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CERTIFICATE OF ANALYSIS
-. CEPTUOUKAT AHAJIHIA

Page 1 ol 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Tpogykr: CEHAZIEY, TABJETKM 13,5 mr

Batch No / Cepns Ne: 485156

Batch Quantity / O6wnem cepsim:

S845packs / ymaxosox

AR No / Anaaaraueckui oraer M1 ARF/235/2025 | Date of Analysis / lara amammmaa: 31.10.2025

Daie of Mfg / dara nponisoacrea:  10/2025

Date of Expiry / 1'onen ao:

0972028

Analysis performed according ND / Axanus npoeeain no HJ[: 11 N013745/011-180522, amend No. 1 dated
09.07.2024 / [INO13743/01-180522, wam. Ne £ o1 09.07.2024

e Test / [NoxazaTear

Result / PesysnLratst

Specification / Hopma

I | Description / Onucanye

Complies / CooTreTcTRYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embessed on one side and central break-
line on the other. / TLiockue kpyrabie TabneTkH co
CKOWEHHABIMY KPasmM i OT KOPUYHEROIO IO TEMHO-
KOPHYHEBOO LBETA ¢ BKPAILIEHHAMU, Ha ogHoi
CTOPOHE TADNETKEH BriaBaeHo criopd «CIPLA», va
APYTow - JIMHHA Pa3IoMi.

2 Identification / [MoanunHoCcTL

2a) | Anthraguinone glycosides /

A HTPAKHHEOHOBBIC TAHKO3ILABI

Complies /
CooTBETCTRYRT

Ammoniacal solution fwns a reddish colour /
OKpauIHpaHne aMMHAvHOTD LAcTROPA B KPACHBIH
LBET.

2b) | Methy! Parahydroxybenzoate
(HPLCY
MeTunnaparuapokcudeHsoar
{B3XX)

Complies /
CooteeTcTRYET

tetention rime of the principle peak in the
chramatogram of the sample sclution should
correspondls to the retention time of the principle
peak in the chromarogram of the Methyl

arahydrecybenzoate standard solution (refer test
«Methyl Parahydroxybenzoates) / Bpems
YHEPHKEBAHHA OCHOBHOTO MHMKA H2 XPOMATOIPAMME
HCTIBITYEMOTD PAcTBOPE NOJYKHC COOTBETCTBORAT
BRCMEHY Y IRPIKHBAHIA OCHOBROIO TIHKA HA
XpoMaTorpamMye CTaBmEpTHOND PACTBOPA
MeTHInaparuapokcHieroarta (pasaen
«Metumaparunpokcnfensoar).

3 | Average weight/ Cpeauas
Macca

1838.85mg / 188,35mr

189.99 mz ==7.5% / 189,99 Mr£7.5%

Remarks : The Product conforms to ND/
fipumeyanue: NpoaykT cooTeeTeTRYET TpetoBanuam H

Conclusion : APPROVED /
Jamnwuenwe: QLCBPEHD

Checked by QC In-Charge/ /1, Approved by QA In-Charge / e
AdorymeHT npoeepeH OKK: 5’21[,.'_.1/-_’0 AorymenT ogobpen QOK: QZ@‘_‘;E’;‘
Date/ « - Late / 2 i -
Qera > V@ rord Dara: S110- 228

FMQC003-15-1¢

Cipla Lil.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simghem Pvt, Lid,, Plot No. 60-65, Tuem Industrial Estate. Tuem, Pernem Goa -403512
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CERTIFICATE OF ANALYSIS

Y

CEPTHDHUKAT AHAMIA

Page2 of 4/ C1p. 2 n3 4

Product: SEP:TADE TABLETS 13,5 mg

Mpoayer: CEHAJIE"®, TABJETEH 13,5 mr

Batch No / Cepun Ne @ 485156

Batch Quantity / Obbem cepun: 5845packs / vnakosok

AR No / Auaaarauecknii oraer Mo 1 ARF/235/2025 | Date of Analysis / daTa anaamza: 31.10.2025

Date of Mfe / Tara npowssonersa: 1072025 Date of Expiry / T'ogen go: (09/2024

Analysis performed according NI}/ Anamnas apoeeaén no HyI: TING13745/01-180522, amend No. 1 dated
09.07.2024 / T1 NO13745/01-180522, vizm. Ne 1 o1 09.07.2024

Result / PeaynsraTh Specification / Hopma
Mo Test / Hokaaarens
4 | Uniformity of weight / Complies / CooTeeTCTRYET [ 8720 tablets NMT £ 7.5 %/ 18/20 ue bonee + 7,5
QAHOPOIHOCTE MO Macce %
2720 tables NMT £15% / 2/20 12 Boaze + 15%
5 | Loss on drying/Tlorepa B 1.9% NMT 6.0 %/ He Sonee 5,0 %
MEACCE FIPH BBICYIHBAHIH
6 Dissolution / Ti-85% NLT 70 % {(Q) of sennosides in 120 minutes
PacTrOpCHHE He menee 70 % (Q) cennosnmos wepes 120 MuH
7 Unifermity of Dosage units / AV=5% The acceptability index forn =10 AV <L1.

QAHOPOIROCTE A03RPOBAHYS

In the case where the value of AV exceeds L1, 2
fest is carried out on the following 20 samples. For
n=30

AV <L All values of xi must satisfy the
inequality:

IM-xi| <001 » L2 » M.

L1=150.L2=25.0.

IoxazaTens npuemiemocth ans n=10 AV < L1,

B crnyqae, ecnu snaueHne AV apepniumaer L1,
IPOBOAT HCIBITAHKE HA CEAYKNLINX 20 obpasias.
A n=30 AV < L. Bee 3Ha4eHMA Xi ZONHKHLI
VI0BACTEOPATh HEPABCHCTRY!

IM-xi] <0.01 = L2 » M,

L1=150: L2 =250.

8 | Assay (Spectrophotometry)
KonyuecTBEHHOE  ONpEICICHHE
(CriexrpodoroveTpud)

From 12.12 to 15.53 mg (from 90.0 to 115.0 %) of

14.01mg/tab / sennosides calculated as sennoside B in one tablet, /
Ot 12,15 20 135,53 Mr (o1 90,0 no 113,0 %)

14,0 Imr/125 CEHHO3MAOB B NEPecueTe Ha CenHo3aa B B oauoii
Tab.1eTKE,

Remarks : The Product conforms to NIZ/

Conclusion : APPROVED /

Npumeyanme: MNporykr cooteercTeyeT Tpebosarvam HE | 3akmovenne: OQOBPEHOQ

Checked by QC In-Charge/ /D , Approved by QA In-Charge ! 7 \ve ot
DokymenT nposepen OKK: 9‘::,{» t"_’ g [okymenT agofiper DOK: J%Efé}.j--‘
Date / - Date / o

fara; >0 Ve rors Jara; ER it

FMQCO03-15-10

Cipla Ltd.,Cipla House. Peninsula Business Park, Genpatrac Kadam Marg, Lower Parel. Mumbai - 490013, India.
At : Sitnchern Pvt. Ltd.. Plot No. 60-65, Tuem Industrial Estate, Tuem, Perrem Goa -403512




Cripla

CERTIFICATE OF ANALYSIS
N CEPTHDOHEAT AHAJNIA

Page 3ol 4/ Crp. 3 nz 4

Product: SENADE TABLETS 13,5 mg

Tpouysr: CEHAJE ", TABJETEH 13,5 mr

Barch No / Cepunr Ne: 485156

Bateh Quantity / Odbem cepun:

5845packs / ynaxosok:

AR Mo/ Anaanraueckni oraer Noe: ARF/235/2025

Dhate of Analysis / Jlara anaamnza;

31.10.2025

Date of Mfg / Tata mponssogersa:  10/2025

Date of Expiry / logen go:

09/2028

Analysis performed according ND / Amasnns npoeenén nio HA: T N013745/01-180522, amend No. 1 dated
09.07.2024 / TT NO13745/01-180522, wam. Ne 1 o1 09.0/7.2024

Test / Tlokazarenk

Result / PeaynsTaThbl

Specification / Hopwa

9 | Content of Methyl
parahydroxvbenzoate{ HPLC)/
Coaepiaanue
MeTHInaparHapokcubensnara
(B3AHO)

0.040me/tab

0,040mr/rab

0.028 — 0.056 mg/tab. / O1 0,028 no 0,050 mMrirab,

10 | MICROBIAL LIMIT TEST/ MukpOGROIOrduec Kast YHCTOTA

10 & | Total Aerobic microbial count /
Obmee YHEI0 a3podHEIX 20

MHAKPOODTaHH3MOB

Not more than 10" ¢fu/ g / He Gomee 10° /r

105} | Tatal combined yeast and mould
count / OBiee yucio
MNECHEBLIX U APOMKEBBIX

rpnéos

<10

Not more than 0° cfu/ g /He Sosee 107 /1

1) | Bile tolerant gram-negative
bacteria/ Y cToliunssie K
HERCTBHIO ¥e14H
[paMOTPHUATE/IbHLIE DakTepHiH

Absent /OTCYTCTEYIOT

Not more than 107/ ¢/ He Gonee 10°/r

led) | Staphylococcus aurzsus

Absent /OTCYTCTEYIOT

Absentin [ g/ Oreyremeues I r

10 e) | Escherichia coli

Absent /OTCYyTCTEYIOT

Absentin [ g/ Creyrersdes | ¢

160 [ Salmonella

Absent / OTeyTeTBYHOT

Absentin 10 g /Oteytetene g 10 g

+ Remarks : The Product conforms to NI/

Mpumedanme: Npogyir cooteercrayer Tpedosannam HA

GConclusion : APPROVED /
Jakrmoyenne: OQOEBPEHO

Checked by QC In-Charge /

R - t/“sj
HokymerT nposeped OKK: gl

Approved by QA In-Charge / (
Hokyment caobped OCK:

Date /

flara: 34-1C 2o

Vo

Date /

TG ey
Lara: shc

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, Pernern Goa -403512
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CERTIFICATE OF ANALYSIS
N CEFTHOUKAT AHAJIHIA

Page 4 0of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAIE", TABJETKN 13 W3 M

Batch No / Cepun No: 485156

Batch Quantity / ObLem cepun:

5845 packs / ymakosok

1 AR No / Auajirraaeckmit oraer Ne ;. ARF/235/2025 Date of Analysis / Ilara anasasa: 31102025

10/2025

Date of Mfg / lara npouzsoicrsa:

Date of Expiry / 'ogen j10:

09/2028

Amnalysis performed according ND / Ananns nposezén mo HI(: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T NO13745/01-180522, mam. Ne 1| ot 09.07.2024

Test / [TokalaTe i

Result/ Pesyanraret

Specification / Hopma

11 | Package / Ymakopxa
in a blister made of

ErucTep U3 IWICHKH
{ [IOIMBHHUNXNOPHIHCE
(NONHFrineHOBO I/

MO NPHMEHEHMRO,

Package / Ynakoska - 20 tablets

PVC/PE/PVIC film and
aluminum foil, 25 blisrers with
25 patient information leaflets in
a carton. / INo 20 Tadiretok B 25 patient information leaflets in a carton. / Tlo 20

NOAMBHHHLIULEHXTOLHIHOH) U
AMIOMEHHEBOH GONEEH,
6JIMCTED0B B KAPTOHEYIO NAYKY
€ BIOMESHHEM 25 HHCTPYKLHIA

Package / Ynakoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patiznt information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and alurninum foil, 25 blisters with

) 4;

TabneTok B GaMCTEp M3 TINIEHKH TPEXCIORHOH
(TIBX/TIDMIBAX) u anroMuHmesoii donsre. o 2
HM 3 GrucTepa BMECTe ¢ HHCTPYRKUMER 0o
NPUMEHEHHKD B KApTOHRYED nadky. ITo 20 Tadnetor
B GJIHCTEP H3 TNEHKH T0JHBMHELIOPHIHH
(MONAITUNEHORDE / NOTHBUKILTAIEHXIOPHIHONR) H
aoMHHKEBOH (onery, 10 25 GnucTepos B
KAPTOHHYIO 124Ky € BIOKEHMEM 25 HHCTPYKIH no
APAMERE HHKD.

m 25

12 Labeling / Mapkuporta According to ND/

B coorsercTann ¢ H]|

13 Storage conditions / Yenosns

XpaHeHUS Belle 25 °C.

In a dry place, af temperature below 25 °C./ B cyxom Mecre NpH TeMIEpaType H2

14 Shelf life / Cpok roanoctu 3 years/ 3 rona

Remarks | The Product conforms to ND/
Npumesanne: Npoaykr cooreetcTeyeT TpeBosaHam HI)

Conclusion : APPROVED /
Jawnwuenue: ODOBPEHO

Checked by QC In-Charge / Dt 0 Approved by QA In-Charge / E:Eiw“"'?-.

AokymenT npoeepen OKK: il P HokymenTt ogobpen QOK: g
| Date / - o « Date / . N .

feta; o'l e Hara: 3vio ey

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Lid., Plot No. 60-63, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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