AEKJIAPALIUST O COOTBETCTBUM
 AEKJAPAHT, IPHHHMA FOIHH JEKJIAPALMIO O COOTBETCTBHH
AQ "BAHBAKCH”
sapecucmpiposaino | Mexcpationas wieneiun Pedepaisneil Ha1020601 Cvouclni Ne 46 o 2. Mocise OFPH
L TO4TTOA353846 am 20.05.2004 |
Aopec: 107023, o Mocxsa, ya. Daexmposusoocsas, 0. 27, cmp. 8, nov. 1471, Texedhon: 8 (4931 234-51-70. |
B awye: Fenepanvuniil dupexmop A. Barves

Avsepeunnoe auyo: Padosa B.1O., dvsepennocmes 6/ om 09.01.20182,

SAHBJAET, HTO
AeRupemaernoe cpedeinen. Kemanos, madaemeu noxpounsie mienounoi 0Goiousoi 10 ve 10 wh.. VHUKOGK

| sveurosoie goumypioie (10), neuxu sapmonnsie, PY No T NOI2I70/01 on 02.06.2011 (Same SANETBE
16.05.2016) soroano C.K. Tepanus C A.. cepus 3964608, napmust 13729 yiaxogor, zooen do 01.09,2021,
mpoussoocnisd Can Dapviacsiomuxar Huoacmpuz Jime., Hnows, Sun Pharmaceutical Indusiries {1 - dndustiial
Area No. 3, A.B. Road, Dewas - 435 001, Madhya Pradesh, Indica koo OKIT2 21.20.10.221, xoo TH B2
3004900002, konmpaxm No 1 TER-RAN/201071 om 01.07.2010, unsonic Ne 15804057 om 12,11 2048 |

COOTBETCTBYET TPEBOBAHMSM

HNQI2IT0G1-130913 wzm. No -3

- AERVIAPALLMSI IIPHHSITA HA OCHOBAHUH

 wpamoxon uensimanin No 3625p om 24.12.2018 HF OO0 HI "PAPMOBOPOHA". anmecman ;
arkpecumaiuu POCC RU.G001 21 D0, Cepmughunam POCC IN.GMOS.C30707 om 24.12.2018 |

| JIATA FIPHHSITHS AEKIAPALIIE 24,12 2018
JIEKAAPATIS AEMCTBUTE/BHA 10 01.09 202]
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CBEJAEHUSI O PETUCTPALIUH

| OPI'AH MO CEPTHOMKALH, 3APEIMCTPHPOBABIL M JAEKJIAPALLAIO )

| RARUDOMOS OPIAH 110 CEPTUGHKALIFH HIPOAVEL {HH OBLIECTBO C OFPAHHYEHHOI

| OIBETCTBEHHOCTBIO "OKPYIKHOMH JEHTP KOHTPOJA KAYECTBA",

a adpec opeanusayun: 115280, 2. Mocwea. y1, Macmeprosa, 0. 4, am. 5. nos. 1 wosm, | aopec oPeaHa No

- cepmuguranyuu: 113280, POCCHSA, copod Mocksa. yr. Macmeprosa, 0. 4, vm. 3. men. :(495)788-02-88, seo-

cain oykk pg.

AEKJIAPALLITS
JATA PEPHCTPAL

COOTBETCTBHHM 3APENHCTPHPOBAHA M POCC RU A-IN.OMO8.A. 11421718
b 24.72.2018
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Can ®apmackiotukan Hupacrpus JIT/]

Industrial Area No 3
Dewas 455001, India

CEPTUH®UKAT KAYECTBA

[Tpenapart:

Hata uzrorornenus: 09/2018
Cpok roanoctu: 09/2021
Crermdmkanus Ne: FS009084/8.0

Keranos Tadaerkun 10 mr
(Keroponaka Tpomeramun radierku)

Homep maptun: 3964608
Pasmep maprun: 1400 000 tabaeTok

Kontponsnas naptus :30001749985
Hara otbopa oGpasuos: 06/10/2018

| TECTbI PE3VJIbTATEI CIELMPUKALMS
Omucanue [TouTn Genvle, Kpyrisie belnble wiay moutH Gelible, Kpyrible
JABOSIKOBBITIYK/IBIC TAOICTKH, JBOAKOBBITYKIBIC TAOIETKH,
TOKPBITBIC TIEHOYHOIT 0001049K0I ¢ MOKPBITEIC ITICHOUHOH 000104KO0i ¢
BeITpaBupoBaHHeiM ‘KVT’ Ha oanoi BrIrpaBrpoBanHLM ‘“KVT' Ha
CTOPOHE. OJIHOT CTOpOHE.
Huentnduramsa(BOXKX) CooTBeTCTBYeT TpeOOBAHHAM CooTBeTcTBYeT TpeOOBAHHAM

Cpeansis macca(mr)

Pacmamaemocts(MuH)

(Mcnonb3oBanne BoIBI pH

Temneparype 37+/-2°C)

OHOPOAHOCTE CHHHMIL

O3HPOBAHUA(II0 OJHOPOIHOCTH

coJicprnmMoro) (B3KX)

Pactopense (o V@)

Cpeanne (%)

MunumansHoe (%)

Makcumansuoe (%)

ITOCTOPOHHHE [IPUMECH

(Yemacc/mace)(BDIKX)

- Ketoponak-1-ruipokcuananor

(Ph.Eur.ITpumecn A)

- Ketoponak-1-keroanazior
(Ph.Eur.ITpumecn B)

- JIrobas npyras

HeHHﬂeTHdJHHHpOBaHHaH

TpHMeCh

- Cymma npuMmeceit

MHUKPOBHOJIOIMYECKAS

YUCTOTA

OO0mee yHCI0 KH3HECTIOCOOHBIX

a’po0oB

AdpobHEle dakTepHu

I'pudeI

-FE.coli(ralr)

KoanuecTBeHHOC OmpenencHue

Kazas mokpeitag oGonogxoii

TabneTka

COJIEPKHT:

Ketoponaka tpomeramiHa

Ph.Eur.

PrrHOK:
Homep otyera

187
02 muH. 11 cexk.

Cooreercreyer TpeGosanusm Ph.Eur.

(Ilpuemounoe 3navenns = 2.8)

98%

94%

101%

He oGHapysxeno

0,06

Huzke nonyerumoro npenena

0.06

<10
<10
OtcyTeTByror

9,67mr
(96,7%)

Poccus
PB1018/03983

IlprMeyanne: cepHa «COOTBETCTBYET» BBINICYKA3AHHBIM crenHHKaLisIM

3aKIIFOYEHNE: «YTBEPHKIEHO»
[Moarotorneno
15/10/2018

[Iposepeno
15/10/2018

JaHuplii JOKYMEHT DOANHCAN € NOMOLIbIO IIEKTPOHHOM MOANHCH

185 +/-9
He 6omee 30

CooTBeTCTBYeT TpeGOBAHIAM
Ph.Eur.

He meHee 75 % xeToponaka
TPOMCTAMHHA OT 3a4BJICHHOT O
KOJIHYECTBA PACTBOPSETCA

B TCYCHHE 45 MUHYT

He Gonee (0.2

He 6onee 0.5

He fomee 0.7

He Gonee 1.5

He DoJiee 1000

He Gomee 100
JOJKHBI OTcyTCTBDBaTb

9.00-11.00 mr
(90.0% - 110.0%)

Ox06peno
16/10/2018



