Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Pagelof4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Ipoayxt: CEHAIE®, TABJETKH 13,5 mr

Batch No / Cepua Ne: 484137

Batch Quantity / O6nem cepun:

5843packs / ynakosok

AR No / AnaauTtnyecicnii oruer Ne: ARF/228/2024

Date of Analysis / JiaTa ananmuza: 25.11.2024

Date of Mfg / lata npoussoacrsa:  11/2024

Date of Expiry / I'onen no:

10/2027

Analysis performed according ND / Ananus nposenén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne

Test / loxkazaren

Result / Pesyasrars:

Specification / Hopma

1 Description / Onucanne

Complies / CooTsercTByeT

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. / ITnockue kpyrisie Tabnetku co
CKOIUEHHBLIMH KPasMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO 1iBeTa C BKpaneHnsmu. Ha oxHoii
cropone Tabnerku puigasnero cnoso «CIPLAy, Ha
JpYTOii - NHHHA paioMa.

2 | Identification / [logmiHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
Ty m— CootsercteyeT l?:ep:muaamle aMMHAYHOr0 pacTBOpa B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
Mertunnaparsapokcnbens3oat corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YZePKHBAHHS OCHOBHOIO MHKA HA XPOMATOrpaMMe
HCOBITYEMOro paCTsopa A0JZKHO COOTBETCTBOBATh
BPEMEHH YIEPKHBAHWA OCHOBHOI'O ITHKA Ha
XpOMaTorpaMMe CTanAapTHOrO PacTBOpa
MeTrInaparuapokcubensoara (pasnen
«Merunmaparuapoxcuben3oar).

3 | Average weight / Cpeanss
macca

190.15mg / 190,15mr

189.99 mg £7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcTayeT TpebosaHuam H

Conclusion : APPROVED /
3aknouyenune: OQOBPEHO

Checked by QC In-Charge / ?£J )

Approved by QA In-Charge /

G

NokymeHT nposepeH OKK: [okymeHT onobpeH OOK:
Date / Date / 020
flaTa: &S LYy Dara: 5 .
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTH3A

Page20f4/CTp. 2u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 484137

Batch Quantity / Oobem cepuu:

5843packs / ynaxosok

AR No / Ananurnueckuii orser Ne 1 ARF/228/2024|Date of Analysis / lara ananuza: 25.11.2024

11/2024

Date of Mfg / laTa npou3BojcTBa:

Date of Expiry / I'onen no:

10/2027

Analysis performed according ND / Axsanus niposeaén nmo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / Pesynsrars: Specification / Hopma
Test / Iokasarens

4 | Uniformity of weight / Coﬁplies / CootBercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee +7,5
OaHOpOAHOCTS O Macce %

: 2/20 tablets NMT *15% / 2/20 ne 6onee + 15%

5 | Loss on drying / IToteps B 2.2% NMT 6.0 % / He 6onee 6,0 %

Macce MpH BbICYIIHBAHHH

6 | Dissolution / 79-97% NLT 70 % (Q) of sennosides in 120 minutes
Pacropenrie He meree 70 % (Q) cenno3nnos uepe3 120 mun

7 | Uniformity of Dosage units / AV =56 The acceptability index forn =10 AV <L1.
OHOPOOHOCTb NO3HPOBAHMA 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 yalues of xi must satisfy the
inequality:

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

L1=15.0;L2=25.0.

TTokazartens npuemneMoctH s n=10 AV <L1.

B cnyuae, ecin 3nauenue AV npessimaer L1,
TIPOBOJIAT HCIBITAHHE Ha creayromux 20 obpasuax.
Jna n=30 AV <L1. Bce 35aueHns Xi JOIDKHBI
YAOBJICTBOPATH HEPABEHCTRY !

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

L1=150;L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuectsenHoe onpeneseHue 14.06mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Or 12,15 o 15,53 mr (or 90,0 no 115,0 %)

14,06mr/ta6 CEHHO3HJIOB B IIepecyeTe Ha CeHHO3ua B B omuoil
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanume: [poaykT cooTBeTCTBYET Tpebosanmam HI

Conclusion : APPROVED /
3aknoyeHue: OJOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

DokymeHT npoeepeH OKK: %:CJ [HokymeHT ogo6peH OOK: W
Date / Date /
Nara: 2.5 Loy Oara: o i

FMQC003-15-09
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Cipla

= CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIA3A
Page3 of4 /Crp.3 3 4
"|Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAW, TABJETKH 13,5 mr
Batch No / Cepusn Ne: 484137 Batch Quantity / O6bem cepun:  5843packs / ynaxosox
AR No / Ananurnueckuii oryer Ne: ARF/228/2024 | Date of Analysis / lata ananusza: 25.11.2024
Date of Mfg / laTa nponzsoacrsa:  11/2024 Date of Expiry / I'oaen go: 10/2027

Analysis performed according ND / Ananus nposenén no H/[: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyanraTn: Specification / Hopma
Test / Ilokazarens
9 | Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTunnaparuapokcubensoara 0,039Mmr/Tab
(BIXKX)
10 | MICROBIAL LIMIT TEST/ MuxpoGuonorayeckas 4ucrora
10a) | Total Aerobic microbial count/ 40
O6iee unciio a3pobueIX Not more than 10° cfu/ g / He Gonee 10* /r
MUKPOOPraHH3MOB .
10b) | Total combined yeast and mould Not more than [0° cfu/ g /He Gonee 10° /r
count / Obmee uncno <10
TTECHEBBIX H APONOKEBBIX
rpuboB
10 ¢) | Bile tolerant gram-negative Absent /OrcyTeTBYIOT Not more than 10/ g / He 6onee 10° /r

bacteria/ Vcroiiunssie k
IEfCTBHIO XeMyH
rpaMoTpHuaTenbHble faKTepHH

10 d) | Staphylococcus aureus Absent /OrcyrerBytoT Absentin 1 g/Orcyrcreuer 1 r
10¢) | Escherichia coli Absent /OrcyTeTByior Absentin 1 g/ Orcyrctenes 1 r
109 | Salmonella Absent / OrcyrcrByior Absentin 10 g / Otcyrereue s 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanume: MNpoaykr cooteeTcTeyeT TpebosaHuam HO | 3akmoueHne: OQOBEPEHO
Checked by QC In-Charge / %‘CJ’ Approved by QA In-Charge /
HokymeHT nposepeH OKK: : 3 [okymeHT opobpeH OOK: W
Date / Date /

s A\ A0
[ara: 25 VL0 "f [ara: 25 -\ K
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page4of4/Crp.4m3 4

Product: SENADE TABLETS 13,5 mg

HpoaykT: CEHA,I[EE, TABJETKH 13,5 mr

Batch No / Cepusn Mo : 484137

Batch Quantity / O6bem cepuu:

5843packs / ynakoBox

AR No / Ananuruuecknii oruer Ne : ARF/228/2024

Date of Analysis / lara ananu3za: 25.11.2024

Date of Mfg / lata npoussoacrea:  11/2024

Date of Expiry / I'oaen no:

10/2027

Analysis performed according ND / Ananus npoeenén no HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024 '

Ne

Test / IHoxka3aTens

Result / PesyabTatsi

Specification / Hopma

11 | Package / Ynakoeka

in a blister made of

6mmcTep M3 MUIEHKH
OJIH BHHUJIXTIOPHAHOH
(nonuatHneHoBOH/

110 MPHMEHEHHIO.

Package / Ymaxoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnetok B

NOJIMBHHHJIICHXIOPHIHOM ) H
ANMOMHUHHEBOI (ONbrH,
6:IHCTEPOB B KAPTOHHYIO NAUKy
C BJIOJKEHHEM 25 HHCTPYKIMi

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
TabieTok B GNHCTEp U3 MIEHKH TPEXCIOHHOH
(IIBX/IT3/TIBIX) u amomuruesoii honsra. Io 2
Wik 3 GnucTepa BMECTe C HHCTPYKiHE 1o
MPUMEHEHHIO B kKapToHHYI0 nadky. [To 20 rabnerox
B GAMCTeD W3 NICHKH MONMBHHHJIXIOPHIHOH
(monuaTHIEHOBOMY MONUBHHHIIIEHXJIOPHAHOH) H
amomuanesoit honbru, no 25 Giucrepos B
KapTOHHYIO MAYKy C BIOXKEHHEM 25 HHCTPYKLHi no
NPHMEHEHHIO,

no 25

According to ND /

B coorsercteuu ¢ HJ{

12 Labeling / Mapkuposka

13 | Storage conditions / YcnoBus

XpaHeHHs sorue 25 °C.

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

3 years /3 roma

14 | Shelflife / Cpok rogaocTn

Remarks : The Product conforms to ND/
MNpumeuanue: MpoaykT cooteeTcTayeT TpebosaHuam H

Conclusion : APPROVED /
3akmouenue: OQOBPEHO

-Ch
Checked by QC In-Charge / v,o,ib)

Approved by QA In-Charge /

GHC

DokymeHT npoeepeH OKK: [okymerT ogobper OOK:
Date / Date / .
fara: Z S-\Wrory [Oara: 25 -\-2-024
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