JTEKJAPAIMS O COOTBETCTBUHA

AEKJIAPAHT, IPUHAMAIOI M AEKJIAPAIIAIO O COOTBETCTBHN

000 *HIIC Qapaa” ]
3apeaucmpupoeanio | Meagpaiionnan uncnexyus MHC Poccuu Ne 46 no 2. Mocxse OI'PH 1177746969620 om
14.09.2017

Adpec: 111024, 2. Mocrea, yn. Jywiincicas, d.7,cmp.1, sm, 4, xa6. 11, Tenedhon. 8(495)790-93-40.

B nuye’ Fenepanvuurii dupexmop Cydxup Kymap Cunex

Hogepennoe nuyo: Hasnoscran E.A., dveepennocine Ne 3 om 18.06.2018 .

3ASIBJSIET, YTO o
rexapcmsennoe cpedcmeo. Sunagun kpent 1% 10 2, my6ot (1), nauxu kapmonnsie, PY Ne IT NO14467/02-2002
oni 17.11.2008 , cepun 107, napmus 24480 ynaxosok, zoden do 31.03.2020, npouseodcmea Illpesn Jatih
Caencus Hem.JImo, Huowi, Shreya Life Sciences Pvt.Ltd, B-9/2, MIDC, Walyj, Arangabad - 431136,
Maharashtra State, India, ko0 OKII2 21.20.10.192, 100 TH B3 3004900002, xonmpaxm Ne 18-SLS om
21.05.2018, Coenautenue o nepesode donza ELS/SLS/I om 19.06.2018z uneoiic Ne 17-18/SLI/0011 om
06.07.2018

COOTBETCTBYET TPEEOBAHHSIM

HI 42-12393-02 usm, Ne 1-2

JAEKJIAPATMS ITPHHSITA HA OCHOBAHUH

npomoxon ucristmanuit Ne 18-004915 om 25.07.2018 000 "HIIJIC "Buomexnonozus", ammecmam
axxpeoumayuy RA.RU.21OMO4, nucemo Pocsdpasnadsopa Ne 17-19088/13 om 15.11.2013z., Cepmughuxam
POCC IN.®M08.C19153 om 25.07.2018

JEKJAPAIIHH 25.07.2018

] EJCTBUTEILHA JIO 31.03.2020
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CBEJAEHWS O PETHUCTPAIIAN

OPTAH IO CEPTUOUKAIMH, 3APETMCTPUPOBABII ML JEKJIAPAIIHIO

RA.RU.11OM08 OPTAH 11O CEPTHOHKAIIHA HPONYKIHH OBLECTBO C OTPAHHYEHHOH

OTBETCTBEHHOCTLIO "OKPY)KHOH HEHTP KOHTPOJIT KAYECTBA",

adpec-opzanusayuu: 115280, 2. Mocxsa, yn, Macmepxosa, 0. 4, sm, J, hom. I, xom, 1, adpec opzana no

cepmucpuayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmeproea, 0. 4, am. 5., mer.:(495)788-02-88, eé6-

catim. oykK.pd.
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Mmivxcrepcriso 34PaBOOXPAHEHHS H bomta:iu‘)}:ioro' '
pa3BHTHY ) co o . —
Poccuiickofi @enepaip ) SR lIaTa-pemcrpanﬂn: 17.11.2008
denepanehas c1yx6a Ho uamopy L SR :
B chepe 3ApaBOOXPAHCHI 1 lIa'ra o@opmnemm pemcrpaunonﬂoro
COUMAIPHOTO paalamm 2 gy.uﬂcwsepeam

PFI‘MCTPALLMOHHOE , e 11.2008
- YOOCTOBEPEHME
JIEKAPCTBCHHOTO CPEeACTBA

© Homep  IINO14467/02-2002

1. HazBanue ¥ afpec OPAIHYECKOTO JIHIA, HA AMs1 Koroporo BbIJaHO
€rHCTPANHOHHOE YIOCTOBEpEHHE

pes Jlaitd Caencus I1sr.JItn, Unmus

Shreya Life Sciences Pvt.Ltd, India

301/A Shreya House, Pereira Hill Road, Andheri (East), Mumbai- 400 099, India

2. Ha3sBanme IeKAPCTBEHHOTO CPeCTBA  [bHHADHH

(OpHMTrHHAJLHOE HA3BAHHUE, €CIIH MIMEeTeH) -

3. MexayHapoaHOe HeNaTeATOBAHHoe  [lepbuHaduu

HasBaHHe WJIH Apyroe (ecJn HMeeTcs)

4. Kon ATX DO1AEQ2

5. Cocras JICKAPCTBECHHOT0 CPEACTBA (neﬁcrsywmue/ncnomoraTeJmele BemecTBa)

repbunadura ruapoxsopua 1.13%, BcnoMorarensHbIe BemecTsa: keromakporon 1000
2.0%, KeToCTepHIIOBI cupT 8.0%, Genpii Markuit mapadun 12,0%, KuaKui napadus &
10.0%, u3onpormamupuctar 5.0%, Metrmapaben 0.15%, npomammnapaber 0.0045%,
Hatpus xucibii pocdar 0.62%, ounmennas soga 61.10%

6. JlexapcTBeHHan dopma

KpeM

7. ®opMa BBINYCKA i
JTo3HpoBKa (ConepkaHie NeHCTBYOLIEIO BELIECTa) E[epmqﬂaa 'YTIaKOBK4, KOJIMMECTBO /103 B YTIAKOBKE,

OMITICKTHOCTE YTIaKOBKH :
1% - ry6ei- 10T, 15T, 30 r- N1

8. OrpannyeHns HCNONB30BAHNS JIEKAPCTBEHHOTO CPEACTBA

Yenogun omnycka « : - |Ocobennocmu npumenenun

bes penenta T

9. CBe/leHNs 0 MecTaX IPOU3BOJCTBA JEKAPCTBEHHOIO CPECTBA:




Hassauue, azpec IOPHAMMECKOFO UL, pes Jlaiid Caencns [er.JIta, Huous

|, [PCYIECTRISIOMWErO 3aBCPLIAIONIHE CTANHMH hreya Life Sciences Pvt.Ltd, India
" [APOU3BOACTBA U CEPHItHEIN BEITYCK - '[B-972, MIDC, Waluj, Aurangabad-431 136,
1eKapCTBEHHOTO Cpe/ICTBA . ..[Maharashtra State, India
(Cranus npowssoacTsa; [poussoguTens

2. Hassanue, afpec ropuniueckoro jmua (Mecra - [Llpes JTaid Caencus I1sr.JIta, Munus
‘bakTHIECKOro NPOH3BOACTRA), .- |Shreya Life Sciences Pvt.Ltd, India
OCYIIIECTBILAIONIEr0 ONHY T HECKONBKO cTamul {B-9/2, MIDC, Waluj, Aurangabad-431 136,
NPOU3BOACTBA JIEKAPCTBEHHOTO CPEACTBA Maharashtra State, India

Craus npon3BOICTRA! o [®acoska ¥ (mnH) ynakopka

3 Hasparue, azpec IOPHANYECKOro JIHIA (Mecra “tlpes Jlaikd Caencus HBT.JITﬂ, Hnnus

" [bakTHYECKOrO TPOM3BONCTEA), hreya Life Sciences Pvt.Ltd, India
OCYHIECTBILAIOLIETO OJHY MM HECKONbKO cTagnit [B-9/2, MIDC, Waluj, Aurangabad-431 136,
MpOM3BOACTBA JIEKAPCTBEHHOrO CPEACTBA aharashtra State, India

10.PexBH3UTHI HOPpMATHBHO# HJI 42-12393-02
JOKYMCHTAIlHH

YKka3aHHOE B HACTOSILEM PEIHCTPAlMOHHOM YHOCTOBEPEHHH JIEKaPCTBEHHOE CPEICTBO 3apErUCTPHPOBAHO
B YCTAHOBJICHHOM . = 3aKOHOAaTeqabcTBOM Poccuiickolt  (Qenepamum  rnopsagke. Cpox  pefctus
PeTHCTPALOHHOIO YHOCTOBEPSHMA He OTpaHH4eH  NpPH YCIOBHH COXPAHEHHS B HEM3MEHHOCTH BCeX
yKa3aHHbIX CBeJCHWM (32 HCKIIOMEHHEM ‘pasfena 10), B caydae MOABNCHHA KaKHX-IH0O H3IMEHEHUH,
IOPHAMYECKOE JTHLIO, YKA3aHHOE B Pa3fiesie | HACTOAMICro PErucTPalMOHHOTO YNOCTOBEPEHHSA, HOIKHO
CBOEBpPEMEHHO NPEACTaBUTL HHPOPMALMIO 0 TAKIX H3MEeHEHUAX B delnepansHell OpPraH HCTIONHATEALHOM
snactH Poccmiickoit ®enepalmy, OCYHIECTRNSIOMUN 'KOHTPOA: M Ham3op B cdepe oOpaweHus
IeKapCTBEHHBIX CpeAcTB. [leHCTBHE HACTOAIEro” PETHUCTPAUMOHHOTO  YNOCTOBEPEHHA MOXET ObITh
TPUOCTAHOBJIEHO, IUG0 HACTOAIISE PErMCTPALMOHHOE YIOCTOBEpEHHE MOXET ObITh OTO3BAHO B MOPAIKE,
YCTaHOBIEHHOM 3aKOHOJATeNbCTBOM Poccuiickoit denepaitiu.

Bosmeutenne yuiep6a, CBSI3AHHOTO ¢ BPEOM; HAHECEHHLIM  310POBLIO 4e/IOBEKA BCJIEACTBHE
NpHMeEHEeHHSl JIeKAPCTBEHHBIX CPEACTB H NPOTHBONPABHLIX AelCTBHN CyOGheKTOB 06palieHus
NIEKAPCTBEHHBIX CPENCTB, OCYIIECTBASIETCH B COOTBETCTBHM € 3aKOHOAATEAbCTBOM Poccmickol
Denepaunn . T RN

PyxoBoaurens H.B.JOprens

00027175



