JTEKJIAPAITHSI O COOTBETCTBUM
}IEK.IIAPAHT, TPAHUMATOII AN JEKJTAPAITAIO O COOTBETCTBUM
Q00" IWIIC @apma’
3apeeucmpupoeauo Meiicpationnan uncnexyus MHC Poceun Ne 46 no 2. Moc;cee OTPH 1177746969620 oim
14.09.2017
Adpec: 111024, 2. Mocxéa, yn. Qywurcxas, 0.7,cmp.1, am. 4, xab. 11 Teneghon: 8(495)790-93-40.
B nuye: I'enepansuetii dupeximop Cyoxup Kymap Cunzx
Hosepennoe nuyo: lasnoscran E.A., dosepennocmp-Ne-3 om 18.06, 2018 2

3A;IBJI';IET YTOo!

Rexapemeenrige cpedcmeo: Pesanzun, mabnemxu 10 wim., ynaxosky -Gesvavetixoese. konmypuuté (10), nauxy
Kkapmonnvie, PY Ne I1. NO14484/01-2002 o 31.10.2008 , cepun C90779, napmus 14784 ynaroéox, 200ex do
30.11,2020, npoussadcnisa Lpes Jatid Caencus Hem.JTmd, Hidus, Shreya Life Sciences Pvt.Ltd, B-9/2,
MIDC, Waliij, Arangabad - 431136, Maharashtra State, India, kod OKITH2 21.20.10.232, xod TH BOg
3004490009 xormpaxm Ne 18-SLS om 21.05,2018, Coznauierine o nepesode donea ELS/SLS/1 om 19.06:20182.
ungotic Mo 17-18/SLI/167.om 11.07.2018

| COOTBETCTBYET TPEBQOBAHUSIM

HIT 42-12491-02 usm. Mo 1-5

JEKJAPATIH S ITPUHSTA HA OCHOBAHAH

npomoxon ucnvunanuit Ne 18-005167 om 31.07.2018 000 "HLJIC "Buomexnonozus”, ammecmam
axxpedumayuu RA.RU.21®OMO4, nucomo Pocsapasnabzr)pa Ne.17-19088/13 om 15.11:20132., Cepmucpuxam
POCC IN.M08.C19736 o1 01.08.2018

AEKJIAPATTHN (1.08:2018
CTBHUTEJABHA N0 '30.11.2020
x’f
e . Tiasnoeckas E.A.
Tidhincs o DM.0

CBEJEHUS O PETHCTPATINHA

OPTAH TIO CEPTH(IJHKAHHH 3APETHCTPAPOBABIIVIA NEKJIAPAITHIO

.RA.RU.119MO8 OPTAH I1O CEPTHOHKALIHH IIPOAYKIHH OBIJECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA",

abpec Op2anU3AYUU; 115280 2. Mocxea, yn. Macmepxosa, 0. 4, am. 3,.nom. I, kam. 1, .adpec opzana no
cepmuq’)umquu 115280, POCCH)T 20pod Mocksa, yn, Macmeprosd, 0. 4, am. 5., men,;(495)788-02-88; ge6-
catim:.oyxx.pep.

,I[EIUIAPAHI/I}I 0 COOTBETCTBHH SAPETUCTPUPOBAHA N POCC IN.®DM08,/]08889

AATA PECHCEBALUIN 01.0.2018
i/,
04 Jwvpenko V.B.

MOAMMCH PyxoBoaurens
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: "‘HOMvep T1N014484/01-2002

IWHHWCTCDC TBO 30PABOOXPAHCRHA 1 mea%}mro .
Pa3BUTHSA

Pocewiicxofl bexepannit - Jlata perncTpamms:  31.10.2008
®enepansHas ci1yx0a 1o Haxsopy o e e
B chepe 3APABOOXPAHEHHT ¥ - IS Jlata odopmiIeHHS PEruCTPallioHHOr0
COLIMAJBHOIO pasamm S Y mOCTOBEPEHM .

PEIMCTPAIMIOHHOE ~ 31.10.2008
VIOCTOBEPEHUE '
HCKapCTBeHHOFO CpClICTBa

1. HasBaHue U ajIpec WPHAHYECKOro JIUNA, HA HMS KOTOPOro BbLIAHO
PerucTpanHOHHOE YI0CTOBEpeHNe

[Lpes JTaitp Caencus I1pt.JITa, Unaus

Shreya Life Sciences Pvt.Ltd, India

Shreya House, 301/A, Pireira Hill Road, Andheri (E), Mumbai-400099, India
2. Ha3BaHue JeKApCTBEHHOro cpeacrpa  PeBanrux

(opHIrHHAJbHOE HA3BAHHE, €CIH UMeETCS)
3. MesRkIyHapogHOe HENATCHTOBAHHOE Meramuzon

HA3ZBAHMeE WK ApYyroe (ecam uMeeTes) parpus+llaropenoH+DeHNHBEPHHHA
OpoMu

4. Kox ATX ’ N02BB52

5. CocTaB JCKAPCTBEHHOr0 CpeacTBa (AeficTBYIOmMHAe/BCoMoraTe/ibHble BellecTBA)

MeTamu30s1 Hatprst 500 Mr, muToQeHOHa THAPOXIOPHA 5 Mr, hennusepurus Gpomua 0.1
MT, BCIIOMOTATe/IbHbIE BelecTsa (kpaxmai 50 Mr, naktosa 50 mr,
MHKPOKPHCTA/UTHYECKas HEI0N03a 50 Mr, KPeMHHS THOKCHI KOJLTOHAALHBIH 8.33 MT,
Maruus creapar 1S mr, Tajabk S MI)

6. Jlekapcrsennasi opma

TabreTKy

7. @opMa BBLINYCKA :

Jlo3upoBKa (conepikanne NEHCTBYIOLETO BelllecTBa) - [lepBUMHAS YTIAKOBKA, KOMYECTBO 103 B YNIAKOBKE,
L N KOMITIEKTHOCTh YIIAKOBKH

~ : ‘CTpnanIOZON1234SIO

8. OrpannyeHns HCIOJIbL30BAHUSN JIeKapCTBeHHOI"O cpejacTBa

Yeaoeus omnycka R o Ocobentocmuy npUmMeHenus

lbes peuenta

9. CBegeHus 0 MeCTAaX MPOH3BOACTBA JICKAPCTBEHHOT0 CPeICTBA:
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Hassanue, anpec IOpRANIECKOro JIMIA, Mipes Tadid Caewncns IMer.JITA, Unans
| ocywecTBaAIOWETO sapepiiatonive cragun .~ [Shreya Life Sciences Pvt.Ltd, India
" POM3BONCTRA W CEPUIAHDIH BBITYCK - B-9/2, MIDC, Waluj, Arangabad - 431136,
\1eKapCTBEHHOTO CPEACTBA ~ .. Maharashtra, India
CTaaus npoH3BONCTBA: S FpousBoanTEND

. [Hazsaxue, anpec I0pHIAYECKOrO LA (MecTa - {lllpes Jiattd Caercus [st.JIri, Mnnusa

]

(bakTHUYECKOTO MTPOH3BOACTBA), Shreya Life Sciences Pvt.Ltd, India
OCYHIECTRASIOWErO O/IHY WK HECKONLKO cTaauii [B-9/2, MIDC, Waluj, Arangabad - 431136,
POW3BOACTBA 1EKAPCTBEHHOTO CPeCTBA Maharashtra, India

CTaqua NPOU3BONCTRA: Pacoska 1 (MIM) YNAKOBKa

3 Hasgpaue, a1pec OpUARIECCKOro JMLa (MecTa 1ipes Jaiid Caencus [lpt.JITa, Mnnus

" [paKTHYIECKOT0 TPOH3BOICTBA), Shreya Life Sciences Pvt.Ltd, India
0CYILECTBAAIOUIETO OIHY HJIM HECKOJLKO cTajuit B-9/2, MIDC, Waluj, Arangabad - 431136,
IpOM3BO/ICTBA JIEKAPCTBEHHOTO CPENCTBA Maharashtra, India

10.PexBU3MTHI HOPMATHBHOI HJT 42-12491-02
JAOKYMEHTAIMH

YKa3zaHHOE B HACTOAIIEM PETHCTPAIINOHHOM YAOCTOBEPEHAN JIEKapCTREHHOE CPEICTBO 3aperncTprupoBaHo
B yCTaHOBJEHHOM — 3aKOHOHATeNbCTBOM  Poccuifckoit - Depepauuu  1opsike. Cpok  aeficTBus
PErMCTPALMOHHOrO YAOCTOBEPEHHA HE “OTPaHMMEH UPH YCHOBHM COXPAHCHMA B HEH3MEHHOCTH BCEX
yKasaHHbIX cBefeHUN (32 MckmoueHuem pazzgna 10), B crnyuae mosenenus kaxux-nuGo wsmeHeHui,
OPUIIHYCCKOE JIMLO, YKa3aHHOC B paddelie 1 HACTOAEro PErHCTPAUMOHHOTO YNOCTOBEPCHUA. LOMMKHO
CBOEBPEMEHHO MPEACTABUTL HHPOPMALIMIO O TAKHX WIMEHEHUAX B heAepanbHbiil Oprail HCNOMMTENLEOR
pnacte  Pocenitckoit  Denepanun, OCyIECTBIMOWMUN  KOHTponb M Hamsop B cdepe obpatlenus
NeKapCTBEHHBIX CPEeACTE. JIeHCTBME HACTOSUIEro PErHCTPAUMOHHOTO YROCTOBEPeNHA MOmeT OblTh
TPHOCTAHORJIEHO, JUGO0 HACTOsILEE PErHCTPALIHOHHOR YIOCTOBEPEHHE MOXET ObITh OTOIBAHO B MOPSIAKE.
yCTAHOBJIEHHOM 3aKoHOaTeNbCTBOM Poccuiickod depepainn,

Bosmetienne yuiep6a, CBA3AHHOIO C BpPEIOM, HAHECEHUBLIM 310POBLI0 4eJIOBEKA BCjeICTBHE
MIpHMEHEHHS JIEKAPCTBEHHbIX CPEACTB M HNPOTHBONPABHBIX JeHCTBHA CyGLekTOB ofpaiienus
JIeKAPCTBEHHBIX CPEICTB, OCYWECTBINETCH B COOTBETCTBHY C 3aKOHOAATENLCTROM Poceniickoii

Megepanun T

PykosouTens H.B.lOprenn

e
”"“ o .I,‘m\\"'%\:‘,:;\é”), 4

0003422




