Cipla

‘ CERTIFICATE OF ANALYSIS
N CEPTUPHUKAT AHAJIU3A

Page 1 0f4/Crp. 1 3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnst Ne: 482045

Batch Quantity / O6bem cepun: 5850 packs / ynakosox

AR No / Anamuraaecknii orger Ne : ARF/094/2022 | Date of Analysis / lara anamuza:  12.04.2022

Date of Mfg / Jlara nponssoacrea:  03/2022 Date of Expiry / I'onen no: 02/2025

Analysis performed according ND / Anams nposeaén nio HJI: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hokazarenn

Result / PesyabrarTs: Specification / Hopma

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. / TInockue kpyrnbie TabneTkn co
CKOLIEHHBIMH KPasiMH OT KOPHYHEBOIO [0 TEMHO-
KOPUYHEBOTO HBETa ¢ Bkpannenuamu. Ha oxHoli
cropose Tabnerku BeiaBneno cnoso «CIPLA», Ha
Ipyroii - TMHUSA pa3yioMa.

2 | Identification / Honmmnocfb

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T —- CoorBerctByeT S:gfmnnaﬂne aMMHauHOTO PacTBOPa B KPACHBII
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTByeT chromatogram of the sample solution should
MerunmaparuapokcubeHzoar corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepIKHBaHHA OCHOBHOTO NHKA Ha XpOMAaTorpamMmme
HCTIEITYEMOIO pacTBOpPa NOJDKHO COOTBETCTBOBATL
BpEMEHH VIepP>KHBaHHA OCHOBHOIO IHKA Ha
XpOMaTOrpaMme CTaHAapTHOTO PacTBOpa
MeTHIaparuapokcudensoara (pasnen
«MeTtunnaparuapokcubeHsoar).

3 | Average weight / Cpennss
macca

187.85mg / 187,85mr 189.99 mg £7.5% 7 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeuanue: Mpoaykt cooTeeTcTeyeT Tpebobarusm HA | 3aknioyernne: OOQOBPEHO

Checked by QC In-Charge /
NokymeHT npoeepeH OKK:

] QUL

Date / 9w LA 2
Nlata; 1 s

Approved by QA In-Charge /
NokymeHT oaobper OOK: %
Date /

T e

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




Cipla

CERTIFICATE OF ANALYSIS
o~ CEPTUOHKAT AHAJIN3A

Page 2 of 4/ Ctp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

|Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482045

Batch Quantity / O0nem cepum:

5850 packs / ymaxosok

AR No / Anamaraaeckuii oraer Ne : ARF/094/2022|Date of Analysis / [aTa ananmsa:

12.04.2022

Date of Mfe / Jlara nponssogcrsa:  03/2022

Date of Expiry / I'onen xo:

02/2025

Analysis performed according ND / Auami3 nposeaén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / loxkazarens

Result / PeaynabTaTsl

Specification / Hopma

4 | Uniformity of weight /

Complies / CootBercTByer

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

OnHOPOIHOCTE MO Macce %
2/20 tablets NMT £15% / 2/20 ue Gonee = 15%
5 | Loss on drying / IToTeps B 2.2% NMT 6.0 % / He Gonee 6,0 %
Macce TPH BbICYIIMBAHUN
6 | Dissolution / 81-91% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennosunos gepes 120 mun
7 | Uniformity of Dosage units / AV=51 The acceptability index forn=10 AV <L1.

OnHOPOAHOCTL AO3HPOBAHMA

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=150,L2=250

ITokaszarens npuemnemocty it n=10 AV <L1.

B cnyuae, ecnu 3Hauensie AV npepbimaer L1,
[IPOBOJIAT HCIbITAHME Ha cienyiomux 20 obpasuax.
Ilnsa n=30 AV <L1. Bce 3Ha4eHus Xi JOHKHBI
YIAOBIETBOPSATL HEPABEHCTBY:!

IM-xi| €0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonugecTBenHoe omnpeneneHne

(CnexrpotoTomerpus)

13.98 mg/tab /

13,98 mr/tad

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 mo 115,0 %)
CEHHO3MJIOB B NepecHeTe Ha CEHHO3UI B B 0qHOMH
Tabnerke,

Remarks : The Product conforms to ND/
Npumeyanue: MNpoayxT COOTBeTCTlgyeT Tpebosanuam H

Cenclusion : APPROVED /
3axknouenmne: OQOBPEHO

Checked by QC In-Charge /*
NokymeHT nposepeH OKK: \[g O oeee

Approved by QA In-Charge /
BokymeHT ogobpeH OOK:

BEhE

Date /
Hara:

12.04 2022

Date /

naa: |2 1042022
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page 3 of 4/ Crp. 3 w3 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482045

Batch Quantity / O6bem cepum: 5850 packs / ynakosox

AR No / Apanurugeckuii orger Ne : ARI/094/2022 | Date of Analysis / Iara anammza:  12.04.2022

Date of Mfg / lara npomssoacrea:  03/2022 Date of Expiry / I'ogen mo: 02/2025

Analysis performed according ND / Ananms nposenén mo HJI; IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Tloxazarens Result / Pesynbrars! Specification / Hopma
% | Content of Methyl 0.045 mg/tab 0.028 — 0.056 mg/tab. 7 010,028 70 0,056 wmr/Tab.
parahydroxybenzoate(HPLC)/
Coneprxanue
METH/INAParuapoKCHOeH30aTa 0.045 Mr/Tab
A(BIXKX) ’ -

10 | MICROBIAL LIMIT TEST/ MukpoOuonorudeckas YHCTOTA

10a) | Total Aerobic microbial count /
O61mee yncno aspobHBIX
MHKPOOPraHU3MOB

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

105) | Total combined yeast and mould
count / Obmee yncio

Not more than 10” cfu/ g /He Gonee 107 /v

<10
TIIECHEBBIX H APOACKEBBIX
rpubos
1 10¢) | Bile tolerant-gram-negative Absent /OrcyTcTByioT Not more than 107 / g / He Gonee 107 /r

bacteria/ Ycroiiumssie k
ACSHCTBHIO MKeJI9H
rpamMOTpHIATENbHBIE ODakTepHn

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ Orcyrcreue B 1 1

10 e} | Escherichia coli Absent /OrcyrcrByroT Absent in 1 g/ OrcyrcrBueB 11

101} | Salmoneila Absent / OTcyTeTBYIOT Absent in 10 g / OtcyrcTBHe B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPRQVED /

TMpumeuanne: NMpogykT cooteetcrayet Tpebosanusam H | 3akniouenue: OQOBPEHO

Checked by QC In-Charge /T -
HokymeHT nposeper OKK: - {3

Approved by QA In-Charge / %\a/:l}

lowe DokymeHT ofobpeH OOK:

Date / 1 2 ., 04 PN 1 o 17 s N
Oara;

Datel \’Zﬁ'ok‘('LOLl—-
farta:
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIV3A

Page 4 of 4/ Crp. 4 w3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepna No ;

482045

Batch Quantity / O6bem cepuu:

5850 packs / ynakosox

AR No / Amanuruyecknii orger No : ARF/094/2022

Date of Analysis / lara anamuza: 12.04.2022

Date of Mfg / lara npouseoacrsa:

03/2022

Date of Expiry / 'oxen no:

02/2025

Analysis performed according ND / Anasmms nposexén mo HJI: 11 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / MokazaTens Result / PesyabTaTs! Specification / Hopma
B [heckiged Yatain zla;kbai%:t;—y,g:;:?;a - SRS Package / Ynakogka - 20 tablets in a blister made _of
PVC/PE/PVDC film and three~lgyer PVC/PE/ITVD.C film aqd aluminum foil. 2
aluminu foil 25 blistecs with  |°F 3 blisters and a patient information leaflet in a
25 patient refl sation feaflets in |c2rton- 20 tablets in a bllsfer mad§ of PV_C .
S Estton. / Th 2D $5bms i /PE'JPVDC film anc'1 alummum‘fonl, 25 blisters with
P —— 25 patient information leaflets in a carton. / ITo 20
A TabNeToK B GIIHCTEp M3 IIEHKH TPEXCIOHHOM
S (IIBX/IID/TIBJAX) u anrOMHHHEBOIH ('b?ﬂbl"lfl. Ilo 2
[OMHBMHAILICHX IOPHAHOR) nH 3 GIMcTepa BMeCTe ¢ HHCTPYKLHEH Mo
amorueR0E Home, 5o 25 TPUMEHEHHIO B KAPTOHHYIO nayky. ITo 20 T%SJIC.TOK
AR xaprommyI0 ey |® GnmcTep n3 TUIEHKH NONHBHHEAIIOPHAHOI
C BIOKeHHeM 25 HHCTpyKiHii (nonua'm.neﬂgson / NOJTHBHHUIIZIEHXJIOPUIHOH) H
AMOMHHUEBOH QONBry, 110 25 BiucTepos B
. e KapTOHHYIO ITA4KYy € BIOXKEHHEM 25 MHCTPYKIMIH 1o
NPHMEHEHHUIO.

12 Labeling / Mapxuposxka According to ND /
B cooreercteun ¢ HI

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecte npu Temneparype He

XpaHeHHs Bbime 25 °C.
14 Shelf life / Cpox ronsocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Npumeuanue: NpoaykT cooteetcTyeT Tpebosaruam HI

Conclusion : APPROVED /
3akntouenue: OAQOBPEHO

Checked by QC In-Charge
DokymeHT nposeper OKK: mQ Jaue

Approved by QA In-Charge /
NokymeHT ofobpex OOK:

@Tﬁ@
—

Date / 1o yadoag
[ara:;

Date /

Nata. \2-oy-no2r2
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