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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIA3A

Page 1 0of4 /Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 485042

Batch Quantity / O6bem cepun:  5842packs / ynaxoBox

AR No / AnanuTHueckHii oruer No :

ARF/064/2025 | Date of Analysis / Iara anannsa:  01.03.2025

Date of Mfg / Jlata npon3BoJcTBa:

02/2025 Date of Expiry / T'ogen no: 01/2028

Analysis performed according ND / Anauan3 nposenéu no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, uzm. Ne 1 ot 09.07.2024

No

Test / Mokazarens

Result / PesynbTaThl Specification / Hopma

1 | Description / Onucanne

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: / [Tnockue kpyribie TabneTku co
CKOIIEHHBIMH KPasMH OT KOPHYHEBOT'O /10 TEMHO-
KOPHYHEBOrO LBeTa ¢ BKparneHnamMu. Ha oaxoit
cropoHe TabneTku BeaBneHo cioBo «CIPLA», Ha
JPYTOii - JIFHUS pazioMa. '

2 | Identification / TTommuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxkpalumBaHie aMMHauHOr0 pacTBopa B KPacHbIi
AHTPaxXHHOHOBbIE TTIHKO3W/IbI st
2b) | Methyl Parahydroxybenzoate Complies / | Retention time of the principle peak in the
(HPLCY COoOTBETCTBYET chromatogram of the sample solution should

(BRICX)

MeTrunnaparuapokcubeHsoar

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAePHKHUBAHUA OCHOBHOTO MHMKa Ha XpOMATOrpamMme
HCMBITYEMOTO PACTBOPA JIOJIHKHO COOTBETCTBOBATH
BpEeMeHH YAEP/KHBAHHA OCHOBHOTO NHKA Ha
XpomarorpaMmme cTaHAapTHOrO pacTBopa
MeTuInaparuapokcudensoara (paszen
«MeTunnaparupokcnteH3oar).

3 | Average weight/ Cpennss

macca

189.04mg / 189,04mr 189.99 mg +7.5% / 189,99 Mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanume: Mpoaykr cooteeTcTayeT Tpebosanuam HL | 3akniouyenue: ONOEPEHO

Conclusion : APPROVED /

Checked by QC In-Charge /
OoxymeHT npoeepeH OKK:

21

Approved by QA In-Charge /
HoxkymeHT ogobpex OOK: %

Date /

O o
[ara: ik

Date /
Nara: 05:0%-2025
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Cipla

CERTIFICATE OF ANALYSIS
k CEPTHOUKAT AHAJIU3A
" Page 2 of 4/ Ctp. 2 m3 4
Product: SENADE TABLETS 13,5 mg poaykT: CEHA,IIEa, TABJETKH 13,5 mr
Batch No / Cepust Ne: 485042 Batch Quantity / O6bem cepun:  5842packs / ynakopok
AR No / Ananarnueckuii oruer Ne : ARF/064/2025 |Date of Analysis / laTa ananuza:  01.03.2025
Date of Mfg / lata npon3soacrea: _ 02/2025 Date of Expiry / I'onen no: 01/2028

Analysis performed according ND / Ananns nposenén no HJ: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma
Test / Tlokasaresb
4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee + 7,5
OIHOPOIHOCTE M0 Macce %
_ 2/20 tablets NMT £15% / 2/20 ue Gonee + 15%
5 | Loss ondrying / TToteps B 1.8% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BEICYIIHBAHHH
6 | Dissolution / 77-87% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHue He menee 70 % (Q) cenno3unos yepes 120 mux
7 | Uniformity of Dosage units / AV =56 The acceptability index forn=10 AV <L1.
OAHOPOOHOCTE A03HPOBAHMUS 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.

TMokasarens npueMaemMoctd ans n=10 AV <L1.

B cnyuae, ecnu 3HaueHne AV npesbimaer L1,
NpOBOJAT HCMbLITAHME Ha creyloux 20 obpasuax.
Jina n=30 AV < LI1. Bce 3HaueHHA Xi TOJKHBI
YJIOBNETBOPATL HEPABEHCTBY:

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

L] =15,0; LE2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KosinuecTBEHHOE ONpe/eNieH e 14.00mg/tab / sennosides calculated as sennoside B in one tablet. /
(CniextpotoToMeTpust) ) Or 12,15 10 15,53 mr (ot 90,0 10 115,0 %)

14,00Mr/1a6 CEHHO3M/IOB B TepecyeTe Ha CeHHO3HA B B oaHOi
tabneTke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cootsetcTyeT Tpebosanuam HI | 3akniouenue: ONOBPEHO
Checked by QC In-Charge / 1. Approved by QA In-Charge /
NokymeHT nposepeH OKK: 9_;6)./-) OokymeHT ogoBper OOK: %
Date / ' - Date / :

&-t. 04. . - 20
[ara: 2o rera Nata: 05073 25
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CEPTHPHUKAT AHAJIM3A

Page 3 of4/Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAZIEY, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485042

Batch Quantity / O6bem cepun:

5842packs / ynakoBok

|AR No / Ananntuaecknii oruer Ne : ARF/064/2025|Date of Analysis / lata anaauza: 01.03.2025

Date of Mfe / lata npomssoacrsa:  02/2025

Date of Expiry / T'onen no:

01/2028

Analysis performed according ND / Ananu3 nposenén no HJ: 11 N013745/61-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne Result / PesysibTatel

Test / HokazaTean

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Cojepxanue
MeTHnaparaapokcubensoara
(B2XX)

0.042mg/tab

0,042mr/rab

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuonorudeckas 4HcTOTa

10a) | Total Aerobic microbial count / 30
O6mee uncno adpobHbIX Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHA3MOB .
10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gomee 10% /r
count / Ob1uee yncno <10
ONECHEBBIX H JIPOMOKERbIX
rpubon
10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10>/ g / He Gonee 107 /r
bacteria/ Ycroliuuseie k
JelCTBHIO JKeTUH
rpaMoTpHUATE/IbHBIE BaKTEPHH
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrcTeue B 1 1
10¢) | Escherichia coli Absent /OtcyTeTBYIOT Absentin [ g/ OrcyreTBre B 1 T
100 | Salmonella Absent / OtcyTeTByIOT Absent in 10 g / Oreyrereue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: [poaykT cootsercTayeT TpebosaHuam HA

3axkntouyeHue: O0OBEPEHO

Checked by QC In-Charge / F ).
[okymeHT nposepeH OKK: ,,_/-:(“J

Approved by QA In-Charge /
HokymeHT ofobpeH OOK:

B

Date /

Nane: (.03 . 2-¢2C

Date /

Nara: 0S-0%2 2025
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHO®HUKAT AHAJIU3A

Page 4 of 4/ Ctp. 4 13 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485042

Batch Quantity / O6bem cepuu:

5842packs / ynakoBox

AR No / Auanutuueckuii oruer Ne : ARF/064/2025|Date of Analysis / lata apaamza: 01.03.2025

Date of Mfg / Iata nponssoncra:  02/2025

Date of Expiry / I'ogen jo:

01/2028

Analysis performed according ND / Anann3 nposeaén mo HJ{: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyasTatst

Test / [TokazaTens

Specification / Hopma

11 | Package / Vmaxoska
in a blister made of

OaucTep U3 MIeHKH

(monuaTHICHOBOH/

no NPUMEHEHMIO.

Package / Ynakoska - 20 tablets
PVC/PE/PVDC film and

25 patient information leaflets in
a carton. / Ilo 20 tabnetok B

ﬂOJ]HBHHMﬂX.HOpH,I[HOﬁ

NOJMBUHUIHASHXIOPHAHON) H
anroMUHEEEBOI (onsru, mo 25
OMCTEpOB B KAPTOHHYTO MAYKy
€ BIOMEHUEM 25 HHCTPYKLUUIt

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 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. / ITo 20
TabneTok B GIHCTEp U3 MUIEHKU TPEXCIOiiHOl
(MBX/TIZ/MBIX) 1 amomunaHeBoi (osbra. Ilo 2
UM 3 GiucTepa BMECTE € HHCTPYKIHeH Mo
PHMEHEHHIO B KAPTOHHYHO nauky. [To 20 Tabnerox
B OnuCTep M3 MISHKH OJHBHHHIXIOPHAHON
(monuaTHIEHOBOI / ONUBHHIITHACHXIOPUIHOM) 1
amoMuHneBoit onery, o 25 GucTepos B
KapTOHHYIO NAYKy C BJIOXKEHHEM 25 HHCTPYKUHit o
NPHMEHEHHIO.

12 Labeling / Mapkuposka According to ND /

B cootBetcTBuM ¢ H/J

13 Storage conditions / Ycnosus

XpaHeHHs Boie 25 °C.

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

14 Shelf life / Cpok ropHocTH 3 years / 3 roja

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cootseTcTayeT TpebosaHuam HA

Conclusion : APPROVED /
3aknwvenue: OJOBPEHO

Checked by QC In-Charge / ‘?Jf/w

{ LOokymeHT nposeper OKK:

Approved by QA In-Charge /
JokymeHT opobpex OOK:

T

Date /-

[lara: gl.02. l:o)—&/_

Date /

Nara: 05~9%-2025
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