Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIU3A
Page 1 of 4/ Crp. 1 13 4
Product: SENADE TABLETS 13,5 mg Ilpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 481164 Batch Quantity / Oobem cepun: 5849 packs / ynakoBox
AR No / Ananaragecknii orger Ne : ARF/210/2021|Date of Analysis / Jlara anamasza:  26.08.2021
Date of Mfe / Jlara npomssoacrea:  08/2021 Date of Expiry / I'ogen xo: 07/2024

Analysis performed according ND / Anamns nposenén o HJI: [TN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / HokazaTens Result / PesyabTaTnl Specification / Hopma

1 | Description / Omucanue Complies / CooTsercTByer 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. / IInockue kpyrnele Tabnerku co
CKOIUEHHBIMU KPasiMH OT KOPH4HEBOI'O 10 TEMHO-
KOPHYHEBOTO LIBeTa ¢ BKpamneHuamu. Ha onHoil
cropoHe Tabnerky BuiiasieHo cinoso «CIPLA», Ha
IpYTOi - MTHHUSA pa3sioMa.

2 | Identification / ITopnHHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
s CootserctByer g;cepTamnaaHne aMMHAYHOTO PACTBOPA B KPACHBIA
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY Cootrsercrayer chromatogram of the sample solution should
Merunmaparunpoxcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
yAepKUBAHHs OCHOBHOTO MTHKA HA XPOMATOrpaMme
HCIIBITYEMOIO pacTBOpa OOJDKHO COOTBETCTBOBATH
BPEMEHH YIeP:KHBAHHA OCHOBHOIO MMHKA HA
XpPOMAaTOrpaMMe CTaH/IaPTHOIO PacTBOpa
MeTHInaparuapokcubensoara (paszaen
«MeTtunmaparuapokcuOeHs3oar).

3 | Average weight / Cpennsis 190.48 mg / 190,48 mr 189.99 mg +7.5% / 189,99 mr +7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanwme: MNpoaykr cooteetcTeyeT TpebosaHuam HA | 3akniovenue: OQOBPEHO
Checked by QC In-ChargQB Approved by QA In-Charge / C
NokymeHT nposepeH OKK: % ane NokymeHT oaobpeH OOK: M
Date / Date / 2
A . cO%.
Taia: 26 08202 [ara: N-08 202
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHO®UKAT AHAJIN3A

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust No : 481164

Batch Quantity / O0bem cepum:

5849 packs / ynakoBok

AR No / Ananuragecknii orger Ne : ARF/210/2021|Date of Analysis / lara anammza: 26.08.2021

Date of Mfg / Jlara npomssoacra:  08/2021

Date of Expiry / I'ogen mo:

07/2024

Analysis performed according ND / Anams nposenés mo H/I: TT N013745/01-091017, M3m. Ne 1 or 17.04.2020

Ne Test / Iloxka3zarenn

Result / PesyabTars:

Specification / Hopma

4 | Uniformity of weight /
OnHOpOHOCTL MO Macce

Complies / CoorsercrByer

18/20 tablets NMT + 7.5 %/ 18/20 ue 6onee + 7,5
%
2/20 tablets NMT +15% / 2/20 e 6onee + 15%

OHOPOIHOCTH A03UPOBAHHA

5 | Loss on drying / IToteps B 25% NMT 6.0 % / He Gonee 6,0 %
Macce TPH BbICYITHBAHHH
6 | Dissolution / 79-88% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenue He menee 70 % (Q) cennosnaos 4epes 120 mMun
7 | Uniformity of Dosage units / AV=51 The acceptability index forn= 10 AV <L1.

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:

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

L1 =15.0; L2 =25.0.

[Tokasarens npuemnemoctd ansa n=10 AV <L1.

B cnyuae, ecnu 3Hauenne AV npepbsimaer L1,
MPOBOAAT HCIbITAHKE Ha crenyromux 20 obpasuax.
Ins n=30 AV <L1. Bce 3Ha4eHHA Xi HOJKHEI
VAOBIIETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuecrBeHHoe oOrmpenieneHHe

(CnexrpodoTomerpus)

14.14 mg/tab /

14,14 mr/rab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3M/IOB B IepecdeTe Ha CeHHO3HA B B onHOI
Tabnerke.

Remarks : The Product conforms to ND/
Mpumevanne: Mpoaykr cooreetcTayeT TpebosaHnam HJ

Conclusion : APPROVED /
3aknwuyenue: OQOBPEHO

Checked by QC In-Charg
[okymeHT npoeepeH OKK: an <

Approved by QA In-Charge /
HokymeHT ogobpex OOK:

W

Date /

26082021
Nara:

Date /

Nara 2.} 08 -9
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CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIN3A

Cipla

Page 3 of 4/ Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoxykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481164

Batch Quantity / O0bem cepun:

5849 packs / ynakosok

AR No / Apamaragecknii orger Ne : ARF/210/2021

Date of Analysis / lara anammsa:  26.08.2021

Date of Mfg / lara npomssoacrea:  08/2021

Date of Expiry / I'ogen jxo:

07/2024

Analysis performed according ND / Anamas nposenén no HJL: I[TN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / HokazaTens Result / PesyabTaThi Specification / Hopma
9 | Content of Methyl 0.047 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copnepxanue
MeTHnaparuapokcubensoara 0,047 mr/tab
(BIXKX)

10 | MICROBIAL LIMIT TEST/ MukpoOuonornyeckasi 4ucToTa

10a) | Total Aerobic microbial count /
O6mee uHcno a3poOHBX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MUKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10" cfu/ g /He Gonee 10° /r
count / Obmee 4ucao <10
IUIECHEBBIX U JIPOKIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OrcyTcTByIOT Not more than 10” / g / He Gosnee 10° /r
bacteria/ Ycroiiuuseie K
NEeHCTBHIO JKeI4H
rpamoTpuLaTeibHbie fakTepun

10d) | Staphylococcus aureus Absent /OrcyrersyioT Absentin 1 g/ Orcyrcreuer 11

10¢) | Escherichia coli- Absent /OtcyTcTByIOT Absentin 1 g/ Orcyrcteue B 1 1

100 | Salmonella Absent / OrcyrcTBYIOT Absentin 10 g / OrcyrcTBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteeTcTayeT TpebosaHuam HA

Conclusion : APPROVED /
3akntouenme: OAOBPEHO

Checked by QC In-Charge@

Approved by QA In-Charge /

OokymeHT npoeepeH OKK: Clame HokymeHT ogobpeH OOK:
Date / ) . Date/ 94 o%.202.4
[ara: 26,08 28al [ara: L e
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Cipla

Page 4 of 4/ Crp. 413 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481164

Batch Quantity / O6sem cepuu:

AR No / Apamarnuaeckuit orger Ne : ARF/210/2021

Date of Analysis / lata amannsza:  26.08.2021

Date of Mfg / Jlara npomssoacrea:  08/2021

Date of Expiry / I'onen no: 07/2024

5849 packs / ynakosok

Analysis performed according ND / Anamas nposenén o HJI: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / HoxazaTeanb

‘Result / PesyabTaThl

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

Bincrep U3 IUIEHKH

(nonuaTHIEHOBOH/

110 MPHUMEHEHHIO.

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

MOJIMBUHWIXJIOPUOHOH

MOJMBUHWINEHXIIOPHIHOI) 1
ayoMuHueBOi (osbry, mo 25
OnucTepoB B KAPTOHHYIO [TAYKY
C BJIOJKEHHEM 25 HHCTPYKLHMH

Package / Ynakoska - 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
TabeToK B GIHCTEp U3 IIIEHKH TPEXCIOHHOI
(IIBXAI2/MIBX) n amomunnesoil Gonsru, Ilo 2
wiu 3 BnucTepa BMeCTe C HHCTPYKLHEH 110
NpUMEHEHHIO B KapTOHHYIO nadky. ITo 20 Tabnetok
B GyIHCTEp U3 TUIEHKH MONUBHHUIIXIIOPHIHOH
(nonu3THNEHOBOH / IONMBUHUIIAEHXIIOPUIHON) U
IFOMHHHEBO# Goubry, 1o 25 6aucTepos B
KapTOHHYIO Na4Ky C BJIOXKEHHEM 25 MHCTPYKUME No
[PHMEHEHHIO.

12 | Labeling / Mapkuposxka According to ND /

B cooteercTeuu ¢ HJ

13 Storage conditions / Ycnous

XpaHeHHs Boiue 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe npH Temneparype He

14 Shelf life / Cpok rogHocTH 3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: Mpopykr cooteeTcTByeT TpebosaHnam HJ

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge@
NokymeHT npoeepeH OKK: Qme

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

WA

Date /

26 0820729
[ara:

Date /
[ara:

2 1-08-.2202\
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