Cipla

CERTIFICATE OF ANALYSIS
~ CEPTHUOUKAT AHAJIM3A

Page 1 of4/Crp. 13 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAAE", TABJETKH 13,5 mr

Batch No/ Cepan Ne: 485125

Batch Quantity / O6bem cepun:  5842packs / ynakosox

AR No / AmanuTauecckuit oruer Ne: ARF/197/2025

Date of Analysis / lara anaanza:  26.09.2025

Date of Mfg / lara npomzpoacrea:  09/2025

Date of Expiry / Tonen ao: 08/2028

Analysis performed according ND / Anaan3s nposeaén no HI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / TE N013745/01-180522, u3m. Ne 1 o1 §9.07.2024

Test / FlokazaTenn

Result / PesyabTaThl Specification / Hopma

1 Description / Onucaune 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-
ling on the other. / Inockue kpyrasie TabaeTkn co
CKOIIEHHBIMK KPasiMU 0T KOPHUHEBOTO 10 TEMHO-
KOPMUHEBOTO [1BETA C BKpan:icHusaMi. Ha oanolit
cropoHe TalaeTku BuiaasneHo cnoeo «CIPLA», Ha
APYTOit - AN Pa3ioMa.

2 Identification / TTonauHHOCTH

MeTuanaparuapokcHOeH30aT
{B2XX)

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTseTcTBYET OxpaluuBaHHe aMMHMavyHOTO pPacTBOpa B KPAacHLIii
AHTanHHOHOBhiE ITUKO3KidBbI
LBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTBeTcTBYET chromatogram of the sample solution should

corresponds to the retention time of the principle
peak in the chromatogram of the Methy!
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YISPRHBAHAA OCHOBHOTO NMHUKA HA XpoMaTorpaMme
MCMNBITYEMOTO PacTBOPa JI0KHO COOTBETCTBOBATD
BPEMEHH YICPHKHBAHUS QCHOBHOTO NHKA HA
XpOMaTorpaMMe CTaHAAPTHOT O PACTBOPA
MeTHInaparsapokckden3oara (pasaen
«MeTHanaparnapokcubenzoar).

[V3)

Macca

Average weight / Cpennss 190.78mg / 190.78mr 189.99 mg £7.5% / 189.99 Mr £7.3%

Remarks : The Product conforms to ND/
Mpumeyanume: MNpoaykT cooteeTcTBYET TpeboBaHNAM

Conclusion : APPROVED /
HA | 3aknruenue: OOOBPEHO

Checked by QC In-Charge / S D
HokymeHT npoeepeH OKK: ;ﬁ' .

Approved by QA In-Charge / o b
DokymeHT ogobpen OOK: /

Date /

fara;, *¢ oF2eny

Date /

Oara: D6 0a-2035

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUDPHUKAT AHAJIM3A

Page2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJETKH 13,5 wr

Batch No / Cepun Ne: 485125

Bateh Quantity / Odbem cepunt:

5842packs / ynakonox

AR No / Anaautudecknii otuer Ne : ARF/197/2025|Date

of Analysis / laTa amamuza: 26.09.2025

Date of Mfg / Tara upoussogera:  09/2025 Date

of Expiry / T'oaen ao: 08/2028

Analysis performed according ND / Ananus nposeién no

HI: I1 N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PesyabTaTs! Specification / Hopma
N Test / [NokazaTe.1b

4 | Uniformity of weight / Complies / CooTReTcTRYET 18/20 tablets NMT = 7.5 % / 18/20 ne Gosee = 7,5
ONHOPOXHOCTDb O Macce %

2/20 tablets NMT +15% / 2/20 He Gonee = 15%

5 | Loss ondrying / HoTeps B 2.1% NMT 6.0 % / He Sonee 6,0 %

MaCCE TIPH BbiCYLIHBAHHH

6 | Dissolution / 77-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopenne He menee 70 % (Q) cennosnaon sepes 120 mMun

7 | Uniformity of Dosage units / AV =56 The acceptability index forn =10 AV < LI.
OAHOPONHOCTL 1O3UPORAHUA In the case where the value of AV exceeds L1. a

test is carried out on the following 20 samples. For
n=30

AV < LI, All values of xi must satisfy the
inequality:

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

L1=150;L2=25.0

[Moxazarens npuemaeMocTi anst n=10 AV <L1.

B cnyyae, ecan 3navenve AV npesbiaet L1,
MPOBOAAT UCTBITAHNE Ha cexyownx 20 olpa3uax.
dnan=30 AV < L1. Bece 3HaueHus Xi 2OMMKHbI

Y AOBNETBOPATH HEPABSHCTBY!

[M-xi| < 0.01 = L2 x M,

L1=150;L2=250.

8 | Assay {Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KomuuecTBeHHOR  OnpeneneHue 14.06mg/tab / sennosides calculated as sennoside B in one tablet. /
{Cnekrpodoromerpusn) Ot 12,15 no 15.53 mr (o1 90,0 no 113,0 %)

14.06Mr/T36 CEHHO3UIOB B NepecueTe Ha cenHO3ua B B oaHoi
TabieTKe.

Remarks : The Product conforms to ND/
Mpumeuanne: Mpogykr cooTeeTcTBYET TpEBOBAHWAM HL

Conclusion : APPROVED /
3aknwovenmne: QOOBPEHO

Checked by QC In-Charge /
HoxymeHnT npoeepeH OKK: Vf_, 2

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

oot

Date /

oA o
Harta:

Date /

Oarta: Ject- k025

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




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHKAT AHAJTH3A

Page3 of4/Crp. 3 w3 d

Product; SENADE TABLETS 13,5 mg

Hponykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepun Net 485125

Batch Quantity / Obbew cepun:

5842packs / ynakoBok

AR No / Anaantuuecknii oruer Ne : ARF/197/2025 Date of Analysis / JaTa auaanza: 26.09.2025

09/2025

Date of Mfg / laTa npou3BoacTBa:

Date of Expiry / I'oaen ao:

08/2028

Analysis performed according ND / Ananns nposeaén no HJI: IT N0O13745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Test / [TokasaTean

Result / PesyasTatht

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
CoaepixaHne
MeTWInaparuapokcHben3oaTa
{(BXKX)

0.040mgMab

0,040mr/Tab

0.028 — 0.056 mg/tab. / O1 0,028 g0 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpobuonordueckas YMcToTa

t0a) | Total Aerobic microbial count / 30
O6ulee HHC:Ie a3pOGHBIX Not more than 10 cfu/ g / He 6onee 10* /r
MHKPOOPTAHNIMOB

10h) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10” /r

count / OBtuee yucno
MIECHEBLIX H IlpO)K}KEBle

<10

rpubor
10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 107 / g / He Gonee 10° /r
bacteria/ ¥YcToRumnBbIe K
neHCTBHIO KEMIU
rpaMoTpUuarensHeie BaKTepHH
10d) | Staphyiococcus aureus Absent /OTcyTCTBYIOT Absentin | g/ OrcyTeTBueB | T
10e) | Escherichia coli Absent /OTcyTeTRYIOT Absentin | g/ OtcyTetBueB | T
1ty | Salmonella Absent / OreyTerBYHOT Absent in 10 g /OtcytcTue B 10 g

Remarks : The Product conforms to ND/
Npumevanme: MpogykT cooTeeTcTRYET Tpebosannam HI

Conclusion : APPROVED /
3aknwovyeHue: OQOBPEHO

Checked by QC In-Charge /
NokymeHT nposepen OKK: ‘;*£ -0

Approved by QA In-Charge / Py
BokymenT ogobpen OOK: %j/

Date /

flara: 2.C &89, LeX

Date /

Yo
Hara: 26072025

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTHOUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No/ Cepus Ne: 485125

Batch Quantity / Ofnem cepuus:

5842packs / ynakosok

AR No / Ananatudecknii otyer Ne ; ARF/197/2025

Date of Analysis / Jata anaanza: 26.09.2025

Date of Mfgz / Tara mpouwisoacra:  09/2025

Date of Expiry / Toaen no:

08/2028

Analysis performed according ND / Ananus nposeaén no H/I: [T N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N0O13745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / Pe3syneTaThl Specification / Hopma

Ne Test / [TokazaTene

11 | Package / YnakoBka Package / ¥nakosxa - 20 tablets |Package / Ynakoska - 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. / I'lo 20 Tal7eTok B 25 patient information leaflets in a carton. / [To 20
DAHCTED M3 TIEHKH TabneToK B GIHCTEP M3 MICHKH TPEXCIOHHOMN
NO;TUBUHHTXAOPUAHOH (MIBX/MTMTIBAX) u amomuduesol oasru. [To 2
(MONUITHACHOBOH/ Wi 3 OIMCTEPa BMECTE ¢ WHCTPYKIMeH no
NOJUBHHHINAC HXIOPHUAHOM) U |(PUMEHEHHIO B KapTOHHYI0 nauxy, [To 20 TabneTok
amomurnesoil Gonbru, mo 25 B GUIMCTEP U3 MISHKYW MOTUBHHUIXJIOPUAHOR
OIMCTEPOB B KAPTOHHYIO Nadky  |(MOAWITHNEHOBOH / NONHBHHMANIEHXIOPHIHOH) 1
¢ BAOXKEHUEM 25 HHCTPYKUHiA anoMuHUeBoit GoIsri, no 25 GavcTepor B
no MPUMEHEHHED. KapTOHHYIO NMAYKY C BAOXeHUEM 25 HHCTpYKUKE Mo

TIPUMEHEHHIO.

12 Labeling / MapxupoBka According to ND /
B cooTteeTcTBuH ¢ H/L

13 Storage conditions / YcaoBus In a dry place, at temperature below 25 °C./ B cyxom MecTe nipH TeMneparype He

XpaHeH s Bhite 25 °C.
14 Sheif life / Cpok ronHoCcTH 3 years /3 rona

Remarks : The Product conforms to ND/
Npumevanue: Mpoaykr cooTBeTcTBYET TpeboBaHMAM ML

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

Checked by QC In-Charge / E 0

Approved by QA In-Charge /

o=t

NokymeHT npoeepeH OKK: HokymeHnT ogobpeH QOK:
Date / Date /
ﬂ:f:—:: 26 o er St Hata: 26 0% 2025

FMQC003-15-10

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