Cipla

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Pagelofd/Crp.iuz 4

Product: SENADE TABLETS 13,5 mg

Npoayir: CEHAJAE®, TABJAETKH 13,5 mr

Batch No / Cepus Ne :

484118

Batch Quantity / O6bem cepun:

5838packs / ynakosok

AR No / Ananuruuecknil oTuer No ¢ ARF/206/2024

Date of Analysis / lata ananuza: 02.11.2024

Date of Mfg / Jata npoussoacrsa:

10/2024

Date of Expiry / I'oger go:

09/2027

Analysis performed according ND / Ananus npoeenén no HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 NO13745/01-180522, u3m. Ne 1 o1 09.07.2024

Specification / Hopma

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. / [lnockne kpyrasie Tabnetsn co
CKOLIEHHBIMH KPasiMH OT KOPHYHEBOI0 110 TEMHO-
KOpHYHEROro 11BeTa ¢ Bkpamrenusmu. Ha onuoit
cropoHe TabneTky BeigasneHo cnoso «CIPLA», na
ApYTOH - NMHHA pa3noma.

Ammoniacal solution tums a reddish colour /
Oxpalu¥BaHHe aMMHAYHOrO PacTBOPa B KPACHBI
LBET.

Retention time of the principle peak in the
chromatogram of the sample solution should

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKUBAHUS OCHOBHOTO HKA HA XPOMATOrpamme
HCIBITYEMOr0 PacTBOPA JOJDKHO COOTBETCTBOBATH
BPEMEHH yIeP)KUBAHHS OCHOBHOIO ITHKa HA
XPOMATOrpaMMe CTaHZIapTHOro pacTBOpa
MeTHInaparuapokcubensoara (pasaen
«Metunnaparuapoxcubensoar).

Ne Result / Pesyasrarsi
Test / IlokazaTens
1 Description / Onucanue Complies / CooTBercTByeT
2 | Identification / ITojumHHOCTE
2a) | Anthraquinone glycosides / Complies /
CootBercTByeT
AHTPaXHHOHOBbIE TITMKO3H/bI
2b) | Methyl Parahydroxybenzoate Complies /
(HPLC)/ CoorsercrByer
Merunnaparuapoxcubensoar
(BOXX)
3 | Average weight / Cpenusis 191.02mg / 191,02mr
macca

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

Remarks : The Product conforms to ND/
Mpumeyanune: MNpoaykT cooTeeTCcTBYET TpebosaHuam H

Conclusion : APPROVED /
Jaknwoyenue: O0OBPEHO

[HokymeHT nposepeH OKK:

Checked by QC In-Charge / ¥
%/M

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

e

Date /

Nata: Co-llrod y

Date /

fata: 02\ 2024
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

Page20f4/Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

[Mpoayrr: CEHAIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 484118

|Batch Quantity / O6nem cepun:

5838packs / ynakosox

AR No / Ananuruyecikuii oTuet No @

ARF/206/2024 Date of Analysis / laTa anannza: 02.11.2024

Date of Mfg / lata npoussoagersa:  10/2024

Date of Expiry / T'onen no:

09/2027

Analysis performed according ND / Auanus nposeaén no HJ[: IT1 N013745/01-180522, aniend No. 1 dated
09.07.2024 / I N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / Pesyssrarnbi Specification / Hopma
Test / Ilokazarens

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 %/ 18/20 ue Gonee + 7,5
OpHOPOAHOCTE IO Macce %

2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

5 | Loss on drying / IToteps B 2.0% NMT 6.0 % / He Gonee 6,0 %

MAcCCe MPH BBICYLIHBAHHU

6 | Dissolution / 77-92% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennosnpos uepes 120 mun

7 | Uniformity of Dosage units / AV =52 The acceptability index for n=10 AV <L1.
OnHOPOAHOCTL JO3HPOBAHHUS 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.

INokasatens npuemaemoctd wis n=10 AV <L1.

B cnyuae, ecnu 3naqenune AV npespimaer L1,
MPOBOIAT HCTIbITaHHE Ha ceAyromrux 20 obpasuax.
s n=30 AV <L1. Bce 3Hauenus Xi J0JDKHbI
YIOBNETBOPATH HEPABEHCTRY:

[M-xi] <0,01 x L2 x M.

L1=15,0;L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuectsenHoe OnpenencHue 13.97mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Ot 12,15 o0 15,53 mr (o1 90,0 mo 115,0 %)

13,97mr/1a6 CEHHO3HJIOB B NepecyeTe Ha cenHo3uA B B oauoi
Tabrnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cOOTBETCTBYET TpebosaHuam HL

Conclusion : APPROVED /
3akmoueHue: OJOEPEHO

Checked by QC In-Charge /
[lokymeHT nposepeH OKK: ;o_g-’w

Approved by QA In-Charge /
HokymeHT opobper OOK:

B

Date /

[ata: CLZ VYR onan sy

Date /

Lara: 02 |\-2e2Y
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page3of4/Crp.3m3 4

Preduct: SENADE TABLETS 13,5 mg

fipoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusni Ne: 484118

Baich Quantity / OSuem cepu:

5838packs / ynakosox

AR No / Anaauruseckuii otsier Ne : ARF/206/2024|Date of Analysis / Mara ananuza: 02.11.2024

Date of Vife / lata npoussoacrea:  10/2024

Date of Expiry / Toagen go:

09/2027

Analysis performed according ND / Ananus niposeaén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Test / HoxazaTens

Ne Result / Pesyastarhi

Specification / Hopma

9 | Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanne
MeTuinaparuapoxkcndensoara 0,039mr/1ab
(BIXKX)

10 | MICROBIAL LIMIT TEST/ Muxpobuonoruieckas 41McToTa

10a) | Total Aerobic microbial count/
Ob6uee yncno aspobHbIX 50

MHKPOOPTaHH3MOB

Not more than 10* cfu/ g / He Gonee 10* /r

Not more than 107 cfu/ g /He Gonee 10° /r

10b) | Total combined yeast and mould
count / Obmee uucio <10
IECHEBbLIX H APONCGKEBBIX
rpubos
10 ¢) | Bile tolerant gram-negative Absent /OtcyTcTByiOT Not more than 107/ g / He Gonee 10° /r
bacteria/ Yctoiuusble K
AeifCTBHIO XKen4H
rpamMoTpHuaTebible baKTepHH
16.d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrcrBue B 1 r
10¢) | Escherichia coli Absent /OrcyTeTBYIOT Absentin 1 g/ OrcyrctBieB 1 r
109 | Salmonella Absent / OrcyTeTByIOT Absentin 10 g / OrcyrcteueB 10 g

Remarks : The Product conforms to ND/
NMpumeuanue: MpoaykT cooTseTcTayeT TpebosaHuam HA

Conclusion : APPROVED /
3akmoyenue: OQOEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / O g

[lokymeHT nposepeH OKK: ’%SC« k”o MokymeHT ogobpex OOK: w
Date / Date /

gera__ ©7 i fata: 92\ 202Y

FMQC003-15-09
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Cipia

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Page4of4/CT-é.4 u: 4

Product: SENADE TABLETS 13,5 mg

THipoayir: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 484118

Batch Quantity / G0nem cepuu:

5838packs / ynaiosoic

AR No / Ananuruueckuii otuer N2 ¢ ARF/206/2024

Date of Analysis / JlaTa ananuza: 02.11.2024

Date of Mfg / Jiata npouzsoncrsa: _ 10/2024

Date of Expiry / I'osen no:

- 09/2027

Analysis performed according ND / Ananus npesenén mo HJX: I NG13745/61-180522, amend No. 1 dated
09.07.2624 / I1 N013745/01-180522, u3m. Ne 1 o7 09.07.2024

Ne

Test / Moxazarenn

Result / PesynsTars:

Specification / Hopma

11 | Package / Ynakoska

in a blister made of

6nucTep U3 MIEHKH
HOJTHBUHHJIXJIOPH/IHOH
(nonuatuneHoBoit/

10 IPUMEHEHHIO.

Package / Ynakosxka - 20 tablets

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

NOJIHBHHHIIICHXIIOPHIHOH) B
amoMunreBoit (onbri,
OIHCTEPOB B KAPTOHHYIO NAYKY
C BJIOKEHHEM 25 HHCTPY KLU

Package / Vnaxosxka - 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
TabneTox B GIHCTEP U3 MICHKH TPeXCNoiHo
(MIBX/MIS/MIBAX) 1 amomunuesoii donsra. Ilo 2
i 3 GnucTepa BMeCTe ¢ HHCTPYKLIHEH 1o
NpHUMEHEeHHIO B KapToHHYIO nauxy. ITo 20 tabnerok
B OJIHCTED M3 MIEHKH TOJUBHHHITXIIOPHIHOMN
(nOAMITHACHOBOM / MOMTUBHHMIIIEHXIOPHIHOIT) H
amomuunesoi Gonsru, no 25 6aucrepos B
KapTOHHYIO MAYKy C BJIOKEHHEM 25 MHCTPYKIHii o
NpPHMEHEHHIO,

no 25

According to ND /

B coortserctsun ¢ H/|

12 Labeling / Mapknposka

13 Storage conditions / Ycnosus

XpaHeHHsl eoime 25 °C.

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

14 | Shelf life / Cpok ronsoctu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpwrmeyanue: MpoaykT cooteeTcTByeT TpefosaHusam HI

Conclusion : APPROVED /
3aknwyvenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

GF=

[okymeHT nposepeH OKK: '7-;;",6-/5*’0 [NokymeHT onoBpeH OOK:
Date / Date /
fata: 02 U202y faras ° %+ Wi-2ey
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