Cipla

- CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJTH3A

Page 1 0f4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJIETKM 13,5 mr

Date of Mfg / laTa npou3sojacTea;

Batch No / Cepus Ne : 482105 Batch Quantity / O6nem cepun:  5847packs / ynakosox
AR No / Ananuruuecknii otyer Ne : ARF/178/2022 Date of Analysis / laTa ananuza: 16.08.2022
07/2022 Date of Expiry / I'onen no: 06/2025

Analysis performed according ND / Ananus nposeaén no HJI: T N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / Iloka3zarens

Ne Result / Pesyanrarst

Specification / Hopma

1 | Description / Onucanue

Complies / CootBercreyer

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 kpyriele TabneTkn co
CKOUIEHHBIMH KPasMH OT KOPHYIHEBOrO 710 TEMHO-
KOPHYHEBOTO IiBETa C BKpamienusvu. Ha ommoit
cropoHe TabneTku BeiaBieHO ciioso «CIPLA», Ha
JpYroi - IMHHUSA pasoMa.

2 Identification / ITorumHHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T II—— CooTsercTByeT gnxeiamnnaﬁne aMMHAuYHOrO PACTBOPA B KPACHLIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercTByeT chromatogram of the sample solution should
MeTtummaparuapokcubenzoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YZlepAKHBaHHA OCHOBHOIO MHKA HA XPOMATOrpaMMme
HCOBITYEMOrO PacTBOPA JIOJLKHO COOTBETCTBOBATD
BPEMEHH YAEPIKUBAHUS OCHOBHOrO MIHKA Ha
XPOMATOrPaMME CTAHAPTHOTO PAcTBOPA
MeTunmaparuapokcubensoara (pasnen
«MeTuimaparuapokcubenszoar).

3 | Average weight / Cpenusis
Macca

186.57mg / 186,57mr

189.99 mg +7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr COOTBeTc;TByeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoueHune: O4OBPEHO

Checked by QC In-Charge /” .~ 2 @ . Approved by QA In-Charge / VAT
LokymeHT nposepeH OKK: # crie JokymeHT opo6peH OOK: L=
DT G o8 anas DT o8 reat
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 482105 Batch Quantity / O6bem cepun:  5847packs / ynaxosox
AR No / Ananurnuecknii oruer Ne : ARF/178/2022|Date of Analysis / {aTa ananusa:  16.08.2022
Date of Mfg / Iata npousBoacrea:  07/2022 Date of Expiry / I'onen jo: 06/2025

Analysis performed according ND / Ananus nposeaén no HJI: TI N013745/01-091017, Mam. Ne 1 or 17.04.2020

Ne

Test / Hokazarens

Result / PesyasTaTsl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTE TIO Macce

Complies / CootsercTByer

18/20 tablets NMT £ 7.5 % / 18/20 ue 6onee + 7,5
%
2/20 tablets NMT +15% / 2/20 ne Gonee £ 15%

5 | Loss on drying / TToteps B 1.9% NMT 6.0 % / He 6ousee 6,0 %
MACCE MPH BBICYLIHBAHHE
6 | Dissolution / 78 - 87% NLT 70 % (Q) of sennosides in 120 minutes
PactBOpenue He menee 70 % (Q) cennoznyos gepes 120 mus
7 | Uniformity of Dosage units / AV =52 The acceptability index forn =10 AV <L1.

OaHOPOAHOCT NO3HPOBAHHMS

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=25.0.

IlokazaTens npuemaemMocTs g n=10 AV <L1.

B ciyuae, eciu 3Havenne AV npeesiiaer L1,
[IPOBOJIAT HCIbITAHKE Ha cieayomux 20 obpasnax.
JIna n=30 AV <L1. Bce 3HaueHus X1 JOJDKHBI
yIOBJIETBOPATE HEPABEHCTRY:

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

L1=15,0;L2=250.

8 | Assay (Spectrophotometry)
KonugecTBeHHOE ONpeneseHne
(CriextpodoTomeTpus)

13,93mr/Tab

13.93 mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
0t112,15 g0 15,53 mr (o1 90,0 5o 115,0 %)
CEHHO3MJIOB B IepecyeTe Ha ceHHo3ua B B oaHol
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTseTcTayeT TpebosaHmam Hl

Conclusion : APPROVED /
3aknouenue: OQOBPEHO

HokymeHT npoeepeH OKK:

Checked by QC In-Charge / (—\i
43 6l e las

Approved by QA In-Charge /
DokymeHT ogobpen OOK:

=

Date /

naTa: [G'O%‘?_Ol. 7

Date /

Nara; -0 B0k
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 482105 Batch Quantity / Oonem cepun:  5847packs / ynakosok
AR No / Ananurnyecknii oruer Ne : ARF/178/2022|Date of Analysis / {ara ananuza: 16.08.2022
07/2022 Date of Expiry / 'ozen no: 06/2025

Date of Mfg / laTa npousBoacraa:

Analysis performed according ND / Ananan3s nposenén no HJ/I: IIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / PesynsTaTsi Specification / Hopma
Test / TlokazaTens
9 | Content of Methyl 0.047 mg/tab 0.028 — 0.056 mg/tab. / Or 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTuimaparnapokcubensoara 0.047mr/1a6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Muxpofuonoruieckas YucToTa

10a) | Total Aerobic microbial count/
O6uiee ynuco a3pobHBIX 10

MHKPOOPTraHH3MOB

Not more than 10° cfu/ g / He 6omee 10* /r

10b) | Total combined yeast and mould
count / Obwee qucno
IUIECHEBBIX H PO OKEBBIX

rpuboB

<10

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

10 ¢) | Bile tolerant gram-negative
bacteria/ Ycroituussie K
JIeHCTBHIO KeTuH

rpaMOTpHIATENEHEIE DaKTePHH

Absent /OtcyrcTBYIOT

Not more than 10/ g / He 6omee 10° /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ OtcyrctBue B 1 1

10¢) | Escherichia coli

Absent /QTcyTCTBYIOT

Absentin 1 g/OtcyrcTBHE B 1T

10§ | Salmonella

Absent / OTcyTCTBYIOT

Absentin 10 g / OrcyrerBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooteetcTayeT TpeGosanuam HI

Conclusion : APPROVED /
3aknwyexnune: OJOBPEHO

Checked by QC In-Charge / (

Approved by QA In-Charge /

[lokyMeHT nposepeH OKK: ™ 3 Daews [okymeHT onobpeH OOK: %:lzﬁc
Date/ ¢g,08.200, Date/ (. og. 2022
[ara: Jarta:
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CEPTHO®HKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482105 Batch Quantity / O6nem cepun:  5847packs / ynaxkosox
AR No / Ananurnyeckuii order Ne : ARF/178/2022 Date of Analysis / JaTa ananusza: 16.08.2022
07/2022 Date of Expiry / I'oaen go: 06/2025

Date of Mfg / JlaTa npoussoacTsa:

Analysis performed according ND / Ananus nposeaén mo HJI; I1 NO13745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Result / PesyabTaTs: Specification / Hopma
Test / ITokaszaTean
11 | Package / YnakoBka 1
o iagﬁ%;érﬁ:;:zﬁa 20 tibless Package / Ynakoeka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
s il 29 bhstss willy |12 3 blisters and a patient information leaflet in a
B e inf(;nnation leaflets in |S3TOR- 20 tablets in a blister made of PVC
o on 7 TTo 20 vabnerox o |/PE/PVDC film and aluminum foil, 25 blisters with
6mcTe '1—13 I 25 patient information leaflets in a carton. / ITo 20
R nﬁmmopmuoﬁ Tabnerox B GimucTEp M3 MIIEHKH TPEXCIOHHON
PR——— (IIBX/II/TIBAX) u amomununesoit donsru. Ilo 2
e unu 3 BiucTepa BMecTe ¢ HHCTPYKIHE no
aiDMRERON SO, 10,25 NpHMEHEHUIO B KapToHHYO nauky. [To 20 tabnetok
OHCTEPOB B KAPTOHH ’10 nauky | RN s TS DN ORAOON
i BJIO)KEHPI&M 22 S y gl y (nonMATHIEHOBOH / NOTHBHHUIIIGHXJIOPHIIHOM ) H
T, TPY antoMuHHeBOH Gosiern, mo 25 6nucTepos B
P ’ KapTOHHYIO MAuKy C BIOXKEHHEM 25 HHCTPYKUHH 1o
NPHMEHEHHIO.
12 Labeling / Mapkupogka According to ND /
B cootsercteuu ¢ HJJ
13 Storage conditions / Ycnorus In a dry place, at temperature below 25 °C. / B cyxom MecTe npH TeMnepatype He
XpaHeHHA Boime 25 °C,
14 Shelf life / Cpok rognocTn 3 years /3 rona =1

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooTeeTcTBYET TpeGosaHuam H

Conclusion : APPROVED /
3akmwoueHue: OOOBPEHO

Checked by QC In-Charge I(”?

Approved by QA In-Charge /

[NokymeHT nposepeH OKK: \}‘ ¢l e NokymeHT 0go6peH OOK: W
Date / )
e conoi BT ov oot
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