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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJTH3A

Page 1 of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne :

485165

Batch Quantity / Odbem cepun:

5842packs / ynakoBok

AR No / Anaanruaecknii oruer Ne : ARF/248/2025

Date of Analysis / Jlara anasinza:

13.11.2025

Date of Mfg / lara npoussojcrsa:

11/2025

Date of Expiry / 'ojien ao:

10/2028

Analysis performed according ND / Anaans nposeaén no HJT: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Result / Pesyabtarst

Specification / Hopma

MeTtunnaparuapokcubensoar
(BOXX)

()

Average weight / Cpeaussa

| Mmacca

No
Test / [Tokasarean
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 kpyribie TabjeTkH co
CKOLIEHHBIMH KpPasiMH OT KOPHYHEBOIO 110 TEMHO-
KOPUYHEBOTO LBETA ¢ Bkpannenusamu. Ha onxod
cTopoHe TabneTkn BoigasieHo cnoso «CIPLA», Ha
APYrO# - THHUA pasnoMa.
2 | Identification / IToanuHHOCTh
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsetcTBye? OkpauMBaine aMMHAuHOTO PAcTBOPa B KPACHBII
AHTPAXHHOHOBbIE MTHKO3HIbI
LBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should

188.84mg / 188.84ur

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
VIEP/KMBAHHA OCHOBHOTO MUKA Ha XPOMAaTorpamMme
MCIILITYEMOTO PacTBOPa JOMKHO COOTBETCTBOBATE
BPEMEHH VISPHUBAHHA OCHOBHOTO MUKa Ha
XpomMaTorpaMme CTaHIapTHOrO pacTBopa
MeTH/inaparuapokcubensoara (pasaei
«MeTuinaparuapokcHOeH3oar).

189.99 mg £7.5% / 189,99 mr £7,5%

i |

Remarks The Product conforms to ND/
Mpumevanue: MNpoaykT cooteeTcTBYET TpebosaHvsm H

Conclusion : APPROVED /
3akntoyenune: OQOBPEHO

Checked by QC In-Charge /|~ _ ("' ¢ ' Approved by QA In-Charge / gé Waf
HokymenT nposepeH OKK: i S HokymeHT ofobpeH OOK: r’L//
Date / " 1 Date /
; A :
| Nlata: 1 34 188 __ Aara _haeae i o
FMQCO03-15-10
Cipla Lid..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg. Lower Parel. Mumbai - 400013, India.

At Simchem Pvi. Lid., Plot No. 60-65, Tuem Industrial Estate. Tuem. Pernem Goa -403512




CERTIFICATE OF ANALYSIS
s CEPTHOUKAT AHAJIM3A

Page 2 of 4 /Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoavir: CEHAJE", TABJIETKH 13,5 mr
p \b

Batch No / Cepnst Ne: 485165

Batch Quantity / Oobem cepun:

584Zpacks / ynakosok

AR No / Ananutuuecknii oruer No : ARF/248/2025|Date

of Analysis / laTa auanu3za: 13.11.2025

Date of Mfe / Jata npoussojgcrBa:  11/2025 Date

of Expiry / I'onen jo: 10/2028

Analysis performed according ND / Anwanus nposenén no

HJI: 1T N013745/01-180522, amend No. 1 dated

09.07.2024 / TT N0O13745/01-180522, uzm. Ne 1 o1 09.07.2024

Test / [Mokasatenn

Result / Pesyabtarhi

Specification / Hopma

4 | Uniformity of weight /
OnHOpOAHOCTH MO Macce

Complies / CootseTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7.5
%
2/20 tablets NMT =15% / 2/20 He donee = 15%

) Loss on drying / TToTeps B 1.7%

Macce NpH BbICYLHIUMBAHWH

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution / 79-85%

Pactropenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosmnos yepes 120 mMun

7 | Uniformity of Dosage units / AV =53

OJIHOpOJ.IHOCTI: AO03HPOBAHMA

The acceptability index forn =10 AV <LI.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
=30

AV < LI1. All values of Xi must satisfy the
inequality:

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

Ll =150; L2 =250,

Iloxaszarens npueminemocti s n=10 AV < L1.

B ciyuae, eciin 3navenue AV npessiinaet L1,
NpOBOIAT HCTBITAHUE Ha clienytomux 20 obpaziax.
Jng n=30 AV < L1. Bce 3HauyeHns X J0JKHbI
YJOBJIETBOPATE HEPABEHCTRY

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

L1 = 15,0; L2'=250.

8 Assay (Spectrophotometry)
14.06mg/tab /

KonudecTBeHHOE OmpejielieHue
(Cnekrpooromerpus)

14,06Mmr/Tad

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 10 15,53 mr (o1 90,0 1o 115,0 %)
CEHHO3MIIOB B Nepectere Ha ceHHo311 B B oanoi
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyadue: MNMpoadykT cootBeTcTBYET Tpebosannam HI

Conclusion : APPROVED /
3aknwueHue: OQOBPEHO

Checked by QC'In-Charge / ‘-?éf;'t‘pﬁ
HokymeHT npoeeper OKK: ' '

Approved by QA In-Charge /

JNokymeHT ogoBpet OOK: %l‘-“"f’
s

Date /

fara. |2\ et

Date /

{3\\-202 8"
[ata:

Cipla Ltd.,Cipla House, Peninsula Business Park. Ganpatrao Kadam Marg, Lower Parel, Mumbai -

FMQC003-15-10

100013, India

At : Simchem Pvt. Ltd.. Plot No. 60-63. Tuem Industrial Estate, Tuem, Pernem Goa -403512

%



CERTIFICATE OF ANALYSIS

by

CEPTUDOHUKAT AHAJIM3A
. Page3 of 4/ Crp.3 u3 4
Eroduct: SENADE TABLETS 13,5 mg Iponykr: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepust No : 485165 Batch Quantity / O6vem cepuu:  5842packs / ynakobox

AR No / Anannrauecknii otuer Ne : ARF/248/2025 | Date of Analysis / Jlata anaansza: 13.11.2025

Date of Mfg / lara npomssoxcrsa:  11/2025 Date of Expiry / I'oaen no: 10/2028

09.07.2024 / 11 N013745/01-180522, u3am. Ne 1 ot 09.07.2024

Analysis performed according ND / Anasins npoBenén no HI: [1 N013745/01-180522, amend No. 1 dated

Result / Pesynbrarthi Specification / Hopma
e Test / [loxazarens
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)Y/
Conepxanue
MeTHIInaparuIpokcuoensoara 0.043mr/Ta6
(BOAX) '

10 | MICROBIAL LIMIT TEST/ MukpoGuoJoruieckas 11ucToTa

10a) | Total Aerobic microbial count /
O0u1ee YHCIO a3POOHBIX 10 Not more than 10° cfu/ g / He 6onee 10" /r

MHKPOOPraHu3mMoB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /r
count / O0uiee yucio <10
IJICCHEBBIX ¥ APOIKIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTeTBYIOT Not more than 10° / g / He 6oznee 10" /r
bacteria/ ¥ cToiiumBbIE K
AeHCTBUIO AKeTuH
rpamMoTpHIaTebHble DakTepuu

10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin | g/ OtcyteTBHe B I T

10 ¢) | Escherichia coli Absent /OTCYTCTBYIOT Absent in 1 g/ OrcytetBue B 1 1

100 | Salmonella Absent / OTeyTeTBYIOT Absentin 10 g / OtcyTeTteue B 10 g

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

Mpumeyuanue: MpogykT cooteeTcTayeT Tpedosarunam H | 3aknroueHue: OOOBPEHO

Checked by QC In-Charge / y | Approved by QA In-Charge / ? N enp

NokymeHT nposepeH OKK: giCJ | OokymeHT caobpex OOK: /%K,i

Date / o | Date /

fata. P M mim | fata: 1324 B

FMQC003-15-10

Cipla L1d..Cipla House. Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013, India.
Al - Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem. Pernem Goa -403512




CERTIFICATE OF ANALYSIS

~

CEPTHO®UKAT AHAJIN3A
- Page 4 of 4/ Crp. 4 u3 4
Product: SENADE TABLETS 13,5 mg ITpoavkr: CEHA,I[E@', TABJIETKHA 13.5 mr
Batch No / Cepust Ne: 485165 Batch Quantity / O6bem cepun:  5842packs / ynakosok
AR No / AmaanTudecknii oruer Ne : ARF/248/2025|Date of Analysis / lata anaaunsa:  13.11.2025
Date of Mfg / lata npoussoacrea:  11/2025 Date of Expiry / I'ogeu j10: 10/2028

Analysis performed according ND / Anasun3 nposeaén no HJL: IT N013745/01-180522, amend No. | dated
09.07.2024 / TI N013745/01-180522, uam. Ne 1 ot 09.07.2024

Result / PesyabTatsl Specification / Hopma
e Test / [TokaszaTeab
11 | Package / Ynakoska Package / Vnakogka - 20 tablets |Package / Ynakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PL/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. / ITo 20 Tabnetok B 25 patient information leaflets in a carton. / Tlo 20
Bauncrep U3 NICHKA TabjeToK B ONMCTEP M3 MIEHKH TPEXCIOHHOMH
MOJHBHHUIXJIOPHIHO I (IIBX/TI2/TIBJIX) 1 amomunueBoi ¢osbru. [To 2
(MomMAITHACHOBOIT/ wnn 3 GaMcTepa BMECTE € MHCTPYKLMEH no
IMONUBAHUIAACHXIOPHAHOH) U |MPUMEHEHUIO B KapToHHyIo rnadky. [To 20 rabnetok
amoMunuesoit goabru, no 25 B OaMCTep M3 IMAEHKH HOTUMBHHUIXIOPHAHOH
GHCTEPOB B KAPTOHHYIO MauKy |(TMOAU3THAEHOBOMN / NOAHBHHHINIEHXIOPHAHOM) 1
C BAOKEHHEM 25 HHCTPYKUHHA AMIOMHUHMEBOI GonbLri, mo 25 GNUCTEPOB B
110 NPUMEHEHHHD. KapTOHHYIO MAYKy € BIOKEHHEM 25 HHCTPYKLMHA 110
MPUMEHEHHIO.
12 Labeling / MapkupoBka According to ND /
B cootseTcTBium ¢ HJI
13 Storage conditions / Yciosus In a dry place, at temperature below 25 °C. / B cyxom MecTe [IpH TeMIleparype He
XpaHeHUsi Boite 25 °C.
14 Shelf life / Cpoxk rogHocTu 3 years/ 3 roaa
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpogykT cooteeTcTEyeT Tpebosanuam H | 3aknwyeHue: ONOBPEHO
Checked by QC In-Charge / i; 79 | Approved by QA In-Charge/ e
NokymeHT nposepex OKK: = 4 | OoxymeHT ogobper OOK: %‘7; =
| e
Date / o | Date / -
% 3 . 3 - &)
Hata. M LY - 2R B [ara: i 5
FMQCO03-15-10
Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 40001 3. India

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