JAEKJIAPAHT, HPHHUMAIOIUA AEKJAPALIMIO O COOTBETCTBHH

A "PAHBAKCH”

Coedenua o peeucmipaing opeanisayni. Mexepaionnas nncnexyis Cedepaioviol naioeosodl Cayxctor No 46 no
2 Mocwkee 01,01 2008, OUPH 1047796333846, oama npuceoenus OFPH 20.(5. 2004

7

CAopec: 107023, e Maockea, yor. Dacrmpozasodceras, 8. 27, cmp. 8, now, J471, Teaeghon: 8 (495) 234-31-70,

B auye: Denepaisnmi oupermop A Baaves

| Aogepennoe anuo! Padosa B IO, doeepennocnn &4 am 09.01,20182,

C 3AMBISIET, HUTO

ACKGPCMGENNNe CPEGUinGo. Kemanoe, maniemxy norpeiinste nienovnod otoiouron 10 v 10 wm., ynaxosiu

- smeimoente konmypreie (10), nausu xapmonisie, PY No 1T NOI2170:01 om 02.06.2011 (dama savesn

16052016/ evtocno CK. Tepanus C AL cepua 2984383, napmus 13232 yharosaor. cooen 0o 01.06.2021, :

- mpoussoocmea Can Dapuacsiontuxai Huoacmpus Jmd., Huous, Sun Pharmacewsical Indusiries Lid.. Industrial
- Awea No. 30 AB. Road, Dewas - 435 001, Madhya Pradesh, India. koo OKILA2 21.20.10.221. koo TH B2

3004500002, woumparm Ne DTER-RAN2010:1 o 01,07 2010, wnsoiie Ne 3803968 om 24 09 201N

COOTBETCTBYET TPEBOBAHUIM

TENOI2ITO01-7309]13 wzm, Ne [-3

JAEKTAPALLMA TPHHSTA HA OCHOBAHHM

aponorod yensimanuit Ne 3113 p oo 13.11.2018 W QCO HIT "QAPMOBOPOHA". anmecman
arxpecwmatuy POCC RUO001. 210040, Cepmudhuram POCC IN GMOS.C27289 om 13.11. 2018

JATA HPHHSITUST AEKIAPAILIMH /3712018
JAEKJAPAIMS AERCTBHTEABHA 10 01.06.2021
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CBEJAEHHWS O PET'MCTPALIUUA

OPIAH 11O CEPTHOHKALIHH, 3APEIHMCTPHPOBABINHA JIEKIAPALLHMIO

RA.RU.DMOS OPTAH 110 CEPTHOHKAIIFAN NPOAVKIITH OBUIECTRO C OFPAHHYEHHO
OTBETCTBEHHOCTAIO "OKPYKHOH LJEHTP KOHTPOJSA KAYECTBA",

aopec opeainrscngun: 113280, 20 Mockaa, v Mucnepicosa, o. 4, s 3, noxe 1, gov, 1, adpec opearia m
cepiuchuraying: 115280, POCCHA. copoo Mockea, va. Macmeprosa, 6. 4, sm. 5. mea. :(495)788-02-88. sei-
SO ORI,

AERKTAPALLMA O COOTBETCTBHH 3APEMHMCTPHPOBAHA M2 POCC RU J-IN.DMUS.AG6908/18
JAATA PEFHCTPALIAM 73./1.2015

Kauan E.B.

HOANUCE Sam. pykesoantens OO




Caun Papmaceroruxan Hujpacrpus JITJ

Industrial Area No 3
Dewas 455001, India

CEPTUPUKAT KAYECTBA

[Ipenapar:

Jata usrotosacuug: 06/2018
Cpoxk roanocti: 06/2021
Cremmduxanms Ne: FS009084/8.0

Keranos Ttadiaerkun 10 mr
(Keropoaaka TpomeramuH 1ad/1eTKH)

Howmep maptun: 2984385

Pasmep napruu: 1400 000 TabaeTox

Konrponsnaa naprus :30001727364
Jlata otdopa ob6pazuor: 09/07/2018

‘ TECTBI PE3YJIbTATHI CHELUHMDUKALIIA

Omnucanue [To4tu Genble, Kpyriible Benble nnu noutn Hembie, Kpyrible
TBOSAKOBBINYKIIbIE TAOJIETKH, JIBOSKOBBIMTYKITBIE TA0ISTKH,
MOKPBITBIE TUICHOUHO 000I104KOH ¢ TTOKPBITBIE TUIEHOUHOIT 000/104K0i ¢
BeIrpaBupoBaHHeIM ‘K VT’ Ha oaHO# BeIrpaBupoBanHeiM ‘KVT’ Ha
CTOpOHE. OHOH CTOpPOHE.

Haentnduxauna(BOXKX) COOTBETCTBYET TPEOOBAHUAM COOTBETCTBYET TPeDOBAHUSIM

CpeaHsa Macca(Mr) 188 185 +/-9

PacnanaeMocTh(MHH) 03 muH. 03 cek. He Gonee 30

(Mcnone3oBaHue BOIBI NPH

Temmnepatype 37+/-2°C)

OIHOPOIHOCTE eTHHHL

JI03HPOBAHUA(TIO OTHOPOIHOCTH

conepxmumoro) (BRKX)

PactBopenue (o Y&)

Cpeanne (%)

Munumanssoe (%)

Maxkcumansaoe (%)

[IOCTOPOHHME IMTPUMECH

(Yomacc/macc)(BIOKX)

- Ketoponak-1-ruapokcuananor

(Ph.Eur.ITpumecn A)

- Ketoponak-1-ketoananor
(Ph.Eur.ITpumecu B)

- JIrobas apyras

HEHHAEeTHOUIIMPOBAHHASA

IpUMech

- CymMa nipuMecei

MHUKPOBHUOJIOIMYECKASA

YUCTOTA

Obmee 4HCI0 JKUIHECTIOCOOHBIX

a’pobos

A>spobOHBIe OakTepun

'pudsI

-FE.coli(nalr)

KonnuecTBeHHOE OnpeIeneHne

Kaxnas nokpeitas obonoukoii

tabnerka

COJIEPIAKMUT:

Ketoponaka Tpometamuta

Ph.Eur.

PerHoK:
Homep otuera

CootserctByer TpeboBanuam Ph.Eur,

(ITpuemounoe 3navenus = 1.5)

93%

101%

96%

He oOHapyskeHO

0.0182 BLQ

Hmxe nomycTumoro mpeaena

Huxe 1o MyCTAMOTO nIpeacia

<10
<10
OTcyTCTBYIOT

9.94 mr
(99.4%)

Poccus
PBO718/02650
BLQ Huzke npejiena KBAHTOBAHHS

IIpuMeyanne: cepus «COOTBETCTBYET» BBILMICYKA3aHHEIM CIICHMPHKAIHAM

3aKJIIOUEHNE: KYTBEPKIACHO»
IToarorosneHo
16/07/2018

[Tporepeno
16/07/2018

JanHpIi J0KYMEHT MOAIMCAH ¢ NOMOIIBIO 3/1eKTPOHHOM MOANMCH

CooteercTeyeT TpeboBaHIAM
Ph.Eur.

He menee 75 % ketopoiaka
TPOMETAMHHA OT 3aABJICHHOIO
KOITHYECTRA PACTROPACTCA

B TeucHHe 45 MUHYT

He Gonee 0.2

He 6omee 0.5

He Goaee 0.7

He Gonee 1.5

He Oomnee 1000

He Gonee 100
JIOJKHBI OTCYTCTBOBATH

9.00-11.00 mr
(90.0% - 110.0%)

Onobpeno
16/07/2018



