= CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTHU3A

Page 1 of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHAJIE®, TABJETKM 13,5 mr

Batch No /Cepusi Ne: 482103 Batch Quantity / O6wnenm cepur: 5850packs / ynaxosox

AR No / Anaauruyeckuii oruer Ne: ARF/176/2022 | Date of Analysis / lata ananusa:  12.08.2022

Date of Mfg / MaTa npoussoacrea:  07/2022 Date of Expiry / I'oaen go: 06/2025

Analysis performed according ND / Ananu3s npoeeaén no H/I: II NO13745/01-091017, M3m. Ne 1 ot 17.04.2020

No Result / PesyabTaTst. Specification / Hopma

Test / Tlokazarens

1 | Description / Onucanue Complies / CootsercByer 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. / IInockue kpyriusie TabneTku co
CKOMIEHHBIMH KPAsAMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOro LBeTa C BKpamieHuaMu. Ha ogHoi
cropoHe Tabnetku Beinasneno cnoso «CIPLA», na
IOPYTOH - JIMHKS pa3noma.

2 Identification / [TommHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTtsercTByeT OxpauiMBaHHe aMMHAYHOrO PACTBOPA B KPACHBIH
AHTPAXHHOHOBBIE TITHKO3UIbI ety
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsetcTByeT chromatogram of the sample solution should
MeTtunnaparuapokcudeHsoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / B pems
YAEPYKHBAHHS OCHOBHOTO NMHKA Ha XPOMATOTPAMME
HCMBITYEMOr0 PacTBOPa HOJDKHO COOTBETCTBOBATH
BPEMEHH YAEPKHBAHHS OCHOBHOIO TMUKA HA
XPOMATOrpaMMe CTaHAAPTHOrO PAcTBOPa
MeTunnaparunpokcubenzoara (pasgen
«MeTtunnaparuapokciubeHsoar).

3 | Average weight / Cpennss 187.06mg / 187,06mr 189.99 mg £7.5% / 189,99 mr £7,5%
Macca ;
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: MpoaykT cooteeTcTBYeT TpebosaHuam Hf | 3aknwouenune: OQOBPEHO
Checked by QC In-Charge /"

1 Approved by QA In-Charge / g
[OokymeHT npoBepeH OKK: \]g elald DokymeHT oa06peH OOK: %@E}/W
Date / Date /
2 -0 2 I e o ol B M I
Harta: 1 B0 R R [ara: Y o0 it
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No /Cepua Ne: 482103

Batch Quantity / O0uem cepun:  5850packs / ynaxosox

AR No / Auanuruuecicnii oruer Ne : ARF/176/2022

Date of Analysis / laTa ananusa: 12.08.2022

Date of Mfg / laTa npou3soacTBa:

07/2022 Date of Expiry / I'oaen go: 06/2025

Analysis performed according ND / Ananus nposeaén no H/I: TIN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne

Test / llokazaTenn

Result / PesyasTaTnl Specification / Hopma

Uniformity of weight /
OnHOPOAHOCTL N0 MAcce

Complies / CootBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 He 6onee =+ 7,5

%
2/20 tablets NMT +15% / 2/20 ne 6onee £ 15%

Loss on drying / IToteps B
Macce NnpH BbICYUIHBAHHH

1.9%

NMT 6.0 % / He 6onee 6,0 %

Dissolution /
PactBopenue

77 - 87%

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosunos uepes 120 mun

Uniformity of Dosage units /
OHOPOIHOCTL NO3UPOBAHHS

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-x1| <0,01 x L2 x M.

L1=15.0;L2=25.0.

IToxazartens npuemniemocty st n=10 AV <L1.

B cnyuae, ecnu 3Havenne AV npessimaer L1,
[POBOASAT UCTBITAHHE Ha cheayomux 20 odpasnax.
Jna n=30 AV <L1. Bce 3HaueHns X1 A0/DKHbI
YOOBIETBOPATE HEPABEHCTBY:

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

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

Assay (Spectrophotometry)
KonnuectseHHoe ONpENENeHHE
(CnextpodotomeTpust)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

13.88 mg/tab / sennosides calculated as sennoside B in one tablet. /

13,88mr/Tab

Ot 12,15 o 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3MZIOB B Nepecyere Ha ceHHO3u A B B oauoii
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooteeTcTByeT TpeboBaHwam HI

Conclusion : APPROVED /
3akntoueHue: OQOEPEHO

Checked by QC In-Charge/ 5,
[NokymeHT nposepeH OKK: \[2) “19“‘_0

Approved by QA In-Charge / .
HokymeHT ofobper OOK: %%‘;/

[arta:

Date/ |, .og. 2022

E:_E_Z_’ 2. 0%-. 2© 222
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Cipla

» CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJETKH 13,5 mr

Date of Mfg / lata npou3BoacTsa:

Batch No / Cepuna Ne: 482103 Batch Quantity / O6nenm cepun:  5850packs / ynaxosox
AR No / Auanurnueckuit oruer Ne : ARF/176/2022| Date of Analysis / lara ananusza: 12.08.2022
07/2022 Date of Expiry / I'ogen no: 06/2025

Analysis performed according ND / Ananu3 nposeaén no H/I: IINO013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / [okazaTrens

Ne Result / PesyabTaTht

Specification / Hopma

9 | Content of Methyl 0.046 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Copnepixanue
Memnnapamnpoxcu6e|-13oa'ra 0,046MF/T3.6
(BIXAX)

10 | MICROBIAL LIMIT TEST/ MukpoOHnonoruueckas 4uctoTa

10a) | Total Aerobic microbial count /
O61uee 4KCIO0 a3pOOHBIX 10

MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / Obuee 4ucno
IIECHEBBIX H [POJIGKEBBIX

rpubos

<10

Not more than 10” cfu/ g /He 6onee 107 /r

10 ¢) | Bile tolerant gram-negative
bacteria/ Ycroliuupnie K
JEHCTBHIO JKEeIUH

rpamMoTpHLUATeNbHbIC DAKTEPHH

Absent /OtcyTcTBYIOT

Not more than 10°/ g / He 6osnee 107 /r

10d) | Staphylococcus aureus

Absent /OtcytcTBYIOT

Absentin 1 g/Orcyrcteue B 1

10¢) | Escherichia coli

Absent /OtcyrcTByioT

Absentin 1 g/OrcyrctBe B 1 1

109 | Salmonella

Absent / OtcyTeTByIOT

Absentin 10 g /OrcyrctBuer 10 g

Remarks : The Product conforms to ND/
Mpumeyuanue: MpoaykT cooTeeTcTayeT TpebosaHuam HL

Conclusion : APPROVED /
3aknwuenue: OOOBPEHO

Checked by QC In-Charge 1

Approved by QA In-Charge / o
NokymeHT nposepeH OKK: JJ 1L [okymeHT ogobper OOK: %
Date.l |24 OR- 2022, Datell \2.190%8- 2029
Nara: Nara:

FMQC003-15-06

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
CEPTHOUKAT AHAJIU3A

Page40f4/Crp. 4134

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482103 Batch Quantity / O6wens cepun:  5850packs / ynaxosox
AR No / Auanuruueckuii oruer No : ARF/176/2022|Date of Analysis / laTa ananusa: 12.08.2022
07/2022 Date of Expiry / I'onen no: 06/2025

Date of Mfg / lata nponssoacrsa:

Analysis performed according ND / Ananus nposeaén mo HJ/I: TIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne

Test / TlokazaTenn

Result / PesyabTaTs!

Specification / Hopma

11

Package / Ynakoeka

Package / Ynaxoeka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in

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

no

a carton. / TTo 20 Tabnerok B
OmucTep U3 MISHKH
NOJHBHHHIIXTOPHAHOMH
(nonusTuneHoBoi/
NOMBHHUIICHXJIOPHIHOM) 1
amoMHHHeBoil donbru, mo 25
GAHCTEPOB B KAPTOHHYIO NAYKy
¢ BJIOKEHHEM 25 HHCTPYKIHiT

25 patient information

TPHMEHEHHIO.

MPHMEHEHHIO.

leaflets in a carton. / ITo 20

tabneTok B BnucTep M3 ILIGHKH TPEXCIOHHOM
(IBX/TI3/TIBAX) u antomunuesoii doneru. Ilo 2
unu 3 OaMcTepa BMECTe C HHCTPYKIIHEH Mo
NpUMEHEHHIO B KapToHHYIO nauky. ITo 20 tabierok
B GJ'IHCTCP 3 MJICHKH HOJIHBHHI-IJ'IXJ'.IOPHI[HOI‘;I
(MoNuaTHNEHOROI / MONMBHHIIAEHXJIOPHIHOH) H
amomuHHeBo# donsry, no 25 dnucTepos B
KapTOHHYIO MAYKy C BIOYKEHHEM 25 MHCTPYKLHUIL 1o

12 Labeling / MapkupoBka

According to ND /

B cootsercrsun ¢ HJ

13 Storage conditions / Ycinosust
XpaHEeHHs

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

14 Shelflife / Cpok rogHocTH

3 years / 3 rona

Remarks : The Product conforms to ND/

Mpumeuanume: MpoaykT cooteeTcTayeT Tpebosaruam HI

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

T

[lokymeHT nposepeH OKK: \B ) aue [lokymeHT 0g06peH OOK:
Date/ 4, .0%5.2022 Date/ \n «08.2022-
[aTta: [ara:
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