AEKJTAPALIUS O COOTBETCTBUU

AERJAPAHT, IPHHEMAIOIHH TEKJIAPALIAIO O COOTBETCTBHH

AC "PAHBARCH"

Cseoenun o pecucmpayn: opeaiayny Mespationnas uncneryua Peoepaivhiol naroeosol caietn Ne 46 no
o Mocree 01012008, OFPH 1047796333846, oama npuceoenus OFPH 20.03. 2004

Adpec: 107023, 2 Mockea, v 2aexmposaseocran. 0. 27, cmp. 8, now. 1471, Teaecpon: § (4931 234-51-70,

B e Pevepansumic oupermop A. Baiues

Aosepennoe auyo: Patoca B0, cogepesnocms 6w om 09.01 2019

SASIBJIET, HTO

Jerapemeeinoe epeoemeo. Hpadycucan, sancyior 200 e 10 wm.. dauemepot (1), nauku kapmonnsie, PY Ne
A-000698 om 28.09. 2011 foama savenvt 24.03.2017), cepus JKUI398A, napmus 46483 ynarosox, 2ooen do
28022021, npouseudcmsa Can Qapnacsionrat Hunoacmpus Jmo, Heouws, Sun Pharmaceutical Industries
Lid.. Halol Barada Highvway, Hidol - 389 350, Dist. Panchmahal, Gujarar. India, ko0 OKITI2 21.20.10.173.
Kod TH B34 3004390001, konmparm No SUNZZAG2015 om 03.05 2013, unsoie Ne 7000029699 am
29.04.2019

COOTBETCTBYET TPEBOBAHH M
T 000698-280911 wzae, Nie [-6, usn. No 7 omi 25.10.2016, wsn. Ne 7 om 24.03.2617
AERVIAPALIMA NMPHHATA HA OCHOBAHHH
npomere uenstinag Ne 148 3p om 14032019 FAT OO0 HE] "DAPMOBOPOHA", armmecman
arrpeouman POCC RUOOGE 21 D40, Cepmuchuram POCC IN, QAMOS C39831 om 14.05.2019

Psbosa B.1O.

CBEJAEHHS O PETUCTPALIMUT

OPTAH MO CEPTHOHUKALINH, SAPEMMCTPHPOBABUINN AEKTAPALINIO
- RARUNPMOS OPTAH IO CEPTHOHRKALLIN ITPOIVKIHN O5LECTBO C OTPAHHYERHOH
- OTBETCTBEHHOCTBIO "OKPYKHOH LHEHTP KOHTPOJIS KAYECTBA",
- aopec opzanysayui: 113280, 20 Mociea, yi. Macmeproea. 0. 4, om. 3, now. I, kon. 1, aopec opeana no
- cepmudpurayun; 13280, POCCHSA, copod Mocisa, ya. Macmeprosa. 0. 4, sn. 3., men. :(495)788-02-88, eed-
Lo OyRE .

“H‘E\ TAPAILHA O (Q(H"B} F( IBHH SAPEFHCTPHPOBAHA N POCC RU J-IN.DMO8.A.23713/19

f/ %} o Kauau E.B.
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CERTIFICATE OF ANALYSIS
FINISHED PRODLCY
: Dpaiasican, kaneyaw 200 i
i :,umw cupsules 200 myp

S 15042018

Reference specification No..D070080A Rev. No.: 8.0
TECT/TES PE3YILTAT /RESULT CNEUHROHIALS /SPECIFICATION
H pd 3

Oﬁ ICAHIE MR WEATTHHORME  KANCYARMEPKIE 1eAaTHI0RME BANCYALl OBANLHON i, CRETIOA
Jessriptian muaniait dopye, Rt LIRS, COISpIRaLIIE HICTYIO . CYONessin

ESHTONC  LEQTA,  CORCERIWNTHOUTH Celnin Ly
MACIMULTYIY Cyenenang neurePale cream coloured oval shaped soft gelalin capsules
Benoro wners comaming cream oily suspension,

cream oily Smg\..::\m;l.
CTh i Cocrserorayer Tpefosaninn 1AY  Rpens RUBRIGG OCRDEHOID  DHKE MG
Meets the reguirements NPUORIATGT paMaie HETTYEMOrD pacTaopa AQIHHC
Sepor{BOHCX ) COUTBLICTBORATE HDCMOHH YAEDWHBINIA 1POTECT2POHT 1Y

Progestrong (HPLD) KPOMATOTBANMME CTRILIAPTHONO pacTiapa

The retention time of the major peak in the chromatogram of
the sumiple prepar :thota;e correspond 10 that of the
standard preporalion of progesterone, under the 2 52V,
(B) 3uauckne Ry OCHOBHOIO ISTHZ HZ XPOMETArpEMME
HOHBITYEMOTT  pACTEOD AOIRHG  COOTHEICTROBATY

IHOMEHUIO naTHa Ry ma  xp OMATQTpAMME  CTAHNADTHOR
B ¥

3] ApaNuCOBOR MECHC Cocraercrayer TpebosiHism  pacTaopa
4 cachis ol (TLC) Meets the reguirements The j,ri-s::'paﬁ blue spot obtained with v::m;‘.ie preparation

should be "h;:zl i position w the principal spor obained
with standurd D!ﬁ"‘u ralig:
Cpeinan macca 500 smrikane + 7.5 %
LOJEPKIMOrG Kancys

OTRAGHSHIS O

SR

‘REN

7.8 UG of standard $ilisd
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CERTIFICATE OF ANALYSIS

FINISHED PRODUCT

i paissnenn, ganeyan
st ? spxam capsules

200 me

200 mr

#2019

U70080A Rev,

N 8.0

KENCvas)

Water content

{eoagpRumee |

e Gonee 2

Net more

than 2.0 % wiw

Boaa
RAMCVARL)

Water content of
capsule

L4

S,

whenouka |

He Gonee
Not morg

HOD %% tw/w)

than 10,

G4 W Fovy
WY

6. Pacriafaesocts

n

HO Misst/minm

<

Fe Sosee 30 mu

Disintegration time secunds Not more than 30 min
7 flocroporsie npusiecn | Eavapmnon senncumibuunporansoi
{'3.-;;?-\’){; prsecH ne Goaee 10
Cymaapioe conemsanme ;1pm._;,w He foiee 2.0 %
Degradation Product- 1,322 % Individual: Not more than 1 (%
by HPLO 5 Totwi: Not more than 2.0%

8 Komsnuscrnensoe
Qiipelcngnne
Assay

Or 180 mr 20 220 wr o Rancvie

(:‘f}': W} %% ae ‘; 10 %% 07 385882 1HONO ROAHUOC TR 1)
gand 110,

Fn

0% of the labeled amount of

9 Muxpobuaioruuec
YHETOTE
Microbiad limit 1251

im

Less than 10 CTFL
Absent

100

QfuIEe HHEAD HWHINECnocoBbusiX 1an0dos He 6o
rpubon He Gonee 100 wa rpavin,

U"“cx"r”s‘n: Escherichia coli, Salmonelia (1 r).
irobial count: Not more than 10/ CFU iy,

ined yeasts & moids connt: Not sio

e

e
o0

Escherichio Coll: ﬁl hould be absent:

Absent Salmonelia speciey: Should b ahsent A )
fMipsseaause Thhoiysr  cootnerersyey  TpeGoranuaa NPEANMCARIOTY  CPaHgdpTs GAeCTRA O AACHD
PhIELHSN BHYTDEHHEIO DEragyenTa 1 IPOUIBAACTRA, '
Remarks © The product complies with the preseribed standuid of auality as per ig-house s \
wiated By Checked by: Name Dayaneshwar .-':
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