Cipla

- CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Pagelof4 /Crp.1u34

Product: SENADE TABLETS 13,5 mg

poayxt: CEHAJE®, TABJETKH 13,5 mr

Batch No /Cepusnt Ne: 484113

Batch Quantity / O6bem cepum:

5847packs / ynakosok

AR No / Ananumaueckuii oruer No : ARF/200/2024 |Date of Analysis / lara ananusza:  25.10.2024

Date of Mfg / laTa npomssoacrsa:  10/2024

Date of Expiry / Iogen no:

09/2027

Analysis performed according ND / Ananus nposeaén no HJI: I N013745/61-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / Ilokazarens

Ne Result / PesyabTarn!

Specification / Hopma

1 | Description / Onucanne

Complies / CooTsetctByeT

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. / IInockue kpyribie TabneTkn co
CKOLIEHHBIMH KPAsAMH OT KOPHYHEBOTO 110 TEMHO-
KOPHUHEBOro LiBeTa ¢ Bkpamieduamu. Ha oguoi
cropone tabnetiku puiiaeneno cnoso «CIPLAy», Ha
JPYTO# - THHHA pa3noMa.

2 | Identification / ITognuaHOCTD

2a) | Anthraquinone glycosides /

AHTpPaxuHOHOBBIE TJIHKO3HIbI

Complies /
CooTeeTcTBYET

Ammoniacal solution tums a reddish colour /
OkpaluBaHHe aMMHA4YHOTO PAcTBOPa B KPACHBIH
IBET.

2b) | Methyl Parahydroxybenzoate
(HPLC)/

Mermunnaparuapokcubensoar
(B2XAX)

Complies /
CooTeercTByeT

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKHBaHHs OCHOBHOIO MTHKA HAa XpOMaTorpamme
HCITBITYEMOrO PacTBOPA JOIDKHO COOTBETCTBOBATH
BPEMEHH YIePIKHUBAHNS OCHOBHOIO MHKA HA
XpOMATOrpamMMe CTAHAAPTHOIO PacTBopa
Mmerunnaparuapokcudensoara (pasaen
«Merunnaparuapokcubensoar).

3 | Average weight / Cpenuss
Macca

189.36mg / 189,36mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanme: MpoaykT cooTeeTCTBYET TpeboBaHusM HJ

Conclusion : APPROVED /
3aknrouenue: OOEPEHO

Checked by QC In-Charge / 2 Approved by QA In-Charge /

HokymeHT nposepeH OKK: *fd/b“.” HoxkymeHT ofobpeH OOK: #}’/
Date / : Date / . A

[ara: L gwlon oty Nata: bt Tl ikansinn.
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Cipia

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page2 of4 / CT?; 2u3d

Product: SENADE TABLETS 13,5 mg

Hpoayir: CEHAJE®, TABJETKH 13,5 mr

Batch Ne / Cepus Ne @

484113

Batch Quantiiy / O6bem cepuu:

5847packs / ynmaxkosok

AR No / Ananurudecicuii oruer Ne : ARF/200/2024

Date of Analysis / laTa anamnza: 25.10.2024

Date of Mfg / XaTa npoussoacTsaa:

10/2024

Date of Expiry / I'ogexn no:

09/2027

Analysis performed according ND / Auanus nposendu mo H/L: TI N013745/01-18¢522, amend No. 1 dated
09.07.2024 / Il N013745/01-180522, si3m. Ne 1 o1 09.07.2024

Na Result / PesyasTaTsr Specification / Hopma
Test / Ilokazarenn

4 | Uniformity of weight / Complies / CooTsercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
OHOPOIHOCTE IO Macce %

2/20 tablets NMT *15% / 2/20 ue 6onee +15%

5 | Loss on drying / IToreps B 2.3% NMT 6.0 % / He Gounee 6,0 %

| Macce NpH BHICYIIHBAHHH

6 | Dissolution / 77-84% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpeHue He menee 70 % (Q) cenno3unos uepes 120 mun

7 | Uniformity of Dosage units / AV =55 The acceptability index forn =10 AV <L1.
OnHOpPOAHOCTb NO3UPOBAHMUS 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:

IM-xi[ <0,01 x L2 x M.

L1=150,L2=250.

ITokasarens npuemnemoctu ang n=10 AV <L1.

B cnyuae, ecnu 3sHauenne AV npessituaer L1,
[POBOJAT HCMIbITAHHE HA cnenyrouux 20 obpasuax.
Jnsa n=30 AV <L 1. Bce 3Ha4eHHs Xi HO/DKHBI
YIAOBJIETBOPATH 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
KonuuecrsenHnoe omnpeeneHue 14.04mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Ot 12,15 50 15,53 mr (o1 90,0 1o 115,0 %)

14,04mr/tab CEHHO3H/IOB B NepecueTe Ha cenno3ua B B opHOM
Tabnerke.

Remarks : The Product conforms to ND/

Mpumeyanue: [NpoaykT cooteeTcTRyeT TpebosaHusam HI

Conclusion : APPROVED /
3akntouenune: OJOEPEHO

Checked by QC In-Charge / ‘ﬁ’j”;b) Approved by QA In-Charge /
[HokymeHT nposepeH OKK: - ’ HokymeHT ogobpeH OOK: %ﬁjﬁ//
Date / Date /
- . ‘)—C! =
Oata: 25 ‘7Y fara: 2>~ '\ 2024
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Cipla

2 CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3A _
' Page3 of 4 /Crp.3 uz 4
Product: SENADE TABLETS 13,5 mg IpoaykT: CEHA}.IEE, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 484113

Batch Quantity / Covem cepun:  5847packs / ynakosok

AR Ne / Ananurnuecknii otuer Ne: ARF/200/2024 | Date of Analysis / laTta anaamnza: 25102024

Date of Mfg / laTa npoussojcrsa:

10/2024 Date of Expiry / I'onen no: 09/2027

Analysis performed according ND / Ananus nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
$9.07.2024 / 11 N013745/01-180522, iszni. Ne 1 o1 09.07.2024

Ne Result / Pesyasrarss Specification / Hopma
Test / HHokazaTeas
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanmne
MeTHmaparnapokcubensoara 0,042mr/1a6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobronornueckas uncTora

10a) | Total Aerobic microbial count/
O6mee uncno a3pobiibix 20 Not more than 10 cfu/ g / He Gonee 10° /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / Obuiee uncne <10
TIJIECHEBBIX H APOACKEBBIX
rpubos

10 ¢) | Bile tolerant gram-negative i Absent /OTcyTCTBYIOT Not more than 10°/ g / He Gonee 10° /1
bacteria/ Y croiiumBsie K
JIefiCTBHIO YKETIH
rpamMoTpuuarensubie bakTepun

10d) | Staphylococcus aureus Absent /OtcyTCcTBYIOT Absentin 1 g/ Orcyrcrsues 1 r

10¢) | Escherichia coli Absent /OrcyTeTByIOT Absentin 1 g/ OtcyrcreueB 1 r

100 | Salmonella Absent / OtcyTeTBYIOT Absentin 10 g /Orcyrctene s 10 g

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

Mpumeyanue: MpoaykT cootseTcTByeT Tpebosanusm HI | 3aknwyenue: OQOEPEHO

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

[lokymeHT nposepeH OKK: »:7£ ' [okymeHT ogobper OOK: W/‘y

Date /
Nara:

2510 o>y

Date / '
[ara: e e
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

Cipla

Pagedof 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne :

484113

Batch Quantity / O6bem cepuu:

5847packs / ynakoBok

AR No / Anaanrnyecknii oruer No : ARF/200/2024

Date of Analysis / laTa ananuza: 25.10.2024

Date of Mfg / laTa nponzsoacrea:  10/2024

Date of Expiry / I'onen go: 09/2027

Analysis performed according ND / Aunanus nposeaén no H/I: I N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne

Test / IMokazarens

Result / PesyabrarTsi

Specification / Hopma

11

Package / Ynakopka

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. / ITo 20 Tabnerok B
6ancTep H3 NIEHKH
MOJIHBHHHIIXJIOPHHOIH
(nonu3THNeHoBoH/

TIOTH BHHHJIIGHXJIOPUIHOM ) H
amomMutHuesoi Gponbru, no 25
OaHCTEPOB B KAPTOHHYIO MAYKy
C BIOJKEHHEM 25 HHCTPYKLH

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. / ITo 20
Tabneroxk B GIUCTED U3 MIIGHKH TPEXCIIOHHOM
(IIBX/IIMIBAX) u antomunnesoii Gomnsru. Ilo 2
win 3 GnucTepa BMecTe ¢ HHCTPYKUHEH no
NpHMeHeHHIO B KapTonHyio nayky. [To 20 tabnerok
B OnHCTEP M3 NUIEHKH MOJHBHHHIDJIOPHIHOM
(monuATHNIEHOBOI / MOMMBHHHIAEHXIOPHIHOM ) H

[0 MIPUMEHEHHIO.

amoMuHneBoit Goseru, no 25 bnucrepos B
KapTOHHYIO NAYKy C BIOKEHHEM 25 HHCTPYKUHMH 10
MPHMEHEHHIO.

According to ND /

B cootsercteuu ¢ HJI

12 Labeling / Mapxuposka

13 Storage conditions / Ycnosus

XpaHeHHs Boie 25 °C.

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

14 Shelf life / Cpox rogsocTH 3 years / 3 roga

Remarks : The Product conforms to ND/
MpumeyaHue: MNpoaykT cooTBeTCTBYET TpeGoBaHuam HU

Conclusion : APPROVED /
3akmovyenmne: O0OGPEHO

Checked by QC In-Charge / Loy
[okymeHT nposepen OKK: ’éx)-/

Approved by QA In-Charge /
HokymeHT opobpeH OOK:

B

Date / 26 & Lo

[ara:

Date /

DNara: 2512 gy
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