NEKJIAPAITASI O COOTBETCTBUH

JEKTAPAHT, TIPHHAMAJOIIAH JEKJIAPATIAIO O COOTBETCTBHH f

000 "Spras 3ee30a”
3apezucmpupogaro : Medxcpaiionnas UHCHEKYUA OHC Ne

25.10.2007

Aopec: 117198, a. Mockea, ya. Muxayxo-Maxnas, eradenue 8, cmp.

3.Teneqpon/paxc:8(495)433-71 -23/8((499)749-74-59.

B auye: lenepanvnoiii Oupexmop bexepa TK. .

Hosepennoe nuyo: AmensKun H.H., dosepernocms Nel5 om 15.01.20172.

3ASIBJSIET, UTO

RexapcmeenHoe cpeocmeo: Ipednusonon mabnemxiu 3 m2 100 wm., nakemwr noruamuneroevie (1), praxonsr
nonusmunexoswie (1), nayxu KGPMOHHYIE, PV Ne IT N010299/02 om 06.02.2012, cepus C70004, napmus 25000
ynaxoeok, z00en 0o 29. 02.2020, npoussoocmea Cumnexc Papma Tem.JImd, Hudus, Simpex Pharma Pvt. Ltd.,
Sec-35, Begampur Khatola Indl. Area, Gurgaon, India, ko0 OKITZ2 21.20.10.180, koo TH B3 3004390001,
xoumpaxm Ne 2017/02 om 12. 02.2017, uneotic Ne CO11ED0013 om 04.05.2017

46 no 2. Mockee OT'PH 1077761736161 om

COOTBETCTBYET TPEBOBAHUSAM
HIT 42-8437-06 usm. Ne 1

JEKJAPAITVA IIPUHSATA HA OCHOBAHHHU
npomoxon ucnsimanuti Ne 2373 p om 1 2.09.2017 AT 000 HIL "PAPMOEOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21 Q@JI40 T

AR TEKJIAPAITHH 15.09.2017
' A@Iﬂ {RMCTBATEILHA JIO 29.02.2020

%f,&@féﬂc’ - Amemsxun H.H.
MOANMCE - ®HO0

N W

oS
émr.s-v‘//

N
R
CBEJIEHHSI O PETHCTPALIHM

OPTAH IO CEPTH®HKAIAH, 3APETHCTPUPOBABIIMIT JEKIAPATIHMIO

RA.RU.11 M08 OPIAH ITO CEPTHOHKALIMH ITPOLYVKIHHA OBLIIECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPYXHOH L[EHTP KOHTPO/IA KAYECTBA",

adpec opzanuzayuu: 105062, Poccus, 2. Mockea, @ypmannsiii nepeyaok, 10, 1, adpec opeana no
cepmucpurayuu: 115280, Poccus, 2. Mockea, yn. Macmepxosa, 4, 5, men.:(495)788-02-88, ge6-caiim: oyxx.pg.

JEKJAPAIIUA O COOTBETCTBHH 3APETUCTPHPOBAHA N POCC IN.®M08.[(75657
,HAT’%J,%EEHCTPAIIPH/I 15.09.2017 ' '

s . J
4 MLJ.UM T »’/// ;
[ “9”"-‘3‘ KvTpn g ol Junenxo HU.B.
"epeaKg oAnHcE” P
YKOBOJIHTENb Oprana

~eepmighurar,

e




SIMPEX

SIMPEX PHARMA PVT. LID.

B-4/ 160 ,Safdurjung Enclave, New Delhi - 110 029. (INDIA)

Tel : 91-11-26169591/92, Telefax : 91 -11-26169590
E-mail : simpexpharma@simpexpharma.net

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3A
Name of Product Prednisolone tablet BP 5 mg Country: Russia
HaumenoBanme nponykra | J1PeAHNH3010H, Tabaericn, 5 mr Crpana: Pocens
Packaging 100 tablets A.R. No CF/170317
VYnakosxa 100 Ta6nerox Ne anannsa CF/170317
Batch No. C70004 Sample Qty. 50 tablets 5
Ne cepun C70004 Q6vem npodbl 50 Tabnerok
Batch Size 25.50 lac Date of Sampling 29/04/2017
‘Pasmep cepuu 25.50 lac Ilata orGopa 06pasuos
Date of Mfg. 03/2017 Date of Release 04/05/2017
Hdata npoussoncraa ara Bbinycka
Date of Exp. 02/2020 Reference BP
CpoK rogHocTH Cebraka Bp. ©.

Test

No
Henwbitanue

RESULT OF ANALYSIS PE3YJILTATbI AHAJTH3A

Results
PesyasTars!

Specifications
Crneundukauns

1. | Description

Onucanue

Round white flat tablets with bevel
edged with a score mark on one side.
Kpyrnbie Benble nnockue Tabnetiu co
CKOLUEHHBIM Kpaem C OTMETKOH Ha
OLHOH CTOPOHE.

Round white flat tablets with bevel edged with a,
score mark on one side. '

Kpymeie  Genbie  nnockwe  Tz61eTkd  co
CKOLUEHHBIM KpaeM ¢ OTMETKOW Ha OnHoOH
CTODOHE.

2. | Identification
-prednisolone

[MoanunnoeTs

Complies

Coorsercrayer Tpefosanuam

The infrared spectrum of prednisolone selected
from tablets and dried to a constant weight,
obtained in a potassium bromide disc in the range?
from 4000 to 400 cm-1 should have the complete
coincidence of the absorption band with the
absorption bands of the standard sample (SS) of
prednisolone.

HMrudpakpacHsiil criextp ucnmr}emoro pactsopa
MPeaHH30M0Ha, u3  Tabnetox u
ao NOCTOAHHOM Maccesl,
nonyueHHblif Ha nnactuHe Opomupoa kanus B
01-' 4000 no 400 cm-I,
MONHOCTHIO COBMANATH CO CNEKTPOM MOMOLUEHHE
craHgapTHoro obpasua (SS) [Mpeaunzonoxa.

sb1panHoro
BbICYLIEHHOO

ananaioHe AONKEH

IMoarorosaeno

IIposepeno YTBepKIEHO

Monnuce

Harta

04/05/2017

04/05/2017 04/05/2017

JonxuoeTs

XHMHK KOHTPONS KauecTBa | XUMUK

/ MeHemiep no KOHTPOHo

©.1.0.

D. D. Borulkar

Deshmukh S. A.

KOHTPONA KavyecTsa
y Kayecraa
K.N.Rakh  //°
/
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SIMPEX

SIMPEX PHARMA PVT. LTD.

B-4/ 160 ,Safdurjung Enclave, New Delhi - 110 029. (INDIA)

Tel:91-11-26169591/92, Telefax : 91 - 11 - 26169590

E-mail : simpexpharma@simpexpharma.net

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A
Name of Product Hanmenosanue Prednisolone tablet BP § mg Country: Russia
MpOayKTA Mpeanuzonon, TadaeTkH, 5 Mr Crpana: Poccus
Packaging 100 tablets A.R. No CF/170317
YnakoBka 100 Tabnerox No anai3a CF/170317
Batch No. C70004 Sample Qty. 50 tablets
Ne cepun C70004 O6bvem npobbr. . . .| 50 TabneTok
Batch Size 25.50 lac Date of Sampling 29/04/2017
Pa3mep cepun 25.50 lac [laTa oT6op2 06pasuos
Date of Mfg. 03/2017 Date of Release 04/05/2017
Jarta npouzsoacTea JaTa BrInycka
Date of Exp. 02/2020 Reference BP
Cpok rogHocTH Cebiaka ‘| Bp. @.
RESULT OF ANALYSIS PE3VJIBTATEI AHAJIM3A
Test Results Specifications ,
o HcnbiTanne Pesyabrarni Crneunduranus
In the chromatogram of the test solution there should
be detected the spot at the level of spot in the
. chromatogram of the comparison solution of
Complies :
prednisolone. “
OCHOBHOE NATHO Ha XPOMATOrPAMME HCITLITYEMOTO
Cootsercrayer TpeGoBaHuaM
. pacTsopa  LOMKHO COOTBETCTBOBATL  MATHY
NPENHKU3ONOHA HA XPOMATOrpamMe CTaHAApTHOro
pacTBOpa. S '
3 Average weight 115.76 mg Average weight is from 106.4 to 123.6mg
" | Cpennsist macca 115.76 mr CpenHuii sec cocraenser or 106,4 no 123,6 mr.
Deviation from average weight is permissible in 18
Uniformity of the out of 20 tablets - not more than £ 7.5%, in 2 out of
4 | weight AT DT 20 tablets — not more than + 15%.
OnuHoponHocTh OrrknoneHue OT cpenHero seca nonyctumo B 18 w3
Macehl 20 rabnetok - He Gonee + 7,5%, B 2 u3z 20 TabneTox -
He Gonee + 15%.
Moarorosaeno IIposepeno YTBepikaeHo
Moanuck ‘
Hara 04/05/2017 04/05/2017 7 04/05/2017
paa, XVMHUK KOHTPONA KayecTBa | XHMHK KOHTPONA KaiecTsa / MEHCH}KGP e
,{ - Ka4ecTBa
®.1.0. D. D. Borulkar K.N.Rakh  // . Deshmukh S. A.
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SIMPEX PHARMA PVT. LTD.

B-4/ 160 ,Safdurjung Enclave, New Delhi - 110 029. (INDIA)

Tel: 91-11-26169591/92, Telefax: 91-11-26169590
E-mail : simpexpharma@simpexpharma.net

CERTIFICATE OF ANALYSIS

SIMPEX CEPTHOUKAT AHAJTHM3A
Name of Product Prednisolone tablet BP 5 mg Country: Russia
Hanmenosanue npogykra | 1PEAHN3010H, TabaeTku, S mr Crpana: Poccus
Packaging 100 tablets A.R. No CF/170317
Ynakoska 100 Tabneroxk Ne anaausa CF/170317
Batch No. C70004 Sample Qty. 50 tablets
Ne cepun C70004 O6bem npobsl 50 Tabnetok
Batch Size 25.50 lac Date of Sampling 25/04/2017
Paszmep cepun 25.50 lac [Harta orbopa obpasuos
Date of Mfg. 03/2017 Date of Release 04/05/2017
Jata npoussoacTsa Jlata sbimycka ’
Date of Exp. 02/2020 Reference BP
Cpok roguocTn Ceblaka Bp. P. |

RESULT OF ANALYSIS PE3YJIbTATBI AHATHU3A

Specifications

Test Results
Ne,
HcnbiTanue PesyarraTsl Cneungurauus
. . 12 sec Not more than 15 min in water using discs. |
Disintegration |
5. 12 cexyun He 6onee 15 muHyT B Bone ¢ ucnonb3osanueM
Pacnapaemocrs

nnacTuH.

Dissolution
6. | PactBopumMocThb

94.69% - 93.10%

Not less than 75% (Q) in 45 minutes.
He menee 75% (Q) 3a 45 muuyT.

Related

impurities

IMocroponnne npumecH

5. | 1-Any individual Impurity 0.2499% Notmore tha 1.0% He bones1.0%
" | 1. OnHa npumecs . :
2.Sum of all the impurities 0.5993% Not more than 3.0% He Gonee 3,0%
2.Cymma npiuMeceit
[Moarorosaeno [IposepeHo YTBepaeno
Nonnuce
Hara 04/05/2017 04/05/2017 04/05/2017
JosxHocTs .
XHMHK KOHTPONS Ka4YecTsa XHMHK KOHTPOIIS( Ka4ecrtea / i HEIDKEFJ i KOHTPOJT}O
Kayecrtea
@.1.0. D. D. Borulkar K.N.Rakh /% Deshmukh S. A.
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SIMPEX PHARMA PVT. LTD.

B-4/160 ,Safdurjung Enclave, New Delhi - 110 029. (INDIA)
Tel:91-11-26169591/92, Telefax : 91 -11- 26169590

E-mail : simpexpharma@simpexpharma.net

CERTIFICATE OF ANALYSIS

SIMPEX CEPTHOHKAT AHAJIH3A
Name of Product Prednisolone tablet BP 5 mg Country: Russia |
HanmenoBanue nponykra Mpexuusonon, TaGaerin, S mr Crpana: Pocens !
Packaging 100 tablets A.R.No CF/170317
Mosuasia MO0 iE e Ne ananuaa CF/170317
Batch No. C70004 Sample Qty. 50 tablets
Ne cepuu C70004 O6bem npobsl 50 Tabnetox
Batch Size 25.50 lac Date of Sampling 29/04/2017 |
Pasmep cepun 25.50 lac Hara oTbopa oG pazuos :
Date of Mfg. 03/2017 Date of Release 04/05/2017
Hara npoussoacrsa HAata Bbinycka :
Date of Exp. 02/2020 Reference BP
Cpox roamocTh Cceprnka Bp. @.

RESULT OF ANALYSIS PE3YJILTATbI AHAJTU3A

Test Results Specifications

e WenniTanne PeayanTarsi Cneunduxauus
256 aerobic bacteria /gm Presence of not more than 1000 aerobic bacteria
190 aspobusix and not more than 100 yeasts and molds (in
Baxrepuit / rv total) is acceptable in 1 g of the drug, !
[Tpucytctere He 6onee 1000 aSPOGHbIXE
it iy | S5 ool Vit

3. MuxpoGuonoruyecka

fl 4acToTa

Absent/gm
Orcyrersyer/r

Presence -of - Escherichia coli, Salmonella,
Staphylococeus aureus, Pseudomonas aureus is
not acceptable in 1g of the drug.
Mpucyrereue  Escherichia  coli, Salmonella,i
Staphylococcus aureus, Pseudomonas aureus
Heopuemnemo B | r npenapara.

Uniformity of Dosage

Acceptanceé value sholud not exceed L1 (L1=15)

Acceptance value : 1.78 Kpurepuii NPHEMNEMOCTH HE  ACHXKHO
9. | OnnHopoaHocTs 2
Kputepuit npuemnemoctu: 1.78 npeseiwars L1 (L1 =15) ;
N03MPOBAHHS i
[Moarorosaeno Iposepeno YTBepKaeHo
IMoanucs .
Hara 04/05/2017 04/05/2017 04/05/2017 i
JonHoCTD P |
XUMUK KOHTPOAS KauecTBa | XUMuK KOHTPONS KayecTsa |/ Menemeep Do KOHTPONY :
e Kkavecrsa
O.1.0. D. D. Borulkar K. N. Rakh . Deshmukh S. A.
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SIMPEX PHARMA PVT. LTD.

B-4/ 160 ,Safdurjung Enclave, New Delhi - 110 029. (INDIA)
Tel:91-11-26169591/92, Telefax ::91-11-26169590
E-mail: simpexpharma@simpexpharma.net

CERTIFICATE OF ANALYSIS

SIMPEX CEPTHOMKAT AHATH3A |
Name of Product Prednisolone tablet BP 5 mg | Country: Russia
Haumenopanne npoxykra Tpeanusonon, ragaerku, S wr | Crpana: Poccus
Packaging 100 tablets A.R. No CF/170317
Viiakopia 100 raBkerox No anannza CF/170317
Batch No. C70004 Sample Qty. 50 tablets i
Ne cepun C70004 Obbem npobel 50 rabnetox '
Batch Size 25.50 lac Date of Sampling 29/04/2017
Pazmep cepun 25.50 lac Hara or6opa oGpasuos - .

Date of Mfg. 03/2017 Date of Release 04/05/2017

Jara npoussoncraa HaTa Beinmycka

Date of Exp. 02/2020 Reference BP

Cpox roanoctH Ceblaka Bp. @. ,

RESULT OF ANALYSIS PE3VAbLTATBI AHAJIU3A

N Test Results ' Specifications
"~ | Menpiranne PesynpraThl Cneunduxanus .
Residual quantity of ?
Organic solvent - 2-
1. i:;[:{:iﬂ(jcramqﬂoe 219.40 mln:: Not more than 5000 min”'
219.40 mln He Gonee, uem 5000 min™
OPFaHHYECKHX
pacTBopHTeENeH |
2-nponaHon i
i ‘;2;1?:;208 98.93 % (4.946 mg) Between 4.5 10 5.5 mg
98.93 % (4.946 mr) Ot 4.5-.00.5.5 Mr-

onpeaeaenne (BIMX)

3AKJIFOYEHME: O6pasen COOTBETCTBYET cneundukaunn bp. O. i

[Mogrorosneno [lposepeno YTBepxneno
HNoamuce
lara 04/05/2017 04/05/2017 04/05/2017
HomkHoeTs XHM:;‘: ;c:::apom RO — /M.'EHB.E)K:L ::T ::HT‘pOJ‘IK}
D.1.0. D. D. Borulkar K. N. Rakh eshmukh S. A.
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