Cipla

CERTIFICATE OF ANALYSIS
- CEPTHOUKAT AHAJI3A

Page 1 of4/Crp.1m3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484150

Batch Quantity / O6bem cepun:

5843 packs / ynakosok

AR No / Anaanruaecknii oruer Ne: ARF/250/2024 | Date of Analysis / Hata anaanza: 13.12.2024

Date of Mfg / lara npoussoacrea:  11/2024

Date of Expiry / T'onen go:

10/2027

Analysis performed according ND / Ananus nposenén nmo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/61-180522, n3m. Ne 1 ot (9.07.2024

Test / Tloxaszareinb

Ne Result / PesynbTaThl

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. / [lmockue kpyribie TabneTku co
CKOLUEHHLIMU KPasMH OT KOPHUHEBOTO 10 TEMHO-
KOPHYHEBOTO LBeTa ¢ BkpamieHuamu. Ha oanoi
cropore TabneTky BeinasneHo cioso «CIPLA», Ha
Zpyroii - NUHUA pazinoma.

2 Identification / TToniHHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBeTcTBYET Oxpalnpanve aMMHA4YHOIO pacTBOPA B KPAacCHbIH
AHTPaxHHOHOBbIE MIMKO3HIbI s 5
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
MeTtunnaparuapokcndensoar corresponds to the retention time of the principle
(B2IKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPIKHBAHHMS OCHOBHOTO MMKa Ha Xpomatorpamme
HCIBITYEMOI'O PACTBOPA I0MIKHO COOTBETCTBOBATD
BPEMEHH YACPAKHBaAHHA OCHOBHOI'O TTHKA Ha
XpoMarorpaMmMe CTaHaapTHOro pacTBOpa
MeTHAnaparuapokenbensoara (pasaes
«MerunnaparuapokcuGeH3oar).

3 | Average weight / Cpeanssi
Macca

192.87mg / 192,87mr

189.99 mg £7.5%/ 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooTseTcTayeT Tpebosaruam HO

Conclusion : APPROVED /
3akntoyenue: O0OBPEHO

Checked by QC In-Charge / ) g
HokymeHT npoeepeH OKK: ?E—/L ‘

Approved by QA In-Charge / 5
[HokymeHT onoBpex OOK: %//

Date /

Nara: 12 A2 o2 ky

Date /

Vb2 202 Y
Hara: .
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Cipla

Page 2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

poaykr: CEHAAE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 484150 - |Batch Quantity / O6nem cepun:  5843packs / ynaxosox
‘AR No / Ananutnueckuii oruer Ne : ARF/250/2024 |Date of Analysis / lata ananuza: 13.12.2024
Date of Mfg / laTa nponssoactsa:  11/2024 Date of Expiry / Tosen jo: 10/2027

Analysis performed according ND / Auasnn3 nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.97.2024

Ne

Test / IloxasaTrens

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
OaHOPOAHOCTB MO Macce

Complies / CooTBETCTBYET

18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

5 | Loss on drying / [Toteps B
macce npu BblcyUJPl'BaHPlH

1.6%

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution /
Pactsopenue

79-95%

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) ceHHo3unoB depes 120 mun

7 | Uniformity of Dosage units /
OAHOPOAHOCTD JI03HPOBAHMS

AV =538

The acceptability index forn=10 AV <L1.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

AV < LI. All values of xi must satisfy the
inequality:

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

L1 = 15.0; L2 = 25.0.

[Moxasatens npuemnemoctu ana n=10 AV < LI1.

B cnyuae, ecnn 3HaveHue AV npessimaet L1,
NPOBOJIAT HCMbITAHUE Ha creayrolux 20 oOpa3uax.
Jina n=30 AV < L1. Bce 3HaueHus Xi J10JKHBI
YIOBJIETBOPSITH HEPABEHCTBY:

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

L1 =15,0; L.2=250.

§ | Assay (Spectrophotometry)
KonuuecTBeHHOE OnpeaeseHue
(CrextpodoTomeTpus)

14.07mg/tab /

14,07mr/Tabd

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 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3UI0B B HEPEC‘JETE Ha CEHHO3H B B OJJ,HDFI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykT cooTBeTCTBYET TpebosaHuam H

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge /
DokymeHT nposeper OKK:

= T
o~

Approved by QA In-Charge /
JokymeHT ofobper OOK:

G

Date /

,D,aTa' 1% 12 MZ‘L’

Date /

A2 2092 0
[ara: 13 24
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUDPUKAT AHAJIM3A

Page3 of 4/Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepust Ne : 484150 . Batch Quantity / O6oem cepun:.  5843packs / ynakoBok

AR No / Auanaruaecknii oruet Ne : ARF/250/2024|Date of Analysis / Iara ananmn3a: 13.12.2024

Date of Mfg / llara npoussoacrsa:  11/2024 Date of Expiry /T'ozen jo: 10/2027

Analysis performed according ND / Ananu3 nposeaén no HJI: T N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 o7 09.07.2024

No Result / PesynbTaTsi Specification / Hopma

Test / Nokaszatenn

9 Content of Methyl 0.045mg/tab 0.028 —0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate{HPLC)/
Copepixanue
MeTHNnnaparuipokcuoeH3oaTa 0,045mr/rab
(B2XX)

10 | MICROBIAL LIMIT TEST/ Muxkpoduonornueckas 4ucToTa

10a) | Total Aerobic microbial count / 30
O6uree yHCa0 a3poOHbIX Not more than 10* cfu/ g / He 6onee 10* /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gomee 10° /r
count / Obuiee uncno <10
TUTECHEBBIX M IPOHIKCBBIX
rpudos ' .

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 107/ g / He Gonee 107 /r

bacteria/ Ycroiiuusbie K
NEACTBHIO MENUH
rpamoTpHuaTeIbHbIC DaKkTepHH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin | g/ OrcytctBue B 1 r
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absent in 1 g/OtcytctBue s | ¢
100 | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / Orcytcteue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cooteeTcTByET Tpebosanuam HO | 3aknouenne: OQOBPEHO
Checked by QC In-Charge / g Approved by QA In-Charge /
HokymeHT npoeepeH OKK: 'i::(k'r i [HokymeHT ogoBpeH OOK: @ﬁ
Date / Date /

PRI A2 2o 2
fara: 1% V1@ Yy fara: 13\ &

FMQC003-15-09
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Cipl

CERTIFICATE OF ANALYSIS

* CEPTHOHUKAT

AHAJIHM3A

Page 4 of 4/ Ctp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

HpoaykT: CEHAJIE®, TABJETKH 13,5 mr

Bateh No / Cenna Ne: 484150 Bateh Ouantity / Ofuem cenux:  5843packs / vnakoBox
AR No / Auaantinueckuii oruer No: ARF/250/2024|Date of Analysis / TaTta anaanza: 13.12.2024
11/2024 Date of Expiry /I'onen no: 10/2027

Date of Mfg / Jlara npouzsojacrna:

Analysis performed according ND / Ananu3 npopeaén no HJ{: [1 N013745/01-180522, amend No. 1 dated

09.07.2624 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No

Test / TTokazaTeb

Resuit / PesvabTarthb

Specification / Hopaa

11 | Package / YnakoBka

in a blister made of

6aHCTCp M3 NNEHKK
NOMIUBHHHKJIXNOPHAHO I
(NOAH3THIEHOBOI/

no NPHUMEHEHHIO.

12 Labeling / Mapkuposka According toND/

B cooTtBetcTenu ¢ HI

Package / Ynakogka - 20 tablets

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

NOJIMBHHWIHAEHXJIOPUHOK) U
anOMHHHEROH (PONKrH,
GANCTEPOB B KAPTOHILYIO T1a4KY
C BJIOWEHHEM 23 HHCTPYKLUHIT

Package / Ynarosxa - 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/PYDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / [To 20
TaOneTox B OHnHCTEp M3 NNEIIKH TPEXCNOiioi
(MBX/MIMBAX) v aniomuHuesoii ¢onwru. [To 2
unu 3 6nucTepa BMecTe ¢ HHCTPYKLLMEH Mo
NPUMEHEHHIO B KapTOHHYI0 nauky. [To 20 Tabaertok
B OJIMCTEpP M3 NNEHKH NOJHBUHUIXNOPHAHOM
(1HONUITUACHOBOI / LIOJIMBHHHIHAE HXJIOPUAHOM) H
amomiHueBoit gonbru, no 25 Gnuctepos B
KAPTOHHYIO NAaUKY C BJIOKEHUEM 25 MHCTPYKUMIT 110
NPUMEHCHMIO.

no 25

Storage conditions / Ycaosia

XPaHEeHHs Bbiwe 23 °C.

In adry place, at temperature below 25 °C./ B cyxom mecTe npii Temreparype He

Shelf life / Cpok roanoctn 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr coorsetcrayeT TpebosaHusm HI

Conclusion : APPROVED /
3aknwouerue: OQOBPEHO

Checked by QC In-Charge / ;
[lokymeHT nposepeH OKK: vﬂ?—/w

Approved by QA In-Charge /
[lokymeHT opobpex OOK:

P

Date / 12 12 - 1oy

[aTa:

Date/

Yt
[aTta: 12 dle-r E27-4

FMQC003-15-09
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