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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIHU3A

Page 1 of4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Iponyxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

482058

Batch Quantity / O6bem cepum:

5851 packs / ymakoBok

AR No / Ara;mtagecksil orger Ne : ARF/117/2022

Date of Analysis / lara anammza:  19.05.2022

Date of Mfg / /lata mpon3soacrsa:

05/2022

Date of Expiry / I'onen mo:

04/2025

Analysis performed according ND / Anamns uposeaén mo H/L: I1 N013745/01-091017, HU3m. Ne 1 ot 17.04.2020

No

Test / lloxazareas

Result / PesyabTathi

Specification / Hopma

Description / Oniucanue

Complies / CootsercrByer

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 xpyrisie TabneTku co
CKOLUCHHBIMH KpasiMH{ OT KOPUYHEBOIO J10 TEMHO-
KOPHYHEBOIO LiBeTa ¢ BKparuieHnami. Ha onHol
cropoue Tabnerky BeimasieHo cnoso «CIPLA», Ha
ApYroii - THHHUA pasnoma.

2 | Identification / TTomnuHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
S —r— CootsercTayer 1(I);e;’)raunr{BaHHe aMMHa4YHOrO pacTBOpa B KPacHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTtBercTByeT chromatogram of the sample solution should
MerunnaparuapokcHoeH3oar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEPIKUBAHHA OCHOBHOTO IHKA Ha XPOMATOIrPaMMe
HCIIBITYEMOTO PAaCTBOPA HOJKHO COOTBETCTBOBATD
BPEMEHH YIepKUBAHUA OCHOBHOI'O ITHKA Ha
XpOMaTorpaMMe CTaHAAPTHOINO pacTeopa
MmeTunnaparuapokcubensoara (pasaen
«MerunnaparupoxcubeH30ar).

3 | Average weight / Cpennss
macca

188.63mg / 188,63mr

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

Remarks : The Product conforms to ND/
Mpumeyanwue: Mpoaykr coorBetcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknouyenne: OQOBPEHO

Checked by QC In-Charge /

AW e Approved by QA In-Charge /
HoxkymeHT nposeper OKK: HokymeHT opobper OOK:
Datel . OS“ o 1 - [ SR SR Datel —O . Z‘Z—
Hara: | 9 [HaTa: Vel
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTU®HUKAT AHAJIM3A

Page2 of 4/ Crp. 2 3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482058

Batch Quantity / O6bem cepun:

5851 packs / ynakoBok

AR No / Anasuraaeckuit oraer Ne : ARF/117/2022 | Date of Analysis / Jiara ananmza: 19.05.2022

Date of Mfg / Jlara npoussoacrBa:  05/2022

Date of Expiry / I'ozen no:

04/2025

Analysis performed according ND / Anamus nposenén o HJI: [T N013745/01-091017, U3m. Ne 1 ot 17.04.2020

Test / MMoxkazarens

Ne Result / Pesyastare:

Specification / Hopma

4 | Uniformity of weight /
OnHOpoOAHOCTE MO Macce

Complies / Cooreercrayer

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

OnHOPOIHOCTE A03HPOBAHKS

5 | Loss on drying / IToteps B 2.1% NMT 6.0 % / He bonee 6,0 %
MaccCe np# BbICYIHHBaHHH
6 | Dissolution / 81 - 90% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennosuznos gepes 120 Mun
7 | Uniformity of Dosage units / AV=55 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=25.0.

IToxazarens npuemnemoct st n=10 AV <L 1.

B cnyuae, ecnu 3nauenue AV npessimaer L1,
MIPOBOMSAT UCIIBITAHKE Ha caeayromux 20 odpasnax.
Ja n=30 AV <L1. Bce 3HaueHHs Xi HOIKHbI
YAOBJIETBOPATE HEPABEHCTRBY:

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

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

Mpumeyanue: [NpoaykT cooTBeTcTByeT TpeboBaHuaM Hl

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHOE OTIpefieieHHe 13.94 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodroTomerprs) Ot 12,15 po 15,53 mr (ot 90,0 mo 115,0 %)

13,94 mr/tab CEeHHO3HMOB B repecyeTe Ha ceHnosun B B onmo#
Tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3aknoueHue: OO0OBPEHO

O) e

_-—

Checked by QC In-Charge [ =~
\Ig

Approved by QA In-Charge / -
DokymeHT 0gobpeH OOK: %ﬁl/g’

Date’/

JokymenT nposepeH OKK:
O S‘" - T s T
Hara: 19

Date /

\Ac0S-2021
Hara:
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHO®UKAT AHAJIN3A
Page 3 of 4/ Crp.3 m3 4
Product: SENADE TABLETS 13,5 mg Ipopykr: CEHAQEE, TABJETKMH! 13,5 mr
Batch No / Cepust No: 482058 Batch Quantity / O6bem cepra: 5851 packs / ynakosok
AR No / Anamarageckmii order Ne : ARF/117/202Z | Date of Analysis / lara anamsa:  19.05.2022
Date of Mfe / lara npoussoacrsa:  05/2022 Date of Expiry / Tonen no: 04/2025

Analysis performed according ND / Ananms nposenén mo HJI: [TN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / PeayabTarss Specification / Hopma

Test / llokazarennb

9 | Content of Methyl 0.053 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/ .
Conepxxanue
meTuianaparuapokcudensoara 0,053 mr/ab
(BOXKX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoruueckasi 4HcTOTa

102) | Total Aerobic microbial count /
OG1ee uucno a3pobHbIX 20 Not more than 10* cfi/ g / He Gonee 10* /r

MHKPOOPTaHU3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 107 /r
count / O6wee uucso <10
IIECHEBBIX H JAPONOKEBBIX
rpubos

10¢) | Bile tolerant gram-negative. Absent /OrcyTeTBYIOT Not more than 107 / g / He Gonee 10” /r
bacteria/ YcroituuBbie K
LNEHCTBHIO YKETUH
rpaMOTpHIATENbHbIE OaKTePHH

10d) | Staphylococcus aureus Absent /OrcyTcTByioT Absent in 1 g/ OtcyrctBue B 1 ¢
10¢) | Escherichia coli Absent /OtcyTcTByIOT Absent in 1 g/ OrcyrcrBue B 1 ¢
109) | Salmonella Absent / OtcyTeTByI0T Absentin 10 g / OrcyrcrBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
NMpumeyanume: Mpoaykr cooteeTcTayeT Tpebosanuam HI | 3akniouenne: OQOBEPEHO

Checked by QC In-Charge [, Approved by QA In-Charge /

NokymenT npoeepeH OKK: ‘12 N e HokymeHT ogobBpen OOK: C@]ﬁ
Date / Q.05 1022 Date / \4.05 -2©02-2

Oara: Oara:

FMQCO003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTHOHUKAT AHAJIM3A

Paged4of4/Crp.4m3 4

Product: SENADE TABLETS 13,5 mg

MNpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482058

Batch Quantity / Oobem cepum:

5851 packs / ymakoBok

AR No / Anajmrngeckunii order Ne : ARF/117/2022|Date of Analysis / Jlara ananmza: 19.05.2022

Date of Mfg / /lara nponssoacrsa:  05/2022

Date of Expiry / I'onen no:

04/2025

Analysis performed according ND / Anasms nposeaén no H/[: ITTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / IloxkazaTens

Ne Resuli / PesyabtaTs:

Specification / Hopma

11 | Package / Ynakosxa
in a blister made of

biucrep U3 MIEHKH

{nonus>THIEHOBOH/

10 MPHUMEHEHHIO.

Package / Ynaxoexka - 20 tablets

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

ﬂOJ‘IHBHHHJTXJIOpHZIHOi“I

NONHBHHHIIIEHXJIOPHIHOMN) H
atOMHHHEBOH QoJbry, no 25
fnucTepoB B KAPTOHHYIO NAuKy
C BJIOJKEHHMEM 25 HHCTPYKIHIA

Package / Ynakonka - 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
Tabnerok B GnucTep M3 MIEHKH TPeXCIOHHOM
(IIBX/TIDMIBAX) u amomunneroii domneru. ITo 2
uH 3 GiucTepa BMeCTe ¢ HHCTPYKUHEH Mo
NPHMEHEHHIO B KapToHHYI0 mauky. [To 20 tabrerok
B OAMCTED M3 MIEHKHM NOMMBUHUIXIOPHUIHON
(nonMaTHNEHOBO! / MONHBHHHILIEHXJIOPH/IHOMH) 1
anoOMUHHEBOH Gosbry, 1o 25 GnucTepos B
KapTOHHYIO Ma4Ky C BIOXKEHHEM 25 HHCTPYKLHIi 1O
MPHMEHEHHIO.

12 Labeling / MapkupoBxa According to ND /

B coorsercreun ¢ HJI

B Storage conditions / Ycnosus

XpaHEeHHS Bbiie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecTe rmpH Temneparype He

14 | Shelflife / Cpok FOAHOCTH 3 years / 3 roza '

Remarks : The Product conforms to ND/
Npumeyanwme: MpoaykT cootseTcTBYET TpebosaHuam H

Conclusion : APPROVED /
3aknroyenue: OQOBPEHO

Checked by QC In-Charge,
Hokyment nposepeH OKK: \\3 6) lcue

Approved by QA In-Charge /
DokymeHT ogobpeH OOK:

B

Date / 1 = (A 0 T S T e o I L
[arta:

Date /

Jara: YOS = 2002
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