Ciple

CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIM3A

Page 1 of4/Crp. 113 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJEY, TABJAETKH 13,5 mr

Batch No / Cepust Ne i@ 485018

Batch Quantity / O%nem cepun:

5846packs / ynakoBok

AR:No / Ananutnyecknii orger Ne : ARF/030/2025 Date of Analysis / lara ananuza: 30.01.2025

Date of Mfe / lata mponsBoacta:  01/2025

Date of Expiry / I'onen go:

12/2027

Analysis performed according ND / Anannz nposenén no H/L: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uam. Ne 1 ot (09.07.2024

Ne Result / PesyabtaTsl

Test / Ilokaszarens

Specification / Hopma

1 | Description / Onmcanue

Complies / CoorsercTByer

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. / Ilnockue kpyrinsie TabneTku co
CKOIIEHHBIMH KpasMH OT KOPUYHEBOTO JI0 TEMHO-
KOPHYHEBOTO [IBETA ¢ BKparieHusMi. Ha omHoi
cTopoHe TabneTkH BeLaslieHo cnoro «CIPLAY, Ha
JIPYTOit - THHUA pazIoMa.

2 Identification / ITonmHHAOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OkpallliBaHue aMMHAYHOTO PAacTBOPa B KPAcCHSIif
AHTPaXHMHOHOBBIE INIMKO3HIbI i
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercrByeT chromatogram of the sample solution should
MertunnaparupokcubeH30aT corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEP/KHBAHKUSA OCHOBHOIO MHKA Ha XpPOMATOrpaMme
HCIBITYEMOrO PACTBOPA AO/DKHO COOTBETCTBOBATh
BpEMEHH YepKUBAHUS OCHOBHOTO MMHKA Ha
XpoMaTorpaMMme CTaHIapTHOTO pacTBopa
MeTWInaparuapokcndersoara (pasnen
«MeTunnapariJpokcudeH30ar).

Average weight / Cpennss
Macca

Ll

193.29mg / 193,29mr

189.99 mg +£7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTBeTCTBYET TPEbOBaHUAM H

Conclusion :'APPROVED /
3aknrovyeHue: OJOBPEHO

Checked by QC In-Charge / ,ﬁ:ﬁt;ﬂ
[okymenT nposeper OKK:

Approved by QA In-Charge /

e
[HokymeHT opobpeH OOK: %::Ejf”

Date /

flata; —=©°°® - 3

Date /

[ara: Q-@Erpaes
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Cipla

CERTIFICATE OF ANALYSIS
) CEPTHO®UKAT AHAJIV3A
. Page 2 of 4/ Crp.2 n3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE”, TABJETKH 13,5 mr
Batch No/ Cepust Ne: 485018 Batch Quantity / OGbem cepun:  5846packs / ynakoBok
AR No / AnannTageckuii oruer Ne : ARF/030/2025 | Date of Analysis / {ata anpammza:  30.01.2025
Date of Mfg / Jlata nponssoacrea:  01/2025 Date of Expiry / I'ogen mo: 12/2027

Analysis performed according ND / Anaan3 nposeaéun no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 or 09.07.2024

Ne Result / PesyabTarsi Specification / Hopma
Test / TlokazaTens )
4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
OaHOpPOIHOCTH TI0 Macce %
) 2/20 tablets NMT £15% / 2/20 ne Gonee + 15%
5 | Loss on drying / Iloreps B 1.7% NMT 6.0 % / He 6onee 6,0 %
Macce [pH BEICYLIHBAHUHU
6 | Dissolution/ 77-84% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He meree 70 % (Q) cennoznnon uepes 120 mun
7 | Uniformity of Dosage units / AV=538 The acceptability index forn=10 AV <L1.
OIHOPOIHOCTL 103HPOBAHHUS 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;LZ=25.0.

[Tokazarens npuemneMoctd i n=10 AV <L1.

B cnyuae, eciiu 3HayeHue AV npepbimaet L1,
MPOBOAT UCTIbITaHue Ha crexyomux 20 obpasuax.
JTnst n=30 AV < L1. Bce 3HaueHuA Xi TODKHEI
YIOBJIETBOPATEH HEPABEHCTBY:

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
KonuyecTBeHHOE OMpeje/ieHHe 13.97mg/tab / sennosides calculated as sennoside B in one tablet. /
(CniexkTpodoTomeTpus) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

13,97MF/T36 CEHHO3MJIOB B €pPECYLTE HA CEHHO3HA B B onnoit
ta0neTKe.

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

Mpumeyanue: Mpoaykr cootseTcTeyeT TpebosaHuam Hl | 3akntoyenune: ONOBPEHO

Checked by QC In-Charge / %t,o Approved by QA In-Charge / i

HokymeHT nposepeH OKK: ) [okymeHT ogobpeH OOK: @ ',""}.5"

Date / ot R Date / s &

A o et rexs Fapusst O\r 022025

FMQCO003-15-10

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



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
- Page3 of4 /Crp.3 n3 4

-

Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAIE®, TABJETKMH 13,5 mr

Batch No / Cepust Ne: 485018 Batch Quantity / O6benm cepun:  5846packs / ynakosok

AR No / Anaanrnyecknii oruer Ne : ARF/030/2025 [ Date of Analysis / TaTa amanuza: 30.01.2025

Date of Mfg / lata nponssoacrea:  01/2025 Date of Expiry /T'onen no: 12/2027

Analysis performed according ND / Ananns nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot (9.07.2024

No Result / PesynbTaTh! Specification / Hopma

Test / Tlokaszarens

9 | Content of Methyl 0.044mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Conepxanue
METHHHap&FHﬂPOKCHGGHZ%GaTa 0,044MF/TE16
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MuxpoOnonornueckas YHCTOTa

10a) | Total Aerobic microbial count / 30
O0wee uncno aspoOHbIX Not more than 10* cfu/ g / He 6onee 10° /r

MHKPOOPraHu3iMoB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10 /r
count / OfL1ee uuco <10
TIIECHEBBIX 1 APOIKIKEBBIX
rpudos

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10”/ g / He Gonee 107 /r
bacteria/ Y croiumsele K
NeHCTBHIO MenuH
rpamMoTpHuareabHble GakTepuu

10d) | Staphylococcus aureus Absent /OtcyTeTBYIOT Absent in 1 g/ OtcytctBue B I
10¢) | Escherichia coli Absent /OtcyTcTBYyIOT Absentin 1 g/ Orcytctsues | r
100) | Salmonella Absent / OrcyTeTByioT Absentin 10 g / OteytcrBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpoaykr cootseTcTByeT TpebosaHuam HA | 3akntoyenune: OQOBPEHO

Checked by QC In-Charge / :ﬁ/w Approved by QA In-Charge / ST
HokymeHT nposepeH OKK: ‘ o [okymeHT ogobpen OOK: %‘)«i{;
Date/ 5o oi.qesc Date / O\ .02 2025

Dara; Hara:
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Cip!

) CERTIFICATE OF ANALYSIS
CEPTHOVKAT AHAJIU3A

Page 4 of 4 / Ctp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoxykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepusn Ne: 485018

Batch Quantity / O0nem cepun:

5846packs / ynakosox

AR No / Ananutiueckuii orger Ne : ARF/030/2025

Date of Analysis / ata anaqmsa: 30.01.2025

Date of Mfg / Jlara npoussoactsa: _ 01/2025

Date of Expiry / 'ogen fo:

12/2027

Analysis performed according ND / Ananus nposeaén me HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2624 / IT1 N013745/01-180522, uzm. Ne 1 or 09.07.2024

No

Test / MMoka3zaTennb

Result / PesyabTaThl

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

onucTep U3 WIEHKH

(oM THICHOBOI/

10 NMPUMEHEHHIO.

Package / Vnakoeka - 20 tablets

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

HOTUBUHMIXIOPHIHOH

MOJUBHHHIHACHXIOPUIHOM) U
ANIOMHHKEBOIT onbru, 1o 25

OMCTEPOB B KAPTOHHYIO MAYKy
C BIIOYKEHHEM 25 MHCTPYKUMIH .

Package / Vnaxoska - 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
TabieToKk B OMcTep M3 TUIGHKH TPEXCJIOHHOM
(MBX/MID/MBAX) u antominuesoit Gonsry. IMo 2
vk 3 GaHcTepa BMECTe C HHCTPYKLUUEH Mo
MPHMEHEHHIO B KapToHHY10 nauky. [To 20 tabnerox
B OJIHCTED U3 MIEHKH MOJMBUHUIXJIOPUAHON
(MOMM3THIEHOBOI / MOJUBMHUIMASHXIIOPHAHOI) 1
aTroMUHAeB0H ¢onbry, no 25 Gaucrepos B
KAPTOHHYIO MauKy ¢ Blo)KeHueM 25 HHCTPYKUHii no
MPUMEHEHHIO. |

According to ND /

12 | Labeling / Mapxuposka

B coorsetcTBu ¢ HJ

13 Storage conditions / Ycnopust

XpaHeHus biuie 25 °C.

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

3 years /3 rona

14 | Shelflife / Cpok ronHocTy

Remarks : The Product conforms to ND/
Mpumeuanue: Npoaykr cooTBeTcTBYeT Tpebosanuam HI

Conclusion : APPROVED/
3akntoueHue: OOOBEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / 20N oWs) e
[okymeHT nposepex OKK: #)ﬁ . [LokymeHT opobpeH OOK: “5}/‘}/
Date / . . Date / "o nO2S
Narta: Re:etiont’ e Ol o2 =
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