Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Pagelof4/Crp.1u3z 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne :

482111

Batch Quantity / O6bem cepun:  5852packs / ynmaxosox

AR No / Ananurnyeckuii oryer Ne : ARF/185/2022 |Date of Analysis / MaTa ananuza: 25.08.2022

Date of Mfg / laTa npou3sBoacTsa:

08/2022

Date of Expiry / I'ojen no: 07/2025

Analysis performed according ND / Ananus nposenén mo H/I: TIN013745/01-091017, Uam. Ne 1 ot 17.04.2020

Test / Hoka3zareb

Result / PesynbraTer

Specification / Hopma

Description / Onucauue

Complies / CooTercTByeT

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. / [Inockue kpyrisie TabneTku co
CKOLIEHHBIMH KPasMHU OT KOPHIHEBOTO /IO TEMHO-
KOPHYHEBOro I[BETa ¢ BKparuenusMu. Ha onuoii
cropone tabneTku Beiiasneno crioso «CIPLA», Ha
IpYyTOH - THHHSA pas3IomMa.

Identification / TTommBHOCTD

2a)

Anthraquinone glycosides /

AHTanHHOHOBLIE FIMKO3HOBI

Complies /
CoorsercTByeT

Ammoniacal solution turns a reddish colour /
OkpaniMBaHWe aMMMAYHOTO PacTBOPa B KPACHBI
LBET. ’

2b)

Methyl Parahydroxybenzoate
(HPLC)/

Merunnaparuapokcibensoart

(BOXEX)

Complies /
CooteercTByeT

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEp)KUBAHHSA OCHOBHOTO ITHKA HA XPOMATOrpaMmme
HCIILITYEMOr0 PAcTBOPA JIOJDKHO COOTBETCTBOBATE
BPEMEHH YIep KHBAHHS OCHOBHOIO [IMKA HA
XPOMATOrpaMme CTAHAAPTHOTO PacTBOpa
MmeTiumaparuapokcabensoara (pasgen
«MeTrmaparunpokcuoeHsoar).

Average weight / Cpenuss
macca

186.58mg / 186,58Mr

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

Remarks : The Product conforms to ND/
Mpumeyanue: MNpofgykr cooTBeTCTBYET TpebosaHuam HL

Conclusion : APPROVED /
3aknwyenue: OQOEPEHO

Checked by QC In-Charge /.

Approved by QA In-Charge /

[okymeHT nposeper OKK:

\_}\3\6—] Qn <

B

HokymeHT ogobper OOK:

Date /
NaTa:

2808202 3

Date /

Hara: sto%- 202"
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Cipla

) CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Page2 of4/Crp.2 u3 4
Product: SENADE TABLETS 13,5 mg IlpoaykT: CEHA,I[E® TABJIETKH 13,5 mr
Batch No /Cepust Ne: 482111 Batch Quantity / O6bem cepun:  5852packs / ynakosok
AR No / Ananutuyecknii oruer Ne: ARF/185/2022 | Date of Analysis / {ara ananuza: 25.08.2022
Date of Mfg / lata npousBoacTea:  08/2022 Date of Expiry / T'onen no: 07/2025

Analysis performed according ND / Ananns nposenén nmo HJI; TI N0O13745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / Tloxazarens

Ne Result / PesyabTars: Specification / Hopma

OnHOPOAHOCTH MO Macce

4 | Uniformity of weight / Complies / CooTBercTByET 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5

%
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

OnHOPOIHOCTE HO3HPOBAHKS

5 | Loss on drying / Iloteps B 1.3% NMT 6.0 % / He 6osee 6,0 %
MACCe TIPH BBICYILIHBAHNE
6 | Dissolution / 83 - 90% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennozunor uepes 120 Mun
7 | Uniformity of Dosage units / AV =438 The acceptability index forn=10 AV <LI.

In the case where the value of AV exceeds L1, a
test 1s carried out on the following 20 samples. For
n=30

AV <L1. All values of xi must satisfy the
inequality:

IM=xi| 0,01 x L2 x M.

L1=15.0;L2=25.0.

IMokasarens npuemieMocts ms n=10 AV <L1.

B ciyyae, ecinu 3nadenune AV npessimaer L1,
NPOBOAAT HCMBITAHHE Ha creayromux 20 obpasmax.
Jna n=30 AV <L1. Bce 35a4eHus Xi OOIDKHBI
YOOBJIETBOPATE HEPABEHCTRY:

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

L1=15,0;L2=250.

8 | Assay (Spectrophotometry)
KonuuectseHHOe ompeneneHue
(CunextpodoTomerpust)

13,79mr/1ab

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

13.79mg/tab / sennosides calculated as sennoside B in one tablet. /

01 12,15 1o 15,53 mr (ot 90,0 mo 115,0 %)
CEeHHO3HAOB B [IepecyeTe Ha ceHHo3uA B B ogHOH
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: NpogykT cooTeeTcTBYET TpebosaHuam HO

Conclusion : APPROVED /
3aknwoyenue: OOBPEHO

Checked by QC In-Charge /ﬁ
[lokymeHT nposepeH OKK: \\3 ane

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

Date / 5O .08 -2022__

[ara:

Date / o8- 2027
faTta: =5
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page3 of 4/ Crp.3 3 4

Product: SENADE TABLETS 13,5 mg

Npoayxt: CEHAJIE®, TABJETKM 13,5 mr

Batch No / Cepus Ne: 482111

Batch Quantity / Oonem cepun:  5852packs / ynaxoBok

AR No / Auanuruyecknii otuer Ne : ARF/185/2022

Date of Analysis / lata ananuza: 25.08.2022

Date of Mfg / laTa npoussoacrea:  08/2022

Date of Expiry / I'ogen no: 07/2025

Analysis performed according ND / Ananus nposeaén no HJI: [1 N013745/01-091017, H3m. Ne 1 or 17.04.2020

Ne Result / PesyabTaTst Specification / Hopma
Test / IlokazaTean
9 | Content of Methyl 0.045mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepsxanue
METH/IIAPArHaPOKCHOeH30aTa 00455t
(BIKX)

10 | MICROBIAL LIMIT TEST/ Mukpo0Ouonoraueckas YaCTOTa

10a) | Total Aerobic microbial count/
Obiee yrcso a3poOHBIX 10 Not more than 10* cfu/ g / He Gomnee 10*/r
MHUKPOOPTraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He 6oxee 10° /r
count / Obwiee uucno <10
TUIECHEBBIX H POAIKEBBIX
rpuboB

10 ) | Bile tolerant gram-negative Absent /OtcyTeTBYIOT Not more than 10°/ g / He Gonee 10° /r
bacteria/ Ycroiiuuebie K
[EHCTBHIO JKeITIH
rpaMoTpHLATENLHBIC DaKTePHH

10 d) | Staphylococcus aureus Absent /OtcyTcTByIOT Absentin 1 g/ OtcyrerBue B 1

10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ Otcyrcteue s 1 ¢

109) | Salmonella Absent / OtcyTcTBYIOT Absentin 10 g / OtcyrcrBue B 10 g

Remarks : The Product conforms to ND/

Mpumeuanue: MpogykT cooTeeTcTBYET TpeGosaHnam H

Conclusion : APPROVED /
3aknwuenune: OOOBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK:

Yahane

Approved by QA In-Charge /
[okymeHT ogobpeH OOK:

R

Date /

Nara: 5 S . AR E 022

Date /

- 2.5 08 2022
ara:

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao

FMQC003-15-06
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTN3A

Cipla

Page 4 0f4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJE®, TABJETKM 13,5 mr

Batch No / Cepus Ne: 482111

Batch Quantity / Ofnem cepuns

5852packs / ynaxosox

AR No / Ananntuyecknii oruer Ne: ARF/185/2022

Date of Analysis / laTa ananuza: 25.08.2022

Date of Mfg / laTa nponssoacrea:  08/2022

Date of Expiry / I'onen go: 07/2025

Analysis performed according ND / Anann3 nposenén o HJI: ITTI N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne

Test / Tloxazareas

Result / PesyasTarhi

Specification / Hopma

11 | Package / Ymakoeka

Package / Ymakoska - 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
fnmcTep U3 MIEHKH

[1OIM BHHUIIXJIOPHIHOH
(monusTHNEHOBOI/
TOMMBUHHIIAEHXJIOPHTHOMH ) H
ATOMUHHEBOH (onbry, 1o 25
6nMCTEPOB B KAPTOHHYIO MAUKY
C BJIOYKEHHEM 25 HHCTPYKLHIA
10 TIPHM EHEHHIO.

Package / Ynaxoeka - 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
tabnerok B OIHCTEp M3 IUIEHKH TPEXCIOHHOIM
(IIBX/AIS/MIBJX) u amomunuesoi donsra. o 2
unn 3 GiMcTepa BMeCTe ¢ MHCTPYKIHEH no
IPHMEHEHHIO B KapTOHHYIO nauky. ITo 20 Tabnerox
B OnyucTep M3 [JIeHKH NOMMBHHUIIXIOPHIHOH
(monuaTHIeHOBOH / MONHBHHANIEHXIOPUIHOIM) 1
anoMuHKeBoi Qomneru, no 25 6rucTepos B
KapTOHHYIO MAYKy C BAOKEHHEM 25 MHCTPYKIHIH 110
NPHMEHEHHIO.

12 Labeling / Mapxuposka

According to ND /

B coorBercrBum ¢ HII

13 Storage conditions / Vemosus
XpaHeHus

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

Bhime 25 °C.

14 Shelf life / Cpok ronrocta

3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanume: MNpoaykT cooTeeTcTayeT TpeboraHuam HI

Conclusion : APPROVED /
3aknwouenune: OQOBPEHO

Checked by QC In-Charge (’\’
[okymeHT nposepeH OKK:

\\,‘3 Qgﬂ e

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

B

Date /
[ara:

D BBy el il

Date /
Nara:

PG 0T L
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