EBpa3sniicCKMit SKOHOMUYECKUN COIO3

PI'V «KoMHTET MC/IMIIMHCKOIO M (papMaleBTHUCCKOIO KOHTPOJIA
Munucrepersa sjipaBooxpaticnns Peciy6inku Kasaxcramy

CEPTHO®UKAT
COOTBETCTBHSI ITPOU3BOJICTBA JIEKAPCTBEHHLIX CPEJICTB TPELOBAHHWSAM TTPABHII
HAJUIEKAITEN 1HTPOU3BOJICTBEHHOM TIPAKTHKH
EBPA3ZMHCKOI'O DKOHOMHYECKOI'O COIO3A
Ne GMP/EAEU/KZ/190-04-2025

Cpoxk jaeiictaus ¢ 23 HosOps 2024 1. 110 22 nosOps 2026 1.

Beyan 10 MTOraM MpoBeICHHs (apMalleBInucckoil uucnekiyu B coorserctsnn ¢ lpasuiamu
npoeeenns  (papMaleBTHUCCKAX  MHCHICKIMIL,  yiBepagienbivm  Pemnennen Cosera LEpaszuiickoi

KOHOMHMYUCCKOH KoMuccuu ot 3 nosiopst 2016 1. Ne 83.

KoMHTEeT MC/IMIMIICKOTO H (bapmaums‘rwwcxoro KOHTPOJIs
Muiucrepcria 3/1paBooxXpaHcHU PCC!]\’6.TII/]KH Kazaxcran

NOATBCPIK/IACT CIIC/IYIONICE:
npose/icHa (papMalleBTHYCCKAst MHCIICKIINS

«Rusan Pharma Lid »
Plot no. 39 to 63, Sector Il. Kandla Special Economic Zone (KASEZ), Gandhidham, District: Kutch -
370230, Gujarat, India.

11a OCHOBAHUH:

- saseienns or 10.10.2024 Toa Ha NPOBECHIE MICHCKIMI HA COOTBETCTBHE TPEOOBAHUAM Hajieskanei
1poN3BOACTBEHION NpakTHKH EBpasiiickoro 9KOHOMITYECKOI0 01032 (IHOE OCHOBAHIE).

Ha ocHOBaHUN CBEICHMIT, MOIVUCHHBIX HPH TIPOBE/ICHHH (apMallcBTHICCKOH HICHCKIMH, NOC/Ie/AL 13
KoTOpbiX Obita nposejena ¢ 19 1mo 22 nosdps 2024 roya, ycraHoBJICHO. HTO JIAHHOC hapMalleBTHICCKOE
[POMIBOACTRO COOTBETCTRYCT TpedoBaimsiv [IpaBiut najyicikalieii 1IPON3BOJICTRCHION HPAKTHIKN Erpazuiickoro
YKOHOMUUECKOr0 COot03a, HKBHBAICHTHBLIX [Ipmiimam 1 Pykosojcrsy Esporeiickoro coiosa 110 Hajuiexaieii
[POM3RO/ICTBCHHOMN IPAKTHKE JICKAPCTBEHHBIX CPEJICTB UL MC/MIMHCKOIO I BETCPHHAPHOrO TPUMCHCHHS 1
npuniumam CHeTeMbl coTpyiiitectsa gapmatesTiieckux nicnekuit (PIC/S).

Hacrosumii  ceprudukar OTpaKaeT CTATYC I1IPOM3BOJICTBEHNON IUIOIANIKK  Ha jary [HpOBCICHNA
papMaleBTHYECKOiT MHCIICKIIM 1 110 HeTeycHuu §oJiee 2 JIeT 0T JiaThl HPOBC/ICHHS 1OCIICHEr0 Jis NOC/ICANCTo
HHCTICKTHPOBAHUA HE MOKET CHHTATLCS JIOKYMCHTOM, CBIJICTCILCTBYIONMM O CTaTyce COOTBETCTBUA. Cpok
jeiicTBis cepTHdUKaTa MOKET OLITH COKPALICH HPH HCTIOJIB30BAINHN COOTBCTCTBYIOUNX HPHHIIIIIOR YIIPAR/ICHHA
PHCKAMH [IpH HAIMYHM cooTBETCTRYIONICH 3anncn B mojic «OrpaHuyeHns Wil HOACHUTC/ILHBIC 3aMETKH,
Kacalonecs 061acTH IPUMEHEHHs HACTOSIIErO cepTihUKaTay.

Ceprudukar spasercs AelicTBUTEILHBIM B CIIYHae IIPEJICTABICHIA BCCX €TI0 JTUCTOB (KAK OCHOBHBIX JIHCTOB,
TaK M JIONOJIHHUTE/ILHBIX JINCTOB).

AYTEHTHYHOCTb (ITOUIMHHOCTE) HACTOSANIEIO ceprudukara MOKHO IPOBECPUTE B daze nanuelx Komurera
MEIHIIHHCKOTO 1 (hapMalleBTHYCCKOro KOHTpolis MHHICTEPCTBA 3/[paBOOXpAHCHIIA Pecnybnukn Kazaxcran.

Ecin cepruduKkar ne npejacTasicH B ykasanioii 6ase jaunbix, cicjyer 00paTHTLCSL B YHOJIHOMOYCHHbII

oprat. ero BBIJIABILIMIT.
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EBpasuMiMCKMi SKOHOMUUYECKUINA COLO3

Ne GMP/EAEU/KZ/190-04-2025

X HCKapCTBeHHblC cpeiicTBa JUISE MEJTHLHHCKOT'O TIPUMCHCHHS

JlckapeTBeHHbIC MPErapaThl /Ul KIIMHHYCCKHX HceI1e/10Banuit (Mcbtalmii)

Kon Haumernosarue

L. IIPOU3BOJICTBEHHBIE OIEPAIIMH - JEKAPCTBEHHASI ITPOLY KIS

1.1 | Crepuibhas 1POILYKIHA

[.1.1 Ilpom3Bo/uimas acelITHUCCKIUM 1yTeM (otepaitni 00pado ki JUls CICLYIOUX JICKAPCTREHIILIX (popm):

e}

1.1.1. Kujakue JiekapeTsertble Gopmbl 60JLUIOT0 00beMa

.1.2. JKukue siekapersennnic popMbl Manoro o0nema

3. Jlnoduunmsarh

4. TrepJisie Jiekapetrenibic GOpMbl 1 IMILIALTATh]

.5. Markune siekaperBeninie Gopmbl

..
L.
111
11
1L
1.

6. [1poyas npotyKIus, 1IPOH3BO/IHMAs B ACCHTHUCCKUX YCIOBHAX

. 1. Kuikie jekaperseniibie GopMbl G0JIBINOI0 00beMa

. JKutkie siekaperseniplie GopMbl MI0ro 00neMa

2.4, Msirkue JIeKapcTBEHHBIC (POPMBI

1
|
1
|
1
X I.1.2. loagepracmas punuuinoii crepiiisaliii (ouepaiin 00padOTKN JUTs CIe/1yIOIIX JICKAPCTBCHHbIN thopm):
1
|
1
1
|

o

0

2.3, Trepyible JiekapeTBentbe GOPMBL H HMILIAHTATLI
2

2

5. lpoyad mpojiyKius, 11o/isepraevas Quiniiiioil cTepimsaiim

X 1.1.3. BpinycKaioumii KOHTPOJIb KauecTna (CepTupUKALIS H BLIIYCK CCPUIL)

1.2 | Hecrepunbnast HPOLyKILIHS

X | 1.2.1. HecrepuiibHas po/tyKitist (TEXHOIONNHMECKHUE OLCPAILMH JUIS HOJIYUCHHS CIIC/(YIOUNN JICKAPCTBCHIRIX

(opm): I -
1.2.1.1. Kaneyisl B 18ep/10ii 000I104KC
1.2.1.2. KarncyJibl B MAIKoit 000J10UKe -
1.2.1.3. JKepaTesbHbIC JICKAPCTRCHILIC GOpMbI
1.2.1.4. MMupernupoBatiibie JCKapCTBEHILIC POPMbI
1.2.1.5. Kuykne JickapeTBEHHbIC (POPMBI JUISE HAPYIKHOTO HIPHMCHEHHA

1.2.1.6. Kuakne Jekapersenibic opumbl /Ul BHYTPCHHCIO HPUMCHCHIA

.

1.2.1.7. Meiuimrckne rasnl

X 1.2.1.8. 1lpounc TBEPIbIC JICKAPCTREHHLIC (JOPMbI: HOPOINOK JUIs HPHEMA BHYTDh
1.2.1.9. llpenaparsl, HAXOJIALLMCCH 110J1 IaBICHHCM
1.2.1.10. PatmOHYKJIHUIHBIC TCHEPATOPSI -
1.1.1.11. Msrkue jiekapcTBeHHbIC (OPMBI
1.2.1.12. Creun (CynmosHTopHi)
X 1.2.1.13. Tabnerkn
1.2.1.14. TpancaepMalibibIC IU1ACTLIPH
1.2.1.15. Tlpouas HecTepHiIbHAS NPO/LY KIS

X | 1.2.2. Beinyckaouuii KOHTposih kauecrsa (cepriguKaiiis i BLyCK cepun)

1.3 | Buosornyeckas JekapcTRCHHAS NPOILYKILS

1.3.1. brostoruucckast JICKapeTBEHIAs IPO/LYKILHS!

L1 TpoayKThl KpoBH

tad

1.2. MMmyHOJIOTHYCCKAS TIPOJIYKIUHSI

1.3. TpoayKiisg Ha OCHOBE COMATHHECKHUN KICTOK (LIPOJLY KISt J1JIsi TCPATTHI COMATHICCKIMN KJICTKAMH)

1.4. 1 CHOTEPAICETHICCKAs! IPO/LYKILILA

1.5, buorexnojoryucckas Hpojykis B
.1.6. IIpoj1yKILus, BBUICJACHIAS 13 AKIBOTHLIX HCTOUHHKOB I Opralion (TKaHeil) ueJoBeKa

L,
¥
T
P L
L.
.
I

Lalua| Ll |La|La|ul

.1.7. TkanenizkenepHas IPOLYKIust (1IIPOJLYKILS TKAHCBOT HIGKCHEPHIT)
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EBpasuiiCKMi 3KOHOMMUYECKUIA COL03

Ne GMP/EAEU/KZ/190-04-2025

1.3.1.8. Ilpodast fuoIornyecKas JCKAPCTBCIHAA IPOJIYKIIA -

1.3.2. Boinyckaioluii Korrrpoin (ceprudiumkariis cepun) (1iepetciih BIIOB HPOJLYKIHI):

.3.2.1. lIpo/iyKThl KpOBH

.3.2.2. UmmyHosiorudecKkas npo/iyKims

3.2.3, [IpOJ[yK'I'b] Ha OCHOBC COMATHYCCKHUX KICTOK (]!pOI[}’KI[Hﬂ JUIA Tepaliini COMATHHYCCKHMH I{JICTKaMH)

3.2.4. I'enoTeparicBTHYCCKas HPOAYKLMs

.3.2.5. bHoTexXHOJIOrHYCCKas POy KILHA

.3.2.6. IIpo/iyKitusi, BbIIG/ICHIAs 113 KHBOTHLIX HCTOUHNKOB I OPTaHOR (TKaneil) 4esoseka

13.2.7. TkaneuKeneptas 1poJLyKius (HPo/LyKILs TKANCBOT HIKCHCpHiL)

1.3.2.8. llpouas OHOIOrHUCCKAs JICKAPCIBCHIAA HIPO/LYKILIA N el

1.4 llpoqaﬂ JICKApCTBCHEHAA LIPOJIYKILIHA HJIH Ilpﬁ()ll'iBO,‘lC!'BCHl[ﬁH {!}‘ﬂ'lCJl[)lI()C'l b

1.4.1. Ilpon3BoJicTBO:

1.4.1.1. PacTuresnbias IPOJIYKIHs

1.4.1.2. l'omMeconaTHIeCKOH PO/ KILHN

1.4.1.3. llpouas upojyKuus:

1.4.2. Crepummsanns (GapMaLCBTHYCCKHX CYOCTaHII, BCHOMOIATC/IbHBIX BEILCCTB, FOTOBOH 1HPOJLYKIIHH;

1.4.2.1. Duasrpaliis

1.4.2.2. Cyxoxaposas CIepiin3aliis

1.4.2.3. Crepuiinsalind apom

1.4.2.4. XuMuuecKad CTepuiinsaiins

1.4.2.5. Crepmim3alus raMmMa-H3jIyueHHeM

1.4.2.6. Crepuansaiiis JICKTPOIHBIM H3JIyHCHHICM

1.4.3. Tlpouce

1.5 | Yiakoska

X | 1.5.1. llepununas ynakoBKa:

5.1.1. Kancyinnl B TBep/10it 000/10uKe

(o 4

2. Kaneyint B Msirkoif 000J104ke

. KeparciibHbIe JEKAPCTBEIIBIC (OpMbI

1.2
1.3
5.1.4. FiMiperiuposainble JICKapcTRENbIC (OPMb
1.5, Kujkne JIcKapeTBeHbIC (POPMbL /UIS HAPYAHOIO LPHMEHCHNA

5.1.6. JKuiKHe JekapeTBCHILIC QOPMBL UL BHYTPCHHETO IPUMCHCHUS

1.8. [Ipoune TBEpIbIC JICKAPCTECHIBIC (oMbl

.1.9. lperaparnl, HAX0AAIHCCS O/ JIABJICHIEM

1100 Pajunony KIUIHBIC TCHEPATOPDE

njthailnth

.1.11. Msirkuie JiekapcTBeHHbie GopMbl

5.1.12. Cpeunt (CyImo3HTOpH)

5.1.13. TabneTkn
5.1.14. TpatcjicpMallbHbIC TACTLIPH

|

1.

1

i

i

15

1.5.1.7. Me/iMIHHCKNE Ta3bl
L. '
I

L

1

1

I

Il

1.

5.1.15. Ilpouast HecTepHiIbiast JICKAPCTBEIIAs HPOJYKIUISA: LOPOILIOK JUld HIPHEMA BILYTpPh
1.5.2. Bropuynas ynakoBKa

w|

et
™

Konrpous kauecrsa

1.6.1. MuKpoOHOJIOIHICCKHC HCILITANMS: CTEPHILHOCTL
1.6.2. MuKkpoOHOJIOIHYECKOE HCIIbITaHNs: MUKPOOHOJIONHUCCKAN HHETOTA

1.6.3. Xumuueckue (Qu3HICCKIS) HCUBITAHIA

P B

1.6.4. buUoJIOrMYeCcKIe HClIbITaHus

B ortuomenin 1100bIx tll'paill{‘lL’HHﬁ WM NOSCHEHWH, OTHOCAIIMXCA K JalHbIM MPOH3BOICTBCHHBIM onepauunsaM (3a WCKIIIOYCHHE
Cly4acs. Korjia TIOACHCHNC ABSICTCA OOLLIHM KOMMCHT ApHCM K nporeccam Hi HPOKU3ROJACTBEHIIOM o0bekTe). rae Obl 11 MPUMCHSITHCE 73
orpanuicHns HIIH TTOACHCHHSA. HCOG.\'Q:']IL\IU BRIIOMATL OTCBLIKY K COOTBCICT BYIOHLCMY HOMCDPY [IVHKTd CCp'l‘H(l)l{K’dTEl GMP.
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EBpasuiiCKMi SIKOHOMUYECKUIA COH03

Ne GMP/EAEU/KZ/190-04-2025

2. UMIIOPT JIEKAPCTBEHHOM IIPOJAYKIIHUH O
2.1 | Kourpoan Kauectsa HMIIOPTHPYCMOI JICKapCTBEHHOl IpoJyKInm
2.1.1. MukpoOHOJI0I HHECKHE HCHLITAINA: CTCPIILHOCTD i
2.1.2. MugpoOHOIOIrHUCCKOC HCIBLITAIHN: \Il{l\p(}l)llo.!l()]ll‘{C(,l\d}i UHCTOTd
2.1.3. Xumnueckie (GU3NICCKIC) HCTIbITalis f
2.1.4. BHOJIOTHYECKHE MCIILITAHA
2.2 | Ceprudukaius cepuu UMIOPTHPYCMOIT JICKAPCTBEHHOMN PO KT
2.2.1. Crepunbias NPOJIYKILNA:
2.2.1.1. [TponsBojinMas B aCCITHUCCKIN YCJIOBHAX i
2.2.1.2. Hoasepraemast rinuiiioi crepinisais ) 9
2.2.2. Hecrepuibhiast LPOLYKILH n = . \
2.2.3 buoJlorgyecKas JICKapCTBeHHas upo l\l\llltﬂ
2.2.3.1. IlpoiyKThl KpOBH
2.2.3.2. UMMYHOJOIHYECKas! TIPOJTYKILIA
2.2.3.3. lIpojtyKiuisi Ha OCHOBE COMATHHCCKHX KJICTOK (HPO/IYKIINS JUISL TCPAIl{ COMATHYCCKIMU KIICTKAMM
2.2.3.4. 'eno1epalleBTHUECKIC TIPOIIYKThI
2.2.3.5. bHOTEXHOJIOIHYCCKAA HIPOJIYKILIS \
2.2.3.6. HpouyKims, BbUIC/ICHIIAs 13 KHBOTHBIX HCTOUHIKOB 1IN OPraton (TKaHeil) uesoBeKa
2.2.3.7. TxanemeHeptas npoJyKIHs (IIPOIIYKINS TKRAICBO MHZKCHCPUI) s
2.2.3.8. llpouas OMOJOrHYCCKast JICKAPCTBCHEAA HPOILYRILI n
2.3 | llpouas JACATEJIBLHOCTE LIO UMIIOPTY (BBO3Y) U
2.3.1. [omanka (pu3ndeckoro uMiopra (BBosa)
2.3.2. IMUIOPT HIPOMESKY TOHHO HPOJLYKIUIH, HI0JIBEPraoIieiics JajtbHeimcit o0padoTke
2.3.3. Ilpouce -

3. l'll’Ol/l3BOle"l BEHHBIE ()lllzl’A[llfIl/f (I)AI’MAL[hB ITMYECKHE CYBC ITAHUMH

QapmanesrHycckas cyocranims (cy ULlamum}

WOV WD O

3.1 | Ipoussoictso (apMalcBTHICCKIX cwuduuun METO/IOM XHMHYCCKOIO CHHTE3a
3.1.1. IlpoH3BOACTBO IIPOMEHY TOHHBIX TTPOJIYKTOB Q)aprwducmuqcuon cyOcTanimmn
3.1.2. llpon3Bo/icTBO HEOHHITEHHOI (hapMalCcBTHICCKOiT cyOcTaiiuy
3.1.3 CoureobpasoBanue (04HCTKA): p
3.1.4. Ilpouee 7 . ) /7
3.2 | llpomzeoactio c])dpmaueuchcmn C\ GeTaiuni MCTOMIT BBLIC/ICHIS 13 npnpo JIHBIX HCTOUHHIKOB O
3.2.1. ButesieHue gpapmaieBTH4eckiX cyderanimii 03 HCTOYHNKOB pacTHTCILHOTO HPONCXOAICHIA
3.2.2. Bpitesienine (papMaleBTHICCKHX cyOCTalii 13 HCTOYIHKOB KHBOTHOIO NPOHCXOAICHNA 1$
3.2.3. Beuieichue dapManesTHucckix cyOcTaniumii u3 opranos (Tkancii) ucjioseka
3.2.4. Bputesenne GpapMaleBTHICCKIX cyOCTallumi 13 HCTOUHIKOB MUHCPAIRHOTO TIPOHCXOAICHHA
3.2.5 MojuKauus BbUle/ICHHOI (apMallCBTIYECKOIT cyOCTaii (YKA3hIBACTES 13 1IYHKTOB 3.2.1-3.2.4)
3.2.6. OuicTka BBIICACHIOI (hapMalleBTHICCKOH cyOcTaiiiH (YKa3biBaCTCA HCTOUHIK U3 LIVHKTOR 32.1-324)
3.2.7. Ilpouee - - an ==
3.3 | llpon3poacrso (|J1pr~1ancmuqcc1\u\ L\l)CldHllllIl ¢ HeNo! 1R30BAIHCM GHOIOIMHCCKHX upou(ccon 4
3.3.1. depmenTalis
3.3.2. llpoussojicTso ¢ HCII0/IL,30BAIINCM thLl()'—]Hi:l\ h‘sjlbl\.p
3.3.3. Boyteacnne (04neTKa) 4
3.3.4. Mouudurarnms
3.3.5. Ilpouce: puuanbHoe hopmuposaiie cocrasa OHoNOr HUCCKOI ai\mmlo“i apmanesTIHIECKOi cyOcTaHIlN
3.4 | Tpon3soscTBO CTEPMILHLIX (papMaleBTHYCCKHX €Y Gerannii (pasieist 3.1, 3.2, 3.3 JIoKiB! ObITH 3aM10JHICHBL, 1

HPHMCHHIMO ) N
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EBpa3sniiCKMi IKOHOMUYECKUIA COHO3

Ne GMP/EAEU/KZ/190-04-2025

3.4.1. @apMaleBTHICCKHE cyOcTalinm, HPOH3BO/IIMBIC B 4CCHITHHCCKUX YCILOBUSAX

3.4.2, GapMaleBTHYCCKHE CYOCTAIUNL, HO/IBEPIacMbIC GuEIHOi CrepIIN3aIHT
3.5 | 3asepialonuie CTajiK IPOU3ROACTBA PapMallCBTHYCCKIX cyOcranmii

3.5.1. Cramun dusndeckoii obpadoTki:

3.5.2. IlepBHubas YIIAKOBKA

3.5.3. Bropuunas VIlAKOBKA

3.5.4. Ilpouce _ » a s S W (yKaszaTh JUIs OICPAILI, HE OIMCANHBIN BbIILL
3.6 | Kourpojb Kauecrsa ) - P . "

3.6.1. dusuyeckue (XUMHUCCKUE) nenbivanys

3.6.2. MHKpOGHOJIOTHYCCKIE HCHLITAHIS (BKIIOYAs UCHBITAIIH Ha CTCPIIILIOCTD)

3.6.3. MHUKPOOHOIOIHUCCKIE HCHIBITAHIS (MCKIIOYad HCHbITAIINS Ha CTCPIIILIOC [n)

3.6.4. BHOJIOTHYCCKHC HCIILITaHNA

1. IPOUME OIEPAIINH - ®APMAIIEBTUYECKHE CYBCTAHUHN

OrpaiuucHs WK HOSCHITEIBHBIC 3aMCTKH, KACAIONLICCH OOIACTH IPHMCHCHIL ceprudukara:
Ha ocHoBamniin OLCHKH plicka o1 08.04.2025 1., cpok JcHCIBIS ceprindKaTa orpaniicii 1o 2 e

Kemxexanosa AK.

Zamecrhrein Hpencearers Komurera
MEJIMIIMHCKOrO W (hapMallCETHUCCKOTO
koHTposs Munucrepersa

yipasooxpanctns PecnyOinkn Kazaxceran
(M. 11O, 20.KH0CTh)

0% 0k 2025

(aarTa NOANUCANNS, 1. MeC.TT )
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