EBpa3suiiCKUIA SKOHOMUYECKUIA COI03

PI'Y «KoMuTer MCIMIMHCKOI0 M (hapMalicBTHYECKOTO KOHTPOJIs
Murmerepersa 3ypasooxpareiius Pecirybnnin Kazaxcran»

CEPTHOHUKAT
COOTBETCTBWS IPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB TPELOBAHUWSIM ITPABHIJI
HAJUIEKANEA TIPOU3BOJICTBEHHOM THPAKTHUKH
EBPA3UMUCKOI'O DKOHOMMUYECKOI'O COIO3A
Ne GMP/EAEU/KZ/183-03-2025

Cpok sieiicteus ¢ 07 despans 2025 r. 1o 06 pespans 2028 r.
Beyjiai 110 uroraM 1posejiciins  (apMaieBTHUCCKOH MICHCKIMM B cooTBETCTRUM ¢ llpaBuiiamu
nposejieiins  hapMalCBTHYCCKUX  MICHCKIWMHA,  yreepxiennbivy - Pemenmem  Cosera  Espasuiickoid

HKOHOMMUCCKOH kKomucenn o1 3 Hosbps 2016 1. Ne 83.

KOMUTET MCJMIMITCKOTO U (hapMALCBTHYCCKOr0 KOHTPOJIS
Munmerepersa 3jipagooxpaincius Peciiyonukn Kazaxcrai

HNOJTBCPIKIACT CIIC/1YIONICC:
Hposc)icia q)apMEUIGIBTH‘-]CCKaSI MHCITICKIIM L

«Biomarin International Limitedy
Shanbally, Ringaskiddy, P43 R298, Ireland.

HA OCHOBAHMH:

- saspnenust or 29.08.2024 roja Ba 1IPeBCICHUC MICIICKIMN HA COOTBETCTBUC TpeOOBAlNIM HaJUICKAIICH
HPOU3BOJCTBEHION HPaKTHKN EBpasuiickoro 5KOHOMUYCECKOI0 COI03a (MHOC OCTIOBAHNE).

Ha ocrioBanuu CBEJCHMIH, HOIYUCHILIX HPH 1IPOBCJCHUK (PAPMAlCBTHUCCKON MICIICKIIMK, 1HOCICIHssL N3
koTophix Ghuia nposesicHa ¢ 04 1o 07 despans 2025 roja. yCTaOBIEHO, 4T0 JIaHHOE (apMalleBTHYCCKOE
HPOM3BOICTBO cooTBETCTRYET TpefoBanmsm [pasii najuieskanieii 1pousBOJCTBCINON NpaKkTikh EBpasuiickoro
IKOHOMMUECKOI0 ¢o1034, axkBuBaliecTHbX [Ipminam u Pykosojery Epponeiickoro colosa no nauieskauiei
TIPOU3BOJICTBCIION TIPAKTHKE JICKAPCTBCHHBIX CPEICTB JUIs ME/MIMIICKOTO M BETEPHHAPHOIO HPUMEHEINs U
npuHiMiav Cretempl COTpy/indecTsa GapmaresTniecknx uncnekiwii (PIC/S).

Hacrosimuit  ceprudukar OTPAXKACT CTATYyC HPOM3BOJICTBCHHOM IUIONIA/IKK  Ha JiaTy [POBENCHMH
(papManeRTHUCCKON MHCHCKIMN 1 110 neTedcHum 6osice 3 JeT 0T JIaThl 1IPOBC/ICHHMS [IOCIIE/IHErO Jiiisl OCIIC/NCIO
MHCHCKTHPOBAINS HC MOMET CUMTATLCS JIOKYMEITOM, CBH/ICTCILCTBYIONIMM O CTaTyce COOTBCTCTBHA. Cpok
JICACTBUA cep'rmbmca'ra MOKCT OBITE COKpalicl IIpu 1CItoJL30Bauu COOTBCTCTBYIOIMUX [TPHUHIIMIIOB YITPABIICHMS
PUCKAMH 1IpM HAJIMHMH COOTBETCTBYIOMIEH 3anmucn B 10Jic «Orpannyeins Wi IHOSCHUTE/ILIbIE 3aMCTKH,
Kacarolpecs obJ1acTH IPUMEHCHUS HACTOSIIETO CePTU(UKATAY.

CepriduKar spisercs: ACHCTBUTEILIBIM B ClyUac NPEACTABICHNS BCEX Cro JIMCTOB (KaK OCHOBHBIX JIHCTOB,
TAK W JIONOJIHUTCIIBHBIX JIHCTOB).

AYTCHTHYHOCTS (110jUIMHHOCTS) HACTOSINETO CCPTH(UKATA MOYKIO IPOBCPHTL B Oase jamibix Komurera
MCJMILAITCKOTO 1t hapMalieBTHYCCKOr0 Kolrrposs Munnerepersa sjipasooxpaiictns Peciybimkn Kasaxcran.

Eenn cepruduiar He upejicrasien B ykazannoi 6ase janisix, cieiycr o0parnThes B yIoJIOMOYCHIbIH
Opram, ero BhLABLIIL
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EBpa3uiicKMii SKOHOMUUYECKUIA COI03

Ne GMP/EAEU/KZ/183-03-2025

x | Jlekapersennbie cpejicTBa Juls MCJIMIIMICKOT0 1IPUMCHCH U

JIeKapCTBEHHBIC LIPCHIAPATHI JUlst KIMHWYESCKHX MCCIIC/I0BAHME (MCIIbITalNi)

Kon

IHaumenosarve

1. HIPOU3BOACTBEHHBIE ONNEPALUMH - JIEKAPCTBEHHAS ITPOJLY KIS

Crepuiplias HpoLyKIHs

1.1.1 Tlpouspojimas acerrTHaCCKUM 11yTeM (oriepaitny 06paboTKM JULs CIICILYIONIUX JICKAPCTBEHHBIX POPM):
1.1.1.1. JKujxue nexaperseHubie popmbl 60ib1I0r0 00beMa .

1.1.1.2. JKupkue jgexapeTseHiple (popMbl Manoro odnema

1.1.1.3. Jlnodunuzarst

1.1.1.4. Teeplibic JleKapCTBeHIbIE GOPMBI M MMILIAHTATh]

[.1.1.5. Msrkue jiekapcTBelibic Gpopmn

1.1.1.6. lpouast LpoyKuys, HIPOH3BOAMMAs B ACCITHYCCKUX YCJIOBHAX

1.1.2. lojsepraemas GUIMNIION crepriin3alin (onepalini o0padboTKu JUI CIIC)YIONIUX JEKapCTREHILIX Gopm):

[.1.2.1. JKuxne siekapersennsic Gopmpl 60Jib11010 00beMa

1.1.2.2, Xujuxue rekapcrseHubIe ((OpMBl Masloro obbeMa

1.1.2.3. T'Bepiwsie JCKapCTBCHHBIC (OPMBI M UMILIAITATHI

1.1.2.4. Msirkue JICKapCTECHUBIC (POPMEI

1.1.2.5. Ilpouas 1pojiykuus, Hojmepracymas GUIHIIIOH cTephinzaium

1.1.3. Buiryckalonudii Kourpoiib ka4ecTsa (cepTi(uKaliig 0 BbIIYCK CCPUH)

Hecrepunbias 1IpOJLyKILHs

1.2.1. Hecrepu:msias 1pojiyKuus (TEXHOIOUMICCKHE ONEPAILHH JUIH HOJYUCHHS CIIE/LYIONMX JICKAPCTBEHIBIX (OpM):

1.2.1.1. Kaneyinl B TBep)ioi o6ono4ke

1.2.1.2. Kancysl B MATKOH 000J104KC

1.2.1.3. JKesareliblibie JCKapeTBEIInIC opmpl

1.2. 1.4, UMiperanpoBaifele JISKapCTRCHHLIC (POPMBI

1.2.1.5. JKujtkme Jickaperenisie GopMbl JUIs HAPYIKIOTO IIPUMCHCH NS

1.2.1.6. XKpjtkne siekaperseiibie GOpMBLL UL BIYTPEHIEIO UPHMCHCHHSI

1.2.1.7. MeMIMHCKHUC Ta3kl

1.2.1.8. 1Ipouune TBEP)ILIC JICKAPCTBCIIILIC POopMBbI:

1.2.1.9. llpenaparsl, HAXOIALIIMEC 110/ JIABJICHUEM

1.2.1.10. PapuonyKimjiibie reieparopbl

1.1.1.11, Msrgue JiexapcTieHinie (hJopmbl

1.2.1.12. Cpeun (Cynno3uTopum)

1.2.1.13. TaGnerkn

121,14 'l‘pancncpmaﬂml,xe LIACTHIDH

1.2.1.15. [1povasd necrepuiibias HPOoLyKIms

1.2.2. BltycKaloumit Konrposis kauecTsa (cepruHKaiis W BbIYCK cepuu): Tabierku

Buosiornyeckas JIeKapcTBCIIHAA LIPOJLY KIS

1.3.1. buosornycckas JICKapcTBCHHAs IIPOJIY KIS

1.3.1.1. llposyK1sl Kposu

1.3.1.2. Mmmyroioruyeckas 1poJLyKIius

1.3.1.3. 1IpojtyKius 1ia 0CHOBE COMATHUCCKHUX KICTOK (IPOJLYKILMS JUIs TEPAIIK COMATHYCCKHMH KJICTKaMM)

3.1.4. TenorepalieBTHUCCKast HIPOILY KIS

. brnorexnoiornyeckas HpoJLyKIus

1.3
1.3.1.8
1.3.1.6. IIpoayKius, BhiICICIas 13 JKHUBOTHBIX HCTOUIMKOB MJIM Opraios (TKAlei) Yenosexa
1.3.1.7. TxascuipkeHepnas HpoJlyKIEs (IPOJIYKIHs TKAHEBOH HHZKCHEPHH)
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1.3.1.8. [Ipouas GuosioruyecKas JCKapeTeias IPoLyKIns

X 1.3.2. Beuryckatonuii kourpolis (cepTudukatms cecpun) (liepeycis BUIOB IIPO/YKIHH):

1.3.2.1. 11pojtyKTsl KPOBH

1.3.2.2. Ummynoioruaeckas npojyKius

1.3.2.3. TIpoJjtyK sl HA OCHOBE COMATHYCCKUX KICTOK (TIPOJLYKILMsL JUIsL TCPaInK COMATHYCCKHMH KIIETKAMH)

1.3.2.4. I'enorepalicBTHICCKas HPOJLYKIMA

X 1.3.2.5. buorexiojiornucckas 1poJLyKIius

1.3.2.6. 11pojiyKIasi, BBLICHCHIAS M3 dKMBOTHBLIX UCTOYHUKOB HIIW Opralios (Tkaci) yeoBcKa

1.3.2.7. TrancuizkeHepias HpoLyKist (11POJIyYKIHs TKACBON HIDKCHCPNM)

1.3.2.8. Ilpouas Guosoruyeckas JICKApCTBCHIIas NPOJLYKIHs

1.4 | TTpouas JICKApETBCHHANL HPOJLYKIMS MM LIPOU3BOJICTRCHHASN JICHTCHBLIOCT

1.4.1. 1lpon3BoJIcTBO:

1.4.1.1. Pacturenbhas HPOJNYKILAs

1.4,1.2. 'omeonaTHyecKoM HPOIYKIMK

1.4.1.3. lpouas upojykuus: lurocraragkn

1.4.2. Crepuimsaiis papmanesTiycckux cyberatmnuif, BCoMOraTeiblbix BCIICCTE, FOTOBOH NPOLYKIMK:

X 1.4.2.1. Guiprpaims

1.4.2.2. Cyxoxaposas CTCpUIM3aILus

J 6

1.4.2.3. Crepriinzaiing 1apom

1.4.2.4. Xumuycckas crepuiiusaling

1.4.2.5. Crepuimsalis 1aMMa-H3IyIcHuCM

1.4.2.6. Crepuinzalns 3JCKTPONHBIM H3JYICHICM

1.4.3. llpouec

1.5 | Yuaxoska

1.5.1. llepuunas yuakoska:

1.5.1.1. Kancyim B teep)iodi obosiotke

1.5.1.2. Kancysin B Mstirkoit 000J10MKe

1.5.1.3. XepaTeibublc JiekapeTsetnie (hopMol

1.5.1.4. IMIpernnpoBaniisic JICKapeTRCHHBIC (JOPMbI

1.5.1.5. JKujikue sexaperseiiible (hopMbl JUIsE HAPYKHOTO NPHMCHCITH

1.5.1.6. JKmjikue jickapcrBeniibie (OpMBI JUIA BHYTPCHICIO MIPUMCHCHHS

1.5.1.7. MeJMIIMHCKHC 1a3bl

1.5.1.8. lIpoune TBCp/bIC JICKAPCTREIIBIC (hOpMBI

1.5.1.9. lpeuaparnl, HAXOJATIHCES T10]1 JIABJICHHEM

1.5.1.10. PajtdonyKIMJUILIC ICHEpaTOphl

1.5.1.11. Msirkue nexapcraetibie Gopmbl

1.5.1.12. Cseuu (Cynosuropun)

1.5.1.13. TabneTku

1.5.1.14. Tpancuepmaibiibie 10IACTHIPH

1.5.1.15. Ipoyas necrepriiblias JICKAPCTBEIHAs HPOLYKILMS

1.5.2. Bropuunas yUAKOBKa

Konrpoib kauecrsa -

[.6.1. MuxpoOHOIOIHUCCKHC HCHLITAHN CTCPUILLHOCT

1.6.2. MUKpOGHOJIOIHYCCKOC HCHILITAUHAT MUKPOOHOJIONHICCKA THCTOTA

1.6.3, Xumunueckue (PH3HUCCKUC) HCIHILITAHNA

P PP P g ¥

1.6.4. BHOJOIHYECKHE UCHILITAHKS

ITH OTPANMICIIT W HOACHCHUS, HCOOXO/MMO BIGUGHATE OTCHUIKY K COOTBETCTRYIOUICMY IIOMCPY LYIKTd ceprudukara GMP.

B ornomenun JnoduIx ()[‘pa]lH‘IClIMi;l MM MOSCHCH, OTHOCSILIMXCH K JIAHHLIM [POU3BOJICTBCHIIBIM ONCPALHAM (3a wckmociue
CIYHaCn, KOrJia HNOSACIICHHE SIBJISICTCH 00LIHM KOMMENTAPHEM K 1Ipoleccay Ha NPOU3BOACTBCHHOM 06’1:0[('1"3).. rie Obl Uy [TPUMECHSJTHG
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2. UMIIOPT JEKAPCTBEHHOM ITPOJIYKHHHA

2.1

Komrrpoiib KaueeTsa MMIOPTHPYCMOI JICKapCTREIHON HPOJIYKIIUH

2.1.1. MuKpoOUOIOrHYCCKHE MCUBITAITHS CTCPHIILHOCTE

2.1.2. MUKpOOUOIIOTHIECKOE HCIBITAHMS MUKPOOKOIIOIHYCEKAs HMCTOTd

2.1.3. Xumuucckue (PU3MICCKUC) UCHBITAIINS

2.1.4. BHOJIOrHYCCKUC HCHLITAITS

2id

Ceprudpukaliig CCpui HMIIOPTHPYCMOiT JICKAPCTBEIHON HPOJLYKINH

2.2.1. Crepuiibias IPOJLyKIIHSL:

2.2.1.1. IlpousBojiumas B aCCITHUCCKHX YCIOBUSIX

2.2.1.2, lloynsepracmas (pMUMIINON CreprlM3alii

2.2.2. Hecrepuibnas HpoJLyKIus

2.2.3 Buonornucckas JCKaperseHias UpoyKins:

2.2.3.1. llpoJtyKThl KpoBH

2.2.3.2. UMmmynosornueckas HpoiyKIms

2.2.3.3. IlpoayKums 1a OCHOBE COMATHYCCKHX KICTOK (1IPOJLY KIS LIS TCPalliM COMATHUCCKIMHU KICTKAMH)

2.2.3.4. I'enoTepalicBTHUCCKHIC 1IPOJLYKThI

2.2.3.5. buorexXnolornueckas 1po)LyKIs

2.2.3.6. IIpojtyKitus, BbiJicICHIAA W3 KUBOTHDBIX HCTOUINKOB WM OPIalios (TKalck) ucioseka

2.2.3.7. Tkancuipkeepiias HpoJtyKius (1poJlyKIus TKANCBOI HIKCHCpHM)

2.2.3.8. llpouas GHONOrHIecKas ICKAPCTBEIIAN UPOLYKIMS

ITpouas ACATCIBLIIOCTE 110 HMIIOPTY (B303Y)

2.3.1. [lnomajka guznueckoro umiopra (sroza)

2.3.2. IMLIOPT IPOMEKYTOUHOM IIPOJIY KLY, 1HoABCpralouciics Jaubueiimeii odpadorke

2.3.3. llpouec

Qapmateruycckas cyderanmus (cyocranmm):

3. HIPOM3BOJICTBEHHBIE OHEPAIMU —- ®DAPMAIEBTUYECKHUE CYBCTAHLIMN

3.1

[ [pon3Bo/IcTBO (papMaleBTHICCKUX CyOCTanimnii MCTOJIOM XUMUUCCKOIO CHETC3

3.1.1. 1pou3BocTBO LIPOMEIKYTOUIBIX LPOJYKTOB hapmares iacckoil cyberanmu

3.1.2. I1pon3BoIcTBO HCOUHIICHHON GapMalleBTHUCCKON cyOcTaniH

3.1.3 Coneobpazosatine (0UNCTKA):

3.1.4. 1lpouce -

3.2

”}'JOH?»BOJ[C'I'B() (IJapmaue:;'muccxnx C}’GCTEIHI[HII;I MCTOJIAMU BLEJICHICHISL K3 LIPUPOIILIX UCTOYHHKOB

3.2.1. Buuieseine dapMaiesTHycekux cyOeTaiimil U3 HCTOMIMKOB PACTHTCLIOIO HPOUCXOKICTIMS

3.2.2. Brutenenne hapMalcBTHICCKHX CYDCTAlIA 13 HETOHIMKOB AKHBOTHOIO HPOUCXOMK/ICHH

3.2.3. Brytencnne gapManesTHucckux cyberaiiil 13 opranos (TKanceit) ueinoseka

3.2.4. Bouytenenye papMaleBTHECCKUX cyOCTanIMHA U3 MCTOUHIKOB MUHCPAJILHONO HPOUCXOAICHHS

3.2.5 Mojuduxanua soiiecnioii papmaiesruicckol cyberanuum (ykasnisacres n3 uynkros 3.2.1-3.2.4)

3.2.6. Ouncrka Bbieennol dapmancnrnycckoil cyberanmu (ykasslpacTes HCToYNMK w3 nynkros 3.2.1-3.2.4)

3.2.7. lIpouece

1IpousBoucTBO GapMalchIHIecKuX cyGeTalmii ¢ HCHob30Bauem OHOJIOIMYCCKIX TIPOLLECCOB

a4

3.3.1. ®depMerranns

3.3.2. [Ipom3BoJICTRO ¢ HEHOIIL3OBANNCM KICTOUIBIX KYJILTYD
3.3.3. Biesenue (ouncrka)

3.3.4. Mojudukarus

3.3.5. lpouce: dunanslioc GOpMHPOBAIHE cocTaBa GHONOIHUCCKOI akTuBHOi (GapMatesTiicekoii cyGeTanunm

[IpoussoucTo cTepmibiLIX (hapmanesTudcckux cyderanumii (pasuenst 3.1, 3.2, 3.3 0inKiibI ObITL 3aI10JIHCHB |
IJIC IPUMCHIMO)
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3.4.1. MapmanesTuycckue cydCTaHi iy, 1IPOH3BOIAMBIC B ACCITTHUCCKUX YCIIOBHSX

3.4.2. GapMalcBTHYCCKUC CYOCTANIIMN, 1IO/IBCPracMble (HHHIITION cTeprin3anim

3aBePHIAIONIAC CTA/IMH IIPOM3BOICTBA PAPMAICETHICCKAX cyDeTanimii

3.5.1. Crapmu uzpucckoit 0dpaboTku:

3.5.2. lleperunas yUaKoska

3.5.3. Bropuunas ylIakoBKa

3.5.4. llpouce  (yxasars Juis olicpalii, HC OIMCAHHLIX BhILIC)

KOH'I'[JOHB Kayeersa

3.6.1. ©u3nuccKHe (XUMHYCCKME) HCLILITaLMs

sl

3.6.2. MUKPOGUOIOIHUCCKAC HELLITAINS (BKIIOUAS HCTBITAIMS [1d CTCPUIILIOCTD)

-

3.6.3. MUKpPOGHOJIOIHICCKHE HCIBITAINS (MCKIIOUAS HCILITAINS 1A CICPUIILHOCTS)

3.6.4. BHOJOIHUCCKUE HCIIbITAIINA

4. NPOYUE OIEPAIIH - DAPMAIEBTHYECKHE CYLCTAHIIUH

OI'pa!IM‘lCIIHSI VA HOACHUATCHBLHBIC 3aMCTKH, KACAKOHIMCCH 00J1acTH HPUMCHCHIA ccp'mqlmca'ra:

. 5 o4 LT
baiiryoacs E.I. o }f-?"t‘,ﬂ’iﬂfﬂrﬁ )
PO i .7,
K. 0. samecrurens 1pejcenarcis [
Komurera mejIMIMICKOIO W

Y
djapmaucn'ruqccxoro KOHTPOIIS

uenCﬂ;;f
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