Espasuiickuii 3KOHOMMUYECKMii colos

PT'Y «Komurer ME/IMLIMHCKOro M hapMaLeBTHYeCkoro KOHTPOJ1s
Munncrepersa s/pasooxpanenus Pecry6mky Kaszaxcrany

CEPTH®HUKAT

HAJUIEXKAILIEHA HPOM3BOJICTBEHHOM MPAKTHKH
EBPA3HICKOI'O IKOHOMHYECKOI'O COI03A

Ne GMP/EAEU/KZ/148-10-2024
Cpox neiicrens ¢ 20 ceursdps 2024 r. no 19 cenTsbps 2027 r.

Bbinan no wuroram HpoBenenus  papmaiierruucckoi HHCTIEKLMK B COOTBETCTBHH ¢ Iparunamu
lipoBenenns  (apmanesruyeciux WHCIICKIIHHA,  yTBepKACHHBIMH Pewennem  Cogpera Eppasuiickoii
IKOHOMMYCCKOMH KOMHCCHH OT 3 HOs10ps 2016 1. Ne §3.

KOMI/]TCT MENMIIMHCKOIO ¥ APMAlCBTHYECKOIO KOHTpOJIst

MHHHCTepCTBa 3/paBOOXpPAHEHHS PeciyGinuku Kazaxcran

NOATBEPKIAeT ciienyromee:
NpoBC/IcHa (hapmalieBTHYcckay HMHCTICKIIHS

Sandoz Grup Saglik Urunleri Naclari Sanayi ve Ticaret 4.8,
Ihsan Dede Cadde No 900 Sokak TR-41400 Gebze-Kocaeli, T urkey

Ha OCHOBAHUU:

- 3a4BJICHHs oT 28.12.2023 rojia Ha nposeaeHue MHCTICKIIMH Ha COOTBETCTRHE TpeboBaHugM Hallexkaueii
TIPOM3BOACTBEHHOM NpakTHKy Espasuiickoro IKOHOMHMYECKOT0 COI03a (MHOE OCHOBaHue).

Ha ocHoranu CREJICHNH, NOMY4CHUBIX TPy NpOBe/IeHHH (apManesTuucckoi HHCHICKLNH, 1TOC/Ie/iiss 13
KOTOPBIX Obuta nposeseta ¢ 17 mo 20 cenrsbps 2024 '0lla, yCTaHoBleHO, 4To janioe dbapmanestiyeckoe

TPOM3BOICTBO COOTBETCTBYET TPeGoBAHMsM Hpasun nagnexaneii TPOH3BOACTBEHHOM TIpakTHKH Espasuiickoro

neACTRHs cemepHKaTa MOXKET OLITE COKpallieH IPY HCII0NB30BAHU U COOTBCT‘CTByIOLHHX HPHUHIMITOB YhpaBneuus
PHCKaMK NpH HaJM4YUKY COOTBGTCTByI‘OLLIeﬁ 3allMcl B 110jie «Orpaﬁnqcm/m WM TIOACHUTENLHbIC 3aMETKH,
Kacaronuecs o0nacru HpuMeHneHns HacTosALero cepmcbm{aTa».

Ceptudukar ssisercs JNeHCTBUTe T HBIM B CliyHae npejcTaBieums scex ero JIMCTOB (KAK OCHOBHBIX JIUCTOB,
TaK ¥ TONOIHUTENLHBIX JHUCTOR),

AyTeHTHyHOCTE (mojuunHOCTS) HacTosmEro ceprudurara Moo npoBeputh B Oase naHneix Komurera
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1. NNPOU3IBONCTBEHHLIE on
Crepunnnas POOYKITHST
1.1.1 Hpoussonumas ACCNITHYECKHM ITyTem (onepawnn o6paGorkn TR CHENYIOIEX JICKAPCTBEHHBIX (ho pM):

Espazuiickuii SKOHOMMUYeECKMii coto3
No GMP/EAEU/KZ/148~10—2024

CKapCTBeHHEIC ¢ PeIcTBa s MEMULMHCKOro IIPUMEHECHU S
CKapCTBEHHBIE I craparsl juis KIHHHYCCKHX HMCClIeNoBaHUI I/ICHI:!T&HHIZ)

Hanmenosanue

L1.1.1. Xunkue JI€KAPCTBEHHEIE hOPMBI BONBIIOIG obnema
1.1.1.2, XKungue JACKAPCTBCHHRBIE hopMbI Matoro obbema
1.1.1.3. Jluomnmzars

L.1.1.4. Teepapie JICKAPCTREHHBIE GOPMbI 1 UMILIAHTATH

1.1.1.5, Markue JIeKap

CTBCHHEIE (ODPMLI

L.1.1.6. IMpouag 1 PONYKLMSA, POH3BONUMAs & ACCUTUYCCKUX YCIIORHY

1.1.2. [Moagepraemas PUHHILIHON CTepuiM3aLmuu (onepamun 00paGoTky jyis CICAYIOUIUX JICKAPCTREHHLIX dhopm):

1.1.2.1. XKupnkne JIEKapCTBEHHbBIE POPMbI BONLILOTO 06beMa
1.12.2. Kunxue JICKAPCTBEHHBIE (hopMBI Manoro o0bema
1.1.2.3. Trepapie JIEKAPCTBEHHBIE HOPMBI 1 MMIIAHTATBI

1.1.2.4. Msarkue JieKa

[.1.2.5. Mpoyas NPONYKUMA, nonsepraemMas Gpunmmion CTCpUNU3ALIM

1.1.3. Bein CKAIOIMH Kou

: Hecrepunsnas nponykims

B

1.2.1. Hecrepumsmas o POAYKLUMSA (TEXHOIOrHYeCkie Ofepauny /uis o

CTBEHHEIE (hOPMEL

EPALIUMY - JIEKAPCTBEHHASI NPOOYKIIMS

POJIL KauecTBa (BuiTyck cepi)

1.2.1.1. Kancynul B Te PO obosoyke

1.2.1.2. Kancynnl B markoti obo104ke

1.2.1.3. XKenatenbunie ACKAPCTBEHHbBIE (hOPMEI
1.2.1.4. MMnperunporanmsie JICKAPCTBEHHEIE (JOPMILI

1.2.1.5. Xunkne Jiekap
1.2.1.6. Xunxue nexap

CTBEHHBIE (hOPMEI A HapykHoro NpUMEeHeHnI
CTBCHHLIE (POPMBI 115 BHYTpPCHHEro lIpuMeneHns

1.2.1.7. Mmegnuunckne rasel

1.2.1.8. ITpoyue TBCP/IBIC JICKAPCTBEHHbIE (pOpMEI
1.2.1.9. [perapate:, HAXOJUIMIHCCA 1101 TaRIE HUCM
1.2.1.10. Paguonyimannie [eHepaTopsl

1.1.1.11. Markue JICKapcTBEHHbIE OPMBL

1.2.1.12. Ceeyn (cynnozuropun)

1.2.1.13. TaGnerku

1.2.1.14. Tpancaepmansime ILTACTRIPY
1.2.1.15. lpoyas HECTEPUNLHAS NpoiyKiLus

1.2.2. Boimyckaoumii koy

1.3.1. Buonorugeckas JIeKd

POJIL KavecTsa (cepTudukanms cepun

BHOJ’IDFHQBCK&H JEKapCcTREeHHAas np OLYKIIHs

PCTBCHHas NpOayKIiys:

L.3.1.1. IpojykTsr kposn
1.3.1.2. UMMynonorueckas NPOAYKIHS

1.3.1.3. Hponykiung ua

OCHOBe COMaTHYCCKMX KICTOK OpOOYKIIMA IS Tepail

1.3.1.4. T'enotepanestuicckay TPOAYKITHA
1.3.1.5. Buorexnonoruyeckas POAYKIIHS

[.3.1.6. 11 POAYKLHA, BhICICHH!

1.3.1.7. Tranemmkenepnag UPORYKIWS (POLYKIHS TKAHEBOH HIDKEHepHn)
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HCHHA CHCAYIOUMX JIEKAPCTBEHIEIX opm):

44 U3 KHBOTHBIX HCTOYHUKOB MK OPraHoR (Tkaucit) yenoseka
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EBpazuiickuii 9KOHOMMYecKuii coloz

1.3.2. Brinyckarommnii KOHTPOJIh KayecTra (cepTy DUKals cepun) (epeyens BUAOB [1po KLIHH):

1.3.2.2. Mmm HOJIOrHYecKas NpOaYK ITHs

1.3.2.3. [Tpoykrer Ha OCHOBE COMATHUCCKUX KNeToK (MponyKums 1% Tepa

]
]
- 132.1. Iponykre kpogu
]
]
]

1.3.2.4. I'enorepanestuyeckay POYKIMS
1.32.5 buorexnonorunieckas IPOIYKIUMS

- 1.3.2.8. Ipoyas 6uonormiccras JACKAPCTREHHAS IPOMYKIIHS

1.3.2.6. 11 OAYKIHS, BBIACICHHAS 13 ZKHBOTHBIX HCTOYHUKOR MK OpraHoB (TkaHeil) Yyejiopeka
1.3.2:7, Txaneumienepnas ONYKIWIA (IPOJIYKUHS TKAHCRO HHKEHEpHHU)

M1 COMATHYECKHX KNETOK)

Ipoyas nexapcrrenmnag UPORYKUHIA WIH NPOHIBOACTBCHHas JIeATENLHOCTE
1.4.1. Mpomssopcrro-

1.4.1.1. Pacturensnas OJTYKIHS

1.4.1.2, Tomeonaruyeckoi 1t OAYKIIHK

1.4.1.3. Tipouas OPOAYKIMS

1.4.2. Crepunusarus papMalieBTHYeckux ¢ Goranumii, BCIIOMOTaTe/IbibLIX BEINECTE, IOTOROMH UPONYKIHH:

]

L 14.2.1. ®unsrpaims

- 1.4.2.2. Cyxoxaposas cre PHITH3ALMS

- 1.4.2.3. Creprinmsanus 1apom

- 1.4.2.4. Xummacckas cre pUIH3ALHA

] 1.4.2.5. Crepunmmsaiius ravma-imsryaenmon
- 1.4.2.6. Crepwmsaims snex POHHBIM M3JlyYeHHCM
- 1.4.3. llpoyee

L5 | Ynakorka

L.5.1. lepeuynas LIAKOBKa:

1.5.1.1. Kancyssl B TBep/oi obououke

- 1.5.1.2. Katcyist B Markoii oboiouke
- 1.5.1.3. Kesatennupic JICKAPCTREHHRBIE (hOpMBI
1.5.1.4. Umnpernupopanmmie JICKAPCTBEHHBIE (hopMbl
1.5.1.5. Kunxue JCKapCTBCHHBIE HOPMEI JUIst HAPYHKHOTO NIPUMEHEHHS
1.5.1.6. JKunxue mekap CTBEHHBIE (POPMBI JLits BHY PCHIIETO HpUMeHeHus
1.5.1.7. Meanunckne rasn;
1.5.1.8. TTpoyne TBCP/IBIC JIEKAPCTBCHHRIE thopmbr
1.5.1.9. lpenaparsl, naxousimecs 1O jIaBneHuem
1.5.1.10. Paymonyknunmnie [CHEPATOPEI
1.5.1.11. Msrkune JICKAPCTBCHHBIE (OPMBL
1.5.1.12. Creun (¢ TIO3HTOPHM)
1.5.1.13. Tabnerku

1.5.1.15. TIpouas HECTCPpUIILHAA JTekapeTRe Hias NPOAYKUMS: OPOIIKH 1A 11

UPHEMA BHYTPb, KACYTHI 1A MHFalIs I
1.5.2. Bropuunas (110 peburenbekas) yrakoska
Kontposs kavectna
1.6.1. Mukpobuonoruueckue HCUBITAHUS: CTEPHIBHOCTE
1.6.2. Mukpo6uonornueckoe TCCTHPOBAlNE: MUKPOBHOIOr Y eCKas TicTora
X 1.6.3. Xummueckue (busmaeckue) uensrranms
- 1.6.4. Buosiornyeckme HCTIBITAHM S

L]
L

L 1

]

-

]

|

] 1.5.1.14. Tpancnepmanpisie TUIACTBIPH
]

| 16 ]

Iy

-

| X

B ortnowenun moGmx OTPaHHYCHUHA Wi moscHel, oTHoCALINNCE K AGHHBIM IIDOKIBOLNCTRENIEIM OlepaliHiM (38 MCKRIOYEeHHEM

PHCOTOBJICHNS pacTBOpOB L1y

CIY'AeB, KOI/A IOACHEHHE ABACTCH OGLIHA KOMMENTapuem k nponcccam na NIPOU3BOJICTBEIHOM 0OheKTe), e Gbl HH TTPUMEHSLITHCE
9TH OTPAHHYEHNS UM NOACHEHUS, HEOOXOAMMO BKIIOYAT OTCHUIKY K COOTBETCTBYIONIEMY HOMED
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EBpasumiickuii 3KOHOMMYeECKuii colos

N GMP/EAEUH(Z/I48~10—2024
2. UMIIOPT JEKAPCTREHHOM} NPOAYKUHU

Konrpons kauecrsa ummo pTUpyeMoii nekapereetinoi TPOIYKIHH
2.1.1. MukpoSmonormeckue HCNLITAHHA: CTEePHIILHOCTD
1.2, Muxpouonorugeckoe TCCTHPOBaHNME: MUKPOBUOIOrHYCCKag HHCTOTA
1.3 Xumuyeckne ( (PHU3U4ECKHE) HCIBITAHMS
-1.4. Buonoruyeckue HCUBITAHHS
CPTHOHKALRS CEPHE MMIIOPTHPYeMOli JICKADCTBEHHOH NPOYKIMN
2.2.1. Crepunbhiag UPONYKIHA:

2.2.1.1. lpoussoumas 5 ACCNTHYCCKHX YCIIOBHAX

2212, Hoasepraemas punmmon CTEpUIU3AIMH
-2.2. Hecrepuinnas POIYKLIMs
2.3 BHonoriieckag JICKAPCTBECHHAA PO AYKIIHS:

2.2.3.1. MpoaykTh Kposn

2232 HmMmyHonoruueckas MPOJLYKILHs

2
2
2
C

e

b

2234.T CHOTCPAIICBTHYCCKHE TIPOIYKTD
2.23.5. bnorexnonornueckas i DOJLYKLMSI

2.2.3.8. lpouas Ouonornyeckas JICKaPCTBENIAN IPOYKIIMSA

2233.11 POAYKIMSA HA OCHOBE COMATHYECKIX KICTOK (POAYKIMS juist Tepaimn COMATHYECKUMM KIIETKAMH) |

2.2.3.6. Ilpog KUMSA, BLIACNICHHAS W3 HUBOTHBIX HCTOYHUKOB MJIM OPIaHoR (rrameit) yenopeka

[pouas gesrenbrocts no UMIIOPTY (BBO3Y)

2.3.1. Inouanka PHIMMCCKOro MMIIopTa (BBo3a)

2.3.2. Umnopr MIPOMCIKYTOUHOM PoIyKIHH, noAsepraouieitcs nansHeineii 06 padoTke
2.3.3. Ipouee

3.1 | Npouzsoncreo PAPMAUCBTHYECKHX CYOCTAHINIT MeTo10M XHMHYCCKOTO CHHTE3a
3.L.1. Ilpousroxcreo HUPOMEKYTOUHBIX POAYKTOR (PAPMAUEBTHYECKOH cyBeTanmu
3.1.2. IpoussoscTao HCOTHINEHHON (apMalierTHuYecKOl] ¢ Ocraurmu
3.1.3 Concobpaszosanmne (oumcrka):

]
1
- 3.1.4. [lpoyce
L]

3.2.1. Buinenenue DAPMANCBTIYECKUX CyBCTalumit 43 HeToqnKOR DACTATCILHOIO NPOHCXOMKICIHS
- 3.2.2. Beiienennue PAPMANCBTUYCCKNX CyOCTAHIMI 13 MCTOUHHKOB MBOTHOI'O NPOHCXOKACHHS

3.2.7. TIpoyee

HKTOB 3.2.1-3.2.4)

lpoussoncrao dapmarerriecru o Ocrantmii ¢ uenots3opanuen Ouonormecknx nporeccon

3.3.1. depmenranus
3.3.2. Ilpomssoncteo o HCIIONIB30BANMCM  KIIETOYHEBIX KyabTYyp

(ykasars  Tur

HCITONb3YEMBIX KJ'ICTOK) (l'lO,Il YKa3aHueM TtHna KASTOK NOHUMACTCS MX THIIOBag CHCI[H(bH‘iIl()C'['b, JIHHHA, [ITaMM

[

npouec)

- 3.3.3. Buiienenne (0o4ncrka)
- 3.3.4. Monudukanus

3.3.5. llpouce

34 | lpomssonctso CTEPHILHBIX (apMalleBTUYCCKNIX cyberanunit (pasne)isr 3.1, 3.2, 3.3 nomknst 6oirs 3ALOJIHCHB]

Tlle IPUMENHMO)
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EBpasuiickuii SKOHOMUYeCKumii cotoz

- 3.4.2. DapmanesTuieckme cyOcranmmm, HoABepraemoIe PUHMIIHOIN CTePUIIM3AL U
3asepmaromue cramun IPOH3BONICTBA (hapManerTHYCe kux cybcranuuii

- 3.5.1. Cranuu dwsnvccron obpaBorkn: '
- 3.5.2. lepsnunas ynakonka

3.5.3. Bropuunax MaKOBKa

3.5.4. Ipouee (YKazath s ONEPALHH, HC OmMCAHTILIN |
BbllIie)

3.6 | Kourpom, KauecTra

4. IPOYUE OIIEPAILMY - PAPMAUEBTUYECKUE CYBCTAHUMU

Of’paHH‘ieHHﬂ HITH MTOSICHUTEIbHBIE 3aMETKM, KacalollHecy obJiacti NpHMeHeHus cep’mc}mxa’ra:

Kemxexanora A, JK,

W.o. lpencenarens Komurera
MEAHLMHCKOTO U (hapMalesTHYecKkoro
KoHTpOIIst Munucreperea

3/ipaBooxpancnus PecryGiuku Kasaxcran
(D.1.0., SMOIIRI0CTD)

B0 2oy

(mara moamicains, nn, Mec.rer)

Crpanuua 5 u3 5




