Cipla

CERTIFICATE OF ANALYSIS

-~

CEPTHOUKAT AHAJIU3A

Page 1l of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAIE", TABJIETKH 13,5 mr

Batch No / Cepust No: 484061

Batch Quantity / O6bem cepun:  5841packs / ymaxkorok

AR No / Anasnruvecknii oruer Ne : ARF/131/2024|Date of Analysis / Jata ananusa:  09.08.2024

Date of Mfe / Tata npeuzsonersa:  07/2024 Date of Expiry / I'onen po: 06/2027

Analysis performed according ND / Ananus npesenéu no HJL: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 or 09.07.2024

No

Test / NMokazaTeiib

Result / PesyasTarsl Specification / Hopma

1 Description / Onucatnue Complies / CooTsercTByeT Flat circular tablets from brown to dark-brown with

bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and centra! break-
line on the other. / [Tnockue kpyrabie TabneTkn co
CKOUWICHHBLIMH KpaaMHK OT KOPHHHEBOIO A0 TEMHO-
KOPHMYHEBOrO [1BETa C BKpannenuamu. Ha oguoit
cropoHe TabneTku BbigaeieHo cnoso «CIPLAY, na
ApYroif - THHHA pa3fioMa.

2 Identification / [lognxHHOCTL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Cootsercrayer OxpalnBaHne aMMHUAYHOTO PacTBOPa B KPACHbIH
AHTpaxHHOHOBbIE [JTHKO3HIbI
BET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTseTcTByeT chromatogram of the sample solution should
MeTHanaparuapokcnoeH3oat corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram cf the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPKHUBAHNS OCHOBHOI'O MHKA Ha XpOMATOIrpaMme
HCBITYEMOTO PacTBOpPa AOMKHO COOTBETCTBOBATh
BPpEMEHH YACPINKHBAHWS OCHOBHOI'O MHKa Ha
XpOMaTorpaMmMe CTaHZapTHOrO PacTBopa
MeTHanapariapokcubensoara (pasaen
«Metunnaparnapoxkcudensoar).

3 | Average weight / Cpeauss 191.33mg/ 191,33mr 189.99 mg +7.5% / 189,99 mr +7,5%
macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: MpogykT cooTsetcTayeT Tpebosaduam HL | 3aknwodenue: OQOBPEHO

Checked by QC In-Charge / i’lp &P Approved by QA In-Charge / %
[HoxymeHT nposepeH OKK: Tt HokymeHT 0f06per OOK: N —
Date / RS Date / T !

Harta: i - [ara: lorog )
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Tipoaykr: CEHA,Z[E@, TABJETKH 13,5 mr

Batch No / Cepust Ne: 484061

Batch Quantity / O6nem cepun:  5841packs / ynaxosox

AR No / Auanutnuecknii oruer Xo 1 ARF/131/2024|Date of Analysis / Jata anannsza: 09.08.2024

Date of Mfg / Hara nposssopcrsa:  07/2024 Date of Expiry / T'onen no: 06/2027

Analysis performed according ND / Ananns nposesén no HJI: TI NG13745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / [lokazaTensb

Result / PesyasTaTst Specification / Hopma

4 | Uniformity of weight /

Complies / CoorBetcTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5

Pacteopenne

OnHOPOJHOCTE MO Macce %
2/20 tablets NMT £15%/ 2/20 ne 6onee + 15%
3 Loss on drying / TToteps B 2.1% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BbICYLIUBAHHK
6 | Dissolution/ 79-89% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennozugos yepes 120 mun

7 | Uniformity of Dosage units /
OnHOPOAHOCTH JO3HPOBAHNS

AV=353 The acceptability index forn=10 AV <LI.

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

AV < L1. All values of xi must satisfy the
inequality:

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

L1 =15.0;12/=25.0.

[Moxazarens npuemnemMoctH s n=10 AV < L1.

B cnyuae, ecnu 3HaueHue AV npessliiaet LI,
NPOBOMISIT HCMBITAHNE Ha crenyroux 20 oGpasuax.
Jlna n=30 AV <L1. Bce 3HaueHust Xi TOHKHBI
Y/IOBIETBOPATH HEPABEHCTBY:

[M-xi] £0,01 x L2 x M.

LI = 15012 =250,

8 | Assay (Spectrophotometry)
KonuuecteeHHOE onpeseneHue
(CniektpodoTomeTpis)

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

14.11mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 1135,0 %)
14‘1 er‘/Ta(—) CEHHO3MA0B B HepECHeTE Ha CEHHO3 M B B OJ]HOH
' TabneTke.

Remarks : The Preduct conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cooteeTcTayeT Tpeboanusm HA | 3aknwoyenue: OOOBPEHO

Checked by QC In-Charge / o e P Approved by QA In-Charge /

[LoxymeHT nposepeH OKK: ‘?éL ) [okymeHT on0BpeH OOK: @
Date / Date / ,

ara: B o lealy Oara: 0 r0g- 202y
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CERTIFICATE OF ANALYSIS
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Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484061 Batch Quantity / O6bem cepuin:  5841packs / ynakosor

AR No / Anaanrnuecknii otuer Ne : ARF/131/2024|Date of Analysis / [lata ananuza: 09.08.2024

Date of Mfg / lata npouseeacrea:  07/2024 Date of Expiry / I'open ao: 06/2027

Analysis performed according ND / Ananns nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, nam. No 1 or 09.07.2024

Ne Result / PesysibTaThi Specification / Hopma

Test / MokazaTens

9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / O1 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepicanue )
MeTHANapark ApoKkcubeHsoara 0,042mr/1a6
(BOXKX)

10 | MICROBIAL LIMIT TEST/ MukpoGronoruueckas YHCTOTa

10a) | Total Aerobic microbial count /
Obutee uncno a3podHLIX 20 Not more than 10° cfu/ g / He Gonee 10* /r

MHKPOOPraiHu3MoB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / Obuiee uncno <10
NIECHERLIX W APOIKIKEBBIX
rpudos

10¢) | Bile tolerant gram-negative Absent /OrcyTcTBYIOT Not more than 10/ g / He Gosee 107 /r
bacteria/ Veroiiuusbie k
JIEACTBHIO JKENUH
rpaMoTpuuarenbible Gakrepun

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin | g/ OrcyretaueB 1 r
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ Orcytcteues | r
10f) | Salmonella Absent / OrcyTersyioT Absentin 10 g / OrcyrctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: Mpoaykr cooTetcTByeT TpebosaHusm H | 3aknwyenue: OOEPEHO

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

[okymeHT npoeepen OKK: ?f-— &P HokymeHT ogobpeH OOK: @}Qﬁ;
Date / " " Date / O o¢- 202

flara: &F-ee 2oy [laTa: )
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

Page 4 04/ Crp. 413 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE", TABJIETKHM 13,5 mr

Batch No / Cepust Ne : 484061

Batch Quantity / Oobem cepun:

5841packs / ynakosox

AR No / AranurHueckuii oruer Nemw ARF/131/2024

Date of Analysis / Xata anannza: 09.08.2024

Date of Mfg / data npoussoacraa:

07/2024

Date of Expiry / Tosen no:

06/2027

Analysis performed according ND / Ananns nposeaén ne HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No

Test / MokazaTenn

Result / PesynsTaTsl

Specification / Hopma

11 | Package / Ynakoska

Package / Ynakoska - 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 Tabnetox B
OaUCTEP H3 IIIEHKH
HONMBHHHIXAOPUAHOH
(nommaTHIEHOBOH/
NONHBUHWIACHXTOPHIHOM) H
ANOMHUHKEBOI (onbru, Mo 25
GUCTEPOB B KAPTOHHYIO NauKy
C BMOKEHHEM 25 MHCTPYKLIHH
no NPUMEHEHHIO.

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. / Ilo 20
TabneTox B ONHCTEP M3 MASHKK TPEXCAOHHOM
(NBX/TIS/MIBX) n amomuumesoit donbru. 1o 2
MK 3 61McTEpa BMECTe C HHCTPYKLIMEii no
NPHMEHEHHIO B KapTOHHYIO na4ky. [To 20 Tabnetok
B OUIHCTEP W3 [UIEHKH DOMHBHHUIXJIOPHAHOM
(MOAM3TUIEHOBOI / TIONIHBHUHHIAEHXIIOPHAHOI) H
amoMHHHEBOI Qonbru, no 25 Giuctepos B
KapTOHHYIO MauKy ¢ BAOKEHHEM 25 MHCTPYKUHI no
NPAMEHEHHIO.

12 Labeling / Mapkuposka

According to ND /

B coorsetcTBHH ¢ HJL

13 Storage conditions / Ycnosus
XpaHeHHs

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

Bbiwe 25 °C.

14 Shelf life / Cpok roausocTu

3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooTeeTcTByeT Tpebosannam HI

Conclusion : APPROVED /
3akntovenune: OJOBPEHO

Checked by QC In-Charge / =Lt

Approved by QA In-Charge /

i

NokymeHT nposepeH OKK: [okymeHT onobped OOK:
Date / X i Date / 0-0Q.
Nara: o908 200y prosid \ 8. 202y
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