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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIMN3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepnsi Ne :

485014

Batch Quantity / O6nbem cepun:

5849packs / ynakosok

AR No / Auanurnueckunii oruer Ne 1 ARF/024/2025

Date of Analysis / lata ananuza: 25.01.2025

Date of Mfg / lata nponssojacTsa:

01/2025

Date of Expiry / I'onen no:

12/2027

Analysis performed according ND / Ananns nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma
Test / [lokasarein
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
CKOIIEHHLIMH KpasMH OT KOPHYHEBOrO 10 TEMHO-
KOPHYHEROro useTa ¢ Bkpannenusmu. Ha oatoii
cropone TabneTkH BeaasneHo cnoso «CIPLAY, na
Apyroit - THHHUA paznoMa.
2 | ldentification / [TopnuuuocTh
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorseTcTBYET OxpaumnBaHue aMMHA4YHOrO pacTBOpa B KPACHBIN
AHTPaXHHOHOBBIE TIIMKO3H/IbI
UBeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTBeTcTByeT chromatogram of the sample solution should

MerunnaparuapokcubeHzoar
(BOXKX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPHKHBAHUA OCHOBHOTO NHKA H& XPOMATOrpamMMe
HCIBITYEMOTO PACTBOPA J0JKHO COOTBETCTBOBATD
BPEMCHH YACPHHBAHNA OCHOBHOTO MHKa Ha
XpOMaTOrpamMMe CTaHAapTHOTO pacTBopa
MeTHanaparuapokcubersoarta (pasaesn
«MeTtunnaparuapokcnbensoar).

Average weight / Cpenusia
macca

(93]

191.7Img / 191,71mr

189.99 mg £7.5% / 189,99 mMr £7,5%

Remarks : The Product conforms to ND/
Mpumevanue: Mpogykr cooteeTcTeyeT TpebGosarnuam HA

Conclusion : APPROVED /
3akntouenue: OOBEPEHO

Checked by QC In-Charge / %_W

[okymeHT npoBepeH OKK:

Approved by QA In-Charge / 4
LokymeHT ogobpeH OOK: /

Date /

fata: 25 -o\v-025"

Date /

~
2 v Q). 2028
fara: 21
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Cipla

CERTIFICATE OF ANALYSIS
’ CEPTHOHMKAT AHAJIN3A
» Page2 of 4/ Ctp.2 3 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHA,I[E”@, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 485014 Batch Quantity / O6sem cepun:  5849packs / ymakosox
AR No / Ananntnaeckuii oruer Ne : ARF/024/2025|Date of Analysis / lata anaanza: 25.01.2025
Date of Mfg / Jlata nponssoacrsa:  01/2025 Date of Expiry / Tonen no: 12/2027

Analysis performed according ND / Ananuns nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, n3am. Ne 1 o7 09.07.2024

No Result / PesynbTarh Specification / Hopma
Test / Ilokasatens
4 | Uniformity of weight / Complies / CooTseTcTBYET 18/20 tablets NMT £ 7.5 %/ 18/20 ne 6onee + 7,5
OAHOPOAHOCTB 1O Macce %
) 2/20 tablets NMT =15% / 2/20 ne Gonee + 15%
5 | Loss ondrying/ [ToTepa B 2.1% NMT 6.0 % / He 6onee 6,0 %
Macce NpHu BICYLUIHBAHHH
6 Dissolution / 78-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosunos yepes 120 mun
7 | Uniformity of Dosage units / AV=55 The acceptability index forn=10 AV <LI.
OnHOPOAHOCTH I03MPOBAHHS 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.

[lokasarens npuemaemoctu ansi n=10 AV <L1.

B cnyuae, ecnn 3Hauerive AV npesbiwaer L1,
MPOBOJIAT HCMbITAaHNE Ha caeaytowmx 20 obpasuax.
Jnan=30 AV < L1. Bce 3Ha4eHHs Xi A0MKHBI
YIOBNETBOPATH HEPABEHCTRY:

IM=xi| 0,01 x L2 x M.

L1=150; L.2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTsenHoe ornpeaeneHue 14.04mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpodoTomeTpHs) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,04mr/136 CEHHO3M/I0B B nepecteTe Ha ceHHO3M B B 01HO
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Npoaykr cooTeeTcTyeT TpebosaHnam H | 3aknrovenue: ONOBPEHO
Checked by QC In-Charge / o D Approved by QA In-Charge / %
HokymeHT nposepeH OKK: a8 AokymeHT ogobper OOK: %//
Date / oty Date / ———— -
Jara: 25 - © [ara: ALY o
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Cipla

CERTIFICATE OF ANALYSIS

b Y

CEPTHOHKAT AHAJIU3A

-

Page3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHANE®, TABJIETKH 13,5 mr

Batch No / Cepust Noe: 485014

Batch Quantity / O6nem cepnu:

5849packs / ynakosox

AR No / Ananurnueckuii oruer Ne : ARF/024/2025 | Date of Analysis / Jlata anaansa: 25.01.2025

Date of Mfe / HaTta npon3zsoacrea:  01/2025

Date of Expiry / T'onen no:

12/2027

Analysis performed according ND / Ananns nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTarsl

Test / [loxazaTennb

Specification / Hopma

9 | Content of Methyl 0.044mg/tab
parahydroxybenzoate(HPLC)/
Conepixanue
MeTHnnaparuapokcubessoara 0,044mr/ra6
(B2XKX)

0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuonorpueckas YHCTOTa

10a) | Total Aerobic microbial count / 40
Obmee yueno a3podHbIX

MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / O6mee yncio
MJIECHEBLIX N APOAIKEBBIX

rpubos

<10

Not more than 107 cfu/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ Vcroiiunssle k
NEeHCTBHIO JKeNYU

rpaMoTpHLATeNbHbIC fakTepHu

Absent /O1cyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OtcyTcTBYIOT

Absentin I g/ OrcytctBue B 1 r

10¢) | Escherichia coli

Absent /OrcyteTaytoT

Absentin 1 g/ Orcyrcreue s | r

100 | Salmonella

Absent / OtcyTeTByOT

Absentin 10 g / Otcyrcteue 8 10 g

Remarks : The Product conforms to ND/
MpumeyaHue: MNpoayKT COOTBETCTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akntoyenue: OO0OEPEHO

Checked by QC In-Charge / f,b—v‘?

[okymeHT npoeepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

=

Date /

Nt 2.<. otrort

Date /

201, -
Dara: TR s
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Cipla

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJHM3A

Paged4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

IIpoaykr: CEHA,ZIE(E, TABJETKH 13.5 mr

Batch No / Cepun Ne: 485014

Batch Quantity / O6bem cepun:

5849packs / ynakoBok

AR No / Asanutuuecxnii oruer Ne : ARF/024/2025

Date of Analysis / lara anaauza: 25.01.2025

Date of Mfg / {ata npoussoacrsa:  01/2025

Date of Expiry / Toagen no:

12/2027

Analysis performed according ND / Auanu3s nposeaén no H/{: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, a3m. Ne 1 ot 09.07.2024

No Result / PesyabTaThl Specification / Hopma
Test / TTokazarens

11 | Package / Ynaxkoska Package / Vraxoska - 20 tablets |Package / ¥Ynaxoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / Ilo 20 TabneTok B 25 patient information leaflets in a carton. / I'lo 20
onucTep K3 NICHKH TabneTok B GJIUCTEP U3 IUIEHKH TpeXcloiHOM
MOJTHBHHUIXIOPHAHOH (IIBX/IT2/TIBAX) u amoMmuHuHeBo# ¢onsru. [To 2
(monuaTHIEHOBOI/ wrn 3 GnucTepa BMecTe ¢ HHCTPYKIHel mo
MOJIMBUHUIUACHXIOPUAHOM) U | MPHMEHEHHIO B KapToHHYfo nauky. [To 20 tabnetok
amoMuHHeBOH (onbry, no 25 B OnucTep U3 MISHKH NONUBUHHINXIOPHIHOI
GIHCTEPOB B KapTOHHYIO NA4YKy |(MONUITHAEHOBOI / MONMBHHHIMASHXIOPHAHOM) H
C BJIOXKEHHEM 25 HHCTPYKLHMt amoMuHuesoii gombru, no 25 Gnuctepos B
o NpUMEHEHHIO. KapTOHHYIO Ma4Ky C BIOXKEHUeM 25 MHCTPYKLUHIi no

NPUMEHEHHIO.

12 Labeling / Mapkuposka According to ND /
B coorserctBuy ¢ HJJ

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu TeMrnepaTtype He

XpaHEHHs Bbie 25 °C.
14 Shelf life / Cpok rogHocty 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTeeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoyeHue: OQOBPEHO

Checked by QC In-Charge /
HoxymeHT npoBepeH OKK: :?_‘e,/t’“o

Approved by QA In-Charge /
HokymeHT ofobper OOK:

Date /
[aTa:

—

IRl I T

Date /

[ata: 1+ 0vn02%
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