Clpla

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIU3A

Page 1 of4/Crp. 1 u34

Product: SENADE TABLETS 13,5 mg

Mpoaysr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 483016

Batch Quantity / O6bem cepun:  5840packs / ynakoBok

AR No / Asasmariagecknii oraer Ne : ARF/036/2023 | Date of Analysis / /lara anammza:  16.03.2023

Date of Mfg / /lara nponssoacrea:  02/2023 Date of Expiry / I'ogen no: 01/2026

Analysis performed according ND / Auamms nposenén no HJL: 1 N013745/01-180522

Test / lloka3zarean

Result / PesyabTarsl Specification / Hopma

1 | Description / Onucanue Complies / CooTsercTByer 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 kpyribie TabneTkn o
CKOLIEHHBIMH KpasMH OT KOPHHHEBOIO /10 TEMHO-
KOpHYHEBOTO 1iBeTa ¢ BKparmenuamu. Ha onnoii
cropoHe Tabnerku BbinasiaeHo cnoso «CIPLAY, Ha
APYTO# - IMHUS Pa3noMa.

2 Identification / TIoAMMHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tuns a reddish colour /
iR R CootBetcTByeT fl):granmaﬂne aMMHA4YHOTO PAcTBOPA B KPACHBIT
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBercTByeT chromatogram of the sample solution should
Mernnnaparuapokcubessoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKHUBaHHs OCHOBHOTO MHKA HA XPOMATOTPaMme
MCMLITYEMOr0 PACTBOPA JIOJDKHO COOTBETCTBOBATH
BPEMEHH yZeP)KUBAHUA OCHOBHOIO MHKA Ha
XpPOMATOrpaMme CTaHAapTHOIO pacTBopa
MeTuanaparuapoxciubensoara (pasnen
«Merunnaparuapokcubensoar).

3 | Average weight / Cpennss
macca

187.55mg / 187,55mr 189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpoaykT cooteeTcTayeT Tpebosaxuam HA | 3akniouenue: ONOBEPEHO

Checked by QC In-Charge /
[lokymeHT nposepeH OKK: /6&3}/‘_‘{,"‘5.

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

Date /

D.aTa: 29.04- .2

Date /

Jara: L i e
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Ciple

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A
Page20f4lC'rp.2m4
Product: SENADE TABLETS 13,5mg IpoaykT: CEHAJIE“, TABJIETKH 13,5 mr
Batch No / Cepusi Ne : 483016 Batch Quantity / O0bem cepuu: 5840packs / ynakoBok
AR No / AHaaHTHYECKHil 0TH9eT Ne: ARF/036/2023|Date of Analysis / /laTa apaam3a: 16.03.2023
Date of Mfg / /lara npoH3BOACTBA: 02/2023 Date of Expiry / I'onen no: 01/2026
Analysis performed according ND / Ananu3 nposeaén no HJL: T1 N013745/01-180522
Ne Result / Pe3yasTaThbl Specification / Hopma
Test / [Tokazaresib

4 | Uniformity of weight / Complies / CooTsercTBYeT 18/20 tablets NMT + 7.5 %/ 18/20 ne Bonee £ 7,5
QIHOPOAHOCTH M0 Macce %

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

5 | Loss on drying / IToTepa B 2.5% NMT 6.0 % / He tonee 6,0 %

Macce MpH BbICYLINBAHHH

6 | Dissolution/ 82-87% NLT 70 % (Q) of sennosides in 120 minutes

PacrBOopeHHE He menee 70 % (Q) ceHHO3HIOB 4EPE3 120 mus

— 5 [ Uniformity of Dosage units/ | AV=50 I The acceptability index for n =10 AV<LI.

OnHOPOAHOCTH AO3MPOBAHHA In the case where the value of AV exceeds Ll,a
test is carried out on the following 20 samples. For
n=30
AV <L1. All values of xi must satisfy the
inequality:
IM-xi| < 0,01 % L2 * M.
L1=15.0;L2=25.0.
[Mokasarens MPHEeMIIEMOCTH MLiis =10 AV<LL
B ciy4ae, eciy 3HaueHne AV npessbinaer L1,
MPOBOMAT HCMIBLITAHHE HA CAIEMYIOLHX 20 obpasuax.
Jlns n=30 AV <L1. Bee 3naieHns Xi IOJDKHBI
yIOBJIETBOPAT HEPABEHCTBY.
[M=xi| 0,01 x 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
KonuuecTBEHHOE OTIPENEIICHHE 13.90mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexTpodoToMeTpHs) Or 12,15 110 15,53 mr (o1 90,0 10 115.0 %)

13.90mr/Ta6 CeHHO3WIIOB B nepecyeTe Ha cennosia B B OnHOMH
Tabnetke.

Remarks - The Product conforms to ND/
Mpumeyanue: MpoaykT cooTBeTcTByeT TpeboBaHUAM HO

Conclusion : APPROVED /
3aknoYyeHue: OAOBPEHO

Checked by QC In-Charge / ol Approved by QA In-Charge / -
JlokymMeHT nposepeH OKK: / [okymeHT ogobpeH OOK: %
Date / ) Date / oMo

flave: 29.04 223 flara: 24 2023
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A
Page 3 of 4/ Crp. 3 m3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepns Ne: 483016

Batch Quantity / O6wem cepun:  5840packs / ynakosok

AR No / Apamaragecknii oraer Ne : ARF/036/2023 | Date of Analysis / lara anaansza: 16.03.2023

Date of Mfg / /laTa npon3soacrsa:

02/2023 Date of Expiry / I'oaen no: 01/2026

Analysis performed according ND / Ana;ms nposeaén no HJI: T1 N013745/01-180522

Ne Result / PesyabraThbt Specification / Hopma
Test / llokazaTenns

9 | Content of Methyl 0.048mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Conepkanne
MeTH/INaparnapokcuOen3oara 0,048Mmr/1ab
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpobHnonornueckas 4McToTa

10a) | Total Aerobic microbial count /
O6ee 4uciI0 a3podHBIX <10 Not more than 10* cfu/ g / He Gonee 10° /r
MHKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10 cfi/ g /He Gonee 10° /r
count / O6utee uucno <10
[LIECHEBBIX H APOMIKEBbIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OtcyreTByioT Not more than 10° / g / He Gonee 10° /r
bacteria/ Ycroituusbie K
JIEHCTBHIO KeI4H
rpamMoTpHuaTe/bHbIe BakTepHn

10d) | Staphylococcus aureus Absent /OtcyrcTByOT Absent in 1 g/ OrcyrcrBue B 1 r

10¢) | Escherichia coli Absent /OrcyTcTBYIOT Absent in 1 g/ OrcyrctBreB I T

109 | Salmonella Absent / OrcyrcTByIOT Absent in 10 g / OrcyrcrBue B 10 g

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

NMpumeuanwe: MpogykT cooteeTcTayeT TpebosaHusm HA | 3aknoyenne: ONOBPEHO

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

[okymeHT npoeepeH OKK: /gw"f— [okymeHT ogobpeH OOK: %dﬁ/\//

Date / Date /

[lata. 29.04--202.3 [lata: 24042023

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




Clpia

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJTH3A

Page4 of 4 /Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 483016

Batch Quantity / Oobem cepun:

5840packs / ynakoBok

AR No / Asammaragecknii orger Ne : ARF/036/2023

Date of Analysis / /lara anajimza:

16.03.2023

Date of Mfg / lara npon3soacrsa:  02/2023

Date of Expiry / I'onen no:

01/2026

Analysis performed according ND / Anamms nposenén no HJL: TTN013745/01-180522

Ne

Test / Iloxazarenb

Result / PesyabTaTs

Specification / Hopma

11 | Package / YmakoBska

in a blister made of

Gnucrep U3 1JIeHKH
MOJIHBHHHIIXJIOPHIAHOH
(IMOMMITHIIEHOBOH/

10 NPHMEHEHHIO.

Package / Vnakoska - 20 tablets

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

MOMHBHHUIICHXJIOPHIHOM) H
amomuHKeBoit Gonbry, no 25

OHCTEPOB B KAPTOHHYIO NMAYKY
C BJIO)KEHHEM 25 HHCTPYKLHH

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
Tabnerok B GIHCTEP M3 MIEHKH TPEXCAOHHOMN
(IIBX/TIDIIBX) u amovurneBoit donsri. [To 2
unu 3 Gnucrepa BMECTE C HHCTPYKITHEI 1O
NpHMEHEHHIO B KapTOoHHYI0 nauky. ITo 20 Tabnerox
B GauCTep W3 TUIEHKH MONHBHHHIIXTIOPHIHOMN
(MONMH3ITHIEHOBOH / MOAMBHHUILIGHXJIOPHIIHOI) |
amoMuHAeBoi Gonsry, no 25 Gaucrepos B
KAPTOHHYIO NMAYKy C BIOKEHHWEM 25 HHCTPyKuni no
MPHMEHEHHIO.

12 | Labeling / Mapknposka According to ND /

B coorsercteun ¢ HJ{

Storage conditions / Ycnosus
XpaHeHH:

13
Boimre 25 °C.

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

14 | Shelflife / Cpok roasocTi 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanwme: MpoaykT cootsetcTyeT TpebosaHuam HA

Conclusion : APPROVED /
3aknwuenune: OJOBPEHO

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

TlokymeHT nposepeH OKK: % tor [lokymeHT ofobpeH OOK: w
Date / . » Date / o\ Zo2-

o o0A.042023 Tlare: >4 3

FMQCO003-15-07

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




