Eypasuanbik 3KOHOMUKaNbIK opaK

«Kazaxcran Pecnybnmkaceinbin Jlencayiisik cakray MAHUCTPITIr
Menuumnansik xone GapMalesrHkaibiK 0akpuiay komureri» PMM

CEPTUHOUNKATHI

EVPA3MSUIBIK DKOHOMUKAJIBIK OJIAKTBIH
THICTI OHJIPICTIK TIPAKTHKA KAFUIAJIAPBIHBIH TAJIAIITAPBIHA
JOPUIIK 3ATTAP OHJIIPICIHIH, COMKECTITT TYPAJIbI

Ne GMP/EAEU/KZ/270-12-2025
Konpaneiy mepzimi 2025 skeurrsl 27 Kapatagad 2028 sxeinFel 26 kapamara aeiin
Eypasusnelk sxoHOMHKaNeIK komuccus kenecining 2016 skeuirel 3 kapamajarsr Ne 83 memimimen
Bekirinren MapMaleBTHKANLIK WHCIEKLMA OTKI3Y KaFWalapbiHa Coiikec (GapMaleBTHKAIBIK HHCIIEKIAS

OTKI3Y KOPBITBIH/IBLIAPEI GOMBIHLIA Gepiiyi.

Kasakcrai Pecnybankacs! Jetcaviiblk cakray MUHUCTPIII
MenuuuuanbIg yane GapMalcBTHKAIBIK DaKbITay KOMHTCTI

MBIHAHBI pacTaiibl:
thapMarCBTHKANBIK, MHCTIEKITHS OTKI3iI

«Lindopharm GmbH)y
Neusirasse 82, 40721 Hilden, Germany

HeriziHzie:

- Eypasusuiblk SKOHOMHKANLIK 0JIakThiH TWicT] eHIIpICTIK NpakTHKACBIHGLIH TananTaphlHa CalKecTiriHe
uHeneknms xyprisyre 22.05.2025 xuinrsl oTiNIMI (63re Heriz).

QapmalleBTHKAIBIK WHCHSKII OTKI3y Ke3iHae anbiHFaH MaiMeTTep Herisinme, coHreichl 2025 skuiiapiy 24
men 27 kapalua apasiblFeIHAA OTKI3INTeH ockl (JapMaleBTHKAILIK OHIpYI Eypasusiibik 9KOHOMUKAIBIK, O/|aKThIH
Tuicti enpipictik mpakTuka Karujanaphiield TAlanTapblHa coikec Kenedi jaen OGerineHi, MeIulMHAIBIK KoHe
BETCPUHAPUSIIBIK  KONJl@Hyra apHajiran JOpimik  3arrapisly THICTI  oHJIpicTIK  IpakTHKAchl  JKoHe
(hapmanesTHKAILIK HHCIICKIMSIIAP LIHTLIMAaKTacThIrbl Jkyiecinin (PIC/S) karnnarraps Men Eyponaisik Onakrsin
OaciubLIbIrbiHa OaTaManl.

Ocpl ceprudurar (papMalCBTHKAIBIK WHCICKIMA ©TKI3y KyHide emaipicTik anan mMaprebecid kepcereal
JKalle ochl (papMalEBTHKAIBIK MHCICKIMA sKyprisiaren kynaen facran 3 kKbl @TKeH coi caiikecTik mopredecin
afrakraiitell Ky:at pertinge canamMaiiasr. CepTudukarThii KoJyianeury mepsiMi «Ochl  cepTHUKATTBIH
KOJIalbITY canackiHa KaTBICThI IUEKTEeylep Hemece TycinaipMe xazdanapy KOJbIHAA o1 TYpansl THICTI »azba
Bonca, kayinTepii GackapyAblH THICTI KaFMATTAPBIH Nalanany Kezinjie KpleKapThULy bl MYMKIH.

Cepmuduxar onslH 0OapiblK napakrapsl (Lerisri napakrapsl Ja, KOCBIMIIA [MapaKTaps! Ad) YCbIHBIIFaH
JKargaiia rana skapamant Gonsin Tabhiiais.

Ocel  ceprudukatThiy  ceftkectirin  (TymHyckaceni) Kazakcran Pecnybnukacsl Jeucayislk —cakray
MUHHCTPIIITT MeauuHanbIK skele (papManeBTHKATHIK Oaksliay KOMHTETIHIH IepekKOpbINAa TeKeepyre Goabl.

Erep ceprudukar kopcerinren gepekrep 6azachiHan TabbuiMaca, oHbl Gepren yoxinerti opranra Xabapiacy
KepeK.




Eypasuanbik SKOHOMMKaNbIK 04aK,

Ne GMP/EAEU/KZ/270-12-2025
X | MeauuunanbslK KOJIZaHyFa apHaiFaH Ioputik sarrap
KUIHHHKAIIBIK 3epTTeY apHaJIFaH Jopiiik 3arrap
Koapr Araynl
1. OHJIPICTIK ONEPALUAJIAP - TIOPLIIK OHIM/JEP

1.1 | Crepunnai onim
1.1.1 AcenruxaislK JKoIMeH Aaibliganyal oHiM (MblHa IOpUTIK TYpJiep/ii oHeyre apHaIFal onepalusnap):
1.1.1.1. Ynken konemperi cyifbix gapisik Typiep
1.1.1.2. Kenemi marpin cyHbIK JIOPIK TYpIICp
1.1.1.3. JInodunusarrap
1.1.1.4. KaTTsl Dapinik Typiep xoHe UMILIaHTaTTap
1.1.1.5. Hymeax aapinik Typnep
1.1.1.6. AcenTuKanbIK X0IMEH AaibIHIaNFAH 03T OHIMIEP
1.1.2. Confhl cTCpUNH3ALMAAAH OTCTIH OHIM (MBIHA A9PUTIK TYpIep/Ii oIyleyre apHaIFal onepanusIap):
1.1.2.1. YkeH kejemjeri Cy eIk Aapijik Typacp
1.1.2.2. KosieMi IarsiH ey HBIK JOpLIIK TYpliep
1.1.2.3. Karre! opinik Typaep xalie HMILIAHTATTap
1.1.2.4. JKyMcax opinik Typiep
1.1.2.5. CoHFEI cTEpUNU3ALMLAAI OTETIlI 93re oHiM/IEp
1.1.3. IlIpIFaps1ieIM canachld Oaksiay (Cepust IbIFAPbUILIMAL)
Crepuibii eMec oHIMIEp.
1.2.1. Crepuanni emec onimjiep (xejeci Jopifik Typrepi amy Ke3iHaeri TeXHOMOTHAIEK onepauuanap):
1.2.1.1. Ka0bl¥sl KATTHI Kalcyanap
1.2.1.2. KabbIrsl )yMcak kancyjaiap
1.2.1.3. IlaiinaiiTelu Jlopinik Typiep
1.2.1.4. UIMnperuupiik Jopilik Typruep
1.2.1.5. CpIpTKa KoJIJlaHyfa apHalFaH cy HbIK NapUIK Typaep
1.2.1.6. Tnike KonjgaHyra apHajiFad CyHslK JOPiMiK Typiep
1.2.1.7. Menuumuaiibik raznap
1.2.1.8. backa jia Kar1Thl JIOPULIK TYpIep
1.2.1.9. KnIchIMj1aFBI TIpenapaTrap
1.2.1.10. PaguonykaunTep relepaTopiapsl
1.2.1.11. XKymcak gapinix Typnep
1.2.1.12. Cpeua (cynro3utopuiinep)
1.2.1.13. Tabnerkanap
1.2.1.14. Tpancaepmanbii :adblCTHIPFBIILTAD
1.2.1.15. backa ja cTepHIIBi eMec eHIMIep:
1.2.2. Ipirapbiieiv canachiy Gakeliay (CepHAHLI CEpTH(UKATTAY)
BuonerustibiK Jopinik oHiM
1.3.1. BHOROTMAIBIK JIDPIJIiK OHiM:
1.3.1.1. Kan enimaepi
1.3.1.2. UMMYHOJIOTHSIIBIK OHIM
1.3.1.3. CoMarTukalblK >xacyllajapra HEri3jeiIeH oHIMuep
1.3.1.4. T'enotepanusuisiK oHIMAED
1.3.1.5. BHOTeXHONOTHANBLIK OHIM
1.3.1.6. JKanyapnap nemece ajlaM ar3ajiapslHaH (TiHACPIHEH) ajblHFaH 0BIMED
1.3.1.7. Tingix-virokeneprix oniMaep (TIHAIK MIDKCHEPHS oHIM/ICPI)




EypasuanbiK 3KOHOMMUKaNbIK OfaK,

Ne GMP/EAEU/KZ/270-12-2025

1.3.1.8. bHOJIOrFANBIK ©31¢ OHIMICD

1.3.2. IWeirapbuisiMbid Oakpulay (cepusnbl cepruduxarray) (onimuep Typiepinin tisbeci):

1.3.2.1. Kau enimpaepi

1.3.2.2. UIMMYHOIOTMSIIBIK OHIM

1.3.2.3. ComarukaliblK jKacyluajiapea HEeri3e/reH oHiMuep

1.3.2.4. T'eHOTepanusIBIK OHIMICD

1.3.2.5. BROTeXHOJIOrMIILIK OHIM

1.3.2.6. XKanyaprnap nemece ajam apsajapeigan (Tisepinen) ansiray oHiMIep

1.3.2.7. Tin uHxKeHepHsIChLIHLIH OHIMJICP1

1.3.2.8. buonorusursik e3re enimjep

1.4 Osre oHiMZep HEMECE OHIPICTIK KbI3MET

X 1.4.1. Onnipic:

1.4.1.1. Ocimpaik oniMepi

1.4.1.2. 'oMeonaTusuiblK 0HiMJICp

X 1.4.1.3. O3re oHiMIep: YHTAK

1.4.2. Bencelai 3aTTapAbl, KOCLIMINA 3aTTAPILL, TaliblH OHIMIEpPIi cTepUIH3alMuANAY:

1.42.1. Cysy

1.4.2.1. Kyprax BICTBIKTICH CTepHIIM3AINANAY

1.4.2.3. bymen crepunusanysiay

1.4.2.4. XUMHANBIK CTepui3anmsiiay

1.4.2.5. TaMma-coyneMeH cTepUIn3alianay

1.4.2.6. DnexTpouipl coyneMen CTepMIH3aLMANAY.

1.4.3. backa

1.5 Kanrrama:

X 1.5.1. bactanke! (1luki) kanTama:

1.5.1.1. KabbIFbl KATThI Kamcyjanap

1.5.1.2. Kabpirsl syMcak Karncynamap

1.5.1.3. [llaiinaiiTeld gopintik Typriep

1.5.1.4. TonslKTBIpBUIFaH JIDPULIK TYpJiep

1.5.1.5. CpIpTKa KoNJaHyFa apHairad cyitLik 1opinik Typiep

1.5.1.6. liike Kosjlanyra apHaiFal cy#ibiK JI9piliK Typliep

1.5.1.7. Mepuumnannik raziap

X 1.5.1.8. O3re KaTThl JOPUIK TYpPIEP

1.5.1.9. Kpichimjiars! npenaparrap

1.5.1.10. PaauonyknuaTep reHepaTtopiapsl

1.5.1.11. JKymMcak Jopilik Typiep

1.5.1.12. Cpeua (cynmosuropuiinep)

1.5.1.13. Tabuerkanap

1.5.1.14. TpancaepMasibal #Ka0BICTRIPFBIUITAD

1.5.1.15. Crepuibli emec 03re oHimep:

X 1.5.2. Exinmi (Ty¥ThIHYIIBUILIK) KANTaMa

1.6 | LUsirapy canacelH faKbLIay Wbl

1.6.1. Muxkpo6HONOTHANBIK TECTIACY: CTEPUIbIL

1.6.2. MHKpOOHOIOTHANBIK TECTiNEY: MHKPOOUOIOTMANLIK TA3AIIbIK

X 1.6.3. Xumuanslk (QU3nKaBIK) TecTiney

1.6.4, BHOJIOTHSUTBIK TECTLICY

Ocsl OUAIPICTIK ONEPALUMATAPra KATBICTL KC3 KCAICH IICKTCYIEpre HeMece TYCIHIpMenepre KartbicTsl (Tycilylipme onipictik 06BEKTiNeri npolecTepre
SKANNLL TYCIIKTeME GONEI TASKAATHI SKAr/AINAP/LI KOCTIAraNjA), OCK IMEKTCYACp HeMece Ty CliyipMenep kafi sxepe koanannuiea aa, GMP ceprudmratn)

TAPMAFBIHEBH THICTI HOMIPIHE CIATEMEI KOCY KaweT.
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2. JQPLIIK OHIM UMIOPThI KE3IHIE CAMNAHbI BAKBLIAY

VMnoprrajiarsii Jopiiik oHiMuil canacsil faksliay:

2.1.1. MuKpoOHONOTHIBIK TCCTUICY: CTCPHIBILIIK

2.1.2. MuKkpoOHOIOT HSLIBIK TECTINCY: MUKPOOHOJIOHANBIK Ta3aJIblK

2.1.3. Xumusansik ((hr3HKalbIK) chiHakTap

2.1.4. BuonorusnslK CblHAKTAP

HmmopTTanateit gopinik ouiMai cepusuIapiibl cepTH(HKaTTaY

2.2.1. Crepwin/ii OHIM:

2.2.1.1. AcenTUKaJbIK JKOJIMEH JaiblHIalFan oM

2.2.1.2. Coursl crepHIHIALMANALL OTETIIl OIIiM

2.2.2. Crepunbji emec eHiMaep

2.2.3 BHONOTHANBIK JOPLTIK OHIM:

2.2.3.1. Kan onimzepi

2.2.3.2. MMMyHOJIOTHSIBIK OHIM

2.2.3.3. CoMaTHKaIBIK )acyliajlapra Heri3e/reH oHiMep

2.2.3.4. I'enoTepanuaibik oHim/Icp

2.2.3.5. BHOTCXHOJOIUSIILIK OHIM

2.2.3.6. Xanyapuap Hemece a/iaM arzaiapblian (rinjcpineH) ansiHFal oHIMIACD

2.2.3.7. Tinpik-vipkenepiix enimaep (TiHgik HIpKeHcpus oHiMaepi)

2.2.3.8. backa na 6MoJ0rMsUILIK J9pUIK OHIMICD

HMmmopt (akeny) Go¥bIHIIA 03T€ KbI3MET:

2.3.1. Hakrsl uMIopt (oKe/1y) ajlaHsl

2.3.2. Onau opi oneyre »KaTaThlH apaiblK oHIML HMITOPTTAY

2.3.3. backa

3. OHIIPICTIK ONEPALMSITTAP-OAPMALIEBTUKAJILIK CYBCTAHLUUWUAJIAP

bencenni 3ar (6encenyi 3aTap):

3.1

XUMUANBIK CHHTE3 aziciMen Becensi 3arrap/s! oHLipy

3.1.1. Bencenyti 3arrap/insl apaliblk OHiMJICpiH oHipy

3.1.2. Tasapreuivaran GapMalCBTHKANBIK CYyOCTAHIINA OHJLIpic

3.1.3 Tyz ty3inyi (tazapry):

3.1.4. backa

Taburu ke3aepleH Oenin any ajicTepiMeH (apMaleBTHKATEIK cyOcTalMsIap OlIpY

3.2.1. Bencewi 3arrap/bl CIMILIK TEKTCE KO3JICP/ICH Domin aiy

3.2.2. Bencewl 3arrap)isl Kadyaplapian allblnarel Kozaep/eH boiry

3.2.3. Anam ar3anapsiiai (Tingepinen) OeJjiccHji 3arTapisl Ooutin any

3.2.4. Munepanisl Wby Ko3jepiten dciice 3arrap/ipl 6ot any

3.2.5 bouinren Oescenyd sarrap/sl Mojudukaimsics! (3.2.1-3.2.4 tapvakTap/iaH 1epeKkko3 KopeeTineii)

3.2.6. Beninren Gencenii zartaphl TazapTy (3.2.1-3.2.4 rapMakTapiaH IepeKKo3 KopeeTineni)

3.2.7. backa

buonoruansK npouecTepai naiiaanana oTeIpbn Gencen 3aTTapibl OHLIpY

3.3.1. depmenraums

3.3.2. Jacymanelk ecipinainep nalpanaHeiiaTsin  oHuipic (nafaHbLUIATEI
xacylmanap THIIH kepcery) (kacymanap THIINIH KopcerllyiMeH oNapiuil THITIK epeKIUEmNirin, ChI3LIFbIIL
LITAMMBIH JKaHE T. 0. Tycinyre Oonajs)

3.3.3. benin any (Tazanay)

3.3.4. Momudmrauusuiay

3.3.5. backa

Crepnnbai Geaceni satTrap enuipici (3.1, 3.2, 3.3 OoniMacpi KaThISTE GOIATLII FAEPACPIIAS TOATHPLUTYL THIC)

3.4.1. AcenTHKaTLIK KaFiaiia onaipiaerin denceual sarrap

54 6er
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3.4.2. Conrel 3apapchi3anibipyra YuslpaiTeii OCIccHl sarTap
Besicennal 3aTraphbl OHIPICiHill CONFRI Ke3e1yIepi
3.5.1. DU3UKAILIK ©1JICY CATLUIAPLL:
3.5.2. bipini kanrama

3.5.3. Exinwi kanrama
3.5.4. backa (3xorapbiia CHIATTAIMAFAN OlepallsIap Yl KopeeTy)

Canane! OaxsLIay
3.6.1. Ou3MKANLIK (XUMIBLILIK) CLIHAKTAP
3.6.2. MukpoBHOIOIWSUILIK CEINTAKTAD (CTEPUIBALTIK CBIHAKTAPBIH KOCa)
3.6.3. MukpoOHONOTHAEIK CRIHAKTAD (CTEPUIILAITIK ChINAKTAPLIH KOCHaramjid)
3.6.4. BHONOTHAILIK CLIHAKTAP
4. BACKA OTEPALIUSJIAP - BEJICEHAI 3ATTAP

CepTUQUKATTBI KOJIAHY cANachiHa KATHICTh] HEKTEYJIep HeMece TyciHaipMme xaszbanap:
Oupipictic HAdpakypsbiM - Kypambiiga Hofstrae 64, 40723 Hilden, Germany MekeHxkaiibiHua IUAKIZaT Iiel
MarepHalap/sl caKTay KaHe chliama aly YIiH KochiMINa KoiiMa KapacThIpbLIFaH.
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EBpa3suincKuMii 3KOHOMMYECKHIA coto3

PI'Y «KomuTeT MEMLHMICKOro M (hapMarieBTHYECKOro KOHTPOIIS
Munucrepersa 3papooxpanenns Pecrydnuku Kazaxcramy

CEPTUDOUKAT
COOTBETCTBUSI HPOHSBOI[C_TB% JEKAPCTBEHHBLIX CPI:ZI{CTB TPEEOBAHHAM T[TPABUIT
HAI[HEH{AylEH IMPOU3BOJCTBEHHOM ITPAKTHUKH
EBPASHMHUCKOT' O 9KOHOMHUYECKOI'O COIO3A
Ne GMP/EAEU/KZ/270-12-2025
Cpok peiicTeus ¢ 27 nosOps 2025 roia no 26 nos6ps 2028 rona
Brian mo wroram mposegenus (apManeBTHUCCKOH HMHCHEKIMH B COOTBCTCTBMM [Ipapunamu
NpoBe/ieHns  (PapMaLeBTHYECKMX WHCIeKUMA, yreepiaennbiMu  Pemennem Coeera Eppa3zuiickoi

SKOHOMHUYECKOH KoMuccuy or 3 Hosbps 2016 r. No 83,

Komurer Meuiunckoro # apMaleBTHIECKOro KOHTPOIIS
Munucrepersa sjpasooxpanenus PecnyOnuky Kazaxcran

MOATBEPHACT CIIC/IYIOUICE:!
nposejeHa (iJapMa[IeBTH’—ICCK&SI HWHCIICKIIMA

«Lindopharm GmbH»
Neustrasse 82, 40721 Hilden, Germany

Ha OCHOBaHUU:
- 3agBaeHna oT 22.05.2025 roja Ha NpoBeJICHIHE HHCIEKIMY 1A COOTBETCTBHE TpeboBaHUsIM HAJIeKALEH
MPOM3BOJICTBEHHOMN IPAKTHKU EBpaszuiickoro 9KOHOMUUECKOTO COI03a (MHOE OCHOBAHUE).

Ha ocHoBanui CBEJCHMIA, TONYYEHILIX NIPU IPORCACHUN (BapMaLeBTHYECKON HHCIEKIMU, NOCTE/HSS U3
KOTOpBIX Obuta nposezerra ¢ 24 no 27 nosbpa 2025 roja, ycTaHOBIEHO, 4TO TaHHOE thapmMalieBTHUECKOE
NPOM3BOICTBO COOTBETCTBYCT TpebosanuaM [Tpasun najexamell NpoM3BOACTEEHHON npakTuky EBpasuiickoro
IKONOMHMHYECKOr0 COK032, skBuBaneHTHLIX IIpuHuunam n Pykosojctey Esporneiickoro comosa 1o Hainexaunei
[POU3BOJCTBEIHON MPAKTHKE JICKAPCTBEHIBIX CPEACTB JUI MC/MIUMHCKOrO M BETEPUHAPHOTO TPUMCHEHHS M
npunuunam CHCTEMbI coTpyannyccTa hapmatesTnucckux uicneximit (PIC/S).

Hactosumit  cepruduxar oTpakaeT CTaTyc [POW3BOJICTBEHHON IIOMAAKM Ha JIaTy TPOBEJEHUs
(hapmanesTHYECKOH MHCTCKIMK 1 110 MCTEHEHUH BoJiee 3 NIeT OT JIaThl IPOBEIEHUS TOCIEIHEro Hs MOCIEIHEero
WHCTICKTHPOBAIIHNA HC MOMET CUMTATHCH JIOKYMELTOM, CBHICTEIBCTBYIONIMM C CTATyce COOTBETCTBUA. CpOK
peiicTBus ceprufKara MOKeT GLITh COKPAIIEH TIPH HCIO)L30BAHUM COOTBETCTBYIOLIUX [PUHLIMIIOB YIIPARICHUS
puCKaMM MpU HAMHYUM COOTBCTCTBYIOWIEH sanucy B rone «Orpandyucius HIM MOSCHHTENLHLIE 3aMETKH,
KACAIONIMECs 001acTH PUMENEHHst HACTOALICI0 CepTUUKATAY.

Ceprudukar Apiserca AeHCTBUTENLHBIM B CIIyUYac IPEJICTABICHUSA BCEX Cro JIMCTOB (Kak OCHOBHBIX JTUCTOB,
TaK ¥ JOMNONIHUTENLHEIX JINCTOR).

AYTEHTHYHOCTD (NOJUIMHHOCT) HACTONILIEro cepTUdMKATa MOXKHO TIpoBepuTh B 0ase naunbix Komurera
MCJIHIIMHCKOro ¥ (papMalleBTHIecKoro korpous Mutuerepersa 3apasooxpatienna Pecnybiuku Kasaxcran,

Ecnyn cepruduxaT He nmpeicTaBicH B yKazanHol Gase JaHHBIX, CHEAYET 00pPATHTHCS B YIOIHOMOUYECHHbI
Opram, ero BLIIABIINEL.

Crpannual u3 5




EBpasuitcKuii sSKoHOMMUECKUIi coo3

Ne GMP/EAEU/KZ/270-12-2025

X | JlekapcTBeHHbIE CPEACTBA 1Sl MEIMIMHCKOrO [IPUMEHEHHUS]
JlekapcTBenHble NpenapaTe! IS KIMHHYECKUX HeCTeA0Balui (MermbITaii)
Kon Hanmvenosanue

L. IPOM3BOICTBEHHBIE OITEPALMH - JEKAPCTBEHHASI MPOAYKLIMSA

1.1

Crepuiibnas NpogyKUuUs

1. 1.1 Ilpoussojiuman acerTuueckum mytem (orepanuu o0paboTky UIS cle/yIOlUX JICKapCTBelibIX hopMm):

L.1.1.1. XKunkue sekapcrsernbie popMul BonbUIOro o6nema

1.1.1.2. ’Kunkue nekaperseiinnle (hopMbl MAlioro ofsema

1.1.1.3. JInodunuzarst

1.1.1.4. Tsepublc JekapcrBennble GOPME! M UMILIAHTATE]

1.1.1.5. Msrkue nexaperseninic GopMel

1.1.1.6. Tpovas npojyKIys, NPOU3BOANMAS B ACCHTHYECKUX YCIIOBHS

1.1.2. [onsepraemast hunuinnoii crepiinzaiiui (orepanuu 00paboTKy AN CIeAVIOIIMX NeKapCTBeHHbIX opm):

1.1.2.1. XKunkue nekapcrsernsie GopMbl Gonb110r0 00beMa

1.1.2.2. YKunkue nekaperaerHbie OpMbI Manoro ofbsema

1.1.2.3. Teepabie NeKapcTBEHHBIC JOPMBI F HMITTANTATE

1.1.2.4. MaArkue nexapcTBenibie GopMbl

1.1.2.5. TIpovas npomyKius, noasepracMas hUHMINHON CTEpMIH3ANHIL

1.1.3. Beinyckaroluii KOHTpOsib KawuecTBa (BBIYCK Cepun)

1.2

Hecrepuastas npoayKLHs

1.2.1. Hecrepuibiias npoyKims (TeXHOMOTHYECKHUE ONCPALMH UL NOJIYYeliHs CIIeAYIOINX TeKapCTBEHHBIX
dopm):

1.2,1.1. Kancynsl B TBep/ioii obonodke

1.2.1.2. Kancysnsl B MaTkoii oGonouke

[.2.1.5. Xepatenbibic JICKAPCTBEHHBIC (JOpMb

1.2.1.4, UMnperuuposaliibie JeKapeTREINIbIE (pOopMbl

1.2.1.5. Kujkne nekapeTreHyLIe (JOpMbL LIS HAPYKIIOrQ NPUMEHEIHs

1.2.1.6. Kuaxne nexapersenitibie GOpMbl Ui BUYTPCHHETO IPUMEHEHHS

1.2.1.7. MeuuuICKUe rasol

1.2.1.8. [Ipoune TBEp/bIC NCKAPCTBEHHBIC (POPMBI

1.2.1.9. ITpenapatsl, HAXOISIIUECS 1101 JABIEHHEM

1.2.1.10. Panuonykiuiisic TeHepaTops!

1.2.1.11. MaArkue nexapcTreHiibie hopmbl

1.2.1.12. Creyu (cynno3uTopuu)

1.2.1.13. Tabnerku

1.2.1.14. TpancjiepmanbHble IIACTHIPU

1.2.1.15. TIpouas HecTepuabNast MPOAYKLHS;

1.2.2. Beunyckaloniit KOHTpOE KauecTsa (cepThdmKanus cepum)

1.3

Buonormaeckas JIEKapcTBEHHAA NMPOIYKIIHA

1.3.1. buonoruueckas JekapcTBEHHAs IPOAYKIIHUS:

1.3.1.1. ITpouyKTsl KpOBH

1.3.1.2. MMmyHOJIOTHYCCKaAsN IPOAYKINA

1.3.1.3. TIpoayKiins Ha OCHOBC COMATHYCCKHX KICTOK (NPOJIYKIMS I TEPANIHH COMATHYCCKIMM KIETKAMH)

1.3.1.4. 'enoTepancBTHYCCKAsN IIPOILYKILHSI

1.3.1.5. buorexHoJlorHuecKas mpoayKius

1.3.1.6. IlpoayKnus, BLIACICIHAS H3 IKUBOTHLIX HCTOYIIMKOB WJIHM OpPraios (TKaHeil) Jenosexa

1.3.1.7. TkaHCHHIKCHEPHAA NPOAYKIIHA (IDOAYKIMA TKAHCBON MHIKCHCPMHN)
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1.3.1.8. TIpouas GuoNormdeckas JeKapeTRenias IpoayKIMs

1.3.2. Brityckaroumii KouTpons kaueersa (cepridukaiis cepun) (epeyenns BUIOR TPOIYKITHHN):

1.3.2.1. [lpoaykrsl kporu

1.3.2.2. MIMMynonornueckas npogyKius

1.3.2.3. JIpoayKkThl Ha OCHOBE COMATHYECKHX KICTOK (IPOJIYKLMA Is TCPATIHH COMATHYECKHX KJICTOK)

1.3.2.4. I'enorepanerTiHYECKas NPOLYKIIIS

1.3.2.5. BOTeXHOIOrHYeCKas NPOYKLHS

1.3.2.6. IlpojtyKiius, BRIICHCHHAS 13 AKUBOTHBIX HCTOUHHKOB WM Opralok (Tkaueil) JeloBeka

1.3.2.7. Txancmipkenephas npoaykius (MpoyKIius TKAHCBOi HinkeHepun)

1.3.2.8. [Ipoyasa GmosorutccKas TekapeTBCIas Hpo iy KIS

1.4 | llpoyas nekapcTBeHHAA IPOLYKLMS I IPOU3BOICTREHHAS AETEILHOCT

X | 14.1. Tlpoussojctio:

1.4.1.1. PacTuTeabHas IPOAYKITHS

1.4.1.2. 'omMeonaTHICCKOMN MPOAYKIHH

X 1.4.1.3. Ilpodas npojIyKIusi: MOPOIIGK

1.4.2. Crepunnzauns (apMaeBTHIECKIX CyOCTAIIMA, BCIOMOTATEIbIBIX BCLIECTR, FOTOROH MPOILYKIHI:

1.4.2.1. PuasrTpauus

1.4.2.2. Cyxoxaposas cTCpHIN3ALN

1.4.2.3. CrepHim3aus napom

1.4.2.4. XuMudeckas crepiin3anms

1.4.2.5. Crepunuzalys ramma- U3y eem

1.4.2.6. Creprmsalis JICKTPOHHBIM H3IIYHCHHCM

1.4.3. Tlpouee

1.5 | Viaxkogka

X | 1.5.1. Iepeu4nas ynakosKa:

1.5.1.1. Kancyuist B TBepoii o6osiouke

1.5.1.2. Karncynbl B Msirkoii 0601049Ke

[.5.1.3. XepaTcnbinie JeKapeTBEHILIC HOpMbL

1.5.1.4. MIMIpernuponanisle IeKapeTECHIEbIC QopMEL

1.5.1.5. JKuskue nexaperseHHbIe (hOPMBI JUIS HAPYKITOTO TTPUMEHEHII

1.5.1.6. XKuukue yiexapcTREHHBIC (POPMEL LIS BHYTPEHICTO MPUMETEHHS

1.5.1.7. MeauIHHCKNE ra3bl

X 1.5.1.8. TIpouune TREp/ible NEKAPCTBEIIILIE HOPMBI

1.5.1.9. llpenaparsl, Haxoaaiyecs o J(asieHueM

1.5.1.10. Panuonyximgiisie reHepaTops!

1.5.1.11. Markue nekaperseltnnie GopMbl

1.5.1.12. Creun (cynnosuropuu)

1.5.1.13. Ta6iierkn

1.5.1.14. TpancoepMalnblible MIIACTHIPH

1.5.1.15. [Tpoyas HecTepunLHas JickapcTBenas NpoAyKLus

X | 1.5.2. Bropmanas (motpeGHTeNbCKAS) YIAKOBKA

1.6 | Konrtpons kauccTBa

1.6.1. MUKpOOGUHOMOrHYECKUC UCIILITALHS: CTEPHIBIOCTh

1.6.2. MukpoOHONOrHYECKOE TECTHPOBAHHE: MUKPOOHOIOTMUCCKAS HHCTOTA

X | 1.6.3. Xumuueckue (fuzndcckue) Mcnsranus

1.6.4. Buojorugeckue HeIbITaHus

B orHowenun mobdpix Ol'pEIHP[‘-ICHHFI WKW [OOACHEH, OTHOCSUIMXCT K JIAHHBIM MPOM3BOACTBCHILIM ONCpalUAM (33 HUCKMIOMCHHEM
Clly4yacs, Koria noacHeHHne ABIseTCS o0IHM KOMMCHTAPHEM K NPOIIECCaM 114 MPOU3BOACTREIIIIOM 061:'3[('1?!’:‘-), rie 6Ll Hu NPHAMENAIUCH

OTH OrPAHMYEHUS WK NTOACHCHHS, HCQGXO}IHMO BKIIOUATL OTCLITKY K COOTBETCTBYIOUIEMY HOMEDY MYHKTE CepTH(E]I'EKElTﬂ GMP.
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2. UMIIOPT JIEKAPCTBEHHOW POJIYKIIUU

2l

Kontpons kayecTsa MMIOPTHPYCMO# JICKapCTBEHHOM POy KM

2.1.1. Muxpo6uionorinaecKkye UCHLITANNS: CTCPIILHOCT

2.1.2, MuxpodUOa0orHIecKOe TCCTHPOBAHNE: MUKPOGHONIOTHYECKas YMCTOTA

2.1.3. Xumuueckue (QHU3MUCCKIE) UCIBITANHS

2.1.4. buonoruyeckue UCILITauug

22

Cepruduraiuiz cepun HMIOPTHPYEMOIT JICKaPCTREHION NPOLYKIHH

2.2.1. CrepuiibHast IpOJIYKIIMS:

2.2.1.1. llponzsopMas B aCENTHYECKHX YCIOBHSIX

2.2.1.2. IlopsepracMas UHHILHON CTCPMIN3ALAN

2.2.2. HecrepuiibHas NpoayKIiHs

2.2.3 buojloriyeckas JEKapcTBEHHAA NPOIYKIIHA:

2.2.3.1. Ilponykrsl kpou

2.2.3.2. IMMyHonorH4eckas npoLyKis

2.2.3.3. llpomyKuus Ha 0CHOBE COMATHYCCKUX KIETOK (MPOYKIMS UTH TCPAITMH COMATHYECKUMHA KICTKAMM)

2.2.3.4. I'eHOTEpalICBTHYCCKUE TIPOLYKTHI

2.2.3.5. bruoTexHoJIOTHICCKAs MPOJIYKIIHS

2.2.3.6. [TpoyKuys, BRIICICHHAs U3 AUBOTIRIX HCTOUHUKOB MM Opralion (TKaneil) uenosexa

2.2.3.7. Trancumeucpyas MmpoyKius (pojyKis TKAHCBOH HIDKCIICPHH)

2.2.3.8. Tlpouas Ouonoruucckas JCKapCTBCUIIAS [IPOTYKIHS

23

Ipoyas nesTenbHOCTh N0 UMIOPTY (BBO3Y)

2.3.1. Ilnomaznka dusuaccKoro uMmopra (Bso3a)

2.3.2. MMIopT npoMexyToU110ii IpoAyKLHH, [I0/BEpraloleiics nanpieiimeii oGpaboTke

2.3.3. Ilpo4ee

3. NIPOHU3BOJACTBEHHBIE OIEPAUHU — PAPMALEBTUYECKHME CYBCTAHUMH

DapmalceTHyeckas cydcraHums (cybcTanmm):;

3.1

llIponssoictBo dapMaleBTHIeCKuX cyOCTaHUMI METOJIOM XMMHYECKOIO CHUTE3a

3.1.1. ITpOu3BOACTBO IPOMCIKYTOUHEIX MPOYKTOR hapMaleBTHICCKOM cyBcTanuy

3.1.2. IlpousBoactso neounuieninod GapMalcsTHuccKoil cybeTanimm

3.1.3 Coneobpazopanue (04HCTKA):

3.1.4. Ilpouce

3.2

Hp0H3B0).lCTBO Cl)apM_aLleBTquCKHX CY6CT21H]I‘HH METOLAMH BLIACTEHHA M3 IIPUPOANLIX HCTOYHHKOB

3.2.1. Beraenenye apManeBTHUCCKHX CyOCTANIMIT M3 HCTOUNIHNKOB PACTHTCILIIOTC MPOHCXOKICHHS

3.2.2. Beienenue apMaleBTHICCKUX cyOcTaliii 13 HCTOWIIHKOB KHBOTHOTO NPOHCKOMKICHHS

3.2.3. Buienenue dapMalieBTHUCCKHX cyOcTanmumiil 3 oprauos (Tkaueii) yenozexa

324, BHHCJ’ICHHB rbapmauemmccmx cyﬁcmnum‘& M3 UCTOYHHKOB MHHCPAILIOTO ITPOUCXOMJICHNSA

3.2.5 Mojuduxalis BeilelicHHON dapmalesTiicckoil cyberanu (ykasbizaeres u3 nyikros 3.2.1-3.2.4)

3.2.6. OuKcTKa BBIACICHHON (apMaleBTHYCCKOH cybeTanmm (yKa3slBaeTes HCTOUHHK U3 nynkTos 3.2.1-3.2.4)

3.2.7. Ilpouee

HpOI/IBBOHCTBO (I)H}’JMB,ILBB'I‘H‘-IG_CKMX CY6CT&IIIIHﬁ C UCTIONB30BalNeM OHOTOIIYCCKHUX [IPOLICCCOB

3.3.1. Oepmenrauns

3.3.2. Tlpom3soJCTBO ¢ HCIONL30BAIHEM KISTOYIBIX KYJALTYP (ykazatb THN
HCIIOMb3YEMBIX KIETOK) (MOl yKa3alcM THI& KICTOK IIOHUMACTCS UX THIIOBAS CICIM(QUIHOCTb, JIMHHAL, 1ITaMM U
npouee)

3.3.3. Bruaenenne (o4nctka)

3.3.4. Moandukanus

3.3.5. llpouee

TTpousponcTRO CTepHALILIX (hapManesTHUecknx cyGeranmnii (pasgens: 3.1, 3.2, 3.3 oLl LITL 320011,
TJ(C TPUMEHHMO)
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3.4.1. @apmanesTuyeckue CyGCTANIINH, TIPOUZBOANMBIE B ACCIITHHECKHX YCITOBMSIX

3.4.2. GapManeBTHUCCKUC CyOCTaHIIM, TIONBCPracMblc GUHMILHOI CTEPATN3ALHHN

3.5 | 3asepuialouime CTaANK IPOU3BOJICTEA PAPMAIICBTHYCCKUX cyBCTanimif

3.5.1. Crapun pusmacekoit oGpaborku:

3.5.2. Ilepruynas ynakoska

3.5.3. Bropuunas ynakoska

3.5.4. Ilpouce (ykasaTh AU OTepaliii, e OmMMCcaHNIbIX
BHILIIC)

3.6 | KoHTpoub katiecTa

3.6.1. Dusuyeckie (XUMHUYECKNE) HCNBITARHS

3.6.2. MukpoOHOIOTHYCCKHE HCTbITAlMS (BIIIIOYAS HCIILITAIIMS HA CTEPUIIBIIOCTE)

3.6.3. Mukpofuosiornieckue HCIbITaINS (HCKIII0Uas HCTLITAIINS Ha CTCPHIILIOCTE)

3.6.4. HruojlorHueckre HCILITaHMs

4. MPOYHE OMMEPALIMHN - DAPMAUEBTHYECKUE CYECTAHLIMH

Orpanu<cnns win HOACHUTE/IbHbIE 3aAMCTKH, KACAIOUIHECS 00IaCTH TIPIMENCHIs cepTUdukaTa:
B cocrase npou3BOACTEEHHON HIPACTPYKTYPBI IPETYCMOTPCI A0NONIMTILILI ckia no aapecy HofstraBe 64, 40723
Hilden, Germany npesyirasnayuciuiniii Uist xpaneis 1t 0160pa 1pod cLIphs i MATCPHANIOR.

Pajimkyinosa I'.Y. o

S
BaMCC']‘HTCHI} anﬂC crareiida g.ﬁ:«, 4
Komurera MCIHMIIHIICKOro 1 §§§ G
o
c])apMall,eBTHL{CC}(OI“O KOZITEJOJ]H @ I:“’l'n:r-:
:&%f{ (nomies)

Munncrepersa 3apaBooxpariciius

&
Pecny6mukn Kaszaxcran )
(@110, noxknocTs)

z
T

AL IR ROL Y

(maTa neanmcanisi, AK. Mec, rriT)

Crpanmma 5 w3 5




