Cipla

. CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Page 1 0f4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482098 Batch Quantity / O6bem cepun:  5855packs / ynakoBok
AR No / Ananuruyecknii otuer Ne: ARF/168/2022|Date of Analysis / lata ananusza: 30.07.2022
Date of Mfg / laTta npoussoacrea: 07/2022 Date of Expiry / I'ogen go: 06/2025

Analysis performed according ND / Ananus nposeaén no HJI: T1 N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / Ioka3zareis

Ne Result / Pesyabrartsi -

Specification / Hopma

1 | Description / Onucanue

Complies / CootsercTeyer

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. / TInockue kpyribie TabreTkn co
CKOMIEHHBIMH KPassMH OT KOPHYHEBOTO 0 TEMHO-
KOPHYHEBOro 1iBeTa ¢ BKparutenuamu, Ha oanoii
cropore Tabnetku Beigasneno cnoso «CIPLA», Ha
OpYTOit - THHHUS Pa3ioMa,

2 | Identification / [TommuHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootserctByeT Oxpamunpanue aMMHAYHOTO PACTBOPA B KDPACHLIH
AHTanP[HOHOBbIe FITHKO3HOBL [EeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cooteercreyer chromatogram of the sample solution should
MeTtunnaparuapokcudeH30atT corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEpKUBAHHA OCHOBHOTO IIHKA HA XPOMATOrpaMMe
HCIBITYEMOTO PacTBOPA JOJUKHO COOTBETCTBOBATE
BPEMEHH Y/IeD>KHBAHHSA OCHOBHOIO MHKA HA
XpOMAaTOrpaMme CTaHAapTHOTO PacTBOpa
meTnanaparuapoxcubensoara (pasmen
«Metunnaparuapokcubexsoar).

3 | Average weight/ Cpeauss
macca

186.01mg / 186,01mMr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanne: MNpogykT cootseTcTByeT TpebosaHuam Hl

Conclusion : APPROVED /
3aknioyenue: OOBPEHO

Checked by QC In-Charge // 3\ Approved by QA In-Charge / =
[okymeHT nposepeH OKK: ]_') Glaucse [okymeHT on06peH OOK: ng/"‘w
Data / 20:.0%s2092 Date / Ot 08- 1527

Nara: Hara:

FMQC003-15-06
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482098

Batch Quantity / O6bem cepuu:

5855packs / ynakosok

AR No / Anaaurnuecknii otuer Ne: ARF/168/2022

Date of Analysis / Jata ananuza: 30.07.2022

Date of Mfg / laTa npoussoacrea:  07/2022

Date of Expiry / I'ogex no:

06/2025

Analysis performed according ND / Ananus nposeaén mo H: [T NO13745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne

Test / Ioxka3zarean

Result / Pesyabsrars:

Specification / Hopma

4 | Uniformity of weight /
OmHOPOJHOCTE O Macce

Complies / Cootserctyer

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

5 | Loss on drying / [loreps B 1.8%

Macce MPH BBICYIIHBAHHH

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution / 81 -87%

PactBopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennozunos uepes 120 Mun

7 | Uniformity of Dosage units / AV =50

OnHOPOOHOCTH JO3UPOBAHHS

The acceptability index forn =10 AV <L1.

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=15.0;L2=25.0.

Ioxazarens npuemaemoct s n=10 AV <L1.

B cityuae, ecnu 3Hagenue AV npessiaer L1,
IPOBOJAT HCMIBITAHKE HA creayromux 20 obpasuax.
Jms n=30 AV <L1. Bce 3naueHHs Xi JODKHBI
YAOBNETBOPATL HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
Konuuecrsennoe onpenenenue
(CnextpodoTomerpris)

13,80mr/Tab

13.80 mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 0 115,0 %)
CEHHO3HIOB B MEepPeCcYeTe Ha CeHHO3MA B B ofHOi
tabnerke.

Remarks : The Product conforms to ND/
MNpumeyaHue: NpogykT cooTeeTcTBYET TPeboBaHMaM HJ

Conclusion : APPROVED /
3akntoyeHue: OOQOBPEHO

Checked by QC In-Charge I 5
[lokymeHT nposepeH OKK: \_1_ 3 Clauce

Approved by QA In-Charge /
[HokymeHT opobpeH OOK:

Date / R6:07s 202 2

Lara:

Date /

n 0108 2O -2
ara.
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. CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482098

Batch Quantity / O6bem cepuu:

5855packs / ynakoBok

AR No / Ananuriyecknii otuer Ne: ARF/168/2022 Date of Analysis / laTa ananusa: 30.07.2022

Date of Mfg / laTta npoussoacrsa:  07/2022

Date of Expiry / T'ogen o

06/2025

Analysis performed according ND / Ananus nposenén no HJI: 11 N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / PesyasTaTs

Test / Iloka3zarean

Specification / Hopma

9 | Content of Methyl 0.047 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepsxanue
METHJLIaPaTHPOKCHOeH30aTa 0,047mr/1a6
(B2XEX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruueckas 4uctora

10a) | Total Aerobic microbial count/
O61ee gncio a3pobHbIX 20

MHKPOOPTaHH3MOB

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

10b) | Total combined yeast and mould
count / Obriee uncno
TUTECHEBBIX H APOIIKEBBIX

rpubos

<10

Not more than 10° cfu/ g /He 6onee 107 /r

10 ¢) | Bile tolerant gram-negative
bacteria/ YcroiunBsie K
IEHCTBHIO JKeI4YH

rpaMoOTpUIATEIIBHBIC 6HKTBDHH

Absent /OTcyTcTBYIOT

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

10 d) | Staphylococcus aureus

Absent /OtcytcTBytOT

Absentin 1 g/ Orcyrcreue B 1 r

10 e) | Escherichia coli

Absent /OtcyTcTBYIOT

Absentin 1 g/ Orcyreteue s | r

101) | Salmonella

Absent / OTcyTCTBYIOT

Absentin 10 g /Orcyrerener 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cootseTcTByeT TpeboBaHuam H

Conclusion : APPROVED /
3aknwyenne: OQOEPEHO

.

Checked by QC In-Charge /.,
[okymeHT npoeepeH OKK: \3 Yane

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

Date /

Nara: 30-0 L7 o i o o N B

Date /

Jara: O\-0%-202 2
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Mpoayir: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne ;. 482098 Batch Quantity / Oobem cepun:  5855packs / ynakoBok
AR No / Anaautnueckuii oruer Ne: ARF/168/2022|Date of Analysis / lara anaausa: 30.07.2022
07/2022 Date of Expiry / I'ogen no: 06/2025

Date of Mfg / JlaTa npousBoacTea:

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

Ne Result / PesyabraTn: Specification / Hopma
Test / Ilokazarens
11 | Package / Ynakoska Package / Vi - 20 tablet ) )
ina I:Igiseter r:;ggzl;a bigts Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
alisminum £l 25 blisters with % 3 blisters and a patient information leaflet in a
25 patient in fc;rmation leaflets in |C2rton- 20 tablets in a blister made of PVC
a-cattot 7 Ho 0 waBierox & /PE/PVDC film and aluminum foil, 25 blisters with
GnHCTeﬁ g 25 patient information leaflets in a carton. / ITo 20
- Tabnetox B GIHCTED U3 IIEHKH TPEXCIONHOI
10T BHHUJTXJIOPHIHOM
(HOJ‘IHBTHJIQHOBI:;IJ; (IMBX/MI2/MBIX) u amomuruesoii hoasru. 1o 2
1OV BHHHLACHXIOPHAHON) 1 w3 OIHcTepa BMECTe C HHCTPYKIIHEE 1o
amOMUIHesoH BOTHTHL, 110 25 NPHMEHEHHIO B KapTOHHYIO nauky. [To 20 tabnerok
Gmacrepos B keprOmI m st |2 OmCTep M3 MIEHKH NONUBHHHIXIOPHITHOH
b e s 1 (e y s ¥ (MONMATHIIEHOBOI / TONMBHHAIIEHXIOPHIHON) 1
i e el Py AIFOMHHHEBOH GONLTH, 110 25 GaucTepos B
p ’ KapTOHHYIO MAYKY ¢ BJIOKEHHEM 25 HHCTPYKUHH o
MIPHMEHEHHIO.
12 Labeling / Mapxuposka According to ND /
B cootBerctRuM ¢ H]
13 Storage conditions / Ycnoeus Ina dry place, at temperature below 25 °C. /B cyxom mecTe npu Temnepatype He
XpaHeHus Bele 25 °C.
14 Shelf life / Cpok rognocTu 3 years /3 roma a

Remarks : The Product conforms to ND/
MNpumeyaxue: NpoaykT cooTeeTCTBYET TpebosaHuam HJ

Conclusion : APPROVED /
3aknmoyeHme: OQOBPEHO

Checked by QC In-Charge /-~

[okymeHT nposepeH OKK: 47 ey AR —

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

Date /

fara: A0 .02

Date /

fara: Qi 0% 2o BB
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