Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIN3A
s | Page 1 of 4/ Crp.1 134
Product: SENADE TABLETS 13,5 mg Ilpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 481124 Batch Quantity / O6bem cepun: 5850 packs / ynakosox
AR No / Asanaruyeckuii oraer Ne : ARF/155/2021|Date of Analysis / lata anammsa:  09.07.2021
Date of Mfg / Jlata npomssoacrBa:  06/2021 Date of Expiry / I'ogen go: 05/2024

Analysis performed according ND / Anamus nposenén nmo HJI: T1 N013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / [lokazaTenn Result / PezyabTaTsl Specification / Hopma

1 | Description / Onucanue Complies / CooTBeTcTBYET 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. / [Tnockue kpyrieie Tabnerku co
CKOILUEHHBIMH KpasMH OT KOPHYHEBOTC 10 TEMHO-
KOPHUYHEBOIo LBeTa ¢ BKpamieHusamu. Ha oaHoi
cropone Tabnerku BoinasieHo cnoso «CIPLAy, Ha
OPYroH - THHKS Pas3aoMa.

2 Identification / ITopnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Coortsercreyer OxpaliyBaHie aMMHAa4YHOIO PACTBOPAa B KPACHBIMH
AHTPaXHHOHOBBIE IHKO3HILI 3 aper,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootrsercreyer | chromatogram of the sample solution should
MeTtunmaparuapokcubeHsoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAep:KHUBaHH OCHOBHOTO ITHKA Ha XpOMaTorpamme
HCIBITYEMOTO PACTBOPA ZIOJDKHO COOTBETCTBOBATH
BPEMEHH yAEP KHBAHHA OCHOBHOIO IIHKA Ha
XpOoMaTorpaMMe CTaHAapTHOTO pacTBoOpa
Mmetunnaparuapokcubensoara (pasnen
«MetunnaparuapokcudeHs3oar).

3 | Average weight / Cpenusist 187.10 mg / 187,10 mr 189.99 mg +7.5% / 189,99 mr +7,5%
Macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanwme: MpoaykT cooteeTcTByeT TpebosaHuam HI | 3aknouenue: OQOBPEHO

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

HokymeHT nposeper OKK: % [okymeHT opnobpeH OOK: ~H &
Date / Ie . 5 ] Date /

09-04-2021 09-07-202\
Nara: |-a [ara:

FMQCO003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTU®HUKAT AHAJIN3A

Page2 of 4/ Ctp. 2 3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 481124

Batch Quantity / Oobem cepumn:

5850 packs / ymakosox

AR No / Ananuringecknii orger Ne : ARF/155/2021

Date of Analysis / laTa amamaza: 09.07.2021

Date of Mfg / Jlara npomssoacrea:  06/2021

Date of Expiry / 'ogen jo:

05/2024

Analysis performed according ND / Anaymus nposeaén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Iloka3zarennb

Result / PesyabTaTet

Specification / Hopma

4 | Uniformity of weight /
OnHOpOIHOCTE 1O Macce

Complies / CooTBeTcTBYET

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

OxHOPOMHOCTE IO3UPOBAHMA

5 | Loss on drying / ITotepsi B - 1.9% NMT 6.0 % / He 6onee 6,0 %
MAacce MPU BBICYIIHBAHHH
6 | Dissolution / 81-90% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennosuznos yepes 120 mun
7 | Uniformity of Dosage units / AV =46 The acceptability index forn= 10 AV <L]1.

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.

IToxasaTens npuemnemoctu s n=10 AV <L1.

B cnygae, ecnu 3nauenne AV npesbimaer L1,
NIPOBOMAT HCIbITAHWE Ha cnemyromux 20 obpasuax.
Jmsa n=30 AV < L1. Bce 3Ha4eHus Xi NOIKHBI
YIIOBIETBOPSTE HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonnuecTsennoe omnpeneneHue

(CnexrpodoTomerps)

13.85 mg/tab /

13,85 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 po 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3MJIOB B MEpecyeTe Ha CeHHO3u B B ogHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTeeTcTBYET TpeboBaHuaM HJ,

Conclusion : APPROVED /
3akntoveHue: OOBPEHO

Checked by QC In-Charge / §| ,

Approved by QA In-Charge /
[lokymeHT ogobper OOK:

FI=

Date /

HokymeHT npoeepeH OKK:
Jara: 0%-oF 20

Date /

N o) .
TNexa: O94-0.202.)
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Cipla

CERTIFICATE OF ANALYSIS
» CEPTHO®UKAT AHAJIU3A

Page 3 of 4/ Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481124

Batch Quantity / O6wem cepum:

5850 packs / ynakosok

AR No / Auamnraueckuii orger Ne :  ARF/155/2021 | Date of Analysis / {ara amamaza:  09.07.2021

Date of Mfg / lara npoussoacrsa:  06/2021

Date of Expiry / I'onen po:

05/2024

Analysis performed according ND / Anamus nposeagn no HJI: ITN013745/01-091017, Usm. Ne 1 ot 17.04.2020

No Test / loka3zaTenn

Result / PesyabraThi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHue
METHITIAPAruapoOKcHOeH30aTa

(BIXX)

0.046 mg/tab /

0,046 mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoOuoioru4eckas YHCTOTA

10a) | Total Aerobic microbial count /
Obuiee 9HCIO a3pOOHBIX

'MHKDOOPTaHH3MOB

<10

Not more than 10* ¢fu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / O61mee gucao
IUIECHEBBIX H ,IIPO)K)KGBBIX

rpuboB

<10

Not more than 10% cfu/ g /He Gonee 10° /v

10¢) | Bile tolerant gram-negative
bacteria/ Ycroi4uusblie K
JEHCTBUIO JKEMHH

rpaMoTpHIATeNbHbIE DaKTepuH

Absent /OTCyTCTBYIOT

Not more than 107/ g / He Gonee 10° /r

10d) | Staphylococcus aureus

Absent /OTCYTCTBYIOT

Absentin 1 g/ OrcyrcreueB 11

10€) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcyrcrBue B 1 r

101) | Salmonella

Absent / OTcyTCcTBYIOT

Absent in 10 g /Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTBeTcTBYET TpeboBaHmsam HJ

Conclusion : APPROVED /
3aknouenue: OQOBPEHO

Checked by QC In-Charge/ .. ,

Approved by QA In-Charge /
HokymeHT ogobper OOK:

S

Date /

[okymenT nposepeH OKK:
09. “202
[arta: L i '

Date /

eH94-01-202.)
Hara:
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Cipla

CERTIFICATE OF ANALYSIS
™ CEPTHOHUKAT AHAJIU3A

Paged of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusnt Ne: 481124

Batch Quantity / O0bem cepumn:

5850 packs / ynaxkosox

AR No / Ananaraaecknii oraer Ne : ARF/155/2021|Date of Analysis / Jlata amamaza: 09.07.2021

Date of Mfg / Jlara npomssoacrea:  06/2021

Date of Expiry / I'onen no:

05/2024

Analysis performed according ND / Anasms nposeaén mo HJI: II N013745/01-091017, M3m. Ne 1 or 17.04.2020

Ne Test / IlokazaTenn

Result / PesyabTaTb!

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

Ouucrep U3 IIEHKH

{MONMHATUIIEHOBOH/

10 NPHMEHEHHIO.

Package / Ymakosxka - 20 tablets

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

MOJUBUHHIIXJIOPUIHOH

[1OJIMBHHUJIEHXJIOPUIHOH) U
amoMHHIeBoH Gonery, mo 25
OMUCTepPOB B KAPTOHHYIO MAYKy
C BJIOKEHHEM 25 MHCTPYKIHH

Package / Ymaxosxka - 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
TabneTox B OIHCTEP W3 MIIEHKU TPEXCIOHHOM
(IIBX/TID/MTIBAX) u anromunuesoii ¢onsry. Ilo 2
w3 Biicrepa BMeCTe ¢ HHCTPYKIHEH 110
NPUMEHEHHIO B KapTOHHYH0 nauky. ITo 20 tabnerok
B OJIHCTEp M3 TUIGHKH MOJIMBUHIIIXJIOPHIHOMH
(monHATHNEHOBOI / MONHBHHUIAECHXIOPHIHOM) U
aroMuHHeBOH Qoery, mo 25 6aucTepor B
KapTOHHYIO [1a4Ky C BJIOXEHHeM 25 MHCTPYKLUMH 1o
NPHMEHEHHIO.

12 Labeling / Mapxuposxa According to ND /

B cootsercteuu ¢ H]J

13 Storage conditions / Ycnosus

XpaHeHHs Beimre 25 °C.

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

14 Shelf life / Cpok rogrocTH 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cootBeTcTBYeT TpebosaHuam H

Conclusion : APPROVED /
3aknrouerue: OQOBPEHO

Checked by QC In-Charge / l

Approved by QA In-Charge /
HokymeHT onobpeH OOK:

B

HokymeHT nposepeH OKK:
09.0%-2021

Date /
Dara:

Date /

Nata: 090 .2072-)
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