Cipia

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTH3A

Page 1 of 4 /Crp. 1 3 4

Product;: SENADE TABLETS 13,5 mg Ipoaykr: CEHAAEETTABJIETKH 13,5 mr
Batch No / Cepna Ne: 483008 Batch Quantity / O6bem cepun:  5843packs / ynakosok
AR No / Anaanrauecknii oraer No : ARF/026/2023 | Date of Analysis / Nara ananmsa: 27.02.2023
Date of Mfg / /lata npou3BoacTBa: 01/2023 Date of Expiry / 'onen no: 12/2025
Analysis performed according ND / Anasms nposeaén no H/1: TTN013745/01-180522
Ne Result / PesyabTaTsl Specification / Hopma
Test / Hoka3zarenb

1 | Description / Onncanue

Complies / CooTsercTayeTt

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. / ITnockue kpyrmbie TabneTkn co
CKOLIEHHBIMH KPasiMi OT KOPHYHEBOr0O 10 TEMHO-
KOPHUYHEBOTO LBeTa C Bkpanienusami. Ha onHoi
cropose Tabnerku BeiasneHo cnoso «CIPLAY, Ha
ApYTO#t - IMHUSA PasioMa.

2 | Identification / IToznuaHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
s TSR CootsercTByeT (:::rammaﬂue aMMMa4HOrO PacTBOPa B KPACHBI
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByeT chromatogram of the sample solution should
MeTrnanaparaapokcubensoat corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (fefer test
«Methyl Parahydroxybenzoate») / Bpemst
yaep/KHUBAHHA OCHOBHOTO MHKA HA XPOMATOrpaMme
HCMBITYEMOIO PacTBOPA JOKHO COOTBETCTBOBATH
BpPEMEHH yIepKHBAHHA OCHOBHOTO MHKA Ha
XpOMaTorpaMMme CTaHAAPTHOrO pacTsopa
MeThanaparuapokcudensoara (pasaen
«MeTuanaparnIpoKCHOEH30aT).

3 | Average weight / Cpenusis
macca

186.11mg / 186,11mr

189.99 mg +7.5% / 189,99 mr +7.5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogyKT COOTBETCTBYET Tpebosanusam HO

Conclusion : APPROVED /
3aknouenne: OO0OBPEHO

Checked by QC In-Charge /
[lokymeHT nposeper OKK: &5}3‘2‘_

Approved by QA In-Charge /

F=

[lokymerT oaobper OOK:
Date / Date / :

FMQCO003-15-07
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Cipla

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus No: 483008 Batch Quantity / Oobem cepuan:  5843packs / ynakosox
AR No / Anannragecknii oraer Ne : ARF/026/2023 | Date of Analysis / lara ananmza: 27.02.2023
Date of Mfg / /lara nponssoacrea:  01/2023 Date of Expiry / 'onen no: 12/2025
Analysis performed according ND / Anamms nposenén mo H/I: I1 N013745/01-180522
Ne Result / Pesyastars Specification / Hopma
Test / Iokaszarens

4 | Uniformity of weight / Complies / CooTsercryer 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee +7.,5
OnHOPOIHOCTE 110 Macce %

2/20 tablets NMT £15% / 2/20 ue Gonee = 15%

5 | Loss on drying / [Toteps B 1.7% NMT 6.0 % / He 6osnee 6,0 %

Macce npy BbICYLIHBAHUH

6 | Dissolution / 83-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenno3unos 4epe3 120 mun

7 | Uniformity of Dosage units / AV=54 The acceptability index forn =10 AV<LI.
OnHOPOHOCTL AO3HPOBAHHA 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 = L2 x M.

L1=15.0;L2=25.0.

IToxasarens npuemaemocty s n=10 AV < L1.

B cnyuae, ecmi 3sHauenne AV npessimaer L1,
NPOBOAST HCMbITAHKE Ha crenyomux 20 obpasuax.
Jina n=30 AV < L1. Bce 3Hauenus Xi J0IKHBI
YAOBIETBOPATL HEPABEHCTBY .

[M-xi| <0,01 = 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
KonwnvecrsenHoe onpenenenue 13.97mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomerpns) Or 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

13,97mr/Ta6 CEHHO3HIOB B rnepecueTe Ha CeHHO3ua B B oaHoii
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: NpoaykT cooTeeTcTayeT TpebosaHusm HI

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

DokymeHT nposepeH OKK: w NokymeHT ogobper OOK: %
Date / Date /
[ara 22 0423 Nara: LA o202

FMQC003-15-07
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Chpla

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A
Page3 of 4/Crp.3 u3 4
Product: SENADE TABLETS 13,5 mg IIpoaykr: CEHAgEi’, TABJIETKH 13,5 mr
Batch No / Cepusi Ne : 483008 Batch Quantity / O6bem cepun:  5843packs / ynakoBox
AR No / Asasmragecknii oraer Ne : ARF/026/2023 | Date of Analysis / lara anannza: 27.02.2023
Date of Mfg / /lata npomssoacrsa:  01/2023 Date of Expiry / I'oagen 10: 12/2025
Analysis performed according ND / Anams nposenén mo HI: TT N013745/01-180522
Ne Result / PesyabTarsi Specification / Hopma
Test / [lokasareanb
9 | Content of Methyl 0.047mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 xo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepskanue
MeTHInaparuapokcubensoara 0.047mr/ra6
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuosiori4eckas 4ucToTa

10a) | Total Aerobic microbial count /

Obwee 1nca0 a3pobHBIX
MHKPOOPraHH3MOB

<10

Not more than 10* cfi/ g / He Gonee 10* /r

10b) | Total combined yeast and mould

count / OBmee uncno
TJIECHEBLIX H upoxoxesmx
rpuboB

<10

Not more than 107 cfi/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative

bacteria/ Vcroifuusbie K
JICHCTBHIO JKETYH
rpamMoTpHuaTebHbie fakTepHH

Absent /OTcyTCTBYIOT

Not more than 10° / g / He Gonee 107 /r

10d) | Staphylococcus aureus

Absent /OtcyreTByIOT

Absentin 1 g/ Orcyrcreue 8 1 r

10¢) | Escherichia coli

Absent /OtcyTeTByrOT

Absentin 1 g/ OrcyrcrBue B 1 ¢

100 | Salmonella

Absent / OrcyrersyioT

Absent in 10 g /OrcyrcrBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanume: MNpogykr cooteeTcTeyeT TpebosaHuam H

Conclusion : APPROVED /
3aknwouenune: OQOBEPEHO

Checked by QC In-Charge /
%_,_._—-—-.—

Approved by QA In-Charge /
[okymeHT ogobpex OOK:

s

Date /

[okymeHT nposeper OKK:
Jara: 29-04--2023

Date /

Nara: 29-0M 2023

FMQCO003-15-07

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




Chpia

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 483008

Batch Quantity / O6bem cepun:

5843packs / ynakoBox

AR No / AnanaTragecknii oraer Ne : ARF/026/2023

Date of Analysis / lara apamaza: 27.02.2023

Date of Mfg / Jlara npoussoacrsa:  01/2023

Date of Expiry / I'ogen go:

12/2025

Analysis performed according ND / Anamnus nposeaén no H/I: I1 N013745/01-180522

Ne Result / Pesyabrarsi Specification / Hopma
Test / Tlokazarenn
11 | Package / Ymakoska Package / - . ;
- ina: l;%:‘erﬁ':::?? 20eblets Package / Ymakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
ahuminam Gl 26 Blistemwith: % 3 blisters and a patient information leaflet in a
25 patient info‘rmation leaflets in | Carton 20 tablets in a blister made of PVC
R N A A i /PE/PVDC film and aluminum foil, 25 blisters with
6nuc1*ep- o ARt 25 patient information leaflets in a carton. / ITo 20
x TabneTok B GnucTep M3 NIEHKH TPeXCIOHHOMH
?::”B" neuozl::i;:/mou (TIBX/TID/TIBAX) n amomunuesoii Gossra. [o 2
HONHBHHAMIERXIOPHIHOR) 1 niu 3 GnHcTepa BMECTe C HHCTPYKLHEH 1o
A i ;])onbni 038 MPUMEHEHHIO B KapTOHHYIO nadky, [To 20 rabaerok
GnucTepos & xap'rolmy,lo - B OnHCTEp M3 MIEHKH MOJMBHHHIXJIOPHIHOM
S S ymﬁky (TIONMHATHIIEHOBOI / NOAMBHHHIIAEHXJIOPHIHOI)
ot lmeuelu;o o amoMuENeBOil poabru, no 25 GimcTepos B
L ' KapTOHHYIO NAYKy ¢ BAOKEHNeM 25 uHCTpyKumii no
NIPHMEHEHHIO.
12 Labeling / MapkupoBka According to ND /
B cootsercreuu ¢ H/]
13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temneparype He
XpaHeHHs Boiwe 25 °C.
14 | Shelflife / Cpok roanocTi 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTeeTcTayeT Tpebosanunsam HI

Conclusion : APPROVED /
3aknoyvenue: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[LokymeHT nposepeH OKK: @/@_’_ HokymeHT ogobpeH OOK: W
o 2nca023 Dol 2aovions

FMQC003-15-07
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