CEPI

- CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Page1 0f4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

[Iponykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No/ Cepust No : 485023

Batch Quantity / O0bem cepun:

5849packs / ynakosox

AR No / AuanuTuueckuii oruer Ne ;: ARF/038/2025

Date of Analysis / laTa anannsza: 05.02.2025

Date of Mfg / laTa npoussoacrsa:  01/2025

Date of Expiry / I'onen no:

12/2027

Analysis performed according ND / Auanu3s nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne

Test / IlokazaTenn.

Result / PesyasTaTsi

Specification / Hopma

1 Description / Onucanue

Complies / CooTBeTCcTBYET

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 kpyraele TabneTkH co
CKOLISHHBIMH KpasaMH OT KOPHYHEBOTO 00 TEMHO-
KOPUYHEBOTO LBETA € BKparnieHuaMH. Ha onnoit
cTopoHe TadneTky BeigasneHo cnoso «CIPLAy, Ha
JIpYroH - IMHUA pas3jioMa.

2 Identification / IToanuiiHocTh

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteercTByeT OkpallMBaHHe AMMHAUHOTO PacTBOpa B KpacHblit
AHTPaxXHHOHOBBIE TTHKO3HbI -
LIBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTBeTcTBYET chromatogram of the sample solution should
Merunnaparuapokcudenzoat corresponds to the retention time of the principle
(B2IXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPAUCHBAHKHA OCHOBHOIO MUKA HA XpoMarorpamMme
HCMBITYEMOro pacTeopa AOJHKHO COOTBETCTBOBATE
BPEMEHH YAEPKUBAHHUS OCHOBHOIO MHKa Ha
XpoMaTorpaMMe CTaHIapTHOTO PACTBOpa
meTuanaparuapokcudensoara (pazmuen
«MertunnaparuapokcubeHsoar).

3 Average weight / Cpeansis
Mmacca

192.74mg / 192,74mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpogykr cooTeeTcTBYeT Tpebosanuam HI

Conclusion : APPROVED /
3aknwuenne: O0OBEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT nposepeH OKK: ?"pw HokymeHT ogobpeH OOK: 0 }(;f;
Date / Date / .
ﬂ:Tea: Vo Ohetoit ] ﬂ:TZ: 06cor-22025
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepust No: 485023

Batch Quantity / Oobem cepun:  5849packs / ynakosok

AR No / Anasurnuecknii oruer No : ARF/038/2025|Date of Analysis / Hara ananuza: 05.02.2025

Date of Mfg / lata npon3soactaa:  01/2025 Date of Expiry / I'ogen go: 12/2027

Analysis performed according ND / Anaans nposeaén no HA: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne

Test / IToxaszaTens

Result / PesyabTaThl Specification / Hopma

4 | Uniformity of weight /
OaHoponHOCTE 10 Macce

Complies / CooTBercrByer 18/20 tablets NMT + 7.5 %/ 18/20 ne 6onee + 7.5
%
2/20 tablets NMT £15% / 2/20 e Gonee = 15%

5 | Loss ondrying / IToreps B 1.9% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BEICYIIHBAHHH
6 | Dissolution / 79-92% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenne He menee 70 % (Q) cenHoszunos yepes 120 Muu
7 | Uniformity of Dosage units / AV =54 The acceptability index forn=10 AV <L1.

OJIHOpO,EIHOCTL AO3HPOBAHHA

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30 g

AV <LI. All values of xi must satisfy the
inequality:

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

L1=15.0; L2 =25.0.

[Nokasarens npuemnemoctH ans n=10 AV < LI,

B cnyuae, ecnu 3Hauenune AV npessiaer L1,
NpOBOJIAT HCIBITAHHE Ha caeayrowux 20 obpasuax.
Hna n=30 AV <L1. Bce 3HaueHHa Xi AOMKHBI
YIIOBJIETBOPATEL HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE oOnpeneneHue
(Cnexrpodoromerpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.09mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

14,09mr."1'36 CEHHO3H10B B NepecUETE Ha CEHHO3 M Bs OD.HOFI
TabneTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MpoaykT cooteeTcTeyeT Tpebosannam HO | 3aknovyenne: OQOBEPEHO

Checked by QC In-Charge / sﬂw Approved by QA In-Charge / -

HokymenT nposepeH OKK:

okyMeHT 0406peH OOK; @ﬁ‘%.
Hoxy P L

Date /

flata: £ S~ 0000 50~

Date /
[fara:

OL02~2025
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAI{E@, TABJETKH 13,5 mr

Batch No / Cepusi No: 485023

Batch Quantity / O6Lem cepun:

5849packs / ynakopox

AR No / Ananntuyeckuii oruer Ne : ARF/038/2025|Date of Analysis / laTa anannsza: 05.02.2025

Date of Mfg / lata npoussoacrsa:  01/2025

Date of Expiry / I'onen no:

12/2027

Analysis performed according ND / Ananns npoeeaén no HJ/: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result/ PesyabTarsl

Test / [Mokazatean

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepixanue
MeTHAnaparuapokcubenszoara
(BOKX)

0.045mg/tab

0,045mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpofuonoruyeckas 4ucToTa

10a) | Total Aerobic microbial count/ 60
OGmee yucno a3pobHLIX
MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / OBiee yucao
MIECHEBBIX H APOIKIKEBLIX
rpubor

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ ¥ croitunsbie Kk
NEeHCTBHIO KeTIH
rpamoTpHuarensHoie GakTeprn

Absent /OrcyTerBytor

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

10d) | Staphylococcus aureus

Absent /OreyTeTByIOT

Absentin 1 g/ OrcyrctBue B 1 r

10¢) | Escherichia coli

Absent /OtcyTcTBYIOT

Absentin 1 g/ OtcyrctBHe B 1 1

100 | Salmonella

Absent / OtcyTcTBYIOT

Absentin 10 g / Orcyrcrene B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: NpoaykT cooTeeTcTyeT Tpebosannam HA

Conclusion : APPROVED /
3aknwoueHue: O0OBPEHO

Checked by QC In-Charge / =rﬁb“°

Approved by QA In-Charge / g
OokymeHT ogobpeH OOK:

-

Date /

[okymeHT npoeeper OKK:
[lara: ©S.02 o)<

[ara:

FMQCO003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 485023

Batch Quantity / OGbem cepum:

5849packs / ynakoBok

AR No / Ananurnuecknii otser Ne: ARF/038/2025|Date of Analysis / TaTa ananuza: 05.02.2025

Date of Mfg / lara npoussoacrea:  01/2025

Date of Expiry / I'ogen no:

12/2027

Analysis performed according ND / Anaaus nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne _ Result / Pe3yabTaTnt

Test / IlokazaTenn

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

GaucTep M3 NAeHKH

(nonuaTuneHoBo/

MO NMPUMCEHEHHIO.

PVC/PE/PVDC film and

aluminum foil, 25 blisters with
25 patient information leaflets in [/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / I'lo 20 Tabnetok B

HOHHEHHHHXﬂOpHﬂHoﬁ

MOJHBHHUIHACHXIOPHIHOM) U
antoMuHHeBo# (onbru, no 235
GnucTepoB B KAPTOHHYIO NAYKY
C BAOXKEHHEM 25 MHCTPYKLIH

Package / Vnakoska - 20 tablets |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

25 patient information leaflets in a carton. / TTo 20
TabneTok B ONUCTEp M3 MUIEHKH TPEXCIOHHOH
(IIBX/TI2/TIBOX) n amomuHneBoii ¢onsru. Io 2
uiu 3 GrucTepa BMECTe ¢ HHCTPYKLIMEH o
MPUMEHEHHNIO B KApTOHHYIO nauky. ITo 20 tabrerok
B GnucTep W3 MIEHKH MONMHBHHHAXIIOPHIHOM
(Monu3TUACHOBOI / MONMBHHHUITHASHXIOPHAHOMN) H
amoMUHKHEeBO# (onbry, no 25 GnucTepos B
KapTOHHYIO Ma4Ky C BIOKEHUEM 25 MHCTPYKLUMIi N0
NPHMEHEHHIO.

12 Labeling / Mapkuposka According to ND /

B coorsercteun ¢ HIJ

13 Storage conditions / Ycnosus

XpaHeHHA Beile 25 °C.

In a dry place, at temperature below 25 °C./ B cyxoM MecTe npu TeMrieparype He

14 | Shelf life / Cpok ronHocTH 3 years/ 3 roma

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooteeTcTayeT Tpebosanuam HJ

Conclusion : APPROVED /
3aknwouenue: OQOBEPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: f !?/‘b-:"

Approved by QA In-Charge / T
HokymeHT oaobpeH OOK: U7

Date /

Dara: o 5-0l-100&"

Date / O,{,v(??,—?,@?—g

Hara:
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