Cipla

CERTIFICATE OF ANALYSIS
N CEPTH®UKAT AHAJIU3A
Page 1 of 4/ Crp. 1 13 4

Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482053 Batch Quantity / Oonem cepun: 5852 packs / ynakosok

AR No / Anasarageckuii orger Ne :  ARF/105/2022|Date of Analysis / {ara anaymsza: 26.04.2022

Date of Mfg / lara nmpoussoacrea:  04/2022 Date of Expiry / I'onen no: 03/2025

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

Ne Test / Tlokazarean Result / PeayasTarsl Specification / Hopma

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 kpyrisie Tabnerky co
CKOLICHHBIMH KPasiMH OT KOPHYHEBOIC 10 TEMHO-
KOPHYHEBOTO 1[BeTa ¢ BKkparuieHussMu. Ha oqHOH
cropone Tabnerkn BeigaBneHo cinoBo «CIPLA», Ha
JIPYTOH - IUHUA pa3ioMa.

1 | Description / Omcanue Complies / CooTreTcTBYET

2 | Identification / ITomHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
P CootetcrByer OxpalHBaHHE aMMHAYHOTO PAcTBOpPA B KPACHBIH
TPAXHHOHOBbIE [JIHKO3M/IBI HERE
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Coorsercreyer chromatogram of the sample solution should
Mertunnaparuapoxcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepKHBAHUS OCHOBHOTO MHKA HA XPOMATOrPaMMe
HCITBITYEMOTO PacTBOPa JOLKHO COOTBETCTBOBATh
BpeMeHH yJepKHBaHHA OCHOBHOTO MHKA HA
XpOMaTorpaMMe CTaHAapPTHOTO PaCcTBOPa
MeTHIaparuapoxcubensoara (pasaen
«MerunnaparigpokcubeHzoar).

3 | Average weight / Cpenuas 189.87mg / 189,87mr 189.99 mg +7.5% / 189,99 mr +7,5%

Mmacca

Remarks : The Product conforms to ND/
Mpumeuanue: Npoaykr cootBeTcTByeT TpebosaHnsam Hl

Conclusion : APPROVED /
3akntouyenne: OQOBPEHO

Checked by QC In-Charge %

HokymeHT nposeper OKK: - '\l Qae

Approved by QA In-Charge /
HoxkymeHT ogobpern OOK:

s

Date /

NaTa: D6 042022

Date /

ﬂ,aTa: L@: % O\"\ “LOLL
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cipla

CERTIFICATE OF ANALYSIS
* CEPTUO®UKAT AHAJIM3A

Page2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482053

Batch Quantity / O6bem cepun:

5852 packs / ynakosok

AR No / Anasmaragecknii oraer No :

ARF/105/2022 | Date of Analysis / lata anann3a: 26.04.2022

Date of Mfe / Jlara npomssoacrea:  04/2022

Date of Expiry / T'ogen go:

03/2025

&alysis performed according ND / Anamms nposenén mo HI: TTN013745/01-091017, Mism. Ne 1 ot 17.04.2020

Ne Test / MMokazaTens

Result / Pesyabrathbi

Specification / Hopma

4 | Uniformity of weight /
OnHOpPOIHOCTE NO Macce

Complies / CooTsercrayer

18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7,5
%
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

5 | Loss on drying / IloTeps B 2.1% NMT 6.0 % / He Gonee 6,0 %
Macce npH BBLICYIIHBAHUH
6 | Dissolution / 83 - 90% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennozunos uepes 120 mun
7 | Uniformity of Dosage units / AV=151 The acceptability index forn=10 AV<LI.

OnHOPOIHOCTL IO3UPOBAHHSA

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.

IToxaszarens npuemnemocts it n=10 AV <L1.

B ciaywae, ecnu 3navenne AV npesbimaer L1,
TIPOBOJSAT UCMILITAHNE Ha crenytomux 20 obpasuax.
Jlis n=30 AV < L1. Bce 3HaueHus Xi JO/DKHBI
YAOBJETBOPSATH HEPABEHCTBY:

IM=xi| 0,01 x L2 x M.

L1=15,0;L2=250.

8 | Assay (Spectrophotometry)
KonnyecTseHHOe oOnpeaeneHHe

(CnexrpodoTomerpus)

14.03 mg/tab /

14,03 mr/rab

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 o 15,53 mr (ot 90,0 mo 115,0 %)
CEHHO3HJIOB B MepecdeTe Ha ceHHo3un B B oxHoOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanume: MNpoaykr coorseTcTeyeT TpebosaHuam HL

Conclusion : APPROVED /
3aknovenne: OQOBPEHO

Checked by QC In-Charge /r~ ™

Approved by QA In-Charge /

[okymeHT nposeper OKK: \“13 G)are [HokymenTt opobpen OOK: @j)f/
Date / - . Date / LoU . 202-2
e 26042022 flare: 2 L0004

FMQCO003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOHUKAT AHAJIM3A

Page 3 of 4/ Crtp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482053

Batch Quantity / O6bem cepun:

5852 packs / ynaxkosok

AR No / Anamarageckuii otser No ;

ARF/105/2022 | Date of Analysis / lata anaan3za: 26.04.2022

Date of Mfg / Jlara npomssoacrea:  04/2022

Date of Expiry / Topen mo:

03/2025

Analysis performed according ND / Anamus nposeags no HJI; [T N013745/01-091017, Hsm. Ne 1 or 17.04.2020

Ne Test / Hoxazarens Result / Pezyastarsr Specification / Hopma
9 | Content of Methyl 0.052 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Coznepxxanue
MeTHINaparugpokcubeH3oaTa 0.052 mr/ra6
(BOXKX)

10 | MICROBIAL LIMIT TEST/ Mukpo6Honoruyeckas 9uctora

108) | Total Aerobic microbial count /
Ob1mee yrcio a3p0OHBIX 20 Not more than 10* cfi/ g / He 6osniee 10* /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / OOwee yncio <10
ILIECHEBBIX U JIPOKIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OtcyrcTByioT Not more than 10* / g / He Gonee 107 /r
bacteria/ Ycroiiuussie k
NEHCTBHIO JKeTuH
rPaMOTPHLATENbHbIE OaKTeprH

10d) | Staphylococcus aureus Absent /OtcyTeTByROT Absent in 1 g/ OrcyrcTtBue B 1 1

10¢) | Escherichia coli Absent /OtcyrcTByroT Absentin 1 g/ OrcyretBue B 1 1

100 | Salmonella Absent / OtcyrerByioT Absent in 10 g / Otcyrerue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cootBetcTeyeT TpeboBaHusm HJ

Conclusion : APPROVED /
3aknouenune: O0OBPEHO

| Checked by QC In-Charge ™ 5
LokymeHT nposepeH OKK: - |AG]laue

Approved by QA In-Charge /
HokymeHT ofobper OOK:

SR

Datel lé 04 2202 2
Hara:

Date /

2L o\y.202- 1
Hara:

FMQC003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIU3A

Page4 of4/Crp. 43 4

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 482053

Batch Quantity / C6bem cepun:

5852 packs / ynakosok

|AR No / Anamurageckuii order Ne :  ARF/105/2022|Date of Analysis / /lata amammza:  26.04.2022

Date of Mfg / lara npouseoacrea:  04/2022

Date of Expiry / I'oxen xo:

03/2025

Analysis performed according ND / Anamus nposenén mo HJ/I: ITN013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Test / Hoxazarensb

Result / PesynbTaTh

Specification / Hopma

11 | Package / Ynakoeka
in a blister made of

OnucTep U3 TUIEHKH

(TOMHATHIIEHOBOH/

110 MPHUMEHEHHIO.

Package / Vmakoska - 20 tablets

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

ﬂOHHBHHHHXﬂOpHHHOﬁ

MOIHBUHIIIEHXJIOPUIHON) 1
amOMHHUEBOH (oubry, no 25
fnECcTEpOB B KAPTOHHYIO Ma4uKy
C BJIOKEHHEM 25 MHCTPYKLIHH

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. / Ilo 20
TabneTox B OiMcTEp M3 IUIEHKH TPEXCIOHHOM
(IIBX/TIMIBAX) u amomuuueBoit donery. Tlo 2
w3 Gucrepa BMeCTe ¢ HHCTPYKLIHEH no
MPHUMEHEHHIO B KapTOHHYIO n1a4ky. [io 20 Tabnerok
B GyHCTEp M3 MIEHKH NOJMBHHHITXJIOPHIHON
(MOMM3THAECHOBOI / TOMMBUHUNICHXIIOPHITHOR) 1
amroMuHIeBOH (Honbry, o 25 6iucTepos B
KapTOHHYIO Ma4Ky C BJIOKEHHEeM 25 MHCTPYKLHI 110
NIPHMEHEHHIO.

12 | Labeling / Mapxuposka According to ND /

B cootserctBuun ¢ HJJ

13 Storage conditions / Ycnosus

XpaHEeHHs eoime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe Npi TeMNepaType He

14 Shelf life / Cpok ronnoct 3 years /3 rona

Remarks : The Product conforms to ND/
Npumeuanwme: MpogykT cooTeeTcTBYeT TpeboBaHuam HA

Conclusion : APPROVED /
3akntouenue: OO0OBPEHO

{ Checked by QC In-Charge f‘?

Approved by QA In-Charge /

[okymeHT nposepeH OKK: \“"\‘. Lloune NokymeHT oao6peH OOK: (@ﬁ;
Date / 5 Date / .
[Nara: i et i [ara: 2 “OYi2en-T-
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