AEKJTAPAIIMS O COOTBETCTBUH

HAEKJAPANT, HPHHUMAROIHA AEKJIAPALIMIO O COOTBETCTBHH

AL "PAHBEAKCH"

Coeoenwsi o peenempainu opanusann: Mescpaiionias wienerius Deoepanvots nwiooeoic cavacin Ne 46 no |
e Mockee 01.01.2008, OFPH 1047796333846, dama npucevess OFPH 20.05.2004. :
Aopee: 107023, 2 Mockea, vi. Daexmpozasodcras, 0. 27, cmp. 8, now. 1471 Teneghon: 8 (493) 234-31-70.

B e enepanvioii oupermop A. Baanes

Avsepennioe nuyo: Pagosa B.IO., dosepennocms 6/u om 09.01 20180

SASBJSMET, UTO
ACRAPEMEEHHOC CPeOCmco: Pojumen, Mademku nOKPuLmbe mienonoil oborouxon 2 e 10 wm., ynaxoex

| ueiwoesie kowmypsie (3), nauky kapmounsie, PY No JICP-001584/08 om 14.03.2008 fdama nepeoghopaties
06.06.2016). cepus 3963016, napmus 3760 ynaxoeox, 200en do 01.08.2022. npoussodensa Can
Dapuaceiomuras Hnoacmpus JImo., Hnous, Sun Pharmaceutical Indusiries Lid.. B-2. Madkai Indusiricl

- Esiare. Madkai, Ponda. Goa 403 404, India, koo OKIIA2 21.20.10.174, koo TH B 3004900002 KOHINPORI
Nt SUNZAQ2015 om 05.03.2015, uneoiic No 7000020586 om 12.10.2018

COOTBETCTBYET TPEBOBAHHM SIM
CP-001584/08-140308 (H 42-14780-07 wsn. N 1-5)
' AERJTAPALLNS ITPHHATA HA OCHOBAHMWH 1
 mpomorod ucneimanui No 3438p om 10.12.2018 HT QOO HII "®APMOKOPOHA" ammeemam [ |
axipeduneniuu POCC RU.0001.21 @40, Cepmugpuram POCC IN. OMOS.C29487 om 10.12.2018
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OPIAH O CEPTH®HKALHH, 3APETHCTPUPOBABIL Ml JAEK/JIAPALINIO

RARULIDMOS OPTAN 110 CEPTHOUKALIIHA HPOAVKIMN OBIIECTBO C O PAHHYEHHO
OTBETCTBEHHOCTHIO "OKPYKHOH HEHTP KOHTPOISH KAYECTBA",

adpec opeamzayuu; 113280, ¢ Mockea. yu. Macmeprosa, 0. 4, sm. 3, nos. I ko, |, aopec opeand no
cepmuhurcnguu; 113280, POCCHA, copoo Mocksa, vi. Macmeprosa, 0. 4, am. 3., men (493)788-02-88, aeo-
canni: oyrEpab.

AEKJTAPAILHA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC R UT-INOMO8.A.09675/18
JATA PETHCER. iHH 10.12.2018
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Can ®apmaceroTnkan Uagactpus Jita
Plot Ne: B-2, Markai Indusrial Estate, Ponda Goa — 403 404, India.

I[Tpenapar: Ponuten TaGnerkn 2 Mr

Ceprudukar ananaunsa

(Tonreponuu TapTpar Tabnerkn)

Homep naptun: 3963016 oTeT No FVT09/0551
Pasmep napruu: 120000 1 Jlata usrotosnenus:  08/2018
Jlara B3aTus o6pasios: 9/22/2018 CpoK ToIHOCTH: 08/2022
Cnenndukauns Ne FS007718/7.0
Ilokazarenn PesyabTaThl Hopwmbi
Benbie, kpyrisie, TBOAKOBBITYKTbIE Bensle miu nouru Gensle, Kpyrsie,
Onucanne MOKPEITEIE IIEHOYHOIH 0607104K0I JBOAKOBBIMYK/IBIC TIOKPBITHIE TIEHOYHOH

TabIeTKH.

0007104K0H TabneTkH

[loamuuHoOCTE ( MO0 BRXX)

Bpems ynepxiBaHHs OCHOBHOTO IHKa
Ha XpOMaTorpaMMe HCIBITYEMOrO
pacTBOpa COOTBETCTRYET BPeMEHH
YIePAKHBaHHA OCHOBHOIO MHKa
CTaHIapTHOrO PacTBOPa MpH
KOIMYECTRCHHOM ONDeIeNeHHH

Bpems ynep:xuBaHis OCHOBHOTO MiKa Ha
XpOMaTOrpaMMe HCIBITYEMOrO pacTBOpa
COOTBETCTBYET BPEMEHH YIEPKHBAHHS
OCHOBHOT'O ITHKA CTAHAAPTHOIO PacTBOpa
NpH KOTHYECTBEHHOM OTIpeIeNeHnH

Cpennss Macca (Mr)

83.6

82,5 Mr +/- 7

OnxoponHOCTH 10 Becy

o1 -9,.1% 10 +4,6%

18/20 TabneTok He Honee £5%
2/20 TabneTok He Gonee +£10%

OIHOPOIHOCTD 103HPYEMBIX
eHHHII

Cootserctryet TpeGoranusam USP
[Tpuemounoe 3nauenue =3,6

CootserctryeT TpeboBarmnsm USP

IloTeps Macchl IpH 3.6 He Oonee 7.0
He meree /0%(Q)oT 3agBNeHHOr0
PactBopenne (no BRKX) 99% Konn4decTBa TonTepoauH TapTpaTa
pacTBopsAeTcs B TeyeHue 30 MuH
MuKpobHoIornueckas YHCTOTa
obllee YHCI0 KH3HECTIOCOOHBIX
a3pobHBIX orpannsmos (KOE/T)
a3poOHBIX OaKTepHii <10 He Gonee 1000
rpuboB <10 He bonee 100
E.Coli OTCYTCTBYET JIOJIKHBI OTCYTCTBOBATh
[locToponHHe npuMecH
(%omacce/mace)(no BIXKX)
HauGonbmmas wHAMBHAYaTEHAS -
Y 0.010 He Oonee 0.7
H3BECTHAs IPHUMeECh
HaunGonemas HenssecTHas _
0.02 He Gonee 0,5
TIPHMECh
Bceero HenspecTHBIX ipuMeceii 0.13 He Gonee 1,0
Bcero npumeceit 0.14

He Oonee 2.5

Konuyectrennoe onpenencune
(mo B3XKX)

KaK1as MOKPBITad IJICHOYHOMH
0bonoykoi TabIeTka conepkHT:

Tonrtepoaun taprpar

2,006 mr (100,3%)

1,800-2,200 Mr (90,0%-110,0%)

Vnakoska

10 Tabnerox B PVC/PVDC Giuctepe. 3
OaHCTEpa M HHCTPYKUHS B KAPTOHHOI
Kopobke

10 Tabnetok B PVC/PVDC 6muctepe. 3
HIH 6 GIMCTEpPOB H MHCTPYKIIHA B
KapTOHHOH KopoOke

napamempoi pacmeopenun

NoAroToBNEHo
9/29/2018

cpeda: 22 xnopuda Hampus u 7 mn
obvem: 900 mn
annapam: BP Type I/
ckopocms epauweHus: 50 ob/mMuH
IIPOBEPEHO
/30/2018

consHou kucnomst 8 1000 mn 80db!

Temnepamypa 37C + 0,5C
Bpems 30 muH
ox00peHO
9/30/2018




