EBpasuiACKMii IKOHOMUYUYECKHUIA COHO3 l

PI'Y «KoMHTCT MEAMLIMHCKOTO U (hapMaLCBTHYECKOI0 KOHTPOJIs
Mununcrepersa 3pasooxpancetins PecrryGmin Kazaxcrain

CEPTUOHUKAT
COOTBETCTBHS ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB T PEBOBAHHWSM TTPABHJI
HAJUIEXKAIIEW [TPOU3BOCTBEHHOM ITPAKTUKH
EBPA3MHUCKOI'O DKOHOMMYECKOI'O COIO3A I
Ne GMP/EAEU/KZ/215-07-2025

Cpox neitcrsus ¢ 21 despans 2025 r. no 20 despans 2028 r.

RN

Brijiai 110 uroram HpoBCJICHUS (hapMallCBTHUCCKOR HHCHCKIIMM B COOTBCTCTBUM ¢ [lpasmiamu
poBejelins  (papMALCBTHYCCKUE.  MHCNEKIMHA,  yrsepaoictnbivd - Peicnimem  Cosera  Eppasuiickoit
IKOHOMHUECKO KoMueenn ot 3 HostOpst 2016 r. Ne 83. |

b

KoMmuTeT MeIMIIMHCKOrO 1 (hapMAaeBTHICCKOIO KOIITPOJIs

noarsepIgactT CJIC/yoIee:
nposejiciia (hapMarcBTHICCKas MHCICKIUS |

«Alcami Carolinas Corporation»
4221 Faber Place Drive Charleston, South Carolina (SC) 29405, United States of America |

HA OCHOBAHMH:

- gaspiienust o1 21.05.2024 roja Ha mpoBeASHHe MHCICKIMY 11a COOTBETCTRIE TpeboBanmaM HajyiesKaiicii I
TIPOU3BOCTECITION NPAKTHKH EBPasniickoro ABKOHOMHUECKOTO co103a (MHOE OCHOBAIKC).

Ha ocnosanun creACHuii, NONYUEHHBIX Py LpoBeacnid (apMalCBTUUCCKOR MHCHCKUMN, [OCNCITISS 13
koTopeix Obuia nposejena ¢ 17 no 21 ¢gespans 2025 roja, ycranosicno, 4To jaiioe (apManeBTHICCKoe
HIPOM3BOJCTBO cooTBeTCTrYCT TpebosanmsM T1paBui najyiexKaiieH 1pousBo/ICTECRION pakTikY LBpasniickoro
JKOHOMMYECKOro coloza, sxkeuBancHTHBX [Ipunmnnam n Pykosojctsy Esporciickoro coiosa 1o najyieskaniei
11POU3BO/ICTBEHHON NPAKTUKE JICKAPCTBEHHBIX CPCJACTB JUI MCJIMIMICKOrO M BCTCPUITAPHOIO 1PUMCHCHHS 1
npuniinam CuereMbl coTpynimuectsa (Gapmanesriniceknx nncnekuuii (PIC/S).

Hacrosimuii  ceprudukar oTpaxcacT CTaryc 1POM3BOJCTBCUIION TUION@IKM  HA JIaTy 1pOBCICHMs
(hapmaneBTHUCCKOI HIICIICKIIMK 1 110 UeTeUcHnn GoJICe 3 JICT OT JIarhl [POBCICHMS HOCHICHEI0 IS HOC/ISHEIO
MHCICKTUPOBANNS HE MOJKCT CHHTATLCS JIOKYMCITOM, CBHJICTC/ILCTBYIONIMM O CTATYCC COOTBETCTBHS. Cpox
JieiicTsist ceprirkaTa MOKET ObITH COKPAIICH HIPY UCITOJIB3OBAHMN COOTBCTCTBYIONIMX NPUITLKIIOB YIIPABJICIHA
pHCKAMM 1IpH HAJIWMHH COOTBETCTRYIOWICH 3amdcu B nose «Orpanndcins Wi HOSCHUTCILIBIC 3aAMCTKU, |
Kacalouiees 00NacTi MPUMEHCHS HacOAIICI0 cepTuduKaran.

Ceprudukar siBsiercst ACHCTBUTCILHBIM B CIIYHac MPE/ICTABICIMS BCCX CrO JIMCTOR (KaK OCHOBHBIX JIMCTOB,
TAK W JIONONHATENBHBIX JIUCTOR). |

AYTCHTHYHOCTE (IOJUIMHHOCTDL) HACTOANICIO cepTH(uKaTa MOKIO LIPOBCPHTL B Gaze jgannbix Komurera
MCJIMLUIICKOTO M (pApMAI[CBTHYCCKOI'0 KOHTPOJIss MUHHCTCPCTBE 3/IPABOOXPAHCIITs PecnyGnuku Kazaxeran.

Eenu ceprudukar He mpejcTapicH B yKasaoii 0ase Janibx, cie/iyer 00paTHTLCS B YITOIHOMOUCHILI] |
opram, ero BulaBIIRi.
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EBpasuniicKkuii SKOHOMUYECKUIA COI03
Ne GMP/EAEU/KZ/215-07-2025

1
X | JlckapeTBCHHBIC CPEJICTRA JULS MCIUMIMHCKOIO IPUMCHCHMS I
JlekapCTREHHBIE TIPCTIAPATHI JUISL KITMHHYECKMX MCCIIC/I0BAHUA (MCIIbITAH M) '
Kon Hanmcnopaime \
1. TIPOU3BOJICTBEHHBIE OTIEPALIMUN - JEKAPCTBEHHAS ITPOIYKLIMSI
1.1 | Crepuibias NPOAYKIIHA
X 1.1.1 IIpon3soinmas aceiTHYCCKUM TIyTeM (onepanin o0paboTKi juis CIcyIOUMX JCKapCTBCHHbIX HopM): \
1.1.1.1. XKuykue Jexaperseniisie GopMbl 60iLITOro obheMa
X 1.1.1.2. Jujkue JIeKapCTRCHIBIE POPMEI MAlIOro 06beMa
1.1.1.3. JInodunnzarel \
1.1.1.4, Trep/anle nekapcTBCHHBIC (POPMBI H MMILIANTATHI
1.1.1.5. Msarkue jickaperieniinie GopMbl |
1.1.1.6. Ipouast 1rpoJlyK1List, IPOU3BOUMAS B ACCITTHUCCKHUX YCIIOBHA A
1.1.2. TTojsepracmas GpUEHINEOI cTepAtusaiuy (oucpaiin 06paboTku Juid CJICYIONHX JICKapcTBenbx Gopm)i |
1.1.2.1. AKukue siekapersenssie Gopmbl foublioro ofbema |
1.1.2.2. 3Kujikne nekapersehibie (popMbl Masioro o0nema Q
1.1.2.3. Teep/iblc JIeKapCTBCHHBIC (POPMBI M MMILIAHTATI |
1.1.2.4. Msirkue siekapctseHibie opMbl |
1.1.2.5. ITpouast 1po/lyKiys, noasepraeMas (QuiuuimHoil crepuiiusaling \
1.1.3. Brimyckaiouii KouTpolib KauecTsa (Bhllyck cepum) |
1.2 | HecrepuiibHas PO KILHsS I
1.2.1. Hecrepmiblas POJIYKIIs (TCXHOIOIHUCCKHE OTICPAIMM JITIS 1IOJ YU CIIC/IYIOIMX JICKAPCTBCHIBIX (POPM): \
1.2.1.1. Karieynol B TBep/L0ii 06010UuKe l
1.2.1.2. Kancyist B MArkoii obonouxe
1.2.1.3. JKesarenbuble JIeKApCTRCHHBIC POpMb \
1.2.1.4. Mmuperiinposanible JIGKApCTBEHHBIC (hopMbl |
1.2.1.5. Wuuxue JiekapeTBeliiblc (GOpMbI JUIS HAPYIKIOTO HPAMEICITHA |
1.2.1.6. XKujkue nexaperseiiibic (popMbl JUIsS BHYTPCHIICTO HPUMCHCHUS
1.2.1.7. MeHUIHICKHUC Ta3bl
1.2.1.8. [lpoune TeepIbIe JICKapeTBelnLIe (hopMbl
1.2.1.9. Ilpenaparhi, Haxo/uliecs 10)L JIAB/ICIHCM \
1.2.1.10. Pajitonyijijuibie FeHCpaToph
1.2.1.11. Msirkue JickapeTsenibie Gopmbl
1.2.1.12. Creuu (CyI1030TOp.AN) 4
1.2.1.13. Tabacrku
1.2.1.14. TpancjiepMalbibI¢ TUIACThIPH
1.2.1.15. Ilpoyas necrcpuiibuast IpOJLYKIAsA #
1.2.2. Buinyckalolmii KonTpoiib kaduccTsa (ceprndmuranns cepun)
1.3 | buosnoruyeckas JICKapcTBeHHas HPOJIYKIIMs
1.3.1. buonornucckas JCKapcTBCHHAN HPOJYKIHS!
1.3.1.1. ITpostyKTh] KpOBH
1.3.1.2. UMmmyHoJI0rH4ecKas IpoIyKIIns |
1.3.1.3. IIpojtyKis 112 0CHOBE COMATHYCCKMX KICTOK (IPOJLYKIMS! JUIS TCPAIIN COMATHYCCKHMMU KICTKAM M) 4
1.3.1.4. 'enorepancsTuyecKas NpojLyKilust
X 1.3.1.5. BUOTCXIIONOrHYCCKAs LPOLY KIHs! |
1.3.1.6. IlpojtyKitss, BhuLC/ICHHas M3 KUBOTHLIX HCTOUIMKOB MK Opration (TKaieit) yenonexa
1.3.1.7. Trancumkenephas 1pojyKis (IPOJLYKIWMs TKANCBO# WIDKCIICPHN) |
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EBpasunCKMUA SIKOHOMUYECKUIA COIO3

Ne GMP/EAEU/KZ/215-07-2025
1.3.1.8. [pouas GuoiorMyeckas JIckapcTBCHHAs POJLYKITHS -
[.3.2. Brinyckaromuii KonTpodb kauec,sa (ceprudukaius cepun) (1Iepeuciis BUIOB HPOJYKIMK):
1.3.2.1. IlponyK 1Ll KPOBH
1.3.2.2. iMMyloJI0rHYECKas JTPOLYKILHS
1.3.2.3. [IpoJtyKThI Ha OCHOBE COMATUUCCKUX KICTOK (HPOJLYKILMS JUIst TCpaliny COMaTHUCCKUX KIETOK)
1.3.2.4. 'eHoTCcpallcBTHUCCKas HPOMYKLIHS
1.3.2.5. BroTexHonoruycckas npoayKims
1.3.2.6. [1pojtyKIs, BLIACACHHAS W3 JKMBOTHBIX HCTOYHHKOB HJIM Opraion (TkancH) yejionexa
1.3.2.7. Tkanenipkenepuas 1pojtyKits (1ipo Ly Kilst TKalICBOH MIDKCHCPUH)
1.3.2.8. Ilpouas GHOIOrHYECKas JICKAPCTBEHHAS IPOAYKITHS
TITpouas JIcKapCTBEHHAS HPOJLYKIMS MK TPOU3BOJICTECHHAS JICATCIILHOCTD
1.4.1. [IpoussojicTBO:
1.4.1.1. PacTurensnas HpoLyKIus
1.4.1.2. ToMeonaTuyecKoi 1poaYKIHN
1.4.1.3. ITpouas upoLyKUUs
1.4.2. Crepwiiszanys GapMalcBTHICCKUX cydcTanunii, BOIOMOIATCIILHBIX BCIECTE, I'OTOBOI NPOJYKITHH:
1.4.2.1. OunsTpanms
1.4.2.2. CyxomapoBas cTepHIn3anus
1.4.2.3. Crepuimsalins napom
1.4.2.4. Xumuucckas CTCpHIIA3aiMA
1.4.2.5. Crepuinzaiiis raMma-H3JlyucueMm
1.4.2.6. Crepuiisalust JICKTUOHHBIM H3JIYHCIIICM
1.4.3. ITpouee
Ynakoska
1.5.1. lleppuunas ynakopia:
1.5.1.1. Kancynsl 8 TBepaoit obonouke
1.5.1.2. Kancysnni B MATKo#it 000J10UKe
1.5.1.3. JerareibHble JICKAPCTBCHHBIC (POPMBI
1.5.1.4, UIMIperuypoBanneie JICKapeTBeHIBIC (POPMbI
1.5.1.5. Xujikue Jickapersetiibie GopMbl Ui HAPYKHOTO HPUMEHCHHS
1.5.1.6. XKujikue JCKapCTECHHBIC (POPME] JUIS BITYTPCIHIICIO HPUMCHCHHS
1.5.1.7. Mejmnusickne rasel
1.5.1.8. ITpouume TBCpjIbIC JICKAPCTBEHHBIC (FopMil
1.5.1.9. Ilpeuaparsl, HaXOsUIACCS NOJL IABJICIIHCM
1.5.1.10. Pajnouyinjisie reucpaToph
1.5.1.11, Markic JcKapCTBCHHBIC GOPMBI
1.5.1.12. Ceun (Cyu1o3Hropum)
1.5.1.13. Tabucrkn

[.5.1.14. TpanciepMalbHbIC [UIACTLIPH
[.5.1.15. TTpotas HeCTCPMILIAS JICKAPCT BN LPOJLY KIS
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1.5.2. Bropuuias (norpedurenbekasn) ynakoska

Konrpoih Kaueersa

1.6.1. MuKkpoBHOJIOrHUCCKUC WCTIBITAHMA: CTCPHILHOCTD

1.6.2. MUKpPOOHOJIOIHHECKOE TECTHPOBANNE: MUKPOOUOJIOUHIECKAsA TUCTOT
1.6.3. Xumpueckne ((PranuccKie) nelibITalns

1.6.4. BUONOrHYCCKNE HCULITAHNA

B ornomenuy Jio0bIx 01‘pauwlcnnﬁ WM 1OSCHCH, OTHOCHIIXCA K JGUTHBIM HPOHIBOJICTBCIHHLIM - OIICPALLSAM (3& HCKJITOYMCIHTHE
ciy4aen, korja nosciciue spisieTes 001mUM KOMMCHTAPUEM K HPOHCCCaMm HA NPOU3BOACTBCHHOM OG'I;CKTC)., rae Obl 111 HpUMeriIg
ITH OTPAHHIECHMS TUTH MOsICHCHHA, HCOGXOJ’[HMO BKJIQUYATL OTCLLIKY K COOTBETCTBYHONICMY ITOMEPY ITYHKTQ CCpTPI(l)HI(ElTEl GMP.
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EBpasniickmii SKOHOMUUYECKUIA COI03
Ne GMP/EAEU/KZ/215-07-2025

2. UMIIOPT JEKAPCTBEHHOW IPOLYKIINH

2l

KonTpolth KauecTBa MMIIOPTHPYCMOIT JICKAPCTBEHION POy KL |

2.1.1. MukpoOHOIOrHYCCKUC HCIIBITAINS: CTCPIJILHOCTh

2.1.2. MukpoGHOJIOTHICCKOE TECTHPOBAHME: MUKPOOHOJIOMHUCCKAS YHCTOTE

2.1.3. Xumudeckue (PU3HUCCKUE) UCIILITAIINS |

2.1.4. BHONOrHUCCKUE UCITBITAHWS

22

Cepri(UKAIUA CCPUM HMIIOPTHPYEMOHH JICKapCTBCHIION 1IPOJLYKIMH

2.2.1. CtepuibHas NPOAYKIMA: |

2.2.1.1. Tlpou3Bo/iMMas B acClTUICCKUX YCITOBHAX

2.2.1.2. [logsepraemas (MINIIIIONH CTCPUIN3ALINY |

2.2.2. HectepwibHas HPOJLYKLMS

2.2.3 buojioruyeckas JIekapeTaeHiias IPOJIYKILMS:

2.2.3.1. IlpoayKrsl KpOBU

2.2.3.2. UMmyHosl0rHYccKas IPOIyKIHS

2.2.3.3. IlpoayKis Ha OCLOBC COMATHUYCCKUX KICTOK (1IPOJIYKLUMA JULA TCPalIMKH COMATHYCCKUME KISTKAM )

2.2.3.4. 'enoTepaneBTHYCCKUC TTPOILYKTH] |

2.2.3.5. BHoTexHOJI0rnyecKas poJyKIHs

= = i
2.2.3.6. IIpojtyKiiusi, BbLICICHHAsA W3 XKHBOTHBIX HCTOUHHKOB JJIH OPraion (TkauckH) Jeioseka N
2.2.3.7. Txancumxenepuas NpoyKiutst (11POJL KIS TKAIICBOH HIBKCIICPIN) I

2.2.3.8. IIpouas GuosIorHHCCKas JCKAPCTBCHHAS TPOLY KIS

2.3

[lpouas JACATCHBLIIOCTD TI0 UMITOPTY (BBO3Y)

2.3.1. Inouajika Gu3NHecKoro uMIopra (3ro3a)

2.3.2. UMIOpT 1IPOMCKYTOUHOM TTPOJIYKIMH, 110/IBCpraioniciics painueiineii odpaborke i

2.3.3. Ilpouee - -

MapmanesTHycckas cyberanuns (cyberaruun):

3. IPOU3IBOJICTBEHHLIE OHEI’ALII‘II/I — OAPMANEBTHYE ECKME CYBCT AHLMA

3.1 | Ipoussoactio GapMaicsTHICCKUX cyOCTainyii MCTO/I0M XUMHUCCKOI0 CHITTC3a
3.1.1. TIpoM3BOACTEO TIPOMEIKYTOUHBIX HPOLYKTOB hapMalesruucckol cybciamimm
3.1.2. ITpon3BoAcTBO HeouuuICHHOI papManeBTHUCCKOIT cyOcTaninm IC
3.1.3 Concobpaszosariue (04HCTKA): <
3.1.4. Ilpouce -
3.2 | IpouseoactBo (hapMalesTHdeCKIX cyOCTalIH MCTOJIAMI BBIICIICIIMS 113 HPHPOJIILIX UCTOYHHKOB
3.2.1. Bruyiencuue GhapManesTuyeckux cyOcTaimi H3 MCTOYIMKOB PACTHTEILIIOND HPOHCXOMIICHHS
3.2.2. Bouiencaue hapmatleBTHHCCKUX cyOcTalimil 13 HCTOUINKOB HKHBOTHOIO HPOHCXOAKICIIH |
3.2.3. Brigenchue papmarerTHaeckux cyderanimi u3 opraion (Tkaneit) uenoncka
3.2.4. Brinenenue papMAUCBTHUCCKUX cyOCTAIIMN H3 HCTOUHHKOR MUHCPAJILHOTO IIPOUCXOMKIICHHS
3.2.5 Monudukaims seyicsicutoil Gapmalesruucckoli cyberanmn (ykasnisacres w3 uynxros 3.2.1-3.2.4) I
3.2.6. Ounctka BLLiclcHuoN (apmareyTuieckoi cydcranmmu (YKasblBacTcs HCTOWIMK U3 nyHkToB 3.2.1-3.2.4) |
3.2.7. Tlpouce 4
3.3 | llpousBojicTBo (hapMaleBTHICCKHX cyﬁcmnum ¢ HCHOJIL30BAILHEM GHOJIOIHICCKIX LIpOLIECCon
3.3.1. depmenranys |
3.3.2. TlpousBoJcTBO € MCIONL3OLAIMCM  KICTOUHBIX  KYJULTYP o (ykasarn THI
HCIOJIL3YCMBIX KJICTOK) (110/1 YKa3alHeM THIIA KICTOK HOHHMMACTCH UX THIOBAY Lnumqmquocu,, JIHHS, HITAMM
npouce)
3.3.3. Briiesienue (o4McTKa)
3.3.4. Moaudukarmus
3.3.5. [pouee o
3.4 | 1pousBo/ICTBO CTEPHILILIX PapMalCBTHICCKIX CyDe! ranit (pdﬂlulbl 1, .2, 3.3 oKL OLITh 3aI10JIHCHbI, 1)

HPUMEHUMO)

Crnn it b dedalines.
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EBpasuMiCKMii SKOHOMMUUYECKUIA COLO3
Ne GMP/EAEU/KZ/215-07-2025

3.4.1. bapmarerTHYCCKUE CYOCTAH MK, TPOU3BOIHMBIC B ACCITHUCCKUX YCIOBHAX

3.4.2. DapMaleBTHYCCKHE CYBCTAIIN, O/BCPracMbic (HITMILIOI CTepMI3aIin

3.5 | Basepmraromnue cTajuu NPON3BOJICTRA hapMalleBTHICCKUX CyOcTanimit

3.5.1. Cranpun ¢pusuticckoii odbpaborku:

3.5.2. [lepruuHas yliaxonka

3.5.3. Bropuunag ylaKoBka

3.5.4. llpouee (yKxaszars JUIs olicpaiyi, He ONucattbIX Bl

3.6 | Konrponn KauecTsa

3.6.1. dusnucckue (XHMUYCCKNE) UCIIBITAHNS

3.6.2. MiKkpoOHOIOrHYECKHME HCIIbITAHMS (BKITIOUAS HCHBITAIMS 1A CTCPHISHOCT)

3.6.3. MuKkpOOHONOrHYCCKIE MCHIBITAHMs (MCKIOUAA HCILITAINA HA CTCPIIILIOCTD)

3.6.4. BHONOIHYECKUC UCITLITAHMS

4. [IPOYUE OINEPALHU - DAPMALEBTUYECKHUE CYBCTAHIIMN

OI‘ptl!II'I‘{CIIl«Iﬂ WM ITOSCHITCHLIILIC 3aMCTKH, Kacalouecs obactu HPUMCHEHUH CCp'l'M(iJl']KaTaZ

Baiiry6acs E.IT.

M. o. 3amecruress Tpepcearcis
Komurera MEMIIMHCKOTO |
(GrapMancrTUYCCKOro KoHTposis
MunueTepeTsa 31paBooxpalieHus

PecnyGnnin Kasaxcrai ML
(DILO., Q0TKIOCTE) A

(nozamies)

15 0% A5

(hama noaynicanig, ajl. MEC.ITT)
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