Cipla

) CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page 1 of 4 /Crp. 1 13 4

" [Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No/ Cepusn No: 485008

Batch Quantity / O6bem cepun:

5844packs / ynakoBok

AR No / Ananutnuecknii oruer Ne ¢ ARF/017/2025|Date of Analysis / [{ata ananusza: 20.01.2025

01/2025

Date of Mfg / JlaTa npon3BoacTBa:

Date of Expiry / I'ogen go:

12/2027

Analysis performed according ND / Ananu3 nposeaéun no HJ: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / IlokazaTenn

Ne Result / PesynbTaTsi

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsercTayer

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. / [1nockue kpyraeie TabneTku co
CKOLIEHHLIMH KPasiMH OT KOPHYHEBOTO 110 TEMHO-
KOPMYHEBOIo upeta ¢ BkpanieHusamu. Ha onnoi
cropone tabnetku Beiaasieno cioso «CIPLA», Ha
LNpYrom - MTHHHA pasioMa.

2 Identification / IloanuHHOCTb

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBercTByeT OxpauiMpaHie aMMHAYHOrO pacTBOPa B KpacHbIi
AHTPaXHHOHOBBIE ITHKO3HbI
LIBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsetcTByeT chromatogram of the sample solution should
MeTtunnaparuapoKcHOeH30aT corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPIKUBAHUA OCHOBHOTO IMHKA HA XpOMATorpamme
HCTIBITYEMOr0 PacTBOpPa JOJIKHO COOTBETCTBOBATD
BPEMEHH YCPIKMBAHHA OCHOBHOTO MMKA Ha
XpoMaTorpaMmMe CTaHIapTHOrO pacTeopa
MeTHanaparnapokcubenzoara (pasaen
«Merunnaparuapokcubenzoar).

Average weight / Cpennsas
macca

2

189.55mg / 189,55mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MpumeuaHue: Mpoaykr cooTBeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknioveHue: OQOEPEHO

Checked by QC In-Charge / %fw

[okymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

BT

Date /

{laTa: 2.6 8. 2005

Date /

Vi 8 .
[ara: Zo:o\.2025
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Page2 of 4 /Ctp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Bateh No / Cepusi No: 485008

Batch Quantity / O6bem cepun:  5844packs / ynakosoxk

AR No / Anaanrnueckuii oruer Ne : ARF/017/2025|Date of Analysis / JaTa ananusa: 20.01.2025

Date of Mfg / lata nponssoacrsa:  01/2025 Date of Expiry / T'osen 1o: 12/2027

Analysis performed according ND / Anann3 nposeaén no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / [lokazarenn

Result / Pesyaprarss Specification / Hopma

4 | Uniformity of weight/
OaHOpOIHOCTH MO Macce

Complies / CootsercTByeTr 18/20 tablets NMT £ 7.5 % / 18/20 ne Gonee £ 7.5
%
2/20 tablets NMT £15% / 2/20 ne Gonee £ 15%

5 | Loss on drying / [Toteps B 1.9% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BBICYLIHBAHNH
6 | Dissolution/ 78-90% . NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennozunnos uepes 120 mMuu
7 | Uniformity of Dosage units / AV =57 The acceptability index for n= 10 AV <L1.

OIIHOPOIIHOCTb JO3MPOBAHUS

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

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

IM-xi| <0,01 x L2 x M,
L1=15.0;1L2=25.0.
[Nokasarens npuemaemoctTy s n=10 AV < L1.

B cnyuae, ecii 3Hayenie AV npessiwuaet L1,
NPOBOAAT HCMbITaHKE Ha cneayiommnx 20 obpasuax.
Jlna n=30 AV < L1. Bee 3HaueHus Xi A0MKHBI
YAOBJETBOPATL HEPABEHCTBY:

[M-xi] 0,01 x L2 x M.

L1 =15,0; L2 =25,0.

8 Assay (Spectrophotometry)
KonuuecTBeHHOE oOnpeneneHue
(CnekrpodoTomeTpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

13.91mg/tab / sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

13,91Mr/1a6 CeHHO3M/IOB B NepecyeTe Ha ceHHo3ua B B onHoil
TabneTke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpoaykT cooteercTeyeT TpebosaHuam HO | 3akntoyeHune: OOOBEPEHO

Checked by QC In-Charge / Pl - Approved by QA In-Charge /
LokymeHT nposepeH OKK: 9£ . HokymeHT ogobpex OOK: @
Date / T Date / 2 0v01.2025

[fara: i Hara: e
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Cipla

Page3 of4 /Crp.3u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485008

Batch Quantity / O0bem cepun:  5844packs / ynakosox

AR No / Ananurnuecknii oruer Ne : ARF/017/2025

Date of Analysis / lata anannsa: 20.01.2025

Date of Mfg / lata npoussoacrea:  01/2025 Date of Expiry / I'ogen go: 12/2027
Analysis performed according ND / Ananns npoeeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 /I1 N013745/01-180522, u3m. Ne 1 o7 09.07.2024 J
Ne Result / PesynbraThbi Specification / Hopma
Test / TlokazaTens
9 | Content of Methyl 0.040mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rab.
parahydroxybenzoate(HPLC)/
Conepicanue
MeTunnaparuapokcubensoata G040t /a6
(BXKX) '

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruyeckas uucTora

10a) | Total Aerobic microbial count /
Obutee uncno a3podHbIX
MHKPOOPraHH3MOB

40

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

10b) | Total combined yeast and mould
count / Obmee uncno
MIECHEBBIX H APOKIKEBBIX
rpuGor

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

10¢) | Bile tolerant gram-negative
bacteria/ Y croiiuussie K
IEiCTBHIO JKemiH
rpamMoOTPHLATE/BHBIE DaKTEPHH

Absent /OrcyTcTByioT Not more than 107/ g/ He Gonee 10° /r

10d) | Staphylococcus aureus

Absent /OTcyTCcTBYIOT Absentin | g/ Orcyrcreue B 1 1

10¢) | Escherichia coli

Absent /Orcyrersyior Absentin | g/ Orcyrcrene s 1

100 | Salmonella

Absent / OtcyteTByioT Absent in 10 g / Orcyrcrsue B 10

g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumevanue: MNpoaykt cooTeeTcTByeT TpeboBaHuam HI | 3aknroyvenue: OOOBEPEHO

Checked by QC In-Charge / 0 Approved by QA In-Charge / -
HokymeHT nposepeH OKK: 490/ : [NokymenT onoBper OOK: %ﬂj\/Q
Date / ; ~ Date / T ,

fgree 2 OHROTS Qe 200\ 2025
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Cipla

Paged of 4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Iponykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 485008

Batch Quantity / O0bem cepuu:  5844packs / ynakosox

AR No / AnannTinueckuii oraer Ne : ARF/017/2025

Date of Analysis / JaTa ananuza: 20.01.2025

Date of Mfg / Jara npoussogcrsa:  01/2025

Date of Expiry / logen go: 12/2027

Analysis performed according ND / Ananus nposenén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nzm. Ne 1 o1 09.07.2024

Ne

Test / Moraszarens

Result/ PesynbraTh!

Specification / Hopma

11

Package / Ynakoska

Package / Ynakoeka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / Ilo 20 Tabnerox B
OnucTep U3 NICHKH
NOJAMBUHHIXJIOPHIAHOM
(nonuaTuneHoBoi/
MOJUBUHUTHAEHXTOPHIHOM) U
aloMHHUEBO onbru, no 25
GIHCTEPOB B KAPTOHHYIO MUKy
C BJIOJKEHHMEM 25 MHCTPYKLMI
M0 MPHMEHEHHUIO.

Package / Ynaxoska - 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. / TTo 20
Tabnerok B GiHcTep M3 MUIGHKH TPeXCoiHOM
(MBX/MIS/TBAX) 1 amomunuesoit doasru. To 2
umu 3 6aMcTepa BMECTE ¢ HHCTPYKLIHEH Mo
MPUMEHEHHIO B KApTOHHYIO nayky. [To 20 Tabnerox
B OITHCTEp M3 MIICHKH NOIMBUHHIXIOPHAHOH
(nosnuaTHNEHOBOH / MONUBUHHIMACHXIOPHIHOM) 1
amoMuHneBoit donsru, no 25 6merepos B
KapTOHHYIO MauKy ¢ BAOAEHHeM 25 MHCTPYKUMI o
MPUMEHEHHIO.

12

Labeling / Mapxuposka

According to ND /

B cootBercTBuH ¢ H]]

Storage conditions / Yenopus
XpaHeHHs

In a dry place, at temperature below 25 °C./ B cyxom mecTe npu Temreparype He

Beite 25 °C.

14

Shelf life / Cpox rogHoct#

3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykt cooteeTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknroyenue: OJOEPEHO

Checked by QC In-Charge /
[okymeHT nposeper OKK:

— L0

Approved by QA In-Charge /
HokymeHT ogoBpeH OOK:

Date /
[Hara:

oo SR ro2y

Date /
Lara:

20-0\-2025
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