Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

A

Page1of4 /Crp. 1 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepasi Ne: 485144

Batch Quantity / O6bem cepun:

5849packs / ynakosox

AR No / ApaanTnveckuii oruer Ne : ARF/221/2025

Date of Analysis / Jata apanu3a: 21.10.2025

Date of Mfg / laTa npoussoacrea:  10/2025

Date of Expiry / I'onen no:

09/2028

Analysis performed according ND / Anann3 nposenén mo H/: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N0O13745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [okazaTenn

Result / PesyabTaTbl

Specification / Hopma

| | 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 Kpyrneie TabneTku co
CKOILIEHHBIMH KPAAMH OT KOPHYHEBOIO JI0 TEMHO-
KOPMUYHEBOI'o UBETA C BKpamieHuaMu. Ha oauoit
cropoHe Tabnetku BolaasneHo cioBo «CIPLA», Ha
JIpyroi - TUHKA pa3ioMa.

P Identification / TTonauHHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorsetcTBYET OxpalinBaHHe aMMMAa4YHOTO PacTBOpPa B KPACHbIi
AHTPaxUHOHOBBIE TITHKO3HIbI .
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootrsetcTBYeT chromatogram of the sample solution should
Metuanaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoaten) / Bpems
YAEPXKHUBaHHA OCHOBHOIO MHKA HA XpOMAaTOrpamme
HCIBITYEMOTO PacTBOpa AOMKHO COOTBETCTBOBAThH
BPEMEHH YIEPXKHBAHHUA OCHOBHOI'O MHKa Ha
XpoMaTorpamMMme CTaHIapTHOro pacTBOpa
MeTHanaparnapokcudensoara (pasien
«Metunnaparuapokcubensoar).

3 | Average weight / Cpennss
Mmacca

188.42mg / 188.,42mr

189.99 mg +7.5% / 189,99 mr +7.5%

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteeTcTByeT TpebosaHusm H

Conclusion : APPROVED /
3aknwuenune: OQOEPEHO

Checked by QC In-Charge / L
JokymeHT nposepeH OKK: #/

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

7 et
7 /'7-

Date /
[arta:

/
Al 10-L0L5

Date /

[ata: o202l
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485144

Batch Quantity / O6nem cepun:

5849packs / ynaxoBok

AR No / Anaauruuecknii oruer Ne : ARF/221/2025

Date of Analysis / lata anannza: 21.10.2025

Date of Mfg / lata npoussoacrsa:  10/2025

Date of Expiry / I'ogen ao:

09/2028

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

Result / PesyabTatsl Specification / Hopma
2 Test / [loxkasaTenb

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 He 6oaee + 7.5
OnHopoaHOCTE NO Macce %

2/20 tablets NMT £15% / 2/20 ne 6onee + 15%

5 | Loss on drying / [ToTeps B 2.0% NMT 6.0 % / He 6onee 6,0 %

Macce Mpu BbICYIIHBAHNH

6 | Dissolution / 78-83% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cenno3unos uepes3 120 mun

7 | Uniformity of Dosage units / AV=59 The acceptability index forn=10 AV <LI.
OaHOPOAHOCTD IO3HPOBAHHSA In the case where the value of AV exceeds L1, a

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

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

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

L.1'=15.0; L2 = 25.0.

[Nokasarens npuemiemocty 4t n=10 AV < L1,

B cnyuae, ecnu 3Hauenue AV npessliaet L1,
NPOBOAST MCTILITAHKE Ha caeayomux 20 odpasuax.
Ilns n=30 AV <L1. Bee 3Ha4eHUs Xi DOHKHBI
YIOBJNETBOPATE HEPABEHCTBY:

[M-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
KonuuecrBenHoe onpenenenue 14.06mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnekTtpogoToMeTpHs) Ot 12,15 mo 15,53 mr (o1 90,0 no 115,0 %)

14,06Mr/1a6 CeHHO3WO0B B repecyere Ha ceHHo3ua B B 0aHOiA
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooteeTcTBYET TpeboBaHusam HI

Conclusion : APPROVED /
3akmwoyenune: OQOBPEHO

Checked by QC In-Charge / §£, Lab

Approved by QA In-Charge / @ of.

MokymeHT npoeepeH OKK: HokymeHT ogobpeH OOK:
BZ:‘;_” 201000087 E:i:l SRCIEEE

FMQCO003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUDOUKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 485144

Batch Quantity / Odbem cepuu:

5849packs / ynakosok

* |AR No / Apaantnuecknii oryer Ne : ARF/221/2025|Date of Analysis / Jata asaauza: 21.10.2025

10/2025

Date of Mfg / IaTa npoussoiacraa:

Date of Expiry /'ojen a0:

09/2028

Analysis performed according ND / Ananus nposenén mo HI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / Noka3zarens

Result / PesyabTaTthl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepanne
MeTHInaparuipokcudensoara
(B2XKX)

0.041mg/tab

0,04 1mr/Tad

0.028 — 0.056 mg/tab. / O1 0,028 1o 0,056 mr/Taé.

10 { MICROBIAL LIMIT TEST/ MukpoGuoioruueckas YHCTOTA

10a) | Total Aerobic microbial count /
Ob11ee 4HC0 aIPOOHEIX 30

MHUKPOOPIaHu3MoB

Not more than 10* cfu/ g / He 6onee 10* /r

10b) | Total combined yeast and mould
count / Oduee yucno
TJIECHEBBIX M JIPOKIKEBbIX

rpubos

<10

Not more than 10° cfu/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ YcroiiuuBbie K
JIEUCTBUIO KENUH

rpaMOTpHLATE/IbHbIE DAKTEPHH

Absent /OTcyTCTBYIOT

Not more than 10° / g/ He 6onee 107 /r

10d) | Staphylococcus aureus

Absent /OtcyTcTBYIOT

Absentin 1 g/ OtcytcTBUe B 1 T

10¢) | Escherichia coli

Absent /OTCYTCTBYIOT

Absent in | g/ OreyrctBue B 1 1

101

Salmonella i Absent / OTCyTCTBYIOT

Absentin 10 g / OtcyTeTBHe B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: NMpoaykT cooTeeTcTByeT TpebosaHuam HO

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

=f ] )
Haeyuei TpoREpes ORK Lt [loKymeHT 0goBpen 00K (F\ ¥ ef
Mara o0 i D\\O 2oL
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 4 0of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepnsn Ne: 485144

Batch Quantity / Oobem cepuu:

5849packs / ynakoBok

‘|AR No / Ananuruyeckuii orger Ne : ARF/221/2025

Date of Analysis / lara apanmnza: 21.10.2025

Date of Mfg / ara npoussojacrsa:

10/2025

Date of Expiry / T'ogen j0:

09/2028

Analysis performed according ND / Ananns nposexén no H: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Test / IMokaszaresb

Result / Pe3yvabtatsl

Specification / Hopma

11 | Package / ¥YnakoBka

Package / Ynakosxka - 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 Tabnerok B
OnHCTEp M3 NIEHKH
MOJHBHHUIXIOPHAHOM
(MONMMATUIEHOBOI/
NOTMBHHHIHAEHXIOPDHIHOM) 1
ANIOMUAHHEBOH QOIbru, 10 25
ONMHUCTEPOR B KAPTOHHVIO MAuKY
C BIOXKEHHEM 25 MHCTPYKUMIT
no NpUMEHEeHHIO.

Package / Ynakoska - 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. / [To 20
TabIETOK B OJIMCTEP M3 [UICHKH TPEXCI0HHON
(MBX/TI/TIBIX) u amoMuHEeBO# honbru. [To 2
UK 3 GIMcTepa BMeCTe C MHCTPYKIIHe 1o
NPUMEHEHHIO B KAPTOHHYO nauky. [To 20 tabnetox
B OJIMCTEP M3 IIEHKH NOJUBUHIIXIOPHAHOM!
(MOMMITHIEHOBOH / MONMBAHWIMACHXI0PUIHOM) 1
ATOMHHHEBOH GONbru, Mo 25 GJHcTepoR B
KapTOHHYIO MMa4Ky C BIOKEHHeM 25 UHCTPYKUMIi 1o
MPUMEHEHHIO.

12 Labeling / Mapknpogka

According to ND /

B coorBercTBHM ¢ H/]

13 Storage conditions / Yciosus
XpaneHus

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

BeIme 25 °C.

14 Shelflife / Cpok ronsocTu

3 years/ 3 roaa

Remarks : The Product conforms to ND/

Mpumeuanue: NpoaykT coorBeTcTBYET TpebosaHmuam HI

Conclusion : APPROVED /
3aknwuyernue: OOOBPEHO

Checked by QC In-Charge / = Approved by QA In-Charge / ~ e
AokymeHT nposepeH OKK: ﬁj’ !  flokymeHT onobpeH OOK: /‘gﬂ-\( 2y
Date / — Date /

. A | 9\ e
Oara: 2 |10- 30 | para: Dvie e
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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