Cipla

) CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A )
Pagelofd/Crp.1n3 4

. Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusnt No: 484164

Batch Quantity / O6bem cepun:  5845packs / ynaxosok

AR No / Ananurnueckuit oruer Ne : ARF/265/2024|Date of Analysis / lata ananusa: 27.12.2024

Date of Mfg / ]aTa npouzsoacrea:  12/2024 Date of Expiry / I'oges ao: 11/2027

Analysis performed according ND / Ananus nposenén no H/: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, m3m. Na 1 o1 09.07.2024

Ne

Test / IMoxkazarenn

Result / PesyasTarTh! Specification / Hopma

1 | Description / Onucanue Complies / CooTeTcTByCT 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. / Ilnockue kpyrnsie Tabnerks co
CKOMICHHBIMH KPaAMH OT KOPHYHEBOIO a0 TEMHO-
KOPHYHEBOro UBera ¢ BkpamneHuamu. Ha onuoil
cropone TabGnetky BoigasneHo cnoso «CIPLA», na
ApYroii - THHUA pasnoMa.

2 | Identification / TIoanHHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteetcTByeT OxpaliMBaHKe AMMHaYHOTO PACTBOpPA B KPACHBIH
AHTpPaxXWHOHOBBIE TIMKO3U B! s 3
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTtsercreyer chromatogram of the sample solution should
Mernmmaparuapoxkcnbensoat corresponds to the retention time of the principle
(B9XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yaepKHBaHHA OCHOBHOI'O NMHKA HA XpoOmatorpamme
HCNBITYEMOI'C pacTBOpa A0JUKHO COOTBETCTBOBATH
BPEMEHH y/IepyKHBAHMS OCHOBHOrO MUKA HA
XpOMaTorpamMmMe CTaHJapTHOro pacTBOpa
MeTunaparuapokcubensoata (pazuest
«Merunmaparaapokcubensoar).

3 | Average weight / Cpenmsas 190.10mg / 190,10mr 189.99 mg +7.5% / 189,99 mr £7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanue: MpoaykT cooTseTcTByeT TpebosaHuam HIl | 3akntoyerue: OOOBPEHO
Checked by QC In-Charge / I Approved by QA In-Charge / o0
[oxymeHT nposeper OKK: ,9£/Du DokymeHT ogobper OOK: s
Date / Date /

FMQC003-15-10
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A
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Page2 of 4/ Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Hponyxt: CEHAJIE?, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 484164

Batch Quantity / O6bem cepun:  5845packs / ynaxosox

AR No / Ananurnyecikuii oruer Ne : ARF/265/2024

Date of Analysis / [{lara ananuiza: 27.12.2024

Date of Expiry / T'onen no: 11/2027

Date of Mfe / laTa npouzsoacrea:  12/2024

Analysis performed according ND / Auanus nposeaén no HJI: T N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PesyasTarsi Specification / Hopma
Test / HokazaTesib

4 | Uniformity of weight / Complies / CootBetcTBYET 18/20 tablets NMT £ 7.5 % / 18/20 ue bonee £ 7,5
OnxHOpOAHOCT O Macce %

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

5 | Loss on drying / IToteps B 1.9% NMT 6.0 % / He Gonee 6,0 % .
Macce MPH BBICYIIHBAHAH

6 | Dissolution / 78-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cennosnnos uyepes 120 mus

7 | Uniformity of Dosage units / AV=54 The acceptability index forn=10 AV <LI.
OnHOPOAHOCTE I03HPOBAHHASA 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. Albvalues of xi must satisfy the
inequality:

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

L1=150;L2=25.0.

INoxasarens npuemnemocts s n=10 AV <L1.

B cny4ae, ecnn 3navenue AV npessiuaer L1,
MPOBOAAT UCMBLITAHKE Ha craeayomux 20 obpasuax.
Jins n=30 AV <L1. Bee 3aadenus xi qODKHLI
YAOBIETBOPATH HEPABEHCTRY:

[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
Konuuectsennoe onpenenexue 14.09mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnextpodoromerpus) Ot 12,15 po 15,53 mr (o1 90,0 no 115,0 %)

14,09Mr/1a6 CEHHO3MOB B MepecyeTe Ha ceHHO3u 1 B B oanoi
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooTBeTcTBYET TpebosaHusam HL

Conclusion : APPROVED /
3aknouenue: OQOBPEHO

Checked by QC In-Charge / 7;6/('— J

LokymeHT nposepeH OKK:

Approved by QA In-Charge / op
[lokymeHT opoBper OOK: g}

Date /

[ara: 2T -12-r02 4

Date /

Data: 2N\ 2004
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Product: SENADE TABLETS 13,5 mg

Npoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 484164

Batch Quantity / O6bem cepuu:

5845packs / ynakosox

AR No / Auanuruyeckuii oruer No: ARF/265/2024 |Date of Analysis / JaTa ananu3za: 27.12.2024

12/2024

Date of Mfg / IaTa npousBoacTsa:

Date of Expiry / Togen no:

11/2027

Analysis performed according ND / Ananns nposenén no H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / Hoka3zarenn

Ne Result / PesyasTaTni

Specification / Hopma

0.039mg/tab

9 | Content of Methyl 0.028 — 0.056 mg/tab. / Ot 0,028 z10 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxauite
MeTHmaparuapokcubensoara 0,039Mr/ra6
(BIOKX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonornyeckas YHCTOTa

Total Aerobic microbial count / 30
Obmee uncino a3pobHbIx
MHKPOOPraHu3MoB

10 a)

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

10b) | Total combined yeast and mould
count / OGmee uucno
MIECHEBLIX H OPOHGKEBLIX

rpuboB

<10

Not more than $0” cfu/ g /He Gonee 10° /r

10 ¢) 1 Bile tolerant gram-negative
bacteria/ Ycroiiuussie k
DEHCTBHIO JETYH

rpaMOTPHLATEAbHBIC Gax‘repnn

Absent /O1cyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OtcyTcTBYIOT

Absentin 1 g/ Otcyrcreues 1 r

10¢) | Escherichia coli

Absent /OTcyTcrByioT

Absentin 1 g/ Orcyrcreue s 1 r

106) | Salmonella

Absent / OtcyTeTByioT

Absentin 10 g /Otcyrcteue 8 10 g

Remarks : The Product conforms to ND/
MpumMeyanue: Npoagykr cooTseTcTBYET TpebosaHuam H

Conclusion : APPROVED /
3akmoyenue: OQJOBPEHO

Checked by QC In-Charge / 9—;£,t7-"

[okymeHT nposepeH OKK:

Approved by QA In-Charge / Cab
HokymeHT ogobpeH OOK: @/

Date /

= .y =L
Qara; =2 'l

Date /

[Jara: e s 1
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne :

484164

Batch Quantity / O6bem cepun:

5845packs / ynaxosox

AR No / Ananurnuecknii oruer Ne: ARF/265/2024

Date of Analysis / JlaTa ananuza: 27.12.2024

Date of Mfg / laTa npousBoacTea:

12/2024

Date of Expiry / I'onen no:

11/2027

Analysis performed according ND / Anasnns nposenén no HJL: T N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne

Test / IToxazaTenn

Result / PesyasTaTsi

Specification / Hopma

11

Package / YnaxoBka

Package / Ynaxoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnertoxk B
GnucTep M3 MIeHKH
TOJIHBUHHIDUIOPHAHOH
(nonusTHIEHOBOI/
MOJIHBHHIITHIACHXTOPH/THOH ) 1
amoMuHueBoil Gonsru, no 25
6aHCTEPOB B KAPTOHHYIO NAYKy
C BIIOXKEHHEM 25 HHCTPYKLHil
0 IPHMEHEHUIO.

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. / ITo 20
TabneTok B BnHCTEp M3 NIEHKM TPEXCIOHHOI
(MBX/IT2MBAX) n amoMmuuneBoii gonsrau. ITo 2
wiu 3 GnucTepa BMECTe C HHCTPYKIUHEH 1Mo
NpUMEHEHHIO B KapToHHyto nayky. ITo 20 tabnerox
B GHcTep M3 MIGHKH MOJHMBHHUIXJIOPHAHOH
(MONMATHIGHOBOH / MONMBHHMIIMAEH XJIOPHIHOM) K
amomunuesoii ¢onsru, no 25 Gaucrepos B
KAPTOHHYIO MIAYKY € BAOXKEHUEM 25 HHCTPYKIHMil Mo
NPHMEHEHHIO.

12

Labeling / Mapkuposka

According to ND /

B cootserctenn ¢ HJ

13

Storage conditions / Ycnoeus
XpaHeHus

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

Briue 25 °C.

14

Shelflife / Cpox ropsocTn

3 years / 3 roma

Remarks : The Product conforms to ND/
NMpumeyanue: NpoaykT cooTeeTcTBYET TpebosaHnam HJ

Conclusion : APPROVED /
3aknioyenue: OQOBPEHO

Checked by QC In-Charge / 0 P Approved by QA In-Charge /

[okymeHT nposepeH OKK: 9;()/% 2 LokymeHT ogobper OOK: % xof
/

Date / Date /

fara: -1:ii-201yM [ara: R R
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