Cipla

CERTIFICATE OF ANALYSIS
S CEPTHOHKAT AHAJIM3A

Page 1 of 4/ Crp.1 13 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 485083

Batch Quantity / O6bem cepuu:

5849packs / ynakoBox

AR No / Anaantuaecknii oruer Ne : ARF/150/2025 | Date of Analysis / lara anannsza: 31.07.2025

07/2025 -

Date of Mfg / lara npou3BoacTBa:

Date of Expiry / I'ogen xo:

06/2028

Analysis performed according ND / Ananu3 nposeaén mo HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ox 09.07.2024

Test / [foxkazaTennb

Result / Pesynbrathl

Specification / Hopma

1 | Description / Onucanue

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. / [lnockue kpyriabie TadlIeTKH co
CKOLUEHHBIMH KPasMHU 0T KOPUYHEBOTO 110 TEMHO-
KOPUYHEBOr0 LBETA C BKparuieHusaMu. Ha ogHoi
cTopoHe TabneTku BeiaaBieHo cyioBo «CIPLA», Ha
ApYroii - 1MHUA pasioma.

2 Identification / ITopnuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
R o CooTBeTCTBYET (L?Brcé):muaanue aMMHayHOro pacTBOpa B KPacCHbIi
2b) | Methyl Parahydroxybenzoate o Complies / ‘Retention time of the principle peak in the
(HPLCY CootBeTcTBYeT chromatogram of the sample solution should
MeruanaparuapokciBeH3oar corresponds to the retention time of the principle
{B3XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
VAEPKUBAHMSA OCHOBHOTO TTHKA HAa XpOMaTorpaMme
HCMBITYEMOTO PACTBOPA JAOKHO COOTBETCTBOBATE
BpeMell yAepiKHBaHHsg OCHOBHOTO [THKa Ha
XpoMaTorpamMme CTaHAapTHOrO pacTBopa
MeTHInaparuapokcubensoara (pasuesn
«MeTunnaparuapokcudensoar).

3 | Average weight / Cpeassist
Macca

192.08mg / 192,08mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykr cooteeTcTByeT Tpebosanunam HI

Conclusion : APPROVED /
3akntovyeHue: OJOBPEHO

DokymeHT nposepeH OKK:

Checked by QC in-Charge / %L’J’

Approved by QA In-Charge /
[okymeHTt ogobper OOK:

o

Date /
[faTa:

: ?)l-DT‘LUL‘;_

Date /

[lara: 0\'0CB3 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




CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Page 2o

Cipla

f4 /Crp.2 us 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHANE®, TABJETKH 13,5 mr

Batch Quantity / O0bvem cepun:

5849packs / ynaxosok

Batch No / Cepusi Ne: 485083

AR No / Apanntauuecknii oryet Ne : ARF/150/2025

Date of Analysis / JlaTta anaan3a:

31.07.2025

Date of Mfg / Jlata npounssoactBa:  07/2025

Date of Expiry / T'oaen no:

06/2028

Analysis performed according ND / Ananus nposeaén no HJL: I1 N013745/01- 180522 amend No 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / INokazaTtens

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTE MO Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7.5
%
2/20 tablets NMT £15% / 2/20 He 6omee = 15%

5 | Loss ondrying / IToreps B 1.7%

Macce Mnpu BeICYIIUBAHUA

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution/ 83-94%

" | PactsopeHue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennozunos uepes 120 MuH

7 | Uniformity of Dosage units / AV =6.1

OIHOPOAHOCTh 103HPOBAHHA

The acceptability index forn=10 AV <LI.

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.

L1=15.0; L2 =25.0.

[Tokaszarens npuemnemocTu 1A n=10 AV < LI.

B cnyuae, ecnu 3HadyeHue AV npessiinaer L1,
NPOBOZAT MCIBITAHKME Ha crenyownx 20 obpasiuax.
Ins n=30 AV < L1. Bce 3HaueHHs Xi DOJMKHEL
YIOBETBOPATHL HEPABEHCTBY:

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

L1 =15,0; L2=25,0.

8 | Assay (Spectrophotometry)
KonuyecTBEHHOE ONpeaeNeHHe
(CriextpodoTOMeTpHs)

14.00mg/tab /

14,00mr/Tab

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 po 15,53 mr (ot 90,0 mo 115,0 %)
CEHHO3M/I0B B NIEPECUETE HA CEHHO3M B B 0/1HOI
TabieTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
3akntoueHue: OAOEPEHO

Mpumeyanue: MpoayKT cooTBETCTBYET TpebGoBaHusm H/

Checked by QC In-Charge / o0
HokymeHT nposepeH OKK: ?ﬁ“- .

Approved by QA In-Charge /
HoxymeHT ogobpen OOK:

St

Date /

fiarn: Q.oT Leors

Date /

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




Cipla

CERTIFICATE OF ANALYSIS
b CEPTUP®HUKAT AHAJIN3A

Page3of 4/Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485085

Batch Quantity / O6nem cepun:

5849packs / ynakosok

AR No / Apanuruaeckuii oruer Ne : ARF/150/2025 | Date of Analysis / lara ananuza: 31.07.2025

Date of Mfg / Jlata npon3soactsa: _ 07/2025

Date of Expiry / 'ogen go:

06/2028

Analysis performed according ND / Ananus npoBegén No

HJI: TI N013745/01-180522, amend No. 1 dated

09.07.2024 / T N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / TTokazarenn

Result / PesyabTatel

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHInaparuipokcHben3oara
(BXX)

0.038mg/tab

0,038mr/Tad

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

10 | MICROBIAL LIMIT TEST/ Muxpo©uojoruaeckas “HcTOTa

Total Aerobic microbial count / 20
OB1iee HHCIo adPOOHBIX
MHKPOOPraHU3MOB

| 10a)

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

Total combined yeast and mould
count / Obee 4uCI0 <10
[IECHEBBIX W APORIKEBBIX i

10b)

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

r_puGoa
10¢) | Bile toleraat gram-negative Absent /QtcyTCTBYIOT Not more than 10”7/ g / He Gonee 10° /r
bacteria/ Y croiunBsie K
NMEeHCTBHIO HKeTYH
rpamMoTpHLiaTebible OaKTepuu
10d) | Staphylococcus aureus Absent /OtcyTCTBYIOT Absent in 1 g/ Otcytcteue B 1 1
10 ¢) | Escherichia coli Absent /OTCyTCTBYIOT Absent in 1 g/ OtcytctBue B | ¢
1010 Absent / OTCYTCTBYIOT Absent in 10 g / Orcyrcteue B 10 g

‘Salmonella

'Réma't‘-ks - The Product conforms to ND/
Mpumevanue: MNpoayKT COOTBETCTBYET Tpebosanuam HO

Conclusion : A_PPROVED /
3akntoyenune: OOOBPEHO

Checked by QC In-Charge / %,w
OokymeHT nposepeH OKK:

Approved by QA In-Charge /
NokymeHT oaobper OOK: W

Date /

[ara: 21071 Lo1K

Date /

[farta: 01-08- 2025

FMQCO003-15-10

Cipla Ltd.,Cipla House, Peninsula Rusiness 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 AHAJIM3A

Page4of 4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485083

Batch Quantity / O6bem cepun:

5849packs / ynakosox

AR No / AraauTHyeckuii otuer Ne :

ARF/150/2025

Date of Analysis / laTa anasmsa: 31.07.2025

Date of Mfg / Jlata npou3BoacTsa:

07/2025

Date of Expiry / Tojen g0:

06/2028

Analysis performed according ND / Anann3 nposeaén no HJL: IT N013745/01-180522, amend No. 1. dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / [Moka3zaTesn

Result / PesyabTaThl

Specification / Hopma

11 | Package / YnakoBka

Package / Vnakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [To 20 Tabnetok B
OaucTep U3 IIEHKH
[OAMBUHKAXAOPHAHOMN
(MoNMITHIIEHOBOH/
MOJHUBUHUIMIEHXIOPHIHOM) H
amoMUHUEBOH Qonbru, no 25
OAUCTEPOB B KAPTOHHYIO MavyKy
C BAOMKEHUEM 25 HHCTPYKILHI
10 NMPUMEHEHHIO.

Package / Ynakogka - 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. / TTo 20
TabeToK B OJMCTEDP M3 MIEHKH TPEXCIOHHOI
(IIBX/IID/TIBAX) u antomuHuesoii ¢posbru. [To 2
win 3 6aucTepa BMeCTe ¢ HHCTPYKUMET 10
NPUMEHEHHIO B KAPTOHHYIO madky. [To 20 tabnetok
B On11cTep M3 TNEHKH NONMUBHHUIXIOPHAHOH
(MOAMATUIEHOBO / MOMMBUHUIMISHXTOPUAHON) 1
AMOMUHHEBO# GoNbIH, M0 25 6IHCTEPOB B
KapTOHHYIO MAYKy C BIOKEHHEM 25 MHCTPYKLMIA No
MPUMEHEHHUFO. '

12 Labeling / MapkupoBka

According to ND /

B coorsercteum ¢ HJT

13 | Storage conditions / Ycnosus
XpaHeHHUs

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

Bbiie 25 °C.

i4 Shelf life / Cpok rogHocTH

3 years /3 roaa

Remarks : The Product conforms to ND/ -
Mpumeyanue: Npoaykr cooreeTcTByeT Tpebosannam HA

Conclusion : APPROVED /
3akntovyeHue: O0OBPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: Zyp——u

Approved by QA In-Charge /
NoxkymeHT ogo6peH OOK:

QJ\M
/

Date /

Hata: 2L ot

Date /

[ara: O0Vo%-2LensS

FMQC003-15-10

Cipla Ltd‘.-,Cipia 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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