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. CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 1 0of4/Ctp. 113 4

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482130

Batch Quantity / O6bem cepun:  5851packs / ynakoBok

AR No / Ananuruueckuii oruer Ne : ARF/206/2022|Date of Analysis / laTta ananu3za: 22.09.2022

Date of Mfg / Jlata npoussoacrea: _ 09/2022 Date of Expiry / I'ogen go: 08/2025

Analysis performed according ND / Ananns nposenén no HJI: I1N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / HokazaTeas

Result / PesyabTaThi Specification / Hopma

1 | Description / Onucaune Complies / CooTBeTCTBYET 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. / IInockue kpyrusie TabneTks co
CKOIIEHHBIMH KPasMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOro 1BeTa ¢ BkparnneHusmu. Ha onuoi
ctopone tabnetku eoiasneHo cnoso «CIPLAY, Ha
OpYrofi - IMHHA pa3fioma,

2 Identification / ITognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
CooTBeTcTBYET OkpalMpanie aMMHAYHOrO pacTBOpa B KPacHEIH
AHTPaXHHOHOBBIE MIHKO3HUIBI = ‘
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTeeTCTBYET chromatogram of the sample solution should
MeTtuimnaparsapokcHoen3oaT corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepKUBAHHA OCHOBHOTO THKA HAa XPOMATOrpaMme
HCIBITYEMOr0 PacTBOpa AOJDKHO COOTBETCTBOBATh
BpPEMEHH YAEPIKUBAHIST OCHOBHOIO ITHKA Ha
XpOMATOrpaMMe CTAHAAPTHOTO pacTBOpa
meTunnaparuapokcubensoara (pasgen
«MeTtunmaparuapokcubenzoar).

3 | Average weight / Cpenuss
macca

189.08mg / 189,08mr 189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeyanme: MpoaykT cootseTcTByeT Tpebosannam HI | 3aknioueHue: OOOBPEHO

Approved by QA In-Charge / G

Checked by QC In-Charge /
[lokymeHT nposepeH OKK: ©) aud OokymeHT ofobpeH OOK:
Date / Date / 4
. Doz JOQ
fara: 2> 07O fara; > 91Zoza

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

Hponyxt: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 482130

Batch Quantity / O6nem cepuu:

5851packs / ynakoBok

AR No / Auanurnueckuii oruer Ne: ARF/206/2022

Date of Analysis / laTa anaamza: 22.09.2022

Date of Mfg / lata npoussoacrea: _ 09/2022

Date of Expiry / T'onen no:

08/2025

Analysis performed according ND / Ananus nposeaén no HJI: TIN013745/01-091017, Ham. Ne 1 ot 17.04.2020

OnHOPOIHOCTE NO3HPOBAHHS

Ne Result / PesyanTaTsi Specification / Hopma
Test / Iloxa3aTens
4 | Uniformity of weight / Complies / CootBercTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue bonee +7,5
OpHOPOOHOCTE IO MAacce %
2/20 tablets NMT +15% / 2/20 ue Gonee + 15%
5 | Loss on drying / Iloteps B 2.0% NMT 6.0 % / He 6onee 6,0 %
MACCe MpPH BHICYLIHBAHHH
6 | Dissolution / 80- 88% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cennoznnos uepes 120 mun
7 | Uniformity of Dosage units / AV=52 The acceptability index forn =10 AV <LI1.

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-x1| 0,01 x L2 x M.

L1=15.0;L2=25.0.

IToxaszarens npuemiemoctu ot n=10 AV <L1.

B cityuae, ecimi 3Hauenne AV npepbimaer L1,
NPOBOAAT MCIBITAHKE Ha crepyrouprx 20 obpasnax.
Jina n=30 AV <L1. Bce 3HaueH#us X1 JOIDKHBI
YIIOBJIETBOPSTH HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)
KonuuectBennoe onpeneneHue
(CriextpodoTomeTrprs)

13,98mr/Tab

13.98mg/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 o 15,53 mr (o1 90,0 mo 11 5,0 %)
CEeHHO3HJIOB B IepecyeTe Ha ceHHo3:U A B B oanofi
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooteeTcTByeT TpeboBaHUAM HL

Conclusion : APPROVED /
3aknoyenmne: OQOEPEHO

Checked by QC In-Charge N\ Approved by QA In-Charge / T
[lokymeHT nposepeH OKK: 3 aut LlokymeHT ofo6per OOK: % &
Date / 92 .09:2022 . Date / 22 .09 2021

[ara: [ara:

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

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482130

Batch Quantity / O6bem cepun:  5851packs / ynakosox

AR No / Ananurnyecknii oruer Ne: ARF/206/2022

Date of Analysis / laTa ananusza: 22.09.2022

Date of Mfg / lata npoussoacrea:  09/2022 Date of Expiry / T'onen no: 08/2025
Analysis performed according ND / Ananus nposenén no HJI: I1 NO13745/01-091017, Ham. Ne 1 ot 17.04.2020
Ne Result / PesyabTaTnl | Specification / Hopma
Test / Iokazarens
9 | Content of Methyl 0.048mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copepsxanue
MeTHInaparagpoxcubensoara 0.048Mmr/1ab
(BIXKX)

10 | MICROBIAL LIMIT TEST/ Muxpo6uonornyeckas 4HcToTa

102) | Total Aerobic microbial count /
Obwee uncno aspobHBIX
MHKDPOOPTraHH3MOB

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

10b) | Total combined yeast and mould
count / Obimee uncno

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

<10
IUIECHEBLIX H JPONIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /O1cyreTByIOT Not more than 10°/ g / He 6onee 107 /v
bacteria/ Ycroiiuussie K
IeHCTBHIO JKEeTUH
rpamMoOTpHnaTeNnsHble OaKTepun
10 d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ Orcyrctene B 1 r
10¢) | Escherichia coli Absent /OrcyTcTBYIOT Absentin 1 g/ OrcyrcteueB 1 ¢
100 | Salmonella Absent / Orcyrereyior Absentin 10 g /Orcyrctere B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanwue: MpogykT cooteTcTByeT TpeGosaHusam HA | 3akmouenne: O OBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /
[lokymeHT nposepeH OKK: o el [okymeHT ofobper OOK: C@j}}'

Date/ oo .mq2022___
Hara:

Date /
R . -7
. 850K 908
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Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No /Cepusi Ne : 482130

Batch Quantity / O6bem cepuu:

5851packs / ynakoBok

AR No / Auanurudeckuii oruer Ne : ARF/206/2022

Date of Analysis / laTta ananuza: 22.09.2022

Date of Expiry / I'ogen no: 08/2025

Date of Mfg / lata npoussoacrea: _ 09/2022

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

Ne

Test /Tloxazarens

Result / PesynbTaThi

Specification / Hopma

11 | Package / Ynakoska

Package / Ynaxoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerok B
6mcTep U3 MISHKH

MO BHHUIIXJIOPHAHOM
(monuaTHIEHOBOI/

0JTM BHHHJIZIEHXJIOPH HOH) 1
amoMHUHKEEeBOH Goibry, no 25
GAUCTEPOB B KAPTOHHYIO NAUKY
C BJIOKEHHEM 25 UHCTPYKIHI
110 [IPHMEHEHHIO.

Package / Ynakoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leafletin 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. / ITo 20
Tabnerok B GicTep U3 IIEHKH TPEXCIIOHHOMN
(IIBX/IT5/MTIBAX) u amomuuuesoit donsru. Ilo 2
win 3 OnrcTepa BMecTe ¢ MHCTPYKIHEH no
NPUMEHEHHIO B KapTOHHYIO nauky. ITo 20 Tabnerok
B BIHCTEp W3 MJIEHKH NONHBHHIJIXJIODHAHOH
(monuaTHIEHOBOH / TONMBHHIIAEHXIOPHIHOH) 1
AFOMHMHMEBOH (ONBTH, 110 25 OnucTEepoB B
KapTOHHYIO MAYKY C BIIOYKEeHHeM 25 HHCTPYKLHH 1o
MNPHMEHEHHIO.

k2 Labeling / Mapkupoeka

According to ND /

B cootsercreuu ¢ HJI

13 Storage conditions / Ycnosus
XpaHEHHs

In a dry place, at temperature below 25 °C. / B cyxom mecre npu Temneparype He

poime 25 °C.

14 | Shelflife / Cpox rogHocTH

3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTseTCTeyeT TpebosaHusam H

Conclusion : APPROVED /
3aknrouenne: OQOBPEHO

Checked by QC In-Charge f
\1 Glate

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

NokymeHT nposepeH OKK:
Date/ o ;. o9, 2032

[ara:

Date /

2.2 . 09%.202-2-
Dara:
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