| POCC RU.0001. 11 DM15 OPIAH 110 CEPTHOHKALTHH HPOAYKIAH OBUECTBO C Of PAHHYEHHOH

| adpec opeanwzayuu: 105062, 2 Mocrkaa, Dypmannsiii nep., 0. 10, emp. 1, adpec oprana no cepmugbuxaiuu;

JAEKJIAPAIIUS O COOTBETCTBUHA

JEKJAPAHT, IPHHUMAIOUWHWI AEKJIAPALIMIO O COOTBETCTBUH

AQ "BAHEP"

Japezucmpuposano : Mexcpationnas unenexyus Munucmepemea PO no nanozam u cbopam Ne 39 no 2. Mockee
OFPH 1027739373903 om 14.10.2002

Adpec: 107113, &. Mockea, yn. 3-a Pubunckan, o. 18, cmp. 2. Tenegon/haxc:
8(495)231-12-00.234-20-00/234-20-0].

B nuye: Tenepansuoiii dupexmop Hunve Hoxannee B, Xecemann

Hosepennoe auyo: Cxomyosa E.A., dosepennocms Ne 93 om 01.01.2017 2.

3ASIBJSIET, YTO

Aekapemeennoe cpedcmeo: Tepagnexc kancyavt S00 me+400 me 100 wm.,, dinaxonst (1), nauxu xapmonste, PY

{ Ne TTNOI3287/01 om 08.08.2008 (0ama nepeogopmrenus PY 30.06.2016) evdano AQ "Baiiep”, cepus 0446359,

napmua 39713 ynaxosox, zoden 0o 01.06.2020, npoussodcmea Kowmpaxm Dapmaxan Kopnopetiun, CLIA,

Contract Pharmacal Corporation, 135 Adams Avenue, Hauppauge, NY 11788, USA, xod OKIT]2 21.20.10.229,
koo TH B3] 3004900002, xoumpaxm Ne (101717 om 01.02.2017, unsoiic Ne 8124012850 om 21.08.2017

COOTBETCTBYET TPEBOBAHISIM

1T NO15287/01-050609 (1T 42-12915-08 usm. Ne 1-8)

JAEKJTAPALIHS ITPHHATA HA OCHOBAHHU

npomokon ucneimanun Ne H17-06641 om 31.10.2017 000 "HLJIC "Buomexuonozus " ammecmam
axkpedumanuu RA.RU. 21 OMO4, Cepmughuxam POCC US. dMI5.C44327 om 31.10.2017

AATA NIPUHATHSA JEKJIAPALMH 37./0.2017
‘_\ﬁCTBHTEﬂb HA 10 01.06.2020
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" CBEJEHMSI O PETUCTPALIAU

OPT'AH MO CEPTUOHKAIIHW, 3APETHCTPUPOBABILLIWH JAERJIAPALIMIO

OTBETCTBEHHOCTBIO "OKPYIKHOH I[EHTP KOHTPOJIS KAYECTBA o

143581, Mockosckasn obnacme, Hempuncexuii pation, dep. Tewwoso, 0. 248, cmp. 1, men.:(495)640-96-69.
(495)787-92-78 geb-caim: oyxi.pe.

AEKJAPALIHS O COOTBETCTBHHU 3APETHCTPUPOBAHA M POCC US.®MI5.044771
AATA PEIMGTIPALIMH 3/.10.2017
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CUCTEMA CEPTHOUKRAIIUU T'OCT P
@EAEPAIBHOE ATEHTCTBO 1O TEXHHYECKOMY PETYIIMPOBAINIO K METPOJIOTHH

sogge: CEPTUOUKAT COOTBETCTBUSA

? POCC US.®M15.C44327
‘0
D ruduran’ Cpok aelicteua ¢ 31.10.2017 o

M1 O7A4A 40
Ne Ulo /44

OPT'AH ITO CEPTUOHUKALIMH

POCC RU.0001.119M15 OPT4H 110 CEPTHOHKALMH ITPOIYVKLHIH OBLHECTBO C ONPAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)KHOH LEHTP KOHTPOJIA KAYECTBA", adpec opeanuzayuu: 105062, 2.
Mocxsa, Pypsannetti nep., 0,10, emp. 1, adpec opearia no cepmugpuxayuu: 143581, Mockoscxas obin., Hempuncrud
pation, oep. Jlewkoso, 9. 248, cmp. |, men.: (495)640-96-69, (495)787-92-78

NPOAYKLHS R ——
Mexapcmeennoe cpedcmao: Tepadgmexc kancyner 500 se+400 sz 100 wim., guaxons (1), nawscu Kop OK 034-2014
Kapmoniele, i oy n
PY N IT NO15287/01 om: 08.08.2008 (dama nepeoghopunenua PY 30.06.2016) swidane AQ ; gi(ggc{ 5’ gg? k)
"Batiep", 20.10.

cepus 044659, napmus 39713 ynaxosor, 20den do 01.06, 2020,
konmpaxm Ne 001717 om 01.02.2017, unaoiic Mo 8124012850 om 21.08.2017
COOTBETCTBYET TPEBOBAHUAM HOPMATHMBHbBIX AOKYMEHTOR o

17 N015287/01-050609 (HJ 42-12915-08 uzu. 7o 1-8) koA TH BOA
3004900002

N3rOTOBUTEAB

Konmpakm Gapmaran Kopnopeiun, Contract Pharmacal €. orporation, 133 Adams Avenue, Hauppauge, NY 11788, USA,
CilA

CEPTHOQUKAT BBIAAH

AO "BEAHEP" HIH- 7704017596, adpec: 107113, 2, Mocxaa, ya. 3-1 Peibuncras, 0. ] & emp. 2. Tenepon/harc:
8(495)231-12.00, 234-20-00/234-20-01.

HA OCHOBAHUH

cepmugburam aneauia npouzsodumenn om 16.08,2017, Pomokon ucnetmanun Ne H17-06641 om 31.10.2017 000 "HLIC
"Buamexnonozun”, ammecmam axkpedumeayiy RA.RU, 2] MO

AOTIOAHUTEABHASN MHOOPMALIM Y
Ceara cepmudpurcayuu Ge.

T,
A T

b
74

/ «OXpYRHOR
[ ue&ﬂ%’ k&]’jw\ﬁ
17\ xauectsd

%
2N
A AN

3apwitoncras HA.

AHHUBANLL, Darnmn

2 PYKoBopuTeAD opraHa

T4 Axkcnepr B . _ Kynpasuesa EM.
& ;t ROAHACH MHUUKANL, DamMunun
> :‘3:/»,3
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CONTRACT FIARMACAL COR)

CEPTHOUKAT AHAJIH3A
lponyer: Tepadaexe KANCyJnl Koa npoaykra: 3470 '
Konuueerno o ynakouke: 100 Cepusi: 044659
Tun ynakoski: Gaako Ofvem nponiseacinoi naptun: 4000 M
Mara npowsnoncrna: 06/2017 Conen 1o: 06/2020
Homep oz 1600487 Crpana-umnoprep: Poccrn
Jakazunk: bajtep Homep perucrpaunonsoro yaocrosepenus: [1 Ne 015287/01
Jlexapersennas hopsma: Tnepaie KENATHHOBLIC Kancy Thl
Homep npotoxoaa: 08175007

Tect Coenndmrsunn PesvanraTa
{Tpo3pautibie ThepAbIe KEATTHIOBNIC KANCynbi
aiMepos Ne 00, conepsknmoce kancyn — Genoli wan
Onucanmne P rer
¥ GeABI ¢ HEATOBATLIM OTTEHKOM W KPHCTAAHYCCKHMH Coorsercraye
BRTIONEHHAMY NOPOLIOK
Cpenvss macca kancysin 1076 mr % 10% 1090 mr
18 13 20 ne Bonee = 10% ot cpeaneit macc
Cpeptas Macca conepkimoro kanecyn Cpeanmit scc kancyan; 1,076 ¢ Cootnercrayer
M Cpeitimh sec costepmumora Kancyaw: 0,956 1
Mevoa
Pacnanaemocts TM-018 He Gonee 30 s, 3 Mun
T :HOKO3aM Bpesena y.1epsubania 0cHOBRMIX Mikon Ha .
FUAPOXTOpHA XPOMATOMPAMME HCNLITYEMOID PHCTROPA AOMKHbI COOTHETCTBYCT
Monanusocrs T™-018 COOTRETCTROBATE BPEMEHAM YACPKHBAI N
Xonapoutina COOTRETCTEYIOULIIN OCHORKKIX IIHKOR Ha GOt
cynbhaT HarpHR XPOMATOIPRMMAX CTAHAAPTHBIN PACTEOPOS. :
Fioxozamim, 90% - 120 % 106 %
{i:"{k‘pﬂ‘t ’mlm'i‘ Hopsa | 500 mr | Tlipeaen
Koawuectreinoe ST T™-018 450 Mr - 600 mr 330 mr
onpelencne =
R Xonapoutuna 90% - 120 % 101%
) Hopma | 400 mr Mpenen
cyasdiat narpus 360 Mr - 480 Mr 404 Mr
s i moxosamina Xonzpontista
N TRADHCHHE MBcch DLIPOXAOPHA | cyandar napm
Oanopoanocts n0nponanus TM-018
Npesen lpiesiesoe 3uavenne vaxe. 15,0 AV 89 4.0
7 SFE menee 75% 38 60 Miry
Pacrsopesme Faoxasamna T™M-018 He mence 75% (Q) 3 60 mr 106 %
FHAPOXAOpHA
Ofnee
KOAMUCCTEO 3
< KOE/ OTCYTUTRYIOT
Wpobiisix < 10" KOE/r . 5
Gaxrepuii
OtGiuee EP.26.12
Muxpotuwonoria KOAnuecTeo usp
JPONTKCBLIN b <bi> < 10 KOFEsr QICYTCIBYIOT
IACCHEBRIX
pulon )
Escherichia cali Greyrerame 1y QICYICTBYHIT

Pafoumit cranaapr: Tow/Crpanma WV95/57, 853114, DT004/69; CPC 20493 TTaprua Ne 172226
Mara: 19.07 2017

Hacrosumm noateepuaaen, 4ro BERLCNPHBLICHHAR HHPOPMALIA ABRACTCS AOCTORCPHON W TounON, [TpoHIBLACTEO AuHHOf HAPTHH, RKAIOMM NpoIECe
YIAKOBKH H KOHTPOSIA KaueCTRa Ha BLUHCYNOMAIYTOM JAB0AE, HAXOANTCA B (O/IHOM COOTBETCT RN ¢ Tpedosanmamy GMP Jokanuimx PECVIATOPHLX Opranos,
A TARAT B COOTBCTCTBHH CO CRELMIMKaLIn M, FRAZAHHRIMH B HOPMATHBION ZOKYMEHTIUMH HMUOPTHRYIOUICH CTpasibl. YNakosKa 1 ananuy naptm Guiam
AIPOBEACHLI B COOTBETCTEMN ¢ TpeBopannasmn GMP. Queaouenndi e spianacto, yro OTPOKEHD B NPOTOKONE N3G,

[lponepeno: Moanmen’ o e T, Yisepunesio: /1louucn/

lava: 15.08 2017 , _ Jara: 16.08.2017



