Cipla

CERTIFICATE OF ANALYSIS
* CEPTUOUKAT AHAJIM3A
- Page 1 of 4/ Crp. 1 m3 4
Product: SENADE TABLETS 13,5 mg INponykr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepust No: 481190 Batch Quantity / Oonem cepun: 5846 packs / ynakorox
AR No / Ananurimgecknii oraer Ne: ARF/249/2021 | Date of Analysis / Jlara anannsa: 06.10.2021
Date of Mfe / ara npomssoxersa:  09/2021 Date of Expiry / T'oxen no: 08/2024

Analysis performed according ND / Anamus nposeaén mo H/I: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hokazarean Result / PesyabTarb! 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. / [Inockue kpyrneie Tabrerku co
CKOLIEHHBIMH KPasMH OT KOPHYHEBOI'O JI0 TEMHO-
KOPUYHEBOTO I[BeTa ¢ BkpareHusmMu, Ha onHol
cropoiie Tabnerku BbigasieHo cnoso «CIPLA», Ha
IOpYro# - IHHHUA pa3jioMa.

2 Identification / [TognuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
SO ——— Coorsercrayer S:g:muaaﬂue AMMHAYHOIO PACTBOPA B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / - Retention time of the principle peak in the
(HPLC)/ CooreercTByeT chromatogram of the sample solution should
Mertunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahvdroxybenzoate») / Bpems
YIEepIKHBAHHA OCHOBHOTO IHKA HA XPOMATOrpaMme
HCIBITYEMOT'O PacTBOPA AOJDKHO COOTBETCTBOBATH
BpEMEHH YAEPXHBAHHUA OCHOBHOTO MUK HA
XpOMaTorpaMMe CTaHAapTHOIO pacTBopa
MeTunaparuapokcubensoara (pasnen
«MetunnaparuapokcubeHs3oar).

3 | Average weight / Cpenmsis 19232 mg/ 192,32 mr 189.99 mg +7.5% / 189,99 mr +7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpoaykt cooteetcTayeT TpebosaHuam HI | 3aknouyenne: OQOEPEHO
Checked by‘pC In-Charge / Approved by QA In-Charge / %’;
DokymeHT nposepeH OKK: % HokymeHT opnobpeH OOK:
Datel OG\O&OZ—I Datef 0&.(0,?/0"],\
Nata: Hara:
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Cipla

CERTIFICATE OF ANALYSIS
= CEPTUDHUKAT AHAJIM3A

Page2 of 4/ Crp. 2 w3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJAETKH 13,5 mr

Batch No / Cepust No: 481190

Batch Quantity / O6bem cepun:

5846 packs / ynaxesok

AR No / Anamarindecknii oruer Ne :  ARF/249/2021|Date of Analysis / laTa amamma: 06.10.2021

Date of Mfg / lata npomssoncrea:  09/2021

Date of Expiry / I'ogen go:

08/2024

Analysis performed according ND / Anasms nposenén mo HJI: I1 N013745/01-091017, Mzm. Ne 1 ot 17.04.2020

No Test / Tloxkaszarennb

Result / PesyabTaTst

Specification / Hopma

4 | Uniformity of weight /
OnHopomHOCTD MO Macce

Complies / Coorrercreyer

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
%
2/20 tablets NMT +15% / 2/20 ue Gonee + 15%

OnHOPOIHOCTE NO3UPOBAHKA

5 | Loss on drying / IoTeps B 2.3% NMT 6.0 % / He Gonee 6,0 %
Macce MMPH BLICYIIHBAHIH
6 | Dissolution / 80-89% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cennosunos 4epes 120 Mun
7 | Uniformity of Dosage units / AV =46 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 <LI1. All values of xi must satisfy the
inequality:

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

L1=15.0;L2=250.

IMoxaszarens npuemnemoct a1 n=10 AV <L1.

B cnyuae, ecii 3Hauenue AV npesbimaer L1,
MPOBOMIAT HCIbITAHHE Ha cneayromux 20 obpasmax.
Ans n=30 AV <L1. Bce 3Hauenus Xi JOIKHBI
YAORIETBOPATE HEPABEHCTRY:

[M=xi] 0,01 x L2 x M.

L1=15,0;12=25,0.

8 | Assay (Spectrophotometry)
Konuyectsennoe omnpenenexie
(Cnexrpodoromerpus)

14.23 mg/tab /

14,23 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 (ot 90,0 mo 115,0 %)
CEHHO3HIIOB B NepecyeTe Ha CEHHO3MA B B onHOI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTCTBYET TpebosaHam HJ

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

B

[HokymeHT npoeeper OKK: % HokymeHT ogobper OOK:
Date / ] Date / ;

; : 3 2072\
o 06-10-202] Al Ot o
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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




CERTIFICATE OF ANALYSIS
s CEPTUOUKAT AHAJIN3A

Cipla

Page3 ofd/Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481190

Batch Quantity / O6bem cepun:

5846 packs / ynakoBok

AR No / Ananurudecknii orger No :

ARF/249/2021 | Date of Analysis / laTa amammsza: 06.10.2021

Date of Mfg / lara npomssoacrea:  09/2021

Date of Expiry / I'omen no:

08/2024

Analysis performed according ND / Anasmas niposenén mo H/L: TIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

No Test / Iokazarean Result / Pe3yabrarst Specification / Hopma
9 | Content of Methyi 0.048 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copepsxanue
MeTHIMAparkupoKcHOeH30aTa 0.048 3irtra6
(BDXKX) j

10 | MICROBIAL LIMIT TEST/ Mukpobunonoruyeckas 4HCTOTA

10a) | Total Aerobic microbial count /
O6mee yucio a3poOHBIX 30 Not more than 10° cfi/ g / He 6onee 10° /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / Obuiee 4ucno <10
TUTECHEBBIX H JAPONOKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTCYyTCTBYIOT Not more than 10* / g / He Gonee 10” /r
bacteria/ Ycroiiuuseie K
NEeNCTBUIO HKETUH
rpaMoTpULATENIBHEIE DaKTepHN

10 d) | Staphylococcus aureus Absent /OTCYyTCTBYIOT Absentin 1 g/ OtcyrcTBHEe B 1 T

10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrctBue B 1 1

100 | Salmonella Absent / OTcyTeTBYIOT Absent in 10 g /Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteeTcTByeT TpeboBaHnam H

Conclusion : APPROVED /
3aknwyenne: OOBEPEHO

Checked by C In-Charge / 9 é

Approved by QA In-Charge /
OokymeHT opobpeH OOK:

B

DokymeHT nposepeH OKK:
06 i0-202

Date /
Hara:

Date /

P {0+ 20722
Nara: 6
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Cipla

a CERTIFICATE OF ANALYSIS
CEPTUOHNKAT AHAJIM3A

-

Paged4 of4/Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481190

Batch Quantity / Oobem cepiin:

5846 packs / vilakoBok

AR No / Ananuraaeckuii oraer Ne : ARF/249/2021|Date of Analysis / lata apanusa: 06.10.2021

Date of Mfg / Jlara npomssoacrsa:  09/2021

Date of Expiry / I'onen jo:

08/2024

Analysis performed according ND / Anamus nposenén mo HJL: T1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / llokazaTenn

Result / PesyasTarsl

Specification / Hopma

11 | Package / Yraxoska
in a blister made of

faMcTep U3 TUIEHKH

(nonusTHIEHOBOH/

10 NPUMEHEHHIO.

Package / Ynaxoska - 20 tablets

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

MOJHBHHUIIXJIOPHIHOM

TTOIMBHHIUTIEHXIOPHATIOH) H
AMIOMHHHAEBOI GONBrH, Mo 25
GIHCTEPOB B KAPTOHHYIO Ma4Ky
C BIOYKEHHEM 25 HHCTPYKLIMH

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
Tabnerox B GrucTep M3 TUIEHKH TPeXCIoHHOH
(MIBX/MID/TIBJX) u amomuauesoit Gonsra. [lo 2
w4 3 GaucTepa BMECTe ¢ HHCTPYKLUMEH 110
IpUMEHEHHIO B KapToHHyo nauky. ITo 20 tabnerok
B GIHCTEp U3 TUIEHKH TIOJIMBHHUITXIOPHAHOH
(MONMATHIIEHOBOI / OTMBUHUIIEHXIOPH/HOMH) H
anroMuruesoil onery, no 25 6nucTepos B
KAPTOHHYIO [A4Ky C BIOXKEHHEM 25 MHCTPYKUHI 10
TIPUMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /

B coorsercTeuu ¢ HJJ

13 Storage conditions / Ycnosus

XpaHEeHHs soie 25 °C.

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

14 Shelf life / Cpox rogHocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTBeTcTByeT TpeboBaHNAM HAO

Conclusion : APPROVED /
3aknroyenue: OOQOBPEHO

Checked by {IC In-Charge / %

Approved by QA In-Charge /
DokymeHT ogobper OOK:

Pt

Date /

HokymenT ripoBepeHd OKK:

Date /

L0 202
Lara: BguE
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