EBpasmiickuii SKOHOMHUUECKHUIA COI03

PI'V «Komuter MeAMUMHCKOro 1 hapMaleBTHYECKOTO KOHTPOJIs
Mutimcrepersa sapaBooxpatenns Pecnybnnku Kazaxcrany»

CEPTHOUKAT
COOTBETCTBUA NPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHMAM IIPABUII
HAJUIEXALEN TIPOU3BOJCTBEHHOU ITPAKTUKH
EBPA3SHHCKOI'O DKOHOMHYECKOI'O COIO3A
Ne GMP/EAEU/KZ/61-09-2023

Cpok neticreus ¢ 08 wions 2023 r. no 07 wons 2026 r.
B 110 nwroram npose/icins  GapMalleBTHYCCKON MHCHNEKUMH B cooTBeTCTBUM C llpasuiamu
npose/icHus  QAPMALCBTHYECKMX  MHCHCKUMH,  yTBepscHHbiM  Pewiennem  Cosera  Epasuiickoii

IKOHOMHYCCKOH KOoMMCcHH oT 3 HosiOps 2016 1. Ne §3.

KomuTer MeIMIMHCKOro M hapMaleBTHYECKOI'0 KOHTDO,IsI
Muununcreperna 3apapooxpanenus Pecnybnnku Kasaxcran

HOJATBCpACIACT CIICAYIOLICE:
HPOBC/ICHA ('I)‘dp.M.’:ll.[CB'l‘H‘{CCKa}I HHCNEKIIHA

Lozy’s Pharmaceuticals S.L.
Campus Empresarial, Lekaroz, 31795 Navarra

Ha OCiIOBAHHM!

- sassnerns or 14.04.2023 rojia na nposeAcHue HHCIICKIMI Ha COOTBETCTBUC TpeOoBaluaM Hanekaueii
HPOU3BONCTBCHHOH HpakTHRN EBpasHickoro 3KeHOMHYECKOro coto3a (MHoe 0cHOBaHNE).

Ha ocriosanny CBCJCHNI, 110JIYYCHHBIX 1IPH [IPOBEACHUM (DAPMALEBTHYECKONH MHCHEKIMM, TOCHCLIAS U3
KOTOpLIX Obuia nposeiera ¢ 04 no 08 wiona 2023 ropa, yCTaHoBJICHO, 4TO jdlnoe (apmalleBTHYecKoe
POH3BOICTBO cooTBeTCTBYCT TpeboBatinam [Ipasui nauiekaliel N1pOM3BOACTBCHHOI IpakTukn Espasuiickoro
OKOHOMUHYECKOI'0 ¢0103a, dKBUBaNEHTHBIX [Ipuniunam u PykoBopetBy EBporieiickoro cowosa 1o najuieskalncii
HPOU3BOJICTBCHHON [IPAKTHKC JIEKAPCTBEHHBIX CPEJICTB UL MEMUMHCKOrO U BETCPUIIAPHOIO 1IPUMEHEHMUS 1
npunipiam Cucrempl coTpy/iundecTsa dgapmaresTuaeckux nicnexkuuit (PIC/S).

Hacrosiimmil — ceprudukar  orpaxaeT craryec IPOM3BOACTBEHHON IUIONIAJ(KH Ha JIaTy  1poBeieHns
(papmancsTIUECKOl HHCUCKIIMKA W 1O MCTedeHUH Goliee 3 JIeT OT JIaThl [IPOBEIEHHS OCIEHErO IHS TIOCIS/Hero
HHCHCKTHPOBANKS HE MOKCT CHHTATLCH JOKYMEHTOM, CBHAGTCILCTBYIONMM O CTaryce coorercreusi. Cpok
Jeiiersist cepTu(pHKaTA MOKET OBITh COKPAIEH 1IPH UCIIONBL30BAHUA COOTBETCTBYIOUIMX [IPUHIMIOB YIIPABICIIHS
pucKami UpH  HaIHYNH COOTBETCTBYIOWIEH 3aimucu B nosie «Orpalyueys Wi [OSCHHTCIBHLIC 3aMCTKH,
KACAIONCCH 0DNAacT IPUMCIICHHS HACTOALIETO CepTHdHKaTay.

Ceprndukar srisgeTes ACHCTBUTCILHBIM B ClIyHae NpejiCTaBiCHNst BCCX €0 JIMCTOR (KaK 0CHOBHDLIX JIMCTOR,
TAK 11 JLOTOJIHUTCILIBIX JIMCTOR).

AYTCHTHIIOCT (I0UIMHHOCTE) HACTOAIErO CePTU(UKATA MOXKHO 1poBepUTh B Baze Jannuix Komurera
MUJUHILMECKOrO 1 JapMaleBTHYECKOI0 KOHTPOJIst MHENMCTepeTBa 31paBooxpanenus Pecrny@ukn Kazaxcran,

Ecim ceprudurar ne npejcraBieH B ykasannol 0ase Janibix, cieayer ofparuThes B YIOJHOMOUCHIIbI
oprau_ CI'O BLIJIARIINIL.
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EBpasmniickMii SJKOHOMMUYECKUIA CO103
Ne GMP/EAEU/KZ/61-09-2023

JlekaperseHHbIe CpejieTBa M1t MEHIMHCKOTO LIPUMEieH s

JlekapeTsennbie 1pelaparhl JUisl KIMHAYCCKNX HCCneI0BaHuit (HCHbITAHHE)

Haumenonanne

1. MPOU3BOJCTBEHHBIE OIIEPALMM - JEKAPCTBEHHAS [TPO1Y KIS

CrepuiisHas IpoAYKIHs

I.1.1 lIpouspoammas acenruieckum nyrem (onepatiy 06paboTku JUls Ce/yio X JeKapeTBebIX Gopm):

1.1, Jwikye nekapersennsic Gopmsl Golisinoro odseMa

1.2, Ayikne jickapcTBeHHbIC (OPMBI MAOro 00LeMa

1.3. Jlucnepcun

1.4, Jlnohunuzars

1.6. Msrkue JickapcTreHbie (hopMbl

L.
L.
L.
L.
I
1.
L.

1.7, Ipotas upoyKius, TPON3BOIUMAS B ACEIITHICCKHUX YCIIOBUSIN

1.1.2. lojsepraemas GuuHuIHOI cTepulizaiyi (onepaiun o6padorTku jums cncuytomm J'[E:I\achB(,]IIIbI‘{ unpM)

1.
l.
L.
:
[.1.5. T'Bepiibic JigkapcTReHHbIE (POPMBI U HMIJIANTATHI
1.
1.
lo
[

2.1 Kujkue Jiekapersenibic GopMbl GonbIoro odbemMa

1.2.2, }K"H;Lme JicKkapersentsle GopMel Manoro obkema

1.2.4. Mstrkue Jickaperseitbie GopMbl

L
1.
L.1.2.3, Tseplible JigkapeTBenbie (JopMbl B UMILIAHTATE]
I
L.

1.2.5. [poyas 1pojiykius, nojascpracMast buInIHON Crepuiinsaliug

| 1.1.3. Buiiyckaionmii Komrrpoans kauecsa (BbliyCK cepyn)

Hecrepmisuas HposyKLMs

1.2.1. Heerepuibtas HPOJLyKIHS (TEXHOMOTHYCCKHE ONEpaLn JUIs HOJTYUEHYS CIC/YIONUX JIEKAPCTREHHAIX BOpM):

1.2.1.1. Kancynel 8 TBepoii o6ono4ke

1.2.1.2. Kancynbl 8 Msrkoit obosnouke

1.2.1.3. enareinblble JieKapeTBEHHRIE GOPMEI

1.2.1.4. MiMupernupoBaHuble ICKapeTBellibie PopMbl

2. 1.5, Hunxue Jickapersennnie GopMbl Ut HAPYIKIOTO MPUMEHEIIHA

1.2.1.6. JKmucne siekaperseningie Gopmel U BHYTPEHHCIO HPUMEHEHMS

1.2.1.7. MeuHCcKHE 1a3sl

1.2.1.8. Ilpotne TBEp/ILIC JICKAPCTBEHHBIC (JOpMbI

1.2.1.9. llpenaparsl, HaxosiiMecs 1o JasieiueM

1.2.1.10. PajutonyKJin/IHbIC ICHCPATOPSI

L1 L Msrkue nekapersennsie GopMal

1.2.1.12. Creun (cynnozuropun)

1.2.1.13. Tauerkn

1.2.1.14. Tpaicjiepmalibible IIACTHIPH

1.2.1.15. Yerpoliersa juis MuTpapyMHHANBHOIO (BHYTPUPYOLIOBOIO) BBEJIEHIHS

2.1.16, lpoyas necrepmibuas MpoyKIis

1.2.2. Beinyckaomuii xonTpolib kauecTsa (ceprHHKaliis cephy)

buosoriricckasn ekapersemias npoiLyKuusa

1.5.1. Bnonoruyeckas JiekapeTBeHHAS MPOIIYKIIAS:

1.3.1.1. Ilposyxrsr Kposr

1.2, Mmmynosiormacckas npoyKuus

3. IpojyKims Ha OCHOBE COMATMYECKHX KICTOK (LPOLYKILHS JUISl TCPaIliM COMATUYECKHMI KIICTKAM )

.
4. TenorepanepTHueckas IpoAyKIng
1.5, brHotexnosioruuecekas mpoiLyKiust

6. Tlponykuus, BeIIENCIIAS U3 XHBOTIBIX HCTOUHMKOB MM Opranos (TKkaneil) uejoBexa

o
L7, Tranemmenepuas 1poAyKiws (IPOAYKIMS TKAHCBOMH HIKEHEPHH)

L;.) (JJ L;.J LJ) UJ b.J

.
L
I
1.
1.
L

Crpanuua 2 u3 5




EBpa3uiicKuii SKOHOMUUYECKUIA coto3

Ne GMP/EAEU/KZ/61-09-2023

1.8, Tpouas Ononornyeckas JIeKApCTBEHHAS TPOLYKIHA

ILYCKAKOLULIH KOUTPOJIb (CepTHQUKALIS cepyn) (IIepedetb BUAOB npoaymmn)
1. Tlpojykrsl kposu

. MMmynosioraieckas npoayKips

1.3.2 b

(R}

- 1IpolyKThI Ha 0CHOBE COMATHYECKUX KICTOK (POMYKLMS JUIs TCPAIIMHN COMATHYIECKHX KIETOK)
- I'eiloTepanerTHICCKAs NPOAYKIIMS
. buorexnonorudeckas npojyKis
. 1pojtyKims, BeUICICHHAS 13 KUBOTHBIX HCTOYHHKOB MIIM OPIAHOB {TKaneil) ueloseka
- TxancHmkeHepHas IpoAyKLMS (POLYKLMs TKAHEBOH HIbKEHEpUY)
1.3.2.8. 1[pouas Guolioruyeckas JICKapCTBEHas IPo/yKIus
Ilpouas sekapersentas upolyKLUus Wik NPOU3R0ACTECHHAA JEATENLHOCTD
1.4.1. [lpoussojactso:
1.4.1.1. Pacturensnas npogyxkuus
1.4.1.2. l'oMeonaTudeckoli npojykimn
1.4.1.3. Tlpouast nponykuus
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1.4.2. Crepuiinzaiius papmaleBTHYCCKHX CyGCTaHImi, BCIIOMOIaTClIbHBIX BEIECTE, TOTOBOI [IPOJLYKIIMH;
1.42.1, Qunsrpams
1.4.2.2, Cyxoxaponas crepuinzaliis
1.4.2.3. Crepuinmsanis napom
1.4.2.4. Xumiieckas CTCpHIM3ALMA
1.4.2.5. Crepuiiisalinsg raMmMa-usnyucireM
1.4.2.6. Crepuisalis 2JCKTPORILIM H3lLyYCHUEM
1.4.3. llpouce
Yuaxkoska
1.5.1. Ilepsiunas yiakoska:
L1 Kaneyust 8 reeproit oGoliouke
1.2, Kaneyiint B Msirkoit o6onouke
L3 SKenarcibiinie JIGKAPCTBEHHBIC (POpMbI
1.4, MMipernuposaniisie iekaperieiinbie GopMsl
1.5, SKuikue JiekapeTrenHele GOopMBt JUlsl HAPYKHOTO MPHMCHEHUs
1.6, HKuikne siekapcTBeHHbIC GOPMBI /ISl BIYTPEHHEDO MPUMEHEHHS
7. Meanuuniekue rasoi
1.8. llpoune TeepabIE JICKAPCTBEHHBIE HOPME
1.9, Tpenaparsl, HaxoJgImecs: rnojt japaecHIeM
AL 10, Pajunony kInyuibe reneparopsl
1.5, 1 1T, Mstrkue siekapersetibie Gopmbl
1.5.1.12. Ceeun (Cynosuropun)
1.5.1.13. Tabnerku
1.5.1.14. TpancjepMalibiisle IIACTLIPH
1.5.1.15. lIpoyas HecTepuinbias JIeKapeTBeHEas IPOLYKIMs
1.5.2. Bropuynas (1orpefureibekas) yiakoska
Konrrpons kauccrsa
1.6.1. MUKpoGHOIOI NYECKIE HCHBITAHKS: CTCPHIILIIOCTD
1.6.2. MuKpOOHOII0IMUCCKOE TECTHPOBAIUE: MUKPOOHOIOTHYCCKAA YHCTOTA
1.6.3. Xumuueckue ((PH3HICCKIC) HCMBITAIIMA
1.6.4. BHONOIHYECKME UCTIBITAHUS

in|tn
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B ornowennu mobnix OrpaHMICHHH MR TOACHEH, OTHOCAIWNXCH K JaHIIbIM [IPOUIBOJICTBEHHLIM ONEPALMAM (34 HCKIIOYCHUEM
CIVUACE, KOIJIA MOSCHCHHAE SIBNIACTCH 00IIHM KOMMCHTapUCM K MNPONECcaM Ha MPOUIBOACTBCHHOM 06-‘1;6!(’1'6}1 rae Ont Hi MPUMCHSLITNCE

ITH OTPABHUCHHS HIIM 1OSCHICHHS, HEOOXOAMMO BIIIOUATH OTCHUIKY K COOTBCTCTBYIOLIEMY HOMEPY IyiikTa ceprudnxara GMP,
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Espasuiickuii 3KOHOMUYECKUIA COIO3

Ne GMP/EAEU/KZ/61-09-2023
2. UMITOPT JIEKAPCTBEHHONI NPOJYKI{AU
KoHTposn, kauce1sa UMIIOPTHPYEMOIT JIckapeTBCHHON TPOLYKIAH
2.1.1. MUKpODHOIIOrHYECKHE HCIBITAHNS: CTEPIILIIOCTD
2.1.2. MHKpOGHONOIHUCCKOC TCCTUPOBAHHE; MHKPOBHONIOIMYECKAs UMCTOTA
2.1.3. Xumnueckite (GHu3nuccKue) NCIILITAHNS
2.1.4. buonoruucckue NCIbITaHus
Ceprudukanus cepiin UMIIOPTHPYEMOIl HPOJYKILIH
2.2.1. CrepusibHast IPOJYKIHS:
2.2.1.1. llpousBoinmMas B acenTUYCCKUX YCIOBMAX
2.2.1.2. llonsepraemas GUHHLINOI CTEpUIH3ALNN
2.2.2. HecTepuwibHas TIPpOIyKIMs
2.2.3 buonoruueckas J1eKapeTBCHHAS TIPOJLYKIHA:
2.23.1. lpojykrhl Kposu
2.2.3.2. UIMMyIIONOTHICCKASL IPOLYKLIHS
2.2.3.3. llpojyxims na oCHOBE COMATHIECKIX KICTOK (IPOAYKIIMSA 1JIsl TEpalliii COMATHICCKUMU KIICTKAMM)
2.2.3.4. I'enorepalle BTHUCCKHE TIPOIYKTEI
2.2.3.5. bUOTEXHOIOIHYCCKas NPOLYKLHH
2.2.3.6. llpo/yKuus, BeljenenHas 3 sKHBOTHLIX HCTOUHHKOB HIIH OPraHoB (Tkanei) uenoseka
2.2.3.7. TraneuipKkeHepyas Npoykuus (IpoLYKIWs TKaHeBOH HIKEHepin)
2.2.3.8. llpouas Buooruyeckas JICKAPCTBEHHAS 1TPOAYKIIUSA
l[poyas JedTelLHOCTh 10 HMIOPTY (BROZY)
2.3.1. Iiomanxa dusmieckoro uMmropTa (Bro3a)
2.3.2. MIMniopt npoMeskyTounoi poJyKimu, fojisepraioueiica ranbneiicii odpaborke
233 . Ilpouce . - -
3. MPOHU3IBO/ICTREHHBIE OINEPALIMH — GAPMALUEBTHUYECKHE CYECTAHLIMH
Dapmanesruueckas cyberanims (cySeranimm):
3.1 | Ilpon3BoucTso (rapMalcBTHYECKEX CyBeTatiuil MeTo10M XUMHYCCKOTO CHITE3d
1.1, lipon3po/IcTBO IPOMERY TOUHBIX IPOLYKTOB (hapMalleBTHYCCKOl cyOcTanIny
1.2, [1pousgouerso neoyuulennod GapMalenTHIeckoli cydeTanimm
1.3 Coneolpaszopaiiie (0uncTKa): KPUCTAIIIU3AIINS
1.4, Tlpouee . -
llponsBocTBO apmancsTuieckux cyGeTa I METOIAMY BBUICIEHUS W3 PUPOJ(HEIX HCTOUHHKOB
3.2.1. Boliencune GbapMalieRTHIECKUX cyOCTaHIN U3 HCTOUHMKOB PACTHTEARHOIO IIPOUCXOMK/ICH IS
2.2. Brijtenenine apmatesTHieckux cy6eTanimii #3 HCTOYHUKOB KHBOTHOTO 1IPOHCXOK/IEHUS
2.3. Bouienernine dapmanesTiicckux cy0cTaiimii 13 oprados (Tkaneil) yeioseka
2.4. Beiesenine dapmanesTHyecKnX cyOCTaHIMI 13 HCTOMINKOB MHHEPAILHOIO IINOUCXOKICH S
2.5 Mojndukating suyiencrHoi hapManesTiuccxoil cybeTanimu (ykassigaeres 13 nynkros 3.2.1-3.2.4)
-2.6. OuHCTKA BLULCCHIION (apMalCBTHYCCKON cyBeTaniuy (YKa3bIBACTC HCTOYHHE 13 HynkToB 3.2.1-3.2.4)
3.2.7. Ilpouce _
lipoussojicTBo hapmaresTuuecKkix cyGeTaHIuii ¢ HCHONL30BaHNEM DHOIOTHYCCKHX NPOLIECCOB
3.3.1. depmentarius
3.3.20 TlpomsBoJcTBO ¢ MCHOJL3OBAUHEM  KACTOUILIX  KYJLTYP ) (ykazarn TMI
HCHOJB3YCMBIX KIETOK) (110JL YKA3aHNEM TUIA KICTOK MOIHMACTCS UX THIIOBAA CHCUUGHYHOCTD, JIUIHA, TITaMM |
npoucee)
3.3.3. Bouiesienne (ouncria)
3.3.4. Mojmpuranms
3.3.5. llpouee

Ll [ |t

BRSPS IS S I AP O

[pomsonerro erepunninix papmanesrimecknx ¢y@erauuuit (pasaein 3.1, ,3.2, 3.3 omastn GbiTh 3a100LGHbI,
rJie HPUMCHIIMO)
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EBpa3sniiCKMii IKOHOMUYECKUA COO3
Ne GMP/EAEU/KZ/61-09-2023

3.4.1. DapMalCBTHUSCKUC CYOCTAIILIMM, POHIBOMMMBIC B ACCITHYCCKMX YCIOBHAX

3.4.2. @apMalepTHYeCKue CyOCTAHLIIM, [IO0BCPracMble YUHUILIIOH CTEpHIU3AIUN

3aBepIIAIGIINE CT/IMH IPOU3BOACTBA DAPMALICBTHICCKIX CYOCTAHILHI

3.5.1. Crajuu usireckoii 0dpaboTku: npocensanme

5.2, llepsryias yuakoska

=
J
3.5.3. Bropuynas ylakoska
i
]

5.4, Tpouee (yKasarTs J7Ist Orepaluil, He OIICAHHBIX BRIIC)

Konrpoih kadecrna

3.6.1. Du3HUCCKHE (XUMUYECKUE) HCIILITAHMS

3.6.2. Mukpofuoioruyeckue UCIbITAHNs (BKIIOYas HCILITAINS Ha CTEPHIIBHOCTD)

| 3.6.3. Mukpo6uosoruyeckue UCHbITaHuA (CKIOUAs UCIBITAHNS HA CTCPUILHOCTD)

3.6.4. buonoruyeckie UCILITaHue

4. [IPOYME ONEPALMU - PAPMAUEBTUYECKHUE CYBCTAHUUH

Orpaniienns win HOSCHUTCILHBIC 3aMETKH, Kacalolecs 001acT IpUMeHeH s cepTH(HKaTa:
1.2.1.8. lpoune Tsepinic nekaperetnbie Gopmbi - TaGICTKH JUIS PACCACBLIBAHT;
1.5.1.8. Hpoune Thepitsie ekapersentbie GopMbl - TabNeTKH Uif PaccachlBaHus.

Herakos H.3.

lpeneenarens Komurera MeIMIUHICKOIO 1 )
(hapManeBTHIECKOrO KOHTPOIIA L .%?5%’15‘\“\‘
MUHUCTEPCTRA 3J(PABOOXpatiCIius
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