Cipla

CERTIFICATE OF ANALYSIS
‘ CEPTUOUKAT AHAJIM3A

Page 1 of4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Mponykt: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481159

Batch Quantity / O0bem cepun:

5850 packs / ynakoBok

AR No / Anasmragecknii orgaer Ne :  ARF/203/2021|Date of Analysis / JlaTa amanuza: 21.08.2021
Date of Mfg / Jlata npom3soncrea:  08/2021 Date of Expiry / I'oxen no: 07/2024

Analysis performed according ND / Auamis nposenén no HJI: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Iloka3zareanb

Result / PesyabTaThbi

Specification / Hopma

1 | Description / Onucanne

Complies / CooTBercTByeT

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 kpyribie TabneTku co
CKOTIEHHBIMH KPAsMH OT KOPHYHEBOTO JIO TEMHO-
KOPHMYHEBOTrO 11BeTa ¢ BKpannennsamu, Ha onHoi
cropone TableTK: BLIIABIEHO CIIOBO «CIPLA», Ha
JIPYTOil - TMHHS pasoMa.

2 Identification / [ToaMMHAOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
XHHOHOBBIE FIHKOIHLI CootBercTByeT S:é)rammame aMMHA4YHOTO PAacTBOpPa B KPACHBI
2b) | Methyl Parahydroxybenzoate Complies/ Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
.| Metunnaparuapoxcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems

yaep KUBaHHA OCHOBHOTO MUK Ha XpOMaTorpaMme
HCIBITYEMOTO PacTBOPA JIOJDKHO COOTBETCTBOBATH
BPEMEHH YACPIKHBAHHA OCHOBHOIO ITHKA Ha
XpOMaTorpaMMe CTaHAapPTHOTO pacTBOpa
meTunnaparuapokcubensoara (pasnen
«MeTtunnaparuapokcuben3oar).

3 | Average weight / Cpennsas
macca

187.80 mg / 187,80 mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooteeTcTBYET TpebosaHusam HI

Conclusion : APPROVED /
3aknoyenue: OOOBPEHO

Checked by QC In-Charge(/ ? a
[lokymeHT nposepeH OKK: ] 1

Approved by QA In-Charge /
OokymeHT ogobpeH OOK:

Harta:

Date /

fara: 2 \r0 & 2o\
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Product: SENADE TABLETS 13,5 mg

HNpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481159

Batch Quantity / O6bem cepun:

5850 packs / ynakosok

AR No / Apamaragecknii oraer Ne :  ARF/203/2021|Date of Analysis / Jlata anaymsa: 21.08.2021

Date of Mfg / lata mpousBoacrBa:  08/2021

Date of Expiry / I'onen mo:

07/2024

Analysis performed according ND / Anamus nposeaén mo HJL: ITN013745/01-091017, HMsm. Ne 1 o1 17.04.2020

Ne Test / IloxaszaTeab

Result / PesyapTaThl

Specification / Hopma

4 | Uniformity of weight /
OnHOpOAHOCTE TI0 Macce

Complies / CooteeTcTByeT

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

OIHOPOAHOCTE NO3HPOBAHHSA

5 | Loss on drying / IToreps B 2.0% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BBICYLIHBAHHH
6 | Dissolution / 81-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpenue He menee 70 % (Q) cennosunos yepes 120 mun
7 | Uniformity of Dosage units / AV =47 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:

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

L1=15.0;L2=25.0.

[Mokasarens npuemiaeMocts 1 n=10 AV <L1.

B cny4ae, ecnu 3navenne AV npesprmaer L1,
MPOBOAAT MCIIbITAHKE Ha cienyromux 20 obpasax.
Ins n=30 AV <L1. Bce 3HaueHus Xi JOJKHEL
YIOBNETBOPATE HEPABEHCTRY!

[M-xi| £0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonudecTseHHOE  OIpeneeHue
(Cnexrpodoromerpus)

13.91 mg/tab /

13,91 mr/Tab

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 %)
CEeHHO3MIOB B I1epecdere Ha CeHHO3uA B B ogHOM
TabneTke.

Remarks : The Product conforms to ND/
Npumeuanume: MpoaykT cooTeetcTayeT TpebosaHuam HA

Conclusion : APPROVED /
3aknouenue: OQOBPEHO

Checked by QC In-Charge7 5\
[lokymeHT nposepeH OKK: \}% Do e

Approved by QA In-Charge /
HokymeHT onobpeH OOK:

-t

Date /
Harta:

2 {-0g 2021

Date /
[ara:

2\ R PN
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUO®HKAT AHAJIU3A

Page 3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481159

Batch Quantity / O0bem cepum:

5850 packs / ynakoBok

AR No / Asaaaradeckuaii oraer No :

ARF/203/2021|Date of Analysis / /lara anamuza: 21.08.2021

Date of Mfg / Jlara npomsBoacrsa:  08/2021

Date of Expiry / I'ogen no:

07/2024

Analysis performed according ND / Anamus nposenén mo HJL: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IloxkaszaTennb

Result / PesyabTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Copepxanue
MeTUIIaparnapokcibensoaTa.

(BOXKX)

0.051 mg/tab /

0,051 mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoOunonornueckas 944cToTa

10a) | Total Aerobic microbial count /
O61mee uncno a3podHbIX 10

MHKPOOPraHH3MOB

Not more than 10* cfu/ g / He Gonee 10° /r

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /r
count / Obee 4ucIO i
[UTECHEBBIX W JPOXKIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10? / g / He Gonee 10° /r
bacteria/ YcToiuuBhbie K
LOEHCTBMIO JKET4n
rpamMOTPHLATENbHbIE OakTepHH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absent in 1 g/ OtcyrcreueB 1 T

10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrcrBue B 11

10f) | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g /Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
NMpumeuanue: MpoaykT cootBercTByeT TpebosaHnam H/

Conclusion : APPROVED /
3aknouenne: OOQOBPEHO

Checked by QC In-Charge
[lokymeHT nposepeH OKK: @”‘ an €

Approved by QA In-Charge /
LokymeHT ogobpeH OOK:

B

Date / 24.0%-2021
Harta:

Date /

08
Jlara: -

(27042_‘\
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 4 of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne :

481159

Batch Quantity / Oobem cepum:

5850 packs / ynaxosok

AR No / Amanarauecknii oraer Ne : ARF/203/2021

Date of Analysis / lata anamm3za: 21.08.2021

Date of Mfg / [lara npon3BoacTBa:

08/2021

Date of Expiry / I'ogen no:

07/2024

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

No Test / lokazaTenr Result / PesyabTaThi Specification / Hopma
TL | Redgei Shmaonns ?acli)alget/ Yna:om;a gl Package / Ynakoska - 20 tablets in a blister made of
gl\?c /;;fgv“]‘;ceﬁ"lm o three-layer PVC/PE/PVDC film and aluminum foil. 2
i i, 25 Biistes with: |2 3 blisters and a patient information leaflet in a
25 patient information leaflets in Site; 20 fableie i bhs_ter made_: OfPV(.: .
s cavtan. Il 90 vaRierors fPEfP\.fDC_ film anq alummum.foﬁ, 25 blisters with
SamcTep B3 meHKH 25 patient information leaflets in a carton. / I:lo 20
R —— TabneToK B OaUCTep M3 MIEHKH TPEXCIOHHON
RS (IIBX/TI/MIBAX) u amomununesoii ponsru. ITo 2
O MEMER e OpWIEOH) 1 unu 3 6aucTepa BMeCTe ¢ HHCTPYKLMEH 1o
amOMHuHHesOf (oM, 10 25 NPUMEHEHHIO B KapTOHHYH0 nayky. ITo 20 rabnerok
GiucTepos B KapTOHH'Y’IO S B OnucTep U3 TUIEHKH NOIMBHHHIIXIOPHIHOM
¢ BnoRemiEM 25 wHoTpyRm (nonnamneuc:aou / TOMMBHHUNACHXIOPHIHON)
T — aMOMHHHEBOH (onbry, no 25 6aucTepos B
) ) KapTOHHYIO MAayKy C BIOKEHHEM 235 MHCTPYKLHII 110
[PUMEHEHHIO.
12 | Labeling / Mapxuposka According to ND /
B cooreercteun ¢ HJ|
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temneparype He
XpaHeHHs BbItre 25 °C.
14 Shelf life / Cpok rogHocTH 3 years / 3 roma

Remarks . The Product conforms to ND/
Mpumeyanue: MNpoaykT cootseTcTeyeT TpebosaHnam HJ

Conclusion : APPROVED/
3akmoyenune: OQOBPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK:

*3 slan e

Approved by QA In-Charge / -
HokymeHT onoBpen OOK: %‘/{

/

Date / 91-0%.2021

[ara:

Date /
Hara:

2NC DB 2o
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