Cipia

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepust Ne: 482135

Batch Quantity / O6bem cepuu:

5851packs / ynakoBok

AR No / Ananutnueckuii orqyer Ne : ARF/211/2022|Date of Analysis / {aTa anaauza: 27.09.2022

09/2022

Date of Mfg / laTa npou3Boacrsa:

Date of Expiry / I'ogeH no:

08/2025

Amalysis performed according ND / Ananus nposenén no HJ/L: [1N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / IToxkazaTenn

Ne Resuit / Pesyssrarsr

Specification / Hopma

1 | Description / Onucauue

Complies / CootBercTyeT

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 kpyrneie TabneTky co
CKOLUIEHHBbIMH Kpaﬂ'.Ml/I oT KOpH‘{HeBOl"O A0 TEMHO-
KOPHYHEBOTO LBETA C BKpanneHusaMu. Ha oxuoi
cropoHe Tabnetkn BeinasneHo cnoBo «CIPLA», na
ApYTOit - THHHA Pa3ioMa,

2 | Identification / IlopnmuaHOCT

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxpaiiuBaHHe aMMHA4YHOTO PACTBOpPa B KPACHLIN
AHTPaXHHOHOBBIE TTHKO3HIbI HpeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(IPLC)/ CoOTBETCTBYET chromatogram of the sample solution should
Mertunnaparuapokcubensoar corresponds to the retention time of the principle
(BOXEX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIAep>KHBaHUA OCHOBHOI'O IIHKA HA XPOMATOrpaMMe
HCIBITYEMOrO PacTBOpPa AOJDKHO COOTBETCTBOBATH
BPEMeHH YePIKUBAHUA OCHOBHOrO MUK HA
XpOMAaToOrpaMMe CTaHIaPTHOTO PacTBOPa
MeTuanaparuapokcudensoarta (pasaen
«Merunmaparuapokcubensoar).

3 | Average weight/ Cpenusis
macca

187.67mg / 187,67mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoueHne: OfJOEPEHO

Checked by QC In-Charge / m_\ b,

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

G

[okymeHT npoeepeH OKK:
Date/ o *.09+2022
Hara:

Date /

12, \0s 2022
Nata: =

F MQCOO3 -15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pemem Goa -403512 '
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne : 482135

Batch Quantity / O6bem cepuu:

5851packs / ynakoBok

AR No / Ananurrueckuii oruer Ne : ARF/211/2022

Date of Analysis / lata ananuza: 27.09.2022

Date of Mfg / laTa npoussoacTea:

09/2022

Date of Expiry / I'ogen go:

08/2025

Analysis performed according ND / Anannz nposeaén no H/{: [IN013745/01-091017, Ham. Ne 1 o1 17.04.2020

Ne

Test / IlokazaTens

Result / PesynsTarsr

Specification / Hopma

4 | Uniformity of weight /

Complies / CooTsercTByeT

18/20 tablets NMT + 7.5 % / 18/20 e 6onee + 7.5

O,HHOPO,IIHOCTI: NO3UPOBAHHA

OnHOPOAHOCTE MO Macce %
2/20 tablets NMT +15% / 2/20 ue Gonee + 15%
5 | Loss on drying / IToteps B 1.4% NMT 6.0 % / He 6osee 6,0 %
MacCe MPH BBICYLIMBAHUM
6 | Dissolution / 81-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cenno3unos yepes 120 mun
7 | Uniformity of Dosage units / AV =356 The acceptability index forn=10 AV <L1.

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-xif < 0,01 x L2 x M.

L1=15.0;L2=25.0.

TToxazaTens npHemiaeMocTd st n=10 AV <L1.

B cnyuae, ecnu 3sHauenue AV npeebimaer L1,
NPOBOMIAT HCIBITAHHE Ha chenyromux 20 obpasuax.
Jos n=30 AV <L1. Bce 3Ha4eHus Xi JOJDKHBI
YIOBIETROPATE HEPABEHCTBY:

[M-x1] <0,01 x L2 x M.

L1=15,0;1.2=25,0.

8 | Assay (Spectrophotometry)
KonuuectsenHoe onpeneneHne
(CrextpodoromeTpus)

13.95mg/tab /

13,95mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 o 115,0 %)
CEeHHO3M/OB B MepecyeTe Ha CeHHO3H B B ofHoil
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTBeTcTBYET TPeboBaHuam H

Cenclusion : APPROVED /
3akmoyenume: OQOBPEHO

Checked by QC In-Charge /"
LokymeHT npoepeH OKK: % QL Gk

Approved by QA In-Charge /
[okymeHnt ogobpeH OOK:

A

Date /

N O+ LD D5
[ara:

Date /
[ara:

V2N 0-"000 B0
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) CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg IlpoaykT: CEHA;IEE, TABJIETKHU 13,5 mr
Batch No / Cepusi Ne : 482135 Batch Quantity / O6bem cepun:  5851packs / ynakosok
AR No / Ananutuyeckuii oruer Ne : ARF/211/2022|Date of Analysis / lata ananuza: 27.09.2022
Date of Mfg / lara npoussoacrea:  09/2022 Date of Expiry / T'ongen no: 08/2025
Analysis perfornied according ND / Anann3 nposeaén no HA: ITN013745/01-091017, Ham. Ne 1 or 17.04.2020
Ne Resuit / PesyabsTaTs! Specification / Hopma
Test / IToxazarens
9 | Content of Methyl 0.045mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copneprxanue
MmeTunanaparuapoxcudensoara 0,045mr/tab
(BIXX)

10 | MICROBIAL LIMIT TEST/ Muxpobuonoruyeckas qucTO'ra

10a) | Total Aerobic microbial count/
O6mee umcno a3pobHBIX <10 Not more than 10° cfu/ g / He Gonee 10* /r

MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He 6onee 10° /r
count / Obwee uyucno ' <10
ILIECHEBBIX H IPONOKEBBIX
rpuboB

10 ¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10°/ g / He Gonee 10° /r
bacteria/ Ycroituussie K
NEHCTBHIO JKEemMuHl
rpaMoTpHUATeNbHbIE DaKTepUH

10 d) | Staphylococcus aureus Absent /OtcyTeTByioT Absentin | g/ OtcytctBieB 1 T
i e) | Escherichia coli Absent /OtcyTeTBYIOT Absentin 1 g/ OtcytctBueB 1 1
100 | Salmonella Absent / OtcyTcTBYIOT Absentin 10 g / Otcyrcteue s 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumevanue: MpoaykT cooteetcTeyeT TpebosaHuam HL | 3aknwoyenue: OJOBEPEHO
Checked by QC In-Charge [ Approved by QA In-Charge /
JokymeHT nposepeH OKK: \i%_@i& AokymeHT ono6peH OOK: Cﬁ/ﬁ
Date / ’ Date / 2

WO LT Ao 20T
Jara: 2.3 1 faTta: Vi <X

FMQC003-15-06
]
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Cipia

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Npoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482135

Batch Quantity / O0bem cepun:

5851packs / ynakosok

AR No / Asanutuyeckunii otuer Ne : ARF/211/2022

Date of Analysis / JlaTa ananusza: 27.09.2022

Date of Mfg / lata npoussoacrsa:  09/2022

Date of Expiry / I'onen go:

08/2025

Analysis performed according ND / Anasiu3 nposenén no H{: TTNO13745/01-091017, Hism. Ne 1 ot 17.04.2020

Ne

Test / Tlokazarein

Result / PesyasTaTsl

Specification / Hopma

11 | Package / Ynakoska

in a blister made of

GrucTep U3 MIEHKH
MOJHBHHHITXTIOPHTHOM
(nonu3aTHNEHOBOIH/

o MPHMEHEHHIO.

Package / Ynakoska - 20 tablets

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

O BUHHIIIEHXJIOPHAHOMH ) H
amoOMHHAEBOI (onbry,
OJIMCTEPOB B KAPTOHHYIO MAYKY
C BJIOKEHHEM 25 HHCTPYKIHE

Package / YmaxoBka - 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
Tabnerok B GNHCTEP U3 IUIEHKH TPEXCIOHHOI
(IIBX/I2/MTIBAX) u amomunuesoit donsru. ITo 2
unu 3 GaMcTepa BMECTE C HHCTPYKLIHEH MO
[IPHMEHEHHUIO B KapToHHYI0 nauky. [1o 20 rabnerok
B 61IHCTED H3 IUICHKH MONMBHHHIIXJIOPHIHOH
(nonuATHNEHOBOI / NONHBHHUIEHXJIOPUIHOM) H
anoMuHEEeBOi honbru, o 25 GrucTepos B
KapTOHHYIO Na4Ky C BJIOKEHHEM 25 MHCTPYKLUHUI no
OPHMEHEHHIO.

mo 25

According to ND /

12 | Labeling / Mapkuposka

B coorsercteuu ¢ HJ

13 Storage conditions / Ycnosus

XpaHEeHUS seie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecre npu temneparype ne

3 years /3 roma

14 Shelflife / Cpok rogHocTH

Remarks : The Product conforms to ND/
MNpumeuanne: MpogykT cooteeTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoyeHue: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /{_ <
[okymeHT npoeepeH OKK: \B Glowue [okymeHT ogoBpeH OOK: sl
Date / Date /

O] 202 2 5-\C. 2222
HaTa: L% 2R [ara: e *

EMQCO003-15-06
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