Cipla

X CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Nz : 484166

Batch Quantity / O6nem cepuu: 5848packs / ynakoBok

AR No / Ananutuueckuii oruer Ne: ARF/267/2024 |Date of Analysis / Jata anannza: 30.12.2024

Date of Mfg / JaTa npouzBoacrea:  12/2024 Date of Expiry / I'ogen no: 11/2027

09.07.2024 / TI N013745/01-180522, usm.

Analysis performed according ND / Ananes nposeaén no HJI: TT N013745/01-180522, amend No. 1 dated

Ne 1 or 09.07.2024

No

Test / INoka3zaTenn

Result / Pesynbtarsi Specification / Hopma

1 | Description / Onucanme Complies / CooTsercTBYeT 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 Kpyrisie TabneTku co
CKOLICHHBIMH KPAAMHU OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTrO LBeTa ¢ BKparienuaMu, Ha omHoi
cropoHe TabieTku BoiaassieHo cinoBo «CIPLAY, Ha
ApYroit - TMHUA pazioma.

2 Identification / ITouITHHHOCTh

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
) CooTBeTcTBYET OxpamuBanye aMMHAYHOTO pacTBOpa B KPACHBIil
AHTPaXHHOHOBbIE MTHKO3HIBI S .
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoortBeTcTBYET chromatogram of the sample solution should
Mertunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XX)

peak in the chromatogram of the Methy!
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIEpKHBaHHA OCHOBHOTO MMMKA HA XPOMATOrPamMmMe
HCIBITYEMOI'0 PacTBOpa JIODKHO COOTBETCTBOBATh
BPEMEHH Y/IEPHKNUBAHUA OCHOBHOIO NMUKA HA

‘| XpoMaTorpaMmMe CTaHIapTHOTO pacTBopa
MeTHInaparuapokcubensoata (pasaen
«MeTtunnaparuapokeunbensoar).

Average weight / Cpennss
macca

(V8]

191.25mg / 191,25mr 189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Npumeyanue: Mpoaykr coorsetctayeT Tpebosanusm HA | 3akntovenue: OOOGPEHO

Conclusion : APPROVED /

Checked by QC In-Charge / 2 g
JokymeHT nposepeH OKK: 7:£L’j

Approved by QA In-Charge / "
OokymeHT onobper OOK: gp}

Date /
ﬂaTa: 30'\1"2.GQ.—‘T

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
: CEPTHOHUKAT AHAJIU3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoxykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 434166

" |Batch Quantity / OGnem cepun:

5848packs / ynakosox

AR No / Auanurnyecknii orger Ne: ARF/267/2024|Date of Analysis / laTa anannaa: 30.12.2024

Date of Mfg / Jara npoussojcrsa:  12/2024

Date of Expiry / I'oaen jo:

11/2027

Analysis performed according ND / Anaau3 nposenén no HII: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesynbTaTsi

Test / IlokazaTens

Specification / Hopma

4 | Uniformity of weight /
OAHOPOAHOCTS 110 Macce

Complies / CooTBeTcTBYET

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

5 | Loss ondrying / [Toteps B 2.3% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BBICYMIHBAHUH
6 | Dissolution/ 79-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennoznnos yepes 120 mun
7 | Uniformity of Dosage units / AV =350 The acceptability index forn =10 AV <L1.

OI[HOPO,B,H()CT}: JAO3HPOBaHMs

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| < 0,0 x L2 x M.

L1=15.0; L2=25.0.

ITokasatens npuemaemocTH s n=10 AV < L1.

B cnyuae, ecnu 3HaueHne AV npesbiuaer L1,
MPOBOJAT MCMIBITAHHE Ha cieaytomux 20 obpasuax.
Insn=30 AV <L1. Bce 3HaueHns Xi JOKHBL
yIOBIETBOPATE HEPABEHCTBY:

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

Ll = 15,0;1.2=25.0.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE onpeniencHue
(CrniextpodoTomeTpus)

13.88mg/tab /

13,88mr/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 00 15,53 mr (o1 90,0 10 115,0 %)
CEHHO3M/IOB B TIEPECUETE HAa CEHHO3UA B B 01HOI
TabneTke.

Remarks : The Product conforms to ND/
MNpumeyanume: MpoaykT cooteeTcTayeT TpebosarHuam H

Conclusion : APPROVED /
3akntovyenue: OQOBPEHO

Checked by QC In-Charge / 0 o _p
[okymeHT nposepeH OKK: gj}

Approved by QA In-Charge / ] \oP
[okymeHT opobpeH OOK: ﬁa),/

Date /

0-1L. 201
[aTta: 5 -

Date /

[Jarta: 2012 2604

FMQCO003:15-10

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

CERTIFICATE OF ANALYSIS

* CEPTU®HUKAT AHAJIM3A

Page3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepus Ne: 484166

Batch Guantity / OFnem cepuu:

5848pécks / ynakoBox

AR No / Asanuruueckuii oraer Ne: ARF/267/2024

Date of Analysis / larta anammza: 30.12.2024

Date of Mfg / JaTa npoussogcrea:  12/2024

Date of Expiry / I'oxen 1o:

11/2027

Analysis performed according ND / Anajnz nposexén o HJI: IT N013745/01-180522, amend No. 1 dated
09.67.2024 / I1 N013745/01-180522, n3am. Ne 1 ot 09.07.2024

Ne Result / Pe3ysibTaThi Specification / Hopma
Test / IlokasaTenn
9 | Content of Methyl 0.044mg/tab 0.028 —0.056 mg/tab. / Ot 0,028 10 0,056 Mr/Tab.

parahydroxybenzoate(HPLC)/
Copepxanue
MeTHINMaparuapoxkcubenzoara 0,044wmr/Tab
(B2XKX)

10 | MICROBIAL LIMIT TEST/ Mukpodunosioraueckas 9ucToTa

102) | Total Aerobic microbial count / 40
Obwee yueso a’apodHbIX Not more than 10* ¢fu/ g / He Gonee 10° /r
MHUKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / O61mee gucIo <10
TUIECHEBBIX W IPOYIKEBBIX %
rpudos &

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10° / g / He 6onee 10% /r
bacteria/ ¥YcToifuuBbie k
JEHCTBUIO JKeTIH
rpaMoTpHLATETbHBIE GaKTepHn

10d) | Staphylococcus aureus Absent /OtcyTcTBYROT Absentin | g/ OrcytcTBHe B | I

10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentinl g/OrcyrctBue B 1 ¢

100 | Salmonella Absent / OrcyTteTBytor ‘| Absent in 10 g / Otcytetne 8 10 g

Remarks : The Product conforms to ND/
Mpumeyanne: MNpoaykr cootBeTCTBYET TPEGOBaHUAM H

Conclusion : APPROVED /
3akntovenue: OOOBPEHO

Checked by QC In-Charge / ;s
[okymeHT nposeper OKK: -aj:-/t :

Approved by QA In-Charge / 7 VP
HokymeHT ono6peH OOK: /,_

™

Date /

Qata: 50" \2-20>Y

Date /

Lata: 302 2024

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
CEPTHOHKAT AHAJIV3A

Page 4 of 4/ Crp. 43 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHA,I{E@,_TAEJIETKH 13,5 mr

Batch No / Cepus Ne :

484166

Batch Quantity / O6bem cepun:

5848packs / ynaxoéou

AR No / Asanntuueckuii oruer Ne: ARF/267/2024

Date of Analysis / lara anannza: 30.12.2024

Date of Mfg / JlaTa npoussoacTea:

12/2024

Date of Expiry / I'ogen jo:

11/2027

Analysis performed according ND / Ananus nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne

Test / okazateb

Result / PesyabTaThi

Specification / Hopma

11

Package / YnakoBka

Package / Ymakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / 1o 20 TaGneTok B
GmcTep M3 MIEHKH
TTONMHBHHUIXIOPHIHON
(monuaTHNEHOBON/
MOJMBHHIIHAEHXTIOPHIHO#) 1
amoMHHEEBOIT Goibry, mo 25
GIHCTEPOB B KAPTOHHYIO NMAUKY
C BIIOYKEHHEM 25 HHCTPYKUMH
0 NPUMEHEHHIO.

Package / Ynakoska - 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 GIHCTEP M3 MIEHKH TPeXCIoMHOl
(MBX/TIDMIBOX) u amoMuHeesoi gorsri. 1o 2
w3 bnucTepa BMeCTe ¢ MHCTPYKLHEH o
MPHMEHEHHIO B KapTOHHYHO nadky. [To 20 tabierok
B GmcTep U3 MICHKH NOTHBHHUIXIOPHIHOM
(MOMM3ITUNEHOBOI / MOMHBHHUITHACHXIOPHIHOH) U
AMOMHHUEBOH (oNBrY, o 25 GIHUCTEpPOB B
KapTOHHYIO MUKy C BIOKEHUEM 25 HHCTpYKUuii 1o
MPHMEHE HHIOw

12 Labeling / Mapkupogka According to ND /
B coorsetcTBHE ¢ H]
13 Storage conditions / Yciosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temnepatype He
XpaHeHHs Boiwe 25 °C.
14 Shelf life / Cpok rogHocti 3 years/ 3 rona

Remarks : The Product conforms to ND/
MNpumevanue: MNpoaykT cooTaeTcTayeT TpebosaHuam HO

Conclusion : APPROVED /
3aknwuenue: OOOBEPEHO

Checked by QC In-Charge / ‘7:{; =+
[HokymeHT nposepex OKK: ==

Approved by QA In-Charge / :
DokymeHT oaobpeH OOK: /@}“‘w

/

Date /

.[laTa: 2o |2 2o L.H

Date /

[Jara: o\ Lo%A-

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




