JAEKJIAPAIIMA O COOTBETCTBHUHA

JEKJAPAHT, IPUHUMAIOIIUI JEKJAPALIMIO O COOTBETCTBUHA

000 "Hosapmuec Papma”

Ceedenus o pezucmpayuu opzanusayuu. Medcpationnas uncnexyun PedepanvHoti HanN020601 cayaicovt Ne 46 no
2. Mockee 27.12.2006, OI'PH 1067761778083, oama npuceoenus OFPH 27.12.2006.

Aopec: 125315, 2. Mockea, Jlenunepadckuii npocnexkm, 0. 72, kopnyc 3.Tenegon: 8(495)967-12-70.

B nuye: I'enepanvuviit oupexmop Konepoea H.A.

Hosepennoe nuyo: Tiopun A. B., doeepennocmp 6/n om 03.12.18

3ASABJISIET, UTO

nexapemeenHoe cpedcmego. Iangyc Mem, mabnemxu nokpeimoie nienounoil obonouxkoti 50 mz+1000 me 10 wm., ynaxoexu
Auetikogvie Konmypnele (3), nauxku kapmonnuie, pez Ne JICP-001749/09 om 10.03.2009 (dama zamenwr 20.09.2018) suidano
Hoeapmuc ®apma AT, Lsetniyapus, cepus WHDS9, napmus 13600 ynaxosok, eoden 0o 31.10.2020, npouseodcmaa
Hosapmuc Cunzanyp ©apmaceiomuxan Mauviogexuypunz [me. JImo., Cunzanyp, Novartis Singapore Pharmaceutical
Manufacturing Pte.Ltd., 10 Tuas Bay Lane, 637461 Singapore, Singapore / Hosapmuc @apma Ipodaxuinz Im6X, lepwanus,
Novartis Pharma Produktions Gmbh, Oflinger Str. 44, 79664 Wehr, Germany, koo OKILJ2 21.20.10.119, koo TH B2
3004900002, kowmparxm Ne NPHLLC-2012 om 01.05.2012, uneoiic Ne 2001423557 om 27.03.2019

COOTBETCTBYET TPEBOBAHMAM

JICP-001749/09-100309 usm. Ne 1-10

JNEKJIAPAIIAA TIPUHATA HA OCHOBAHHUHA

npomoxon ucnormanuii Ne 19-002285 om 04.04.2019 OO0 "HLJIC "buomexnonozus", ammecmam
axxpedumayuu RA.RU.21 ®M04, Cepmughuxam POCC DE.®M11.C83192 om 04.04.2019

Tiopun A. B.
IIOHI\IJHCB d.U.0

CBE)];EHI/ISI O PEFI/ICTPAI_II/IH

OPI'AH 110 CEPTU®UKAIIUH, SAPET'ACTPHPOBABIINI JEKJIAPALIIIO

RA.RU.11®MI1] OPI'AH 10 CEPTH®HKALIHH ITPONYKLHH OFL]ECTBO C OI PAHUYEHHOH
OTBETCTBEHHOCTBIO "©®OPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2. Mockea, 1-viti Basoeckut
npoeso, 0. 3, emp. 1, adpec opeana no cepmugpuxayuu: 129626, 2. Mockea, 1-aa Meimuwunckas, 0. 25, mea.
(495) 783-19-08

JEKJIAPAIIASI O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU JI-DE.®M11.A.20145/19
)IATM‘EFHCTP HU 04.04.2019
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) NOVARTIS

Otnen norucruku r. basens
JlmxTmrpacce 35
4056, r. basesns, llseiiuapus

JIOTUHCTHYECKAS
COITPOBOJAUTEJIBHAS 3AIIMCKA Ne CH010400791102
K cepTH(PHKATY cepuu

Mpoaykr: T'AJIBYC MET TABJIETKH, TIOKPBITBIE ITJIEHOYHOM OBOJIOYKOM 50/1000 mMr
3X10RU

Toprosoe nassaune: ['AJIBYC MET TABJIETKH, [TOKPBITBIE IIJTEHOYHOM OBOJIOUKOM 50/1000 Mr
(3X10) RU

I'nobanbHblil onennBaemblii 713083 Cepus Neo: WHDS59

MaTtepuaia Ne:

I'nobanbHbIit Ceprudukar cepuu Ne:  DE020200222028

HeolleHHBaeMblii MaTepHal

Ne:

3aka3uuk Ne: RUO0300

3akazuuk: 00O «Hosaptuc ®apma», Mocksa, Poccuiickas denepanus

JocTraBka Ha Ne: RU0300 Kona cTpanbi: RU

JlocTaBKa CTOpOHeE: 00O «Hosaptuc ®apma», Mocksa, Poccuiickas ®enepauus

IKnopT papManeBTHUECKOIT MPOTYKLIMH

Hcxoasmmii HoMep 5001774398. 10 Ne 3akaza-Hapsiga

¢apm. nocraBkm: KOHEYHOI0 MoJIy4yaTeis: 1001437122

Ne 3aKa3za Ha MOKYNKY 4700110256 JlocTaBiieHO

KOHEYHOI0 MOJIYYaTeIs: Koa-Bo: 13,600.000
Equannpl: IIT.

| I[OHOJIHI/ITCJIBH&IS[ JIOTHCTHYECCKAA I/IH(l)OpMaHI/ISB

| Menen:xep no JOrHCTHKE: Laurence SCHMID Jata: 25-03-2019

Crpanuia 1/10
Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.



Beinymeno:

(‘) NOVARTIS Hosapric ®apma [Mpogakurasz 'M6X

Odnunrep wrp. 44
79664 Bep
Jluuen3ust Ha U3roroBJieHne Ne
DE_BW_01_MIA_2018_0024
Ceprupuxar GMP No:
DE_BW_01_GMP_2018_0057

CEPTUO®UKAT CEPUMN
Ne DE020200222028

IIponykr:

IIOSI/I]I)OBKQ / aKTHBHOCTb:

IAJIBYC MET TABJIETKH, ITOKPBITbIE [IJIEHOYHOM
OBJIOYKOY, 50/1000 MI"
MET®OPMHMH HCL 1000 MI/IIT.

BUJIIOATJIUIITAH 50 MI/LLT.
JlekapcTBeHHasi popma: TabJICTKH, TIOKPBITHIE MIIEHOYHOH 000I0UKOi
Tun ynakoBku: 6nucrep
Pa3mep ynmakoBKH: 3x10 wryk
PerucrpanoHHoe yaocToBepeHue Ne: JICP-001749/09

CTpaHa HAa3HAYCHHUSA:

Poccuiickas ®enepauus

I'nobanbHbIil MaTepuaa Ne: 713083 Cepus Neo: WHDS59
JlaTa u3roroBJieHUsI 01-11-2018

JlaTa BpIIycKa: 08-03-2019

CpoK roaHocTu: 31-10-2020

KonnyecTBo eTHHHIT MPOIYKTA: 13600.000 1wTyk

JlaHHEBIE TECTOB, TPEOOBAHHU, Pe3yIBTATHI M 3aKITFOUCHHS IPUBEACHEI B CIICAYIOIIEM cepTH(HKaTe/cepTHdIKaTaX:

YnakoBouHast

uHpopmanus:

Mpoaykr: TAJIBYCMET, 50/1000 MI"
I'no6anbHbIi MaTepuad Ne: 713083

JlokaabHblii MmaTepuan Ne: 713083

poussoanTtennb: Hogapruc ®apma [Ipoakumns 'm6X
Odnunrep wrp. 44
79664 Bep I'epmanus
JInnensus Ha DE_BW_01_MIA_2018_0024
H3IOTOBJICHHE:
Cepruguxatr GMPNe: DE_BW_01_GMP_2018_0057

JdokymeHnT HauMeHoBaHHe: 859749_SDC315 BC NO.SG120200017083
CcbLIKA HA JOKYMEHT:
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.



' Bopinmymeno:
( ) N O VARTI S Hogapruc ®apma [Tpoaakiuns 'm6X
Odnunrep wrp. 44
79664 Bep
Jlnuen3usi Ha u3rorosiieHue Ne
DE_BW_01_MIA_2018_0024
Ceprupuxar GMP Ne:
DE_BW_01_GMP_2018_0057

CEPTUO®UKAT CEPUHU
Ne DE020200222028

MIpoayxkr: TAJIBYC MET TABJIETKH, [TOKPBITBIE [IJIEHOYHOM OBOJIOUKOM
50/1000 MI"

I'no6anbHBIH MaTepHas 713083 Cepus Ne: WHD59

Ne:

3akioueHue:

Hacrosmm yaocToBepsto, 4To faHHas HH(popManus NOTMHHA U BepHA. JJaHHAs cepys co3aHa/ IPOM3BEIeHa,
BKJTIOYAs YIIAKOBKY U KOHTPOJIb, Ha BHIMICYIIOMSHYTOM MeCTe IIPOM3BOJCTBA B COOTBETCTBHY ¢ IpaBunamMu GMP
JIOKQJIBHOTO PETYIATOPHOTO OpraHa U crelu(pyKalyei perucTpaOHHOTO YIOCTOBEPSHUS HMIIOPTUPYIOLIEH
CTpaHBL.

Hapa0oTka, yakoBKa U aHAJIN3 CEpUH COOTBETCTBYIOT TpeboBaHusiM GMP.

OTBeTCTBEHHOE JTULIO: Gunhild RAUSCH
Jata u Bpemsi: 08-03-2019 13:35:09

KommeHTapuii k ceprudukary:
JlokanmeHoe Ha3BaHue npoaykra: [AJIBYC MET, TabneTku, MOKPBIThIE TWICHOUHOM 00ostoukoit, 50/1000 MIT
3X10RU

JIuno, BeLIaABIICE CEPTH(RPHUKAT: Gunhild RAUSCH

JIo/zKHOCTD OTBETCTBEHHOE JIMLIO

JaTta u Bpems: 08-03-2019 13:35:09
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.



Boinymeno:
Hogaptuc Cunranyp ®apMacblOTHKAIL
Mbubtodexuypunr [te. JITh,
10 Tyac-beii-neiin, 637461, Cunramnyp

> NOVARTIS

CEPTUD®UKAT AHAJIM3A
Ne SG120100017083

Hpoaykr: TAJIBYC MET TABJIETKH, TTOKPBITBIE [IJTEHOYHOM OBOJIOUKOM
50/1000 MI".028

I'nobanbHblil MaTepuan Ne: 859749 Cepus Ne: SDC315

JlaTa H3roToBJIeHHUSI: 01-11-2018 IIpoToxon aHanm3a Ne: 4100386172

HopmaTuBHast DP_6001792_A_R_2

JOKYMeHTALUs

TecTbl TpeGoBaHus PesyabTaThl

Ommucanue: popma OBasibHble TAONETKH CO CKOIIEHHbIMY  OBaJIbHbIE TA0JETKU CO
KpasiMHu CKOLIEHHBIMU KpasMH

Onucanue: UBeT TeMHO- )KENThIH TeMHO- )KENThIH

Onucanue: MapKApOBKa “NVR”, “FLO” “NVR”, “FLO”

Ommucanue: popma
Onucanue: pa3mepbl

Bona
Cpennss Mmacca

TToaIMHHOCTD BUIAATJIUNITHHA METOIOM

TCX
IoamHEOCTD MET(HOPMUHA
ruapoxyopuaa merogoM TCX

TaOJICTKH, TIOKPBITHIC INICHOYHO
000JI0UKOH

JnuHa / mupuHa: npumepHo 21,1 mm
/8,4 MM

He 6onee 1,0 %

1140,5 - 1235,5 mr

COOTBETCTBYET CTAHIAPTY CPABHEHHS

COOTBETCTBYET CTAHAAPTY CPABHEHHS

TaOJICTKH, TIOKPBITHIE
TUTEHOYHOM 000JIOUKOM
COOTBETCTBYET

0.3 %

1183.1 mMr

CoOTBETCTBYET CTaHIAPTY
CpaBHEHHS
CoOOTBETCTBYET CTaHIAPTY
CpaBHEHHs

Crpanmuia 4/10

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM.




Boinymeno:

l') N O V A RT l S Hogapruc Cunramyp ®apMacblOTHKA

Mbubtodexuypunr [te. JITh,
10 Tyac-beii-neiin, 637461, Cunramyp

CEPTU®UKAT AHAJIM3A
Ne SG120100017083

Ipoayxkr: TAJIBYCMET, 50/1000 MI'.028 (Oyxkpeac)

I'nobanbHblil MaTepuan Ne: 859749 Cepus Neo: SDC315

TecTnl TpeGoBanus PesyabTaThl

TTommMHHOCTE BUIAATTUIITHHA MeToaoM BOXKX COOTBETCTBYET COOTBETCTBYET CTAaHAAPTY
CTaHZAPTY CPaBHEHUS CpaBHEHHUSA

INoanHHOCTE MeT(OPMIHA TUAPOXJIOpUIa MeTOIOM  COOTBETCTBYET CoOTBETCTBYET CTaHIAPTY

BOXX CTaHJAPTY CPaBHEHUS CpaBHEHHUSA

IocTopoHHMe MpUMecH (Ha OCHOBAaHHH 3asBiieHHor0  He 6onee 0,5 % <0.1 %

KOJIMYeCTBA BIIJArTHITHHA), TFOObIE

unenTuduIrposannsre, 202-01 (amua) MmeTogoM

BOXX

IocTopoHHMe MpUMecH (Ha OCHOBaHHH 3asBiieHHor0  He 6onee 0,2 % <0,1 %
KOJIMYEeCTBa BIIJArTHITHHA), TFOObIE

uaeHTuguIpoBaHHeie, 209-01 (LuKkIHYecKuit

amMuauH) MetooM BOXX

IocTopoHHMe MpUMecH (Ha OCHOBaHHH 3asBiieHHor0  He 6onee 0,2 % <0,1 %
KOJIMYEeCTBa BIIJArTHITHHA), TFOObIE

uneHTudumposannsle, 207-01 (aukeTonunepasux)

MetooM BOXX
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.



Boinymeno:

l') N O V A RT l S Hogapruc Cunramyp ®apMacblOTHKA

Mbubtodexuypunr [te. JITh,
10 Tyac-beii-neiin, 637461, Cunramyp

CEPTU®UKAT AHAJIM3A
Ne SG120100017083

Ipoayxkr: TAJIBYCMET, 50/1000 MI'.028 (Oyxkpeac)

I'nobanbHblil MaTepuan Ne: 859749 Cepus Neo: SDC315
TecTbl TpedoBanus PesyabTaThl
ITocTopoHHHUE IpUMecH (HA OCHOBAHUU 3as1BJICHHOTO He 6onee 0,2 % <0,1 %

KOJIMYEeCTBa BIIJArTHITHHA), TFOObIE
HeuaeHTHHLIIPOBAHHEIS, MeTonoM BOXX

CyMmMa Bcex mpuMeceil (Ha OCHOBAaHUM 3asIBJIEHHOTO He 6omnee 1,0 % <0.1 %
KOJIMUYECTBA BUJIAATJIUNTUHA) MeTogoM BOYKX
TTocToponHre iprMecH (Ha OCHOBAaHUM 3asIBJIEHHOTO He 6onee 0,02 % <0,01 %

KOJIM4eCTBa MET(GOPMUHA THAPOXIIOPHAA), OObIE

UACHTH(PHUIUPOBaHHEIE, |-IIMaHOTYaHUIUH MeTogoM BOXKX

ITocTopoHHUE pUMecH (HA OCHOBAHUU 3as1BJICHHOTO He 6onee 0,1 % <0,1 %
KOJIM4ecTBa MeT(GopMUHA THAPOXIIOPHAA), MOObIe

HEeUIeHTU(HLIIPOBAHHEIE MeTonoM BOXKX

CyMmMa Bcex mpuMeceil (Ha OCHOBAaHUM 3asIBJIEHHOTO He 6onee 0,6 % <0,1 %
KOJIM4eCTBa MET(GOPMUHA rHAPOXIIOpUAA) MeTogoM BOXKX

ITocToponnue npumecu 366-98 meronom BOXKX He 6onee 0,2 % <0,1 %

Crpanmuia 6/10
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> NOVARTIS

Boinymeno:

Hogaptuc Cunranyp ®apMacblOTHKAIL

Mbubtodexuypunr [te. JITh,

10 Tyac-beii-neiin, 637461, Cunramyp

CEPTU®UKAT AHAJIM3A
Ne SG120100017083

Ipoayxkr: TAJIBYCMET, 50/1000 MI'.028 (Oyxkpeac)

I'nobanbHblil MaTepuan Ne: 859749 Cepus Ne: SDC315

TecTbl TpedoBanus PesyabTaThl

PactBopenue BungaraunTiHa 3a 30 MUHYT METOAOM He menee 80 % 98 %

BOXX: cpennee (3HaueHue Q)

PactBopenue BungaraunTiHa 3a 30 MUHYT METOAOM - 96 %

B3XX: MuarMansHO

PactBopenue BungaraunTiHa 3a 30 MUHYT METOAOM - 100 %

B3XX: makcumMansHO

PactBopenue BungaraunTiHa 3a 30 MUHYT METOAOM 6-12 6

BOXX: n=6 wm 12

PacTBopeHHe BUAArTUIITHHA: KOHEUHOE 3aKJIFOUeHHE cooTBeTcTBYeT TpeboBaHusAM USP, cooTBeTCTBYeT
Epp.®., Sn. @

PactBopenue merdopmuHa runpoxiopuaa 3a 30 muanyt  He menee 80 % 99 %

metonoM BOXX: cpennee (3HaueHue Q)

Pacteopenue merdopmuiHa ruapoxiopuna 3a 30 MHHYT - 98 %

meToaoM BOXKX: MUHMMANBEHO
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.




Boinymeno:

(') N O V A RT [ S Hogapruc Cunramyp ®apMacblOTHKA

Mbubtodexuypunr [te. JITh,
10 Tyac-beii-neiin, 637461, Cunramyp

CEPTU®UKAT AHAJIM3A
Ne SG120100017083

Ipoayxkr: TAJIBYCMET, 50/1000 MI'.028 (Oyxkpeac)

I'nobanbHblil MaTepuan Ne: 859749 Cepus Ne: SDC315
TecTbl TpeGoBanus PesyabTaThl
PactBopenue merdopMuna ruapoxyopuzaa 3a 30 - 100 %

MHUHYT MeTosioM BOXXX: makcumansno

PactBopenue meropmuHa ruapoxiopunaza 30 6 - 12 6

MHUHYT MeTostoM BOXX: n=6 wnn 12

PactBopenue MeThopMUHA THAPOXIIOPUIA: COOTBETCTBYET TPEOOBAHUSIM COOTBETCTBYET
KOHEYHOE 3aK/II0UcHHE USP, Egp. ©., SIn. ©

OIHOPOIHOCTH AO3UPOBaHHA BHJIIATIANITUHA - 100.0 %
PacueTHO-BECOBBIM METOIOM: CpEIHEE

OIHOpPOIHOCTH JO3UPOBaHHA BHJIIATIANITUHA - 98.4 %
PacueTHO-BECOBBIM METOAOM: MUHUMYM

OOHOPOIHOCTh JO3UPOBAHUS BUJIJATJIMIITHHA - 101.1 %

PaCuYC€THO-BECOBBIM METOJOM: MAaKCUMYM
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM.




> NOVARTIS

Boinymeno:

Hogaptuc Cunranyp ®apMacblOTHKAIL
Mbubtodexuypunr [te. JITh,
10 Tyac-beii-neiin, 637461, Cunramyp

CEPTU®UKAT AHAJIM3A
Ne SG120100017083

PacuYCTHO-BECOBLIM METOAOM: MAKCUMYM

Ipoayxkr: TAJIBYCMET, 50/1000 MI'.028 (Oyxkpeac)
I'nobanbHblil MaTepuan Ne: 859749 Cepus Ne: SDC315
TecTbl TpedoBanus PesyabTaThl
OAHOPOAHOCTD A03UPOBAHMS BUIAATJIMIITHHA PacueTHO-  He Oosiee 15,0% 2.0%
BECOBBIM METOJIOM: JIOITYCTUMOE 3HAUeHHE
OpnHoponHocTh no3upoBanud: n=10 wnu 30 10-30 10
OIHOPOAHOCTDH A03UPOBAHUS BUWIAATTIMIITUHA PACUETHO-  yJOBJIETBOPSAET COOTBETCTBYET
BECOBBLIM METOJIOM: KOHEYHOE 3aKJIFOYEHHE TpeboBanusM Esp. ., ©.

CLIA, Sn. .
OAHOPOAHOCTD A03UPOBAHHUS METHOPMHUHA THAPOXJIOPUIA - 100.1 %
pacyeTHO-BECOBBIM METOJIOM: CpEHEE
OmHOPOAHOCTD A03UPOBAHMUS METHOPMHUHA THAPOXJIOpUIA - 98.9 %
pacyeTHO-BECOBBIM METOJIOM: MUHUMYM
OIHOPOIHOCTH MO3MPOBAaHUA METPOPMUHA THAPOXIOpUIA - 102.4 %

Crpanmuia 9/10
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Boinymeno:

(') N O V A RT [ S Hogapruc Cunramyp ®apMacblOTHKA

Mbubtodexuypunr [te. JITh,
10 Tyac-beii-neiin, 637461, Cunramyp

CEPTU®UKAT AHAJIM3A
Ne SG120100017083

Ipoayxkr: TAJIBYCMET, 50/1000 MI'.028 (Oyxkpeac)

I'nobanbHblil MaTepuan Ne: 859749 Cepus Ne: SDC315
TecTbl TpeGoBanus PesyabTaThl
OmHOPOAHOCTD A03UPOBAHUS METHOPMUHA He Oontee 15,0 % 2.5

ruapoxyiopuaa paC4€THO-BECOBBIM METOAOM:
JA0IMYyCTUMOEC 3HAYCHUEC

OnHoponaHocTh Ao3upoBanua: N=10 wm 30 10 -30 10
OIHOPOIHOCTH TO3MPOBAHHUI METPOPMUHA YAOBJIETBOPSET TpeOOBAaHUAM COOTBETCTBYET
THAPOXJIOPHIA PACU€THO-BECOBBIM METOIOM: EBp. ®., ®. CLUIA, Smn. ®.

KOHEUHOE 3aKJIIOUCHHE

KommiecTBeHHOE conep:kaHre BUIIATTTUNTHHA 95,0-105,0 % 98.9 %
MetoaoM BOXKX

KonmyectBeHHOE conepkaHrie METGOpPMHUHA 95,0-105,0 % 99.3 %

ruapoxjopuaa Meronom B2XKX

3akaouyeHue:
Cepuisi COOTBETCTBYET cIielM(PUKAIM HOPMATUBHOW JOKyMEHTalWH. HacTosmuMm yHOOoCTOBEpsAl, 4YTO MaHHAS
uH(opMaLKs NOAJMHHA M BEPHA; HapaOOTKa M aHAIM3 CEPHU MPOBEPEHBI U COOTBETCTBYIOT TpeboBaHusiM GMP.

OTBeTCTBEHHOE JTULIO: Pin Ting SOON

JaTta u Bpems: 14-11-2018 06:15:13

Jluno, BeLgABIICE CEPTH(RPUKAT: Pin Ting SOON

JO/KHOCTD Cotpynnuk OTHAEJIA KAYECTBA
JaTa u Bpems: 14-11-2018 06:15:13
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