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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

lpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepus Ne :

485166

Batch Quantity / O0bem cepun:

5845packs / ynakoBok

AR No / Apanuruuecknii oruer Ne : ARF/250/2025

Date of Analysis / Jlara anannsa:

14.11.2025

Date of Mfg / lara npon3sojcrsa:

1172025

Date of Expiry / I'oaen jno:

10/2028

Analysis performed according ND / Ananan3 nposeaén no H/I: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PezyabTatbi

Specification / Hopma

MeTunnaparuipokcnbens3oar
(BDXX)

Ne
Test / MNMoxasartenn
1| Description / Onucanue Complies / CoorBetcTRyer 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. / [T1ockue kpyrabie TadneTky co
CKOLUGHHBIMH KPagMH OT KOPHTHEBOT'O 10 TCMHO-
KOPHYHEBOIO [IBEeTA C BKparnieHusMu. Ha omHoii
cTOpOHe TadNneTkH BblaasieHo cioso «CIPLAy, na
IPYTO#i - INHUS pasioma.
2 | Identification / [lopnumniocts
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OkpalBaHue aMMHa4yHOI0 PacTBOPa B KPACHBII
AHTPaxXWHOHOBBIE ITTHKO3MIbI
HBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercryer chromatogram of the sample solution should

corresponds to the retention time of the principle
peak in the chromatogram of the Methy!
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / Bpems
yICpPKUBAHHA OCHOBHOTO MHKA HA XpOMaTorpamme
MCITBITYEMOI'O PAacTBOPa JOJAHO COOTBETCTBORATH
BPEMEHH YIepAMBaHUE OCHOBHOTO MUKa Ha
XpOMarorpamMme CTaHAapTHOTO pacTBopa
METHINaparupokcudensoara (pasaen
«MeTunnaparuapoxkcudensoar).

(V%)

Average weight / Cpeansisi
macca

189.03mg / 189.03mr

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

Remarks : The Product conforms to ND/
MNpumeuarue: MNpogykr cootBeTcTayeT Tpebosarusmv HI

Conclusion : APPROVED /
3aknwyenune: OOOEPEHO

Checked by QC In-Charge / ‘_E £ Approved by QA In-Charge / / et
HokymeHT npoBepex OKK: ¢ HokymeHT ogobper OOK: e
Date/ g Date / o |t o

[fara: A5 o | Aata: - TR
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTUDUKAT AHAJIHM3A

Page 2 of 4/ Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg INpoayvkr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne : 485166 Batch Quantity / O6bem cepun:  5845packs / ynakosok

AR No / Anaantuuecknii oruer Ne : ARF/250/2025|Date of Analysis / /lata anaanza:  14.11.2025

Date of Mfg / Jlara nponzsoacrea:  11/2025 Date of Expiry / I'oaen jo: 10/2028

Analysis performed according ND / Auaan3s nposeaén no HJ/L: T N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

’ Result / Pe3yibTarsbl Specification / Hopma
el Test / [Tokaszarenn
4 | Uniformity of weight / Complies / CootseTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 e Gostee + 7.5
OIHOPOIHOCTB N0 Macce %
: 2/20 tablets NMT +15% / 2/20 ne 6onee + 15%
5 | Loss on drying / IloTeps B 1.9% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BBICYIHBAHUN
6 | Dissolution / 77-87% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenune He menee 70 % (Q) cennoznaos yepes 120 muu
7 | Uniformity of Dosage units / AV =57 The acceptability index forn= 10 AV < L1.
OAHOPOHOCTH JI03UPOBAHHS 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.
LI =150;1L2=250. .
[Tokaszatens npuemiaeMoctd wis n=10 AV < L1, |
B ciyuae, eciu 3HaueHne AV npesbiaet L1, '
MPOBOJAT MCIIBITAHME Ha craeaytomux 20 obpasuax. |
Ina n=30 AV < L1. Bce 3Ha4eHns Xi 1014 Hbl
VIOBJIETBOPATHL HEPABEHCTRY:
M-xi| 0,01 x L2 x M.
LI =150;L2=250
8 | Assay (Spectrophotometry) : From 12.15 to 15.53 mg (from 90.0 10 115.0 %) of
KonuuecTsenHoe onpejiesieHie 14.04mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexTpodoTomeTpus) Ot 12,15 1o 15,53 mr (o1 90,0 10 115.0 %)
14.04mr/1ab CEHHO3MIOB B MEPECYeTe Ha CEHHO3ML B B 01HOIH
Tabnerxe.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanwue: Mpoaykt cooTeeTcTByeT Tpebosarusm H | 3aknwouenue: ONOBEPEHO
; )
Checked by QC In-Charge / F£_ tox | Approved by QA In-Charge / QI ol
[okymeHT nposepeH OKK: i | DokymeHT opobpen OOK: I e =
|
Date / — | Date / :
para; )\-2005 - | fara: VA= 11 - 209 P o
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Cipla

CERTIFICATE OF ANALYSIS
» CEPTHD®HKAT AHAJIM3A

Page3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusnt Ne: 485166 Batch Quantity / Oowsem cepun:  5845packs / ynakosok
AR No / Ananurnuecknii oraer Ne : ARF/250/2025|Date of Analysis / Jlara anaqmza: 14.11.2025
11/2025 Date of Expiry / I'ogen ao: 10/2028

Date of Mfg / JlaTa npou3BoacTBa:

Analysis performed according ND / Ananuns nposeaén mo HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

o Test / [lokazaTenb

Result / PesyabsTarsi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepwxanue
MeTuInaparuipokcnbersoara
(BIXKX)

0.04 Img/tab

0,04 | mr/Tab

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

10 | MICROBIAL LIMIT TEST/ MukpoGnonoruyieckas 4ucToTa

10a) | Total Aerobic microbial count /
O6uiee uncno aspolbHbIX 50

MHKpPOOPraHu3mMoB

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

10b) | Total combined yeast and mould
count / OQuiee HUCno 10
TIIECHEBLIX U APOHIKEBLIX

rpubos

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiiuusbie K
JeHCTBHIO KENTUH

rpaMOTpHULATEIbHBIE ﬁax'mpn H

Absent /OTcyTCTBYIOT

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

10.d) | Staphylococcus aureus

Absent /OTcyTeTBYIOT

Absentin | g/ OrcytctBue B 1 1

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absent in | g/OtcytctBue B 1 1

10y | Salmonella

Absent / OTcyTeTBYIOT

Absentin 10 g /Orcyrcrue B 10 g

Remarks : The Product conforms to ND/
MNpumeuanue: MpogykT cooTeTcTByeT TpeboBaHuam HI

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge / i .
{9
8

Approved by QA In-Charge / ALY

[okymeHT npoeepeH OKK: [okymeHT ogobpeH OOK:
Date / — Date / <
.[laTa: | &4-.1\.ve L4 Nata: \ZS( Al l::‘ 24
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUO®HKAT AHAJIM3A

Page 4 0f4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Date of Mfg / Jlata npou3BojicTBAa:

Batch No / Cepun No: 485166 Batch Quantity / Oobem cepun:  5845packs / ynakoBok
AR No / Ananurnqecknii oruer Ne : ARF/250/2025|Date of Analysis / lata anannza:  14.11.2025
11/2025 Date of Expiry / I'ogen no: 10/2028

Analysis performed according ND / Auanau3 nposeaéu no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [Moka3zaTtennb

Result / PesynbTatni

Specification / Hopma

11 | Package / VnakoBka
in a blister made of

OaucTep M3 MAEHKH

(nonuaTuneHoBoii/

Mo NPUMEHEHUIO.

Package / Ynaxoska - 20 tablets

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

NOJIMBUHHIIXJIOPHIHO

[OJIMBHHUIUACHXAOPHIHOI) U
anOMUHUEBOH (onbru, no 25
6JIMCTepOB B KAPTOHHYHO MauKy
€ BIOYKEHHEM 25 HHCTPYKLHIi

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. / o 20
Tabnerok B ONMCTEP U3 IUIEHKH TPEXCIIOHHOT
(MBX/MI/TIBJAX) n amromuHueBoii doasru. Mo 2
unu 3 GnucTepa BMECTe C MHCTPYKLIMEH no
MpUMEHEHHIO B KapToHHYIO nauky. ITo 20 tabnetok
B O/IMCTED W3 MIEHKH NOJMBUHUIXTOPUIHOIN
(NONHITUNEHOBOIT / NONUBUHUIUIE HXJIOPHIHOM) 1
amomMuHHeBoi Gonbru, no 25 GnucTepos B
KapTOHHYIO NMauKy ¢ BIOKEHHUEM 25 MHCTPYKUHI no
NPHUMEHEHHIO.

12 Labeling / Mapkupogka According to ND /

B coorsetctenu ¢ HJ1

13 Storage conditions / YcnoBus

XPaHEeHHA Bbite 25 °C.

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

14 Shelf life / Cpox roaHocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTBeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknwouenue: OQOBEPEHO

Checked by QC In-Charge / -ﬁ-u

[okymeHnT nposepex OKK:

Approved by QA In-Charge /
HokymeHT ogobpen OOK: @

Date /

PIRIR P e
Data:

| Date /

Jata: W - ans
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