Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOPUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 481169

Batch Quantity / O0bem cepuu:

5851 packs / ymaxkoBok

AR No / Anaanmimaeckmit oraer Ne : ARF/217/2021|Date of Analysis / lara amamuza: 31.08.2021

Date of Mfe / lara mpoussoacrsa:  08/2021

Date of Expiry / I'ogen go:

07/2024

Analysis performed according ND / Anamus nposengs no HJL; 11 N013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Test / Iloka3zarens:

Result / PesyasTarnl

. Specification / Hopma

1 | Description / Onucanue

Complies / CooTsercTBYET

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. / TInockue Kpyribie TabIETKH CO
CKOLIEHHBIMH KPasiMH OT KOPHYHEBOTO /10 TEMHO-
KOPHYHEBOrO LBeTa ¢ BKkpannenusmu. Ha opHoi
cropoHe TabneTky BeigasieHo cnoso «CIPLA», Ha
IPYTOit - TUHHUA Pa3IoMa.

2 | Identification / ITognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T —— CooTBeTCTBYET LO[:;&HIHB&HHB aMMMa4HOrO pacTBOpa B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBETCTRBYET chromatogram of the sample solution should
MerunnaparuipoKCHOeH30aT corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepsKHUBaHIs OCHOBHOIO ITHKA Ha XpOMAaTOrpamme
HCIBITYEMOTO PACTBOpPA NOIDKHO COOTBETCTBOBATh
BPEMEHH y/Iep:KUBAHHA OCHOBHOTO TMHKA HA
XpPOMaTOrpaMMe CTaHIapTHOTO pacTopa
MeTunnaparuapoxcudensoara (pasnen
«MeTtunmnaparuapokcubensoar).

3 | Average weight / Cpennsist
macca

187.25 mg / 187,25 mr

189.99 mg +7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
Npumeuanue: MNpoaykT cootBeTcTByeT TpebosaHuam Hl

Conclusion : APPROVED /
3aknoyenue: OOOBPEHO

Checked by QC In-Charge (KB
JlokymeHT nposepeH OKK: tlane

Approved by QA In-Charge /
HokymeHT opobpeH OOK:

G

Date / 5| V022021
Hara:

Date /

o 0\.09-202\

FMQC003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTHOHUKAT AHAJIN3A

Page2 of 4/ Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnsi Ne: 481169

Batch Quantity / O0bem cepan:

5851 packs / ynakoBok

AR No / Ananurmgecknii orger Ne : ARF/217/2021|Date of Analysis / JlaTra ananusza: 31.08.2021

Date of Mfg / Jlata nponssoacrea:  08/2021

Date of Expiry / I'oxen mo:

07/2024

Analysis performed according ND / Anamis nposenén o HJL: ITTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Iloka3zaTenn

Result / PesyabTaTe:

Specification / Hopma

4 | Uniformity of weight /
OnHOpOIHOCTE MO Macce

Complies / Coorsercrayer

18/20 tablets NMT + 7.5 % / 18/20 ne 6onee +7.5
%
2/20 tablets NMT £15% / 2/20 e 6Gonee + 15%

OxHOPOXHOCTb AO3HPOBAHHA

5 | Loss on drying / IToTeps B 1.3 % NMT 6.0 % / He Gonee 6,0 %
Macce TMpH BBICYIIHBaHUH
6 | Dissolution / 83-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennosunos uepes 120 mux
7 | Uniformity of Dosage units / AV=47 " 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=250.

IToxazarens npuemnemoctd s n=10 AV <L1.

B cnyuae, ecnu 3nauenue AV npessimaer L1,
MPOBOAAT HCIBLITAHME Ha cnenyomnx 20 obpasuax.
Ins n=30 AV <L1. Bce 3HaueHus Xi JOMKHbBI
YAOBNETBOPATL HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonwuecTtseHHoe onpeneneHue
(CnekrpodoTomerpus)

13.90 mg/tab /

13,90 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 po 15,53 mr (o1 90,0 no 115,0 %)
CEeHHO3MIOB B NepecyeTe Ha CeHHO3ua B B oaHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykr cootsercteyeTt TpebosaHuam HI

Conclusion : APPROVED /
3aknroueHue: OOBPEHO

Checked by QC In-Charg
[okymeHT nposepeH OKK: \B cln €

Approved by QA In-Charge /
HokymeHT ogobper OOK:

B

Date/ LOR - 2
e 31 R Ky

Date /

Owo4-202)
Hara:

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®UKAT AHAJIM3A
Page3 of4/Crp.3m3 4
Product: SENADE TABLETS 13,5 mg Hponykr: CEHA,I[E®, TABJETKH 13,5 mr
Batch No / Cepust Ne: 481169 Batch Quantity / O6bem cepun: 5851 packs / ynakoBok
AR No / Ananutuyeckmii orqer Ne : ARF/217/2021 | Date of Analysis / Jlata anamza: 31.08.2021
Date of Mfg / lara npoussoncra:  08/2021 Date of Expiry / I'ogen go: 07/2024
Analysis performed according ND / Ananms nposenéa mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020
Ne Test / IlokazaTens Result / PesyasTaTs Specification / Hopma
9 | Content of Methyl 0.041 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepxanue
METHITIAparuIpoKcHben3oaTa 0.041 mMr/Ta6
(BOXX) ’

10 | MICROBIAL LIMIT TEST/ MukpoGroiornyeckas 4HCcTOTa

10a) | Total Aerobic microbial count /
O0wee uncio a3poOHBIX 10 Not more than 10* cfu/ g / He 6omnee 10* /r

MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He 6onee 107 /r
count / Obwee yucno <10
ILJIECHEBbIX U JAPOHEKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OtcyTeTBYIOT Not more than 10” / g / He Goaee 10% /r
bacteria/ Ycroiiunseie k
JEHCTBHIO *eITUH
rpaMoTpHLaTensHele HakTepuH

10d) | Staphylococcus aureus Absent /OrcyrcTByIOT Absentin 1 g/ OrcyrcrBue B 1 1
10¢) | Escherichia coli Absent /OrcyreTByIOT Absentin 1 g/ OrcyrcrBue B 1 r
109) | Salmonella Absent / OtcyrcTByIoT Absent in 10 g / Orcyrereue 8 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanume: MNpoaykr cooteetcTayeT TpebosaHnam HI | 3aknovenme: OJOBPEHO

Checked by QC In-Charge /. Approved by QA In-Charge /

HokymeHT npoeeper OKK: N oan € [okymeHT onobpeH OOK: %;
Date/ 7 1.0%8.2.029 Date / O \\o9 202

Hara: Harta:

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Indla
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page4 of 4/ Crp. 4m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

481169

Batch Quantity / Oobem cepun:

5851 packs / ynakosox

AR No / Anannragecknii oraer No :

ARF/217/2021|Date of Analysis / /lara ananusa: 31.08.2021

Date of Mfg / Jlata npoussojacrsa:

08/2021

Date of Expiry / I'oxen no:

07/2024

Analysis performed according ND / Asamas nposeagn mo H/L: 11 N013745/01-091017, Mi3m. Ne 1 ot 17.04.2020

Ne Test / IlokazaTens Result / Pe3yabTaThb Specification / Hopma
11| Reglenge/ Yansnay ila:iai%;éryn:[:g:zl;‘a ~20 tablets Package / Ynakosxa - 20 tablets in a blistgr made 'of
PVC/PE/PVDC film and three—lf'iyer PVC/PE/PYDC film aqd alummu_m foil. 2
ahisiiang Bil 25 blisters with,  [9F 3 blisters and a_pat:eqt information leaflet in a
25 patient inf(;rmation leaflets in |S3r1O- 20 tibicnin & bhsger madf? OfPVF: ;
o asiton. TIb 20 FiBHeTois /PE[PYDQ film anq alummum'foﬂ, 25 blisters with
GuCTep M3 MeHKH 25 patient information leaflets in a cartor‘l‘. /TTo 20
O MMBHHATKGDHIHON TabneTok B GNHCTED U3 MIEHKH Tpf.‘;XCJlOHHOfI
(roNMATHNIEHOBOH/ (IIBX/IID/MIBJIX) v amOMHHHEBOH (b?ﬂbl‘ld. Ilo 2
OB HEE X IOPHITHORN) wiu 3 GIEcTepa BMECTe ¢ MHCTPYKIHeH 1o
ATOMHHHEBOH BOTBIH, 110 25 IPUMEHEHHIO B KapToHHYyIo nadky. I[To 20 Ta:6.nerorc
BmEcTepOB B KapTOHHy,IO e B GnHCTEp M3 TJIEHKH NMOJIMBHHILTXIOPHIHOM
¢ BIOmeHEN 25 HECTpy I (HOJ]HBTHJ‘ICHC:BOFI / MOMMBHHUIIEHXIOPUAHOMN) H
T — AMFOMHHHEROH (onbry, no 25 GiucTepos B
' KAPTOHHYIO MAYKy C BIOXKEHHEM 25 MHCTPYKIHMEH 1o
= NPHMEHEHHIO,
12 | Labeling / MapkupoBka According to ND /
B cootrsercTBum ¢ HJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu TemnepaType He
XpaHeHUs Beie 25 °C.
14 Shelf life / Cpok rogsocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyvanme: MNpoaykT cooTeeTcTRyeT TpebosaHnam HI

Conclusion : APPROVED /
3aknroueHue: OOOBPEHO

Checked by QC In-Charge /" 5\
JlokymeHT nposepeH OKK: \}3 Qam €

Approved by QA In-Charge /
NokymeHT opobpeH OOK:

et

Date / 21:08 202
[ara:

Date /
[ara:

O1.09 202

FMQCO003-15-06
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