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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne ;

485073

Batch Quantity / O6bem cepun:

5842packs / ynakoBok

AR No / Anaauruvuecknii oruer Ne : ARF/101/2025

Date of Analysis / laTa anajn3za:

10.04.2025

Date of Mfg / laTa npon3BojicTBa:

03/2025

Date of Expiry / T'ogen go:

02/2028

Analysis performed according ND / Anann3s nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [lokazaTens

Result / PeayasTarsl

Specification / Hopma

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. / [nockue Kpyribie TabneTku co
CKOLIEHHBIMH KpasiMi OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO 1IBETa ¢ BKparneHuaAMu. Ha oaHoit
cropoHe TabneTky BbiAaBaeHo cnoBo «CIPLA», Ha
JPYroii - TMHKS pasioMa.

Identification / TloanuHHEOCTH

2a)

Anthraquinone glycosides /

AHTanHHOHOBLIC TIHUKO3HIBI

Complies /
CooTBeTCTBYET

Ammoniacal solution turns a reddish colour /
OxpaluuBaHie aMMHa4YHOIO pacTBOpPa B KpPaCHbLi
LIBET.

2b)

Methyl Parahydroxybenzoate
(HPLC)/
Meruanaparuapokcubensoar
(BOXKX)

Complies /
CootsercTByeT

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
yIepKHBaHIA OCHOBHOIO MHKA HA XPOMaTOrpaMme
MCILITYEMOI0 PAaCcTBOPa A0MKHO COOTBETCTBOBATh
BPEMCHH Y/IEp/KMBaHHA OCHOBHOTO TTMKa Ha
XpoMaTorpaMme CTaHAapTHOTO PacTBOpa
MeTHInaparnapokcubensoara (pasaen
«MeTunnaparuapokcubeHsoar).

Average weight / Cpennsas
Mmacca

189.64mg / 189,64mr

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

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwyeHue: OOBPEHO

Checked by QC In-Charge /
DokymeHT nposeper OKK:

%b-?

Approved by QA In-Charge /
HokymeHT ogobpex OOK:

B

Date /
Harta:

[0 -0Lsr o1y

Date /
[ara:

lo<oy.2029
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Cipla

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

b Y

Page2 of 4/Ctp.2 n3 4

Product; SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust No: 485073

Batch Quantity / O6sem cepun:

5842 packs / ynakoBok

AR No / Anamutnuecknii orger Ne : ARF/101/2025

Date of Analysis / laTa ananusa:

10.04.2025

Date of Mfg / lata nponssojacrsa:  03/2025

Date of Expiry / I'ogen po:

02/2028

Analysis performed according ND / Ananu3 nposeaén no HJL: I N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / [lokazaTenn

Result / PesynbTarsi

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTB 110 Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT = 7.5 % / 18/20 He bonee + 7,5
%
2/20 tablets NMT +15% / 2/20 He 6onee + 15%

OAHOPOAHOCTL NO3UPOBAHMS

5 | Loss on drying / IToteps B 1.8% NMT 6.0 % / He 6onee 6,0 %
macce NpH BICYIIHBAHHH
6 Dissolution / 80-87% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopenue He menee 70 % (Q) cenno3unos uepes 120 mun
7 | Uniformity of Dosage units / AV=57 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 < LI1. All values of xi must satisfy the
inequality:

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

L1=15.0; L2 =25.0.

[Tokasarens npuemaeMocty 1 n=10 AV <L1.

B cayuae, ecam 3sHavenre AV npesbiwaet L1,
OpPOBOJAT UCTIBITAHKE HA chaeayoiux 20 obpasuax.
Jinga n=30 AV <L1. Bce 3HaueHus Xi JOMKHEI
Y/JOBIIETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonwuecTBeHHOE OMpeeIeHHe
(CniekTpothoTOMETPHA)

14,03mr/Tab

14.03mg/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 10 1135,0 %)
CCHHO3MIOB B NEpecueTe Ha CeHHO3M B B oaHOif
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooteeTcTByeT TpebosaHuam HO

Conclusion : APPROVED /
3axnioueHue: OQJOBPEHO

Checked by QC In-Charge / ?’p
€
3 S

Approved by QA In-Charge /

=

OokymenT nposepeH OKK: [okymeHT ofobpen OOK:
Date / ) Date /
fara; 10- © 4 1en3 [ara: lo - oU~r02S

FMQC003-15-10

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




bl

Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 3 of 4 /Ctp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusnt Ne ;485073

Batch Quantity / Oobem cepun:  5842packs / ynakoBok

AR No / Ananmarruecknii otuer Ne : ARF/101/2025

Date of Analysis / laTa ananmsa:  10.04.2025

Date of Mfg / ,Lla'ra NPOH3BO/ACTBA:

03/2025 Date of Expiry / T'onen no: 02/2028

Analysis performed according ND / Auanu3 nposeaén no HJ/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Result / PesyabTarhl

Specification / Hopma

= Test / lokazarens
9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copepxanue
MeTHIINaparuapoxkcubensoara 0.040mr/r26
(BDIKX)

10 { MICROBIAL LIMIT TEST/ Mukpobuonoruieckas 4McToTa

10a) | Total Aerobic microbial count / 30
O61ee YHCTo aspofHbIX Not more than 10* cfu/ g / He Gonee 10* /r
MHKpPOOPraHM3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / O6ee uncio <10
IJIECHEBBLIX H APOHIKEBbIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYFOT Not more than 10°/ g / He Gonee 10° /r
bacteria/ Y cToiiuuBbie K
JICCTBUIO JKelur
rpamMoTpHLATebHble OaKTepUH

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin | g/ OrcytetBue B 1 1

10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin [ g/ OtcytctBue B 1 ©

101) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / Orcyrcrsne B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpogyxT cooTBETCTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3aknwoyenue: OOOBPEHO

Checked by QC In-Charge /
DokymeHT npoeepeH OKK:

-

Approved by QA In-Charge /
OokymeHT ofobper OOK: %

‘Date /
HaTa:

[D- 0L\ LS

Date /
[Hara:

0 -04-2025
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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJTU3A

Page40of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusnt Ne: 485073 Batch Quantity / O6nem cepun:  5842packs / ynakoBok
AR No / Anasarauecknii oruer Ne : ARF/101/2025|Date of Analysis / lara anamnsza: 10.04.2025
03/2025 Date of Expiry / losen no: 02/2028

Date of Mfg / laTa npon3sojacTsa:

Analysis performed according ND / Ananns nposenén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / IToxka3zaTenb

Result / PesyabTaTsl

Specification / Hopma

11 | Package / YnakoBka

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / TTo 20 TabneTok B
OnHcTep M3 IIIEHKH
NOJIMBUHHNXJIOPHIHO
(nonuITUIEHOBOM/
MOJIMBUHKIHICHXIOPHIHOMN) H
AMOMHUHUEBO# (onbru, no 25
61MCTEpOB B KAPTOHHYIO MavKy
C BJIOXKEHHEM 25 HHCTPYKUMH
10 MPHMEHEHHMIO.

Package / ¥Ynakoeka - 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
TabaeTok B GuucTep U3 NIEHKU TPEXCITOHHOMH
(NMBX/TID/AIBAX) u amomuuueBoi donbru. 1o 2
WK 3 BrMcTepa BMECTE ¢ MHCTPYKLUHEH Mo
MPUMEHEHHUIO B KapTOHHY0 nayky. [To 20 Tabnetok
B GNHCTEDP U3 TUTEHKH MOJHBHHUIXIOPUAHOM
(MONU3THNEHOBOH / TONMBUHUIHACHXJIOPHAHOI) U
aNFOMIHHEBOM Qonbru, no 25 61ucTepos B
KapTOHHYIO NauKy ¢ BIOXKEHHeM 25 HHCTPYKLUHi no
NMPHMEHEHHIO.

12 | Labeling / MapxupoBka

According to ND /

B coorsercreun ¢ HJJ

13 Storage conditions / YcnoBus
XpaHeHHs

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

goiie 25 °C.

14 | Shelf life / Cpok roanoctu

3 years /3 roga

Remarks : The Product conforms to ND/
MpumeyuaHue: [NpoayKT cooTeeTCTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3akntoueHue: OOJOBPEHO

Checked by QC In-Charge / 9:5/% )

[okymeHT nposepeH OKK:

Approved by QA In-Charge /
JokymeHT opobpen OOK:

G-

Date /

Dera: 0-04G. Lors—

Date /

[Hara: {0 « Y2025
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