Cipla

) CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A
- Page 1 of 4/ Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485045

Batch Quantity / O6nbem cepun:  5844packs / ynakosok

AR No / AnanaTudecknii oruer Ne : ARF/067/2025 | Date of Analysis / lata anannsa: 05.03.2025

Date of Mfg / lata npou3BojacTBa:

02/2025 Date of Expiry / Tonen no: 01/2028

Analysis performed according ND / Anaaus niposeaén no H: I N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma
Test / [lokazaTeib
1 | Description / Onucanue Complies / CootBercTByeT 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 KpyTisie TabneTKH O
CKOLIEHHBIMH KPasgMHU OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO 1IBETA C BKparuteEHamu. Ha oaxoit
cTopoHe TabneTku BeiAaBaeHo c1oso «CIPLAY, Ha
Jpyroif - THHUSA pasioMa.
2 | Identification / IToanuHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T — CootseTcTByeT S;;amnsaﬂne aMMHAYHOTO PacTsOpa B KDacHbIi
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle pea.;k in the
(HPLC)/ CoOTBETCTBYET chromatogram of the sample solution should

MeTHImaparHAPOKCUBEH30AT
(BOXX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methy!
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepKUBaHIA OCHOBHOTO MMKA Ha XPOMaTOrpaMme
HCIMBITYEMOTO PACTBOPA I0JUKHO COOTBETCTBOBATH
BpeMeHH YAePKHBAHHA OCHOBHOI'O NUKA Ha
XpOMaTorpaMMe CTaRAapTHOIO PacTBopa
MeTHInaparuapokcubensoata (pasmen
«MeTHInaparuApoKcHGeH30aT).

3 | Average weight/ Cpennss 188.68mg / 188,68mr 189.99 mg +7.5% / 189,99 mr=7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: MpogyKT COOTBETCTBYET Tpebosanmnam HI | 3akntoueHue: OOOBPEHO

Checked by QC In-Charge /
[okymeHT nposeper OKK:

= Approved by QA In-Charge /
O,J"-J [okymeHt ofobpeH OOK: &

Date /
[ara:

0S.00 2008

Date / 07'05-7/02_-5
[ara:

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
" CEPTUOUKAT AHAJIU3A

Page2 of4/Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepua Ne: 485045

Batch Quantity / O6bem cepuu:

5844packs / ynakosok

AR No / Anaaatuueckuii oruer Ne : ARF/067/2025|Date of Analysis / laTa anann3za: 05.03.2025

Date of Mfg / llata nponssoacrea:  02/2025

Date of Expiry / I'ogen go:

01/2028

Analysis performed according ND / Ananus nposeaén mo HJI: I N613745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / [lokazaTens

Ne Result / PesynbTaThl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTE TI0 Macce

Complies / CooTBeTcTByeT

18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7,5
%
2/20 tablets NMT £15% / 2/20 He Gonee + 15%

OaHOPOAHOCTE A03HPOBAHHUS

5 | Loss on drying / IToteps B 2.0% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BbICYLIHBAHUHA
6 | Dissolution / 78-97% NLT 70 % (Q) of sennosides in 120 minutes
PacteopeHue He menee 70 % (Q) cenHosunor wepes 120 MuH
7 | Uniformity of Dosage units / AV =356 The acceptability index forn=10 AV <LI.

In the case where the value of AV exceeds L1, a
testis carried out on'the following 20 samples. For
n=30 i

AV = L1. All values of xi must satisfy the
inequality:

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

L1=15.0;L2=25.0,

[Toxazarens nmpuemnemoctu g n=10 AV <LI.

B cnyuae, ecnu 3Hauenne AV npesbimaer L1,
TPOBOAT MCABITAHHE Ha cneayromux 20 oOpasuax.
Jinan=30 AV <L1. Bce 3nageHMs Xi JOJKHBI
YJOBIETBOPATH HEPABEHCTBY:

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

LI =15,0;1.2=250.

8 | Assay (Spectrophotometry)
Konnuecrsennoe onpeneieHne
(CnekrpodoromeTpiis)

13.99mg/tab /

13,99mr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3HJIOB B TNiepecueTe Ha ceHHo3uA B B ogHoil
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykr cooTeeTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoyenue: OOOBPEHO

Checked by QC In-Charge /
OokymeHT nposeper OKK: 'ﬂlt“‘o

Approved by QA In-Charge /
HokymeHT ofo6peH OOK:

g

Date /

precp OS 00 2038"

Date /

0703 . 2025
HaTta:

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUDOHUKAT AHAJTH3A
' Page 3 of 4/ Ctp. 3 m3 4
Product: SENADE TABLETS 13,5 mg Hponykr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepusi Ne: 485045 Batch Quantity / O6sem cepun:  5844packs / ymakoBok
- |AR No / ApanuTnuecknii oruer Ne : ARF/067/2025 |Date of Analysis / lara apannza: 05.03.2025
Date of Mfg / [lara npousBoacrea:  02/2025 Date of Expiry / I'onen go: 01/2028

Analysis performed according ND / Amanns nposenén no H/: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / PesyabTaThi Specification / Hopma
Test / TlokasaTenn ‘
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 g0 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copeprxanue v
METHIIAParuIpoKcHGen3oara 0.042Mr/1a6
(BXKX) '

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruaeckas 4icToTa

108) | Total Aerobic microbial count / 20
O6mee yucno aspobHbIX Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPIaHHU3MOB
10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / O6mee gucno <10 .
IJIECHEBBIX U JPOMIKEBBIX
rpuboB
10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 10°/ g/ He Gomee 10° /1
bacteria/ Ycroiauseie K
NEeHCTBHIO XKEITIH
TPaMOTPHIATENTBHBIC OaKTepHH
10d) | Staphylococcus aureus Absent /OTcyTCTBYHOT Absentin 1 g/ OtcyrctBUEe B 1 T
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin 1 g/ OrcyrerBue B 1 T
101) | Salmonella Absent / OTcyTcTBYIOT Absentin 10 g / OrcyrctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumevanue: Mpofykr cooteetcTayeT Tpebosanuam HI | 3aknwyenune: OOOBEPEHO
Checked by QC In-Charge / e Approved by QA In-Charge / &
[okymeHT npoeeped OKK: e LokymeHT ogobpeH OOK: %//
Date/ _ _ — ' Date / — |
[lata; ©5 ©3205% [ata: 01-0%.2025

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUDHKAT AHAJTM3A

Page 4 of 4/ C1p. 4 3 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485045

Batch Quantity / O6bem cepnn:

5844packs / ynakoBok

‘|AR No / Auanurnuecknii oruer Ne : ARF/067/2025

Date of Analysis / lara anaumza: 05.03.2025

Date of Mfg / lata nponssogcrea:  02/2025

Date of Expiry / I'ogen no:

01/2028

Analysis performed according ND / Anasmns nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / [TokasaTeab

Result / PesynbTaTh!

Specification / Hopma

11 | Package / YmakoBka
in a blister made of

6J'!HCT€p H3 IICHKH

(TOAMATHIEHOBO#M/

o NpUMEHEHHIO.

Package / Ynakogrxka - 20 tablets

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

MONTMBAHKIXIOPUIHON |

MIONMUBHHATHAEHXIOPHAHOM) U
amomuHHeBoll Gonsry, no 25
ONHCTEPOB B KAPTOHHYIO IAYKY
C BIOKEHHEM 25 HHCTPYKIHI

Package / Yiakogka - 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
TabneTox B OIMCTEp U3 MIIEHKH TPEXCIOoMHOM
(MBX/IID/MIBAX) 1 amoMuHHeBoii ¢onbru. 1o 2
WM 3 6rucTepa BMECTe ¢ HHCTPYKIHEH 110
IPUMEHEHHIO B KapTOHHYIO nadky. ITo 20 Tabnerox
B BamcTep W3 MICHKY NOTHBHHIITXIOPHIHON
(mONMUATHIICHOBOI / TOTMBUHWINAEHXIOPUIHOM) 1
amoMuHUeBoi (onbry, no 25 6iucTepos B
KapTOHHYIO NadKy C BIOYKEHHEM 25 MHCTPYKIIHH M0
[PUMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /
B cootBetcTBHE ¢ H]|
13 Storage conditions / YcnoBus In a dry place, at temperature below 25 °C. / B cyxom MecTe IIpH TEMIIEpPATYPE HE
XpaHEeHH: Beime 25 °C.
14 Shelf life / Cpok rogHoCTH 3 years /3 rozma

Remarks : The Product conforms to ND/
Mpumeyanwme: MNpoaykT cooTeeTcTRYET Tpebosanuam HO

Conclusion : APPROVED /
3akmoyenue: O0OBEPEHO

Checked by QC In-Charge / QZUJ

DoxymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT opobper OOK:

s

Date /

[ara: oY 02 201X

Date /

s - “
e 702 2025

FMQC003-15-10
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