Cipla

CERTIFICATE OF ANALYSIS
- CEPTUOPUKAT AHAJIM3A

Page 1 of4/Crp. 1 13 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 482055

Batch Quantity / O6bem cepumn:

5851 packs / ynaxosok

AR No / Asanuarageckuii order Ne 1 ARF/113/2022|Date of Analysis / Jlara anannsa:

16.05.2022

Date of Mfg / /lara npom3roacrea:  04/2022

Date of Expiry / I'onen go:

03/2025

Analysis performed according ND / Anamns nposenén no H/I: TT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Hoxazatens

Ne Result / PesynsraTht

Specification / Hopma

—

Description / Onucanne

Complies / CootsercTyeT

Flat circular tablets from brown to dark-brown with
beveiled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / [Tnockre xpyrabie TabneTku co
CKOINECHHBIMH KpasMH OT KOPHYHEBOIC A0 TEMHO-
KOPHYHEBOTO LBETa ¢ BKpanneHusaMu, Ha ogHo#H
cropone Tabierkn BoigasneHo cioso «CIPLA», na
JIPYrO# - TUHUA PasJIOMa.

2 Identification / ITonnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTsercTByeT OkpauubaHue aMMHAYHOIQ PAcTBOpPa B KPACHBIH
AHTPaXHHOHOBBIE TJIMKO3U/IBI o
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CootBercrayer chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YZAEpPKUBAHUA OCHOBHOIO [THKA HA XPOMATOrpaMMe
HCTILITYEMOTO PacTBOPA HOJDKHO COOTBETCTBOBATh
BPEMEHH YAEPKHBAHUA OCHOBHOI'O IHMKA Ha
XpOMaTOrpaMMe CTaHAAPTHOIO PacTBOpa
MeTunmaparuapokcudensoara (pasmen
«MerunnaparugpokcudeHsoar).

3 | Average weight / Cpennsn
macca

186.21mg / 186,21mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MNpumeyvanume: MNpoaykT coorBeTcTByeT TpebosaHuam H/

Conclusion : APPROVED /
3aknwouenue: OJOBPEHO

Checked by QC In-Charge / = P
HokymeHT npoBepeH OKK: O/vt"

Approved by QA In-Charge /
HokymeHT ogobper OOK:

B

Date /

Nara: VL0 oas

Date /

Oere | O EPRE
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTU®UKAT AHAJIM3A
. Page2 of4/Crp.2 n3 4
Product: SENADE TABLETS 13,5 mg Mponykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust No : 482055 Batch Quantity / Odsem cepun: 5851 packs / ynakosox
AR No / Anajmraaecknii orger Ne: ARF/113/2022 | Date of Analysis / [iaTa ananm3za:  16.05.2022
Date of Mfg / Jlara npomssoacrsa:  04/2022 Date of Expiry / Tonen mo: 03/2025

Analysis performed according ND / Ananus npoeeaén mo HJI: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Resuit / PesysabTarsl Specificaiion / Hopma

Test / HokazaTean

4 | Uniformity of weight / Complies / CoorBercrByer 18/20 tablets NMT £ 7.5 % / 18/20 ue Gonee +7,5
OnHOPOTHOCTE 1O MACCE ’ %
2/20 tablets NMT £15% / 2/20 ue bonee + 15%
5 | Loss on drying / IToteps B 2.2% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BBICYIIHBAHWHI
6 | Dissolution/ 83 -91% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopeHue He menee 70 % (Q) cenno3unos qepes 120 mun
7 | Uniformity of Dosage units / AV=50 The acceptability index forn=10 AV <L1.
OIHOPOIHOCTh AO3HPOBAHMA : 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;,L2=25.0.

IToxazarens mpuemnemocty s n=10 AV <L1.

B cnyuae, ecnu 3Hauenue AV npessimaer L1,
MIPOBOAAT UCTIBITAHKE Ha crenytomux 20 obpasiax.
Jns n=30 AV <L1. Bce 3HaueHns Xi JOKHBI
YIOBJIETBOPSATh 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
KonuuectsenHoe ompenenexue 13.90 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomeTpust) Ot 12,15 mo 15,53 mr (o1 90,0 mo 115,0 %)

13,90 mr/ra6 CEHHO3M/IOB B [I€PECUeTe Ha CeHHO3un B B onHoi
tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanune: MpoaykT coorseTcTByeT Tpebosanusam HI | 3aknouyenune: OAJOEPEHO
Checked by QC In-Charge / /C"b—f Approved by QA In-Charge / |
HokymeHT nposepeH OKK: o— Hokyment ofobperH OOK: %’jﬁ—’;
Date / Date /
fara; \6-0S 20%2— Nara: L e
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHUKAT AHAJIU3A
Page 3 of 4/ Crp.3u3 4
Product: SENADE TABLETS 13,5 mg Ipoayxr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepusa Ne: 482055 Batch Quantity / O6bem cepun: 5851 packs / ynakosox
AR No / Anasmraaecknii orger Ne: ARF/113/2022 | Date of Analysis / {ara anannsa: 16.05.2022
Date of Mfg / Jlara npoussoacrsa:  04/2022 Date of Expiry / I'onen go: 03/2025

Analysis performed according ND / Amamms nposenén mo H/: [1N013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Result / PesyasTaTot Specificatien / Hopma

Test / lokazareib

9 | Content of Methyl 0.046 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad,
parahydroxybenzoate(HPLC)/ .
Copnepxanue
Mernﬂnaparn,upoxcHSemoaTa 0,046 mr/rab
(BOXX)

10 | MICROBIAL LIMIT TEST/ Muxpobuonoruueckast 4ucToTa

10a) | Total Aerobic microbial count /
O6utee yncno a’3pobHEIX 20 Not more than 10* cfi/ g / He 6Gonee 10* /v

MHKDPOOPTraHH3MOB

10%) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / O6mee umcno 2T
IUIECHEBBIX M JPOJKIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 107 / g / He Gosnee 10 /r
bacteria/ YcToiiquBbie k
NEHCTBHIO JKETIH
rpaMoOTpHIATENbHBIE DakTepHi

10d) | Staphylococcus aureus Absent /OrcyrcTByIOT Absentin 1 g/ Orcyrcreue B 11
10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absent in 1 g/ OrcyrcrBue B 1 1
106) | Salmonella ) Absent / OrcyrcrayroT Absentin 10 g /OrcyrcrBue B 10 g -
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyanue: NpoaykT cootBeTcTByeT TpebosaHusam HIl | 3akntoyenue: OOQOBPEHO
Checked by QC In-Charge / o) Approved by QA In-Charge / %.Egg
HokymeHT npoeepeH OKK: Lot~ NokymeHT ogoBpeH OOK:
Date / Date / : 7
oS- te22 - 1-05: 202
Hata: \L-® [lara; \
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOHKAT AHAJITHU3A

Paged4 0ofd/Crp.4n3 4

Product: SENADE TABLETS 13,5 mg

lipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482055 Batch Quantity / O0bem cepun: 5851 packs / ynakorok
AR No / Anasaraaecknii oraer Ne : ARF/113/2022|Date of Analysis / Jlara amamasza:  16.05.2022
Date of Mfg / [lara npoussoncrsa:  04/2022 Date of Expiry / T'ogen no: 03/2025

Analysis performed according ND / Anams nposeaén mo H/I: TTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne

Test / Iloka3zarenb

Resuit / Pesayabrathi

Specification / Hopma

11 | Package / Ynakoeka

in a blister made of

OnHCTEp M3 [UIEHKH
MO BHHUIIXJIOPHIHOH
(monuaTHIEHOBO/

MO NPHMEHEHHHIO.

Package / Yaxoska - 20 tablets

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

MOMMBHHUJINEHXJIOPHAHOI) 1
AMIOMUHHEBOH GONBIH,
BIMCTEPOR B KAPTOHHYIO MAUYKY
C BIOXKeHUEeM 25 HHCTPYKLMIH

Package / Ynakoeka - 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. / TTe 20
TabneTox B OIMCTEp M3 IUIEHKH TPEXCIOHHOH
(TIBX/TID/IIBJIX) u anromuHueBoii ¢omneru. Io 2
w3 OiMcTepa BMECTe C HHCTPYKLHeH 110
NMPUMEHEHHUI0 B KapToHHYI0 na4ky. ITo 20 tabmetok
B OJIHCTEp U3 MJIEHKH MONHBHHIIXIIOPHIHOI
(monu3THAEHOBOH / MOJIMBUHHIIAGHXJIOPHAHOMH) 1
amoMHHKeBoH Goabry, o 25 O1McTepos B
KapTOHHYTO Ma4Ky ¢ BAOKEHHEM 25 HHCTPYKuui no
PUMEHEHHIO.

no 25

12 Labeling / MapkupoBka According to ND /
B cootsercteuu ¢ H]T
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTte npu TemnepaTtype He
XpaHeHHs Boime 25 °C.
14 | Shelflife / Cpox rogHoCTH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooreeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge / 2,
[NokymeHT nposepeH OKK: 0;{,_9

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

ey

Date /

[ara: [0S Lor2—

Date /

e \7-05. 2022
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