Cipla

- CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIM3A

Page1ofd/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykt: CEHAE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne : 482097

Batch Quantity / O6bem cepuu:

5848packs / ynakosok

AR No / Ananurnyeckuii otuer Ne : ARF/166/2022 | Date of Analysis / Jlata ananuza: 28.07.2022

07/2022

Date of Mfg / lata npousBoacrea:

Date of Expiry / T'ogen no:

06/2025

Analysis performed according ND / Ananus nposeaén no HII: I1 N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / Tloka3zarenas

Ne Result / PesyasTaTe:

Specification / Hopma

1 | Description / Onucanue

Complies / CoorercTByer

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 kpyrieie TabneTku co
CKOLISeHHBIMH KpaﬂMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOrO I[BeTa ¢ Bkpamnenusmu. Ha oanoi
cropoHe TabneTky BeigasieHo cnoso «CIPLA», Ha
OpYTOH - THHHSA pa3noMa.

2 | Identification / ITojumiHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBerctByeT OkpammBanue aMMHAYHOTO PACTBOPA B KPACHBII
AHTPaXMHOHOBBIE [JHKO3H/IbI M
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteetcTByer chromatogram of the sample solution should
MeTtunnaparuapokcudensoar 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:KHBaHHA OCHOBHOTO ITHKA HA XPOMATOrPaAMMeE
HCIIBITYEMOr0 PacTBOPA AOJDKHO COOTBETCTBOBATh
BPEMEHH yIeP/KHBAHHA OCHOBHOrO MHKA HA
XpOMAaTOTpaMMe CTaHJAPTHOIO PacTBOpa
Meruanaparuapokcubensoara (pasmen
«MetunnaparuapoxkcubeH3oar).

3 | Average weight / Cpenmsis
macca

187.66mg / 187,66Mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyvanue: MpoaykT cooTBeTCTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3aknuenue: OQOOBEPEHO

Checked by QC In-Charge [~ , 5\

Approved by QA In-Charge /

[LokymeHT nposepeH OKK: \3 feNsNS [lokymeHT 0a06peH OOK:
Date / : i o Date / 9 A O 2O
Fata: 2 R0 2022 o B\
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CEPTHOHKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHA,I[E® TABJIETKH 13,5 mr
Batch No / Cepust Ne: 482097 Batch Quantity / O6bem cepun:  5848packs / ynakosok
AR No / Auanurudecknii oTyer Ne : ARF/166/2022|Date of Analysis / lara anaqausza: 28.07.2022
Date of Mfg / lata npoussoactea:  07/2022 Date of Expiry / I'ogen no: 06/2025

Analysis performed according ND / Anasns nposenén mo HII: TI N013745/01-091017, Mam. Ne 1 ot 17.04.2020

No Result / Pesyabrarsi Specification / Hopma

Test / Tloka3zaresn

4 | Uniformity of weight / Complies / Cooterctayer 18/20 tablets NMT + 7.5 %/ 18/20 ue Gonee +7,5
OnHOPOIHOCTE MO Macce %
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%
5 | Loss on drying / Tloteps B 1.4% NMT 6.0 % / He 6onee 6,0 %
macce IIPH EBICYHIHBBHPIH
6 | Dissolution / 79 - 86% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cernosuznor uepes 120 mun
7 | Uniformity of Dosage units / AV =51 The acceptability index forn=10 AV <L1.
OnHOPOAHOCTE I03HPOBAHHS 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
mequality:

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

L1=15.0;L2=25.0.

IMoxazaTens npuemiemoctd s n=10 AV <11,

B cnyuae, ecnu 3nauenne AV npesbimaer L1,
IPOBOJAT MCTIBITAHKE Ha cienyoumx 20 obpasnax.
s n=30 AV <L1. Bce 3nauenns xi J0/DKHbBI
YOOBJIETBOPATh HEPABEHCTBY:

M-xi| 0,01 x 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
KonugectBenHoe onpenenenue 13.97 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpust) Ot 12,15 no 15,53 mr (o1 90,0 1o 115,0 %)

13,97mr/1a6 CEHHO3MIOB B NEpecyeTe Ha CEHHO3MA B B onHOi
Tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanume: Mpoaykr cootseTcTByeT TpeboBanwam HO | 3aknwoyenune: ONOBPEHO

Checked by QC In-Charge f"\ Approved by QA In-Charge / %

[okymeHT npoeepeH OKK: $ aue HokymeHT ogoBpeH OOK:
Date/ 9 ¢.09.2022 Date / q.0 -
faTa; [ara: 29079022
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CEPTHOHUKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482097

Batch Quantity / Oobem cepun:  5848packs / ynaxosok

AR No / AnaautHuecknii oruer Ne: ARF/166/2022

Date of Analysis / laTa ananuza: 28.07.2022

Date of Mfg / laTa npoussoacrea:  07/2022

Date of Expiry / Togen no: 06/2025

Analysis performed according ND / Ananus nposeaén mo HJ: I1 N013745/01-091017, HM3m. Ne 1 ot 17.04.2020

Ne Result / PesyabTarsi Specification / Hopma
Test / TlokazaTenan
9 | Content of Methyl 0.053 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepixanue
MeTHIIIaparuapokcubensoara 0.053 mr/rab
(BIXKX) '

10 | MICROBIAL LIMIT TEST/ Mukpo6rosiornyeckas YucToTa

10a) | Total Aerobic microbial count /
OGuree uucno a3pobHBIX 20 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /r
count / Obwee uncno <10
IUIECHEBBIX M APOIOIKEBBIX
rpudoB

10 ¢) | Bile tolerant gram-negative Absent /OtcyTeTRYIOT Not more than 10°/ g / He Gonee 107 /r
bacteria/ Y cToiuHBEIe K
JEHCTBHIO HKET9H
rpaMOTpHIATENBHEIE OaKTEPHI

10 d) | Staphylococcus aureus Absent /OtcyTtcTBYIOT Absentin 1 g/ OrcyrcreueB 1 1

10 ¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ OrcyrerBue B 1 ¢

10 ) | Salmonella Absent / OTcyTcTBYIOT Absentin 10 g / Orcyrcteue s 10 g

Remarks : The Product conforms to ND/

MNpumeyaHue: MNpogykr cooteeTcTBYeT TpeboBaHuaMm HL

Conclusion : APPROVED /
3aknwyenue: O0OBPEHO

Checked by QC In-Charge
[okymeHT npoeepeH OKK:

\B ARST Y

Approved by QA In-Charge /
OokymeHT ofoBpeH OOK:

Date/

g l% s C‘)‘_,' ¢ 207 R
[ara: '

Date /
Hara:

2 O} e
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482097 Batch Quantity / O6bem cepun:  5848packs / ynakosok
AR No / Anamurnuecknii otuer Ne : ARF/166/2022|Date of Analysis / lata anaqusza: 28.07.2022
07/2022 Date of Expiry / Toaen no: 06/2025

Date of Mfg / laTa npousBoscTBa:

Analysis performed according ND / Ananus nposenén no HI: TI NO13745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne

Test / Hoxazarenn

Result / PesynbTaTsi

Specification / Hopma

11 | Package / Ynaxogka

Package / Ynakogka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / TTo 20 Tabnerok B
BimcTep U3 MIeHKH

MO BHHHITXJIOPUIHON
(nonuaTHNEHOBOI/

T10JTM BUHUILICH XJIOPHAHOH) 1
anmoMuHHEBOH (obra, no 25
OJIMCTEPOB B KAPTOHHYIO MAUKY
C BIIOJKEHHEM 25 HHCTPYKIIHH
no HPHMBHGHHK).

Package / Ynakoeka - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / Ilo 20
1abneTok B 6AMCTED U3 IIEHKH TPEXCIOHHOM |
(IIBX/TI2/TIBAX) u amoMuuuesoii donsru. [To 2
wiu 3 fincTepa BMeCTe ¢ MHCTPYKUHUEN 1o
NPHMEHEHHIO B KapTOHHYIO nauky. [To 20 tabnerok
B DAMCTEp U3 MIIEHKH NOJIHBHHIIXIOPHIHOM
(nONMATHNEHOBOH / TONUBHHUIIEHXIOPH/THOMH) U
amoMuHAeBoit (onery, no 25 nucrepos B
KapTOHHYIO TIAYUKy C BIIOYKEHHEM 25 WHCTPYKIMH Mo
NPHMEHEHHIO.

12 | Labeling / Mapxupogka

According to ND /

B cooteerctun ¢ HJ

13 Storage conditions / Ycnosus
XpaHeHust

In a dry place, at temperature below 25 °C. / B cyxoMm MecTe npd TeMneparype He

Beime 25 °C.

14 Shelf'life / Cpok rogsocTi

3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyannme: [NpogykT cooteeTcTByET TPeboBaHusaM HL

Conclusion : APPROVED /
3aknoyenue: OQOBEPEHO

Checked by QC In-Charge
HoxkymeHT nposepeH OKK: r\]\%\a Criiet

e

Approved by QA In-Charge /
fokymeHT ogobpeH OOK:

oz

Date /

2 2070027
[ara:

Date /

naTa: Lq ‘Or?‘ 20202
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