Cipla

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

b

Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482021

Batch Quantity / O0bem cepun:

5848 packs / ynakosox

AR No / Anasmruyecknii oraer Ne : ARF/057/2022|Date of Analysis / lara ananmza:  22.02.2022

Date of Mfe / [lara npomssoacrea:  02/2022

Date of Expiry / l'ogen no:

01/2025

Analysis performed according ND / Aranus nposenén mo HJI: [T N013745/01-091017, Mam. Ne 1 ot 17.04.2020

No Test / ITokazarens

Result / PesyabraTht

Specification / Hopma

1 | Description / Onucaxue

Complies / CootBercrayer

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. / ITnockre Kpyribie TabneTku co
CKOIIEHHBIMH KPasMH OT KOPHYHEBOTO /10 TEMHO-
KOPHYHEBOT'O L{BETA C BKparuteHusiMu. Ha ogHO#M
cropone tabnerku BeasiieHo ciioBo «CIPLA», Ha
IPYTOH - MUHKA pa3noMa.

2 | 'Identification / ITomnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteercrByer OxpamnyBaHie aMMHAYHOTO PACTBOpPAa B KPAcHBI
AHTpaxHHOHOBBIE JIHKO3MIbI sy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y Coorsercrsyer chromatogram of the sample sclution should
MeTrianaparupokcubeH30aT corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIepPKHUBAHHA OCHOBHOT'O [HKA HAa XPOMATOrpaMMe
HCITLITYEMOTO PacTBOPA AO/DKHO COOTBETCTBOBATH
BPEMEHH YeP:KUBAHHS OCHOBHOIO MUKA Ha
XpOMaTOrpaMMe CTaHIapTHOIO PacTBopa
MeTIInaparuapokcuoensoara (pasmen
«MeruanaparuapokcubeHsoar).

3 | Average weight / Cpennsis
Macca

188.58mg / 188,58mr

189.99 mg +£7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNMpoaykr cooreetcTeyeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknwoyeHue: OQOBEPEHO

Checked by QC In-Charge / T ;5 Approved by QA In-Charge / %E}j/ '
JokymeHT npoeepeH OKK: B it HokymeHT ogobpeH OOK: =
H:;:.’ D2.02 2222 B:}r:" 2302 2Zo2.2
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Cipla

CERTIFICATE OF ANALYSIS

- CEPTHOUKAT AHAJIU3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepns Ne: 482021

Batch Quantity / O0bem cepum:

5848 packs / ynakosok

AR No / Ananurnaecknii oraer Ne : ARF/057/2022 |Date of Analysis / laTa apannza: 22.02.2022

02/2022

Date of Mfe / Jlara npoH3BoACcTBA:

Date of Expiry / I'onen no:

01/2025

Analysis performed according ND / Anamus nposenén mo HJI: TTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hoka3zarens

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
OxHOPOTHOCTE NO Macce

Complies / CootBeTcTBYET

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

5 | Loss on drying / IToTeps B 1.8% NMT 6.0 % / He 6onee 6,0 %
Macce IPH BBICYIIMBAHUH
6 | Dissolution/ 82-90% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cennozrnos yepes 120 mun
7 | Uniformity of Dosage units / AV =51 The acceptability index forn=10 AV <L1.

OpHOPOIHOCTD AO3UPOBAHMSA

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=25.0.

ITokazarens nmpuemnemoctu i n=10 AV <L1.

B cayuyae, ecnn 3Hauenne AV npeseimaer L1,
TIPOBOAST MCIIBITAHKE Ha cneayomux 20 obpasuax. -
Jlnst n=30 AV <L1. Bce 3Ha4eHus Xi JOJDKHEI
YIOBJIETBOPSTH HEPABEHCTBY'

M-xi| £ 0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonuuecrseHHoe ONpeneneHne

(CnexrpothoTomerpust)

13.97 mg/tab /

13,97 mr/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 o 115,0 %)
CEHHO3MJICE B nepecyere Ha ceHHOo3un B B caHOM
Tabnerke.

Remarks : The Product conforms to ND/
NMpumeuanume: MNpoaykT coorsercTyeT TpebosaHuaM HJ

Conclusion : APPROVED /
3aknrouyeHue: OQOBPEHO

Checked by QC In-Charge /| ;)
[lokymeHT nposepeH OKK: o) cuut

Approved by QA In-Charge / =
NokymeHT ono6peH OOK: %

Date /

’_),2_. A2 20223
Nara:

Date /

,ﬂaTa' 2.3 -0~ 2022~
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

-

Page3 of4/Crp.3 3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482021

Batch Quantity / O6bem cepum:

5848 packs / ynaxkosok

AR No / Aranurmaecknii order Ne :  ARF/057/2022 | Date of Analysis / lara amanmza: 22.02.2022

Date of Mfg / Jlara nponsBogcra:  02/2022

Date of Expiry / I'ogen no:

01/2025

Analysis performed according ND / Anams nposenén mo H/L: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / TlokazaTenan Result / PesyaeTarsl Specification / Hopma
9 | Content of Methyl 0.048 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxxanue
MeTHITaparuAPOKCHOeH30aTa 0.048 Mmr/Ta6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobronoruieckas 4ucToTa

10a) | Total Aerobic microbial count /
O6mee uncno a3pobHBIX 10 Not more than 10* cfi/ g / He 6onee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / Obmee yncio <10
MJIECHEBBIX H IPOMKIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10” / g / He Gonee 10 /r
bacteria/ Ycroitaussie k
IEHCTBHIO XXeJIYu
rpaMoTpHLaTeNbHbIe GaKTepUH

104d) | Staphylococcus aureus Absent /OTcyTeTBYIOT Absentin 1 g/ OrcyrcrBue B I 1

10 e) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OtcytcTBue B 1

10f) | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g / OtcyrcTBHe B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykr cooTBeTcTByeT TpeboaHuam H

Conclusion : APPROVED /
3aknmtoueHue: OOJOBPEHO

et

— e

Checked by QC In-Charge /™ 5
HokymeHT nposepeH OKK: \Lg

Approved by QA In-Charge / T
[okymeHT ofobpeH OOK: %pﬁ =

Date /

B B B B s o Ml
[ata: Z

Date /

Hara 2.% -0 202
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Cipla

CERTIFICATE OF ANALYSIS

N CEPTUDPHUKAT AHAJIN3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

HMponyxr: CEHAJE®, TABJIETKMH 13,5 mr

Batch No / Cepna Ne: 482021

Batch Quantity / O0bem cepum:

5848 packs / ynakoBok

AR No / AramuTudeckmii orger No :

ARF/057/2022|Date of Analysis / lara amammsza:  22.02.2022

Date of Mfg / lata npoussoacrea:  02/2022

Date of Expiry / I'onen po:

01/2025

Analysis performed according ND / Amanus nposeaén no HJT: TIN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / loxkazaTens

Result / PesyabTaTnt

Specification / Hopma

11 | Package / Yakoska
in a blister made of

OnucTep U3 MIEHKH

(nonuaTHneHOBOH/

10 NPUMEHEHHIO.

Package / Ynakoska - 20 tablets

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

TIOJIMBHHUIIXJIOPHITHOH

MOTMBHHHILIEHXJIOPHIHOM) 1
AMOMHHHEBOH Gobry, no 25
BIHCTEPOB B KAPTOHHYH MAYKY
C BJIOKEHHEM 25 MHCTPYKUMT

Package / Ynakoeka - 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 2
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. / ITo 20
TabneToK B OnmcTep M3 IUIEHKH TPeXCIOHHO
(MIBX/II2/MBAX) u amomuuresoii ¢onsri. ITo 2
wne 3 GaucTrepa BMeCTe ¢ HHCTPYKIMEH 110
NPUMEHEHHIO B KapTOHHYHK nadky. ITo 20 Tabnetok
B ONIHCTED U3 IUIEHKH [OIHBHHUIXIOPHIHOM
(MONMMATHIEHOBOI / NOTMBHHAIIEHXJIOPHIHOM) H
aTFOMIHHEBO# Goery, o 25 6aucTepos B
KapTOHHYIO [1aUKy C BJIOXKEHHEM 25 HHCTPYKLIH 110
ﬂpHMSHﬁHH}O.

12 | Labeling / Mapxuposka According to ND /

B cooTtrercTeun ¢ HJJ

13 Storage conditions / Ycnosus

XpaHeHHs! Boiue 25 °C.

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

14 Shelf life / Cpok rogsocTH 3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeyanume: MpoaykT cooteeTcTByeT TpebosaHuam HO

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO

Checked by QC In-Charg
JokymeHT nposepeH OKK: lawt [BE

Approved by QA In-Charge /

c@-iﬁ’, ¢> _
e

HokymeHT ogobper OOK:
Date / Date /
. . - o T L S -
[lara: 9. 2022022 Nata: P S o kM Wy L Ry I
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