EBpa3snitCKUiA IKOHOMMUUYECKUIA COLO3

PI'V «IKOMHTCT MEJIUIIMICKONO U (PapMaLCBTHICCKOIO KOHTPOIIA
Mugierepersa 3ipasooxpaiiciing Peciydumkn Kazaxciary

CEPTHO®HKAT
COOTBETCTBUS TTPOU3BOJICTBA JIEKAPCTBEHHLIX CPEJICTB I'PELOBAHMSM [TPABMII
HAJUIEKAILLE 1 1IPOM3BOJICTBEHHOM 1IPAKTHKH
EBPA3ZHICKOI'O DKOHOMHUYECKOI'O COIO3A
Ne GMP/EAEU/KZ/188-03-2025

Cpox jieitctsus ¢ 07 despans 2025 1. 110 06 despais 2028 1.
Boutan 110 {roram  nposesicHisi  (hapMalcBTHYCCKOH HHCHCKIIMN B COOTBETCTBUH ¢ I Ipasuiamu
1IPOBEIICHHS Lbapmauc.}s‘chclmx uncrickiii,  yrsepagicnnpivn - Penieniem Conera  Lspasuiickoi

HKOHOMMYCCKOI KoMuccHH o1 3 nostopst 2016 1. No 83,

Komurer MEJMIHIICKOTO 1 (PApMAICBTHYCCKOIO KOHIPO.IA
Munmcrepersa 3/1paBooxpalcHus Pecuybinkn Kazaxcrartt

LOJITBCP/RIIACT CHC]IYIOUICC:
Hpope/icHa [])ilpf\r‘[i‘lllCB'l‘HHCCKaH HIHCIHCKIIHS

Glavo Wellcome S.A.
Avda. Extremadura, 3. Poligono Industrial Allendeduero. Aranda de Duero, 09400-Burgos, Spain

Ha OCHOBANMI:

- 3aspicuns or 05.06.2024 rojia na 1poBejIene HICHCKIIMH Ha COOTBCTCTBUC Tpebonariisim HajyiesKatei
1IPOM3BOJCTBEHHON HPAKTHKN EBpaszniickoro HRONOMIUECKOI0 CO103a (HHoe OCHOBAHUC).

Ha ocHoBaHUN CBC/ICHIL HOJAVUCHHBIX HPH 1PoBE/icHi (PapMallcBTHYCCKON HHCHCKIMM, HOCHC/Hss 13
KoTopbiX Obuta npose/icna ¢ 03 1o 07 despans 2025 roja, YCTaHOBICHO, YTO JlaHHOC thapmarlesTiHecKoe
HPON3BOJICTBO cooTBeTCTBYeT TpedoBanmsm | Ipasi nauiexkanieit 1IPON3BOJICTBCHHOI HpakTHKY EBpa3niickoro
IKOHOMHUCCKOIO COIO3a, IKBHBAICHTHLIX puniam 1 Pykosojcrsy Lsporieiickoro cotosa 1o HaJy1eHKale
HMPOU3BO/ICTECHHON NPAKTHKE JICKAPCTBCHHBIN CPCACTB JUIL MCJIHIMIICKOIO 1 BCTCPHUAPHOIO HPHMCHCHIS 1
npuiiiam CHCTeMbl COTPYIHNYECTBA (PapMAlCB THYCCKIX HHCHCKIHI (PIC/S).

Hacrosmmit  ceprudpkar oTpaxkact Craryc 11p0113|s0l1cmc;m0u [IOIIAJIKN - Ha  JlaTy [POBEICHUS
papMaleBTHUCCKON MHCIIEKIIN 1 110 ueTeyetii 6oiiee 3 JICT OT J1aThl POBC/ICHNA [OC/IC/HETO JHA NOCJICAHCTO
HHCHEKTHPOBAIUS HE MOJKET CUMTATLCHA JIOKYMCHTOM, CBHJICTCILCTBYIONIMM O CTATYCE COOTBCTCTBH. Cpox
seffcrnis ceprudukara MozeT ObITh COKPANICH HPH HCHOJIBL30BANNN COOTBCTCTRYIONUIN HPUIMIOR yIIPaBIICHIA
PUCKAMI [IPH HAIHYHI COOTBCTCTBYIONICH 3aIIHCH B 110J1C «Orpanuuckmst W HOSCHITCIBHBIC 3dMCTKH,
KACAIONIHECS O0/1ACTH HPHMCHCHHS HACTOSIICIO cepriratan.

Cepruduxkar sBisiCIes JIHCTBITCALIBIM B CIYUac HPC/ICTABICHI BCCX IO JIHCTOR (Kak OCHOBHLIX JIHCTOR,
TAK U JIOHOIHUTCABHBIX JIMCTOB).

AVTCHTHYNOCTE (1TOJUIHHIIOCTE) HACTOAICTO cepriuKaTa MOKHO 1POBEPHTL B Oase JlanHbIx Komurera
MEJTHIITHCKOrO 1 (papMAICBTHICCKOIO KOHTPOJisk MIHHCTCPCTBA 3/1PaBOOXPAICHIS Pecrniydimkn Kaszaxcrari.

Ecom ceprudukar He Hpe/IcTaBict B YKa3anHoil 6ase JIHHbLX, Cieiyer 00paTnTLCs B YIIOIIOMOYCHHBIT

Oprax, ¢ro BLUIABIIHIL,
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EBpasuiiCKMiA IKOHOMMUYECKUIA COlO3

~ Ne GMP/EAEU/KZ./188- -03-2025

ledeLIBCHIII)lC cpe/icBd i lJlH MC/IMIHHCKOI'O leH\lLJIClIHH

X
JlekapeTBeLbIC HPCIAPATEL U1 KIHHUYCCKHN HeesIc/IoBanni (MCHbITanit)
Ko Hanmenosarme
1. IPON3BOJICTBEHHBIE OIEPAIIMHN - JIEKAPCTBEHHAS ITPOJIY KIS
1.1 | Crepuiisiasi HPOIYKILMS i w
[.1.1 Hpon3Bouimas aceliTHYCCKHM 1Y TeM (O1epaliii oopaoon\u JUIS CIIC/LYIOLILIX JICKAPCTBEHHBIX opm):
1.1.1.1. JKiIKHe JIeKapCTBEHBIC j)opv_lg,[_(@_u,molo 00beMa
1.1.1.2. Xukue JicKapeTheniibie (HopMBl MAJIOro 00heMa
1.1.1.3. JInomimmzarn
1.1.1.4. Teep/ble JICKAPCTBCHIbIC (HOPMbI 1 MMILIAHTATLL
1.1.1.5. Msirkue JILhdeEBClI]ih[L (popmb
1.1:1.6. IlpoLlaH HPOJLY KIS, 1IPOH3BOIMMAA B ACCHTHUCCKIN YCIIOBHAX -
[.1.2. oysepracmas Guiiiiofi CTEpIIBaAIIHT (O1ICpaIii 00padOTKN JLIs CIC/IYIONINX J:cr\dpcmummx (hopm):
] 1121 AKuikue Jekaperseninic opMbl Gostbiioro o0hema
1.1.2.2. JKmkue Jiekapersenitibic popmbl Ma10ro. 00LCMd
1.1.2.3. Tsepiibie JCKAPCTBCHIBIC (POPMBL M HMILIAIITAThHI
1.1.2.4. Msirkne Jickaperaenibic GopMbl
[.1.2.5. Tlpouast HpoJLyKILs, 10/IBCpracMas (])u[mnmon crepuiausan -
___l_l 3. BuinycKalonmit Kowposth Kauecrsa (BLiyCK cepim)
1.2 | Hecrepuibuas npoaykuns
| L2.1. Hecrepuibtas IPOJLyKItts (TCXHOIONIMCCKIC ompdmm JUIS TTOJIYSCTMS CIIC/IYIONINX JICKAPCTBEHIBLIX (hopM):
i | 1211, YUILL B TBCP/LOFT 0DOIIOUKE N e
[.2.1.2. Kancyuisl B MArKoii 000104 ke g -
1.2.1.3. XKeparenbHbie JCKapcTBENHLIC GopMb
1.2.1.4. UMIpernupoBaiitble JICKapCTBCHbic GopMbl
X 1.2.1.5. AKukue JiekapeTBCHHBIC (POPMbI JUIS HAPYZKHOTO HPHMCHCHHA
1.2.1.6. Kiutkne JIckapeTBeniible GOpMbI JUIs BHYTPCHIICIO IPHMEHCH I
- 1.2.1.7. MCJIMIIHICKHC 1a3bl ' bl Rl ol
1.2.1.8. lpoune TRepIibIc JICKapCTBeiibie. c])opw,x sl ol ;
| 1.2.1.9. lpenaparl, HAXOJKHIHCEA 1H0/LJABJICITICM _ B B
| 12,110, PainonyKIMIBIC 1CHCPATOPb - ) - i
LT MHI}\HCulCl\dP_L_ILC_!!_[Ii:li[l}()pl}{}{]_ ) N
1.2.1.12. Cieun (CyHo3uTopmi) o
- 1.2.1.13. Tabuerkn wns ) -
. ]4 . I'panciicpmainiibie 1 mumpu N "
e _ 1.2.7]’5 1[pouas HecTepIUILIAS HPOJIYKILIA e
X | L.2.2. BelinyCKaionuit Konrposih kauectna (u.plmpnhdmm chun) 1L i
1.3 | buoJoruueckas JICKapeBeHHas 1poLy kI . S N - S

1.3.1. BHOJOTHHCCKus JICKAPCTBCHHAN HPO/LYRIHA:

1.3.1.1. HIposyKThl KpoBn " - )
- 1.3.1.2. UMmynoiornueckas 1npo; m\una B
- 1.3.1.3. llpoaykiuts Ha oclose cmmnmcchu\ KJICTOK (1POJIYKILHS VISt TCpaliii COMATHUCCKIM KJICTKAMU)
13,14 I'enorepalieBIniccras NpoLyKimus —
1.3.1.5. buotexioiorneckas upojyks
| | 1.3.1.6. Ilponysnus, BbUICTICHAAA H3 HHBOTHRIX nuolu[m\on m[u opranos (Tkaieit) yeaoseka
‘ CLALL lhanummu;cpmx HPOJLYKILHSE (1IPO/IY KIS TKaneroi IHEr!\SHL}')l[Ii)
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EBpa3suiiCKMii IKOHOMUYECKUIA COHO3

Ne GMP/EAEU/KZ/188-03-2025

JIE
1.3.2. Bt

1.8 TIpouas GHOIOIHYCCKAS JICKAPCTBCHIAA HPOJAYKIUA . = ]
BITYCKAIONU KOHTPOJIh (ceprudurars cepin) (epetcinh B o8 npo L\’hiill!!)

L»J

o

2.1 TIpoJyKThl KposH .

- Umnynostornicckas upo 1y hlll[H

- ][p()l.) K1bl Ha OCHOBC COMATHYCCKHUN K. [CVOhi(llpU LYRIHA 'LIH Tepalin COMATHYCCKHMU KJJLIK'IMH)

[FSREVERE TS

(o)

Tecnotepate B rnyecKad UPoJLYKIUs

||t

. Brorexnosoruueckas HpoyKIms
. 1lpostyKIuHst, BbLICICINAS N3 KHBOTHBIX HCTOUIMKOB N OpIalioB (Traneil) yenoseka

La | s

: lhdl_l(,_[ﬂ){\l.?llfpjlfu:lllpl‘l}*hllﬂ&(llpk) LY KILHS TH !KHIIL‘BUH lll{t}\Clli_pII]I)

i
l.
1
1;
l;
1,
i
1.

tolboftofbolbolba|ba

e |~ |on

La | L2

. pouas GroJOIHYCCKas JCKAPCTBCITHAN HPOLYKIUIH

1.4 | llpouas JIcKapeTBEIas HPOILY KIS WIH LIPONIBO/ICTBCHITAA JICATCILHOCTE

L0 llpmm;o ICTBO.

_— S e — —

{ 1.4.1.1. Pacrurceibnas upo l\ Mum

1.4.1. 2 | 'oMeonaTHucCKOIl HPOJIYKILIH
1.4.1.3. Tlpougs npojiyKils - -

C[LpHJIlHd[[IiH (I')dpl\’[d[lCIHI[llLC[\H\ cy l)(.‘lr.llllllill. BCHOMOI'ATC/ILHBIX BCI[[CC I'B, I'OTOBOI 1POJLYKILTH

1.4.2.1. duisrpais .~

1.4.2.2. Cyxosaposas crepiumsans

1.4.2.3. Crepmisaiins 11apoy

1424 Xumuyeckas Crepiinisaims

l #.2.3. ( TCPHINBALLIA TaMMa-n31 \llumcu
4.2.6. Creprunasaitis YICK IPOHILIM H3IYHICHHCM

I.4.3.Ilp0qcc ] _7 T R ESS—

1.5 | Yiaxoska

1.5.1. llcpsuynag yIakoBKa:

1.5.1.1. Kancyunl 8 reepiofi ooonotmc

1.5.1.2 l\dm\ 1Bl B MSI'KOTT 000J104KE -
- 123 }{\cnd:ulbm,u JICKAPCTBCHHbLIC (pup\am R -
e I.5.1.-jjﬁHmupc1 HHPOBAHIILIC JICKAPCTBEIHLIC (POPMbLI =
X | 1.5.1.5. Amikne jiekapceBeHibie GOPMbI UL HAPY/RIOLO HPHMCHCINA
: 1.5.1.6. JKWIKHC JICKAPCTBCHIBIC (OPMBbI JUIS BIYTPCHICIO HPHMCHCHHA
1.5.1.7. Me/tniHeKHe rashl
! 1.5.1.8. Ilpodue TBEp/IbIC JICKAPCTREIHBIC (POPMBL
| 1.5.1.9. lpenaparsl, HaXO/HIUTHCCS 1101 1aBJICHICM
' 1.5.1.10. PayonyKinyibic reHepalophl . S L
| L5101 Markue ackaperseiibie (popmbl B ;
| L5112 Cienn (ey1miosnTopin) ) = -7
1.5.1.13. Tabuerkn B B i
1.5.1.14. T'pancyepmaibibic lummthn _ e
1.5.1.15. lpouas necrepuiibiids .lcr\‘upcmcmms{ upo E\KIIHH - i

1.5.2 Bmpulmdx VIAKOBKA

Komr 1p04u, Kg1cCTRa

xi B

1 6 2 'VIIlhpUOll()JlOl utu.u\m HCHBITAIIS: MllhpUUliO‘lOli[‘lL(.l\dH tmuum "
X 1.6.3. Xumuueckuce ( (])nsulmu\uu HCHBITAHNS )

i | S

| | L6, 4. bHOJIOTHUCCKUC HCUBITALNS

U'll]OL}lIll,l[\LH K ,‘ldlllll;[\l MPOM3BO.) ICTBCHHBLIM OllCpalniM (32 MCKIIOYCHHCN
Obl 111 NpUMEHATHC

| B ortuowenun MoOLIN OFPAINHCHUH MK HOSCHC.
| CVHach. KoL MosicHeHne sBaseres OOHIHM KOMMCHTAPHEM K [IPOLECcaM Ha NPOH3BOJACTBCIHOM 00BLEKTE), 11e
|

| OTH OrpaHHyCHHs WA HOACHCHHA. HEOOXOIMMO BRIIOUATH OTCHUIKY K COOTBETCTBYIOULEMY HOMCPY IYHKTA cepruurara GMP.
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EBpa3sMMCKUK IKOHOMUYECKUMA COIO3

~ Ne GMP/EAEU/KZ/188-03-2025

- 2 HMI!()]’T JEKAPCTBE HH()I/[ TIPOJIYKIINH

Z.1 I1poJiL KageciBa UMIopT HP\CMOH J!Ll\clleHCHIIOH HPOJLYRIIHH

NIII[\})()OI‘IUJ[OI MYCCKHE HCIIBI lr.illH)l < lel!’lIxIl()L!E: _—_

M[ll\pOOHOJIO] HMYCCKOC MCIHIbITAaHHA! ‘\Hll\p()()l{(),l()l [1'—JLLK'd}{ qucrora

i
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ol
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. XuvpieckHe (U3HUCCKIC) HEHbITAHA

L4 l)HOJ[Ol HYCCKIEC HClIBITanmns

] r-x SAISEISTES

“ep
.2. (.leliJ!l;IidH npo l\]\llliﬂ

2.2.1.1. lLlponsroumnvas B LILLIIHI‘ILLI\]{\ \ummﬂ\ 7

.2 1.2. Ilo; mf.p[dc\mn (]uuumzuou crepuimiaiim _ _ » N

I “p()'l\!\[h] }\pOBII .

2. Ummynosorinueckas HPOIYKIA

“PU Ly RIS Ha OLHUBC COMATHYCCRIN K. ICTOK (HPU LYKILHS T Tepann ¢ LO\1dIHLICCI\[1MI-1 K.HLI]\E[MH}

B i Ll]OI(.Pd][LBIi[‘{LLE\lIL HPO/LVKTBI
. brorexnosiornyucckas HPOJYKILHA

o
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to

”PU l\ KITHS, BbLJCJACHHAd 13 KHBOTHBLIX HCTOUMHHKOB HJ Ill U_pl anoB { I l\dllLH) l]C'lOl!CKa

'-_1

. Tkanenipreneprias HPOJYKIULE (PO KIS TRAHCBOIT HizeHepHin)
8 ”p(}‘]dﬁ OMOJIOINUCCRAs! ‘[l.‘}\dpt,llltl!lldﬂ HPOJLYKILHS

JI‘\JJ‘LJJ (S

bt b2
m\ru
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L
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2 H\IIIOPI ll[)(}’ﬂCfl\" IO‘-IHUII 1poJi LYKILHH, o) lBCpI cl[()lllCl]Lﬂ Jal ILHeimeii OOPdOOth
9

3. [TIPOU3BOJICT BEHHBIE OHEPAIINH - DAPMAILLE BTUUECKUE CYBC IAHIIMH
dapManeBIHyCecKas cyoeTats (Cyocranium):

3.1 | LIponssojciBo daprariesitccriy quamum MCTO/IOM NHMHUCCKOIO ulmcsa - ~
3101 HpousBoJIc TRO HPOMUEAKY FOUTIBIN HPOJIVELOB  papmalicBIHUCCKOIT cyOcTaniiy
3.1.2. [IponsBo/ic B0 HeoUnICHoi GapManenTnicekoii ¢yt cyOcranm
3.13 Couicobpazonanie (ouncrka), i . ol b
| 4l 4, [lpouce S - -
| 82 | IIponssoscrso (bdpﬂgucmnuumu upﬁc,ﬁmumm METO) [d\1H BLI) 1C'ICHHH H3 1PHPOJLHLIX ¢ HCTOUHHKOR
| 3.2.1. Bouteserne GpapManeBTHICCKuN ¢YOCTaHIL 13 HCTOUHIKOB PACTHTCILHOIO HPOUCXOMICHIA f'
] ;_3.2 2. Boieaenne papMancsieckmnx cyOeTanIuti 13 NCTOMINKOB SKHBOTIONO HPOHCXOAICHI I
1 3.2.3. Beuiesienne hapMalCBTHHeCKX cyhe Taniutil 13 opranos (Tkaieli) uciosexa - l
1325 B 1CHHC PAPMATICBTHYCCKUN CYOC 1A 13 HCTOWIHKOB MIHCPAIILHOTO upouc\oﬁ{ [CHHA
1 3.2.5 Mo mqmn{a[mﬂ BLI/IC.ICHHOT ipdp\ldllﬁ.ﬂllil!u_h()ll cyOcTanmi (YKa3biBacTes U3 YKok 32.1-3.2.4)
| 3.2.6. OuucTKa BhIjIC) ICHIOT (j)apr\mucmullu:\ml cyOeTanmui (YKa3hiBACTCH HCTOUHHK 3 IYHKTOB 3.2.1-3.2.4)
3.2.7. llpoyee i =
3.3 | llpoussoacrso (pdpxmucmuqu:m:\ quamum G :[u:mu,sondunw Guolor HUCCKIX npoucccon
33,1 depyenrans e i
3.3.2. lpomsBojctBO ¢ HCHOUL3OBANHCM  KICTOUIBIX  KYJIBTYP (ykazarp THIX

I neoy IL3VCMBIN KJICTOR) (1101 VRAZAHHCM THHd KAC TOK HOHHUMACTCS UX THIHOBAA {.[ILllliq]lI‘]]?OLIh, JIMHKSA, [rramMmm i

| npoucee)
| 3.3.3. Buu u. IcHHe (()lIHLIhd)

-

3.3.4. Mo; mrtnn\alum . ) e

gEL llpo-mc ) -

| 3.4 leon;Bo 1CTBO LIL}’)II IBHBIX (bap\mm:]zlnllccr\n\ me_mmum (paz et 3.1, 3.2, 3.3 10JuKibl GbiTh 3a110J11CHb]

L L IJIC HIPHMEHIMO)
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EBpa3suinCcCKuUit 3KOHOMUYECKUIA COLO3

pr Ne GMP/EAEU/KZ/188-03-2025

JdpMdllL‘BlHllt.r.LVI\HC Ccy l)(,ld[lllllli llp()lHBO I,HMhlL‘ Ba dLLIIIH‘ILL}\![\ y& ]()BH}I\

B

5_ ) "3.4.; DapManeBIHUCCKie cyOCTatiin, HOJBCPracMbIc (l)munuum] Crepln3ann
3.5 | 3aseprualonme Cra/utin HpoH3Be/ICIBa (]upu.uu,m HUCCKUN cyOcTaninii
3.5.1. Craun quisnucekoii 00padoTkit: EL -
- 3.5.2. llepsuunas YIAKOBKA ) B Sw e’
| 3.53 Bropuusas yiakoska
3.54. llpouce (vkasarh JUIS OlCpallii, He OlHcaniibiy
BBIILC) . ) ) . N el

5.5 l\()[[lpo b | l\d‘IL’ : : mls
3 () 1. (Dusil'u:c.huc (\i[\muu_s\nc) 11u|1.1|mn:>1 |
I 3 6.2 7 Mm\pomu) I0IHYCCRHC HClbITans (13K nuliax nluu,llanus{ lld lcpmu,uoun.)

3.6.3. MuKpoOHOJIOIHUECKHE HCHBITarns (HCKIIOMUAs HCULITAITNA Ha CTCPHIILHOCTD)
3.6.4. BHOJOIHUCCKHE HCIBITAHHS

4. TIPOYME OTEPAIIMM - BAPMALEBTUUECKHE CYBCTAHIIMH

IT)I']JHHII‘{CHHH HILH HTOACHHTCABIBIC 3aMCTKH, KACAIONICCH 00.1acTH HpHMCHECH S (.'L‘pl‘ll(]“[l\'{l'l'éll

Kemmexanona AGK.
Samecrurens Hpencearens Komurera /W‘“m”
MEJIMIMIICKOIO W (hapMalierTHIecKoro
korpois Munmcrepersa

ypapooxpaniciinst PectiyOimkn Kazaxcran
(110, 10.EnoeTs) MLIL.

(noAmIcsH)

203 A0ds

(a1 NOINICAHNY, UL MEC.ITT)
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