Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOHUKAT AHAJIN3A

Page1l of4/Crp.1 13 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481166

Batch Quantity / O6bem cepun:

5848 packs / ynaxkosok

AR No / Anamaragecknii orger Ne: ARF/213/2021

Date of Analysis / lara anammsa: 28.08.2021

Date of Mfg / lara npoussoacrea:  08/2021

Date of Expiry / 'onen no:

07/2024

Analysis performed according ND / Amams nposenén mo HJI: TTI N013745/01-091017, Usm. Ne 1 ot 17.04.2020

Test / Iloxa3zarennb

Result / PesyabTaTnt

Specification / Hopma

1 | Description / Omnucanue

Complies / CoorsercTByer

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / ITnockue kpyrisie TabneTku co
CKOIIEHHBIMH KPAsiMH OT KOPHYHEBOIO [0 TEMHO-
KOPHYHEBOTO 1IBeTa ¢ BKparuieHusamu. Ha oxHO#
cropone Tabnerku BeiaasieHo cinoeo «CIPLA», Ha
IPYTOii - THHHA pa3ioMa.

2 | Identification / [TonMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoortBetcrByer OkpamuBaHie aMMHAYHOTO PACTBOPA B KPACHBIH
AHTPAXHHOHOBBIE TJIHKO3HBI o
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByeT chromatogram of the sample solution should
Merunnaparuapokcubenszoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEPKHBAHHA OCHOBHOI'O IIHKA HA XPOMATOTPaAMME
HCIIBITYEMOI0 PACTBOpPA HOJDKHO COOTBETCTBOBATH
BpEMEHH YAep:KUBAHUA OCHOBHOI'O MUKA HA
XpOMaTOrpaMMme CTaHIAPTHOTO PacTBOpa
MeTuanaparaapokcubensoara (pasuen
«MeTunnaparunpoxcutensoar).

3 | Average weight / Cpenuss
macca

189.09 mg / 189,09 mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTeeTcTBYET TPpebosaHmam Hl

Conclusion : APPROVED /
3akntoyenue: O0OBEPEHO

Checked by QC In-Charge
JNokymeHT nposepeH OKK: Qawne

Approved by QA In-Charge /
[okymeHT ogobpeH OOK:

Date /
Hara:

2%.08 2021

Date /
Aara:

2808202\
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Cipla

CERTIFICATE OF ANALYSIS
A CEPTH®UKAT AHAJIN3A
- Page2 of 4/ Crp.2 n3 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 481166 Batch Quantity / Oobem cepun: 5848 packs / ynakosok
AR No / Anamurugecknii oraer Ne :  ARF/213/2021|Date of Analysis / laTa anammsa: 28.08.2021
Date of Mfg / lara npomssoacrea:  08/2021 Date of Expiry / 'ogen go: 07/2024

Analysis performed according ND / Anamus nposenén mo H/: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IlokasaTenns ’ Result / PesyabTaTs! Specification / Hopma
4 | Uniformity of weight / Complies / CootBercTBYeT 18/20 tablets NMT £ 7.5 % / 18/20 ue Gonee +7,5
OnxHOpPOIHOCTE 1O Macce %
2/20 tablets NMT £15% / 2/20 ne Gonee £ 15%
5 | Loss ondrying /ITorepsas 1.5 % NMT 6.0 % / He Gonee 6,0 %
Macce MpH BHICYIIHBAHUH
6 | Dissolution / 81-90% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennozunos uepes 120 mun
7 | Uniformity of Dosage units / AV=51 The acceptability index for n=10 AV <L1.
OpmHOPOIHOCTE HO3HPOBAHNA In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30
AV <L1. All values of xi must satisfy the
inequality:

2 [M-xi| 0,01 x L2 x M.

L1=150;L2=250

ITokazaTens npuemnemocTH i n=10 AV <L1.

B cnyuae, ecnn 3Hagenne AV npesbinaer L1,
IPOBOJIAT UCIIBITAHUE HA creayomux 20 obpasnax.
HOns n=30 AV <L1. Bce 3HaueHus Xi JOIKHBI
YAOBJIETBOPATH HEPABEHCTBY:

M-xi| <0,01 x L2 x M.

L1=15,0;L2=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KoJiruecTBeHHOE OMNpeaeneHue 14.05 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomerpus) Ot 12,15 10 15,53 mr (ot 90,0 o 115,0 %)

14,05 mr/Tab CEHHO3MJIOB B IepecyeTe Ha CeHHO3ua B B oHO#H
Tabrnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpoaykt cooteetcTeyeT Tpebosanuam HI | 3aknwouyenne: OQOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge / :
[okymeHT nposepeH OKK: @ flane [HokymeHT ofobpeH OOK: %
Date / : Date /
2R8.08 200 t 3
[ara: = . Jlarta: 28 +0% - 202\
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJIM3A

Page3 of4/Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepua No: 481166

Batch Quantity / O6sem ceprn:

5848 packs / ynakosox

AR No / Anaymrigecknii oraer Ne : ARF/213/2021|Date of Analysis / lata anammsa: 28.08.2021

Date of Mfg / /laTta npomssoncrea: 08/2021

Date of Expiry / I'onen mo:

07/2024

Analysis performed according ND / Ananus nposeaén mo H/L: T N013745/01-091017, Usm. Ne 1 ot 17.04.2020

Ne Test / Ilokazarenas Result / PesyabTaTsr Specification / Hopma
9 | Content of Methyl 0.051 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepsxanue
MeTHITaparuapokcubeH30ara 0.051 Mr/Ta6
(BIXKX) ’

10 | MICROBIAL LIMIT TEST/ MukpoGroorn4eckas 4ucTora

10a) | Total Aerobic microbial count /
Obmee gncno a3poOHBIX <10 Not more than 10* cfi/ g / He 6onee 10* /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /r
count / Oburee uncno <10
TIJIECHEBBIX H NPOXGKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OrcyreTBytoT Not more than 10> / g / He 6onee 10% /r
bacteria/ YcToitunsble k
OEeHCTBMIO XKemun
rpaMoOTpHLATENbHbIE OaKkTepHH

10d) | Staphylococcus aureus Absent /OtcyrcTBytoT Absent in 1 g/ Orcyrcrue B I 1

10¢) | Escherichia coli Absent /OtcyTcTBYIOT Absent in 1 g/ Orcyrcreuen I r

100 | Salmonella Absent / OrcyreTBYyIOT Absent in 10 g / OtcyrcrBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: [NpoaykT cooTeeTcTBYET TpebosarHuam H

Conclusion : APPROVED /
3aknouenue: OOJOEPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK: @C‘IG W€

Approved by QA In-Charge /
NokymeHT ogobper OOK:

BA-

Date /

Nata: 2 R-0%2021

Date /
[aTa:

2 X-0 %202\
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTUOUKAT AHAJIN3A

Paged4 of 4/ Crp.4m3 4

Product: SENADE TABLETS 13,5 mg

Mponayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi No: 481166

Batch Quantity / O6bem cepun:

5848 packs / ynakosok

AR No / Ananaragecknii orger Ne : ARF/213/2021|Date of Analysis / Iara ananuza: 28.08.2021

Date of Mfg / lara npomssoncra: 08/2021

Date of Expiry / I'omen po:

07/2024

Analysis performed according ND / Auamus nposenén mo HJI: ITN013745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne Test / IlokazaTens

Result / PesyabTaTsl

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OuicTep U3 MIIEHKH

(nonmuaTrneHOBOMH/

IO NIPHUMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerok B

MOJMBHHHITXJIOPHIHON

NONTMBHHUIIIEHXJIOPHIHOI) 1
amoMHHIEeBOH (ombru, mo 25
OnucTepOB B KAPTOHHYK) MAYKy
C BIIOJKEHHEM 25 MHCTPYKIHiT

Package / Ynakosxka - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
Tabnerok B OIMCTEp M3 IUIEHKH TPEXCIOHHOI
(IIBX/II2/MIBJIX) u amomunuesoii ponsru. Ilo 2
nin 3 OJIcTepa BMECTe ¢ WHCTPYKLUHEH 110
NPHMEHEHHIO B KapTOHHYIO nayky. ITo 20 Tabnerok
B OJIHCTep H3 IIEHKH NONHBHHUIXIOPHIHOM
(monuaTHNEHOBOIT / MOMMBHHHIIEHXIOPHIHOM) 1
anmrOMUHHEBOH (onbru, 1o 25 6iucTepos B
KapTOHHYI) MAYKy C BIOXKEHHEM 25 HHCTPYKIHI TIO
MPUMEHEHHUO.

12 | Labeling / Mapxuposka According to ND /

B coorsercTeuu ¢ HJ|

13 Storage conditions / Ycaosus

XpaHeHHs Bbime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoMm mecTe npu TemmnepaType He

3 years /3 rona

14 Shelf life / Cpox rogHocTi

Remarks : The Product conforms to ND/
Mpumeyanume: MNpoaykr coorBeTcTByeT TpebosaHusam HI

Conclusion : APPROVED /
3aknoyenne: O0OBPEHO

Checked by QC In-Charge /( \18% tho Eais

Approved by QA In-Charge /

et

HokymeHT nposepeH OKK: HokymeHT ofobpeH OOK:
Date / Date /

O -2.07 cOR -9 o
Aeare 28.08 i Py 2 3-0%-20\
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