_ JEKJAPAIHSA O COOTBETCTBUH

AEKTAAPAHT, IPHHUMAIOI U (EK. TAPALIMIO O COOTBETCTBHU

AQ "PAHBEAKCH"

| Japecucmpuposaino : Mescpaiionnas wiCReR s We0epaibnol na1020608 et Ne 46 no ». Mockee OF PH

P AO47796333846 wm 20.03. 2004
Adpec: 107023, o Mocrsa, y1. Drexmposacodesan, o, 27, cmp. B, nose J41 Teredon: 8 (4953 23457170,

L Bauye: enepasiioii o1 pexmop A, Baiuee

Hosepennoe suyo: Padosa B.IO.. Quaepennocms 0 om (09.07. 2018

- 3ASIBJBIET, YTO

Aekapemeennoe cpedemeo: Kemanos, mabiaenicu noxpoimoie wienounoi odoiourelr 10 v2 10 wm., vraxosku
suelikassie konmypriee (1, nacs kapmonnete, PY Ne IT NO12170/01 om 02.06.2011 ama sasens:

10.05.2016) evicane C.K. Tepanua C.A., cepun 3964857, napmust 13549 ynaroeox, 200en oo 01.09.202]

npoussacemsa Can Lapyacoiomuran Huoacmpus Jmo.. Hiudus. Sun Phearmaceutical Indusiries Lid.. Indusirial

Area No. 3, A.B. Road, Dewas - 435 007, A faddhyva Pradesh, India oo OKITN2 2]1.20.10.221. xod TH BAA

004900002, koumparm Ne L'TER-RANZ2010/1 om 01.07 2010, wneotic Ne 13804057 om 12.11.2018

- COOTBETCT BYET TPEBOBAHM M
HINOIZIZ001-130913 wav. Av -5
AERJIAPAILLIS HPHHSTA HA OCHOBAHUM
APOIMOROS uehwitanait No 3620p om 24.12.2018 HIT OO0 HI] "QAPMOBEOPOHA" cmmeciam
arkpecumeayy POCC RUQ001.21 @140, Cepmugpuram POCC IN.DMOS.C30708 om 24.12.2018

AATAHPHHSITHS JEKJIAPALIAH 2412 2018

CTAPALISE AEACTRUTEILHA 10 01, 09.2021
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OPFAH HO CEPTU®UKALINH, SAPEFHCTPUPOBABIIHIH JEKJIAPAIHIO

RARULIDMOS OPTAH 110 CEPTHRHKALIH T [POJAVKITHH OBHIECTBO C OF PAHITYEHHO
OTBETCTBEHHOCTBIO "OKPYIKHOL HEHTP KO POIA KAHECTBA",

adpec opeanuzaun.: 135280, o Moexea, ya. Macmeprosa, 0. 4, sm. 5, now. 1 wow. 1, qadpec opeaind no
cepnuipunayun: 113280, POCCHS copoo Mockea, ya. Macmeprosa, 0. 4, ym. 5. men. HH93)7858-02-88, ¢ei-
o caim: oy peh.
- JIEKJ XPMIEEME}&QUT BETCTBHH 3APETUCTPHPOBAHA M POCC RU A-IN.DMOG8.A11422/18
| JIATA PETACTPALERI 24./2.2075
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Can ®apmacsioruran Uunaacrpus JIT/]

Industrial Area No 3
Dewas 455001, India

CEPTH®UKAT KAYECTBA

Ipenapar:

Hara msrotosnenna: 09/2018
Cpox rogrocta: 09/2021
Cremndurarms Ne: FS009084/8.0

Keranos Tadiaerku 10 mr
(Keropoaaka Tpomeramun Taduierkn)

Howmep naptin: 3964857
Pasmep mapruu: 1400 000 tagnertox

Kortpombuas naptus ;30001751131
Hara ot6opa oGpazmos: 12/10/2018

LTECTbI PE3VJIBTATLI CHHEHUDUKALIUA ‘]
Omucanue [Toutu Genble, Kpyrine Benvie nan nouru Gensle, kpyrisie
JIBOSIKOBBITIYKJIBIC TAOTETKH, JBOAKOBBIMYKIIbIC TA0TETKH,
MOKPBITHIC TUICHOYHOT 000JI0UYKOIH ¢ TOKPBITHIC TTEHOYHOT 000T04KOIT ¢
BoIrpaBHpoBaHHeIM ‘KVT’ Ha ojHoil BBITPaBUpOBaHHLIM ‘KVT’ Ha
CTOpOHE. 0JTHO¥T CTOpOHe.
Haentuduramms(BOAKX) CooTeercTBYeT TpedoBaHHAM CootBeTcTBYeT TpedoBaHMAM

Cpeanss macca(mr)

Pacnazaemocts(Mum)

(Mcnonb3oBanme BosbI npn

Temneparype 37+/-2°C)

OIHOPOIHOCTE eAMHNL

JO3UPOBAHHA(II0 OTHOPOAHOCTH

cojiepaumMoro) (BDKX)

Pacteopenne (o V)

Cpeanue (%)

MunnmansHoe (%)

Maxkcumambroe (%)

[NTOCTOPOHHUWE MTPUMECH

(Yomacce/mace)(BRXKX)

- Ketoponak-1-rupokenananor

(Ph.Eur.ITpumecn A)

- Keroponak-1-keroananor
(Ph.Eur.Ilpumecn B)

- JIrobas npyras

HEHHACTHOHIMPOBAHHAS

pHMeCh
- Cymma ipumeceii
MHKPOBHOJIOTMYECKAS
YHUCTOTA

OBuee uneIo KN3HECTIOCOOHBIX
as’po0oB

Anspoburie GakTepun

I'pudEI

-FEcoli(malr)

Konuyectsennoe onpenenenne
Kasxnas nokpritas 06071049Kk0i
TadiaeTka

CO/IEPIKHT:

Keroponaka tpomeramuna
Ph.Eur.

Perxox:
Homep otyera

186
02 muH. 45 cek.

CootserctByer TpeboBanmam Ph.Eur,

(ITpuemovHoe 3HayeHna = 4,3)

100%

97%

103%

He oGnapyxeno

0,03

0.05

0.09

<10
<10
OTCyTCTBYIOT

9.61Mr
(96,1%)

Poccus
PB1018/04082

le{MeanHe: CepHA «COOTBECTCTBYET» BBILICYKA3aHHBIM CHCHH(})HKHHHS{M

3aKITI0YeHNE: «yTBEPKICHO»
IMoxrorosneno
20/10/2018

[Tporepeno
20/10/2018

JaHubli JOKYMEHT H0ANHCAH ¢ NOMOLIBLIO JIEKTPOHHOMH MoanHCH

185 +/-9
He 6onee 30

CootsercTBYeT TpeboBaHmIM
Ph.Eur.

He menee 75 % ketoponaka
TPOMETAMHHA OT 3asBJICHHOTO
KOJIMYECTBA PACTBOPSAETCA

B TeueHHe 45 MUHYT

He Gonee 0.2

He Oonee 0.5

He Gonee 0.7

He Gonee 1.5

He OoJniee 1000
He 6oaee 100

JIOJIKHBL OTCYTCTBOBATEH

9.00-11.00 mr
(90.0% - 110.0%)

O10bpeno
20/10/2018



