Clpla

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Page 1 of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 483015

Batch Quantity / Oobem cepuu:  5842packs / ynakoBok

AR No / Ananurnuecknii oraer Ne : ARF/035/2023 | Date of Analysis / /laTa ananmsza: 13.03.2023

Date of Mfg / lata nponssoacrea:  02/2023 Date of Expiry / 'ogen a0: 01/2026

Analysis performed according ND / Ananis nposenén mo HJIL: 1 N013745/01-180522

Test / Hoxkazarens

Result / PesyabTaTsl Specification / Hopma

1 | Description / Onucanue Complies / Cootsercrayer 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. / ITnockue kpyrnbie TabneTkn co
CKOLIEHHBIMH KPasiMH OT KOPHYHEBOIO 10 TEMHO-
KOPHYHEBOTO 1BeTa ¢ BKparuieHusaMu. Ha oiHoii
cropone TabneTkn BoigasneHo cinoBo «CIPLAY, na
ZIPyroii - AMHUS pa3IoMa.

2 | Identification / IIo/UTHHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
L CootsercTByer g:grammanne aMMHAaYHOTO PACTBOPA B KPACHBI
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTtBeTcTBYET chromatogram of the sample solution should
Merunnaparaapoxkcrubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAep/KHBAHHS OCHOBHOIO MHKA HA XpOMaTorpamMme
HCITBITYEMOTO PAaCcTBOPA JOJDKHO COOTBETCTBOBATH
BPEMEHH Yep:HBAHUS OCHOBHOIO MUKA Ha
XpOMaTorpamMMe CTaHAapTHOrO pacTeopa
MeTuHanaparuapoxcnbensoara (pasnen
«Merunnaparsapokcnbensoar).

3 | Average weight / Cpennss
macca

188.17mg / 188,17mr 189.99 mg =7.5% / 189,99 mr +7,5%

Remarks ' The Product conforms to ND/

Conclusion : APPROVED /

NMpumeyuanue: MpogykT cooteetcrayet Tpebosanusam HA | 3akmoyenune: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /
[lokymeHT opo6per OOK: w

OKyMme oBe OKK: ol

LokymeHT nposepeH Vol

Date / Date / oY-20
farta: 29042023 [lara: 0

FMQC003-15-07

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

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A
Page2 of 4/ Crp. 2 m3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepast Ne : 483015 Batch Quantity / O6bem cepun:  5842packs / ynakoBok
AR No / Asaaurngecknii oraer Ne : ARF/035/2023|Date of Analysis / /lara anaamsa:  13.03.2023
Date of Mfg / Jlata nponssoncrea:  02/2023 Date of Expiry / I'ogen g0: 01/2026

Analysis performed according ND / Anamns nposenén mo H/L: 1 N013745/01-180522

No Result / PesyabTaThbi Specification / Hopma
Test / [lokazaTens

4 | Uniformity of weight / Complies / CoorsercTByeT 18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7.5
OHOPOAHOCTL 1O Macce %

2/20 tablets NMT £15% / 2/20 ne Gonee = 15%

5 | Loss on drying / IToTeps B 2.5% NMT 6.0 % / He 6onee 6,0 %

Macce NpH BbICYLIHBAHHH

6 | Dissolution/ 80-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cenHo3nnos yepes 120 mux

7 | Uniformity of Dosage units / AV=54 The acceptability index forn=10 AV<L1.
OnHOPOIHOCT O3HPOBAHMUS 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.

IMokasarens npuemaemocts s n=10 AV <L1.

B ciyuae, ecsim 3averdue AV npessimaer L1,
MPOBOAAT MCHbITaHKE Ha cneayomux 20 obpasuax.
Jlna n=30 AV < L1. Bce 3HaueHns Xi JOKHBI
YAOBJIETBOPATH HEPABEHCTBY. '

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

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnuecTsenHoe onpeneneHne 14.02mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cniexrpodoromerps) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,02mr/Tab CEHHO3MIOB B MepecyeTe Ha CeHHo3ua B B onHO#
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykT cooteeTcTByeT TpebosaHuam HA

Conclusion : APPROVED /
3aknroyenme: OQOEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /

; A\ e 5 (o
LlokymeHT nposeper OKK: /@;,__.-4 LlokymeHT opoBpeH OOK: %
Date / Date / ou.
fae: 090400273 fava: 2. A <04 202 %

FMQCO003-15-07

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

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIM3A
Page 3 of 4/ Crp. 3 w34
Product: SENADE TABLETS 135mg Tpoayxr: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepust Ne : 483015 Batch Quantity / O6bem cepun:  5842packs / ynakosok
AR No / AnasmTuueckuii oraer Ne : ARF/035/2023 | Date of Analysis / /lara anaansa: 13.03.2023
Date of Mfg / /lara npoH3BOACTBA: 02/2023 Date of Expiry / I'ogen jo: 01/2026
Analysis performed according ND / Ananms nposeaés no HJI: TTN013745/01-180522
Ne Result / PesyabTaThl Specification / Hopma
Test / [lokazaTeas f
9 | Content of Methyl 0.048mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Conepxanune
MeTHInaparuapokcuoensoara 0,048mr/Tab
(BDXKX)
10 | MICROBIAL LIMIT TEST/ MukpoGuonoru4eckas Y4cToTa
10a) | Total Aerobic microbial count /
O61mee 4ucno a3pobHBIX 10 Not more than 10* cfi/ g / He Gonee 10* /r
MUKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / Obmee uucio <10
TIIECHEBBIX H APOMIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He Gonee 10° /r
bacteria/ Ycroiiunsbie K
NEHCTBHIO JKeTuH
rpamMoTpHijaTenbHble SaxTepn
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBue B 1 1
10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ Orcyrcreue B 1 1
100 | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / OrcyrcTBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanue: NpoAyKT COOTBETCTBYET TpeGosanusm H | 3aknioueHue: OOOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
NokymeHT nposepeH OKK: /@)’E’,_P, NokymeHT onoBpeH OOK: ﬁ/{
Date / Date /
[lara: 204223 [Jara: 24.04.2023
FMQC003-15-07

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



Cipia

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Paged4 of 4 /Crp. 4 u3z d

Product: SENADE TABLETS 135Smg

TMpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne :

483015

Batch Quantity / O6bem cepun:

5842packs / ymakoBok

AR No / Anaauruygecknii oraer Ne : ARF/035/2023

Date of Analysis / /lata anajimza:

13.03.2023

Date of Mfg / laTta npou3BoacTBa:

02/2023

Date of Expiry / 'onen ao:

01/2026

Analysis performed according ND / Anann3 nposenén no HJL: TT N013745/01-180522

Ne

Test / Horazarens

Result / PesynasTarsi

Specification / Hopma

11

Package / Ynakoska

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [lo 20 Tabnerok B
OancTep U3 MIEHKH
MOUBHHUITXIJIOPHIHOMH
(nomMaTHACHOBOI/
MONMBHHUIEHXJIOPHIHON) H
amoMuHuesoii Gomsry, no 25
OaMCTEPOB B KAPTOHHYIO MaYKy
C BJAOKEHHEM 25 HHCTPYKLHH
110 NPHMEHEHHIO.

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. / Ilo 20
TabneToK B OIIHCTEp U3 MIEHKH TPEXCOIHON
(MIBX/TID/MIB/AX) 1 amovuanesoi ¢oasra. o 2
wiH 3 OiucTepa BMECTe C HHCTPYKLIMEH 110
MPUMEHEHHIO B KAPTOHHYIO nauky. [To 20 Tabnerok
B OCTEp M3 IUIEHKH NMOMHBHHHIXIOPHIHOM
(NOJH3THICHOBO / NONMBHHUIIIEHXIOPHAHOI) 1
amoMHHAEBOH (onbri, no 25 GaHcTepos B
KAPTOHHYIO NAYKY C BAOKEHHeM 25 HHCTPYKLMii 1o
NPHMEHEHHIO.

12

Labeling / MapxkupoBka

According to ND /

B coorsercreun ¢ HIL

13

Storage conditions / Ycnosus
XpaHeHHs

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

seie 25 °C,

14

Shelf life / Cpok romsocTH

3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcTBYET TpebosaHusm HA

Conclusion : APPROVED /
3aknouenne: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[lokymeHT nposepeH OKK: %,S'\/Q—O'P LlokymeHT oaoBper OOK: M
E
o o W

FMQC003-15-07
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