Cipla

CERTIFICATE OF ANALYSIS

. CEPTHOUKAT AHAJIU3A
Page 1l of4/Crp. 1134
Product: SENADE TABLETS 13,5 mg Hpoxyxr: CEHAJIE®, TABJIETKMH 13,5 mr
Batch No / Cepus No : 482067 Batch Quantity / O0sem cepun:  5850packs / ymakoBok |
AR No / Amamarigecknii orger Ne : ARF/129/2022|Date of Analysis / JlaTta anmanuza: 03.06.2022
Date of Mfg / Jlara npoussoacrea:  05/2022 Date of Expiry / I'onen mo: 04/2025

Analysis performed according ND / Anasms nposeaén no H/I: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / PesyabTarn: Specification / Hopma

Test / okazaTrens

1 | Description / Onucanue Complies / CooTBeTCTBYET - 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. / Tnockue kpyrnsie Tabnaerku co
CKOINEHHBIMH KPasiMH OT KOPHYHEBOTO IO TEMHO-
KOPHYHEBOTO BeTa ¢ BkpareHnsmu. Ha oxgHo#
cropoHe Tabnerku Beinassiero cyioso «CIPLAY, Ha
JOpPYTOH - THHHA Pa3NoMa.

2 | Identification / ITognuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Coorsercreyer OxpamypaHue aMMHAYHOIO PacTBOpa B KpacHBIH
AHTPaXMHOHOBbIE [THKO3HUABI M
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ ‘ Cootsercrryer chromatogram of the sample solution should
Merunnaparu1poKCHOEH30aT corresponds to the retention time of the principle
(B2IKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAepHKHUBAHUA OCHOBHOIO [THKA Ha XpOMaTOrpaMme
HCIBITYEMOr0 PaCTBOPa JOJDKHO COOTBETCTBOBATE
BPEMEHH YAEep)KHBAHHUA OCHOBHOIO MHKA Ha
XpOoMaTorpaMMe CTaHIAPTHOI'O PacTBOpa
MeTHIaparuapoxkcnderH3oara (pasmen
«MertunnaparugpokcudeHs3oar).

3 | Average weight / Cpenmss 187.33mg / 187,33mr 189.99 mg £7.5% / 189,99 mr £7,5%
Macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED/
Npumeuanue: NpoaykT cooTetcTeyeT TpebosaHuam HI | 3aknouenue: OQOBPEHO
Checked by QC In-Charge / ( S Approved by QA In-Charge / %VP ”
HoxkymeHT nposeper OKK: \]3 Glaug [lokymeHT ogoBpeH OOK: .l
Date / - Date / 03 006 -2021-
Nata: 9 S DB e [ara:

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482067

Batch Quantity / Oobem cepun:

5850packs / ynakoBok

AR No / Ananuragecknii otaer Ne : ARF/129/2022|Date of Analysis / Jlata ananuza:  03.06.2022

05/2022

Date of Mfe / [lara npon3BoicTBa:

Date of Expiry / I'onen o:

04/2025

Analysis performed according ND / Amamms nposenén mo H/L: [TN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / PesyasTathi

Test / HoxazaTenns

Specification / Hopma

4 | Uniformity of weight /
OnHOpOAHOCTL N0 Macce

Complies / CootBercTByeT

18/20 tablets NMT £ 7.5 % / 18/20 e bonee = 7,5
%
2/20 tablets NMT £15% / 2/20 ue Gonee = 15%

5 | Loss on drying / I[Toteps B 1.9% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BbICYIIMBAHHH
6 | Dissolution / 80 - 89% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopeHue He menee 70 % (Q) cennosunos uepes 120 mun
7 | Uniformity of Dosage units / . AV=50 The acceptability index forn= 10 AV <LIL

OnHOpPOIHOCTL I03MPOBAHUA

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.

[ToxazaTens nmpuemnemocty mas n=10 AV <L1.

B cnyuae, ecnu 3nauenne AV npessimaer L1,
MPOBOIAT HCTILITAHKE Ha creayromux 20 obpasuax.
Jlia n=30 AV <L1. Bce 3HaueHHs Xi JODKHBI
YHOBIETBOPATH HEPABEHCTBY !

[M-xi| £0,01 x L2 x M.

L1=15,0;L2=25,0.

8 | Assay ~ (Spectrophotometry)
Konu4ecTBerHee ONpeneneHne
(Cnekrpodoromerpus)

13.92 mg/tab /

13,92 mr/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 o 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3UJIOB B Mepecyere Ha ceHHo3ua B B oaHOM
Tabnerke.

Remarks : The Product conforms to ND/
Npumeyanue: MNpoaykr cootseTcTayeT TpebosaHmam Hl

Conclusion : APPROVED /
3aknrouyenue: OQOBPEHO

Checked by QC In-Charge [ )
JNokymeHT nposepex OKK: \\[3 &) aes

Approved by QA In-Charge /
HokymeHT onobper OOK:

Date /
Harta:

03.06.2622

Date /

fara 02-06- 2022
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Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust No : 482067

Batch Quantity / Oobem cepum:

5850packs / ynakosox

AR No / Anaymaregeckuit orger No :

ARF/129/2022|Date of Analysis / Jlata anaxmza:  03.06.2022

Date of Mfg / lara npomssoacra:  05/2022

Date of Expiry / I'ogen go:

04/2025

/| Analysis performed according ND / Anamms nposegén mo H: TTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Hoka3zareiinb

Ne Result / Pesyantare:

Specification / Hopma

9 | Content of Methyl 0.044 mg/tab
parahydroxybenzoate(HPLC)/
Conepxanue
MeTunnapamnpoxcn6eH30aTa 0,044 mr/ra6
(BOXX)

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoOuonorudeckas 4HMcToTa

10a) | Total Aerobic microbial count /
O0wee uncno aspobHbIX

MHKPOOPTaHH3IMOB

<10

Not more than 10* cfu/ g / He 6onee 10* /r

10b) | Total combined yeast and mould
count / O0mmee yucno
IUTECHEBBIX M JPOKIKEBBIX

rpuboB

<10

Not more than 10 cfu/ g /He Gonee 10% /r

10 ¢) | Bile tolerant gram-negative
bacteria/ Ycroituussie k
HEeHCTBHIO JKEeUH

rpaMoTpHLATeNbHbIe OaKTepun

Absent /OtcyTcTByIOT

Not more than 10% / g / He Gonee 10° /r

10d) | Staphylococcus aureus

Absent /OtcyreTByrOT

Absentin 1 g/ OrcyrcrBre B 1 ¢

10 e) | Escherichia coli

Absent /OtcyrerByior

Absentin 1 g/ Orcyrcreue s 1 r

101) | Salmonella

Absent / Otcyrerytor

Absent in 10 g / OtcyrcTBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanwme: MNpogykT cooTeeTcTBYET TPEBOBaHNAM H/]

Conclusion : APPROVED /
3akntouenue: OJOBPEHO

Checked by QC In-Charge{
[NokymeHT nposepeH OKK: l slatie

Approved by QA In-Charge /
[HokymeHTt opobper OOK:

QA

Date /

P, 03 08 bR w

Date /

[ata: 02%2-0f .2021-
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482067

Batch Quantity / O0bem cepum:

5850packs / ynakosok

AR No / Ananurugecknit or4er No :

ARF/129/2022 | Date of Analysis / lara ananmza: 03.06.2022

Date of Mfg / lata npomssoacrea:  05/2022

Date of Expiry / I'ogen go:

04/2025

Analysis performed according ND / Anamms nposenén no HJL: TI N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / Pesyabrarsi

Test / IlokazaTenn

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

Onucrep M3 TUIEHKH

(nonusTHIeHOBOH/

1O MPUMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'lo 20 tabnetok B

MO BHHUIIXJIOPUIHOF

NONWBHHWIICHXIOPUIHOMH) H
aMOMHHHEBOH (onbry, mo 25
6IMCTEPOB B KAPTOHHYIO MAYKY
C BIIOXKEHUEM 25 UHCTPYKLIUI

Package / Ynakoexa - 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 61IMCTEp M3 MJIGHKH TPEXCIOHHOH
(TIBXAI3/TIBJIX) u anromunuesoit dosbru. Ilo 2
unu 3 OaMcTepa BMecTe ¢ MHCTPYKLHE# 110
MPUMEHEHHIO B KapTOHHYI0 ma4ky. [To 20 raGnerok
B OJIMCTEp M3 IUIEHKH NMOJIMBHHMITXJIOPHIHOMH
(nonuaTUIEHOBOI / NONUBUHHIIAEHXIOPHIHOI) H
amoMHHUeBOH (onbry, no 25 Gaucrepos B
KapTOHHYIO [IAYKY € BIIOXKEHHEM 25 HHCTPYKUMIT MO
MPHMEHEHHIO,

12 Labeling / Mapkupopka According to ND /

B cooTrsercreuu ¢ HJJ

13 Storage conditions / Ycnosus

XpaHeHHs Boie 25 °C.

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

14 Shelf life / Cpok rogsocTH 3 years /3 ropa

Remarks : The Product conforms to ND/
MNpumeuanume: MNpoaykT cooteetcTeyeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknouenune: OQOBPEHO

Checked by QC In-Charge

NokymeHT nposepeH OKK: s

Approved by QA In-Charge /
NokymeHT opobper OOK: %}}'L

Date / 03.-06.2022
Nara:

[ara:

FMQC003-15-06
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