Cipla

CERTIFICATE OF ANALYSIS

N CEPTHOUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

poaykr: CEHAJIEY, TABJETKM 13,5 mr

Date of Mfg / JllaTa npon3BoacTBa:

|Batch No / Cepust Ne @ 484083 Batch Quantity / O0bem cepun:  5845packs / ynaxkosok
AR No / Anannrinueckuii oruer Ne : ARF/167/2024 | Date of Analysis / lata ananauza: 16.09.2024
08/2024 Date of Expiry / I'onen no: 07/2027

Analysis performed according ND / Ananuz nposenén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / MMoxkasarenn

Ne Result / PesyabTartsi

Specification / Hopma

1 | Description / Onucanue

Complies / CooTeeTcTBYET

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. / [Inockue Kpyrabie TadnaeTku co
CKOLUEHHBIMH KPasMU OT KOPUUHEBOIO A0 TEMHO-
'KOPMHHEBOTO LBETa ¢ BRparmenHaMu. Ha onnoii
cTopoHe TabneTku BelgaBaeHo cnoso «CIPLAY, Ha
ApyToii - THHKS pasaoma.

2 Identification / TloanuHHOCTL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTgeTcTByeT OxpamrBanue aMMHaUHOTO PacTBOPA B KpACHLII
AHTanHHOHOBLIe TJIMKO3H b1 LBeT. g
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y CooTBeTcTBYET chromatogram of the sample solution should
Merunnaparuznpokcubensoat corresponds to the retention time of the principle
(BIKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPIKUBAHUA OCHOBHOTO IMKA HA XPOMATOrpaMme
HCIBITYEMOTO PACTBOPA IOKHO COOTBETCTBOBATD
BPEMEHH YAEPXKHBaHHA OCHOBHOTO TTHKa Ha
XpoMmartorpaMmme CTaHOapTHOTO pacTBOpa
MeTuinaparnapokcnbensoara (pasmen
«MeTunnaparuapokcudensoar).

3 | Average weight / Cpennsis
macca

189.15mg / 189,15mr

189.99 mg +7.5% / 189,99 Mr +7,5%

Remarks : The Product conforms to ND/
MNpumeyanue: MpopykT cooTBeTcTBYET TPebosaHuam HA

Conclusion : APPROVED /
3aknwo4enue: O0OEPEHO

Checked by QC In-Charge / ﬁi;t’j

[okymeHT nposepeH OKK:

Approved by QA In-Charge /-
HokymeHT ogobper OOK:

FH=

Date /

G-eq.2-020
[aTta: l i Y

Date /

fara: |§aafpuenn
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Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484083 Batch Quantity / O6benm cepun:  5845packs / ynakosok
AR No / Ananurnueckuii oruer Ne : ARF/167/2024 | Date of Analysis / laTa anann3za: 16.09.2024
Date of Mfg / lata npoussoacrsa:  08/2024 Date of Expiry / I'ogen no: 07/2027

Analysis performed according ND / Ananus nposenén mo HJi: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThbl Specification / Hopma
Test / lMoxazaTenn

4 | Uniformity of weight / Complies / CooreercTByer 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee = 7,5
OnHOPOAHOCTD 0 Macce %

2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

5 | Loss ondrying / Tloreps B 2.2% NMT 6.0 % / He Gonee 6,0 %

MACCE NPH BICYIIHBAHHH

6 | Dissolution / 79-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenne He menee 70 % (Q) cennozunos yepes 120 mux

7 | Uniformity of Dosage units / AV=356 The acceptability index forn=10 AV <LI.
OnHOPOAHOCTL JO3HPOBAHHSA 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. All values of xi must satisfy the
inequality:

[M-xi| £ 0,01 x L2 x M.

L1 =15:0;L2=250.

[Mokaszarens npuemnemoctd ana n=10 AV <LI.

B cnyuae, ecnu 3Havenue AV npessimaer L1,
MpOBOJAT MCMbITAHKE Ha cieayrommx 20 obpasuax.
Jlna n=30 AV < LI. Bce 3HauyeHust Xi HOJKHBI
YIIOBJIETBOPATH 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
KonuuecTBeHHOE onpejelieHne 14.10mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnekrtpodoTomeTpHs) Ot 12,15 no 15,53 mr (o1 90,0 o 115,0 %)

14,10Mr/Ta6 CEHHO3M/0B B NEPECYETE Ha CEHHO3MA B B 01HOIH
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTeeTCcTBYET TPpEboBaHuam H

Conclusion : APPROVED /
3aknwyenune: OJOGPEHO

Checked by QC In-Charge / t= 0
NokymeHT nposepeH OKK: %«

Approved by QA In-Charge /
LokymeHT opobpeH OOK:

A

Date /
[ara:

|L-9Cl-‘La:.u\

Date /

[ara: |8 i e
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CEPTUDOUKAT AHAJIU3A

Cipla

Page 3 0f4/Crp.3 m3 4

Preduct: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJETKM 13,5 mr

Batch No / Cepua Ne : 484083

Batch Quantity / O6bem cepun:  5845packs/ ynakosok

AR No / Apanutuyeckuii orser Ne : ARF/167/2024|Date of Analysis / lata anannza: 16.09.2024

Date of Mfg / Kata npoussoacrea:  08/2024 Date of Expiry / T'ozen no: 07/2027

Analysis performed according ND / Axanuns nposexén mo HJI: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne Result / PesysibTaTsi Specification / Hopma
Test / TlokazaTenn
9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / O 0,028 mo 0,056 Mr/Tat.
parahydroxybenzoate(HPLC)/
Conepxanne
MeTHNnaparuapokcudensoara 0,04 1mr/1a6
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGHosioruueckas 4ucToTa

10a) | Total Aerobic microbial count /
O6mee uHcno adpodHbIX
MHKPOOPraHU3MOB

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

10b) | Total combined yeast and mould
count / Ob1ee yncsio

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

<10
TUIECHEBBLIX U APOXIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OteyTeTByIOT Not more than 107/ g/ He Gontee 10° /r
bacteria/ Ycroifuussie K
JEUCTBHIO KeT4H
rpaMoTpULATENbHBIE GakTepHu
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absent in | g/ Otcyrctue B 1 1
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin | g/ Orcyrctaue s | ¢
100 | Salmonella Absent / OTcyTcTBYIOT Absentin 10 g / Otcyrerue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MpoaykT cooTBeTCTBYET Tpebosarnam HO | 3aknoyenue: OJOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /

HoxymeHT nposepeH OKK: ‘—9;’6/4':’_? HokymeHT ogobpeH OOK: w
Date / . i ‘ Date / L0 oy

Hara: i el [ara: V%
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CEPTUOHUKAT AHAJIN3A

Cipla

Page4 of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

|Batch No / Cepna Ne: 484083

Batch Quantity / Oobem cepun:

5845packs / ynakoBok

AR No / Apanutivecknii erder Ne : ARF/167/2024

Date of Analysis / laTa anannza: 16.09.2024

Date of Mfg / lata npoussoacraa:  08/2024

Date of Expiry / I'onen no: 07/2027

Analysis performed according ND / Auanus nposeaén no HJ: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1T N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Ne

Test / Ioka3aTe/ b

Result / PesynbTaTsl

Specification / Hopma

11

Package / YnaxoBka

Package / Yrnakorxka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I1o 20 TabneTok B
OsMcTep U3 MIEHKH
MOJHBHHHUIXTOPHAHOMH
(NMOMMATHNEHOBOIH/
MOJMBUHWIIEHXIOPHIHOIT) 1
aTOMHHHEBOM (onbry, mo 25
O1HCTEPOB B KAPTOHHYIO MAYKy
C BIIOJKEHHEM 25 HHCTPYKUHUIT
0 NPHUMEHEHHIO.

Package / Y nakosxka - 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
TabneTok B GnMCTEp W3 NNEHKM TPEeXCNOHHOI
(MBX/MS3/MBAX) u amomuaueBoii donsru. [To 2
Wi 3 GavcTepa BMecTe ¢ HHCTpYKLHeil o
MPHMEHEHHIO B KapTOHHY1O madky. [To 20 tabnerok
B OJTHCTEP W3 MIEHKH MOJHBHHHIXIJIOPHIHOM
(nonMaTHAEHOBOIH / MONMBUHWIIEHXIOPUAHOI) 1
AMOMUHIEBOH (osbri, no 25 GaHcTepos B
KapTOHHYIO NauKy ¢ BJAOKEHHEM 25 HHCTPYKUUH M0
NPUMEHEHHIO.

Labeling / Mapkupogka

According to ND /

B coorserctuun ¢ HJT

Storage conditions / Ycnosus
XpaHeHHs

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

Boile 25 °C.

14

Shelf life / Cpox roaxocTH

3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeercTayeT TpeGoBaHuam HO

Conclusion : APPROVED /
3akntoueHue: O0OBEPEHO

Checked by QC In-Charge / gz,
[okymeHT nposepeH OKK: _—sﬁ'“ :

Approved by QA In-Charge /
HokymeHT ogoBpeH OOK:

=

Date / G oA, 2_53_(1

[ara:

Date /

o 13 o920 2Y
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