CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Cipla

Page1of4/Ctp.1u34

Product: SENADE TABLETS 13,5 mg

HNpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482140

Batch Quantity / O6bem cepun:  5847packs / ynakosok

AR No / Ananutu4eckuii oryer Ne: ARF/218/2022

Date of Analysis / lata ananu3za: 22.10.2022

Date of Mfg / laTa npoussoacrsa:  09/2022

Date of Expiry / T'osen jo: 08/2025

Analysis performed according ND / Ananus nposeaén no H/I: TIN013745/01-091017, Ham. Ne 1 o1 17.04.2020

Test / Iloka3zarenn

Ne Result / PesyabTaTni

Specification / Hopma

1 | Description / Onucanue

Complies / CootBercTByer

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 kpyrisie TabaeTkH cO
CKOLIEHHEIMH KPasiMHi OT KOPHYHEBOTO ZI0 TEMHO-
KOPHYHEBOro I{BeTa ¢ BKkpareHnsamu. Ha onnoit
cropone TabneTky BeiasieHo ciaoso «CIPLAy, na
LIpYTOii - THHHS Pa3ioMa,

2 | Identification / ITogmMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turmns a reddish colour /
CoorteetcTByeT OxpawMBaHue aMMHAYHOrO PACTBOpA B KPACHLI
i“\HTanl{HOHOBble TJIMKO3MIBI BN,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTteeTcTByeT chromatogram of the sample solution should
MeTuanaparuapokcudeH3oar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methy!l

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEP/KUBAHUS OCHOBHOTO [IHKA HAa XPOMATOrpaMMe
MCIIEITYEMOr0 PACTBODA JOJDKHO COOTBETCTBOBATH
BPEMEHH YIEPIKHBAHUS OCHOBHOTO ITHKA Ha
XpOMaTOrpaMme CTAHAAPTHOTO PacTBOpa
MeTHInaparuapokcudensoata (pasmen
«MeTunnaparuapokciubeH30ar).

3 | Average weight/ Cpenuss
macca

186.08mg / 186,08mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcTyeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge /( , 5\

Approved by QA In-Charge / 12
[okymeHT ogoBpex OOK: %ﬁ

[OokymeHT nposepeH OKK: 6) G e
DRSS 5.0 | Dot Date_l 9t WO B
dara, [ara:

FMQC003-15-06

s’

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
CEPTHO®HUKAT AHAJTH3A

Page2 of4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayicr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482140

Batch Quantity / Oonem cepun:

5847packs / ynakoBok

AR No / Ananurudeckuii oruer Ne: ARF/218/2022

Date of Analysis / laTa ananuza: 22.10.2022

Date of Mfg / laTa npoussoacrea:  09/2022

Date of Expiry / I'onen no:

08/2025

Analysis performed according ND / Ananus nposenén o H/I: T1 NO13745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne

Test / Ioka3zarenn

Result / Pesyabrarsi

Specification / Hopma

4 | Uniformity of weight /

Complies / Cootsercryer

18/20 tablets NMT + 7.5 %/ 18/20 ue Gonee + 7,5

OnHOpoaHOCTE 10 Macce %
2/20 tablets NMT +15% / 2/20 ne Gonee = 15%
5 | Loss on drying / IToteps B 1.7% NMT 6.0 % / He Gonee 6,0 %
MaCCEe TMPH BBICYLIHBAHHH
6 | Dissolution / 80- 88% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennosunos uepes 120 mun
7 | Uniformity of Dosage units / AV=51 The acceptability index forn =10 AV <LI.

OLHOPOJHOCTD 103HPOBAHHUS

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 E2 x M.

L1=15.0;L2=25.0.

IToxazatens npuemnemoct g n=10 AV <L1.

B cnyuae, ecnu 3Hauenne AV nipessiuaer L1,
MPOBOJAT HCIBITAHKE HA cremyrommx 20 obpasuax.
Jna n=30 AV <L1. Bee 3Ha4eHMs X1 DOIGKHBI
YIOBJIETBOPATh HEPABEHCTBY:

M-x1] <0,01 x L2 x M,

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

8 | Assay (Spectrophotometry)
KonuyecTBeHHOe omnpenenenue
(CnextpodoTomerpus)

13,86mr/Tab

13.86mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (ot 90,0 o 115,0 %)
CeHHO3H/IOB B IlepecyeTe Ha CeHHO3u A B B onHOMH
Tabnerke.

Remarks : The Product conforms to ND/
Npumeyanue: MpoaykT cooTBeTcTBYeT TPeboBaHuam HI

Conclusion : APPROVED /
3aknwoyeHue: OQOBEPEHO

Checked by QC In-Charge QQ
Qe

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

S

[okymeHT npoepeH OKK:
92.]0-2022—

Date /

[ara:

Date /
[arta:

o I |
e
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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 482140

Batch Quantity / O6bem cepun:  5847packs / ynakosok

AR No / Ananuruuaecknii oruer Ne: ARF/218/2022 | Date of Analysis / laTa ananuza: 22.10.2022

Date of Mfg / Tara npousBoacrea:  09/2022 Date of Expiry / I'onen no: 08/2025

Analysis performed according ND / Ananus nposeaén mo HI: IT1 N013745/01-091017, W3m. Ne 1 ot 17.04.2020

Ne Result / Pesyabrarsl Specification / Hopma
Test / Tlokazarenn
9 | Content of Methyl 0.046mg/tab 0.028 — 0.056 mg/tab. / Or 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Coneprxanue
MeTHImaparnapokcubensoara 0.046xerival
(B3XX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonorsueckasi 4ucToTa

10a) | Total Aerobic microbial count /
Oowee uucio aspobusrx
MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / Ofiee yucno

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

<10

IUTECHEBBIX H APOXIKEBBIX
rpubos

10 ¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10”/ g / He 6onee 10” /r
bacteria/ Yeroiiuuseie K
TNIEHCTBHIO EeJTun
rpaMOTPHIATENbHEIE DaK TePHH

10 d) | Staphylococcus aureus Absent /OtcyTeTBYIOT Absentin 1 g /OtcyrcrBue B 1 r

10¢) | Escherichia coli Absent /OTcytcTBYIOT Absentin 1 g/ Orcyrcteue s 1 r

| 100 | Salmonella Absent / OrcyTcTByIOT Absentin 10 g /Otcyrctue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpogykT cooteetcTByeT TpeboBarHvam HL | 3aknioyenune: OQOEPEHO

Checked by QC In-Charge
[lokyMeHT nposepeH OKK:\}% cr\ae

Approved by QA In-Charge / —
[okymeHT ogobper OOK: %;:T;ng

Date /

larg: -~ = WO aest—
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Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

482140

Batch Quantity / O6bem cepun:

5847packs / ynakoBok

AR No / Ananurnueckuii otuer Ne: ARF/218/2022

Date of Analysis / laTa anaqmsa: 22.10.2022

Date of Mfe / laTa npousBoacTsa:

09/2022

Date of Expiry / T'ogen no:

08/2025

Analysis performed according ND / Ananus nposenén mo H/L: I1 NO13745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Result / PeayasraTei Specification / Hopma
Test / Ilokazaresn .
11 | Package / Ymaxoeka / - 20 tabl . .
o Elazk&%:terﬁ[:g:z? =Umiaicia Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three—lfclyer PVC/PE/EVDC film and aluminum foil 2
sl il 25 blistes iy |97 3 blisters and a patient information leaflet in a
55 ettt info,rmation leaflets in | C&rton- 20 tablets in a blister made of PVC
= cf o | o 20 ek et /PE/PVDC film and aluminum foil, 25 blisters with
S 'm distion 25 patient information leaflets in a carton. / TTo 20
nomnupﬂumo ——" TabyeTok B OHCTEP U3 MIIEHKH TPEXCAOHHOM
(mmﬂmeﬂ%‘(’) ry (MBX/I3/TIB/IX) 1 amomunmeroit homsri. [To 2
T ————- wiu 3 OaucTepa BMeCTe ¢ MHCTPYKIHEH 1o
smenermsencll Bomirs, 1o 05 MpUMEHEHHIO B KapToHHYIO nauky. [To 20 Tabnerox
e o = ’lO sy |8 OnHCTep M3 IUIEHKHU OJHBHHIIXJIOPUAHOH
- BJIO)KEHI/IBM 25p s y it Y (MONMUITHNEHOBOH / TONMHBHHHIIEHXIIOPUIHON) U
i e, TPYKI amoMuHueBoii $oneru, no 25 6aucrepos B
p ' KapTOHHYIO MAYKy C BIOKEHHEeM 25 HHCTPYKIHH Mo
NPUMEHEHHUIO. )
12 | Labeling / Mapxkunposka According to ND /
B coorBerctBHM ¢ H]]
13 Storage conditions / Ycnopus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temneparype He
XpaHeHHs Beine 25 °C.
14 Shelf life / Cpok roguocTu 3 years /3 roza
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Npumeyanue: Mpoaykr cooTseTcTeyeT TpebosBaHuam HI

3aknwyenune: OQOBEPEHO

Checked by QC In-Charge /
DokymeHT nposepeH OKK: @m Al

Approved by QA In-Charge / L
HokymeHT ogobpeH OOK: %i‘;i}'

Date /
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Date / 9
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