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Cipia

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Page 1 of4/Crp. 1 uz 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust No :

482059

Batch Quantity / O6bem cepun:

5853 packs / ynakosok

AR No / Ananatsadeckuii orger No : ARF/118/2022

Date of Analysis / /lata ananusa: 21.05.2022

Date of Mfg / lara npousBoacrsa:

05/2022

Date of Expiry / T'ogen no:

04/2025

Analysis performed according ND / Anamus nposeaén mo HJI: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Iloxkazarens

Result / Pe3yabtaTsl

Specification / Hopma

Description / Omucanue

Complies / CootsercTeyer

Flat circular tablets from brown to dark-brown with
bevelied edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / [Tnockue Kpyribie TabneTku co
CKOIIEHHBIMH KPaAMH OT KOPHYHEBOIO OO TEMHO-
KOpHYHEBOro 1BeTa ¢ BKkpannenuamu. Ha ogHoit
cropone Tabnerin Beinasnero cnoso «CIPLA», ra
APYroii - IHHHA pa3jioMa.

Identification / TlonmHHHOCTE

2a)

Anthraquinone glycosides /

AHTanHHOHOBbIB rAKO3uOs!

Complies /
CootBercTByeT

Ammoniacal solution turns a reddish colour /
OxpalniBaHHe aMMHAYHOTO PacTBOpa B KPAaCHBII
LIBET.

2b)

Methyl Parahydroxybenzoate
(HPLCY/

Complies /
CootsercTByeT

Retention time of the principle peak in the
chromatogram of the sample solution should

Metunnaparuapokcubenzoar

(BIXKX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKHUBaHHA OCHOBHOTO MHKA HA XPOMATOrpaMMe
HCIIBITYEMOrO PacTBOpa I0JDKHO COOTBETCTBOBATD
BPEMEHH YIEPKUBAHUA OCHOBHOI'O MHKA Ha
XPOMATOIPaMMe CTAHAAPTHOIO PACTBOPA
MeTHImAparHapokcubenH3oara (pasaen
«MerunmnaparuapokcubeHsoar).

3 | Average weight / Cpenuss
Mmacca

188.28mg / 188,28 mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyuanme: MNpogykT cooteeTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknouenune: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / ™, 5, ] 7 4
HokymeHT npoeeper OKK: ‘5 Bl = OokymeHT ogobper OOK:

Date/ o 1,04 . 2022 Date / o Ve
[ara: Nara:
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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 ’




Cipia

CERTIFICATE OF ANALYSIS
N CEPTURUKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Tpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482059

Batch Quantity / Oobem cepun:

5853 packs / ynaxkopok

AR No / AnanuTugeckmii oraer Ne : ARF/118/2022|Date of Analysis / [lara amamusa:  21.05.2022

Date of Mfg / Jlata npoussoacrsa:  05/2022

Date of Expiry / I'ogen no:

04/2025

Analysis performed according ND / Ananus nposenén nmo HJL: I1 N013745/01-091017, M3m. Ne 1 o1 17.04.2020

Test / Hoxkazateas

Ne Result / PesyabTatsl

Specification / Hopma

4 | Uniformity of weight /
OJIHOPOIHOCTE MO MAcce

Complies / CooTseTcTBYET

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

OHOPOAHOCT 03HPOBAHUS

5 | Loss on drying / IToTeps B 2.4% NMT 6.0 % / He bonee 6,0 %
Macce MpH BEICYLIHBAHHH
6 | Dissolution/ 79 - 86% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosunos yepes 120 Mun
7 | Uniformity of Dosage units / AV =46 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
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.

Moxkasarens mpuemiaemocty st n=10 AV <L1.

B cnyuae, ecu 3Hadenue AV npesbimaer L1,
NpOBOISAT HCHIBITAHME Ha crenyrouiux 20 obpasuax.
Jlna n=30 AV <L1. Bce 3Ha4eHus Xi JOJKHBI
yAOBNETBOPATH HEPABEHCTRY!

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

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

8 | Assay (Spectrophotometry)
.| KonuuecTBEHHOE OIpeneeHne
(CniextpodoTomMeTpHs)

13.97 mg/tab /

13,97 mr/tad

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 %)
CEHROIHA0B B TIEPECUETE Ha CEHRO3HA B B 01RO
Tabnerxe.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTByeT TpebosaHuam H/

Conclusion : APPROVED/
3aknmouenue: OQOBPEHO

Checked by QC In-Charge I.f”?

Approved by QA In-Charge /

JNokymeHT nposepeH OKK: | €1 Crnt NokymenT ogobpex OOK: é\&
g:g’ o1 06,2021 Sy 2\ 0% 22
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CERTIFICATE OF ANALYSIS
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CEPTUOHKAT AHAJIU3A

Cipla

Page 3 ofd/Crp. 3z 4d

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482059

Batch Quantity / O6bem cepun:

5853 packs / ynakoBok

AR No / Apanurnaecknii oraer Ne: ARF/118/2022

Date of Analysis / laTa amanmsa: 21.05.2022

Date of Mfe / Jlara npomssoacrea:  05/2022

Date of Expiry / 'onen go:

04/2025

Analysis performed according ND / Anamms nposenén me HJI: TIN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Result / PesyanTaTni Specification / Hopma
Test / llokazaTens
9 | Content of Methyl 0.048 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)
Conepxanue :
meTuanaparuapokcudensoaTa 0.048 mr/Tab
(BXKX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoru4eckast 9ucToTa

10a) | Total Aerobic microbial count /
OBmree uncno a3podHBIX
MHKPOOPTaHU3MOB

20 Not more than 10* cfi/ g / He Gonee 10° /r

10b) | Total combined yeast and mould
count / OGmee uucio

Not more than 10” cfu/ g /He Gonee 10 /r

<10
MIIECHEBBIX H IPORIKEBBIX
rpubos
10 ¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10>/ g / He Gosee 107 /r
bacteria/ Ycroiiuusble K
NEHCTBHIO JKENYn
rpaMOTpULATENbHbIE OaKTepun
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ OtcyrctBue B 1 ©
10e) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrctBue B 1 T
10f) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / Orcyrcreue 8 10 g

Remarks : The Product conforms to ND/

NMpumeyarue: MpoaykT cootseTcTayeT Tpebosaruam HI

Conclusion : APPROVED /
3akntouenune: OOQOBPEHO

Checked by QC In-Charge /7>

Approved by QA In-Charge /

=

[lokymeHT nposepeH OKK: {3 )ttt [okymeHT of06peH OOK:
Date / Date / \ OG22
Hata: 1 f-gise3 A3s [ata:

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




Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOUKAT AHAJIM3A

Paged0fd/Crp. 4u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnst Ne: 482059

Batch Quantity / O6bem cepun:

5853 packs / ynakosok

AR No / Asanurngeckuii orger Ne : ARF/118/2022|Date of Anailysis / JiaTa ananmza: 21.05.2022

05/2022

Date of Mfg / Jlata npou3BoacTBa:

Date of Expiry / 'onen no:

04/2025

Analysis performed according ND / Anamis nposeaén mo HJI: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Resuit / PesynasTathl

Test / loxazarenn

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

6aHCTEp U3 [UIEHKH

(nonuaTHNEHOBOH/

10 NPHMEHEHHIO.

Package / ¥naxoska - 20 tablets

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

I10JIMBUHIIIXJIOPHAHOM

HOJHBHHANASHXTIOPHIHON) 1
aniOMHHHEBOH (osbry, mo 25
BiHCTEPOB B KAPTOHHYIO MaYKy
C BIIOXKEHHEM 25 HHCTPYKLIMH

Package / Ynakoeka - 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 OaAKMCTEP M3 IUIEHKH TPeXCNOoHHOMH
(TIBX/AID/MIBJIX) n amomunuesoil gomnbsru. ITo 2
i 3 brnucTepa BMECTE C MHCTPYKLHEH T10
NpUMEHEHHIO B KapTOHHYE0 nauky. [To 20 tabnerok
B GUIHCTED M3 MJICHKH MONHBUHUIIXJIOPUTHOH
(mONMATHIIEHOBO# / TIONMBUHUIIIEHXIOPHIHOMH) U
AMOMHUHHKEBOH (osbry, 1o 25 GnrcTepos B
KapTOHHYR Ma4Ky ¢ BAOKECHHEM 25 HHCTPyKuUHil MO
MPUMEHEHHIO.

12 Labeling / MapxupoBka According to ND /

B cooteercreuu ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHHA Boiue 25 °C.

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

3 years /3 roga

14 Shelf life / Cpox rogHocTH

Remarks : The Product conforms to ND/
NMpumeuanue: NMpoaykT coorsetcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3axnrouenue: OQOBPEHO

Checked by QC In-Charge( ,.
[okymeHT nposepeH OKK: @ leriae

Approved by QA In-Charge /
NokymenT ogobper OOK:

G-

Datet I i R e I S
Hata:

Date /
[ara:

> \VOS 22
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