Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOPUKAT AHAJIN3A
Pagel of 4/ Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg Ipoaykt: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepusa Ne: 481134 Batch Quantity / Onem cepum: 5849 packs / ynaxkosox
AR No / Anammruaecknii orger Ne : ARF/167/2021|Date of Analysis / Jlata anpamsa:  22.07.2021
Date of Mfe / lara npomssoacrea:  06/2021 Date of Expiry / 'onen jo: 05/2024

Analysis performed according ND / Anayms nposenén no H/I: TTN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / lokazaTeanb Result / PesynbTaThl Specification / Hopma

1 | Description / Onucauue 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. / [Inockue kpyraeie TabneTku co
CKOIIEHHBIMH KpasiMH OT KOPHYHEBOI0 A0 TEMHO-
KOPHYHEBOIO LiBeTa ¢ BKpameHuamu. Ha oxHo#
cropone Tabnerku BbiaasneHo cnoso «CIPLA», na
JIPYro# - THHHA pasioma.

2 Identification / ITomIMHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByer OkpaluiBaHiHe aMMHAYHOTO pacTBOpPa B KPACHBIH
AHTPaXMHOHOBBIE [IMKO3M/Ibl et
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ ' CootsercrByer chromatogram of the sample solution should
Mertunnaparuapokcubensoat corresponds to the retention time of the principle
(BRXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep>KHBAHHA OCHOBHOTO [THKA HA XPOMAaTOrpaMme
HCMBITYEMOTO PAacTBOPA A0KHO COOTBETCTBOBATH
BpEMEHH YAEPKHBAHHs OCHOBHOTO MHKA Ha
XpOMaTorpaMme CTaHAapTHOTO pacTBOpa
Meruanaparuapokcudensoara (pasaen
«MerunnaparuapokcubeHsoar).

3 | Average weight / Cpenusis 188.19 mg / 188,19 mr 189.99 mg +7.5% / 189,99 mr £7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: MpoaykT cootsercTayeT TpebosaHuam HA | 3aknoyenne: OQOBPEHO

Checked by QC In-Charge /5" Approved by QA In-Charge /
[okymeHT nposepeH OKK: \13 HNane

—_ [dokymeHT ogobpen OOK:

Date/ 5 2.4%.20721 Date/ _ _ o
Jara: Oara: 2L 0] 220 2=\
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOHUKAT AHAJIN3A

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 481134

Batch Quantity / O6nem cepuu:

5849 packs / ynaxosox

AR No / Ananurugeckui order Ne :

ARF/167/2021|Date of Analysis / laTa anammsa: 22.07.2021

Date of Mfg / Jlara npoussoncra:  06/2021

Date of Expiry / I'onen no:

05/2024

Analysis performed according ND / Ananmus nposenén mo HJL: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

OnHOPOAHOCTE I03UPOBAHUA

Ne Test / IlokazaTenn Result / PesyabTaTsi Specification / Hopma
4 | Uniformity of weight / Complies / CootBercTyer 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee 7,5
ORHOPOIHOCTE MO Macce %
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%
5 | Loss on drying / I[Toteps B’ 1.6% - NMT 6.0 % / He Gonee 6,0 %
Macce MpH BbICYUIHBAHUH
6 | Dissolution / 79-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cenno3unos uepes 120 Mun
7 | Uniformity of Dosage units / AV=53 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=15.0;L2=25.0.

ITokazatens npuemnemoctd st n=10 AV <L1.

B cnyuyae, ecnu 3nauenue AV npesbiuraer L1,
NpOBOIAT HCMbITaHKE Ha cheayomux 20 obpasuax.
Jnsa n=30 AV <L1. Bce 3HaueHus Xi JOJDKHBI
YIOBNETBOPATH HEPABECHCTBY:

IM-xi| £0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonuuectseHHoe OInpenesicHue
(Cnexrpodoromerpus)

13.92 mg/tab /

13,92 mr/Tad

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 mo 15,53 mr (ot 90,0 no 115,0 %)
CEeHHO3M/OB B Mepecuere Ha CeHHO3uA B B ogHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanume: Mpoaykr cooreercTeyer TpebosaHuam H

Conclusion : APPROVED /
3akntoueHue: OQOBPEHO

S

Checked by QC In-Charge =
HokymeHT npoeepeH OKK: B

S e e

Approved by QA In-Charge /

-
NokymeHT ogobpeH OOK: T:ﬂL 1<

Date / 22072021
Hara:

Date / y 2O
[ara:
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Cipla

CERTIFICATE OF ANALYSIS

. CEPTHOUKAT AHAJIN3A
Page3 of 4/ Crp.3 u3 4
Product: SENADE TABLETS 13,5 mg IIpoayxr: CEHAﬂE®, TABJETKH 13,5 mr
Batch No / Cepust Ne: 481134 Batch Quantity / O6nem cepun: 5849 packs / ynaxosox
AR No / Anamurugecknii oraer Ne : ARF/167/2021|Date of Analysis / Jlara ananuza: 22.07.2021
Date of Mfg / lata mpomssoacra:  06/2021 Date of Expiry / 'onen mo: 05/2024

Analysis performed according ND / Anamusz nposenén mo H/: T1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazarens Result / PesynbraTh Specification / Hopma
9 | Content of Methyl 0.048 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Ta6.
parahydroxybenzoate(HPLC)/
Copepxanue
MeTHIInaparuapokcuber3oaTa 0,048 mr/Tab
(BIXX) '

10 | MICROBIAL LIMIT TEST/ MukpoOuonoruyeckast 4HCTOTA

10a) | Total Aerobic microbial count /
OO1ee yHca0 a3poOHBIX <10 Not more than 10* cfu/ g / He Gonee 10* /r

MHKPOOPraHHM3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / Obuiee uncno <10
MIECHEBLIX H NPOMGKEBBLIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10” / g / He Gonee 10% /r
bacteria/ Ycroii4nBsie K
NEeHCTBHIO XKea4u
rpamMoTpHuaTeNbHble DakTepun

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrctBue B 11
10¢) | Escherichia coli Absent /OTcyrcTBYIOT Absentin 1 g/ OrcyrcTBUe B 1 T
10f) | Salmonella Absent / OrcyrcTBytoT Absentin 10 g /OtcyrctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: NpoaykT cooteeTcTByeT Tpebosanuam HI | 3aknrouyenune: OQOBPEHO

Checked by QC In-Charge Approved by QA In-Charge / .- | 4o
NokymeHT nposepeH OKK: \B an<€ NokymeHT onobper OOK: %5#:/‘/
Date/ 9 5.¢9-9029 Date / I A i P B BN

Oara: [arta:; c
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne :

481134

Batch Quantity / O6nem cepuu:

5849 packs / ynakesox

AR No / AHamMTH9ecKHH oT9eT No ¢

ARF/167/2021|Date of Analysis / lata amammza: 22.07.2021

Date of Mfg / lata npoussoacrsa:

06/2021

Date of Expiry / 'ogen no:

05/2024

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

Ne Test / Tlokazatenn Result / Pesyabrars: Specification / Hopma
K. || Beskamn one if;azkbaﬁ:térﬁf;g?;a sllitailets Package / Ynakoska - 20 tablets in a bliste:r made .of
PVC/PE/PVDC film and three-[iiyer PVC/PEIP_VDQ film ar}d alummu‘m foil. 2
aluminum foil. 25 blisters with  |°" 3 blisters and a patient information leaflet in a
25 patient infc;rmation leaflets in |2rOM: Akt bhs.ter madt? OfPV.C :
a carton. / TIo 20 TaBIETOK B /PE/P\_/DC_ film anc_i alummum.fo:l, 25 blisters with
GIHCTEp H3 MIEHKH 25 patient information leaflets in a carton. / ITo 20
RO TabneToK B ONHCTEP W3 MIIEHKH TPEXCIOHHOM
TR X (TIBX/TID/MBAX) u anromunuesoii gonsry. Tlo 2
AR unu 3 drucTepa BMECTE C HHCTPYKLHENT MO
ATIOMHHHEBOH (ONBIH, 10 25 MIPHMEHEHHIO B KAPTOHHYIO nauky. [To 20 TE\146JIE‘T0K
A—— KapT‘OHHy]EO — B Orucrep u3 MUIEHKH NONHBHHHIXTOPHIHOH
¢ BIONEHHes 25 HECTpyKui (no.rmamneuu::son / MONTMBHHHIIIEHXIIOPHIAHOI) M
10 IPHMEHEHHIO. amrOMUHHEBOH (oMbrH, 1o 25 6IHCTEpOB B
KapTOHHYIO Ma4Ky € BJIOKEHHEM 25 MHCTPYKLUMIT IO
- MIPHMEHEHHIO.
12 Labeling / Mapxuposka According to ND /
B coorsercteun ¢ HJ
13 Storage conditions / YcrnoBus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu TemMmnepaType He
XpaHeHHs Beiite 25 °C.
14 Shelf life / Cpox rognoctn 3 years /3 rozma

Remarks : The Product conforms to ND/

MNpumeyvanume: lNpoaykT cootBeTcTByEeT Tpebosarusam H/

Conclusion : APPROVED /
3akntoyenue: O0OBPEHO

Checked by QC In-Charge% e
1N e

HokymeHT npoeepeH OKK:

Approved by QA In-Charge /
HokymeHT opobpeH OOK:

B

Date/ o5 , @7.2021
[ara:

Date /

1 23971202\
ara.
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