i JTEKJIAPAIIMSI O COOTBETCTBHUH

| AEKJIAPAHT, IIPHHUMAIOIIMH NEKJIAPALIMIO O COOTBETCTBHMN
! AQ "PAHBAKCH" i
Ceeoenus o peeucmpayiy opearusayuu; Mescpaiionnas uncnexyun Dedepansmoil naro2060ti exyxetm Ne 46 no i
|2 Mocwrae 01.0] 2008, OI'PH 104 7796353846, oama npucsvenys OFPH 20.05.2004. L
Adpec: 107023, 2 Mockea, yr. Dnexmposasoocian, O, 27, cimp. &, nom. 14/1. Teaechon: 8 (495) 234-51-70,
B e Ienepanonuiii oupermop 4. Banues

Hosepennve nuyo: Patosa B.IO., dosepennocme &/n om 09.01.201 9z,

JASIBJISIET, YTO

aexapemeennoe cpeocmeo: Kemanos, matuemsy AOKPBIMBIC nienounol oborourol 10 me 10 wm., ynaxosiu
AvelrosLe Konmyprole (2). nauxu kapmomnmie, PY No [T NOI2] 70/01 om 02.06.2011 (dama savenv
16.08.2016) svidano C.K. Tepanus C.A., cepusi 3976215, napmun 66440 ynarosor, 200ex do 01.10.2021 : ‘
npouzsodcmea Can Dapnacsionuran Huroacmpuz Jimé., Hudus, Sun Pharmaceutical Industries Lid., Industrial |
Area No. 3, 4.8. Road, Dewas - 435 001, Madhya Pradesh, India koo OKII2 21.20.10.221, woo TH B3
3004900002, roumparm Ne 1/TER-RAN/2010/1 om 01 07.2010, uneoitc Ne 15804126 om 11.12.20]8

' COOTBETCTBYET TPEGOBAHHSIM
IINOI2170/01-130913 uzn. Mo -5
JEKJIAPATIUSI TIPHHATA HA OCHOBAHHH ,
npomoron ucnoimanuti Ne 241p om 31.01.2019 HJT 000 HIJ "PAPMOBOPOHA", ammecmam axkpedumayuy
POCC RU.0001.21D]140, Cepmugpuxam POCC IN.@MOS.C32876 om 01 62,2019

JATA TIPHHSITUS! TEKJIAPAIIMH 07.02.2079
AEKIAPAIIUST TEACTBUTETBHA A0 01.10.2021
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CBEJIEHHS O PETUCTPALIA

OPI'AH 10 CEPTHOUKAITUH, 3APETMCTPHPOBABILHIT JEKJTAPALIHAIO |
RA.RU.11DMO8 OPIAH 11O CEPTHOHKALIHH IIPONVKIIHH OBLJECTBO C OI'PAHHYEHHO |
OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocwea, ya. Macmeproea, 0. 4, am. 5, nom. I, xon. 1, adpec apeana no
cepmupunayuu: 115280, POCCHA, 20pod Mockea, yi. Macmeprosa, 9. 4. am. 5., men. - (493)788-02-88, gep- ‘
caim: oyrk.pa.
AEKJTAPAIIHSA O COOTBETCTBUH 3APET HCTPHPOBAHA M POCC RU JI-IN. ®MOS.A. 14499/19
,‘IATAJA%EEI}MALLM’I 01.02.2019

ftz’;/f‘/ Jupeuro U.B.
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Can ®apmaceiornkan Hunacrpus JIT]

Industrial Area No 3
Dewas 455001, India

CEPTUDOUKAT KAYECTBA

[penapar:

Keranor raéaerkn 10 Mr

(Keroponaka Tpomeramun TadaeTKH)

Jarta usrotoenenus: 10/2018
Cpok romwoctn: 10/2021
Creunduxarms Ne: FS009084/8.0

Howmep naprun: 3976215

Pazmep maptun: 1400 000 TabneTox
Kontponshas naprus :30001 759582
Hata or6opa obpasuos: 19/11/2018

| TECThI
Onwucanue

MnEHTHQ)HKauHH(BB}lCX)

Cpeanss macca(mr)

Pacnamaemocts( MHH)

(McnonesoBanue pojar npu

Temreparype 37+/-2°C)

Onnopoanocts exunuy

A03HPOBAHHSA(110 0 AHOPOTHOCTH

conepixmumoro) (BINKX)

PacTtBopenue (no YY)

Cpexnne (%)

Munnmansnoe (%)

Makcumansroe (%)

[NOCTOPOHHUE MPUMECH

(%Macc/Macc)(BS}KX)

- KeToponak-1-runpokcuananor

(Ph.Eur.I'lpm{ecn A)

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

- ioGas apyras

HEHHICTHDHIMpPOBaHHAx

pHMech

- Cymma nipumeceii

MHKPOBHOJIOTMYECKA S

HYHUCTOTA

Obwee uneno xu3HecnocobuLx

aspobos

A3poGHble GakTepun

I'puoB

-Ecoli(valr)

Konnuectrennoe ompeneleHHe

Kaxznas nokpeitast 06omouxoii

TabneTka

COJIEPIKHT:

Ketoponaka tpomeramina

Ph.Eur.

Peinok:
Homep otuera

PE3YJIbTATHI

CIIELMPUKALIS

Houtu Genwie, kpyrapie
ABOAKORBINYKIIbIC TaGMeTRH,

TOKPBITBIC MIEHOYHOI 06010UK0ii ¢
BEITpaBupoBanHeM ‘KV T’ Ha ogHoif

CTOpOHe.
CootBerctByeT TpeOOBaHHAM
189

01 mMun. O4cex,

CoorercTRyer TpeboBanusm Ph.Eur.

(IIpeMounoe 3HaYeHy = 2.7)

97%

93%

100%

He o6Hapyseno

0.03

Hmxe nonycrumoro npenena

0.03

<10
<10
OtcyrerByror

9,82mr
(98,2%)

Poccus
PB1118/04507

bemble man noyry Oenble, Kpyrible
ABOAKOBBINYKITbIE TAONETKH,
TIOKPBITBIC TIIEHOYHOI 060M0YKOIf ¢
BeITpPaBHpoBaHHEIM ‘KVT? Ha
OZIHOH cTOpOHE,

CootsercTpyer TpeboBaHuAM

185 +/-9

He 6onee 30

Cootererryer TpeboBaHmHAM
Ph.Eur.

He menee 75 % KeToposaka
TPOMETaMHHA OT 3a4BJICHHOI O
KOJIHYeCTRa pacTeopseTcy

B TeucHHE 45 MHHYT

He Gonee (0.2

He Gonee 0.5

He Gonee 0.7

He Gosee 1.5

He Gonee 1000
He Bonee 100
A0JIKHBI OTCYTCTBOBATS

-

9.00-11.00 mr P

(90.0% - 110.0%)

Ilpumeyanmne: cepus «COOTBCTCTBYET» BBIMICYKA3aHHbIM ClieHGHKALHAM

3akmoyenne: «YTBEPKICHO»
IMoarorosneno
26/11/2018

Jdauubiii AOKYMEHT moanuMcan ¢ NOMOILIO 31EKTPOHHOM MOAMKCH

IpoBepeno
26/11/2018

Onobpeno
26/11/2018



