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S CERTIFICATE OF ANALYSIS
= CEPTHOUKAT AHAJIH3A

Page1of4/Ctp. 1134

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepun Ne : 485149

Batch Quantity / O6bem cepun:

5845packs / ynakoBok

AR No / Apanuruuecknii oruer Ne : ARF/227/2025|Date of Analysis / lata anasinza: 23.10.2025

Date of Mfg / lata upoussoacrea:  10/2025

Date of Expiry / I'ogen ao:

09/2028

Analysis performed according ND / Ananu3 nposenén mo HJI: TI N013745/01-180522, amend No. 1 dated

09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

No st !
© .~ Test/Iloka3aTennb

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Otiucanue

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. / [nockue kpyribie TabNeTKH CO
CKOLIEHHBIMH KPasiMH OT KOPUYHEBOTO 10 TEMHO-
KOPUYHEBOro LBeTa ¢ BKparmenusmu. Ha oxnoii
cropoxe TabneTku BeigasneHo cioBo «CIPLA», Ha
JIpYro# - THHHA pa3aoMa.

2 Identification / [NoaHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorsercTByeT OkpaluyuBaHHe aMMHAaYHOTO PacTBOpPa B KpacHbIi
AHTPaXHHOHOBbIE TJIMKO3HIbI BT
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y CooTBeTcTBYeT chromatogram of the sample solution should
MeTunnaparuapokcubes3oar corresponds to the retention time of the principle
(BDXAX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEpKHUBAHHA OCHOBHOT'O THKA HA XPOMATorpamMme
MCMBITYEMOI0 PACTBOPA A0JKHO COOTBETCTBOBATE
BpEeMEHH yIepIKUBAHWA OCHOBHOTO ITHKA Ha
XpoMaTorpaMmMe CTaHIapTHOrO PacTBOpa
MeTwInaparuapokcubensoara (pasaen
«MeTunnapariapokcubeH30aT).

3 | Average weight / Cpennss
macca

191.00mg / 191,00mr

189.99 mg £7.5% / 189,99 mMr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
3aknwoyeHue: OQOBEPEHO

Mpumeuanue: MNpoaykT cootBeTcTBYeT TpeboBaruam HI

Checked by QC In-Charge / £
[okymeHT npoBepeH OKK: 53;&/ 7

Approved by QA In-Charge /
[okymeHT ogobpeHr OOK:

Zé@,:m{ _.
e

Date /

23 10, x"
Oata: 3

Date /

[ara: oIiAeanas
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Page2 of 4 /Crp.2 u3 4

" [Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE TABJIETKH 13,5 mr

{Batch No / Cepusi Ne: 485149

Batch Quantity / O0bem cepun:

5845packs / ynakoBok

AR No / Apanurnuecknii oruer No : ARF/227/20"5

Date of Analysis / Jlata anammza: 23.10.2025

Date of Mfg / llata npounssoacrsa:  10/2025

Date of Expiry / 'ogen no:

09/2028

“tAnalysis performed according ND / Anaan3 npjosenén no HJI: IT N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesyabTaTn Specification / Hopma

» Test / okazaTens 7:

4 | Uniformity of weight / Complies / CooTBeTcTByET 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7.5
OaHOpOAHOCTE MO Macce %

2/20 tablets NMT +15% / 2/20 ue Gonee + 15%

5 | Loss on drying / IToteps B . 2.1% NMT 6.0 % / He Gonee 6,0 %

Macce NpH BbICYLUHBAHHH .,f;_

6 | Dissolution / 78-85% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) censozunos qepes 120 MuH

7 | Uniformity of Dosage units / T AV =6.0 The acceptability index forn=10 AV <LI.
OnHOpOAHOCTD 103HpPOBaHHS 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:

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

L1=15.0;L2 = 25.0.

[Moxa3zatens npuemnemoctd misi n=10 AV <L1.

B ciyqae, ecnu 3Havenue AV npesbiiaer L1,
MPOBOJAT UCTbITAHKE HA cnenytoux 20 obpasuax.
Jna n=30 AV < L1. Bce 3Hauenus Xi J0TKHBI
YAOBJIETBOPATL HEPABEHCTBY:

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

L1 =130 L.2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonudecteenHoe onpenenexue 14.06mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoromeTpus) Ot 12,15 no 15,53 mr (or 90,0 no 115,0 %)

14,06Mr/726 CEHHO3HIOB B NiepecueTe Ha CeHHo3ua B B onHOi
Tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanume: Mpoaykr coorBeTcTByeT Tpebosarusm HI

3axknwyernue: OJOEPEHO

Checked by QC In-Charge / ] Approved by QA In-Charge / )
NokymeHT npoBepeH OKK: %yf;w [okymeHT ogobpeH OOK: W,,
Date / — Date /

[Jara: Z&-vo- ol [ara: &% A0~ ALY
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Page3of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAI[E®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485149

Batch Quantity / Oobem cepuu:

5845packs / ynakoBok

AR No / Ananurnuecknii oruer Ne : ARF/227/2025|Date of Analysis / laTa ananmsa:  23.10.2025

Date of Mfg / lara npoussoacrea:  10/2025

Date of Expiry / T'open no:

09/2028

Analysis performed according ND / Ananu3 nposeén no HJI: IT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / llokasaTenn

Result / Pesyabratsl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
Mermnaparunpoxcuﬁemoam
(BIXKX)

0.040mg/tab

0,040mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuosoruueckas YHCTOTa

10a) | Total Aerobic microbial count /

O0uee yHcno adpoOHBIX . 20
MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / Obuiee yucso
TTECHEBBIX W IPOFKKEBBIX

rpuboB

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiiyusbie K
JeHCTBUIO JKeTuYH

rpaMoTpHLATE/IbHbIC DaKTEpUH

Absent /OTcyTCcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTCcTBYIOT

Absentin 1 g/ OtcytctBUe B | T

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin I g/ OrcytrctBHe B I T

100) | Salmonella

Absent / OTCyTCTBYIOT

Absentin 10 g /OtcyrctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr coorseTcTayeT TpebosaHuam HO

Conclusion : APPROVED /
3aknwyenue: OQOEPEHO

Checked by QC In-Charge / %[ [
i

Approved by QA In-Charge / g o

DokymeHT nposepeH OKK: [HokymeHT ogobpeH OOK: /
Do e e DT e

FMQCO003-15-10
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Cipla

~ CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHANAE", TABJIETKM 13,5 mr

Batch No / Cepun Ne: 485149

Batch Quantity / O6nem cepun:

5845packs / ynakoBoxk

AR No / Ananuruuecknii oruer Ne : ARF/227/2025|Date of Analysis / lara anannza: 23.10.2025

Date of Mfg / lara npon3eoacrea:  10/2025

Date of Expiry / Togen no:

09/2028

Analysis performed according ND / Ananu3 nposeaén no H/: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uam. Ne 1 ot 09.07.2024

Test / INoka3zaTe/b

Result / PeaynabTaTh

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

6mucTep U3 NIEHKH

(MOJMITHIEHOBOH/

MO MPUMEHEHUIO.

Package / Ynakoska - 20 tablets

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

MOMMBHHUITXJIOPHIHO I

MOJIMBUHUIIHAECHXIOPUIHOMA) U
amoMuHHEBOH (obru, no 25
OJIMCTEPOB B KAPTOHHYH) NAYKY
C BJIOJKEHHEM 25 HHCTPYKUMH

Package / YnakoBka - 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 6IMCTEP U3 MIIEHKH TPEXCIOHHOM
(MIBX/TID/MBIOX) u amroMunneBoit donsru. [To 2
wiK 3 Gnucrepa BMecTe ¢ HHCTPYKIIHME 1o
NPUMEHEHHIO B KapToHHY10 nayky. [To 20 tabnerox
B GIHMCTED M3 MIIEHKH NOJTHBHHHUIXITOPHIIHO#M
(NOJIM3TUIIEHOBOI / NONTMBUHUIMAEHXIOPHIHOM) U
anmMHUHHEBOH (obri, o 25 GIHCTEpoB B
KapTOHHYIO MayKy ¢ BIOKEHHEeM 25 UHCTPYKUMIi o
NPUMEHEHHIO.

12 Labeling / Mapkupoeka According to ND /

B coorBeTcTBUMM ¢ H]]

13 | Storage conditions / Ycnosus

XpaHeHus Boile 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecTe np#u TeMNepartype He

14 | Shelf life / Cpok rogHOCTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanme: MNpoaykr cooTeeTcTBYeT TpebosaHunam HO

Conclusion : APPROVED /
3aknwouenune: OQOEPEHO

Checked by QC In-Charge / Approved by QA In-Charge / \Co®
HokymeHT npoeepeH OKK: -‘:ﬁ/t"’o HokymeHT onobpexH OOK: A
Date / - Date / )

fata: £3-'9 1vOorx peimens 23N0 202 Y
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