Cipla

CERTIFICATE OF ANALYSIS
h CEPTHOHUKAT AHAJTU3A

Page 1 0f4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAIIEﬁ, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484097 Batch Quantity / O0bem cepun:  5849packs / ynakoBor

1AR No / Ananurnuecknii oraer Ne : ARF/181/2024|Date of Analysis / lara ananusza: 08.10.2024

Date of Mfg / Tara npon3eoacraa: _ 09/2024 Date of Expiry /I'open go: 08/2027

Analysis performed according ND / Auanns nposenén no H/L: I N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma

Test / IlokasaTenn

1 | Description / Onucanue Complies / CooTBeTcTBYCT 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 kpyrnere TaGneTkH co
CKOUIEHHBIMH KPasMH OT KOPHYHEBOTO 10 TEMHO- *
KOPHYHEBOro LiBeTa ¢ BKpamneHusmu. Ha onuoit
cTopoHe TabneTku BeigasneHo cnoBo «CIPLA», wa
Ipyrofi - THHHS pasnoma.

2 | Identification / TIonnHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootseTtcTByeT OkpaumBaiie aMMHAYHOIO PacTBOpa B KPACHBII
AHTPaXHHOHOBbIE TTTHKO3HIBI G,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteetcTByeT chromatogram of the sample solution should
MetunnaparuapokcudeH3oar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEpKHBAHUA OCHOBHOTIO MIMKA HA XPOMATOrpamMme
HCMBITYEMOrO PACTBOPA AOKHO COOTBETCTBOBATE
BPEMEHH YAEPKHUBAHMSA OCHOBHOIO MUKA HA
XpoMaTorpaMmMe CTaHAAPTHOTO PacTBOpa
MeTunmaparuapokcubenzoata (paszmen
«MeTunnaparuapokcubeH3oar).

3 | Average weight / Cpeanss 186.96mg / 186,96mr 189.99 mg £7.5% / 189,99 mr £7,5%
Macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: Mpoaykr cooteeTcTByeT Tpebosanuam HI | 3aknioyeHue: ONOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /

HokymeHT nposepeH OKK: 9£J”J HokymeHT ogobpeH OOK: W)T/
Date / Date /

Dara: o%-loprer fata: 0% -\o * 20 2-Y
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Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAI[E@)TTABJIETKI/I 13,5 mr

Batch No / Cepus Ne: 484097

Batch Quantity / O6nem cepun:

-5849packs / ymaxorox

AR No / AsanuTuuecknii otaer Ne : ARF/181/2024

Date of Analysis / lara anaausa: 08.10.2024

Date of Mfe / lata npoussoacrea:  09/2024

Date of Expiry / T'ogen no:

08/2027

Analysis performed according ND / Ananus nposenén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / IlokazaTennb

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
OaHOPOAHOCTH MO Macce

Complies / CooTBeTCTBYET

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

5 | Loss on drying / IToteps B 2.6%

Macce MpH BbICY UBAHHH

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution/ 77-87%

Pacteopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosuos uepes 120 MuH

7 | Uniformity of Dosage units / AV=535

OZlHO[JOIlHOCT!: OO3HPOBAHHA

The acceptability index forn =10 AV <LI1.

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; L.2.=25.0.

[Mokaszatens npuemaeMocTy wis n=10 AV <L1.

B cnyuae, ecnu 3Hauenne AV npespiaer L1,
MPOBOJAT MCMbITaAHKE Ha crefyromux 20 obpa3uax.
Jna n=30 AV <L1. Bce 3Ha4e€HHA Xi AOMKHBI
YAOBIIETBOPATH HEPABEHCTRY:!

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

L1 =150; L2=250:

8 | Assay (Spectrophotometry)
KonuyecTBeHHOE onpeaencHue
(CnextpodoTomeTpus)

14,02mr/Tad

14.02mg/tab /

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 (o1 90,0 mo 115,0 %)
CEHHO3H/I0B B epecueTe Ha CeHHO3MA B B oaHoi
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooteetcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknwoyvenue: OOJOEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / P, r

HokymeHT nposepeH OKK: = OokymeHT ogobper OOK; %
Date / Date /

Oerg: T8 oRay Oara: OF «\oviozmn
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIVIZA

-

-
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Product: SENADE TABLETS 13,5 mg

poaykt: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepus Ne : 484097

Batch Quantity / Obnem cepun:  5849packs / ynakoBox

AR No / AnannTiucciii oruer Ne ¢ ARF/181/2024

Date of Analysis / ara ananmsza:  08.10.2024

Date of Mfg / lata npoussoacrsa:  09/2024

Date of Expiry / T'onen go: 08/2027

Analysis performed according ND / Ananns nposesén mo HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [TokazaTens

Ne Result / PesyabTaThl Specification / Hopma

9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copepxanue
MeTuinaparuapokcibensoara 0,043Mr/1ab
(B2XKX) ¢

10 | MICROBIAL LIMIT TEST/ MukpoOuojoruyeckas YucToTa

10a) | Total Aerobic microbial count /

MHKPOOPraHU3MOB

O0wuiee uncno adpobHBIX 50

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

10b) | Total combined yeast and mould

TUIECHEBBIX M JIPOIKEBBIX
rpucos

count / O0wee uncno <10

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

bacteria/ VcToliuuBbLIE K
JIeHCTBHIO XKea4u
rpamMoTpHUATeIbHbIE OaKTEPHH

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10?/ g / He Gosee 10° /v

10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin 1 g/ OtcyTctBHe B | T
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrcrBue B L ¢
100) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / Orcytcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTBeTCTBYET TpeS0BaHUAM

Conclusion : APPROVED /
HO | 3aknovyenune: OQOBPEHO

Checked by QC In-Charge / -
HokymeHnT nposeper OKK: ’,ﬁ-“b’)

Approved by QA In-Charge /
[okymeHT ogoBpen OOK: %

Date /
[ata:

ef%- 10'rory

Date /

Jara: 0% -10-2-02Y4
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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIWU3A

Pagedof4/Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJETKH 13,5 mr

- |Batch No / Cepust Ne:

484097

Batch Quantity / O0bem cepun:

5849packs / ynakoBox

AR No / Ananaruuecicnii oruer Ne : ARF/181/2024

Date of Analysis / Jlara anannza: 08.10.2024

Date of Mfg / laTa npoH3BoACTBA:

09/2024

Date of Expiry / I'ogen go:

0872027

Analysis performed according ND / Ananu3s nposenén no HJI: IT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 or 09.07.2024

Ne

Test / IlokazaTenb

Result / PesysabTaTh!

Specification / Hopma

11

Package / YnakoBka

Package / Vmakoska - 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 Tabnerok B
GucTep U3 MISHKH
MOJMBHHEIXIOPHIHOH
(monuaTUIeHOBOMH/
MOJIMBUHHIASHXIIOPHIHOI) U
aMOMUHUEBOMH (oL, o 25
GIHUCTEPOR B KAPTOHHYIO Ma4YKy
C BIIOMKEHHEM 25 UHCTPYKLIMH
10 NPUMEHEHHIO.

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. / [1o 20
TabNeToOK B ONUCTEP U3 MICHKHU TpeXcnoiinoi
(MIBX/TID/MIBOX) u amomuuueBoit donsra. 1o 2
unu 3 6aucTepa BMECTE C HHCTPYKLIMEH no
NPUMEHEHHIO B KapTOHHYH0 nayky. ITo 20 tabneTox
B O/IHCTED M3 IEHKH MONHBHHHIXIOPAIHOH
(MonUITUNCHOBOI / MOMMBHHU/LIEHXIOPHAHOH) U
amoMuHHeBoi Gonbry, no 25 GaucTepos B
KapTOHHYIO NAYKy € BIOKEHHUEM 25 HHCTPYKLUMH M0
MPHMEHEHHIO.

12 Labeling / MapxupoBka According to ND /
B cootsercTEum ¢ H/J
13 Storage conditions / Ycnoust In a dry place, at temperature below 25 °C. / B cyXxoM MecTe IIpH TEMIIEPATYPE HE
XpaHeHHs! Beiwe 25 °C.
14 Shelf life / Cpoxk rogHocTi 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeyvanue: MpogykT cooTeeTcTBYeT TpeboBaHuam HI

Conclusion : APPROVED /
3aknwyvenune: OJOGPEHO

Checked by QC In-Charge / .
[okymeHT npoeepeH OKK: ?’J/D—’L'J

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

Date /

[lara: o% yo rotY

Date / 08-\0.22021

[ara:
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