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<OV TEKJIAPAIISA O COOTBETCTBIN

EKTTAPAHT, TIPHHUMAIOIYI AEKJIAPALIMIO O COOTBETCTBHK ¥
000 "[Jobponex"
Ceedenus o pezucmpayuu opzanuzayuu: Mexcpaiionnas uncnexyus @edeparvroi narozosor cayacher Ne 46 no
e Mocxee 19.01.2011, OFPH 1117746022547, dama npuceoenun OTPH 19.01.2011.
Aopec: 115446, 2. Mockea, Konovenckudi npoe3d, 0. 134, smaxc 5, noat. VII, xosmama 8. Tenegon: 8(493)
725-44-68
B nuye: Ieneparvrviii Oupexmop Jémwxuna T.H.
Hosepenrnoe nuyo: Bacresa H.T., dosepennocmes Ne 1/2019 om 09.01.2019 »

3ASIBJUSIET, UTO

Aexapemeennoe cpedemeo. Muvnapa, maGremsu noxpeimsie naenounoti obonouroi 30 ve 14 wn.. YNAKOBKU
avetikogole koumypHsie (2), nauxu kapmounvie, PY No JICP-001784/08 om 17.03.2008 (Qama 3avenn | |
19.05.2017) swoaro Amoscen Egpona B.B., cepus 11003464, napmus 10064 ynaxosox, zoden do 31.07.2023. |
npouszeodcmea Ilameow Hux., Topornmo Pudacunan Onepertnunc, Kanada, Patheon Inc., Toronto Region
Operaitions, 2100 Syntex Court Mississauga, Ontario L3N 7 K9, Canada, / vnarosano OO0 "Hobponer".
Poccun, HHH 7724774770, 115446, 2. Mocxsa, Konosenexuii npoesd, d. 13 A, xod OKIT2 21.20.10.184

COOTBETCTBYET TPEBOBAHUSIM i
JICP-001784/08-170308 uzm. Ne [-10

JNEKJIAPAITMSI TIPUHSITA HA OCHOBAHWUU
npomoxon ucnsimanut Ne 19-002109 om 08.04.2019 QOO "HLJIC "Buomexnonozusn”. ammeceman t
axkpedumayuu RA. RU.21OMO4, Cepmugpurxam POCC RU.®OMOS.C37709 om 08.04.2019 _ |
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CBEJIEHUSI O PETCTPATIIH |

OPTAH ITIO CEPTU®UKAIIMU, 3APEIA CTPHUPOBABILUMIT JEKJIAPALTMIO

RA.RU.11OMO8 OPTAH 110 CEPTHOHKAIIHH ITPOAVKIHH OBIL{ECTBO C OrPAHHYEHHOF
OTBETCTBEHHOCTbIO "OKPYIXHOF LEHTP KOHTPOJIST KAYECTBA"

adpec opzanusayuu: 115280, 2. Mocksa, yn. Macmeprosa, 0. 4, am. 3, nom. I, xou. |, adpec opeanda no
cepmupuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmeprosa, 0. 4, am. 5.. mea, [(495)788-02-88, sed-
caiim: oyxx.pe. |
JEKJTAPAIIHIS HEOOTBBETCTBUY 3APETHCTPUPOBAHA & POCC RUA-RU.@M08.4.20841/19
AATA PETUGTPALINH 08.04,2019
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BEPHA ICUCTEMA CEPTUOUKAIIMY TOCT P

QEIEPATIbHOE ATEHTCTBO 10 TEXHHUYECKOMY PETYIMPOBAHUIO U METPOIIOIM I
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Ne POCGC RU.©M08.C37709
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Cpox aeficTeus ¢ 08.04.2019 no --—---

OPI'AH 1O CEPTUOUKALMH B
RA.RU.11®MO8 OPTAH 110 CEPTHOHKALHH ITPOIVKLIHH OBUECTBO C OTPAHHYEHHOT
OTBETCTBEHHOCTBIO "OKPYIXHOI LEHTP KOHTPOJIS KAYECTBA", adpec opzanuzayuu.: 115280, 2.
Mockea, yn. Macmeproaa, 9. 4, sm. 5, nax. 1, kom. 1, adpec opeana no cepmughuxayuu: 115280, POCCHA, 20poo
Mockea, yn. Macmeproga, o. 4, am, 3., men.: (495)788-02-88, hac: (495)675-47-89

ITPOAYKLIMA

Mexapcmeenioe cpedemao: Miwnapa, maénemiu noxpeimeie nnenounoii obonoukoti 30 a2 14

. Kop OK 034-2014
uint., ynakosku Aseliogsie Koumypusie (2), naviu Kapmonuneie,

2
PY Ne JICP-001784/08 om 17.03.2008 (dama samenvi 19.05.201 7) evtdano Amoocen Espona 5.B., (gggc _;’0.08)
cepus 11003464, napmus 10064 ynaxoeok, z0den do 31.07.2023 g 120 Ji[(—}.)l 84

COOTBETCTBYET TPEBOBAHUSIM HOPMATHBHBIX AOKYMEHTOB

JICP-001784/08-170308 uam, Ne |-10 koA TH B3A

N3TOTOBHUTEAB

Iameon Hnk., Topormo Pudxcunan Onepedunc, Patheon Inc., Toronto Region Operaitions, 2100 Syntex Court Mississauga,

Ontario L5SN 7 K9, Canada, Kanada / ynakosano OQ0 "Hobponex”, HHH 7724774770, 115446, 2. Mocksa, Konaviencxur
npoesd, 0. 13 A, Poccus

CEPTUOHKAT BbI

Q00 "fobponex", HHH: 7724774770, adpec: 115446, 2. Mocxea, Konamencrui npoe3o, 0. 134, smaoe 5, now. ¥II, kevmame

8. Tenechon: 8(495) 725-44-68

HA OCHOBAHUU
nacnopm npouseodumena Nel0 om 26.03.2019, npomokon ucneimanuit Ne 19-002109 oni 08.04.2019 000 “ILAC
"Buomexnonozun", ammeemam arkkpedumayuu RA.RU. 21 A0
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000 «Tobposnex»

115446, r. MockBsa,
Konomenckuit npoesa, a. 13A
Ted: 8-499-951-04-86

'worms

HACIIOPTNe 10

T SEPHA

NPOAYKLHH

Mumnapa Tabaerkn,
MOKPRITKIE MIEHOUHOIT 06om0uKoii, 30 mr

Howmep cepum: 1100346A

O6vem cepun: 10 064 ynakoskn

Harta nsrorosnenus: 10 urong 2018 r

Cpok roanocTu: 31 mrons 2023

HI JICP-001784/08-170308 mam, 1-10

onpeaeseHie

LlUHHaKanbleTa

Haumenosanne Tpebosanng HJI PesyawraTn
nokasareneii HenbITaHNIi
Onucanne Osansubie  Tabnerky, MOKphITbIC  mieHoYHON | OranbHeie TabreTku, MOKPLIThIE TIEHOYHOI
000NOUKON CBETNO-3e/MeHOr0 uBeTa ¢ MapKHpOBKOil | 0G0NOYKOM CBETNO-3E/ICHOTO 1BETA ¢ MapKi-
«AMG» na onwoll cTopode u «30» Ha Apyroii | poskoit «kAMG» Ha oawoii cTopone 1 «30» Ha
CTOpOHE, Opyroii cTopoxe,
Ha u3anome sapo Genoro ugera. Ha usnome siapo Senoro usera.
[MopsuunocTs I.UK-cnextp ucnmiTyemoro o0pazua NOMKeH HMeTh
NONHOE COBNANCHIE MONOC MOrOIEHNHS C NONOCAMH CootretcTayer
CHEKTPA CTAHAAPTHOTO 0fpa3iia LHHAKATLLETA FIAPO-
NJIOpHAA N0 NONOMKEHHIO M OTHOCHTENhHRIM HHTEH-
CUBHOCTAM MOJIOC.
2.BOXX
Bpems ynepxubanns 0CHOBHOrO nika Ha xpomato- | CoorBeTcTyeT
FPaMMe HCMLITYEMOrO pacTBOpa MOMKHO COOTBET-
CTBOBATL BPEMCHM YAECPHKHBAHUA MHKA LIHAKAIbLETA
Ha XpOMAaTOrpaMMe CTaHAAPTHOrO pacTBOPa.
Pacteopenne He metee 75 % (Q) oT 3asBneHHOro Konivecrsa uu- | 94 %
HakableTa 10MKHO NepefiTh B pacTBop uepes 30 mu-
HYT, B COOTBETCTBHM ¢ TpeGoBaHuaMu Slunu S2 s
JICKAPCTBEHHBIN (OPM  HEMELIEHHOrO BbICBOBONIE-
Hua corsacto P.CLIA i Esp.d.,
MocToponnie
NpHMecH
(R-NEA HCI) He Gonee 0,20 % <LOQ
Jhobas Hewnen-
Tguuuposannan | He Gonee 0,20 % 0,02 %
npumech
Cymma npumeceii | He Gouee 0,50 % 0,02 %
Bona He Gonee 7,0 % 3,6 %
Onanopoanocrs Hna 10 taGnerok. ]
N03UPOBaHHT Conepxanue unHakanLueTa g kaxnof 13 10 Tadnerox | OT 96,1 % no 99.3 %
DOmiHo cocTapnats ot 85 no 115% ot saseienHoro
coaepxaHis,
s 30 TaGnerox,
He Gonee uem B oanoit u3 30 Tabrerox conepxanie
LUMHAKAILLUETa MOKET BLIXOANTH 3a npeaenst ot 75 no
| 125 % o7 3asBrienHoro coxepskans.
Koauuecrennoe | Ot 95 10 105 % or 3AABJIEHHOTO KOJINYECTRa

97.7%

Muxpotuonori-
YEeCKASt YHCTOTA

He Gonee 1000 KOE/r a3p0Gbix GakTepitii, ve Sonee
100 KOE/r rpuGon npH otcyTersin Escherichia coli.

Metrice 10 KOE/r a3po6nix dakrepHii, menee 10
KOE/r rpudos, Escherichia cali OTCYCTBYET.
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115446, r. Mockna, |
000 «TIOBPOJIEK Kostomenckuit npoesp, 1. 134

Tes: 8-499-951-04-86

—
KOormsA HACITOPTNe 10
__%f A DO AyKuHH Mumnapa ta6aerkn,
1 HOBaHuHe-f . .
MOKPBITEIE NICHOYH O] 06oJ109Koit, 30 mr
Homep cepuu: 1100346A
Obnem cepun: 10 064 YNaKoOBKH
[ata usrotosnenus: 10 niong 2018 r
Cpox ronHoeTH: 31 miong 2023 r
HI JICP-001784/08-170308 nan. 1-10
Haumenona- TpeGosauus HJ PesyawTarh ]
Hue HCNBITANI
nokaszareJeit
Ynakoska [To 14 TaGnerox 5 Guametep Aknap/TIBX/TIBA 1 [To 14 taGretox » Gancrep Aknap n oL amomMuHNCROT,
onLri amominesoi, ¢ naneceio 1a QIoMH- € HaHCCeNHOl Ha AMOMUIMERYIO (ONLTY 3aumTHO uper-
HUEBYIO JONILIY 3AWHTHON UBETHOM 0/10CH) "3 HOIT Nos10CkI U3 TepMouepi,
TEPMOUEPIL,
[lo 2 Gancrepa s KAPTOHHYIO NaYKy BMCCTE € Hii- [To 2 Gaucrepa s KAPTOHHYIO MAUKY BMCCTE © HHCTPYKUNCH
CTPYKUIEH no NpHMEHEHHI0. Ha KaxKAY10 navky 1Mo npusenenno. Ha Kawiyo MAUKY HAKACCHLI Re npo-
HAKNCHBAIOT B npo3pasnbe JAULHTHLIC ITHKCT- IpaunLIe 3aUMTHLIC ')THE\‘U’I‘I\'H*KGIITDOHI) NnepRoro BCKPLI-
ICH-[\'OII'I'pOIIh neproro RCKPLITIIA, HMCIOUIHE npo- THH, UMCIOLIHE il{)()il();lh”}'lo LUBCTHYIO nojaocy.

A0J1ILHYI0 llBt."H!}’!_(JilO.’]OCV.
Mapxknposka Ha 6nucrepe na pyccxon AIbIKE vkaskiaeres: | Ha Gmicrepe na DYCCROM Avbike ykadano: Flassanne xos-
Hasgranue KOMITAHIEH-BIAACBIA PErUCTPALHOHIO- MANNH-BAAICARIA PEMHCTPALHOHHOrD YAOCTOBCPCHUA, 01~
FO yaoctosepenus, oanospemeiiio OCYMECTBIIO- | HOBPEMEIHO OCYUICCTBARIOWETT CepHitHLIi BLINYCK nperna-
IR cepuitHbli BHIMYCK npenaparta (Asmmuked Fg- pata - Audsicen Eepona B.B., TOProBoC HasBaHue npenapa-
pona B.B.), Toprosoe naspanie Mpenapara, mMex- | ta - Musinapa, MERAYHAPOAHOC HENATENTORAHIOE HaTHa-
AYHApOAHOE HEMATEHTOBANNOE HA3BANIE (Lna- | e - Lhinaxanoyem, Aekapersennas  dopama-Tadremsy
Kanbuer), nekapersennas (opma, AOIUPOBKA, HO- | nokpwimble nnenounod oGonouKoil, 103UpoBKa-30 A2, Homep

MCP CCPHH, «rojieH 10y, cepun-1100346, rozen no - 07 2023,
Ha KapToHHO§i MaYKC Ha pyCCKoMm H3IbIKC VKa3bina- Ha KapTonHoii nayke HA PVCCKOM H3bIKE YEa3ano:
grCs: Hassanue kovmanim-naazennin perucTpansonioro  yio-

Hassanue KOMUARHH-BIAICNBIA PETHCTPALHOHHO- CTOBCPCHHS - Avidocen Egpona b.B.. norowi - Amgen ¥,
ro yiocrosepenus (Amusen Espora B.B.). noro- | toprosoe wassanue npenapara - Musmapa, mexaynapo-
THI (MaTHHUA: Amgen “')‘ TOProBo¢ Hassaumne | yoe HENATCHTORBANHOC Haspanie - Hunaxanoyem, f1exkap-
npenapara, MEXAVHApOHOE HENATCHTOBAHNOC | CTBEHHAY (l)()ph:a - madaemsn, NOKPbiMbIe naewaunoit 060-
Hassanne (Llunakansuer), nexapersennag dopsa, | noukon, AO3NPOBKE — 30 ar2, KOAMNECTBO TaGMeTOK § Viia-
A03INpOBKA, KOAUuECTBO TabneTok n YNAKOBKe, | kOBKE — 28 madremox, cocran Ha oany Tabnerky — | mad-
COCTaB Ha oany TabneTky ¢ YKABAHNCM HAIBAHHA U | nenuea codepiicum: UHAKAABIeMa :ndpo.r:mpud (6 nepe-
KojstdyecTna AKTHRIIOTrO nemecTsa N nepewiies cleme na I{MH(!H{L'MUC’)JJ) 30 AMESY Ggenasocamensiioie Genye-
BCMOMOraTensHeIX  Belwectn (Geg pacwipponkn | emea:  kpaxaan KVKYPY3HOIL  npexceaamunuzuposanii,
COCruBa M”OT‘OKUMHOIIC]ITlil.EN BCI'IO.'HOI"HTCJI!-II’!:L\' nemnnonasa .1l‘H!\'ﬂOKPHC‘I?Ifl‘.ﬂa’-‘!l'h’.’ﬁ‘h'ﬂﬁ. JTO(J‘I[C}OI!, Kpocnoeu-
Beweers: onanpa# 11 senenwi, onanpaii npospayu- | don. xpean OuOKENd  KornoUdnLIT,  Macnun cimeapam.,
HLI),  ¢nocol fipumencnus  («/lng npuesa onadpait I serenwii, onadpatt npospaunm, cocx Kapnavi-
BHYTDLY), npeaynpennrensise rannucn «Xpa- cRuit), crocol npusMeHcHus - s apuesta guynipis, nupeay-
HATL B HENOCTYTROM JUIS ACTCH MecTe ', «Brina- Hpeanteashnic nanmen: Xpanuny o nedocmvnios das
TCALHO MPOUHTANTE HHCTPpYKLUMIO Nepeil npusene- | demert mecme!, « Busramensino ApovImaime unempyKyin
HUEMD, RaAmuch «xldn, win «x28», wiy «X84n, | neped mpivtenenvears. HAITHCK Y28, yenosus xpaseins —
YCIIOBHA  NXpaHEHHS, yChoBHS OTAYCKa W3 antek. | Xpawums npu mestnepanype ne coie 30 °C. yenosng or-
HOMCP cepun (yxkasnisaerca unppas win undipa- | nycxa w3 anrek — /o pelenmy. nomep cepui ~ 1003464,
MH ¢ noGasnenitem Gyksennoro cyukea), sata | nara H3roTosneHa - 07 2018, l'onen 1o - 07 2023, wrpux-
taroteanenus. «Conew non, Tpx-kog HOMED [ KOA, HOMEP perneTpaimonnoro YOOCTOBCPCHHA ~ Pez 1p-
perHcTpaunontoro  yioctosepens. B caysae | wep: JICP-001784/08.  Hassanye Hopec naouau-
YNakosku na  Poccwuiickoii npoussoncTBentoli | ynakosuwmka — Ynarosano: 000 «{odponexn, 115446,
MIol@dke, Ha KapTolHOIT nayke Aonoanutenvho | Mocksu, Kososencrui; npoesd, |34,

YKA3LIBACTCA HAIBAHMEC 1 apec nRowaNKI,

3araouenue: Mpenapar « Mumnapa taGnetru, TOKPBITbIE NNCHOUHOM 060N0UKOH, 30 Mrw cepust 1100346A
cooTeeTeTBYeT TpeGosanuam HJJ JICP-001784/08-170308 nsm. 1-10.
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