TEKJIAPALIMS O COOTBETCTBUU

| IEKJAPAHT, IPHHUMAIOIHI TEKJIAPATIHIO O COOTBETCTBHH
| AQ "PAHBAKCH"

| Ceedenus o peeucmpayuy opeanuzayiy; Meocpatounas uHcneryus Devepanonoii na1020600 caysicéor Ne 46 no i

| 2. Mockse 01.01.2008, OFPH 1047796333846, oama npuceoeniis OT'PH 20.05.2004.
Adpec: 107023, 2 Mocksa, ya. Snexmposasodcraa, 0. 27, emp. 8, noxt. 14/1. Tenegpon: 8 (493) 234-51-70.
B auye: lenepanvroi dupexmop 4. Baies
Toeepennoe auyo: Padosa B.10., dosepennocis & om 09.01.20192.

JASBJISIET, UTO

aexapemeennoe cpedcmeo. Kemanos, mabaeniu noxpuimole nnenounoi oboroukoli 10 me 10 wm., ynaroeru
sueiwogme xoumypusie (10), nauri kapmonnvie, PY Ne I1 NO12170/01 om 02.06.2011 (6ama 3amens
16.08.2016) ewidano C.K. Tepanun C.A., cepusi 3975868, napmws 13560 ynarosox, zoden Go 01.10.2021,

 npouseodemea Can Dapmacviomuxan Hnoacmpus Jmd.. Huouz, Sun Pharmaceutical Industries Lid., Industrial |

Area No. 3. A.B. Road, Dewas - 455 001, Madhya Pradesh, India koo OKIIJ2 21.20.1 0.221, koo TH BT
3004900002, rxonmparxm Ne 1/TER-RAN/2010/1 om 01.07.2010. uneouc Ne 15804128 om 11.12.2018

COOTBETCTBYET TPEBOBAHMAM
I NOI2170/01-130913 wam, Ne 1-5

JIEKJIAPAITHSI ITPHHSITA HA OCHOBAHHH
npomoxon uchormaruti Ne 244p om 31 L01.2019 HJT 000 H1] "®APMOBOPOHA", ammecmanm akkpeoumanli
POCC RU.0001.21 @140, Cepmugpuram POCC IN.DMUOS. C32879 om 01.G2.2019

JATA HPHHATHS NEKTAPALIUH 01.02.2019
| IEKJAPALUHSE JEAICTBUTEJBHA JI0 01.10.2021
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CBEJEHHMS O PETUCTPAIIMHU

OPIAH IO CEPTHOHUKALNWH, JAPECUCTPHPOBABUIMA TEKJIAPALIHIO

RA.RU.11®M0O8 OPTAH 110 CEPTHOHKALHH ITPOIVKIIHHA OBI{ECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, e. Mocksa, ya. Macmeprosa, 0. 4, sm. 5, nont. I, xon. [, adpec opzana no

- cepmughuranpun: 115280, POCCHA, 2opoo Mockea, yi. Macmeprosa, 6. 4, om. 3., men.:(495)788-02-88, set-
catim: OyrK.po.

JEKJIAPAILUASL O COOTBETCTBHH 3APETHCTPUPOBAHA A2 POCC RU J-IN.®@M08.4.14502/19
JATAPETHCTPAIMH 01.02.2019
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Can ®apMachOTHKAI Unpacrpuz JTL

Industrial Area No 3
Dewas 455001, India

CEPTUO®UKAT KAYECTBA

[penapar:

(KeTopo/iaka TPOMETaMMH Ta0.1

JlaTa H3TOTOBJICHHA: 10/2018
CpoOK TOIHOCTH! 10/2021

CrieimdHrKaima Ne: FS009084/8.0

Keranos TadJeTKH 10 mr
eTKH)

Howmep naprum: 3975868
Pasmep mapTun: 1400 000 TabNeToK

KonTposbHasd TapTHs 30001759887
Jlata oTGopa 06pasIoB: 21/11/2018

TECTbI
OnucaHHe

W

Unentnduxamms(BIKX)

Cpennss Macca(Mr)

Pacra1aeMocTh( MHH)

(Mcnonp30BaHHe BOJIEL IPH

temmepatype 37+/-2°C)

OIHOPOAHOCTE €IMHHIL

103MpOBAHHA(TIO OJHOPOIHOCTH

COZEPKIMOTO) (B2IKX)

Pacteopenue (o Y®)

Cpenune (o)

MunnmansHoe (%)

Maxcumansaoe (%)

[NOCTOPOHHUE ITPUMECH

(%M&ccf‘macc)(BB}I{X)

- Ketoponak- 1 -ruapoKcHananor

(Ph.Eur.ITpumecn A)

- Ketoponak- | -keToanaior
(Ph.Eur.ITpumecn B)

- ITroGas npyras

HeHHIeTHQHUIHPOBaHHASA

npHUMech

- Cymma mpumeceit

MHUKPOBUOJIOI MUECKAS

YUCTOTA

O61ee YHCIIO KH3HECTIOCOOHBIX

a»poloB

AspoOHble 6aKTepHH

pudsl

-E.coli(malr)

KonuuecTBeHHOE ONMPEIEIICHHE

Kaskas oKpbiTas 0007104KOH

TabneTka

COJICPIKHUT:

KeTtoponaka TpOMETaMHHa

Ph.Eur.

PpIHOK:
Homep oTueTa

PE3VJIbTATHI

CNELMPHUKALIAA

[TouTu Oensle, KPYIbie
JBOSIKOBBIMTYKIIBIE TAOIETKH,
TIOKPBITBIE [JIeHOUHOI 0007104KOH €
BLITPABHPOBAHHBIM ‘KVT’ Ha 0JHOH
CTOPOHE.

CooTBeTCTBYET TpeOOBAHUIM

187

01 mun. 10cex.

CoOTBETCTBYET TPEeOOBaHHAM Ph.Eur.

(ITpneMOYHOE 3HAYCHNA = 1.2)

100%

99%

101%

He oOHApYKEHO

0.0233

0.04

0.07

<10
<10
OTCyTCTBYIOT

9,83mr
(98,3%)

Poccus
PB1118/04539

TIpHMedaHHe: CepHs «COOTBETCTBYCT BBIIICYKA3aHHBIM CTICLI(UKALAAM

3aKTIOMEHHNE: «YTBEPKAESHO»
TToaroToBICHO
29/11/2018

TIpoBepeno
29/11/2018

Jlanublil JOKYMCEHT MOANHCAH ¢ MOMOILLI0 YIEKTPOHHOI MOAIHCH

Beble WIH NOYTH O€NIbIE, KPYTIIBIC
JIBOSKOBBLIMTYKIIBIE TabneTKy,
TOKPBITHIE TICHOYHO 060109KOi C
BRITPaBHPOBAHHBIM ‘KVT’ na
OJHO¥H CTOPOHE.

CooTBeTCTBYET TpeOOBAHHAM

185 +/-9

He Gonee 30

CooTBETCTBYET TpeOOBAHMAM
Ph.Eur.

He menee 75 % KeTopolaka
TpOMETaMiHa OT 3aABJICHHOTO
KOJIHUECTBa PacTBOPACTCA

B TeueHHe 45 MHHYT

He Gonee 0.2

ne Gonee 0.5

He Gonee 0.7

ue Oonee 1.5

ne 6onee 1000
ne 6onee 100
JI0JIKHBI OTCYTCTBOBATE

9.00-11.00 mr
(90.0% - 110.0%)

Oﬂoﬁpéﬁb
30/11/2018




