Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIM3A

Pagel of4d/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 481170

Batch Quantity / O6nem cepun:

AR No / Asamarageckuit orger No ;

ARF/219/2021

Date of Analysis / Jlara ananmza: 01.09.2021

5849 packs / ynaxosok

Date of Mfg / Jlara npomsBoacrea: 08/2021 Date

of Expiry / I'ogen no: 07/2024

Analysis performed according ND / Anayms nposenés o

HJ1: ITN013745/01-091017, M3m. Ne 1 or 17.04.2020

Test / IlokazaTesan Result / PesynbTa

Thi Specification / Hopma

Description / Onucanue

Complies / CooTercTByeT

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. / Tlnockue kpyribie TabneTkn co
CKOILIEHHBIMH KpasiMHi OT KOPHYHEBOI'O 4O TEMHO-
KOpPHYHEBOTO LBeTa ¢ BkpareHnsmu. Ha oxHoi
cropoHe Tabnerku BeaBieHo cnoo «CIPLA», na
APYTOi - MMHHS Pa3NoMa.

Identification / TTopnmHHOCTE

Complies /
CootsercrByer

2a) | Anthraquinone glycosides /

A_HTanHHOHOBbIe TIHKO3HbI

Ammoniacal solution turns a reddish colour /
OxpamuBaHie aMMHA9HOTO PACTBOPA B KPACHBIIL
LBET.

Complies /
Cooteercrryer

2b) | Methyl Parahydroxybenzoate
(HPLC)/

Mertunnaparuapokcubensoar

(BIXKX)

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
YACPHHUBAHKS OCHOBHOTO THKa HA XpOMaTOrpaMme
HCOBITYEMOTO PacTBOPA A0JKHO COOTBETCTBOBATh
BPEMCHH Y/IePKHBAHUSA OCHOBHOIO IMHKA Ha
XPOMATOrpaMMe CTAHAAPTHOTO PACTBOPA
meTunnaparuapoxkcubensoara (pasaen
«Merunnaparuapokcudensoar).

Average weight / Cpennss
Macca

)

187.13 mg / 187,13 mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanume: MNpoaykr cooteeTcTeyeT TpebosaHuam H/

Conciusion : APPROVED /
3aknouenune: OJOEPEHO

Checked by QC In-Charge@mcm .

Approved by QA In-Charge /
HokymeHT opobpeH OOK:

B

Date /

HokymeHT nposepeH OKK:
Ol-09. 2021
Jara: ¥

Date /

‘uaTa: Ol‘o&‘ 2O\
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOUKAT AHAJIU3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No /Cepua Ne: 481170

Batch Quantity / O6nem cepun: 5849 packs / ynakosox

AR No / Aramaraygecknii orger Ne : ARF/219/2021

Date of Analysis / lara amammsa: 01.09.2021

Date of Mfe / lata nponssoacra:  08/2021

Date of Expiry / I'ogen po: 07/2024

Analysis performed according ND / Ananus nposenén o H/I: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / ITokazaTens Result / PesyabraTsl Specification / Hopma

OnHOPOIHOCTE TI0 Macce

4 | Uniformity of weight / Complies / CooTBercrByer 18/20 tablets NMT + 7.5 %/ 18/20 ne bonee + 7,5

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

5 | Loss on drying / IToreps B 1.7 % NMT 6.0 % / He Gonee 6,0 %
MacCe IIPH BBICYIIHBAHIH

6 | Dissolution / 79-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (QQ) cennozunor uyepes 120 mun

OnHOPOAHOCTE NO3UPOBAHHA

7 | Uniformity of Dosage units / AV =49 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-xi| <0,01 x L2 x M.

L1=15.0;L2=25.0.

IMoxazarens npuemnemoctd s n=10 AV < L1.

B cnyuae, ecnu 3uavenue AV npeseiuaer L1,
MPOBOMAAT HCIIBITAHNE HA CHeyOLIIX 20 ofpasuax.
s n=30 AV <L1. Bce 3HaueHHns Xi JOJBKHBI
yIOBIETBOPATH 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

KonugecTBeHHOE OINpeneneHue 13.88 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomerpus) Ot 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)
13,88 mr/Tab CEHHO3HMIOB B MepecyeTe Ha CeHHO3uA B B ofiHOI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanume: MNpogykT cooTseTcTByeT TPeboBaHUAM

Conclusion : APPROVED /
HO | 3akniovyenne: OO0OBPEHO

[okymeHT nposepeH OKK: Oane

Checked by QC In-Chargek’\g

Approved by QA In-Charge /
HAokymeHTt oaobper OOK: %

Datel C)t.c}c‘ o B a Y 1ty |
Hara:

Date/ o, .0%.2.02
[ara:
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CERTIFICATE OF ANALYSIS
N CEPTUOHUKAT AHAJIN3A

Cipla

Page3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 481170

Batch Quantity / O6bem cepum:

5849 packs / ymakosox

AR No / Anamuragecknii orger Ne : ARF/219/2021

Date of Analysis / /lara anammsza: 01.09.2021

08/2021

Date of Mfg / lara nponssoacTsa:

Date of Expiry / I'ogen no:

07/2024

Analysis performed according ND / Anamus nposenén mo HJ1: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IokazaTean Result / Pe3ynabTaTh Specification / Hopma
9 | Content of Methyl 0.047 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxxanune
MeTHIMaparsapoxcuben3oara 0.047 mr/Ta6
(BDXX) ’

10 | MICROBIAL LIMIT TEST/ Muxpobuonoruyeckast 4HCTOTA

102) | Total Aerobic microbial count /
OGimee umco aspobHBIX 10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10% cfu/ g /He Gonee 10° /r
count / OBwee uucio <10
TUICCHEBBIX U JAPOXOKEBBIX
rpudtoB

10¢c) | Bile tolerant gram-negative Absent /OrcyrcTByIoT Not more than 107 / g / He Gonee 107 /r
bacteria/ Ycroituussie k
NeMCTBUIO JKeI4Hn
rpamMoTpHLaTeNbHble DaKTepuu

10d) | Staphylococcus aureus Absent /OrcyTcTByIoT Absentin 1 g/ OrtcyrctBue B 1 1

10e) | Escherichia coli Absent /OrcyreTByioT Absentin 1 g/ Orcyrcreuer 1 r

109) | Salmonella Absent / OrcyTeTByIOT Absentin 10 g / OrcyrcTeue B 10 g

Remarks : The Product conforms to ND/
MNpumeyanue: NpoaykT cooTeeTCTBYET TpebosanHuam Hl

Conclusion : APPROVED /
3akntouernue: OQOBPEHO

Checked by QC In-Charged

Approved by QA In-Charge /

P

NokymeHT npoeepeH OKK: \13 Qane NokymeHT onobpeH OOK:
Date / Date /

O1.069.202 9 08 . o
[ara: 1205 Nara: 02 -294 2=\
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOUKAT AHAJIU3A

Pagedof4/Crp. 4u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJAE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 481170

Batch Quantity / O6bem cepun:

5849 packs / ynaxosox

AR No / Anasaraaecknii order Ne : ARF/219/2021|Date of Analysis / laTa ananusa:

01.09.2021

08/2021

Date of Mfg / Jlara npoussoacrsa:

Date of Expiry / I'ogen po:

07/2024

Analysis performed according ND / Anamm3 nposenés mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IlokazaTennb

Result / PesyabraTsi

Specification / Hopma

11 | Package / YmakoBka
in a blister made of

OnucTep U3 IIeHKH

(nmonmusTHIEHOBOIH/

O MPUMEHCHHIO.

Package / Ynaxoska - 20 tablets

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

HOHHBI’IHHHXJ'IOPI’I,I(HOI‘:I

NONMBUHHIIICHXJIOPHIHOM) 1
amomuHHeBoH donery, no 25
OIHCTEPOB B KAPTOHHYIO MA4Ky
C BJIO>KEHHEM 25 HHCTPYKLMi

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 HucTep W3 IUIEHKH TPEXCIOHHOM
(IIBX/II2MIBAX) u amomunuesoii Gonsru. o 2
wn# 3 GicTepa BMECTE ¢ MHCTPYKUMEH 110
NIPUMEHEHHIO B KapTOHHY0 nauky. ITo 20 Tabnerok
B OJIHCTEp M3 MIEHKH TTOTMBHHIIXIOPHIHOM
(MoMMITHNEHOROI / NOMHBUHHIIAEHXIOPUIAHON) U
amomMuHueBoi Gosery, mo 25 6auctepos B
KapTOHHYIO Ma4YKy C BIIOXKEHHEM 25 HHCTPYKIMI 1O
NPHMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /

B cootsercTeun ¢ HIJ

13 Storage conditions / Ycnoeus

XpaHeHHs Boime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom Mecre npHu TeMIepaType He

3 years /3 roma

14 Shelf life / Cpox ropsocTn

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykT cootseTcTBYeT TpeboBaHaM HJ

Conclusion : APPROVED /
3axmoueHue: OQOBPEHO

Checked by QC In-Charge
HokymeHT npoeepeH OKK: $Dame

Approved by QA In-Charge / 8
NoxymeHT onobper OOK: %/

Date /

4 . .
[ara: 18021

Date /

02.-90A. 202\
Nara:
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