Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTH3A

Page10f4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne :

482100

Batch Quantity / O6sem cepun:

5850packs / ynakoBok

AR No / Ananurnuecknii otuer Ne: ARF/171/2022

Date of Analysis / lata ananusa: 04.08.2022

Date of Mfg / laTa npoussoacTBa:

07/2022

Date of Expiry / I'ogen no:

06/2025

Analysis performed according ND / Ananus nposenén no H/I: I1 N013745/01-091017, Uam. Ne 1 ot 17.04.2020

Test / Ilokazareib

Result / PesyabTars! -

Specification / Hopma

Description / Onucaxue

Complies / Cooteercryer

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 kpyrasie Tabnetkn co
CKOLIEHHBIMH KPAsiMi OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO I1BeTa ¢ BKpareHusmu. Ha onHoit
cropone Tabnetkn BeinaBneno crnoso «CIPLAy, na
IPYTOH - TMHUS Pa3ioMa.

Identification / TlopnuuHOCTE

2a)

Anthraquinone glycosides /

AHTPaXHHOHOBBIE TIIMKO3H/IBI

Complies /
CooTtBeTcTBYET

Ammoniacal solution turns a reddish colour /
OkpamMBanue aMMHAYHOTO PACTBOPA B KPACHBIH
LBET. :

2b)

Methyl Parahydroxybenzoate

Complies /

Retention time of the principle peak in the

(HPLC)/

MertunnaparuapokcubeH3oar

(BOXKX)

CootsercTByeT

chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIaepKHBAHUSA OCHOBHOIO TTHKA Ha XPOMATOrpaMMe
MCIBITYEMOTO PaCTBOPA MOJDKHO COOTBETCTROBATh
BPEMEHH YIePIKUBAHHS OCHOBHOIO [MHKA Ha
XpOMATOrpaMMe CTAHAAPTHOTO PacTBOpa
meTHanaparuapokcubensoara (pasaen
«MeTrimaparunpokcubensoar).

3 | Average weight / Cpenusis
macca

186.10mg / 186,10mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumevanume: MpoaykT cooTseTcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3axknwuenne: OQOBPEHO

Checked by QC In-Charge N
[okymeHT nposepeH OKK: @1@_—&

Approved by QA In-Charge /
[okymeHT oaobpeH OOK: %

Date /

figte; 1 Wl T X - R

Date /

ata: OS .o8-1o2 -
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482100

Batch Quantity / O6bem cepuu:

5850packs / ynakoBok

AR No / Ananutnuecknii otuer Ne: ARF/171/2022

Date of Analysis / lara ananmsa: 04.08.2022

Date of Mfg / Jlata npoussoacrsa:  07/2022

Date of Expiry / I'oaen 102

06/2025

Analysis performed according ND / Auanns nposenén no HJL: I NO13745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne

Test / IToxa3zarens

Result / PesyabTaTsl

Specification / Hopma

4 | Uniformity of weight /
OpHOPOAHOCTL MO Macce

Complies / CootBerctByeET

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

OmHOPOAHOCTL O3HPOBAHHUS

5 | Loss on drying / [Toteps B 2.1% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BBICYLIHBAHUH
6 | Dissolution / 81 - 90% NLT 70 % (Q) of sennosides in 120 minutes
PacTtBopenue He menee 70 % (Q) cennosuor uepes 120 mun
7 | Uniformity of Dosage units / AV =52 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.

ITokasaTens npuemnemMocts s n=10 AV <LI1.

B cnyuae, ecnu 3Hauenue AV npessimaer L1,
MNPOBOMAT HCTILITAHKE Ha crenytommx 20 obpasuax.
Jna n=30 AV <L1. Bee 3HaueHus Xi J0JDKHbI
YAOBJIETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
Konuuecrsennoe onpenenenue
(CuextpodoTomerpusi)

13,90mr/Tab

13.90 mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
01 12,15 no 15,53 mr (o1 90,0 no 115,0 %)
CEeHHO3H/10B B [lepecyeTe Ha CeHHO3HA B B ofHOI
Tabnerke.

Remarks ; The Product conforms to ND/
Mpumeyanme: MpoaykT cooTeeTcTeyeT TpebosaHuam H

Conclusion : APPROVED /
3akntoyeHue: OQOBPEHO

Checked by QC In-Charge
NokymeHT nposepeH OKK: (@0 )AL

Approved by QA In-Charge /
OokymeHT og06peH QOK:

BT

Date /

~0R28272
fara: D0 BEHEER

Date /

[ata: 0S -08-202v
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Product: SENADE TABLETS 13,5 mg

Hpoayir: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne : 482100

Batch Quantity / O6bem cepun:

5850packs / ynakoBok

AR No / Auanuruueckuii otuer Ne: ARF/171/2022

Date of Analysis / laTa anaauza: 04.08.2022

Date of Mfg / laTa npoussoacrea:  07/2022

Date of Expiry / I'ogen go:

06/2025

Analysis performed according ND / Ananu3 npoeenén mo HJI: I N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / PesyabTaTn: Specification / Hopma
Test / ITokazaTens
9 | Content of Methyl - 0.045 mg/tab 0.028 — 0.056 mg/tab. / Or 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copepixanue
MeTuanaparnapokcudensoara 0.045mr/1a6
(BIXX)

10 | MICROBIAL LIMIT TEST/ MukpoOuonoruyeckas 4YHcTOTa

10a) | Total Aerobic microbial count /
O6wee uncyio aspobHbIX
MHKPOOPraHH3MOB

<10 Not more than 10* cfu/ g / He 6onee 10 /r

10b) | Total combined yeast and mould
count / Obiee uncno

Not more than 10° cfu/ g /He 6onee 107 /&

<10
IJIECHEBBIX U [IPOYIKEBBIX
rputos
10 ¢) | Bile tolerant gram-negative Absent /OTCcyTCTBYIOT Not more than 10°/ g / He 6onee 10% /r
bacteria/ Y croiiuusbie k
JIEHCTBHIO JKeM4YH
rpaMoTpHUaTebHbe OaKTepHH
10 d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OrtcyrctBueB 1 1
10¢) | Escherichia coli Absent /OtcyTeTBYIOT Absentin 1 g/ OrcyrcteueB 1 1
109 | Salmonella Absent / OrcyTeTBYIOT Absent in 10 g /OtcyrctBueB 10 g

Remarks : The Product conforms to ND/

Mpumeyanwme: MNpoaykT cootseTcTByeT TpebosanHuam H

Conclusion : APPROVED /
3akntouenune: OQOEPEHO

Checked by QC In-Charge //
[lokymeHT nposepeH OKK: \13 Dale

Approved by QA In-Charge /
HokymeHT ogobper OOK:

Date / o
O A 09
[arta: 4 E

Date /
[ara:

©%-08 o022
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5 CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A
Page4 0f4/Crp. 4 u3 4
Product: SENADE TABLETS 13,5 mg HpoaykT: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepus Ne : 482100 Batch Quantity / O6bem cepun:  5850packs / ynakosok
AR No / Ananuruuecknii oruer Ne : ARF/171/2022|Date of Analysis / laTa ananuza: 04.08.2022
07/2022 Date of Expiry / I'oaen go: 06/2025

Date of Mfg / laTa npousBoacTBa:

Analysis performed according ND / Ananus nposenén no HI: IIN013745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne

Test / [loxazarenn

Result / PesyabTaTsl

Specification / Hopma

11 | Package / Ynakoska

Package / Vnaxoeka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [To 20 Tabnerok B
OuHCTEp U3 TUIEHKH

MIOJTH BHHUJTXJIOPHAHOM
(monuatHneHoBO#/

0JIH BHHHIEHXJIOPUIAHOM) |
amoMuHHeBo# (oneru, mo 25
GJICTEPOB B KAPTOHHYI) IAYKY
C BJIOXKEHHEM 25 MHCTPYKIHit
N0 NPHMEHEHHIO.

Package / Ynaxoska - 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 HIHMCTEp M3 IUISHKH TPEXCIOHHOIM
(IIBX/IIS/TIBJX) u antomuuueBoit domsru. Ilo 2
unu 3 6mucTepa BMecTe ¢ MHCTPYKI[HEH Mo
[NPUMEHEHHIO B KapTOHHYIO nauky. [To 20 tabnerok
B OJIHCTED M3 MJIEHKH MONHBHHHIIXJIOPHIHON
(monuATHAEHOBO# / MOJIMBHHUIIEHXTIOPHIHON ) 1
anroMHHIeBoH (onery, mo 25 6nucTepos B
KapTOHHYIO MUKy C BIOYKEHHEM 25 HHCTPYKUHH 10
[IPHMEHEHHIO.

12 | Labeling / MapkupoBska

According to ND /

B cooteercteun ¢ HJJ

13 Storage conditions / Ycinoeus
XpaHeHHs

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

Beime 25 °C.

14 Shelflife / Cpok roguocti

3 years /3 rona

Remarks : The Product conforms to ND/
MNpumeyanme: MNpogykT cooTeeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akntoyeHne: O0OBPEHO

Checked by QC In-Charge
JokymeHT nposeper OKK: \}Z\ﬂ O e

Approved by QA In-Charge /
DokymeHT ofoBpeH OOK:

Date /

04.-08-2022_
[ara:

Date /

©% . 08-toe 1
[ara:
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