Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

Page1lof4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAZIEE, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482107 Batch Quantity / O6nem cepun:  5849packs / ynaxosox
AR No / Ananurnuecknii oruer Ne : ARF/180/2022 | Date of Analysis / lara ananusza: 19.08.2022
Date of Mfg / Jlata npoussoacrea:  07/2022 Date of Expiry / I'onen no: 06/2025

Analysis performed according ND / Ananus nposeaén no HJ[: II NO13745/01-091017, H3m. Ne 1 ot 17.04.2020

Test / Iloxazarens

Ne Result / PesyanrarTsi-

Specification / Hopma

1 | Description / Onucauue

Complies / CootBercTByeT

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. / Ilnockue kpyrisie TabneTku co
CKOLIEHHLIMH KPasMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOro LiBeTa ¢ Bkpannenuamu. Ha oguoi
cropoue tabnerkn Beigasnieso cinoso «CIPLA», na
ApYro# - THHHA pasjioMa.

2 | Identification / ITommHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Cootsercreyer OkpaumBaHie aMMHAYHOIO PACTBOPA B KPACHBIH
AHTpPax“HOHOBBIE INIHKO3H/IBI apeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorBercTByeT chromatogram of the sample solution should
MeTtunnaparuapoxcubenzoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEpKHUBAHHS OCHOBHOTO MHKA HA XPOMATOrpamMmme
HCIBITYEMOTr0 PacTBOPA AO/DKHO COOTBETCTBOBATH
BPEMEHHU YIePICHBAHUS OCHOBHOIO TTHKA HA
XPOMATOrpaMMe CTaHAapTHOTO PACTBOPA
merunnaparuapokcubensoara (pasmen
«MeTunnaparunpokcubensoar).

3 Average weight / Cpemuss
Macca

189.50mg / 189,50mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTseTcTBYeT TpeboBaHuam HI

Conclusion : APPROVED /
3aknioueHue: OQOBPEHO

Checked by QC In-Charge / 9' p

Approved by QA In-Charge / __;
[HokymeHT ogobpex OOK: %

NokymeHT nposepeH OKK:
romgdil e 1 e s Narw V1082000
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne : 482107

Batch Quantity / O6nem cepun:  5849packs / ynakosox

AR No / Ananuruqecknii oruer Ne : ARF/180/2022|Date of Analysis / lara ananusza: 19.08.2022

Date of Mfg / Jlata npoussoacrea: _ 07/2022

Date of Expiry / I'onen go: 06/2025

Analysis performed according ND / Anasns nposenén no HJI: TIN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / TloxazaTesn

Ne Result / PesyasTarsi Specification / Hopma

OnHOPOIHOCTE MO Macce

4 | Uniformity of weight / Complies / CootercTByeT 18/20 tablets NMT =+ 7.5 % / 18/20 ue bonee +7,5

%
2/20 tablets NMT £15% / 2/20 ne 6onee = 15%

PactBopenue

5 | Loss on drying / Iloteps B 1.2% NMT 6.0 % / He 6ouee 6,0 %
MAacce TIPH BICYLIHBAHHH
6 | Dissolution / 80 - 87% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennosunos uepes 120 Mun

7 | Uniformity of Dosage units /
O1HOPOAHOCTL NO3HPOBAHHS

AV=52 The acceptability index forn=10 AV <LI.

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;L2=25.0.

IMoxazaress mpuemaemocts s n=10 AV <L1.

B cnyuae, ecyu 3uauenne AV npessbiinaer L1,
MPOBOAAT MCHBITAHME Ha cnepyourx 20 obpasnax.
Jlna n=30 AV <L1. Bee 3HaueHns X1 TOJDKHbBI
YIOBNETBOPSTH HEPABEHCTBY:

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

L1=15,0;1L2=25,0.

8 | Assay (Spectrophotometry)
KonugecTBeHHOe oOnpeneneHye
(CnextpodoTomeTpis)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.08 mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 o 15,53 mr (01 90,0 1o 115,0 %)

14,08mr/Tab CEHHO3MIOB B NepecueTe Ha CeHHO3u/1 B B onno#
Tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeuanue: Mpoaykr cooTseTcTayet Tpebobanuam H | 3akniouenue: ONOEPEHO

Checked by QC In-Charge / a4 n
[lokymeHT nposeper OKK: a,—/’t’:g

Approved by QA In-Charge / £
[okymeHT ogobpeH OOK: %&Eﬁ

Date / 19 08.2022

Hara:

Date /
08~ ==
[aTa; 14 s
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= CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg Mpoaykt: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepus Ne: 482107 Batch Quantity / O0bem cepun:  5849packs / ynaxosox
AR No / Ananuruuecknii oruer Ne : ARF/180/2022|Date of Analysis / laTa anaauza: 19.08.2022
Date of Mfg / Jlata npoussoacrea:  07/2022 Date of Expiry / T'onen go: 06/2025

Analysis performed according ND / Ananun3s nposeaén no HJL: ITN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / PesyabTarsi Specification / Hopma
Test / TlokazaTens
9 | Content of Methyl 0.047mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepixanne
meTwmaparuapokcubensoara 0.047Mmr/1a6
(BIXKX)

10 | MICROBIAL LIMIT TEST/ Mukpobxonorayeckas YHCTOTa

10a) | Total Aerobic microbial count /

O61ee uncno a3pobHBIX 20 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / Obuiee uncno s <10
MIECHEBBIX H APONOKEBBIX
rpubon
10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10°/ g / He 6onee 10% /r
bacteria/ Ycroitunpeie K
JEHCTBHIO JKeNTUH
rpamMoTpHIATENbHbIE OaKTepHH
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ Orcyrcreues 1 r
10¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ OrcyrcreueB 1
109 | Salmonella Absent / OtcyTcTRYIOT Absentin 10 g /Orcyrcreues 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanwne: Mpoaykr cooTseTcreyer TpebosaHusm HL | 3aknoyenne: OOQOBPEHO
Checked by QC In-Charge / S T Approved by QA In-Charge /
OokymenT nposeper OKK: o...,'t"o OokymeHT ogo6peH OOK: @3’5
Date / ) _ Date / ‘0R20270

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Cipla
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Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne : 482107

Batch Quantity / O6nem cepuu:

5849packs / ymaxosox

AR No / Ananutuueckuii oruer Ne : ARF/180/2022

Date of Analysis / lata ananuza: 19.08.2022

Date of Mfg / laTa npouseoacrea:  07/2022

Date of Expiry / T'ogen no: 06/2025

Analysis performed according ND / Ananns nposeaén no HJI: I1N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne

Result / PesyasraThi

Test / Hoxaszaress

Specification / Hopma

11

Package / Ynakoska

Package / Ynakoska - 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 Tabnerok B
GiucTep U3 MUIEHKH
OJIMBHHAIXJIOPHIHOM
(nomusTHAEHOBOH/
MONHBHHUIIICHXJIOPHAHOH) U
anmoMUHKEBO# (onbru, no 25
BNHCTEPOB B KAPTOHHYIO NAYKY
C BJIOKEHHEM 25 HHCTPYKIMH

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. / ITo 20
TabneTox B OJIHCTED H3 IUIEHKH TPEXCIIOHHOM
(IMBXATS/MTIBAX) 1 amomunruesoii ¢omnsru. ITo 2
win 3 GrucTepa BMECTE C HHCTPYKLHEH 1o
TMPUMEHEHHIO B KapTOHHYIO nauky. [To 20 tabaerox
B GAHCTEp U3 NNCHKH NOHBU HIUTXIOPHAHOH
(mONMA3THIEHOBOH / IIONIMBHHHIEHXIIOPHAHOH) H

o NPpUMEHEHHIO.

amOMHHHEBOH (onbry, mo 25 Gnucrepos B
KapTOHHYIO 124Ky C BIOXEHHEM 25 HHCTPYKUMH no
MPHUMEHEHHIO.

12 Labeling / Mapkuposka According to ND /

B coorsercrBun ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHHs Beime 25 °C.

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

14 Shelflife / Cpox romsocTH 3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpoaykr cooTeeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwouenue: OOOBPEHO

Checked by QC In-Charge / (2
OokymeHT npoeepeH OKK: y/(;p '

Approved by QA In-Charge /
JokymeHT ogobpeH OOK:

T

Date / 19-0€ 202 _

Harta:

Date /

fara: 6 i
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