CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTH3A

Cipia

Page1ofd4/Crp.1 134

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / laTa npouseoacrea:

Batch No / Cepusi Ne: 482119 Batch Quantity / Oobem cepun:  5848packs / ynaxopok
AR No / Ananutuueckuii oraer Ne : ARF/194/2022|Date of Analysis / aTta anaauza: 07.09.2022
08/2022 Date of Expiry / 'ogen no: 07/2025

Analysis performed according ND / Ananu3 nposeaén mo HII: T1 N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / Iloka3zarean

Ne Result / PesyabraTsl

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. / ILnockue kpyrmbie TabneTKH CO
CKOLIEHHBIMH KPasMH OT KOPHYHEBOTO 10 TEMHO-
KOPMYHEBOro LiBeTa ¢ Bkpamnenusamu. Ha oguoil
cropone Tabnertku BbiasiaeHo cnoso «CIPLA», Ha
APYTOii - MTHHHA Pa3IoMa.

2 Identification / [logmiaHOCTE

-

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBercTByeT Okpamnsanie aMMHAYHOTO pACTBOPA B KPACHBIN
AHTPaxXMHOHOBbIE [THKO3H/IBI 9
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteerctayeT chromatogram of the sample solution should
MeTtunnaparuapokcubensoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
YOCPKHBAHHA OCHOBHOIO MHKA HA XPOMATOrpaMMe
HCIBITYEMOTO PACTBOPA AOJDKHO COOTBETCTBOBATE
BPEMEHH YIePKHBAHHS OCHOBHOIO MHKA HA
XPOMATOrpamMMe CTaHAAPTHOI'O PAacTBOpa
MeTHimaparuapokcubensoata (pasnen
«Meruinaparugpoxcubensoar).

3 | Average weight / Cpennsis
Mmacea

188.77Tmg / 188,77mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
MNpumeyanwue: MpogykT cootBeTCTBYET TPeGoBaHUAM H/J

Conclusion : APPROVED /
3aknwoyenue: OQOBPEHO

Checked by QC In-Charge / gjpw
O

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

OokymeHT nposepeH OKK:
A

Date /

fara 0.9 2wz
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482119

Batch Quantity / O6bem cepum:

5848packs / ynakoBok

AR No / Auamurnueckuii oruer Ne: ARF/194/2022

Date of Analysis / lata ananuza: 07.09.2022

Date of Mfg / lata nponssoacrea:  08/2022

Date of Expiry / T'open no:

07/2025

Analysis performed according ND / Anann3 nposeaén no HJL: IINO13745/01-091017, Ham. Ne 1 o1 17.04.2020

Ne

Test / IlokazaTenn

Result / PesyabTaTns

Specification / Hopma

4 | Uniformity of weight /
OaHOpPOIHOCTE 1O Macce

Complies / CootsercTByeT

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

5 | Loss on drying / IToteps B 1.9%

Macce npH BbICYIIHBAHHH

NMT 6.0 % / He 6onee 6,0 %

Dissolution / 81 -90%

Pactsopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennozunos yepes 120 muu

Uniformity of Dosage units / AV =52

OHOPOAHOCTh AO3HPOBAHHA

The acceptability index forn=10 AV <L1.

In the case where the value of AV exceeds LL1,a
test is carried out on the following 20 samples. For
n=30

AV <L1. All values of xi must satisfy the
inequality:

[M-x1| 0,01 x L2 x M.

L1=15.0;L2=25.0.

ITokazarens npuemnemoct g n=10 AV <L1.

B ciyuae, ecnu 3Haderne AV npessiuaer L1,
MPOBOAAT HCTbITAHKE Ha cienyromunx 20 obpasuax.
Jna n=30 AV <L1. Bee 3Hauerus X1 10JDKHbI
YAOBJIETBOPATE HEPABEHCTRY

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

L1=15,0;1L2=250.

8 | Assay (Spectrophotometry)
Konuuectsennoe onpeneneHne
(CnextpodoromeTpus )

13,99mr/Tab

13.99mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
07112,15 go 15,53 mr (01 90,0 no 115,0 %)
CEHHO3MIOB B repecyeTe Ha ceHHo3na B B oxHoM
tabnerke.

Remarks : The Product conforms to ND/
Mpumeyvanwue: MNpoaykT cooTseTtcrayeT TpebosaHmnam HI

Conclusion : APPROVED /
3akntoyenune: OQOBPEHO

Checked by QC In-Charge / 2
LokymeHT npoeepeH OKK: o__ft-“p

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

BEHE

Date /

[ara: ©7 . 0q. 2022~

Date /

0 07-0% 2oz
ara:

FMQCO003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 '
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482119

Batch Quantity / O6bem cepuu:

5848packs / ynaxkosok

AR No / Anaautuyeckuii otger Ne: ARF/194/2022

Date of Analysis / /lara ananusza: 07.09.2022

Date of Mfg / Jlata npousBoacTea:  08/2022

Date of Expiry / I'ogen go:

07/2025

Analysis performed according ND / Ananus nposeaén no H/[: IT N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Result / PesyabTars! Specification / Hopma
Test / Ilokasaresn
9 | Content of Methyl 0.053mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Coneprxanune
MeTHanaparuapokcubensoara 0.053mr/rab
(BIKX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonorsueckas 4ucTota

10a) | Total Aerobic microbial count/
Obmee uncio a3pobHbIX 20 Not more than 10* cfu/ g / He 6onee 10* /r

MHKPOOPraHH3MOB

10b) | Total combined yeast and mould
count / OO1uee uucao

Not more than 107 cfu/ g /He Gonee 107 /r

<10
TMIIeCHEBBIX H J],pO)iOKeBb[X
rpubos
10¢) | Bile tolerant gram-negative Absent /OT1cyTCTBYIOT Not more than 10”/ g / He 6onee 10° /r
bacteria/ Ycroiiunsbie k
JIEHCTBHIO XKelTuH
rpaMoTpHUaTeibHble DakTepHH
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ a;cy'rcmue Blr
10¢) | Escherichia coli Absent /OtcyteTByior Absentin 1 g/ Orcyreteue B 1 1
100 | Salmonella Absent / OtcyTctBytoT Absentin 10 g / Orcyrctene B 10 g

Remarks : The Product conforms to ND/

MpumeyaHue: MNpogykT cooTBeTcTByeT TpeGoBaHuam HI

Conclusion : APPROVED /
3aknouenmne: OQOBPEHO

Checked by QC In-Charge / Lt o
o

[okymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ofobpeH OOK:

—

Date /

fara: 07. o9 ror2-

Date /
[ara:

070 crq

FMQC003-15-06

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

At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

482119

Batch Quantity / O6bem cepun:

5848packs / ynakoBok

AR No / Auanurnueckuii oruer Ne: ARF/194/2022

Date of Analysis / Jlata ananmza: 07.09.2022

Date of Mfg / Jlara npoussoacrsa:

08/2022

Date of Expiry / I'oaen no:

07/2025

Analysis performed according ND / Ananns nposeaén mo HJ[: I1 NO13745/01-091017, Ham. Ne 1 o1 17.04.2020

Ne Result / PesyasTaTs: Specification / Hopma
Test / lloka3zarenn
1 | e s Yianan Elazka%:térﬁl:g:f;a =20 bt Package / Ynakoska - 20 tablets in a bliste_r made _of
PVC/PE/PVDC film and three—l:_a.yer PVCfPEfPVDC film aqd alummum foil. 2
sloinisom foil 25 blissrswith |9 3 blisters and a patient information leaflet in a
25 patient info,rmation leaflets in G, SHBTI (0 blls_ﬁer mad&_a °fPV¢ :
g cartors. 1o 20 eabirion /PE/PVDC film amli alummum}fo:l, 25 blisters with
s 25 patient information leaflets in a carton. / TTo 20
e —— tabnerox B OaMCTED U3 NIEHKH TPEXCNOHHOMN
(romorensonol/ (IBX/IID/TIBX) 1 anmoMHHHEBOI d)c:nbrn. ITo 2
ORI SO PRRHGH) 1 w3 GnucTepa BMECTe ¢ HHCTPYKIHEH 110
amossmuenoti omLru, no 25 MIPHMEHEHHIO B KapToHHYIO nayky. [To 20 T:iﬁ.ne'rox
BABCTEPOB & KAPTOREYIO DAHEY B Gnucrep u3 TUICHKH MOMHBHHHDUIOPHIHOA
¢ BIoREEHeN 25 BHOTPYXIi (nonnamneneaou / IONMBHHMWIIIEHXIOPHIIHOM ) H
e — amoMuHEeBoi dosieru, no 25 6iucrepos B
KapTOHHYIO NAUKY C BAOKEHHeM 25 HHCTpYKUMi mo
NMPHMEHCHHIO.
12 Labeling / Mapkuposka According to ND /
B coorBercteum ¢ HJ
13 | Storage conditions / Yenosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temnepatype He
XpaHeHus sorme 25 °C.
14 Shelflife / Cpok rogrocTH 3 years / 3 roga

Remarks : The Product conforms to ND/
Npumeyanue: MpoaykT cootBeTcTByeT TpebosaHusam HJ

Conclusion : APPROVED /
3aknoyenme: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

IPE

[OokymeHT nposepeH OKK: iﬁft"o [NokymeHT oaobper OOK:
Date / Date /

3-2. (<5 Ly [ § .
[ava: Q7.-09. 20 Nara: 7-09%4: 2012~

FMQC003-15-06

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