIM) Pa3BEICHHIO TEpe.
napeHTepabHBIM BBeJeHHEeM. HeoOXoauMo NepedrcianuTh CYIIECTBEHHBIE
MOCJEACTBUSl  B3aUMOJICUCTBUS  (HampuMep, CopOIus JIEKapCTBEHHOIO
mpenapata WIM KOMIIOHEHTOB TIpenapaToB B IINPUIAX, T[EPBUYHBIX
yIaKOBKax MapeHTEpaIbHBIX MpenapaToB OOJBIIUX O00BEMOB, 30HIAX,
BCTPOCHHBIX (DUIIbTpaxX, HAOOPaxX JUIsl BBECHUS U . ).

9l.Ykazamuss 0  COBMECTMMOCTH  mpemapara C  JAPYTHMU
JIEKApCTBEHHBIMM MpernapaTaMyd WU U3JACIUSIMU B JIAaHHOM pasfelie He
MPUBOJATCS, UX BKIO4YarOT B paznen 6.6 OXJIII. Yka3aHus OTHOCHUTEIBHO
dhapMaKkoIOTUUECKOW W XUMUYECKOW ((U3UYECKON) HECOBMECTUMOCTH C
nuiied npuBogarca B pasuaene 4.5 OXJII. Eciau Takue yka3zaHus HE
MIPUMEHUMBI, TaeTcst popMyaupoBka: «He mpumeHnMOo.

92.B oTHOIIEHUH OIpEJEICHHBIX JICKAPCTBEHHBIX (opM (HaAmpuMmep,
MapeHTePaTbHbBIX) CIEAYET YKa3aTh OJIHY U3 CIEAYIONUX (OPMYIUPOBOK:

«B CBf3M C OTCYTCTBUEM WHCCIEIOBAHUNA COBMECTUMOCTU JAaHHBIU
JEKApCTBEHHBIA  TpenapaT HE  CJEAyeT CMEIIUBaTh C  JAPYTUMH

JICKAPCTBCHHBIMU IIpClIapaTaMmn»,;
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«JlaHHBIN JIEKapCTBEHHBIN IIpENapar He CIEAYET CMEIIUBATh C APYTUMHU
JIEKapCTBEHHBIMHU  IIpenapaTaM, 3a MCKIIOYEHUEM  YIIOMSHYTBIX B

pazaenax 6.6 u 11 OXJIII».

6.3. Cpok TOJITHOCTH (CPOK XpaHEHUS)

93.Cpok TOAHOCTH (CPOK XpaHEHHs])) HEOOXOIUMO YKa3bIBaTh [IJIst
JIEKApCTBEHHOI'0 TIperapara BO BTOPUYHOU (MOTPEOUTENILCKOM) YITaKOBKE,
a TaKk)Ke, 3TO UMEET 3HAaUEHUE MOCIIE Pa3BeACHUS, BOCCTAHOBIICHHUS], UJIH [TOCIIE
MIEPBOr0 BCKPBITHSL.

Cpok romgHocTH (CpOK XpaHEHHs]) HEOOXOAMMO YKa3aThb YETKO C
HCIIOJIb30BAaHUEM HAJICKAIICH eIMHUIIBI BPEMEHH.

TpeOoBaHus K yKa3aHUIO CPOKA TOJTHOCTH (CpOKa XpaHEHHs ) TOTOBBIX K
MPUMEHEHHUIO CTEPWIbHBIX JIEKAPCTBEHHBIX IpernaparoB (IMOcjie MepBOro
BCKPBITUSI WJIM BOCCTAHOBJICHMS) TMPUBOASTCA B TpuioxkeHun Ne 7
HacTOSIIMM TpeOoBaHusM. Ecnum mnpu mpoBeAeHUM UCCIENOBAHUM IO
dbapmaneBTHUECKON pa3paboTKe BHISBICHA HEOOXOAMMOCTh YKa3aHHS CpPOKa
TOJHOCTH (CpOKa XpaHEHHUsI) IPYTUX JEKAPCTBEHHBIX MPENapaToB, TOTOBBIX K
MPUMEHEHUI0, CPOK TOJTHOCTHU (CPOK XpaHEHUsI) YKa3bIBACT U JJIsI HUX.

94.Ecnu  TpeOyeTcs NPUTOTOBICHHE Pa3WYHBIX KOHIICHTpaIUi
(Hampumep, A TpPUMEHEHUs Yy JeTei), HeoOXoauMo yKa3aTh Ha
(U3UKO-XUMUYECKYIO0 CTaOMIBLHOCTh JJISI BCEro Juara3oHa KOHIIEHTpaIui
(manpumep: «CTaOMIBHOCTH TOATBEPIKICHA JIJIS1 KOHIICHTPAIMHA B THAMTa30HE
X —y MI/MJI B TeueHue t yacoB (quei) mpu temmneparype 25 °C u 2 — 8 °Cy).

95. Ecnu nexkapcTBeHHBIN MpenapaT MokKaszaH Jijisi TPUMEHEHUS JCTIM,
HO OTCYTCTBYIOT NOJXOJSIIME JIE€TCKOMY BO3pacTy JieKapcTBeHHas (opma
u (W) NO3UPOBKA, MPU ATOM JIOMYCKAETCS MNPUTOTOBJICHHE Ipernapara

ex tempore U3 UMCIOLIECToCs JICKAPCTBECHHOT'O IIperapara, COOTBETCTBYIOLIHNEC
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(U3UKO-XUMUYECKUE JAHHbIC MO0 XPAaHEHUIO U CTAOMIBHOCTH HEOOXOJIUMO
IIPUBECTHU B JAHHOM Pa3Jeie CO cCblIKaMu Ha pasaensl 6.4 u 6.6 OXJIIL.

96.Ecnu st MEIUUMHCKUX PaOOTHUKOB WJIM TAlMEHTOB TpeOyeTcs
yKa3aHue OCOOBIX BpPEMEHHBIX YCJIOBUW XpaHEHHUs, HampuMep, B IENsIX
aMOyJIaTOPHOTO TPUMEHEHHS (HampuMep, CPOK TOJHOCTH (CPOK XpaHEHUS)
cocraBisieT 24 Mecsaua npu 2 — 8 °C, U3 KOTOpBIX 3 Mecsla JIOIyCKaeTCs
XpaHuTh Tpu Temmeparype He Bbime 25 °C), HeoOXoAuMO JaTh
COOTBETCTBYIOIIUE JIOMOJHUTENIbHBIE pekoMeHaanuu. [logo0Hble cBeneHUs
BCerJa JOJDKHBI OCHOBBIBATHCA Ha JAaHHBIX MO cTabmibHOCcTU. HeoOxomumo
yKa3aTb PEKOMEHIYEMbI TEMIIEPATypPHbIM AWANa30H M MAaKCHUMalIbHYIO
MPOJOJIKUTEIILHOCTh BPEMEHHOr0 XpaHeHus. [logoOHBIE pekomMeHIauu
TaKXe BKJIIOYAIOT B CEOsl CBEJCHUS O MEpax, MPUMEHSIEMbBIX MOCJIE XpaHEHUS
JIEKQpCTBEHHOI'0 MpernapaTa BO BPEMEHHBIX YCIOBUSIX XpaHEHUs (Hampumep,
HEMEJICHHAs! yTUIN3ALIMA).

97.He cnegyetr mpeAcTaBlsSITh TAKWME YKa3aHUA, Kak: «9TU JIaHHbIE HE
SBJISIIOTCSI PEKOMEHAAIMAMU 110 XPAHEHUIOY.

98. Ecnu B OTHOIIIEHUM Pa3HBIX MEPBUYHBIX YIIAKOBOK CPOKH T'OJHOCTHU
(Cpoku XpaHEHUs) HE Pa3IMYarOTCs, YKa3bIlBaTh 3TU YIIAKOBKU HE CIIEHYyeT.
[IpuBoIUTH YCHOBUSA XpAHEHUS HE CIEAYyeT, 3a HUCKIIOYEHUEM YCIOBUU
XpaHEHUsI TOCJIE BCKPBITUS B COOTBETCTBUM C TMpujoxkeHuem Ne 7 k
HacToAIUM TpeboBaHusiM. He ciemyer mpeacTaBisTh TakUe yKa3aHUsl, Kak:
«He mpuMeHsITh 110 UCTEUEHUH CPOKa TOJTHOCTH (CpOKa XPAHCHHUS ).

99. Ecnim BMecTe ¢ JIGKApPCTBEHHBIM IpernapaToM IMOCTaBIISICTCS
JTOTIOJIHUTENbHAS MPOAYKIMS (B TOM YHUCIE YCTPOMCTBA, KOMILICKTYIOIIHE
Cpe/ICTBa), HEOOXOJMMO YKa3aTh CPOK TOJHOCTH TOTOBOM K MPUMEHEHUIO

yKa3aHHOU MpOIyKIKHU (€CIU MPUMEHUMO).
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6.4. OcoOble Mephl MPETOCTOPOKHOCTH MIPU XPAHEHHUH

100.1Ipn ykazanum Mep MNPEIOCTOPOKHOCTU MPU XPAHEHUM CIICITYET
UCIIOJB30BaTh OJIHY WJM HECKOJbKO CTaHJAApTHBIX (¢pa3, MPUBEICHHBIX B
npwioxkeHun Ne 6 Kk HacTosuuM TpeOOBaHUSAM, KOTOpPbIE HEOOXOJIUMO
JOTIOJIHUTh TOSICHEHUEM OTHOCUTEIbHO YYBCTBUTEIBHOCTH IIpErapara K
CBETY W (WJIK) BJare.

101.B oTHOmEHMM XpaHEHUs BCKPBITBIX, pAa3BEICHHBIX WIIA
BOCCTAHOBJIEHHBIX CTEPWIBHBIX JIEKAPCTBEHHBIX IIPENApPAaTOB  CIEAYET
cAenarh cChUIKy Ha paznaein 6.3 OXJIIL.

102. OcoObie Mepbl MPEJOCTOPOKHOCTU MPU XPAHCHUH, YKa3aHHBIC B
OXJIII, mapkupoBke u JIB, 101KHBI OBITH COTTOCTABUMBIMH.

103.B  OXIJIIl npenynpexaeHue O HEOOXOJUMOCTH XpaHCHUS
JIEKAPCTBEHHOI'O Ipenapara B HENOCTYIIHOM JJIsl JIETEM MECTE He

YKa3bIBAETCS.

6.5. Xapaxrep U coJiep>KaHUe YITAKOBKH <U CIELUaIbHOE 000pyI0BaHUE IS
VCITOJIb30BaHHs, BBEJCHUS WM UMILJIaHTAlUN>

104. HeoOxonuMo ykKa3zaTh MEPBUYHYIO (BHYTPEHHIOW) YIAKOBKY,
UCIIONB3Yysl CTaHAapTHbIM TepMuH @apmakonen Coro3a, Marepuan, U3
KOTOpPOr0 M3rOTOBJICHA MepBUYHAs (BHYTPEHHSA) YIAKOBKa (Hampumep,
«cTeksiHHbIe (PirakoHbDY, «[IBX — amtomuHuEBBIE OIUCTEPHI», «OYTHUIKH U3
NOJIN3TUJIEHA BBICOKOM IJIOTHOCTH»), a TaKK€ MEPEUUCIUTh BCE NPOUYUE
KOMIIOHEHTBI YIMAaKOBKM Ipernaparta (Hampumep, Hria, Moma3ok, MepHas
JIOKKa, pacTbUIUTENb U3AEIUN sl MHTaIAIui, ocymmuTens). Heobxonumo
MOSICHATH TPAaSyUPOBKY HA MEPHBIX MU3AEIUAX, & TAKXKE OMUCATh NEPBUYHYIO
YHAKOBKY JIFOOOI0 pacTBOPUTEINS, MIOCTABIIEMOTO BMECTE C JIEKAPCTBEHHBIM

npemnapaToM. M30bITOUHYIO AeTaau3aliuio (Halpumep, [BET MPOOKH, CBOMCTBA
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TE€pMOJIaKa) yKa3bIBaTh He TpeOyercs. [Ipu ncrnonab30BaHuM pa3aeIuTeaIbHOTO
LBETA JUIsl pa3inueHust POopM BBIITyCKa MapeHTEPAIbHBIX IPENapaToB 00 3TOM
HEO0OXOAMMO yKa3aTh B JAHHOM pa3fele.

105.Cnenyer ykaszaTh, 00JialaeT JM YKYIOpKa MEPBUYHON YIAKOBKU
GbyHKIMEN 3a1IUThI OT BCKPBITUS JE€THMHU.

[Ipumepsl GOpMyIHPOBOK, YKA3bIBAEMBIX B TAHHOM pa3Jieie:

«Cycnen3ust 00beMoM [00beM]| MII B MPEIBAPUTEIHHO 3allOJHEHHOM
mmnpuie (CTEKJISTHHOM) C YIIOTHUTEIEM (XJI0pOyTUIIKAYUyK) C UTJION WUin O€3
HEe B yIakoBKe 1Mo 5 uinu 10 mmpuieny;

«ByTBUIKM W3 TONMATUIEHA BBICOKOM IUIOTHOCTH C YKYHNOPKOH C
byHKIMENH 3aluThl OT BCKPBITUS JACTBMHU M CHUJIMKArejieM B KadecTBE
ocymurens. B ynakoBkax no 30, 60 unu 90 TabeToK, TOKPHITHIX MIIEHOUYHON
000JI0YKOI».

106. Heo0xomuMo TepevrcIuTh BCE pa3Mephbl YIMAaKOBOK C yKa3aHUEM
yuciaa €QUHUI, 4Yuclia J03 (Hampumep, s MHOTOJ030BbIX BAaKIIHH,
UHTAJISITOPOB U JIp.), 00IIel Macchl Wi o0beMa NMEepBUYHON (BHYTPEHHEMH)
YIAaKOBKM C YKa3aHHEM €€ BMECTUMOCTU (IpH HEOOXOJUMOCTH), a TaKKe
17 (i (0] NEePBUYHBIX  (BHYTPEHHHUX)  YINAaKOBOK  BO  BTOPUYHOU
(moTpeOuTeNnbCKOM) KapTOHHOM ymakoBke. Eciv mpuMeHHMO, HEOOXOIMMO
INPUBECTU CTaHJIAapTHOE yka3zaHue: «He Bce pa3mepsl yllakoBOK MOTYT ObITh
JNOCTYMHBI JUIsl  pealvi3aliu», YToObl MPEeayNpeluTb MEAUIIMHCKUX
pabOTHHUKOB O TOM, YTO HE BCE MEPEUUCICHHBIE pa3Mepbl YMaKOBOK MOTYT
OBITh TOCTYIHBI JJIsl HA3HAYEHUS UJIU OTITyCKa.

107. YnakoBKkwu, NPEAHA3HAYCHHbBIE UCKJIIOUUTEIBHO s
JUCTPUOBIOTOPCKUX LIETIEH, HE SIBJIIFOTCS HOBOM YMaKOBKOW Uil peanu3alnuu
JIEKapCTBEHHOI'0 Tpernapara, Mo3TOMY BKIIOYATh UX B JIaHHBIA pa3ien He

TpeOyeTcs.
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6.6. OcoObie Mephl IPEAOCTOPOKHOCTH IIPU YTHIIM3ALMKU UCIIOIb30BAaHHOTO
JIEKQpCTBEHHOTO TIpenapaTa Uiu 0TX0JI0B, MOJYyUYEHHBIX MMOCIE IPUMEHEHUS
JIEKapCTBEHHOTO IIpernapara, u Apyrue MaHUIyJISUY C IpenapaTom

108. HeoOx01MMO npeIcTaBUTh MHCTPYKLUHU IO YTHIIM3AI[UU IIperapaTa
(ecm MPUMEHUMO).

109. Ecnu umeroTcst ocoObie Mephl MPEIOCTOPOKHOCTH MPU paboTe UK
YTUJIU3AIUU JIEKaPCTBEHHBIX MPEnapaToB (IIMTOTOKCUYECKUE I HEKOTOPhIE
OMoJIOTHYECKHE TIpernaparbl WM HX OTXOJbl), €CIU JIEKapCTBECHHbIC
npernapartbl COJIepXKaT >KMBbIE OpraHu3Mbl, B JIaHHBIM pasjiesl HeoOXOJIUMO
BKJIFOUUTH WH(OpMaIMio 00 ITUX OpraHuM3Max, a Takxke (€Ciau 3HAYKuMO)
uHOpMAIIMI0O MO YTWIM3AlUK TPEIMETOB, BCTYIABIIUX B KOHTAKT C
JIEKApCTBEHHBIM  MpenapaToM  (Hampumep, TMEJICHKU WU  JIOKKH,
UCIIOJB3YEeMbIC JIJIi BBEACHUS BaKIMH JJIsi IIpueMa BHYTpb). Heobxomumo
IPEACTABUTh CCHUIKY Ha 3aKJIIOYEHHUE MO OLEHKE PUCKOB ISl OKpYKarouien
cpenbl, npuBeAeHHOM B pazzaene 5.3 OXJIII, (ecnu npruMeHUMO).

110.Ecnmu mpuMeHumMo (Hampumep, B OTHOLIEHUH IUTOTOKCHYECKUX
JIEKApPCTBEHHBIX IMPEINaparoB), B JaHHBIM pa3jfen HE0OXOJUMO BKJIIOUUTH
CICAYIIIyl0  cTaHjgapTHyio  dopMynupoBky:  «Bechb  ocTaBmMiics
JIEKapCTBEHHBIN TTpernapaT U OTXO0/IbI CJIENYET YHUUYTOXKUTH (YTUIU3UPOBATh) B
COOTBETCTBUU C TPEOOBAHUSMH 3aKOHOJATEIICTBA TOCYNApCTB — YJICHOB
EBpa3niickoro 3JKOHOMHYECKOTO COK03a.).

111.1Ipu oOTCyTCTBMHM OCOOBIX yKa3aHWW 1O TPUMEHEHUIO WJIU
WHCTPYKIIMU 1O pabore miisg pabOTHHKA anTeKu W JAPYTUX MEIUIIMHCKHUX
pabOTHUKOB CIEAYEeT NPUBECTH CTaHIAPTHYIO (QopMynupoBky: «OcoObie
TpeOOBaHUS OTCYTCTBYIOT.».

112.IIpuBoasaTcs Bce peKOMeHAAIUM, HEOOXOIUMBIE ISl PABUIILHOTO
IPUTOTOBJICHUSI OINpPEJEICHHBIX MPENapaToB (HAMpUMEp, LMUTOTOKCHYECKUE

JICKAPCTBCHHBIC IIpCIIapaTbl MU HCKOTOPLIC OMOJIOTHYECKHE JICKAPCTBCHHBIC
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npenaparsl) U (WiIn) JJisl 3alUAThI JUI, BKIIOYAsl POJIUTEIICH U yXaKUBAOIUX
JIUII, 3aHUMAIOIIUXCS PUTOTOBJIEHUEM MpernapaTa uiu padoTaroluX ¢ HUM.

113.B pazgen 4.2 OXJIII HeoOXOAMMO BKJIHOYUTHh UHCTPYKIUU JIJIsI
Bpaya, JpPYyrHUX MEIULIMUHCKUX pPAOOTHUKOB M TAIMEHTOB IO pabore
C MpernapaTtoM, a TakXke OOIIMe CBEACHUS O BBEACHUU INpemnapara (Mpu
BBEJICHUU MAIIUEHTAMU WU MEIUIIMHCKUMU paboTHUKaMuU). Eciu Tpedyrores
UHCTPYKIIMM TI0 TPUMEHEHHI0 (paboTe) C IMeNbl0 MPUTOTOBJICHUS
JIEKApCTBEHHOr0  Mpernapara neped  BBeJAeHUEM  (Hampumep, MpH
HEOOXOAMMOCTH €ro CYyCHEHIUPOBAHUS WU Pa3BEICHHs), dTU CBEACHUS
HEOOXOAMMO TpeAcTaBUTh B paszaene 4.2. s obecrnedeHus: JTydlIero
nonnmanus pazaen 4.2 OXJII moxer coaepKarh NEPEKPECTHYIO CChUIKY Ha
COOTBETCTBYIOIYI0 MH(MOpManuio B gaHHoM paszaene OXJIII, nampumep,
«MHCTpYKIIMM TI0 PaCTBOPEHUIO JIEKAPCTBEHHOIO Mpernapara nepen
MPUMEHEHUEM CM. B pazaene 6.6.».

114.B nanHOM pasnene MPUBOIATCS TOJBKO CBEIACHUS, HEOOXOIUMbIC
PaOOTHUKY allTeKH U IPYTUM MEIUIIMHCKUM PaOOTHUKAM JJIsI IPUTOTOBJICHUS
npemnapara rnepeji BBeICHUEM MalUueHTY.

CeneHusi 0 MPUTOTOBJICHUM JICKAPCTBEHHOI'O MpemnapaTta (Hampumep,
CYyCHEH3UU MOpOLIKAa [JIsi WHBEKIMA WIM MPUTOTOBICHUM Pa3BEICHUS)
ciaeayer BKIOUMTH B AaHHbIM paszaen OXJIII He3aBUCMMO OT TOro, KTO
rOTOBUT Mpenapat (Hanpumep, pabOTHUK allTeKU, Bpay, IPyrue MEAUIIMHCKHE
paOOTHUKM, TIAIIMEHT, POAUTEINM WIM yXaXKUBaWIIUe Juna). Ecuwu
JIEKApCTBEHHBIM TIpernapar TMOJJICKUT BOCCTAHOBJIECHUIO, HEOOXOIUMO
ONMCATh €r0 BHEIIHUN BU/I IOCJIE BOCCTAHOBJICHHUSI.

115.B nanHOM pa3znene MNpPUBOASTCA yKa3aHUS OTHOCUTEIBHO
COBMECTUMOCTH Mpenapara ¢ JAPYTMMH JIEKAPCTBEHHBIMH IIpENapaTamMu u
W3ICIIUSIMA TIPU  HAJUYUU B PETHUCTPAMOHHOM JOChE JIEKAPCTBEHHOIO

npemnapara COOTBCTCTBYIOIINUX TaHHBIX.
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116.B UCKIIOYUTEIBHBIX CIydasiX, €CIU JIEKapCTBEHHBIM Ipenapar
NMOoKa3aH ISl TPUMEHEHUsT y JIeTe W HEBO3MOXHO pa3padoTaTrh
JEKApCTBEHHYIO  (QopMy, TOAXOJALIYI0 JACTIM (4TO TOATBEPHKICHO
COOTBETCTBYIOIIMMH  HAy4YHBIMU  OOOCHOBAHUSIMU), CBEICHUSA O
NPUTOTOBJIEHUM  TIpenapara  ex tempore  CIENyeT  TNPUBECTH MO
nmoa3aroyioBkoMm «lIpumenenne y nerei» co ccbuikou Ha pasaen 4.2 OXJIIL
HeoOxonumo mpeacTaBUTh MOJPOOHBIE WHCTPYKIIMU IO MNPUTOTOBICHUIO
JIEKapCTBEHHOTO TIpenapara ex tempore W3 TMOIXOISAIIECH «B3pOCIOW» WU
JPYTo¥ JIeKapCTBEHHOW (POpPMBI JUIsl AETEH CTapIiei BO3pACTHOM TPYIIIHI, a
TaKXe JIOMOJTHUTEIbHBIE CBEJICHHS O MpernapaTax ex fempore s HPUMEHECHUS
y MaJ€HbKUX JETeW M, €CIM MPUMEHUMO, MaKCUMaJIbHOE BPEMSI XpaHEHUs
TaKuxX [pernaparoB, B TEUEHUE KOTOPOIO OHU COOTBETCTBYIOT CBOUM
cnenudukanuam. [Ipu  HEOOXOAMMOCTH,  yKa3bIBalOTCS  TpeOyeMbli
YIAKOBOYHBIN MaTe€pUal U yCIOBUS XpaHEHUS.

117.CBenenust 0 puCKax BCJEACTBHE BO3JACHCTBHUS JIEKAPCTBEHHOTO
npernapara Ha pabodyeM MecTe HeOOXOIUMO MTPUBOJIUTH B IAHHOM pasjielie co
ccpuikor Ha pasgen 4.4 wim 4.8 OXJIIL, eciim B 3THX paszgenax UMEKTCS

COOTBETCTBYIOIIUE CBEICHUSI.

7. Jlepkarenb perucTpalluOHHOIO YAOCTOBEPEHUS

118.B manHOM paszjenie yKa3blBalOTCI HAMMEHOBAHUE W MOCTOSHHBIN
agpec  WIM  aaApec  MecTa  BEAEHMS  JEATEIbHOCTU  JeprKarels
PErMCTPALIMOHHOTO YJOCTOBEpEHUs. Y Ka3bIBalOTCs HOMep TenedoHa, (akca
WIM aJpec BJIEKTPOHHON MmouThl (HO He caiita B cetu MuHTepHer wumm

AJIEKTPOHHOM MOYTHI, CBSA3BIBAIOIICIICS C YKa3aHHBIM CAlTOM).
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7.1. IlpencraBurenp aepxkaTess pEruCTPAlOHHOTO YIOCTOBEPEHUS
JIEKAPCTBEHHOI0 Ipenapara Ha Tepputopun Coro3a
119.HeobxonumMo  yka3aTb  HAaMMEHOBAaHUE U IOPUIUYECKUU
(bakTuueckuit) aapec, TenedoH U aapec dIESKTPOHHON MOYTHI MPEICTaBUTEIS
JIepKATENsT PETMCTPALMOHHOIO YJIOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipemnapara
(HO He caiiTa B ceTu VIHTEpHET WK AJIEKTPOHHON MOYTHI, CBA3BIBAIOIICHCS C
yKa3aHHbIM caiiToM). Bo3MOxkHO pgomojHUTH YykazaHueMm, «lIpereHzun
noTpeOuTenel cieayeT HalpaBisTh MO aApecy [yKa3pIBaeTcs aapec], TenedoH

[yka3biBaeTcs TenedoH].».

8. HoMep (HOMepa) perucTpaliliOHHOrO YJIOCTOBEPEHHUS
JIEKApCTBEHHOTO IIpenapara
120. Paznen 3aII0JIHACTCSA YIIOJIJHOMOYEHHBIM OpraHoM
rocyJapCTBa-wieHa WIH JEpKATEIEM PETUCTPAMOHHOIO YAOCTOBEPEHUS
JIEKAPCTBEHHOIO Ipenapara Mocie perucTpauuy JEKapCTBEHHOIO Mpenapara

B COOTBETCTBUH C [IpaBunamMu perncrpaunu U 3KCIEPTU3HL.

9. Kareropus oTmycka JE€KapCTBEHHOTO Ipenapara

121. Yka3piBaeTcd NPUHALICKHOCTh JIEKAPCTBEHHOTI'O Mpemnapara
K OJIHOM U3 CJIEAYIOIINX KaTerOpUil OTIyCKa:

a) IO perenTy;

0) 6e3 perenra;

B) U151 JIe4€OHO-TTPOPMITAKTUIECKUX YIPEKICHUM.

122. Yka3bpIBatOTCS YCIOBUA WA OTPAHUYCHUS, KACAIOIIUECS MOCTABKU
Y UCIIOJIb30BaHUs JIGKAPCTBEHHOTO Tipernapara (mpu Haaudyuun). B cioydae eciu
JIEKapCTBEHHBIA TMpernapaT ObLI  3aperuCTPUPOBAH C  YCTAHOBJIECHUEM
MOCTPETUCTPALMOHHBIX MEpP, O3TOT JEKAPCTBEHHBIA IMpENapar MOKET

INPUMCHATBECA B OIPCACICHHBIX ClIydasdX MW TOJBKO TII0J CTPOTUM
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MEJUIIMHCKUM HaOII0JICHHEM (B YCIOBUSIX JIeUeOHO-MPODUIAKTUYECKUX
YUpEKICHUN),
a B OTHOIICHUHU paanodapMalleBTUUECKUX MPenapaToB — Moj HaOJII0JeHUEM
MMEIOIIEr0 COOTBETCTBYIOIIECE pa3pelieHNe JINIIA.

123. Jns BakuyH WMMYHOTJIOOYJHWHOB, CBIBOPOTOK, aHATOKCHMHOB WU
aJUIEpPreHOB JOMOJIHUTENIBHO YKa3bIBACTCS, YTO JIEKAPCTBEHHBIN Mpenapar
npeHa3HaYeH ISl OTIYyCKa B YCIOBHUSIX MEIUIIMHCKOM OpraHu3aluu ¢

YKa3aHHUCM €€ BUIA.

10. Jo3zumeTpus (eciau mpuMEHUMO)

124.B otHomieHun paanodapmarieBTUYECKUX MpenapaTtoB B JTaHHOM
paznene HeoOXOAMMO yKa3aTh MOJIHbIE JaHHBIE O BHYTPEHHEN paiMalliOHHON
JTO3UMETPUU. B OTHOIIEHMU BCEX OCTAJIBHBIX JICKAPCTBEHHBIX IpENapaToB
JAHHBIA  pa3fen HeoOXOAUMO HUCKIOUUTh. [lpu  3TOM  Hymepanus
MOCJICTYIONINX Pa3eioB OCYIIECTBISIETCS TocienoBarensHo (0e3 yuera

JAHHOTO pa3fena).

11. Ykazanus 1o mpuroToBJICHUIO pagrnodapMaIeBTUIECKUX MpenapaTon
(3amoaHsAeTcs Mpu HEOOXOIUMOCTH )

125.B OTHOIIICHUH paarodapManeBTHIECKUX npenapaTon
COCTaBIISIFOTCSA JOTIOJTHUTEJIBHBIC noApOoOHbIE UHCTPYKIIUHU 1o
MPUTOTOBJICHUIO €X fempore YW KOHTPOJIKO KadyecTBa MPUTOTOBIECHHOIO
npenapara ¢ yKa3aHHEM IpPU HEOOXOJUMOCTH MAKCUMAJIbHOTO BPEMEHU
XpaHEHUs, B TEYEHHWE KOTOPOro JIFOOOW MPOMEXKYTOUHBIA TMpernapar
(HampuMep, 3JII0aT WIM FOTOBBIM K MPUMEHEHHUIO paaunodapMarieBTUUEeCKUN
npenapar) OyeT COOTBETCTBOBATH CBOMM CHEIU(UKAIUSIM.

126. HeoO6xoiuMo Takke MpeACTaBUTh CHEHHAIbHBIE MHCTPYKIIUU IO

YTHJIN3alIUH IICPBUYHBIX YIIAKOBOK M OCTABIICIOCS IIpCIlapaTta.
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127.B OTHOWIEHHH BCEX OCTAJIBHBIX JIEKAPCTBEHHBIX IIPENapaToB
JAHHBI  pa3gen HeoOXoaumMo HCKI4YuTh. llpu  3TOM  HyMmepanus
NOCJIEYIOIIMX PAa3[eNIOB OCYIIECTBISIETCS TOcieaoBaTeabHo (0e3 yuera

JTAHHOTO pa3jiena).

12. YcraHoBneHUE MOCTPErUCTPALUOHHBIX MEP

128.Ecnm  ynmoJTHOMOYEHHBIE OpPraHbl TOCYJApPCTB-YJIECHOB NPUHSIIN
pernieHue O HEOoOXOAMMOCTH YCTaHOBJIEHUS MOCTPErMCTPALIMOHHBIX MEp,
HEO0OXOJIMMO yKa3aTh Cleayromue GopMyITupOBKHU:

a) 1 JIEKapCTBEHHBIX penaparos, 3apEruCTPUPOBAHHBIX
C YCTAHOBJICHUEM JOTIOJIHUTEIbHBIX TpeOoBaHUM: «J/[aHHBIN JEeKapCTBEHHBIN
npenapar 3aperucTpUpOBaH C YCTAHOBICHUEM JIOTIOTHUTEIIbHBIX TPEOOBaHUH,
U 10 HTOMY JIEKapCTBEHHOMY TIpenapary OXHUIAeTCs TMpeACTaBICHUE
JNOTIOJHUTENbHBIX ~ JaHHBIX B  TeueHue 1 roma. {HaumenoBaHue
YIIOJHOMOYEHHOI'O  OpraHa Trocyaapctea — wieHa EBpa3uiickoro
HPKOHOMHUYECKOTO COI03a} OyIeT MPOBOAUTH IKCIIEPTHU3Y HOBBIX CBEACHHU O
npenapare, a JgaHHas OOIMas XapaKTepUCTHKa JIEKApCTBEHHOTO Mperapara
OyzeT OOHOBIATHCS IO MEPE HEOOXOAUMOCTH.»;

0)ass  JIGKapCTBEHHBIX  IpEenapaToB, 3apETrUCTPUPOBAHHBIX  T10
NpOLEAYpPE PETUCTPALMM B  HCKIIOUUTENBHBIX  ciydasx: «/laHHBIHA
JIEKapCTBEHHBIN IMTpenapar 3aperucTpUpoBaH MO MPOLEAYPE «PETUCTpaLUU B
WCKITIOUUTENIBHBIX CIIy4asiX» B CBSI3U C [peIKUM 3a00JIeBaHUEM, HAYYHBIMHU
COOOpaXEHUSIMU, 3THUUYECKUMHU  COOOpaKEHHMSIMHU]|, BCE HEOOXOIUMBbIE
CBEJEHUsI 00 HTOM JIEKapCTBEHHOM IIpenapare MOJYyYUTh HEBO3MOKHO.
[HanMeHOBaHME  YNOJHOMOYEHHOrO OpraHa TrocyJapcTBa —  4jeHa

EBpa3miickoro 9SKOHOMHYECKOTO CO03a] OyAeT MPOBOIUTH €XKETOTHO
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DKCIIEPTHU3Y HOBBIX CBEJICHHUM, a JaHHas oOmas XapaKTepUCTHKa
JIEKapCTBEHHOIO MpernapaTta 0y1eT OOHOBIISITHCS IO MEPE HEOOXOUMOCTH.»;
B) i1 JIGKAPCTBEHHBIX  IPENapaToB, 3apErUCTPUPOBAHHBIX  I10
MPOLIEAYPE YCIOBHOW pErucTpanuu: «JlaHHBIA JIEKQPCTBEHHBIN Mpenapar
3apETUCTPUPOBAH IO NPOLEAYPE «YCIOBHOW PETUCTpPAlMW», U IO 3TOMY
JIEKAPCTBEHHOMY IpenapaTry OKHIAETCS MPEICTABICHUE TOMOIHUTEIbHBIX
NaHHbIX. [HanMeHOBaHME YNOJHOMOYEHHOIO OpraHa IrocyJapcTBa — YieHa
EBpa3uiickoro 3KOHOMHYECKOIO COr03a] OyneT MpOBOAUTH €KEr0JIHO
IKCIIEPTU3Y HOBBIX CBEJICHUN O TIpemnapare, a JaHHas o011as XxapakTeprucTruKa
JIEKapCTBEHHOTO MpernapaTa 0y1eT 0OHOBIISTHCS IO MEpe HEOOXOTUMOCTH. .
2. llpunoxkenne Ne 1 K yKazaHHBIM TpeOOBAHUSIM H3JIOKUTh B
CIEIYIOLIEN PENAKIINU:
«ITPHJIOXKEHME Ne 1
K TpeOOBaHUSIM K UHCTPYKIIUHU
0 MEAULIUHCKOMY ITPUMEHEHUIO
JIeKapCTBEHHOIO Mpenapara u oouieit
XapaKTePUCTUKE JIEKAPCTBEHHOT O
npemnapara Jjisi MeIUIIMHCKOTrO TPUMEHEHUS
(B penakunu Pemenust CoBera

EBpa3niickoil 3KOHOMUYECKOM KOMUCCUU
OT 20 . Ne )

BCITIOMOTI'ATEJ/IBHBIE BEIIIECTBA,
yKa3blBaeMble B MHCTPYKIMH 110 MeAUIUHCKOMY IIPUMEHEHHU IO
JIEKAPCTBEHHOI0 Npenapara (JIMCTKe-BKJIAAbIIIE) U 0011ei
XapaKTePUCTUKE JIEKAPCTBEHHOI0 Mpenapara
JJIS METULIMHCKOT0 MPUMEHEHM I
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I. O0mue momoxeHus

Hacrosiimuii nepeyeHb BKIIIOYAET B ce0sl BCIIOMOraTeIbHbIE BEIIECTBA,
CBEJICHUSI O KOTOPBIX HEOOXOAMMBI 1Jig Oe3omacHOro u 3G (PEeKTUBHOTO
NPUMEHEHHUSA, W OCOObIe YKa3aHWs O HaJIWYUU KOTOPBIX HEOOXOIUMO
BKJIIOYATh B WHCTPYKILIHIO I10 MEIUIIMHCKOMY MIPUMEHECHUIO
(JINCTOK-BKJIAABIII) (Z1ajiee — JIMCTOK-BKJIABINI) U OOILIYI0 XapaKTEPUCTUKY
JIEKApCTBEHHOI'0 TMpemnapara Jyisi MEAUIMHCKOro TpUMEHEeHUus (nanee —
OXJIIT). Takxke B NOPWIOKEHUHM NPUBOIATCS MPEAYNPEIUTEIbHBIC
(GhOpPMYITHPOBKH O IPUCYTCTBHUH OINPEICICHHBIX BCTIOMOTATEIIbHBIX BEIIECTB B
JIEKapCTBEHHBIX MpEIapaTax CBEPX YCTAHOBICHHOIO ITOPOra COACPHKaHUA.

JIucrok-Bxiagem cocraBisgercs B coorBeTcTBUHU ¢ OXJIII. B cBsa3u ¢
ATUM B 000UX JIOKYMEHTaX HEOOXOMMO YKa3bIBaTh COTJIACOBAHHBIE CBEJICHUSI

000 BCceX BCIIOMOTaTEIbHBIX BCIICCTBAX, YKA3aHHbLIX B HACTOAIICM IICPCUHC.

I1. Cdhepa npumenenus

Hacrosimee mnpunoxkeHne nDpPEeaHA3HAYEHO Uil YIOJIHOMOYEHHBIX
OpraHoB (PKCHEPTHBIX OpPraHHU3alHil) TOCYJIapCTB — 4djieHOB EBpa3zuiickoro
SKOHOMHMYECKOIO COK03a, 3asBUTENEH U JAEPKATENEH PETUCTPALMOHHBIX
yaoctoBepenuii. CBeAeHUs, YKa3aHHbIE B HACTOSIIEM TMEPEYHE, HE
MIPUMEHSAIOTCS K BCIIOMOTATEJIbHBIM BEIIECTBAM, UCMOJIb3YEMBIM B Ka4€CTBE

JICUCTBYIOIIUX BEIIECCTB.

III. Onpenenenus u npuMepsl

ITonsTne «BCHOMOIraTEIbHbBIC BCICCTBA» IMPUMCHACTCA B 3HAYCHUU,
OIIPCACIICHHOM HpaBI/IJ'IaMI/I Haﬂﬂemameﬁ HpOPI?:BO,Z[CTBGHHOﬁ IMPAaKTHUKH
EBpEl3PII>iCKOl"O O9KOHOMHYCCKOI'0 COr03a, YTBCPKICHHBIMHU Pemenuem CoBera

EBpazuiickoil 3xoHOMHUUecKOi Komuccuu oT 3 HosiOpst 2016 r. Ne 77.
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BcnomoraTenbHble BEMIECTBA MOTYT BKJIFOYATh B CEOSI:

KpacUTEeNM, KOHCEPBAHThI, aJbIOBAHTHI, CTA0OMIN3ATOPHI, 3aryCTUTEIIH,
AIMYJIBraToOpbl, BKYCOBbIE JOOABKU U apOMaTU3aTOPbI U Ap.;

KOMITIOHEHTBI, TMpeJHAa3HAYCHHbIE HJis JIEKapCTBEHHBIX (opM s
NEepPOpaIbHOTO TMPUMEHEHHUS WM BBEJCHUS MAIlMEHTy APYTUM IIyTeM,
HApYKHOTO TOKPBHITUS JIEKAPCTBEHHBIX (HOpM (TBEpABIE KaIlCyJbl, MSTKHE
KaICyJibl, PEKTAJIbHBIE KAIICYJIbl, TAOJIETKU, TOKPHITbIE 000JI0UYKOM, TAOIETKH,
MOKPBITHIE TIJIEHOUYHOM 000JI0YKOMU, U Ap.).

KOMIIOHEHTBI TPAHCAEPMAIbHBIX IIACTHIPEH;

CMECH BCIIOMOTaTEJIbHBIX BEIIECTB (HAIpUMEp, HCIOJIb3yEMBbIE IpU
IpsIMOM TIPECCOBAHUU TAOJETOK WM B COCTABE IJICHOYHOM 00OJIOYKHU JUOO
JUTSl IOJIMPOBAHUSI JO3UPOBAHHOM JIEKaPCTBEHHOM (POPMBI JUIsl IEPOPATBLHOTO
NpUMEHEHHUsI, KOppeKkTopsl pH);

KOMITOHEHTBI YEPHUJI JIJIsl MapKUPOBAHUS JIEKAPCTBEHHOW (OpPMBbI AJis
NEPOPATIBLHOTO TPUMEHEHUS;

pa3z0aBUTENN, COAEPKALIMECS HAIPUMEDP, B PACTUTENIbHBIX IKCTPAKTaX
WJIM KOHIIEHTpaTaX BUTAMUHOB,;

KOMIIOHEHTBI, COJIepKallliecsi B CMECH XHMHYECKH POJICTBEHHBIX
KOMIIOHEHTOB (Harnpumep, KOHCEPBAHTHI).

OcraTouHblE KOJHMYECTBA IPOU3BOJCTBEHHBIX MPUMECEH, MpUMECH
JEUCTBYIOILIETO  BEIECTBAa, OCTATOYHBIE  PACTBOPUTEIH,  MPOAYKTHI
Jerpajaliiy U T. JI. HE pacCMaTPUBAIOTCS KaK BCIIOMOTaTelIbHbIE BEUIECTBA B
HACTOSIIEM IPUIIOKEHUU.

B umenom BcnomorarenbHbIE BEIIECTBA CUUTAIOTCS HMHEPTHBIMHU.
HecMoTps Ha okHlaHWE HATMYUS Y BCIIOMOTAaTEIbHBIX BEIIECTB HEOOJIBIIOTO
COOCTBEHHOTO (papMaKOIOTUYECKOTO JEHCTBHS WM TTOJIHOTO €0 OTCYTCTBUS,
HEKOTOpPbIe U3 HUX 00JaJal0T ABHBIM (DapMaKOJIOTHUYECKUM JIEUCTBUEM WITU

BJIMSTHUEM ITPU OIIPCACIICHHBIX o0cTosATENbCTBAX. B CBSI3M ¢ 9THUM 3asBUTENHN U
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JepKaTEIU PErUCTPAllMOHHBIX YJOCTOBEPEHUM 00s13aHbl 00eCceYnBaThH
KOPPEKTHOE HCIIOJIb30BAHME BCIOMOTATEIbHBIX BEHIECTB B  COCTABE

3as4BJIICMBIX Ha PCTUCTPAINIO JICKAPCTBCHHLIX ITPCIIAPATOB.

IV. Homenknarypa

K  ykazanuto HauMMEHOBaHM  BCIIOMOTATEJIbHBIX  BEIIECTB B
nuctke-BrIaabim 1 OXJIT npuMeHsaroTCs Caeayommue moaxoasl:

1.He pomyckaercd WCIOAB30BaTh KOMMEPUYECKOE HAMMEHOBAHUE
OT/CJIbHBIX  BCIIOMOTATENIbHBIX  BemlecTB.  HeoOXxonumo  yka3bIBaTh
PEKOMEHAYyEMOE MEKIYHapOJHOE HeNaTeHTOBaHHOe HanmMmeHoBanue (MHH
WJIN MOIU(DHUITUPOBAHHOE MHH) BCIIOMOTAaTEIbHBIX BEIIIECTB,
COMPOBOXKIAEMOE YKa3aHHEM CoJIeBOM (OpMbl (€Ciau MPUMEHHUMO) WU
HauMeHOBaHWe B  coorBercTBUM ¢ @apmakomeenn  EBpaszuiickoro
PKOHOMHUYECKOIr0 COr03a, yrBepxkaeHHou Pemennem Koserun EBpasuiickoi
sKoHOMHUYecKor komuccuu oT 11 aBrycra 2020 r. Ne 100 (manee —
®dapmaxomnes Coro3a) (Ipu HATUYWH), WA OOIIETIPUHSITHIM Ha3BaHUEM, a TIPU
MX OTCYTCTBUH YKa3bIBATh — XUMUUYECKOE HA3BaHUE.

2. HaumenoBanue BCIIOMOTaTeJIbHOTO BEIIIECTBA JTOJKHO
COTNPOBOXKJIAThCS YKAa3aHHEM E€BPOIEHCKOro Koja HHU(PPOBOM CUCTEMBI
UIEeBbIX 100aBoK (E-ko), ecim Takoit KO TPHUCBOCH.

3. BkycoBble 100aBKM WA apOMaTHU3aTOPhl, BBIMYCKAEMbIE O]
TOPrOBBIMM HAaWMMEHOBAHUSIMHU, JOMYCKAETCA yKazaThb B BUJIE 00OOIEHHOIO
HAaUMEHOBaHUsI  (HampuUMep,  «arejbCMHOBas  BKycOBasi  J00aBKay,
«IUTPYCOBBIM apoMatu3atop (otTaymika)»). Ecau B coctaB BKyCOBO# 100aBKU
BXOJISIT KOMIIOHEHTBHI, M3BECTHBIE CBOMM JeicTBHEeM WU 3b(eKToM 3TH
KOMITOHEHTBI HEOOXOJMMO MEPEYUCTUTh B COCTAaBE CMECH BCIIOMOTaTEIbHBIX

BEILIECTB.
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4.B OTHOLIEHMM BCIOMOTATENIBHBIX BEIIECTB, HE YKa3aHHBIX B
HACTOAILEM II€pEeYHEe, HO NMPUHAJICKAUX K TOU K€ XMMHUYECKOU TpyIIIe
BEILECTB, YKa3aHHble B HEM (Hampumep, ApYrue COJM, POJCTBEHHAs
XUMHUYECKAsl CTPYKTypa), MPUMEHSIOTCS CBEACHUS W3 JINCTKA-BKJIAJAbIIIA U
OXJIII, eca HE 0OOCHOBAHO MHOE.

5. XuMuyecku MOJIU(PUIIMPOBAaHHBIE BCIOMOTraTeJIbHbIE BEUIECTBA
HEOOXOAMMO YKa3bIBaTh TAKUM 00pa3oM, YTOOBI H30€KaTh NEPENYTHIBAHUS C
HEMOAM(ULIUPOBAHHBIM  BCIIOMOTATEJIbHBIM  BELIECTBOM  (HampuMmep,
IpEKEITaTUHU3UPOBAHHBIN Kpaxmall).

6. Koppektoper pH HeoOXoaumo yka3blBaTb B COOTBETCTBUH C
HAaMMEHOBAHMEM, a UX (PYHKIHMA yKa3bIBaeTcs B JMCTKe-BKIiaabime u OXJIIL,
HaIpuMep, «XJIOPOBOJOPOIHAS KucaoTa (st koppekiuu pH)».

7. KOMIIOHEHTBI CJHOKHBIX BCIIOMOTaTEIbHBIX BEIIECTB WJIM CMECEU
YKa3bIBAIOTCSI B JIMCTKE-BKJIABIIIE MO OOIIMM OMUCATENIbHBIM TEPMHUHOM,
HapUMeEp, «YEPHUIIA JJI IeYaTH, cojepxkamue X, Y, Z».

8.He pomyckaercs HCHOJNBb30BaTh COKPAILCHHWS HAWMEHOBAHUMI

BCIIOMOTI'aTCJIbHBIX BCIICCTB.

V. Yka3aHue BCIIOMOTaTe/IbHBIX BEIIECTB
B JIMCcTKe-BKiaaabie u OXJIII

Bce BcmomoraTtenbHbIE BEIIECTBA, CBECHHUS O KOTOPBIX HEOOXOIUMBI
st O6e3omacHOrO0 W 3(PGEKTUBHOTO TMPUMEHEHHSI  YKa3bIBAIOTCS B
muctke-Bkiaabime u OXJII B COOTBETCTBUM C WX HOMEHKJIATYPOMU,
IIPEyCMOTPEHHOU paszaenoM [V.

Cronberr 4eTBepTHIM TAOJUIBI HACTOSIIETO TMEPEUYHS COJEPKUT
uHpopmaIuoo, KOTopas COOTBETCTBYET KaXJIOMY BCIIOMOTaTE€IbHOMY
BEIIECTBY. YKa3biBacMass WHQOpmalus O BCIIOMOTaTeIbHOM BEIECTBE

U3JaraeTcsl ¢ HCIOJb30BAaHMEM UYETKOM W MOHATHOM I IIal[MEHTa
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TEPMUHOJIOTUU. B HEKOTOPBIX Cllydasx 3asBUTENIb BIIPABE AJANTHUPOBAThH
CTUJIb W3JIOKEHUSI TPU HAIWYMU OOOCHOBaHMS (HAMpUMEp, H3y4YEHHUE
pEe3yJAbTATOB  TOJIb30BATEIILCKOTO TECTUPOBAHMS) TIPU  HEU3MEHHOCTH
COJICpKaHMS U 3HAYCHUS (POPMYITHPOBOK.

Ecmu HACTOAIIMM  JOKYMEHTOM MPEAYCMOTPEHO  YKa3aHue
NPEOCTEPEKEHUS WU UHON MHGOPMALIMK O BCIIOMOTaTEIbHOM BEIIECTBE, B
muctke-Briaapiie 1 OXJIIT HeoOX0AMMO MOSICHUTD, YTO MPEIOCTEPEIKCHUS U
uH(popmanus 00yCJIOBIJICHBI IIPUCYTCTBUEM ONIPEAEIIEHHOTO
BCIIOMOTaTEJIbHOTO BEIIECTBA. Y IallMEeHTAa HE JIOJXKHO OCTaBaThCsl COMHEHUM,
OTHOCHUTCSI JIM TIPEIOCTEPEIKEHUE K BCIIOMOIraTeJIbHOMY BEIIECTBY WIIH
JIEUCTBYIOIIEMY BEILIECTBY.

B oTHOIIEHMH OTIEILHBIX BCIIOMOTaTEIbHBIX BEIIECTB CBEIACHUS,
yKa3biBaeMble B JUCTKe-Bkiaaaepime u  OXJIII, MOryr oOTHOCHUTBCA K
HECKOJIbKUM pa3zzieniaM JucTka-Bkiaabima u OXJII (HanpuMep, BIUSHUIO HA
CIIOCOOHOCTH K BOXICHUIO W YIIPABIICHUIO MEXaHW3MaMHM, IIPUMEHEHUE TPH
OepeMeHHOCTU u JIAKTalluH, HE)KeIaTeJIbHBIM peaKkuusM,
MPOTUBOIIOKA3aHUSIM, MPEAYNPEKICHUSIM U TpefgocTepexeHusm). Jls
oOJierdyeHus: BOCTIPUITUS MH(OpMAIIUU B JIMCTKE-BKJIAJBIIIE 3TU CBEACHUS
HEOOXOIMMO yKa3bIBaTh TOJBKO OAWH pa3. BmecTe ¢ TeM, 4TOOBI MallMCHT HE
VIIYCTHUJI BAKHBIC M 3HAYUMMbBIE CBEACHUS, CICAYET IPUBECTH CCHUIKY Ha
pas3zel NpeaynpexkJAeHUN O BCIOMOTraTeIbHOM BEIIECTBE U3 IPYTUX Pa3/IEIIOB
JUCTKa-BKIaabIa. HarprumMep, B OTHOILIEHUH 3TaHOJIa HEOOXOIMMO TPUBECTH
CCBUIKY Ha pa3fell NPEayNpeKACHUNA O HAIMYUU JAHHOTO BCIIOMOTAaTEIbHOTO
BCIIIECTBA B TEX pa3jieiaxX, KOTOPhIC OTHOCATCS K BIUSHHUIO HA CIOCOOHOCTH K
BOXKJICHUIO, MPUMEHEHUIO NMPU OEpEeMEHHOCTH W JIaKTalluH, CBEICHHUSM O

NpPUMEHEHUH Tpernapara y aeTe u ap.
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VI. VcnoBug BKkioueHus B TUCTOK-BKIIaaeim U OXJIIT

HOBBIX (DOPMYJIMPOBOK B OTHOIIEHWH BCIIOMOTaTEIbHbIX BEIIECTB

TekcT nuCTKa-BKIAAbIIIA U OOIIEH XApaKTEPUCTUKU JIEKAPCTBEHHOTO
mpenapara 3asiBJICHHOTO Ha PETUCTpPalldI0 HEOOXOJUMO COCTaBISATH B
COOTBETCTBUM C TpPEOOBAaHUSIMU K HWHCTPYKIMHA 1O MEAUIIMHCKOMY
NPUMEHEHUIO W OOIIel XapaKTepUCTUKE JIEKAPCTBEHHOTO IMperapaTta s
MEIUIIMHCKOTO  TpUMEHEHMs, yTBepxkiaeHHbiMU  Pemenuem  CoBera
EBpa3zuiickoil s3koHOMUYecKoi Komuccuu oT 3 HOosiOpst 2016 r. Ne 88 (nmanee —
TpeboBaHus).

B oTHomeHWM JMCTKOB-BKJIAABINIEH W OOIMMX XapaKTEPUCTHUK
JIEKAPCTBEHHBIX MpENapaToB PErHCTPALUOHHBIE YIOCTOBEPEHUS KOTOPBIX
ObUTM BBIJJAHBI JI0 BCTYIUIEHUS B CUJy HOBOM pelakiuu TpeOOBaHMI
JepKaTeIsIM PEruCTPAIMOHHBIX YAOCTOBEPEHUN HEOOXOAUMO:

WCHOJIb30BaTh MEPBYIO MNPEACTOALIYK) IPOLUEAYPY PaCIIMPEHUSA
perucTpalui WA HOBOW PETHCTPALIMU 3aTParMBarOllU€ JOMOJIHEHUS,
OTHOCAIIMECS K WHGOpPMAIMKM O JIGKApCTBEHHOM IMpernapare (HampuMmep,
OOHOBJICHUE, paCIIMpPEHUE JIMHEHUKH J03UpOBOK, wu3MeHeHue Il Tuma,
u3meHenre IB Tuna) Ui BKJIIOYEHHST HOBBIX (DOPMYJIHUPOBOK, €CIIH
MIPUMEHUMO, B COOTBETCTBHHM C JCUCTBYIOIICH PEIAKIIMEN HACTOSIIETO
MPUII0KECHUS;

B CiIy4ae, €Clid U3MEHEHUs WH(POpMaInK O JICKAPCTBEHHOM TIpernapare
HE TPEOYIOT MPOBEACHUS PETUCTPAIMOHHBIX MPOIETYP, HEOOXOAUMO MOIATh
3asBJICHUE€ O BHECEHHWHM HM3MEHEHUW [B Tuma B pPErucTpalmoHHOE A0ChE
JIEKapCTBEHHOT'O Mpernapara B TEYEHUE 3 JIET C JaThl BCTYIUICHUS B CHITY

HOBOM peaakiiuu TpeOOBaHUM.
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Tabnuua

BcnomorarenbHble BemecTBa U MHGOpMaus 0 HUX, YKa3biBaeMas B JIncTKe-Bkiapiie u OXJIII

HanmenoBanue IlyTs BBEIEHNUSA ITopor WNupopmanus nst KommenTapun
(cioco6 UHCTPYKIUU TIO

MPUMEHECHHUS) MEIUITUTHCKOMY TIPUMEHEHHUIO

(JTMCTKa-BKJIABINIA) M OOIIICH
XapaKTEPUCTHKHI

JIEKapCTBEHHOTO Mpernapara
TUT METUITUHCKOTO
IPUMEHEHUS

A3okpacurenu ITepopanbHbIit Hynesoii MoakeT BbI3bIBaTh
HaIlpuMep, AJUICPIrUICCKHUEC PCAKIINHU.
Taprpasun (E 102) Jns kpacuteneit E102, E110,
Conneunsrii 3akat FCF (E 110) E122: ConepxuT KpacuTeb
Azopybun, kapmyasut (E 122) (kpacuTenn), KOTOPHIH
Awmapanrt (E 123) (KoTOpBIE) MOKET (MOTYT)
[Tonco 4R, xomenunessbiit kpacHbiit A (E 124) OKa3bIBaTh OTPULATEIBHOE
UYepwnsrii 6nectsmuii BN, uepnsiit PN (E 151) BJIMSIHUE Ha aKTUBHOCTb U
BHHMAaHHE JIETEH.

AnpoTHUH MecTHbIiI Hynesoit Mo:KeT BbI3bIBaTh MecTHBII TyTh BBEACHUS B JAHHOM
TUIIEPYYBCTBUTEIIBHOCTD UIIU ciyyae 0003Ha4YaeT y4acTKH,
TSKETIbIE aJUIEPrUYEeCKre KOTOPBIE MOT'YT UMETh JJOCTYII K
peakuuu. KpPOBOOOPAIIIEHHUIO (HallpuMep,
paHbl, IOJIOCTH OpraHu3Ma U T. 1.)

ApaxucoBoe Macio Bcee Hynesoii <JlekapcTBeHHBIN ITpenapar™> OunieHHOE apaxucoBOE MaCiIO
COJZIEPIKUAT apaxucoBoOe MOJKET CoJIepKaTh OesIoK apaxuca.
Macio. Eciaun y Bac anneprus Cratbesa ®@apmakonien Coro3a He
Ha apaxyc UM COI0, HE COJICPKUT UCIBITAHUS HA
IIPUMEHSNUTE 3TOT OCTaTOYHBIN OeoK.
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
IIPUMEHEHUS
JIEKapCTBEHHBII Mpenapar B OXIJIII BHOCHTCS:
MIPOTUBOIIOKA3aHUE
Acnapram (E 951) [TepopanpHbIit Hynesoii JlaHHBII1 JIEKapCTBEHHBIN [Ipu npueme BHYTpH acnapram
npenapar CoaepKut X Mr TUAPOJIU3YETCS B
acrmaprama B Kax/10i KEITyT0YHO-KUIIEYHOM TPaKTE.
<eQuHULA 103UPOBAHUS> OpnHMM K3 OCHOBHBIX NPOJYKTOB
<eauHUIA 00bEMa™> TUIPOJIN3a SBJseTCS (PeHMIIaTaHHH.
<YTO SKBHUBAJICHTHO Caenenus, BkmouyaeMble B OXJIIT:
X Mr/<macca><00bemM>>. OTCYTCTBYIOT JOKJIMHUYECCKHE U
Acnaptam siBisieTcs KJIMHUYECKHE JaHHbIE,
UCTOYHUKOM (peHUTaTIaHUHA. MIO3BOJISIFOIINE OLICHUTh
OH MokeT OBITh BpEJIEH, €CIn MIPUMEHEHUE acrnapTrama y
y Bac ¢penmnkeronypus MJIaJIEHIIEB MJIAJIIIIE
(OKYVY) — peaxoe 12-HenenbHOrO BO3pacTa.
TE€HETUYECKOE HAapyIIEHHE,
IIpU KOTOPOM HaKaIuIUBaeTCs
(beHnnanaHuH u3-3a
HECIIOCOOHOCTH OpraHu3Ma
MIPaBUWJIBHO BBIBOJUTH €TO.
ben3zankoHus xnopug Bcee Hynesoii JlaHHBI JIEKapCTBEHHBIN

Mpemnapar CoAEPKUT X MI
OCH3JIKOHUS XJIOpUA B
KaXKI0U <enuHHIIA

JO3UPOBAHMI> <CAUHHUIIA
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HaumenoBanue

[IyTs BBenCHUS ITopor
(crtoco6
MIPUMEHCHUS )

Nudopmanus mis KommenTtapun
WHCTPYKIIUU T10
MEAMIIMHCKOMY TPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTePUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSE MEJTUITTHCKOTO
MIPUMEHEHUS

o0beMa> <4T0 YKBUBAJIEHTHO
X mr/<macca><o0peM>>.

benzankonus xnopuna

I'maznou Hynesoii Msirkre KOHTaKTHBIE JIMH3bI

MOTyT abcopOUpOBaThH
OCH3ITKOHUS XJIOPHU]I C
M3MEHEHHMEM HX IIBeTa.
Ilepen npumeHeHNEM
JTAHHOT'O JIEKapCTBEHHOTO
npenapaTa HE00X0IUMO
CHSTb KOHTAKTHBIE JIMH3bI U
HaJeTh 00paTHO CIyCTs
15 munyT.

W3 umeromuxcst orpaHu4eHHbIX
JIAHHBIX CIIEYET, YTO Pa3HUIIA B
npoguie HexKenaTeabHbIX SIBICHUN
MEXy I€TbMHU U B3POCIBIMU
OTCYTCTBYET.

Bwmecre ¢ Tem, kak npaBuo, riazay
JIETEH CUIIbHEE PEarupyroT Ha
pa3apaXkKuTeINb [0 CPAaBHEHUIO C
IJ1a3aMHM y B3pocibix. Pazapaxenue
MOJKET BJIMSTH Ha IPUBEPKEHHOCTh

ben3ankonus XJIOpUJ TAKKE JIeTeH K JICUCHHUIO.

CIOCOOEH BBI3bIBAThH
pazapaxxkeHue rias, 0coOeHHO
P UX CYXOCTH HITH
MOPaKEHHUSIX POTOBHIIBI
(TIpO3pavHOTO CIIOS ITepeTHEH
yacTu riasa). [lpu
HEOOBIYHBIX OIIYIICHUSIX B
TJ1a3y, MOKAJIBIBAHUH WU
0071 B TJ1a3y MOCIIE
NPUMEHEHHS JTAHHOTO
JIEKapCTBEHHOTO Mpernapara

Coo01ranoch 0 pa3ipakeHuu Tias,
*Kano0ax Ha CyXOCTh IJas,
BBI3BaHHYIO OCH3AJIKOHUS

XJIOPUOM; CTIOCOOCH U3MEHSATH
CJIE3HYIO TJICHKY U TTIOBEPXHOCTh
poroButibl. Ciiennyer ¢
OCTOPOKHOCTBIO TPUMEHSTH
MalUeHTaMH C CYXOCTBIO TJ1a3 1
MAIUEHTAMH C TTOPAKCHUEM
POTOBHIIBI.

[Ipu pyMTEeIbBHOM IPUMEHEHUU
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
IIPUMEHEHHUS) MEAULMHCKOMY IPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTePUCTUKU
JIEKapCTBEHHOI'O IIpenapara
JUISL MEJULIMHCKOTO
IIPUMEHEHUS
o0paTHuTech K Jedaliemy HEO00XO0JMMO YCTaHOBUTh
Bpauy. HaOJI0ICHKE 32 TAlUEeHTaMU.
ben3zankonusa xnopug HazanbHblii Hynesoii ben3ankoHus XJI0pua MOXKET JlnutenbHOe IPUMEHEHUE MOKET
BBI3bIBATh Pa3JpaKEHUE WU IIPUBOJUTH K OTEKY CIM3UCTON
OTEK B HOCY, OCOOEHHO NpHU 000JI04KH HOCA.
JUINTEIbHOM IPUMEHEHHUU.
benszankonus xnopug WMHransanuoHHbIN Hynesoii bensankoHus XJI0pUa MOXKET
BbI3bIBaTh UNXaHHUE U
3aTpyJHEHUS NIPU AbIXaHUN
(6bponxocmaszm), 0COOEHHO
ecnu y Bac 6ponxuanbHas
acTMa.
benzankonus xnopug KoxHb1i1 Hynesoit ben3ankoHus XJI0pua MOXKET [IpumeHeHne BO BpeMs
paszpaxarb KOXY. OepeMEeHHOCTH U JIaKTalluu He
He nanocure naHHEbII COIIPAXKEHO C BPEAHBIM IJIA MaTCpU
JNleKapCTBEHHBIH Mpemnapar Ha |  ACHCTBUEM, ITOCKOJIBKY KOXHAsI
rpyab, ECIIU Brl KOPMUTE a6c0p6111/151 OCH3aJIKOHUS xjJopuaa
TPYIBIO, TTOCKOIBKY peOSeHOK MHUHHUMaJIbHA.
MOXKET IPOTJIOTUTH €T0 He HaHOCUTB Ha CM3UCTBIE
BMECTE C MOJIOKOM. 000JI0UKH.
ben3zankoHus xnopug OpOMYyKO3HBIH, Hynesoii ben3ankoHus XJI0pUa MOXKET
PEKTaJIbHBIN U BBI3BIBATh MECTHOE
BarvMHaJIbHbIN pasapakeHue.
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ITopor

Nudopmanus mis

KommenTtapun

HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

MEIMIIHCKOMY IPUMEHECHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH

JICKAPCTBCHHOT'O IIpcIiapara

MHCTPYKLUH 10

XapaKTCPUCTUKU

JUTSL MEULTUHCKOTO
MIPUMCHCHHUS

ben3nnoselii ciupt

Bce

Hynesoii

JlaHHBII1 JIEKapCTBEHHBIN
npenapar CoaepKut X Mr
OEH3WJIOBOTO CIUpTa B
KOKI0U <eTUHUIIA
JO3UPOBAHUA> <eIUHHIIA
o0Bbema>
<YTO DKBHUBAJICHTHO
X mr/<macca><o0beM>>.
BeH3nnoBeIil ciupT MOXKET
BBI3bIBATH AJJIEPTUYECKUE
peaxiuu.

Ycra"noBieHa cBA3b

BnayTpuBeHHOE BBEICHHE

ben3nnoselil ciupt

[IepopanpHbIii,
NapeHTepaJIbHbBIN

Hynesoii

OEH3UJIOBOTO CITUPTA C
PHUCKOM TSDKEITBIX
HeXeNaTeNIbHBIX PEaKIui,
BKJIFOYAsS 3aTPyTHEHUE
JBIXaHUs (Ha3bIBAEMOTO
«TaCIUHT-CUHIPOMY) Y
MAJICHbKHX JIETEM.

He nasaiite
HOBOPOXKJIECHHOMY PEOCHKY
(B BO3pacte 10 4 Henenb),
€CJIM HE PEKOMEHI0OBAaHO

JICHAIIUM Bpa4oM.

OEH3MIIOBOTO CIIUPTa
COTPOBOKAATIOCH CEPhE3HBIMU
HEeXeNaTeNbHBIMU PeaKusIMU U
CMEPTHIO HOBOPOXKICHHBIX
(«racTIMHT-CHHAPOM).
MuHUManbHOE TOKCUYECKOE
KOJMYECTBO O€H3UIIOBOTO CIIUPTA
HEM3BECTHO.

[Ipy npuMeHeHun y
HOBOPOKJEHHBIX B paznen 4.4
OXJIIT HE0OXOAMMO BKIFOUYUTH

peoCTepeKEeHUE.
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEAMIIMHCKOMY TPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTePUCTUKU

JIEKapCTBEHHOTO MIpenapara
JUTSL MEULTUHCKOTO

IIPUMEHEHUS
ben3nnoselii ciupt [IepopanpHblil, Hynesoii He npumensarts 6omblie [ToBBIIEHHBIN PUCK BCIIEICTBHE
IapeHTepaJIbHbBIN HEZENU y MaJICHbKUX JETeH HAKOIUICHUs y MaJICHbKUX JIETEH.

(B BO3pacTe meHee 3 JeT),
€CITU TOJIBKO HE
PEKOMEH0BAHO JIEYAIUM
BpauoM HIIM PAOOTHUKOM

anTeKH
ben3unoselii ciupt IIepopanbHbIil, Hynesoii Ecnu Bbl 6epemMeHHBI nin
MapeHTEPAIbHBIN KOPMUTE IPYABIO,

IIPOKOHCYJIBTUPYHTECH C
JeYaiM BpauyoM WU
pabOTHUKOM aNTeKH.
[Ipuunna: 60mab1IKE
KOJIM4YecTBa OEH3UIIOBOTO
CIHUpTa MOTYT
HAaKaIlJIMBaThCsl B OPraHU3Me
Y BBI3BIBATh HEXEJIATEIbHYIO
peaKkLuIo, Ha3bIBAEMYIO

«METabOoINYECKUM
anuI030M».
ben3unoselii ciupt IIepopanbHbIil, Hynesoii Ecnu y Bac 3a6oneBanue B 6onbmmx Koim4ecTBax clieayeT
IIapeHTEPaAJIbHBIN MIEYCHH WUJIU MOYEK, IPUMEHATH ¢ OCTOPOKHOCTBIO U
MPOKOHCYJIBTUPYHUTECH C Tonpko ipy HEOOXOMMOCTH,

JiCHaluM BpadoM HJIN 0COOEHHO Yy NallMCHTOB C
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEAMIIMHCKOMY TPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTePUCTUKU

JIEKapCTBEHHOTO MIpenapara
JUTSL MEULTUHCKOTO

MIPUMCHCHHUS
pPabOTHUKOM aInTeKH. HapylieHneM (QyHKIUY TICYeHU WITH
[Tpuunna: Gonpe TIOYEK — B CBSI3U C PHCKOM
KOJIN4eCcTBa OCH3UIIOBOTO KYMYJISIIAA U TOKCHYHOCTH
CIUpTa MOTYT (MeTaboIMYeCKui aruma03).

HAKaIIMBaTLCA B OPraHnu3Me
1 BbI3bIBATH HCIKCIIATCIIbHYIO
pCaKknurro, Ha3bIBACMYIO

«METa0OTUIECKIM
aln1030M».

ben3unoselil cnupt MecTtHeIit Hynesoii beH3unoBeIi CiUpT MOXKET

BBI3BIBATH JIETKOE MECTHOE

pa3apakeHue.

bensoitnas kucinota (E 210) u 6eH30aThI Bcee Hynesoii JlaHHBII JIEKAPCTBEHHBIN
Hanpumep: Mpernapar CoAEPKUT X MI
Hatpus 6en3zoar (E 211) <OeH30iHOI
Kanus 6ensoar (E 212) KHCIIOTHI/OEH30aTHOM commn™>

B KaXJI0M <eIMHHIIA
JO3UPOBaHUA> <ECAUHHUIIA
o0beMa™>
<YTO 3KBUBAJICHTHO
X Mr/<macca><o0beM.>>

benzoiinas kucnora (E 210) u 6eH30atbl [IepopanbHbIii, Hynesoit <ben3oliHas Ycunenue OUITMPYOMHEMHH TTOCIIe
HarpuMmep: MapeHTepATbHBIN KHCJIOTa/OeH30aTHAs COJIb> | BBITECHCHHS OMIMPYOWHA U3 CBSI3H C
Hatpus Gensoar (E 211) MOXET YCUIIUBATh KENATYXY QIbOYMHUHOM MOXET YCHUJIMBATh
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
MIPUMEHEHUS
Kamust 6ensoar (E 212) (mOXeNTeHUE KOKHU U IJ1a3) | JKeNTyXy HOBOPOXKIEHHBIX, KOTOpast
Y HOBOPOXJIEHHBIX MOJKET IepepacT B SACPHYIO
(B BO3pacte 10 4 Henenb). KENTYXY (OTIIOKEHUS
HEKOHBIOTUPOBAHHOT'O OMIIMPYOHHA
B F'OJIOBHOM MO3T€).
benzoitnas kucnota (E 210) u 6eH30athl MecTHbII Hynesoii <ben3soliHas MokeT BBI3bIBATH HEUMMYHHBIE
HaInpumep: KHCI0Ta/0eH30aTHASI COJIb> | HEMEJUICHHbIE KOHTAKTHbIE peakluu
Hatpus 6en3zoar (E 211) MO>KET BbI3bIBATh MECTHOE 3a CYET BO3MOXKHOTO
Kamnus 6enzoar (E 212) pa3apakeHue. XOJIMHEPTUYECKOr0 MEXaHU3MA.
bensoitnas kucnota (E 210) u 6enzoarsl MecTHbIit Hymnegoii <ben3zoliHas AOGcopOnust uepe3 He3penyro KoKy
HarpuMep: KHCII0Ta/0eH30aTHAas COJIb> HOBOPOXJAEHHBIX 3HAUNTEIbHA.
Hatpus 6en3zoar (E 211) MOXET YCUIIMBATh KEITYyXY
Kamus 6ensoat (E 212) (ToXxenTeHne KOXH U TJa3) y
HOBOPOXKICHHBIX
(B BO3pacte 10 4 HEETD).
bepramoTtHoe Macio (comepxariee MecTtHbIit Hynesoii MoskeT noBsIIATH He npumennmo, eciu nokasaso,
OepramnteH) YyBCTBUTEIBHOCTH K yTO OepranTeH B Macie
Y®-nyuaM (€CTECTBEHHOMY U HE COJICPKUTCSI.
HCKYCCTBEHHOMY
COJIHEYHOMY CBETY).
Bopnas kucnora (u 60patsr) Bcee 1 mr8/cyr” | He napaiite pebenky mnagme | * 1 mr B (6opa) = 5,7 mr 60pHOi

2 J1eT, MOCKOIbKY JTAHHOE
JIEKapCTBO COJEPKUT OOp U
MOXET B OyayIieM MpuBeCTH

KUCJIOTHI.

KonuyectBo Gopa, mpeBbIlIeHHE
KOTOPOTO MOXKET BHI3BATh
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(criocob HMHCTPYKLIUH IO
IIPUMEHEHHUS) MEIUIUHCKOMY IIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEePUCTHKHI
JIEKapCTBEHHOTO Iperapara
JUI MEIULIUHCKOTO
IPUMEHEHHS
K Oecrionuio. Oecruioiue B COOTBETCTBYIOLIEH
BO3PACTHOM TpyIIie:
Bospact [Topor 6e3onacHoCTH
<2 7aer 1 Mr B/CyT
<12 ner 3 mr B/CyT
<18 nmer”™ 7 wrB/cyT
> 18 ner” 10 mr B/cyT
* Takoe KOJIMIECTBO MOKET TAKKe
NPUYMHUTE Bpesl peOeHKY B yTpooe.
Bbophas xucnora (u 60patsl) Bcee 7 mr B/cyr” | He naBaiite pebenky mnaame | 1 mr B (6opa) = 5,7 Mr 6opHoii

18 neT, mMoCKONBKY JaHHOE
JIEKapCTBO COJEPKUT OOp U
MOJKET B OyAyIeM PUBECTH
K OecCIuioauio.

Ecnu Bbl 6epemMeHHBl,
MIPEK/Ie YeM HavaTh
MPUHUMATH JJTAHHOE

JIeKapcTBO,
IIPOKOHCYJIBTUPYHTECH C
JeYaniuM BpauoM, HOCKOJIbKY
OHO COACPKUT OOp U MOXKET
MIPUYUHUTE Bpen Bamemy
HEPOXKJIEHHOMY pEeOCHKY

KHCJIIOTHI.

KonmnuaectBo Oopa, npeBbllieHne
KOTOpPOT'O MOXET BbI3BATh
Oecruioiue B COOTBETCTBYIOIIEH
BO3pPAaCTHOH I'pyIIIIE:

Bo3spact [Topor 6e3omacHOCTH
<2 mer 1 mr B/CcyT
<12 ner 3 mr B/CyT
<18 mer” 7 mr B/CYT
> 18 ner” 10 mr B/cyT

™ Takoe KOJMYECTBO MOKET TaKKe
NPUYUHUTE BpeJ] peOeHKy B yTpoOe
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

Bopnas xucnora (1 6opatsr)

Bce

3 mr B/cyT’

He naBaiite pebenky muiasiie
12 ner, NOCKOJBKY AaHHOE
JIEKapCTBO COJAEPKUT OOp U
MOJKET B OyAyIIeM MPUBECTU
K OecCILIOuIo.

* 1 mr B (6opa) = 5,7 Mr 60pHoii
KHCJIOTBI.
KonunuectBo Oopa, npeBbliieHne
KOTOPOI'O MOXKET BbI3BaTh
Oecrioiue B COOTBETCTBYIOLIEH
BO3pPAaCTHOM IpyIIIIE:

Bospacr [Topor 6e3onacHocTH
<2 ner 1 mMr B/cyT
<12 ner 3 mr B/CyT
<18 ner”™ 7 wrB/cyT
> 18 et 10 mr B/CYyT

** Takoe KOJIMYECTBO MOKET TAKKE
MIPUYUHUTE Bpell peOeHKY B yTpooe.

Bbpononon

MecTHBIH

Hynesoit

Mo3xeT BBI3bIBATH MECTHbBIE
KOXKHBIE pEeaKLUU (Halpumep,
KOHTaKTHBIM I€pMAaTHUT).

byrunruapoxcuanuszon (E 320)

MecTHBIHI

Hynesoii

Mo>KeT BBI3BIBATH MECTHEIE
KOXHBIE peaklluu (Harpumep,
KOHTAKTHBIN IepMaTUT) WX
pasapakeHue riias u
CIN3UCTHIX 000JI0YEK.

Bbyrunruapoxcuromyosn, nonon (E 321)

MecTHBIH

Hynesoii

MoskeT BbI3bIBAaTh MECTHBIE
KOXHbIE peakliu (Harpumep,
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

KOHTAKTHBIN J€pMaTUT) WIH
pasapaskeHue a3 u
CIIM3UCTBIX 000JIOUEK.

T"anmakro3a

[TepopanbHblid,
MapeHTEPAIbHBIN

Hynesoii

Ecnu nevanuii Bpau
coo0mrmi, uyto y Bac
HENepeHOCUMOCTb
HEKOTOPBIX CaxapoB, Mepe.
IPUEMOM JIaHHOTO
JIEKapCTBEHHOTO Tperapara
oOpaTuTech K JedariemMy

Bpauy.

Bapuant ykazanus B OXJIIT:
JTAaHHBIN JICKapCTBEHHBIN ITperapaT
HE CIIEyeT IPUHUMATD IIALUEHTaM C
PEIKO BCTPEUAOLIEHCS
HACJIEICTBEHHOMN
HEIIEPEHOCUMOCTBIO TAJIAKTO3BI,
HaIlpuMep rajJakTo3eMHUEN.

T'anakTo3a

[IepopanbHsbIi,
NapeHTepaJIbHbIN

Conepxut X T TajakTo3bl Ha
7103y, 4TO HEOOXOAMMO
YUUTHIBATH MMAIACHTAM C
caxapHbIM JHa0eTOM.

I'enapun
(B KauecTBe BCIIOMOTaTEJILHOTO BELIECTBA)

[TapenTepaibHbIi

Hynesoii

Mo3KeT BbI3bIBATH
AJUIEPTUYECKUE PEAKIIUN U
YMEHBIIIATh YHCIIO0 KPOBSHBIX
KJICTOK, YTO MOXKET CKa3aTbCA
Ha CUCTEMEC CBepTBIBaHI/I}I
KkpoBu. [lanrentam ¢
aHHepI‘I/I‘leCKI/IMI/I peaKL[I/I}IMI/I
Ha TeTlapyuH B aHAMHE3e
cienyer usberarpb
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

MIPUMEHEHUS JIEKAPCTBEHHBIX
[IPEINapaToB, COAEPKAIIUX
rerapuH.

['munepon (rmiepuH)
(E 422)

[TepopanbHblit

10 r/mo3a

MoeT BBI3bIBATh TOJIOBHYIO
00J1b, PACCTPOMCTBO KEIyAKa
U auapero (MoHOC).

['munepon (rnunepuH)
(E 422)

PexranbHbIl

Ir

MoxeT OKka3bIBaTh ciiadoe
Ccl1abUTEbHOE JIEUCTBUE.

I'moko3a

[IepopaneHbIit

Hynesoii

Ecnu nevanuit Bpau
cooburui, yto y Bac
HETIepEeHOCUMOCTh
HEKOTOPBIX CaxapoB, Nepea
MPUEMOM JaHHOTO
JIEKapCTBEHHOTO Iperapara
o0OpaTuTech K Jedaliemy

Bpauy.

Bapuant ykazanust B OXJIII:

JTAHHBIH JIeKapCTBEHHBIH Mpenapar
HE cJelyeT MPUHUMATh allUeHTaM C

pelKo BCTpeyaroniencs
[IFOKO30-TaJIAKTO3HOM
MaJibabcopOIuei.

I'mroko3a

IIepopanbHbIil,
MapeHTEPATbHBIN

5r

Conepxut X T TTFOKO3bI HA
7103y, 4TO HEOOXOIUMO
YUUTHIBATH MALIUEHTAM C
caxapHbIM JTUAOCTOM.

I'mroxo3a

Kunkue
JIEKapCTBCHHBIE
dbopmbI 1Tt
nprieMa BHYTPb,

HYJIEBOU

MoskeT ObITh BPEICH IS
3y0OB.

Csenenus cienyer BKIIOYATh,
TOJIBKO €CJIA JIEKAPCTBEHHBIN
mpenapar MOXeT ObITh

MNpcaHa3Ha4YCH JJIA JJIMTCIIBHOI'O
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
IIPUMEHEHHUS) MEAULMHCKOMY IPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTePUCTUKU
JIEKapCTBEHHOI'O IIpenapara
JUISL MEJULIMHCKOTO
IIPUMEHEHUS
JeACHIBI U IPUMEHEHHUs, HAalIpUMEp B TEUECHUE
JKEBATEIIbHBIC JIBYX HeJleNb 1iu Oouiee.
TabJIeTKU
Jumetuncynbhokcu MecTHbIi Hynesoii Moxer pa3ipaxarb KOXY.
Kanuit [TapenTepalbHbIN Menee 1 JlaHHBI JIEKapCTBEHHBIN CBeneHust OTHOCATCS K IIOPOTY,
MMOJIb Ha Ipenapar COAEpKUAT KaJIui, OCHOBaHHOMY Ha 00111eM
<nmoza> menee 1 mmonsb (39 mr) Ha conepkannu K™ B iekapcTBeHHOM
<go3a>, T. €., II0 CYTH, «HE mpemnapare.
COACPKHUT KaJIUs». Oco0eHHO Ba)XHO OCBEIOMUTH
Ha3HavyarolMX Ipenapar Jul 1
3aBEPUTh POAUTENEH B HU3KOM
coxepkannu K* B mpemaparax,
MIPUMEHSAEMBIX B JETCKUX J103aX.
Kannit [TapenTepanbHbIi, 1 Mmmoib Ha JlaHHBII1 JIeKapCTBEHHBIN
IIepOPaIbHBIN <nmoza> rpenapar COIEpKUT
X MMonib (W Y MT) Kaaust
Ha <go3a>. Heob6xonumo
YYHUTBIBATH MAILIUEHTAM CO
CHIDKEHHOHM (YHKITUEH MmoueK
Y NAIlMeHTaM, HaXOJSIIUAMCS
Ha JUETE C OrPAHUYCHUEM
ITOCTYIUICHHUS KaJIUA.
Kanuit BuyTtpuBeHHbIN 30 MMoOITB/7T Mo:keT BbI3bIBaTh

00JIE3HEHHOCTEH B MECTE
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIIUHU TIO

MEIMIIHCKOMY IPUMEHECHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH

XapaKTEPUCTUKU
JIEKapCTBEHHOTO MIpenapara
JUIS MEIULIMHCKOTO
MIPUMCHCHHUS

KommenTtapun

(8/B)

BBCJCHUA.

Kcwmuron (kcunut) (E967)

[TepopanbHblit

10r

Mo>keT OKa3bIBaTh
ci1abuTeapHOe el CTBHE.
KanopuitHocTh KcunuTona:
2,4 xkkan/r.

KYH)KyTHOC MacJio, JbHAHOC MacCiio

Bce

Hynesoii

MoskeT u3penka BbI3bIBaTh
TSKEIbIE aJUIepruyecKue
peaxIuu.

JlaktuTon (maktut) (E 966)

ITepopanbHbIit

10r

MoskeT OKa3bIBaTh JIETKOE
cl1a0HUTEILHOE IeHCTBUE.
Kanopuiinocts nakTuTomna:
2,1 xkan/r.

Jlakturon (nmaktut) (E 966)

[TepopaneHbrit

Hynesoit

Ecau newamuit Bpau
cooburui, yto y Bac
HETIepEeHOCUMOCTh
HEKOTOPBIX CaxapoB, Mepes
MIPUEMOM JaHHOTO
JIEKapCTBEHHOTO Iperapara
o0OpaTuTech K JedaliemMmy

Bpauy.

Bapwnant ykazanus B OXJIII:
JTAaHHBIN JIEKapCTBEHHBIN Mpernapar
HE CJIETyeT MPUHUMATH MAIUEHTaM C
PEIOKO BCTPEYAOLIEHCS
HacJIeCTBEHHOU
HENEPEHOCHUMOCTBIO (PPYKTO3HI,
HETIEPEHOCUMOCTHIO TAIAKTO3HI,
rajakTo3eMHUEN UIn
[IFOKO30-TaJIAKTO3HOM
MababcopOIuei.

JlakTo3a

IIepopanbHblit

Hynesoii

Ecnu nevammit Bpau

Bapuant ykazanus B OXJIIT:
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

coo0urmi, uyto y Bac
HETIEPECHOCUMOCTb
HEKOTOPBIX CaxapoB, epes
PUEMOM JIaHHOTO
JIEKapCTBEHHOTO Tperapara
oOpaTuTech K JedariemMy

Bpauy.

JlaHHBIH JIEKapCTBEHHBIN ITperapaT
HE cJIeyeT IPUHUMATD AllUEHTaM C
PEIKO BCTPEHAOLIEHCS
HaCJICICTBEHHON
HEIIEPEHOCUMOCTBIO TAJIAKTO3BI,
JIAKTa3HON HEJOCTaTOYHOCTHIO WIIN
[IFOKO30-TaJIAKTO3HOM
MasibabcopOIuei.

JIakTo3a

[IepopaneHbIit

CopepxuT X T 1akTo3bl (X/2 T
TIIIOKO3BI U X/2 T TanaKkTo3bl)
Ha /103y, YTO HE0OXO0IUMO
YUUTHIBATH MALUEHTAM C
CaxapHBIM JTUAOCTOM.

Jlanomuu

MecTHBIH

Hynesoit

Mo3xeT BBI3bIBATH MECTHbBIE
KOXKHBIE pEaKLIUU (Halpumep,
KOHTaKTHBIM 1€pMAaTHUT).

Jlatexc
HartypanbHblil kKaydyK (J1TaTeKc)

Bce

Hynesoit

Konrelinep nanHoro
JIEKapCTBEHHOIO IIpenapara
COAEPKUT JATEKCHBIN
Kay4dyK. MoKeT BbI3bIBATH
TSDKEJBIE AJUIEPIUYECKHE
peakuuu.

HeuacToe BcmoMorareiprHoe
BEIIIECTBO, HO TpeOyeTcs
MPe0CTEePEKEHUE.

Maxporoariuueposaa puuHoaeaT

(KacTopoBOE MaCJIO MOTUITOKCUITMPOBAHHOE)

[TapenTepanbHbIi

Hynesoii

MoskeT BBI3BIBaTh TSAKEIbIC
aJlJIEpru4ecKue peakiuu.
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
IIPUMEHEHUS

Maxkporosriuueposa ruipoKcucTeapar

(KacTOpOBOE MacIO MOIUITOKCUINPOBAHHOE

TUAPOTCHU3UPOBAHHOE)

Makporoarimneposia puLrHoJIeaT MectHbIit Hynesoii MoxeT BbI3BIBATh KOXKHBIE

(KacTopoBOE MACJIO MOJTUITOKCUITUPOBAHHOE) peaKkIuu.

Maxkporosariuueposia ruipoKcucTeapar

(xacTOpOBOE MAacCJIO MOIUITOKCUINPOBAHHOE

THAPOTCHU3UPOBAHHOE)

Makporoariuueposia puuHoIIear [IepopaneHbIit Hynesoii Mo:KeT BbI3bIBaTh

(xacTOpoBOE MaciI0 NOIMITOKCUIUPOBAHHOE) paccTpoMCTBO XKelyKa

Makpororiuneposa ruApoKCUucTeapar ¥ Hapero (MoHoC).

(xacTOpOBOE Macio MOJIUITOKCUINPOBAHHOE

TUIPOT€HU3UPOBAHHOE)

Mansturton (manstut) (E 965) [TepopaneHbrit 10r MoxkeT OKa3bIBaTh JETKOE

N3omanbT (M30MalIbTUT, H30MATBTUTON) ciabuTenbHOe JeiicTBHE.

(E 953) KanopuiiHocTs ManbTHTONA

ManbTUTOJN KUJIKUN (MATBTUT KUIKUN ) (m30ManbTa): 2,3 KKaIT.

(TMApPOTreHNU3UPOBAHHBIA CUPON TITHOKO3bI)

Manstuton (Manstut) (E 965) ITepopanbHbIit HYJIEBOU Ecnn nevamuit Bpau Bapuant ykazanus B OXJIIT:

N3omanbT (M30ManbTUT, ©30MaJIbLTUTO)
(E953)

ManbTUTON KUJIKUMA (MATBTUT KUIKAN )
(TMApPOTreHNU3UPOBAHHBINA CUPOI TITFOKO3bI)

coobmmit, uyTo y Bac
HEMEePEHOCUMOCTh
HEKOTOPBIX CaxapoB, Mepe;
HpI/ICMOM JAHHOT'O
JICKapCTBEHHOTO Tperapara

JTAaHHBIN JIEKAPCTBEHHBIN Mpenapar
HC CJICAYCT IPUHUMATD MALIUCHTaM C

PEIKO BCTpEHAIOIIEHCS
HacjlaeACTBCHHOU
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[IyTs BBenCHUS
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ITopor

(crtoco6
MIPUMEHCHUS )

Nudopmanus mis
WHCTPYKIIUHU TIO

XapaKTEPUCTUKU

JIEKapCTBEHHOTO MIpenapara

JUIS MEIULIMHCKOTO
MIPUMCHCHHUS

MEIMIIHCKOMY IPUMEHECHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH

KommenTtapun

Mannuton (ManHuT) (E 421)

[TepopanpHbIit

o0OpaTuTech K JieqalemMmy
Bpauy.

HEMEePEHOCUMOCTHIO (PPYKTO3HI.

Harpuit

IIepopanbHbIi,

10r

Memnee

MoxeT oka3npIBaTh JIETKOE
clIaOUTeNbLHOE NEUCTBHE.

Harpwuit

MapeHTEPAIbHBIN

[TepopanbHblid,

1 MmMouIB
(23 mr)
Ha 7103y

1 Moun

JlaHHBIi JIEKapCTBEHHBIN
rpenapar CoIEpKUT MEHee
1 MMoub (23 Mr) HaTpus Ha
<e¢JMHHIIA JO3UPOBAHUSI>
<eZMHHLIA 00bEMa™>, TO €CTh
10 CYTH, «HE COIECPIKUT

HaTpUs».

1 mmoupb HaTpust (Na) =23 mr Na =
58,4 mr conu (NaCl)
CBeneHHs OTHOCSTCS K TIOPOTY,
OCHOBAHHOMY I10 001IEMY
KOJINYECTBY HATPHUS B
JIEKapCTBEHHOM Mpenapare.

B oTHOIIEHNH IPOTYKTOB,
MPUMEHSIEMBIX JIETbMHU U
HaIMeHTaMH, HaXOIAIIIMMHUCS Ha

IMeTe C HU3KUM COJIepKaHUEM
HaTpHsi, 0COOEHHO BaYKHO
O3HAKOMUTH HAa3HAYAOIINX JIAI] U
3aBEPUTh POJMTENICH U MAIUCHTOB
OTHOCHTEIIEHO HU3KOTO CO/ICPIKaHUS
HATpUS B MPOTYKTE.

IapeHTEPAIbHBIN

(23 mr)
Ha J103y

JlaHHBII JIEKapCTBEHHBII

nmpenapar Coaep>KUT X Mr

HaTpus (OCHOBHOM
KOMITOHEHT

MTUIIEBO/CTOIOBOM COJIN) B

B ciiyuae nmapeHTepaibHBIX
IperapaToB ¢ pa3HbIM (Hampumep, B
3aBUCUMOCTH OT MacChl)
JO3UPOBAHUEM COJICpKAHUE HATPHS

JOIMYCKACTCA BbIPpa’KaThb B MI' HA
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTUKU
JIEKapCTBEHHOI'O IIpenapara
JUTSL MEAULIMHCKOTO
MIPUMEHEHUS
KOKIO0U (dakoH.
<eaWHHUIA T03UPOBAHUSI> [Ipennaraemas hopMynupoBka Ass
<eauHHIA 00BEMa™. OXIJIIT: «/laHHBIi JeKapCTBEHHBIH
OTO 5KBUBATIEHTHO Y % OT penapar COAEpKUT X MI HATPUS Ha
PECKOMCHAYCMOI'O IJIA <eIMHHILA JO3UPOBAHUI>, UTO
B3pOCJIOro 9EJI0BCKa SKBUBAJIEHTHO Y % OT
MaKCHMaJIbHOTO pexomennyemoro BO3 st
CIKCIAHCBHOTI'O IMOCTYIIJICHUA B3pOCJIOTO YEI0BEKa
COJIX C IUIIEN. MaKCHUMAaJIbHOTO €3KETHEBHOTO
MOCTYIIJIEHUS, PABHOTO 2 T HATPHUSL.».
Harpun IIepopanbHbIi, 17 mmonp ITocoseryiitecs ¢ Jleyaum OTO NPUMEHUMO TOJIBKO K
MapeHTEPAIbHBIN (391 mr) B BpavoM win (apMareBToM, npenaparam, pexXuM J03UPOBAHMS
MaKCUMaibHOM | eciu Bel mpuHuMaere <Z> KOTOPBIX, IPUBEICHHBIN B

CYTOYHOM J103€

WK OoJiee <eqUHHUILIBI
JIO3UPOBAHUS> B JICHb B
TCUCHHUE NIMTCIIHHOTO
BPEMEHH, OCOOCHHO €CIIN
Bam pekomenoBaHa nueta ¢
HU3KUM COZAEP)KAHUEM COJIU
(Hatpus).

nH(popmanuu o rnpenapare,
IIPEyCMAaTPUBAET €KEIHEBHBIN
mpueM >1 mecsa uim NOBTOPHOE
pUMEHEeHHe B TeueHue doiee 2
JTHEW KaXXyr0 HEJIEIO.
17 mmons (391 mr) — ato
npubmusurensio 20 % ot
pexomenyemoro BO3 st
B3pPOCJIOTO Y€JI0BEKa
MaKCHUMAaJIbHOTO €XKEIHEBHOTO
NOCTYIUICHUS C MUILEH, pABHOTO 2 T
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
IIPUMEHEHHUS) MEAULMHCKOMY IPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTePUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUISL MEJULIMHCKOTO
IIPUMEHEHUS
HaTpUs, U CUUTACTCS «BBICOKHM»
HaTpueM
DTO0 TaKKe peseBaHTHO Ul JeTel, y
KOTOPBIX MaKCUMaJIbHOE
€XKETHEBHOE MOCTYIUJICHHE
CUMTAETCS PONOPLHUOHATIBHBIM
B3pPOCJIBIM U OCHOBBIBAETCS HA

HHEPIreTUYECKUX MOTPEOHOCTSX.

<Z 103> oTpakaeT HauMEHbILIEE

YHCIIO €IUHUL] 1I03UPOBAHUS, IPU

KOTOpOM
JIOCTUTAETCS/TIPE0]10JIEBAETCS
nopor, paBabIi 17 mmons (391 mr)
Hatpust. Okpyriure 10 OaKaniero
LIEJIOTO YHCIIA.

Hatpus naypuncynsdar (E 487) KoxnbIit Hynesoii JlaHHBII1 JIEKapCTBEHHBIN ToJmuHa K0KH CUIILHO BAPBUPYET B

npenapar CoAepKUT X Mr
HaTpus Jaypuicynbdara B
KaXa0U <enuHHIIA
J03UPOBAHMUA> <CAUHHUIIA
00BeMa™> <4YTO HKBHBAJICHTHO
X Mr/<macca><o0beM>>,

Harpus naypuncynsdar
MOKET BbI3bIBATH MCCTHBIC

3aBHCHMOCTH OT 00JIacTH Tejla U
BO3pacTa U MOYKET CTaTh BaKHBIM
(haKkTOpOM UyBCTBUTEIBHOCTH K
naypuicynbdary Hatpus (JICH).
UysctButensHocTh K JICH Takxke
BapbUPYET B 3aBUCUMOCTHU OT
COCTaBa JIEKapCTBEHHBIX
IIpenapaToB (M AEUCTBUS JPYTHX
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

KOKHbBIE peakluu (Harpumep,
YyBCTBO ITOKAJIBIBAHHS WU
)K)KGHI/I?I) Wy IOBbIIIATH
Y4aCTOTY KOXKHBIX pEaKIui,
BBI3BIBACMBIX JPYTrUMU
npenapaTamMy Ipyu HaHECEHUH
Ha Ty K€ 00J1acTh.

BCIIOMOTaTeNIbHbIX BELIECTB),
koHueHrpauuu JICH, Bpemenu
KOHTAKTa U MOMYJISIUH TallUEHTOB
(metu, cTeneHb TUIpaTaliu, IIBET
KOXH U 3a0o0sieBanue). [lonynsun
MAIMEHTOB CO CHUKEHHOU
OapbepHOl (QYHKIIMEH KOXKU, TAKOU
Kak IpU aTOIUYECKOM JIepMaTHTE,
0o0Js1ee YyBCTBUTEIbHBI K
paznpaxatouum cBoiictBam JICH.

Opranuueckue COeIMHEHNS PTYTH
Harpumep:

Tuomepcan

OeHuIpTYTH HUTpAT, aleTar, bopat

I'nazuon

Hynesoii

MoxeT BbI3BIBATH
aJUIEpPrUYECKUE PEAKIUU.

Oprannueckue COeMHEHNs PTYTH
Harpumep:

Tuomepcan

OeHuNIpTyTH HUTpAT, aleTar, bopat

MecTHBIH

Hynesoit

Mo3xeT BBI3bIBATH MECTHbBIE
KOXKHBIE pEeaKLUU (Halpumep,
KOHTAKTHBIN 1€pMAaTUT) U
H3MEHEHHUE [IBETA KOXKU.

Oprannueckue COeJMHEHUs PTYTU
HaIpuMep:

Tuomepcan

@eHnIpTYTH HUTPAT, aueTar, oopat

[TapenTepaibHbIi

Hynesoii

JlaHHBII1 JIEKapCTBEHHBIN
IpenapaT COACPKUT
(TMOMeEpca) B KAaYeCTBE
KOHCEPBAHTA, II0ITOMY Y
<Bac/Bamero pebenka>
MOJKET BO3HUKHYTb
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

ajureprudeckas peakuus. [pu
Hanuuuu y <Bac/Bamero
pebenka> o000 U3BECTHOU
aJlJIEpPruu coo0IIuUTe 00 3TOM
JedaiiemMy Bpauy.

OpraHI/I‘leCKI/Ie COCAUHCHUSA PTYTHU

HalpUMep:
Tuomepcan

@eHuIpTyTH HUTPAT, aleTar, oopat

[TapenTepaibHbIl

Hynesoii

Ecnu nocne npeapiaymero
BBEJ/ICHUSI BAaKIIUHBI Y
Bac/Bamero peGenka

BO3HHKAJIHM HAPYIICHHS,
coobuure 00 3TOM
JeyaieMy Bpauy.

B cnyuae BakiuH TpebyroTes
JOTIOJTHUTEIBHBIC YKa3aHUs.

Otaymiku (apoMaTH3aTophl), COAEPIKAIINE

anﬂepreHHl

MecTHBIH

Hynesoii

JlaHHBII1 JIEKapCTBEHHBIN
Ipenapar COAEPKUT
OTAYIIKY ¢ <ajiepreH(bl)> .
<Annepren(bl)> " MOI'yT
BBI3BIBAT AIEPTHYECKHE
peaxum.

"<>: ajIepreHHble OTAYIIKH
TepedrCcIeHbl B IIPHIOKEHHH.

IToMuMO ajuIeprudecKux peakiuui y
CEeHCHOMIN3UPOBAHHBIX NAIlUEHTOB,
MOTYT CEHCUOMIIM3UPOBATHCS TaKKe
HECEeHCUOUTN3UPOBAHHBIE
MALMEHTHI.
ben3nnoBeIil ciupT yKaszaH B
KauecTBE OJHOU U3 26 ajiepreHHbIX
OTIyILIEK, HO OH TAK)KE€ MOKET
MCIIOJIb30BaThCS B KAUECTBE
BCIIOMOTaTEJILHOTO BelecTsa. Eciu
OCH3MJIOBBII CITUPT UCIIONIB3YeTCS B
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
IIPUMEHEHUS
KayecTBE BCIIOMOTaTEIbHOIO
BellecTBa (B JOMOJIHEHUE K
apoMaTH3aToOpy WJIH HET),
MPUMEHSIIOTCS TpeOOBaHUS K
MapKUPOBKE 3TOTO

BCIIOMOTaTeJIbHOT'O BEILIECTBA
[TaparuapokcubeH30aTbl [IepopanpHbIit Hynesoii Mo:KeT BbI3bIBaTh
U UX 3pups rJIa3HON AJIJIEPrUYeCKUE PEaKuu
HampuMep: MECTHBIN (BO3M0)KHO, OTCpO‘IeHHBIe).
Otunruapokcudensoar (E 214)
Hatpus stunrunpokcu6ensoat (E 215)
[Iponunruapokcrubenzoar
Hatpus nponunruapokcuben3oar
Metunruapoxcudensoar (E 218)
Harpus
MeTmiruapokcudensoar (E 219)
[TaparunpoxcuGeH30atsl U UX dHUPHI [TapenTepanbHbIit Hynesoit Mo3keT BbI3bIBATH
HanpuMep: VHTAJIILIUOHHBIN AJIJIEPrUYECKUE PEaKIuU

Otunruapokcudensoar (E 214)
Hatpus stunrunpokcudensoat (E 215)
[Tponmuruapokcuben3oat

Hatpus nponunruapokcuben3oar

Metunruapoxcudensoar (E 218)

(BO3MOYKHO, OTCPOUEHHBIE) U
B UCKJTIOUUTENBHBIX CITydasx
— OpoHXOCIa3M.
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(criocob HMHCTPYKLIUH IO
IIPUMEHEHHUS) MEAULMHCKOMY IPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTePUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUISL MEJULIMHCKOTO
IIPUMEHEHUS
Hatpus metunruapokcudenszoar (E 219)
[lepyanckuii 6anb3am MectHbIit Hynesoii MoeT BbI3BIBATh KOXKHBIE
peaxkiuu.
[Iponunenraukoins (E 1520) [IepopanpHbIil, 50 mr/kr/cyT Ecnu Bl 6epemenHb! niiu HecMoTtps Ha TO, 4TO HE ITOKa3aHo,
1 3(pUpBl NPONUIECHIIINKOIIS NapeHTepaJIbHbBIN KOPMHTE I'PyIbIO, HE YTO IPONWJIEHIVIUKOJIb BBI3BIBAET
MIPUHUMANTE JAHHBII PENPOAYKTUBHYIO U
JIEKapCTBEHHBIN Mpenapar, OHTOT€HETUYECKYIO TOKCUYHOCTD Y
€CJIM TOJIbKO OH HE KUBOTHBIX WJIM JIFOJIEH, OH MOXKET
PEKOMEHI0BaH JIeHallluM JIOCTUTATh IJ10]1a U OOHApy>KUBAJICS
BpauoM. Bo Bpems npuema B MoJioke. Kak ciencrsue,
JTAHHOTO JIEKAPCTBEHHOT'O HE00XO0/IMMOCTh BBE/ICHUS
npernapara Jieyaluii Bpau MIPOTIHJICHTJTUKOJISI O€pPEMEHHBIM 1
MO>KET IIPOBECTH KOPMSIIKM I'PY/bIO MAlIUEHTaM
JOTIOTHUTEIBHOE ClIeIyeT paccMaTpUBaTh B
oOclesi0BaHue. VHAWBUYaJIbHOM IOPSIZIKE.
ITponunenraukoins (E 1520) IIepopanbHbIil, 50 mr/kr/cyT Ecnu y Bac 3a6oneBanue Heo6xoanMo ycTaHOBUTH
1 3GUPHI MPOTHIIECHTTUKOIIS MapeHTepabHbIN M€YEeHH WUJIU MOYEeK, He MEIUIIMHCKOE Ha0JII0IeHHUE 3a

NIPUHUMANTE TaHHBIN
JIEKapCTBEHHBIN ITpenapar,
€CJIM TOJIbKO OH HE
PEKOMEHIOBaH JIeYallluM
BpadoM. Bo Bpems npuema
JTAHHOTO JICKaPCTBEHHOI'O
Ipenapara Jieyalyii Bpad

NalyueHTaMH C HapyIIeHuEM
(GYHKIMU TIOYEK WU MTECUYCHH,
MOCKOJIBKY COOOIIaTIOCh O
Pa3INYHBIX HEKENATEIbHBIX
SIBJICHUSIX, 00YCIIOBJICHHBIX
MPONMICHTIIMKOJIEM, TAKHX KaK
noyeyHasi TucyHKIus (OCTpBIN




111

Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEAMIIMHCKOMY TPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTePUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSE MEJTUITTHCKOTO
MIPUMEHEHUS
MOXET MPOBECTU TYOYJSIpHBIN HEKPO3), OCTpast
JOTIOTHUTEILHOE MOYEYHAs HEJJOCTATOUYHOCTh U
o0crenoBaHue. IUCYHKIHS TEYCHU.
[Tpommmnenriaukons (E 1520) [TepopanbHbiii, 500 mr/kr/cyt [IponuneHraukosb, Ha ¢one BbicOKHX 103 H
1 3(UPBI TPOTTHUICHTITUKOJIS MapeHTepaTbHBIN COJIEpKAIIHIICS B JAHHOM MIPOJIOJKUTEIIBHOTO TPUMEHEHHUS

JIEKApCTBEHHOM IIpenapare,
MOJKET OKa3bIBaTh TAKOE JKE
JeficTBHE, KaK aJIkoroJb,
TIOBBIIIIAsI BEPOATHOCTD
Pa3BUTHS HEXKENIATEeIbHbIX
peaKkuui.

He npumensiite nanHbIin
JIEKapCTBEHHBIN Mpenapar y
JIeTel MiagIne 5 JerT.

[IpumensiiTe TaHHBINA
JIEKapCTBEHHBIN Npenapar
TOJIBKO 110 Ha3HAYECHUIO
Bpauda. Bo Bpems nmpuema
JTAHHOT'O JIEKApCTBEHHOIO
Ipernapara Bpad MOXET
IIPOBECTH JTONOJHUTEIBHOE
oOcneoBaHue.

HIPOMMUJICHIIMKOJISI COOOIAIOCH O
Pa3IMYHBIX HEXeNaTeIbHbIX
ABJICHUSX, TAKUX KaK
TUIEPOCMOJISIIBHOCTD,
JaKTaT-alliJ03; OYeYHas
JUCHYHKIMS (OCTPBIA TyOYJISIpHBIHA
HEKpO3), OCTpast MoYeqHas
HEJ0CTaTOYHOCTb;
KapJIMOTOKCUYHOCTh (apUTMHUH,
TUTIOTEH3MS); HAPYIIEHUS CO
CTOPOHBI LICHTPAJIbHON HEPBHOU
CUCTEMBI (Ienpeccusi, Koma,
IIPUIMAJIKH); YTHETEHUE JbIXaHus,
OJIbIIIKA; IeYeHOYHAs TUC(YHKIINS;
reMOJIMTUYECKAsT PEAKIIUS
(BHYTPHUCOCYAMCTHIN TEMOJIN3) U
TeMOTJIOOMHYpHS, a TAKXKe
HOJMOpraHHas AUCHYHKIIHSL.

B cBs131 ¢ >THM 11035,
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEAMIIMHCKOMY TPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTePUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSE MEJTUITTHCKOTO
IPUMEHEHHS
NPEBBIMIAIOIINE
500 Mr/Kr/cyT, MOKHO BBOJIUTH
JIeTsIM >5 JIeT, OJIHaKo Tpebyercs
WHIUBUAYAIbHBIN OIXO/.
[Tocne oTMEHBI TPONTMIICHTITUKOIIS
HE)XeNaTeNbHbIe SBJICHUS O0BIYHO
paspermiatorcs, B 00Jiee TSHKETbIX
Cclly4yasix — MOCJIe TeMOIUaIN3a.
TpebyeTcs MeAULIMHCKOE
HaOJII0/IEHUE.
[Tponunenrauxoins (E 1520) KoxHb1i1 50 mr/kr/cyT [IponmiIeHrmMKoIb MOKET

n 3(prBI MMPOMUJICHI TIUKOJIA

BBI3bIBATH Pa3ApaKCHUC
KOXH.

He npumensiite naHHbIi
JIEKApCTBEHHBIN ITpenapar Ha
OTKPBITBIX paHax WIH
OOIBIINX TLIOMIAIIX
MOBPEXKICHHON WU
MOPaXEHHOU KOXH
(Hampumep, ocie 0XKOroB) y
nerey muraaie 4 Henens 0e3
KOHCYJIbTAIIMH JIEYaIIero
Bpaya Wih pabOTHHUKA
anTeKH.




113

HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

[Iponunenraukoins (E 1520)
1 3(pUpbl NPONUIECHIIIUKOIIS

Koxupin

500 mr/kr/cyT

HpOHI/IJIeHFJII/IKOJII) MOXECT
BbI3bIBATb pa3apaKCHUC
KOXMH.

ITockonbKy naHHBIN
JIEKapCTBEHHBIN ITpenapar
COJIEPIKUT
MIPOIUJIEHTIIUKOJIb, HE
IIPUMEHSNTE €ro Ha
OTKPBITBIX paHaxX WM
OOJIBLINX TUTOLIA/IAX
MTOBPEXKICHHON WU
MOPaXEHHON KOXKH
(Hampumep, MOCIe 0KOTOB)
0€e3 KOHCYJbTAIMH JIeyallero
Bpaya Wi paboTHUKA
anTeK!.

[Mponunenraukons (E 1520) u a¢gupsr

MMPOIMUIICHT TUKOJIA

Bce

1 mr/kr/cyt

JlaHHBII1 JIEKapCTBEHHBIN
Mpenapar COACPKHUT X MI
MPOIUJICHTIUKOJISA B KaXKI0M
<eIMHHUIA J03UPOBAHUI>
<eQUHHIIA 00BEMaA™>
<4YTO 3KBUBAJICHTHO
X mr/<macca><o0bem.>>

[Mponunenraukoins (E 1520) u a¢gupsr

IIepopanbHbIil,

1 mr/kr/cyt

Ecnu Bamemy pebenky

OnHOBpEeMEHHOE BBEICHHE C JIFOOBIM
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEJIUIUHCKOMY TPUMEHEHHIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

IMPOIMUIICHI IUKOJIA

IapeHTEPAIbHBIN

MEHbIIIE 4 HEeIeIb, IPEXKIC
YeM JaTh €My JaHHBIN
JIEKapCTBEHHBIN IIpenapar,
MIOCOBETYHTECH C JIeUaluM
BpauoM WM paOOTHUKOM
anTeKu, 0COOCHHO €CITH
peOEHOK MoJIydaeT Ipyrue
JIeKapCTBEHHbIE MTPEnapaThl,
coJieprKaliue
MPONWIECHTIIMKOIb UITH
QJIKOTOJIb.

cyocTpaTom
AJIKOT OJIBJICTUAPOTEHA3HI,
TaKHM KaK 3TaHOJI, MOKET BbI3bIBATh
Cephe3HBIC HEKEIATEIIbHBIC
peakiun y HOBOPOXKICHHBIX.

[Tponunenraukons (E 1520)
1 3GUPHI MPOTHIIECHTTUKOIIS

IIepopanbHbIil,
MapeHTEPATbHBIN

50 mr/kr/cyT

Ecnu Bamemy pebeHky
MEHbIIE S5 JIET, MPEKIE YEM
JaTh €My JaHHBINA
JIEKapCTBEHHBIN ITpenapar,
IIOCOBETYWUTECH C JIeHallluM
BpauoM HJIM paOOTHUKOM
arTeKu, 0COOCHHO €CITH
peOEHOK MMoJTydaeT Ipyrue
JIeKapCTBEHHbIE MTPEnapaThl,
coJiepaKalue
MPONMJICHTITUKOIb WIH
aJIKOTOJIb.

OnHOBpeMEHHOE BBEICHHE C JIF0OBIM
cyocTpaTom
AJIKOTOJIBACTUPOTCHA3HI,
TaKUM KaK 3TaHOJI, MOKET BbI3bIBAThH
Cepbe3HbIE HEXKETATebHBIC
peaKkuuu y AeTer Miiaame S JieT.

[TmeHnyHBI KpaxMai (CoaepKamun

[TepopanbHblit

Hynesoii

JlaHHBII JIEKapCTBEHHBII

Ha3BaHUEM BCIIOMOI'aTCJIbHOI'O
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEJIUIUHCKOMY TPUMEHEHHIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

IJIIOTEH)

Mpernapar COAEPKUT TOJIBKO
OuYeHb HEOOIbIIIOE
KOJIMYECTBO TIII0TEHA (U3
MIIEHUYHOTO Kpaxmaa)
<, paccMaTpuBaeMoe KaK
6e3rIII0TEHOBOE >, TTOATOMY
BO3HUKHOBEHHE MPOOIIEM,
ecnu y Bac nenuakus, kpaiHe
MaJIOBEPOSTHO.

Opna <enuHuna
J03UPOBAHMUA> COACPIKUT HE
0oree X MEKPOTpaMMOB
TJIIOTEHA.

Ecimn y Bac anneprus Ha
MIIeHNIY (OTJIMYHA OT
nenuakun ), Bam He cnenyet
MPUHUMATD JAHHBII
JIEKapCTBEHHBIN ITpenapar.
[* @opmynuposxa
«be32nomenosoe»
NpUMEHSeMCcs, MOAbKO eciu
cooepoicanue 2nomena 8
JIeKapCmeeHHoM npenapame
menvuwe 20 ppm. |

BELIECTBA HA YIIAKOBKE JOKHO
ObITh: «[IMIEHUYHBIN KpaxMai.
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
MIPUMEHEHUS
Caxap UHBEpTHBIN [TepopanbpHbIit Hynesoii Ecnu nevamuit Bpau BapuaHT ykazanus B OXJIII:
coobmui, yto y Bac «/laHHBI TeKapCTBEHHBIN ITpenapar
HENePEHOCUMOCTh HE cJIeyeT IPUHUMAaTh Nal[UeHTaM C
HEKOTOPBIX CaxapoB, Nepe.l pPEeaKO BCTpeUaroIencs
MIPUEMOM JaHHOTO HACJIEJICTBEHHON
JIEKapCTBEHHOTO Mpernapara | HeMepeHOCHMOCTBIO (PYKTO3bI WIIN
o0OpaTuTech K JedaliemMy TJII0KO30-TaJIakKTO3HOM
Bpauy. ManbabCcopOIueit.».
Caxap uHBEpTHBIN [IepopaneHbIit Sr Copepxut X r cMecu
(PYKTO3BI U TIIIOKO3bI HA
103y, YTO HEOOXOIUMO
YUUTHIBATH MALIMEHTAM C
CaxapHBIM JTUAOCTOM.
Caxap UHBEpPTHBIN Knakne HYJIEBOU MoskeT ObITh BpEeICH ISt CBEJICHHUS CIIEIYET BKJIIOYATh,
JIEKapCTBEHHBIE 3y0OB. TOJIBKO €CJIM JIEKAPCTBEHHBIN
(hopMbI, Je1eHLIbI npernapar npeaHa3sHaueH s
U KEBaTEIbHBIC JUTUTEIBHOTO TIPUMEHEHUS
Ta0IeTKH (Hanmpumep, B T€UEHUE ABYX HEENb
uau 6onee).
Caxaposa IIepopanbHblit HYJIEBOU Ecau nevamuit Bpau BapuaHT ykazanusa B OXJIII:

coobmmi, uto y Bac
HEMEePEHOCUMOCTh
HEKOTOPBIX CaxapoB, Mepe;
HpI/ICMOM JAHHOT'O

«[TatiuenTam ¢ peako
BCTPEUYAOLIENCS HACIEACTBEHHOM
HEIMEePEHOCUMOCThIO (DPYKTO3HI,
[JIFOKO30-TAIAKTO3HOMN
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEAMIIMHCKOMY TPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTePUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSE MEJTUITTHCKOTO
MIPUMEHEHUS
JICKapCTBEHHOTO TIperapara | MaibadcopOmuei nuiu 1euiuTom
oOpaTuTech K JedaiemMy caxapa3bl-U30MalbTO3bl HE CIEYeT
Bpauy. IIPUHUMATh JTAHHBINA JIEKAPCTBEHHBIN
npermapar.».
Caxapo3sa [TepopanbHblit S5r Conepxut X T caxapo3bl Ha
7103y, 4TO HEOOXOAMMO
YUUTHIBATH MAIIUEHTAM C
caxapHbIM J1uabeToM.
Caxapo3sa Kunkue HYJIEBOU MoskeT ObITh BpeJeH s CBEJICHUS CIEAYeT BKIIOYATh,
JIEeKapCTBEHHbIE 3y0OB. TOJIBKO €CJIM JIEKAPCTBEHHBIN
(hOpMBI, JIeIeHIIbI mpemnapaT MOXeT ObITh
U KEeBaTEIbHBIC npeHa3HayeH JUIs IITUTEbHOTO
TabJIeTKH MPUMEHEHUS, HAl[pUMED, JIBE
HeJelIn Uin 0oJiee.
CoeBoe macio Bce Hynesoit <JlekapcTBEHHBIN TIpenapar™> | AHATOTMYHO APAXHCOBOMY Maciy.
['maporeHn3npoBaHHOE COEBOE MACIIO COICPAKHUT COCBOC MACJIO. OXIJIIT: mpoTuBONIOKa3aHUE
Ecmmn y Bac anneprus Ha
apaxuc UiM Colo, He
MIPUMEHANTE TaHHBIN
JIEKapCTBEHHBIN IIpenapar.
Copounonas kucnota (E 200) u ee conu MecTHbli Hynesoii Mo3eT BbI3bIBATH MECTHBIC

KOJKHBIE peakiuu (Harpumep,
KOHTaKTHBIM IEpPMaTHT).
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

Copouton (copour) (E 420)

[IepopanpHblil,
napeHTepaIbHbIN

Hynesoii

JlaHHBII1 JIEKapCTBEHHBIN
npernapar CoAEpPKUT X MT
copOuTOJIa B KAXKI0U
<eIMHUIa JTO3UPOBAHUA>
<eauHUIA 00BEMA>
<YTO 3KBUBAJICHTHO
X Mr/<macca><o0beM.>>

HeobOxonuMo yuutsiBaTh
aJTUTUBHOE JieiicTBUE
OJTHOBPEMEHHO BBOJAMMBIX
IpenapaToB, COAEPKAIIUX COPOUTOI
(unu GpyKTO3Y), U MOCTYIIICHUE
copbuTona (win GpyKTO3bI) C
MTALLEH.

Hanuyue B 1ekapcTBEHHBIX
npenaparax s mpueMa BHyTPb
copOuTOIa MOKET BIUATH HA
OMOJOCTYITHOCTh IPYTUX
JIEKapCTBEHHBIX MPENapaToB s
npreMa BHYTpPb, BBOJUMBIX
OJTHOBPEMEHHO.

Cop6uTton (copour) (E 420)

BuyTtpuseHHbIN
(8/B)

Hynesoii

CopOuTton siBIsiEeTCS
HMCTOYHUKOM (PYKTO3BI.
Ecnn y Bac (unu Bamero
pebeHka) HacaeACTBEHHAs
HENepeHOCUMOCTb (PPYKTO3BI
(HH®) — penxoe
TE€HETUYECKOE HapyIIEHUE,
Bawm (unu Bamemy pebeHky)
HeJb3s1 IPUMEHSATH TaHHOE
nekapcTBo. [lanueHTsl ¢

B otcyrcTBUE abcomoTHON
HeOOXOIMMOCTH JaHHBIN
JIEKApCTBEHHBIN Mpenapar Helb3s
JIaBaTh MAIMEHTaM C
HaCJIEeICTBEHHOMN
HEMEePEHOCUMOCTBIO (PPYKTO3BI
(HHOD).

Jlnarnos HacneICTBEHHOU
HEMEePEHOCUMOCTH (PPYKTO3BI
(HH®) moxeTt ObITH e1ie He
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

HH® ne criocoOHbBI
yCBaMBaTh PPYKTO3Y, YTO
MOJKET BBI3BIBATH CEPHE3HBIC
HEXKeJIaTeIbHBIC PEaKIIHH.

Ilepen Havyanom npuUMeHEHUS
JTAHHOTO JIEKapPCTBEHHOTO
npenapaTta cooOuuTe
JedanieMy Bpady, 4yTo y Bac
(unu Bamero pebenka) HH®
a100 4TO peGeHOK OoIbLIIe He
OTpeOIIAeT CIAIKYIO ULy U
HAIUTKH U3-32 HEAOMOTaHHs,
PBOTHI HJTH TAKHX
HETIPUSITHBIX OLTYIIEHHM, KaK
B3JIyTHE, KEIyT0OUHBIE
KOJIUKH WJIN TIOHOC.

BBICTABJIEH MJIAJCHIIAM U
MaJICHBKUM JETSIM (MJ1aiie 2 JeT).
JlexapcTBeHHBIE ITpENIapaTh
(conepxatue GpyKTO3Y),
BBOJIMIMbBIC BHYTPUBEHHO, MOTYT
YTPOXKaTh )KU3HHU U JJOJKHBI OBITh
MPOTUBOINOKA3aHBI K TPUMEHEHHUIO Y
JAHHOU TPYIIIHI, €CTIH TOJBKO HE
UMEET MECTO HEIPEOI0IMAast
KJIIMHUYECKask HeOOXOIUMOCTh U
OTCYTCTBYIOT aJIbTCPHATUBHBIC
JIEKapCTBEHHBIE MpenapaThl.
[Tepen BBenEHHEM JAaHHOTO
JIEKapCTBEHHOT'O TIperapara y
Ka)KIOT0 MaryeHTa HeoOX0IUMO
coOpaTh JeTalbHbIN aHaMHE3
oTHOCHUTEIbHO cumnToMoB HHO®.

CopOuTton (copour) (E 420)

[IepopanbHbIii,
MapeHTepallbHbII
(OTTUYHBINA OT

B/B)

5 Mr/kr/cyT

CopbwuTon siBnsieTcs
UCTOYHUKOM (PPYKTO3BI.
Ecnu newamuii Bpau
cooburui, yto y Bac (nnm
Bamero pe6enka)
HENepEeHOCUMOCTb
HEKOTOPBIX CaxapoB HIIH Y

TTaneHTEI C HAaCIIEACTBEHHOU
HENEPEHOCHUMOCTBIO (PPYKTO3BI
(HH®) ne nomxHbI
MPUMEHSTH/TIOTY4aTh JaHHBIN
JIEKapCTBEHHBIN Ipenapar.
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

Bac nuarnoctupoBana
HacJeACTBEHHAs
HETIEPEHOCHUMOCTH (DPYKTO3BI
(HH®) — penkoe
TEHETUYECKOE HapyIICHHE,
IIPU KOTOPOM YEJIOBEK HE
MOXET YCBauBaTh (PPYKTO3Y,
npexzae yeM Ber (wnu Bam
peOeHOK) HaUHEeTe
MPUMEHSATH WU TI0JIy4aTh
JTAHHBIN JIEKAPCTBEHHBIN
npenapar, IOCOBETYHUTECH C
JICYAIAM BPavoM.

Cop6uTton (copour) (E 420)

ITepopanbHbIit

140 mr/kr/cyt

CopOuTON MOKET BBI3BIBATH
HerI/IHTHLIe OHIYHIGHI/IH B
’KMBOTE M OKa3bIBATh JIETKOE
cl1a0UTENLHOE JENCTBHE.

CreapuioBslid CIUPT

MecTHBIH

Hynesoit

Mo3xeT BBI3bIBATH MECTHbBIE
KO>KHbIE peakluu (Harpumep,
KOHTAKTHBIM JepMaTHT).

CynbuThl, BKIItOYass METaOUCYIIb(PUTHI,

Hanpumep:
Cepn1 nuokcnn (E 220)
Hatpus cynsdur (E 221)

[TepopanbHblid,
[IapeHTEPAIbHBIN,
pecnupaToOpHbIA

HYJIEBOM

MoskeT n3peska BbI3bIBATH
TSAKCIJIBIC PCAKIINU
TUIIEPYYBCTBUTEIBHOCTH
1 OpoHXOCHa3M.
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

Harpus 6ucynsdur (E 222)
Hatpus merabucynsdur (E 223)
Kamust metabucynsdur (E 224)
Kanus 6ucynsdur (E 228)

denmnananug

Bce

Hynesoii

JlaHHBII1 JIEKapCTBEHHBIN

Ipenapar CoAepKUT X MI

(dheHnnaTaHuHA B KOKI0M

<e¢JWHHUIA JO3UPOBAHUS>

<eQUHUIIA 00BEMa™> <YTO
9KBUBAJIECHTHO

X Mr/<macca><o0bemM>>.

deHunaiaHuH MOXKET OBITh
BpeleH, ecin y Bac
¢denmnkeronypus (OKVY) —
pelKoe reHeTuYecKoe
HapyIIeHHe, IPH KOTOPOM
HaKarIMBaeTCsI
(beHunanaHuH u3-3a
HECIIOCOOHOCTH OpraHu3Ma
ero MPaBHIBLHO BHIBOIHUTH.

dopmanbaerug

MecTHBIN

Hynesoii

MoxeT BbI3bIBaTh MECTHBIE
KOXKHBIE pEaKLUU (Halpumep,
KOHTAKTHBIM IepMaTHT).

dopmanbaerug

[TepopanbHblit

Hynesoii

MoskeT BBI3LIBATE
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

paccTpOMCTBO KEITyaKa U
nuapero (IIoHOC).

®ocdarnsie Oyheps

I'nazunon

Hynesoii

JlaHHBII1 JIEKapCTBEHHBIN
Ipenapar CoAepKUT X MI
(docharoB B kaxaou
<e¢JWHHUIA JO3UPOBAHUSI>
<eauHUIA 00bEMa™> <UTO
HKBHUBAJIEHTHO
X Mr/<macca><o0beM>>.

Ecmu y Bac tsxenoe
HOBPEXACHNUE TPO3PAYHOTO
CJI0Sl IEpEAHEN YacCTH I1a3a

(pOTOBHUIIBI), ICUCHHE
(dbocharamu B 0O4EHBb PEIKUX

CIIy4asiX MOKET BBI3BIBATH
MYTHBIC IIITHA HAa pOrOBUILIC
M3-32 HAKOTUICHUS KaJbITHsI.

COOTBETCTBYIOILIEE YKa3aHUE B
pazaene 4.8 OXJIII:

«IIpn nmpumMeHeHnn
docdar-comepkaux ria3HbIX
Karejgb B OYCHD PEAKUX CTydasx
COO0IIATOCH O KaNbIU(DUKAIIMH
POTOBHIIBI Y HEKOTOPBIX MAIICHTOB
CO 3HAYUTENBHO MOBPEXICHHBIMU
pOroOBULIAMH.»

®pykro3a

IIepopanbHbIil,
MapeHTEPATbHBIN

Hynesoii

JlaHHBII1 JIEKapCTBEHHBIN
Mpenapar COACPKHUT X MT
(GPYKTO3BI B KOXKI0U
<eIuHUIa JO3UPOBAHUI>
<enuHMIA 00BeEMa™> <4TO
SKBUBAJICHTHO X
Mr/<macca><o0beM>.>

HeobxonuMo y4uThIBaTh
aJIUTUBHOE IE€HCTBUE
OJIHOBPEMEHHO BBOJUMBIX
IPOAYKTOB, COAEpKAIIUX (HPYKTO3Y
(v copOMTOIN), ¥ IOCTYTUJICHHE
bpyKTO3HI (MM COPOUTOIIA) C
MUIIEH.
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

®pykro3a

[TepopanbpHbIit

Hynesoii

[Ecnu nexapcmeennwiii
npenapam conpuxkacaemcs ¢
3y6amu (Hanpumep,
JAHcUOKoCcmu OJisl npuema
BHYMPb, NACMUIKU U
JrceeamenbHvle mabiemKu) u
npeoHasHavet OJist
ONUMeNbHO20 NpUMeHeHUsl. |
@pyKTO3a MOKET
MOBPEXKAATH 3yOBl.

YacTo MM JUIMTEIBHO
MIpUMEHSIEMBIE TIEPOpaIbHBIC
IPOIYKTEI, HAIIpPUMEP B TEYCHUE
IBYX Helelb Uiu OoJee.

®pykro3a

BuyTtpuBeHHbII

(B/B)

Hynesoii

Ecnu y Bac (unu Bamero
peOeHKa) HacleICTBEHHAs
HEMEePEeHOCUMOCTh (PPYKTO3bI
(HH®) — penxoe
TreHeTUYECKOe HapyllIeHHe,
Bawm (unu Bamemy pebeHky)
HEJIb351 M0Jy4aTh JaHHBIN
JIeKapCTBEHHBIN Mpernapar.
ITammmentel ¢ HH® ne
CIOCOOHBI YCBAaUBAaTh
(bpyKTO3Y, COAEPKAIIYIOCS B
JTAHHOM JICKapCTBEHHOM
npernapare, 4To MOXeT
BBI3BIBATh CEPHE3HBIC

B orcyrcTBUE abCcomOTHOM
HEOOXOIMMOCTH JaHHBIN
JIEKapCTBEHHBIN Mpenapar Hellb3s
JlaBaTh IalMEHTaM C
HacJIeICTBEHHOU
HENEPEHOCUMOCTBIO (PPYKTO3BI
(HHOD).

Jlnarnos HaceICTBEHHOM
HENEPEHOCUMOCTHU (PYKTO3bI
(HH®) moxeT ObITH e111e He
BBICTABIICH MJIaICHIIAM U
MaJICHBKUM JETSIM (MJ1aiie 2 JeT).
JlexapcTBeHHBIE ITpEnIapaThl

(conmeprkamue GppykTo3sy),
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

HEKEIIaTeIbHBIC PEaKIIHH.
[lepen HauamoM moxy4eHUst
JAHHOTO JIEKApPCTBEHHOTO
npernapara cooOIuTe
JeqanieMy Bpauy, uro y Bac
(unu Barmero pebenka) HH®
100 4TO peOEeHOK OOJIbIIE HE
NOTPeOISET CIAAKYI0 MUIILY U
HAIMUTKA U3-32 HEJJOMOTaHUS,
PBOTHI HITH TaKUX
HEMPHUSITHBIX OIIYIIEHUH, KaK
B3/IyTHE, KEIyI0YHbIE
KOJIMKH WJIA TIOHOC.

BBOJIMMbIE€ BHYTPUBEHHO, MOTYT
YIrPOXKaTh )KU3HU U JJOJIKHBI OBITh
MIPOTHUBOIIOKA3aHbI JAHHOMW TPYIIIIE,

€CJIH TOJIbKO He UMEET MECTO
HETPEeOo10MMas KIIMHAYECKast

HEOOXOJUMOCTh U OTCYTCTBYIOT

aIbTEPHATHUBBI.

[lepen BBeneHMEM JaHHOTO
JIEKapCTBEHHOTO Ipernapara y
Ka)kKJ0ro MalreHTa Heo0X0IuMO
coOpaTh JAeTalIbHBIA aHAMHE3
OTHOCHUTEIbHO cumnTomMoB HH®.

®pykro3a

[TepopanbHeIii,
NapeHTepaJIbHbII
(OTIMYHBIH
OT B/B)

5 Mr/kr/cyT

Ecnu newammit Bpau
coobumi, yto y Bac (nim
Bamero pebenka)
HEMepeHOCUMOCTb
HEKOTOPBIX CaxapoB HIH Y
Bac nuarnoctupoBana

HaCJIC/ICTBEHHAS
HENEepEeHOCUMOCTh (PPYKTO3BI

(HH®) — penkoe
TeHETHYECKOE HapyIICHHE,

IIPU KOTOPOM YEJIOBEK HE

TTaneHTEI C HAaCIIEACTBEHHOU
HENEPEHOCHUMOCTBIO (PPYKTO3BI
(HH®) HE noymKHBI TPUMEHSTH
(Tomy4aTh) JaHHBIHN JIEKAPCTBEHHBIN
npenapar.
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEAMIIMHCKOMY TPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTePUCTUKU

JIEKapCTBEHHOTO MIpenapara
JUTSL MEULTUHCKOTO
MIPUMCHCHHUS

MOXXET yCBauBaTh ()PyKTO3Y,
npexe yem Bol (min Barn
peOeHOK) HaUHEeTe
MPUMEHSATDH UJIU TI0JIy4aTh
JTAHHBIN JICKapCTBEHHBIN
Ipenapar, oCOBETYUTECH C
JIe4aIllM BpadyoM.

XII0pOKpe30.1 MecTHbIi, Hynesoii MoeT BbI3bIBaTh

MapeHTEPAIbHBIN AJUIEPTUYECKHUE PEAKIUU.
[lerocTeapuioBblii CIUPT, BKIKOYAS MecTtHbIit Hynesoii MoxeT BbI3bIBATh MECTHBIE
LETUIIOBBIN CITUPT KOXKHBIE peaKLuu (Halpumep,

KOHTaKTHBIM I€pMAaTHUT).

[{uknoaexkcTpruHbI [TepopaneHbrit 200 mr/kr/cyt [[ukn0aeKCTpUHBI MOTYT B BBICOKMX J103aX IIUKIIOJEKCTPUHBI
HanpuMep: BbI3BaTh HapyLICHUE CIOCOOHBI BBI3BIBATH 0OPATUMYIO
Anbdanekc MUILEBAPEHNUS, TAKHE KaK JIMAper0 U YBEIIMYEHHUE CIIENOMN
Beranexc (E 459) IIOHOC. KUIIKH Y dKUBOTHBIX.

Y-LIUKIIOJIEKCTPUH
Cynbho0yTuIoBIH-3pUp-B-IIUKI0AEKCTPUHA
(SBE-B-CD)

I'uapoxcunponunberanexc

becniopsiouHO METUIIMPOBAHHBIN
B-IMKI0AEKCTPUH

(RM-B-CD)
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
IIPUMEHEHUS

[uxnoaekcTpruHb [Mapentepanbubrii | 200 mr/kr/cyT Ecnu y Bac 3aboneBanue Hespenast pyskmmst KIryOO4YKOB y
HanpHMep: Y IPUMEHEHUE | TIOYEK, PEXIe YeM HayaTh JleTel Muajie
Anbdanekc >2 HeleNb IPUMEHSTH JaHHBIN 2 et MOXeET 3alluLaTh UX OT
Beranekc (E 459) JIEKapCTBEHHBIN ITpenapar, MMOYEYHON TOKCUYHOCTH, HO
Y-IMKJIOEKCTPUH IIOCOBETYWUTECH C JIeHallluM IPUBOJIUTH MPU 3TOM K
Cynb(o6yTHIOBbIIT BpPavyOM. MIOBBILIEHHOMY COZEPKaHHUIO
-3¢up-p-unxnoaexcrpuna (SBE-B-CD) HUKJIOJICKCTPUHOB
IM'unpokcunponunderaaexc B KPOBH.
becniops104HO METUIIMPOBAHHBIN VY nanueHToB ¢ HapyLIEHUEM
B-IMKI0AEKCTPUH (GYHKLMU MOYEK CpeJHEeH U TKeI0H
(RM-B-CD) CTETIEHH MOYKET BO3HUKATH

HAKOIUIEHNE IUKJIOJEKCTPUHOB.
[IMKI0AEeKCTPUHBI HAIIPUMED: BCE 20 mr/kr/cyT JlaHHBII1 JIEKapCTBEHHBIN Huknonexcrpunsl (L) — sto
Anbdanexc npenapaT COAEPKUT X MI' BCIIOMOTaTeJIbHbIE BEUIECTBA,
beranekc (E 459) [IUKIIOJIEKCTPUHA(OB) B CHOCOOHBIE BIHUATH Ha CBOMCTBA

Y-TIUKIIOACKCTPUH

Cynb(ho0yTUI0BBIH-3PUP-B-IIUKI0AEKCTPUHA

(SBE-B-CD)
IManpokcunponunderaaexce
becniopsiiouHO METUITMPOBAHHBIN
B-IIUKIOIEKCTPUH

(RM-B-CD)

KaXa0U <emuHHIIa
JO3UPOBAHUS> <eTUHHUIIA
00beMa™> <4TO KBUBAJIIEHTHO
X mr/<macca><o0bem>>.
He naBaiite gersim mnasmiie 2
JIET, €CJIH TOJBKO HE
PEKOMEHIOBAHO JICUaTM
Bpa4yoM.

(Takue KaK TOKCUYHOCTh U
MIPOHUKHOBEHHUE Yepe3 KOXKY)
JIEHCTBYIOILIETO BEIIECTBA U IPYTUX
nekapcTB. bezonacHocts L/
aHATM3UPOBAIACH BO BPEMsI
pa3paboTKu U OIIeHKH 0€30MacHOCTH
JIEKApCTBEHHOIO IIpernapaTa 1 4e€TKO
onucana B OXJIIL.

Crenenus o Biausiauu 11 Ha neTeit
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
MIPUMEHEHUS
<2 et HeloCTaTOuHbI. B cBs3U ¢
9TUM PUCK/TIONB3Y JUIS MallUeHTa
HEO0OXOAMMO OIEHUBATH B
WHUBUTyaJIbHOM MOPSAKE.
OcHOBBIBasICh Ha UCCIIEJJOBaHMIX Ha
JKUBOTHBIX U ONBITE HA JIIOJSX,
BpenHoe nercraue L/ He
OJKHJAETCs, ECIIN J103a
Hwke 20 Mr/Kr/cyT.
DTaHo (CIUPT STHUIIOBHIN) [TepopanbHblid, Hynesoii JlaHHBII JIEKAPCTBEHHBIIN €CJIM 3TAHOJ COJIEP/KUTCS B KAYECTBE
MapeHTEPAIbHBIN, npenapar COACPKUT X MT TEXHOJIOTHYECKOI0 CPEICTBA
VHT AU OHHBIN CIUpTa ATUIIOBOTO (3TaHOJA) (Hampumep, IpU MOKPBITUU

B Ka)KIOH <eIUHMIIA
JO03UPOBAHUSI><€IUHHUIIA
00beMa™> <4YTO SKBUBAJICHTHO
X Mmr/<macca><o0nem>>
<Y %
Macca/<macca><o0beM>)>.
KomnyectBo B
<103a><00BeEM> TAHHOTO
JICKapCTBEHHOTO Tpernapara
SKBUBAJICHTHO MEHEE YeEM
A M1 rBa i B M1 BuHA.

Hebonpimoe xonuuecTBo

TabJIETOK 000IOUKON) WIIH
9KCTpareHTa U BHITAPUBAETCS (HUKE
YPOBHSI, IPUBEJICHHOTO
B PykoBOJCTBE 11O M3y4EHUIO
npUMecei B JIEKapCTBEHHBIX
CpeACTBax W yCTAaHOBJICHHIO
TpeOOBaHUI K HUM B
cnenuuKanusx), HeT
HE00XOIMMOCTH YIIOMHUHATDH 3TAHOII
B MH(OPMALIUH JUIsl AI[EHTOB.

YToOBI paccUnTaTh YIKBUBAJICHTHBIN
O6’beM I1MBa UJIW BUHA, CJIICAYCT
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
IIPUMEHEHUS
CIupTa B JAHHOM UCXOJIUTh U3 0OBEMHOTO
JIEKapCTBEHHOM ITpenapare COJIepKaHUsl ITAHOJIA B MUBE,
He Oy/IeT OKa3bIBaTh paBHOrO 5 % (006/00), 9TO
3aMETHOTO JIEUCTBUSL. 3KBUBAIECHTHO 4 %-HOU
KOHIIEHTpauuu (M/00), 1 B BUHE,
paBHoro 12,5 % (06/00) unu
10 %-no¥ koHLeHTpaluu (M/00)
(MI0THOCTH 3TAaHOJA MIPUHATA
pasHoii 0,8).
OO6bembl muBa 1 BuHA (A u B)
HEO0OXOMMO OKPYTJIISTH JI0
OmpKaifIIero 1eaoro yucia.
OTaHoi (CIUPT 3TUIIOBBII) IIepopanbHbIi, 15 mr/kr Ha JlaHHBII1 JIEKapCTBEHHBIN UTtoObl paccUMTaTh SKBUBAJICHTHBIH
MapeHTepalIbHBbIH, 03y npenapaT COAEPKUT X MI' o0beM MHBa UK BUHA, CIIEAYET
MHTaISIIUOHHBIN CIHpPTa STHJIOBOTO (3TAHOJA) UCXOJIUTh U3 0OBEMHOTO

B KOXXI0H <eIWHHIIA
JIO3UPOBAHUS> <EIMHUIIA
00beMa™> <4yTO KBUBAJIIEHTHO
X mr/<macca><o0bem>>
<(Y %
Macca/<macca><o0beM>)>.
KommgectBo B
<n03a><00beM> JAHHOIO
JICKapCTBEHHOTO TIperapara

COJIep>KaHUs ATAHOJIA B ITHBE,
paBHOrO 5 % (06/00),
YTO dKBUBAJIICHTHO 4 %-HOM
KOHIIeHTpanuu (M/00),
U B BUHE, paBHOTO 12,5 % (06/00)
WA
10%-no1 KoHILIeHTpaluu (M/00)
(TUTOTHOCTH 3TaHOJIA IPUHATA
paBHoii 0,8).




129

HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

3KBHUBAJICHTHO A MJI IMBa
niu B mi1 BuHa.

ManoBeposATHO, KOJIMYECTBO
CIypTa B JAHHOM
JIEKapCTBEHHOM TIpernapare
OKa)KET BIIMSHHE Ha
B3POCIBIX U TTOJIPOCTKOB, a
ero BIHSHHE Ha JeTel He
JIOJKHO OBITH 3aMETHBIM.
OHO MOXET OKa3bhIBaTh
HEKOTOPOE JIEUCTBUE HA
MaJIEHbKUX JIETEH, HapuMep
BBI3BIBATH COHJIMBOCT.

CnupT B TaHHOM
JIEKapCTBEHHOM IIpernapare
MOXET HapylIaTh 1eUCTBUE

JPYTUX JIEKAPCTBEHHBIX
npenaparoB. Eciu Ber
IIpUHUMAETE ApYyTue
JIEeKapCTBEHHBIE MPEnapaThl,
MMOCOBETYUTECH C JIEUALIUM
BpayoM WUJIH PaOOTHUKOM
anTeK!.

Ecnu Ber 6epemenHb! wim

Ecnu npumeHnMo, B3auMOJeiCTBUSA
ATaHOJa HEOOXOAUMO YKa3aTh B
OXIJIII (paznen 4.5).

BapuanTt ykazaHus cBeieHUN B
OXJIIT:

Jo3a (BeIOEpUTE MAaKCUMAJIBHYIO
J103y) JTaHHOTO JIEKapCTBEHHOTO
npemnapara, BBogumas (peOeHKy B
BO3pacte A et ¢ maccou B kr wim
B3pOcioMy ¢ Maccoit 70 Kr),
npuBezeT K skcno3unuu C Mr/kr
ATAaHOJIa, KOTOpasi MOXKET BHI3BATH
MOBBIIIIEHNE KOHIIEHTPAILlUU CIIUPTA
B KpoBH, paBHOe D mr/100 m.

[nst cpaBHEHUA: Y B3pOCIIOrO,
BBEINUBIIEro Ookai BuHa wik 500 mu
MH1Ba, KOHIICHTPAIIHSI CITUPTA B
KpPOBH OYJIET COCTaBIATh OKOJIO
50 mr/100 m.

ConyrcTBytoliee BBeJICHUE
JICKapCTBEHHBIX MPENapaToB,
COJIEpIKAIINX, K IPUMEPY,
MPONIJICHTITUKOJIb WA 3TAHOII,
MOJKET IPUBECTU K HAKOTUICHHIO
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

KOPMMUTE IPYyIbIO, IPEXKIE
YeM NPUHATH JAHHBIN
JIEKapCTBEHHBIN ITpenapar,
IIPOKOHCYJIBTUPYHUTECH C
JeYaliyuM BpauyoM WU
pPaOOTHUKOM aNTeKH.
Ecnu y Bac ankoronpHast
3aBUCHUMOCTb, [IOCOBETYHTECH
C JIeYaluM BpadyoM HJIN
pabOTHUKOM anTeKH, MPex/ie
YeM MPUHSATH JaHHBII
JIEKapCTBEHHBIN Mpenapar.

3TAHOJIa U BBI3bIBATH
HE)KeJIaTeNIbHbBIC PeakIluu, B
O0COOCHHOCTH Y MAJICHBKHX JCTEH C
HHU3KOM WJIM He3peson
METa0O0INYECKOM CIIOCOOHOCTBIO.

Ecnm no3a BBOOUTCS B TCUCHHUE
JUTUTEIIBHOTO BPEMEHH (HarpuMmep,
MIPH MIOMOIIY MeATICHHOU UHDY3UU

B T€YCHUE HECKOIBKHUX YacOB),
MOBBIIIEHHE KOHIIEHTPALUU CIIUPTA
B KpOBH OyzieT MeHbIIIE, a 3PPEKTHI
aJIKOTOJIS MOTYT OBITH CHUKEHBI. B

MOJI00HBIX CITyYasx
smcTok-BKkaaabit U OXJII qomkHbl
BKJTFOYATh TaKyio (hOPMYIHUPOBKY,
KaK: MOCKOJIbKY JaHHBIN
JIEKapCTBEHHBIN TTpenapaT 0ObIYHO
BBOJIMTCS MEIJICHHO B TeueHHe XX
4acoB, 3P PEKThI CIUPTA MOTYT OBITh
CHIDKCHBL.

OraHoi (CIUPT 3TUIIOBBII)

IIepopanbHbIi,
MapeHTEePATbHBIN,
HHTAJISIIUOHHBIN

75 Mmr/xr
Ha JI03y

JlaHHBII1 JIEKapCTBEHHBIN
rpenapar COAEpKUT X MI'
CIUpTa 3TUJIOBOTO (3TaHOJIA)
B KOXKI0M <eqUHHIIA

Urto0bl paccYnTaTh SKBUBAJICHTHBIH
00bEeM NUBA UM BUHA, CIETYET
UCXOJIUTh U3 0OBEMHOTO
COJIEPKaHus ATAHOJA B NIUBE,
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

JO3UPOBAHMUA> <CAUHHUIIA
00BbeMa™> <4YTO HKBUBAJIEHTHO
X mr/<macca><o0bem>>
<(Y % macca/
<macca><o0bem>)>,
KomnyectBo B
<103a><00BeEM> TAHHOTO
JIEKapCTBEHHOIO IIpenapara
SKBHBAJCHTHO A MJ IMHMBa
unu B M1 BuHa.

CrupTt B TaHHOM
JIEKapCTBEHHOM TIpernapare,
CKOpee Bcero, Oyer
HEraTUBHO BJIHTH Ha JETEH.
Ot 3¢ HeKTh MOTYT
BKJIFOYATh COHJIUBOCTh U
n3MeHeHus noseneHus. OH
TaK)Ke MOXKET HETaTHBHO
BIIUATH HA UX CIIOCOOHOCTH
COCpeoTaunBaTh BHUMaHUE
Y y4acTBOBaTh B (PU3UIECKOMN
AKTUBHOCTH.

KonunuecTBo criupra B
JAHHOM JIEKapCTBEHHOM

pasHoro 5 % (06/00),
YTO SKBUBAJIEHTHO 4 Y%-HOU
KOHIIeHTpanuu (M/00),
U B BUHE, paBHOTrO 12,5 % (06/00)
WTH
10%-noii koHIeHTpanuu (M/00)
(TJIOTHOCTH 3TaHOJIAa IPUHATA
pasHoii 0,8).
Ecnu npuMmeHnMo, B3auMoIeiCTBUSA

ATaHOJa HEOOXOAUMO YKa3aTh B

OXIJIII (paznen 4.5).

BapuanT ykazaHus CBeICHUI B
OXJIIT:

Jlo3a (BbIOEpUTE MaKCUMAIIbHYIO
JI03Y) TaHHOTO JIEKAPCTBEHHOTO
npemnapara, BBoaumas (peOeHKy B
BO3pacTe A jeT ¢ Maccoil B kr nin
B3pocioMy ¢ Maccoit 70 Kkr),
npuBeeT K skcno3uuu C Mr/kr
3TaHoJa, KOTOpas MOKET BhI3BATh
MOBBIIIIEHUE KOHIICHTPALUU CIIUPTA
B KpoBH, paBHOoe D mr/100 mu1.

Jnst cpaBHEHUA: Yy B3pOCIIOrO,
BBIMTUBLLEr0 Ookai BuHA win 500 mu
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

[pernapare MOXET HETaTUBHO
BJIMSITH Ha CIIOCOOHOCTH
YIPABIATH TPAHCIIOPTOM HIIU
HCIIOJB30BaTh MEXAHU3MBI.
ITO CBSI3aHO C TEM, YTO OHO
MOJKET HETaTUBHO BIUATH Ha
CYXJICHHE U CKOPOCTh
peaxIuu.

Ecnu y Bac snunencus wimn
poOJIeMBI ¢ TICUYEHBIO,
MMOCOBETYUTECH C JICUAIIUM
BpauoOM HIIM PAOOTHUKOM
anTeKH, IPEXKJIC YeM MTPUHSATH
JTAHHOE JIEKapCTBO.

Cnupt B JaHHOM
JIEKapCTBEHHOM Ipernapare
MOXET HapyliaTh 1eUCTBUE

JIPYTUX JIEKApCTBEHHBIX
npemnaparos. Eciu Bel
MIPUHUMAETE JPYTHe
JIEKapCTBEHHbIE MTPEeNaparhl,
MOCOBETYHUTECH C JICUAIIUM
BpauoM WJIM PaOOTHUKOM
anTeKH.

NMBa, KOHIICHTPALKS CIIUPTA B
KPOBH OY/IET COCTABJISATH OKOJIO
50 mr/100 mir.

ConyTcTByrol1ee BBeICHUE
JICKapPCTBCHHBIX MPETapaToB,
COJIEpIKaIINX, K IPUMEpY,
MPOITUJICHTIIMKOJb WJTH ATaHO,
MOJKET IPUBECTU K HAKOTUJIICHHUIO
3TAHOJIa U BBI3bIBATH
He)KeNaTelbHbIe Peakiluu, B
O0COOEHHOCTH Y MaJICHbKHUX JIETEH C
HU3KOW WJIHM He3penon
MeTa00JINIECKOM CIIOCOOHOCTBIO.

Eciu no3za BBOOUTCSA B TEUECHHE
JUTUTENILHOTO BpEeMEHU (Hanmpumep,
MIPY TIOMOIIIY MEJUIEHHON HH(Y3UU

B T€UCHHE HECKOJIBKUX YaCOB),
MOBBIIIICHUE KOHIICHTPAIINY CITHPTA
B KpOBHU OyzieT MeHblIe, a 3)(HeKThI
QJTKOTOJISI MOTYT OBITH CHIDKEHBI. B

NOJOOHBIX CIy4asx
JucTOK-BKIaAbIII U OXJIIT momKHEI
BKJIIOYATh TaKyI0 (POPMYIHUPOBKY,
KaK: MOCKOJIbKY JaHHBIN
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[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0

MEIUITUTHCKOMY TIPUMEHEHHUIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH

XapaKTEPUCTHKH
JIEKapCTBEHHOTO Iperapara

JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

Ecnu Bl 6epemeHHb! niu
KOPMMUTE I'PYIbIO, IPEXKIE
YeM MPUHSATH JAHHBII
JIEKapCTBEHHBIN Mpernapar,
IIPOKOHCYJIBTUPYUTECH C
JeYalyM BpadyoM WIIH
pabOTHUKOM anTeKH.
Ecnu y Bac ankoroisbHas
3aBUCUMOCTB, IOCOBETYHTECH
C JIeHallluM Bpa4yoM WIN
pabOTHUKOM anTeKH, MPexKIe
YeM NPUHATH JAHHBIN
JIEKapCTBEHHBIN ITpenapar.

JIEKapCTBEHHBIN MIpenapar 0ObIYHO
BBOJUTCS MEJUICHHO B TeueHne XX
9acoB, 3PPEKTHI CIIUPTA MOTYT OBITh
CHWIKEHEI.

OrtaHoi (CIUPT 3TUIOBBII)

Koxubiin

Hynesoit

JlaHHBII1 JIeKapCTBEHHBIN
npemnapaT COACPKUT X MT
CIIUpTa THJIOBOTO (3TaHOJIA)
B KOKIOU <eIMHHIIA
JO3UPOBaHUA> <ECAUHHUIIA
00beMa™> <4YTO HKBUBAJIEHTHO
X Mr/<macca><o0bem>>
<(Y % macca/
<Macca><o0beM>)>.

MoxeT BBI3BIBATh YYBCTBO

JKKEHUS Ha TOBPEXKICHHOU

Y HOBOPOXIEHHBIX
(HETOHOIIECHHBIX U JJOHOIIIEHHBIX
HOBOPOXKJICHHBIX MJIAJICHIICB)
BBICOKHE KOHIIEHTPAIIUU 3TaHOJIA
MOTYT IPUBOJIUTH K TSIKEITBIM
JIOKQJIbHBIM PEaKIUsIM U CUCTEeMHOMN
TOKCUYHOCTH BBUIY 3HAYUTEIHHOM
abcopOIny Yepe3 He3PEIyI0 KOKY
(0coOeHHO MO OKKITFO3UOHHOM
noBsizkoi). B OXJIIT u JIB
HEo0X0anMO 100aBUTH
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIUIIMTHCKOMY IPUMEHEHHIO
(JTMCcTKa-BKIIAABINIA) U O0IIeH
XapaKTePUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSE MEJTUITTHCKOTO
MIPUMCHCHHUS
KOXe. COOTBETCTBYIOILIEE
npenynpexaeHue, eciam
OIpaBJaHHO.
B 3aBucumocTtu ot mpoaykTa u
KOHIEHTPALMU 3TAHOJIa MOKET
noTpebOBaThCS MPENYNPEKIACHNE
«oraeonacHo». Heobxoaumo
PaccMOTPETh BKIIIOUEHUE
MpeAynpexaeHu 00
UCIOJIb30BaHUU BOJIM3HU OTKPHITOTO
OTHSI, 32CKEHHOU CUTapeThl UITH
HEKOTOPBIX YCTPONCTB (Hampumep,
¢dbeHoB).
[Ipumeuanue.

! ITepeuens oraymiek (apoMaTH3aTOPOB), COAEPHKAIMX AILIEPTEHbI

3-metui-4-(2,6,6-TpuMeTHII-2-IIMKJIOTeKCeH- | -min)-3-0yTeH-3-0H 127-51-5
d-nmuMoHuH 5989-27-5
AMunnuHHaManb 122-40-7




135

AMWIIMHHAMUIIOBBIN CIIUPT 101-85-9
AHW3WIOBBINA COIUPT 105-13-5
bensunbenzonar 120-51-4
beH3mioBsIil ciupt 100-51-6
benswicanuuunar 118-58-1
bensunimunamar 103-41-3
['excunmuHaManbaerua 101-86-0
I'epanuon 106-24-1
' IpOKCUMETHIIIIEH THII-IIMKJIOTeKCEHKApOOKCaIh ICT /T 31906-04-4
I'uapoxcunTpoHeIiaib 107-75-5
JlpeBecHbIi MOX 90028-67-4
J1y0OoBbIi MOX 90028-68-5
N309BreHon 97-54-1
Kymapun 91-64-5
JIunnans 80-54-6
Jlunanoon 78-70-6
MetunarentankapooHat 111-12-6
dapHeson 4602-84-0
[{unramaip 104-55-2
[{MHHAMWIIOBBIN CIIUPT 104-54-1
uTtpans 5392-40-5
[{utpoHnemnon 106-22-9
DBreHon 97-53-0
3-meTtmn-4-(2,6,6-TpuMeTni-2-1UKI0reKceH- 1 -mi)-3-0yTeH-3-ox 127-51-5

He AOIIYCKAC€TCA UCIIOJIb30BaTh MUIICBLIC KPACUTCIIU B COCTABEC JICKAPCTBCHHEBIX IMPEIapaToB, HE BOMICAIINEC B TEXHUYECKUN PEriIaMeHT EBpaSHfICKOFO
SKOHOMHYECKOTO coro3a «TpedoBaHUS O€30MaCHOCTH MHUIIEBBIX J00ABOK, apOMAaTHU3aTOPOB M TEXHOJOTMUYECKUX BCIIOMOTATENbHBIX CPEICTBY
TP 029/2012, yrBepxaeHusiii Pemennem CoBera EBpasniickoit s5xoHOMHYEcKO Komuccuu oT 22 utoiist 2012 1. Ne 58 wnm 3anpenieHHbIe UM.
[losicHenus

Tabnuiia mepedHs BCIOMOTaTeNIbHBIX BEMIECTB COACPKUT CIAeAYIONIHe rpadol:

HanmenoBanue.
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HaunmeHoBaHMe BCIOMOraTeabHOIO BELECTBA yKa3blBaeTCsl Ha ocHOBaHMM HoMeHKIaTypsl MHH ninu ®@apmakonen Coro3a (IIpu HaJM4MuM), BKIIOYAs
yKa3zaHHe eBpOIeicKoro Koja mudpoBoi cucteMbl NHIIEBBIX 100aBok (E kox) (mpu HE0OX0qMMOCTH).

[Tyt BBeneHUs (CI1OCOO MPUMEHEHHS ).

VYkazaHnue myTu BBeACHUs (Crocoda MpUMEHEHHUs1) He0OXO0MMO, MTOCKOIbKY MH(pOpMaLUsi 0 O€30MaCHOCTH BCIIOMOTATENFHOTO BEIIECTBA 3aBHCUT OT
IIyTU €ro BBEIEHUs (HampuMmep, CBEIEeHUs 0 OpOoHXOCIa3Me, 00YCIOBIEHHOM OEH3aJIKOHMS XJIOPUAOM, 3HAUUMBI TOJBKO JUISl PECIIUPATOPHOrO MyTH
BBEJICHUS ).

ITopor.

[Topor — 3HaueHue, paBHOE WJIM MPEBBIIIAIOIIEE 3HAYCHUE COJIEPIKAHMSI BCIIOMOTAaTEILHOTO BEHIECTBA B JIEGKAPCTBEHHOM IIpernapare, KOTopoe Tpedyer
yKa3aHMsI JaHHBIX CBEACHUH B 00I1IEl XapaKTepUCTHKE JIEKapCTBEHHOr0 IpernapaTa 1 JIMCTKe-BKJIa/Ibllle, OH He paBeH npeaeny 6ezonacHoctu. Hynesoii
MOPOT 03HAYAET, YTO CBEIEHUS HEOOXOIMMO YKa3bIBaTh BO BCEX CIyJasx HAJMYMS BCIIOMOTATEIHHOTO BEIIECTBA B JIEKAPCTBEHHOM IIperapare.

Ecnn He ykazaHO MHOE, TO MOPOr BBIPAXKAETCSA B BUJE KOJIMYECTBA BCIIOMOTATENIBHOTO BEIIECTBA B MAKCUMaJIBHOM CYTOYHOM J03€ JIEKAPCTBEHHOI'O
npernapara, yKka3aHHOH B 00IIel XapaKTepUCTHKE JIEKAPCTBEHHOTO IIpernapara.

Ecnn B TekcTe yka3zaHO «Ha 103y», UMEETCS B BUy [103a JIEKAPCTBEHHOIO IIpenapara.

BcrnomoratenbHble BeliecTBa MOTYT NMPOSIBISTH 3PPEKT TOJIBKO CBEPX ONpPEAEIEHHOr0 KoJnyecTBa. Takol MOTEeHIHATbHBIA 3PQEKT yuuThIBajICA MPH
o0111eit OLleHKE COOTHOIIEHHUS MOJIb3a-PUCK MPU PETUCTPALIH JIEKAPCTBEHHOTO Mpernapara.

WNndopmanus uisi MHCTPYKIMH 110 MEAMIIMHCKOMY NPHUMEHEHHUIO (JMCTKA-BKJIAJbIIIA) M OOIIEH XapaKTepUCTHKHU JIEKApCTBEHHOrO Mpenapara IJis
MEAULMHCKOTO IPUMEHEHHUS

[IpuBoIMMBIE CBEIEHUS TOJKHBI OBITh U3JI0KEHBI B IPOCTOM (popMe, YETKO U MOHATHO AJIs NAlUEeHTA.

Texct, npeaHa3HaYeHHBIN 711 0COOO0M MOMYISAIUH MAIUEHTOB, CIeyeT MPUBOIUTH, TOJIBKO €CJIU 3TO MPUMEHUMO.

Jlig nexapcTBEHHOIO Iperapara B BHJIE TBEpJOHl JiekapcTBEHHOW (hopMbl (Hampumep, TaOIETKH, KallCyjbl, CYNIO3UTOPUHU, MOPOILIOK B calle),
KOJIMYECTBO CJIEAYeT yKa3blBaTh Ha €JMHUILY J03UPOBaHUs (Hampumep, Ha TaONeTKy, Kamncymy u T. A.). s KuIkoi JiekapcTBeHHOW (GOpMbI —
KOJIMYECTBO YKA3bIBAIOT HA €IMHUILY 00BeMa (Macchl) (HampuMep, Ha MUJUTHUIATP, TPAMM U T. 11.).

KommenTapun

Tekcr B aTOM Tpade He nMpeaHazHAueH A nmanueHTa. OH COAepKUT MOSICHEHHs TEKCTa B MpeIecTByIolel rpade, HeoOXoaUMbIE ISl KOPPEKTHOTO
yKa3aHHUs 3TOr0 TeKCTa. B HEKOTOPHIX ciydasXx KOMMEHTapHH, c(HhOPMYIHPOBAHHBIE B JOJKHOM CTHJIE, MOTYT OBITh HCIIOJIBb30BaHbl B KaueCTBE
MIPOTUBONOKa3aHUI B 00IIeN XapaKTepUCTHUKE JIEKAPCTBEHHOIO MIperapara.».
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3. [Ipunoxenuss Ne 3 m 4 K yka3aHHbIM TpeOOBAHUSAM H3JIOKUTH B
CIEAYIOLIEN PEIAKIINU:

«ITPMJIOXKXEHUE Ne 3

K TpEOOBaHUSIM K HHCTPYKLIMH 11O
MEIULIMHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHOTO
npernapaTa 1 001el XapaKTepUCTUKE
JIEKApCTBEHHOIO IIpenapara Juist
MEIULIMHCKOTO IIPUMEHEHUS
(B penakuuu Pemenust CoBeta
EBpa3niickoil 5KOHOMUYECKON KOMUCCUU
OT 20 . No )

TPEBOBAHMUS
K ONMHCaHUI0 (p)apMalieBTHYECKHX CBOMCTB BAKIIMH B MHCTPYKIMH 110
METUIMHCKOMY MPUMEHEHUI0 (JINCTKe-BKJIAAbIIIE) JIEKAPCTBEHHOTO
npenapara, o01eii XapakTepucTHKe JeKapCTBEHHOT0 Npenapara
U €ro MapKHPOBKeE

I. O0mwme monoKeHust

Hacrosimiue TpeOoBaHMsSI OTHOCSTCS K COJEPKAHUIO W TIPEICTABICHHUIO
dbapmareBTHUeCKUX JaHHbBIX B uWHpopManmmm o mpemapare  (0oOmIei
XapaKTePUCTUKE JIEKAPCTBEHHOTO Tpernapara), ero MapKUupoBKe U MHCTPYKITUU
M0 MEIUIIMHCKOMY TPUMEHEHHUIO (JIUCTKE-BKJIAJBIIIE) JIEKAPCTBEHHOTO
npenapara (gajgee — JIMCTOK-BKJIAQJBINI) BakKUWH JJISI  MEAUIMHCKOIO
MIPUMEHEHHS, a TAKXKe K OpMaTy U CoepKaHnIo (GOPMYIUPOBOK B pasznenax 4 u
5 oOmiell XapakTepUCTHKHU JIEKAPCTBEHHOTO TIpernapara, KOTOPhIE HMEIOT

HCKOTOPKBIC OCO6GHHOCTI/I, XAPAKTCPHBIC IJIA BAKIIWUH.
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II. Ob11as xapakTepuCTHKa JICKAPCTBEHHOTO IIpenapara

dapmaleBTUYECKUMU pasznenamu o011en XapaKkTEepUCTUKHU
JaekapcTBeHHoOro mnpenapara (namee — OXIJII) sBastorcs pasgenst 1 — 3
n6.1-6.6.

K ¢dapmakomornueckumM W KIMHMYECKUM pasjeiiaM, K KOTOPBIM

NPEABSIBISIOTCS HACTOSIIME TpeOoBaHUs, OTHOcATCS pazaensl 4.1 — 4.9

u 5.1 OXJIIL

1. HaumeHoBaHue 1€KapCTBEHHOIO Mpernapara

Ceenenus B pazaene 1 OXJIII Ha BakMHBI HEOOXOIUMO pacrojiaratb B
CJIEAYIOIIEM TTOPSJIKE:

a) TOpProBO€ HANMEHOBAHUE;

0) [mo3upoBKal;

B) JIEKapCTBEHHasl (hopma;

') OOIIENPUHSATOEC HAMMEHOBAHUE JICKAPCTBEHHOIO Mpenapara.

ToproBoe HamMeHOBaHHE JICKAPCTBEHHOTO IIpemapara: IMpH BbIOOpE
TOProBOI0 HAMMEHOBAHMS JICKAPCTBEHHOTO IIperapara cJleayeT y4UThIBaTh
MOJIOKEHUSI aKTOB OpraHoB EBpa3uiicKOro SKOHOMHUYECKOTO coro3a B cdepe
oOpallleHHs JICKAPCTBEHHBIX CPEJICTB;

JIO3UPOBKA: JIOIMYCKAETCs HE YKa3bIBaTh JIO3UPOBKY, €CJIM OHA HEOUCBHUIHA;

JeKapcTBeHHas (Qopma: IOIMyCKaeTCs HE YKa3bIBaTh JICKAPCTBEHHYIO
dbopmy Bakmumabl B OXIJIIl ecnmm oHa SBISIETCS OYEBUAHOM, HCXOIS U3
HAUMEHOBaHMs BaKIMHBI. Eciu jmekapcTBeHHass opMa BaKIIUHBI HE SIBJISICTCS
OYCBUJHOM U3 €€ HaMMEHOBaHHUSA, €€ HeoOXOIWMO YKazaTh B oOOIIen
XapaKTEpUCTUKE  JIEKQpCTBEHHOro  Mpemapata. B 1memsax — yka3aHus
JEKApCTBEHHOW  (JOpMBI  Cl€AyeT  MCIOJIb30BaTh  COOTBETCTBYIOIIUM

CTaHI[apTHBIf/'I TCPMHUH WA KOM6I/IHaI_II/IIO CTaHAapTHBIX TCPMHUHOB B
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cootBeTcTBUM ¢ HOMEHKNIaTypoil JieKapCTBEHHBIX (HOPM, YTBEPKACHHOU
Pemennem Konnernn EBpa3uiickoil 5KOHOMUYECKONM KOMUCCUU OT 22 neKaops
2015 1. Ne 172.

Ecou  ¢dopma BeImycka nmpeacTaBisieT CcoOOM  mpeaBapUTEIbLHO
3aMOJIHEHHBIM IIIPHUIl C BaKUHWHOW, KOTOpas MNpPOJAETCA B Pa3IMYHBIX
NMEePBUYHBIX  yMaKOBKaX, JIEKapCTBeHHYIO (opmy (dhopMbl)  BBIIyCKa
«MPEABAPUTEIBHO 3aMOTHEHHBIN IINPUI» HEOOXOAUMO YKa3aTh B CIEAYIOIIEH
dbopmynupoBke <[PacTtBop, cycneH3us| Uisi MHBEKIUH B MpEABAPUTEIHHO
3all0JJHEHHOM Mmnpuie>. B  ocCTanbHBIX cioydasX YyKa3blBaTh I[EPBUYHYIO
YIaKOBKY B COCTaBE JIEKaPCTBEHHOU (POPMBI HE AOIYCKAETCs;

OO1enpuHATOE HAaMMEHOBAaHUE  BAKUMHBI: 1OJ  OOUICHPUHATHIM
HAaMMEHOBAHHMEM CJIEAyeT IOHMMATh 3arojlOBOK COOTBETCTBYIOIIEH CTATbU
@apmakonen  EBpa3suiCKOro 3KOHOMHUYECKOIO  COK03d,  YTBEPKICHHOM
Pemennem Komnernn EBpa3zuiickoi 3KOHOMHUYECKOM Komuccuu OT 11 aBrycra
2020 r. Ne 100 (manmee — ®apmaxomes Coroza). B ciaydae ecnu craThst B
®apmakonee Coro3a OTCYTCTBYeT, HEOOXOJWMO CJIEAOBaTh MPaBHIAM
COCTaBJICHHUS 3arojIoBKOB ctaTer @apmakonen Coro3a, BKIKOYas UCIIOIb30BaHUE
TaKHUX CJOB, KaK <OKHBas», «aJICOpOMPOBAHHAS» U «BUPOCOMAY, B CKOOKAX, €CIIH

MIPUMEHHUMO.

2. KauecTBEHHBIN U KOJIUYECTBEHHBIN COCTAB

OcnoBuble cBeneHuss B pazuene 2 OXJIII moimkHBl pacnonaratbCs B
CJEAYIOIIEM MTOPSIKE:

KaueCTBECHHOEC u KOJIMYECTBEHHOEC coAepKaHue KaXKJ10M
(dhapMalieBTUUECKOM CyOCTaHIINN;

Kauye€CTBEHHOE M KOJWYECTBEHHOE COJICP)KAaHUE KaXKJIOTO aJbIOBAHTA WU

azcopOeHTa;
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B) CChUIKA Ha MEPEUYEHb BCIIOMOTaTEIbHBIX BEMIECTB B pazneie 6.1 oomiei
XapaKTEPUCTUKU JIEKAPCTBEHHOIO MIpernapara.

CBenieHust NPUBOSATCA C YUYETOM CIEAYIOUIUX TPEOOBAHUIA:

dapmalieBTUYECKHE CyOCTaHIIUU.

KauecTBEeHHBII W KOJWYECTBEHHBIM  COCTaB MO  COAECPHKAHUIO
dbapmaneBTHUEeCKUX CyOCTaHIIUN BHIPAXKAETCS HA EUHUILY J03BI.

dapMalleBTUYECKUE CYOCTaHIIUM TMOJUBAJICHTHBIX BAaKIIMH JIOJIKHBI
YKa3bIBaTbCSI B COOTBETCTBMU C COOTBETCTBYIOIIMM 3arojIOBKOM CTaTbH
@®apmakonen Coro3a, MpHU HAJUYUU TaKOW CTaThU. B ciydae eciau craThsi B
®apmakonee Coro3a OTCYTCTBYET, HEOOXOJMMO CJIeAOBaTh MpaBUiIaM
coCTaBJIeHHS 3arojioBkoB crareir ®@apmakomnen Coroza. Ecnu dopma Beimycka
COCTOMT M3 HECKOJBKHUX IMEPBUYHBIX YIIAKOBOK WJIA KaMep, COCTaB CJIEAYET
yKa3bIBaTh Ha IEPBUYHOM yIaKoBKe (Kamepe).

B OXIJIIT He nmomyckaeTcs MCIOIb30BaTh COKpAIllCHHbIE HAWMMEHOBAHUS
dbapmareBTHUECKUX CyOCTaHIIM (BKIIFOYasi OEIOK-HOCUTETD).

B pasmene 2 OXJIIl nanmeHnoBanus ¢apmareBTUUECKUX CyOCTaHIUN
HEO0OXO0JIMMO YKa3bIBaTh B COOTBETCTBUU C UX OOIIECIPUHATHIM HAUMEHOBAHUEM
WM XUMHUYECKUM OmNHcaHueM. [I0CKONbKY BaKIMHHBIE AHTUTE€HBI HE HMEIOT
MEXKIYHAPOJHOTO HEMATEHTOBAHHOIO HAMMEHOBAHMWS, HAMMEHOBAHUE KaXIOU
dapmareBTHUEeCKO CyOCTaHIIMU JIOJDKHO (HAaCKOJIBKO 3TO BO3MOJKHO),
COOTBETCTBOBaTh TepMuHoyuornu craren dapmakonen Coro3a Ha BAKIMHHBIC
anTurenbl. HaumeHnoBanue HeapMakoneHbIX (hapMarieBTUUECKUX CyOCTaHITUN
HEOOXOJIUMO YKa3blBaTh B COOTBETCTBUM C UX JIATUHCKUM (TPEUYECKUM)
HAMMCHOBAHMSIMH WJIH B COOTBETCTBUU C 3a00JI€BAHHMSMHU, TOIJICKAIIIMHU
npodUiIaKTUKE, C Y4YE€TOM TMPUMEPOB HAWUMEHOBAHWI BaKIMH, paHeEe
HaxXOJMBIIUXCS B oOpanieHud, U (HapMakoNeHbIX MpPaBUI MPUCBOCHUS

HAaMMCEHOBAHMU aHAJIOTMYHBIM BAKIIMHHBIM aHTUT'€HAM.
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TakCOHOMUYECKHE  HAWMMEHOBAHUSl  KJIETOYHBIX  MHUKPOOPraHU3MOB
BBIJICISIIOTCS.  KypcMBOM. Ha3BaHusi MUKPOOHBIX pOJOB HE COKPAIAKOTCS.
B HaMMmeHOBaHME KaXJOr0 aHTUIeHa OakTepuil U BHUPYCOB HEOOXOJIUMO
BKJIIOYATh YKa3aHUE MITaMMa, CEPOTHUIA WJIH HHOTO MOAXOIAIIETr0 OABUI0BOTO
KJ1accuukaropa.

Heo6xomumMo yka3aTh CBONCTBa BCEX HMCIOJb30BAaHHBIX B MPOU3BOJICTBE
KJICTOYHBIX CUCTEM M, €CJIM IPUMEHHUMO, YKa3aTh UCMHOJIb30BAHUE TEXHOJIOTHUU
pexkomOunantHoM JIHK. Tekct B 00mieil XapakTepHUCTHKE JIEKAPCTBEHHOTO
npernapara u3jiararoT B CIEAYIONIEH peJakiuu: <IoaydeHa oT kKieTok XXX [mo
TexXHOJ0TUM pekomOuHanTHou JITHK]>.

Hanpumep: <noayuena uz ouninouonvix rkiemox uenosexka (MRC-5)>,
<nonyyena u3z kaemok Escherichia coli no mexunonocuu pexomMOUHAHMHOU
J[HK>, <nonyuena u3z K1emox KypuHvlX dIMOPUOHOE™ .

CBeneHust 0 KJIETOYHBIX CHCTEMAX, MCMOJb30BAHHBIX MJII TPOU3BOJICTBA
MOJIMBAJICHTHBIX BAKI[MH, YKa3bIBAlOTCS B BUJI€ CHOCOK B pazzaene 2 OXIJIIL.
B  ocranpHBIX cly4asx ~IpoUecC MPOU3BOJCTBA B  HAMMEHOBAHUU
dbapMalieBTUUECKON CyOCTaHIIMM BAaKIIMHBI YKa3bIBACTCS C MCIOJIb30BAHUEM
CJIIEAYIOLIUX TEPMUHOB:

«rcusas  ammenyuposanuas» (€CIM  BAKUHUHBI  COJAEPXKAT  KUBBIE
MUKPOOPTaHU3MBI);

CUHAKMUBUPOBAHHAS (ecin BaKIMHBI coJiepkar youThIE
MUKPOOPTaHU3MBI).

CseneHnus 0 cocobax  aTTeHyallMMd  WIM  HWHAKTUBAIUU
dbapmareBTHUeCKO CyOCTaHIIMM HE YKa3bIBAIOTCS, €CJIM TOJIBKO 3TH CBEICHMUSI
HE TPEOYIOTCS NI XapaKTEPUCTUKU CBOMCTB (hapMaileBTUUECKON CyOCTaHIIUH,
HalpuMep, B CIIy4ae XOJEpPHOTO BaKIMHHOIO aHTHUI€Ha, 00pabOTaHHOTO

dbopmaiibieruIoM (MOABEPTHYTOTO BO3ACHCTBUIO BBICOKOWM TEMIIEPATYPhI).
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Anbr0BaHTHl U (WK) ancopOeHThl. Eciin BakilMHA COJEPKUT A bIOBAHT
Wi ancopOeHT, ero HeoOxoauMo ykazaTh B pasuene 2 OXIJII. Cnemyer
UCIOJB30BaTh ~ HAaMMEHOBAHUS  ATUX  BEIIECTB B  COOTBETCTBUU  C
HAaMMEHOBAaHMAMHU, yKazaHHbIMU B @apmakoniee Coro3za. [Ipu aTom nomyckaercs
B BHUJIE UCKJIIOYEHUSI BMECTO «ATIOMHUHHS TUAPOKCHUM, THUIAPATUPOBAHHBIMN, IS
a7IcOpOIMN» YKa3bIBaTh «AJTIOMUHUS TUIPOKCHU]I, TUIPATUPOBAHHBIIN.

CoenuHeHuss aIlOMUHUS, KakK TMPaBUiIO, SBISIOTCS aJcOpOCHTaMHU.
KonuuecTBeHHOE coziepxkaHue COeTMHEHUIN alFOMUHUS HEOOX0IMMO YKa3bIBaTh
M0 KOJIMYECTBY aJTFOMUHHUS B JO3€.

JIisi  TONWBANIGHTHBIX BAakIMH B  OCOOGHHOCTH, a Takke JyIs
MOHOBAJICHTHBIX BaKIMH, €CIIU 3TO YJI00HO, KaUeCTBEHHBIC U KOJIMYECTBECHHBIC
JaHHbIe 00 aJbIOBaHTaX W (WJIM) aJcOPOEHTAaX MOXKHO MPEJICTaBUTh B BUJIC
CHOCKH B npezenax pasaena 2 OXJIILL

B OXJIIT u nucTtke-BKIaAbIIIE HE CIEAYET UCIOIb30BaTh COKPAIICHHBIE
HAMMEHOBAHMS aJbIOBAHTOB (aJCOPOEHTOB), COKpAICHUS JOMYCKAIOTCA Ha
MapKHUpPOBKE MIPU HEXBATKE MECTA MPHU YCIOBHUH, YTO JIF0O0E TaAKOE COKPAIICHHE
Oyner pacmmdppoBaHO B pazjesie 2 oOIiel XapakTepUCTUKU JIEKAPCTBEHHOTO
npernapara.

MHoOroa03HbI€ MpenapaTsl.

JI71s1 MHOTOJIO3HOTO MpenapaTa He00XO0UMO MPEAYCMOTPETh CIEAYIOIIEe
ykazanue: «Koumetinep sa8nsemcs MH0o20003ubiM. Konuuecmeo 003 6o ¢hraxkone
YyKazauo 6 pasoene 6.5%;

Cchlika Ha TIepeYeHb BCIIOMOTaTeIbHbBIX BEIIECTB.

B koHme pa3zgema HE0OXOAMMO yKa3aTh CICAYIOIIUN TeKCT: <[loamwiil

nepeueHb 6CNOMO2AMeNbHbIX geujecmes npuseder 8 pazoene 6.1.>.
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3. JlekapcTBeHHas popma

VYkazanue nexkapctBeHHor Gopmbl B pazaene 3 OXJIII nomkHO coBnagaTh
C yKazaHueM JiekapcTBeHHOH (opMmsbl B pazaene 1 OXJIII
DOTOT pa3gen HOOJKEH COJEpPkKaTh ONKHCAHWE MPOMBIIUICHHOW CEpPUU

JIEKapCTBEHHOIO Mperapara.

4. KnnHudeckue TaHHbBIC

4.1. IlokazaHusi K IPUMEHEHUIO.

[loxazaHusi K NPUMEHEHUIO JOJKHBI BKIIIOYATh B CEOSI:

a) 3a0oJieBaHMs, MNOJIEKAIMEe NPOQUIAKTUKE (BKJIIOYasi KOHKPETHBIE
BH/JIbl OPIraHU3MOB, €CJIM IPUMEHNMO );

0) MUHUMAJIBHBIN JOMYCTUMBIN MJI1 TPUMEHEHHsI BO3pacT (Hampumep,
MJIQJICHIIBI C 2-MECSYHOTO BO3paCTa);

B) COOTBETCTBYIOIIHE BO3pPACTHbIE KaTeropuu (Hanpumep,
HOBOPOXIEHHBIE, MIIAJIEHIIbI, IETH, TOAPOCTKH, B3POCIIbIE);

I') MAKCUMAJIBHO JIOITyCTUMBIM BO3pacT, €CIM TAaKO€ OrpaHUYEHUE
HEO0OXOAMMO, UCXOAS M3 TaKuX (PaKTOpOB, KaK SMUAEMUOJIOTHSA 3a00JeBaHUS
WM COJIep >KaHUE aHTUTeHa B BaKI[MHE.

1) yKa3aHWe KOHKPETHBIX MOMYJISIUN TaMEHTOB, AJ1 KOTOPHIX MOIXOIUT
BaKI[MHA, €ClIM HeoOXoAMMO (Hampumep, HEBAKIMHUPOBAHHBIC, MEPBUYHO
BaKLMHUPOBAHHbIE, Haxonsluecs B rpymme pucka). [lomymsnuu, KoTOpheM
BaKI[MHA HE NOJXOAMT, IEPEUUCIISIIOTCS B IPYTUX pa3enax.

4.2. PexxuM 03UpOBAHUA U CIIOCOO MPUMEHEHHUS.

PexxuM 103upoBaHus.

B pazgene HeoOXO0AMMO 4YETKO OMMCATh U Pa3JEIUTh J03bl U CXEMBI
NEePBUYHOM U OYCTEpHOW BaKUMHAIMWA. YKa3aHUs JIOJKHBI COJIEPKaATh

uHpopMaIui0 0 MUHMUMAJIbHOM BO3pacT€ B MOMEHT BBEJCHHUSI NEPBOM J103bI,
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MUHUMAQJIbHBIA WMHTEpPBaJl JO3UPOBAaHUS W MUHHUMAJIbHBIA HMHTEPBAT MEXKIY
NOCJIETHEW J030M M3 MNEpBUYHOW CEepuH, MepBoil OycrepHOM a030il (W,
BO3MOKHO, TIOCIIEIYIOIIMX OYCTEpHBIX J03aX), KOTOpbIE M3YyYAJIUCh B
KIIMHUYECKHUX MCCIIEIOBAHUSX.

JIyist GOJIBIIMHCTBA BAaKIMH, MPEAHA3HAYCHHBIX [JISI MIIQJICHIIEB, W IS
OONBITMHCTBA OYCTEPHBIX AHTUTCHOB, PYTHMHHO BBOJIMMBIX B MJIaJICHYECKOM
BO3pacTe, Tpedyercsl ykazaTh MH(POpPMAIMI0O O HEOOXOJMMOCTH BBITIOJTHEHUS
YKa3aHUW YIIOJIJHOMOYEHHBIX OPraHOB TI'OCYAApCTB — 4WICHOB EBpa3uiickoro
SKOHOMHYECKOI'O COK03a B OTHOIIEHWH KOHKPETHBIX CPOKOB BBEJICHHS TaKHX
BAKIIMH.

HeoOxonuMo ykazaTh OTHENbHBIE PEKOMEHJAIMU 10 J103aM U CXeMe
BBEJICHUS JUJISl PA3JIMUHBIX BO3PACTHBIX IPYMI WM HOMYJISLUUNA, ONPeaeasieMbIX
10 IPYyTUM MapaMeTpaMm (Harpumep, MUMMYHOICTIPECCUBHBIX JIUII).

[lenecooOpa3Ho yka3bIBaTh HAa BO3MOKHYIO B3aMO3aMEHIEMOCTh BaKLIUH
BHYTPH CXEMBbI BAKIIHALINH.

Iyt BBEACHUS.

HeobOxomqumMo  yka3aTb  NyTh  BBEA€HUs  (Hampumep,  BHYTPb,
BHYTPUMBIILIEYHO), a JJI1 HWHBEKIMOHHBIX BaKIMH — TakXkKe MECTO
IPEANOYTUTEIBHOTO BBEICHUSI (HAIIpUMeEp, ACJIbTOBHUIHASI MBIIIA).

Ecnu 3T0 mpuMeHHMMO 71 KOHKPETHOW BaKLMHBI, B JIaHHOM paslesie
IPUBOJIATCS CleyIoue GopMyIUPOBKU:

<Tonbko 0151 npuema Hympb, He 015 UHLEKYUOHHO20 86E0eHUI™,

<He 6600umu 6 cocyoucmoe pycio>,

<[looxooicnoe 6gedenue Oonyckaemcs 6 UCKIIOUUMENbHbIX CYYasix
nayueHmam ¢ mpomooyumoneHuen uiu HapyweHusmu cemocmasa. JIoowvie
oanHbvle o 0e30naACHOCMU U UMMYHHOMY OMEeny npu makom 66e0eHuU ciedyem

npusecmu 8 pazoeie 4.4.>.
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4.3. ITpoTnBONOKA3aHUS.

[IpoTuBOMOKa3aHUsl, Kak MPaBWIO, OrPAHUYUBAIOTCA aOCOTIOTHBIMU
MPOTUBOIOKA3aHUSIMU, KOTOPBIE aKTyaJIbHbI HA MOMEHT BBEJICHHUSI.

Heo6xomumo, kak MUHUMYM, YKa3aTh CIEIyIOIIee:

<[ToproBoe HauMEHOBaHWE| HE CJIEAYET BBOJAUTH JIMLAM C H3BECTHOM
TUINEPUYYBCTBUTEIBHOCTHIO K JTI000MY KOMIIOHEHTY BaKIIMHBL>;

<IlomoOHO npyruM BakKI[MHAM, BBEJCHHWE [TOProBOE HAWMEHOBAHUE]
JUIAM C OCTPBIMHM TSDKEJIBIMUA JIMXOPAJOYHBIMU 3a00JICBAHUSIMU  CJIEAYET
OTJIOXKHUTh>.

4.4. Ocobble yKa3aHUs U MEPHI MPEOCTOPOKHOCTH NMPU TPUMEHEHUH.

Ecnu 3T0 mpuMeHMMO, MIPUBOJATCS CIEAYIOIIME YaCTO BCTPEYAIOIIUECS
yKa3aHUs:

<[10006HO 6cem UHBEKYUOHHbIM B6AKYUHAM, NPU BO3HUKHOBEHUU PEOKO
scmpeuanwe2ocss nocie 668e0eHuUsl BaAKYUHbL AHAQDUIAKMUYLECKO20 SA61eHUs
HeobXo0umMo 6ce20a pacnoaazams 603MONCHOCHbIO OKA3AHUSL MeOUYUHCKOU
HOMOWU U OCYWecmeleHUsi Hab0OeHU™

<[Topeosoe naumeHnosanue] HU NpuU KAKUX CAY4AAX HE OONYCKAEMCs
8600UMb 8 COCYOUCTOE PYCILIO>)

<B npoyecce npouzgoocmea OaHHO20 Npenapama UCHOAb306ANCH
muomepcan, 6 20MOo8OM npenapame MO2Ym COXPAHAMbCA €20 OCMAmoOyHoe
cooeparcanue, 8cie0cmsue 4e2o Mo2yn 603HUKAMb peakyuu CeHCUOUnUIayuu>

<I10006HO ocmanbHbIM 8AKYUHAM, 3AUUMHBIY UMMYHHBIU OMEem MOdcem
BO3HUKAMb He Y 8CeX 8AKYUHUDYEMBIX TUY> .

B nanHom pasznene Takxe CieayeT OnucarTh:

HEJIOCTAaTOYHYIO pOoUITAKTUYECKY IO 3 PEeKTUBHOCTD 7M1
OTPAaHUYCHHYI0 TIEPEKPECTHYI0 MNPOPUIAKTUYECKYIO 3P(DEKTUBHOCTH B

OTHOHIICHUH IITAMMOB UJIN CCPOTUIIOB, HC BKIIIOUCHHBIX B BAKIIUHY,
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CUTYAIlNH, HaIIpUMEp, BBEJICHUE JIUIaM, HAXOAAIIUMCS B UHKYOAallUOHHOM
nepuosie 3a00JeBaHMs, WIM MOMYISUUU (HAapuMep, MOXKUIIbIE), ¥ KOTOPBIX
3 PEeKTUBHOCTH BAKIIMHBI HE U3Yy4ajach U B IIEJIOM HE OXKUIACTCS;

(bakTOphl, KOTOPBIE XapaKTEPHBI JIJIs1 HAPYILIEHHOTO KIMMYHHOT'O OTBETA.

B oTHOIIEHNM KUBBIX aTTEHYHPOBAHHBIX BAaKIMH HEOOXOJAMMO OMHUCATh
BO3MO>KHOCTb IepeIau BAKIIMHHBIX ITAMMOB, & TAKKE BO3MOKHOCTb PEBEPCUU
BUPYJICHTHOCTHU WJIM PEACCOPTALlMU CO IITAMMaMU JUKOIO THUIIA.

4.5. BzaumoaencTBue ¢ APYTMMH JIEKAPCTBEHHBIMHU IMIpenaparamu U
JpyTHUe BUJbI B3aUMOJICHCTBHUSI.

B nmanHOoM pazgene HeoOXOIMMO  pa3rpaHUYUTh  yKa3aHUs IO
OJTHOBPEMEHHOMY BBEJICHHIO, OCHOBAHHbIE HA KIMHUYECKHUX JIaHHBIX, OT TaKUX
yKa3aHu#, OCHOBAaHHBIX Ha OOIIMX MpUHLMNAX. B 11e10M yA0BIETBOPUTEIBHBIE
JAHHbIE, TMOJYYEHHbIE 1O pe3yjabTaTaM OJHOBPEMEHHOIO  BBEICHUS
penpe3eHTaTUBHOM BaKIIMHbI OTIPEIETICHHOTO THIIA (Hammpumep,
KOMOWHHUPOBAHWE BaKIUHBI 1751 Tpoduiaktuku audrepun, CTOIOHSKA,
KOKJIIOIIA W BAaKIMHBI C JPYTMMHU aHTHUTEHAMH C OJHOW W3 HAaXOMISAIIMXCS Ha
pBIHKE BaKIMH [ NPOPUIAKTUKU KOpPHU, SMUAEMHUYECKOrOo MapoTUTa U
KpPacCHYXH), JOJDKHBI CIIYKUTh B KaueCTBE OOOCHOBaHUSI OOWIETr0 yKa3aHus IO
OJIHOBPEMEHHOMY BBEJICHHIO.

HeoOxonmuMo  omucaTh KIMHUYECKH BaXHYIO U MOTEHIIHMAIBHO
KJIMHUYECKU BAXKHYIO UMMYHHYIO HHTEP(PEPEHIHUIO.

Heob6xoquMo OTMETUTh OTCYTCTBHME JIaHHBIX 00 OJHOBPEMEHHOM
BBEJICHHUM BMECT€ C BAaKIMHOW ONPENEICHHOTO THUIIA, €CJIH BEPOSITHOCTD
OJTHOBPEMEHHOI'O0 BBEJCHMUS Ipemnapara ¢ HEHd BbICOKA, HAIpUMEp C

WCIIOJIb30BAaHUEM CIEAYIOIUX (OPMYIHPOBOK:
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<V  nayuenmos, noayuarowux UMMYHOOENPECCUHyl0  mepanuio,
U Nayuenmog ¢ UMMYHOOeDUYUMOM MONCem He pPa3eUumvcsi 00CMAmMOYHbIL
UMMYHHbLL OmMeem=>;

<Bmecme c [mopeosoe Haumenoganue] He Oonyckaemcs 6800UMb
UMMYHO2II00VIUH>,

<IIpu neobxooumocmu HemeOonreHHO20 obecnevenus 3awumsl, [mopeogoe
HaumeHoganue|  donyckaemcsi — 68o0umb  emecme  C  [HOpMATbHBIM,
X-cneyuuunoim| ummyHno2n006yaunom. Beeoenue [mopeosoe naumenosanue] u
UMMYHO2I0OVIUHA Clledyem OCYWeCmesamb 8 pa3Hble KOHeUHOCIU™> .

4.6. epTUIBHOCTH, OEPEMEHHOCTD U JIAKTAIIHS.

JInst  BakIuH, KOTOpble OyAyT BBOAHUTHCS  HCKIIOYUTEIBHO B
npenyOepTaTHOM BO3pacTe, T0CTaTOYHO YKa3aTh:

<[ToproBoe HauMeHOBaHHE| HE MPEIHAZHAYEHO IJI1 B3pOCHbIX. JlaHHbBIE
O TPUMEHEHHHM BO BpeMs OCpPEeMEHHOCTH M JIAKTAllMM y YEJIOBEKa, a TaKkKe
pe3yIabTaThl PEMPOAYKTUBHBIX UCCIEAOBAHUHN HA KUBOTHBIX OTCYTCTBYIOT>.

JIist  BakiMH, TpeIHA3HAYEHHBIX JJIsI JIUI] JETOPOJHOTO BO3pAaCTa,
B JaHHOM pazjieje HEoOXOIUMO OMHUCcaTh UMEKIIUNCS JOKJIMHUYECKUN |
KJIMHAYECKHUH OIBIT B OTHOIICHUH TaKOM TOIYJISIINH.

JIJ1si ”HAKTUBUPOBAHHBIX BAKIIMH II€JIECO00Pa3HO MPUBECTH CIAEAYIOMIYIO
PEKOMEHIAIHIO:

<I10006HO Opyeum UHAKMUBUPOBAHHBLIM BAKUUHAM, 8ped O Ni00d He
oorcuoaemcs. OOHaxko [mopeogoe HaumeHosaHue| credyem NPUMEHAMb 80
epems bepemMeHHOCmU MOJbKO NPU A8HOM PUCKE UHGUYUPOBAHUS> .

JXKvBbie aTTeHYHpPOBAaHHBIEC BAaKIIMHBI, KaK TIPABUIIO, MPOTHUBOIIOKA3aHbI BO
BpeMs OepeMeHHOCTH. B ciydae ecnm BakmuHa SBISETCS XOPOIIO M3YYCHHBIM
mpenaparoM, B OTHOIICHHH KOTOPOTO MMEETCS ONBIT TPUMEHCHHS B

COOTBCTCTBHUU C Tpe60BaHI/I$IMI/I HpaBI/IJ'I perucrpaliii M  3KCIICPTHU3bI



148

JICKapCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO TMPUMEHEHHS, YTBEPIKICHHBIX
Pemennem CoBera EBpa3zuiickO 3KOHOMHUYECKOW KOMHCCHM OT 3 HOSIOps
2016 r. Ne 78, mocTtaToyHO yKa3aThb HHGOPMAILUIO O HELEIecO00pPa3HOCTH
BaKI[MHAIIMUA BO BpeMsi OEpPEMEHHOCTH MPU OTCYTCTBUM SIBHOM HEOOXOAUMOCTH.

J1J1st ”THAaKTUBUPOBAHHBIX BaKI[MH B OTHOIICHUH JaKTAllUU IIPU OTCYTCTBUU
JAHHBIX, KaK MPaBUJI0, YKA3bIBAETCA CIEAYIOIICE:

<Bnusinue na 0emeil, HAxX0OAUWUXCSL HA 2PYOHOM BCKAPMIUBAHUU, B8eOEHUE
[mopeosoe naumenosanue| ux mamepsam, He u3yuaIOCy>.

Pexomenpanuu B OTHOIIEHWU JKUBBIX AaTTEHYMPOBAHHBIX BaKI[UH
COCTAaBJISIIOTCS B MHAMBUIYAJTLHOM TOPSIIKE.

4.7. BnusHue Ha CIOCOOHOCTH YIPaBJISATh TPAHCIIOPTHBIMU CPEJICTBAMU U
paboTaTh ¢ MEXaHU3MaMHU.

Jist  BakmuH, KOTOpBIe OyAyT BBOJWTBCS  HCKIIOYUTECIBHO B
npeny0epTaTHOM BO3pacTe, I0CTATOYHO yKa3aTh:

<[Topeosoe naumenosanue| He npeoHa3ZHaAYEHO OJisl B3POCIIbIX> .

Ecnu BaknmnHa mnpegHazHaueHa B3POCIBIM, MPUBOJIATCA CTaHIAApTHHIC
PEKOMEH/IAIIHH.

4.8. HexxenarenbHple peakyiy.

B nanHoM pasjmene asis BaKIMH JOJHKHBI OBITH MPUBENICHBI CIIEAYIOITHE
yKa3aHus (CBEJCHHUS):

a) TaHHBIC O MECTHBIX U CUCTEMHBIX PEaKITUsIX;

0) ocoOble 3aMedaHus 00 ONpeIeICHHBIX HEXKEIAaTeIbHBIX JIEKaPCTBEHHBIX
peakiusax (Harnpumep, Tuxopajaka, GeOpusibHbIC CYI0POTH);

B) HE)KEJIaTeNIbHBIE ~ JICKAPCTBEHHBIC  pPEAaKIMM W 4YacToTa  HUX
BO3HMKHOBEHHMSI 10 BO3PACTHBIM TPYIIIaM, YHCJIO 703, aHAMHE3 BaKIIMHAIIHH,
BO3HHKIIIME B XOJ€ KIMHUYECKUX WCCICIOBAHUM U TI0 pe3yibTaram

MOCTPCTUCTPATMOHHOTO Ha6J'IIOI[€HI/IH;



149

r) ocoOble yKa3aHWsi O JIIOOOM TIOBBIIIEHUM YaCTOThl BO3HUKHOBEHUS
HEXETaTeIbHBIX JIEKapCTBEHHBIX peaKImii, OTMEYABIIINXCSI pu
OJTHOBPEMEHHOM BBEJCHUU C IPYTHUMH BaKIIMHAMHU.

4.9. llepeno3upoBka.

Heo6xoqumMo omnurcath BeChb MMEIOIIMICS OMBIT nepeno3upoBku. Ciemyer
yKa3aTh, YTO TEPEeJIO3MPOBKa MAaJOBEPOATHA MPU JAHHOM (opMe BBIMyCKa

(Hampumep, MpeABAPUTEIBHO 3aII0JIHEHHBIN IITPULY).

5. @apMaKkoJIOruyecKre CBOMCTBa

5.1. ®apMakoAMHAMHYECKHE CBOMCTBA.

B nmanHoMm paszgene HEOOXOAUMO KpaTKO OOOOIIMTH (HAampuMep, B BUIE
TaOnuIbl) HamboJee 3HAYMMbIE HWMMYHOJOTHYECKHE JaHHBIE (UCIOJIb3Ys
HanOoJiee 3HAUNMBIC TTapaMeTPhl) U BCE BATUIHBIC OICHKH SKCIIEPUMEHTATBHOM
abdextuBnoctu (efficacy) u peanbHoit »ddexktuBHOCcTU (effectiveness)
(c yueroM HEIOCTAaTKOB OTHOCHUTEIHHO TOMYJALMH, Y KOTOPOH OHH
onpenensunch). I[lpu HEOOXOOAUMOCTH JaHHBIE CIEAyeT pa3deiauTh Ha
NEPBUYHBIC CEPUHM BaKIMHAIIMM M OYCTEPHYIO BAKIIMHAIMIO, IO BO3PACTHBIM
TpynmaM Wid ApyruM dakTopaM (Harmpumep, IMMYHOICTTPECCHS).

B pazmen nmomyckaeTcsi BKJIIOYHTH CBEIEHUS OO0 YCTAHOBJICHHOM WIIU

npeamnojagaraCMomM HMMYHOJIIOTUICCKOM KOPPCIIATE HpO(l)I/IJ'IaKTI/IKI/I.

6. ®apMalleBTUYECKHE CBEICHUS

6.1. Ilepeuenp BcmomoraTeabHBIX BEIIESCTB

BcnomorarenbHbie BelecTBa HEOOXOIUMO NEPEYUCTUTh B COOTBETCTBUU
C HACTOSIIUMHU TPpeOOBAaHUSAMH, UCTOJB3YsI COOTBETCTBYIOIINE OOIICITPUHATHIC
HauMeHoBaHMs. [10100HO BceM BCrioMoOraTeIbHbIM BEIlleCTBAaM KOHCEPBAHTHI B

paznene 6.1 cienyer yka3blBaTh Kau€CTBEHHO, & HE KOJIMYECTBEHHO.
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B pasnmene 6.1 He ciemyer nepeyUCIATH OCTATOYHOE COJIEPIKAHUE
PEaKTUBOB, HCIOJb30BAHHBIX MpU Mpou3BojcTBe. OJHAKO OMNpPEICIICHHBIC
OCTaTOYHbIC MPUMECH, HampuMep, NIPUMECH AHTUOMOTUKOB WJIM HHBIX
MPOTUBOMHMKPOOHBIX TpenapaToB, HCIOJB30BAHHBIX B TMPOU3BOJICTBE U
WU3BECTHBIX CBOMMH aJUICPTCHHBIMH CBOMCTBAMH, CIIOCOOHBIMHU BBI3BIBATH
HE)KeJlaTeNIbHbIE PEAaKIUH, TOMyCKAETCs yKa3biBaTh B pasneie 4.3 OXJIII.

BcnomorarenbHble  BemiecTBa BaklMH, (OPMOM BBIMYCKAa KOTOPBIX
SBJISIETCS HECKOJIBKO MEPBUYHBIX YIMAKOBOK WJIM IIIPHUIIBI C IBOMHON KaMepoi,
HEO0OXO0IMMO yKa3aTh HAa IEPBUYHOM YITAKOBKE WJIU Kamepe.

B OXJII wu naucTke-BKIAJBIIIE HE JIONMYCKAaeTCS HCMOJb30BaTh
COKpAIlICHHbIC HAWMEHOBAHUSA BCHOMOTAaTeNbHBIX BemlecTB. OpHako nOpu
HEXBAaTKE MeECTa COKpallleHHbIE HAaMMEHOBAHUS BCIIOMOTaTEIbHBIX BEIIECTB
JOTTYCKAeTCsl YKa3blBaTh B MAPKUPOBKE MPHU YCIOBUH, UTO OHU paciiipoBaHbI B
pazaene 6.1 OXJIIL.

B paznene 6.1 He yka3pIBatoTCA aabIOBaHTHI U aacopOeHThl. OgHAKO eciu
ATU MaTepuajbl MPUCYTCTBYIOT B BaKIIMHE, TAHHBIN pa3/iell JOJDKEH COJIepKaTh
CCBUIKY Ha MX yKa3aHue B pazaene 2 OXJIII.

6.2. HecoBMecTUMOCTb.

B nganHoM pasnene HeEOOXOAMMO YKa3bIlBaTh TOJBKO CBEACHUS O
dbapManeBTHUeCKON  ((M3UYCCKOM, XUMHYECKOH W  OHOJIOTHYCCKOM)
HECOBMECTUMOCTH.

HeoOxonumo mnpuBECTH COOTBETCTBYIOIEE CTaHIAPTHOE YyKas3aHue, a
uMeHHO: <He npumenumo>, <IIpu omcymcmeuu pe3yibmamos ucciedo8aruil
COBMECMUMOCMU 8AKYUH) He CTle0yem CMeuu8ams ¢ Opy2UMU JIeKapCmeeHHbIMU
npenapamamu> WM <Baxyumy He cnedyem cmewusamv ¢ OpyeuMu

JAEKAPCMBEHHbIMU npenapamamul, 3d UCKIIOUYEHUEM YNOMAHYNIbIX 6 pa3()eﬂe

6.6>.
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dapmakoorudeckasi HeCOBMECTUMOCTh BAaKIMHBI (HAPHUMED, in Vivo),
B3aMMOJICHCTBHE C APYTUMHU JICKAPCTBEHHBIMU IIperapaTaMyd WM THIICH, B
pazaene 6.2 He OMUCHIBAIOTCS, TOCKOJIBKY 9TO OTHOCUTCS K KIIMHUYECKOW YacTH
OXJIIL.

6.3. Cpok TOJTHOCTH (CPOK XpaHEHHUS]).

VYkazaHue cpoka TOJHOCTH (CpOKa XpaHEHHUs) HEBOCCTAHOBJIEHHBIX U
BOCCTAHOBJICHHBIX BakIHUH (TIpU HEOOXOJAMMOCTH) JIOHKHO COOTBETCTBOBATH
HACTOSIIIMM TPEOOBaHUSM M aKTaM OpraHoB EBpa3uiicKoro SKOHOMHYECKOTO
coro3a (manee — Coro3) B chepe oOpalieHus JeKapCTBEHHBIX CPEJICTB.

6.4. OcoOble yKa3aHus 10 XPaHEHUIO.

VYkazanue Mep  TPEAOCTOPOKHOCTH MO  XPAHEHUIO  JOJDKHO
COOTBETCTBOBATh HACTOAIINM TpeOOBaHMAMHU M akTam opranoB Coro3a B cepe
oOpallleHHs JICKAPCTBEHHBIX CPEJICTB.

6.5. XapakTep U coaep)kaHHe yHNaKOBKU <u cneyuaibHoe 060py0osanue
07151 UCNOIb308AHUS, 86€0EHUS UL UMNIAHMAYUU™> .

VYkazanue Xxapaktepa M COACPKUMOTO YMaKOBKHM B JaHHOM pasiene
JOJDKHO COOTBETCTBOBATh HACTOSIIMM TPeOOBaHUSIM U akTam opraHoB Coro3a B
cepe oOpaleHus JIeKapCTBEHHBIX CPEJICTB.

Heo6xoauMo yka3aTh KOTHMYECTBO J03 MHOTO03HBIX BAaKITUH BO (hJIaKOHE.

6.6. OcoOble MephbI MPEJOCTOPOKHOCTU npu YTUIU3AUU
WCITOJIb30BAHHOTO JIEKAPCTBEHHOT'O TMperapara WM OTXOJOB, IOTYyYEHHBIX
1ocJie MPUMEHECHHS JICKapCTBEHHOT'O Tperapara, W JIPyrue MaHUIYJISIHH C
pernapaToM.

Ecnu BakmmHa moAyIe)KUT BOCCTAHOBIICHUIO, ONMCAHKE €€ BHEITHETO BUIA
710 BOCCTAHOBJICHHSI TIPUBOAMUTCS B pasneiie 3, a MOCJI€ BOCCTAHOBJICHHS — B

pazaene 6.6 OXJIII.
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JIns  Bcex BakIUMH HEOOXOJWMO TAaKXKe TMPUBECTU YKa3aHUE O
HEO0OXOJIMMOCTH MPOBEPKU BHEIIHErO0 BUJA Ipenapara nepes BeeaeHueM. [lpu
HEOOXOJIMMOCTH YKa3bIBAIOTCS JOTIOJHUTEIbHBIE HHCTPYKIIUH.

B paznene 6.6 npuBoasTCS CBEACHUS, HEOOXOAUMbIE paOOTHUKY alTeKU
WM WHOMY MEIMIIMHCKOMY pPaOOTHUKY JJIsI TPUTOTOBJICHHUS IIperapara K
BBEJCHUIO BakIUHUpyeMoMy JinIy. OJIHaKO CBEJEHHUS, HEOOXOJAUMBIC Bpady
WM WHOMY MEIMIIMHCKOMY paOOTHUKY JUIsI  BBEJCHUS  IIpernapara
BaKIIUHUPYEMOMY JIUILY, HE JIOITyCKAETCsl YKa3bIBaTh B pazjielie 6.6, MOCKOIbKY
OHU JIOJKHBI COAEPKAThCS B KIIMHMYECKuX pazaenax OXJIII.

B oTHoOmeHnn XUBBIX BaKIMH HEOOXOAWMO NPHUBECTH KaK MHHUMYM
yKa3aHHEe Ha HEOOXOAWMOCTh YTWIM3AIlMKW Mpernapara, MaTepHaloB,
BCTYIABIINX B KOHTAKT C JICKAPCTBEHHBIM MpemnapaTroMm, W (WJIH) OTXOJOB, B
COOTBETCTBHUU C TPEOOBAaHUAMH 3aKOHOAATEIHCTBA rOCyAapcTB — WieHoB Coro3a
B chepe Omostornyeckoit 6€30macHOCTH.

B oTHOmEeHNN WHAKTHBUPOBAHHBIX BAKIIMH HEOOXOIUMO, KAaK MUHUMYM,
MPUBECTH YKa3aHue 00 yTHUIW3AIlMK HEHCIOJb30BAHHOW BAaKIIMHBI M OTXOJIOB B
COOTBETCTBHUU C TPEOOBAaHUAMH 3aKOHOAATEIHCTBA rOCyAapcTB — WieHOB Coro3a

B cpepe Onosioruyeckoit 6€30MacHOCTH.

III. CrneunanbHbie TpeOOBaHUS K MAPKUPOBKE BAKIIUH

B otHOI1IeHNN BaKIINH HGO6XOI[I/IMO IIPUHUMATb BO BHUMAHHUC CIICAYIOIINC

JOITIOJIHUTCIIBHBIC Tpe6OBaHI/I}I.

1. BropuuHnas ynakoBka

dapmareBTUUECKHE CYOCTAaHIIMM W aJbIOBAaHT WM aicopOeHT (Tpu
HaJIMYUK) HEOOXOJMMO OTPa3UTh Kau€CTBEHHO W KOJMYECTBEHHO Ha EIUHUILY

ZI03bI B COOTBETCTBUU C paszaesnoM 2 OXJIII, 3a uCKIIFOUeHUEM CITydaeB HEXBATKH
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MECTa, IPU KOTOPBIX TOITYCKAETCSA UCIOJIB30BaTh COKPAICHHBIE HAMMEHOBAHUS
OMpEJICICHHBIX aIbIOBAHTOB U aJICOPOCHTOB, eciii oM paciudpoBanbl B OXJIIT

KonuyecTBO 103 MHOTOJO3HBIX IpENaparoB HEOOXOJUMO YKa3bIBaTh B
MEpBUYHBIX yIaKoBKax (KoHTeHHepax). Ha BTOpuyHON yIIakOBKE JIOMYyCKaeTCs
HE yKa3bIBaTh CBEJECHHUS O KJIETOYHBIX CUCTEMAX, UCIIOJIb30BAHHBIX B KAUECTBE
IPOU3BOJACTBEHHBIX CyOcTparoB. CIOBO «MHUKPOTpaMMbD», Kak MpaBUIo,
CIENyeT YKa3blBaTb B MAapKHPOBKE ITOJTHOCTBIO, 33 HCKJIIOUYECHHEM CIIy4dacB
3HAYUTEIBHOM HEXBATKU MECTA, NMPHU KOTOPBIX JOMYCTUMO YKa3bIBaTh «MKI,
€CJIi 3TO OOOCHOBAHHO U OTCYTCTBYIOT ONACEHUs C TOUKHU 3peHMs 0€3011aCHOCTU
IIPU IPUMEHEHUHN BaKL[MHBI.

Ha BTOpMYHON yIIaKOBKE YKa3bIBaeTCA IIEPEYEHb BCIOMOTATEJIBHBIX
BEILIECTB B cOOTBETCTBUU C paznenoM 6.1 OXJIII. OxHako npu HEXBATKE MeCTa
JNOMYCKAETCS HCHOJIb30BaTh COKPAIIEHHBIE HAUMEHOBAHUSA ONPEACIECHHBIX
BCIIOMOTATENbHBIX ~ BEUIECTB, €CIAM OHM pacmiudpoBaHbl B  0O0IIEH
XapaKkTEPUCTUKE JICKAPCTBEHHOTO IIperapara.

Ecnm BrOopvuYHas ymakoBKa COJNEPKUT JOINOJHUTEIBHBIE MAaTEPUAIIBI
(HampuMep, TaMIOHBI, UTJIBI U Jp.), HA He HEOOXOAMMO MEPEUUCIUTh 00llee
COJIEPKUMOE YITAKOBKHU.

Ha  BTopmuHOW  ymakoBke  HEOOXOAMMO  TPUBECTH  TOJIHOE
OpeayNnpexaCHUE O YTUIM3AlMM HEUCIOIb30BAaHHOIO Mpernapara U (Uin)
OTXOJOB. B cinydae ecnu Ha BTOPUYHOM YIAKOBKE HEIOCTATOYHO MECTa,
YKa3bIBAETCS CCHUJIKA HA HAJIWYME MHCTPYKUMM 1O  yTWIM3ALUU B

JIMCTKEC-BKIIAIBIIIIC.

2. IlepBuyHas yrakoBKa HEOOJBIIOTO pa3Mepa

Ha nmnepBuyHO!l  ymakoBKe HEOOJBIIOIO  pa3Mepa  JOMYCKaeTcs

HCII0JIBb30BAaTh KPATKHC HAMMCHOBAHHA JICKAPCTBCHHBIX (1)OpM B COOTBETCTBHHU C
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HomeHnkinatypoii ieKapCTBEHHBIX (POPM, HO TIPU YCIOBUU HX MPEEMCTBEHHOTO
WCIIOJB30BaHNsl BO BCEX S3BIKOBBIX BEPCHUAX MApKUpOBKU. Ha mnepBuuHOU
yHaKOBKE Majioro pazMepa JeKapCTBEHHYIO (hOpMy JOIMYCKAETCS HE YKa3bIBaTh,
€CIM TEKCT H3J0KEH B COOTBETCTBUU C TpeOoBaHMSIMU K MapKUPOBKE
JIEKAPCTBEHHBIX CPEJCTB ISl MEIUIMHCKOTO MPUMEHEHHUS U BETEPUHAPHBIX
JIEKApPCTBEHHBIX CPENICTB, yTBepkIcHHbIX Pemennem CoBera EBpasuiickoii
IKOHOMUYECKON KomMHuccuu OT 3 HOsi0ps 2016 r. Ne 76 u npusnoxenunem Ne 17
TpeOOBaHUSAM K MHCTPYKLIHMH MO MEAUIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO
npermapata M oOmIel  XapaKkTepUCTHKE JIEKapCTBEHHOro  Mpernapara,
yTBepKIeHHbIMU PemiennieM CoBera EBpa3uiickoill 5KOHOMHUUYECKONH KOMUCCHUH

ot 3 Hos10pst 2016 1. Ne 88.

3. OTpbIBHAs MAPKUPOBKA

JlepkaTenu PpEerucTpallMOHHOTO YIAOCTOBEPEHHUS BIpaBe IMPHUKICUTH
Ha MEPBUYHYIO YIIAKOBKY OTPBIBHYIO 3TUKETKY, KOTOPYIO MOXHO UCIIOJIb30BaTh

AJIs1 BHECCHUA JaHHBIX 00 HNMMYHHU3AIUH B JOKYMCHTALIUIO ITAIKMCHTA.

IV. JIncrok-BriaapI

JIMCTOK-BKIAABIII HEOOXOJIHMMO COCTAaBJIATL Ha OCHOBaHMHM OOIIeH
XapaKTEPUCTUKH JIEKAPCTBEHHOIO TIpenapara ¢ UCIOJIb30BAaHUEM MOHATHOM JJId
noTpedbutenss TepMmuHoiorur. CoOKpalleHHbIE TEPMHUHBI HCMOJb30BaTh HE
JIOMYCKAETCsI, TOCKOJIBKY pa3Mepbl TEKCTOBOI'O IIOJA JIMCTKA-BKJIAJbIIIA HE
OTPaHUYECHBI.

B nuctke-BKiIaapIiie HEOOXOAUMO OIMUCHIBATH CBOMCTBA BCEX KJIETOYHBIX
CHUCTEM, UCITOJIb30BAHHBIX MIPU IMTPOU3BOACTBE, U, ECIIA 3HAYMMO, UCTIOJIb30BAaHUE

TexHojorun pexomOuHaHTHOM JIHK B cOOTBeTCTBMM ¢ yKa3aHHSIMHU,
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npenycmorpeHHbiMu B OXJIII, BkIIFOYass MCIOJIB30BAHUE TAKOTO BBIPAXKCHMUS,
Kak <nosayuena om kniemok XXX [no mexnonoeuu pekomounanmuou JJ{HK]>.

B nucTke-BKIagbIne HEOOXOIUMO yKa3aTh MOAPOOHBIE HHCTPYKIIMH IS
NOoTpeOUTENss 1O TPUMEHEHHIO, Pab0oTe W YTWIW3AIHUH JIEKaPCTBEHHOTO
nperapara.

BMecTto cokpaiieHuss «MKIr» CJIOBO «MHKPOTPaMMbD»  yKa3bIBaeTCs
MIOJTHOCTBIO.

Ecnm BakimHa cOASpKUT aIbIOBAHT WIIN aJICOPOCHT, B JTUCTKE-BKJIAIBIIIC
MPUBOAUTCS CIEAYIOIIEE NI SKBUBAIICHTHOE YKa3aHue: <B 6akyuHy 6 kauecmee
[aoviosanma, aocopbenma] Oobasreno eewpecmeo [X]. [Aowvrosanmul,
aocopbenmul] — smo seugecmed, 006asisemMvle 8 COCMA8 HEKOMOPLIX BAKYUH 8
Yensax YCKOpeHus, YayduieHusi u (uau) YOIUHEeHUs 3AWUMHO20 OeUcmeus

BAKYUHBL> .

V. Ilepeuens npumepoB uHpopmarny, ykazbisaemon B OXJIII Bakuua

1. ITpumepb! OOIIENPUHATHIX HAMMEHOBAHUH
MHOTOKOMIIOHEHTBIX BaKIIMH

Baknuna nns mpodunaktuku  audTepuu, CTOJOHAKA U KOKJIIOIIA
(ancopOupoBaHHas);

Baknmaa s mpoduiaakTHKA  qudTepud, CTOJNOHSKA W KOKJIIOIIA
(6eckieTouHas, cyobeaMHU4YHas) (acopOMpOBaHHas);

Baknmaa s npodwmaktukm  qudTepun, CTONOHSKA, KOKIIIOIIA
(6ecknerounas, cyorequnuunas) u renaruta B (p/IHK) (ancopOupoBannas).

Baknmaa st mpoduIakTHKKA Temathta A (MHAKTHBUPOBaHHAas)

u renaruta B (p/IlHK) (ancopbupoBannas);
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Bakuuna g npodunakTuku  AudTEpUU, CTOJIOHSKA, KOKIIIOIIA
(becknerounasi, cyobequuuunas) u Haemophilus tuna b KOHBIOTUPOBAHHAs
(ancopOupoBaHHas);

Bakumna gns  npodunakTuku  AUGTEpUM, CTOJOHSAKA, KOKIIIOIIA
(6ecknerounas, cyowbeaunuuHas), renatuta B (p/IHK) u mommommenura
(nHAKTUBHpOBaHHAA) (aacOpOUpOBaHHAs);

Bakuuna g npodunakTuku  AUdTEpUU, CTOJIOHSKA, KOKJIIOIIA
(6ecknerouynas, cyoOwenunuunasi), renatura B (p/IHK), nonmomuenuta
(uHakTUBUpOBaHHas)) W Haemophilus Tinma b KOHBIOTHMPOBaHHAS

(amcopbupoBaHHas).

2. Ilpumepsl npencrasienus pazaena 2 OXJIIII

Bakimaa s npoduiaaktuky andreprun, CTOJIOHIKA, KOKIIoNIA (OeCKJIeTOuHasl,
cyorennanyHas) u renarura B (p/IHK) (ancopObupoBanHast)

1 no3a (0,5 M) COAEPIKUT:

HMudrepuiinbiii aHaTOKCHH! He meHee X ME
CTon0sAYHbIN aHATOKCUH' He meHee X ME
Bordetella pertussis' <mrtamm (TUIT) arTIIOTHHOTEHA™> He meHee X ME
(MHAKTUBUPOBAHHAS)

[ToBEPXHOCTHBIN aHTUreH renarura B>2 X MKT

! Ancop6upoBaHHBIii Ha aTFOMUHKS THAPOKCHUE TUapaTupoBanHoM (X mr Al).

2 TlonmydeH W3 APOKIKEBBIX KIETOK (Saccharomyces cerevisiae) 0 TeXHOIOTMHM PEKOMOMHAHTHOM
JIHK.

3 Ancop6upoanHas Ha amoMuHus docdare (X mr Al).

[TosHBIN EpEYECHBb BCIIOMOTATENIBHBIX BEIIECTB IPUBEJICH B pa3aeine 6.1.

Baknwmua s npodwinakTuky renatuta A (WHAKTUBUDOBAHHAS )
u renatuta B (p IHK) (agcopbupoBanuas)

1 no3a (1 M) coaepKur:
Bupyc renarura A <tum> (MHaKTHBUPOBAaHHBIN) ' 2 X NDA-enunnn
[ToBepXHOCTHEIN aHTUTeH renatura B4 X MKT
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! [Tonyyen u3 qumnnonaHbIX kietok yenoeka (MRC-5).

2 AficopOupOBaHHbIi Ha aMIOMUHHUS THAPOKCHIE THApaTHpoBaHHOM (X Mr Al).

3 TlomydeH M3 APOXOKEBBIX KIETOK (Saccharomyces cerevisiae) O TEXHOIOTHH PeKOMOMHAHTHOM
JIHK.

* Ancopbupoannas Ha amoMunus docdate (X mr Al).

[TonHbIN EepeyeHb BCIOMOTATEIbHBIX BEIIECTB MIPUBEJIEH B pazaeie 6.1.

Baxknwuna nuisg npodwinaktuku Haemophilus Tvna b KoHpIOrMpOBaHHASA U
rernatuta B (p/IHK)

1 noza (0,5 M) COEPAKUT:

[Monucaxapun Haemophilus Tuna b X MKT
(monupubo3unpuduTosiPocdar)

KOHBIOTUPOBaHHbIN ¢ Neisseria meningitidis ceporpynnsl B <mramm> Y -7
OEJIKOBBII KOMILUIEKC HAPY>KHOW MEMOpaHbl — B KAY€CTBE HOCUTEIIS MKT
[ToBEPXHOCTHBIN aHTHIe€H renatuTa B2 X MKT

! [Tonmy4yeHn U3 APOAOKEBBIX KIETOK (Saccharomyces cerevisiae) IO TEXHOIOTUN PEKOMOWHAHTHOM
JHK.
2 AncopbupoanHas Ha amoMuHus docdare (X mr Al).

ITonHbIN nepeyeHb BCIOMOTaTEIbHBIX BEIIESCTB MIPUBEJICH B pazjaeine 6.1.

Bakimmaa muis npodWIakTUKA POTABUPYCHOU MHGEKIINHU

[Tocne BocctanoBneHus 1 mo3a (2,5 Mir) COnepxuT:

PeaccopranTt poTtaBupyca pe3yca/dyenoBeka ceporuna | X 10° BOE!
(’KMBOM, aTTEHYHPOBAHHBIN )
PeaccopranTt poTaBupyca pe3yca/denoBeka ceporumna 2 X 10° BOE!
(>KMBOM, aTTEHYHPOBAHHBIN )
PeaccopraHTt poTaBupyca pe3yca/denoBeka ceporumna 42 X 10° BOE!
(’KMBOM, aTTEHYHPOBAHHBIN )
PoraBupyc pesyca ceporuna 3 3 ()KMBOM, aTTEHYUPOBAHHBIN) X 10° BOE!

! Bnsimkoo6pasyronue e MHHUIIBL.

[TonHbIil NEpeYeHb BCIOMOTATEIbHBIX BEIIECTB MIPUBEJECH B pazaeie 6.1.

Bakimmaa 1 npoduiak Tk Judreprun, CTOJI0HIKA, KOKIIoIIa (0eCKIeTouHasl,
cyopenuununag), renatura B (p/IHK), nmomnomMuennrta (MHAKTUBUPOBAHHAA) U
Haemophilus tTuna b koHpr0rupoBanHas (aacopOmupoBaHHAs)
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[Tocne BoccranoBienus 1 no3a (0,5 Mir) COOEPIKUT:

M3Ha4yaabHO B BUJIC CYCIICH3UU:

Judrepuiinbiii anaTrokcun! He MeHee X ME
CTONOHAYHBIN aHATOKCHH! He MmeHee X ME
AnTurensl Bordetella pertussis <mtamm

(TUI armIIOTUHOTEHA)>

KOK/IIOIHBINA aHATOKCUH' X MKT
dusaMeHTHBIH TeMarrIoTuH ! X MKT
[MeprakTun' X MKT
[ToBepXHOCTHEIN aHTUTEH renatura B3 X MKT
[TonmoBupyc (MHAKTUBUPOBAHHBIN )
Tun 1 «rraMmmy» X D-anTureH-e gMHUIL
THUII 2 «IITaMM»» X D-anTureH-e gMHUIL
TN 3 <mITaMmm> X D-anTureH-e gMHUIL
M3HayaipHO B BHJIE TOPOIIKA:
[Tonucaxapun Haemophilus Tuna b X MKT
(momupubosunpudurondocdar)’
KOHBIOTUPOBAHHBIN € CTOJIOHSAYHBIM AaHATOKCUHOM — Y — Z mxr

B Ka4eCTBE OEIKa-HOCUTEJIA

! Ancop6upoBaHHBIii Ha aTFOMUHKS THAPOKCUJIE TUAPATUPOBAHHOM (X MUILTMTPaMMOB Al).

2 TlonmydeH W3 APOGKKEBBIX KIETOK (Saccharomyces cerevisiae) 0 TeXHOIOIMHM PEKOMOMHAHTHOM
JIHK.

3 AncopbupoanHas Ha amoMuHus docdare (X MuUrpaMmmon Al).

ITonHbIi nepeyeHb BCIIOMOTaTEIbHBIX BEIIECTB IIPUBEJIEH B pazaeie 6.1.

Bakumna nist npodwmnaktuku remnarura B (pJIHK)

1 noza (1,0 mu) conepkur:
IToBEpXHOCTHBIN aHTUTEH renatura B
(6enkoBbIe MOHOMEDPHI S, Ipe-S1 u mpe-S2)!2 X MKT

! Monyuen u3 mprmuapix (C1271) KIETOK 1Mo TeXHONOTHU pekoMOuHanTHOH JTHK.
2 AficopOUpOBaHHbII Ha alIOMUHUS OKCHIE THApaTUpoBaHHOM (X Mr Al).

[TosHBIN IEpEUYECHBb BCIIOMOTATENIBHBIX BEIIECTB MPUBEJICH B pa3aeine 6.1.

Bakuuna s HDOd)HHaKTI/IKI/I KOpH, SIIMACMHNYCCKOI'O ITIapOTHUTA
U KpPpaCHVXH ( )KI/IBaH)

[Tocne BoccranoBnenus 1 no3a (0,5 mit) COOepKUT:
Bupyc kopu' <mrramm> ne menee 1x10° MIKKs?
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(>KMBOM, aTTEHYUPOBAHHBIH)

Bupyc snuaeMu4eckoro naporura’ «iramMmm» He MeHee 1x10° UIKKsy?
(>KMBOM, aTTEHYHPOBAaHHBIN )
Bupyc kpacHyxu' «mramMmm» ne menee 1x10° MIKKs?

(’KMBOM, aTTEHYHPOBAHHBIN )

! TTonyuen U3 KJIETOK THIA «KJIETOYHAS CHCTEMA, MCHIOJIb30BAaHHAs B IPOM3BOICTBE.
> CTaTMCTHYECKH OIpe/eseMOe KOJMYECTBO BHpPYCa, KOTOpPOe JOIKHO HHpumupoBath 50 %
KJICTOYHOU KYJIbTYPBI.

[TonmHbIil NEpeYEHb BCIIOMOTATEIbHBIX BEIIECTB IIPUBEECH B pazneie 6. 1.

Baxkimmaa 1 npoIakTHKU MHEBMOKOKKOBOU HWHGEKITHHU
noJincaxapuaHas (rernraBaJeHTHAs, aJICOPOUPOBAHHAS)

1 no3a (0,5 M) COAEPKUT:

Streptococcus pneumoniae, cepoTHI 4, monucaxapun’ X MKT
Streptococcus pneumoniae, cepotun 6B, nonucaxapun' X MKT
Streptococcus pneumoniae, cepotun 9V, moaucaxapum’ X MKT
Streptococcus pneumoniae, ceporun 14, nonmucaxapun' X MKD
Streptococcus pneumoniae, ceporun 18C, onurocaxapun X MKT
Streptococcus pneumoniae, ceporun 19F, nomcaxapun X MKD
Streptococcus pneumoniae, ceporun 23F, nonmucaxapun’ X MKT

! Konstorupopannsiii ¢ 6enkom CRM197 B kauectBe HocuTens (Bcero Y — Z MKT Ha J03y) H
afncopOMPOBAHHEIN HA ATIOMUHMA THAPOKCUAE ruapatuposaddHoM (Bcero 0,5 mr Al Ha 103y).
) y

[TonHbIi HEpeYeHb BCIIOMOTATEIbHBIX BEIIECTB MIPUBEJECH B pazaeie 6. 1.

3. [Tpumepsl ykazanus cBeaeHuit B pazaene 6.5 OXJIII

[Tpumep 1

<IIo 0,5 mJ1 cycnieH3uM B IPEABAPUTEIBHO 3AMOIHEHHOM HINPHUILIE (CTEKIIO0
[ Tuna) ¢ ynjaorHuTeneM nopiuHs (XJI0pOyTUIKaydyK) B KOMIUIEKTE C UIJION WU
0e3 uribl B ynakoBke no S5 wiu 10 mryk.>.

<B npojaxe MOTyT HaXOJUTbCS HE BCE pa3MePhl YITaKOBOK™.
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[Ipumep 2
<Ilo 1 mi cycnensum Bo (uakone (crekino I Tuma) ¢ ymioTHUTEIEM
NOPIIHS (XJIOPOYTHIIKAyIyK) B KOMIUIEKTE C UTJI0M B yIIaKoOBKe 10 1 mTyke.>.

[Ipumep 3

<ITo 0,5 mn cycnensuum u 0,5 M pacTBOpa B MPEABAPUTEIHLHOM
3anojgHeHHOM mmnpuie (ctekino I Tuma) ¢ IBOWHONW KaMepou, YIJIOTHUTEIEM
MOPILIHSA (cmech XJIOPOYTUIIKAYUYKOB), KOJIMTAaYKOM HAKOHECUYHUKA
(OpoMOyTUIKaydyyk) M  OOXOJHBIM  YIUIOTHUTENEM (OpOMOYTHIKAYUYYK)
B YIIAaKOBKE 1O | mTyke.>.

[Tpumep 4
<ITo 10 M (20 x 0,5 ma 103) cycnens3uu Bo (iakoHe (ctekiio I tuma) ¢
yIUIOTHUTENEM (OpoMOYyTHIIKaydyK) B YIAKOBKE 1O 1 mTyKe.>.

«ITPHNIJIOXKXEHUE Ne 4

K TpeOOBAHUSIM K HHCTPYKIIUH 11O
MEIUIIMHCKOMY MPUMEHEHHIO JIEKaPCTBEHHOIO
npenapara u o0IIei XapakTeprucTUKe
JIEKapCTBEHHOIO Mpernapara AJist
MEJIUIIMHCKOTO TPUMEHEHUS
(B penakuuu Pemenns CoBeta
EBpa3niickoil 53KOHOMUYECKONM KOMHUCCUU
oT 20 . Ne )

YKA3ZAHUA
110 MCNOJIb30BAHUI0O MeTHIMHCKOr0 CJI0BAapPs TEPMUHOB JJI PeryJasiTOPHOMI
nesarebHOCTH (MedDRA) npu onucaHnu HeKeJIaTeJIbHbIX PEaKIMH B
HHCTPYKLMHU MO MeIUIUHCKOMY IPMMEHEHMIO JIEKAPCTBEHHOI'0 Mpenapara
U 0011ell XapaKTepUCTHKE JIEKAPCTBEHHOI'0 Npenapara AJsi MeAMIHHCKOI 0
NPUMEHEeHUsA

Bce HCEXKCIIATCIIbHBIC pCaknuu H€O6XOI[I/IMO CTPYHIIINPOBATb B
COOTBCTCTBHH CO CJICAYIOIIHUM IOPAAKOM Ha OCHOBAHHUHN CHUCTCMHO-OPraHHBIX

kiaccoB (COK) MenunuHCKOro cioBapsi TEPMUHOB JJii  PErYJISITOPHOU
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nesrenbHoctT  (MedDRA). Kak npasuno, tepmunsl MedDRA crnenyer
KiIaccuuIMpoBaTh B COOTBETCTBUM ¢ Haubonee mnoaxoasumMm COK,
CBSI3aHHBIM C OPraHOM-MHUIIICHBIO.

Jlyist Toro, 4To0Bl MPOBECTH HACHTU(UKALMIO HEXEJIATeIbHbIX peaKIui
HanOoJiee MPOCTHIM M KJIMHUYECKU MOIXOMSAIIMM JIJIi YUTATENsl CIoCco0O0M,
HEOOXOAMMO MPUMEHSATh MParMaTUYHBIA MOIXOA K PACHOJIOKEHUIO TEPMHUHOB.
Hamnpumep, B 00111eii XapaKTepUCTUKE JICKAPCTBEHHOTO TIpernapara J0ImyCcKaeTcs
UCIIOIb30BaTh PACIOJIOKEHUE OTIEIbHBIX MPEANOYTUTEIBHBIX TEPMHUHOB
MedDRA Bropuuno mno otHomeHMtro K COK wnm  ucnomnb3oBarh
MECTOIIOJIOKEHHS, HE COOTBETCTBYIOIIME B TOYHOCTH CTpykType MedDRA.
B cinydae ecnu B 0OIIyl0 XapaKTEpUCTUKY JIEKAPCTBEHHOTO Mperapara
HEO0OXOJIMMO BKJIFOUUTDH MPENOYTUTEIbHBIE TEPMUHBI « OMKIOHEHUE OM HOPMbI
pe3yibmamos  (QYHKYUOHAIbHLIX — NEeYeHOYHbIX  npody, «lenamumy U
«lleuenounas ouyeganonamus», BCE OHM  YKa3bIBAIOTCA B  €IUHOM
CUCTEMHO-OpraHHOM  Kiacce «Hapywenuss co  cmoponvl  neuenu u
HCeNUeguLIBOOAWUX ~ Nymeuy», a HE PacCHpeaeialoTcs 10  OTAEIbHBIM
CUCTEMHO-OpPraHHbIM  KjiaccaM «Hapywenus co cmopoHbl neueHu u
arcenuesuleooawux nymeuy, «Hapywenus co cmoponvl Hep8HOU cucmemvly WU
«Jlabopamophvie u uHcmpymeHmanvhbie OAHHbIE.

ITepeuenr COK:

MH(EKIIUN 1 NHBA3HH;

100pOKaYECTBEHHBIE, 3JI0KQY€CTBEHHBIC u HEYTOYHEHHBIC
HOBOOOpPa30BaHMSs (BKJIFOYAsE KUCTHI U TIOJIHIIBI);

HAPYIICHUS CO CTOPOHBI KPOBU M JIMM(PATHIECKON CUCTEMBI;

HapyIIEHUs CO CTOPOHBI UMMYHHOU CUCTEMBI;

SHJIOKPUHHBIE HAPYIIICHHUS;

HapYyHICHUA MeTaboIM3Ma Hu ITUTaHW,
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IICUXWYECKUE HAPYLICHUS,

HAPYILIEHUS CO CTOPOHBI HEPBHOM CUCTEMBI;

HAPYILIEHUS CO CTOPOHBI OpraHa 3peHusl;

HapYIIEHUs CO CTOPOHBI OpPTraHa ciiyXa U JaOUpPUHTA;

HapyLIEHUS CO CTOPOHBI CEPLIA;

HapyUIECHUS CO CTOPOHBI COCY/IOB;

HAPYIIEHUS CO CTOPOHBI JbIXaTEJIIbHOW CHUCTEMBI, OPraHOB TIPYIHOU
KJIETKU U CPEIOCTEHHUS;

HApYILIEHUs CO CTOPOHBI KEIIYJOYHO-KUIIIEYHOTO TPAKTa;

HapyUIECHHS CO CTOPOHBI IIEUEHU U KEITUYEBBIBOISIINX Iy TEH;

HapyUIEHHS CO CTOPOHBI KOKH U MOJIKOKHBIX TKaHEH;

HAPYILIEHUS CO CTOPOHBI MBIIIIEYHOM, KOCTHOW U COEIMHUTEIIBHON TKAHU,

HAPYLIEHUS CO CTOPOHBI ITIOYEK U MOUYEBBIBOASAILINX MyTEH;

OEpEeMEHHOCTb, MTOCICPOIOBBIN MEPUO U TIEPUHATAIILHBIE COCTOSTHHS;

HAPYLICHUS CO CTOPOHBI PENPOTYKTUBHOM CUCTEMBI U MOJIOYHBIX JKEIIE3;

BPOXK/JICHHBIE, CEMEMHBIC U TCHETUYECKUE HAPYLICHUS;

o01111e HApYILICHUS U PEAKIIMU B MECTE BBEJICHUS;

J1a00paTOPHBIC U UHCTPYMEHTAIbHBIE JaHHBIC;

TPaBMbl, UHTOKCUKALIMU U OCJIOKHEHUS IPOLEAYD;

XAPYPTrUYECKUE U METULIMHCKUE ITPOLIEAYPHI;

COIMAJIbHBIE 00CTOATENHCTBA,

po0JIEeMbI C TPOTYKTOM.

Ornucanue HeXXeNaTeIbHON peakluy J0HKHO OCHOBBIBATHCS HA Haubosiee
nogxodsameM TepMuHe. Kak mnpaBwio, 3TO ypOBEHb MNPEANOYTUTEIBHOTO
TEPMHUHA, OJJHAKO B HEKOTOPBIX CIydasX HOMYCKAETCS UCIIOJIb30BAaTh TEPMUHBI
HUKHETO YPOBHS WM TPYIINOBBIE TEPMHUHBI, HANIPUMEP, BEPXHErO YPOBHI.

I[OHYCK&GTCSI AJalITUPOBATh HAMMCHOBAHUA TI'PYHIIOBBIX TCPMHHOB, CCJIH 3TO
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JIemaer WX OoJiee TOHATHBIMA  YWTATENI0  OOMIEH  XapaKTePUCTUKH
JeKapCTBEHHOTO0 TMpernapara, HalpuMmep, HE JOMYCKAaeTCsl HCIOJIb30BaTh
adbOpesuarypel HBJIP (He BkiItoueHHbI B JApyrue pyopuku) u HY
(HEYTOYHEHHBIM) B 0OIIEeld XapaKTEpPUCTHKE JIEKAPCTBEHHOIO IIpemnapara.
[lopsimok crnoB mpuU yKa3aHUM HEXKENATEIbHOM peakIuu JIOJDKEH OBITh
€CTECTBEHHBIM ISl TMPUHATOW MEIUIMHCKONM TEPMHUHOJIOTHUH, Hampumep,
«MHTEPCTUIIMANIbHAS TTHEBMOHHUS», a HE «ITHCBMOHHUS WHTEPCTHUIIMATBHAY.
B HekoTOphIX ciydasx B IENAX YJIYYIICHHWS BOCHPHUATHS pa3perracTcs
HE3HAUUTEIFHO MOJAU(PUIIMPOBAT, TEPMHUHBL. B OTHOIIEHHH KOHKPETHOTO
COCTOSIHMSI HEOOXOJIMMO HCIIOIb30BaTh HAWOOJIEE MIUPOKO TMPUMEHSIEMBIM
TEPMUH, HAlpUMeEp, MPEANOYTUTENHHO YKa3aTh «cuHiapom Yepmxa-Ctpoccar
BMECTO «QJIEPTHUCCKUH TpaHyIeMaTO3HbIN aHTHHT.

B mpenmenmax kaxmoro COK MedDRA HexenaTenbHbIE pEaKUUU
KJIACCU(PUITUPYIOTCS B COOTBETCTBUU C YACTOTON WX BO3HUKHOBEHUS:

odeHb yacto (= 1/10);

gacto (= 1/100, no < 1/10);

Heyacto (= 1/1000, vo < 1/100);

penko (= 1/10000, ro < 1/1000);

oueHb peako (< 1/10000);

JacTOTa HEW3BeCTHAa (HA OCHOBAaHWU WMEIOMIUXCS JIAHHBIX OIICHUTH
HEBO3MOKHO).

[Tepen onpeaenenremM 4acTOThl BOSHUKHOBEHUS HEXKEIATCIIbHBIX SIBJICHUIN
Ha OCHOBAaHMHM CHCTEMATH3WPOBAHHBIX  HCCICAOBAaHUN  (KIMHUYCCKUX
WCCJICIOBAaHUN W JIPYTMX HCTOYHHKOB) B IEISIX JIOTHYSCKOW TPYIITHPOBKH
KJIIMHAYECKN POJCTBEHHBIX COCTOSHHM HCIOIB3YIOTCS HAJICKAIINE YPOBHHU
MedDRA  wuepapxuu. Hamnpumep, y HOalUEHTOB  PETUCTPUPOBAIOCH

«MOCTYpPaJbHOE TOJOBOKPYXKEHUE», «TOJIOBOKPY)XEHUE MpU  (PU3HUECKOU
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Harpy3Kke» U «UJIU0NaTHYEeCKOE rOJI0BOKPYKEHUE) (C 4acTOTOM 2 % Kaxa0¢€), ux
CIIElyeT OTPa3uTh B OOLIEH XapaKTEPHUCTHKE JEKAPCTBEHHOIr'O Iperapara Kak
«TOJIOBOKPYKEHHE» C 4acTOTOM 6 % manueHToB (Mpeanojarasi, 4YTo KakJIoMy
MAIMEHTY COOTBETCTBYET TOJBKO OJIHO COOOIIEHHE O TOJOBOKpYKeHuu). B
HEKOTOPBIX CIy4yasX TAaKXKe€ JIOMYyCKAaeTCs HKCHOJIb30BaTh CUTYaTUBHYIO
IPYNIUPOBKY TEPMUHOB WM aJanTUPOBaTh rpymnmnoBbie TepMuHbl MedDRA,
ecnu umermmecs rpynnosbsie TepmuHbl MedDRA He nmpuMeHUMBI TOJTHOCTBIO
(HampuMep, COOOIIEHUS O HEXKENATEeNbHbIX PEaKUMsIX MPEICTaBICHbl Kak
«auapes», «auapesi B CTaauu OOOCTPEHHS», «KHUAKUU CTYJD», «BOISHUCTHIN
CTYJD», «KHUIIEYHAs! TUIIEPKUHE3USD> U JAP., B LEIAX 3HAYUMOCTH U YIyUILICHHS
BOCIIPUSATHSA OOIIEH XapaKTepUCTUKHU JICKAPCTBEHHOIO TMpernapara MmaiueHTaMu
JAHHBIC HEXEJATEIbHbIC PEAKIMU MPEACTABISAIOTCA B BUJIE €IUHOIO TEPMHHA
«auaapes», a IS ONPENENICHHs] YacTOThl €€ YacTOThl CIIEAYET HMCIOJIb30BaTh
o011ee KOJIMYECTBO TAKUX CIIyYaeB).».
4. B HauMeHOBaHUM TIPUIIOKeHUsS Ne 5 K yKa3aHHBIM TPEOOBaHUSM CJIIOBO
«XapaKTEPUCTUKE» 3aMEHUTD CIIOBOM «XapaKTEPUCTUKH.
5. lpunoxenust No 6 — 16 k yka3aHHbIM TpPEOOBAHUSM H3JIOKUTH B
CIEIYIOLIEN PENAKLINU
«ITPUJIOXEHUE Ne 6
K TpeOOBAHUSIM K MHCTPYKIIMH 11O
MEIULMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara 1 o0IIei XapaKTepruCTUKE
JIEKApCTBEHHOTO IIpenapara Juis
MEUIIMHCKOTO TPUMEHCHUS
(B penakuuu Pemenus CoBeta

EBpa3uiickoil 5KOHOMUYECKON KOMUCCUU
oT 20 1. Ne )
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INEPEYEHD
CTAHJAPTHBIX (OPMYIHPOBOK 1JI51 YKA3ZAHUSA YCJIOBUI XpaHeHU S
JIEKAPCTBEHHBIX NMPeENnapaToB

<Xpanuth npu Temneparype He Boie [25 °C, 30 °C]> unu <XpaHUTb IIpU
temneparype Huxe [25 °C, 30 °C]>;

<XpaHuTh B XoJoauiabHuke (2 — 8°C)>;

<XpaHWUTh U TEPEBO3UTH B XxonoaunbHuke (2 — 8 °C)>! unu <Xpanuts un
TPAHCIIOPTUPOBATh B XonoaunbHuke (2 — 8 °C)!>;

<XpaHuTh B MOPO3WJIBHOW Kamepe MpU TeMIepaType [TeMIlepaTypHbII
JAana3oH |>;

<XpaHUTh ¥ TPAHCIIOPTUPOBATH B 3aMOPOKEHHOM BHUJIE IPU TEMIIEPATYPE
[TemmeparypHbIii  guMamaszoH|>? wmium  <XpaHWTh M TPaHCIOPTHPOBAThH B
MOPO3UIILHOM KaMepe IPH TEMIIEPATYPE [TeMIePaTyPHBIH AUANa3oH|>>;

<He oxmaxparb> winm <He XpaHuTh B XOJOAWIbHHKE™> win <He
3aMOpPaXUBATh>;

<Xpauuth [BHA TEPBUYHOM yHNakoBKM (KOHTeiHepa)]’  IUIOTHO
3aKPBITHIM>";

<XpaHWUTb B OPUTUHAIILHON [BUJI YIIAKOBKH |>*;

<XpaHWTh [BUJ EPBUYHON YIMAKOBKH (KOHTElHEpa)|® B [BHI BTOPHYHON
(mOTpeOUTENBCKOM) YIaKOBKH |*;

<JlekapcTBeHHBIM Tmpenapar HE TpeOyeT CHEelUalIbHBIX YCJIOBUHN
XpaHEHUS™>;

<JlekapcTBeHHBIM TIpenapar He TpeOyeT CHeIUaTbHBIX YCIOBHUI
XPaHEHUs, [TeMIIEpaTypHBIN JUAIIa30H |>;

<... I TOTO, YTOOBI 3alIUTUTh OT [CBETA, BIATU|> WM <... IJIS 3alIUThI

OT [cBeTa, Bjaru|>.
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<XpaHWUTHh B 3aAIUIIICHHOM OT CBETa MECTE NPH TEeMIEpaType HE BBIIIE
[25 °C, 30 °C]>°

ITpumeyanus:

B mHacrosmmx craHgapTHBIX (OPMYJIMPOBKAX, BBEICHBI CIICIYIOIINE
IIpaBUJIa UCTIOJIB30BaHMS CKOOOK:

[TekcT] — B moJyie MeXAy CKOOKaMHU BHOCHUTCS WH(OpMaIus HCXOIs M3
yKa3aHHBIX B HUX yCIIOBHIA,

<TEKCT> — B M0JI€ MEXJy CKOOKaMU TEKCT BHIOMPACTCS WIH yIAISIETCS U3
MPEUVIOKCHHBIX CTaHAAPTHBIX (OPMYJIMPOBOK B 3aBUCHMOCTH OT BHJA
JIEKapCTBEHHOTO Mperapara.

! Jlanaple 1m0  CTaOMIBHOCTH, MONYYEHHLIE MOPU  TEMIEPATYPE
(25 £2) °C/ (60 £ 5) % OTHOCHUTEITHHOU BIAXKHOCTH JOJKHBI OBITH TIPUHSATHI BO
BHUMAaHHWE TIPH TMPUHATHH PEIICHUS O BO3MOXXHOCTH TPAHCIIOPTHUPOBKH IIPH
OTCYTCTBUU OXJIAKJICHUS. ITO JOMYCKAeTCS TOJbKO B HUCKIHOYUTEIbHBIX
ClIyJasix.

> VKka3aHue JOIyCKAeTCs MCIONL30BaTh, TOIBKO €CIM IO PE3yJIbTaTaM
UCCIIEIOBAaHUI CTAOMILHOCTU MPUHITO COOTBETCTBYIOIIECE PEIICHUE.

3 KOHKpEeTHOE Ha3BaHHWE BHAA YIIAKOBKH, KOTOpas OyIeT HCIOJIL30BaThCS
(manpumep, OyThUIKa, OMCTEp, KAPTOHHAS MAYKa U T. 11.).

* Cnemyer UCIIOIb30BaTh, €CIIHM JIEKAPCTBEHHEIHN ITPEapaT YyBCTBUTENEH K
ceery W (mim) Bimare. Hampumep, «Xpanumo 6 opucunanvrhom praxone 0ns
3auumsl om ceéemay, «XpaHumo IAKOH NJIOMHO 3AKPbIMbIM OJISl 3AUUMbL OM
enazuy, «Xpanums oucmep 8 KAPMOHHOU nauxe OJis 3auWuUmMsl OM C8emay.

> B 3aBUCHMOCTH OT JIEKAPCTBEHHOU (POPMBI M CBOMCTB JIEKAPCTBEHHOTO
mpernapara MOXXET BO3HUKHYTh PHCK YXYIIIEHWS KadyecTBa M3-3a JEHUCTBUS
¢uznyeckux (HakToOpoB, HAMPUMED, ECIIHU MPEMNapaT MOABEPraeTcsi BO3AEHCTBUIO

HU3KUX TeMmiiepatyp. Huskue TemmepaTypbl B HEKOTOPBIX CIydasX MOTYT
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OKa3bIBaTh BIMSIHUE HA yIAKOBKY. HE00X0AMMO TOTIOTHUTENBHO YKa3bIBATh ATy
BO3MOKHOCTh. Hampumep, «aexkapcmeennwiii  npenapam He mpebdyem
CneyuanbHulX YCI08UL XPAHeHUs, He Xpanums npu memnepamype Hudxice 8 Cr.

® ®opMyIMpPOBKA UCIIOB3YETCA B CIIydasX, KOTia IPUBEACHHbBIE B ab3amax

NepBOM — JIBeHaAlaTOM Hactosiero [lepeuns popMynnpoBku HE TPUMEHUMBI.

[MTPMJIOKEHUE Ne 7

K TpeOOBaHUSAM K MHCTPYKIIUU TIO
MEAUIIMHCKOMY MTPUMEHEHHIO JICKAPCTBEHHOTO
npenapara u o0IIei XapakTepruCTUKe
JIeKapCTBEHHOTO IMpernapara Jyis
MEAUIMHCKOTO MPUMEHEHUS

(B penakuuu Pemenus Coeta
EBpa3niickoil 53KOHOMUYECKONW KOMUCCUU
OT 20 . Noe )

TPEBOBAHUA
K YKa3aHNI0 MAKCUMAJIBHOT'0 CPOKA rOIHOCTH (CPOKAa XpaHeHMsl)
CTEPUJILHBIX JIEKAPCTBEHHBIX MPENapaToB MOCJIe NEPBOro BCKPbITHUS
WIH BOCCTAHOBJICHUSA

1. OO0uue monoKeHus

Hacrosimuie TpeOoBaHusT pacnpoCTpaHSIOTCS Ha BCE CTEPUJIbHBIC
JIEKapCTBEHHBIC MIPEMAPATHI JJII MEAULIMHCKOTO TPUMEHEHHUS, 38 UCKIIFOUCHUEM
pagunodapMaIeBTUUECKUX W MPUTOTOBISEMBIX WIA MOAUPUIUPYEMBIX ex
tempore JIEKapCTBEHHBIX INPENAPATOB.

ITockonpKy MNpenycMOTpPETh BCE BO3MOXKHBIE YCIIOBHUS, IIPU KOTOPBIX

npenapar OyJIyT BCKpbIBaTh, Pa3BOJIUThb, BOCCTaHABIWBAThb, XPaHUTb U Jp.,
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3aTPYJHUTENIBHO, IIOJB30BATENb HECET OTBETCTBEHHOCTH 3a IOJJIEPKAHUE
KA4ecTBa JIEKaPCTBEHHOI'O IIperapara, BBOAMMOIO NAUMEHTy. Jlepxareinb
PErHCTPAIMOHHOTO  yJAOCTOBEPEHUs  O0053aH  MPOBECTU  HEOOXOIUMBIE
UCCIIEIOBAaHUSl U yKa3aTh COOTBETCTBYIOLIUE CBEJICHUS O HUX B HMH(OpMAIUU
JUIsL TIOJIb30BaTensl (Hampumep, oOWIell XapaKTepUCTUKE JIEKapCTBEHHOIO
npernapaTta, UHCTPYKIUH 110 MEAUIIMHCKOMY NPUMEHEHUIO (JIMCTKE-BKJIAIBILIC)
JIEKapCTBEHHOI'0 IMpernapaTa, MAapKUPOBKE) B COOTBETCTBUM C IpPUMEpaMH,
yKa3aHHBIMH B pa3fiene 2 HaCTOSUIUX TPEOOBAaHUMN U BBIJCTICHHBIMU KYPCUBOM.

B oTHOmIeHNM yKa3aHUS CPOKOB IOJHOCTH (CPOK XPaHEHHs) U YCIOBUH
XPAaHEHUSI OTHAENBbHBIX KaTE€rOpUil CTEPUJIBHBIX JIEKAPCTBEHHBIX IPENapaToB
1oCJie UX BCKPBITUS 3aSBUTENIO0 HEOOXOJUMO TAKXK€ YUUTHIBATH IMOJIOKEHHUS
@apmakonen  EBpa3suiCKOrO  3KOHOMHYECKOIO  COI03a,  YTBEPKIACHHOU
Pemennem Kosuternn EBpa3zniickoil 3KOHOMHYECKOM KOMHUCCUU OT 22 aBrycra
2020 r. Ne 100.

B Hacrosmumx TpeOoBaHUAX CPOK XpaHEHUS (CPOK FOAHOCTH) TOHUMAETCS
KaK T[EpHUOJI MEXAY BCKPBITUEM MEPBUYHOM YINAKOBKH (KOHTEUHEPA)
JEKAPCTBEHHOTO Mpenapata MW BPEMEHEM €ro BBEACHUS  IALKEHTY,

MMPOAOJDKUTCIIBHOCTD BBCACHUS ITPH 3TOM HEC YUUTBLIBACTCA.

2. CrepwiibHbIE NpENapaThl, HE COAEpKAIIUE
AHTUMHUKPOOHBIC KOHCEPBAHTHI

2.1. O6mme ykazaHus

<Xumuueckas u gbus’uuecmﬂ CMAOUILHOCMb 20MO0B0O20 K NPUMEHEHUIO

JIeKAPCMBEHHO20 npenapama noomeepoicoena 6 medenue X uacos (OwHetl) npu

Y C.>;
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<C MuKpoOUOnO2UYeCKOU MOUKU 3PEeHUsl, eciu Memoo GCKpblmusl
(60ccmanosnenus, pazeedeHus) He nPensamcmeyem MUKpOOHOU KOHMAMUHAYULU,
JIeKAPCMEEHHbIU Npenapam nooaeHCunm HemeoreHHOMY NPUMEHEHUI0.>

<Ecnu J1exapcmeenHvlli npenapam He 68e0eH HeMeOleHHO, XPaHeHue
20M06020 K NPUMEHEHUIO JIeKapCMEeHHO20 npenapama u obecneyerue yciosull

A611emcst 003aHHOCMbIO NOJIb308AMENA. > .

2.2. Yxa3anus s JICKAPCTBEHHBIX MPENAapaToOB
TU1st UH(PY3UN UM UHBEKIUM

<Xumuueckas u usuyeckas cmadOUILHOCMb 20M0OB020 K NPUMEHEHUIO
JIeKAPCMBEHHO20 npenapama noomeepaiicoeHa 8 meuenue X uacos (OHetl) npu
Y C.>;

<C MukpoOuonocuueckou mouKu 3peHus npenapam  noOAeHCUMm
HemeOoleHHoMY npumeneHuro. Eciu npenapam ne 6eeden HemeOdenHO, XpaneHue
20M06020 K NPUMEHEHUI0 npenapama u obecneyenue YCl08Uil 00 B88€0eHUs]
Aa6151emcsi 0053aHHOCIbBIO NONIb3068AMENS, 8 YEIOM He OOJINCHO npesviuiamb X
yacos npu memnepamype 2 — 8 C unu Y uacoe npu memnepamype ue svtuie 25
C, ecru 6occmanognenue (paseedeHue) u m.H. HeE OCYWECMBIANOCH 8

NpOGEPEHHBLX U GGﬂuaMPOGGHHbZX acenmudeckux ycioeusx. >,

3. JlekapcTBEeHHbIE ITpenapaThl Ha BOJHOM OCHOBE, 00J1a1al011I1e
AHTUMHUKPOOHBIM JCHCTBUEM, U JICKAPCTBEHHBIE MPErapaThl Ha BOJHOW OCHOBE,
COJIeprKalllie AHTUMUKPOOHBIE KOHCEPBAHTHI. be3BOIHBIC JIEKAPCTBEHHBIE
npenaparsl (HapuMmep, MacisiHbIC)

<Xumuyeckas u Qusuyeckas cmadbUIbHOCMb 20M0OB020 K NPUMEHEHUIO
JIEKapCMBeHHO20 npenapama noomeepoiicoena 6 meuenue X uacos (OHell)

npuY C.>.
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<C  MukpobOuonocuuyeckou  mMOYKU  3PeHus  Nnocie  BCKpblmus
JIeKAPCMBEHHbIU Npenapam 00NnycKaemcs XpaHumo He Ooee yem Z OHel npu
memnepamype t °C. Huvle ycnosus u npoooaricumensbHOCms XpPaHeHUs
AGNAIOMCA OMEEMCIMEEHHOCMbIO 3A6UMENIS.> .

3asBUTENh 0053aH OOOCHOBAaTh 3HAYEHUS Z W [ B KaXJIOM CcCllydae.

3HaueHue Z He JOJDKHO B 1I€JIOM MPEBBINIATH 28 THEHN.

[TPUJTOKEHUE Ne 8

K TpEOOBaHUSIM K HHCTPYKIIMH 11O
MEIUIIMHCKOMY MPUMEHEHHIO JIEKaPCTBEHHOTO
npernapara 1 001el XapaKTepUCTUKE
JIEKapCTBEHHOTO Mperapara Jist
MEIULUHCKOTO IPUMEHEHUS

(B penakuuu Pemenns CoBeta
EBpa3niickoi 3KOHOMUYECKONM KOMUCCUU
oT 20 1. Ne )

IMPABUJIA
COCTABJIEHMSI €IMHBIX JIUCTKOB-BKJIAAbIIIEH
U 00IIMX XaPaKTEePUCTHK JIEKAPCTBEHHOI0 NMpenapara
HA pa3Hble T103UPOBKH

1. Kputepuu 00beIuHEHNS] HECKOJIBKUX JJO3UPOBOK
B €IMHYIO OOIIYI0 XapaKTePUCTUKY JIEKapCTBEHHOTO Mperapara
B mensx ynpomieHuss paboT MO OLIEHKE PETrUCTPAIMOHHOTO J0Che U
AKCHEPTU3bl MH(POpPMAIMK O JICKAPCTBEHHBIX MpernapaTrax CileayeT s BCEX
S3BIKOB  COCTABJISATh €AMHBIE OOIIME XapaKTEPUCTUKU JIEKAPCTBEHHOTO
rpernapara B OTHOIIEHUH Pa3HBIX JTO3UPOBOK OJHOW M TOM K€ JIEKAPCTBEHHOMN
dbopmbl. OOIIME XapaKTEPUCTUKU JICKAPCTBEHHOI'O Mpernapara JOJKHBI ObITh

INIOJIHOCTBIO HIACHTHUYHBI (38 HCKIHOYCHHNCM CHCL[I/I(bI/ILIHBIX oI 1O3UPOBOK
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CBEJICHUI ), HAIPUMEP, €CIIA MOKa3aHUsI K MPUMEHEHHIO JUIsl Pa3HbIX I03UPOBOK
HE COBMAJAIOT, TO OOIIME XapaKTEPUCTUKH JIEKapCTBEHHOrO Ipenapara
KOMOWHHPOBATH HE JOIYCKAETCsl.

B oTHomeHnn o0BEAMHEHHBIX TEPMUHOB HEOOXOAMMO HCIOJb30BaTh
TOJIKO  TEPBUYHYIO JIEKAPCTBEHHYIO  (opMy, Hampumep, BO3MOXKHO
KOMOWHHUPOBAHUE «PACTBOpP MJII HMHBEKIUH BO (IIAaKOHE» U «PACTBOp IS
UHBEKIUI B IPEIBApPUTENIbHO 3alOJHEHHOM IINPUIE» € yYKa3aHUEM TOJIBKO
«pacTBOP 11 UHBEKIIUK.

[Ipy nepBUYHON perucTpaluu JIEKapCTBEHHOI'O IIpenapara ClEeIyeT
UCIOJIb30BATh €MHbIE O0IIME XapaKTEPUCTUKY JIEKAPCTBEHHBIX MPENapaToB.

B ciydae ecim neKapCTBEHHBIN Mpenapar BBITYCKAETCS B Pa3IMYHBIX
JIEKapCTBEHHBIX (opMax wuHPOpPMAIUS O KaXKIOM JEKapCTBEHHOU ¢dopme
JAHHOTO TMperapaTa BCerja JOJDKHA ObITh MPEJICTaBlIeHa B Pa3HbIX OOIIMX

XapaKTEePUCTUKAX JIEKAPCTBEHHOIO Mpernapara.

2. CocraBlieHHE €IMHBIX OOLIUX XapaKTePUCTUK
JIEKapCTBEHHBIX MPENapaToB

B paznmenax, B KOTOpPBIX NPHUBOAATCS CHeHU(pUYHBIE I Pa3IMYHBIX
JIO3UPOBOK CBEJICHMS, HECOOXOIMMO HCIIOJIB30BATh M013aI'0JIOBKH.

[Ton3aronoBok HEOOXOAUMO BBIICIUTH MOJAYEPKUBAHUEM, OH JIOJDKEH
COJIep>KaTh ~ HAaMMEHOBAHWE  JIGKAPCTBEHHOTO  Mpemapara,  JIO3UPOBKY
(103UPOBKH), K KOTOPHIM OH IPUMEHHUM, U JIEKApPCTBEHHYIO (popmy (Hampumep,
«X, 5 wmr, Tabnerkm», «X, 10 wmr, tabmetkm» m np.). Ilocne ykazanus
cnenu(pUIHON I JTO3UPOBKH HHMOpMAMU HEOOXOJAUMO IPETyCMOTPETH
OTIPE/ICJICHHBIM MPOMEXYTOK UYTOOBI YETKO O0O3HAUYMUTh KOHEI] CrielupuIHON
uH(popmaIuy 1 BO300OHOBJIEHNE YKa3aHHs OOIINX CBEACHUM.

B pasznene 1 «HammeHoBaHue JIeKapCTBEHHOTO IIperapara» YyKas3bIBaTb

MO/3ar0JIOBKH HE TpeOyeTcs.
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ITpumep:

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
[ToproBoe HaumMeHOBaHuUE]|, 5 MT, TaOJETKU

[ToproBoe HaumeHnoBanue|, 10 mr, TabneTku

2. KAUECTBEHHbBIN U KOJIMUECTBEHHBIN COCTAB
[ ToproBoe HauMeHOBaHuE|, 5 MT, TaOJIETKU
Kaxxmas TabneTka conepKut 5 Mr Z.

[ToproBoe HaumenoBanue|, 10 mr, TabaeTku
Kaxmas Tabnerka conepxut 10 mr Z.

[TonmHbIil HEpEeYEHb BCIIOMOTATEIbHBIX BEIIECTB IPUBEECH B pazaeine 6. 1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku
[ToproBoe HaumMeHOBaHuE], 5 MT, TaOJETKH

TabneTku oT Oenoro A0 clierka JKEJITOro IBeTa ¢ TPaBUPOBKON «5» Ha
OJTHOM CTOpPOHE U «Y» HAa 0OPAaTHOM.

[ ToproBoe HaumenoBanue|, 10 mr, TabneTku

Tabnerku ot 6enoro 10 cierka >KeiaToro 1Bera ¢ rpaBUpoBkoi «10» Ha
OJIHOM CTOpOHE U «Y» Ha OOpAaTHOM.

B nocnenyromux pazaenax KOMOMHUPOBAHHBIX OOIIMX XapaKTePUCTUKAX

JIEKAPCTBEHHBIX MPEINAPAaTOB MOTYT COJICPKATHCS PA3INUAIOIIUECs CBEJCHUS:

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPETIAPATA
2. KAYECTBEHHbLIN 1 KOJIMYECTBEHHBIN COCTAB
3. JEKAPCTBEHHAA ®OPMA

Omnucanue nexkapcTBeHHOW GopMbl (hopma, IIBET, pa3MepHl)

4. KIMHNYECKUE TAHHBIE

(4.2. PexxuM 103UPOBaAHUS U CIOCOO MPUMEHEHUS)

6. DAPMALIEBTUYECKUE CBOMICTBA

(6.1. ITepeyenb BcmoMOTaTEIbHBIX BEIIECTB)

(6.3. Cpok rogHOCTH (CPOK XpaHEHUS))

(6.5. Xapakrep U colep>KaHUE YIMAKOBKM <HU CHEIHAILHOE O00OpYIOBaHHUE IS
WCIIOJIH30BAHMSI, BBSACHHS MJIM UMITIAHTAITAL )
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(6.6. OcoObie Mepbl MPEAOCTOPOKHOCTH MPU YTUIU3AUU HUCTIOJIH30BAHHOTO
JIEKQpCTBEHHOT'O Mpenapara Wil OTXOO0B, MOJYYEHHBIX MOCJE MPUMEHEHUS
JIEKapCTBEHHOT0 IIpenapara, u Apyrue MaHUIyJISUU C IpernapaTom)

8. HOMEP (HOMEPA) PETUCTPAIIMOHHBIX YIOCTOBEPEHNH

9. KATET'OPUA OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

10. JOSUMETPUA (ECJIMA ITPUMEHMMO)

4. EAVHBIN JTUCTOK-BKJIAIBIII

IIpaBuma  cocTaBiaeHHMST  €QUHOTO  JIMCTKA-BKJIAIbBIIIA  SBJISIOTCS
CaMOCTOSITEJIbHBIMU ~ MPABUJIAMM M HANPSIMYK) HE 3aBUCAT OT IPABUII
COCTaBJICHUSI €IMHOM OOIlel XapaKTepUCTUKH JIEKApCTBEHHOrO Iperapara.
B cBsi31 ¢ 3TUM UCIIOJIB30BAHUE €IUHBIX OOIIUX XapaKTEPUCTHUK JIEKAPCTBEHHBIX
penaparoB JOMYCTUMO (€CIH COOIOACHBI COOTBETCTBYIONINE KPUTEPHUH ), JAXKE
€CJIM COCTABJICHUE €IMHOTO JINCTKA-BKJIAIbIIIA HE JOMTYCTUMO.

3asBUTENb BIpPaBE IMOJATh 3asiBKYy HAa PETUCTPALMIO C €AUHBIM
JIMCTKOM-BKJIQBIIIEM JUISI HECKOJBKMX JO3UPOBOK OIJHOM M TOM Ke
nexkapcTBeHHOU (opMbl. ENUHBIA JTUCTOK-BKJIAJBIII JTOMYCKACTCS COCTABJISATH
IIPU COOTFOZICHNUH CIICTYIOMHNX 3 YCIIOBUH:

a) peKUM  JIO3UPOBAHUS, YKa3aHHBIM B OOIIEH  XapaKTEPUCTUKE
JIEKapCTBEHHOTO TIpernapara W JUCTKE-BKIIAJBIIIEC, MPEAYyCMAaTPUBAET IO
MEHBIIIEH Mepe IBa BapUaHTa peKUMa J03UpoBaHus (Hampumep, (aza mogdopa
J103bl, KOPPEKIIHS 103bI B 3aBUCUMOCTH OT KIIMHUYECKOT'O OTBETA WJIM KOPPEKIUS
71031 Y OCOOBIX TPYII);

0) uadopmMansi B JIMCTKE-BKJIAJBIINIE JJISI HECKOJIBKUX JIO3UPOBOK
MOJTHOCTBIO MACHTHUYHA, 3a HMCKIIOUEHHEM HEOOJBIIOro 4Yuciia Crenu(puIHbIX
JUUT TO3UPOBOK CBEJICHUM,

B) TIpejjlaraeMblii  KOMOMHUPOBAHHBIA JIMCTOK-BKJIAJIBIII HE JIOMYyCKaeT
MyTaHUIBl MEXAY NPUEMOM pPa3HbIX JO3UPOBOK M HE MNPUBOJUT K PHUCKY
HENPABWIBHOTO NPUMEHEHHS JICKAPCTBCHHOTO Mpernapara MalueHTOM WIn

OTpeoUTENEM.
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B nensax cocraBieHuss KOMOMHUPOBAHHOTO JIMCTKA-BKJIAbINIA 3asIBUTEIH
JIOJKEH BKJIFOUUTD B 3aBJICHHE HA PETUCTPAIIUIO, TOITBEPKIACHUE PETUCTPALINH
(mepeperucTpaiiio), BHECEHHE U3MEHEHUM B PETUCTPAIMOHHOE JOChE

COOTBCTCTBYIOWICC 000CHOBaHHE.

[MTPMJIOKEHUE Ne 9

K TpEOOBaHUSM K HHCTPYKIIMH 11O
MEJIULIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO
npernapara u 00IIe XapaKTepUCTUKE
JIEKapCTBEHHOTO Mpernapara st
MEJIUIIMHCKOTO TPUMEHECHUS

(B penakuuu Pemenns CoBeta
EBpa3nuiickon 5KOHOMUYECKOW KOMUCCUH
oT 20 . Ne )

ITPABUJA
YKa3aHUSA T03MPOBKH (KOJIUYECTBEHHOTO COIEPKAHMS
NefiCTBYIOIIUX BelleCTB) B HAMMECHOBAHUH
JIEKAPCTBEHHBIX NMPENnapaTroB

1. O0wme monoXeHus

JlekapCTBEHHBIM Tpenapar MapKUpyeTrcss B CIEAYIOUIEM  BHJE:
«(TOproBoe) HaMMEHOBaHWE + JIO3UPOBKa + JekapcTBeHHas dopmay. Takoe
YKa3aHME  paccMarpuBaeTCsi B  KAyeCTBE  MOJHOIO  HAMMEHOBAHMUA
JICKApCTBEHHOI'0 IIpemnapara, B CBS3M C YEM HCIIOJIb3YEMOE JAJIEE MOHATHUE
«HaMMEHOBAaHWE» B HacroAmmMx IIpaBunax TOHMMAETCS KAk IOJIHOE
HAUMEHOBAHHWE  JIEKAPCTBEHHOI'O  IMpErapara, COJEpKallee  yKa3aHHbIE
3 3yIeMeHTa.

B cootBercTBUM ¢ myHKTOM 1 paznena Il TpeboBaHMM K HHCTPYKIIUU IO

MEJIUIIMHCKOMY TPUMEHEHHUIO JIEKApCTBEHHOIO0 IMpenapata U  oOmen
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XapaKTEPUCTUKE JIEKAPCTBEHHOTO IpernapaTa s MEAUIUHCKOTO MPUMEHEHMUS,
YTBEPKICHHBIX pemeHneM (CoBeTa €Bpa3HMMCKOM IKOHOMHYECKOM KOMHUCCHH
or 3 HosiOps 2016 r. Ne 88 (mamee — TpeOoBaHuUs), MOJA JO3UPOBKON B
HAaUMEHOBAaHMM  JIEKAPCTBEHHOrO  Ipenapara IOHUMAETCs  KOJUYECTBO
(conmeprkaHue) IEUCTBYIOMIETO BEIIECTBA B €IUMHUIIE JICKAPCTBEHHOU (POpMEI, a
TaK)K€ B €AMHUIIE MAacChl WM 00beMa JIEKapCTBEHHOTO Mpernapara, 3HaYuMOe
JUISl TIPABWJIBHOM MACHTU(PUKAIIMK U PUMEHEHUsI JIEKAPCTBEHHOTO IMpernapara.
Jlo3upoBka B  HAaMMEHOBAHMM  JIEKAPCTBEHHOTO  Ipemnapara  JOJKHA
COOTHOCUTHCA C uH(pOpMaIel, yka3aHHoOW B pazgene 2 u 4.2 o6mieit
XapaKTEPUCTUKH JIEKAPCTBEHHOI'O Ipenapara Jyisi MEIUIIMHCKOTO MPUMEHEHUS
(manee — OXJIIT).

ConepxaHue NEMCTBYIONIETO BEIIECTBA B €IUHUIIE MACChl WM 00bema
JIEKapCTBEHHOIO TMpernapaTa TakyKe Ha3bIBA€TCSl KOHLEHTpALMEd U IPUBOAUTCS
IPEUMYILECTBEHHO TSt HEJIO3UPOBAHHBIX  JIEKAPCTBEHHBIX dbopm
JIEKApCTBEHHBIX MPENAPATOB.

JIJisi HEKOTOPBIX BUJIOB JIEKAPCTBEHHBIX (POPM TO3MPOBKA BBIpAKACTCS
KOJIMYECTBOM JECHCTBYIOILIETO BEIIECTBA, BHICBOOOXK/1a€MOI0 U3 JIEKAPCTBEHHOM
(GbOpMBI B €TMHUILY BPEMEHHU.

VYkazaHnue A03UpPOBKM B HAMMEHOBAHUM JIEKAPCTBEHHOrO IIpemnapara
o0ecreyrBaeT Mpe/ICTaBIeHUE MalMeHTy Haubojee 3HaYMMOl MH(OpPMAIUK O
KOJIMYECTBE JIEKAPCTBEHHOTO Mpernapara mpu ero NpuMEHEHUH, TO3BOJISIET JIETKO
UJIECHTU(PUIIUPOBATH JICKAPCTBEHHBIN IIpenapaT U OTJIMYATh €r0 OT APYTrux Gopm
BBIITyCKAa JTOTO Ipemapara, a TakXke TO3BOJSET Bpady Ha3HA4aTh
JIEKapCTBEHHBI Mpenapar ¢ y4eTOM JPYTMX acleKTOB IMpOoLecca JICYEHUs U
IPUMEHEHHUS 3TOTO JIEKapCTBEHHOro mpenapara. Llens ykaszaHus DO3UPOBKHU B
ATOM ciydae oTiinm4Ha oT neneu pasaena 2 OXJIII u pasnena 2 MapkupoBKH, B

KOTOPBIX COACPKATCA 0oee l'IOI[pO6HBIC N aHAJIUTHYCCKUEC AAaHHBIC O TOYHOM
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KOJIMUECTBE Mpernapara Kak B OTHOIICHUHM (hapMalleBTUUECKON CyOCTaHIUU
(aKTUBHOM YaCTHU MOJIEKYJIbI IEHCTBYIOLIErO BEIIECTBA), TAK U JIEKAPCTBEHHOIO
npenapara. YKa3zaHue€ JO3UPOBKM JIOJDKHO OCHOBBIBAaTHCSI HA KPUTEPUAX
ya00CcTBa [JIsi TOHUMAaHUS MOTpeOuTeNeM (Ha3HAyalollUuM JIMIOM), a He Ha
KPUTEPHSIX KaueCcTBa JIEKAPCTBEHHOIO Mpenapara (aHaIUTUYECKUX KPUTEPHUSIX).

Crenenp aeranuzauuu Mexay pasaenamu 1 uw 2 OXJII wmoxer
paznuyaThCs, MOATOMY MpPHU YKaszaHuM A03upoBku B paszaene 1 OXJII ne
TpeOyeTCsl BKJIIOYATh M30BITOYHBIE CBEJICHUS, KOTOPBIE COJIEPIKATCS B JIPYTUX
pazaenax OXJII u mapkupoBKe JTEKapCTBEHHOTO IpenapaTa. Eciu 103upoBKa B
HAMMEHOBAHMM JIGKAPCTBEHHOTO TIpemapara OTpakaeT TOJIbKO —ofIiee
KOJINYECTBO JECUCTBYIOLIErO BEIIECTBA B MEPBUYHOM YMNAKOBKE, B JAPYTHUX
paznenax OXJIII u mapkupoBKE JEKApCTBEHHOI'O Iperapara HEoO0XO0IUMO
MPUBECTH YETKOE YyKazaHue oO0IIero oodbemMa M KOHILEHTPAIIMU HA €AUHUILY
o0beMa B COOTBETCTBUU C YKa3aHUAMH K TaOnuIile B MyHKTE 2.3.5 HACTOAIIUX
[IpaBui. AHanOrM4HO, €CIIM JO3UPOBKA B HAMMEHOBAHUM JIEKAPCTBEHHOIO
npenapara yKka3bplBaeTCsl B BUJE KOHIIEHTPAIMK HA €IUHUIYY 00beMa, B IPYTUX
paznenax OXJIIT u MapkupoBKe JEKaApCTBEHHOTO Mpenapara He00X0AUMO YETKO
yKa3aTh 0OIee KOJUYECTBO JEHUCTBYIOIIETO BelecTBA M OOIUA 00BeM
JIEKApCTBEHHOI'0 MIpenapaTa B COOTBETCTBUM C YKAa3aHUSIMU K TaOJIMIIE B TYHKTE
2.3.5 nacrosmux IlpaBun. TouHoe ykazaHHe 3THUX KIIOUEBBIX 3JIEMEHTOB B
MpeIaraéMoil MapKUpPOBKE W Ha YIAKOBOYHOM MAaTEpHANEC 3asBUTEIIEM
SBJISIETCS KJIIOUEBBIM aCIEKTOM TIPU JKCIEPTU3E MAKETOB W 00pa3lioB
JIEKApCTBEHHOT'O TIperapara, HalpaBJICHHbIM Ha CHUXKEHHE pPHUCKa OIIHMOKU
no3upoBaHus. JlM3ailH MapKUPOBKH, HCMOJIb3yeMbIi (hapMalleBTUUYECKUM
IPOU3BOAUTENEM, JAOJDKEH oOOecrneunBaTh 3aMETHOCTh W OJHO3HAYHOCTH
MOHMMAHUSI KJIOYEeBOM uHGOpMAUMK JUIsl MPABUIBHOTO MPUMEHEHUS

JICKAPpCTBCHHOTO IIPCIiapara.
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J103upoBKYy (KOHIIEHTPAITMIO) YKAa3bIBAIOT, KAaK MPABWIIO, JJIsI OJTHO-, ABYX-
U TPEXKOMITIOHEHTHBIX JICKAPCTBEHHBIX IpenaparoB. B OTAeIbHBIX Ciydasx
JOMYCKAETCSl yKa3aHUE JIOBUPOBKHU (KOHIUEHTpAIMM) JJI1 YeThIpeX- U
IS TUKOMITOHEHTHBIX JIEKAPCTBEHHBIX TIPEIIapaTOB.

Hacrosimee mpuiioKeHHE TO3BOJSET OOECHEYUTh TapMOHH3AIHIO
yKazaHus WHPOPMAIMK JUISI CXOXHUX JIGKAPCTBEHHBIX TIperapaToB |
JICKapCTBEHHBIX ()OPM M COBEPIICHCTBOBAHHE MAapKHPOBKH JIEKAPCTBEHHBIX
npenaparoB JjIs oOecreueHus MPaBUILHOTO U OE30MacCHOTO WX MPUMEHEHUS U
MUHUMH3AIANA OIIMOOK T03UPOBAHMUSI.

[Tonoxxenusa Hactosamux [IpaBun pacrpocTpaHsIFOTCS UCKIIOYUTEIBHO Ha
yKa3aHue JO3UPOBKM B HAWMEHOBAHUU JIEKAPCTBEHHBIX IPEMapaToB M HE
3aTparuBalOT JIPyTH€ PETYISATOPHBIC TpoIeayphl (HampuMmep, MpaBuIIa
MIPUCBOCHUS HOMEPOB PETHCTPAIIMOHHBIX YIOCTOBEPECHH, pacdeTa BEeJIUYUHBI
MOIIIMH, BBIOOpA MEXAY U3MEHEHHEM, TPEOYIOIMM U HE TpeOyIoImKM HOBOM

perucTpauu, u ap.).

2. Yka3zaHue J03UpPOBKHU
B HAUMEHOBAHUU JICKAPCTBEHHBIX MPENAPATOB

Haubonee nmoaxoasniuil BapuaHT yKa3aHHs JO3UPOBKH B HAUMEHOBAHUU
JIEKapCTBEHHOTO Mpernapara OnpeAessieTcsi B MHAUBUIyallbHOM nopsiake. Eciu B
YIIAKOBKY BJIOKEHO COOTBETCTBYIONIEE JO3UPYIOIICE MU3JICINE, U C TTOMOUIBIO
Hero OyayT BBEACHBI OJIHA MM HECKOJIBKO (PMKCHPOBAHHBIX 103, HEOOXOIMMO
YKa3bIBaTh JIO3UPOBKY C YYETOM €r0 MCHOJIb30BAHHUS.

B nononnenue k nosoxkenusm noapaszaena 1 pasznena I tpeboBanumii, 1is
MPAaBUJILHOTO OMNPEACICHUS YKa3aHUs JO3UPOBKU (HAIpUMEp, TO3UPOBKU B
MApKHPOBKE JIEKAPCTBEHHBIX MPENAPATOB, HCCIEAYEMBIX B KIMHUYECKUX
WCCIICIOBAHUAX WJIM NPU HAIUYUU JO3UPYIOIIETO H3JACIHUs) HEOOXOIMMO

YUHTBIBATH ClIeaytonue (GpakTophbl.
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2.1. Ins yka3aHusi JO3UPOBKH (KOHILICHTPALIMU) MIPUMEHSIIOT CIICIYIOIIHE
COKpAIICHUS €AUHUL] U3MEPCHUS:

r  —TrpamMm

Ml - MWUIMTPAMM

MKI — MUKPOTpPaMM

MJI - MUJUIWJIMTP

Jns  ykazaHus JO3UPOBKM TAaKKE IPUMEHSIOT YKa3aHUE 3HAYCHUSA

aKTUBHOCTH JIEWCTBYIOIIETO BEUIECTBA, IPUBEJIICHHOE B mozpaszzaene 1
paznena I TpeboBanmii.

[Ipn yka3aHuu JO3UPOBKM HAMMEHOBAHHME €IMHMIIBI JIEKAPCTBEHHOMN
dbopmbl He ipuBoauTcs. Hampumep, 200 mr, a He 200 mr/Tabnetka, 20 ME, a He
20 ME/¢nakoHs.

2.2. KonnuecTBEHHOE YKa3aHHUE T03UPOBKH (KOHLIEHTPALIVH).

2.2.1. Ilpu ykazaHuu 103UPOBKH (KOHILIEHTPALIMN) €€ YUCIICHHOE 3HAUCHHE
JOJKHO OBITh BBIPAKEHO B PALMOHAIIBHOM BHJIE, YTO JOCTUTAeTCA IyTeM
BbIOOpa COOTBETCTBYIOUIMX €IMHULl M3MEPEHHUsS] WJIM COOTBETCTBYIOIIMX
INPUCTABOK JJIi OOpa3OBaHMS NECATUYHBIX KpPAaTHBIX W JIOJIbHBIX €IMHUIL
VU3MEPEHHS.

2.2.2. llpn ykazaHuM JOO3UPOBKHU (KOHLEHTpALMU) BBIOUPAIOT €AMHULIBI
U3MEpPEHHUs], TIO3BOJISIONINE HMCIOJb30BaTh LieNble, a HEe ApOOHbIE 4Yuciia, WU
LeJble Yucia ¢ IpoOHBIM pazpsiioMm 1-ro u 2-ro nopsiaka. Hanpumep, 50 mkr, a
He 0,05 mr, 200 mr, ase 0,2 1, 1,5 Mr, a 1e 0,0015 1.

2.2.3. [Ipn ykazaHuum DO3UPOBKH (KOHIIEHTPAIIMW) BBIOUPAIOT CHMHUIIBI
U3MEpEeHHUs], MO3BOJISIIONINE M30€kaTh yKa3aHUs 4HUCla, coJepkaiiero Oosee
Tpex paspsanos (1000 u 6onee). Hanpumep, 1,5 r, a ve 1500 mr, 5 mr, a He 5000
MKT.

B ciyyasix ecnu 103upoBKa BbIpakeHa HE B €IMHUIIAX MACChl (HapuMep,

B ME unu apyrux equHUIax), TOJbKO HA YIAKOBKE JIOMYCKAKOTCS COKPAICHUS
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«MIIH.», «MIpA.», Hampumep S5 mMaH. ME, a B OXJII m umHCTpykKmmum mno
MEJIUIIMHCKOMY MPUMEHEHHUIO JICKAPCTBEHHOTO TMpenapara (JIUCTKE-BKIIAIbIIIIE)
OHM HE MPUMEHSIIOTCS.

2.2.4. B cnyyae ecnu pOU3BOAMTEID BBITYCKAET JICKAPCTBEHHBIN ITpenapar
OHOTO HAaMMEHOBAHUS B OHOM JIEKAPCTBEHHOM (POpME C pa3HBIM KOJIMYECTBOM
JENCTBYIOIIETO BEMIECTBA, I03UPOBKH YKA3bIBAKOTCS B OIMHAKOBBIX EAVMHUIIAX IS
BCEM JIMHEWKU JIeKapCcTBeHHOTO nipenapara. Hanpumep, 0,751, 1 ru 1,5 1, a ve 750
mr, I Tu 1,51, 250 mr, 500 mr 1 1000 mr, a 5e 250 mr, 500 Mru 1 1.

2.2.5. B ciydae HCHOJB30BaHMSI B KayeCTBE JCHCTBYIOIIUX BEILECTB
3¢UpOB, CoJieH, COJIbBATOB YKa3bIBACTCS COAEPIKAHME ICUCTBYIOIIETO BEIIECTBA
B IepecyeTe Ha aKTUBHYIO YaCTh MOJEKYJbI (KHUCJIOTY, OCHOBaHUE, O€3BOIHOE
WIM Ccyxoe BemiecTBo). Hampumep, mnpu UCHOAB30BAHUM B KAdyeCTBE
JNEUCTBYIOIIEr0 BellecTBa KetoTudeHa ¢GyMapara yKa3bIlBaeTCs COJEpKaHUE
JICHCTBYIOIIETO BEIIECTBA B MIEpECUYETe Ha KETOTU(EH.

B cnydae ecim  wcmonmb3yemble  cond, IGUPHI  OTIIMYAIOTCS
dbapMakoIOTUYECKUM JIEWCTBUEM JIOMyCKAeTCS YKa3blBaTh JIO3HPOBKY B
nepecyeTe Ha BCIO MOJICKYJY JICMCTBYIONIETO BeliecTBa (HampuMmep,
OCH3WJINEHULIWJUTMHA HATPUEBAs COJIb).

2.2.6. Jlyist AByXKOMITOHEHTHBIX JIEKAPCTBEHHBIX MPEMAPATOB COJICPKAHKE
KaXJOTO W3 ABYX ACHCTBYIOIIMX BEIIECTB YKa3bIBACTCS, C HCHOJIb30BAHUEM
3HAaKa «+t» WIN «/» ¥ OJMHAKOBBIX CAWHUII M3MEPECHUS, Hapumep, «25 mr + 50
MD» WK «25 Mr/50 Mry.

JIsi MHOTOKOMITOHEHTHBIX JICKAPCTBEHHBIX IIPENapaToB COACpKaHUE
KaXJ0TO U3 JCHCTBYIOIIMX BEIIECTB YKA3bIBACTCS MOCIEI0BATEIBHO B TOPSIKE,
COOTBETCTBYIOIIEM TPYNIUPOBOYHOMY (OOIIEIPUHATOMY) HAUMEHOBAHUIO, C

HCTIOJIb30BaHUEM 3HaKa «+» WK «/». Hanpumep:
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«AmnogunuH + Bancapran + 'ugpoxnoporunazumny —  «5 mr + 160 mr
+ 12,5 Mr», tne 5 Mr — coaepxanue amioaunuHa, 160 mMr — coaepkaHue
BaJICapTaHa, 12,5 Mr — cogepx’aHue TuIpOXJIOPOTUA3N/IA;

«Amnoaunus / Bancapran / I'mapoxmopornazua»y  —  «5 mr/ 160 mr/
12,5 mMr», Tne 5 Mr — coaepkanue amuiogunuHa, 160 Mr — coaepxaHue
BaJIcapTaHa, 12,5 Mr — cogepx’aHue TuApOXJIOPOTHA3U/IA.

[Ipy »5TOM HCHOJB3YIOTCS OJWHAKOBBIE EIUHUIIBI HM3MEPEHUS JUIS
0003HAYEHUS COJIEPKAHUS KaXKJOro M3 JEHUCTBYIOIIUX BEIIECTB (B cliydyae
WCIIOJIb30BAHUSI MACCOBBIX €UHUILL BEIPAKECHUS).

2.3. YKa3zaHue KOHIIEHTPALUU JIJIs1 JIEKapCTBEHHBIX MPEMApPaTOB.

2.3.1. Ins  yka3zaHus ~ KOHIICHTpAIlMM  TNPUMEHSIOT  KOMOHWHAIIUIO
OTHOIIICHUYN E€UHUIl U3MEPEHHUS, TPUBEICHHBIX B MOAMYHKTE 2.1 HacTosIux

IIpaBui, HanpuMmep:

/M rpaMM Ha MAJUTAJIATP
MT/MJT MHWJUIATPAMM HAa MUJUTAIIATP
MKI/MJI ~ MHUKPOTPaMM Ha MIJLTUIUTP
MT/T MHJUIATPAMM HA TPaMM
MKT/T MHKpPOrpaMM Ha IpaMM

MKTI/MT MHKpPOrpaMM Ha MUJUIUTPAMM

ME/mn MEXIyHApOaHasl €IUHUIIA OMOJIOTUYECKON aKTUBHOCTU
Ha MUJUTUJIUTP

ME/r MEXKIyHapO HAs SIUHHIIA OMOJOTHYECKON aKTHBHOCTH
Ha rpamMMm

ME/Mr MEXIYHapOaHas €IUMHUIIA OMOJOTMYECKON aKTHBHOCTH
Ha MUJUTUTPaMM.

2.3.2. Yka3zaHue JO3UPOBKM B TIPOIIEHTAX HE JOMyCKaeTcs, 3a
UCKJIFOYEHUEM 3apeTMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPENapaToB (MM HOBBIX
JIO3UPOBOK  TaKMX MPEnaparoB), JO3UPOBKH  KOTOPBIX  TPAJUIIMOHHO
BBIPAXAIUCh TAKUM CIOCOOOM (B YACTHOCTH MH(PY3MOHHBIC U MHBEKIIUOHHbBIC
PacTBOPBI: M30TOHMYECKUN PACTBOpP HATPHs XJIOPUJA, PACTBOPHI TIFOKO3bI U

aJ'IB6YMI/IHa, B HCKOTOPBIX CIIy4dasdX TBCPAbIC U MATKHUC JICKAPCTBCHHLIC q)OpMBI B
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MHOT'0/IO30BBIX yIakoBkax). [Ipu 3ToM pomyckaercss MCIOJIb30BAaHUE 3HAKa
pOLEHTA «%0» B CIEAYIOIINX 3HAYCHUAX:

MAacCCOBBIM IIPOLIEHT, BHIPAXKAIOIIMN KOJIUYECTBO IPAMMOB JIEUCTBYIOIIETO
Bemiecta B 100 rpamMmMax JIeKapCTBEHHOTO Mpenapara;

Macco-OObEMHBI  TPOIICHT, BBIPAKAIOIIUNA  KOJIMYECTBO TPaMMOB
neurcTByroniero Bemectsa B 100 MIITAIUTpaXx JISKAPCTBEHHOTO MpEnapara;

00bEMHBIN MPOLIEHT, KOJUYECTBO MIWIJTMIUTPOB ACHCTBYIOIIETO BEIIECTBA
B 100 MIIUTHIIMTpaX JIEKAPCTBEHHOTO Mpenapara.

2.3.3. IIpu yka3aHuH KOHUEHTPALIMU ICVCTBYIOIIETO BEIIECTBA B €IUHUIIE
Macchl Wi o0beMa JIEKapCTBEHHOTO mpemnapara mudpy «l» He yKa3bIBaloT.
Hampumep, 200 ME/mi, a ve 200 ME/1 mi.

2.3.4. JlomyckaeTcs yKa3blBaTh COMEPKAHUE JICHCTBYIONIETO BEIIECTBA B
WHOM KOJIMYECTBE MACChl WM 00bheMa JIEKAPCTBEHHOTO Ipernapara, IpuBoAs Npu
3TOM JJaHHOE KOJIMYECTBO mpenapara, Harpumep, 200 ME/0,5 mi.

2.3.5. na MHOTOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX IpenaparoB
KOHIIEHTPAIMIO YKa3bIBAIOT C YYETOM IOJIOKEHUM MOJANMyHKTa 2.2.6 HACTOSIIMX
[IpaBun Hanpumep, (25 mr + 50 mr)/5 mi wiu (25 mr/50 mr)/5 mi.

VYkazanue 103UpOBKU (KOHIIEHTPAIMK) JIJISI PA3JIMYHBIX JIEKAPCTBEHHBIX
dopMm mpuBeAEeHO B TAONWIE, TAE HCIOJB3YIOTCS CIEAYIOMNE YCIOBHBIC
oOo3HaueHus:: X me/Mn = KOHyeHmpayus, Z Mme = obOwee cooepicanue
Oeticmsyioweco eewecmea, Y mi = oowuil odbvem, Z me/Y mn = oduee

cooepaicanue 0elicmayrule2o seujecmsa 8 oouem ooveme.

JlexapcTBeHnHas popma Tun nepBUYHOM [Ipeanouturensuoe | Crioco6 BeIpaKeHUS
YIaKOBKH' o0o3HaueHHE JO3UPOBKHU
JI03UPOBKU> (xoHIeHTpanuu)’
JlexapcTBeHHbIE TpeNapaThl AJisl IpUeMa BHYTPh
TBepble NO3UPOBAHHBIE OZHOI030Bast KOJIMYECTBO Ha Z Mr
JIeKapCTBEHHbIE (POPMBI MHOT01030Ba51 CAMHMILY
(Hanpumep, TabIETKH, JIO3UPOBAHHOMN
KarcCyJbl) JIEKapCTBEHHOMN

(bopmbI
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JlexapctBenHas popma Tun nepBUYHOM [Mpenmourutenbaoe | Criocod BBIpaKEHUS
yrnakoBku' o0o3HaYeHHE JO3UPOBKU
JI03UPOBKK> (KOHIeHTpaLH)’
TBepubie MHOT0/1030Bast KOJIMYECTBO Ha X Mmr/r
HEJI03UPOBAHHBIC €MHUILY MacChl
JIeKapCTBEHHbIE (POPMBI
(Harpumep, TpaHyJIbl)
Msirkue iekapcTBEHHbIE OJIHO/1I030Bast oOl11ee KOJIU4EeCTBO B Z mr
dbopMbl (Hanipumep, MEPBUYHON YIIaKOBKE
fracta, Ieilb UL puemMa MHOT0/1030Bast KOJIMYECTBO Ha X Mmr/r
BHYTPE) €MHUILY MacChl
Kunkue nekapcTBeHHBIE OJIHO/1I030Bast o011ee KOJTU4eCTBO B Z mr
¢dbopMbI (Hanpumep, IIEPBUYHOM YITAKOBKE
aMIybl, cale) MHOT0/1030Bast KOJIMYECTBO Ha X mr/min
eIMHUILY 00beMa
[Topomiku (Tpanymsl) Ass OJIHO/1I030Bast o011ee KOJTU4eCTBO B Z mr
MIPUTOTOBJICHUS KUIAKUX MEePBUYHON YITaKOBKE
JICKapCTBEHHBIX (opM MHOT0/1030Bast KOJIMYECTBO Ha X mr/min
eAMHUIlY 00bemMa
nocine
BOCCTaHOBJICHUS
‘ JlexapcTBeHHBIE TIpenapaThl Il MAPEHTEPATHHOTO BBEICHUS
Kunkue nekapcTBeHHBIE 0/IHO/030Bas (ipu  oOI1Iee KOJTMYECTBO B Z mr’
dbopmbl €MHOBPEMEHHOM  TEPBUYHOM YIaKOBKE
BBEICHHUU")
0JIHO/1030Bas (TIipu KOJIMYECTBO HA X mr/mm’
YaCTUYHOM eAMHUILY 00beMa
BBEICHHUHU")
MHOT'0Z1030Bast KOJINYECTBO Ha X Mr/min
eIUHUIlY 00beMa
[Topormku st OJTHOJI030Bas 00111ee KOTUYIECTBO B Z mr
MPUTOTOBJICHUS KUAKUX MEePBUYHOMN YIIaKOBKE
NIEKapCTBEHHBIX pop M MHOT'0JI030Bast KOJIMYECTBO Ha X Mr/mi
eMHUIlY 00beMa
nocine
BOCCTaHOBJICHUS
Konnentpatst OJTHOZ030Bas o0111ee KOJINYECTBO B yAY
(mpu MEPBUYHON YIIaKOBKE
€MHOBPEMEHHOM
BBCIIGHI/II/I4)
OJIHO/1030Bast KOJIMYECTBO Ha X mr/mn’
(npu yaCTUYHOM eMHUIlY 00beMa
BBeeHUN") nepes pa3BeAeHUEM
KoHnuenrpatst MHOT'0/1030Bast KOJIMYECTBO HA X Mr/mi

eIMHUILY 00beMa
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JlexapctBenHas popma Tun nepBUYHOM [Mpenmourutenbaoe | Criocod BBIpaKEHUS
yrnakoBku' o0o3HaYeHHE JO3UPOBKHU
JI03MPOBKH> (xoHIleHTpanuy)’
nepes pa3BeIeHuEM
NmnnanTatel
NmruianTaTel o0miee KOJTUYECTBO B Z Mr

HUMIIJIaHTaTC

JlexapcTBEeHHBIE Npenapathl sl HAPY>KHOTO, TPAHCIEPMATLHOT0, PEKTAIBHOIO,
BarvHAJIbHOTO BBEJICHUS, HAHECEHUS HA CIIM3UCTYIO0 000JI0UYKY MOJIOCTH PTa, AeCEeH

TBepble 103UpPOBaHHBIE OJIHO/1I030Bast KOJIMYECTBO Z mr
JIEKapCTBEHHBIE (DOPMBI Ha CIUHU
P (bop MHOT'0/1030Bast JUTHHLLY
(Hampumep, JTIO3UPOBAHHOM
CyNMO3UTOPUIA, TAOJIETKA, JIEKapCTBEHHOM
Karcysa) hopmbI
Tepabie MHOT0/1030Bast KOJIMYECTBO Ha X mr/t
HE03UPOBAHHbBIE €IMHUILY MacChl
JIeKapCTBEHHBIE (DOPMBI
(HampuMep, OPOIIIOK)
TpaHcaepManibHbIC OJHOI030Bast HOMHWHAJIBHOE X mr/Y 4
npenaparsl s KOJIMYECTBO,
CHUCTEMHOTO TTPUMEHEHUS BBICBOOOKIa€MOE Ha
(Hampumep, TIaCTHIPh €IMHUILY BpeMEHH!
TpPaHCACPMAJIbHBIN)
TpancnepmanbHbIe O/IHOJI030Bas o011ee KOTUYeCTBO B Z mr
npenaparsl AJisi MECTHOTO TJIACTHIPE
NpUMeHeHus (HampuMmep,
TJIACTBIPh
TpaHCIePMAaTbHBII)
Msrkue iekapCTBEHHBIE OJTHOJI030Bas KOJIMYECTBO HA X Mmr/r
dbopMBbI (HapuMep, Kpem, MHOT0/1030Bast €MHUILY MacChl
relib, Ma3b)
Kunkue nekapcTBeHHBIE O/IHOJI030Bas o011ee KOTU4IeCTBO B Z mr
(bopMBI MIEPBUYHOH YITaKOBKE
MHOTI'0/1030Bas KOJIMYECTBO Ha X Mr/min
eAMHUILY 00beMa
JlexapcTBeHHBIE MpenapaThl s HHT AT
WuransiuoHHbIe OJIHO/I030Bast KOJIMYECTBO B X Mmr/mo3a
JIEKapCTBEHHBIC (DOPMBI MHOT'01030Bas JOCTaBIIIEMOH JI03€
(Hampumep, TBEPIbIE
KarcyJbl, a3pO30JIH,
rasbl)
PactBop (cycrien3usi, 0JIHOI030Bas 0o0111ee KOJINYECTBO B Z Mr
OMYIBCHS) TS MIEPBUYHON YIIaKOBKE
HeOynai3epa
PactBop (cycnensus, MHOT'0J1030Bast KOJIMYECTBO HA X Mr/mi

SOMYJIBCHS) JIJISI
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JlexapctBenHas popma Tun nepBUYHOM [Mpenmourutenbaoe | Criocod BBIpaKEHUS
yrnakoBku' o0o3HaYeHHE JO3UPOBKHU
JI03MPOBKH> (xoHIleHTpanuy)’
HeOynan3epa eAMHUILY 00beMa

O(bTaJIBMOJ'IOFI/IquKI/Ie, YIIHBIC U Ha3aJIbHBIC JICKAPCTBCHHBIC IIPCIIapaThl ‘

JKunkue ekapcTBeHHBIE OZHO1030Bas KOJIMYECTBO Ha X mr/ma
bopmbl MHOTI'0/1030Bast eIMHUIly 00beMa

Msrkue J1IeKapCTBEHHBIE OZHO030Bas KOJIMYECTBO Ha X mr/t
dopmbl (HanpuMmep, Masb) MHOT'0/1030Bast €MHUILY MacChl

' OnHomo30Bast mepBUYHAS YIAKOBKA COJAEP/KUT KOJMYECTBO Mpenapara, MpeIHa3HAYeHHOE I
MOJTHOTO WJTM YaCTUYHOTO MPUMEHEHUs 3a | mpreM. MHOro/1030Bast IEpBUYHASL YITAKOBKA COACPIKUT
KOJINYECTBO Iperapara, MPUrolHoe AJs IBYKPaTHOrO U 0oJiee T03UPOBaHMUS.

2 KonudecTBo (hapMaleBTHIECKOH CyOCTaHIIMM UK IEHCTBYIOIEr0 BEMIECTBA COOTBETCTBEHHO.

3 KpoMe yka3aHHBIX B TaGJHIE CIIOCOOOB BBIPAKEHMS JTO3MPOBKH (KOHIIEHTPAIMH), JOIYCKAETCs
UCTIONB30BaTh JIPyTMe TMpHEMJIEMble E€IWHUIBI HM3MEPEHHs IS BBIPAXEHUS JIO3UPOBKU
(KOHIIEHTpPALIHH ).

* EuHOBpeMEHHOE BBEJICHHE: TIPMMEHEHHE BCEr0 KOJHMYECTBA JIEHCTBYIOIIErO BENIECTBa,
coJiep Kallerocst B IEpBUYHOIN yIIakoBKE €AMHOBPEMEHHO B paMKax OJHOro BBeleHHs. YacTuyHOe
BBEJICHHE: BBOAMMAs 1032 PACCUMTHIBACTCS B MHIUBUAYAJILHOM IOpsAKE (B MI/KT Macchl Tela, B
MI/M?), 2 HEUCTIONb30BaHHAs YacTh JeKapCTBEHHOTO MpenapaTa YHHUTOKAETCS.

> Eciii B HAMMEHOBAaHUH JIEKAPCTBEHHOTO MpenapaTa J03MPOBKa YKa3bIBAETCs KaK KOHI[EHTPAIs Ha
yIaKOBKe HEOOXO0IMMO YETKO yKa3aTh oll1ee copepkanue B oomeM oobeme. Eciiu B HauMeHOBaHUU
JIEKApCTBEHHOTO TIpenapaTa JIO03UpOBKa YKa3bIBAETCS Kak oOIee KOJMYECTBO JEHCTBYIOIIETO
BEIlIeCTBa B MEPBUYHOHN ynakoBke. Ha ymakoBke HE0OXOAMMO Takke yKa3zaTh OOIIMHA 00beM MU
oOmee copepkanue B 00meM o0beMe U KOHIeHTpanuio. Ecium B HAMMEHOBaHUU JIEKapCTBEHHOTO
npernapara J03MpOBKa YKa3bIBaeTCsl Kak oOIlee KOJMYECTBO B 00IeM 00beMe Ha YIMaKOBKE TaKKe
ClIelyeT yKa3aTh KOHIEHTPAIUIO.

® [Ipu Hanuuuu oT/ENBbHON PEeKOMEHIAMKE B OTHOIIEHHH 00beMa JUIs PACTBOPEHHUs JO3UPOBKY B
KauyecTBE aJlbTEPHATHBBI JONMYCKAaeTCs YKa3blBaTh B BHJIE OOLIEro KOJWYECTBA B OOIIEM oObeMe
nocje pacTBOpeHust «Z Mr/Y M.

2.4. OcoOble cimyuan yKa3zaHus JO3UPOBKHU (KOHIIEHTPALIH).

2.4.1. Jlns JexkapCTBEHHBIX TMpemaparoB JJisi TpueMa BHYTPh B
MHOTO/IO30BOM  YITAKOBKE, JIEKAPCTBEHHass (opmMa MPUMEHEHHUS KOTOPBIX
OTJIMYAeTCS OT WCXOAHOW JIeKapCTBEHHOW (opmbl (Hampumep, TpeOyercs
NpoBeJeHUE NpeoOpa3oBaHUs MyTEM PACTBOPEHUS, Pa3BEICHMUS), TO3UPOBKA
yKa3bIBAa€TCS JJIsI JIGKAPCTBEHHOUM (opMBbI MpuMeHeHus. Hanmpumep, «mmopoiiok
JUTsl IPUTOTOBJICHUS CYCIIEH3UH JIJISl IpreMa BHYTPb 4 MI/MJID» — IPU OTCYTCTBUU
JIO3UPYIOIIETO YCTPOMCTBA, «IOPOIIOK JJisi MPUTOTOBIICHUS] CYCHEH3UHU IS

npuema BHyTpb 20 MIr/5 Mi1» — P KOMIUIEKTAIUK TIO3UPYIOIIUM YCTPONUCTBOM.
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242. Ina  paguodapMalleBTUUECKUX  JIEKAPCTBEHHBIX  IpenapaToB
yKa3bIBaeTCsl 00IMasi paJuOaKTUBHOCTh, BBIPAXKEHHAS PaJUOAKTUBHOCTHIO
nykinunaa B oekkepensix (I'bk, Mbk, kbk) B equnuiie 10361 (1711 JO3UPOBAHHBIX
JIEKapCTBEHHBIX (OpPM) WM paTUOAKTUBHAS KOHILIEHTpAIMs, BbIpaKCHHAas
pamroakTUBHOCTRIO Hykiauga B Oekkepensx (I'bk, Mbk, kbk) B emguHuie
NEePBUYHOMN YIAKOBKH (JJIs1 HEIO3UPOBAHHBIX JIEKAPCTBEHHBIX (GOPM).

2.4.3. JlosupoBka (KOHIIEHTpaIMs) HE YKa3bIBACTCS ISl CIEAYIOIIUX
JIEKAPCTBEHHBIX MPEIapaToB:

B JICKAPCTBEHHOU (hOpME «Ta3 MEAUIIMHCKUI, «MACII0», «KUTKOCTHY;

B BujJe (HhacOBAaHHOTO JIEKAPCTBEHHOTO CHIPbsl M MPEAHA3HAUYCHHBIX IS
MPUTOTOBJICHUS BOAHBIX U3BJICUYEHUN;

CJIOKHBIX COJIEBBIX PACTBOPOB JIJIsl MH(Y3UOHHOT'O BBEJICHUSI;

rOMEONaTUYECKUX JIEKAPCTBEHHBIX MPEMapaToB;

MOJMBUTAMUHHBIX  MPENapatoB M  MPENnaparoB,  COJEPHKALUUX
MOJIMBUTAMUHBI B KOMOWHAIIMK C MUHEPAJTbHBIMUA KOMITIOHEHTAMH | IPYTHUX.

2.4.5. Ha ynakoBke (3TUKETKE) KUJIKUX JIEKAPCTBEHHBIX MPENapaToB Jist
UHBEKIIUA, KPOME JI03UPOBKH, YKA3bIBAETCS KOHIICHTpAIUs JCHCTBYIOIIETO
BemiectBa B 1 mul. [ copepkuMoOro ymakoBKM oO0ObeMOM MeHee 1 M
YKa3bIBa€TCSl COJECP)KaHME JICUCTBYIOIIETO BelIecTBa B 00meM o0ObeMe
ynakoBkH, Hampumep, 12,5 wmr/0,625 min. B ciaydae ecnu HasHadYeHUE
JIEKApCTBEHHOT'0 Tpernapara 3aBUCUT OT €ro KOHIIEHTpalUuh B MPOILICHTAX,
JOTyCKAaeTCsl BMECTE C HEM yKaszaTh COJCp)KaHHUE JICHCTBYIOIIETO BEIIECTBA B

oO1ieM o0beMe yrnakoBku, Harpumep, 1 % (100 mr/10 mu).
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[MTPUJTOXEHUE Ne 10

K TpeOOBaHUSM K UHCTPYKITUH 110
MEIUIIMHCKOMY NIPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara u 001Iel XapaKTepUCTHKE
JIeKapCTBEHHOTO Tpenapara Jijis
MEIUITTHCKOTO MPUMEHEHHUS

(B penakuuu Pemenus CoBeta
EBpa3zuiickoil 5KOHOMHUYECKOU KOMUCCUU
OT 20 . Ne )

IHNABJOH
o01eil XapaKTepuCTHKH JIEKAPCTBEHHOI0 Npenapara

B mnacrosmem mabinoHe, TOPUMEHSIOTCS  CIEAYIOIIHME TIpaBuia
MCIIOJIb30BAHUS CKOOOK:

{TeKCT} — B MOJE€ MEXJYy CKOOKaMHU BHOCHUTCS MH(POpPMALMS HCXOIS U3
COCTaBa U 0COOEHHOCTEH JIEKapCTBEHHOIO Mpenapara;

<mekcm> — B T0OJI€ MEXAY CKOOKaMU TEKCT BBIOMPAETCS WM yAaseTcs
U3 MPENJIOKEHHBIX CTAaHAAPTHBIX (HOPMYIHPOBOK (BbIAEICHBI KYpCHBOM) B
3aBUCUMOCTH OT JICKAPCTBEHHOTI'O MpernapaTa (B TeKCTe 0011el XapaKTepUCTUKU

JIEKAPCTBEHHOTO IIpenapaTa KypCuB HE TPUMEHSIETCH).

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

<V Jlannwiii nexapcmeenHulil npenapam nooaexdcum OONOTHUMETbHOMY
MOHUMOPUHZY. DMO NOo360AUM ObICHPO GbIAGUMb HOBYI0 UHPOPMAYUIO No
bezonacnocmu. Ml obpawaemcs Kk cneyuaiucmam cucmemol 30paso0XpaHeHUs

C np00b60L7 COO6WClmb 0 J1100ObIX nodoepeeaeszx HedIcenamellbHovlX peakyusx.
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llopsdok coobwenus o HedcenamenvbHulX peakyusix npeocmasieH 8 pazoene
4.8.>.

</lanmuwiii n1ekapcmeeHHbll npenapam 3ape2ucmpuposan no npoyeoype
<pecucmpayusi ¢  yCmMaHOBleHUeM  OONOTHUMENbHbIX  mMpebo8aHul >
<pecucmpayus 8 UCKAIOUUMENbHbIX CAYyUasx> <YCl106HAs pecucmpayusi> U no
Hemy odlcudaemcst npeocmaeiieHue OONOIHUMENILHBIX OAHHBIX >,
<{HammeHnoBanue YIOJTHOMOYEHHOTO opraHa rocyaapcTBa — 4jeHa
EBpa3uiickoro 3>KOHOMHYECKOTO COw3a}> Oydem HpOBOOUMb  eH#Ce200HO
9KCnepmu3y HoO8ulX ceedeHuti o npenapame, a oanuas OXJIII 6yoem
0OHOBIAMbCSL NO Mepe He0OX0OUMOCTNU> .

</laHHblil 1eKapcmeeHHbll npenapam 3apecucmpuposar no npoyeoype
pecucmpayuy 8 UCKIIOYUMENbHbIX CAVYAX 6 C8A3U ¢ <peoKUuM 3aboneeanuem>
<HayuHbIMU  CO0OpAdCeHUAMUS — <OMUUECKUMU  COOOPAICEHUAMU™>,  8CE
HeoOxoo0umbvle c8edeHUus O OAHHOM JIeKAPCMBEHHOM Npenapame Noay4ums
Hego3modicHo. {HanMeHOBaHMEe YITOJTHOMOYEHHOTO OpTaHa rocy/1apcTBa — YieHa
EBpa3uiickoro 5KOHOMHUYECKOIO COI03a} 6yoem nposooums IKCHEPMuU3y HOBbIX
CBE0eHUll, KOMOopble MO2YM NOABAAMbCA edce200Ho, a oaunas OXJIII 6yoem
O0OHOBIAMBCS NO Mepe He0bX00UMOCMU™ .

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

{(ToproBoe) HamMeHOBaHUE, TO3UPOBKA, JIEKapCTBeHHAs (hopma}
2. KAYMECTBEHHBIN U KOJJMYECTBEHHBIA COCTAB

{HanmeHnoBaHue AEHCTBYIONIETO BElEeCTBA (MIJIM BEIIESCTB)}

2.1. O0mee ommcanue (MIPUBOJUTCS TOJBKO JJIA TPENaparoB TEHHOM
Tepanuu, KJICTOYHOW Teparuy 1 MpenaparoB Jisl TKAHEBOW WHKEHEPHH ).

2.2. KayecTBeHHBbI M KOJIMYECTBEHHbIH cOCTAaB (IIPUBOIAUTCS TOJIHKO
JUIsl TIperapaToB TEHHOW Tepamnuu, KJICTOYHOW Tepamuu W TpenaparoB IS

TKaHEBOW MH)KEHEPHUN).
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<gewjecmea, Haluuue KOMOPBLIX HAOO YYUMBIGAMb 6 COCmase
JIeKAPCMEEHHO20 npenapama: {nepeduciume eeujecmea,™ .

<[lonnvlil nepeuenv BCNOMOSAMENbHLIX GeueCms npueedex 6 pasoeie
6.1>.

3. JEKAPCTBEHHASI ®OPMA

<Jlunusa pazroma (pucka) npeoHaA3HauyeHa UCKIIOUUMENIbHO O
pasnamviganus. mabiemku ¢ yeivlo oblecueHus Npo2namvleanusl, a He O
pazoeneHus Ha pagHble 003bl.> .

<Jlumusi pazioma (pucka) He npeoHazHauena OA pazoeieHus
mabnemku.>.

<Tabnemxky MOM#CHO pazderums Ha PAGHbLE O03bl.>.

4. KIMHUYECKUE JAHHBIE

4.1. lToka3aHus K NpUMEHEHUIO

<JlekapcmeenHvili  npenapam  NPUMEHAEMC  UCKIIOYUMENbHO 8
OUACHOCMUYECKUX Yensx.> .

<{X} nokazan «x npumenenuro y <83POCIbIX, HOBOPONCOEHHDIX,
Mmaaoenyes, oemeti, N0Opocmkos 6 sozpacme {0t X 10 Y} <nem, mecsayes>.>.

4.2. PeskxuM 103MPOBAHNS M CIIOCO0 MPUMEHEHUSA

PexxuMm no3upoBaHus

OcoOple TpynIbI MaMeHTOB

Hetn

<<bezonacnocmv> <u> <aghpexmusnocmv> {X} y demeii 6 ozpacme
{for X no Y} <mecayes, nem> unu y moOOBIX JPYTUX 3HAYUMBIX MOATPYIII,
HaIpuMep, o0 Macce Teja, TOJIOBOM 3pEIOCTH, IOy <HA OAHHbIL MOMEHM™ He
<YCmMaHOoBN1EeHbl>>.

</launvie omcymcmeyrom>.
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<Umerowuecs Ha ce200HAUWHUL OeHb OaHHble npuedeHbl 8 pazoene <4.8>
<5.1> <5.2>, 00HaAKO HEBO3MONCHO O0amb pPEKOMEeHOAYUU HO PEeNCUM)
003UPOBAHUS™> .

<{X} Hne cnedyem maznauamo (npumensms) y demeii 6 gozpacme {0T X
no Y} <nem, mecsayes> nu0OO0 WHBbIE 3HAYMMBIC MOKa3aTeIN, HAIIPUMEP, Macca
Tena, MyOepTaTHBIM BO3pACT, TOJI 6 (643U C PUCKOM, CBA3AHHbLIM C
onacexHuem(amu) OmHoCcumenbHo <be3onacHocmu> <aggexmueHocmu>>.

<Ilo nokazanusm {ykazarb nokazanus} { X} y <oemeil, demeii 6 6o3pacme
om {oT X 10 Y} <mecayes, nem>> <He npumeHsemcs>.

<{X} mpomuseonokazan y oemeii 6 e6o3pacme {or X no Y} <uem,
Mecayes> {TIpH MoKa3aHUU (MOKA3aHUSAX)...} (cM. pazden 4.3).>.

B oTHOmIeHWMM TBEpOBIX JIEKAPCTBEHHBIX (GOpM, (PUKCHPOBAHHOMN
JIO3UPOBKHU YKa3bIBACTCSI:

<{X} He cnedyem nasznauamo (npumensams) y oemeii 8 go3pacme {0T X 10
Y} <nem, mecayes> nnm y MoOBIX APYTUX 3HAYUMBIX MOJATPYIII, HAIPUMED, TI0
Macce Teja, MOJIOBOU 3pPENIOCTH, MOy <015 OAHHOU NeKaAPCMEEeHHOU (hopmbl>
<8 €431 C HEBO3MONCHOCMBIO 00ECnedUms PeHcUM 003UPOBAHUS> .

Cnoco6 npumMeHeHus

<Mepwvi npedocmopodicnHocmu, npuHumMaemvie nepeo NpUMeHeHUuem
npenapama uiu npu pabome ¢ HUM>

<Uncmpykyuu no  <npucomosnenHuro>  <pacmeopenur>  <..>
JIeKAPCMBEHHO20 Npenapama nepeo npumMeHeHuem cm. 8 pasoeie <6.6> <u>
<I2>>

4.3. IlpoTuBoNOKA3aHUS-

<[ unepuyscmeumenbHocms K {ACHUCTBYIOIIEMY BEIIECTBRY (JIEUCTBYIOIUM
BELIECTBAM) } UIU K JI0OOMY U3 8CHOMO2AMENbHBIX BEUjeCME, NEePEYUCTIEHHbIX 8

pasdene 6.1 <unu {Ha3BaHUE OCTATOYHBIX MPOU3BOACTBEHHBIX MTPUMECEit} >.
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4.4. Oco0Oble yka3aHUA U MEPbI NIPEI0CTOPOKHOCTH NIPH MPUMEHEHHU U

<BcnomozameinvHbie geujecmea™

<Jlemu>

4.5. BzauMojeiicTBUe ¢ IPYrMMH JEeKAPCTBEHHBIMM TNpenaparamMu W
JApyrue BUAbI B3aMMOIEHCTBHSI-

<Uccnedosarnus 83aumooeticmsaus He nPo8OOUNIUCDH. ™.

<Ocobbvie epynnvi nayuenmog>

</[emu>

<HUccnedosarnus 63aumooeticmsusi npo8edersbl MOabKO ) 83POCIbIX.>.

4.6. DepTUILHOCTDH, 0EPEMEHHOCTD U JAKTALMS

<Kenwunvl c 0emopooHbIM NOMEHYUAIoOM>

<Kommpayenyus y Myd#CuuH u HceHujun>

<Kenwjunvt ¢ 0emopoOHbLIM NOMEHYUANOM (KOHMPAYENYus Y MYyH#CUUH U
HCEHUJUH)>

<bepemennocmv>

<Jlakmayus>

<DepmunrvHocmv>

4.7. BiusiHue Ha  CHOCOOHOCTH  YHNPABJIATHL TPAHCHOPTHBIMH
cpeacTBaMM M padoTaTh ¢ MEXaHU3MaMU

<{ToproBoe = HamMEHOBaHUE} <He  oOKa3vbleaem> <oKa3vieaem
HecywjecmeenHoe 6ausHue> <okaszvieaem ciaboe eausHue> <oKazvleaem
YMepeHHoe GNUAHUEe™> <OKA3bl8aem BblPANCEHHOe GIUSHUE™> HA CNOCOOHOCMb
YIPasaams mpancHOPMHbIMU CPEOCMEaMu U pabomams ¢ MeXaHUIMamu.> .

<He npumenumo.>.

4.8. HexkenarejibHbIE peakIuu

<Pesztome npoghunsa 6ezonacnocmu>
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<Tabnuunoe pe3rome HedxceramenvHvlx peakyuu> uiu < Pe3ome
HedicelamelbHblX PeaKyui™

<Onucanue omoebHbIX HeHcenamebHbIX peaKyuti™>

<Ocobvle epynnvl nayueHmos™>

</lemu>

Coo01ieHre 0 o103peBaeMbIX HEXKeIaTEIbHBIX PEAKIIHIX

<BadcHo coobuwams 0 N0003PeBAEMbIX HEHCELAMENbHbIX PEAKYUSX NOCIle
pecucmpayuu  1eKapCmeeHHo20  npenapama ¢ yeuvlo  0becnedeHust
HEeNnpepvl8HO20 MOHUMOPUH2A COOMHOULEHUSL «NONb3A — PUCK» JEeKAPCMBEHHO20
npenapama. Meouyurnckum pabomHuKam pekomeHoyemcs cooowams o 1ooblx
N0003DeBAEMBIX HENCENAMENbHbIX PEeaKyUusix 1eKapCmeeHH020 npenapama vepes
HAYUOHATIbHbIE ~ CUCIEMbl  COOOWEHUS O  HeMCelamelbHulX  PeaKyusix
2ocyoapcme — 4ieHos Eepazutickoeo 3IKOHOMU1eCKo20 cor3a.> .

4.9. llepeno3upoBka

<Cumnmomwl >

<Jlevenue>

</Jlemu>

5. PAPMAKOJIOIT'MYECKHUE CBOMCTBA

5.1. ®apmakoanHaMHuuyecKHe CBOMCTBA

dapMakoTeparneBTUIeCKas rpynmna; {rpymnmna;}.

Kon ATX: <{kom}>.

<{(ToproBoe) HauMEHOBaHUE} s61IeMCs OUOAHANIO20M (DUONOOOOHBIM
JIeKapCMBEeHHbIM Npenapamom,).>

<Mexanusm Oeticmeus>

<dapmakoounamuuecxkue 3¢gphexmvr>

<Knunuuecxas 3¢ghchexmusnocms u 6€e30nacHOCmb>

<Jlemu>
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<Vnonnomouennvie opeamwvt 2ocyoapcme — unenog Eepazutickoco
9KOHOMUYECKO20  CO0lI03a  0C80000UNU  Oepocamensi  pecucmpayuoHHO20
yoocmogepeHusl 1eKapCmeeHH020 npenapama om o0053aHHOCMU NPeoCcmasiimy
pe3yibmamul ucciedosanuli <{HauMEHOBaHHUE JICKAPCTBEHHOTO Mpenapara} >
anb0 i1 BOCIPOU3BECHHBIX JIEKAPCTBEHHBIX IPENaparoB <peghepeHmHull
JIeKAPCMEEHHblll npenapam, cooepicawjuti {HaUMEHOBAaHUE JIEMCTBYIOILETO
BellleCTBa (IEHUCTBYIOIIUX BEILIECTB)}> 60 6cex noo2pynnax oOemeu npu
{cocTostHME, COOTBETCTBYIOIICE PEIICHHUIO 1O TUTAHY MCCIICIOBAaHUS y JAETEH MO
YTBEPKJICHHOMY TIOKa3aHUI0O K TMPUMEHEHUIO}. (cm. pazden 4.2 pazden
«lemu»).>;

<Vnonnomouennvie opeamvt 2ocyoapcme — unenod Eepa3zutickoeo
9KOHOMUYECKO20  COI03a  OMUIONCUIU — 0053amenbCmeo  0eporcamels
Ppe2ucmpayuoHHO20 yoocmoeepeHus. JIeKAPCMEEHHO20 npenapama
npeocmasiams pe3yibmamsl UCC1e008aHuti < {HaUMEHOBaHUE JIEKAPCTBEHHOTO
npenapara}> 500 JIsi BOCIHPOM3BEIACHHBIX JIEKAPCTBEHHBIX MpENnaparoB
<peghepenmmuviii 1ekapcmeeHHblll npenapam, cooepxcawjuil {HauMEHOBaHHUE
JNEUCTBYIOIIETO BellecTBa (ACHCTBYIOIIMX BEIIECTB)}> 6 00HOU uiu Oonee
noozpynnax Ooemeti npu {COCTOSIHUE, COOTBETCTBYIOIIEEC PEIICHUIO MO IUIaHY
WCCJICIOBaHUS y JETeH MO0 YTBEPXKICHHOMY IOKAa3aHUI0 K MPUMEHCHHIO}.
(cm. pazoen 4.2 pazoen «/lemuy).>.

5.2. ®apmakoknHeTHYECKHE CBOICTBA

<Abcopboyus>

<Pacnpeodenenue>

<buompancgopmayus>

<Onumunayus>

<Jlunetinocmo (HenuHelHOCmyb)>

<DapmaKrokunemuueckasi-@apmaKoOUHaMu4eckas 3a8UCUMOCHb>
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<Ocobvie epynnvl nAYueHmos™>

</lemu>

5.3. JlaHHbI€ JOKJIUHUYECKOI 0€30MACHOCTH

<B 00OKMUHUYECKUX OAHHBIX, NOJIYYEHHBIX N0 PE3YIbMAamam CmaHOaApmHbLX
ucciedosanull  hapmarxonocuyeckol — Oe30nacHOCmu,  MOKCUYHOCMU — Npu
MHO2OKDAMHOM 686€0€HUU, 2eHOMOKCUYHOCMU, KAHYEPOLEHHO20 NOMEHYUALAd U
PenpoOYKMUGHOU U OHMO2EHeMU4ecKolu MOKCUYHOCU, 0coObli 8ped 03
Yelno6eKd He GblABIeH™ .

<B 00KIUHUYECKUX UCCIe008AHUIX HAOIIOOAIUCH dhpeKkmbl MOIbKO npu
go30elicmeuly  JIeKApCMEeHHo20  npenapama 6  003aX,  CYUWeCmEeHHO
nPeBoCX00AUUX MAKCUMATIbHBLE, UMO ABNAEMC S KIUHUYECKU He3HAYUMBIM >,

<Umeromcs cnedyrowue Hexceramenvbhble peakyuu, He 0OHApYICeHHble 8
KIUHUYECKUX UCCTe008AHUSX, HO BbISIGIIEHHbIE ) JHCUBOMHBIX NPU B030€lCMEUl
JIeKAPCMBEHHO20 Npenapama 8 003aX, CXOHCUX ¢ 003aMU, NPUMEHEHHbIMU 8
KAUHUYECKUX UCCTe008AHUSX, YMO MONCEM UMEMb KIUHUYECKYIO 3HAYUMOCb. >

6. PAPMAIIEBTUUYECKHE CBOMCTBA

6.1. Ilepeyennb BcmoMorareJibHbIX BellleCTB

<Omcymemeyrom.>

6.2. HecoBMecTUMOCTD

<He npumenumo.>

<B cea3u ¢ omcymcmeuem uccied08aHull COBMeCmuMocmu, OaHHbIU
JIeKAPCMBEHHbIU — npenapam He  cledyem  cMeuusams ¢ OpyeuMu
JIeKaApCMBEeHHbIMU NPEenapamamu™.

</launwiii 1exapcmeeHHblll npenapam He ciedyem CMeuueams ¢ OpyeuUmu
JLeKApPCMBEHHbIMU NPEenapamamil, 3a UCKI0YeHUueM YKA3aHHbLX 8 pasoene <6.6>
<u> <[2>.>.

6.3. Cpox ronHocTH (CPOK XpaHEeHHU)
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<..> <6 wmecayes> <..> <l 200> <I8 wmecayes> <2 co0a>
<30 mecayes> <3 cooa> <...>.

<Xumuueckas u uzuueckas cmabUILHOCMb 20MOB020 K NPUMEHEHUIO
JIeKAPCMBEHHO20 npenapama noomeepoicoena 6 medenue X uacos (OHetl) npu
Y C.>;

<C MUKpoOUONOSUYECKOU MOYKU 3PEeHUs, eciu Memoo BCKPblmusl
(60ccmanosnenus, pazeedeHus) He NPensamcmeyem MUKpOOHOU KOHMAMUHAYUL,

JIeKAPCMEEHHbIU npenapam nooaexcum HemeoaeHHOMY NPUMEHEHUI0.>

<Ecnu neKapcmeeHHblll npenapam He 68e0eH HeMeOJeHHO, XPAaHeHue
20M06020 K NPUMEHEHUIO JIeKapCmeeHHo20 npenapama u obecneyenue yciogull
XpaneHus A61s1emcs 0053aHHOCMbIO NOIb308amens.>. <...>

6.4. OcoOble MepbI NPETOCTOPOKHOCTH NMPU XPAHEHUM.

<Vcnoeus xpanenus nocire <eoccmanosienHus>  <pazoasieHus>
<nepeoco 8CKpvIMus™> J1eKapcmeeHHo20 npenapama cm. 6 pazoene 6.3.>.

6.5. Xapakrep ® cojep:kaHMe YNAKOBKH <u  CHeyuaibHoe
000pydosanue 011 UCNONb306AHUS, 66€0CHUS UIU UMNIAHMAYUU>

<He 6ce pazmepvl ynaxko8ok mo2ym Ovlms 00CMYNHbL 018 peaiu3ayuu. >.

6.6. OcoOble  Mepbl  NPEIOCTOPOKHOCTH  NPHM  YTHIM3AIUMN
HCIIO0JIb30BAHHOIO JIEKAPCTBEHHOI0 NMPenapara Wiv 0TX0A0B, MOJY4Y€HHbIX
1ocJje NPpMMEeHEeHHUS JIEKAPCTBEHHOI0 Npenapara, u Ipyrue MAaHUMyJIsiiu ¢
npenaparoM

<IIpumenenue y oemeti>

<Hem ocobvix mpebosanuii <k ymuauzayuu>.>.

<Becb ocmaswiulicsi 1e€KapCmMEeHHvlll npenapam u omxoobl caedyem
VHUUMOdCUMb (YMUIUSUPOBANY) 8 YCHAHOBIIEHHOM NOPsOKe. ™.

<Becv ocmaswuiica nexapcmeenuvlli npenapam u omxoovl ciedyem

YHUUYMOINCUNDb (ymuﬂus’upoeamb) 6 coomeemcmeuu ¢ mpe606anzMu
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3akonodamenvcmea 2ocyoapcme — unenod Eepasuiickoeo sxoHoMUYecKo2o
cor3a.>.
<Ocobble mpebosanuss OMCymcmayon.> .

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
{Hazeanue cmpanvl na s3vixke uznogscenuss mexcma OXJII1}
{Haumenosanue oepoicameins pecucmpayuoHH020 Y0OCMOo8epeHUsL,
{FOpuouueckuii (hakmuueckuti) aopec;}
<{men}>
<{axc}>
<{aopec snexmpouHroii noumol }>
7.1. IlpencraBuTe b JepKaTe/Isl PErUCTPANMOHHOIO YI0CTOBEPEHH S
[IpeTeH3nn moTpeOUTENEH HAMPABIIATH IO aJPECy:

{Hazeanue cmpanwi).
{Haumernosanue oepxcameis pecucmpayuOHH020 YO0CMOo8eperus) .

{FOpuouueckuii (hakmuueckuii) aopec;.

<{men}>.

<{paxc}>.

<{aopec anexmpouHol noumol}>.

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOTI O
YIAOCTOBEPEHUSA

<9. KATET'OPUS OTITYCKA JIEKAPCTBEHHOTI O IIPEITAPATA

<Jlexapcmeennwiii npenapam OMHOCUMCS K Kame2opuu Omnycka <o6e3
peyenma> <no peyenmy>, <8 VCIOBUAX Jle4eOHO-NPOPUIAKMUYECKUX
VUPEHCOEHU™ .

<10. TOSUMETPUSI> (eciu npuMeHUMO)
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11. UHCTPYKIIMHU 11O HHPUT'OTOBJIEHHUIO
PAINODPAPMAINEBTUYECKHUX IIPEITAPATOB> (3amosHsiercst npu

He00XO0IUMOCTH)

<Becb Heucnonvb308aHHblll JIeKAPCMBEHHbIU Npenapam uiu omxoobvl
cnedyem Ymuiu3uposams 6 YCmaHo81eHHOM NOpsoOKe.™ .

<12. YCTAHOBJIEHUE MNOCPETUCTPAIIMOHHBbLIX MEP>
(ecsm mpuMEeHHUMO)

</lauuwvii  1€KapcmeeHHbIl npenapam 3ape2ucmpuposan c
ycmanosnienuem OONOIHUMENbHbIX MPeOO8AHUL U NO DMOMY J1eKaAPCMEEHHOM)
npenapamy 0xicu0aemcsi npeocmasiieHue OONOJIHUMENIbHbIX OAHHbIX 8 meueHue
I eo0da. {HaumeHoBaHWE yIOJIHOMOYEHHOIO OpraHa roCylIapcTBa — YJICHA
EBpa3uiickoro s5KOHOMHUYECKOTO COI03a} Oydem npo8ooums IKCnepmusy HOBbIX
ceedeHUll 0 npenapame, a OAHHASL 00WASl XAPAKMEPUCTNUKA N1eKAPCMBEHHO20
npenapama 6yoem 0OHOBIAMbCA NO Mepe HeoOX00UMOCmU. >.

</lauHwiii 1exapcmeenHblil npenapam 3apec2ucmpuposar no npoyeoype
«pecucmpayuu 8  UCKIIOUUMETbHLIX — CIYYAsAX» 6 C6iA3U ¢ <peoKum
3abonesanuem> <Hay4HbIMU coobpadicenusaMu > <omuyecKkumu
coobpadiceHusMu>, 8ce HeobX00uUMble c8edeHuUsi 00 dMoM JNeKapCMEeHHOM
npenapame noayuyums Hegozmoxcno. {HamMmeHOBaHWE yIOJIHOMOYEHHOTO
opraHa rocyaapcTsa — djeHa EBpa3miicCKOTO 3KOHOMHYECKOIO COro3a} Oyoem
NPOBOOUMb  eXHCe200HO DKCNepmu3y HOBbIX CBeOeHUll, a OaHHAas o0Owas
Xapakmepucmura J1eKapcmeeHHo2o npenapama 0yoem 0OHO8IAMbCS NO Mepe
Heobxooumocmu. >.

</lanmuwiii nekapcmeeHublll npenapam 3apec2ucmpupo8an no npoyeoype
«YCIOBHOU peaucmpayuuy, U NO IMOMY JIeKAPCMBEHHOM) Npenapamy
ooxcuoaemcs. npeocmasiieHue O0ONOJHUmMeNbHblx OauHblx. {HamMeHoBaHue

yIIOJIHOMOYEHHOTO  OpraHa  rocyjapctBa —  wieHa  EBpasumiickoro
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PKOHOMHYECKOTO COI03a} Oydem Hpo8OOUMb eNCce200HO IKCNEePMU3)y HOBbIX
ceedenull 0 npenapame, a OAHHASL 0OWAL XAPAKMEPUCTUKA JIeKAPCMEEHHO20
npenapama 6yoem 0OHOBIAMbCS NO Mepe He0OX00UMOCMU. >.

<Peghepernmmnuiii JIeKapCMEeHHbll npenapam, cooeporcamuii
{HanMeHOBaHME JICUCTBYIOIIETO BEIIECTBa (JACHCTBYIOIMMX BEIIECTB)}>, Obll
3ape2ucmpuposan no npoyeodype «pecucmpayuil 8 UCKIYUMeNbHbIX CIVUaAiIxXy 8
cea3uU ¢ <peokum 3a00ne6aHuem> <HAYYHbIMU COOOPANCEHUAMU > <IMUYECKUMU
coobpadicenusimMu>,  6ce  HeobXooumvle  cedeHusi 0  pegepeHmHOM
JIeKAPCMBEHHOM — npenapame  HOAy4Yums  HegosmoodicHo.  {HammeHoBaHue
YHOJIHOMOYEHHOTO OpraHa rocy1apcTBa — wieHa EBpazuiickoro 3KoHOMHUYECKOTO
coro3a} Oydem NpoBOOUMb IKCNEPMU3y HOBbIX C8EOeHUl, KOmopwvle MO2ym
noseusamscs  exce2o0Ho, a oannas OXJIII 6yoem obHoGIsIMBCSA NO Mepe
Heobxooumocmu 6 coomeemcmeuu ¢ o6nognenusimu OXJIII peghepenmmuozo
npenapama>

B konne OXJIHI  gomyckaercss — MCIOJB30BAHME  CIIEAYIOLIEH
dbopmynupoBku: «OOmmas XapakTepUCTHUKA JIGKAPCTBEHHOTO IMpernapara
{ToproBoe HamMEHOBaHWE} JOCTYITHA B €AMHOM PEECTPE 3apETUCTPUPOBAHHBIX
JICKapCTBEHHBIX CpelncTB EBpa3uiickoro SKOHOMHYECKOTO COr03a W Ha
ouIMaTFHOM CalTe YMOJHOMOYEHHOTO opraHa (IKCIEPTHON OpraHU3AIIHH)

{callT ymoJTHOMOYEHHOT0 opraHa (CalT opraHu3aium)}».

[TPUJIOXEHHE Ne 11

K TpeOOBaHUSIM K MHCTPYKIIMH 11O
MEIULMHCKOMY MPUMEHEHHUIO JIEKAPCTBEHHOTO
npenapara u o01ei XxapakTepUCTHKE
JIEKAPCTBEHHOTIO Mpernapara s
MEIULIUHCKOTO TPUMEHEHUS

(B penakuuu Pemenus Coseta

EBpa3uiickoil 5KOHOMUYECKOU KOMUCCUU
oT 20 1. Ne )
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HHOPAJOK
3amoJIHeHUsI MA0JI0HA 001Ied XapaKTePUCTUKH
JIEKApPCTBEHHOI'0 Npenapara

Hcnons3oBanue KOMOMHUPOBAHHBIX o01mux XapaKTEePUCTHUK
JIEKApCTBEHHBIX MpPENaparoB, COCTABIECHHBIX Ha BceX sA3blkax (nmanee — OXJIIT)
JUTSL Pa3UYHBIX JO3UPOBOK TOM ke JIEKapCTBEHHOM (hopMbl 0OOCHOBAHO (ISt
HKCIIEPTU3bI U MOCIIETYIOUIEr0 NPUHATHUS PEIeHUs ) B TeX ciydasx, ecau OXJIII
MOJIHOCTBIO MJICHTUYHBI, 32 UCKIIFOUEHUEM HEOOJBIIOr0 YKCcia CrerudUIHbIX
Il JO3UPOBOK CBEeACHWW. EcCnM mnokaszaHuss K INPUMEHEHUIO IS Pa3HbIX
no3upoBok He coBmangatt, OXJIII xkomOuHMpoBaTh HEe nomyckaetcs. llpu
ucrnosib3oBaHuu koMOuHupoBaHHbIX OXJIIT HE0OX0MMMO HUCTIONB30BaATh TOJIBKO
NEPBUYHYIO JIEKAPCTBEHHYIO (popMy, Hampumep, BO3MOKHO KOMOMHUPOBAHUE
«pacTBOp ISl WMHBEKUMU BO (IakoHE» W «PacTBOp IS HUHBEKIHMM B
MPEABAPUTEIBLHO 3alOJHEHHOM wmpune». [Ipu  ycimoBuM  BBITTOTHEHUS
BBHIIIICTICPEUNCIICHHBIX ~ yCIOBUH oOOcHOBaHue He Tpelyercs. I[lpaBuna
COCTaBJICHUSI €AWHbIX NUCTKOB-BKiaabiied nu OXJII Ha pa3Hble A03UPOBKHU
U3JIOKEHb B TIpuiaokeHMM Ne 8 K TpeOoBaHMSIM K HWHCTPYKIMH I10
MEIUIIMHCKOMY TPUMEHEHUIO JIEKQpCTBEHHOrO Tpemapara u  oOuiei
XapaKTEPUCTHUKE JICKAPCTBEHHOTO Tpenapara JJjs MEAUIMUHCKOTO MPUMEHEHHS,
yTBepkAcHHbIM Pemennem CoBera €Bpa3sMHUCKOM SKOHOMHYECKOW KOMHUCCHUU
oT 3 Hos10ps1 2016 1. Ne 88 (nmanee — TpedboBaHuUA).

Ecnu paznuunbie AO3UPOBKM HE YAOBJIETBOPAIOT BbIIICONMMCAHHBIM
KpUTEpUsIM (HaNpUMEp, MPU PA3IUYUAX B TMOKa3aHUSIX K MPUMEHEHUIO IS
Pa3IMYHBIX JI03UPOBOK), 3asiBUTENH Biipase npeactaButbh OXJIII Ha paznuunbie
no3upoBku B Buje enuHon OXJIII Tonpko 1Sl LEJIe 3KCIEPTU3bl, yKa3bIBas
3arIaBHBIMUA OyKBaMu JO3UPOBKY WIIM JIEKAPCTBEHHYIO (hOPMY, B OTHOIICHUU

KOTOpOfI CYICCTBYIOT AJIbTCPHATHBHBLIC TCKCTOBBLIC 3JICMCHTEI. O,Z[HaKO JIIA
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Ka)KJ0M T03UPOBKHU U JIEKAPCTBEHHOM (DOPMBI 3asIBUTENb JOKEH MPEACTaBUTH
ornenbuyto OXJII, comepxkaiiyto cBeneHusi 000 BCEX BO3MOXKHBIX BapUAHTaX
COIEPKMMOIO YIIAKOBKH, OTHOCSIIMXCS K pPacCMarpuBacMOM JO3UPOBKE U
JIeKapCcTBEeHHOMU (popme.

CrannapTHbie GOpMYTUPOBKU MPUBEIEHBI B 11a0JI0HE, TPEAYCMOTPEHHOM
npuioxerremM Ne 10 k TpeGoBaHUSAM, KOTOPBIE CIEYET UCTIOIB30BaTh B KaXKIOM
OTIEIBbHOM ciy4dae. Eciii 3asBUTEND BBIHYKAEH OTKIOHUTHCA OT CTaHIAPTHBIX
GbOpMYyTUPOBOK C I1I€JIbI0 y4eTa OCOOBIX TpeOOBaHUM, OTHOCSIIMXCA K
JIEKAPCTBEHHOMY  IIpemnapary, aJbTEPHAaTUBHBIE WM  JIONOJHUTEIbHbBIC
bopMyaupoBKH OynyT pacCMOTPEHbI HA UHIMBUTyalIbHOI OCHOBE.

B ciy4ae eci CTaHJIapTHBIE (opMyIUPOBKU COIVIACHO
npwiokeHrto Ne 10 k TpeOoBaHUSIM HE HYXIAIOTCA B MOSCHEHUAX WIH
pEeKOMEHJIalUsIX 1O  3aloJIHEHUI0, TO OTOT pasfen Imabmona OXJII
nponyckaercs B HacrosmeM [lopsnaxe.

Tonpko /U1l IEKapCTBEHHBIX MPENapaTroB, TPEOYIOLUUX JOMOTHUTEILHOTO
MOHHUTOPHHTa O€301TaCHOCTH, YCPHBIH cMMBOI ¥ U (OPMYIHPOBKH K HEMY
JOJDKHBI pa3Meriarbes Toyibko nepen pasaenom 1 OXJIII. Yepusbiii cumBon VW
JOJIKEH TPECTaBIATh CO0OM MEepEeBEpHYTHI PABHOCTOPOHHUM TPEYroIbHUK
YEpHOTO IIBETa: pa3MeEP CUMBOJIA JOJKEH OBITh MPOMOPLUUOHAIBHBIM pa3Mepy
mpu@dTa CIeAyOUEro 3a HUM TUIIOBOTO TEKCTa, @ MUHUMANIbHAS ITTMHA KaX 10N
CTOPOHBI TPEYTOJbHUKA [JOJDKHA COCTaBIATH S MM. JUII NOArOTOBKH
OpwIoKEeHU ¢ uHbopmanmuend O JIEKapCTBEHHOM IMpernapare MOKHO
HCIIOJIb30BaTh YE€PHBIN TPEYTrONbHUK, TPEICTABICHHBINA B IAHHOM I1a0JIOHE.

<V Januwiii nexapcmeennulil npenapam noonexicum OONOIHUMETbHOMY
MOHUMOpUH2Y. Mo N0o3601UM ObICMPO GbIAGUMb HOBYI0 UHDOPMAYUIO NO
oezonacnocmu. Mol obpawaemcs K cneyuanucmam cucmemvl 30pasooxXpanHeHus

C 7’lp00b601:2 coo6w;amb 0 1100bIX n0003peeaeMblx HedIcenamellbHblX peaKkyusix.
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llopsook coobwenus o HedcenamenbHblX peakyusx npeocmasieH 6 pazoene

4.8.>.

1. HAUMEHOBAHMUE JTJEKAPCTBEHHOI'O ITIPEITAPATA

IIpaBuna yka3aHus HOO3UPOBOK MNpHUBEACHbI B mnpwiokeHun Ne 9 k
TpeOOBAHUSIM.

{(ToproBoe) HauMEHOBaHKE, JIO3UPOBKA, JIEKapCTBEHHAs hopma}

B HacrosmeMm paszmene M janee cUMBONBL «®», « » K TEKCTy HE
NOOAaBIAIOTCS, CJIOBa «TaOJNETKW» M  «KalCylbl»  YIOTPEONSAIOTCS  BO

MHOXCCTBCHHOM YHUCIJIC.

2. KAUECTBEHHbBINA U KOJIMYECTBEHHBIN COCTAB

VYKa3bIBalOTC HAaMMEHOBAHUA JICHCTBYIOIIETO BEIIECTBA (JIEMCTBYIOLIUX
BEILIECTB) Ha fA3bIKEe, Ha KOTopoM coctanieHa OXJIII.

JInsi  BBICOKOTEXHOJOTHYHBIX  JIEKAPCTBEHHBIX  MpenaparoB,  €CiH
BBICOKOTEXHOJIOTUYHBIM JIEKAPCTBEHHBIA TIperapar COJACPKUT KICTKH WU
TKaHU, HEOOXOIUMO TMPEACTaBUTh MOAPOOHOE OINMMCAHUE OSTUX KIIETOK WU
TKaHEH M UX KOHKPETHOE MPOUCXOXKICHUE, B TOM YHUCJIE BHUAbI KUBOTHBIX B
CllydasX MX HEYEJIOBEUECKOro MPOUCXOXAEHUs. B 3TOM ciydae B HacTosIemM
paznene cleayeT BhIACIUTh pa3ieibl:

<2.1. Ob61ree OoImMHCaHHe > [TpuBoauTcs TOJIBKO TUIA
BBICOKOTEXHOJIOTMYHBIX JICKAPCTBEHHBIX MperaparoB.

<2.2. KauecTBeHHBIH M KOJHMYeCTBEHHBbI cocraB> IlpuBoaurcs
TOJIBKO JIJI1 BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MTPENapaToB.

KpoMe TOro, B OTHOIIEHHH BBICOKOTEXHOJOTUYHBIX JIEKAPCTBEHHBIX
npenaparoB MpU HEOOXOAWMOCTH MOTYT TPUBOAUTHCS TMOSICHUTEIbHBIC

U300paKeHUs.
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<Bewecmea, Hanuuue KOmMoOpvIX HAOO YYUMbIGAMb 6 COCMABE
JIeKAPCMEEHHO20 Npenapama.™.
<[lonnvlil nepeuenv BCNOMOSAMENbHLIX GeueCms npueeder 6 pasoeie
6.1.>.
3. JEKAPCTBEHHASI ®OPMA

<Jlunusa pazioma (pucka) npeoHaA3HauyeHa  UCKIIOUUMETbHO  OJis
PA3NAMBIBAHUSL C Yelblo 00NecuenUsl NPo2namvleanus, a He 011 pasoenenus Ha
pasHvie 003bl.>.

<Jlunusa pazioma (pucka) He npeoHaAsHayeHa Ol  Pa30eleHUs.
mabnemku.>.

<Tabnemky MoA*CHO pazoerumsv HA PABHbLE O03bl.>.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanus K NPpUMEHEHHUIO

Vkazarb, ecim 3TO Heobxomumo: <Jlekapcmeennwvlli  npenapam
NPUMEHAEMCA UCKTIOYUMENTLHO 8 OUACHOCTNUYECKUX Yeiax.> .

<{X} noxazan « npumenenuro y <E3pOCAbIX, HOBOPOINCOEHHDIX,

maadenyes, oemeti, NOOPocmKos, 6 gospacme {0t X 10 Y } <nem, mecsayes>.>.

4.2. Pe:xuM 103MPOBAHUSA M CIIOCO0 MPUMEHEHH S

Pexxum mo3upoBanus

OcoOble TpynIbI MAMEeHTOB

JloTIOTHUTENBHBIC 3aT0JIOBKH, TaKHe KakK «JIHIia MmoXXuiaoro Bo3pacray Wiu
«[TameHTHI  C¢  MOYEYHOH  HEIOCTATOYHOCTHIO»  BKIFOUAIOTCS  TPHU
HEOOXOIMMOCTH.

Hern

<<bezonacnocmv> <u> <agppexmusnocmv> {X} y demeil 6 gozpacme

{for X no Y} <mecayes, nem> wnu y moObIX APYTUX 3HAYUMBIX MOATPYMII,
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HanpuMmep, Mo Macce Tena, IOJIOBOM 3pelIoCTH, Oy <HA OAHHbIUL MOMEHM™> He
<ycmano8neHbl>>.

Heobxonumo takke 100aBUTh OJJHO U3 CIEAYIOIIUX BhIPAXKEHUMN:

</[anHnvle omcymcmeyom>.

<Umerowuecs Ha ce200HAWHUL OeHb OaHHble npuedenbl 8 pazoeie <4.8>
<5.1> <5.2>, 00HaAKO HeBO3MOICHO Oamb pPEKOMEeHOAUUU NO PEeNCUM)
003UPOBAHUSL™> .

<{X} ne cnedyem naznauams oemsam 6 eozpacme {0T X no Y} <uem,
Mecayes™> WIN Yy JIOOBIX IPYTUX 3HAUUMBIX MOJATPYII, HAIPUMEpP, MO Macce
Teja, TMOJIOBOM 3pPENIOCTU, TOIY 68 C64A3U C ONACEHUeM(AMU) OMHOCUMENbHO
<6esonachocmu> <aggexmusnocmu>>. llpu >TOM TPUYUHBI JTOHKHBI
YKa3bIBaThCS C TIEPEKPECTHBIMHU CCHUTKAMU Ha pa3/ieibl ¢ MOAPOOHBIM JaHHBIMU
(manpumep, pazgen 4.8 unu 5.1).

<Illo noxazanuto {ykazarb Tokazanue)} {X} y <oemeu> <oOemeil &
so3pacme om {0t X 10 Y} <mecayes, 1em>> WiIH y TOObIX APYTUX 3HAYUMBIX
NOJATPYII, Hampumep, MO Macce Tena, TIOJOBOM  3pPENOCTH, TMOIY
<He npumeHsemcs>.

<{X} npomueonoxazan y oemeit 6 eozpacme {oT X no Y} <uem,
Mecsayes™> WIH Yy JIOOBIX IPYTUX 3HAYMMBIX MOMATPYII, HAIPUMEP, MO Macce
TeNa, TMOJIOBOW 3pPENOCTH, MOy {MpU MOKa3aHUM (MOKa3aHUAX)...} YKa3aTh
nokazanue (rmokaszanus) (cm. pazoen 4.3).>.

B oTHOmICHWMM TBEpPOBIX JIEKAPCTBEHHBIX (GoOpM, (PHUKCHPOBAHHOKN
JO3UPOBKH YKa3bIBACTCS:

<{X} ne creoyem naznauamo (npumensamso) y oemeti 8 gospacme {0T X 110
Y} <nem, mecsayes> nnm y MOOBIX APYTUX 3HAYUMBIX TIOJITPYIII, HAIPUMED, TI0
Macce Telia, OJI0BOM 3pENOCTH, MOy <018 OAHHOU JIeKAPCMBEHHOU (PopMbl> <8

CBA3U C HEBO3MOICHOCMbIO 0becneyuntb pescum 003up06aﬂuﬂ>.
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Cnoco6 npuMeHeHus

<Mepwi npedocmopodicHocmu, npuHuMaemvie nepeo NpuUMeHeHUuem
npenapama uiu npu pabome ¢ HUM>

IIpuBopsTCs ykazaHus MO IMPAaBUIBHOMY IPUMEHECHUIO JIEKAPCTBEHHOIO
npenapara MEIUIUHCKUMU PAOOTHUKAMU WM MAIIUEHTOM.

B nuctke-Bkiaaplie Ipu HEOOXOIUMOCTH TIPUBOAATCS JTOMOJHUTEIbHbBIC
CHelUaIbHBIE PEKOMEH/IAINKU 110 MPUMEHEHHUIO JIEKApCTBEHHOTO Ipernapara (B
clryJae UHTAJISITOPOB), CaMOCTOSATEIILHOI'O IMOAKOKHOTO BBCJICHUSA
JIEKAPCTBEHHOTO Tperapara MaiueHToM, a TaKKe MOSICHUTENIbHbIE PUCYHKU (J1JIs
BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MPENApaToB).

<Uncmpykyuu no  <npucomosienuio>  <pacmeopenuio>  <..>
JIeKAPCMEEHHO20 Npenapama nepeo npumMeHeHuem cM. 6 pazoene <06.6>

<u>pazoene <12>.>.
4.3. [IporuBonokazanus

<[ 'unepuyscmeumenbHocms K {JEHCTBYIOIIIEMY BEIIECTBY (JICHCTBYIOIINM
BEIIECTBAM) |} UIU K JIHOOOMY U3 BCHOMO2AMENbHBIX 8EUL€CME, NEePEYUCIEHHbIX 8

pasodene 6.1 <unu {Ha3BaHUE OCTATOYHBIX MMPOU3BOACTBEHHBIX MTPUMECEt} >. >.
4.4. OcoOble yka3aHWs U MepPbl MPEIOCTOPOKHOCTH NPHU MPUMEHEHNH

JIOJDKHBI OBITh BKITFOUCHBI MTPHU HEOOXOIUMOCTH, JJIS YIIPOIICHUS ITONCKA
nH(popManuu 3aroioBkHM (HampuMep, «BnusHue Ha CEPOITOTHYECKHE TECTHIY,
«IIeuenounas HEJI0OCTATOYHOCTD, «YanuHeHue MHTEpBAJIa QT»,
«BcrioMorarenbHbIE BEIIECTBAY).

<Jlemu>

4.5. B3aumojeiicTBue ¢ IPYrMMHU JIEKAPCTBEHHbIMH TpenaparamMu

JApyrue BUAbI B3auMOAelCTBHSI

<Uccneoosarus 83aumooelicmaus He NpoBOOUNIUCS. > .
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<Ocobvle epynnbl nayueHmog>
</lemu>

<HUccnedosarnus 3aumooeticmsusi npo8edersbl MOabKO ) 83POCIbIX.>.
4.6. ®epTUIBLHOCTD, 0€PEMEHHOCTH M JIAKTALUA

Crangaptabie  (QOpPMYIMPOBKHU,  HUCMOJB3YyE€Mble  JJII  OMUCAHUS
NPUMEHEHUS JIEKAPCTBEHHOIO IMpenapara mnpu OEpeMEHHOCTH W JIaKTalluu
MPUBOIATCS B IPIIOKEHUH Ne 5 K TpeOOBaHUSIM.

JIONIOTHUTENBHBIE 3aroJIOBKM, TAaKWe Kak <QOKeHIIWHBI ¢ JETOPOIHBIM
noreHuamom», «KoHrpauenuus y MyXYMH W JKCHIIWH», BKIKOYAKOTCA MPHU
HEO0OXOAUMOCTH.

<JKenwjumnvi ¢ 0emopooHbiM NOMEHYUALOM>

<Koumpayenyus y Myscuun u HceHuur>

<JKenwjunvt ¢ 0emopoOHbIM NOMEHYUATOM (KOHMPAYENYUsl Yy MYHCUUH U
HCEHUJUH)>

<bepemennocmov>
<Jlakmauyus>

<@epmunbHocmsv>

4.7. Biusinue Ha CHOCOOHOCTL  YNPaBJAATH TPAHCHOPTHBIMH

cpeiAcTBaAMU M padoTaTh ¢ MEXaHU3MaMM

<{ToproBoe  HamMeHOBaHUE} <He  oKa3vbleaem=> <oKa3zvisaem
Hecyujecmeennoe 6auanue> <okazvieaem caaboe eausHue™> <0Ka3bléaem
ymepenHoe 6auAHue> <OoKa3vl8aem BblpAdCeHHOoe GIUAHUE™> HA CHOCOOHOCMb
YRPAGIAMb MPAHCROPMHBIMU cpedcmeamu u pabomams ¢ mexanuzmamu.>. Ilpn
HEOOXOJIUMOCTH CeAyeT onucarb 3PHEKT BIUSHHUS.

<He npumenumo.>.

4.8. HexkenareJibHbIE peaKIUU


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2009/10/WC500004417.doc
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VYcinoBHbIE  00O3HAUEHMsSI  YacTOThl  HEXKENATEIbHBIX  pPEAKUUd U
KJ1accuukanus HEKENATENbHBIX  PEAKLIHU B COOTBETCTBUH C
cUcTeMHO-OopranHeiMu kinaccamu MedDRA uznoxensl B npunoxxkenund Ne 4 x
TpeOOBaHUSIM.

CooTBeTcTBYIOIIME  NOA3arOJIOBKM  JOJDKHBI  HCIIOJIB30BaTbCA IS
oOJsieryeHus Moucka MHGOPMALMU O HEXEJATeNIbHON peakiuu U JUIsl KaKJIoi
COOTBETCTBYIOILIEH 0COOOM IpyMIbl MOMYJALNH, Hanpumep: «Pe3tome npoduis
oe3onacHocTHY, «TabnuuHOe pe3loMe HEKeNaTeNbHbIX peakiui», «Pestome
HEXEJIaTeIbHbIX peakuuin», «OnrcaHue OTAEIbHBIX HEKENaTeIbHbIX PEaKIUi)
(Takke pa3gen MOXKET ObIThb 03aIvlaBI€H Ha3BaHMEM COOTBETCTBYIOLICH
HEeXeJaTeabHOM peakiun), «OcoOble TPYyNIbl MAIIUEHTOBY.

<Jlemu>

Hacrosimuii pa3aen qo/mkeH ObITh UCIIOJIB30BaH JIJI BCEX JIEKAPCTBEHHBIX
IIPENaparos.

B koHme Hacrosmiero paszena JOJDKEH paclonararbCs CIeRyROIUN
3aroJIOBOK paszzena.

Coo0111eH1e 0 TOJI03PEBAEMbIX HEXKENATEIbHBIX PEAKIIUIX

<BaoicHo coobwams 0 n0003pesaemblX HexceramenbHblX peaKyusx nocie
peaucmpayuu  J1eKapCmMEeHHo20  npenapama ¢ Yeuvlo  obecneyeHus
HEeNnpepvl8HO20 MOHUMOPUH2A COOMHOUEHUS «NOAb3A — PUCK» JIeKAPCMBEHHO20
npenapama. Meouyunckum pabomHuKam pekomeHoyemces cooouwams o aoovlx
H0003peBaemMblX HexcelamenbHblX peakyusx 1eKapCmeeHH020 npenapama depes
HaYUOHATIbHbIE CUCEMbL COODUEHUST O HEHCENIaMeNbHbIX PeaKyusx 20Cy0apcmae
— unenog Eepasuticko2o 3koHOMU4ecKo2o cor3a.> .

B onyb6nukoBanHo#l Bepcuu ytBepxkaeHHbIx OXJII ¢ undopmanueit o
JIEKapCTBEHHOM IIperapaTe yKa3bIBalOTCA (PaKTHUUECKUE MNOAPOOHBIE JaHHBIE

CHCTCMBI COOGH_[CHI/IH 0 HCKCIIATCIIBHLIX PCAKIUAX JICKAPCTBCHHBIX ITPCIIAPATOB
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COOTBETCTBYIOLIETO TOCyAapcTBa — 4ieHa EBpasuiickoro 3KOHOMHYECKOIO
coro3a  (COOTBETCTBYIOIIMX  TOCyJapcTB —  uieHoB  EBpasuiickoro
HDKOHOMHYECKOI'O COK03a) B CIEAYIOLIEM BUJE:

<locyoapcmeo — unen E8pazutickoco 3KOHOMUUECKO20 COl03a™>

<Vnonnomouenmnsiii opean (YnorHoMOYeHHAs Op2aHu3ayus) 20Cyo0apcmaed
— ynena E8pa3zuticko2o 3KOHOMUYECKO20 COI03A>

<Aopec: unoexc, 2copoo, yruya, Homep 30aHus>

<Teneghon>

<@akc>

<OnexmponHnas nouma>

<Caum 8 UHGDOPMAYUOHHO-MENLEKOMMYHUKAYUOHHOU cemu
«Unmepnuem»>

JIMHrBUCTUYECKUE KOPPEKTUPOBKH B 3aBUCHUMOCTH OT I'PAMMATHUYECKUX
IPaBUJ TOCYAAPCTBEHHBIX S3BIKOB TOCYJapCTB — 4YIEHOB EBpa3niickoro

KOHOMHYECKOTO COI03a BHOCSTCS IPU HEOOXOIUMOCTH.
4.9. llepeno3upoBka

[Tpy HEOOXOAUMOCTH MPUBOAATCS JOTIOTHUTEIBHBIC 3ar0OJIOBKH, TAKHUE KaK
«CumnroMbl» wian  «Jledenue»  («TakThka  ycTpaHeHUS  CHUMIITOMOB
MepPEI03UPOBKUY ).

</Jlemu>

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoanHaMHuUYecKHe CBOMCTBA

dapMakoTeparneBTUIeCKas rpynmna; {rpymnmna;.

Kon ATX: <{kon}>

JIs1 IeKapCTBEHHOTO Tperapara, 3aperucTPUPOBAHHOIO Kak OWoaHayior
(6rono00HBIN JIeKapCTBEHHBIN TTpenapar), He00X0IUMO BKIIOYUTH CIICIYIOIINE
CBEICHUSL:

<{(ToproBoe) Ha3BaHUE} AGIsAemMCs OUOAHANO2OM (OUONOOOOHBIM

JIeKapCMBEeHHbIM NPenapamom,).> .
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JlommyckaeTcsi ~ WCIIONB30BaHWE  MpeACTaBiIeHUE  WHOOpMAIUU O
KJIIMHAYECKON 3((DEKTUBHOCTH U OE30MIaCHOCTU B (popMe TaOIIHII.

<Mexanuszm Odeticmeus>

<dapmarxoounamuueckue 3¢pghexmor>

<Knunuweckas 3¢gpgpexmuenocms u 6€30nacHoCms>

<Jlemu>

Ecau ynonnomouennwvie opeanvlt eocyoapcme — unenog Eepasuiickoeo
IKOHOMUUECKO20 — COI03Ad  0C80O00UNU  Oepicamens  pecucmpayuoHHO2O
YO0ocmoeepeHusl 1eKapCmEeHHO20 Npenapama om HeodX00UMOCMU KIUHUYECKUX
UCCe008anull 8 NeOUAMpU4eCcKol NONYIAYUU UTU OMJILONCUTU UX, HE0OXOOUMO
yKazamo cieoyroujee:

a) Ipu OCBOOOXKJIEHUU OT HEOOXOIUMOCTH MPOBEICHUS KIMHUYECKUX
WCCJICIOBAHUM BO BCEX MOATPYIIITAX:

<Vnonnomouennvie opeamwvi 2ocydapcme — unenog Eepasutickoeo
IKOHOMUYECKO20 — COI03d  0C80O00UNU  Oepicamens  pecucmpayuoHHO20
YO00Cmogepenusl 1eKapCmeeHH020 npenapama om 00a3aHHOCMU NPeoCmasisims
pe3yibmamol KAUHUYECKUX Uccie0o8aHull <{HAaNuMEHOBAaHHE JIEKAPCTBEHHOTO
npemnapara}> Jaubo 011 B0CHPOU3BEOCHHbIX JIeKAPCMBEHHbIX NpPenapamos
<peghepenmmuviii 1eKapcmeeHHbll npenapam, cooepxcawjuil {HauMEHOBaHHE
JIEUCTBYIOIIETO BEIIECTBA (OelUcmeyowux eeujecms)}> 60 6cex noozpynnax
Oemetl npu {COCTOSTHHE, COOTBETCTBYIOIIIEE PEIICHUIO 1O TUTAHY UCCIICIOBAHUS Y
JIeTel MO YTBEPKJICHHOMY IMOKa3aHUIO K IPUMEHEHUIO }. (cm. pazoen 4.2 paszoen
«Ilemuy).>;

0) mpyu  OTJIOKEHHBIX  00S3aTEeNBCTBAX, PACHPOCTPAHSIONIUXCS  Kak
MUHHAMYM Ha OJTHY TIOJTPYIIITY:

<Vnonnomouennvie opeamwvi 2ocyoapcme — unenog Eepasutickoeo

IKOHOMUYEeCKO20 corosa OMJlooHCUIU 0053amenbemeo depofcameﬂ;z
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pecucmpayuoOHHO20 yoocmosepeus JIeKapCMBEEHHO20 npenapama
npeocmasiams pe3yibmamsl KIUHUYECKUX Ucciedosanuil <{HauMEHOBAaHUE
JIEKApCTBEHHOI'O Tpernapara}> Jaubo 051 80CHPOU3BEOCHHBIX 1eKAPCMBEHHbLX
npenapamos <pegepenmuulil J1eKAPCMBEHHbIN Npenapam, Cco0epuHCAuUll
{HanMeHOBaHHE JEUCTBYIOIIETO BEIIECTBA (OelcCmBYIowux eeuecms)}> 6
00HOU uau 0Oolee noocpynnax oemeill npu {COCTOSHUE, COOTBETCTBYIOIIECE
PEIICHUIO 110 TUTAHY HUCCIICAOBAHUS y JETEH MO YTBEP)KICHHOMY MOKa3aHHUIO K

OPUMEHEHUIO }. (cM. pazoen 4.2 pazoen «/[emu»).>.
5.2. @apmMakoKkMHeTHYECKUE CBOIiCTBA

<Abcopboyus>

<Pacnpeodenenue>

<buompancgopmayus>

<Onumunayus>

<Jlunetinocmo (HenuHetHoCmy)>

<Dapmakroxunemuueckas-apmakoOUHaAMU4eckas 3a8UCUMOCb>

<Ocobvie epynnvl nayueHmos™>

B HacTtosmmii pazmen MOryT, MNpU HEOOXOIMMOCTH BKJIFOUATHCS
JIOTIOJIHUTENIBHBIA TOA3aroJ0BOK WJIA TIOJ3arojIoBKM, Takve Kak «lloueuHas
HEJIOCTAaTOYHOCThY, «lledyeHOUHass HEAOCTaTOYHOCTBHY», «JIula MOXKUIIOrOo
BO3pacra»

</lemu>

5.3. JlaHHbI€e JOKJIUHHYECKOH 0€30MaCHOCTH

Morytr OBITh BKIIOUEHBl TIPU HEOOXOJUMOCTH  JIOMIOJTHUTEIbHBIC
MOJ[3ar0JIOBKH, TakKUe Kak «lIcciaenoBanns Ha MOJOIHSKE dKUBOTHBIX).

<B 0OKIUHUYECKUX OAHHBIX, NOTYYEHHBIX NO Pe3YIbmamam CMmaHOapmHbLX
uccnedoganull  ghapmaxonocuieckor — 6e30nacHocmu,  MOKCUYHOCMU — NpU

MHOSOKPAMHOM 66€0€Huu, CEHOMOKCUYHOCMU, KAHYEPOCEHHO2O0 nomeHyuala u
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PenpoOYKMUBHOU U OHMO2EHeMUYecKoU MOKCUYHOCMU, O0Co0blll 8ped O
Ye06eKa He 8bl6eH™>.

<B 00KIUHUYECKUX UCCIe008AHUAX HAONI00AIUCL dhpeKkmbl MOIbKO npu
go30elicmeuu  JIeKApCMEeHHo20  npenapama 6  003aX,  CYUWeCmEeHHO
NPesoCXO0AUUX MAKCUMATIbHbBLE, YMO S16/eMC sl KIUHUYECKU HEe3HAYUMBLM >,

<Umeromcs credyrowue Hexceramenvhble peakyuu, He 0OHApyIICeHHble 8
KIUHUYECKUX UCCTe008AHUSX, HO BbISGIIEHHbIE ) JHCUBOMHBIX NPU B030€lCEUl
JIeKApCMBEHHO20 Npenapama 8 003aX, CXOHCUX ¢ 003aMU, NPUMEHEHHbIMU 8

KIIURU4YeCKux MCC]Zé@O@CZHZ/l}ZX, umo mootcem umems KIUuHU4YeCcKyro 3HAYUMOCMb.>

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyennb BcmoMorareJibHbIX BellleCTB

[TpuBOoAUTCS HA3BAaHHWE BCIIOMOTATEIILHOTO BEIIECTRA.
JI1s BBICOKOTEXHOJIOTUYHBIX JICKAPCTBEHHBIX IPErapaToB HEOOXOIUMO
ONMCaTh KOHCEPBUPYIOLINE CUCTEMBI.

<Omcymcmeyrom.>
6.2. HecoBMecTHMOCTD

<He npumenumo.>. JlaHHO€ YyKa3aHUE€ MCHOJIB3YETCA B Ciydae
HEOOXOJIUMOCTH, HAITPpUMEDP, ISl TBEPABIX MEPOPATbHBIX JICKAPCTBEHHBIX (DOPM.

{11 JIeKapCTBEHHBIX TIpenaparoB [Jis MapeHTEPaIbHOrO MPUMEHEHUS
YKa3bIBACTCsl CIEAYIOIICE:

<B cea3u c omcymcmeuem UcCie008aHull CO8MeCMUMOCmuU, OaHHbIU
JIEKAPCMEEHHbIUl  npenapam He  cledyem — cMewusams ¢ Opyeumu
JleKapCmeeHHbIMU npenapamamu. >

</laHHblil 1eKapCmeenHblll npenapam He ciedyen CMewusams ¢ Opy2umu
JIeKAPCMEEHHBIMU NPEnapamamil, 3a UCKII0UeHUeM YKa3auuvlx ¢ <pazoene 6.6>

<u> <paszodene 12>.>.
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6.3. Cpok ronHoCTH (CPOK XpaHEHHS)

VkazbiBaercss uHMOpMalMs O CpPOKE TOJHOCTH (CpOKE XpaHCHUS)
JIEKApCTBEHHOI'O Tpernapara U cTadMIbHOCTA BO BpEMSI IPUMEHEHUS TIOCIIE €T
NIEPBOTO BCKPBITUS U (UJIM) BOCCTAHOBJICHUS (pa3BeieHUs). YKA3bIBAETCS TOIBKO
OJIMH OOIINI CPOK TOTHOCTH (CPOK XPaHEHHUSI ) JICKAPCTBEHHOTO Mpernapara, Jaxe
€CJIM €r0 Pa3IMYHbIe KOMIIOHEHTHI UMEIOT Pa3HbIM CPOK FOJHOCTH (Hampumep,
MOPOIIIOK ¥ pacTBOPUTEIIb). JlaTa uctedeHus cpoka roqHOCTH TAaKOTO KOMIUICKTa
(JiekapCTBEHHBIN IIpernapar ¢ pacTBOPUTEIEM ) WIIK Habopa (KOMIUIEKTa U3 JBYX U
Oojiee JIEKapCTBEHHBIX MpENapaToB) OMpeAeNsercs Mo Oojee paHHEH pare
UCTEUYEHHUSI CPOKAa TOJHOCTH (CpOKa XpaHEHHs!) KOMIIOHEHTA JIEKapCTBEHHOIO
mpernapara, BXOJIAIIEro B KOMIUIEKT (Ha0op).

Cranpaptabeie  (POPMYJIMPOBKH, HCIOIb3yEMbIE ISl OIMHMCAHUSI CpOKa
rOAHOCTH (CpOKa XpaHEHUsI), MpUBEACHBI B IpuiiokeHuu Ne 7 k TpeOGoBaHUSIM.

<..> <6 wmecayes> <..> <l 200> <I8 wmecayes> <2 2co0a>
<30 mecayes> <3 co0a> <...>.

<Xumuueckas u uzuueckas cmabUILHOCMb 20MOB020 K NPUMEHEHUIO
JIeKAPCMBEHHO20 npenapama noomeepiicoeHa 6 medenue X yacos (OHell) npu
Y C.>;

<C MUKpoOUONOUHECKOU MOYKU 3PEeHUs, eciu Memoo BCKPbIMuUs
(60ccmanosnenus, pazeeoeHus) He npensamcmeyem MUKpoOHOU KOHMAMUHAYUU,
JIeKAPCMEEHHBIU Npenapam nooaeHCum HemeoaeHHOMY NPUMEHEHUTO.>

<Ecnu JnexapcmeeHHvlli npenapam He 66e0eH HeMedleHHO, XpPaHeHue
20M06020 K NPUMEHEHUIO JIeKAPCMEEHHO20 npenapama u obecneyeHue yciosull

a671emcst 00A3aHHOCMbIO NONb308aAMeENd.>. <...>
6.4. OcoOble Mepbl MPETOCTOPOKHOCTH MPH XPAHEHUH

Cranpaptabsie  QOPMYJIMPOBKH, HWCMOIb3YEMbIC JJIi OMUCAHUS IS

YCJIOBUM XpaHEHUs, IPUBEJEHBI B puiiokeHnu Ne 6 k TpeOoBaHUAM.
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OOmue ycnoBusi XpaHEHUs! JIEKAPCTBEHHOIO Ipenapara yKa3bIBaloTCs C
MEePEKPECTHOM CChUIKOM Ha pazfen 6.3 npu He0OXOIUMOCTH:
<Vcnosus xpanenus nocie <60ccmano8ieHUA™> <pa3eedeHus™> <nepeozo

BCKPBIMUA™ JIeKAPCMBEHHO20 Npenapama cm.  pasoeie 6.3>.

6.5. XapakTtep HW coaep:kaHMe YNAKOBKH <u  CHEYUAIbHOE

000pyoosanue 01 UCROIb306AHU, 66€0CHUA WU UMNTAHMAYUU>

JIOMOJIHUTENBHBIN  3aroJIOBOK  <u  cneyuanvHoe 000pydosanue O
UCNONb308AHUSL, B88€0CHUsl UMU UMNIAHMAYUU> YKa3bIBAETCS TOJBKO IS
BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MPENaparoB.

[TosicHuTeIbHBIE PUCYHKH BKIFOYAIOTCS MPU HEOOXOAMMOCTH.

B nanHom paszznene HEOOXOAMMO yKa3aTh KOJMYECTBO €IUHUL] MPOTYKIIUU
BO BTOPUYHOM (OTPEOUTEIBCKOM) YIIAKOBKE, KOTUYECTBO MEPBUYHBIX YITAKOBOK
B HEMl W KOJIMYECTBO €IWHMUI] MPOIYKIIMU B MEPBUYHON YIAKOBKE, HalpUMEP
«ynakoBka cogepxxut 180 (2 6muctepa mo 90) TabneTOK, MOKPHITHIX MIEHOYHON
000JIOUKO».

<He 6ce pazmepbl ynakosok mo2ym 6b6imb 00CMynHul OJis pearu3ayuu™.

6.6. OcoOble  Mepbl  NPETOCTOPOKHOCTH  NPHM  YTHIM3AIUHN
HCIOJIb30BAHHOTO JIEKAPCTBEHHOI'0 Mpenapara Wil 0TX0A0B, MOJYyYeHHBbIX
nocJie MpUMeHeHM sl JIEKAPCTBEHHOI0 Npenapara, u Apyrue MaHUMyJIs UM C
npenaparom

IIpy HEoOXOIMMOCTH MPUBOAATCA YKa3aHWS MO MPUTOTOBICHUHIO
JIEKapCTBEHHOI'O TpernapaTra U yKa3zaHusl 10 Crocodam oOpallleHus ¢ HUM TpH
HEOOXOMMOCTH, B TOM YHCIE€ YKa3aHUS MO YTWIM3ALUUU JIEKAPCTBEHHOTO
npenapara M OTXOIOB, OCTABLIMXCS IIOCJIE IPUMEHEHHS JIEKAPCTBEHHOTO
npenapara. IIukrorpamMmpl, JONONHSIOIIME TEKCT  BKJIIOYAKOTCA  IIPHU
HEO0OXOANMOCTH.

<[Ipumenenue y oemeti>
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<Hem ocobvix mpebosanuii <k ymuauzayuu>.>.

<Becb ocmaswiulics N1eKAPCMEEHHbIU Npenapam u omxoovl cledyem
VHUUMONCUMb (YMUIUUPOBAMb) 8 YCMAHOBIEHHOM NOPsOKe. ™.

<Becv ocmaswuiica nexapcmeennvlli npenapam u omxoovl ciedyemn
VHUYMONCUMb  (YMUAUUPOBAMb) 6 COOMBEMCMEUU C YCMAHOBIEHHbIMU
mpebosanHuaMu 3aKoHooamenvcmea eocyoapcmea — 4nena Eepazutickozo
9KOHOMUUECKO20 COH03A. >.

<Ocobble mpebosanus OMcymcmayom.>.

7. AEP’KATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

{Hazeanue cmpanvl na sazvike uznoocenusi mexkcma OXJIII} Ha3Banue
CTpaHbl IPUBOAUTCS Ha S3bIKe, Ha KOTOpoM coctaieHa OXJIIL.

{Haumenosanue depoicamens pe2ucmpayuoHH020 y00Cmo8epeHus}

{FOpuouueckuil (hakmuueckuii) aopec}

<{men.}>

<{axc}>

<{aodpec 3nekmpoHHoU noumawl}>

7.1. IlpeacraBuTesib JepsKaTeisd PEruCTPAMOHHOIO YI0CTOBEPEHUSA

[Iperens3uu norpeduTeNnel HaMPaBIISITH MO AAPECY:

{Hazeanue cmpanuwi}.

{Haumenosanue depoicamens pe2ucmpayuoHH020 yYO0OCmMOo8epeHUs ).
{FOpuouueckuii (hakmuueckuti) aopec;}

<{men}>.

<{paxc}>.

<{aodpec 31eKmpoHHOU noumuol}>.

8. HOMEP (HOMEPA) PETMCTPALIMOHHBIX
YIOCTOBEPEHUI
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9. KATETOPUS OTITYCKA JTEKAPCTBEHHOI'O ITPEITAPATA

VYKa3pIBaeTCsl MPUHAJICKHOCTD JIEKAPCTBEHHOTO Mperapara K OTHOU 13
CIIEYIOLIUX KaTerOpHil OTITyCKa:

<JlexapcmeenHulli npenapam OMHOCUMCA K Kame2opuu Ommnycka <oe3z
peyenma> <no peyenmy>, <8 VCI08UAX Je4eOHO-NPOPUIAKMULECKUX
yupesicoeHuu™>.>.

VYKa3pIBaloTCA YCIIOBUSI WM OTPAaHUYEHHUS, KaCAIOMIMECs IOCTaBKU U
UCIIOJIb30BaHUsl  JIGKQpCTBEHHOro  mpemnapara (opu  Hamuuuu). Ecnwu
PETUCTPAIIMOHHOE YAOCTOBEPEHHUE JICKAPCTBEHHOTO Ipernapara ObLUIO BBIJAHO
OpU  YCJIOBUU  BBIMIOJHEHUS  OMPENENEHHBIX  OCOOBIX  00s3aTeNbCTB,
paccMaTpuBaeMblii  JICKAPCTBEHHBIM MIpenapaT MOXET MPUMEHSThCS B
OIPEJENICHHBIX CIIyYasiX, TOJbKO MOJ CTPOrMM MEAMIIMHCKUM HaONIOeHUEM (B
YCIOBUSAX  JI€UEOHO-MPODWIAKTUUECKUX  YUPEXKJEHMI), a B  ciyyae
pagunodapMarieBTHYECKUX TMpenaparoB — MO HAOMIOACHUEM HMMEIOIIEro
COOTBETCTBYIOILIEE Pa3pELICHUE JINIIA.

<10.JO3UMETPUS> (ecinu npuMEHUMO)

<11. MTHCTPYKIHUA 11(0 HPUT'OTOBJEHUIO
PAIMODPAPMAIIEBTUYECKUX IPEIIAPATOB> (3anonHsercs mnpu

HEOOXOIUMOCTH)

<Becb HeUCnonb308aHHbILL JIEKAPCMEEHHbII Npenapam uiu Omxoovl
cnedyem ymuauzupoeams 8 YCmaHo81eHHOM nopsoKe.™.

<12. YCTAHOBJIEHUE ITIOCTPET'UCTPAIIMOHHBIX MEP>

B cmydae ecnum  JekapCTBEHHBIM Ipenapar 3aperucTpUpOBaH €
YCTaHOBJIEHUEM MTOCTPETUCTPALMOHHBIX MEP, HEOOXOIMMO YKa3aTh CIEAYIOIIEE:
U1 JIEKapCTBEHHBIX MIPENApaToOB, 3aPETUCTPUPOBAHHBIX C YCTAHOBJIEHUEM

JOTIOJTHUTEIBHBIX TPEOOBAHUM:
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</laumwiti  JneKapcmeeHHublll npenapam  3ape2ucmpuposan c
YCMaHosieHuemM OONOTHUMENbHLIX MPedo8aHuUll, U N0 IMOMY 1eKAPCMEEHHOMY
npenapamy oxcudaemcs npeocmasieHue OONOIHUMENbHbIX OAHHbIX 8 medenue |
eo0a. {HamMmeHOBaHHME YIIOJHOMOYCHHOTO OpraHa TocyJapcTBa — dJIeHa
EBpa3uiickoro s5KOHOMHUYECKOTO COI03a} Oydem npo8ooums IKCNepmu3y HOBbIX
ceedeHull 0 npenapame, KOmMopvle MO2YM NOAGIAMbCI €XHce200HO, d OAHHAs
06w as xapakxmepucmuka 1ekapcmeenHo20 npenapama 6yoem oOHO8IAMbCsL NO
mepe HeobXo0uMocmu.> .

JUTsI IEKApCTBEHHBIX MPENapaToB, 3aperUCTPUPOBAHHBIX MO MPOIEAYpe
PErucTpalvii B UCKIFOUUTETBHBIX CITydasiX:

<Jlanuwlii 1exapcmeenHvlll. npenapam 3apecucmpuposan no npoyeoype
«pecucmpayuu 8  UCKIIOYUMENbHLIX — CIVUAAXY 8 C843U C  <PeoKUM
3abonesanuem>, <HayuHbIMU cooopadxceHuamu >, <smuyecKkumu
coobpadicenusamMuU>, 8ce HeoOX00UMbvle Cc8eOeHus 00 3MOM JIeKapCmEeHHOM
npenapame noxyyumv Hego3modicHo. {HauMeHOBaHUE YHOJTHOMOYEHHOTO
opraHa rocymapctsa — ujieHa EBpa3uiicKOro 3KOHOMHUYECKOTO COro3a} 6ydem
nPOBOOUMb  eXHCe200HO ODKCHNepmu3y HOBbIX C8eOeHUl, a OaHHas oowas
Xapakxmepucmuxa J1eKapcmeeHHo20 npenapama 0yoem 0OHOBIAMbCA N0 Mepe
Heobxooumocmu. >.

JUTSI IEKApPCTBEHHBIX IPENapaTroB, 3apeTrUCTPUPOBAHHBIX IO TMPOIEAYPE
YCJIOBHOM PETUCTPALINU:

</lanmuwlii 1ekapcmeennvlli npenapam 3apecucmpuposan no npoyeoype
«VCI0BHOU  pesucmpayuuy», U NO OMOMY JeKAPCMBEHHOM)Y Npenapamy
odlcudaemcst  npeocmaeiieHue OONOJHUMENbHLIX OaHHblx. {HanMeHoBaHUe
YIOJTHOMOYEHHOTO  OpraHa  TocyJapcTBa —  wieHa  EBpasuiickoro

AKOHOMHUYECKOI'0 COI03a} Oydem nposoO0umv exince200HO 3KCNepmu3) HOBbIX
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ceedenull o npenapame, a OAHHASL 0OWASL XAPAKMEPUCTNUKA T1eKAPCMBEHHO20
npenapama 6yoem 0OHOBIAMbC NO Mepe He0OX00UMOCMU. >.

OOmiass  xapakTepucTuka JieKapcTBeHHoro mpemnapara {Toprosoe
HAMCHOBAaHME| JIOCTYIIHA B E€IWHOM PEEeCTpe 3aperucCTPUPOBAHHBIX
JEKapCTBEHHBIX CpPEACTB EBpa3miickoro SKOHOMHYECKOTO COI3a W Ha
ouMaTEHOM CaiiTe YIMOJHOMOYEHHOTO OpraHa (dKCIEPTHOW OpraHU3allvu)

{calT ymoJIHOMOYEHHOTO OpraHa (CaT OpraHu3aIlnun)}».

TpeboBanus k opopmienuto npoexkra OXJIII
OG61ue TpeboBaHMs

Pa3mMep u opuenTanus crpanuubl: popmat A4, opueHTaIus KHUKHASL.

[Tons: mo 2 cM ¢ Ka)XXJ10i CTOPOHBI.

Mpudpt: Times New Roman, pasmep 12 0T, CTUIb OOBIYHBIMH,
MEXOYKBEHHBI MHTEPBaT OOBIYHBIN, I[BET YEPHBIN, B TAOIMIIAX JOMYyCKACTCs
UCIOJB30BaTh MpUGT MeHbinero pasmepa. CHOCKH, MOJNHUCU K rpadukam,
JyarpaMmam BBITOJIHSIOTCS ¢ pa3MepoM mmpudra 10 oT.

BripaBHuBaHue: 3aroJI0BOK «OBIIIAA XAPAKTEPUCTHUKA
JJEKAPCTBEHHOI'O TIIPEITAPATA» pacnonaraercss IO IIEHTpPY, BcCe
OCTaJIbHBIE 3arOJOBKH U OBECTBOBATEIBHBIN TEKCT — IO IIUPUHE.

WNurtepBanel: ab3amabii  orctyn 0 ¢M, MEXCTPOUHBIM HHTEpBAJ
OJIMHAPHBIN, HUHTEPBAI MEXy ab3amaMu 6 MT, HHTEPBAJI MEXK/y 3ar0JIOBKOM U
TEKCTOM — CM. MH(opManuio 1no o(OpMIICHHIO 3arojJOBKOB HUXE, WHTEPBaJ
MEXJy CHUMBOJIaMU (KEpHUHT) — 4YTOOBI M30€XKaTh pa3phiBOB B TekcTe. B
HEKOTOPBIX CIIy4yasX MPUMEHSAETCS HEPa3pbIBHBIN MpoOen (Hampumep, MEXIy
YUCJIaMU U OTHOCSIIIUMHUCS K HUM €IMHULIAMHU U3MEPEHUS, MEXAY 3HaAKamu %o,

Ne u oTHOCAIIMMHUCS K HUM LIU(PpaMK) U HEpa3phIBHBIN Aeduc.
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Hymepanus cTpaHull: HyMEpyIOTCSl BCE CTPaHULIBI KpOME TIEPBOi, HOMepa
CTpaHMI] MPOCTABIAIOTCA apaOckuMu 1udpaMu 0€3 TOYKH B LUEHTPE HHUIKHETO

KOJIOHTHUTYIJIA.

TpeboBanus Kk 0hOPMIICHHIO 3ar0JI0BKOB

3aronoBok «OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O
[IPETTAPATA» odopmisercs 3arjaBHbIMM OyKBamH, CTHIb HIpudTa
NOJIYKUPHBIN, pazMep mpudra 14 or.

Ha3Banusa yacreit opopMIISIIOTCSL 3arjJaBHBIMUA OyKBaMH, CTWJIb HIpU(Ta
MOJTY>KUPHBIA, UHTEpBaNbl 24 MT Mepe 3aroJOBKOM M 12 IT mocie 3arojioBKa.
3aronoBoK HyMepyeTcs apadCckuMu irdpamu mmo nopsaxy (B dopmare 1.,2., 3. u
T. 1). Mexny HOMEpOM 1 Ha3BaHHWEM YaCTU MPUMEHSETCS HEPa3phIBHBIN MpoOel.

Hazsanus paznenoB ohopMIIsIIOTCS CTPOUYHBIMU OyKBaMU (KpOME TEepBOi),
CTWIb WIpU(TA MOTYKUPHBIN, UHTEpBadbl 12 OT mepen 3aroioBkoM u 12 nr
1ocJie 3aroyioBKa. 3arojioBOK HyMepyeTrcs: apaOCKuMu U@ paMu 1o HopsAIKy (B
dbopmare 4.1.,4.2. u 1. 1). Mexay HOMEpOM U Ha3BaHHEM pa3jieiia IPUMEHSICTCS
HEpa3pBIBHBIN MPOOEI.

Ha3Banusa mnoapasznenoB oGoOpMIISIIOTCS CTPOYHBIMU OykBaMu (Kpome
nepBoit), CTUib mpudTa NoAYEepKUBaHUE, 0€3 HyMEpaluH.

[TynkTbl OQOpMISIOTCS CTPOUYHBIMU OyKBaMu (KpOMe MEpBOM), CTUIIb
mpudTa KypcuB, 6€3 HyMepaIum.

[ToamyHKTEI 0OPMIISIOTCSI CTPOYHBIMHU OyKBamMu (KpoMe TIEPBOil), CTUITH
mpudTa KypcuB ¢ MOoAYEpKUBaHUEM, O€3 HyMEpALIHH.

B koHIIe 3ar0JI0OBKOB TOYKH HE CTABSITCA.

[Ipu HeoOxoaMMoOCTH JanbHEHIIEH pyOpHUKalMKd TEKCTa JOIYCKAITCS
WHbIE BAapUaHTbl O(OPMIICHUS 3arojOoBKOB WM O(QopMiIeHHE MH(pOpMaluU C

MPUMEHEHUEM MapKUPOBAHHOTO CITHCKA.
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[TPUJIOXKEHUE Ne 12

K TpeOOBaHUSAM K HHCTPYKIIMH T10
MEAUIIMHCKOMY MTPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara 1 o0IIei XapaKTepruCTUKE
JIeKapCTBEHHOTO Tpernapara Juis
MEIULUHCKOTO MPUMEHEHUS

(B penakuuu Pemenus CoBeta
EBpa3zuiickoil 5KOHOMHUYECKOU KOMUCCUU
OT 20 . Ne )

TPEBOBAHMUA
110 MOATOTOBKE TEKCTA HHCTPYKIHUHU M0 MEAULMHCKOMY NPUMEHECHUI0
JIEKAPCTBEHHOT0 Mpenapara (JIMCTKA-BKJIAABIIIA)

1. O0ume monoKeHus

Hacrosiirie TpeOoBaHUsSI COAEpKAT YKa3aHUs MO MPEACTaBICHUIO
uHopMaliid O JIEKapCTBEHHOM IMIpernapaTe NalMeHTaM, a TakXKe JIHIaM,
3aHUMAOIUMCST  OPOpMIIGHMEM W COCTaBJICHHMEM  HWHCTPYKIMU  TIO
MEJIUIIMHCKOMY MPUMEHEHUIO JICKAPCTBEHHOTO TMpernapara (JUCTKa-BKIIabIIIaA)
(masiee — MMCTOK-BKJIABINT) Ui anueHTa. Hactosiue TpeboBaHUs BKIIOYAIOT
B ce0s omucaHuWe HaJJIeKaled NpPaKTUKA B 007acTH MHGOPMAIMOHHOTO
N3aiHa  JIMCTKA-BKJIAJBIIA C  [EJIbK0  IPEIOCTABICHUS  IMAMCHTaM
BO3MOXHOCTH  TNPUHMMATh  PEIICHUS  OTHOCUTEIIBHO  O€30MacHOro U
3¢ PEeKTUBHOrO MPUMEHEHHS Ha3HAYEHHBIX JICKAPCTBEHHBIX MIPENapaToB.

Hacrosimue TpebGoBanus cPOpMUPOBAaHBI B I1EJISIX YJIOBJICTBOPEHUS
NOTPEOHOCTH  MEAUIMHCKUX pPAaOOTHUKOB M TAIUEHTOB OTHOCUTEIIBHO
MPEJCTABICHUSI MM BBICOKOKAYE€CTBEHHOW WH(OpPMAIMK O JEKAPCTBEHHOM

npenapare.
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JIMCTOK-BKIAMBIINI ~ SIBISIETCS JOCTYNHBIM M JIOCTOBEPHBIM, a s
HEKOTOPBIX MAllUEHTOB — E€AMHCTBEHHBIM MHCbMEHHBIM  HCTOYHHKOM
uHbpOpMallMM O JIEKAPCTBEHHOM Tmpemapare. [lanMeHThl  UCHONIB3YIOT
JMCTOK-BKJIQJIBIII, ITOCTABJISICMBI BMECTE C JICKAPCTBEHHBIM IpPENapaToM, Kak
HanOoJIee BaXXHBIN MocCIe Bpauel u GpapMalieBTUYECKUX PAOOTHUKOB MCTOYHHUK
uHdopmanui. YKazaHHas B JIMCTKE-BKJIaiblle HWH(OpManus MO3BOJSET
nanUeHTaM y4acTBOBAaTh B MPUHATUU PEIICHUS O NMPUMEHEHHH IPErapaTos,
Ha3HAYEHHBIX WM PEKOMEHJOBAaHHBIX MEAUIIMHCKUMU PAaOOTHUKAMHU, a TAKKe
P OKa3aHUHM CAMOIIOMOIILIH.

[Ipn npuoOpeTeHUU JEKapCTBEHHBIX IIPENapaToB, OTIYCKaeMbIX 0e3
penenTa B3aUMOJACHCTBHE MEXIY MALMEHTOM U MEAMIMHCKUM pPaOOTHUKOM
MOXKET OBITb OTrpaHMYEHO WM CBEJEHO K Hymo. B mocnegnem ciydae
nucbMeHHas uH(opMauus npuoOpeTaeT ocoOyr0 LIEHHOCTh AJii 0€30MacHOro

MPUMEHEHUS JIEKapCTBEHHOTO IIpenapara.

2. Cdepa npumeHeHU

Hacrosimue TpeOoBaHWsS TO3BOJAIOT OOCCIEUYUTH  PETyIHPOBAHUE
dbapmareBTHUYeCKOM OTpaciy MPU BHECCHUH JACPKATEIIMU PETHCTPAIIMOHHBIX
yJAOCTOBEpEHUN W3MEHEHWW B JIMCTOK-BKIAAbII. [IprMeHEHHE HACTOSIIHUX
TpeOOBaHUH TO3BOJISET OOCCIEUHUTHh SICHOCTh W JOCTYITHOCTH JIJIS TAIlMEHTa
peACcTaBIIeMOoll  HMHGOPMAlMKM B JINCTKE-BKJIAJBINIE  JICKAPCTBEHHOTO
mpernapara, 9YTo Co3JaeT MPEANOChUIKN JJIs MPAaBWIIBHBIX JTCHCTBUM MAIlMCHTOB
110 IPUMEHEHUIO 3TOTO TIpernapara.

[Tepen momadeld JUCTKA-BKJIAIbIIa B YIIOJHOMOYCHHBIE OpPraHbI
rocygapcTB  —  4WICHOB  EBpasWiCKOTO  3KOHOMHYECKOTO  COIO3a
(manee — rocynapctBa-uiieHbl, Cor03) B I€ISX BBINOJHEHUS TPOUEYD,

CBSI3aHHBIX C perUCTpalue, MOJITBEPKACHUEM perucTpanuu
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(mepeperucTpany), BHECEHMEM M3MEHEHHMH B PErHCTPALMOHHOE J0ChE H
OPUBEJCHUEM  PErUCTPALlMOHHOIO  JIOChE  JIEKAPCTBEHHOrO  Iperapara,
3apEruCTPUPOBAHHOIO MO HALMOHAIBHOM MPOLIeAype B FOCYIapCTBAX — YJIEHAX
EBpa3uickoro 5»KOHOMHYECKOTO COK3a B COOTBeTCcTBHE C IIpaBuinamu
pErucTpalui M HKCHEPTU3bl JIEKAPCTBEHHBIX CPEIACTB JJISI METUIMHCKOIO
IIPUMEHEHMUS, YTBEPKICHHBIMU Pemennem CoBera EBpazuiickon
HAKOHOMHYECKON KoMmuccuu OoT 3 HOs10pst 2016 1. Ne 78 (nasiee — npuBeacHUE B
cooTBeTcTBUE ¢ TpeboBaHusiMu Coro3za) (apMaleBTHUECKUE MPOU3BOIUTEIN
JOJDKHBI  BBIMIOJHUTH ~ HACTOSIIIME  TpeOOBaHUA, TIOCKOJBKY  Jt000e
HECOOTBETCTBUE UM TpeOyeT OOOCHOBaHHS OTCYTCTBUS BIIUMSHUSA TaKOIro
HECOOTBETCTBUSA Ha O€30MMacHOe NPUMEHEHUE JIEKapCTBEHHOTO Mpernapara.
Hacrosimue TpeOoBaHUS NMPUMEHSIOTCS K JIEKapCTBEHHBIM Mperaparam,
OTIIyCKaeMbIM 1O pelenty M 0e3 pelenta, a TakkKe K JEKApPCTBEHHBIM
npenaparam, KOTOpble MPUMEHSIOTCS B YCIOBUSAX JIEUeOHO-TIPOPHIAKTHIECKUX
yupexaeHuid. B pamkax s3KcrnepTH3bl pETUCTPALMOHHOTO JOChE U IIPU paboTe C
Kano0aMU Ha JIMCTKU-BKJIAJABIIIN YIOJHOMOYEHHBIE OpraHbl (SKCIEPTHBIC
OpraHu3alli) TOCYJapCTB-WICHOB aHAJIM3UPYIOT O€30MacHOCTh MalMeHTa
UCXO/IA U3 ONbITa IPUMEHEHUS JIEKAPCTBEHHOI0 IIpenapara u BCeX COOOIEHHbIX

HEXKEJIaTCJIbHBIX SIBJICHUM.

4. TpeboBaHUs K JTUCTKY-BKIAIBIITY

[IpenacraBnenne wHGOpPMAIIMM U €€ COACp)KaHWE JUISI  BCEX
JIUCTKOB-BKJIQBIIICH OMIPEAEISETCS B COOTBETCTBUM CO CICAYIOITUM MOPSIIKOM:
4.1. JIuCTOK-BKJIaAbIIII COCTaBJISIETCA Ha OCHOBaHUU o01en
XapaKTEePUCTUKU JeKapcTBeHHoro mpenapara (nainee — OXJII). On gomxeH
BKJIIOYaTh B C€€0sl CTPYKTYPUPOBAHHYIO HH(OpMAIMIO, PACIOIOXKEHHYIO B

CJIEYIOIIEM MOPSIJIKE.
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4.2. Nnentudukanus JeKapCTBEHHOTO IpenapaTa B BUI€ HAMMEHOBAaHUS
JIEKApCTBEHHOIO Mpernapara, 3a KOTOPbIM CJIEAYET JO3UPOBKA, JICKAPCTBEHHAs
dbopMa u (ecinu NPUMEHUMO) CIElHUaAIbHbIE YKa3aHUs (Hampumep, OTMETUTh
NpEeAHA3HAYEH JIM JIEKApCTBEHHBIM Mpenapar [Jisi NPUMEHEHUS Y MIIAJICHIIEB,
JeTel WK JIUI] TIOXKUIIOTO (CTapueCcKoro) BO3pacTa):

4.2.1.HeoOxoauMo yKaszaThb TOJBKO OJHO HAMMEHOBAHHUE IS Ka)JgOTo
JEUCTBYIOIIETO BEIIECTBA HA OTJEIBLHON CTPOKE MO]T TOPrOBBIM HAMMEHOBaHUEM
JIEKApCTBEHHOIO Mpernapara B CIeIyIOIIeM MOopsiIKe BpIOOpa:

a) MEeXJ1yHapOJHOE HelaTeHTOBaHHOE HauMeHoBaHue (nanee — MHH);

0) mpu orcyrctBun  MHH — HammenoBanme 1o dapmakoree
EBpa3nuiicKoro 3KOHOMHYECKOTO CO03a, yTBEpkKAcHHOU Pemennem Komnerun
EBpazuiickoii sxoHoMuueckoit komuccuu ot 11 aBrycra 2020 r. Ne 100 (nanee —
®dapmakones: Cotoza), (apmakonesM TrocyaapCTB-4iICHOB WJIHM OCHOBHBIM
dapmakomnesim B cooTrBeTcTBUU ¢ KoHuenmueil rapmoHu3anuu ¢dapMakornei
rocyJlapcTB — WiI€HOB EBpa3uiicCKOro 3KOHOMHUYECKOTO COK03a, YTBEPKIACHHOU
Pemennem Konnernn EBpazuiickoil 93KOHOMUYECKON KOMHUCCHUH OT 22 CEHTSIOpS
2015 1. Ne 119 (nanee — Konuenius rapMmoHu3aiuu papmaxkonei);

B) IPU OTCYTCTBUU (hapMaKONEHMHOr0 HAMMEHOBAaHUS — OOIUEMPUHSATOE
WJIU TPYIIHPOBOYHOE HAUMEHOBAHUE;

) Ipy  OTCYTCTBHUM  OOWICHPUHSITOTO  WIM  TPYHIUPOBOYHOTO
HAaUMEHOBAHMS — HAYYHOE (XMMHUUYECKOE) HA3BAHUE;

4.2.2. papmakoTepaneBTUUCCKAS rpyrma B COOTBETCTBUU C
aHATOMO-TEPANeBTUYCCKUM M XUMHUYECKUM Kiaccudukaropom Coro3a wuiu
ONHMCaHNE aKTHBHOCTH, B 3aBUCHMOCTH OT TOTO YTO 0oJiee JIETKO MOHUMAETCS
MalUEHTOM.

4.3. Tloxa3aHusi K TPUMEHEHHUIO.
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4.4. IlepeueHb CBEJCHMUI, HEOOXOAUMBIX JO Hayajia MPUMEHEHUS
JIEKapCTBEHHOTO Mperapara:

4.4.1. npOTUBONIOKA3aHUS;

4.4.2. HeoOX0oUMBbIE MEPBI TPEAOCTOPOKHOCTH MIPH TPUMEHEHNH

4.4.3.BU1bI B3aUMOACHUCTBUS C APYTUMHU JICKAPCTBEHHBIMHU MperapaTamMu U
JIpyrue BUABl B3aUMOJICUCTBUS (HAIpUMeEp, C alKorojieM, Tabakom, MUIIEH),
CIIOCOOHBIE MOBJIUATH HA JIEUCTBUE JIEKAPCTBEHHOTO MIperapara;

4.4.4. cienanbHbIC NPEAYTPEAKICHHUS.

4.5. HeoOxonumble U CTaHAAPTHBIE HWHCTPYKIMU 10 HAJJICXKAIIEMY
MPUMEHEHUIO, B YACTHOCTH:

4.5.1. pexxum 103UpOBaHUS;

4.5.2.MeToN1 U IMyTh BBEJICHUS (TP HEOOXOIUMOCTH);

4.5.3.4acToTa NPUMEHEHHUS C YKa3aHUEM BPEMEHH, KOTJa JIEKAPCTBEHHBIN
npenapar MOXeT WX JOJDKEH MPUMEHAThCA (TP HEOOXOIMMOCTH), a TaKXKE B
COOTBETCTBYIOIIUX CJIy4yasiX, B 3aBUCUMOCTH OT CBOWCTB JIEKAPCTBEHHOTO
npenapara:

4.5.4. nIUTEeNbHOCTD JICUCHHUS, €CITU €€ HEOOXO0IMMO OTPaHUYHUTh;

4.5.5.Mepbl, KOTOpblE HEOOXOAUMO MPUHSATH B Cily4yae MEPeI03UPOBKHU
(CUMMIITOMBI, HEOTJI0KHBIE MPOLIETYPHI);

4.5.6.Mepbl, HEOOXOAUMBIE MPU MPOIMYCKE OJHON WM HECKOJIbKUX 03
JIEKapCTBEHHOIO Mperapara;

4.5.7.yka3aHue Ha HaJM4YUMe pPHUCKa CHUMIOTOMOB OTMEHBI (IIpU
HEOOXOIUMOCTH);

4.5.8. pexoMeHaaIuy mo oOparieHuo 3a KOHCYIbTAIlUEH K MEAUITTHCKOMY

pabOTHUKY JJIs pa3bsSICHEHUSI CIIOCO0a MPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara.
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4.6. Onucanue HeXenaTelbHbIX PEeaKUi, KOTOPbIE MOTYT MPOSBIATHCS
IpU CTaHAAPTHOM NMPUMEHEHUHU JIEKAPCTBEHHOrO Ipernapara U Mepbl, KOTOPbIE
CJIey€eT MPUHSTH B 3TOM ciiydyae (IIpu HEOOXOIUMOCTH).

4.7. YxazaHue Ha JaTy MCTEUYEHUS CPOKa TOAHOCTH (CpoKa XpaHEHHs),
NPUBEACHHYI0O Ha YMNAKOBKE JIEKAPCTBEHHOTO Mpemnapara co CIAEAYOLEen
JTOTIOJTHUTEILHON HH(pOpMaIuei:

4.7.1.yxa3aHue 3ampera MPUMEHEHHs JIEKApPCTBEHHOrO IMpernapara Io
UCTEYEHUU CPOKa FOJHOCTH (CPOKA XpaHEHUS);

4.7.2. cienuanbHble YCIOBUS XPaHEHUS (B COOTBETCTBYIOIIMUX CIyYasix);

4.7.3. npenynpexaeHie 00  ONpEeIeJIEeHHbIX BHAUMBIX  IPU3HAKAX
yXyJUIeHUs KauecTBa (Mpyu HEOOXOJUMOCTH);

4.7.4.mONHBIA Ka4yeCTBEHHBIM COCTaB (AKTUBHBIX (PapMarieBTUYECKUX
CyOCTaHIIMM W BCIIOMOTATENIbHBIX BEIIECTB) U KOJWMYECTBEHHBIH COCTaB
aKTUBHBIX  (apMarleBTUYECKNX CYOCTaHIIMA C  HUCHOJB30BAaHUEM  MX
OOIIETPUHSATHIX HAUMEHOBAHUM JIJIs1 KaXKJI0M (hOPMBI BBIITYCKa JIEKAPCTBEHHOTO
npernapara;

4.7.5.nexapcTBeHHast ¢opMa Kaxxaoil (GopMbl BBIITYCKA JIEKAPCTBEHHOTO
mpenapara W €€ COAep)KaHus MO Macce, oObeMy WM KOJWYECTBY 03 B
JIEKApCTBEHHOM Mpenapare;

4.7.6.yka3zaHue KaTeropyuu OTITyCKa JISKApCTBEHHOTO Mpernapara;

4.7.].Ha3BaHUE U afpeC IeP>KaTEIIsl PErMCTPALIMOHHOTO YIOCTOBEPEHUS U,
B COOTBETCTBYIOIIMX CJIydasX HAWUMEHOBAHHME TIPEJCTABUTENS JeprKaTess
PErUCTPAIMOHHOTO Y/IOCTOBEPEHHUS, B KAXKIOM TOCYIapCTBE-UJICHE;

4].8.Ha3BaHUE€ W  aapeC  NPOU3BOAUTEINS, OTBETCTBEHHOrO  3a

BBIHYCKaI-OHII/If/i KOHTPOJIb Ka4CCTBA.
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4.8. IlepeueHpb HAaUMEHOBAaHUI JIEKapCTBEHHOI'O rpernapara,
3apETUCTPUPOBAHHBIX B KAXKJIOM U3 TOCYJAPCTB-UJICHOB (€CJIU JIEKApCTBEHHBIM
npenapar 3aperucTpUpoBaH Mo/ pa3IMYHBIMU HAUMEHOBAHUSIMU).

B OTHOILLIEHUU JIEKAPCTBEHHBIX pEnaparos, TPeOYIOIMX
JOTOJIHUTEIPHOTO MOHUTOPMHIA, YKa3blBaeTcsa crienyromee:  «JlaHHbIN
JIEKAPCTBEHHBIA TMpEnapar MOJIEKUT JOMOJHUTEIIBHOMY MOHHUTOPUHTY.
YkazaHHOMY TPEeAyNpeKICHUIO TOMKEH MPEIIeCTBOBATh YEPHBIA CUMBOJ, 3a
KOTOPBIM JIOJIKHO CJIEIOBATh COOTBETCTBYIOILIEE CTAHIAPTHOE Pa3bsICHEHUE.

JInst  Bcex JIGKapCTBEHHBIX MpENapaToB HEOOXOAMMO  yKa3bIBaTh
CTAHJAPTHBIA TEKCT, PEKOMEHAYIOUIWA NalueHTaM I[pU BO3HHUKHOBEHUU
KaKuX-TUOO HEXKENaTeNbHBIX peakiuid olpamarbcsi K MEIUIMHCKOMY
pabOTHUKY, (papMalleBTUUECKOMY PAOOTHUKY WJIM HAIPSAMYIO 4Y€pe3 CUCTEMY
COOOIIEHUI TOCYyAapCTB-UJICHOB, U YKa3bIBAIOIIUN HA PA3JIMUHbBIC ITYTH TAKOTO
cooOmieHust (PIEKTPOHHOE COOOIICHHE, TMOYTOBOE OTMHpaBICHHE U (UJIIN)
JIPyTOE).

4.9. Ilepeuenp cBeACHUM HEOOXOAMMBIX [0 Hadajla IPUMCHEHUS
JIEKapCTBEHHOTO TIpernapara, yKa3aHHbId B nOoANyHKTe 4.4 HaCTOAIIMNX
TpeOOBaHUM, TOJKEH TAKKE COJICPKATh:

a) YCIJIOBUS IPUMEHEHUSI B ONPEICNICHHBIX rpynmnax (1eTu, OepeMeHHbIE U
KOPMSIIIIUE TPYJbIO JKEHIIHMHBI, TMOXWIbIC, JHULIA C ONPEACICHHBIMU
MAaTOJIOTMYECKUMU COCTOSTHUSIMHU );

0) cBeZleHUsT O BO3MOXHOM BJIMSIHUM Ha CIIOCOOHOCTH  YIIPABIISITh
TPAHCIIOPTHBIMU ~ CPEACTBAMM WM paboTtaTh ¢ MeXaHuU3MamMu (eciu
MPUMEHUMO );

B) IEpEUYEHb BCIIOMOTaTEJIbHBIX BEIIECTB, CBEACHUS O KOTOPBIX
HEOOXOIUMBI JJ1s1 0€30MacHOT0 U 3(PPEKTUBHOTO TPUMEHEHUS JIEKAPCTBEHHOTO

npenapara, onMcaHHbIX B mpuioxkeHuu Ne 1 k TpeOoBaHUAM K UHCTPYKIHH IO
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MEIUIMHCKOMY TPUMEHEHHUIO JIEKAPCTBEHHOrO Ipemnapara U  o0miei
XapaKTEPUCTUKE JIEKAPCTBEHHOTO Ipenapara sl MEAULIMHCKOTO TPUMEHEHNS,
yTBep)KIaecHHbIM Pemennem Coera EBpasmiickol 3KOHOMHUYECKOW KOMHMCCUU
ot 3 Hos10ps 2016 1. Ne 88.

4.10. Ilo  ycMOoTpeHHIO  3asBUTEISI B IEIIX  OOECICUCHHS
yA0004YUTAEMOCTH, TOHSITHOCTH M JIETKOCTH BOCIPHUATHSA JIMCTKA-BKJIAAbIIIA
MOKET OBITh TPOBEICHO MOJIb30BATEIBCKOE TECTUPOBAHUE JTUCTKA-BKIIAAbIIIA.

4.11. Ilpn HE0OXOAMMOCTH YIIOJTHOMOYEHHBIMU OpraHaMu (PKCIIEPTHBIMU
OpraHM3alusIMU) TOCYJIapCTB-WICHOB B  EBpasuiickyl0 3KOHOMUYECKYIO
komuccuto (nanee — Komwmccus) npexacrasnsercsa cBogHas uHpopmamnus 00
UMEIOIIMX  CHCTEMaThyeckuid  xapaktep  Hemocrarkax  OXJII w
JIMCTKOB-BKJIAQABINIEH  JIEKAPCTBEHHBIX  IPENApaToB,  HAXOAAIIMXCS B
oOpalleHuu, U aHajii3e BO3MOXKHBIX MEp JJI1 YCTPAHEHUS] TaKUX HEJOCTATKOB.
Jlannas cBogHas uHdopmaius myonukyercs Ha opuimaabHoM caiite Komuccun
B HMH(POPMAIIMOHHO-TEIEKOMMYHUKAITMOHHON ceTu «MHTepHeT», B MeIax
oOecrieueHrs AOCTYIMHOCTH NJisi 3aWHTEPECOBAHHBIX MAIIMEHTOB, MAIIMEHTCKUX
OpraHu3alMil U MEAUIIMHCKUX PAOOTHHUKOB.

OKCIEPTHBIA KOMHUTET IO JIEKAPCTBEHHBIM CPEACTBAM HAa OCHOBAaHUU
CBOIHOM  WHbOpMalUMKW W, €CIM  NPUMEHUMO, KOHCYJIbTAlUHM  C
3aMHTEPECOBAHHBIMHU JIMIIAMH, pa3padaThiBacT PEKOMEHAIMN MO YIyUYIICHUIO
ya0009NTaeMOCTH, U3JI0KeHUIO U coaeprkanuto OXJIII u mucTka-BKIabIIIA.

4.12. B ciydyae mNOpoOBEICHUS TOJb30BATEILCKOTO TECTUPOBAHUS HX
pe3ynbTaThl JOJKHBI  OBITh  IPEACTABJICHBl  YIOJHOMOYEHHOMY OpraHy
(3KCIIEpTHOM OpraHu3alnH) TOCYJapCTBA-YlI€Ha, KOTOPOE OCYIIECTBIISET

pPaCCMOTPCHUEC U SKCIICPTUIY PETUCTPALIMOHHOT'O JOCHE.
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4.13. Bce mpennaraemMbple U3MEHEHUS JINCTKA-BKJIAJbIIIA, OMHUCAHHBIC B
HacTosimeM paszaenie, Ho He cBsizaHHblie ¢ OXJIII, moikHBI mopaBaThCs B
YIOJITHOMOUYEHHBIE OpraHbl (3KCIEPTHBIE OPraHU3aIiy) FoCy1apCTB-YJICHOB.

4.14. JIncTOK-BKIAJBIII MOXKET COJIEp’KaTh CHUMBOJIBI M MHUKTOrPAMMBI,
pEAHA3HAYEHHBIE ISl MPOSCHEHUS OINMPENECIEHHBIX CBEJCHUN, YKAa3aHHBIX B
nyHkte 4.1 HacTosMX TpeOOBaHWW, M MHBIX CBEJICHUN, COTJACYIOUIUXCS C
OXJIII, mone3HbIX AJis MauenTa. Takue CUMBOJIBI U TUKTOTPAMMbI HE JTIOJIKHBI
BKJIIOUYATh 3JIEMEHTHI PEKJIAMHOI0 XapaKTepa.

4.15. JINCTOK-BKJIQJbIII JOJDKEH OBITh HamucaH JOCTYIHBIM  JIJis
MOHUMaHHUS TMAIlUEHTOM S3BIKOM $ICHO WU TIOHSTHO, M CBEPCTaH TaK, YTOOBI
MO3BOJISITh  TOJIB30BATEISIM  JCHCTBOBATh  HAIJISKAIIMM  00pa3oM, TIpH
HEOOXOJIUMOCTH C TOMOUIBI0 MEIUIMHCKUX PAOOTHUKOB. JIMCTOK-BKJIAJIBIII
JOJDKEH ObITh y000YMTaeM Ha roCyJapCTBEHHBIX S3bIKaX IOCYJIapCTBa-4JIeHa,
Ha TEPPUTOPUU KOTOPOTO OOpaIllaeTcsl JEKapCTBEHHBIM Mpenapar. Y Ka3aHHbIE
CBEJICHHS JIOMYCKAETCsl MPHUBOAUTH HA HECKOJBKHX fA3bIKAX IPU YCIOBUU
MOJTHOTBI U3J10KEHUSI TAKUX CBEJICHUI HA KAXKIOM M3 UCIIOJIb3yEMBbIX SI3bIKOB.

4.17. Ecnu nekapCTBEHHBIM Mpenapar HE MPEIHA3HA4YeH JIsl MPSIMOrO
MPUMEHEHUS MAIMEHTaAMU WJIU SBJISIETCS TPYIHOJOCTYITHBIM, YIIOJJTHOMOYCHHbBIE
OpraHbl TOCYIapCTB-YWICHOB BIIpaBe (PYKOBOJCTBYSICH MEPAMH, HEOOXOIUMBIMH
JUISL 3alllUThl 3J0pPOBbSl YEJIOBEKA) Pa3pelIUTh HE YKa3blBaTh OIPE/ICIICHHbBIC
CBEJICHUS Ha YIAKOBKE WJIM JINCTKE-BKJbIe. OHU Tak»Ke BIPABE pa3pelInuTh
HE YKa3bplBaTh YacTh WJM BCE CBEJICHHS Ha TOCYJIAPCTBEHHBIX S3BIKAX
rocylapcTBa-4jieHa, B 000pOT KOTOPOTO BBOAUTCS JIEKAPCTBEHHBIN Mpenapar.

4.18. Eciu TpeOOBaHWS HACTOSIIETO pa3jielia HE BBINOJHIIOTCA U
JepKaTeab PErUCTPALIMOHHOTO YJOCTOBEPEHUSI HE OTBEYAET HA yBEJIOMJICHUS,
YIOJIHOMOYEHHBIE OpraHbl TOCYAapCTB-UJIECHOB BIPaB€ MPUOCTAHOBUTH

JICCTBUE PETUCTPATNOHHOTO YAOCTOBCPCHUA a0 IIPpUBCIACHUA
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JUCTKA-BKJIaAbllIa  pacCMAaTPUBAEMOr0  JIEKAPCTBEHHOrO  Ipernapara B
COOTBETCTBHUE C TPEOOBAHUAMM HACTOSIIETO pa3jea.

4.19. Ilomumo yKa3aHHs CJIOB «TOMEOIIATHYECKUN JIEKAPCTBEHHBIN
mpenapar», B MapKHpPOBKE M B JIMCTKE-BKJIAQJABIIIE TOMEONATHYECKOTO
JEKapCTBEHHOTO mpemnapata (MpW  HEOOXOAUMOCTH), 3asABJICHHOIO Ha
YIOPOIIEHHYIO MPOIEAYPY PETUCTpaIiy, JAOHKHBI ObITh YKa3aHbl CIEIYIOLINE
CBEJCHUSL:

a) HAy4YHO€ HAWUMEHOBAHWE MATPUIIBI WM MATPUI] C MOCIEIYIOIIUM
YKa3aHHEM CTENEHU UX Pa3BEJICHHUs, UCTIONb3Ys cuMBoJibl Dapmakonen Coro3a.
B cnydae ecnu roMmeonaTiueCKUM JIEKAPCTBEHHBIN MpenapaT COCTOUT U3 IBYX U
Oonee MaTpull, HAyYHO€ HAMMEHOBAHHUE MAaTpPHI] Ha MApKUPOBKE JIOMYyCKaETCS
JOTIOJTHUTH TOPTOBBIM HAUMEHOBAHUEM;

0)Ha3BaHME M aApec JepKaresis PEerucTPAllMOHHOIO YJOCTOBEPEHUS U
POU3BOAUTENS (MPU HEOOXOIUMOCTH);

B) ClIOCO0 BBEJICHUSI U ITYTh BBEACHUS (TIPU HEOOXOIUMOCTH);

I') JaTa UCTCUCHHS CPOKA TOJHOCTH (CpoKa XpaHeHHUs) (MeCSI/Ton);

1) JIeKapCcTBEHHas opma;

e) hopma BBIITYCKa;

) ClelUaIbHble YCIOBUS XPaHECHUS (IIPU HAJTUYUN);

3) crienUalibHOE TIpeaynpexacHre (Mpu HEOOXOAUMOCTH);

M)HOMEpP PErUCTPALMOHHOIO YJIOCTOBEPEHHUS;

K) IPEAYNPEKICHUE «TOMEONAaTUYECKUN JIGKapCTBEHHBIM Tmpernapar 0e3
0JIOOPEHHOTO MOKa3aHUs K IPUMEHEHUIOY;

J) OpeaynpexIeHue O HEeoOXOAMMOCTH OOpalleHus K Bpaudy IMpu
COXpPaHEHUU CUMITOMOB.

4.20. lonyckaeTcsi UCIOIb30BaTh KOMOMHUPOBAHHBIE JTUCTKU-BKIAIBIIIN

JUISL pa3IMYHbIX JO3UPOBOK M (Win) (OopM JIEKapCTBEHHOIro mMpemapara (B
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COOTBETCTBUU ¢ mpujiokeHrneM Ne 16 k TpeOoOBaHHMAM K HHCTPYKIMHU IO
MEJIUIIMHCKOMY TPUMEHEHHUIO JIEKAPCTBEHHOIO0 Impenapata U  oOImen
XapaKTePUCTUKE JICKAPCTBEHHOTO Tpernapara Jijisi MEIUIIUHCKOTO TPUMEHEHU ).
[ITabmoHBI HE YYWTHIBAIOT BOMPOCHI JH3aliHa M BEPCTKH, a TaKXKE HE
CoJIep)KaT PEKOMEHAAIMKA 1O O0O0ECIEYEHUIO TOHSITHOCTH TMPEICTaBICHHON
uHpopmaruy 1 manueHTa. Ilpu ucronap30BaHUM 11a0JIOHOB HEOOXOIUMO
000CHOBaTh BHIOpAHHBIN MH()OPMAIIMOHHBIN TU3aiH. 3asSBUTEIISIM HEOOXOIUMO
BBITIOJTHATH MOJIOKEHUS HACTOSAIIUX TPEOOBaHUM, YTOOBI 0OECIIEUUTD SICHOCTh U
MOHATHOCTh M3JIOKEHUS M Ka4eCTBO BEPCTKHM MaKeTa JIUIsl YJI00CTBa MaIMeHTa.
OO6mue ykazaHUs MO MPOBEICHUIO IMOJb30BATEILCKOTO TECTUPOBAHUS U
HWHBIM (popMaM KOHCYIbTAIIUM C IIEJICBBIMU TPYIIIIaMHU AIIUEHTOB, IPUBE/ICHBI B

paznesie 7 HacTOAIMUX TPeOOBAHUMA.

5. llopsaok npencrabiiennst ”HGOPMAIUU U €€ COJIepKaHUE

5.1. Topsinok mpeacTaBieHrs UHPOPMALIHH.

B cooTtBercTBHM ¢ paznenom 4 HacTOAMMX TPeOOBAHMM MPETyCMOTPEHBI
6 OCHOBHBIX Pa3/eiOB JMCTKA-BKIAbIIIA (HEOOXOAUMO BKIIOYUTH CBEJICHUS B
KaXKbIi 13 HUX):

pasznen «nentudukalioHHbIC JaHHBIC IEKAPCTBEHHOTO TIperaparay.

Heob6xonumo ykasars:

HaNMEHOBaHHE JIEKapCTBEHHOTO npemnapara, AKTUBHYIO
bapmareBTHIeCKy0 cyOCTaHIUIO (HE00X0IUMO yKa3aThb TOJIBKO
| HamMeHOBaHME AKTUBHOM (hapMalleBTUUECKON CYOCTaHIIMU B CJEAYIOIIEM
nopsiike: HauMeHoBaHMe B cooTBeTcTBUU ¢ Dapmakomneeit Coroza, a npu
OTCYTCTBHUM B HEM — B COOTBETCTBUHU C (hapMaKoOIesiMU roCyJapCTB-YWICHOB WIH
Konnenmuen rapMOHHU3AIUU dbapmakomnei, OOIIETPUHSATOE AN

IPYyNIUPOBOYHOEC HAMMEHOBAHUE);
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JIEKapCTBEHHYIO (hOPMY U JO3UPOBKY JIEKAPCTBEHHOTO MPEINapara;

paznen «lloxkazaHus K IPUMEHEHUIO.

Heo0xonumo yka3ath COCTOSIHMS, PU KOTOPBIX pa3pelieHO TPUMEHEHUE
JIEKapCTBEHHOI'0 TMperapara. OJTOT pasliell JOKEH BKIIYaTh B ceOs Bce
000CHOBaHHBIE B PETUCTPAIIMOHHOM JIOChE CBEJICHUS O IOJIh3€ JICKAPCTBEHHOTO
npernapara;

paznen «CBefeHUs, 3HAHUE KOTOPHIX HEOOXOAUMO TEpe] HadajioM
MIPUMEHEHUS Mperaparay.

HeobGxommmo  ykaszath  ciaydaw, TpH  KOTOPHIX  IIPUMCHECHHUE
JIEKapCTBEHHOT'0 Tpernapara HEJAOMYCTUMO, BCE OCOObIE YKa3aHWs, MEpbI
MPEIOCTOPOKHOCTH, B3aMMOJICUCTBUS C JAPYTUMH IIperaparaMd U MUIIEBbIMU
MPOAYKTAaMU, CBEICHMS JUIsi OCOOBIX TPYyNIl MAIMEHTOB (OEpeMEHHbIC WU
KOpMSIIIIME MaTepH), a Tak)Ke BIIMSHUE Tperapara Ha CIOCOOHOCTh MAIlMEHTa
YIIPaBJISATh TPAHCIIOPTHBIMU CPEJICTBAMM U pabOTAaTh C MEXaHU3MaMU;

pazaen «PekoMeHaauu Mo MPUMEHEHUIO.

Heo6xoqumMo ykazaTh coco0 MpUMEHEHHS JICKapCTBEHHOTO Ipernapara,
BKJIIOYasi MyTh BBeACHHS (CIOCOO MPUMEHEHHMs), YacTOTy NPUMEHEHUS,
MPOJOJIKUTEIBHOCTh Kypca MPUMEHEHHUS, MEPBI, IPUHUMAEMbIC TIPU MPOIYCKE
JI03bI U TIPH TIEPEI03UPOBKE (IMMPU HEOOXOAMMOCTH) U PUCK CUHJPOMAa OTMEHBI;

paznen «Onrcanue HeXKeNaTeNIbHbIX PEAKIU.

HeoOxomuMo ykaszath Bce peakii, KOTOPbIE MOTYT BO3HUKHYTH IpHU
CTAHJAPTHOM TNPUMEHEHHH JIEKapCTBEHHOTO TMpenapara, a TaKXke MEphI,
MPUHUMAaEMbIe TIAIIMEHTOM TPU UX BO3HUKHOBEHHMH. HexenaTenbHble peakiuu
HEOOXOAMMO YKa3blBaTh MO CTEMEHW WX CEPHhE3HOCTH W Jajee M0 YacTOTe
BO3HUKHOBEHHS;

pas3aci «I[OHOJ'IHI/ITGJ'IBHBIG CBCACHUA.
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HeobOxonumo ykazaTh CBEACHUS O BCIOMOTATENIbHBIX BEIIECTBAX,
OMMUCAHUE JICKAPCTBEHHOTO Mpemnapara, (OpMbl BBITYCKa, YCIOBHUS XpaHEHUS,
HAUMEHOBAHME M aJpec JepKaTeisi PErucTPalOHHOTO YJIOCTOBEPEHUS U
MPOM3BOIUTEIS, OCYIIECTBIISIONIETO BBITYCKAIONIUA KOHTPOJIb KaueCTRBa.

Jlep>kaTenb perucTpalioOHHOTO YIOCTOBEPEHHMS JI0JKEH BIOPATH JTYUIITHI
Croco0 MpeNCTaBICHUS CBEJACHUM B JIMCTKE-BKJIAJIBIIIE, TIPH 3TOM OH BIIpaBe
U3MEHUTh TOPSJOK Pa3JejoB BHYTPU pa3lesioB JHUCTKa-BKiIaabima. Ecmnu
paszenbl, yKa3aHHbIe B pazjeie 4 HacTosAlUX TpeOOBaHUM, HENIPUMEHUMBI K
ONpPEJCICHHOMY JICKAPCTBEHHOMY Mpenapary, B MAaKeT JIUCTKa-BKIablIla
BKJIIOUATh TAKOE yKa3aHHUE HEe TpeOyeTcs.

5.2. Coneprxanue (MHGOPMAIIMOHHOE HATIOJIHEHHE).

JIMCTOK-BKIAABII JOJHDKEH OBITH cocraBiieH B cooTBeTcTBUU ¢ OXJIIL.
Croco0 HM3JI0KEHHUSI CBEACHUN B JIMCTKE-BKIIAJBIIIE Ba)XEH I 00eCIICUeHUs
MOHMMAHUS OCHOBHOM wuH(OpMamuu 10 O€30MacHOMY TPUMEHCHHIO
JeKapCcTBEHHOro Tpenapara. Ilepenq HampaBiaeHHEM JIMCTKA-BKJIAJbIIa Ha
MOJIHb30BATEILCKOE TECTUPOBAHME HEOOXOIWMO YOCAUTHCS, YTO OBUT YUYTEH
Ccroco0 M3JI0KEHUsT CBEJACHUW W  HCMOJIb30BaH TMEPEJIOBOM  OMBIT B
COOTBETCTBYIOIIEH 00MacTM MEIUMUMHCKONM Hayku. CTWwib HU3JI0XKEHUA
HEOOXO0IMMO TIPOIYyMaTh A0 Hadaia MoJIb30BaTeIbCKOTO TECTUPOBAHUS B 1IEIIAX
€ro YCHEIIHOro MPOBEICHUS.

NupopmaninoHHOEe HAMOJHEHUE JIMCTKa-BKJIAAbIIa HE MOXET OBITh
UJEHTUYHBIM CBeJeHUsIM, TipeacTaBiieHHbiM B OXJIII, u TpebyeT nepeBoja Ha
rOCYJIapCTBEHHBIN S3BIK TOCyAapCTBa-ujeHa. JTO O0OECHEYUT COOTBETCTBHUE
MOJTYYCHHBIX MAaKETOB TpPeOOBAHWIO SCHOCTH W TIOHATHOCTH, a TaKXe
yA000YNTAeMOCTH Ha TOCYJJAPCTBEHHOM S3bIKE TOCYapCTBa-UJIEHA.

JlonmyckaeTtcs nepeBo/l TUCTKa-BKII/IbIIIa HA IPyTHe 001IeynoTpeOUMbIE B

rocyaapCrBax-4jICHax A3bIKH IIpU YCIOBHH TOIo, 4YTO MNPCACTABIICHHBLIC
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CBEJICHHS HWJCHTHYHBI Ha BCEeX s3bIKax. B  KadecTBe JIOKyMeHTa
PETHCTPALIMOHHOTO JTIOChE YTBEPIKACHHUIO MOJICKUT TOJBKO JIMCTOK-BKJIAIIBIIIL,
COCTaBJICHHBIN HA TOCYJIAPCTBEHHOM SI3BIKE TOCYAapCTBa-4JICHA.

DKCHEPTHOW OlleHKe TOJICKUT BEPCHUS TEKCTa JIMCTKA-BKJAJbINIA Ha
PYCCKOM $3BIKE, COTJIacOBaHHAs YIIOJHOMOYCHHBIMU OpraHaMu (3KCIIEPTHBIMU
OpraHU3alMsIMH)  BCEX  TIOCYJAapCTB-UICHOB, KOTOPHIE  OCYIICCTBIISIOT
PETHCTPALAIO JIGKAPCTBEHHOTO TIpernapara. JTO MO3BOJSET YIIOJTHOMOUYEHHBIM
opraHam (3KCTIEpTHBIM OpTraHU3aIIHsIM) rOCyJapCTB-4JICHOB npu
HEOOXOJIMMOCTH TIEPEBECTH JIMCTOK-BKJIAJBIIIT HAa CBOM TOCYJapCTBEHHBIC
SI3BIKH.

[IpaBunma  oOecreueHnss  ya00OYMTAaEMOCTH  JIMCTKA-BKJAJbIIIA U
MapKHPOBKH JIEKAPCTBEHHOTO TperapaTa NMpHuBEACHBI B TpuiokeHnu Ne 17 k
TpeOOBaHUSAM K MHCTPYKIIUH TI0 MEAUITUHCKOMY ITPUMEHECHHIO JIEKAPCTBEHHOTO
mpernapara W oOmed XapaKTepUCTHUKE JIEKApCTBEHHOrO TMpemapara s
MEIUIIMHCKOTO TTPUMCHECHHUS.

B nemsx obecnieueHust yno004nTaeMOCTH JIMCTKA-BKJIA IbIIIA!

HEOOXOIMMO YCTPaHWUTh IPOTUBOPEUHUS JHUCTKA-BKJIAQABIINIA C OOIIeH
XapaKTEPUCTUKON JICKAPCTBEHHOTO IIpernapara W IMOATBEPAUTh COOTBETCTBHUE
uH(OpMaIIK B HEM TIOJIOKCHHUAM paszeia 4 HacTOAMNX TPpeOOBaHUM, a TaKKe
MOJIOKEHUSAM mpuiiokeHUss Ne 15 Kk TpeOOBaHMSAM K HMHCTPYKIIUH TIO
MEIUIIMHCKOMY TPUMEHCHHIO JICKAPCTBEHHOI'O TIpemapaTta W OOmmeH
XapaKTEPHUCTUKE JICKAPCTBEHHOTO Tperapara Jijis MeIUIIHHCKOTO MMPUMEHEHHS,

HEOOXOJIMMO M30erarb CJI0KHOTO H3JIOKCHHS UM HMCIOJIB30BaHUS
MEUITMHCKOW TEPMHUHOJIOTHH, KOTOPHIC 3aTPYAHSIOT MOHUMAaHHUE TaIlMeHTaMM
uHpopmaruu;

HEOO0XO0IMMO O0€CHeUYnTh H3JI0KEHUE BCced HH(POpPMAIUM Ha S3BIKE,

IMOHATHOM HCCIICHUAINCTY,
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WCIIOIb30BaTh  Pa3TOBOPHBIA ~ CTWJIb  TOCYJApCTBEHHOTO  S3BIKA
roCy/1apCTBa-4JICHa;

HCITOJIH30BaTh KOPOTKHE TIPEIIIOKEHUS U (M) MApKUPOBAHHBIC CITUCKHU B
TEKCTE JIMCTKA-BKJIAIBIIIA;

JOITYCKaeTCsl MCIIOJIb30BaTh IIPUBBIYHBIC TUTST NaIMEeHTOB
rocynapcTBa-ujieHa (GOpMyJIMpPOBKH, B Ciy4dae €ciu (pas3bl, TMPUBEICHHBLIC B
mabyioHe, TpeayCcMOTpeHHOM mnpuiioxkeHuemM Ne 15 k TpeOoBaHuUsIM K
WHCTPYKIIUH TI0 MEAUITMHCKOMY MPHUMEHEHHIO JICKQpCTBEHHOTO Tperapara H
oOIel XapakTepHUCTUKE JIEKAPCTBEHHOIO Tpenapara i MEAUIIMHCKOTO
MPUMEHEHHUS, MOTYT BBOJUTH MAI[MEHTOB B 3a01TyK/ICHHE;

HE JIONMyCKaeTCs HCIOJIb30BaTh CHUCTEMHO-OPTraHHYIO0 KiacCU(PUKAIIUIO
HEXXENAaTeIbHBIX PEaKIMi, TOCKOJBKY TAlMeHTaM MOXET OBITh CJIOXKHO
CJIEIOBATh ITOM JioruKe. HexkenarenpHble peakiiui He0OX0IUMO CTPYIIITHPOBAThH
M0 UX CEPHhE3HOCTH, UYTO MO3BOJMT MAIMEHTaM IOHSATH, KOTJAa U KaKU€ MEpPHI
ClIeTyeT MPUHUMATh;

HE0OXOAUMO YOEAUTHCS, YTO TMAIMEHTHl YE€TKO MPOMH(OPMHUPOBAHBI O
puckax. OObsiCHeHUs (BKJIFOYAs YacTOTy BO3HHKHOBEHHUS COOTBETCTBYIOIIUX
HEXENAaTeIbHBIX ~ peaKkIui) TOJIe3HBl  YHTAIONUM W MOTYT  JIy4YIle
XapaKTEepU30BaTh BO3MOKHBIN PUCK.

5.3. Wcnons3oBaHue 11a0JIOHOB.

[ITaG0H MO3BOJIAET 00ECTICUNTH MPECTaBICHNE TPEOYEMbIX CBEICHHI B
MIPaBUJILHOM ITOPSAKE, HO HE MO3BOJISET C IMOMOIIBIO TW3aiiHa U PaCITOI0KCHHUSI
CJIOB TIOJIYYHMTh BBICOKOKAUYE€CTBEHHBIN JOKYMEHT, KOTOPBI CMOTYT IIPOYECTh U
MOHATH NarueHThl. COOTBETCTBYIOIIEE YKa3aHUE MMPUBOIUTCS B TIPUIOKeHUH No
16 x TpeboOBaHMSM K WHCTPYKIIMA IO MEIUIMHCKOMY TPUMEHEHHUIO
JIEKapCTBEHHOTO TIpemapara W OOIed XapaKTepUCTHUKE JIEKapCTBEHHOTO

npemnapara ajad MCAUIUHCKOI'O IIPUMCHCHU.
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Pe3ynbTatsl nccieqoBaHUul CBUAETEILCTBYIOT, YTO MAIMEHTHI MOTYT HE
NOHUMATh (HOPMYJIMPOBKH 3aroJIOBKOB U TOJ3arojioBKOB ImadnoHa. [lpu
MOJIFOTOBKE MaKeTa JIMCTKA-BKJIAbIIIA JIJISl TIOJb30BATEIbCKOTO TECTUPOBAHUS
HEOOXOAMMO yOeAHUTHCS, YTO TEKCT JIUCTKA-BKJIA/IbIIIA COCTABIICH HA MTOHATHOM
Ui TIAIUEHTa $I3BIKE C LENbI0 OOECIeyYeHHs] MOHUMAaHHS TEPMHHOJIOTHH
HAIMEHTOM.

HeoOxomquMo  0COOEHHO  BHHUMATEIIBHO OTHECTHCh K  pasjeiam
JUCTKA-BKJIAABIIIA, B KOTOPBIX TPUBEIEHBI MPOTHUBOMOKA3aHUS, OCOOBIC
YKa3aHUs U MEphI IPEIOCTOPOKHOCTH, a TAK)KE HexkelaTeabHble peakuuu. OHu,
KaK IpaBWIO, SBISAIOTCS TPOMO3JAKUMHU U H3JIOKEHBI CIOKHBIM S3BIKOM.
HeoOxonuMo ucronb30BaTh MPUBEACHHBIE HM)KE PEKOMEHJIALMU 110 HU3aiiHYy,
MO3BOJISIIOIINE CHU3UTH BEPOSTHOCTh BO3HUKHOBEHUS 3aTpPyJHEHUN TIpU

TCCTUPOBAHHH.

6. [{uzaiin u pacnonoxxenue napopmannu (BepcTka)

JIMCTOK-BKJIA IBIII C MPOCTHIM IU3aITHOM FapaHTHUPYET, YTO MAKCUMAIIbLHOE
KOJMYECTBO  MAIlMEHTOB  CMOXKET  BOCIIOJIB30BaThCs  HMHQOpMAIHEH,
HEOOXOAMMOM ISl TPHUHATHS pelIeHUsS O TNPUMEHEHUW JIEKapCTBEHHOTO
npemnapara Hanbosee 6e30macHbIM U A3(QPEKTUBHBIM CTIOCOOOM.

Opranm3aiys MpeCTaBIsIeMbIX JaHHBIX (MH(DOPMAIMOHHBIN JH3aiiH)
00ecCIeunBaeT JETKOCTh UCTIOIL30BAHMS U TTIOHUMAHUS CJIOKHON MH(POPMAIIHH.
DTO OJIMH U3 KIIOYEBBIX aCMIEKTOB MPHU pa3paboTKe JOKYyMEHTa: PUCK HEBEPHOTO
MOHUMAHHUS MOJKET NMPHUBECTH K CEPHhE3HBIM ITOCICACTBUSAM, YTO IPOUCXOJIHT
JIOBOJIBHO YacTO B 0OO0JAacCTH MpEJCTaBIICHUS WH(POpMamuu O JIEKapCTBEHHBIX
npemapaTtax. PazpaboTka nHGOpPMAIIMOHHOTO JAU3aiiHa — MpoIiece, P KOTOPOM
MOXXET TOTpeOOBaThCA PACCMOTPETh HECKOJBKO BapHAHTOB AW3aliHA W MX

MOJU(UKALMHI 11 KOHKPETHOTO JINCTKA-BKIabIIIIA.
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6.1. UndopmanmoHHbIi 1U3aiiH.

Bre 3aBucuMocTH OT 00BE€Ma OIbITa B COCTABICHUH M TIPOCKTUPOBAHUHU
JMCTKA-BKJIQBINIA 3aABUTEIIIM HEOOXOIUMO TPHUIACPKUBATHCA HAWTydIIeH
IIPAKTUKHA COCTABJICHUS JTUCTKA-BKIIAbINA (HHPOPMAITMOHHOTO JTU3aliHa).

NudopmaiiioHHbIN Tr3aiiH BKIIIOYAET B CE0s CIeayIOIIee:

6.1.1. UnudopmarmonHas apXuTekTypa.

Cnoco0 pacnosioxeHus UHPoOpMaIMd B JIOKYMEHTE C HCMOJb30BaHUEM
DJIEMEHTOB, IIOMOTAIOIINX OPHUEHTHPOBATHCA B  TEKCTE CIIOCOOCTBYET
YHOPSAIOYMBAHUIO M CTPYKTYPUPOBAHHUIO JTOKyMEHTa. B cBsi3u ¢ Tem, 4TO
uH(dopMaIsg PeaKO MPOUYUTHIBAETCS OT Hayajga M JO KOHIA MAIMEHTOM WM
JIMIIOM, OCYIIECTBIISIONIMM 32 HUM YXOJI, CIOCO0 pacmnoiokeHus: nHpopMaIuu
SBIISICTCS. BaXXHBIM aCTIEKTOM, OOCECIEYMBAIOIIMM CIIOCOOHOCTh TAIMEHTA
OpPHEHTHPOBAaTHCI B TEKCTE W JIETKO IIOJB30BAaTHCS  IPEACTABICHHOM
uHdOpMaIIHeH.

6.1.2. Tunorpaduxa.

[long  tumorpadukoit  moHuMaercs  wmpupToBOoe  OPOpMIICHUE
npeacraBimsieMorl mHbopMmaruu. BpIOOp TapHUTYphl W TPOYMX DJIEMEHTOB
rpaguYecKkoro  WCIOJTHEHUs (HampuMep, IIBET TEKCTa), HEO0OXOIUMO
OCYIIECTBIISATh, OPUEHTUPYSCh Ha IeJeByl0 aynutopuio. [lpu Hampiexamem
WCITOJIb30BAHUH 3TH ACMEKTHl OPTAaHU3YIOT U JOBOAAT MH(MOPMAIIAIO CITOCOOOM,
yAOBIIETBOPSIONINM TOTPEOHOCTH unTaromero. Ecim napameTps! Tunorpaduku
3aTPYAHSIOT IMPOUYTEHHE, BHE 3aBUCUMOCTH OT KauyeCTBa M3JIOKCHHUS TEKCTa B
JUCTKE-BKJIQIBIIIE, MAJIOBEPOSTHO, YTO MAIMEHTHI OYIyT €r0 YATATh.

WNHTepBanbl MeXAy dYacTIMH TEKCTa IO3BOJISIIOT CO3/aTh OIIYIIEHUE
OTKPBITOCTH TIpeAcTaBisieMoit nHbopmaruu. Mcnonp3oBaHne KOJIOHOK TEKCTa,
XOPOIIIO 3HAKOMBIX MHOTHM M3 Ta3eTHBIX MaTEPHAJIOB, MTO3BOJISIECT YUTAIOIIEMY

JIETKO ycBamBaTh nHpopManuio. JJInHa CTPOKU U MEXKTYCTPOUHBIN UHTEPBAI —
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BAXKHBIC ACIEKTHI JIU3aliHA, KOTOPhIE HEOOXOJMMO YYUTHIBATh MPU BHIOOpE
MOJIXOISIIIEN BEPCTKHU.

B npunoxxennun Ne 17 k TpeOOBaHUSIM K MHCTPYKIIMU MO MEIUIIUHCKOMY
NPUMEHEHUIO JICKAPCTBEHHOrO0 Tpemapara ©  oOOlmed XapaKTepUCTUKE
JIEKAPCTBEHHOI0 Mpenapara isi MEIULMHCKOTO NPUMEHEHHS IPUBEACHBI
yKa3aHusi OTHOCUTEIbHO MUHUMAJIBHO JTOMTYCTUMOTO KerJisl mpudra.

6.1.3. [TOHATHOCTH U3TIOKEHUS.

Ecnu  nHMCTOK-BKJIABINI HMMEET MPUBJICKATENIbHBIM BHEIIHUNM B, U
MOHSATHOCTH U3JI0’KEHUSI U Ka4eCTBO MH(POPMAIIMKM HU3KOE WIIH B TEKCTE IIUPOKO
UCIIOJB3YIOTCA Y3KOCHEUAaIbHbIE MEIUIMHCKAE TEPMHUHBI, TO BO3MOKHOCTb
JTOoHEeCeHUs1 nH(OPMaIIMU 10 MalkeHTa Oy1eT moTepsHa.

6.2. lleneBast rpynma W CBEJAEHUS, HEOOXOJAUMBIC ISl HaJICKAIIETO
yAOBIIETBOPEHUA MOTpeOHOCTEM JaHHOW Tpynnel B UHpOpMauum O
JIEKApCTBEHHOM Mpenapare.

[lepen HanmucaHWeM TEKCTa M PA3MEIICHUEM €ro B JIMCTKE-BKJIAJbIIIE
HEOOXOAMMO OMpeAeTuTh 00JacCTh MPUMEHEHHUs JIEKapCTBEHHOTO Mperapara,
1[eJIeBbIe TPYIIbl U YaCTHBIE BOMPOCHI, TpeOyrolue penieHus. BopneueHue B
IpOIECC TNOTEHIUAIBbHBIX TAlMEHTOB HA paHHEM JTale COCTaBJICHUS
JUCTKA-BKJIQ/IbIIIa MOMOraerT OOECHEYUTh YCIEIIHOCTh MOCIEAYIOIIEro
TECTUPOBAHUS U MPUMEHEHHUS JINCTKA-BKJIA IbIIIA.

Heob6xomumo ydecTh MOTPEOHOCTH JIUIl TMOKHIIOTO BO3pacTa, JIWI, IS
KOTOPBIX TOCYJITAPCTBEHHBIH SI3bIK TOCY/IapCTBA-UICHA HE SIBJISICTCS] POIHBIM, JIUII
C 3aTPYJHEHUSMH B OOy4YEHUH, a TaKXkKe JIUI[ ¢ 3a00JIE€BAHUSIMH, CIIOCOOHBIMU
NPUBECTU K HAPYLICHWUIO 3peHusl (Hampumep, caxapHblil nuabder). OCHOBHBIC
IpyIIbl TAIUEHTOB, HA KOTOPHIE ClielyeT OOpaTUTh BHUMAHUE, MEPEUUCIICHBI
HIDKE.

6.2.1. letn u MooAbIC JTFOIU (MOJIOJIEKD ).
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Ecnu nexkapcTBeHHBIM Ipenapar MNpeAHa3HAYeH NalUEHTaM W3 DJTOU
IpyIIIbl, HEOOXOIUMO ONPEAEIUTh, KAKUM 00pa30oM JIMCTOK-BKJIA/IbIII TO3BOJIUT
YAOBJIETBOPUTH UX MH(OPMALIMOHHBIE TIOTPEOHOCTH.

B psge cinydaeB cneayer peKOMEHIOBATh YMTAIOIIEMY OOpPATUTHCS K
JPYTUM HMCTOYHHUKAM HHGOpPMAIMHU, CIEIHAIbHO COCTABJICHHBIM JUISI €ro
BO3PACTHOW  TPyINbl, WIM  OPEAYCMOTPETh  OTPBIBHOM  KOPEILIOK
JMCTKA-BKJIa/IbIIA, KOTOPBIA COAEPIKUT KIIOYEBBIE CBEACHUS MO 0€30MacHOMY
IPUMEHEHHUIO JIEKapCTBEHHOI0 Ipernapara, MpeCTaBICHHbIE TaKUM 00pa3om,
4TOOBI 00ECIIEYUTh JIETKUI JOCTYI K HHPOPMAIIHH.

6.2.2. JlekapCcTBEHHBIE Ipernaparsl 1S IIPUMEHECHUSA B
J1e4eOHO-TTPOPUITAKTUIECKUX YUPEKACHUSIX.

Eciu  nexapcTBeHHBIH  TpemapaT  BBOAWTCA WM NPUMEHSETCS
J1e4eOHO-TPOPUIAKTUYECKUX YUPEKICHUSIX, B pasliee MO0 NPUMEHEHHUIO
JIeKapCTBEHHOr0 IMpemnapara HEoOXOIUMO OMpeneauTh crnocold pas3aeneHus
CBEJICHUM, MpEIHA3HAYCHHBIX I MEIUIIMHCKOTO TMepcoHajda W TMaIlHleHTa,
yTOoOBI  OOecmeunTh HWH(POPMUpPOBAHWE OTUX JIMIl HEOOXOAMMOW UM
uH(pOpMaLKeH.

JUisi MEIMIMHCKOTO TI€PCOHANa CBEJEHHUS, KOTOPbI€ OHHM JIOJKHBI
YUUTBHIBATh PU BBEJACHUHU IIpenapara, AOMyCKaeTcs MPEeICTaBUTh Ha OTAEIbHOM
OTPBIBHOM YaCTH JINCTKA-BKJIABIIIA.

[Taruenty HeoOXOAMMO TPENOCTaBUTH JOCTYNl K  HHGOpMAINH,
coliepKalieicss B JIMCTKE-BKJIAJbIINIE W HEOOXOAMMOW st 0e30MacHoro
NPUMEHEHHUS JIEKAPCTBEHHOrO Mpernapara ¢ BO3MOKHOCTBIO €€ COXPAaHEHUS Y
JAHHOTO MalMEHTA.

6.2.3. O¢dranibMONOrnYecKue JEKAPCTBEHHbBIE MPETapaTHhI.

Ecnu  nexkapcTBeHHBIM Impemnapar SBISETCA  OPTaIbMOJIOTHYECKUM,

H€O6XOI[I/IMO Y6€,Z[I/ITBC$I, YTO KCIJb IJ_IpI/ICl)Ta TCKCTa A0CTATOYHO BCIIMK H
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MO3BOJISIET TMAIlMEHTaM C HapyIIEHUEM OCTPOThl 3pPEHUs C JIETKOCThIO
O3HAKOMUTBCSI C HUM. OTO TMPEAINOJaraerT HEOOXOAUMOCTh HCIOJIb30BaTh
JIMCTOK-BKJIAJIBIIIT  OOJIBIIIETO pa3Mepa WM ajJbTePHATUBHBIC JU3aWHBI €0
obopmiieHus (HampuMmep, aJlbOOMHAs OpPHUEHTAIMS CTPAHUIIBI) C MEJbIO
MaKCHUMaJIbHOTO UCTIOJIB30BaHMS JOCTYITHOM TIJIOIIAIH.

6.3. KitroueBble [11g malnueHTa CBEAEHUA.

[lepen HanMcaHUEM TEKCTA U pa3MEILIEHUEM €0 Ha CTPAHUIE HEOOXOUMO
ONpPENCIIUTh, KAaKUE CBEICHUS SBJISIOTCS KIIOYEBBIMH JJI1 0€30MacHOro
MIPUMEHEHUS KaXKJI0ro JIEKapCTBEHHOIO Ipernapara. OTo MO3BOJISIET ONPEICIIUTh
uHpopmaIruio, TPEOYIOIIYI0 OTpaKE€HHS B 3aroJIOBKax, a TaKKe OTJICIbHBIC
CBEJICHHMS, TPEOYIOIHE BBIJICJICHUS B TEKCTE B UHTEPECaX YATAIOIIETO.

OrnpenenuB KIOUYEBbIE CBEICHUS 711 0€30MaCHOT0 MPUMEHEHUS KaXA0T0
JIEKApCTBEHHOTO Tpernapara, CAeayeT MPUCTYNUTh K COCTaBJICHUIO OMPOCHOTO
JUCTa JJIs TIO0Jb30BATEIbCKOTO TECTUPOBAHUS (€CU OHO MPEeayCMOTPEHO
3asIBUTEJIEM ).

6.4. ConelicTBHE MallMEHTaM B HABUTAIUHU 110 JIOKYMEHTY.

Pacnonoxenue nadopManvi B JOKYMEHTE SIBJISETCS BaKHBIM aCIIEKTOM.
[Topsanok mpencTaBiaeHUs] CBEACHUM, MPUBEACHHBIM B pasneiie 4 HACTOSIIUX
TpeboBaHMUH, U UCIIOIH30BaHKE MTA0JIOHOB (B COOTBETCTBHH C TIPHIIOKEHHEM No
15 x TpeOoOBaHMSIM K HMHCTPYKUMH MO MEAUIUHCKOMY MPUMEHEHHUIO
JIEKapCTBEHHOTO TIpernapara W oOIeld XapaKTepUCTHKE JIEKApCTBEHHOTO
mpenapara ISl MEAUIMHCKOTO TPUMEHEHHUs) TO3BOJISIIOT  00eCTeYuTh
NpaBWIbHOE pacrojokeHue wuHboOpMauuu B JHCTKe-BKiIaabime. [lpu
WCIIOJIB30BAaHUM ITA0JIOHA B IEJIAX MPABWIBHOTO PACTIONIOKEHUS WH(POpMAIUN
HEOO0XOJIUMO YOEAUTHCA, YTO OHA TEPEBE/ICHAa Ha SA3bIK, MOHATHBIM 1E€JIEBOU

ay TUTOPUH.
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Heo0OxonuMo npoaymMaTh pacnoioKeHHEe 3aroJIOBKOB U T0/[3ar0JIOBKOB Ha
CTpaHHIIE, YTOOBI OOECIEYUTh BO3MOXXHOCTH OPHUCHTAIIMM YHUTAIOIIETO B
uHopMalnui. 3arojIOBKM B  JINCTKE-BKJIAQJBIINIE  SBISIOTCS  KIFOYCBBIM
WHCTPYMEHTOM, IIO3BOJISIONIMM TAIMEHTY YBUICTh CTPYKTYpPY H3JIaraeMbIxX
CBEJICHUH. 3ar0JI0BKU BBITIOIHSIOT JBE€ (PYHKIUU:

0003HAYaIOT HA4yaJI0 pa3fieyia ¥ TMO3BOJISIFOT MAlMEHTy HAWTH HCKOMBIC
CBEJICHUS;

OTpaKalOT XapaKTep MPUBOAUMON B pazzaeiie MHGOPMAIUHU, ITO3BOJISSI
YUTAIOLIEMY TIOHSTH €€.

3aroyioBKM JOJKHBI BU3YaJIbHO BBLACISTHCS, YTOOBI YUTAIONIUN MOT C
JIETKOCTBIO OTJIMYUTH 3ar0JOBOK OT OCTaJIbHOTO TEKCTa. DTO 00JIEr4aeT MoucK
M0 TEKCTY OTPEACIIEHHOTO poaa UH(POpMAaITIH.

Brinenenue nocturaeTcss HECKOJIBKUMU CITOCOOaMu, HalpuMep:

oOpaIeHHbIN TEKCT — Oenbie OyKBBI HA TEMHOM (DOHE;

YBEIUYCHHBIM TOMYXKUPHBIM TEKCT 3aroJioBKa IO CpPaBHEHUIO C
uH(dopMaIen, ClIeayomen 3a HIM;

YBETMYCHHBIA TEKCT 3arojOBKa C BEIPAXKCHHBIM KOHTPACTHBIM I[BETOM I10
OTHOIIEHHUIO K HH(OPMAIIHH, CICAYIOIICH 3a HUM.

3aroyioBKM MOHKHBI TPABMIIBHO OTPaXKaTh COJEPKUMOE Pa3leioB U Kak
paBujIo OBITH KOpoue WH(MOPMAIUU, KOTOPAsl CIEAYET 32 HUMHU.

B cmywae ecnum  pazmenbl  JTMCTKA-BKIAABINIA SIBISIOTCS JOBOJBHO
JUTMHHBIMH, HCIIOJIB3YIOTCS T10/13ar0OJIOBKHM, KOTOpPBIE O0OJIET4alOT TIOWCK B
OonpiioMm MaccuBe uHpopmanmu. Hambosiee yacto cuctema MOJ3arojIOBKOB
UCIIOJIB3YETCSl B pasjenie 2 JUCTKa-BKiaapima. [Ipn MCronb30BaHUN CHUCTEMBI
3aroJIOBKOB M TOJ3ar0JIOBKOB HEOOXOIMMO OO0ECIeUnuTh HaANeXKAllylo HuX
HEPapXUI0 C METbI0 pasTpaHUYCHUS CBEICHUN, KOTOPHIC MPEACTABISIOTCS B

9TOM pa3aciic.
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6.5. luple  acmekThl, MOAJEXKallMe  ydeTy TMpu  pa3palboTke
JIMCTKA-BKJIAIBIIIA.

K gpyrum acmektam, KOTOphIE II€JIeCOOOpPa3HO  ydecTb  IpHU
COBEpIICHCTBOBAHWH JW3aiiHA U BEPCTKH, OTHOCSTCS TaKUE aCTEeKThI, KaK IIBET,
CHUMBOJIBI W TIMKTOTPaMMBI, OOJIETYaroNIie MOHMMAHWE W TOUCK KIFOUEBOMN
uH(popmaIuu.

6.6. JlonomHUTENbHBIE aCTIEKThI, KacaloIuecs Ju3aiiHa U BEPCTKU:

HE00X0aUMO yOEIUThCS B IPEEMCTBEHHOCTH PACIIOIOKEHUS 3ar0JIOBKOB,
a Tak)Ke BBIJCIUTh UX, YBEIUYUB HMIPU(T WM BBIAEIUB TEKCT MOJIYKHUPHBIM
mpudTom;

panMoHaIbHOE MCIOJb30BAaHUE I[BETOB MO3BOJISIET 00€CTIEUUTh XOPOIIUN
KOHTpAacT, MPU D3TOM 3JIOYMOTPEOJICHHE IBETOBBIM O(GOPMIICHHEM MOXKET
IIPUBOAMTH K MPo0OJIeMaM, CBSI3aHHBIM C TOHMMaHUEM MAIlUEHTOM HH(POPMAIIHH;

JIOTYCKAEeTCsl HMCIOJIb30BaTh MPEAMETHBIM yKas3aTeNlb [JIs MaI[MeHTOB,
0co0eHHO B OykjIeTHOM dopmMaTte JIMCTKA-BKIIA IbIIIA, TOCKOJIBKY Takoi hopmat
BBI3BIBACT 3aTPYJHEHNS Y TTAIIMEHTOB B HABUTAIIMH TI0 JIUCTKY-BKJIQIBIIITY;

HE0OX0AMMO YOSTUThCS B HCIIOB30BAHMH MaKCHMaJIbHO BO3MOXHOTO
pa3Mepa TeKCTa M HaJJIe)KaIero MCIOJb30BaHUS MHTEPBAIOB MEXKYy YacTSIMHU
TekcTa. [TOTHBIN TEKCT CIOCOOCTBYET CHIDKCHHMIO KOHIICHTPAIIMM BHUMAHUS
NaIeHTa 1 3aTPyAHSIET OUCK He0OX0oauMoi nHhOpMaIuy;

JUTMHHBIC TIEPEYHU HEXKEIATEIbHBIX PEaKIWi BBITIIAIAT YCTpaIIalolie,
MO3TOMY IIeJIeCO00pa3HO MCMOJIb30BaTh HEHYMEPOBAHHBIE CIUCKH TaKUX
HEXeNaTelIbHBIX peaknuii. HeoOXoaumo CcrpynmupoBaTh HEKelaTeIbHBIC
peaKkmuu TO0 WX CEPhE3HOCTH W YOCAWTHhCS B TMOHUMAHUU MAIMCHTaAMU

00CTOSITENBCTB, TPEOYIOIIUX MPUHSITUSL HEOTI0KHBIX MED;
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HE00XOAUMO YOEAUTHCS, UTO B3AMMOCBSI3aHHBIE CBEICHMS PACIIOIO0KEHbI
pAOIOM M HE PA3HECEHbl IO pa3IM4YHBIM KOJOHKAM WM CTOPOHaM
JIMCTKa-BKJIA/IBIIIA.

JIJist IpoBEepKU KadecTBa MOATOTOBKH MH(OpPMAIMU B JUCTKE-BKJIABIIIE
UCIIOJIb3yeTCsl OallbHAsg OIEHKA JIMCTKA-BKJIAQJbIIAa B COOTBETCTBUU C
npwioxenueM Ne 18 k TpeGoBaHMAM K HMHCTPYKIMU TIO MEIUIIMHCKOMY
NPUMEHEHUIO JIEKAPCTBEHHOrO0 Ipemapara ©  OOWEed XapaKTepUCTUKE
JIEKAPCTBEHHOIO Ipenapara JJisi MEAUIUHCKOTO IPUMEHEHHUS.

Takass oueHKa TMO3BOJSET OBICTPO MOJYYUTh  KOJIMYECTBEHHYIO
XapaKTEPUCTUKY KayecTBa JIMCTKA-BKJIAJAbIIIA U BBISIBUTH HEOOXOIUMOCTH
BHECEHUSl JIOMOJIHUTENbHBIX WM3MEHEHHUI, CIOCOOHBIX MOBBICUTH KayeCTBO

uH(popmanuu 1 0pOpPMIICHHUS JIMCTKA-BKJIA bIIIA.

7. 1lonp30BaTenbCKOE TECTUPOBAHUE

7.1. Llenu poBeAeHUs OJIB30BATEIBCKOTO TECTUPOBAHUA.

3asBUTENb WIM JAECPKATENIb PETHCTPALMOHHOTO YJOCTOBEPEHUS B LEISAX
obOecrieueHrss  ya0OOYMTAEMOCTH, SICHOCTH M JIETKOCTA  BOCHPHUATHS
JIMCTKA-BKJIQ/IBIIIA YUYUTHIBAET PE3YJIbTAThI MOJIH30BATEILCKOTO TECTUPOBAHUS B
JIMCTKE-BKJIAJIBIIIE U, €CJIU NPEAYCMOTPEHO, MPEACTABISAET YIIOJHOMOYEHHOMY
oprany  (9KCIIEpTHOW  OpraHM3allii) TOCYJIapCTBa-wi€HA  PE3yJbTaThl
TECTUPOBAHUSI.

[Tonp30BaTENBCKOE TECTUPOBAHUE WM APYyrue (POpMbl KOHCYJbTAIUU C
nalnueHTaMu 00ECIeYMBaIOT y4eT MHEHHUS TMalMeHTOB 00 yI1000YMTaeMOCTH,
MOHATHOCTH M JIETKOCTH BOCHPHSTHS JIMCTKA-BKJIAJbIIIA, YTO OOecredyrBaeT
dbopMUpOBaHHE  WUTOrOBOM  BEPCHMU  JIMCTKA-BKIJIAJbIIIA,  IO3BOJISIONICH
OOJIBIIMHCTBY  MOTpEOUTENEeN  JIGKAPCTBEHHOTO  Mpenaparta NpPUHUMATh

Oe30IacHbIC U IIPAaBUJIBHBIC PCHICHUSA O €I'0 IIPUMCHCHHH.
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Pe3ynbTaThl  MOJB30BATENBLCKOTO  TECTUPOBAHUS  (OpU  HAIWYWHN)
BKJIIOUAIOTCS B MOYJIb | PErHCTPaIMOHHOTO JIOCHE.

7.2. Opranusanus NpOBEAECHHUS MOJIb30BATENBCKOTO TECTUPOBAHUS

B npunoxenun Ne 14 k TpeOOBaHUSIM K MHCTPYKIUU MO MEAUITUHCKOMY
NPUMEHEHUIO JICKAPCTBEHHOrO0 Tpemapara ©  oOOlmed XapaKTepUCTUKE
JIEKapCTBEHHOTO Mpernapara sl MEAUIIUHCKOTO MPUMEHEHUS! TPUBOAUTCS OJIUH
U3 BapUaHTOB METOJUKH TIPOBEACHUS I0JIb30BATEIBCKOTO TECTUPOBAHUS
JIMCTKA-BKJIQIBIIA, OJTHAKO JOMYCKAETCSI BO3MOKHOCTD HUCIIOJIb30BAHUS JIPYTHUX
METOAMK, €CIIM OHU CHOCOOHBI TMOATBEPAUTH CIOCOOHOCTH MAIIMEHTOB
UCIIOJB30BaTh JIOKYMEHT JUIsl MOWUCKA W TOHHMAaHUs KIIIOYEBBIX CBEICHUU,
HEOOXOAMMBIX JJII O€30MacCHOTO NMPUMEHEHUS KOHKPETHOTO JIEKAPCTBEHHOTO
npernapara.

OnucanHass METOJMKA TMPEACTaBIsICT COOOM JUAarHOCTUYECKUU TECT,
JEMOHCTPHUPYIOIINNA, B TEPBYIO Ouepeib, KaK padOTaeT JHCTOK-BKIAQJABIII Ha
MPAKTUKE, 2 HE MOATBEPK AN KaueCTBO CMBICIOBOIO HAIOJHEHUSI TEKCTa
(KOHTPOJIb MOCJIEIHETO MOXET MPOBOJUTHCS, HANPUMEp, C MOMOUIBIO TECTa
«IIpoctoro usmepenus cinoxHoctu Tekctay (SMOGG)) U MoATBEPKIAOITUH,
YTO OH SIBJISIETCA YJA00OUYMTAEMBbIM, MOHSTHBIM W JIETKUM [IJII BOCIIPUSITHUS
MOTEHIHAIBHBIMU MOTPEOUTENSIMU TIpenapara. DTOT UHCTPYMEHT pa3pabOTKu
MO3BOJISIET ONPECIUTH MPEMATCTBUS, CHIKAIOIINE CITIOCOOHOCTh TTOHUMAHUS U
WCIIOJIb30BaHUS MOTEHIIMATBLHBIMU MTOTPEOUTEISIMU MpenapaTa npeicTaBICHHON
uHpopmaluy, a TaKXke BBIABUTH MNPOOJEMHBIC 00JacTH, TpeOyroIme
JTOTIOJTHUTEILHOTO BHUMAaHMS. DTa METOAMKA KakK 3Tam mpoiiecca pa3paboTKu
JUCTKA-BKJIQbIIIA TPEACTaBIsET coO0N 0coOeHHYIO IeHHOCTh. Ecnm B xoxe
TECTUPOBAHUS OOHAPYKUBAIOTCS MPEMSITCTBUS [ MOHUMaHUS UHPOPMAIIUH,
noTpedyeTcss BHOCHUTh THIATEIBHO TMPOJyMaHHbIE W3MEHEHUS B ILEAX

COBCPIHICHCTBOBAHUA JIMCTKA-BKJIAAbIIIA.
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JlommyckaeTcsi HMCHOJIb30BaTh HWHBIE METOAWKH  IOJIb30BATEIbCKOIO
TECTUPOBAHUSA, KOTOPBIE TAKXKE JOJHKHBI MPUHUMATHCS YIIOJTHOMOYEHHBIMH
opraHamu (3KCIEPTHBIMU OpPraHU3aIUsIMM) TOCYAapCTB-YWICHOB MIPU IKCIEPTU3E
PETUCTPALMOHHOTO J0Che. BaXHO NMPOBOJAWTH WHAWBUAYAJbHBIC UHTEPBBIO B
paMKax TOJb30BATEIIbCKOTO TECTUPOBAHUA C LEJNbIO ITIOHMMAaHUSA, KaKUM
00pa3oM MalKUeHThl OPUEHTUPYIOTCS B MPEICTaBIEHHON HH(DOpMaIIUU.

Ilpu  paccmoTpeHMM  MaTEpUAIIOB  PETUCTPALUOHHOTO JIOChE
YIOJITHOMOUYEHHBIE OpraHbl (IKCIEPTHHIC OpraHU3alluy) rocyAapCTB-4ICHOB HE
BIIpaBe TpPeOOBaTh HCMOJb30BAHUS KaKOW-TUOO OINPENEeICHHOW METOJAUKU
TECTUPOBAHUS, A BBHIMNOJHSAIOT OLEHKY JAHHBIX, MOATBEPKIAOIINX, YTO JIIOJH,
KOTOpble OyayT TOJb30BAaThCA JIMCTKOM-BKIIAJBIINIEM, CIIOCOOHBI HAWTH

HE0OXO0AMMYI0 HH(DOPMAITHIO U IOJKHBIM 00pa30M BOCIIOJIB30BATHCS €10.

IIpy opranuzanvu TPOBEACHUS IMOJb30BATEILCKOIO TECTUPOBAHUSA
JePKATETI0 PETUCTPAIIMOHHOTO YAOCTOBEPEHUS HEOOXOUMO YOSTUTHCS B TOM,
qTO:

nepes; TECTUPOBAHMEM OJIHOBHAYHO OIlpejiesiecHa Haubojiee BakHAs
uH(popmarus (Hanpumep, NpeaHa3HaueHUe JIEKapCTBEHHOT O TIperapara, pexum
€ro JO3UPOBaHMs, a TAKKE 3HAUYMMbBIC HEKEJaTeIbHBIC PEaKIMU U OCOOBIe
yka3aHus). Ota mHpopMarus OyJeT 3aBHCETh OT JCHCTBYIOIIECTO BEIIECTBA
paccMaTpuBaeMoOro JICKapCTBEHHOIO0 TpemapaTta. Bompockl, 3amaBaeMbie
y4aCTHUKAM TECTUPOBAHMS, JIOJKHBI OXBaThIBaTh KJIOUEBBIC CBECHUS,
HEOOXOoUMBbIE JJIsi Oe30macHoro mnpumeHeHus. KiroueBble CBeeHUs s
Oe3omacHOro TIIpUMEHEHMsT OyIyT coJepkatbcs B pazaenax 1 — 4
JIMCTKA-BKJIQ/IBIIIA, OJIHAKO paclpeieeHUe WM IIHPOTa OXBaTa BOMPOCAMH
uHpopMaIuyu O JIEKapCTBEHHOM Mpemnapare OyayT OTIMYaTbCs OT OJHOTO
npemnapara Kk apyromy. HecMoTpsi Ha TO, 4TO JJisi HEKOTOPBIX JIEKAPCTBEHHBIX

npernaparoB MOKCT HOTpC6OBaTBCH COCTAaBJICHHUC BOIIPOCOB Ha OCHOBAHHUU
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paznenoB 5 unu 6 JIUCTKa-BKJIAJbIIIA, TaKUe CIydau, KaK MPaBWIO, PEIKH.
Heobxonumo yO0eauThcsi BO BKIKOYEHUU B OINPOCHBIN JIMCT BCEX KIHOUEBBIX
CBEJICHHI 110 0€30IaCHOMY MPUMEHEHUIO JIEKAPCTBEHHOT'O IIpenapara;

CyOBEKTBl M3 HCCIENyeMBbIX BBIOOPOK HamboJiee BEPOATHO MOTYT
BOCIIOJIB30BaThCS JIMCTKOM-BKJIQJbIIIEM (BKJIIOYas JIHI], OCYIIECTBIISIONIUX
yxon). TectupoBarh Bce MNOMYJSIMUA MAIMEHTOB MPHU BCEX BO3MOXKHBIX
00CTOSITENILCTBAX HE TPEOyeTCs, JOCTAaTOYHO BKJIOYMUTH JIMI, CHOCOOHBIX
NpEJCTaBUTh, YTO OHU HAXOJMSITCS B COCTOSIHUM, MPU KOTOPOM IPUMEHSIETCS
JAHHBIN JIEKApCTBEHHBIM Tpemapar. Bo wu30exaHwe HETONMOHUMAaHUS He
JOMYCKAETCSl BKIIOYATh CBEJICHUS, NpPEIHA3HAUYECHHBIE [ MEIUIIUHCKUX
pPabOTHUKOB M APYIUX JIMIl, paOOTAIONIMX C JIGKAPCTBEHHBIMU IperapaTaMu.
JIuna, 3HaKOMBIE € JICKAPCTBEHHBIM MpernapaTaM, Kak MPaBuiio, HE JOJKHBI ObIThH
y4aCTHUKAMU T10JIb30BATEIbCKOTO TECTUPOBAHUS, OJIHAKO HWHQOpPMAIHIO,
MOJYYECHHYI0 OT JTHUX JUI, JOMYCKAETCS HCHOJIb30BaTh ISl IMOJITOTOBKH
Iv3aiiHa JTUCTKa-BKIAbIIIA;

MpUBEICHb  yOeauTenbHBIE  JOKa3aTeNbCTBA,  4YTO  YYaCTHUKHU
TECTUPOBAHUSA CMOTJIM HAWTH M JIOJKHBIM 00pa3oM BOCIIOJIb30BaThCSA
uHopmarueir. Bompockl, BKIIOYEHHBIE B MPOTOKOJ TECTUPOBAHUS, TaKKe
MOJIBEPTAKOTCS B MPOLIECCE PACCMOTPEHHUS PETUCTPALUOHHOTO JOChE IKCIIEPTHU3E
OTHOCUTEIBHO TOr0, HACKOJbKO XOpOIIO OHU OTPAKAIOT BbHIABICHHBIE
KITIOUEBBIC CBEACHUS MO 0e30macHOCTU. Bompockl AOMKHBI OBITh OTKPBITHIMH,
JTOJDKHBI  TO3BOJISITH  YYACTHMKY  TECTHUPOBAHUSA MPEACTaBUTH CceOs B
OTPENCIICHHOW CHUTyallud ¢ HE JOJDKHBI TOJCKa3blBaTh €My OTBET,
coAep Kaluiics B IMCTKE-BKIabIe. Kaxaplii BOMPOC JT0JKEH ObITh COCTABIICH
HaJIexkanuM oopazom. HakorieHne JaHHbIX, HECTOCOOHOCTh HAXOXJICHUSI UITH
MOHMMAHUSl YYaCTHUKAMHU OJHOTO WM 00Jie€ 3HAYUMBIX BOIPOCOB, HE

AOITYCKaCTCA. 9KCHCpTaM H€O6XOI[I/IMO IMPOBCPUTh 3aAdaHHBIC YYaCTHHUKaAM
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3HAYMMBbIE BOMPOCHl U COOTBETCTBUE PE3YJbTATOB OTBETA HA KaXK/bId BOMPOC
KPUTEPUSIM YCIICITHOCTH, BHIPAaOOTAHHBIM JI0 Hayajla TECTUPOBAHMUSI.

7.2.1. HTEpIIpETaINS KPUTEPUEB yCIIEXA.

Kpurepun ycnexa npennosarator, 4to 90 % rpamMOTHBIX B3POCIBIX JIHI]
JTOJDKHBI OBITH CcOCOOHBI HaWTH cBeneHUd U 90 % w3 HUX HOJDKHBI OBIThH
CIIOCOOHBI MOHATH MHGOpMalHio. B paMkax ABYyX TpYIINI, Kaxas U3 KOTOPBIX
coctouT u3 10 y4yacTHHKOB, HeEOOXO0AMMO, 4YTOObl uWH(pOpMaLUs B
JIUCTKE-BKJIa/blllle Oblla HaWaeHa W moHATa 16 u3 20 yuactHukoB. Eciu
pe3yabTaThl HE JOCTUTAIOT JTUX 3HAYCHHM, HEO0OXOAMMO TEPECMOTPETh
JIMCTOK-BKJIQJIBIII 1 MMPOBECTH JIOTIOJHUTEILHOE TECTUPOBAHUE.

Ecnu  ucnonp3yloTcss  aJbTEPHATHBHBIE  METOJMKM  TECTHUPOBAHMS,
KPUTEPUH yCIieXa MOTYT ObITh UHBIMHU. T€M HE MEHEE HE3aBUCHUMO OT KPUTEPUEB
ycrexa KaxIbld BOIMPOC JOKEH caM 10 ce0e COOTBETCTBOBATH TAaKUM
KPUTEPHSIM.

7.2.2. IloaroroBka oT4€Ta, BKIHOYAEMOTO B PETUCTPALIMOHHOE JOCHE.

[Ipu cocraBieHUM OTYETa, BKIIOYAEMOTO B PETHCTPAIMOHHOE JI0CHE,
HEO0OXO0JIMMO Y4ECTh OIMyOIMKOBAaHHbBIE PEKOMEH/IAINY, YKa3aHHBIC B TOAYHKTE
4.11. Oruer Mo pe3yapTaraMm NOJIB30BATEIBCKOTO TECTUPOBAHMS COJNEPIKUT
CIEAYIOIINE PA3/ICIIbI:

7.2.2.1. KnroueBble cBeZieHUS 1151 0€3011acHOTO MPUMEHEHUSI.

Takue cBemeHHs HEOOXOAMMO OMPENETUTh 3apaHee Ui KaXoro
JIeKapCTBEHHOro mpenapara. HeobOxoawmo omucaTh, Ha OCHOBAaHUU YEro
MOJTyY€HBbl BOTIPOCHI, OPUCHTUPYSICh HAa KIIFOYEBBIE CBEJICHUS MO OE30MacCHOMY
MPUMEHEHUIO JIEKAPCTBEHHOTO TMpernapara;

7.2.2.2. Bb100p yYaCTHUKOB U UX JeMorpaduuecKkue XapakKTepUCTUKH.
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HeoOxonuMo ommcarh, HACKOJIBKO TECTHpyeMas MOMYJSIUS OTpa)KaeT
HanboJee BEPOATHYIO MOMYJISAIUIO MAIIMEHTOB, IPUHUMAIONINX JIEKAPCTBEHHBIH
mpernapar Kak Io Mojy, TaK U 110 BO3PACTHOMY JHAara3oHy.

B mensix uckiaroueHHs cucTeMaTrudeckux oImmook (bias) HeoOXxoaumo
onucaTh KPUTEPUU HEBKIIOYEHHUS B TECTUPOBAHHE M YpPOBEHb OOpa30BaHMUS
YYaCTHHUKOB;

7.2.2.3. AHanu3 1o Kaxa0u NpoTeCTUPOBAHHOM IPYIIIIE.

['paduueckoe mpeAcTaBiaeHUE SBISETCA HAHJIEKAUUM  CIOCOOOM
noHeceHUs: WHGOpMAIMU, OJHAKO TpaduKd  JODKHBI  OBITh  YETKO
IPOMapKHUPOBaHbI U JIETKO MOJAABATHCSI HHTEPIIPETALIUH.

Kaxxapiii Bompoc JOKEH BbIAEPKATh COOTBETCTBUE KPUTEPUSIM yCIIEXa.

Heob6xonuMo uneHTU(UIMPOBaTh BOMPOCH], C KOTOPHIMU Y YYaCTHHUKOB
BO3HMKJIM 3aTpyAHEHUs (Hampumep, 3aTpyJHEHHUs 0OpU Toucke U (WJn)
NOHUMAaHUU UH(OpMAIIHH).

[Ipn wucnonb30BaHUM CYOBEKTHUBHBIX KPUTEPUEB, TAKUX KaK <JIETKO»,
«C 3aTPyAHEHUSIMU» U JIp., HEOOXOAUMO ONUCaTh, KAKUM O0pa3oM YYaCTHUKHU
TECTUPOBaHUsA Haxoawnu uHPopmanuo. Heo0XoaumMo y4YUTBHIBaThH, YTO
UCIIOJIb30BAaHUE CYOBEKTHBHBIX KPUTEPHUEB, HMEIOIIUX JOMOJHUTEIbHBIC
OLICHOYHBIC 3HAUEHHS B BUJE BBIPAKECHUU «C 3aTPYJHEHUSMHU» WIH «C
OONBIIMMU  3aTPYAHCHUSMU», SIBISETCS MNPUYMHOM OTKa3a B MPU3HAHUU
PE3yNbTaTOB MOJB30BATEIBCKOTO TeCcTUpoBaHUS. B 3Toil cBsi3u HE0OX0IMMO
IPOaHAIN3UPOBATh, HACKOJIBKO JIETKOCTh MOMCKa MHPOpMaIUY ObljIa yIydIlIeHa
Ipy BHECCHHHM WM3MEHEHUW B JHUCTOK-BKIAABI. HeoOXoammo mNpeasioxkuTh
U3MEHEHHUS B TUCTOK-BKJIAABIII, YCTPAHSIONINE TAKUE 3aTPyAHCHHUSL.

[locrne u3MeHeHUs JTUCTKa-BKIIAJbINIA HEOOXOIUMO TMOBTOPHO MPOBECTU

TCCTUPOBAHUC U COCTABUTD 110 HCMY OTYCT,
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7.2.2.4. XapaktepucTuka OOpaTHOM CBS3M CO CTOPOHBI YYaCTHUKOB
TE€CTUPOBAHUS OTHOCUTEIBHO JUCTKA-BKJIAAbIIIA U MPEICTABICHUE U3MEHEHUH,
YUHUTBIBAIOIIMX BCE BOIPOCHI OOLIEr0 XapakTepa;

7.2.2.5. Bce Bepcuu nMCTKA-BKIaAbIIIA;

7.2.2.6. IlepBruuHbIEC TaHHBIC, TOJYYECHHBIE IO PE3YyJIbTaTaM MHTEPBBIO, HE
MPEACTABIISIIOTCA, JOCTAaTOYHO MPEJICTABUTh PE3IOME YCTHBIX OTBETOB. [lpm
HEOOXOJIMMOCTH TMOJY4YeHUsI JOTOJHUTEIbHBIX CBEICHUMN, YIMOJIHOMOYEHHBIN
opraH (SKCHEepTHas OpraHM3alus) TOoCyAapCTBa-ujieHa HampaBisieT B XOJE
NPOBEJCHHUS]  AKCHEPTU3bl  3alpOC  3asBUTENI0  WIH  JAEPKATENIO
PErUCTPAIIMOHHOTO YAOCTOBEPEHUSI O HEOOXOUMOCTH UX MPEICTABICHHUS.

NHnuBuayanbHble CBEICHUS O TECTHPOBAHUU KaXJOr0 YYacTHHUKA
npeacTtaBisaTh He Tpedyerca. [lOCKOJNIBKY TECTHPOBAHMIO MOABEPraeTcs
JIMCTOK-BKJIAJIBIII, @ HE YYaCTHUKH, TAKUE JIAHHBIC HE SIBJISTIOTCS 3HAYUMbBIMH.

7.3. O6cTOSITENBCTBA, TPEOYIOIINE TPOBEICHUS TECTUPOBAHHS.

[Ipy nmnpoBeneHUM TMOIB30BATEIBCKOTO WM HWHOTO TECTUPOBAHUS
HEOOXOAMMO  HCIOJb30BAaTh  IMOJHOIBETHBI  MakeT  JIMCTKa-BKJIAAbIIIA
JeKapCTBEHHOro mnpenapara. He pgomyckaercss HCHOJb30BaTh TEKCTOBYIO
BEPCHI0, TOCKOJIbKY JAM3alH U BEPCTKA OKa3bIBAIOT CYIIECTBEHHOE BIIUSHHUE HA
CIIOCOOHOCTh TAIMEHTAa HAXOJWTh WM TOHWMATHh KIFOYEBBIC CBEACHUS IS
0€301acHOro NPUMEHEHUS JIEKAPCTBEHHOTO Mperapara.

3asIBUTENIO WM JIEPHKATENIO PETUCTPALMOHHOIO YOCTOBEPEHHUSI CIIETYET
OpPEeAyCMOTPETh  MPOBEJICHUE  MOJIb30BATEIbCKOIO WM aHAJIOTHYHOTO
TECTUPOBAHUS  JINCTKA-BKJIAJbINIA Uil CJEAYIOIIHUX  JIEKAPCTBEHHBIX
npenaparos:

a) IGKQpCTBEHHBbIE IMpenaparbl, COJAEpXKAIIUE HOBBIE JCHCTBYIOLIUE
BEIIIECTBA WJIK BBIITYCKAEMbIE B MPUHITUITUAIBHO HOBBIX JIEKAPCTBEHHBIX (Popmax

(Hampumep, ¢ APYruM crocoOOM MPUMEHEHHUsI WK IyTeM BBeaeHus ). [Ipu aTom
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110/l HOBBIMU JICHCTBYIOIIMMHU BEIIECTBAMU IIOHUMAIOTCS BELIECTBA, BXOISIINE B
COCTaB OPUTHMHAJBHBIX JICKAPCTBEHHBIX IPENapaToB WU MPU OTCYTCTBUU
OPUTMHAIBHBIX — B COCTAB MEPBBIX JICKAPCTBEHHBIX MperapaToB, 3asBJICHHBIX Ha
pErucTpalui0 B COOTBETCTBMM ¢ IlpaBWiiamu peructpauuu MU 3KCHEPTU3bI
JIEKAPCTBEHHBIX CPEACTB I MEAUIMHCKOIO NMPHUMEHEHHS, YTBEPKIACHHBIMU
Pemennem CoBeta EBpasuiickoii SKOHOMHUYECKOW KOMHCCHH OT 3 HOSIOps
2016 1. No 78 (manee — [IpaBuiia peructpaium);

0) JIekKapCTBEHHBIC TMpenaparbl, B OTHOIICHUU KOTOPHIX HM3MEHWINCH
YCJIOBUS OTITYCKa;

B) JICKAPCTBEHHBIE MpeEIapaThl, B aKTyaJbHYIO OOIIYI0 XapaKTEPUCTUKY
KOTOPBIX BHECEHBl 3HAUMMBbIC€ HOBBIE CBEJEHHSA MO O€30MacHOCTH, KOTOPHIC
CYIIECTBEHHO MEHSIIOT TIOKa3aHWs, OTPAHMYCHHUS K TPUMEHEHHUIO (MEpbl
MPEJOCTOPOKHOCTA U TMPOTHUBOMNOKA3aHUS MPU TMPUMEHEHHH) WIM CIOCo0
MPUMEHEHUS Y TIOMYJISIUN MMAI[UEHTOB;

I') BKJIFDYEHUE HOBBIX MOMYJISIUN NAIMEHTOB KaK CIEACTBHE PACIIUPEHUS
MOKAa3aHW K MNPUMEHEHHIO Mpenapara (HampuMep, BKIIOUYECHHUE MAIMEHTOB
JIETCKOTO BO3pPAcTa).

B pamkax mnpouenypsl NMpUBEACHUS B COOTBETCTBUE C TPEOOBAHUSIMU
Coro3a, He TpeOyeTcsi NpPEeACTaBICHUS PE3yJIbTAaTOB IOJIb30BATEIBCKOTO
TECTUPOBAHUS JTUCTKA-BKJIabllIa. Pe3ylbTaThl €ro0 MOTYT MPEJOCTABIATHCS 11O
WHUIIMATUBE 3asBUTENS (MpU Hanuyuu). [Ipy 3TOM ynmoJHOMOUYEHHBIE OPraHbI
(3KCTIepTHBIC OpPraHU3AIMH ) TOCYaPCTB-UJICHOB BIIPaBe 3alIPOCUTH Y 3asIBUTEIIS
pe3yabTaThl  MOJIb30BATEILCKOTO TECTUPOBAHUSI B paMKax MPOLEAYPHI
NpUBEJCHUSI B COOTBETCTBUE C TpeboBaHusimu (Coro3a, B clydyae MOJA4u
3asIBUTEJIEM 3asIBJICHUS B YMOJHOMOYEHHbBIE OpPraHbl TOCYJIapCTB-UYJICHOB, TJIE
paHee JlaHHBIM mpenapaT He ObUI 3apEeruCTPUPOBAH JHUOO YCTAHOBUTH

Tpe6OBaHI/IC o IMPpOBCACHNHA ITOJIB30BAaTCIIBCKOI'O TCCTUPOBAHUA B
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MOCTPETMCTPAIMOHHOM TIEPUOAE B TEYEHHWE TOJda IIOCHE MPUBEACHUS B
cooTBeTcTBUE ¢ TpeboBanusiMu Coro3a, cormacHo nyHKTy 116 IlpaBun
pPErUCTpaLvH IS JEKAPCTBEHHBIX ITPENApPAaTOB, UMEIOIINX CYIIECTBEHHBIN PUCK
HENPAaBWJIBHOTO MPUMEHEHHUSI B aMOYJIaTOPHBIX YCIOBHUSX.

IIpn HempencraBlIeHUMU pe3yJIbTATOB I10JIB30BATEIBCKOIO TECTUPOBAHUSA
3asiBUTENb IPEJCTABIACT B MOJAYJE 1 pErucTpalMoOHHOrO JOChE MHUCBMO C
yKa3aHuEeM MCTOYHHMKA MHpopMauuu i1t GOpMUPOBAHUS JTUCTKA-BKIAAbIIIA.

[Tonb30BaTENbCKOE TECTUPOBAHUE MOXKET OBITh BBINOJIHEHO HA JIIO00M
A3BIKE T'OCYAAPCTB-WICHOB IIPU YCJIOBUM COXPAHEHUS HICHTHUYHOCTH TEKCTa
JIMCTKa-BKJIAAbIIA. B ciydyae nepeBoja MHCTPYKIIMHU Ha TOCYAAPCTBEHHBIN A3bIK
roCyJapCTBa-4jeHa IO 3alpoCy OKCIEPTHOM OpPraHu3alMu IPOBOIAUTCS
uccienoBaHue B (OKyC-TpyIIe UIN CBA3bIBAHUE.

[ToBTOpHOE MOJIB30BATENHCKOE TECTUPOBAHUE HE TPEOYETCSI TPU BHECEHUU
B JIMCTOK-BKJAAbIII  HMH(OpMAIMM, HE  BIUAOMEH HA  IYHKTHI
«B — I'’» HACTOSAILErO pa3aena, Wik IPU U3MEHEHUH TU3aliHa U BEPCTKHU.

Ecmmn IIPOBOJNIIOCH II0JIb30BATEIBCKOE TECTUPOBAHUE, B
PErMCTPALIMOHHOE JI0Ch€ HEOOXOJUMO BKJIOUUTH MOATBEPKICHHE TaKOro
tectupoBanusa. llpu perucrpanyu BOCHPOU3BEIECHHOTO JIEKAPCTBEHHOTO
npernapata (OuoaHanora) 3asBUTENb IO CBOEH HMHUIIMATHBE TAaKXKE MOXKET
IPOBOAUTH IMOJIb30BATENIbCKOE TecTUpoBaHUE. Bmecte ¢ Tem mo obmemy
IIPAaBWIIy PE3yJIbTaThl IOJb30BATEIBCKOTO TECTUPOBAHMS IIPU PETUCTPALUU
BOCITPOM3BEJICHHOIO  JIGKAPCTBEHHOr'0 IMpernapara WiIM OuoaHaiora He
NPENOCTABIAIOTCA,  JOCTATOYHO  HMCIIOJb30BaTh  TEKCTOBYKD  BEPCHIO
JIMCTKA-BKJIAJIBIIIA YK€ PaHEE 3apETHCTPUPOBAHHOTO B TOCYHAPCTBE-UIICHE
JIeKapCTBEHHOI0 npenapara ¢ anajoruaubiM MHH. Heo6xoauMocTu mpoBoAUTH
N10JIb30BATEIBCKOE TECTUPOBAHKE (€r0 aHAJIOra) JJI BCEX JMCTKOB-BKJIAIbIIIEH

HCT.



248

[Ipy HanmuuuM 3amMe4yaHUN YNOJHOMOYEHHOrO OpraHa (3KCHEepTHOU
OpraHu3alllK) FTOCY1apCTBa-wieHa K MPOEKTY JINCTKA-BKJIA IbIIIA TOCIEAYIOIINE
TECTUPOBAHUSA HE  IPOBOMSTCS, BBINOJHAETCA  COIVIACOBAHHME  TEKCTa
JIMCTKA-BKJIa/IbIIIA B PAMKAX YCTPAHEHUS 3aMEUaHUN.

[Tonp30BaTenbCKOE TECTUPOBAHUE ISl JINCTKA-BKJIA IBIIIA JIEKAPCTBEHHBIX
IpernapaToB, BBOJUMBIX  MEIULMUHCKUMH paOOTHUKaMU B  YCJIOBHSX
J1e4eOHO-TPOPUIAKTUYECKUX YUPEKICHUM, MOXKET OBITh MPOBEACHO IO
VMHULIAATHUBE 3asIBUTENIS UIIU 110 3aIIPOCY YIIOJTHOMOYEHHOIO OpraHa (3KCIepTHON
OpraHu3alMK) rOCy1apCTBa-YIcHa.

3asBUTENb B COOTBETCTBUM C MYHKTOM 26 IlpaBun perucrpanuu Bopase
oOpaTuTbCsl 3a KOHCYJbTalMell B YIOJHOMOYEHHBIM OpraH (3KCHEPTHYIO
OpraHu3alMI0) TOCyAapCTBa-UJIeHa.

7.4. IIpoBeieHnE CBA3YIOIIETO UCCIEAOBAHUS.

[lonsiTHE «CBSI3BIBAHME)» MPUMEHSETCS K JIMCTKaM-BKJIaAbllIaM, KOTOPbIE
JIOCTaTO4YHO OJM3KU (MOAOOHBI) KaK MO COAEpXKaHUIO, Tak W BepcTke. [lpu
CBS3BIBAHUM YCIEIIHOE IOJb30BATEIIBCKOE TECTUPOBAHUE POIUTEIBCKOIO
JMCTKA-BKJIaAbIlIa JOMYCKAETCs HCMOJIb30BaTh B KauecTBE OOOCHOBAHUS HE
IPOBEACHUS TECTHUPOBAHMS AHAJIOTMYHBIX JIOYEPHHUX JIMCTKOB-BKJIAbILIECH.
JlouepHue JHUCTKU-BKJIAJBIIMN IMPU CBSA3YIOIIEM TECTUPOBAHUU JOIYCKAETCs
NOArOTaBIMBAaTh HA OCHOBE pE3YyJbTaTOB TECTUPOBAHUS  HECKOJIBKUX
POAMTENBCKUX JIMCTKOB-BKJIA IBIIIEH.

[Tockonbky au3allH W BepcTKa UHGOpPMALUU SBISIOTCA Ba)XXHBIMU
dbakTopaMu ee UCIOIb30BaHUS U TIOHUMAaHUs, B LEISAX YCHEIIHOTO CBSI3bIBAHUS
JUIsL JOYEPHUX JIMCTKOB-BKJIAABIIIEH HCIOJIB3YETCS TOT K€ JM3alH, BEPCTKA U
CTWJIb  M3JIOKEHWS, YTO M Uil  POJUTEIBCKOrO  JIMCTKA-BKJIaJbIIIA.

YNOMTHOMOYEHHBIM oOpraH (3KCIEpTHas OpraHu3alus) ToCy/lapCcTBa-4ieHa
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BIIPABE HE IMPHUHSITh MNPEIJIOKEHHOE CBA3BIBAHHE, €CIM JTH YCJIOBUS HE
BBITTOJIHSFOTCS.

7.4.1. KiroueBblie cBeICHUS JJ1s1 O€30MacHOTO MPUMEHEHUS.

B 1ensx ycrmemHoro moiab30BaTEIbCKOTO TECTHPOBAHUS HEOOXOIUMO
3apaHee OMPENENIUTh KIIOUEBBIE CBEICHHS JJIsI OE301acHOTO IPUMEHEHUS
paccMaTpuBaeMoOro JISKApCTBEHHOTO mpenapara. JJisi Kaxaoro JIeKapCTBEHHOTO
mpernapara 3T CBelleHHs OyayT paznudaTtbes. ONPOCHBIM JUCT JOJDKEH
COJIEPKaTh ATU KIIOYEBBIE CBEJCHUS U TMOJTBEPXKIACHUE TOTO, YTO MAI[MECHTHI
CIIOCOOHBI HAWTHU M TIOHATH ATH CBEACHUS C IIEJIbI0 0€30MacHOr0 MPUMEHEHUS
JeKapcTBeHHOro mpemnapara. [lomoOHOE TONIB30BATENBCKOE TECTUPOBAHUE
BIIOCJICJICTBMM  MOJKHO  HCIIOJB30BaTh B KadecTBe  OOOCHOBaHHS
JINCTKA-BKJIAABIINIA, COCTABJICHHOTO TEM JKE€ CIIOCOOOM B OTHOIICHHUHU
POJICTBEHHOTO JIEKApCTBEHHOT0 IIpenaparta. Jlomyckaercst 4ToObl, B CBA3YIOIIEM
HCCIICIOBAHUM  KJIIOUEBBIE CBEJCHMS IS O€30MacHOro IPUMEHEHMUS,
COJIEpIKaIIUeCs] B POJUTEIBCKUX M JIOYSPHUX JIMCTKAX-BKJIAIbIIIAX HE OBLIN
naeHTHIHBIME. OJHAKO CBEACHHMSA IT0 OC30IAaCHOCTH, BBLI3BIBAIOIIHE OCOOBIC
ornaceHusi, HEOOXOAMMO MPOTECTUPOBATHh B OTHOIICHUH KaXKJIOTO JOYEPHETO
JINCTKA-BKJIQAbIIIIA.

7.4.2. ®opmar, Au3aliH U BEPCTKA.

Jv3aliH U BEpCTKa JIMCTKA-BKJAJbIIIA SBISIOTCS OCHOBOIOJIAraroIuMHU
aCIeKTaMH TOJYyYCHUsS] MallMeHTAMHM KJIIOYEBBIX CBEACHHUM MO O€30MacHOMY
MPUMEHEHUIO JIGKAPCTBEHHOTO TMpemnapaTa. YCIeX CBS3bIBaHUS OMPEACIISIOT
oOImMi Mr3aliH M BEPCTKA POAUTEIBCKUX U JOUYEPHHUX JIMCTKOB-BKJIAIBIIICH.
OO1Iue nu3aiiH ¥ BEpCTKa BKIIIOYAIOT B C€0s CIASAYIONINE BaKHbBIC aCTICKThI:

TapHUTYPY U Kerib MPUPTa;

3ar0JIOBKH U 110A3ar0JIOBKH, BKIIIO4Yasd O AHOPOAHOCTD UX PACIIOJIOKCHUA,
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pa3Mepbl  JIMCTKa-BKJIaJbllla, BKIOYAass KHIKHYHO  (aJIbO0OMHYIO)
OpPUEHTALIMIO CTPAHUILIBI;

WCIIOJIb30BAHHE LIBETOB U BBIOOP IIBETOBOM T'AMMBI;

CTHJIb U3JI0KEHUS U (POPMYITUPOBKHU;

BEpPCTKA KPUTUYECKUX PA3AENIOB  JIMCTKA-BKJIAJBIIIA, KACAIOIIUXCS
0Ee30I1aCHOCTH;

HCII0JIb30BaHUE MUKTOTPAMM.

7.4.3. IlpuMeHEHUE TPAKTUKU CBA3BIBAHMUS.

JIns oaWHAKOBOW IIEJCBOM TOMYJISIIIUKA TAIIUEHTOB OOCTOSATEIIHCTBA
JOIYCTUMOCTH CBSI3bIBAHUSI C COOTBETCTBYIOIIMMH KPUTEPUAMU TPUEMIIEMOCTH
BKJIIOYAIOT B ce0s ClIeIyIoIIee:

a) paclIMpeHUe JTUHECUKHU.

Casi3bIBaHME, KaK MPABUIIO, IOMYCKAETCS B OTHOILIEHUH JIUCTKA-BKJIaAbIIIA
JIeKapCTBEHHBIX TMPENnapaToB ¢ TOH ke (apMaKoJIOTMUYECKH aKTUBHOW YaCTbhIO
MOJIEKYJIbI IEUCTBYIOLIETO BEUIECTBA IIPU PA3IMYHBIX JO3UPOBKAX, PA3JIMYHBIX
JeKapCTBEHHBIX (opMax W NyTAX BBeAeHUS. B 3Tux cioyyasx B KadecTBe
POJIUTENHCKOTO JIMCTKA-BKJIAJbIIA JOJHKEH BBICTYNATh JIMCTOK-BKJIAJBIIIL,
coJiepKalinii Handosee CIOXKHYIO Ui NalueHTa HH(OopMaIuIo.

Hanpumep, nHMCTOK-BKIAAbII Ha Jua3enaM B JIEKapCTBEHHOW Qopme
«pacTBOp JUIsl IpUEMa BHYTPb» BBIOMpAETCS B KadyeCTBE POJUTEIBCKOIO
JUCTKa-BKJIAAbIIIA HA TUa3eraM B Ta0seTkax (H0YepHUN JUCTOK-BKIIAIbII).

Ecnu nekapcTBeHHBIN Npenapar He TpeaHa3HAYEH JJII CaMOCTOSATEIbHOTO
NPUMEHEHHUS MallMeHTaMu, COOTBETCTBYIOIIHI JIMCTOK-BKJIA I CBSI3BIBACTCSI C
JUCTKOM-BKJI/IBIIIEM TOTO K€ MperapaTa, IPUMEHIEMOI0 CaMOCTOSATEIBHO.

Hamnpumep, THMCTOK-BKIAIbIII HA MHBEKIMOHHBIA gUa3enaM (JOYEepHUM)
CBS3BIBAETCS C JIMCTKOM-BKJIAJBIIIEM HA JWAa3€laM B JIEKAPCTBEHHOU (opme

«pacTBOP JJIA IpUEMa BHYTPb» (POAUTEIIbCKUI).
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Ecnu moTeHnuanbHO CXO0XKHUE JIEKapCTBEHHBIE MpenapaThl TPEOYHOT OT
NalreHTa MOHUMAHUSI CYHIECTBEHHO PAa3IUYaloIINXCsl CIIOCOOOB MPUMEHEHUS
(HampuMep, HWHTaJISATOP M IUIACTBIPb), JIOJDKHBI MNPUMEHSATHCS Pa3IMuHbIC
KPUTEPHUH CBs3bIBaHUA. B m1aHHOM Ciiydyae HEOOXOAMMO OOECIICUNTh YCIICIIHOE
MIPOXOXKJICHUE TOJIH30BATEILCKOTO TECTHUPOBAHUA MHMOpPMAIMK, Kacaroleics
pexuma jao3upoBaHMs. [IpyW cocTaBiIeHWHM JOYEPHErO JIMCTKA-BKIIAJIbIIIA
JIOTTYCKAETCsl MCIOJIb30BAHUE PE3YyJIbTATOB MOJIb30BATEIbCKUX TECTUPOBAHUIM,
MPOBEJICHHBIX ~ HAa  POJUTENbCKUX  JIMCTKaX-BKJIAJIBIIIAX  HECKOJIBKHX
JIEKAPCTBEHHBIX MPENAPATOB.

Hampumep, kK NHCTKY-BKIAIBIINy Ha WHTAISIIMOHHBIN CalbOyTaMoI
(mouepHUil) MOXKHO TNPHUMEHUTHh «IBOMHOE CBSI3bIBAHME», CBS3aB €ro C
JUCTKOM-BKJIQJIBIIIIEM Ha TIpernapar cajib0yTamona [Jjis IpueMa BHYTDb,
OPONICAIMINM  YCHENIHOE  MOJIb30BAaTEIbCKOE  TECTUpOBaHWE (B YacTu
nHpopmaruy, Kacarorieics ¢GapMaKoJIOTHYeCKH aKTUBHOM YacTH MOJICKYJIBI
JIEHCTBYIOIIETO BEIIECTBA), U JIMCTOK-BKIIAJBIII HA TIpemapar OEKIOMETa30Ha C
UJEHTUYHBIM HHTAIATOPOM (B YacTH HHGOPMAIIUH, KaCAFOIIEHCS IOCTaBKH).

Ecnmu mnoprdens koMmaHuM BKIOYAET B CeOS Psll  CTaHAAPTHBIX
JIEKAPCTBEHHBIX (OPM JJII MECTHOIO TMPUMEHEHHUs (Ma3u, Kpema, Tia3HbIe,
VIIHBICE W Ha3aJdbHbIC KaIlId WIM Ma3u (Kpema), npemapaTbl ISl KOXKH
BOJIOCUCTOM YaCTH TOJIOBBI, JIOChOHBI), OTJIEIbHOE TECTUPOBAHUE UHCTPYKIUU
N0 MPUTOTOBJIEHUIO W TMPUMEHEHHIO Mpenapara B OOBIYHOW CHUTYyallUu HE
TpeOyeTCsl, €CIM TOJIBKO OHU HE COJepXaT HEMpPOTECTUPOBAHHBIE PUCYHKU
(MUKTOTpaMMBbl).

ITpu 3TOM coxpanseTcs TpeboBanre 00 OTMHAKOBOCTH JU3aiiHa, BEPCTKH U
CTHUJISI U3JIOKEHUS JOUSPHUX JTMCTKOB-BKIABIIIECH;

0) JIeKapCTBEHHbIE Mpenaparbl U3 TOTO ke (PapMaKoJIOrMIeCcKoro Kiacca.
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Cas3pIBaHME, KaK MPABWIO, MPUEMIIEMO B OTHOIIICHUH JINCTKA-BKJIAABIIIA
Ha JICKaPCTBEHHBIE TIPEeTmapaThl TOTO K€ TEPANEBTUUECKOTO Kilacca MPU yCIOBHH
CXO0KECTH KIIMHUYECKUX CBEJCHUHN, COEPIKAITUXCS B CBOJTHON XapaKTEPUCTUKE
npenapata (M, Kak CIEACTBUE, HWHGPOPMAIUM B  JIMCTKE-BKJIAJIBIIIEC).
Heob6xonumo, 4TOOBI KITIOYEBBIE CBEJACHUS IO 0€30MaCHOMY NPHUMEHCHHIO
POJICTBEHHBIX IIpernapaToB ObBLIM CXOXXHUMHU. BmecTe ¢ TeM ¢dopmar U BepcTKa
JUCTKOB-BKJIQABIIIEH,  TMOABEPTacMbIX  CBS3BIBAHWIO,  JIODKHBI  OBITh
OJIMHAKOBBIMHU. DTO O3HAYaeT, YTO JOUYEPHHUHN JUCTOK-BKJIAIBIIT HEOOXOIUMO
MepecCMOTPeTh W NpHUAATh €My JIW3aiH, BEPCTKY W JIMHTBUCTHYCCKUU CTHUIIb,
KOTOPBIE COOTBETCTBYIOT POAUTEILCKOMY  JIMCTKY-BKJIQJBIITY, KOTOPBIN
MOJBEPICs MOIb30BATEILCKOMY TECTHPOBAHUIO.

TepameBTHYECKH CXOXKHME TMpenapaTbl — 3TO TPYIA JIEKapCTBEHHBIX
IpernaparoB, CO CXOKUM MEXaHW3MOM JielcTBHs. Hike mpuBOASTCS MPUMEpHI,
IPU 3TOM BKJIFOYEHHUE ITHUX TEPAINEeBTHUYCCKH CXOXKHX IMPHMEPOB B Mpeaesiax
KOHKPETHBIX KJIACCOB HEOOs3aTeIbHO O3HAYaeT, YTO CBSA3bIBaHWE OyIeT
YAOBJICTBOPSATH BCEM TpeOOBAaHUSM B OTHOIIEHWHM JIMCTKOB-BKJIQJABIIICH Ha
CJIETYIOIINE KaTeTOPHH JICKAPCTBEHHBIX MPEIapaToB.

CEPJICYHO-COCYIUCTHIC MPEeTapaThI:

THA3UIHBIC U JUYPETUKH TOI00HOTO ICHCTBHS,

B-anpeHoO0KaTOPHI;

MHTAOUTOPHI aHTHOTCH3UHIIPEBPAIAIONIero (hepMeHTa,;

CpEeJIICTBa, BIMSIONTME HA IIECHTPAITBHYIO HEPBHYIO CUCTEMY:

CCJICKTHBHBIC MHTHOUTOPHI OOPaTHOTO 3aXBaTa CEPOTOHHHA,

TPUITUKIINYECKHIE W CXOKHE aHTHICTIPECCAHTHI;

AHTUTHCTAMUHHBIC TIPEIIapaThl;

OCH301a3ETINHEL,

OIMMOMIHBIC aHAJIBI'CTUKH,
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MIPOTUBOMUKPOOHBIC MpenapaThl:

MEHUIUJUINHBI, 11€(aJTOCIOPUHBI U MAKPOJIU/IbI;

MPOTUBOIPUOKOBBIE MPEMAPATHI;

CpPEACTBA, BIMAIOIIME HAa KOCTHO-MBILIEYHYI) CUCTEMY: HECTECPOUIHBIC
IIPOTUBOBOCIIAIIUTEIIbHBIE IIPENAPATHI;

SHJIOKPHUHOJIOTUYECKHUE JIEKAPCTBEHHBIE IIPENAPAThI: TIIIOKOKOPTUKOUIBI;

MPOTUBOONYXOJIEBBIE  JICKAPCTBEHHBIC MPENaparbl:  ATKWIMPYIOIINE
LUTOCTATHKHU,;

JIEKapCTBEHHBIC  MPEMNaparbl, HCHOJb3YEMbIE Ui BHYTPUBEHHOIO
IATAHUS;

JIEKaPCTBEHHBIE MPENaparbl, MPUMEHSAEMbIC B aKyLIEPCTBE U TMHEKOJIOTHUU:
MepopaJIbHbIE KOHTPAICIITUBBIL;

JIEKApCTBEHHBIC MPENapaThl, pACCMATPUBAEMBIE B KAUECTBE YJICHOB OJIHOM
TPyl HA OCHOBAaHWHM OOJACTH WX MPUMEHEHHS, HO KOTOphIe (PaKTUUECKH
coAepkKaT Ipemnaparbl C pa3IMYaAlOIIMMHUCA MEXaHW3MaMH JCUCTBUS U
KIIOUEBBIMH CBEJCHUAMH TI0 0€30macHOMY TPHUMEHEHHUI0, TOJIBEPraroTCs
AKCIIEPTHU3€ B UHUBUIYAIbHOM MOPSJIKE.

B oTHoOmeHnn cneayrommx JICKapCTBEHHBIX MPENapaTroB, KaK IMPaBUIIO
HEBO3MOXHO TMPOBECTH YCIECIIHOE CBS3BIBAHUE BCJICACTBUE Pa3HULBI
KJIMHUYECKHUX ACTIEKTOB MX IEUCTBUS U NPUMECHEHUS:

AHTHAPUTMHUYECKUE MPEeNapaThl, TAKUE KaK aMHOIAPOH U AU30MUPAMU;

MPOTUBOIMUJICITUYECKUE MpPenapaThl, TAKUE KAK BaJbIIpOEBasi KUCIIOTA,
JAMOTPHUIKUH U (PEHUTOUH;

00J1e3Hb-MOTUPUITUPYIONINE MPOTUBOPEBMATUYECKHIE MPEMAPAThI, TAKUE
KaK Mpenaparsl 30J10Ta U TEHUIAJIAMUH.

B tepaneBTHueckux 00JacTSIX ¢ OOJIBIINM KOJIUYECTBOM JIEKAPCTBEHHBIX

npemnaparoB € pasjiM4yarOliuMHUCA MCXaHU3MaMHU I[CI>’ICTBPI$I, HO MCHCEC
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KPUTUYHBIMU KITIOUEBBIMU ACTIEKTaMU JIJIsl 0€301MacCHOTO TPUMEHEHUSI BOZMOKHO
CBSI3bIBAHHE, HAIIPUMED:

AHTAIUJIOB U CIIa3MOJUTHYECKUX MTPENAPATOB;

MPOTUBOKAIIEBBIX MPENAPATOB;

BUTAMUHOB;

PENapaToB JJIsl OPOILICHUS MOJIOCTH PTa;

rpenapaToB U3 TPYNIbl KEPATOJTUTUKOB.

B OosbmmMHCTBE CciaydaeB B KayeCTBE POAUTEILCKOTO BBIOMpAETCS
JUCTOK-BKJIAJIBIII,  COJAEpXAIIMi  UHPOPMAIMIO,  MAKCUMAJIbHYIO  TIO
OXBAaThIBAEMBIM ATOM MH(MOpPMAIUEH aclieKTaMm;

B) OJIMHAKOBBIE KJIIOUYEBHIE CBEJICHHUS 110 O€30IacCHOMY MPUMEHEHHUIO.

Ecou  wimroueBble  cBefieHMssT 1O O€30MacHOMY  MPUMEHEHMIO,
YCTAHOBJICHHBIE I  PsAJla JICEKAPCTBEHHBIX IMPENapaTroB, CXOXH, a
JIMCTKU-BKJIAIBIIIN CHPOCKTUPOBAHBI, CBEPCTAHBl M HAIMKWCAHBl WICHTUYHBIM
Croco0OM, TO [JIsi 3TOM TPYIIbBI JEKAPCTBEHHBIX TMPEMapaToOB CBS3BIBAHHE
CUUTAETCA 00OCHOBAHHEBIM;

') OJTHOPOJAHOCTH TOMYJISIIIUYU TTAlIUEHTOB.

JlekapcTBeHHbIE MpenapaTbl OAHOTO KJIacca, Kak MPaBWiIo, MPUMEHSIOT Yy
OJTHOM W TOM K€ MOIMYJISIIINY NMaIMeHTOB. BMecTe ¢ TeM HeOOIbIIoe KOTHIEeCTBO
IpenapaToB MPUMEHSIOT B HECKOJIBKUX TEPANIEBTUUECKUX 00IacTsIX (HarmpuMmep,
[NIIOKOKOPTUKOUJIBbI). B Takux ciiy4asix MOKHO MNPUOETHYTh K JIBOMHOMY
CBSI3bIBAHUIO, YOSIUBIINCH, YTO POJUTEIbCKHE JTUCTKHU-BKIIABIIIN, C KOTOPBIMU
CBSI3BIBAIOTCA JOYEPHUE JIMCTKU-BKIIQJIBIIIM, OXBATHIBAIOT BCE KIIKOUEBBIE
CBEJICHUA o 6e3omacHOMY MIPUMEHCHUIO, 00yCIIOBIICHHbIE
MPOTUBOIOKA3aHUSIMHU, OCOOBIMU yKa3aHUSIMU, MEPaMHU MPEJOCTOPOKHOCTH U
HE)KEJIATEIbHBIMU PEAKIHSIMH, 4 TAKXKE YUYHUTHIBAKOT BOMIPOCHI, OTHOCSAIIHNECS K

IMOKAa3aHHAM K IPUMCHCHUIO U PCIKUMY JO3HUPOBAHUA,
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1) KOMOMHUPOBAHHBIE JICKAPCTBEHHBIE TTPENapaThl.

JIuCTOK-BKJIAJIBIIII HAa KOMOMHUPOBAHHBIM JIEKAPCTBEHHBIM IMpenapar
CIEAyEeT pAacCMATPUBATh B KAYECTBE POJUTEIBCKOTO JMCTKA-BKJIAbIIIA IS
LEJIEN CBSA3BIBAHUS OTACIbHBIX KOMIIOHEHTOB TOYEPHUX JUCTKOB-BKJIAIBIIICH.
Heobxonumo yOemuThCsi, 4YTO BCE KIIOYEBBIC CBEACHUS MO O€30MacHOMY
MPUMEHEHUIO OT/IEIbHBIX KOMIIOHEHTOB JIEKAPCTBEHHOTO MPEINAapaTa BKIOUYEHBI
B OIPOCHBIA JIMCT KOMOWHUPOBAHHOTO JIMCTKA-BKJajbIma. Jlomyckaercs
MCMOJIb30BaTh JINCTOK-BKJIAJBIII  OTJEJIbHBIX KOMIIOHEHTOB B KayeCTBE
POJMTENBbCKUX  JIUCTKOB-BKJIAQJABIIIEH U  CBSA3BIBAaTh  KOMOMHHPOBAHHBIN
JIMCTOK-BKJIAJIBIII B KAYECTBE JOUYEPHETO MPH YCIOBHUH, YTO BCE PA3IUYUS B €TI0
BEPCTKE W JIJIMHE YCICIIHO BBIIEPKAIU IMOJIb30BATEIBCKOE TECTUPOBAHUE B
OTHOIIICHUU TPEINapaToB, BHITYCKAEMbIX (DapMalieBTUYECKUM ITPOU3BOIUTEIIEM;

€) KpaTKue  JIMCTKU-BKJIAQJBIIIN  JICKAPCTBEHHBIX  MpEnapaTtoB ¢
HE3HAYUTEIbHBIM TEPANEBTUYECKUM JICUCTBUEM.

Kparkue nHCTKH-BKJIAQBIIIM HAa TakKWe Mpenaparbl, Kak MNpaBUIIO, HE
TpeOYIOT TIPOBEACHHS IOJH30BATEIBCKOTO TecTupoBaHus. JloctaTtouHo
YUUTHIBATH  PE3YJbTAaThl  yCHENIHOIO TECTUPOBAHUS, IPOBEJECHHOTO B
OTHOIIICHUHU JIPYTHX MpenapaToB BBITYCKAEMBIX JAaHHBIM (hapMaleBTUUYESCKUM
MPOU3BOJUTENEM, JAXE €CIIM OHH HE MPUHAMLICKAT K TOMY KE
TEPaANeBTUYECKOMY KJIacCy (HampuMep, BOJa Il MHbEKIAM, KPEMbI HA BOJHOU
OCHOBE, rJ1a3HbIE Karuim c TUPOKCUTIPONTUIIMETHIILIEIUTIOI0301
(rumpoMeIIo30i));

) JISKapCTBEHHBIE TIpenapaThl, OTITyCKaeMble 0e3 perienTa ¢ pa3InIHbIMU
BTOPOCTEMEHHBIMU KOMIIOHEHTAMHU.

JIucTKu-BKAAABINIA KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB,
OTIYCKAaeMbIX 0€3 pelenta ¢ HECKOJbKHMH JIEUCTBYIOIIMMHU BEUIECTBAMU,

JOITYCKACTCA CBA3aTb C JIMCTKaMH-BKJIaAbIIIIaMU MOHOKOMITIOHCHTHBIX
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JIEKapCTBEHHBIX IMPENapaToB, KOTOPbIE YCHEIIHO MPOILUIA TECTUPOBAHUE
OCHOBHOTO KOMITOHEHTa (Hampumep, KOMOMHHPOBAHHBIE AHAJIIIETUKU Ha
OCHOBE Mapaiieramona). [Ipu sTom TpebGoBaHue 00 OJMHAKOBOCTH (hopmaTa
TaKUX JTUCTKOB-BKJIAIBIIIECH COXPAHIETCS.

3) MUKTOTPAMMBI.

[TukTOrpaMMBI, SABJISIFOLTUECS JIIEMEHTOM COOCTBEHHOTO CTHJISI KOMIIAaHUH,
NOJJIeKaT TMPOBEPKE B  paMKaxX  IOJb30BATEIbCKOIO  TECTHPOBAHMS.
B HEeJsX YCHEIIHOTO CBA3BIBAHUS MUKTOTPAMMBI JIOYEPHUX
JUCTKOB-BKJIAJABINIEH OHM JOJKHBI HMETh TOT K€ JU3ailH, pa3Mepbl U
LIBETHOCTh, YTO U POAUTEIBCKUIN JTUCTOK-BKJIA IBIII;

1) CBA3bIBAHHE JUCTKOB-BKJIAbIIICH MEX]Y OT/IECJIbHBIMU
(dapMaleBTHUECKUMU TPOU3BOUTEISIMHU.

Kaxnpiii  ¢papmaneBTUUECKUl MPOU3BOAUTENL JOJKEH HCIOJb30BaTh
coOcTBeHHBbIE naHHble. OAHAKO TpPH HAIWYUW pa3perieHuss Ha JOCTYI K
KOMMepUYecko wuHGOpMaIu OJHA W3 KOMIIAHWUN BIpPABE HCIOIL30BAThH
JUCTOK-BKJIAJIBIII JPYTrOM KOMIIAHWM TPU YCIOBUHU, YTO UX JIEKAPCTBEHHbBIE
npemnaparbl OJIMHAKOBBIE (3a HUCKIIOYEHHEM HHMOpMaluu O KoMIaHuu). B
yKa3aHHBIX CIy4asx AU3ailH U BEPCTKa pacCMAaTPUBAEMBbIX JTUCTKOB-BKJIAbIIICH
JOJDKHBI OBITh WIEHTUYHBI TI0 BCEM aCIeKTaM YKa3aHHBIM B MOJITYHKTAX «a» —
«W» HACTOSALIETO MyHKTAa. Vcnoib30BaHUE PA3TUYHBIX JIOTOTUIIOB KOMMAHUN
JOMYCTUMO TMPHU YCIOBUM HX OJMHAKOBOI'O pACIOJOXKEHHUS B JBYX
JIMCTKAX-BKJIAJIBIIIAX M CXOXEH IJIOIMAANA KaXJAOT0 U3 JIOTOTUIIOB. 3asBUTEIIO
HEO0OXOAMMO MIPEICTABUTH JEKJIApaIMI0 O TOM, YTO OH O3HAKOMJIEH C JaHHBIMU
TECTUPOBAaHUS HA OpPWUTMHAJBHBIM MpernapaT W  MHOATBEPKIAAET, UTO
M0JIb30BATEIbCKOE TECTUPOBAHUE OBLIO YIOBJIETBOPUTEIBHBIM.

7.4.4. CocraBieHue u 1ojavya CBI3yOIEero OTYETa.
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Kaxnoe peructpanroHHoe JAOChE€ JOJDKHO  COJIEPKATh  JIAHHBIE,
MOATBEPKIAIOIINE CIIOCOOHOCTh MAIlMEHTOB HAXOAUTh U MOHUMATh CBEJACHUS,
HeoOXoAauMble i1 0e30macHoro u 3¢@exTuBHOro npuMeHeHusd. CBA3YHOIIMT
OTYET — ATO OTYET, HE BKIIFOYAIOIIUM B C€0s1 OpUTHHAJIbHBIC TaHHBIC, TTOJJaHHbBIC B
OTHOIIEHWM POJUTENILCKOTO JIMCTKa-BKJanblia. Ilepen  yTBepkaeHHEM
JOYEPHETO  JIMCTKA-BKJIQJBIIIA  3aABUTEII0  HEOOXOAMMO  MPEACTaBUTH
pEe3yJIbTaThI MOJIb30BATEIBCKOTO TECTUPOBAHUS POIUTEINIHCKOTO
JUCTKA-BKJIQ/IbIIIA U TOJYYUTh WX OJIOOpPEHHE YIOTHOMOYEHHBIM OpPTraHOM
(3KCcIepTHOM opraHu3anuei). B aTom ciyuyae 3asgBUTENb BIIPABE OJJHOBPEMEHHO
M0JIaTh HECKOJIBKO JIMCTKOB-BKJIAJIBIIIICH HA AKCIIEPTU3Y;

a) BBISIBIICHUE KIIFOUEBBIX CBEJICHHM 111 0€30T1aCHOTO MPUMEHCHHS.

B otuere o0 cBs3bpIBaHUM HEOOXOIUMO, B TIEPBYIO Ouepellb, YKaszaTh
KJIFOYEBbIE CBEACHUA 1O O€30MacHOMY MPUMEHEHUIO, COAepKalluecs
B JIOYEPHEM JINCTKE-BKJIABIIIC, M TTPOJAEMOHCTPUPOBATh KaK OHU OBUIH YUTCHBI
B TECTUPOBAHUU, MPOBEJACHHOM C POJUTEIBCKUM JIMCTKOM-BKIaAbIimieM. Eciau
KJIFOUYEBBIE CBEJACHMS HE MJCHTHUYHBI (PTO XapaKTepHO IS MHOTHUX
JIUCTKOB-BKJIQJBIIICH, TOJBEPTIINXCA CBS3bIBAHUIO), B CBSA3YIOIIEM OTYETE
HEO0OXOJIUMO MPOAHAIU3UPOBATh U OLIEHUTH 3TU PA3JIMUUs UM BKIIOYUTHh UX B
OIIPOCHBIMN JIACT Ha JIOYECPHU JIMCTOK-BKJIQIBIIII. HeobOxonumo
MPOAHATIU3UPOBATH CXOKECTh KIIFOUEBBIX CBEJICHUM;

0) BOIIPOCHI ar3aiiHa U BEPCTKH.

Jlnst 000CHOBAHUS CBSI3YIOIIETO MCCIEAOBAHUS HEOOXOIMMO IPOBECTU
KPUTHUYECKOE CpaBHEHUE Ju3aiiHa W BEPCTKU JOYEPHUX M POJUTEIIBCKUX
JIMCTKOB-BKJIQBIIICH, a TAKYKE BBISIBJICHHOMW CXOXKECTH;

B) CJI0KHOCTh CBEJICHUMN U CTUJISI U3JI0KCHUSL.

HeoOxonumo mpeAcTaBuTh aHAIW3 CBEJICHUM, COJEpIKaIIMXCS B

POOUTCIBCKOM 151 AOYCPHCM JJUCTKC-BKJIIAABIIIIC, HGO6XOI[I/IMO
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IIPOAHAJIU3UPOBATh U CPAaBHUTH CTWJIb M3JIOKEHHS, WCIOJIb30BAHHBIM B JTHX
JUCTKaxX-BKJIABIIAX, & TAKXE CHOBAa MPOAHAIU3UPOBATH CXOXKECTh W
CUHEPIU3M.

B xaxxnom oTueTe He0OXOAMMO OTPA3UTh BCE BOIIPOCHI OOIIETO XapaKTepa,
BO3HUKIIME Yy YYaCTHHKOB B XOJI€ IMOJb30BaTEIbCKOTO TECTHPOBAHUA,
Kacarollhecss  IMOHPAaBUBIIMXCA W HE  TOHPABUBIIMXCS  ACIEKTOB
JINCTKOB-BKJIAJBIIICH.

7.5. IIpoBenenue Ghokyc-rpymil.

B psage cnydaeB menecooOpasHo  mpoBeAeHHE — (POKYC-TPYIIIIHI.
@oxyc-rpynmna HaleJleHa Ha OTACIbHYIO 4YacTh JIMCTKA-BKJIAJbIIA U
UCIOJIb3YeTCsI B OOOCHOBAaHUE OIPENEJICHHOrO0 €ro H3MeHeHus (Iocie
u3meHeHuss OXJIII) unu B kadyecTBe AeMEHTa HAYaJIbHOW PETUCTpAlMU IPU
HEBO3MOXHOCTH CBSI3bIBAHUSI OTHEIBHOI'O AaCMEKTa JINCTKA-BKJIAJbINIA C YXKE
3apETUCTPUPOBAHHBIMU JICKAPCTBEHHBIMU MPETIapaTaMHu.

doxkyc-rpymnmna IIPOBOAUTCS AHAJIOTUYHO IIOJTHOLICHHOMY
MI0JIb30BATEILCKOMY TeCTHpoBaHuUI0. [Ipu 3ToM moTpedyercs MeHbIIuid HAOOp
BOIIPOCOB, MOCKOJIbKY M3yYEHUE MPOBOJAUTCS B OTHOIIEHUU TOJBKO OTAEIIBHOU
YaCTH JINCTKA-BKJapIIa. Bmecre ¢ TeM B LENAX MOTy4YEeHUS HAAEKHBIX JaHHBIX,
KOTOpBIE MOABEPTHYTCA IKCIEPTH3E, POKYyC-rpynny HEOOXOAUMO MPOBOAUTH B
COOTBETCTBMM  C  YKa3aHUsAMM [0  TPOBEACHUIO  IOJHOLIEHHOIO
IIOJIb30BATENBCKOTO TECTUPOBAHMUS.

[Tockonbky npoBeaeHue HoKyc-rpymnibl 3aHUMAET MEHbIIIE BPEMEHU, YEM
MOJTHOLIEHHOE TOJIb30BAaTENBCKOE TECTUPOBAHUE, €€ JIOMYCKAETCA IMPOBOJUTH
Cpeld YYacTHUKOB, HAOpPaHHBIX I IOJHOLIEHHOIO I0JIb30BATEIBCKOIO
TECTUPOBAHUS JIMCTKA-BKJIAAbIIIA HA IPYTOU MPENAPAT B pAMKAX TOM KE CECCUU

TCCTUPOBAHUA.
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7.6. Dxcneptuza wuHGOpPMALMM  JIUCTKA-BKJIAJbIIIA, COCTABICHHOW B
COOTBETCTBHUU C pa3/iesioM 4 HACTOAIIUX TPEOOBAHUIA.

OKCHepT  YMNOJHOMOYEHHOIO oOpraHa (SKCIEPTHOW  OpraHu3aluu)
rocyJapcTBa-ujiecHa CHaudajla TpOBEPSET COOTBETCTBHE JIMCTKA-BKJIAAbIIIA
TpeOOBaHUSIM TMPEIYCMOTPEHHBIM pa3feioM 4 HacToAmUX TpeOOBaHUM,
BKJIFOYAs TIOPSAJIOK MPECTaBICHUS HHPOPMALIUH.

3aTeM OIIEHMBAIOTCSA JM3allH M BEPCTKA JIMCTKA-BKJIAJbINIA, BKIIHOYAs
TapHUTYpPY M Keriab mpudTa, a TakkKe CHoco0 H3JI0KEHUS CBEICHUN U
MpUHUMAETCA perieHue o0 ya0004nuTaeMOCTH JTMCTKA-BKIIAbIIIIA.

Jlanee ompexaensercs kiao4yeBas uHPOpMamus 1O 0OE30MacHOCTH,
HeoOXxoaumasi JJjig 0e30MacHOro MPUMEHEHHUs JIEKApCTBEHHOTO Mperapara, u
yCTaHABJIMBAETCS, COBMAJIA JIM OHA C ONPEACICHHBIMU 3asIBUTENIEM KIIIOUEBBIMU
CBEJICHUSIMU 110 0€30TTaCHOCTH, BKJIIFOYAEMbIMH B MIPOTOKOJI U OITPOCHBIN JIUCT Ha
JIMCTOK-BKJIAJIBIII JJISI IEJI€H MOJIb30BATENbCKOTO TECTUPOBAHMS.

3aTeM SKCIEpPTU3E MOJBEPracTcsl MOJIb30BaTEIbCKOE TECTUPOBAHHUE WU
uHasg ¢GopMa KOHCYJIbTAIMU C IEJEBBIMU TPYMIAMH MalMEHTOB. JKCIEPT
NpOBEPSICT JaHHbIC, MOATBEPKIAIOIINE CIOCOOHOCTh YYAaCTHUKOB TOHSTH
KJIFOYEBbIE CBEJIECHUS 110 OE30MaCHOCTH, YCTAHOBJIEHHbIE JO Hadala
TECTUPOBAHUSA. DKCIEPT MPOBEPSAET TAKKE MPUTOJHOCTh CYOBEKTOB, IOATOMY B
OTYeT HEOOXOAMMO BKJIIOYUTH JOCTATOYHBIC CBEACHHS 00 WX Ouorpaduu m ux
3HAYUMOCTH JJIsI 1I€JIEBOM MOMYJISAIIMY NallUeHTa pacCMaTPUBAEMOTO TIpernapara.
Bxitouarh y4aCTHHKOB B 10JIO0OHOE TECTUPOBAHUE yallle, 4yeM 1 pa3 B 6 mecsiieB
HE JIOMyCKaeTcsl.

Ecnu nannbie CBUAETENBCTBYIOT O TOM, YTO MAIMEHTHI CTAIIKUBAIOTCS C
3aTPYyJHEHUSIMU TIPU OTPENICIICHHBIX BOMpOcax, TPEOyeTcs: mepecMoTp crnocoda
YKa3aHUS CBEJICHUN.

8. BxitoueHue JOMOJHUTENBHOM HHDOpMaIu
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8.1. OO011Me MONOKEHUS.

B MapkupoBKy JIEKapCTBEHHOI'O Ipenapara U JIMCTOK-BKJIAJBIII
JNOIyCKAETCS BHECEHME HWHBIX CBEICHHMM, He mnportuBopedammx OXJIII,
NOJIE3HBIX JUISl MAllMEHTa W HE HOCALIMX peKJIaMHOro xapakrtepa. Hampumep,
NAlUEeHThl, NPUHUMAIOIIME HAa JOJITOCPOYHOM OCHOBE JIEKAPCTBEHHBIE
IpenapaThl, OTIIYCKaeMbIE 10 PELENTY, MOJIy4aT JOMOIHUTEIbHbBIE CBEICHUS O
MeXaHU3Me JeHCTBUS JIEKApCTBEHHOT O MpernapaTa v 3a00J€BaHuU, TP KOTOPOM
OH MPUMEHSIETCS.

K cBenenusiM, paspenieHHbIM B paMKaxX JJaHHOW KaTeropuu, OTHOCSTCS
JIOTIOTHUTEIIbHBIE JaHHbIE O IPUMEHEHUE JIEKAPCTBEHHOTO MperapaTa, a TakxKe
oO1u1ue cBesieHus 0 3a00J€BaHUU U CIIOCO0AX €ro JICYEHUS.

8.2. CChUIKM Ha ApyTrHe UCTOYHUKHU UHPOPMAIUK.

JIMCTOK-BKIIAIBIII JIJISl TALMEHTA UTPAET KIKOUYEBYIO POJIb B JOBEJACHUH J10
NAlMEHTOB CBEICHUW O JIEKapCTBEHHOM IIpenapare W COJIEWCTBUU €ro
06e30macHOMY MMPUMEHEHHIO.

dapMalileBTUYECKOMY  MPOU3BOAMUTEII0  HEOOXOJUMO  00eCHeUyUTh
CO3JaHue JIMCTKAa-BKJIAJbIIIA, COJEPXKAIIero HaJUIeKallhue CBEACHUS O
JIEKapCTBEHHOM IIpernapaTe, OJHAKO TOJIbKO CBEIEHHUS JIMCTKA-BKJIAJbIIIA HE
MOTYT yJIOBJIETBOPUTH BCE TMOTPEOHOCTHM TMALMEHTOB B HEOOXOIUMON
uHbopMauu Ui 0OecreueHus] MPaBHIBHOTO M 0€30MacHOr0 MPUMEHEHUs
J€KapCTBEHHOro mnpenapara. [lanueHTam, NPUMEHSIOIIMM JIEKAPCTBEHHBIN
npemnapar, MOTyT TpeOOoBaThCsi JOMOJHUTENbHbIE CBeleHus. HacTosmue
TpeOGoBanusi conmepx’aT OMUCAHUE JOMOJHUTEIBHBIX MEp, KOTOPbIE MOYXHO
IPUHATH B LEJSIX UCIOJIb30BAaHUS JMCTKA-BKJIAAbIIIA B KaYECTBE CCHUIOYHOIO
JOKyMEHTa Ha APYrue MCTOYHUKH MH(OpMAUUU IJis NAlMEHTOB, HAIpPUMED,
CBEJEHUS O TAUUMEHTCKUX OpraHu3alusxXx U yClIyraX, OKa3bIBa€MbIX

MNPpONU3BOAUTCIICM, TAKHUC KaK JIMCTOK-BKJIIAAbIII, XKXYPHAJIbl H TCJ'IG(bOHHaH
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nojAepkka. JluzalilH Bcex  MHQPOPMAIMOHHBIX  MAaTEpUANIOB  JIOJKEH
CIIOCOOCTBOBATh MH(POPMUPOBAHHOMY TMPUHATUIO TMAIMEHTAMU pEIICHUN
OTHOCHUTEIIBHO CBOETO 3J0POBBS.

Kpome Toro, K TUCTKY-BKJIAIbIITY IPUMEHSIOTCS 3 KJIIFOYEBBIX MPUHIIMUIA;

CBEIIEHUS B JIMCTKE-BKJIABIIIE JTOJDKHBI OBITh coBMecTUMBI ¢ OXJIII, To
€CThb CBEACHHUS JOJDKHBI KacaTbCid 3apETMCTPUPOBAHHBIX IMOKa3aHUM K
MIPUMEHCHUIO U PEXUMa JO3UPOBAHUS JIEKAPCTBEHHOIO MIPErapara;

CBEJICHUS B JIMCTKE-BKJIAJBIIIC JOJDKHBI OBbITh MOJIE3HBIMU TMAIIUEHTAM U
(unu) JUUAM, OCYIIECTBIISIIONIMM YXOJI B KaudecTBe 0O0pa30oBaTelIbHBIX
MaTepHuasos;

JIuCcTKH-BKIAABIININ HE JOJDKHBI HOCUTh PEKJIaMHBIN XapakTep. Bkitouars
B JIMCTOK-BKJAQJBIII CBEACHUS O TEPANCBTUUYECKUX AJbTEPHATHBAX HE
JoIycKaercsi. B JOMONHUTENBbHBIX MAaTepuangax JOMYCKAeTCAd YKa3blBaTh
OOBEKTUBHBIN 0030p TEPANMEBTUYECKUX BO3MOXKHOCTEM W HUX MECTO B
JIOKa3aHHBIX  TEPANCBTUYECKUX  PEXKMMAaX,  OJHAKO  MCIIOJb30BAHUE
CpPaBHUTENBHBIX BBICKA3bIBaHWUW (Hampumep, «Oojee HOBBIY, «Ooiee
3 PEKTUBHBINY, «Iydllle MEPEHOCUTCS», «OOJIbIIIE JOKa3aTEIhCTB B IOJIb3Y
NpUMEHEHUs», 4eM XXX U T.J.) HE JIOMYyCKaeTCs.

8.3. Bo3MOXHBIE CCBUIKMU.

8.3.1. Ykazanue cCchuUIOK Ha HH(POPMAIIUIO B albTEPHATUBHBIX (hopMaTax.

JIuCTOK-BKJIAJIBIII  SIBJISIETCSI CTAHJIAPTHBIM CIIOCOOOM  MPECTABICHUS
MPOU3BOAUTEISIMA MH(OpMaIUM O JIeKapCTBEHHOM Ipemnapare. Jlomyckaercs
MIPEJICTABIICHUE AJIbTEPHATUBHBIX (HOPMATOB JIMCTKA-BKJIAJbIIIA, TaKUX Kak
ucnonp3oBanue  mpudrta  bpainsg, CD-aucka,  ayaumo-gucka WU
JUCTKA-BKJIQbIIA ¢ KpynHbIM mipudtoMm. [Ipu HEOOXOIUMOCTH BBIJEICHUS
uH(popMaIuu B JINCTKE-BKJIAJIBIIIE, JTOMYCKAETCS MCIOIb30BaTh MOIY>KUPHBINA

mpudT Kerib 14 mr.
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[MTPUJTIOKEHUE Ne 13

K TpeOOBaHUSAM K UHCTPYKIIUHU T10
MEAUIIMHCKOMY MTPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara 1 o0IIei XapaKTepruCTUKE
JIeKapCTBEHHOTO Tpernapara Juis
MEIULUHCKOTO MPUMEHEHUS

(B penakuuu Pemenus CoBeta
EBpa3zuiickoil 5KOHOMHUYECKOU KOMUCCUU
OT 20 . Ne )

OBPA3EI
JMCTKA-BKJIAAbIIIA AJIsl TOMEeONaTHYEeCKOr0 JIeKapCTBEHHOT0 Mpenapara,
PerucTpUpyeMoro mno ynpoueHHo mpoiueaype

B HaCcTOACM NpUMEPE TCKCTAa JIMCTKA-BKJIaAblIlda HAWMMCHOBAHHC

roMeoIIaTU4CCKOro JCKAapCTBCHHOI'O IIpCIIiapara o0o03HavaeTcs Kak «X».

TekcT nuCTKA-BKIAABIINIA, TTOCTABISIEMOTO
C YNaKOBKOW JIEKAPCTBEHHOT' 0 MIpernapara

JIMCTOK-BKIIaIBIIT: HHGOPMAITUS TSI ITOTPEOUTEIISI
X
Tabnerku

J{nst npuMEeHeHus y B3pOCIIbIX

BHuMartenpHO MpOYUTANTE BECH TUCTOK-BKJIABIIL, TOCKOJIBKY OH COJIEPKUT BAKHYIO
st Bac undgopmarnuio.

JlaHHBI TOMEONMaTUYECKUW JICKAPCTBEHHBIM IpemapaT OTIycKaeTcs 0e3 pelenta
Bpada. /[lnsd [OOCTWIKEHMS HAaWIy4dlIMX pe3yJIbTaTOB JTAaHHBIA T'OMEOIATHYECKUU
JIEKapCTBEHHBIN IIPENapar CJeayeT NPUMEHSATh B COOTBETCTBHM C YKa3aHUSAMM,
ONMCAaHHBIMHU B 3TOM JIMCTKE.

e (CoxpaHHUTe 3TOT JUCTOK-BKJIJbIII. Bo3M0OxHO, BBl 3aX0TUTE IPOUYUTATH €r0 e1e

pas.
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e OOparuTech 3a JOMOIHUTEIHHONU HHGOPMAIUEH U KOHCYJIbTAllMEH K Bpauy WM
(dapmariieBTy, pekoMeH10BaBeMy Bam npuHUMaTh JaHHBINA Tpenapar.

e Ecmu Bamm CHMOTOMBI YXYAIIAIOTCS WM YIYYIIEHHE HE HACTYMUJIO TOCHe
2 Hexenb NedeHus, Bam HeoOxoaumMo B 11000M ciiydae 0OpaTHTHCS K Bpauy.

e Eciau mo0as U3 HEXENaTeNbHBIX PEAKIUH CTAaHOBUTCS CEpbe3HON win Bol
3aMETUIM Kakue-1u00 HeKeNaTelbHbIe peaklUd, HE IMEePEUUCIICHHbIE B
HACTOAIIEM JIMCTKE-BKIIAJbIIIE, MOXKaTylcTa, COOOLIMTE CBOEMY Bpaudy WU
dbapmarnenTy.

B HacTos1eM mucTKe-BKIAIBIINIEC PUBOAUTCS CleayIoas HHOOpMAIIHS:
1. Yto Ttakoe X U JJ1 4€TO OH UCHOJIB3YETCH.

2. To, 4TO BBI IOJKHBI PUHSTH BO BHUMAaHUE, IPEXKEC YeM MPUHUMATDH X.
3. Kak npumensars X.

4. Kakne HeKellaTebHbIe PEAKIIMU BO3MOKHBI.

5. YcioBust XpaHEHUs.

6. bonee moapoOHas nHboOpMaIus.

1. Yto takoe X 1 AJisl YEro €ro NpUMEHSIOT

O6nactb npUMeHEHUs

['omeonaTtuyeckuii  J€KapCTBEHHbIM  mpemnapaT 0e3  0J00pEHHBIX
MOKAa3aHUM K MPUMEHEHUIO, JICKAPCTBEHHBIN MPENapaT UMEET JUIUTEIbHBIN OMBIT
NPUMEHEHHs JJisi 00JIErYeHUs] CUMIITOMOB MEHOMAy3bl, TAaKUX KaK IPUJIUBBI,
MOTJIMBOCTb, YYaIlIEHHOE cepiieOneHne, 0ECITOKOMCTBO, HAPYILIEHNS CHA MOCIIe
UCKJIFOUEHHUS BPAUOM CEPBhE3HBIX IPUUMH JIJISl TAKUX KaJI00 U CUMIITOMOB.

O} heKTUBHOCTH JAHHOTO TOMEONATHYECKOTO JIEKAPCTBEHHOIO Mpenapara
B JOKJIMHUYECKUX M KIMHUYECKHX HCCIEAOBAaHUAX HE MOJITBEpPKICHA
(0Osi3aTenlbHOE  yKa3aHUE JUIsl BCEX TOMEONATUYECKHX JIEKapCTBEHHBIX
IpenapaTroB, PpErUCTPUPYEMBIX 110 YIPOLIEHHON MPOLEAYpE PETUCTPALIUH).

JlaHHBI TOMEONATHMYECKUM Ipenapar SBISETCA MPENnaparoM, KOTOPBIA
3apErMCTPUPOBAH HCKJIIOUYATEIBHO HA OCHOBE TakKOIo OIbITa JIJIUTEIBHOTO

IIPUMCHCHMNAL.
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2. YTo BBI NOJDKHBI IPUHATH BO BHUMAHUE MPEK/EC, YEM IPUMEHUTD X

X HE JIOJDKEH MPUMEHSTHCSA, €CIU Y Bac aJUIeprusl UM HEMEPEHOCUMOCTh
JACHCTBYIOIIMUX BEIIECTB, MIICHUYHOTO Kpaxmalla WIH IPYTUX KOMIIOHEHTOB
npenapara X.

CobOmronaiite 0co0yr0 OCTOPOXKHOCTb TMpPU NPUMEHEHHH X TIpU
CJIEIYIOIIUX 00CTOSATEIHCTRAX:

B Cllydae CTOWKHX, HESICHBIX WM HOBBIX CHMIITOMOB BaM CIEIyeT
0o0paTuThCA K Bpauy;

IpY MPUMEHEHUU X C APYTHUMHU JICKAPCTBEHHBIMU TIpenapaTamu;

MOXKallyicTa, COOOIIMTE CBOEMYy Bpady wWid (apmaieBTy, €CJIH BBI
NpUHUMAETE WIM HEIaBHO MPUHUMAIIN JIIOOBIE IPyTHE JIEKapCTBa,;

BiusiHKE Ha 3 PexT X apyrux JieKapcTB HE ObLIO OMUCAHO;

IIpY IPUMEHEHUU X BMECTE C €10 U IIUTHEM,;

3¢ (PeKT TOMEeomaTHyecKoro mpemnapaTta MOXKET YMEHBIIUThCA TIPU
KypEeHUU WIA TOJ BIWSHUEM JPYTUX BPEIHBIX MPUBBIYCK (HATpPUMED,
yHnoTpeOIeHUE aTKOTOIs);

OEpEeMEHHOCTD U JIAKTaIIUS;

npernapaT He MpeIHa3Ha4YeH JJIsl IPUMEHEHUs BO BpeMsi 0epEMEHHOCTH U B
NepUo/ JIAKTAIIUN;

BOXKJICHUE U MCTIOIb30BAaHUE MAIIIHH.

OcoObIX Mep MPEOCTOPOKHOCTU HE TpeOyeTcs.

Baxnas undopmanusi 0 HEKOTOPBIX U3 UHIPEIUEHTOB X.

Hacrosimuii nexapcTBEeHHBIA TMpemapaT COJIEPXKHUT JAKTO3y (MOJIOYHBIN
caxap). Ecnmu y Bac HemepeHOCMMOCTh HEKOTOPBIX CaxapoB, 0OpaTUTECh K
JedaniemMy Bpady nepen npueMoM JaHHOTo mpemnapaTa. KonnuecTBo J1akTo3bI B
OJTHOKpPaTHOM J103€ COCTaBisieT X T, IpemapaT CleAyeT C OCTOPOKHOCTBIO

IMPUHUMATDb OOJIBHBIM C CaXapHbIM I[I/Ia6eTOM.
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HpOTI/IBOHOKaBaH JuaoaM € aJUICPTUUCCKUMUA pCaKIIUAMHA Ha MNIICHUYHBIN

Kpaxma.

3. Kak X npumensiercs

Eciu nHOE He mpeAanucaHo CHEUUaIucTOM, OOBIYHO NPUHHUMAIOT I10
1 Tabnetke 3 pa3a B JieHb. Bbl JOKHBI IPUHATH TA0JIETKY 3a MOJ4aca A0 WIH
IIOCJIE €/IBI.

IIpy yMeHbIIEHUH CUMIITOMOB KPaTHOCTB ITPUEMA CIIENYET CHU3UT.

Kpome TOro, romeonarnueckue mpenaparsl HE CIHEAYET IPUHUMATh

JUTUTENIbHO 0€3 KOHCYJIbTAIlMK Bpaya-THHEKOJIOoTa.
Ecnu BeI npuHsiiy 6osbiiie Ta0neTok X, 4eM JOJKHBI

IlocnencTBust 1NEpeNO3UPOBKA 10 CHX IIOp HEW3BECTHBI. Ecim BBI
NEPENO3UPOBAIA  JTaHHBIM  JIEKAPCTBEHHBIM  Ipenapar, Bbl  JOJKHBI

MPOKOHCYJIbTUPOBATHCS C BPAUYOM.
Ecnu BbI 30610 IPUHATE X
He mpunuMmaiite 1BOMHYIO 03y, YTOOBI BOCIIOJIHUTH 3a0BITYIO 103Y.
Ecnu BeI mpekpaTure npuem X

He cymecTByeT BpeTHBIX ITOCICACTBUI B ClIydae MpPEeKpaIieHus nmpueMa X.

OOm1ee 3aMeuanue

Ecnm y Bac BO3HMKIW JTONOJIHUTEIBHBIE BOMPOCHI IO HCIOJIH30BAHUIO
HACTOSAIIETO TOMECOMATHYECKOTO IIperapara, oOpaTUTeCh K Bpady WA

dapmareBTy.

4. Kakue HeKenaTeJIbHbIS PCaKIn BO3MOKHDI

Kak u Bce JICKApPCTBA, X MOJKET BBI3BaTh HEXKEJIATCIbHbBIC peaKknuu, XO0TA U

HC Y BCCX.
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B oTaenpHBIX cilydasgXx MOXET MPOU30MTH KPOBOTEHYEHUE W3 MOJIOBBIX
nyTed. B aTuX cinydasix ciaeayeT NpeKkpaTuTh MpUueM nmpenapara u oOpaTUThCs K
Bpauy.

[TimeHnYHBIA Kpaxmall MOKET MPUBECTH K AJUIEPTUUYECKON PEAKIINU.

[Ilpumeuanne. Ilpu 1npueMe TOMEOIATUYECKOTO  JIEKAPCTBEHHOTO
npernapara BO3MOXHO YCHJIEHHE HMMEIOIIUXCs Kajno0. B aTom ciydae BbI
JOJDKHBI TIPEKPATUTh TMPUEM JIEKAPCTBEHHOTO MpernapaTta W OOpaTUThCS K
Bpauy-TUHEKOJIOTY.

[Toxanylicta, paccKakWTe CBOeMy Bpady uiud (apMaieBTy, €Clu
HE)KEIIATEIbHBIC PEAKIMA CTAHOBATCS CEPbE3HBIMU WM Bbl 3aMETHIIN
Kakue-mubo HEeXKeNaTelbHBbIE PEAKIMH, HE YKa3aHHbIE B HACTOSIIEM

JIMCTKC-BKJIaABbIIIC.

5. YcioBust XpaHeHus

JlexapcTBeHHBIN TIpenapaT He TPeOYyeT CeHATIbHBIX YCIOBUN XpaHEHUSI.

XpaHuTe JIEKapCTBEHHBIN MTPENapaT B HEAOCTYITHOM IS IETEU MECTE.

Bel HE JODKHBI HCIOJB30BATh  HACTOSIIMKA  TOMEOINATUYECKUN
JIEKApCTBEHHBIN Mpenapar Mocie UCTEYEHUs] CPOKa TOJAHOCTH, YKA3aHHOTO Ha

yHaKOBKe.

6. BOJIEE ITOJIPOBHA 1 THOOPMAIIA

Uto X comepkut

JleficTByIOIIME BEIIECTBA, KOTOPHIC HAXOAATCS B OJHOM TaOJIETKE:
1. Cimicifuga  Tpur. D2 25 mr.,

2. Ignatia Tput. D3 25 mr.,

3. Sanguinaria  Tput. D6 25 mr.,

4. Sepia Tput. D2 25 wmr.

KommionenTs! 1 — 3 moTeHuupOBaHbI BMECTE HA KOHEYHOM 3Tarle.
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I[pyrue HHI'PCANCHTHI: MOHOI'HApaTr  JAKTO3HhI, c¢réapar MarHus,

MIIEHUYHBINA KpaxMall.

Kak X BBITIIAIAT U COIEPIKAHNUE €TO YIIAKOBKU

X — TabyeTKa ceporo 1BeTa, BO3MOXKHO C HEOOJIBIIION 3€pPHUCTOCTHIO.
YmakoBka coaepxut 100 TabneToxK.
[IpousBoauTeNb.

Hacrosimuii TMCTOK-BKIIaABIII MTOCIEAHUN pa3 PeIaKTUPOBAJICS B SHBAPE

2026 r.

[MTPMJIOXKEHUE Ne 14

K TpeOOBaHUSIM K MHCTPYKIIUU TI0
MEJIUIIMTHCKOMY MMPUMEHEHHUIO JIEKAPCTBEHHOTO
npernapara u 00IIei XapaKTepUCTUKE
JIEKapCTBEHHOTO Mpernapara st
MEJIUIIMHCKOTO TPUMEHECHUS

(B penaxkuuu Pemenust CoBeta
EBpa3uiickon 5KOHOMUYECKON KOMUCCUU
oT 20 . No )

CTAHIAAPTHASA METOAUKA
NMPOBEAECHUA M0JIb30BATE/IbCKOI0 TECTHPOBAHUSA
JIMCTKA-BKJIAJAbIIIA B IeJIeBBIX IPyNIax

3asgBUTEIIO (JIepKATEINI0 PETUCTPAIMOHHOTO YJAOCTOBEPEHUS) B IEIAX
obecrieueHrs yaA000YMTaeMOCTH, ICHOCTH 1 JISTKOCTH BOCTIPUSTHSI HHCTPYKITHH
110 METUITTHCKOMY IPUMEHEHUS JICKapCTBEHHOTO npernapara
(TMCTKa-BKJIAbIINIA) (1alee — JUCTOK-BKJIAJIBIII) CIEAYyeT 00CCIeUnTh, YTOOBI
JMCTOK-BKJIAJIBII OTpaXkall Pe3yIbTaThl KOHCYJIBTAIIUU C IEJIICBBIMH TPYIIIAMHU

MMaluCHTOB C IMPCACTABJICHUEM YIIOJITHOMOYCHHOMY OpPraHy rocyaapCrsa — 4JICHA
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(3kcmiepTHOM  opraHmzauuu)  EBpa3miickoro  SKOHOMHUYECKOrO  CO03a
(manee — rocynapctBa-uiieHbl, CoO03) pe3yJbTATOB OILIEHKU, MPOBEICHHOM
COBMECTHO C II€NIEBBIMH TpyIlnaMu manueHToB. [lanHas wuHpOpMaIus
MPUBOAUTCS KaK MPUMEP BO3MOKHOTO METOJIa MPOBEACHUS KOHCYJbTAIMKA C
LEJIeBBIMU TPyNNaMy NanueHToB. J[aHHbIe TpeOOBaHUS MO3BOJISIOT MPOBECTH
M0JIb30BATEIBCKOE TECTUPOBAHUE MU IPUMEHUTD JIpyTHe MOAXOAIINE HOPMBI
NPOBEPKH  yAOOOYUTAEMOCTH,  SICHOCTU M JIETKOCTU  BOCHPUSITHS

JUCTKAa-BKJIaAbIIIIA.

1. Ilomp30BaTENBCKOE TECTUPOBAHUE

[Tonp30BaTenbCKOE TECTUPOBAHWME BKIOYAaET B  CeOS  MPOBEPKY
yao0ouuTaeMocT o00pasia B Trpynmne CyObEKTOB TECTUPOBAHHUSA. ITOT
WHCTPYMEHT pa3pabOTKW TMOOK W HAIpaBJICH Ha BBISIBIICHUE TOTO, JTOBOJST JIA
MPEJCTABIICHHBIC CBEJACHUS MPaBUIbHYIO HHPOPMALUIO JO YHUTaTEls.
CamMoTecTrpoBaHNE HE MOBBIIIAET KAYECTBO CBEACHUMN, HO TTO3BOJISET BHISIBUTH
3aTpyAHUTENbHBIC OOJACTH, KOTOpBhIE CJIEAYeT YIy4IIuTh. Pe3ynbTarhl
MOJIb30BAaTENBCKOTO TECTUPOBAHUS (NIPU HAIMYMM) BKJIIOYAOTCA B MOAYJb |
PErUCTPALIMOHHOTO JOChE JIEKAPCTBEHHOTO Mpernapara.

Heo06xoaumo yJ10CTOBEpUTHCS, YTO B MOJIB30BATEIBCKOM TECTHUPOBAHUU
UCIIOJIB3YETCS JIUCTOK-BKIIQIBIII, KOTOPBIM OyneT haKTUYECKH MOCTABISTHCS C
JIEKApCTBEHHBIM MpENnapaToM. ITO NOTPeOyeT UCIOJIb30BAHUS MOJHOTO MAKETa
JUCTKA-BKJIAQJbIIA, I1IBET, CTWIb W OymMara KOTOPOTO COBIAIAIOT C
JUCTKOM-BKJIQ/IBIIIIEM, KOTOPBIM OyJET BJIOKEH B YMAaKOBKY ITPOMBIILICHHOM
CepUU  JICKapCTBEHHOro mpemnaparta. [Ipy HaMMYMM  MHOTOSI3BIKOBBIX
JIMCTKOB-BKJIAIbIIIEH 1IBET, CTUJIb (BKJIIOYAs KETJIb IpU(Ta) 1 OyMara s3bIKOBON

BCPCHHN, HOI[J'IC)KaHIeﬁ IMOJIB30BATCIIbLCKOMY TCCTUPOBAHUTIO, NOJI’KHA COBIIAAATh C
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JUCTKOM-BKJIQ/IBIIIIEM, KOTOPBIM OyAET BJIOKEH B YMAaKOBKY ITPOMBIILICHHOU
CEpHH JIEKApPCTBEHHOTO IIpenapara.

VYKkazaHHBII METOJ BKJIIOYAET B Ce0S MHOXECTBO OJIHOTUITHBIX
MIEpCOHAIBHBIX UHTEPBBIO (HE MeHee 20 mpeacTaBUTENEH MECTHOIO HACEIICHU),

JUI KOTOPBIX MPEIHA3HAYECH JICKAPCTBEHHBIN ITpernapar.

AJbTEepHATUBHbBIEC BAPUAHTHI TECTUPOBAHUS

JlomyckaeTrcss HCHOJIb30BAaThb JIPYTHE METOIBI  IOJb30BAaTEIBCKOTO
TECTUPOBaHUS MNpPU  YCIOBUU, YTO MX  pe3yJbTaT  oOecreyuBaeT
yA0004YUTaEMOCTh, SICHOCTh M TPOCTOTY UCIIOJNB30BaHUS HHGOPMAIUH,
MO3BOJISIFOLIEH MalUeHTaM HaXOAUTh B JIMCTKE-BKJIAJBIIIE BAXKHBIC CBEICHMS,
MOHMMAaTh WX W JIENCTBOBAaTh MPABUIIBHO. 3asBUTEIIO WIH JEPHKATEIIO
PErMCTPALIMOHHOTO  yJIOCTOBEPEHUST  HEOOXOAUMO  OOOCHOBaTh  TaKYHO
aTbTEPHATUBHYIO METOJOJIOTHIO, KOTOpasi OyAeT MOABEPraThbCsl IKCHEPTU3E B
VHIUBUIYAIBHOM MOPSIAKE.

1.1. ITpoBenenue TecTUpoOBaHUA

TectupoBanue JIMCTKA-BKJIA/IbIIIA IIPOBOJIUTCS JepKaTeneM
PETUCTPAIMOHHOTO YJIOCTOBEPEHUS WM CIENUATIM3UPOBAHHOW KOHTPAKTHOM
opra"uzanueil. TecTupoBaHUE JIOIKHO MPOBOJAUTHCS ONMBITHBIM CHEIUATIUCTOM,
BJIQJICIONIMM HaBBbIKAMU BEJICHUS MHTEPBHIO, HAOIIOMATEILHBIM U YMEIOIIUM
BBICTYIIATh U MOHATH NOTPEOUTEIIS.

Cnenuanucry, COCTaBISIONIEMY JUCTOK-BKIIAJIBIII, HEOOXOAUMO MOMOYb
COCTaBUTh AHKETYy, U MPU HEOOXOJUMOCTH CONMPOBOXKIATh WUHTEPBBIOEpA MPHU
MPOBEJICHUH TECTUPOBAHUS C 1IEJIbI0 TOMOYb MPsIMO niepeaaun napopmaiuu. B
npoiiecce pa3pabOTKU TecTa JI0MyCKaeTcs MPUBIIEKaTh aCCOLMAIINY MAIIUEHTOB

WA ITAIUCHTOB-OKCIICPTOB. I[J'DI TCCTUPOBAHUA JOJIXKHBI OBITH MCHOJIB30BAHBI
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MOJTHOI[BETHBIC JINCTKU-BKJIAJIBIIIN WU JTUCTKU-BKIAJIBIIIN, IPEHa3HAYCHHbIC
JUISl TPOMBIIICHHBIX CEpU JIEKAPCTBEHHOTO Mpernapara.

1.2. ITonOop y4aCTHUKOB TECTHPOBAHHSI.

Heob6xonumo oTtoOpaTh pa3inyHble TPYIIBl YYaCTHUKOB TECTUPOBAHUS,
KOTOPBIC MOTEHIIMAIIBHO UMEIOT MOTPEOHOCTh B NMPUMEHEHUH JICKAPCTBEHHOTO
npemnapara. BeiOpaHHbIE YYaCTHUKHU JIOJDKHBI MPEICTABIISATh PEIPEe3eHTAaTUBHYIO
LEJEBYI0 MOMyJsiuio. Jjisi OOJBIIMHCTBA JIGKAPCTBEHHBIX MpPEenapaToB 3TOrO
OyJleT 1I0CTaTOYHO, MMOCKOJIbKY MH(OpMAIUs B JINCTKE-BKJIAJIbIIIE JOJKHA ObITh
JIOCTYIIHA /1711 BCEX BHOBB BBISIBJICHHBIX OOJBHBIX. Te€M HE MEHEE JJ1sl HEKOTOPBIX
JIEKAPCTBEHHBIX MpenaparoB noTpedyeTcst TECTUPOBAHUE UL,
OCYILECTBIISOIINX YXO/I.

HeoOxonumo  MCKIIOYUTH  JIMI,  HampsMyr  paboTaromux ¢
JIEKApCTBEHHBIMHM TIpenapaTaMM, TaKUX KaK BpauM, CPEIHUN METUIIMHCKUM
MIEPCOHAJI U aNTeYHbIE PAOOTHHKHU.

Nudopmanusi, KOTOpoil MOTYT BOCIOJIb30BaThCS HAaUMEHEE CIOCOOHBIE
MOTpeOUTENN, JOJDKHA OBITh TMOHATHA BceM MoTpedutensMm. HeoOxomumo
UCIIBITATh U BKIIFOYUThH B TECTUPOBAHUE:

OTpE/ICICHHBIE BO3PACTHBIC TPYIIIbI, TAKUE KaK JETHU U JIFOAU MOMKUIOTO
BO3pacTa (Hampumep, eclu JaHHBIA MpernapaT uMeeT 0co0oe 3HaueHue IS
TaKUX BO3PACTHBIX TPYIIN);

HOBBIX TOTPEOUTENEH WK JIFOAEH, KOTOPBIE, KaK MPABUII0, HE MPUMEHSIOT
JIEKapCTBEHHBIC TIPEMNapaThbl, B YaCTHOCTU B OTHOIICHUU MH(OPMAIIMU O HOBBIX
npernaparax, KOTOpble BEpOsITHEE BCErO OYIyT MPUMEHSTHCS B IIMPOKUX CIIOAX
HaceJIeHUsl (Hampumep, aHAbIeTUKA WM aHTUTHMCTAMUHHBIE JIEKAPCTBEHHbIC
npenaparsbl);

T, KOTOpPhIE OOBIYHO HE PAa0OTAIOT ¢ JOKYMEHTaMH (MaJIo WJIH PEJIKO

YUTAIOT);
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JIOJIEN, KOTOpbIE CUMTAIOT CJIOXKHBIM BOCHPUSATHE HWHPOpMAIUU B

MUCHbMEHHOM BHJIE.

HeoOxoquMo BKIIIOYATh YYaCTHUKOB W3 HAmOOJIee aKTYaJbHBIX TPy
(MOKWJbple JIIOJW, MPEICTAaBUTENM TPYII CaMOMOMOIINU, MPEICTaBUTENIH
NAlMEHTCKUX  OpraHu3aldid, TMpeACTaBUTEINM  OOIIECTBEHHBIX  IIEHTPOB,
pOIUTENIHN U JACTH).

1.3. Bo3MO»XHbIE METOJITUKN TECTUPOBAHUSL.

Tpebyercss HeOONBIIIOE YMCIO y4acTHUKOB. [l oOecrnedeHus ycmexa
TecTUpoBaHus gocTaTouyHo 20 yenoBek (HE BKJIOYAs yYaCTHUKOB MPOOHBIX
ucnbiTannil). Henb3s MOBTOPATh TECTUPOBAHME HA TEX YYACTHHKAX, KOTOPBIX
YK€ OLIEHWJIA. DTOTO MOKHO TI0OUTHCS IyTEM:

MUJIOTHOTO TECTUPOBAHUS MPUOIU3UTENBHO 3 — 6 YYaCTHUKOB B ILIEJIIX
IIPOBEPKH MPABMILHOCTH BOIIPOCOB. [10 Mepe HaKoIIeHus ONbITa B IPOBEICHUU
MUJIOTHOTO TECTUPOBAHUS MOKHO OTPAHUYMUTHCA 2 — 3 YYACTHUKAMH WU Cpazy
MPUCTYNHUTH K OCHOBHOM (paze TeCTUPOBAHUS;

aHanu3a pe3yJbTaTOB B XOJAE€ TECTHUPOBAHUS U BHECEHHS BCEX
HEOOXOIMMBIX U3MEHEHUH B JINCTOK-BKJIQ/IBIIIL;

MOBTOPEHUSI TECTUPOBAHUS JIO TIOJYYEHHUS]  YJAOBJIETBOPUTEIBHBIX
pe3ynbTaToB B rpynie u3 10 y4acTHUKOB;

3aKJIFOUYUTENHLHOTO TeCTUpOoBaHus elie 10 y4acTHUKOB, YTOOBI IPOBEPUTD,
YTO y HHX TaKkkKe COOJIOJIEHbl KpUTEPUH Yycrmexa (MOJHOCThIO B OOIIeH

CJIO0KHOCTH Y 20 Y49aCTHHUKOB Ha KOHCYHOM IIpcajiaracMomM J'II/ICTKC-BKJ'IaJIBIH_Ie).

2. HO}IPOTOBKa K TCCTUPOBAHUTIO

2.1. IIpu moaAroTOBKE K TECTUPOBAHUIO HEOOXOIUMO:

I KaXKIA0TI0 IIpcIiapara COCTaBJ/IsATh HOBBIH IIPOTOKOIJI;
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BKJIIOYATh BOIPOCHI, KOTOPHIE OTPaXXKalOT BCE BAXHBICE M CIIOXKHBIE
aCIEKThI, a TAKYKE UCMOJIb30BATh CTPOTUE KPUTEPUU OIICHKHU;

yOEaUTHCSI, UTO BOMPOCHI OXBATHIBAIOT MOUCK, IOHUMAaHUE U CIIOCOOHOCTD
YYaCTHUKOB JIEHCTBOBATH HAJIJICKAIIUM 00Pa30M;

BKJIFOUHUTH OKUJIAEMbIE TIPABUIIbHBIE OTBETHI;

CIUTAaHUPOBATh TECTUPOBAHUE TaK, YTOOBI OHO JUIMJIOCH HeE OoJee
45 MUHYT BO U30€KaHUE YTOMJICHUSI YYaCTHUKOB.

HeobOxonumo yOeauThesi, 4TO BOIPOCH OTpakalOT BCE OCOOCHHOCTH
6e3omacHOrO0 M 3(PGEKTUBHOTO TPUMEHEHUs JICKAPCTBEHHOIrO IMpernapara, a
TaK)K€ BOMPOCHI MPUBEPKEHHOCTH K JICUCHUIO TECTUPYEMBIM MPENapaToM.
TecTtupoBaHue NMPUHOCUT HAMOOJBIIYIO TMOJb3Y, €CIHM BOMPOCHI OXBATHIBAIOT
00J1acTH, BBI3BIBAIOIINE Yy MAIMEHTOB HaMOOJIbIlIiee OECIOKOMCTBO, HAIIPUMED,
HEXeJlaTellbHbIe peakuuu. M30eraHue cepbe3HbIX BOIMPOCOB, KACAIOIIUXCS
0e30macHOCTH  TPUMEHEHUs Tpermapara, B  XOJ€ TOJb30BATEIHCKOTO
TECTUPOBAHUS JIUCTKA-BKIIAbINIA HE PEKOMEHTyETCSl.

2.2. IHTEepBRIOEP JOJKEH:

yOeUTh YYaCTHUKOB, YTO TECTUPYETCS JOKYMEHT, a HE OHU;

JaTh y4aCTHUKAM TP MX JKEJIaHUU IPOUYUTATh BECh JINCTOK-BKJIAIBIIIL,

MCIIOJIH30BaTh B KAYECTBE MAMSTKH HAITMCAHHBIC BOMIPOCHI;

3a/1aBaTh BOMPOCHI YCTHO;

BeCTH Oeceqy CrocoOOM, 0OECIeUMBAIOIIUM TECHOE B3aMMOJICCTBHUE C
YYaCTHHKOM;

MPOCUTh YYaCTHUKOB, IIOCJE€ TOTO KaK OHU HAlUId HEOOXOIUMBbIC
CBEJICHUS, HC YNTATh X HAMPAMYIO C JUCTKA-BKJIAIBIIIA, & ONTUCATh UX CBOUMH
CJIOBaMH.

Kpowme peructpaiium 0TBETOB Ha BOIPOCHI CIEYET BECTU HAOIIOACHUE 32

TEM, KakK KaXKJIbIN Y49aCTHHK 06pamaeTc;1 C JIMCTKOM-BKJIAAbIINICM H
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OCYIICCTBIIAACT IIOUCK I/IH(l)OpMaI_[I/II/I, oTMC4Yas, HalIpUMCp, TCPAINUCH WU
3aI1yTBIBAJIUCh JIX OHMH. 210 AaCT LCHHBIC CBCACHUA O cIroco6ax YIydliCHHA

CTPYKTYPbI JTUCTKA-BKJI/IbIIIIA.
2.3. Bonpochl JOMKHBI:

HaJICXKallluM O6p&30M OCBfCIIIAaTh BCC KPUTHYCCKHC ACIICKTbI

0€301acHOCTH MPUMEHEHUS JIEKAPCTBEHHOIO Mpernapara;

OBITH MPEJICTABICHH B MUHUMAJIBHOM KOJIMYECTBE, OOBIYHO JOCTATOYHO
12 — 15 BONpOCOB, OJIHAKO B HEKOTOPHIX CIy4asix MOXKET MOTPEOOBATHCS U
OoJipllle, HAMpUMEpP, €CIM HMEIOTCS 3HAYMMbIC AacCHeKThl 0e30MacHOCTH,
MOJIJIEXKAINE U3YUCHUIO;

BBIJICP)KUBATh OajaHC OOIMX M YaCTHBIX BOMPOCOB. OOIIMM BOIIPOCOM,
HarpuMep, SIBIISIIOTCS MEPbl, MPUHUMAEMbIE MPU MPOMYCKE J03bI, TOT/A Kak
YaCTHBIA BOIPOC MOKET OTHOCUTHCS K HEXEJaTeIbHOW peakIuu, KoTopas
MPUCYIIA TaHHOMY JICKAPCTBEHHOMY Mpernapary;

OBITh COCTaBJEHBI OTJIMYHO OT JHMCTKA-BKJIAQABIIIA, YTOOBI H30EKaTh
OTBETOB YYaCTHUKOB, OCHOBAHHBIX TOJIBKO HA HaXOXKJICHUHU IPYIII CJIOB;

CJIe0BaTh B CIy4alHOM TMOpsAKe (TO €CTh B MOPSAKE, OTIMYHOM OT
noja4yu MHOOPMAIIMU B JTUCTKE-BKIIAJIBIIIIE);

OXBaThIBaTh MHCTPYKIIUM IO MPUTOTOBJICHHUIO (IO paboTe C mpemnapaTom,
UMEIOITUM CJIO)KHOYCTPOCHHBIC M3JIENUsl JUISI BBEICHHS), HEOOXOIMMO TIO
BO3MO>XHOCTH MPUOETaTh K MCIOIb30BAaHUIO MYJISDKEH IMEPBUYHBIX YIIAKOBOK U
aKTUBHOM JEMOHCTpAIlUM YYaCTHUKAMHU IIpoliecca MPUroToBieHus (padoThl).

[Ipy  npeacTaBieHHH  YIIOJTHOMOYEHHOMY  OpraHy  (9KCIepTHOMU
OpraHMU3alliK) TOCY/IapCTBa-WICHA PErUCTPAIlMOHHOTO JOChe Ha DKCIIEPTHU3Y B
Moaysb 1.3.4 yka3aHHOTO JOCh€ HEOOXOJAMMO BKIIOUHUTH KOIMUM MPOTOKOJIOB
MOJIb30BAaTEIBCKOTO TECTUPOBAHUSI, BKJIIOUAsl 3aJJaHHBIE BOIIPOCHI, TTOJTyUYECHHbIE

OTBCTHI, Ha6J'IIOI[eHI/I$I HHTCPBbBIOCPA B IMCBMCHHOM BHJIC M PA3JIMYHBIC BEPCHUU
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JUCTKA-BKJIa/bllIa,  IMOJBEPrUIerocs  TECTUpOBaHUIO.  TpeOoBaHus K
COCTABJICHMIO OTYeTa O pe3yJbTarax I10Jb30BATEIBCKOTO TECTUPOBAHMUS
npuBeJeHbI B paznene 7 npuinoxeHus Ne 12 k TpeOOBaHUAM K MHCTPYKLUU IO
MEAUIIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOI'O Ipemapata M o0Imie
XapaKTEPUCTUKE JIEKAPCTBEHHOIO Ipernapara Uil MEAUIUHCKOTO IPUMEHEHUS,

yTBep)kIeHHbIM Pemennem CoBera EBpa3uiickoil 53KOHOMUYECKO KOMHUCCHUU OT

3 Hos10pst 2016 1. Ne §8.

3. Kpurepuu ycnexa

TectupoBaHre NPOBOIUTCSA C LEJIBK0 COCTABICHUS I I0JIb30BATENs
paz00pUMBOro, YETKOr0 M MPOCTOTO B HMCIOJBb30BAHWUU JIMCTKA-BKJIAJBIINIA, a
TAKXKE U IS yUeTa BCEX MPEIIOAKEHHUH MOoJIb30BaTee. Bonpocel, 3agaBacMblie B
X0JI€ UCCIEOBAaHUS, JOJDKHBI OBITh THIATEIBHO MOJATOTOBJIEHBI JJIsi OBICTPOTO
MOHMMAHUSI U HAXOXJCHUS B TEKCTE KIIFOYEBBIX CBEACHUU MO 0€30MacHOMY
MIPUMEHECHUIO KOHKPETHOIO JICKAPCTBEHHOTO Tpemnapara. Henb3s ucnosb3oBaTh

JIETKHE WJIN OOBIYHBIE BOIIPOCHI, BKIIFOYAaCMBbIC IJIA oOecreueHus yCIIcxa.

PesynapTar Tecta cudTaeTcs MOpUEMIIEMBIM, €CIM  HUH(OpMaIHUIO,
3alpaliiBaeMyl0 IO JIMCTKY-BKJIaJpllly, HOHUMawT 90 % ydacTHHKOB
uctbiTanuss w3 90 % wHameammx WHPOpPMANUIO B JUCTKE-BKIAABIIIE. ITO
o3HayaeT, 4ro 16 u3 20 y4yacTHUKOB CMOIJIM HAWTH HYXXHYIO MH(OpMAaIUIO,
OTBETUTh HAa KaXIbII BONPOC W JIEUCTBOBaTH COOTBETCTBYIOIIMM OOpPa3OM.
Kputepun ycnexa qoKHbI ObITh JOCTUTHYTHI MO KXKIOMY BOIIPOCY, 0000111aTh
PE3yJIbTATHI B IIEJIOM I10 MCCIIENOBAHUIO HE JOITYyCKAETCH.

[Ipn ncnonp30BaHUM APYTroro METOJA, OCHOBAHHOI'O HA MHBIX KPUTEPUSX
ycrnexa, YINOJIHOMOYEHHBIMHM  OpraHaMu  (IKCIIEPTHOW  opraHu3anuen)

rocyaapCrB-4JicHOB 6yz[eT OIOCHUBATLCA B UHANBUAYAJIIBHOM IMOPAAKEC.



275

[MTPUJIOXKEHUE Ne 15

K TpeOOBaHUSM K UHCTPYKIIUH 110
MEAUIIMHCKOMY MTPUMEHEHHIO JIEKaPCTBEHHOTO
npenapara 1 o0IIei XapaKTepruCTUKE
JIEKapCTBEHHOTO Tperapara Juis
MEIULIMHCKOTO MPUMEHEHUS

(B penakuuu Pemenus Coeta
EBpa3zuiickoil 5KOHOMHUYECKOU KOMUCCUU
OT 20 . Noe )

INABJIOH
HHCTPYKIMHU M0 MEAUUMHCKOMY IIPUMEHEHUIO
JIEKAPCTBEHHOT0 Mpenapara (JIMCTKA-BKJIAIBIIIA)

B  Hacrosmiem 1mrabnoHe, TPUMEHSIOTCS  CICAYIOIIHME  IpaBuia
UCITOJIb30BaHUS CKOOOK:

{TeKCT} — B MOJE€ MEXIYy CKOOKaMH BHOCHUTCS MH(pOPMAIHS HCXOIS U3
COCTaBa U OCOOEHHOCTEH JIEKapCTBEHHOT'O MIpenapara;

<mexcm> — B MOJI€ MEXIY CKOOKaMHU TEKCT BbIOMpAeTCA WU yIalseTcs
U3 TPEJIOKEHHBIX CTaHAAPTHBIX (POPMYITHPOBOK (BBIIEICHBI KYpCHUBOM) B
3aBUCUMOCTH OT JIEKAPCTBEHHOTO IpeInapara;

«X» — HAMMEHOBAHUE JIEKAPCTBEHHOI'0 Mpenapara.

JIncrok-Briaaapim — uHGopmanus 1A <nayuenma> <nompeoumena>
{(Toprosoe) HamMeHOBaHue, 103UPOBKA, JIeKApCTBeHHas ¢opma}
JeticTByronue BeniecTna: {/[elcTByoIIME BEleCTBa }

< WV «/lannwiii iekapcmeenHbvlil npenapam nooaexHCum 0ONOJIHUMENbHOMY
MOHUMOPpUH2Y. OMO NO3601UM ObLICPO  6bIAGUMb HOGYI0 UHGOpMAYUIO

no bezonacrocmu. Muvr 06p(1WCl€MC}Z K cneyuairucmam cucmemasl
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30pasooxpanenus ¢ npocvbOU coodbwams 0 JAHOLIX  NOO003PEBAEMbLX
HeJHCeNamelbHblX Peakyusx.» >.

Cnocob coobwjeHust 0 HedxCcelamenbHblX peakyusx Onucaw 8 pasoene 4
JIUCMKA-BKIA0bLULA. >

<Ilepe0 <npuemom> <npumeHneHuem> npenapama HnOJHOCHbIO
npouumaiime JuCmMoOK-68Ka1a0blid, NOCKOJIbKY 86 HEM COOEPHCAMCA 8ANHCHBIE 01
Bac ceedenus.

Coxpanume  qucmok-eéxknaoviut.  Bosmoowcno, Bam  nompebyemcs
npouumams e2o ewje pas.

Ecnmu y Bac e6o3nuknu Oononnumenvhble B80NPOCHL, obpamumecb K
<newawgemy e6pauy> <,> <umu> <pabomuuxy anmexku> <,> <uau>
<MeouyuHcKou cecmpe.>.

<IIpenapam naszunauen umenro Bam. He nepedasatime e2o oOpy2um at00sm.
OH ModIcem Hagpeoumnv UM, 0axice eciu CUMRMOMbL UX 3a001e8aHUsL COBNAOAIOM
¢ Bawumu. >.

<Ecau y Bac 6o3nukiu kakue-1ubo HedxcelamenbHble peaxkyul,
oopamumecv k <jpewawemy epauy> <,> <uau> <pabomHuxy anmexku> <,>
<unu> <meouyuHckou cecmpe>. JlanHas pekomeHoayusi pacnpocmpansemcsi Ha
JII0Oble  BO3MOJICHbIE HedcelamellbHble peakyuu, 6 mOoM Yucie Had He
nepeyuciennvle 8 pazoene 4 1ucmKka-eKaiaoviuia. >

<Ileped0 <npuemom> <npumeHneHuem> npenapama HnOJHOCHbIO
npouumaiime JuCMoOK-68Ka1a0bll, NOCKOJIbKY 8 HEM CO0EPHCAMCA 8ANCHBIE 01
Bac ceéeoenua.

Bcecoa <npunumaiime> <npumemusaime> npenapam 6 MOYHOCMU C
JIUCMKOM-BKIIAObIUEM ULU PEeKOMEHOAuuiaMu <iaedauje2o spada> <,> <uaiu>

<pabomuuka anmexku> <,> <uau> <MeOUYUHCKOU Cecmpvl™.
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Coxpanume  nucmok-exnaoviui.  Boszmoowcno, Bam  nompebyemcs
npoyumams e2o euje pas.

Ecnu Bam myscnvl  OononHumenvHvie c8edeHusi Uil pekoMeHOayuu,
oopamumecs K paboOmMHUKY anmexu.

Ecnu y Bac so3nukau kaxue-1mubo Hedxceramenvhble peakyuu, oopamumecs
Kk <neuawemy epauy> <,> <uau> <pabomuuxy anmexu> <,> <unu
Meouyunckou cecmpe>. J{aHHas pekomeHoayus pacnpocmpansiemcs Ha aovle
B03MOJCHbLE HedcelamelibHble Peakyul, 8 MOoM YUCIe HA He nepeducieHHvle 8
paszoene 4 nucmka-exiaoviua. >

Ecnu cocmosanue ne ynyuwaemcesa unu ono yxyowaemcs, <uepes {uucno}

OHeli> Bam cnedyem obpamumscs k epavy.>

Conepmaﬂne JJUCTKA-BRJIAAbIIIA

1. YUto u3 cebs npeacrapisier npemnapar X, v JJIs 4ero ero NpUuMeHSOT.

2.0 wd4em crueayer 3HaTh TNepen <npuemom>  <npumeHeHuem>
npenapara X.

3. <llpuem> <npumenenue> npemnapara X.

4. BO3MO>KHbBIE HEXKEJIATEIIbHBIC PEAKIINH.

5. Xpanenue npenapara X.

6. ConepkuMo€e yIaKOBKH U MPOYUE CBEICHUS.

1. Yto u3 ceds1 mpeacTaBiisieT npenapart X M JJIfl 4ero ero NpuMeHs 0T

IToxa3zaHus K NPUMEHEHHIO
<Ecnu ynyuuienue He nacmynuio uiu Bel yyecmeyeme yxyouieHue <uepes

{uucno} ouneii>, Heobx00UMO 0OpAMUMbCAL K 8payy.>.

2.0 w4em cJaenyer 3HaThb mepel <MpHeMOM> <MpUMEHEHHEeM>
npenapara X

Hponmonomwamm

He <npunumaime> <npumensume> npenapar X <:>
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<ecau y Bac annepeus na {oeiicmsyrowee(ue) sewecmeo(a)} unu nodwie
opyeue  KOMNOHeHmMbl  npenapama  (nepeuucienuwvie 8  pazoere 6
JIUCMKA-BKAAObIUUA). >

OcoOble yKkazaHusi M1 Mepbl PEA0CTOPOKHOCTH

<[lepeo <npuemom> <npumeneruem> npenapama X
NPOKOHCYIbMUpPYUmecs ¢ Jedawum 6padom <uau> <,> <pabomuuxom
anmeku> <,> <unu> <MeOUYUHCKOU cecmpou>>.

et <u nodopocmku>

Jpyrue npenaparsl u npenapart X

<Coobwume nevawemy <gpauy> <uau> <pabomuuxy anmeku> 0 mMom,
umo Bwl  <npunumaeme>  <mnpumenseme>, HeEOAGHO  <NPUHUMATU>
<npumensAIu=> Ui  modxceme Hayamv  <HPUHUMAMb>  <NPUMEHAMb>
Kakue-1ubo opyeue npenapamaol.>

Hpenapar X ¢ <nuwen> <> <u> <> <uanumkamu> <> <u>
<ankozonem>

bepemenHoCcTh <u> <> rpyjHoe BCKapMJIMBaHue <u ghepmuibHOCHIb>

<Ecmu Bel bOepemenHvl unu Kopmume 2epyovio, oOymaeme, 4mo
3abepemenenu, uiu niavupyeme 6epemMeHHOCmb, neped HA4aiom NPUMEHEeHUs
npenapama  NPOKOHCYIbmupyumecb ¢  <Jedawum  epavom>  <uau>
<pabomuukom anmexu.>

YnpasJ/ieHne TPAHCIOPTHBIMM CPeICTBAMHU U PadoTa ¢ MEXaHU3MAMHU

<{ToproBoe HaMMEHOBaHHE} <He oOKazvlieaem> <unu> <oKazvieaem
Hecyujecmeennoe GausaHue>, <uiu> <oxasviéaem craboe eiusHue™>, <uau>
<okaszvieaem YMepeHHoe GaUusAHue>, <uiau> <OoKda3vléaem BblPaAdCeHHoe
GIUAHUE™> HA CNOCOOHOCMb YNPAGIAMb MPAHCNOPMHLIMU CPEOCMBAMU U

pabomambe ¢ Mexanuzmamu no npuyure {yKa3aTb MPUUUHY |.>.
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<Heob6x00umo npoKoHCYIbmupo8amscsi ¢ 1e4aujum 8paiom 8 ciyiae, eciu
Bvi nnanupyeme ynpasnsame mpancnopmuvimu cpeocmeamu uiu pabomams ¢
Mexanusmamu> JyIsl TIPerapaToB, OKa3bIBAIOIIMX BIUSHHUE HA CIOCOOHOCTH K
KOHIICHTpAllU BHUMAHUSL.

<Ilpenapam {X} coodeprcum {HauMeHOBaHHE BCIOMOIraTeJIbHbIX(0I0)

BelecTB(a)}>

3. <Ilpuem> <IlpumeHeHue> npenapara X

<Bceeoa <npunumaiime> <npumeusaume> npenapam 8 HNOIHOM
COOMBEMCmMeUY ¢ peKoOMeHOAyuaMu Jjedawe2o epaida <uiu pabomHUKa
anmexu>. llpu nosgienuu comuenuu nocogemyumecv ¢ <jaevyawjum epaiom>
<unu> <pabomHUKOM anmexku>.

<PexomeHoyemas 003a. ...>

<Bceeoa <npunumaiime> <npumeusaume> npenapam 8 HNOJIHOM
COOMBEMCmMEUU C JUCKOM-BKAAObIEM UIU C PEKOMEHOAYUAMU Jle4aue2o
spauva <pabomuuxa anmeku> <,> <meouyunckou cecmpwol>. llpu nosenenuu
COMHEHUU nocogemyumecsb ¢ <jgedawum epadyom> <> <uau> <,>
<pabomuukom anmexu> <,> <uau MeOUYUHCKOU ceCcmpou™.

<PexomeHoyemas 003a. ...>

<IIpumenenue y oemeti <u noOpoOCmMKo8>

<Jlunusi pazroma (pucka) npeoHA3HAYEHA UCKIIOUYUMENbHO  OJis
PAasnamvléanus maoiemku ¢ yeavblo 001e2yeHUss Npo2iamvleanus, a He O/
pazoesieHus Ha pasHvle 003bl.>.

<Jlunusa pazioma (pucka) He npeOHA3HAYeHA Ol pa3zoeleHus
mabaemxu.>.

<Tabaemxy MOMCHO pazderums HA PAGHblEe 003bl.>

<Ecau Bwt <npunanu> <npumenunu> npenapama X 0oavute, uem

Cc1e006a10>
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<Ecnu Bwul 3a0611u <npunamsv> <npumeHums> npenapam X>

<He npunumaiime 0601tiHy10 003y, UmoObl KOMNEHCUPOBAMb NPONYUEHHYIO
<mabaemky> <003y> <...>.>

<Ecau Bol npekpamunu <npuem> <npumeHenue> npenapama X>

<[llpu Hanuuuu 60nmpoco8 no NpuMeHeHuro npenapama oopamumecst K
<neuawemy epauy> <,> <uau> <pabomHuxy anmexku> <,> <ujau MeOUYUHCKOL
cecmpe>.>

4. Bo3MokHbIE HexKeJIaTeJbHbIe peakinu

<[10o00b6HO 6cem JleKapCMBeHHbIM Npenapamam npenapam Modxcem
8bI3b16AMb HedCeNamenbHble peakyuu, 0OHAKO OHU B03HUKAION He ) 8CeX.>

</lononHumenvhvie  HedcenamenvHvle  peakyuu Yy  demeu  <u
nOOPOCMKO8>>

CooO0ureHue 0 HexKeJIATEJIbHBIX PeaKIUAX

<Ecmu y Bac eo3nuxaom raxue-1ubo HedicelamenvHble peaxkyuu,
NPOKOHCYIbMuUpylmecs ¢ <epavom™> <,> <yau> <,> <pabomuukom anmexu>
<,> <unu MeOUYUHCcKou cecmpou>. J{aunas pekomeHoayusi pacnpoCcmpaHsiemcs
Ha J100ble B03MOJICHblE Hedxcelamenbhble peakyuu, 6 MmOoM 4Yucie Ha He
nepevucienuvie 6 Jucmke-gkaaoviue. Bvl makxowce mooceme coobuums o
HeXCenamenbHblX peakyusx Hanpsamylo yepes cucmemy coobujenull 20cyoapcme
— unenog Espazutickoco skonomuyecko2o coroza. Cooowas o HedxcenamenbHulx
peaxkyusx, vl nomozaeme NOAYYUmMb 0OOabule ceedeHull o 0e30nacHocmu

npenapama.>

5. Xpanenne npenapara X

<Xpanume nexapcmeeHnuvlll npenapam 8 HeOOCMYNHOM O Oemel
mecme.>
<He npumensiime npenapam nocie ucmeyeHusi Cpoka 200HOCmuU (CpoKa

XpaueHusi), YKazamHoco <> <Ha> <MmapKuposke> <KAPMOHHOU Nnayke>
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<¢hnaxkone> <...> <nocne {cokpaujeHue, ucnonivzyemoe 0 0amvl UCHEYeHUs]
cpoxa 200HOCmu}.>

<[lamou wucmeuenuss cpoxa 200HOCMU ABAAEMCS NOCAEOHULU OeHb
mecaya.>

<He npumensiime npenapam, eciu Bvl 3amemunu {onucanue 8uouUMbIX
NPU3HAKOB HenpucoOHOCMU npenapama Ojisi NPUMeHeHUs}.>

<He evibpacvieaume (ne e@vliusalime) npenapamel 6 KAHATUIAYUIO
<6000npo8o0>. Ymounume y pabomuuxa anmexu, KaK YMUIUUPOBAMb
(YHUYUmMOdIcams) npenapamol, Komopbvle OOabULe He NOMPedVIOMcs. Dmu mepol

NO380IAIM 3AWUMUMb OKPYHCAIOWYIO CPeOy.>

6. Coep:xumMoe YIAKOBKH U JIONOJHUTEIbHbIE CBeIeHNsI

{Ilonnoe nepeuuciexue Oelicmsyroue2o(ux) sewecmea(a) u
BCNOMO2AMENbHBIX BeUecmas)

Ipenapat X coxepkur

<[leticmeyrowum(umu) sewgecmeom(amu) a6uaemcs(romcs)...>.

<[lIpouum(u) <uHepeouenmom(amu)> <(8cnomocamenvhbim(u)
seuecmeom(amin))> seusem(romcs)...>.

BHemnnii Bua X v cCoiep:KUMOe YIIAKOBKH

Kareropusi ornycka jieKapcTBEeHHOI'0 npenapara

<Jlexapcmeennwiii npenapam OMHOCUMCA K Kamezopuu omnycka <oe3
peyenma> <no peyenmy>, <8 VCI08UAX JeUeOHO-NPOPUIAKMULECKUX

yupescoeHuu>. >

Jlep:kaTesib PerncTPaliMOHHOIO YI0CTOBEPEHHS U MPOU3BOANTENb
{Cmpana}

{Haumenosanue u aopec;}

<{men.}>

<{gaxc}>
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<{adpec snexmponuou noumot !>
WJIn

Jlep:kaTesib perucTpauiMOHHOI0 Y10CTOBEPEHM

{Cmpana}
{Haumenosanue u aopec}
<{men.}>
<{parc)>

<{aopec snexmponuotu noumst !>
IIpousBoauresb

{Cmpana}

{Haumenosanue u aopec}

<3a nmwobou uugopmayuer o npenapame ciredyem o00pawaAMvbCs K
MECMHOMY NpedCmAaguUmento 0epircameins pecucmpayuoHHo20 YO0CmMOoBEPeHUsL:

{Cmpana}

{HaumenosaHnue opeanuzayuu}

{Aopec: {Haceneumnwlii nynkm,} {noumosvlii unoexkc} — cmpana;

Ten: + {nomep meneghona,

<{aopec snexmponuot noumsi!>

JIMCTOK-BKIIAJIBIII IEPECMOTPEH

<{MM/ITTT}> <{mecay ['TTT}>

<[Ipenapam 3apecucmpuposan ¢ YCMAHOGIEHUEM OONOIHUMETbHBIX
mpeboganuil. Imo 3Ha4um, Ymo nosGsAMcs Ho8ble C8e0eHUs O npenapame.

lIpeocmaesnennvlie OanHble O JleKAPCMBEHHOM npenapame Oyoym
exHce200H0 NpoBepsimuvCsl U OONOJHAMBCA HOBLIMU CEEOCHUAMU, U NO Mepe
HeoOX00UMOCMU TUCMOK-B8KILIAObIUL 0YO0em 0OHOBIAMbCS. >

<[Ipenapam 3apecucmpupoeéan no npoyeodype «pecucmpayuu 8

UCKIITIOYUMEIbHBIX  CIIYHUAAXY Imo 3Hadvum, 4mo <gcreocmeue pedkoﬁ
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gcmpeuaemocmu  3a001e6aHUA> <U3 HAYYHBIX COOOpAMCeHUl™ <UCX00s U3
IMUYECKUX COOOPANCEHUL™, HEBO3MONCHO NOLYYUMb 6Ce HeobXooumble
ceedenust 0 npenapame.

Ilo  smomy nexapcmeennomy npenapamy Oydem  NpoO8OOUMbCS
9KCnepmu3a ar0ObIX HOBbIX OAHHBIX, KOMOPble MO2YM NOAGISIMbCS eHCe200HO, U
no mepe HeobX00UMOCmU TUCMOK-8KIA0bLUL Oy0em 0OHOBIAMbCA. >

<IIpenapam 3apecucmpuposar no npoyedype «ycio8HOU PecuCmpayuuy.
Omo 3Hauum, 4mo nosA6AMmMcs Hogvle C8eOeHUs 0 npenapame.

Ilpeocmasnennvie OauHble 0 JeKapcmeeHHOM npenapame  6y0ym
eXHCe200H0 NpPoBepsmvbCsl U OONOJHAMBCA HOBLIMU CBEOCHUAMU, U NO Mepe
HeoOX00UMOCMU TUCMOK-8KIIA0bIUL OYO0em 0OHOBIAMbCSL. >

<X codeporcum mo nce Oelicmeyoujee euyecmeo u Oelcmayem mak xce,
Kak U  «peepenmuvlii  JeKkapcmeeHuvili  npenapamy.  Pegepenmmbiii
JIeKApCMBeHublll  npenapam  Obll  3aPecUcCmpupo8arn  no  npoyeoype
«pecucmpayuu 8  UCKIIOYUMENbHBIX — CcIyuasxy. Omo  o3Hauaem, UmMo
<gcneocmeue  peokol ecmpeyaemocmu  3ab6oneeanHus>  <u3  HAYYHbLIX
cooopaxdceHutl™> <ucxoos u3 SMUYECKUX CO0OPAadiCceHul™, 6ce HeoOX0OuMble
ceedeHusl 0 pehepeHmHOM JIeKapCMBEeHHOM npenapame noay4ums He803MONCHO.
{Haumenosanue ynonnomoueHno2o opeana cocyoapcmea — unena Espasutickozo
IKOHOMUUECKO20 C0103a} edce200Ho Oyoem Npo8oOUmsb SKCHnepmusy Jo0bix
HOBbIX CG8e0eHUll O pepepenmHOM JleKapCMEeHHOM npenapame, d OaHHblU
JIUCMOK-BKNIAObIW  OyO0em  0OHOBIAMbCA N0 Mepe  HeobXooumocmu 8
coomeemcmeuy ¢ OOHOBIEHUAMU  JUCMKA-BKIAObIWA — pedhepeHMHO20
JIeKapCmMBEeHHO20 Npenapama’.

<IIpouue ucmounuku ungpopmavyuu>
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<Ilodpobnuvle c8e0eHUsl 0 npenapame cooepcamcs
8 eOUHOM peecmpe N1eKAPCMEEHHbIX cpedcms.> <Hmeromcs makce ccobliKU Ha
opyaue 8eb-caiimsl N0 peoKuUM 3a001e8AHUAM U BUOAM NeYeHUs. >

<Jlucmok-6ka1advlii OOCMyNeH HA <6cex s3bIKAX 20CYOApCme — UJLeHO8
Espasuiickoeo IKOHOMUUECKO20 cor3a> 8 eouHom  peecmpe
3ape2ucmpupoOB8aHHbIX JIeKAPCMBEHHbIX CPeOCme U HA OPUYUATLHOM calime
YHOIHOMOYeHHO20  opeana  (IKcnepmHou  opeanuzayuu)  Eepasuiickoco
9KOHOMUYECKO20  coio3a  {caiim  YNONHOMOYEHHO20  oOpeaua  (caum

opeanuzayuu)}.>

(JIMHUS OTPBIBA WJIM OTPE3a)
<Cnedyrwwue  ceedenusi  NPeOHA3HAYEHbl  UCKIIOYUMENbHO  OA

MeOUYUHCKUX PADOMHUKOB: >

[TPMJIOKEHUE Ne 16

K TpeOOBaHUSAM K HHCTPYKIIMHU T10
MEIULMHCKOMY NPUMEHEHHUIO JIEKAPCTBEHHOTO
npenapara u o0IIei XapakTeprucTUKe
JIEKApCTBEHHOTO IIpenapara Juis
MEJIUIIMHCKOTO TPUMEHEHUS
(B penakuuu Pemenus Coeta
EBpa3uiickoil 53KOHOMUYECKON KOMUCCUU
oT 20 . No )

MOPSAJTOK
3aMOJIHeHUA 1Aa0JI0HA HHCTPYKIIUH 110 MCIUIIUMHCKOMY IIPUMECHCHUIO
JEKAPCTBCHHOI'0 IMpemapara (JII’ICTRa-BKJIaI[I)IIHa)
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Llenpto mpuMeHeHUs Ia0JOHA SBISETCS OOECIEUEeHUE €IMHO00pa3us
oopMIICHHSI W M3JIOXKEHHUS BCEX PAa3/eNOB MHCTPYKIHMH IO MEIUIIMTHCKOMY
PUMEHEHUIO JICKapCTBEHHOTO npernapara (JTMCTKA-BKIIA IBIINIA)
(mamee — JHMCTOK-BKJAJBINI) COTJIACHO TPEOOBAHHWSAM AaKTOB OPraHOB
EBpasuiickoro skoHomuyeckoro corosda (nanee — Coro3) B cdepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB.

BmecTto (TOproBoro) HauMeHOBaHHUS JIEKAPCTBEHHOTO TIperapaTa B TEKCTE
JUCTKA-BKJIAbIIIA PUMEHSACTCS 0003HaUEHUE «Tpenapar X».

Bo Bcex cnywasx mnpu HEOOXOIUMOCTH HCHOJB3YIOTCS CTaHAapTHBIE
3aroJIOBKM M (¢pasbl, cojepkamuecs B 1madiaoHe. B oTaenbHBIX ciaydasx s
ydera crneuu@uuHbIX i Tpernapara TpeOOBaHHWI 3asBUTENb BIpPaBE HE
UCITI0JI30BATh 3TH 3aroJ0BKHU ((pa3bl) U UCIOJIb30BaTh IPYTrUe albTEPHATUBHBIC
3aroJIOBKH WM (pa3bl (HampuMep, A1 MPernapaToB, BBOJUMBIX MEIUIIMHCKUMHU
pabOTHUKAMHU, CIIOBO «IPUHUMANWTE» WIH «IIPUMEHSINTE» MOXHO 3aMEHHUTH
CJIIOBOM «JIA€TCS» WIIA «BBOJUTCS).

3asgBUTEII0 HEOOXOIUMO OOOCHOBATH HCIIOJIB30BAHHUE AlbTEPHATHBHBIX
3aroJIOBKOB  (HampuMep, CCBUIKOW Ha pe3yibTaThl  IOJIb30BATEILCKOTO
TeCTUpoBaHus). JIJIsi HEKOTOPBIX IMpEnapaTroB HE MPUMEHUMBI BCE DJIEMEHTHI
JUCTKA-BKIAAbIIAa, B OTOM CJIy4ae COOTBETCTBYIOIIMI 3arojiOBOK HE
yKa3bIBaETCH.

HuzaiiH u pacnosiokeHne HWH(pOpManuu SBISIIOTCS  KITFOYEBBIMU
9JIEMEHTaMHU yJI000YUTAEMOCTH TOTOBOTO JIMCTKA-BKJIaabIia. Vcmoib3oBanue
mabjoHa JIMCTKA-BKIAbIIA OOECHEYrBACT MOJ00Ue JIMCTKOB-BKIIAIBIIICH
3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX MPEMapaTOB.

[To 3anpocy opraHu3anyi MauUEHTOB 3aABUTENN JOJDKHBI IIPENOCTABUTH

JIUCTOK-BKJIAJbIII B (bopMaTe, noaxoAaImeM AJisd CICIIbIX HJIM CJ'Ia6OBI/II[$IHII/IX.



286

JlepkaTenasiM PpETUCTPALMOHHBIX YJIOCTOBEPEHHII HEOOXOAMMO YKa3bIBaTh
HaJM4yue MoJOOHBIX aJbTePHATUBHBIX ()OPMATOB B KOHIIE JIMCTKA-BKJIA bIIIIA.
JIucrok-Briaaabim — nHGopMaus sl <nayuenma> <nompeoumena>
{(Toprosoe) HaumeHOBaHue, J03MPOBKA, JIeKapcTBeHHas ¢popma}
JleticTByromue BemiecTBa: {JleficTByrolre BEIecTBa }

[Ton pgaHHBIM TOJ3aroJOBKOM  HEOOXOAMMO yKaszaThb (TOProBoe€)
HAaUMEHOBAaHHWE  JIEKAPCTBEHHOrO  Mpemapara, 3aTeM  JO3HPOBKY H
JeKapCTBEHHYIO (opMy (Takke Kak B pazaene 1 oOimied XapakTepuCTUKU
JIEKaApCTBEHHOT'O TIpernapara), OHU BhIACISIOTCS MONTYKUPHBIM mipudTom. Jlanee
YKa3bIBAIOTCS JICHCTBYIOIIME BEIIECTBA (B COOTBETCTBUU € MOyHKTOM 4.2.1
npwioxenuss Ne 12 k TpeOOBaHMSM K HWHCTPYKUUHM T[O0 MEAUIIMHCKOMY
NPUMEHEHUIO JICKAPCTBEHHOTO TMpernapaTta W oOImeld XapaKTepUCTUKH
JIEKAPCTBEHHOTO Tperapara Jjisi MEIUIIMHCKOTO MPUMEHEHHUs], YTBEPKIECHHBIM
Pemennem CoBera EBpa3miickoll 3KOHOMHUYECKOW KOMHCCHM OT 3 HOSIOps
2016 r. Ne 88) nundopmanuio 0 KOTOPHIX MOKHO MPEICTABUTH CTPOKOW HIUIKE.
B ocTaBieiicst yacTv JOKyMEHTa TOPrOBOE€ HAUMEHOBAHHE HE CJIEAYET BBIICIATh
MOJIYKUPHBIM WJIM TOJYEPKHYTHIM MIPUDTOM, CIeAyeT H30erarb 4YacToro
yKa3aHHs TOPrOBOIO HAMMEHOBAHUS B TEKCTE.

ToslbKO B OTHOIIEGHWM JICKAPCTBEHHBIX IPENapaTroB, TPEOYIOIUX
JOTIOJTHATEILHOTO MOHHUTOPHWHTAa 0€30MacHOCTH, HEOOXOAMMO YKa3aTh B
JIMCTKE-BKJIA/IBIIIE CIIEIUAIBHBIN CUMBOJ U MOsicHeHUsI. CrienuanbHbld CUMBOJI
MPEACTABISIET COOOM YEpHBIM MEPEeBEPHYTHI PABHOCTOPOHHHUM TPEYTOIHHUK
«'¥», CHMBOJI JTOJDKCH OBITh MPOIMOPIHUOHATICH KETIII0 MIPU(Ta MOCICAYIOMIETO
CTaHJAPTU30BAHHOI'O TEKCTA, MPU ATOM MUHUMAJIbHAS JIJTMHA KaXKJI0W CTOPOHBI
TPEYTroJbHUKA JOJDKHA COCTaBIISITh HE MeHee S5 MM. JlJisi MOJAroTOBKH
JOMOJIHEHUM K HWHQOpMaluu o0 TMpernapare, IMOXKalyicTa, BOCIOJIb3yHTECh

YEPHBIM TPEYTOJILHUKOM, COAEPKAIIUMCS B TAHHOM I1a0JIOHE.
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<V «/lannvlil 1ekapcmeenuslii npenapam nooaeHcun OONOIHUMENbHOMY
MOHUMOPUHZY. MO NO0380UM ObICMPO BbIABUMb HOBYIO UHDOpMAYUI0 no
bezonacnocmu. Mbi obpawaemcs Kk cneyuaiucmam cucmemsl 30patooxXpaHeHus
€ nPocvOOoll CO0OWams 0 H0ObIX NOOO3PEBAEMBIX HENCEIAMENbHBIX PEAKYUSIX. ».

Cnocob coobweHuss 0 HedcelamenbHblX peakyusx onucaw 8 pazoene 4
JIUCMKA-BKAAO0bIULA.>

I JIeKapCTBEHHBIX IMPENapaToB, OTMYCKAEMBIX HCKIOYUTEIBHO I10
pelenty, Heo0X0AMMO MOMECTUTD B JIMCTOK-BKJIABIII CICTYIOIINE HAATUCHU:

<Ileped0 <npuemom> <npumeHnenuem> npenapama HnOJHOCHMbIO
npouumaiime JUCMoOK-6KJa1a0blid, NOCKOJIbKY 8 HEM COOEPHCAMCA 8AHCHBIE 01
Bac ceéeoenua.

Coxpanume  qucmok-eéxknaoviut.  Bosmoowcno, Bam  nompebyemcs
npoyumams e2o euje pas.

Ecnu y Bac 6o3nuknu OonoiHumenvHble B0NPOCHL, 00pamumecs K
<newawemy e@pauy> <,> <umu> <pabomuuky anmeku> <,> <uiu>
<MeOUYUHCKOU cecmpe=>.

<IIpenapam naznauen umenno Bam. He nepedasaiime e2o opyeum nio0sm.
OH modKcem Hagpeoums um, 0axce eciu CUMNMOMbL UX 3A00Ne8AHUS COBNAOAION
¢ Bawumu.>. He cnepyer BKIIOUATh [NAHHOE YKAa3aHWE, €CIM Mpenapar
npeaHa3HaYeH TOJbKO Il MPUMEHEHHS B JIe4eOHO-TIPODUIAKTUIECKUX
YUPEKIACHUIX.

<Ecau y Bac 603nHukiu Kakue-1ubo HedicelamellbHble peaxkyul,
oopamumecv k <jpewawemy gpauy> <,> <uau> <pabomuuxy anmeku> <,>
<unu> <meouyurckou cecmpe>. [lanHas pekomeHoayusi pacnpocmpansemcs Ha
JII0Oble  BO3MOJICHbIE HedcelamellbHble peakyuu, 6 mOM Yucie Had He

nepeyucienHvle 8 pazoene 4 1ucmKa-eKaiaoviiia.™> .
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JInsi mekapCTBEHHBIX IPEnaparoB, OTIYyCKaeMbIX O€3 pelenta, cleayeT
yKa3bIBaTh CJIEAYIOLLYIO0 HH(POpMALIHIO:

<Ilepeo <npuemom> <npumeHeHuem> npenapama NOAHOCHBIO
npouumaiime J1UCmMoK-6Ka1A0blUl, NOCKOIbKY 6 HEM COOEPHCAMCA 6AIHCHbLE 015
Bac ceedenus.

Janunvii  nexapcmeennvii  npenapam, — A6AA€MCS  NPenapamom,
omnyckaemvim 6e3 peyenma.

Bcecoa <npunumaiime> <npumeusaiime> npenapam 8 MOUYHOCMU C
OAHHBLIM JIUCMKOM UMW peKoMeHOayuamu <leuaweeo epaya> <,> <uiu>
<pabomnuxa anmeku> <,> <unu> <MeOUYUHCKOU CECMPbl>.

Coxpanume  aucmox-exnaoviui.  Bosmoowcno, Bam — nompebyemcs

npouyumanisvb e€2o eue pas.

Ecnu Bawm HYJICHbl OONnoNHUmMeNbHble CE8eOeHUs UIU peKOMeH()auuu,

oopamumecs K pabOMHUKY anmeKu.

Ecnu y Bac eo3nukau kaxue-1ubo Hedxceramenvhble peakyuu, oopamumecs
K <neuawemy epauy> <,> <uau> <pabomuuxy anmexu> <,> <unu>
<meoduyuHckou cecmpe>. Jlannas pekomeHoayus pacnpocmpansemcsi Ha aroovle
B03MOJICHbLE HedicellamellbHble peakyuu, 6 mom Yucie Ha He nepeduciieHHovle 8

pa3zoene 4 nucmra-exiaoviuia.>

Ecnu cocmosanue ne ynywwaemcs unu ono yxyowaemcs, <uepes {uucno}

OHeu™> Bam cnedyem obpamumscs Kk 8pawy.>

Conepmanne JIUCTKA-BKJIaAbIIIA

TecTtupoBanue morpeOUTENICH IMOKa3aji0, 4YTO OOJIBIIMHCTBY MaIlMEHTOB
HEOOXOAMMO MPEACTABUTH COJEpKaHUE JUCTKA-BKJIAIbIIIA, KOTOPOE IOJIKHO
OBITh YETKO BBIJEIEHO. ECIM JHCTOK-BKJIAIBINI CTAHAAPTHBINM, OH OOBIYHO
COCTOUT U3 6 OCHOBHBIX Pa3/E0B.

1. Uto u3 cebs nmpeacTapiseT npenapar X, v i1l Yero ero NpuMEeHSIOT.
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2. O yeM crenyeT 3HaTh Nepen <upuemom> <npumeHeHuem> Tperapara

3. <lIpuem> <npumenenue> npemnapara X.

4. Bo3aMOHbBI€ HEKENATEIbHbIE PEAKIUH.

5. Xpanenue npemnapara X.

6. CoaepkuMO€e yNaKOBKH U MPOYUE CBEACHUS.

Onnako ecnu  ucnoibdyercs Qopmar Oykiera WM CTaHAApPTHBIN
JIMCTOK-BKJIAJIBIII COJEPKUT MHOTO Pa3/IeyioB, JOMYyCKaeTcsi 0ojee MmoapooHoe
NPEACTABICHUE COJECPAKAHUS JIMCTKA-BKJIAAbIa (C YKa3aHUEM HOMEPOB
CTpPAaHMI] WM KOJIOHOK, IO3BOJISIIOMIUX TMOTPEOUTENsIM OBICTPO HAXOJUTh

H€06XO,HI/IMI>IC HM CBCICHH:A, OTHU NAHHBIC YKA3bIBAIOTCA TOJIBKO Ha MaKCTaX).

1. Yto u3 cebds mpeacTasJsieT npenapat X, U AJI Yero ero NpuMeHs 10T

Topzeosoe HauMeHo8aHue, Oelicmsyrowjue sewecmada u
(apmaxomepanesmuyeckas 2pynna npenapama.

Crnenyer yka3aTh TOProBO€ HAaMMEHOBAHUE Ipenapara v JOMOJHUTH €TOo,
IpU HEOOXOIUMOCTH, YKAa3aHUEM JICUCTBYIOIINX BEIIECTB (KakK B pazaenax 1 u 2
00111eM XapaKTepUCTUKH JICKAPCTBEHHOTO Mpernapara), Halpumep, «rpemnapar X
COJICP)KUT JCHCTBYIOIIEE BemiecTBO Y». HeoOxomumo ykaszaTh Takke
(dhapMakoTepaneBTHUYECKYIO TpyIIny (Kak B pazzene 5.1 oluiel XxapakTepUCTUKU
JIEKapCTBEHHOT0 Mpernapara), v (Mjn) Ha 4To OH AEHCTBYET (HalpuMep, CTATUHBI
(111 CHUDKEHUSI COIEP KaHUS X0JIECTEPHHA)).

Ilokazanusa Kk npumenenuro

31ech HeOOXOIUMO YKa3aTh MOKa3aHUs K MPUMEHEHHUIO, B COOTBETCTBUH C
paznenmom 4.1 oOmel XapaKTEepUCTHUKH JIEKQPCTBEHHOTO  Iperapara.
HeoOxonmumo ykazaTh, B KaKUX BO3PACTHBIX TPyMNIax MOKa3aHO MPUMEHEHUE

npcuapara ¢ YKazaHueM BO3paCTHOI'O Aralla3oHa, HallpuMcep:
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<mnpenapam X npumeHnsemcs y <B83pOCAbIX> <HOBOPONCOEHHbIX>
<mnaodenyeg> <demeu> <noopocmkog> <& gozpacme {om X oo Y}> <nem>
<mecsyes> O0Jis leueHus {ykazams noKasanue,.

Ecim mpuMeHnMo, yKa3bIBaIoT:

4TO Tpernapar sBIACTCS BBICOKOTEXHOJOTUYHBIM JICKAPCTBEHHBIM
IpermapaToM, COACpPKAIIMM KJICTKA WM TKaHU (HEOOXOJMMO TMPEICTaBHUThH
ONMHCAaHWE D3THX KICTOK WM TKAaHEH, WX MPOWCXOXACHUE (BKIIOYas BU]
KUBOTHBIX, €CITH OHW HEUYEJIOBEYECKOTO IPOUCXOXKICHUSA) B COOTBETCTBHH
paznenom 2.1 oO1eit XapakTepUCTUKU JIEKAPCTBEHHOTO Mperapara);

YTO TMpemnapar SBISETCS BBICOKOTEXHOJOTUYHBIM  JIEKAPCTBEHHBIM
npenaparoM,  COJEpXKalluM  MEIUIMHCKUE  W3JEeNus WIM  aKTHUBHBIC
UMITJIAHTHPYEMbIC MEAUITMHCKHUE U3AeHsl (HE0OXOAMMO MTPEACTAaBUTh ONMMCAHUE
ITUX W3JAENUUA U UX MPOUCXOXKICHUE B COOTBETCTBUM C pazjesioM 2.2 oluiei

XapaKTEPUCTUKH JIEKAPCTBEHHOTO IIpernapara).

Ceeoenust 0 nonvze npumeneHus npenapama

B nmanHOM pasznene AomyckaeTcss B MHAUBUIYAJIbHOM IOPSAJKE yKa3aTh
CBEJECHUS O IOJIb3€ NPUMEHEHHUs Ipernapara OpU YCIOBUU COOTBETCTBHUS
uHpopmanuu B OOIIEH XapaKTEpPUCTHUKU JIEKAPCTBEHHOrO Ipemnapara,
MOJIE3HOCTH JJI MalMe€HTa U OTCYTCTBUS JIIOOBIX 3JEMEHTOB PEKIAMHOIO
xapaktepa. JlaHHble TPEACTABISAIOTCS TMOJ OTIEIbHBIM I10J3ar0JIOBKOM,
Harpumep, «Crocob aeicTBus mpenapara X».

Caenenust He0OXOIUMO U3JI0KUThH YETKO U KPaTKO.

Hamnpumep, cBezieHns MOTYT BKJIIOYATh B ceO0si:

OpPU3HAKM W CHUMITOMBI 3a00JIeBaHMs, NPU KOTOPOM JIEKapCTBEHHBIM
npernapaT MOXKET HPHUMEHSTHCS, OCOOCHHO B OTHOUIEHHM O€3pelenTypHbIX
IpenaparoB, HO TAaKXE€ B OTHOLIEHWU MPENapaToB, MNPUHUMAEMBIX «IIO

TpeOOBaHUIO» (HAIIpUMEp, MperapaTbl IPOTUB MUTPEHH );
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CBEIIEHHsA O TOJb3e MPUMEHEHHUS Tpemnapara (Hampumep, «mpenapar
CHIXKaeT 00JIb PU apTPUTEY, «IIperapaT CHIKAET COACp)KaHMe caxapa B KPOBH,
YTO CHOCOOCTBYET IPEAOTBPALIEHUIO OCIOKHEHUU quadeTay). IT0 0COOEHHO
Ba)KHO JJIA TOBBIIIEHUS MMPUBEPKEHHOCTU TMALMEHTa TEepaIuu, HapuMep, Ipu
JOJITOCPOYHOM W mpoduiakTuueckom JedeHu. [lonp3y mnpuMeHeHHs
npernapara MOXHO OINHUCATh C TOYKH 3PEHHUS MPEAOTBPAILICHUS OCIOKHEHUM
3a0oneBaHus (Harpumep, TUa0EeTUUYECKUX), €CJIM OHA MOJTBEPXKIAeHA. MOXKHO
TaKX€ yKa3aTh CPOK HAcTymuieHusi 3dexra OT NeUcTBUsS mIpenaparta (eciu
nenecoodpastno). B mobOom ciaydae cBeneHHS JIOJDKHBI COOTBETCTBOBATH
uH(dopMaIry B 00IIeH XapaKTepUCTUKH JICKAPCTBEHHOTO MpemnapaTa (0Co0eHHO
pasneny 5.1 o0rieit XxapaKTepUCTUKH JIEKapCTBEHHOTO Mperapara);

CBEJICHHUS O BPEMEHHU, HEOOXOAMMOM [Jisi HacTyrieHus d3¢dekTa
npemnapara (00e300uBaONIMNA Mpenapar, aHTUACIPECCAHT U T. J.), €CIU 3TO
3HAYUMO JTSI TTAITUeHTA.

O06s3aTenpHOM sABIISIETCA clieayroias GopMyIUPOBKA:

<Ecau ynyuuienue He Hacmynuio uiu Bel yyecmeyeme yxyouienue <uepes

{uucno} ouneii>, Heob6x00UMO 0OpaMUMbCS K 8paAyy.>

2. O 4yeM cieayeT 3HATh Nepex <npueMoM> <npuMeHeHHneM> npenapara X

B panubiii paszgen HE0oOXOOUMO BKJIIOYUTH HHGOPMAIUIO, O KOTOPOH
JOJKHBI 3HAaTh MallMeHThl (MOTPEOUTENH) A0 Havajla mpuema mpemnapara U Ha
IPOTSHKEHUM BCEro Kypca €ro npuMeHeHus. BemenctBue Oonpmioro pasmepa
JAHHOTO pasjeyia JINCTKAa-BKIIAJbINIA y MAalWEeHTOB (MpH UX TECTUPOBAHUM)
BO3HMKAaJIM HauOOJplIME 3aTpynHEHMs. [ ynoOCTBa HaXOXIEHUS HYKHOU
uHDOpMallMd  TOJE3HO  BKIIOYEHHE  JIOMOJIHUTENBHBIX  IMOA3aroJIOBKOB

(HampuMep, WH@pOpMaIMKU 00 OMNPEACIICHHON KaTeropuu MOTpeOUuTenei) ¢
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COOJIIOJICHUEM TOCIIEI0BATEIbHOCTY YKa3aHUsl HH(POpPMAIIMU B COOTBETCTBUH C
€€ BA)KHOCTBIO.

IIporuBonoKka3zanus

He <npunumaiime> <npumensiime> npenapam X<:>

Heo6xomuMo ykaszath Bce MPOTUBOINOKA3aHMS, TIEPEUNCIICHHBIE B pa3jierie
4.3 o0ieit xapaKTepUCTUKH JIEKApCTBEHHOTO MIpenapara, B TOM ke MOPSAKe, YTO
U B 00Ilel XapaKTEpUCTUKU JIEKApCTBEHHOTO mpenapara. OcTalbHbIe 0COObIE
yKa3aHus ¥ MephI IPEAOCTOPOKHOCTHU CIEAYET IPUBECTH B CIIEAYIOLIEM pas3aeie
JUCTKa-BKiaabima. HeoO0XoauMo  BKIIIOYHMTH BCE  CYIIECTBEHHBIE IS
IIPUMEHEHUS Mpenapara NpOTUBOIIOKa3aHus. HernomyctuMo yka3bIBaTh TOJIBKO
OCHOBHBIE WJIM 4YacTble BCTpPEYaArOIIMecs MNpOoTUBOINOKa3aHus. He cienyer
VCKJIFOYATh MPOTUBOINOKA3AHUE HUCXOASA U3 IMPEANOJOKEHUS, YTO IALUEHT HE
IIOMMET 3TO IIPOTUBONIOKA3AHUE.

<ecnu y Bac annepeus na {O0evicmeyrowue éewyecmaa} unu noovle opyeue
KOMNOHeHmyl npenapama, (nepevuciennsie ¢ pasoene 6 1ucmKka-eKkiaovbiuua).>

B 3TOM npenynpexaeHnn TakKe yKa3blBalOT OCTATOYHBIE PUMECH, €CIIH
3TO MPUMEHUMO.

CoOTBETCTBYIOIINE MEPHI IPEIOCTOPOKHOCTH, OCOOBIE YKA3AHUSI.

OcoOble ykazaHusi 1 Mepbl IPEA0CTOPOKHOCTH

<[lepeo <npuemom> <npumeneruem> npenapama X
NPOKOHCYIbMUPYUmecs ¢ Jedawum 6padom <uau> <,> <pabomHuxom
anmeku> <,> <unu> <MeOUYUHCKOU cecmpou>>

B ciydae [IIMHHOTO TMEepedHs NPEHOCTEPEKEHUN PEKOMEHIAYETCS
UCIOJB30BAHUE  €AUMHOTO  OKOHYaHUs  (Hampumep, PEKOMEHJAlUU O
HEOOXOJIMMOCTH KOHCYJIbTAIMU C JICUAIIMM BPayoM WA PAOOTHUKOM alTeKu

a100 yKazaHue Mep MPeJOCTOPOKHOCTH ), UTOOBI TOBTOPSITH €0 HECKOIBKO Pa3.
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B nanHoM pa3zenie He0OX0IUMO U3JI0KUTh BCE OCOOBIE YKa3aHUS U MEPbI
MPEJOCTOPOKHOCTU TIPU MPUMEHEHUHU Mpernapara, BKIOUYEHHbIE B pasnen 4.4
oOlllel XapakTEPUCTUKU JICKAPCTBEHHOTO TMpenapara (kKak U B 0OmIeH
XapaKTepUCTUKH  JIEKQPCTBEHHOTO  Mpernapara, MOpPSNOK  H3JI0XKEHUS
uHDopMalluid  JODKEH  ONPEAENATbhCS  BAXKHOCTbIO  MHPOpMALMM O
0€30MacHOCTH); KpOME TOT0, B pa3jiesie IMCTKa-BKIIabIa «OcoOble yKa3aHus U
MEphl MPEJOCTOPOKHOCTH» HEOOXOAUMMO YETKO YKa3zaTh, 4YTO JIOJDKEH
OPEANPUHATh MAIMEHT (MOTpeOUuTeNb) Uil TOro, YTOOBI MUHUMHU3UPOBATH
MMOTCHIMAIIBHBIN PUCK.

[TogpobHyro wuwHbDOpMamuioo 00 O0COOBIX yKa3aHMSIX H  Mepax
PETOCTOPOKHOCTH, OOYCITOBICHHBIX HEXKEIATCIbHBIMU PEAKIMSIMHU, KOTOPHIC
MOT'YT BO3HUKATh IIPU IPUMEHEHUH Mpenapara marueHToM, CIeAyeT NPUBECTU B
paznene 4 nUCTKa-BKJIaJbIIIa (HAPUMEP, CUMITOMBI) C COOTBETCTBYIOIIEH
MEPEKPECTHOMN CCBUIKOU B pas3ziene 2 JIMCTKA-BKJIA IbIIIA.

OcoOble  yKa3aHWs, KacarolIuecs  B3aUMOJICUCTBUI  Mpemnapara,
dbepTriIbHOCTH, OEPEMEHHOCTH U TPYIHOTO BCKapMIIMBAaHHS, CHOCOOHOCTU
YIOPaBJISATh TPAHCIIOPTHBIMHU CPEACTBAMU M pabOTaTh ¢ MEXaHU3MaMH, a TAKKe
BCIIOMOTaTeIbHBIX  BEIIECTB, CJEAyeT JaBaTb B  COOTBETCTBYIOIIHMX
MOCIEAYIOLUX pa3/iesiax JUCTKA-BKIIA IbIIIA, €CJIH TOJIBKO OHU HE MPEICTABISIOT
0CO0YI0 BaXKHOCTh C TOYKH 3pEeHUSI 0€30MaCHOCTH (ITPOTUBOIOKA3aHUE), B 3TOM
clydyae WUX CIeAyeT OTpa3uTh BbIllle, B pa3jelie JUCTKA-BKJIaJbIIIA
«He <npuHumanite> <npumeHauTe> npenapar X».

Jlns uadOpManuK O JOMOJHUTENBHBIX JTa00PaTOPHO-UHCTPYMEHTAIBHBIX
UCCIIEOBAHUSIX, KOTOPhIE HEOOXOIUMO ITPOBOJIUTH B XOJI€ TEPAIUH, IOMYCKACTCS

MPEAYCMOTPETh JOTIOJHUTENbHBIN MMOJ3ar0JIOBOK.

Hern <u noopocmku>
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Ecimu nmpemnapar nokaszaH Ae€TsM, MO JaHHBIM MOA3aroJIOBKOM CIIEIYET
U3JIOKUTh OCOOBIE YKa3aHUsI U MEPbl MPEIOCTOPOKHOCTH, crieluDUIHbIC JJIs
JAHHOW TMOMYJsIUUM U 00O03HAYEHHbIE B pazjene 4.4 o0IIell XapakTepUCTUKU
JIeKapCTBEHHOro mpenapara. [lpu HEoOXOAMMOCTH, CIEAyeT NpPeaynpeauTh
poautenen (yXaXKMBarOIIUX JIKI) O BO3MOXKHBIX OCOOBIX yKa3aHUSX IJisl JeTei
(MOJIPOCTKOB), BKJIIOYEHHBIX B pa3fed JUCTKA-BKIAIbINA «YIPaBICHHUE
TPaHCHOPTHBIMU CPEJICTBAMU U paboTa C MEXaHU3MAMU».

Ecimn nipenapar He 1OkKa3aH HEKOTOPBIM WJIM BCEM MOATPYIIAM JETEH,
HEOOXOJIMMO TIPUBECTH CBEJACHHUSA, cojepkamuecs B pasuaene 4.2 oOmei
XapaKTEPUCTUKH JIEKAPCTBEHHOIO IIpernapara, Halpumep:

<He paBaiTe mpemnapar IE€TsAM B BO3pacTe OT X 10 y <UIeT> <MecCsUeB>
BCIIEJICTBUE <pUCKA [...]> <HEdh(PEeKTUBHOCTU> <TOro, YTO MOTEHIMAIbHAs
M0JIh3a HE MPEBBIIIACT PUCKU>, <BEPOSITHON HEOE30MaCHOCTH>.

B3auMoaencTBus ¢ IpyruMHU JICKAPCTBEHHBIMU IPENapaTaAMMU.

Jpyrue npenaparsl u npenapat X

<Coobwume neuawemy <epauy> <unu> <pabOmHUKy anmexu>> o mom,
ymo Bul  <npunumaeme>  <npumeHnseme>, HeEOABHO  <NPUHUMAIU>
<npumensAnu=>  Uuau modxceme Hayamv  <HPUHUMAMb>  <NPUMEHAMb>
Kakue-1bo opy2ue npenapamaol.>

B cootBeTcTBUM € pazaenom 4.5 o01iel XxapaKTepUCTUKH JIEKAPCTBEHHOTO
mpenapara HEoOXOJMMO OINHUCATh  BJIMSIHUE JPYrux IMpenaparoB  Ha
paccMaTpuBaeMblid IIpenapar M pacCMaTpUBAEMOIrO Mpernapara Ha Apyrue
Mpenaparsl. Hpyrue Ipenaparsl HEO00XO0IUMO yKa3bIBaTh KakK
dapmakorepaneBTnueckyro rTpynmy wimm MHH (HeoOxoammo yka3bBaTh
cHayana obmieynorpeourenbHbie TepMuabl 1 MHH B ckoOkax, eciu TOJBKO

B33HMOI[€IZCTBHC HC IMPOUCXOoAUT C OAHUM HeﬁCTBYIOHIHM BCIICCTBOM H3 BCCI'O
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KJlacca, HampuMep, «IpaBacTaTUH (TIpermapar, NTPUMEHSEMbIA A CHUKEHUS
COJICPKaHUS XOJIECTEPUHA)»), T10 BO3MOKHOCTH.

B HEKOTOPBIX ciTydasiX, €Clid 3TO OyJET MOJIE3HO NAIlUEHTY, MOKHO KPAaTKO
ONucaTh MOCIEICTBUSA  B3aUMOAECHCTBUS mpemapara. Hampumep, s
0003HauYEHHUsI MPENAPATOB, KOTOPHIE HENB3sI MPUMEHSTh C JAHHBIM IIPENapaToM:
«He npunumaiite npenapat X BMecte ¢ Y (mmpemnapaTtoM, IPUMEHSIEMOM NpH 7Z.),
MOCKOJIBKY 3TO MOKET MPUBECTU K <CHUKEHUIO €ro 3 (pexTa> <HexenaTeabHON
pEeaKIUu>».

Jlnst mpemnapaToB, KOMOMHAIMA C KOTOPBIMU cjeayeT wusz0eratb, U
npenaparoB, KOMOMHAIMM C  KOTOPBIMH  TpeOYyIOT  OmpeeraeHHOU
IIPENOCTOPOKHOCTH (HAIIpUMEpP, KOPPEKLIUH A03bL, B 3TUX CIy4asX CIEeAyeT 1aTh
NEPEKPECTHYIO CCBUIKY Ha paszjien 3 JMcTKa-Bkiuanabima). Hampumep, ecnu
UMEETCS BEPOSITHOCTb, UYTO B pe3yJbTaTe B3aWMOJEHCTBHS TOPMOHAIbHBIN
NepOpaIbHbIl KOHTPAIENTUB TOTEPAECT CBOKO A(YPEKTUBHOCTH, MAIUEHTY
CIIEyeT PEKOMEHJIOBATh UCIOJIb30BaTh JPYIOW JIONMOJHUTENIBHBIA METOJ
KOHTpalenuuu (Harpumep, 6apbepHble KOHTPAIICTITUBEI).

CBeneHuii O B3aMMOJEUCTBUM IMpenapara ¢ pPacTUTEIbHBIMU WM
abTEPHATUBHBIMU BUJAMU TEPAUHU YKa3bIBAIOT MPU UX HAJIUYHUU B pazzaeine 4.5
o011el XapaKTEepPUCTUKH JIEKApCTBEHHOTO Mpernapara.

B3anmMmopericTBue ¢ uiied 1 HaIUTKaMH.

Hpenapar X ¢ <nuwenn> <,> <u> <uanumxamu> <,> <u> <aaxozonem>

[Ipy HaimMuMKM COOTBETCTBYIOIIMX YKa3zaHui B pazaene 4.5 oOumien
XapaKTEPUCTUKU JIEKAapCTBEHHOIO IMpernapaTa HeoOX0AUMO MPUBECTH CBEJICHUS
O Jpyrux BuUJax B3auMojedcTBus. Hamnpumep, nanueHTbl HE JOJKHBI
yHOTpeOJISITh MOJIOKO BMECTE C TETPAUMKIMHAMH, AJKOrojb IMpPU JICYEHUU
OeH3oauazenuHaMu. B 3ToMm paszene He MpPUBOAATCS PEKOMEHJALUU O MpPUEME

npemapara 10, BO BpeM: UK ITOCJIC €Abl, IIOCKOJIBKY UX H€O6XO)II/IMO BKJIIOYUTH B
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paznen 3 JIMCTKa-BKJIAJbIIIA, HO TMPUBOJIUTCS MEPEKPECTHAs CChUIKA Ha
yKa3aHHbBIW pa3Jiell TUCTKA-BKJIA IbIIIA.

[IpumeHeHre OEpeMEHHBIMH U KOPMSIIUMH TPYJbIO >KCHIIMHAMU,
CBEJICHHS O (PePTUIHLHOCTH.

BepemenHocTh <u> <,> rpyjaHoe BCKapMJHBaHue <u ¢pepmuipbHOCHb>

Ecnu cBeneHus o mpuMEHEHHMM IpenapaTa CYIIECTBEHHO pa3indaroTcs,
uHdpopMmanus O OEpeMEHHOCTH, KOPMIICHHMHM Tpyabl0 U (EepTUIBHOCTH
MPEJCTABIISICTCS MO OTACIIbHBIMU MO3ar0JIOBKAMHU.

Heo6xoaumMo BKJIIOYUTH B JIMCTOK-BKIIAJBIII PE3IOMUPYIONINE CBEACHHUS,
npuBeJeHHbIle B pazaene 4.6 oOmeld XapaKTepUCTUKH JIEKapCTBEHHOTO
npernapara, a TakxKe CleAyrouee:

<Ecau Buvl Oepemennvl unu kopmume 2pyovio, npeononazaeme, 4mo
3abepemenenu, uiu niaHupyeme OepemMeHHOCmb, nepeod HAuYaAloM NPUMEHEHUs]
npenapama  NPOKOHCYAbmMuUpyumecs ¢  <jedawum  epadom>  <uau>
<pabomuuxom anmexu.>

Ecnu mpemapatr mpoTuBomnokasaH mpu OEpeMEHHOCTH W (WJIHM) TPYIHOM
BCKapMJIMBaHUHW, BO BCEX paszlenax JHUCTKa-BkIaabima («DepTUibHOCTD,
OCpeMEHHOCTh M JIaKTallUs») TMPEJCTABISETCS OJIMHAKoBasi uHQopmarus
(«He mnpunumaiite (mpumeHsiiTe) mnpemapar X»), a TakXe BKIHOYACTCA
uH(MOpMaIK 0 TEPATOTEHHOCTH TP HATUIUH.

Brnusare Ha CiOCOOHOCTH YIPaBIATh TPAHCTIOPTHBIMU CPEICTBAMH WITU

paboTaTh C MEXaHU3MAaMHU.
YupaBJ/ieHue TPAHCIOPTHBIMU CPeACTBAMM U padoTa ¢ MeXaHM3MaMH

[Ipy nHanmuuu B pazgene 4.7 oOmIEH XapaKTEPUCTUKHU JIEKAPCTBEHHOTO
npenapara npeAynpeIuTeNbHbIX PEKOMEHAAIMNA UX HEOOXOJAMMO yKa3aTh Ha

IMOHATHOM HAIUCHTY Pa3roOBOPHOM A3BIKC.
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JlepxaTenu perucTpaloOHHbIX YAOCTOBEPEHUN JTOJKHBI YUUTHIBAThH, YTO
JIEKapCTBEHHBIE MIpernapaThl, IPUHUMAEMbIE IETbMHU, MOTYT TPEOOBaTh yKa3aHUsI
CHeNUaAIbHBIX pekomMeHanuii. Hanpumep, B 4acTu 0€30MaCHOCTH JOPOKHOTO
NBIKEHUS (HECMOTPS HA TO, YTO ACTSIM B MPHUHIIMIIE HE PA3PEUICHO YIPaBIATh
aBTOMOOMJIEM, CIIEAYeT YKa3aTh B JINCTKE-BKJIAJBIIIE MOTYT JIU JETH KaraTbCs Ha
BEJIOCHUIIE/IC, CAaMOKaTe U T. I1.).

PexoMennanuu JIOJKHBI BKJIIOUYATH O0OBbsSICHEHUSI MpUYUH
HEXKEJATeIbHOCTH YNPABJICHUS TPAHCIOPTHBIMU CpPEJICTBAMU WJIM PabOTHI ¢
MEXaHU3MaMHU MalKeHTaM, a TAaK)Ke YKa3aHue Ha HEOOXO0IMMOCTh KOHCYJIbTAIlUH
C JICYAIIUM BPAyOM, €CJIM MALUECHTHI 3aXOTAT BBIIIOIHATH 3TH ICUCTBUS.

OcoOble yKazaHusl, KaCarolIMecs: BCIIOMOTaTeIbHBIX BEIIECTB.

<Ilpenapam X codepycum {HaumeHnosanue 6cnOMOZamenbHvIX(020)
eewecme(a)}>

Ecnu mpuMenumo, B JaHHOM pasjiesie HeoOXOAUMO MPUBECTH OCOObIE
yKa3aHHsI O TE€X BCIOMOraTelbHBIX BEIIECTBAX, CBEAEHUS O KOTOPBIX
HEoOXoAuMbl it Oe3omacHOro U A(PGEKTHBHOTO MPUMEHEHUSI W KOTOPHIE
BKJIIOUEHbl B npwioxkeHue Ne 1 k TpeOOBaHUAM K HWHCTPYKIIUU 1O
MEIUIIMHCKOMY TPUMEHEHHUIO JIEKAPCTBEHHOI'O0 Tmpenapata U oOmen
XapaKTepUCTUKE JIEKAPCTBEHHOrO Mpenapara JJisi MEAUIMHCKOTO MPUMEHEHUS,
u B paznen 4.4 o0mei XapakKTepUCTHKY JIEKApCTBEHHOTO mpemnapata. JlaHHbIi
pazzen ciaeayeT UCKIIYUTh, €CIU MpenapaT He COJEPKUT BCIOMOTATENIbHBIX
BEIIIECTB C U3BECTHHIM JielicTBUEeM. Eciiu MpUBOASTCS CCHUIKU HA IPYTOW pasnuen
JUCTKA-BKJIQ/IpIA (HAIpUMEp, B CBA3M C HAJIMYMEM B COCTaBE aJKOTOJIs),
TpebyeTcs oOpaTHasi CChIIKA M3 3TUX Pa3leNiOB JUCTKA-BKIIAbIIIA HA 0COObIe
yKa3aHHUs O BCIIOMOTATENbHBIX BEHIECTBAX U BBI3BIBAEMBIX HMHU JICHCTBUSIX
(HampuMep, BIUSIHUE HA CIIOCOOHOCTH YIPABIATH TPAHCIOPTHBIM CPEACTBOM,

OEpeMEHHOCTh U IPYJIHOE BCKApMJIMBAHUE, IEUCTBUE HA IETEH).
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3. <Ilpuem> <IIpumeHenue> npenapara X

B npocThix ciiyyasix cineayromue 3 3J1eMeHTa MOKHO OObEeIMHUThH B OJUH
a03a.

1. Jo3a (paznmen 4.2 ob1ieit xapakKTEpUCTHUKH JICKAPCTBEHHOTO TIperapara).

JIns nekapCTBEHHBIX IIPENapaToB, OTIIYCKA€MBIX II0 PELENTY, AOJLKHBI
OBITH CIIeTaHbl CASAYIONINE YKA3aHUS:

<Bceeoa <npuHumaiime> <npumeusaume> npenapam 8 NOIHOM
COOmMBemcmeuy ¢ peKoOMeHOayuaMu Jjedawe2o epada <uiu pabomHuKa
anmeku>. Ilpu nosenenuu comHeHun nocogemyumecv ¢ <jedawjum 6pavyom>
<unu> <pabomHuKom anmexu>.

<Pekomenoyemasn oo3a: ...>

JI1s1 IeKapCTBEHHBIX IMPENapaToB, OTIMYCKAeMbIX 0€3 pelenta, JOJKHbI
OBITH C/ICJIaHBI YKa3aHUSI:

<Bcez0a <npunumaume> <npumeHsume> OAHHbIL NPenapam 8 NOIHOM
COOMBEemMcmeul ¢ OaHHbLIM JUCMKOM UTU C PEKOMEHOAYUAMU Tedaujeco 8payd
<pabomuuka anmexu> <meouyuHcxou cecmpwol>. Ilpu noseienuu coOMHeHUll
nocogsemytimeco ¢ <jnedawum e6padom> <,> <uau> <,> <paboOmMHUKOM
anmeku> <uiu MeOUYUHCKOU cecmpou™.

<Pexomenoyemas oosa: ...>

HeoOxommmo yka3zaTh CBEOEHHS O MaKCUMAaJbHOM OJHOKPATHOM,
CyTouHOW W (wiM) oOmiel (KypcoBoil) mo3e npu Hanuuud. Ecnu pexum
JIO3UPOBAHUSI TPU PA3JTUYHBIX MOKA3AHUSAX WM Y PA3JIMYHBIX TOMYJIALUN
(HanmpuMep, y MOXKWIBIX, MAIMEHTOB C HapylIieHHeM (DYHKIIUM MEYEHU, TTOYEK)
OTJIMYAETCS, CIEAYET CAeNaTh JOMOJHUTEIbHBIE MOA3arojaoBku. Heobxomaumo
yKa3aTh PEKOMEHJIYEMYIO 103y U MpPU HEOOXOAUMOCTH BpEMs, B KOTOPOE
npenapaTr MOXXHO WIH CIIEAYET TPUMEHSTD.

<IIpumenenue y oemeit <u noopoCmKo6>
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Ecnu mnpemapaT mnoka3aH —pas3iMYHBIM — BO3PAacTHBIM — TpynmaMm ¢
pa3nuyarolMMHUCs 103aMH, CIIOCOOaMH €ro MPUMEHEHHMs, YaCTOTOW BBEJACHUS
WM TPOJOKUTEIBHOCTBIO TEpanuu, HEOOXOJAMMO J1aTh HMHCTPYKIHUH IO
MIPUMEHEHMIO TIpenapara Jjisl KaKJ101 BO3paCTHOW IPYIIIIbI.

[Ipu Hamuuuum OoJiee MOAXOMAIIEH JJIsi TPUMEHEHUS JO3UPOBKU U (WUJIN)
JIEKapCTBEHHOU (hOPMBI JIJIsi HEKOTOPBIX WJIM BCEX MOATPYII JIeTel (Hampumep,
pacTBOp JJIsl IpUeMa BHYTPb 75 A€TEH), Ha 3TO CIIEIyeT YKa3aTh, HapUMeEp:

<[pyras(ue) dopma(bl) mpenapara MOXKET JIydllle MOAXOIUTH AETSM,
MPOKOHCYJIBTUPYUTECH C JICUAITUM BPAYOM WJIM PAOOTHUKOM alTeKH>.

2. Ilyts u (unu) cnocod BBeAeHUs (pasnen 4.2 oOiiel XapaKTepUCTUKU
JIEKApCTBEHHOTO IIpenapara).

[Ipy HEOOXOIMMOCTH YKa3bIBa€TCA IyTh BBEJCHUS U TMPUBOASATCSA
MOHSATHBIC MAITUEHTY OOBSICHEHUSI.

Crmoco6 BBeaeHUs (pPEKOMEHAAIMU 1O TPABUIBHOMY MPUMEHEHUIO
npenapara (Hanpumep, «He npornarsiBaThy», «He xxeBaTb», «BCTpsXHYTh nepen
npumMeHennem»)). Creayer yka3aTh MNPUYMHY TOJO0HOW peKOMEHAAIUU
(manpumep, «He paznambiBaTh MU HE KpouUTh TabseTky(u). B mpoTtuBHOM
cllydae BO3HMKAET yrpo3a Mepedo3upOBKH, MOCKOJBKY IpenapaTr MOCTYIHUT B
OpraHu3M OYEHBb OBICTPOY).

Heo6xoaumo nmpuBecTH onucanne (BO3MOXKHO, C WIITIOCTpaIuel) crnocoda
BCKPBITUSI TEPBUYHBIX YIMAKOBOK, 3alMINEHHBIX OT JETeH, WU JpYrux
MEPBUYHBIX YMAaKOBOK, OTKPBIBAIOIIMXCS HEOOBIYHBIM CIIOCOOOM, eciu
MPUMEHUMO.

Heo0OxonuMo nprBecTd peKOMEHIallud OTHOCUTENBHO IpUeMa Mpenapara
C €710, BO BpeMs U (WJK) A0 MpUeMa MUIIY WU YETKO yKa3aTh, YTO MUIA HE

OKa3bIBACT BIIMAHHUC HA IIpClIapar u Ap., €CJIKM 3HAYUMO.
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<Jlunusa pazroma (pucka) npeoHA3HAYEeHA UCKIIOYUMENIbHO Ol
pasiamvléanusi mabiemku ¢ yeivlo o0O1e2yeHusi npo2iamvléanus, a He O
pa3zoelieHus Ha pasHvle 003bl.>.

<Jlunusa pazioma (pucka) He npeOHA’sHaAUeHa Ol pa3zoeleHus
mabaemxu.>.

<Tabaemxy MONCHO pazOeiums Ha PaHble 003bl.™>

3. IlponomxutenbHOCTh Tepanuu (paszaen 4.2 oOuiel XxapakTepUCTUKU
JICKapCTBEHHOTO Mperapara).

Ecnu mpumeHuMo, 0COOEHHO B OTHOIICHHH MPENapaToB, OTITYCKaeMBbIX
0e3 perenra, HCOOXOAUMO MTPUBECTH YETKHE PEKOMEHIAINH O

CTaHAAPTHOU JUTUTEIILHOCTH TPUMEHEHHS,;

MaKCUMaJIbHOU JITNTEILHOCTH IPUMEHEHUS;

HEOOXOAMMBIX HHTEpBaIaX MKy Kypcamu JICUCHHUS,

CIIy4asix, TpeOyroIuX OrpaHUYCHUS JIIUTETLHOCTH TPUMEHEHUS.

Ecnu nns nexapcTBEHHBIX MpenapaToB TpeOyeTcsl BKIIOYEHUE B JTAHHBIN
pasen  JMCTKa-BKJIAAbIIIA JOMOJHUTEIBHBIX CBEICHHM, MCIOJb3YIOTCS
CJICTYIOIINE 3arOJIOBKU:

<Ecnu But <npunanu> <npumenunu> npenapama X 0Oonvuie, uem
cneoosano>

HeoOxomuMo ommcarh KIWHUYECKHE CHMIOTOMBI, €CIH IPOM3OIILIA
NepPEe03UPOBKA, U CIMOCO0 KyMUPOBAHHS TEPEIO3HUPOBKH B COOTBETCTBHH C
o0Iel XapaKTEePUCTHKOH JICKapCTBEHHOTO IIperapara.

<Ecnu But 3a0611u <npunams> <npumeHumsp> X>

Heo6xoauMo 1aTh 4eTKue yKa3aHus MarMeHTaM, 4YTO CIEAyeT JeNaTh Mpu
HEPETYJISIPHOM TMPUMEHEHHWH Tperapara, HampuMmep, yka3aTb MaKCHUMabHBIHA
WHTEpBaJ, B TCYCHUE KOTOPOTO MOYKHO MPUHSATH 3a0BITYIO 103y (B COOTBETCTBHH

c pazzenioM 4.2 o01iel XxapakTepUCTUKH JIEKAPCTBEHHOTO Mpernapara).
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<He npunumaiime  080UHYIO 003y, UMOObI  KOMNEHCUPOBAMDb
npoNnyweHHyo <maobaemky> <003y> <...>.

<Ecnu Bot npekpamuau <npuem> <npumenenue> npenapama X>

OnuimTe CUMITOMBI CUHJIPOMa «OTMEHBI» U CIIOCO0 X MUHUMMU3AIUU B
COOTBETCTBHUH C pazfenoM 4.2 u (wim) pasaenom 4.4 oOmieit xapaKTepUCTUKU
JIEKApPCTBEHHOIO Ipenapara.

Ecnru npumenumo, ciemayer omucatb  BO3MOXHBIE — IMOCJECTBUS
JIOCPOYHOI0 MPEKpaIIeHUs Kypca JeYEHUsI U HEOOXO0AUMOCTh ITPEABAPUTEIIBHOM
KOHCYJIbTAIIUU C JICYAIlUM BpadyoM, PaOOTHUKOM aNTEeKd WA METUIIMHCKOU
CECTPOI.

JlanHblii  pasz;men  3aBeplIaeTcs — CICAYIOMHUM  WH(QOPMAIMOHHBIM
dbparmeHTOM:

<[lpu Hanuuuu 60nMPOCO8 NO NpUMEHEHUIO0 npenapamd, oopamumecs K
<newawemy epauy> <,> <umu> <pabomuuxy anmexku> <,> <uiu>

<meouyuHckou cecmpe>.>

4. Bo3Mo:KHbIe HexKelaTeJIbHbIe peakuuu

OnucaHue HeXeIaTeIbHbIX PEAKIIHA.

JlaHHbIi pa3aen AMCTKa-BKIaAbIIa CIEAyeT HayaTh CAEAYIONINM ad3alem:

<Ilo00bHO 6cem JNeKapCMBEeHHbIM Npenapamam npenapam Moxcem
8b13b16AMb HedHceNamenvbHble peakyuu, 0OHAKO OHU 603HUKAIOM He ) 6CeX.>

JIaHHBIN pa3aen JIMCTKA-BKIIA I, KAK TPABUIIO0, CIIEIYET Pa3ACianTh Ha 2
4acTH, TaK KaK HEOOXOJMMO TMPEACTaBUTh JOCTATOYHO IOHATHOE MAIlUEHTY
ONMCAHUE SBHBIX KJIMHUYECKUX MPU3HAKOB W CUMIITOMOB, MO3BOJISIONIEE EMY
pacro3Hath Bce 00O3HaueHHble B pasnene 4.8 o00meill XapaKTepUCTHKU
JIEKapCTBEHHOTO Mpenapara HEXeENaTeIbHbIE PEAKIUH, KOTOPBIE MOTYT

BO3HHUKHYTb.
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Bnavane HeoOXOIMMO BBIACIUTHL HANOOJIEE CEpbhE3HbIC HEXKENaTeIbHbIE
peaKkIuy U JaTh NallMeHTaM YE€TKHWE MHCTPYKIIMU OTHOCUTEIIBHO TPUHUMAEMBIX
Mep (Hampumep, NOpeKpaTUTh MpuUeM Ipenapata U (WJIUM) HEMEIJIECHHO
oOpaTUTBhCA 3a MEAUIIMHCKONW TIOMOIIBIO, TMPU OTOM IIeJIeco00pa3HO
UCIIOJIB30BATh CJIOBO «CPa3y» WU «HEMEJICHHOY).

3aTeM B JIMCTKE-BKJIAJBIIIE MPUBOJMUTCS IEPEYEHb BCEX OCTAIBHBIX
HEXKEeJIaTeNbHBIX PEaKIMi ¢ YKa3aHUEM YacTOThl UX BO3HUKHOBEHUS, HAUUHAS C
HauOoJiee YacThIX (0€3 MOBTOPEHUS HaN0O0JIee CEPhE3HBIX).

B paMmkax kaXxmoro u3 3TUX pa3lle]IOB HEXKEJATEIbHbIE PEAKIUU CIETYET
CTPYIIIHPOBATh MO UX YacToTe. PEKOMEHmyeTcs clieyomas rpajains 4acTOThlL:

OY€Hb YaCTO — MOTYT BO3HUKATh OoJiee ueM y 1 uenoseka u3 10;

4acTo — MOTYT BO3HUKATh He Oosiee ueM y 1 yenoseka u3 10;

HEYacTo — MOT'YT BO3HHMKATh He OoJiee yeM y 1 yenoseka u3 100;

pPEIKO — MOTYT BO3HUKATh He Oosiee uem y 1 uenoseka u3z 1 000;

OYCHb PEJIKO — MOTYT BO3HUKATh He Oomee yem y 1 yemoseka u3 10 000;

4acTOTa HEW3BECTHA — HA OCHOBAaHUM HMMEIOIINXCS JAHHBIX OLICHUTH
HEBO3MOXHO.

JlaHHyI0 TpajallMi0 YacTOThl HEXEJAaTeIbHBIX pPEaKIUuid He CcleayeT
YKa3bIBaTh MEpe] MEPEUYHEM HEXKeNaTeIbHbIX PEaKIUid, MOCKOJbKY OHa, Kak
MOKa3aJI0 TECTHPOBAHHWE TMOTpeOUTeNneld, MOXKeT BBOIUTH TAIUCHTOB B
3201y K JICHUE.

B nmo6om ciaydae mnpu yKa3aHUM BEPOSITHOCTU  BO3HUKHOBEHUS
HEXKEeJaTebHBIX PeaKkuid HEeOOXOJUMO IO BO3MOXKHOCTH J1aTh OIMCAHHE U
NPUBECTH YHUCJIOBBIE JaHHBIE. YYUTHIBAs, YTO TECTHUPOBAHUE MAIMEHTOB
MOKa3ajio0, 4YTO TaKUe MPEITI0KEHUs, KaK «Bo3HUKaeT O0osnee uem y 1 u3 100, HO
MeHee ueM y |1 u3 10» He coBCeM MOHSTHBI MAllMEHTaM, UCIOJIb30BaTh UX HE

CICAYCT. He CICAYCT TAKIKC YKa3bIBATbh HA3BAHUA CUCTCMHO-OPI'aHHBIX KJIACCOB.
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OpHako eciii 4acToTa HEXKENaTEeNIbHBIX PEAKLUUA HEW3BECTHA (Hampumep, IS
JIEKapCTBEHHBIX MPENapaToB, JJIUTEILHO OOPAIAIOIINXCSA HA PHIHKE U TO3TOMY
HE MMEIOIIMX PE3yJbTAaTOB y4y€Ta YacTOThl BO3HUKHOBEHHS HEXEIATEIbHBIX
peakiuii B paMKax COBPEMEHHOW CHCTEMbI (DapMaKoHaA30pa) B KadyecTBE
3aroJIOBKOB  JIOMYCKAETCAd  MCIOJIb30BaTh TMOHSTHBIE TMAIMEHTy  CJOBa,

0003HaualoIIKNe OpraHbl YeloBeKa, HAIIPUMED, KOXKa, KEIYyJAOK U KUIICYHUK U

Ap.

</[ononnumenvuoble HexcenamenbHvle peakyuu y oemet <u nooOpoCmKos>

Ecnu mpumenuMo (B COOTBETCTBUHU CO CBEACHUSAMH, COJCPKAIIUMHU
B pazzene 4.8 oOiel XapaKTepUCTHKU JIEKAPCTBEHHOTO TIpenapara), B JaHHOM
paszene JMCTKa-BKIAbIIIA HEOOXOAUMO O0O03HAYUTh BCE KIMHUYECKU
3HAYMMBIE PA3JIMUMS B HEXKEJIATECIIbHBIX PEaKIUIX B JIOOBIX MOJArpYyIax AeTen
110 CPABHEHMUIO C IPYTMMU MOATPYHIIAMU WX B3POCIBIMU.

JInst  Bcex JIEKapCTBEHHBIX MpemapartoB B  KOHIE pazaena 4
JUCTKA-BKJIQAbIIIA HEOOXOIMMO YKa3aTh CICAYIOIHUA TMOA3arojioBOK U
TEKCTOBBIA (PparMeHrT.

CooOureHue 0 HexKeJIATEJIbHBIX PeaAKIUAX

<Ecmu y Bac 6o3nukarom Kakue-mubo HedxcelamesbHble peaxkyul,
NPOKOHCYIbMUpYUmech ¢ <gpavom™> <,> <uau> <pabomuuxom anmexu> <,>
<unu meOuyuHcKou cecmpou>. [lannas pexomenoayus pacnpocmpansiemcs Ha
JI00ble  8O3MOJICHbIE HedCelamenbHble peakyuu, 6 MmOoM Yucie Had He
nepeuuciennvie 6 JUCmKe-8Klaovluie. Bvl makdce Mmooceme coobujums o
HeJIcenamenbhblX — peaKkyusix  Hanpsamyro  uepe3  cucmemy  cooOujeHull
eocydapcme — uneHos Eepazuticko2o axonomuueckoeo corsa {ykazamo nopsaoox
odocmyna k cucmeme)}. Coobwas o nedceramenvpHulx peakyusx, Bvl nomozaeme

nOyYUmsb O6oabue ceedeHull 0 6e30nacHOCmu npenapama.>
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Bxitouars B meuyaTHble MaTepuaibl CChUIKY HAa CHCTEMY COOOIICHUIN
rocyaapcTB — ujeHOB EBpa3uilcKoro 3KOHOMHYECKOTO CoOro3a (nanee —
rocynapctBa-uiieHbl, Coro3) He TpeOyercs. I[lpuBeneHHbIN BbIle (QparMeHT
CCBUIKH, 3aKJIFOYEHHBIH B (UTypHBIE CKOOKM {}, HCIIOJB3YyeTCS JIUIIb B
onyOJMKOBAaHHOM OJI00peHHON Bepcur HWHOOPMAIIMKM O JICKAPCTBEHHOM
npemnapare.

IIpencraBiieHHbIE HUXKE€ NPUMEPHI pealv3allu TAKOW CCBUIKM HE
ABJSIFOTCS  MCUEPIBIBAIONIMMH, JU3alH W PaCIOJOKEHHE CBEACHUM B
JIMCTKE-BKJIAIBIIIE TOHKHBI OTPaXKaTh MOAPOOHBIE CBeIeHUA. B 3aBUCUMOCTH OT
IpaBuUi TpaMMaTUKU  HCIOJIB3YEMOTO  S3bIKA MOXKET MOTpeOOBaTHCS
JIMHTBUCTHYECKAs MPABKA.

Ecnu nanubie 0 cucteMe cooOIIeHUI KpaTkue (Hanpumep, TOJIbKO CalT B
UH(POPMAIMOHHO-TEICKOMMYHUKAITMOHHON  cetu  «/IHTEepHET»),  MOXKHO
BKJIFOUUTH 3TU JAHHBIE B TEKCT, HAIIPUMED:

<Ecim y Bac BO3HMKAIOT Kakue-TM00 HEXelaTelnbHbIE PEeaKInH,
MPOKOHCYIBTUPYUTECh € <BpauoM> <,> <win> <paOOTHUKOM anTeKu> <,>
<uwn> <MEIMIIMHCKON cecTpoir>. K HHUM TakXke OTHOCATCS Jt0ObIe
HEXKEJIATEIbHbIC PEAKIMHM, HE YKa3aHHbIE B JIMCTKE-BKIaAbImie. Bbl Takxke
MOXETE€ COOOIIMTh O HEXKENIATENIbHBIX PEaKIUAX HaNpIMyK 4Yepes

WWW.XxX.xX.Xx. CooOImmass o0 HexXelaTelbHBIX peakiuiax, Bbl mnomoraere

MTOJTYYUTh OOJIBIIE CBEACHUN 0 OC30IMaCHOCTH IIpernapara™.

Ecnu nannbie o cucreme cooOiieHnii 00beMHbIe, HaPUMED, aJIpec, CalT B
nH(pOpPMaIMOHHO-TEIEKOMMYHUKAITUOHHOMN CeTH «aTepHeT» U
aTbTEPHATUBHBIE  CMOCOOBI i JOoCTaBku  wHGopmaruu, U (WiIM)
JUCTOK-BKJIQJIBIIIT TMPUMEHSIETCST 0ojiee 4yeM B OJIHOM TOCYJIapCTBE-UJICHE,

JIOTTYCKAETCs CAEAYIOIINNA BapUAHT U3JI0KEHUSI HHPOpMAIUU:


http://www.xxx.xx.xx/
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<Ecnim y Bac BO3HUKAalOT Kakue-IMOO HEeXKeJaTelbHbIE pPEaKLUH,
MPOKOHCYJIBTUPYUTECHh C <Bpadom> <,> <uiu> <paOOTHUKOM anTeku> <,>
<unn> <MEIMIIMHCKON cecTpoir>. K HHUM TakXke OTHOCATCS JtoObIe
HE)KEJIATEIbHbIE PEAaKUMH, HE YKa3aHHbIE B JIMCTKE-BKIaAblmie. Bbl Takxke
MOXETe COOOIIUTh O HEXKeIATEIbHBIX PEaKIUIX HampsIMyl (CM. HIKE).
CooOmias 0 HeXelaTeNbHbIX peakIusix, Bbl momoraere MOJY4YUTH OOJIbIIE
CBEJIeHUI 0 0€30MacHOCTH Mpernapara.

{T'ocynapcTBO — wieH EBpa3uilckOro SJKOHOMUYECKOIO COr03a }

{ YnomHoMO4EeHHBII Opra# (YmoJIHOMOUYEHHAs OpraHu3alIys)
rocyjapcTa — uieHa EBpa3suiickoro 3KOHOMAYECKOro COro3a }

{ Anpec: unaekc, ropo, yiuia, HoMep 31aHus }

{Tenedon}

{Dakc}

{OnexrpoHHas moura}

{ CaiiT B uH(OpMAITMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu «HTepHeT» }

5. Xpanenue npenapara X

<Xpanume nexapcmeeHuvlll npenapam 6 HeOOCMYNHOM O Oemel
Mmecme.>

JlaTa ucteueHus: Cpoka rogHOCTH (CpoKa XpaHEHUS ).

Ecmn B MapkupoBKE HCHOJIB3YETCS CIENUAIBHOE COKPAIIECHUE ATl
UCTEUCHHSI CPOKa TOJHOCTH, €ro cieayeT NpoayOaupoBaTh JAHHOM paszJiesie
JINCTKA-BKJIAAbIIIA.

<He npumensiime npenapam nocie ucmeuyenus cpoka 200HOCmuU (cpoxa
Xpauenusi), yYKazamhozco <6> <Ha> <MapKupogke> <KAPMOHHOU nauxe>
<¢hnaxkone> <...> <nocne {cokpaujeHue, ucnonbzyemoe 0 0amvl UCHEYeHUs]

CPOKa 200HOCMU}.>
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</lamoii ucmeuenust cpoka 200HOCMU A8IS1eMCsl NOCTEOHUL 0eHb OAHHO20
mecaya.>

Y ci10Bus XpaHEeHU.

CeneHust T0HKHBI COOTBETCTBOBATH pazzeny 6.4 0011eii XapaKTepUCTUKN
JIEKapCTBEHHOI'0 TMpernapara, CTaHAapTHbie (QOPMYIUPOBKU Ul YKa3aHUS
YCIIOBHM XpaHEHUs IpenapaToB MpUBEIEHBI B puiiokeHnu Ne 6 k TpeboBaHUsIM
K WHCTPYKIIMH 110 MEIUITMHCKOMY MTPUMEHEHHIO JICKAPCTBEHHOTO Tpernapara u
oOmmeli XapaKTepHUCTHKE JICKAPCTBEHHOTO TIpemapara sl MEIUITMHCKOTO
IPUMEHEHUS.

Cpok rolHOCTH (CpOK XpaHEHHUs) IMOCJI€ BOCCTAHOBJICHUS, Pa3BEACHUS WU
MIOCJIE TIEPBOT0 BCKPBITHS MEPBUYHON YIAKOBKH (€CIIM MPUMEHHMO).

CBeeHMs TOKHBI COOTBETCTBOBATH pazaeiy 6.3 00IIel xapaKTepUCTUKH
JICKapCTBEHHOTO Mperapara W yKa3aHUsSIM MpUiIokeHus Ne 7 K TpeOOBaHUIM K
WHCTPYKIIMU TIO0 MEAUIIMHCKOMY MPUMEHEHHIO JICKApCTBEHHOTO TMperapara H
oOIel XapaKTepUCTHKE JICKAPCTBEHHOIO TIpemapara [Jjisi MEAUIIMHCKOTO
PUMEHEHUS.

[Ipenynpexaenuss O TpU3HAKaX  HEMPUTOJHOCTH  Mperapara K
MPUMEHEHHUIO (B COOTBETCTBYIOIIMX CITydasx).

<He npumensiime npenapam, eciu Buvl 3amemunu {onucanue euoumvix
NPU3HAKOB HeNpUucoOHOCMU npenapama Ol NPUMeHeHUs}.>

<He ewvibpacwieatime (He 6vlLiusaiime) npenapam 6 KAHAIUZAYUIO
<6000np0oo0>.  Vmounume 'y pabomuHuka anmeKu, Kak  cledyem
YMUAUUposams  (YHUUMOodiCams)  npenapamvl, Komopvle 0Oonbuie  He

nompeoyomcsi. Imu mMepbl HO360JIAM 3AUUMUMb OKPYHCAIOUYIO CPed).™>.
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6. Conep:xumMoe YNNaKOBKH M JIONOJHUTEJIbHbIE CBeIeHUsI

[TontHOE TIEpeumnciieHne NEHUCTBYIOIIMX BELIECTB M BCIIOMOIATENIbHBIX
BEIIIECTB.

Ipenapat X coaepkur

HeoOxomumo ykazaTh JEMCTBYIOIIME BellecTBa (C yKa3aHHEM HX
cCollepKaHUsl KAueCTBEHHO M KOJMYECTBEHHO) U TMPOYHE KOMIIOHEHTHI
(c ykazaHueM HUX COJEpKaHUsS KAyeCTBEHHO), C MWCIOJIb30BAHUEM UX
HAaMMEHOBAHMM, MPUBENCHHBIX B pazaenax 2 U 6.1 oOuiel xapakTepUCTUKU
JIEKapCTBEHHOI'O Mpernapara, a TaKXKe Ha TOM S3bIKE, HA KOTOPOM COCTaBJICH
JIMCTOK-BKJIA IBIIIL.

</leticmgyrowum(umu) ewgecmeom(amu) a61s1emcs(romes)...>

Hanpumep, <Kaxnas <rabnerka> <Kamncyjia> COACPXKHUT X <rpamMm>
<MWJUTUTPaMM>. .. { I€HCTBYIOILErO BEIIECTBA | >.

<[lIpouum(u) <unepeouenmom(amu)> <(8cnomocamenvHbiM(u)
sewecmeom(amu))> aeuiaemcs(romes)...>

Ecnu npuMenuMo, ciienyeTr npuBeCTH NMEPEKPECTHYIO CChUIKY Ha pasaen 2
JIMCTKA-BKJIA/IBIIIIA:

<IIpemapar X  coAepXUT  {HAaUMEHOBaHUE  BCIOMOTaTEIbLHOTO
BEIIIECTBA |} >,

JlexapcTBeHHas hopma, XapakTep U COAEPKUMOE IEPBUIHON YITAKOBKH 10
Macce, 00beMy WJIM €IUHUIIAM JTJO3UPOBAHUSI.

BHemrnuit Buja npenapara X v coiep:KuMoe YIIaKOBKH

JlekapcTBeHHas (popma ykas3pIBaeTCsi B COOTBETCTBUU ¢ HoMmeHKkaTypoi
JeKapcTBEHHBIX (opm, yTBepxkaeHHoW Pemenuem Kosternu EBpasuiickoit
AKOHOMHUYECKOU Komuccuu ot 22 aekadps 2015 r. Ne 172, u 1OMOJHUTEIBLHO

MPUBOJIUTCS TMIOHITHOE MAlMEHTY 00bsicHeHHE (Ipu HeoOxoaumocTu). Ecnu Ha
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MEPBUYHOM YMAKOBKE WCIIOJb3YyETCS TMOHSITHBIA MAlUUEHTy TEPMHUH, €ro
HEO0OXO0JIMMO MPUBECTU B CKOOKAX.

Heobxoqumo onucars pu3NUECKue XapaKTEPUCTUKU, HAIIpUMeEp, GpopMmy,
I[BET, BHJI, TPABUPOBKY M T. JI. B COOTBETCTBUM C pazlueiaoM 3 oOmieit
XapaKTEPUCTUKH JIEKAPCTBEHHOTO MPEIapara.

Heob6xonumo omucath Bce pa3sMephbl YIIAKOBOK JAaHHOW JIEKAPCTBEHHOM
(GbopMBbI U JO3UPOBKU B COOTBETCTBUU C pa3zAesioM 6.5 oOlell XxapaKTepUCTUKA
JIEKAPCTBEHHOIO Ipenapara, ¢ yKa3aHHEM BCEX JONOJHHUTEIBHBIX AJIEMEHTOB,
BJIOKCHHBIX B YIIAKOBKY, TAKMX KAaK WIJIbl, TAMIOHBI U T. A. B oTHOmEHUH
IPYNIOBON YMAaKOBKH HEOOXOIMMO YETKO YKa3aTh COJCPKHMMOE YIAaKOBKH,
HanpuMmep «mpenapar X IOCTYIIEH B YIIAKOBKAaxX, coaepxkamux Y, Z wim W
Ta0JIETOK, ¥ B TPYIIOBON yIIaKOBKE, cOCTOsIIeH U3 N KapTOHHBIX AaYeK, KaxK 1asl
U3 KOTOPBIX COACPKUT M TabIeTOK».

[Tpu HEOOXOUMOCTH yKa3bIBACTCs, YTO HE BCE pa3MEPHl YIIAKOBOK MOTYT
HAaXOJIUThCsI B oOopote. Jlomyckaercss yka3bIBaTh TMEPEKPECTHHIE CCHUIKH Ha
JpyTHUe JeKapCTBEHHbBIEC (DOPMBI U TO3UPOBKHU.

Kareropus ormycka JiekapCTBEHHOI'0 npenapara

VYKa3bIBa€TCA MPUHAIJIEKHOCTD JIEKAPCTBEHHOIO Ipernapara K OQHOM W3
CJIIELYIOIIUX KaTETOPUM OTITyCKA:

<JlekapcTBeHHBIM TpenapaT OTHOCHTCS K KaTeTOpWH OTIMycka <0e3
perenta> <mo peuenty>, <B YCIOBUAX JI€4eOHO-TIPOPUITAKTUIECKHIX
YUPEKICHUN>.>.

VYKa3bIBalOTCsl yCIOBUSA WJIM OTPAHUYEHUSA, KACAOIIMECS ITOCTaBKU U
UCIIOJB30BaHUSl  JIEKAPCTBEHHOro  mpenapara (npu  Haauuuu). Ecnum
PETHCTPAlMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOT'O IpernapaTa ObUIO BBIIAHO
IpU  YCJIOBUU  BBINOJHEHHS  OMNPENEIICHHBIX  OCOOBIX  00S3aTEJIBLCTB,

paCCManHBaeMBIfI HeKapCTBeHHBIﬁ mnmpemapar MOXKET IIPUMCHATBCA B
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OMPEICIICHHBIX CIIy4asX, TOJbKO O] CTPOTUM MEIUIIMHCKUM HAOI0AeHUEM (B
YCIOBUSAX  JI€YEOHO-POPUIAKTUUECKUX  YUPEKICHHWI), a B  ciydae
paauodapMalleBTUUECKUX TMPENapaTtoB — IMOJ HAaOJIOJACHUEM HMEIOIIEro
COOTBETCTBYIOIIEE pa3peIICHHE JUIIA.

HanmMenoBanue u ajgpec aepkaressi perucTpallMOHHOTO YIOCTOBEPEHUS U
MIPOU3BOUTEINSI, OTBETCTBEHHOI'O 32 BBIMYCKAIOUIUH KOHTPOJIb KauecTBa, €CIIH
OHU HE Pa3InYarOTCA.

JlepxaTesib perucTPAallMOHHOT0 YAOCTOBEPECHUSA U MPOU3BOAUTEb:

{Haumenosanue u aopec}

<{men.}>

<{garc}>

<{aopec snexmponuotu noumot !>

HanmenoBanue u agpec aepkaresis perucTpaliioOHHOTO YJOCTOBEPEHUSI U
MPOU3BOUTEINS, OTBETCTBEHHOI'O 3a BBITYCKAIOIINII KOHTPOJb KauyecTBa, €Clu
OHM Pa3IUYaoTCsl.

JlepxaTesib pErucTPAIMOHHOTO YA0CTOBEPEHUS

HeobOxonumo  yka3aTh  HauMEHOBaHHME WM aJpec  JepiKaTens
PErUCTPAIMOHHOIO YJIOCTOBEPEHUSI B COOTBETCTBUHU C pazjaeiioM 7 oOuien
XapaKTEPUCTUKH JICKAPCTBEHHOTO MperapaTa YeTKO HICHTH(PUIIMPOBAB €T0 KaK
JepKaTesl PpErucTPalMOHHOIO YIOCTOBEPEHHUSI, HAITPUMED,

{HazeaHnue cmpanwvl Ha A3vbIKe uznodcenus mexcma JIB} Ha3zBaHnue cTpaHbl
MIPUBOAUTCS HA SI3bIKE, HA KOTOPOM cocTaniicH JIB.

{Haumenosanue oepoicameins pe2ucmpayuOHH020 Y0OCMO8epeHUsL,

{FOpuouuecxuii (hakmuueckuti) aopec;}

<{men.}>

<{¢arc}>

<{aopec sanexmponroii noumol}>
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HanmMeHnoBanue cTpaHbl M aJpec HEOOXOAMMO YKa3bIBaThb Ha SA3bIKE, Ha
KOTOPOM COCTAaBJIEH JIMCTOK-BKJIAIbI. Jlnsd nepikaresiel perucrpanioOHHbIX
YAOCTOBEPEHHM, PACIOJOKEHHBIX Ha TEPPUTOPUM TPETBUX CTPAH CIEAYEeT
UCIIOJIb30BAaTh JIATUHCKUM andaBut. Jlomyckaercs ykazarb HoMepa TeiaedOoHOB,
(dbakcoB M agpeca JJIEKTPOHHOW MOYTHI (BEO-CAMThI M SJEKTPOHHYIO IIOYUTY,
CBSI3BIBAIOIIYIOCS C BeO-CaliTaMM, YKa3bIBaTh HE JIOMYCKAETCs).

IIpousBoauresn

HeoOxomuMo yka3aTb HaMMEHOBAaHME M aJpec MPOU3BOJUTEIS,
OTBETCTBEHHOT'O 32 BBIMYCKAIOIIUNA KOHTPOJIb KaUueCTBA HA SI3bIKE, HA KOTOPOM
COCTABJICH JINCTOK-BKJIA/IBII, HAIIPUMED:

{Hazeanue cmpanvl Ha a3vike uznodcenuss mexkcma JIB} Ha3Banue cTpaHsbl
IIPUBOJIUTCS HA SI3bIKE, HA KOTOPOM cocTasiieH JIB.

{Haumenosanue depoicamens pecucmpayuoHH020 YOOCMO8epeHUs}

{FOpuouuecxuii (hakmuueckuti) aopec;}

Ha3Banue ctpanbl u agpec HEOOXOAMMO YKa3bIBaTh Ha S3BIKE, HA KOTOPOM
COCTaBJICH  JIMCTOK-BKJIaabll.  Jl;ms  gepkarenedl  perucTpalMOHHBIX
YAOCTOBEPEHUM, pACIONOKEHHBIX HAa TEPPUTOPUM TPETbUX CTpPaH, CIEAYET
UCIIOJIb30BaTh JIATUHCKUH andaBUT. YKa3blBaTh HOMEpPA TeIePOHOB, PaKCOB U
azpeca 3JIEKTPOHHOM MOYTHI HE IOy CKAeTCA.

Ecnu pepxarenb perucTpaliliOHHOIO YAOCTOBEPEHHS U MPOU3BOJIUTEID
SBIISIETCS OJHUM W TEM K€ JIMIIOM, JIOMYCKAaeTCsl MCIOJIb30BaTh OOIIMIA
3aroJioBOK «Jlepkarenb perucTpaliOHHOTO Y/IOCTOBEPEHUS U IPOU3BOIUTEIbY.

Ecnu mpousBoauTesneil, OCYIIECTBISIIOUIMX BBIMYCKAIOUIUNA KOHTPOJIb
KayecTBa, 00Jiee OJTHOTO, X HEOOXOIUMO yKa3aTh 3/1€Ch (C cepoi 3aIMBKON HIIN
0e3 B 3aBUCHMOCTH OT BapuaHTa I€yaTH JHMCTKa-BKiIajpima). OOHAaKo B

MeYaTHON BEPCHUH JIUCTKA-BKIIAIBIIIA JIEKAPCTBEHHOI'O Mpernapara He00X0uMO
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YETKO YKa3aTh MPOU3BOJUTEIS,, OTBETCTBEHHOTO 3a BBIMYCKAKOIIUKA KOHTPOJb
KAa4eCcTBa JIEKAPCTBEHHOT'O IIpenapara.

Ecnmu nexapcTBeHHBIM mNpenapar 3aperucTPUPOBAH TOJ Pa3TUYHBIMU
TOPrOBbIMM HAaMMEHOBAHUSIMH B TOCYJapCTBaX-4J€HAX, B JaHHOM pa3iele
TaKX€ MPUBOJIAT IIEPEUYCHb BCEX HANMEHOBAHUM.

Ilepeuenn MPEACTABUTENEU JepKaTeIIst PETUCTPALMOHHOTO
YAOCTOBEPEHUS HA TaMOKEHHOM TeppuTopun Coro3za:

a) IepeyeHb IPEACTABUTENEN JepKaTes PETUCTPAIMOHHOTO
yAOCTOBEpEHUs Ha TaMOKeHHOM TeppuTopun Coroza sBIsETCS 00sS3aTeIbHBIM
TpeOOBaHUEM, B CIIy4dae €CIIM JIepXKaTellb PETUCTPAIMOHHOTO YAOCTOBEPEHHUS
HaXOJIUTCA HA TEPPUTOPUM TPETbUX CTpaH. Ilpu ero ykazaHuum OPUBOIATCS
CBEIICHUSA O MPEACTABUTENAX JEpKATENS PETUCTPAMOHHOTO YJIOCTOBEPEHHUS
ISl BCEX TOCYIAapCTB-WIEHOB. Bmecrte ¢ TeM NpeAcTaBUTENb JIEpiKATEIs
PETUCTPAIIMOHHOTO yJIOCTOBEPEHUS MOXET OBITh OAWH JUIsl HECKOJIbKHX
rOCyIapCTB-WICHOB, UM TaKXE€ MOXKET SIBIATHCA ACPIKATEIb PETUCTPALUOHHOTO
YIOCTOBEPEHUSI HEMOCPEACTBEHHO, €CIU JIPYTUE MPEICTABUTEIN HE YKAa3aHBI.
Ecim omuH u  TOT Ke€ TPEACTaBUTENb paboOTaeT B HECKOJIBKUX
rocy1apCTBax-4jeHaxX, JaHHbIE O HEM YKa3blBAlOTCA OJIMH pa3 MoJ
HAaNMEHOBAHUEM COOTBETCTBYIOIIMUX FOCYAAPCTB-YICHOB;

0)eciu TPEACTaBUTENb JEPXKATENs PETUCTPAIMOHHOTO YIOCTOBEPCHHUS
HAXOJIWUTCS  HA  TEPPUTOPUU  TOCYHAPCTBA-UYICHA,  OTIUYHOIO  OT
rocyaapcTBa-ujieHa B KOTOPOM OOpalliaercs JIeKapCTBEHHBIN Ipenapar, To mpu
yKa3aHUM ajapeca B  HEro HEOOXOAWMO  BKJIIOUWTh  HAWMEHOBAHUE
roCy1apCTBA-WICHA HAXOXKICHUS AEPKATEIS PETUCTPALMOHHOTO YIOCTOBEPECHUS
Ha TOCYJIapCTBEHHOM SI3bIKE (SI3bIKaX) TOCYJapCTBa-uyji€Ha, B KOTOPOM

OCYIIECTBIIICTCS OOpaIleHHE JICKAPCTBEHHOTO Mperapara;
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B)B IEJSAX 3aMEHbl I[IOJHOTO HAWMEHOBAHUSI TOCyJapCTBa-uyjcHa B
3aroJ0BKE HCIOJB3YIOTCS KOJIbl CTPaH B COOTBETCTBHM C MEXIYHAPOIHBIM
crangaptoM ISO 3166-1 «Koabl s mpeacTaBieHUs] HAMMEHOBAHUM CTpaH.
Yacte 1. Kogsl cTpany;

I)B IEIAX DOSKOHOMHHM MeCTa B HaIlleYaTaHHOM JIMCTKE-BKJIQIbIIIE
MPEJICTAaBUTENIEH JIepKATENsl PErUCTPAllMOHHOTO YIOCTOBEPEHUS JIOMYCKACTCS
yKa3bIBaTh MOCJIEIOBATEIbHO, @ HE B ¢opMe Tabmull. Eciu nucTKU-BKIAIBIIIN
SBJISIIOTCS MHOTOSI3bIYHBIMU, MEPEUEHb MECTHBIX MPEACTABUTENICH MedaTaeTcs
OJTHOKPATHO B KOHIIE JINCTKA-BKJIA IbIIIA;

1) AOMyCKaeTCsl yKa3blBaTh TOJIbKO HaMMEHOBaHWE, HOMeEp TenedoHa u
ajpec DJEKTPOHHOM TMOYTHl (IO BBIOOPY) TPEACTABUTENS JeprKaTels
PErUCTPAllMOHHOrO0 yAocTOoBepeHus. [Ipu Hamuuuu wmecTta YyKas3bIBaeTcs
MOYTOBBIN ajpec. BeO-caliThl M 3JIEKTPOHHYIO TOYTY, CBSI3bIBAIOIIYIOCS C
BeO-caliTaMu, yKa3bIBaTh HE IOMyCKAETCS;

€) €ClIM TMPEICTABUTENb AEpKaTelsl PETrUCTPALMOHHOTO YIOCTOBEPEHHS
HaXOAUTCSA 3a MpellelaMH TOCYyJapCTBa-wieHa B KOTOPOM OCYIIECTBIISIETCA
oOpailleHHe JIEKQpCTBEHHOTO Iperapara, yKa3blBaeTCsi HaUMEHOBaHUE
rocyJlapCcTBa-ujieHa, Ha TEPPUTOPUU KOTOPOTO OH HAXOUTCA.

<3a nmoboti ungopmayueii o npenapame ciedyem ooOpauamvcs K
MECMHOMY NPe0Cmasumenio 0epicamens pecucmpayuoHH020 YOOCHO8ePeHUsL:

{Cmpana}

{Haumenosanue opeanuzayuu}

{Aopec: {Hacenennwiii nynkm,} {noumoswlii unoekc} — cmpaua;

Ten: + {nomep meneghona)

<AOopec 21eKMPOHHOU NOUMbL>>

JIOTIOJITHUTENILHBIE CBEICHUS
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Ecnm nmekapcTBeHHBIN mpemapaT 3aperuCTPUPOBAH C YCTAHOBJICHUEM
MOCTPETUCTPAIMOHHBIX MEP, HEOOXOIMMO yKa3aTh CJIeIyIOIIee:

JUTSI IEKApCTBEHHBIX TPEMapaToB, 3apErUCTPUPOBAHHBIX C YCTAHOBJICHUEM
JIOTIOTHUTEILHBIX TPEOOBAHUI:

<[lpenapam 3apecucmpuposan c YCcmMaHogIeHUeM OONOJIHUMETbHBIX
mpebosaruti. Imo 3Havum, Ymo NosAGAmCcs Ho8ble C8e0eHUs 0 npenapame.

lIpeocmaenennvle Oanuble 0O JeKAPCMBEHHOM npenapame  OyOym
eAHCe200HO NpPOoBepsMbCsl U OONOIHAMBCA HOBLIMU CBE0CHUSAMU, U NO Mepe
HeobX00UMOCMU JUCTOK-8KIA0bLUL OYOem 0OHOBIAMbC.>

JUTsI IEKApCTBEHHBIX MPENapaTroB, 3apeTrUCTPUPOBAHHBIX IO MPOIEAYPE
pPEruCTpalvy B UCKIFOUUTETBHBIX CITydasix:

<[lpenapam 3apecucmpupoéan no npoyeoype «pecucmpayuu 8
UCKTTIOYUMENbHBIX — CAYYAsaXy. Omo  3Hadyum, umo <ecieocmeue peoKou
scmpevuaemocmu 3a001e8anus™> <uU3 HAYYHLIX COOOPANCEHUN™> <UCX005 U3
IMUYECKUX —COOOPAICEHUN™ HEBO3MONCHO NOLYYUMb 6ce HeobXooumble
ceedenust 0 npenapame.

Ilo  smomy nexapcmeenHomy npenapamy 6Oydem  NpoO8OOUMbCS
9KCnepmu3a ar0OvIX HOBbIX OAHHBIX, KOMOPble MO2YM NOSBIAMbCS eHCe200HO, U
no mepe HeobX00UMOCmU TUCMOK-8KIAO0bLUL OyOem 0OHOBIAMbC. >

JUTSI IEKApCTBEHHBIX MPENapaToB, 3apeTHCTPUPOBAHHBIX IO MPOIEAYPe
YCJIOBHOM PETUCTPALINU:

<Ilpenapam 3apecucmpupoear no npoyeoype «yCl08HAs PecUCMPAYUN.
Dmo 3Hawum, 4umo nosABAMCs HO8ble c8edeHUs 0 npenapame.

lIpeocmaesnennvle Oanuble 0© JeKAPCMBEHHOM npenapame  0yO0ym
nposepamvCst U OONOJHAMBCA HOBbIMU CEEOCHUAMU eJice200H0, U NO Mepe

HeoOX00UMOCmu TUCMOK-8KILA0bIUL OY0em 0OHOBIAMbCS. >
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J1J1s1 BOCTIPOM3BEICHHBIX JICKAPCTBEHHBIX MPEIapaTroB, €CH pedepeHTHBIN
JICKapCTBEHHBIN MperapaTr ObUT 3apEerUCTPUPOBAH IO MPOIEAYPE «PETUCTPALIHS
B MCKJIFOUMTEIBHBIX CITydasixy», HE0OX0IUMO yKa3aTh CISAYIOIIee YTBEpKICHHUE:

<X coodeparcum mo dce delicmeyrouee 8euecmeo u Oeticmayenm mak ice,
Kak U  «peepenmuslii  Jekapcmeenmvili  npenapamy. Pegepenmmuuiii
JIeKAPCMEEHHblll  npenapam  Obll  3apecucmpuposar  no  npoyeoype
«pecucmpayuu 8 UCKIIOYUMENbHbIX — CAYYAsAX». Imo  o3Hayaem, YMO
<gcneocmeue  peokolu — ecmpeuaemMocmu  3aboneeanus>  <u3  HAYYHbIX
coobpadicenuti™> <ucxo0si U3 IMUYECKUX COOOPAdXCEHUL™>, 8ce HeobX0oumvle
c8e0enUs 0 peghepeHMHOM JLleKapCME8EeHHOM npenapame noay4unms HEB03MONCHO.
{Haumenosanue ynonHomouenno2o opeana cocyoapcmea — iena Eepazutickoco
9KOHOMUYECKO20 C0103Ad}! edxce200H0 Oydem npo8ooums dKCHepmu3y JHo0blX
HOBbIX CBE0CHUll O pehepeHmHOM JNeKapCmeeHHOM npenapame, a OaHHbllL
JIUCMOK-BKAAObIUL ~ OyOem  OOHOBIAMbCA  NO  Mepe  HeobXooumocmu 8
coomeemcmeuy ¢ OOHOBNEHUAMU  JUCHKA-BKIAObIUWA  pedhepeHmHO20
JIeKAPCMEEHHO20 npenapama=.

<IIpouue ucmouHuxku uHgopmayuu>

B nmaHHBI pasmen ciemyeT BKIIOYUTH CCHUIKM Ha JAPYTHe HCTOYHUKHU
uH(pOpMaIlK, KOTOPHIE MOTYT OBITh TOJIE3HBI MAIMEHTY. OJTH HMCTOYHUKH
uHDOpMalMid  JOJDKHBI ~ COOTBETCTBOBAaTh  OOIIEH  XapaKTePUCTHKE
JIEKapCTBEHHOTO MperapaTa U He JOJKHBI HOCUTh PEKJIAMHOTO XapakTepa:

a) TaHHBIC O TOM, KaK MMallMeHTHI MOTYT MTOJIYYUTh TOCTYT K HH(OOPMAIIUN B
aIbTEPHATUBHBIX (hopMaTax, TaKuX Kak mpudT bpaiiis, ayano, mudpoBoi TUcK
WM KPyMHAs MevyaTh JUCTKA-BKIIAbINIA. DTH JaHHBIC YKa3bIBAIOTCS KPYITHBIM
mpudToM, YTOOBI MANMEHTHl C HAPYIICHHEM 3PEHHS 3HAJIM O BO3MOXKHOCTH

albTEPHATUBHOTO (popMaTa nmosrydeHust HHHOPMALIIK;



315

0)CChlIKa HA E©OUHBIA PEECTp 3aperUCTPUPOBAHHBIX JICKAPCTBEHHBIX
CpPEICTB:

<IloOpobnuvle ceedenus o OaHHOM npenapame co0epHCamcsi 8 eOUHOM
peecmpe> <Hmeiomcs makxdice CCbIIKU HA Opyeue 8ed-catimvl o peoKum
3abonesanusam u suoam neyerus.> BTopas yacTh JaHHOTO OJ0Ka MPUMEHHMA
UCKJTIOYUTEIILHO K Op(haHHBIM TperapaTam.

<Jlucmox-6xnaoviut 0ocmynen Ha <ecex A3bIKAX 20CY0aApCme — UjleHO8
Espa3utickoeo IKOHOMUHECKO2O cor3a> 8 eouHom  peecmpe
3ape2ucmpupoB8aHtbiX N1eKapCmeeHHbIX CpeoCcmse U Ha OQuyualbHoM catime
YHOTHOMOYEHHO20 — opeana  (IKcnepmuou — opeanuzayuu)  Eepasutickoeo
9KOHOMUYECKO20  Cow3a  {caum  YNOIHOMOYEHHO2O0  opeaHa  (caum
opeanuzayuu)}.>

Bce 3T cBeneHns B Halle9aTaHHOM MaTepHuaje JOJKHBI ObITh OTUYETIUBO

Pa3INYIUMBI U JICTKO YU TACMBI.

(JIMHUS OTPBIBA WJIM OTPE3a)

Jl71st mapeHTepaibHbIX MpenapaToB U APYTUX JIEKAPCTBEHHBIX MPENapaTos,
UCIIOJIb3YEMBbIX MPEUMYIIIECTBEHHO B Je4eOHO-TTPOPUITAKTUIECKUX
YUPEKICHUSIX, B UCKITIOUUTENBHBIX CIydasX JJIsl 9KCTEMIIOPAIbHBIX MTPENapaToB
(Opu yCJIOBUMM YTO OHM TMOKAa3aHbl JIETSIM U MPU OTCYTCTBUU BO3MOXKHOCTHU
pa3paboTKu JIeKapCTBEHHON (HOPMBI, TMOAXOASIICH AeTsSM (Ha OCHOBaHUU
CTPOTUX Hay4HbIX OOOCHOBAHWIA)), B JAaHHBIM pa3iesl BKJIIOYAKOTCS TaKue
3HAYMMBIE IS MEAUIMHCKUX PAOOTHUKOB TMPAKTUYECKUE CBEICHUS, Kak
NpPUTOTOBJICHUE W (WiIM) paboTa C mpenapaToM, HECOBMECTUMOCTB, PEXUM
JI03WPOBAHUS, TIEPEO3UPOBKA, MEPHI KOHTPOJIS, JJA0OPATOPHBIE aHATIU3bI, TIPU
HEO0OXOJIMMOCTH, C TIEPEKPECTHOM CChUIKOM Ha pazjen 3. B aToMm ciiyyae pasnen

clielyeT HavaTh Qppa3oil:
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<Cnedyrwwue  ceedenusi  NPeOHA3HAYEHbl  UCKIIOYUMENIbHO O
MEOUYUHCKUX pabOMHUKOG: >

Ecnu B ymakoBKy mpesronaraeTcs BIOXKHUTh JOTOJHUTEIBLHYIO HAYIHYIO
uHpopMaIuoo I MEAUIMHCKUX PAaOOTHUKOB, 3TO HEOOXOAMMO CJHENaTh
CJICTYIOIITUM 00pa3oM:

a) BIO)KMB B YMAKOBKY JICKApCTBEHHOI'O TMpernapara IOJHYI0 OOy
XapaKTEePUCTUKY JIGKQPCTBEHHOTO TIpermapara B KadeCTBE OTACIHHOTO
JTIOKyMEHTA WK

0) 100aBUB MOJIHYIO OOIIYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO Tpemnapara
B KaueCTBE OTPHIBHOTO pa3jiejia B KOHIIE HAalleuYaTaHHOTO JIUCTKA-BKIAAbIIIA, JJIs
YETKOTO pasfeieHuss WHpopManuu [Js TalyMeHTa OT uHGOpManuu JUis
MEJIUIIMHCKOTO pabOTHHKA.

3asBUTENh  JOJDKEH  OOOCHOBaTh  BKJIIOUEHHE  TOJHOW  0OIIeH
XapaKTEPUCTUKH JIEKAPCTBEHHOTO MpernapaTa B yIaKOBKY U CITOCO0O BKIIOYEHUS,
a Tak)Ke yKa3aTh B KOHIIE JOTOJHEHNE 0e3 (aKTUUeCKOTr0 MOBTOPEHMS TIOJIHOTO
TEeKCTa OOIIEeW XapaKTepUCTUKHU JICKAPCTBEHHOTO IIpemapara B MOCIeAHEH
PEIAKIINH.

3asBUTEIN JTOJDKHBI BHHUMATEIBHO TPOAHAIU3HPOBATh HEOOXOIUMOCTH
BKJTFOUCHHS MTOJO00OHON HaydHOW MH(GOPMAIMK B yMaKOBKY, C Y4€TOM CBOWCTB
JIEKapCTBEHHOTO Tmpemnaparta. Mubopmanus o ekapCcTBEHHOM TIpemapare

npeaACTaBJIACTCA WICHTUYHbBIM 06pa30M Ha BCCX A3bIKAX IoCyaapCTB-4JICHOB.

TpeboBanus K 0hOPMIICHUIO TPOCKTA JTUCTKA-BKJIAbIIIA

OG61ue TpeboBaHMs
Pa3mep u opuenTanus crpanunbl: GopmaTt A4, opueHTAIUS KHIDKHAS.

[Tosma: mo 2 cM ¢ KaXI0M CTOPOHBL.
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Mpugdt: Times New Roman, pasmep: 12 nr, cTuib OOBIYHBIN,
MEXOYKBEHHbI MHTEpBAJI OOBIYHBIN, IIBET YepHBI. B Tabnuiax nomyckaercs
UCIIOJIb30BaTh WWIpU(PT MeHbliero pazMepa. CHOCKHM, MOANUCU K rpadukam,
JayarpaMMam BBITIOJTHSIOTCS ¢ pazMepoM mpudTta 10 mr.

BrolpaBHuBaHue: 3arojoBokK «JIMCTOK-BKIanbil — WHpOpManus ams
naiyeHTay, 3aroioBku («Topropoe HauMeHOBaHUE, I03UPOBKA, JIEKAPCTBEHHAS
dbopmay; «JlelicTByrolee (ue) BemecTBo (a):» pacnoyiararoTcs Mo meHTpy, Bce
OCTaJIbHBIE 3ar0JIOBKM Y TOBECTBOBATENbHBIN TEKCT — IO IIUPUHE.

WNurtepBanel: ab3amubii orctynm 0 cM, MEXKCTPOYHBIA HHTEpBAI
OJIMHAPHBIN, UHTEPBAT MEXy ab3araMu 6 NT, UHTEPBAJI MEXIY 3ar0JIOBKOM U
TEKCTOM — CM. MH(pOpMalMio MO0 OPOPMIICHHUIO 3aroJIOBKOB HIKE, WHTEPBAI
MEXJy CHUMBOJIaMU (KEpHMHT) — 4YTOObI H30€XaTh pa3pbIBOB B TEKCTE.
B HEKOTOpBIX ciyyasix cliefyeT NPUMEHSITh HEpa3phIBHBIN mpobden (Hampumep,
MEXJy YHCIIaMU M OTHOCAIIMMUCA K HHUM E€IMHUIAMH HU3MEPEHHS, MEXIY
3HakaMu %, No 1 OTHOCSIIUMHUCS K HUM IU(PpaMu) U HEPa3pbIBHBIN Aeduc.

Hywmepanus ctpanuil: HyMepyrOTCs BCE CTpaHHIbI KpoMe repBoi. Homepa
CTpaHMI] IPOCTABIIAIOTCS apaOCKuMHu uppaMu 0€3 TOUKHU B CEPEANMHE HUKHETO
KOJIOHTHUTYJIA.

TpeboBanus Kk 0OPMIICHHIO 3ar0OJIOBKOB

3aronoBok  <Jluctok-Bkiaapii — wHGoOpMaIusa Ui <MAIUEHTa™>
<moTpeduTeNnsT™>> opopMIIICTCS CTPOYHBIMA OyKBaMH (KpoMe TIEPBOI), CTHIIb
mpudTa MOMY>KUPHBIA, UHTEPBAIBI 12 TT mepea 3arojloBKOM M 6 NOT Mmociie
3aroJioBKa.

3arosioBok <Topropoe HaMMEHOBAaHHE, JO3UPOBKA, JIEKAPCTBEHHAS
dbopma> odopmiiseTcss CTpOYHBIMU OyKBaMu (KpoMe TMEpBOM), CTUIb HipudTa
MOTY>KUPHBINA, pazmep mpudTta 12 nr, uaTepBanbl 12 OT nepes 3aroJoBKOM U

6 IIT TTOCJIEe 3aroJjIoBKa.
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3aronoBok </lelicTByromiee (ue) BemecTBO (a):  {AeicTBYyMOIIECE
BEILIECTBO}> O(GOPMIISIETCS CTPOYHBIMU OykBaMH (KpOMe TIEpBOM) CTUIIb
mpudTa 00bIYHBIN, pa3Mep mpudTa 12 0T, uHTEpBasbl 6 NT Eepe] 3aroJ0OBKOM U
12 ot nmocne 3aroiaoBka.

[lepBoe mnpenyoxeHue oOIIEH MpeaynpeauTeabHoN HWHpOpMaIuu s
MalKUeHTOB 0OPMIISIETCS CTPOUYHBIMU OYKBaMu (KpoMe TIepBOM ), CTHIIb HIpUdTa
IOJTYKUPHBIA, HHTEPBaJbI 12 NIT nepes 3aronoBKOM U 6 IIT MOCIIE 3ar0JI0BKa.

3aronoBok «CojepKaHue JTUCTKA-BKIAbIINIA» 0QOPMIISIETCS CTPOUYHBIMU
OykBaMu (KpoMe€ TEpBOi), CTHIb IIpU]PTa TONYKUPHBIA, HUHTEpBaIbl 12 NT
nepes 3arojJ0BKOM U 6 IT MOCIIE 3aroJIoBKa

3aroyioBKM  pazienioB  OQOPMIISIOTCS CTPOYHBIMU OyKBaMu (Kpome
nepBoil), CTUb MpUdTa MOTYKUPHBINA, UHTEpBaAJIBI 12 NT mepes 3aroJoBKOM
1 6 IT OCJIE 3ar0JIOBKA.

3arosoBoK HymepyeTcs apadckumu nudpamu mo nopsaky (B popmare 1.,
2. 1 T. 7). Mexay HOMEpOM W Ha3BaHUEM pa3zjiesla IPUMEHSITh HEPA3pPbIBHBIN
npo0er.

3aroyioBKY NOJIpa3IeioB (3arooBKM) 0hOpMIISIIOTCA CTPOYHBIMU OyKBamMu
(kpome mepBOM), CTWIb WIpU(TAa MONYKUPHBIM, 0e3 HyMmepauuu. B KoHile
3aroJIOBKOB TOUKHU HE CTaBATCA.).

6. B mpunoxxenuu Ne 17 k ykazaHHBIM TpeOOBAHUSIM:

a) paznen 1 u3J0KUTh B CIACAYIONIEH pelaKIINu:

«1. O01IHe MOJI0KEHUSA

«MHCTpYKIMS MO0 MEIWIMHCKOMY IPUMEHCHHIO JIEKapCTBEHHOTO
npenapara (JTUCTOK-BKIaaplm) (manee — JIB) mpegHasHadeHna juisi marueHTa
(moTpebuTensi). XOpoIIo COCTaBJICHHBIN M 4eTKO H3J10KeHHBIN JIB mo3Bosser

MaKCUMAJIbHOMY KOJIMYECTBY JIFOJIEM BOCHOJIB30BATHCS 3TOW HHQpOpMaIUei,
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BKJIIOUAs JIETEH CTapIiero Bo3pacra, u NOAPOCTKOB, MaJTOTPAMOTHBIX JIUIL U JIUII
C HapylieHueM 3peHus. UToObl Ju3aiiH 1MO3BOJISUT JIETKO OpUEHTHpOBaThCs B JIB
U obecnieunBai JOCTYITHOCTh UH(OpMauu, pu Beidope pupmenHoro ctuis JIB
JomyckaeTcsi oOpalieHue KOMIIaHUM K CHelUaiucTaM Mo UHPOPMAIIMOHHOMY
JTA3ANHY .

Hacrossmue IlpaBuma coaepxar ykazaHus 10 cocraBlieHuro JIB,
o0ecreynBaroIUe €ro y10004MTaeMOCTh.»;

0) B abzairle yeTBepTOoM paszjieia 4 MpeaIoKeHUE IMEePBOE HUBJIOKUTH B
CIEIYIOLIEN PEIAKIINU:

«JIB cocraBnsiercs Ha ocHoBanuu OXJIIl u momkeH BKIOYaTh B ceOs
uHdopMmalnoo, ykazaHHyro B monpaszaenax 4.2. — 4.8 npunoxkenus Ne 12
K TpeOOBaHUAM K HMHCTPYKIMH TIO0  MEIUIIMHCKOMY  IPUMEHEHUIO
JIEKQpCTBEHHOr'0 TMpenapara M OOIIed XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara Jjisi MeIUIUHCKOTO TPUMEHEHUS. ).

7.B Tabmume mpwnoxenus Ne 18 B mo3umuum b6 cioBo

«HCHUCIIOJIBb30BaHHUC» 3aMCHUTDH CIIOBOM «HMCIIOJIB30BAaHHC)).




