Cipla

CERTIFICATE OF ANALYSIS
* CEPTH®HUKAT AHAJIN3A -

Page 1 of4/Crp.1u34

Product: SENAi)E TABLETS 13,5 mg

Mpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485058

Batch Quantity / Odbem cepun:

5847packs / ynakoBok

AR No / AraanTravuecknii oruer Ne : ARF/083/2025

Date of Analysis / lata ananmmza: 21.03.2025

Date of Expiry / I'ogen no:

02/2028

Date of Mfg / laTa npoussoacrea:  03/2025

Analysis performed according ND / Ananus nposenén no H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Iloka3zaTe)ib

Result / PesyabTaTsl

Specification / Hopma

1 Description / OnucaHue

Complies / CooTercTBYeT

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. / [lnockue kpyriasle TabneTky co
CKOIIEHHBIMH KPagMH OT KOPUHHEBOT'O 0 TEMHO-
KOPHUYHEBOTO 1IBETa C BKparuieHHaMu. Ha oxHoi#
cTopone TabneTkH BbiaasieHo cioBo «CIPLA», Ha
JIpYTO# - JIMHHA pasjoma.

2 | Identification / [TommHHHOCTh

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OkpallHBaHHE aMMMAa4HOrO pacTBOPa B KPacHbIH
AHTPaXHHOHOBBIE TJIMKO3M/IbI .y
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTBeTcTBYET chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEpKUBAHHS OCHOBHOTO [HK2 HA XPOMAaTorpaMme
HCIBITYEMOTO PacTBOpa J0KHO COOTBETCTBOBATh
BPEMEHH yJIePIKUBAHWA OCHOBHOTO TIHKA HA
XpoMaTorpaMmMme CTaHAapTHOrO pacTBopa
MeTHInaparuapokcudensoara (pasaen
«Mertunnaparuapokcubensoar).

3 | Average weight / Cpeanss
macca

190.93mg / 190,93mr

189.99 mg +£7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanme: MNpoaykT cooTeeTcTBYeT TpeboBaHusm HA

‘Conclusion : APPROVED /

3aknoyenue: OJOBPEHO

Checked by QC In-Charge / %bﬁ
HokymeHT npoeepeH OKK: C

Approved by QA In-Charge /
HokymeHT ogoBper OOK:

FE

Date /
[ara:

St oy 201

Date /

o) 2.2 «0%.2025
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 485058

Batch Quantity / O6bem cepuu:

5847packs / ynakosok

AR No / ApanuTnuecknii order Ne : ARF/083/2025

Date of Analysis / Jlata apamm3a: 21.03.2025

Date of Mfg / lara npoussoacrsa:  03/2025

Date of Expiry / I'onen no:

02/2028

Analysis performed according ND / Apanuz nporeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uam. Ne 1 ot 09.07.2024

Result / PeayabTaThl Specification / Hopma
e Test / ToxkazaTenn

4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
OIHOPOIHOCTH MO MAcce %

2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

3 Loss on drying / IToTeps B 1.7% NMT 6.0 % / He 6onee 6,0 %

Macce MpH BEICYIIWBAHMH

6 | Dissolution / 79-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHHe He menee 70 % (Q) cennozunos uepes 120 Mun

7 | Uniformity of Dosage units / AV=53 The acceptability index forn=10 AV <LI.
OnHOPOAHOCTE J03UPOBAHHA 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;12=254.

[Mokazatens npuemnemoctd A n=10 AV <LI.

B cryqae, ecnu 3HaueHue AV mpessiwaer L1,
MPOBOJAT MCMbITaHKE Ha cremyromux 20 obpasuax.
s n=30 AV <LI. Bce 3Ha4eHHA Xi JOJHKHBI
YIOBJIETBOPAThH HEPABEHCTBY:

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

L1 =15,0;L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHOe onpeneneHue 14.05mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTtomeTpHs) Ot 12,15 1o 15,53 mr (ot 90,0 1o 115,0 %)

14,05Mmr/Tab CEHHO3UMOB B N€PECYETEe HA CEHHO3ML B B OJIHOI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwovenue: O0OBPEHO

HokymeHT nposepeH OKK:

Checked by QC In-Charge / zﬁ/g_}

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

e

Date /

! o¢o0%2008"
[ara:

Date /

[ara: 2-2-03.20265
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CEPTUOHUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485058

Batch Quantity / O0bem cepun:

5847packs / ynakoBok

AR No / Asasmrnuecknii oruer Ne : ARF/083/2025 Date of Analysis / lata anaansza: 21.03.2025

Date of Mfg / lata npoussoacrsa:  03/2025

Date of Expiry / I'ogen no:

02/2028

Analysis performed according ND / Anasins nposeaén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / [lokazaTens

Result / PesyabTaTh!

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
CopepxaHue
MeTminaparuapokcubensoara
(B2XX)

0.041mg/tab

0,04 1mr/Tab

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

10 | MICROBIAL LIMIT TEST/ Mukpo61oioruieckas 44cToTa

102) | Total Aerobic microbial count / 10
O61ee yHCI0 a3pOOHBIX
MHMKPOOPraHH3MOB

Not more than 10° cfu/ g / He Gosnee 10* /r

10b) | Total combined yeast and mould
count / Of1uee 4McIio <10
IJICCHEBBIX H IPOMKKEBBIX
rpubos

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

10¢) | Bile tolerant gram-negative
bacteria/ YcToituuBsle K
JNIEHCTBHIO HKeTun
rpamMoTpHLATENbHbIE DaKTepHH

Absent /OTcyTCTBYIOT

Not more than 10%/ g / He Gonee 107 /r

10d) | Staphylococcus aureus

Absent /OTCYyTCTBYIOT

Absentin 1 g/ OrcyrctBue B I r

10¢) | Escherichia coli

Absent /OTCYTCTBYIOT

Absentin 1 g/OrcytctBue B I r

100 | Salmonelia

Absent / OTcyTCcTBYIOT

Absent in 10 g / OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykr cootseTcTyeT TpebosaHusm HI

Conclusion : APPROVED /
3akmovenue: OJOEPEHO

Checked by QC In-Charge / - 0
HokymeHT npoeped OKK: .

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

Date /
[ara:

2-0% 10048

Date /

Dara: 2.2 03%. '2,025
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CEPTUO®HUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 4850358

Batch Quantity / O6bem cepuu:

5847packs / ynakoBox

AR No / AsaaaTuuecknii oraer Ne : ARF/083/2025

Date of Analysis / lara ananuza: 21.03.2025

Date of Mfg / lara npoussoacrea:  03/2025

Date of Expiry / I'ogen go:

02/2028

Analysis performed according ND / Ananu3s nposexén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ng Test / ITloka3aTeb

Result / PeaynpTaThl

Specification / Hopma

Package / YnakoBka
in a blister made of

GucTep M3 IIIEHKH
MOMMBUHMIIXJIOPHAHOH
-| (moaM3THIEHOBO#/

110 NPUMCHEHHIO.

Package / Ynakogka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [To 20 TabneTok B

MOMHBUHHITHAECHXTIOPHAHOMH) U
ATOMHHHEBOH doNbrH,
GIHMCTEPOB B KAPTOHHYIO MAuKy
C BIOXEHHeM 25 HHCTPYKIIMH

Package / Ynakosxka - 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. / TTo 20
TabJeToK B ONUCTEp U3 IUIEHKH TPeXCokHol
(MBX/TID/MIBAX) u amomuuueBoit ¢oabru. [To 2
1K 3 6IMcTepa BMECTE C MHCTPYKLMEH 10
NPUMEHEHHIO B KapToHHYIO nmauky. ITo 20 rabnerok
B ONIMCTED U3 TUIEHKH MOJHBHHUIXJIOPHIHOMH
(MOMM3THIIEHOBOH / MIOMMBUHUINACHXJIOPHIAHOH) U
amoOMUHKUEBOH donbry, no 25 6aucTepos B
KAPTOHHYIO MavKy C BIOMEHUEM 25 MHCTPYKIHH no
[IPUMEHEHHIO.

mo 25

12 Labeling / MapkupoBska According to ND /
B coorBetcTBuud ¢ H]
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu temneparype He
XpaHeHwus Boitre 25 °C.
14 Shelf life / Cpok roanocTu 3 years / 3 roja

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTeeTcTeyeT TpebosaHnam HI

Conclusion : APPROVED /
3aknwoyenue: OJOEPEHO

Checked by QC In-Charge / D~,9
HokymeHT nposepeH OKK: %ﬁ’ 3

Approved by QA In-Charge /
HokymenT onobpen OOK:

R

Date /

fara: 20 0% 2nAT

Date /

Hare: 22 ©2.2025

FMQC003-15-10
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