Cipla

CERTIFICATE OF ANALYSIS

-~

CEPTH®HKAT AHAJIM3A

Page 1 of 4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485141

Batch Quantity / O6nem cepun:  5847packs / ynakosox

/AR No / Ananutuiecknii oruer Ne : ARF/218/2025|Date of Analysis / lara anannza: 16.10.2025

Date of Mfg / lata npoussoacrea:  10/2025 Date of Expiry / I'onen j10: 09/2028

Analysis performed according ND / Ananu3 nposeaén no H/: [T N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3zm. Ne 1 or 09.07.2024

Test / [lokazaTens

Result / PesyabraTsi Specification / Hopma

1 | Description / Onucanue Complies / CooTeTcTBYET 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. / ITnockue Kpyribie TabneTku co
CKOLUCHHBLIMH KpassMH OT KOPHYHEBOI'O /10 TEMHO-
KOPHYHEBOTO LBETa ¢ BKkpanieHuamu. Ha onvoit
cropone TabneTkH BriaapneHo cnoso «CIPLA», Ha
JIPYroii - THHUSA pazioMa.

2 Identification / ITopnuHHOCTh

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTsetcTByer OxkpalmpaHie aMMHAYHOTO PACTBOPA B KPACHBII
AHTPBXHHOHOBBIC FTHKO3H/1bI LBeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTBeTCTBYET chromatogram of the sample solution should
MeTuianaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yepKHMBaHHS OCHOBHOTO MHKa H& XPOMATOIrpaMMe
MCIBITYEMOT0 PacTBOpa J10JKHO COOTBETCTBOBATH
BPEMEHU YIEPHKUBAHNAS OCHOBHOTO TMKaA HA
XpOMaTOIpamMMe CTaHJapTHOTO pacTBopa
merunnaparuapokcubensoara (pasaen
«Metunnaparuapokcubensoar).

3 | Average weight / Cpennss 190.87mg / 190,87mr 189.99 mg £7.5% / 189,99 Mr +7.5%
macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNMpumeyanue: Mpoaykr cootsetcTayeT Tpebosannam H | 3aknovenne: OOOEPEHO
Checked by QC In-Charge / Approved by QA In-Charge / 4~ P
HokymeHT npoeepeH OKK: N> HokymeHT opobpeH OOK: j// —
Date / e - Date / e
Dara; [£-d20)< Llara: \6-1\6- 2225
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CERTIFICATE OF ANALYSIS

bl

Cipla

CEPTHOUKAT AHAJIU3A
- Page2 of4/Crp. 2 u3 4
Product: SENADE TABLETS 13,5 mg Mpoayxt: CEHAJE", TABJIETKH 13,5 mr
Batch No / Cepun Ne: 485141 Batch Quantity / O6bem cepun:  5847packs / ynakosok
'|AR No / Anannruueckuii oraer No : ARF/218/2025|Date of Analysis / lata anaamza: 16.10.2025
Date of Mfg / Iara nponsBoacrsa:  10/2025 Date of Expiry / T'ogen ao: 09/2028

Analysis performed according ND / Auaau3s nposenén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / PesyabTaTh! Specification / Hopma

gE Test / IMoxasareib

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
OIHOPOIHOCTE MO Macce %

2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

5 | Loss on drying / IloTeps B 2.4% NMT 6.0 % / He Gosee 6,0 %
mMacce MpH BLICYIINBAHHH

6 Dissolution / 77-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cenno3unos yepes 120 mun

7 | Uniformity of Dosage units / AV =538 The acceptability index forn= 10 AV <LI.
OAHOPOAHOCTD 103HPOBAHHUS In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=30

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

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

L1=150;L2=250.

[Nokazatens npuemnemocTi ans n=10 AV <L]I.

B cnyuae, ecau 3Hauenune AV npessimaet L1,
NPOBOIAT HCNbITaHKE Ha cnepytomx 20 obpasiax.
Hns n=30 AV < LI1. Bce 3Ha4eHHs Xi 101KHbI
YJOBJIETBOPSITh HEPABEHCTBY:

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

Li =15,0; L2 =25:0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuectsenHoe onpenenexue 14.1Tmg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpodoTomerpust) Or 12,15 mo 15,53 mr (01 90,0 a0 115,0 %)

14,1 1mr/Tab CeHHO3MJIOB B NepecyeTe Ha CEHHO3ua B B oqHoM
TalneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooteeTcTRYET TpeBoBaHuam HI

Conclusion : APPROVED /
3aknwuenue: ONOBEPEHO

Checked by QC In-Charge / 7
HokymeHT npoeepeH OKK: =’£ et

Approved by QA In-Charge / 5
NokymeHT 0a06peH OOK: )’kjﬂ':f‘ff

Date /

Jara: lbote spont

Date /

. i6-le 2008
[ata:
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Cipla

CERTIFICATE OF ANALYSIS
i CEPTUPUKAT AHAJIN3A

Page3 of 4/ Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

IlpopykT: CEHAJIE®, TAB.JIETKH 13,5 mr

Batch No / Cepun Ne: 485141 Batch Quantity / O6bem cépun:  5847packs / ynakosok
‘|AR No / AnanuTiuecknii oruer Ne : ARF/218/2025|Date of Analysis / laTa anammza:  16.10.2025
Date of Mfg / Jlata npon3soacrea:  10/2025 Date of Expiry / Tongen 10: 09/2028

Analysis performed according ND / Anann3 nposenén no HJ/: TI N013745/01- 180522 amend No. 1 dated
09.07.2024 / TTI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [lokaszaTeb

Result / Pe3yabTaThbl

Specification / Hopma

9 Content of Methyl
parahydroxybenzoate(HPLCY
Conepixanue
meTuanaparnapokcubenszoara
(BDXKX)

0.044mg/tab

0,044mr/Tad

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

10 | MICROBIAL LIMIT TEST/ Mukpobuonoruueckas 1ucToTa

10a) | Total Aerobic microbial count /
O6uiee guca0 a3podHbIX 50

MUKPOOPraHu3MOB

-

Not more-than 10* cfu/ g / He 6onee 10" /1

10b) | Total combined yeast and mould
count / OBuiee yncno
TUIECHEBBIX H APOKIKEBbIX

rproos

<10

Not more than 10” ¢fu/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ YcroiunBsie K
NEHCTBUIO JKenuu

rpamMoTpuuartebHbie OaKTepun

Absent /OTcyTCTBYIOT

Not more than 107/ g / He Goee 107 /r

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OtcytctBHe B 1 1
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/OtcyrctBue B 1 1
100 | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g /OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
MNpumevanue: MNpoaykT cooTBETCTBYET TpebosaHunsim HI

Conclusion : APPROVED /
3akntouenne: OOOBPEHO

[okymeHT npoeepeH OKK:

Checked by QC In-Charge / —
=

Approved by QA In-Charge / -
HokymeHT onobper OOK: W

Date /

Data: [{: 1o vy

Date /

Nara: V6o 2225
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTUO®UKAT AHAJIH3A

Page4 of4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepun No: 485141 Batch Quantity / Oosem cepun:  5847packs / ynakopok
AR No / Ananutuuecknii oraer Ne : ARF/218/2025|Date of Analysis / lara anaamsa:  16.10.2025
10/2025 Date of Expiry / I'ogen jo: 09/2028

Date of Mfg / JlaTa npou3BojcTBa:

Analysis performed according ND / Anaaus nposeagn no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT1 N013745/01-180522, u3am. Ne 1 o1 09.07.2024

Test / [lokazaTens

Result / PesyabTaThl

Specification / Hopma

Package / Ynakoska
in a blister made of

OaucTep U3 NNeHKH
MONTUBMHUIXJIOPUAHO K
(MOAU3THNEHOBOI/

110 NPUMEHEHHUIO,

Package / Vnakogka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'1o 20 Tabnetok B

MOTHBHHUIIHIEHXTOPHIHON) U
AMOMUHHEBOH (DOJIBIH,
GIUCTEPOB B KAPTOHHYIO MauKy
C BIIOIKEHUEM 25 HHCTPYKUHI

Package / Vnakoska - 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. / T1o 20
TabneToK B OIHCTEP M3 MACHKH TPEXCI0HHOM
(MBX/TIDMIBIAX) u amoMuHreBOH donbru. 1o 2
Wi 3 GMcTepa BMECTE C MHCTPYKLIMEH no
NpUMEHEHHIO B KapToHHYIO0 nauky. ITo 20 tabnetok
B 6IMCTEP U3 MIEHKH NOJIMBUHUIXJIOPHIHOM
(NONMITHIEHOBOM / MONMBUHUIMASHXIOPHAHON) H
amoMUHKEBOH (onbra, no 25 GnucTepos B
KapTOHHYIO NauKy ¢ BAMKEeHUeM 25 WHCTpyKUuMi no
MPUMEHEHHIO.

no 25

12 Labeling / Mapkupogxa According to ND /

B cootsercTBuH ¢ H]J

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe np1 TEMIEpaType He
XpaHeHHs Bbime 25 °C.
14 | Shelf life / Cpok roaHocTt# 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cootseTcTRYET TpebosaHuam H

Conclusion : APPROVED /
3awmovenune: OOJOBPEHO

Checked by QC In-Charge / )
[okymeHT nposeper OKK: =;£~ L~

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

Kot

Date /
Oara:

16 (o rers

Date /

Jarta: \6-\o-2025

FMQC003-15-10
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