Cipla

CERTIFICATE OF ANALYSIS

b

CEPTHPHKAT AHAJIHU3A

-

Pagel of4 /Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHA,I];E@, TABJETKHA 13,5 mr

Batch No / Cepust No: 485131

Batch Quantity / O6bem cepun:

5849packs / ynaxesox

|AR No / Anaantuuecknii oraer Ne : ARF/205/2025|Date of Analysis / lata anaanza: 03.10.2025

Date of Mfg / laTa npoussoncrea:  09/2025

Date of Expiry / I'oaen no:

08/2028

Analysis performed according ND / Ananuz nposenén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Moxka3arenn

Result / PesyabTaTts!

Specification / Hopma

1 Description / Onucanue

Complies / CooTseTtcTBYeT

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 kpyrisie TabneTku co
CKOLIEHHBIMH KPafMH OT KOPHYHEBOT'O 10 TEMHO-
KOPUYHEBOrO [BETA C BKpaIUieHUAMM. Ha onuoii
CTOpOHe TabneTk BoiaBneHo cioso «CIPLAy, Ha
APYTOii - NHHKA pasioma.

2 Identification / [ToanuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTRYET OkpalurBasie aMMHAYHOTO PAacTBOPA B KPacHblii
AHTPaXHHOHOBbIE TTTHKO3U/IBI B
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
Merunnaparuapokcufersoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewms
YAEpAHUBAHUS OCHOBHOTO MMKA HA XpOMaTorpamme
MCHBITYEMOTO PacTBOPa AOJKHO COOTBETCTBOBATE
BPEMEHH Y/IEP)KHBAHHSA OCHOBHOI'O MHKA HA
XpOMAaTOrpaMme CTaHIAPTHOTO PAcTBOpa
MeTHinaparuiapokcudensoara (pasnen
«MeTunnaparuapokcubensoar).

3 | Average weight / Cpennss
macca

187.19mg / 187, 19mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteeTcTeyeT TpeboBaHusm HJ

Conclusion : APPROVED /
3aknwyeHue: OQOBPEHO

Checked by QC In-Charge / .
LokymenT nposeper OKK: &= €

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

fayees

Date /

fata: O30 2o) <

Date /

[Hara: 03 \0 2o

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS

-

CEPTHO®UKAT AHAJIM3A

Cipla

Page2 of 4/Crp.2 u3 4

'Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHA,I[E®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 485131

Batch Quantity / O6bem cepun:  5849packs / ynakosox

1AR No / Ananuradeckuii oruer Ne : ARF/205/2025

Date of Analysis / lara anannsza: 03.10.2025

Date of Mfg / laTa nponsBoacrsa:  09/2025 Date of Expiry / I'oaen no: 08/2028

Analysis performed according ND / Anann3 nposeaén mo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / Hokazarens

Result / PesyasTaTsl Specification / Hopma

4 | Uniformity of weight /
OJIHO[JO,I[HOCTB no macce

Complies / CooTreTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7.5

%

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

5 | Loss on drying / TloTeps B 2.1% NMT 6.0 % / He Gonee 6.0 %
Macce NpH BbICYITHBAHWH
4] Dissolution / 78-88% NLT 70 % (Q) of sennosides in 120 minutes

PactBopetue

He menee 70 % (Q) cenno3znnos yepes 120 muu

7 | Uniformity of Dosage units /
OHOPOAHOCTH 103MPOBAHUA

AV =39 The acceptability index forn=10 AV <L]1.

n=30

inequality:
[M-xi| < 0,01 x L2 x M.
L1 =15.0; L2=25.0.

YIOBJETBOPATH HEPABEHCTRY:
[M-xi| < 0,01 x L2 x M.
L1=15,0; 12 =250,

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For

AV = L1. All values of xi must satisfy the

ITokasaTenb npuemaemocty st n=10 AV < L1.

B ciyuqae, eciim 3HaueHne AV npesbimaet L1,
NPOBOMAT HCMbITAHHE Ha cleaytolux 20 odpasiax.
Jlia n=30 AV <L1. Bce 3HaueHus Xi 10/KHBI

8 | Assay (Spectrophotometry)
Konuuecteentoe onpeneneHue
(CnextpooTomerpuist)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

13.97mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 o 115,0 %)

13.97Mr/Ta6 CEHHO3HMJIOB B IlepecyeTe Ha ceHHo3ul B B oo
TabneTke.

Remarks ' The Product conforms to ND/
Mpumeyanue: MNMpoaykr coorTeeTcTayeT Tpebosanuam HA | 3aknroyeHue: OQOBPEHO

Conclusion : APPROVED /

Checked by QC In-Charge / = RO Approved by QA In-Charge /

HokymeHT npoeeper OKK: pAL HokymeHT ogobper OOK: W
Date / : Date /

fexe | O 0 1olieag” Nara: 0210 2005

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pwvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOUKAT AHAJIM3A

Page3 of 4/ Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepnsa Ne: 485131 Batch Quantity / Oosem cepan:  5849packs / ynakosox

AR No / Ananntrueckuii oruer No : ARF/205/2025|Date of Analysis / lara ananuza: 03.10.2025

Date of Mfg / laTa npounssoacrea:  09/2025 Date of Expiry / l'oaen no: 08/2028

Analysis performed according ND / Ananu3s npoeaén no H/I: T N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 or 09.07.2024

Result / Peayibtars Specification / Hopma
Ng Test / MokaszaTens
9 | Content of Methyl 0.040mg/tab 0.028 - 0.056 mg/tab. / O1 0,028 1o 0,056 mr/Tab.
parahydroxybenzoate(HPL.C)/
Conepxanue -
MeTunaparuapokcubensoaTa 0.040Mr/Ta6
(BIXKX) ’

10 | MICROBIAL LIMIT TEST/ Mukpo6uosioruyeckas 4ucTora

10a) | Total Aerobic microbial count /
Obuiee uncao azpobHbIX <10 Not more than 10" cfu/ g / He 6onee 10* /r

MHKPOOPrairn3imMoB

10b) | Total combined yeast and mould Not more than 10 c¢fu/ g /He 6onee 107 /r
count / Ob1ee yucno <10
TUICCHEBLIX W [IPOFKIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OtcyTteTBYIOT Not more than 10° / g / He 6onee 10% /r
bacteria/ Y croitunsbie K
NeHCTBUIO JKENUH
rpaMoTpHUaTenbHble BaKTepuu

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 ¢/ OrcytctBHE B 1 T
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin | g/ OtcyrcrBue B 1 ¢
10) | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / OrcyrctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyanue: MNpoaykr cooteeTcTByeT TpebosaHusm H | 3aknwueHue: O0OBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /

[oxymeHT nposepeH OKK: 'bﬁb_a HokymeHT ogobper OOK: ﬂa}%
Date / - / Date /

flara: © 2. 10301 fara: 0210 2025

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Paged of 4 /Crp. 4 3 4

Product: SENADE TABLETS 13,5 mg

IIpoaykr: CEHAI[E®, TABJETKH 13,5 mr

|Batch No / Cepus Ne :

485131

Batch Quantity / O6bem cepun:

5849packs / ynakosoxr

AR No / Ananuruueckuii oruer Ne : ARF/205/2025

Date of Analysis / lata ananuza: 03.10.2025

Date of Mfe / laTa npou3Boacrsa:

09/2025

Date of Expiry / I'ogen go:

08/2028

Analysis performed according ND / Ananu3 nposenén nmo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, u3m. Ne 1 or 09.07.2024

Result / PesynbTaThi Specification / Hopma

NQ Test / [lokaszaTenb

11 | Package / ¥nakoska Package / Ynakoska - 20 tablets {Package / Ynakoeka - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  [carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / [To 20 TabneToxk B 25 patient information leaflets in a carton. / ITo 20
onucTep U3 MIIEHKH TabneTok B O1MCTEpP M3 NIEHKH TPEXCIIOHHOMH
MOJHBHHUIXIOPHIHOH (IMMBX/TID/MBAX) u amomuHueroii ¢roneru. IMo 2
(Monu3TUIIeHOBOH/ WK 3 GaMcTepa BMECTe ¢ MHCTPYKUMET Mo
MOJUBUHMINAEHXIOPUIHOMN) H | MPUMEHEHHIO B KapToHHYi0 nat4ky. [To 20 Tabnetok
amoMHUHUEBOH (ONBrH, Mo 25 B O/IMCTep M3 IUIEHKH MOJHBHHHIIXJIOPUIAHOM
OTHCTEPOB B KAPTOHHYIO NMauky |(MOMUITHIEHOBOMH / MONMBUHHIMIEH XJIOPHIHOI) 1
C BJIOKEHHEM 25 HHCTPYKLIHit amoMuHHeBoi (onbru, no 25 GnaucTepos B
MO NPUMEHEHHIO. KapTOHHYIO Na4Ky C BIOKEHUEM 25 HHCTPYKUHKIA 10

ﬂpHMCHCHMK).

12 Labeling / MapkupoBka According to ND /
B cootBercTBun ¢ HJI

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu TeMneparype He

XpaHeHus! Boite 25 °C.
14 | Shelf life / Cpok ronsoctu 3 years/ 3 roga

Remarks : The Product conforms to ND/
Mpumeyanume: MpoaykT cooTeeTcTByEeT TpebosarHuam HO

Conclusion : APPROVED /
3aknwouyenue: OJOEPEHO

Checked by QC In-Charge / .
DokymeHT nposeper OKK: -E—‘;(:va

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

S

Date /

Jara: o &- 10" Yors”

Date /

Jata: 0%\ e s

FMQCO003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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