Cipla

CERTIFICATE OF ANALYSIS

< CEPTUOUKAT AHAJIM3A
Page 1 of4/Crp.1n34
Product: SENADE TABLETS 13,5 mg Ipoaykt: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne : 482066 Batch Quantity / O6bem cepun:  5850packs / ynakosok
AR No / Anamurageckmii orger Ne : ARF/128/2022 | Date of Analysis / lata amammsa:  01.06.2022
Date of Mfg / lara npomssoacrea: _ 05/2022 Date of Expiry / I'open o: 04/2025

Analysis performed according ND / Auamus nposenén no HJI: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

H] Result / PeayapTarn: Specification / Hopma

Test / okazaTenans

1 | Description / Onncanue Complies / Cootsercrayer 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 TaOMETKH CO
CKOLIEHHBIMY KPasiMHi OT KOPHYHEBOTO JI0 TEMHO-
KOPHUYHEBOTO 1BeTa ¢ BKparnenusmu. Ha onroi
cropose Tabnerku BoigasneHo cnoso «CIPLA», Ha
NPYToi - TMHUA Pa3JioMa.

2 | Identification / TTomIMHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBeTcTBYyeT OxpamuBaHHe aMMHAYHOTO PAcTBOPA B KPACHBIH
AHTPaxXUHOHOBBIE IMIHKO3HIbI ek
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
: (HPLCY CootseTtcTBYET chromatogram of the sample solution should
Mertunmaparupokcudensoar ' corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEpKUBAHWA OCHOBHOTO MUKA HA XPOMATOrPaMme
HCIBITYEMOIO pacTBOpa JOJDKHO COOTBETCTBOBATH
BPEMEHH YAEPKUBAHHS OCHOBHOTO IIHKA Ha
XpPOMAaTOrpaMme CTaHZAPTHOTO PacTBopa
MeTHInaparuapokcubensoara (pasmen
«Merunnaparuapoxkcubensoar).

3 | Average weight / Cpenusisa 190.80mg / 190,80mr 189.99 mg +7.5% / 189,99 mr £7,5%
Macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: MNpoaykr cooteetcTeyet TpebosaHusm HA | 3akmoyenne: ONOBEPEHO
Checked by QC In-Charge ) Approved by QA In-Charge / .
[lokymeHT nposeper OKK: \Iﬁ 0awe [lokymeHT opobper OOK: %
Date/ o(.0g.2022.. - Date/ 59 .06.20212
Aarta: Jara:

FMQCO003-15-06

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, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOHUKAT AHAJIV3A

Page2 of 4/ Ctp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepust Ne : 482066

Batch Quantity / OGbem cepum:

5850packs / ynakoBox

AR No / Apanurmaeckuii oraer No :

ARF/128/2022 | Date of Analysis / [lara amammza: 01.06.2022

05/2022

Date of Mfg / Jlara npos3BOACTBA:

Date of Expiry / I'oxen mo:

04/2025

Analysis performed according ND / Anamms nposenén no HJI; [1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Resuli / PesyanTarsl Specification / Hopma
Test / llokazaTenp
4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne Gosee +7,5
OnHOpOIHOCTD 0 Macce ’ %
2/20 tablets NMT +15% / 2/20 He Gonee = 15%
5 | Loss on drying / IToTeps B 2.1% “NMT 6.0 % / He Gonee 6,0 %
Macce MpH BBICYLINBAHMH
6 | Dissolution / 78 - 90% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue ‘ He menee 70 % (Q) cenno3unos depes 120 Mun
7 | Uniformity of Dosage units / AV=52 The acceptability index forn=10 AV <LI.
OnHOpOAHOCTL IO3HPOBAHMS 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.
IMokasarens npuemiemoctd L n=10 AV <L1.
B cnyuae, eciv 3Hagenne AV npesbimaer L1,
NPOBOMIAT MCTIbITAHKE Ha cenylomux 20 obpasuax.
Ilns n=30 AV < L1. Bce 3Ha9eHHs Xi JOJKHBI
YIOBJIETBOPSTh 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
' KonuyecTBeHHOE ONpeeeHHE 14.00 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexTpodoToMeTpHs) Or 12,15 no 15,53 mr (ot 90,0 o 115,0 %)
14,00 mr/rab CEHHKO3M/OB B epecyeTe Ha cenHosun B B oxHol
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanme: MNpoaykT cootseTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3akntoueHue: OOOBPEHO

Checked by QC In-Charge / @G e

[orymeHT nposeper OKK:

Approved by QA In-Charge / E i
NokymeHT onobper OOK: @j)//

Date / 0l-06- 20622
[ara:

Date /
[ata:

OL~0L. 20272
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CERTIFICATE OF ANALYSIS

-

CEPTHOHUKAT AHAJTHU3A

Cipla

Page 3 of 4/ Crp. 33 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnsi Ne : 482066

Batch Quantity / Oobem cepun:  5850packs / ymaxoBok

AR No / Apanaringecknii orger Ne : ARF/128/2022

Date of Analysis / laTa anamuza:  01.06.2022

Date of Mfg / lara npomssogcrsa:  05/2022 Date of Expiry / I'onen no: 04/2025
Analysis performed according ND / Anaus nposeaén mo HJI: TT N013745/01-091017, Mam. Ne 1 ot 17.04.2020
Ne Result / Pesyastars: Specification / Hopma
Test / Mokazareas
9 | Content of Methyl

parahydroxyb enzoate(HPL(‘)/
Copepsxanue
MeTuNaparuapokcudenzoara
(BOXX)

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

0,047 mr/Tab

10 | MICROBIAL LIMIT TEST/ MuxpoOuonoringeckas 9ucToTa

10a) | Total Aerobic microbial count /
O61ee 9ucio a3pobHbIX
MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / Obiee yucIo

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

<10

TUIECHEBBIX H JAPOACKEBBIX

rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYHOT Not more than 10% / g / He 6onee 10° /r
' bacteria/ Ycroiiuusbie K

JIefiCTBHIO JKeTHH

rpamMoTpHLATENIbHbIE OaKTepUuH
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrctBue B I 1
10 €) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrctBueB I 1
101) | Salmonella Absent / OTcyTeTBYIOT Absent in 10 g / OtcytcrBue B 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: MpogykT cooTsercTayeT TpebosaHnam HA | 3akntoueHue: OOOBPEHO
Checked by QC In-Charge /Q Approved by QA In-Charge / _—
[okymeHT nposepeH OKK: \Q au Alin s [okymeHT onobper OOK: %& :
Date / - Date /

B » O G 2021 = _ ’
Nlata: ! Hammy O RA 0l -TLERE.
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- Cipla

7 CERTIFICATE OF ANALYSIS
i CEPTUPUKAT AHAJIN3A

Paged4 of 4/ Crp. 43 4

Product: SENADE TABLETS 13,5 mg

HNpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne 1 482066

Batch Quantity / O6nem cepun:

5850packs / ymakoBox

AR No / Apanarageckuii oraer Ne : ARF/128/2022

Date of Analysis / [laTa anamm3a:  01.06.2022

Date of Mfg / Jlara nponssoxersa:  05/2022

Date of Expiry / I'onen po:

04/2025

Analysis performed according ND / Anamas nposenén o HJI: TTN013745/01-091017, Hiam. Ne 1 ot 17.04.2020

Ne

Test / ITokazaTenb

Result / PesyinTarnl

Specification / Hopma

11 | Package / YnakoBka

in a blister made of

OnucTep M3 IUIEHKH
TIOMMBHHIIXJIOPHIHON
(MONMAITHIEHOBOH/

0 NPHUMEHEHHIO.

Package / Ynakoska - 20 tablets

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

MOAMBMHUIIEHXJIOPHIHOH) U
amomuHueBol Gonsry, mo 25
OauCTEpOB B KAPTOHHYIO TIAUKy
C BJIOKEeHHUEM 25 UHCTPYKITH

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. / Ilo 20
TabneToOK B OnucTep U3 ILUIEHKU TPEXCIOHHOMH
(IIBX/MISMIB/AX) n amomunuesoii ¢ponsru. Ilo 2
unu 3 Grrcrepa BMeCTe ¢ HHCTpYKIHeEH 110
NpPUMEHEHHIO B KapTOHHYO nadky. ITo 20 Tabnerox
B GIIHCTEp M3 TUICHKH NOJIUBHHHIXJIOPHIHOH
(NONUATHIEHOBOI / IOMTHBHHHIIIEHXIOPHAHOH) U
AMOMHHHEBOH (oJibry, 1o 25 BIHCTEPOR B
KapPTOHHYI MMa4Ky C BIOKEHHEM 25 HHCTPYKLMH 110
[IPHMEHEHHIO.

12 Labeling / Mapxkuporka According to ND /
B coorsercteuu ¢ H]
13 Storage conditions / Ycnosus | Ina dry place, at temperature below 25 °C. /B cyxom mecTe npu Temnepatype He
XpaHeHUs seime 25 °C.
14 | Shelflife / Cpok rogsocTs 3 years / 3 roza 1

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTeetcTayeT TpeGosaHunam HA

Conclusion : APPROVED /
3akmoyenme: O0OBPEHO

Checked by QC In-Charge / Q@Qa B

Approved by QA In-Charge /
OokymeHT ogobpeH OOK:

e

Date /

[okymeHT nposepeH OKK:
01 OL~ 282 3
OaTa:

Date /

n Oz-06-2022
ara:

FMQC003-15-06

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, Pernem Goa -403512 :




