Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 1 0f4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusni Ne @ 482110

Batch Quantity / Ofnem cepun:

5850packs / ynaxosox

AR No / Ananutnuecknii oruer Ne : ARF/184/2022 Date of Analysis / JlaTa ananusa: 24.08.2022

Date of Mfg / Jlata npoussoacrea:  08/2022

Date of Expiry / I'oaen 1o:

07/2025

Analysis performed according ND / Ananus nposeaén no HJL: I1 NO013745/01-091017, F3m. Ne 1 o1 17.04.2020

Test / Iokazareab

Ne _ Result / PezynsTarsi

Specification / Hopma

1 | Description / Onucanue

Complies / CootsercTByer

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. / Ilnockue kpyrisie TabieTku co
CKOLUEHHBIMH KPasiMH OT KOPUYHEBOTO 10 TEMHO-
KOPHYHEBOTO LiBeTa ¢ Bkpannenuamu. Ha oxnoii
cropone TabneTku Beaasneno cnoso «CIPLA», Ha
NPYTO#i - THHHA PA3IoMa,

2 | Identification / IloamMaHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
CooTtBercTByeT OKkpamMBaHHe aMMHAYHOrO PACTBOPA B KPACHBIH
AHTPaAXHHOHOBbIE MIIMKO3HIEI ol :
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteercTByeT chromatogram of the sample solution should
MeTtuanaparuzpokcubeH30aT corresponds to the retention time of the principle
(B2XEX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepyKMBaHHA OCHOBHOTO ITHKA HAa XPOMATOrpamMMe
HCILITYEMOro pacTBopa AOJDKHO COOTBETCTBOBATH
BPEMEHH yIEPXKHBAHHA OCHOBHOTO MUKA HA
XpOMATOrpaMMe CTaHAGPTHOrO PacTBopa
meTuamaparuapokcubensoara (paznen
«MeTunnaparuapokcubensoar).

3 | Average weight/ Cpenusas
macca

187.59mg / 187,59mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: NpogykT COOTBETCTBYET TpebosaHusam HJ

Conclusion : APPROVED /
3aknwuenue: OAOEPEHO

Checked by QC In-Charge / ' %‘\ Approved by QA In-Charge / L
[okymeHT nposepeH OKK: 1 qatst, [okymeHT ofo6perH OOK: %ﬁ‘j—j
Date / Date /

4 G 'ZO l ?“ I Z—'r?/
Hata: i 8 - [ara: 2\ o8-
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page2 of4/Crtp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482110

Batch Quantity / O6nem cepun:  5850packs / ynaxkosok

AR No / Anaaurryeckuii oruer Ne: ARF/184/2022

Date of Analysis / Jlata ananuza: 24 08.2022

Date of Mfg / Jlata npoussoacrsa:  08/2022

Date of Expiry / I'onen ao: 07/2025

Analysis performed according ND / Ananns nposenén no HJL: I1 NO013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / Pesyabrarsb Specification / Hopma

Test / Ilokaszarens -

4 | Uniformity of weight / Complies / CooTsercTRYET 18/20 tablets NMT + 7.5 % / 18/20 ue 6onee + 7,5

OHOPOOHOCTE O MACCe

%
2/20 tablets NMT +15% / 2/20 ue bonee £+ 15%

5 | Loss on drying / Iloteps B 2.6% NMT 6.0 % / He 6omee 6,0 %
MAaCCe MPH BBICYIIHBAHHH

6 | Dissolution / 81 -87% NLT 70 % (Q) of sennosides in 120 minutes
PacteopeHue He menee 70 % (Q) cennozunos yepes 120 mun

7 | Uniformity of Dosage units / AV=50 The acceptability index forn=10 AV <L1.

O/THOPOAHOCTH JIO3HPOBAHHA

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:

IM-xi| 0,01 » L2 x M.

L1=15.0,L2=25.0.

Tlokazatens npuemnemoctu st n=10 AV <L1.

B ciryudae, eciu 3Hauenne AV mpessimaer LI,
NMPOBOMAT MCIBITAHNE HA Clefytommx 20 obpa3iax.
Jlns n=30 AV <L1. Bce 3HaueHHs X1 TOJGKHBI
YAOBJIETBOPATE HEPABEHCTBY:

M-xi| <0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OTpEaeNeHHE
(CriexktpodhoTomMeTpHs)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

13.94mg/tab / sennosides calculated as sennoside B in one tablet. /

Or 12,15 mo 15,53 mr (ot 90,0 mo 115,0 %)

13.94mr/Tab CeHHO3MMIOB B Mepecyere Ha cennosun B B oHoil
2

TabneTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeyanue: NpogykT cooTseTcTByeT TpebosaHuam HI | 3akniouerwe: OOOBPEHO

Checked by QC In-Charge /~ g‘\
[lokymeHT nposeper OKK: ‘*} 2) (LS

Approved by QA In-Charge / :
[okymeHT opobpeH OOK: w

Date/ 9 4.e6g-2022
[ara:

Date / 2.4 08 2oz
fara:

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 :
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CEPTHOHKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg

Ipoayxkr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482110

Batch Quantity / O6nem cepuu:

5850packs / ynaxosox

AR No / Ananuruyeckuii otuer Ne: ARF/184/2022

Date of Analysis / lara ananmza: 24.08.2022

Date of Mfg / laTta npoussoacrea:  08/2022 Date of Expiry / I'onen no:

07/2025

Analysis performed according ND / Ananns nposeaén mo H/: II1 NO13745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / Pesyabrarsi Specification / Hopma
Test / [MokazaTean ’ ‘
9 | Content of Methyl 0.049mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab. ‘
parahydroxybenzoate(HPLC)/ [
Conepsanne
MeTuinaparsapokcubensoara 0.049Mr/1ab
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruyeckast 4HcToTa

10a) | Total Aerobic microbial count/
O61ee yncno aspobHbIx
MHKpOOpl‘HHHfiMOB

20 Not more than 10* cfu/ g / He Gostee 10* /1

10b) | Total combined yeast and mould
count / Obwee uucno

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

<10
IIECHEBBIX M IPOMKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OtcytcTBYIOT Not more than 10°/ g / He Gonee 10° /r
bacteria/ YcroiiunBele K
IeHCTBHIO JKeJTdH
rpaMoTpHUaTeapHble OakTepHH
10 d) | Staphylococcus aureus Absent /OrcyTcTBYIOT Absentin 1 g/ OrcyrctBHe B 1 1
10¢) | Escherichia coli Absent /O1cyTeTBYIOT Absentin 1 g/ OtcyrctBue B 1 1
101) | Salmonella Absent / OrcyTeTByIoT Absentin 10 g / OrcyrcrBue B 10 g i

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanwme: Mpoaykt cootseTcTyet Tpebosanuam HI | 3aknwovyenue: OQOBPEHO

Checked by QC In-Charge 17)\,

Approved by QA In-Charge /

[okymeHT npoesepeH OKK: - qou ! O DokymeHT opoBper OOK: /E-
Date‘l DD LD R Date .I 24.08-2022-
[ara: [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, Pemnem Goa -403512



Cipla

- CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482110 Batch Quantity / O6nem cepun:  5850packs / ynaxosox
AR No / Ananutuveckuii oruer Ne: ARF/184/2022|Date of Analysis / Jlata ananusza: 24.08.2022

Date of Mfg / lata npoussoacrea:  08/2022 Date of Expiry / Toaen go: 07/2025

Analysis performed according ND / Auanus nposeaén no HJ[: I1 N0O13745/01 -091017, Ham. Ne 1 ot 17.04.2020

Ne Result / PesyasTaTst Specification / Hopma
Test/ [[oxaam-c.np
11 | Package / Ynakoska kage/V -20 . .
o il;a: tfl%seter n?;g:?;;a 20 Kebilels Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with |°F 3 blisters and a patient information leaflet in a
25 patient info’rmation leaflets in | S3TtON- 20 tablets in a blister made of PVC
; c: rton. / TTo 20 TabeTok B /PE/PVDC film and aluminum foil, 25 blisters with
R -H3 e 25 patient information leaflets in a carton. / ITo 20
nonnmﬁ{ B TabseToK B OIHCTED M3 IUICHKH TPEXCIOHHOM
(nonuamneuon%ﬁ y (MBX/TIS/MIBOX) 1 amomunuesoii donsri. Ilo 2
M OMMBUHIIISHXJIOPH/HO) H unu 3 GrucTepa BMecTe ¢ MHCTPYKIHEil 110
. cbonzm 10 25 TNPUMEHEHUIO B KapTOHHYIO nauky. ITo 20 tabnerok
6IHCTEPOE B KAPTOHH 10 v |2 GrvcTep M3 MUICHKH MOMHBHHHIXIOPHIHROH
PR W 2[5) it ¥ it Y (nonuaTHIEHOBO / TONMBHHAUIIEHXTOPUAHOI) B
A TREE amoMUHHEeBOH (onsrH, 10 25 GaucTepos B
p ) KapPTOHHYIO [IAYKY C BJIOXKEHHEM 25 HHCTPYKIMII Mo
IPHMEHEHHIO.
12 Labeling / Mapkupogka According to ND /
B coorBercTBun ¢ H]J
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecte mpu TeMIIEPAType He
XpaHeHus Boite 25 °C.
14 | Shelflife/ Cpok ronHocTH 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpoaykT COOTBETCTBYET TpeBosaHnam H[

Conclusion : APPROVED /
3aknwuyenne: OOOBPEHO

Checked by QC In-Charge’/
HokymeHT nposepeH OKK: "\.‘QQC_@_@

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

Date/ o 4.~ V2022
[ara:

Date /

n 24-0% 0o
ara:
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