Cipla

CERTIFICATE OF ANALYSIS

o CEPTUOUKAT AHAJIM3A
Page 1 of 4/ Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepusn Ne: 485187 Batch Quantity / Oobem cepun:  5850packs / ynakoBok
AR No / Ananurnuecknii oruer Ne : ARF/286/2025|Date of Analysis / lara ananuza: 18.12.2025
Date of Mfg / llata nponsBoacrsa:  12/2025 Date of Expiry / I'ogen go: 11/2028

Analysis performed according ND / Ananus nposenén mo H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, nzm. Ne 1 ot 09.07.2024

Result / PesyabTars Specification / Hopma

Test / loka3zaTeinb

1 | Description / Onucanue Complies / CooTretcTByeT Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. 1t has CIPLA
monogram embossed on one side and central break-
line on the other. / [1nockue kpyrabie TadneTk co
CKOMIEHHBIMHU KPasMH OT KOPHYHEBOTO /10 TEMHO-
KOPHUHEBOro LBeTa ¢ BKparnenusMu. Ha oauoii
cTopoHe TabneTkH BblaasneHo cinoBo «CIPLA», Ha
JIPYrOii - THHHA pa3ioMa.

2 | Identification / TToAMHHOCTh

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsetcTByeT OxkpallkBaHie aMMHa4HOr0 PacTBOpa B KpacHbiid
AHTPaXUHOHOBBIC TITHKO3HIIbI
LIBET.

2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CoorsercTyeT chromatogram of the sample solution should
Mertunnaparnapokcudensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewms
YIAEP/KMBAHHMA OCHOBHOTO [TMKA HA XpOMaTrorpaMme
HCTIBITYEMOTO PacTBOPa AOMAKHO COOTBETCTBOBATH
BPEMEHH YIEPXHHUBAHHUA OCHOBHOTO IMKa Ha
XpomarorpamMmme CTaHAapTHOIo pacTBopa
mMeThianaparuapokcubensoarta (paiaen
«MeTuanaparuapokcubenzoar).

3 Average weight / Cpennsis 187.28mg / 187.28wmr 189.99 mg +7.5% / 189,99 mr +£7,5%
macca

Remarks . The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpoaykr cooteercrayeT Tpebosanusm H | 3aknwyenue: ONLOBPEHO
Checked by QC In-Charge / ) ‘ Approved by QA In-Charge / 7 e
[okymeHT nposeped OKK: ;fx_ ¥t HokymeHT ogobpeH OOK: ﬂ}“‘/
Date / : Date /
fata: S\22208 Dara: TR e
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIH3A

Page 2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJETKH 13,5 mr

Date of Mfg / lara nponsBojacTsa:

Batch No / Cepust Ne: 485187 Batch Quantity / O6bem cepun:  5850packs / ynakosox
1AR No / Ananurnyecknii otuer Ne; ARF/286/2025|Date of Analysis / laTta ananuza: 18.12.2025
12/2025 Date of Expiry / T'ogen 1o: 11/2028

Analysis performed according ND / Ananu3 nposeaén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 or 09.07.2024

Result / PesyasTaTht

Specification / Hopma

13,98mr/1ad

» Test / [TokasaTenan
4 | Uniformity of weight / Complies / CoorsetcTByeT 18/20 tablets NMT + 7.5 % / 18/20 we Gonee + 7.5
OnHOpOAHOCTS MO Macce %
2/20 tablets NMT +15% / 2/20 ne Gonee + 15%
5 | Loss on drying / IToTeps B 1.9% NMT 6.0 % / He 6onee 6,0 %
Macce NP BblCYLUHBAHHK
6 | Dissolution / 80-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenno3unos yepes 120 mun
7 | Uniformity of Dosage units / AV =538 The acceptability index forn =10 AV <LlI.
O1HOPONHOCTh 103HPOBAH s 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:
IM-xi| 0,01 x L2 x M.
L] = 1500: L2=25:0.
[okazatens npuemaemocTy ais n=10 AV < L1.
B cayuae, ecnv 3Hauenne AV npeeninaer L1,
NPOBOIAT HCIbITaAHKE Ha cenyommx 20 odbpaszuax.
Hnsa n=30 AV < L.1. Bce 3HaueHns X1 0K HL!
YIOBJIETBOPATH HEPABEHCTRY:
[M-xi| < 0,01 x L2 x M.
LI = 15)0; [2'=25.0.
8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuectsenHoe onpeaeneHue 13.98mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomeTpus) Ot 12,15 no 15,53 mr (o1 90,0 mo 1 15,0 %)

CEHHO3MI0B B NepecyeTe Ha ceHHo3M B B 0iHO#
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyvanne: MNMpoaykT cooTeeTcTBYET TpeboBarHuam HL

Conclusion : APPROVED /
3akntoyerune: OOBPEHO

Checked by QC In-Charge /
[NoxkymeHT npoBepeH OKK:

e

Approved by QA In-Charge /
HokymeHT ogobper OOK:

Bt

Date /
Oara:

1S A e n”

| Date /

Hata: (& 122
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Page3 of4/Crp.3 uz d

Product: SENADE TABLETS 13,5 mg Mpoxykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No /Cepna No: 485187

Batch Quantity / O6bem cepun:  5850packs / ynakosok

AR No / Ananurnuecknii otyer Ne : ARF/286/2025 | Date of Analysis / Iara ananuza: 18.12.2025

Date of Mfg / laTa npou3sBojcrea:

12/2025 Date of Expiry / I'ojen sio: 11/2028

Analysis performed according ND / Ananus nposeaén no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / PesyabTaTsi Specification / Hopma
fe Test / [lokasaTenn
9 | Content of Methyl (.04 Img/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepuarue
MeTHInaparuapokciGensoaTa 0.04 |Mr/Ta6
(BOXKX)
10 | MICROBIAL LIMIT TEST/ Mukpo6uoioriyeckas 4McTora

10a) | Total Aerobic microbial count /
Obuee 9HCNO a3pobHBIX 20 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHU3mMOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / Obuee uucio <10
TIECHEBBIX H APOIKIKEBHIX
rpuboB

18 ¢) | Bile tolerant gram-negative Absent /OtcyTeTBYIOT Not more than 107/ g/ He 6onee 107 /v
bacteria/ ¥ ctoiiuuBbie K
JAEHCTBHIO HKeTun
rpamMoTpHLaTensHble 0akTepHn

10d) | Staphylococcus aureus Absent /OtcyTeTByIoT Absent in 1 g/ OtcyTeTBue B 1 1 ]

| We) | Escherichia cali Absent /OrcyrerByior Absentin I g/ OtcytectBHe B | T
100) | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / OrcytctBue 8 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: Mpoaykr cooteeTcTByeT Tpeboanusm HI | 3aknoyenue: OOOBPEHO

Checked by QC In-Charge / 3 L & Approved by QA In-Charge / /
[okymeHT nposeper OKK: E’ﬁ e | HokymeHT ogobpeH OOK: W
|
Date / . o, | Date /
fara: &7 17verk | fra 1% 12 2ol |

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 Indusirial Estate, Tuem. Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
h CEPTUOUKAT AHAJIU3A

Page40f4/Crp. 4 n34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE", TABJIETKH 13,5 M-

Batch No / Cepun Ne: 485187

Batch Quantity / O6bem cepun:

5850packs / ynakoBox

AR No / Ananutuueckuii oruer Ne : ARF/286/2025

Date of Analysis / lara anaan3a:

18.12.2025

Date of Mfe / lata npoussoscrea:  12/2025

Date of Expiry / I'ogen no:

11/2028

Analysis performed according ND / Ananu3s nposeaén no HJI: T N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [Moka3aTeib

Result / PesynbTaTsi

Specification / Hopma

11 | Package / Ynakoska

in a blister made of

OnucTep U3 NIeHKH
MOJIMBUHKIXIOPHIHOM
(110AM3TUIIEHOBOI/

M0 MPUMEHEHHIO.

Package / Ynakoska - 20 tablets

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

NOJMBHHHITHASHXJIOPHAHOH) H
ATIOMUHNEBOH (POJTBIH,
ONMCTEPOB B KAPTOHHYIO MAYKY
C BIOKEHHEM 25 WHCTPYKUH

Package / Ynakogka - 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. / 1o 20
TabneTok B OIUCTEP M3 MIEHKH TPEXCAORHOM
(IBX/MI5/MBAX) u amomuuneBoit gonsru. 1o 2
WK 3 Gnucrepa BMeCTe ¢ MHCTPYK LIMEH 1o
NpUMEHEHHIO B KAPTOHHYIO nauky. [To 20 Tabnetok
B OnHCTEp U3 MUICHKK MONHBHHUIXJIOPUIHO#M
(MONIMATHACHOROI / MOTHBUHUIKAE HXJIOPUTHOM) H
AIOMUHNEBOI Gonbri, mo 25 6nUcTepoB B
KAPTOHHYIO MauyKy ¢ BIOMKeHHeM 235 WHCTPYKINi no
MPUMEHEHHHO.

no 25

Labeling / Mapkuposka According to ND /

B coorperctein ¢ HJ|

Storage conditions / Ycnosus

XpaHeHHs seie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe NpH TEMNEpaType He

Shelf life / Cpok rogHoctH 3 years / 3 rona

Remarks | The Product conforms to ND/
Mpumeuanue: Mpoaykr cooraeTcTeyeT Tpebosanuam HI

Conclusion : APPROVED /
3aknwyenune: OOOBPEHO

Checked by QC In-Chargg/ . (* e Approved by QA ln-Charge /ﬂ'}‘\ s
OokymeHT nposepex OKK; = DokymerT ogobper COK: ot
Date / . Date /

Nata: 112 L2 28 Nava: \ &\ 2-202%
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