TMEKJAPAIISI O COOTBETCTBHM

JAEKJAPAHT, IPHHAMATOIHI JEKJAPAILIMIO O COOTBETCTBHH

AO "Canoghu Poccun”

3apezucmpupoaanc : Mexicpaiionnas uncnexyus MHC Poccuu Ne39 no 2. Mockae OFPH 1027739079940 om
19.08.2002

Aodpec: 125009, 2. Mocxea, va. Teepckas, 0. 22. Tenechon:8 (495) 721-14-00

B nuye: Fenepansuoiii dupexmop Adaman H.B.

Hoeepennoe nuyo: Knoxosa 10.C., doeepennacnio 6/n om 29.01.2016 2.

3AMBIMET, YTO

nexapemgetinoe cpedcmeo: bpouxuym C nacmwixu 10 wm., ynaxosxu sueiixosvle konmypubie (2), nauxu
xapmounwie, PY Ne JICP-010619/08 om 26.12.2008 (0ama 3amenwt 16.03.2017) seidaro 4. Hammepmann 210
Cue. I'n6X, cepun ARJTEY, napmun 30559 ynaxoeox, z00en do 01.10.2020, npousgodcmea Canodu-Asenmuc
Cn. 3 0.0, ITomvwa, Sanofi-Aventis Sp. z o.0., ul. Lubelska 52, 35-233 Rzeszow, Poland, xod OKIIJ2
21.20.10.255, ko0 TH BI/J 3004900002, xowmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne
9085271405 om 21,11.2017

COOTBETCTBYET TPEGOBAHHSIM

JICP-010619/08-261208 (HIT 42-15283-08 uam. Az 1-6)

JAEKJIAPANHA ITPUHATA HA OCHOBAHHN

npomoxon ucnsimaruit Ne 3056 0 om 29.11.2017 HJT 000 HI[ "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmugpuxam POCC PL.®OM08.C01674 om 29.11.2017
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CBEJAEHWS O PETUCTPAIININ

OPYTAH IT1O CEPTHOHKAIM, 3APETHCTPHPOBABIIHIA NEK/IAPAIIHIO

RA.RU,11DPM08 OPIAH ITO CEPTHOHKAIIHH NPONYKIJHH OFLECTBO C OF PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA"

adpec opzanusayuu: 105062, Poccun, 2. Mockea, Gypmannerii nepeynox, 10, I, adpec opaana no
cepmupuxayuu: 115280, Poccun, 2. Mockea, ya. Macmepxosa, 4, 3, men.:(495)788-02-88, ee6-caiim: oykR.pop.

JAEKJIAPAIYS O COOTBETCTBUM 3APETYICTPHPOBAHA N2 POCC PL.®M08. /184305
A 29.11.2017
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B Mexaynapoanoe HenaTeHTOBARNOE

. MIICTORC TR SEPABCOSPANCHHA H COIRABHONO Homep JICP-010619/08

PAARITH S
g pons S T m,. o
Poctulicrot Peaepauny Jlata perucrpan; 26.12.2008
Geaopaaenag cavea no gwHepy
EChEpe 3APABOOXPANCHHUS 1t Jata opopMieans perHCTPaLHOHHOIO
COLMANRHDTY PABRITIY YIOCTOBEpEHUS
PETHCTPALIMOHHOE - 26:12,2008
O YIOCTOBEPEHME
STCKAPCTREHHOTO CPEICTR

i1, Haseanue w Aapec 10PHAHYECKOTO JIMILIA, HR HMS KOTOPOTO BhIAHO

EIHCTPANOHHOE VI0CTOBEPEHHE

JA. Harrepmant oun Cue. TM6X, Fepmanus
A. Nattermann and Cie. GmbH, Germany
Nattermannallee 1, D-50829, Koln, Germany

“12-HasBaHue JeKAPCTBEHHOro cpexcTsa  BpoHxukyM® C
{opuruHanLHOE HA3BAHKE, €CTH HMEETCH)

MasBaMue nim apyroe (ecan HMeeTcs)
4. Koa ATX ROSCAL0

5. CocraB J1eKapCTBEHHOro CPEACTBA (AeliCTBYIOHIHE/BCNIOMOTATEbHBIE BeLIeCTsa)

~DKCTPAKT TPaBhI TAMbsiHa XiKuit 100 Mr, BCioMoraTesbHbIe BEIecTsa (caxaposa -
1806.41 mr, nosuaoH 30 Mr, TEBOMEHTON, BHICYIEHHBIH PACIBIIEHHEM (JJEBOMEHTON
15:688 mr, axauuy kamenb 11.812 mr) 17:5 mr, nHHEON, BLICYUIEHHBIA PACIBUICHHEM
(wireon 1,626 mr, axaumikamens 9.214 mr) 10.84 mr, creapunosas kncaora 10 M1,
KPEMHHS JIMOKCHT KOJUTORHBIH 7 MT, MarHus creapar 7 mr)

46, Jlekapersentiag dopma

AracTIIIH

7. Dopma BeIMyCKA .
" |Doauposka (cofiepskanue AEHCTBYIOWIEND BELIECTBA) lepBHyHas yi1aKOBI@, KOMMUYECTBO L03 B YHAKOBKE, .
KOMIUIEKTHOCTD YIAKOBKK

Griuctepsl ~ 10 - N2

' Orpammemm HCII0Ib30BAHNS JICKAPCTBEHHOIO cpeacrsa

Y enogun omnycka o (JcoBeHROCMY RPUMENEHUA

[Bes peuenTa

; YP. Cpepenns 6 MecTax Il’pblli}!l()ﬂ(‘.’l’ll& JICKAPCTBCHHOTO CPCACTBA:




Hazpanuue, aapec 1OPUIHHECKOTO JIKLA, A Harrepmanu sug Cue. I'mbX, Fepmannd

{, oylueCTBARIOMIErO 3apepluaioLe Crannii “HA: Nattermann and Cie; GmbH, Germany
" [npousBoacTsa H CEpHAHEHE BRITYCK - Nattermannallee 1, D-50829, Koln, Germany
eKapCTBEHHOI'0, CPEACTBA . ) ;
Cranus ApOM3BOACTRA: TIpoussomuTens

_ IHassanwe, anpec 1opuanueckoro amua (Mécra. - A, Harrepmary sua Cue. TM6X, Fepmarus
AKTHMECKOTO (IPOUIBOICTBA), IA. Nattermann and Cie. GmbH, Germany
OCY LIECTRARIOLIETO ONHY WM HeCKOMLKO CTanuit Nattermannallee i, D-50829, Koln, Germany
NPOUIBOACTBA JEKAPCTBEHRONO CPEACTBA

[

ICran#s ripoussoncTsa; . <DacoBka M (WH) yriakoBKa

Hasgarine, anpec lopuInueckoro suua (vecta A, Harrepmans ua Cue. TMGX, Fepmanus

" bakTHUECKOro NpoH3BOACTBA), |A.‘Nattermann and Cie. GmbH, Germany
0CYWIECTBIAIOWIEr0 OHY HAH HECKONbKO cTanni Nattermannallee 1, D-50829, Koln, Germany
MPOU3BOACTSA NEKAPCTBEHHOIO CPEACTRA

(]

10.PexBU3HTE HOPMATHBHOM

AOKYMEHTALIHH JICP-010619/08-261208

YKa3aHHOE B HACTONILEM DETHCTPAUHOHKOM YAOCTOBEPEHHH IEKAPCTBEHHOE CPEACTBO 3apErHCTPHPOBAHO
B YCTAHOBNEHHOM  34KOHOAZTENsCTBOM  Poccmiickod — Denepaupn  nopanke. Cpok  AcHCTBNA
PEFHCTPALMOHHOTO YAOCTOBEPEHNA Ke OrpPaHiHMeH MPU YC/OBHM COXPAHEHMS B HEH3MEHHOCTH BCEX
yKa3aHHbIX ‘CBeAeHHH (3a uckmoveHueM paziena 10) B crywae nosBeHHA Kakux-1nGo HIMEHEHHH,
JOPHAKYECKOE HLO, YKa3aHHOE B pa3aene | HACTOALErO PErHCTPALHOHHOTO YAOCTOBEPEHHA, AONKHO
CBOGBPEMEHHO NPENCTABUTH HHYOPMALMIO O TAKHX HIMEHEHNAX B hefepanbHbii OpraH MCTIONHUTENBHOH
priacth  Poccuiickol  (Denepauny, OCYINECTBIMONMIA KOHTPONL W Hajsop B Cepe obpateHus
AIEKAPCTBEHHBIX  ¢PeAcTB. JICHCTBNE HACTOSILIETO: PEFHCTPAUMOHHOIO - yAOCTOBEPEHMA MOXNKET 6hiTH
HPHOCTAHOBAEHD, MO HaCTOALIEe PErHCTPALHOHHOE YAOCTOBEPEHHUE MOXKET Ob1Th OTO3BAHO B TIOPALKE,
YCTaHORAEHHOM 3aKOHOAATENBCTBOM Poccuiickoi Denepatiiu.

Bosvieitiense yinep6a, CBA3AHHOLO ¢ BPENOM; HAHECEHHLIM 3I0PORLI0 4ENOBEKA BCICACTBHE
NPUMEHEHNS eKAPCTBEHHLIX CPEACTB W OPOTHBONPABHLIX AelicTBUM Ccy6hexTOB ofpamenus
SICKAPCTREHHBIX CPEACTH, OCYIUECTBASETCS B COOTBETCTBHH C 3AKOHOAATEALCTBOM Poccuiickoi
Menepannn

Pykosoaurtens
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SANOF]
Canotu- Asenrac Cn. 3 0.0., [lomsma
ul. Lubelska 52, 35-233 Rzeszow, Poland
CEPTHOMKAT AHAJIN3A

Ilpenapar: Bpomxuxkym® C, nacraaxn Gancrepp — 10 - N2
Cepna Ne:  ARJTEY

Ilpomssemen: 13/10/2017

Toaen no: 10/2020

HXI JICP-010619/08-261208

IIOKA3ATEJIH HOPMBI PE3YJIBTATHI

Omucaune Kpyrawe, cnerxa ABOSAKOBRNIYKIIbIE MACTHHAKE CoorsercTeyer
KpEMOBOro IBETA ¢ HeboNbMIMY BKpalsieAAIMA,

TloanmrrHOCTS aKCTpakTa Ha xpoMatorpamme HCNBITYEMOTO PacTBOpa CootBeTcTBYET
SKCTpaKTa THMBHHA KAIKOTO | MOIDKHA OOHAPYXHBATECH OCHOBHAS 30HA Ha YPOBHE
3OHEI THMOJIA HA XPOMATOIPAMMAX PACTBOPOR
COBC tumona n COBC akcTpaxTa THMEAHS
xmnKoro (Ry oxono 0,75+0,05).

Cpennns Macea nacTaIIoOK 1 882,0—918,0 mr. 902,7 Mr

OIHOPOJNHOCTH IO Macce 18/20 nacTrnok ~ re Gonee £ 5%; Cootserctryer
2/20 nacrunox — He Goxee = 10%. CootBeTcrBYET

KonmyecTrenHoe

OIpenenenue TaMona* He menee 0,03 MI/IaCTHIKY. 0,056 Mr

Muxpo6uonoriadeckas I'dXI, Hsmerenue Ne 3, Cooteercreyer

YHCTOTA

*— HOPMEI yKa3aHL! Ha KOHe1[ CPOK& T'O/JHOCTH, OHH OTJIHYAIOTCS OT HOPM, IIPeCTABNEHEEX B
CepTH(AKATE AHAII3a FOTOBOIO NPOLYKTA.

¥ - Iloxazatemn «Auamerpy, «Bricotay u «lloTeps B Macce IpH BEICYIIMBAHMHY HCKITIOTIEHEA! #3 Hlls
COOTBETCTBHE C peKoMeHparmama VICKJIC, |

VKa3aHRan CePHs UPOH3BENCHA B COOTRETCTRHM C ACHCTBYIONHMY TPEGOBAHRAMY PETHCTPALIMOBHOTO
A0CHE ¥ NpAaBHIIAMY BajUlexamei IIpaKTHKY TpoMsBoOCTEa JICKapcTBeHuEIX cpencts (GMP).
Kaxne-nnGo snaynMble BB KpHTHYECKHE OTKIOHERHS OT PETIaMEHTHPOBaHHEIX IapAMETPOB He
38PErHCTPHPOBAHEL.

Pemenwe: Brumymen 06/11/2017 VnonsoMoueHROE ARLO;

AQ «Canody Poccasn L 3
Anpec: 125009, Mockea, yn. Teeperan, 22, Tex.: (495) 7211400, dase: (495) 721-14) ). wwwsandl



