- Cipla

CERTIFICATE OF ANALYSIS

-

CEPTH®HKAT AHAJIH3A

Pagel of4/Crp.1m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 482026 Batch Quantity / Oonem cepum: 5849 packs / ynakosox
AR No / Ananurugeckuii oryer Ne : ARF/072/2022|Date of Analysis / Jlara anammza: 19.03.2022
Date of Mfg / laTa npoussoacrea:  03/2022 Date of Expiry / T'ogen mo: 02/2025

Analysis performed according ND / Auamus nposeaén mo HI: IT N013745/01-091017, Mam. Ne 1 ot 17.04.2020

No Test / Iokazatean Result / Pesyzsrarsr 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 kpyrmisie TabaeTky co
CKOIICHHBIMH KPasiMU OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOrO LBeTa ¢ BKparennsMu. Ha onnoii
cropoHe Tabnerku BeiaBieHo cinoBo «CIPLA», Ha
OpYroi - IMHUA pasiaoMa.
2 | Identification / [TommHHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
SRR Cootrsercreyer S;céarammaﬂne aMMHAYHOrO pacTBOpa B KpacCHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cooteercreyer chromatogram of the sample solution should
Merunnaparunpoxcubersoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
YAEPKUBAHHA OCHOBHOIO [IHKA HA XPOMATOrpaMMe
HCITBITYEMOTO PACTBOPA NO/DKHO COOTBETCTBOBATE
BPEMEHH YIAEPKUBAHUA OCHORHOTO TIHKA Ha
XpoMaTorpaMme CTaHAapTHOTO PAacTBOpa
MeTHInaparnapoxcuOeHsoara (pasgen
«MerunnaparuapokcubeH3oar).

3 | Average weight / Cpensstsa
macca

190.30mg / 190,30mr

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

Remarks : The Product conforms to ND/
Mpumevanue: NpoaykT cooTBeTcTBYET TpebosaHuam HJ

Conclusion : APPROVED /
3aknroyenue: OO0OBPEHO

Checked by QC In-Charge / aﬂp 5 Approved by QA In-Charge / )
HokymeHT nposepeH OKK: e HoxkymeHT ofo6peH OOK: -

" Date / B Date / 00 a7 Sy I
[Hara: (103 2022 Harta: 13
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHKAT AHAJIH3ZA

Page 2 of 4 /Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfe / laTa mpon3BoacTBAa:

Batch No / Cepust Ne: 482026 Batch Quantity / O6bem cepun: 5849 packs / ymaxkosok
AR No / Asamarnaecknii order Ne : ARF/072/2022|Date of Analysis / Iara anasmsza: 19.03.2022
03/2022 Date of Expiry / 'onen no: 02/2025

Analysis performed according ND / Anamus nposengn mo HJL: IT N013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Test / Toka3zaTenn

Result / Pe3yasTaThl

Specification / Hopma

4 | Uniformity of weight /
OnRHOPOIHOCTE MO Macce

Complies / CooTseTcTByeT

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

OnHOpOIHOCTD NO3MPOBAHUSA

5 | Loss ondrying / Ilotepst B 2.0% NMT 6.0 % / He 6oxnee 6,0 %
Macce [PH BRICYIIHBAHHA
6 | Dissolution / 80 - 88% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopenue He menee 70 % (Q) cennozunor uepes 120 mun
7 | Uniformity of Dosage units / AV=1356 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 <L1. All values of xi must satisfy the
inequality:

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

L1=150;L2=250,

IToxaszarens npuemnemocty aiA n=10 AV <L1.

B cnyuae, ecnu sHauenne AV npessimaer L1,
NPOBOJAT UCIIBITAHHUE Ha crenyrommx 20 obpasnax.
Jna n=30 AV <L1. Bce 3Ha4eHHs Xi JOJHKHBI
VIOBJIETBOPSTE 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 onpeneneHue 14.01 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomerpus) Ot 12,15 no 15,53 mr (ot 90,0 m0 115,0 %)

14,01 mr/Tab CEHHO3HIOB B NepecyeTe Ha CeHHo3ua B B oxHoi
tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: MpogykT cooteeTcTBYeT TpeboBaHuaAM HJ]

3axknioyenue: OQOBPEHO

Checked by QC In-Charge / 7 o
[NokymeHT nposepeH OKK: ‘i’ ;

Approved by QA In-Charge /
HokymeHT ofobpeH OOK:

A

 Date /

[ara: (A ©2 2022

Date /
[Jara:

1<y S 5 3K i o
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Cipla

CERTIFICATE OF ANALYSIS
, CEPTHOPHKAT AHAJIM3A
Page 3 of 4/ Crp.3 n3 4
Product: SENADE TABLETS 13,5 mg Ilpoaykr: CEH.A,[[Eﬁ, TABJETKH 13,5 mr
Batch No / Cepust Ne : 482026 Batch Quantity / O6bem cepun: 5849 packs / ymakeBok
AR No / Ananstaaecknii oraer Ne : ARF/072/2022|Date of Analysis / [lara amanmza: 19.03.2022
03/2022 Date of Expiry / I'ogen go: 02/2025

Date of Mfg / /lara nponzsoacTsa:

Analysis performed according ND / Anamss nposenén mo HJI: I1 N013745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazarenn Result / PesyabraTs Specification / Hopma
9 | Content of Methyl 0.044 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxxanue
MeTHIITaparuapokcuoeH3oaTa 0.044 mr/Ta6
(B2XX) '

10 | MICROBIAL LIMIT TEST/ Mukpobuonoru4eckast 44CToTa

10a) | Total Aerobic microbial count /
O6wee uucio a3podHbIX 10 Not more than 10* cfu/ g / He Gomee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10” /r
count / OBmee yucno <10
ILTECHEBBIX H IPOAIKEBBIX
rpubos

10 ¢) | Bile tolerant gram-negative Absent /OrcyrcTByIOT Not more than 107 / g / He Gonee 10° /r
bacteria/ Ycroituuseie k
JIEUCTBUIO JKEITUYH
rpaMoTpuuaTenbHble HakTeprun

10 d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absent in | g/ OrcyrctBue B 1 1

10 ¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBue B 1 1

106 | Salmonella Absent / OtcyrcrByroT Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTeetcTRyeT TpeboraHuam HI

Conclusion : APPROVED /
3aknrouenue: O0OBPEHO

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

JokymeHT nposepeH OKK: % [okymenT ogobper OOK:

Date / ‘ y Date / VA0 2N
Jara: N fara:
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHMKAT AHAJIM3A

Page 4 of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE®, TABJIETKMH 13,5 mr

Batch No / Cepusi Ne : 482026

Batch Quantity / O6bem cepun:

5849 packs / ymakoBox

AR No / Asanmaraaecknii oraer Ne : ARF/072/2022|Date of Analysis / laTa apamuza:  19.03.2022

Date of Mfe / lara npomssoacrea:  03/2022

Date of Expiry / T'ogen o:

02/2025

Analysis performed according ND / Anamus nposenén mo HJI: TIN013745/01-091017, Mism. Ne 1 ot 17.04.2020

Ne Test / IlokazaTesb

Result / PesyabTaTsl

Specification / Hopma

11 | Package / YmakoBka
in a blister made of

bnucTep U3 MIeHKH

(nonuaTHIEHOBOH/

10 IPHMEHEHHID.

Package / Ynakoska - 20 tablets

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

TIOJIM BHHHJIXJIOPHTHOH

MOUB HHIJIIEHXIOPHHOH) U
AMOMHHHEBOH QONBIH, 1o 25
6HCTEpPOB B KAPTOHHYIO ITAYKY
C BIOXKEHHEM 25 MHCTPYKLMH

Package / Ynakoska - 20 tablets in a blister made of
three-Tayer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tabiets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
Tabnerok B GnucTep U3 MIIEHKH TPeXCIOHHO
(IIBX/II2TIBJIX) u amomunnesoii (oabry. Io 2
wm 3 Gnucrepa BMECTe ¢ MHCTPYKLIMEH Mo
NPUMEHEHHIO B KAPTOHHYIO mauky. ITo 20 Tabnerox

B ONHCTEp U3 IUIEHKH NONHBHHHIIXJIOPHAHOH
(MOMATHAEHOBOI / IOUBHHUIACHXIIOPUIHOH) U
amomuHieBoi Gonsry, no 25 Gnuctepos B
KaPTOHHYIO MAYKY C BIOXKEHHeM 25 MHCTPYKIHMIE mo. |
TIPHMEHEHHIO.

12 | Labeling / MapxupoBska According to ND /

B coorsercreun ¢ HJ

13 Storage conditions / Ycnosus

XpaHEHHS Beiue 25 °C,

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

14 Shelf life / Cpok rogsocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cootBeTcTeyeT TpebosaHunam HA

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Checked by QC In-Charge / %Pu%;p

Approved by QA In-Charge /

e

HokymeHT nposepeH OKK: HokymeHT ogobperH OOK:
(.08 202 e 139520
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