Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIV3A

Page 1 of4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484177

Batch Quantity / O6bem cepun:

5844packs / ymakosor

AR No / Ananutuueckuii oruer Ne : ARF/008/2025|Date of Analysis / Jlata anann3a:

13.01.2025

Date of Mfg / llata npon3soacrea:  12/2024

Date of Expiry / T'ogen no:

11/2027

Analysis performed according ND / Anann3s nposeaén no HJ/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 o7 09.07.2024

Test / Tloxkazarenn

No Result / PesyabtaTsl

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 kpyrasie TabneTku co
CKOUICHHBIMH KpasAMH OT KOPHYHEBOI'O A0 TEMHO-
KOPUYHEBOro LBeTa ¢ BkpanieHuamu. Ha oanoii
cropoHe TadneTku BoiaasieHo clioo «CIPLAY, Ha
JPYTOi - IMHUA pazsioma.

2 Identification / [ToanHHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYeT OkpatuMBaHHe aMMHMa4YHOrO pPacTBOpa B KpacHbi
AHTPaxHHOHOBBIE TJIHKO3H/IbI
UBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootrsercrByer chromatogram of the sample solution should
Meruinnapariipokcudensoar corresponds to the retention time of the principle
(B2IKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIAepIKHBaHUA OCHOBHOIO MHKA HAa XpomaTorpamme
HCMLITYEMOr0 pacTsopa NOMKHO COOTBETCTBOBATE
BPCMCHH YACP:KHBAHUA OCHOBHOIO [MHKA HA
XpomMaTorpaMMe CTaH1apTHOro pacTBopa
MeTuinaparuapoxcnbdensoara (pasaen
«MeTtuanaparuapokcudeH3oar).

Average weight / Cpeansas
macca

(¥

190.56mg / 190,56mr

189.99 mg £7.5% / 189,99 mMr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooteetcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3axknwyenue: OQOBPEHO

Checked by QC In-Charge / C, e

Approved by QA In-Charge /

Y

HokymeHT nposepeH OKK: [okymeHT ogobper OOK:
Date / Date / ‘

: 5 O 'L -0\ 0
Nara: 14.002024 e % -0\ L0LS
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484177

Batch Quantity / O6bem cepuu:

5844packs / ynakosox

AR No / Ananntuueckuii oruer Ne : ARF/008/2025|Date of Analysis / Jlara ananuza: 13.01.2025

12/2024

Date of Mfg / lata npoH3BoaACTBa:

Date of Expiry / I'ozen sio:

11/2027

Analysis performed according ND / Ananzs nposenén no H/I: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 or 09.07.2024

No Result / PeaynbTaTthbl Specification / Hopma
Test / MokazaTens

4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT £ 7.5 % / 18/20 ne Gonee + 7,5
OnHOpOAHOCTH MO Macce %

2/20 tablets NMT +15% / 2/20 ue 6onee = 15%

5 | Loss on drying / [oteps B 2.3% NMT 6.0 % / He Gonee 6,0 %

Macce MpH BBICYLIMBAHHH

6 | Dissolution / 79-91% NLT 70 % (Q) of sennosides in 120 minutes
Pacrteopenne He menee 70 % (Q) cennozunos uepes 120 mun

7 | Uniformity of Dosage units / AV =57 The acceptability index forn=10 AV < L1.
OnHOPOAHOCTb JO3HPOBAHMS 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.

[Toxa3zarens npuemaemoctu ansn=10 AV <LI.

B cnyuae, ecnin 3Hadenne AV npesbiiuaet L1,
NpOBOAST UCObITaHKE Ha crefaylommx 20 oOpasuax.’
Jlna n=30 AV <LI. Bce 3HaueHHs Xi 10JIKHbI
YIOBIETBOPATH HEPABEHCTRY':

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

L1=15,0;12=23,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHOE ONpeaeneHue 14.00mg/tab / sennosides calculated as sennoside B in one tablet. /
(CniextpodoTomeTphs) Ot 12,15 mo 15,53 mr (o1 90,0 no 115,0 %)

14,00Mr/126 CEHHO3MIOB B MepecyeTe Ha ceHHo3na B B oqHol
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cootsercTayeT Tpebosanuam HI

Conclusion : APPROVED /
3axmouenue: OQOEPEHO

Checked by QC In-Charge / =
[lokymeHT nposeper OKK: ?;;E/L;D

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

Date /

Nara: 12 . et. 202K

Date / \2 -0\ 2025
Nara:
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 484177

Batch Quantity / O0bem cepuu:

5844packs / ynakosoir

AR No / Ananuriyecknii oraet Ne :

ARF/008/2025|Date of Analysis / lata ananuza: 13.01.2025

Date of Mfe / Jiata npoussoxncrsa:  12/2024

Date of Expiry / I'oxen jo:

11/2027

Analysis performed according ND / Ananus nposenén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Nokasarein

Ne Result / PeaynbTaTs!

Specification / Hopma

9 | Content of Methyl ;
parahydroxybenzoate(HPLC)/
CopnepixaHue
MmeTunnaparsapokcubensoara
(B2XKX)

0.038mg/tab

0,038mr/Tad

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

10 | MICROBIAL LIMIT TEST/ MukpoGuosorsieckas 4ucrora

10a) | Total Aerobic microbial count / 40
O0bwuiee uncsio a3po0HBIX
MHKPOOPraHU3MOB

Not more than 10* ¢fu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / O8wee YHCTIO <10
TNAECHEBBIX H APOIIKEBLIX
rpubos

Not more than 107 cfu/ g /He Gonee 107 /r

-

-

10¢) | Bile tolerant gram-negative
bacteria/ YcToituusbie K
JIeHCTBUIO JKETUH
rpaMoTpHuaTenbibie DaKTepHH

Absent /OTcyTCTRYIOT

Not more than 107/ g/ He Gonee 107 /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcytctBue B 1 1

10 ¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcytctBueB | 1

10H | Salmonella

Absent / OTcyTCTBYIOT

Absentin 10 g /Otcytcteue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Mpogykr cootseTcTayeT TpebosaHuam HI

Conclusion : APPROVED/
3akntovyeHue: O0OBPEHO

Checked by QC In-Charge / o,
HokymeHT npoeepeH OKK: "=="( e,

Approved by QA In-Charge /
OokymeHT oaoBpeH OOK:

RS

Date /

Narat 2.9 Lor €

Date / \D O30S

[aTa;

FMQC003-15-10
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE”, TABJETKH 13,5 mr

Batch No / Cepusn No: 484177

Batch Quantity / Odbem cepumn:

5844packs / ynakopok

AR No / Ananurnaecknii oruer Ne : ARF/008/2025

Date of Analysis / lara ananun3za:

13.01.2025

Date ¢f Mfg / lara npoussoacrea:  12/2024

Date of Expiry / T'ogen go:

11/2027

Analysis performed according ND / Ananu3 nposeaés mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

No

Test / Tlokasarens

Result / PesynsTarts!

Specification / Hopma

11 | Package / YnakxoBka

in a blister made of

OJHCTEP U3 MIICHKH
MOJHBHHUIIXIIOPUIHOH
(monUAI THIIEHOBOH/

Mo NPUMEHEHUIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / TTo 20 Tabnerok B

MOJUBUHUIHAEHXJIOPUAHOI) K
aAMOMUHUEBOH (onbru,
ONUCTEPOB B KAPTOHHYIO NauKy
C BIOYKEeHWEM 25 UHCTPYKLH

Package / Ynaxosxka - 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
235 patient information leaflets in a carton. / Ilo 20
TabaeToK B OaHCTEp M3 MUIEHKH TPEXCJIOHHOMH
(MBX/TI3/MTIBJIX) u ammomuHueBoii onsru. [lo 2
unu 3 GaucTepa BMECTe C HHCTPYKUMEI o
MPUMEHEHHIO B KapTOHHYIO nauky. [To 20 tabaetok
B OJIMCTEp M3 MIGHKH MOJUBUHUIXIOPUIHOI
(MONMATUACHOBOM / NONUBHHIIHIASHXIOPHUAHOMH) U
amomuHuerol domnery, mo 25 GnUcTepoR B
KAPTOHHYIO NAa4Ky C BIOYKEHHEM 25 HMHCTPYKUMH MO
NPUMEHEHHIO .~

no 25

According to ND /

12 | Labeling / Mapkuposka

B coorsercreuu ¢ HJL

13 Storage conditions / Ycnosus

XpaHeHus Bblie 25 °C,

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

14 Shelf life / Cpok roarocTu 3 years /3 roza

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykr cooreeTcTBYeT TpebosaHnam HI

Conclusion : APPROVED/
3akntovenue: OOOBPEHO

Checked by QC In-Charge / ‘ft——o

JokymeHT npoBepeH OKK:

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

B

Date/  \2.o\. 2005

[ata:

Date /

Nara: - ki
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