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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

Page 1 of 4/Crp. 113 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Bateh No / Cepun Ne: 485060

Batch Quantity / O6bem cepun:

5845packs / ynakosok

AR No / Anaauruyecknii oruer Ne : ARF/085/2025|Date of Analysis / Iata amaauza: 25.03.2025

0372025

Date of Mfg / laTa nponssoacTsa:

Date of Expiry / I'oaen jo:

02/2028

Analysis performed according ND / Auanu3z nposenén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, n3m. Ne 1 ot 09.07.2024

M Test / Mokazarens

Result / PeayabTarth

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. / [Tnockue kpyrisie TaGneTku co
CKOLIEHHBIMH KPasMH OT KOPUYHEBOI'O 10 TEMHO-
KOPHYHEBOTO LBETA ¢ BKparieHuaMu. Ha oauoii
cTopoHe TabneTky BbiaaBaeHo cioso «CIPLA», Ha
ApYroi - TUHKS pa3noma.

2 Identification / ITomnHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxkpauiBaHue aMMHAsYHOTO PACTBOpA B KpacHbIH
AHTPaXHHOHOBBIE TNIHKO3H b ——
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
Metunnaparuapokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEPKHBAHUA OCHOBHOIO MHKA Ha XPOMAaTOrpamMmme
HCTIBITYEMOTO PacTBOPaA JA0JDKHO COOTBETCTBOBATH
BPEMEHM YIEPKHBAHUS OCHOBHOTO MHKA Ha
XpOMAaTorpamMMe CTaHIapTHOTO PacTBopa
METHIInaparuapokcubensoata (pasaen
«MerummaparuapokcubeH3oar).

3 | Average weight / Cpenuss
macca

187.89mg / 187,89mr

189.99 mg +7.5% / 189,99 Mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyaunue: MNpoaykT cooTBeTcTBYET TpeboBaHuaAM HJ

Conclusion : APPROVED /
3akntoueHue: OJOBPEHO

Checked by QC In-Charge / Fa
[okymeHT nposepeH OKK: o i Tl

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

A

Date /

Jara 25 932e01a

Date /

.D.aTa: 1\5 b Oz . 2_02.—;

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTH®HUKAT AHAJIM3A

Page 2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoxykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485060

Batch Quantity / O6bem cepun:

5845packs / ynakoBok

AR No / Anannruuecknii oruer Ne : ARF/085/2025|Date of Analysis / lara anann3a: 25.03.2025

Date of Mfg / Jlata nponsBoactea:  03/2025

Date of Expiry / I'onen go:

02/2028

Analysis performed according ND / Ananna nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

e Test / llokasarennb

Result / PeayabTaTsl

Specification / Hopma

4 | Uniformity of weight /
OHOpPOAHOCTD MO Macce

Complies / CooTBercTByeT

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

5 | Loss ondrying / [Toteps B 2.0%
macce npu BeICYLLIHBAHHH

NMT 6.0 % / He 6onee 6,0 %

6 Dissolution / 78-88%

PactBopeH#e

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cenno3uaos uepe3 120 muu

7 | Uniformity of Dosage units /
OnHOPOAHOCTb J03HPOBAHMSA

AV=5.6

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 < LI1. All values of xi must satisfy the
inequality:

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

L1=150;12 =250.

[Tokasarens npuemiemoctTd Ui n=10 AV <L1.

B ciryuae, ecin 3Hayenue AV npeBbiumaet L1,
MPOBOJAT UCMBITAHKE Ha crelyloutux 20 obpasuax.
Jltan=30 AV < L1. Bee 3HaueHns Xi JOJKHBI
YIAOBNETBOPATH HEPABEHCTBY:

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

L1 =15,0;12.=250.

8 | Assay (Spectrophotometry)
KonuyecTBeHHOE OIpe/e/ieHue
(CnextpodoromeTpus)

13.86mg/tab /

13,86Mmr/1ab

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 mo 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3MJIOB B MepecyeTe Ha CeHHo3u B B oaHo#
Tabnertke.

Remarks : The Product conforms to ND/
Mpumeyuanue: MpoayKT cooTseTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknwyenue: O0OEPEHO

Checked by QC In-Charge / ’i«!".

Approved by QA In-Charge /

2

HokymeHT npoeepeH OKK: OokymeHT ogobpeH OOK:
Date / i Date /
fara: 2. S-.0% o3 [ara: 2S5 .0%.-2025

FMQCO003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUDPUKAT AHAJIM3A

Page 3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepua Ne : 485060

Batch Quantity / Odbem cepuu:

5845packs / ynaxoBox

AR No / Anaantaueckuii otuer Ne : ARF/085/2025|Date of Analysis / lata anannsa: 25.03.2025

03/2025

Date of Mfe / Jlara npon3BojacTBa:

Date of Expiry / I'ogen no:

02/2028

Analysis performed according ND / Anaans nposesén no HJ/1: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

e Test / [Nokazarenn

Result / PesyabraTsl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConeprxaHue
MeTHinaparuapokcubersoara
(BOXAX)

0.04 1mg/tab

0,04 Imr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuonorsueckas 4uCcTOTa

104) | Total Aerobic microbial count / 30
O6utee yuco a3pobHbIX

MHKPOOPTraHH3MOB

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

10b) | Total combined yeast and mould
count / O6uiee uucno
NJECHEBBIX M JAPOKIKEBBIX

rpubos

<10

Not more than 10° cfu/ g /He 6onee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ YcroitumBeie K
JNEUCTBHIO Keuu

rpaMoTpHuaTenbHbie DaKTepHH

Absent /OTCyTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTCyTCTBYIOT

Absentin 1 g/ OtcyrctBe B 1 1

10 ¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absent in | g/ OrcyrctBue B | 1

101) | Salmonella

Absent / OTcyTCTBYIOT

Absentin 10 g / Orcyrcteue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: [poaykr cooTeeTcTByeT Tpebosanuam HJ

Conclusion : APPROVED /
3akntoyeHue: OQOEPEHO

Checked by QC In-Charge / d—fbj

Approved by QA In-Charge /

G

[okymeHT nposepeH OKK: OokymeHT opobpex OOK:
Date / - ~ Date /
fara; =S 0% 1ers [fara: 25.03-2025

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




Cipla

CERTIFICATE OF ANALYSIS
h ' CEPTUOHKAT AHAJIU3A

Page 4 of 4/ Crp. 4 u3z 4

Product: SENADE TABLETS 13,5 mg

poaykr: CEHA,[lf@, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485060

Batch Quantity / O6bem cepun:

5845packs / ynakosok

AR No / Anaautauecknii order Ne : ARF/085/2025

Date of Analysis / lata anannza: 25.03.2025

Date of Expiry / Togen no:

02/2028

Date of Mfg / laTa npounssoacrea:  03/2025

Analysis performed according ND / Auaan3 nposesén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3am. Ne 1 ot 09.07.2024

Result / PesyastaThl Specification / Hopma
o Test / [TokazaTens
11 | Package / Ynakoska Package / Ynakosxka - 20 tablets |Package / Ynakosxka - 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. / ITo 20 Tabnerok B 25 patient information leaflets in a carton. / TTo 20
GnucTep U3 MIEHKH TabneTok B OAMCTEP U3 MIEHKH TPEXCIOHHO
MOJMBUHUNXIOPHAHO M (IMBXMI3/MBIX) u antomunnesoit dponsru. [lo 2
(monuATUIEHOBOI/ uAu 3 bructepa BMecTe ¢ HHCTPYKLMEH o
[OJIMBUHMITHACHXIODH/IHO) M | IPUMEHEHHIO B KapTOHHYIO mauky. [To 20 Tabuetok
ATOMHHHEBOH QONBIH, 0 25 B 6IMCTEP M3 TIEHKH NOAMBUHITX TOPUIHOH
OTUCTepOB B KAPTOHHYIO NauKy | (MONMITUIEHOBOI / NOTMBUHHINIE HXIOPHIHOH) 1
C BJIQKEHHEM 25 UHCTPYKLIMIA amoMuHUeBOH (osibru, 1o 25 611cTepoB B
MO NPUMEHEHHIO. KapPTOHHYIO MayuKy ¢ BIOKEHHeM 25 HHCTPYKUMH 1o
NPHUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B cootsetcTBHu ¢ H]T

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

XpaHeHus Bbiie 25 °C.
14 Shelf life / Cpok roasoctu 3 years/ 3 ropa

Remarks : The Product conforms to ND/
Mpumeuanue: MNMpoaykT cooTeeTcTBYeT TpeboBaHWaM HJ]

Conclusion : APPROVED /
3aknwoyeHue: O[JOEPEHO

Checked by QC In-Charge /
[HokymeHT npoeepex OKK: i fof

Approved by QA In-Charge /
HokymeHT ogoBpeH OOK:

B>

Date /

[ara: 25 o2 1oA”

Date /

Jara: 25-03:2025

FMQC003-15-10

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