Cipla

CERTIFICATE OF ANALYSIS
. CEPTHO®UKAT AHAJIN3A

Page 1l of 4/ Crp.1m34

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepnst Ne: 481135

Batch Quantity / O6bem cepim: 5850 packs / ynaxosox

AR No / Anammrugaecknii orger No : ARF/169/2021|Date of Analysis / lata anammsa: 23.07.2021

Date of Mfg / Jlara npomssoacrea:  07/2021 Date of Expiry / I'ogen no: 06/2024

Analysis performed according ND / Ananus nposenén mo HJI: TTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / lTokazarens

Result / PesyabTaTst Specification / Hopma

1 | Description / Onucanue Complies / CooTBercTyer 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 kpyribie Tabnerku co
CKOIIEHHBIMH KPasiMH OT KOPHYHEBOI'O 10 TEMHO-
KOPHYHEBOTO LBeTa ¢ BKparieHnsMu. Ha onnoii |
cropone Tabnetkn BeiasieHo cinoeo «CIPLA», na
APYTOH - IMHHA pa3noMa.

2 | Identification / IToauHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteercTByeT OxpamuBaHue aMMHAYHOTO PacTBOpa B KPacCHBII
AHTPAXHHOHOBbIE TTIHKO3HIIbI ’ iy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ ' Coorsercrryer chromatogram of the sample solution should
Mertunnaparuapokcubensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEPKHUBAHUA OCHOBHOIO MUKA HA XPOMATOrpaMMe
HCIBITYEMOTO PacTBOpa NOKHO COOTBETCTBOBATH
BPEMEHH YIePKHUBaHHA OCHOBHOTO MUKA Ha
XPOMAaTOrpaMMe CTaHIAPTHOTO PacTBOpa
MeTunnaparuapokcubensoara (paznen
«MerunmaparuapokcubeHsoar).

3 | Average weight / Cpennss
macca

187.81 mg / 187,81 mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumevanue: NpoaykT cooreeTcTayeT TpebosaHuaM HI | 3akniouenme: OQOBPEHO

g\lan e

Checked by QC In-Charge / (", ~
[HokymeHT npoeepeH OKK: \B

Approved by QA In-Charge./ [
HokymeHT ogobper QOK:

Date/ 5 3.0%7.2 6721
[ara:

Date / 22072072
[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

Tponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481135

Batch Quantity / O6nem cepun:

5850 packs / ynakoBox

AR No / Anamurudeckmii oraer Ne :  ARF/169/2021

Date of Analysis / Jlara apajmsa:  23.07.2021

Date of Mfg / lara npomssoacrsa:  07/2021

Date of Expiry / I'ogen no:

06/2024

Analysis performed according ND / Anamms nposenén mo HJI: TT1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazarean

Result / Pesyantarhbl

Specification / Hopma

4 | Uniformity of weight /
OpHOpPOOHOCTB 110 Macce

Complies / CooTBeTcTBYET

%

18/20 tablets NMT £ 7.5 % / 18/20 ne bonee = 7,5

2/20 tablets NMT £15% / 2/20 ne 6onee + 15%

OaHOPOIHOCTD IO3UPOBAHHS

n=230

inequality:

IM-xi| < 0,01 x L2 x

[M-xi| 0,01 x L2 x M.
L1=15.0,L2=25.0.
I[Tokazarens npuemnemoctd s n=10 AV < L1,

B cnyuae, e 3nadenne AV npeppiaer L1,
IPOBOAAT UCTIbITAHKE Ha ceayrolux 20 obpasax.
Jlnsa n=30 AV <L1. Bce 3HauenHs Xi TOKHbI
YHOBJIETBOPATL HEPABEHCTBY:

M.

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

5 | Loss on drying / IToteps B 1.5% NMT 6.0 % / He Gonee 6,0 %
MAacce MpHU BHICYITHBAHHH
6 | Dissolution / 82-90% NLT 70 % (Q) of sennosides in 120 minutes
PacTsopenune He menee 70 % (Q) cennosnnos uepes 120 Mun
7 | Uniformity of Dosage units / AV =50 The acceptability index forn=10 AV <LL

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For

AV <L1. All values of xi must satisfy the

8 | Assay (Spectrophotemetry)
KonuyecTBeHHOE OINpesie/ienHe

(CnexrpodoToMeTpus)

13.88 mg/tab /

13,88 mr/Tad

TabneTke.

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 a0 115,0 %)
CEHHO3U/IOB B MepecyeTe Ha CeHHo3ua B B onHOM

Remarks : The Product conforms to ND/
Mpumeyanue: MpoAYKT COOTBETCTBYET TpeboBaHMAM HO

Conclusion : APPROVED /
3akntouenune: OQOBPEHO

Checked by QC In-Charge

JokymeHT npoeepeH OKK: Clane

Approved by QA In-Charge /
JokymeHT ogobper OOK:

%ﬁﬁf

Date /

% e X R
[arta:

Date /

2.2 .07 201\
[arta:

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




Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIM3A
Page 3 of 4/ Ctp. 3 n3 4
Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 481135 Batch Quantity / O6nem cepun: 5850 packs / ynakosoxk
AR No / Ananaragecknii orger Ne : ARF/169/2021|Date of Analysis / lata anamasa:  23.07.2021
Date of Mfg / Jlara npomseoacrea:  07/2021 Date of Expiry / I'open no: 06/2024
Analysis performed according ND / Anams nposeaén mo HJL: I1N013745/01-091017, M3m. Ne 1 or 17.04.2020

Ne Test / IlokazaTean Result / Pesyabrarhbl Specification / Hopma.

9 | Content of Methyl 0.048 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/ .
Copepxanue
Merunnapamnpoxcu(ieusoara 0,048 mr/Tab
(BIXX)

10 | MICROBIAL LIMIT TEST/ Mukpofuonorudeckas YHcTOTA

10a) | Total Aerobic microbial count /
O6utee yucno azpobHbIX <10 Not more than 10* c¢fu/ g / He Gomee 10° /r

MHKpPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10 /r

count / OBmee yucao <10
[UIECHEBBIX H JPOKIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OrcyTcTBYIOT Not more than 10” / g / He 6onee 10° /r
bacteria/ Ycroiiuuseie k
TIEHCTBHIO HEJTIH
rpamoTpHuaTenbHbie DakTepHH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBue B 1 1
10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrctBue B 1 1
10f) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g /Orcyrctrue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanne: MNpoaykT cooTeeTcTByeT TpebosaHmsam HI | 3akntoveHne: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / z
JoxymeHT nposepeH OKK: 3 Nane HokymeHt oaobpeH OOK: %
B:ﬁ_‘;_’ 23072 52 ,EDl:'trZ'l 2.%.07-woz)

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

Hpoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 481135

Batch Quantity / O6nbem cepum:

5850 packs / ynakosok

AR No / Arasmraaecknii order Ne : ARF/169/2021 | Date of Analysis / /lata ananmza: 23.07.2021

Date of Mfe / lara uponssoacrea:  07/2021

Date of Expiry / I'onen no:

06/2024

Analysis performed according ND / Anamms nposenén mo HJI: TI N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / lokaszaTenn

Result / Pesyabrarsr

Specification / Hopma.

11 | Package / Ynakoska
in a blister made of

GJmcrep H3 MICHKH

(TIOMM3THIIEHOBO/

0 IPUMEHEHHIO.

Package / Ynaxoska - 20 tablets

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

MOJIHBHHUIIXTIOPHAHOH

TIOJTMBUHHUIIIEHXIOPUIHOM) U
amoMHHHEBOH (onbry, no 25
OIHCTEPOB B KAPTOHHYIO MAYKY
C BIOKEHHMEM 25 HHCTPYKIIMIH

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
TabneTok B OIHCTEp M3 IUIEHKH TPEXCIOHHOMH
(TIBX/IIDMIBAX) v amomuunesoit gomsry. o 2
unu 3 daHucTepa BMECTe ¢ MHCTPYKIHEH Mo
IPUMEHEHHIO B KapTOHHYO nmayky. ITo 20 taGnerok
B ONIHCTEp M3 TUIEHKH [I0JIHBHHHITXJIOPHIHOMH
(monuaTHIEHOBOIT / NONMBUHUIIEHXIOPHIHOIN) 1
aMOMHHHEBOH Qonbry, mo 25 Ginrctepos B
KapTOHHYIO Ma4Ky C BIOKEHHEM 25 HHCTPYKLHH 10
NPHUMEHEHHIO.

12 Labeling / Mapxuposxka According to ND /

B coorsercTBuu ¢ HJJ

13 Storage conditions / Yciosus

XpaHeHH:A Boire 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temmneparype He

14 Shelf life / Cpok roguocTr 3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumeyanwue: [NpoaykT cooTeeTcTByeT TpebosarHuam H

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge /

JokymeHT nposeper OKK: eV ein <

Approved by QA In-Charge /
HokymeHT ogobper OOK:

Date /

Hav: 23-07-20131

Date /

Dapgs ST R
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