Cipla

. CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIHZA

Page 1 0f4/Crp. 1 s 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJXE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 484149 Batch Quantity / Oobem ceprzi: 5845packs / ynaxesor
AR No / Auanutuuecknii oraer Ne: ARF/249/2024|Pate of Analysis / Kata ananuza: 12.12.2024
11/2024 Date of Expiry / T'oxen go: 10/2027

Date of Mig / laTa npoussoacTsa:

Analysis performed according ND / Ananus nposeaén no H/L: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, i3m. Ne 1 ot 09.07.2024

Ne

Test / Iloxazarens

Result / PesyabTare!

Specification / Hopma

1 | Description / Onicanue

Complies / CooTeTcTByeT

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. / Inockue kpyribie TabneTiu co
CKOUIEHHBIMH KPasSMH OT KOPHYHEBOTO 110 TEMHO-
KOPHYHEBOrO IBeTA ¢ BKparenusmi. Ha onnoit
cropoHe Tabnetkn BeiaasneHo cnoeo «CIPLAY, Ha
OpYTOH - TMHHS pa3fioMa.

2 Identification / [TommuHOCTE

2a) | Anthraquinone glycosides / Complies /

AHT]J&XHHDHOBHG rJIIMKO3H ObI

CootsercTByeT

Ammoniacal solution turmns a reddish colour /
OkpaluHBaHHe aMMHAYHOTO PACTBOPA B KPACHbI
IBET.

2b) | Methyl Parahydroxybenzoate Complies /

(HPLC)/
Mertunnaparuapokciabensoar
(BOXKX)

CooTeeTcTBYET

Retention time of the principle peak in the
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
yAePKHBaHUA OCHOBHOTO ITHKA HA XPOMATOTPaMMe
HCIBITYEMOr0 PacTBOPa AOIDKHO COOTBETCTBOBATH
BPEMEHH YePIKHBAHKS OCHOBHOIO IHKA HA
XpOMaTOrpaMMe CTaHJAPTHOrO pacTBoOpa
MeTHInaparuapokcubensoara (pasmen
«MeTunmaparunpokcuOensoar).

3 | Average weight/ Cpennss
macea

189.02mg / 189,02mr

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

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTeeTcTeyeT TpebosaHusam HI

Conclusion : APPROVED /
3akntouenue: OJOBPEHO

Checked by QC In-Charge / jfj?p

LokymeHT npoBepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

e AV

Date /
[ara:

o U e 2y

Date /

Tarar 2122024

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDOHEAT AHAJIM3A

Page2 of 4/ Crp.2 uz 4

Product: SENADE TABLETS 13,5 mg

Hposyxr: CEHAIE®, TABJETKH 13,5 mr

Batch No / Cepusi No : 484149 Batch Quantity / O6bem cepun:  5845packs / ynakosok
AR Neo / Auanutiusckuii otuer Ne: ARF/249/2024|Date of Analysis / laTa ananuza: 12122024
11/2024 Date of Expiry / Togen mo: 10/2027

Date of Mig / J{laTa npoussoacrea:

Analysis perfermed according ND / Ananus nposeaén no H: II N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 o7 09.07.2024

Ne Result / PesyssTaTs Specification / Hopma
Test / Iloxazarens

4 | Uniformity of weight / Complies / Cootercteyer 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee +7,5
OanopoAHOCTE MO Macce %

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

5 | Loss on drying / Iloteps B 2.1% NMT 6.0 % / He 6onee 6,0 %

Macce IPH BLICYIIHBAHHH

6 | Dissolution / 83-100% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cennozunos uepes 120 Mun

7 | Uniformity of Dosage units / AV=56 The acceptability index forn=10 AV <L1.
OnHOPOAHOCTE AO3UPOBAHHA In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=30

AV <LI. All values of xi must satisfy the
inequality:

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

L1=15.0;L2=250.

IMoxazatens npuemaemoctu ansg n=10 AV <L1 -
B cnyuae, ecnn snauenne AV npesbrmaer L1,
NPOBOAAT HCMBITAHHE Ha crepyroux 20 obpasuax.
Jnsa n=30 AV <L1. Bce 3Hauenns Xi AOJDKHBI
YIOOBIETBOPATE HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Konmuecreennoe onpepenesue 14.01mg/tab/ sennosides calculated as sennoside B in one tablet. /
(Cuextpodotomerpus) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,01 mr/1a6 CEeHHO3HJIOB B NepecyeTe Ha cenno3na B B onHoil
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooteeTcTBYeT TpeboBaHuam HA

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

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

[okymeHT nposepeH OKK: ?9:7/‘@ L”—-O HokymeHT ogobper OOK: %—E—f
Date / Date /

Nara: \2 -l 2oy, [ara: \2-+1 2202 4
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Cipla

) CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIHUZA

Pagelof4/Crp. 1 s 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHARE®, TABJETKH 13,5 mr

Batch No /Cepusi Ne: 484149 Batch Quantity / O6bem cepun:  5845packs / ynaxesor
AR No / Ananuruyecknii oruer Ne : ARF/249/2024 | Date of Analysis / Aata ananuza: 12.12.2024
Date of Mfg / lara npoussoacrea:  11/2024 DBate of Expiry / I'onen no: 10/2027

Analysis performed according ND / Ananus nposeaén no H/I: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, s3m. Ne 1 o1 09.07.2024

Test / ITokazaTean

Ne Result / PesyasTaTs!

Specification / Hopma

1 Description / Onucanue

Complies / Cootsetcrayer

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. / ITnockue kpyrsie Tabnetku co
CKOLLUEHHBLIMH KPASMH OT KOPHYHEBOT'O [0 TEMHO-
KOPHYHEBOTO 1iBeTa ¢ Bkpanyenuamu. Ha onpoit
cropoHne Tabnerky BeiaasneHo cnoso «CIPLA», Ha
NpYTOii - THHUA Pa3noMa.

2 | Identification / [TonymmuHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTeyeT Oxpalmmnsakue aMMHAYHOTO PACTBOPA B KPAacHLI
AHTPAXHHOHOBbIE [IUKO3H b i .
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorsercTByer chromatogram of the sample solution should
Metunnaparuapokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
YAEPKHBaHHS OCHOBHOTO THKA HA XPOMATOrpaMme
HCIBITYEMOr0 PaCTBOPA HOJDKHO COOTBETCTBOBATH
BPEMEHH VJIEPIKHBAHUS OCHOBHOrO MUKA HA
XpoMaTorpaMMe CTAaHIAPTHOrO pacTBOpa
MeTHInaparuapokcubensoara (pasmen
«MeTunnaparnapokcruoeH30ar).

3 | Average weight / Cpeuss
Macca

189.02mg / 189,02mr

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

Remarks : The Product conforms to ND/
MNpumeyanue: MpogykT cooTeeTcTBYeT TpeboBanuam HI

Conclusion : APPROVED /
3aknwyenune: QQOBPEHO

Checked by QC In-Charge / %Q/__g

[LokymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogo6peH OOK:

o Al

Date /
Hara:

T S . Le 2y

Date /

Fora; 1= 1 - 2oy

FMQC003-15-09
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Cipla

. CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHANM3A

Page3 0f4/Crp.3u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batci: No / Cepna No : 484149 Batch Quantity / O6nem cepuu:  5845packs / ynaxkosox
AR No / Ananurnuecknit orier Ne: ARF/249/2024 | Date of Analysis / laTa auanuza: 12.12.2024
Date of Mfe / llaTa nponssoacraa: 11/2024 Date of Expiry / T'oaen go: 10/2027

Analysis performed according ND / Ananus nposenén no H/I: I N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, uzm. Ne 1 o7 09.07.2024

Test / IToxasarens

Ne Result / Pesynstare:

Specification / Hopma

0.043mg/tab

9 | Content of Methyl 0.028 — 0.056 mg/tab. / Ot 0,028 5o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepaxanue
Memnﬂap&mnpoxCHGGHsoaTa 0,043MF/T36
(BIXKX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoruueckas 4ucrora

10a) | Total Aerobic microbial count/ 40
ObBwee yucno aspobHbIX

MHKPOOPraHusMOB

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

10b) | Total combined yeast and mould
count / O6mee uucno
TUIECHEBBIX H APOHIKEBBIX

rpubos

<10

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

10 ¢) | Bile tolerant gram-negative
bacteria/ Ycroituussie k
eHCTBHIO JKenyH

rpaMoTpHLATENbHbIE OaKTepHH

Absent /OtcyTcTBYIOT

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

16 d) | Staphylococcus aureus

Absent /OtcyTcTByIOT

Absentin 1 g/ Orcyrcreues 1 r

10¢) | Escherichia coli

Absent /OtcyTcTBYIOT

Absentin 1 g/ Otcyrcreue s 1 r

10f) | Salmonella

Absent / OTcyTcTBYIOT

Absentin 10 g / Orcyrcteue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: [MpogykT cooTeeTCTBYET TpeboBaHusam HA

Conclusion : APPROVED /
3aknoyeHue: OQOBPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: gﬁ (5%

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

A

Date /

Dara: 1212 102y

Date /

Dara: Vsl 2oy

FMQC003-15-09
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At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

) CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Pagedof4/Crp.4 uz d

Product: SENADE TABLETS 13,5 mg

Npoayxr: CEHAAE®, TABJETKH 13,5 mr

Date of Mfg / laTa npoi3poacrsa:

Batch No / Cepus Ne: 484149 . ~|Batch Quantity / O6bem cepun: ~ 5845packs / ynarkosok
AR No / Ananutaueckni: oruer No : ARF/249/2024|Date of Analysis / lata ananusa: 12.12.2024
11/2024 Date of Expiry / 'ogen no: 10/2027

Analysis performed according ND / Auaans nposenén no HJ{: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

T Ne

Test / IMMokrazarens

Result/ PesyanTaTus

Specification / Hopma

11 | Package / YnakoBka

in a blister made of

bamnctep 3 nieHKn
NOJHBHHHIXJIOPHAHO
(nosntuaTHneHoBOI/

N0 NpiMEHEHHIO.

Package / Ynaxoska - 20 tablets

PVC/PE/PVDC film and

I aluminum foil, 25 blisters with

| 25 patient information leaflets in
acarton. / I'lo 20 Tabnetok 8

NOJSMBUHUIIUACHXJIODUAHOMR) K
aNnoMHHHeBo Qonbru,
6MCcTEPOB B KAPTOHHYIO MAUKy
C BJIOXKEHHEM 25 UHCTPYKUUH

Package / Ynakoska - 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 leallets in a carton. / [To 20
Tabnetok B HaucTep U3 NICHKK TPEXCIIOHHOI
(MIBX/TID/MIBAX) 1 antomunseBoit gonsru. [To 2
unu 3 Banctepa BMecTe ¢ MHCTPyKUHE 1O
NpHMEHEHHIO B KapToHHYO nayky. [To 20 tabnerok
B GnMCTEp M3 NJIEHKH NONHBHHHIXJIOPHIHOI
(MOMM3THNIGHOBOH / [IOJHBHHHAKAEHXJTOPHAHOMR) H
anomianesoii ¢oasru, 110 25 6ancrepos B
KapPTOHHYIO MaYKy C BJIOXEHHEM 25 HHCTPYKUHH MO
NpUMEH eHHIO

no 25

According to ND/

12 | Labeling / Mapxuposka

B cootserctBuu ¢ H/J

Storage conditions / Ycnous

XpaHEeHUs Bhie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe npH TemnepaTtype ie

Sheifl iife / Cpok roauoctu 3 years /3 ropa

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
3akntoyveHue: OQOBPEHO

NpumeyaHue: MNpoaykT cooTseTcTayeT Tpebosanuam HA

Checked by QC In-Charge / = P P
[OokymeHT nposeper OKK: o

Approved by QA In-Charge / =
NokymenT oa06peH OOK: %/

Date /

[ara: Rk ol Aoy

Date /

[ata: "\Q_wo_-o,o’?,LT

FMQC003-15-09
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