Cipla

CERTIFICATE OF ANALYSIS
K CEPTUOUKAT AHAJIM3A

Page 1 of4 /Crp.1u34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHA,I[E‘E, TABJETKH 13,5 mr

Batch No / Cepust Ne: 484144

Baich Quantity / O6bem ceper:

5842packs / ynaxoBok

‘AR No / Ananuraueckuii oruer Ne: ARF/236/2024 |Date of Analysis / iara apanuza: 03.12.2024

11/2024

Date of Mfe / laTa npon3sojicTea:

Date of Expiry / I'ogen go:

10/2027

Analysis performed according ND / Ananu3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, uzm. Ne 1 ot 09.67.2024

Test / TlokazaTein

No Result / PesyabTarsl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBeTCTBYET

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. / [Tnockue kpyrible TaGIeTKH CO
CKOLUCHHBIMHU KPaAMH OT KOPUYHEBOTO 10 TEMHO-
KOPHYHEBOrO LBETA ¢ BKpanneHusaMu. Ha oxuoit
cropoue TabneTkn BbigasaeHo cinoo «CIPLA», na
ApyToif - THHAS pa3noma.

2 | Identification / [loniHHHOCTD
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
COOTBCTCTB}’BT OKPHUJHBHHHE aMMHaYyHOIrO pacTBOpa B KpﬂCthﬁ
AHTanHHOHOBbIe rMTHKO3UObI
LIBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTCTBYET chromatogram of the sample solution should
Merunnaparuapokcubensoat corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIACPKUBAHUSA OCHOBHOTO TMKA HA XPOMATOrpamMMe
MCMBITYEMOTO PACcTBOPA J0/IKHO COOTBETCTBOBATh
BpeMeHH y/Iep)KHBaHUs OCHOBHOTO MHKA Ha
XpomaTtorpamMmMe cTaHZapTHOIO pacTBOpa
MeTHnnaparnapokcubensoara (paszen
«MerunnaparuapokcudeHsoar).

3 | Average weight / Cpennsas
macca

191.29mg / 191,29Mr

189.99 mg £7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
Mpumeuanwue: [Mpoaykr cooteeTcTBYET TpeboBanuam H

Conclusion : APPROVED /
3aknwuenue: OJOEPEHO

Checked by QC In-Charge / go'ﬁ/‘tl’l

[okymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogoBpeH OOK:

Tl

Date /

[fara: e ik §

Date /
[aTta:

0%\ 22024
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIU3A

Page2 of 4 /Ctp.2 uz 4

Product: SENADE TABLETS 13,5 mg

[poayxr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus No: 484144

" |Batch Quantity / O6sem cepun:

5842packs / ynakorox

AR No / Ananurnuecknii oruer No : ARF/236/2024|Date of Analysis / lata anaansa: 03.12.2024

Date of Mfg / laTa npoussoacrsa:  11/2024

Date of Expiry / Iozen 10:

10/2027

Analysis performed according ND / Ananus nposeaén no HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTatsi Specification / Hopma
Test / Iokaszatens

4 | Uniformity of weight / Complies / Coorsercrayer 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
OIHOPOAHOCTS M0 Macce %

2/20 tablets NMT £15% / 2/20 e Gonee + 15%

5 | Loss on drying / [Totepa B 2.4% NMT 6.0 % / He 6onee 6,0 %

Macce MpH BbICYIIHBAHHH

6 | Dissolution / 77-92% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHie He menee 70 % (Q) cenno3nnos uepes 120 mun

7 | Uniformity of Dosage units / AV=3538 The acceptability index forn=10 AV <L1.
OnHOPOAHOCTL A03HPOBAHKA 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| < 0,017 L2 x M.

L1 =15.0; L2=25.0.

[MToxkasarens npuemnemoctu ans n=10 AV <L1.

B cnyuae, ecnn 3HaueHue AV npessimaer L1,
NPOBOAAT MCHbITAHKUE Ha caeayrowmx 20 obpasuax.
Jina n=30 AV <L1. Bee 3HaueHus Xi A0MKHBI
YIOBNETBOPATL HEPABEHCTBY:

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

I.1 =15,0;1.2=25)0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTBeHHOE OmpeaeneHHe 14.06mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpodoTomeTpust) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,06Mr/1a6 CEHHO3HM/IOB B NepeceTe Ha CeHHO3UI B B 01HOIi
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteeTcTRyeT TpebosarHuam HO

Conclusion : APPROVED /
3aknwouenue: O0JOBEPEHO

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

HokymeHT nposepeH OKK: i/t-—" AokymeHT ogobpeH OOK: @
Date / Date /

Dara: B3 b Stk fara: 03 12-2.02-4
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTH®UKAT AHAJIN3A
- ; Page3 of4 /Crp.3 n3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No/ Cepusg No: 484144 - Batch Quantity / Oobem cepun:  5842packs / ynakosok
AR No / Auanurnuecknii oraer Ne : ARF/236/2024 |Date of Analysis / Jlata anannsza: 03.12.2024
Date of Mifg / Jlata npoussoacraa:  11/2024 Date of Expiry / Tonen go: 10/2027

Analysis performed according ND / Ananns nposenén nmo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No Result / PesynbTaTbl Specification / Hopma

Test / TlokazaTenn

9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
CopepxaHue
MeTHInaparuapokcubensoara 0,04 1mr/1a6
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruieckas 4ucToTa

104) | Total Aerobic microbial count / 30
OOGuee uncao a3poOHBIX Not more than 10 cfu/ g / He Gonee 10* /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /r
count / ObLuee uncno <10
TIJIECHEBLIX H APOIGKEBLIX h ~
rpubos G

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10>/ g / He 6onee 10% /r

bacteria/ Ycroifuussie K
JAeCTBUIO enuu
rpamoTpuiaTebHble OaKkTepHH

10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin | g/ OrcyrctBue B | ©
10¢) | Escherichia coli Absent /OtcyTcTByIOT Absent in 1 g/ Orcytctsue B 1 ¢
100 | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / Otcyrcreue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanume: Mpoaykr cootsercTeyeT Tpebosarnuam HA | 3akntovyeHue: OJOBPEHO

Checked by QC In-Charge / D (5P Approved by QA In-Charge / %
[lokymeHT nposeper OKK: ;—.ﬁ ' [lokymeHT oao6peH OOK:

Date / : , ' Date / rdns

Jara: 0L 12 20244 ara: 03\ 2072\

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT

AHAJTU3A

Paged of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mig

Hpoaykr: CEHALE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne ;- 484144

Batch Quantity / O%bem cepun:

S842packs / ynakosox

‘AR No / AnanuaTrueckuii otuer No : ARF/236/2024

Date of Analysis / Tara anasmsa:

03.12.2024

Date of Mfe / Mata npouspoacrea:  11/2024

Date of Expiry / I'ogen 30:

10/2027

Analysis performed according ND / Ananu3 npoeeaén no HJ{: IIN013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N0i3745/01-180522, u3m. Ne 1 ot 09.07.2024

Na

Test / [MokaszaTens

Package / YnakoBka
in a blister made of

BaucTep U3 NiAEHKH
MO BHHUIXJIOPHAHOI
(mosnm3TunexoBoi/

no NPHMEHEHHIO.

Result / PesyanTathi

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information lcaflets in
a carton. / [1o 20 TabneTok B

NONHBUHHUIUASHXITOPUAHOI) H
aniOMHHMEBOK )ONbIK, M0 25
O6MHCTEPOR B KAPTOHHYIO [IAYKY
C BJIOXKEHUEM 25 HHCTPYKUMH

Specification / Hopma

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, 235 blisters with
25 paticnt information leaflets in a carton. / Ilo 20
TabneTok B GnucIep U3 NICHKW TPEXCIoHHOi
(MBX/MTMBAX) 1 amomunuesoit dhonbru. [o 2
unu 3 6nnctepa BMecTe ¢ HHCTPYKLUHE}i no
MpUMEHEHHIO B KapToHHYIO rauky. [To 20 tadnerox
B 61MCTED K3 MIEHKH NOJHRUHMAX IO PUAHON
(TOJTM3TUNIEHOBOH / MOJIMBUH UM ACHXTOPUAHOIM) U
anoMUHHEBOH Gonbru, no 25 6nucTepor B
KapTOHHYIO Ma4Ky C BJIOKCHHEM 25 HHCTPYKUME N0
MNMPUMEHEHHIO»

12 Labeling / Mapxuposia According to ND /
B coorteerctBuu ¢ HJ{
13 Storage conditions / Vcnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TeMnepartype He
XpaHeHHUs seiie 25 °C.
14 | Shelf life / Cpox roguocTtu 3 years / 3 roma

| Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT coorseTcTayeT Tpebopalivam HI

‘Conclusion : APPROVED /
3akntouenue: OQOEPEHO

Checked by QC In-Charge / g
HokymeHT nposepeH OKK: éz,ﬁw

Approved by QA In-Charge /
HdokymeHT oaobpen OOK:

T

Date / 62100 034

[ara:

Date /
[ara:

O2.\2- 2024

FMQCO003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao [Kadam Marg, I.ower Parel, Mumbai - 400013, India.
Al : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOJA

Name of the document / BRC & COA 484144
Ha3BaHue gokymeHTa

This certificate confirms that the document BRC & COA 484144 originally written in English was
translated in accordance with service agreement in force from English into Russian by certified
interpreter, who has sufficient experience to perform translation and verify the document.

This certificate also confirms that translation was checked for correctness and completeness against
the source document / [JaHHbIli cepTudmkaT noaTBepxaaeT, uTo AokymeHT BRC & COA 484144
U3Ha4anbHO HanNWCaHHbIA Ha aHrIMNCKOM A3bike, Bbln NepeBefeH B COOTBETCTBUM C AENCTBYIOLLM
cornawieHmem o6 okasaHUM YCnyr C aHrnniACKOro s3blka Ha PYCCKUM A3bIK CepTUULIMPOBAHHBIM
nepesof4MkoM, obnajaloWym [OCTAaTOMHBIMKA HaBblkaMu AN OCYLLECTBIEHUS nepesoja W
NPOBEPKN AOKYMEHTA.

AaHHbIl cepTudbmkaTt Taioke NOATBEPXKAAET, YTO NEPEBOA NPOLUEn NPOBEpKY Ha NPaBUMLHOCTL U
NONHOTY OTHOCUTENbHO UCXOAHOIO LOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MepeBoa BbINOMHEH:

Date and Signature / lata n 26.12.24
noanuch

Esnoknmosa KceHuns / MNepeBogunk

Translation checked for Karim Halida / Head of Quality
correctness and completeness
by / lNepeBop npoBepeH Ha
NPaBuUnbHOCTb U NOSHOTY:

Date and Signature / lata u 26.12.24
noAnucb



