Cipla

CERTIFICATE OF ANALYSIS
d CEPTHOUKAT AHAJIN3A

ragelof4/Crp.1m34

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAIE®, TABJETKM 13,5 mr

Batch No/ Cepns Ne: 484141

Batch Quantity / G0bem cepun:

5848packs / ynakosok

AR No / Ananntudecknii oruer Ne: ARF/232/2024|Date of Analysis / {aTa ananuza: 29.11.2024

Date of Mfg / lata npounssogcrea:  11/2024

Date of Expiry / 'onen jgo:

10/2027

Analysis performed according ND / Auanus nposeaén mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-186522, nam. Ne 1 o1 09.07.2024

Test / [oka3zaTenn

Ne Result / Pe3yabTaThl

Specification / Hopma

1 Description / Omucanue

Complies / CootBerctByer

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. / I[Tnockue Kpyrisie TaGNETKH CO
CKOIICHHBIMH KPasMH OT KOPHIHEBOTO 0 TEMHO-
KOPUYHEBOTO LBeTa ¢ BKparieHussMu. Ha ognoii
cTopore TabneTku BetaBaeHo cnoso «CIPLAY, Ha
JPYro# - TYHHA pa3ioMa.

2 Identification / IToanuHBOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteeTcTBYET Oxpaliupanne aMMHAYHOTO PacTBOpa B KpacHBI
AHTPaXHMHOHOBBIE ITHKO3UIBI e %
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CootBeTcTBYET chromatogram of the sample solution should
MerunnaparuapokcudeHsoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / Bpems
YAEPKUBAHHSA OCHOBHOTO MMKA HA XpoMaTorpaMmme
HCTIBITYEMOrO pacTBOpa NOJKHO COOTBETCTBOBATE
BPEMCHH YOCPKHMBAHUA OCHOBHOTO [MTHKA Ha
XpOMAaTorpaMMe CTaHIaPTHOTO PAacTBOpa
MeTHnaparuapokcudensoaTa (pasmesn
«MeTrunnaparuapokcnOeH3oar).

3 | Average weight / Cpennss
macca

190.54mg / 190,54mr

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

Remarks : The Product conforms to ND/
Mpumeuanue: NpogysT cooTseTcTBYyeT TPEGoBaHWIM Hl]

Conclusion : APPROVED /
3axmovenne; OJOBPEHO

Checked by QC In-Charge / 5@?-/0_}

HokymeHT npoeepeH OKK:

Approved by QA In-Charge /
HokymeHrT ogobpeH OOK:

T

Date /
HaTa:

29\ 02y

Date /

[ara: A8 al\seP ey
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Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484141

Batch Quantity / O6nem cepuu:

5848packs / ynakoBok

AR No / Anaautnyecknii oruyer Ne : ARF/232/2024

Date of Analysis / Tara anaauza: 29.11.2024

Date of Mfg / Jara npoussoacrea:  11/2024

Date of Expiry / Tonen go:

10/2027

Analysis performed according ND / Auanu3 nposenén no H/I: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, ui3m. Ne 1 o1 09.07.2024

Ne

Test / TlokazaTennb

Result / PeaynbTaTs!

Specification / Hopma

4 | Uniformity of weight /
OmHOPOHOCTE MO Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
%
2/20 tablets NMT +15% / 2/20 ne Gomee + 15%

5 | Loss on drying / IloTeps B 2.2% NMT 6.0 % / He 6onee 6,0 %
Macce IPH BRICYIIHBAHHH
6 | Dissolution / 79-101% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosuzor uepes 120 Mun
-7 | Uniformity of Dosage units / AV =353 The acceptability index forn=10 AV <L1.

OnHOpOAHOCTE AO3UPOBAHHUS

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; L.2=25.0.

[Tokasarens npuemneMoctu A n=10 AV <L1.

B ciyqae, ecnu 3Hauenne AV npessimaer L1,
TPOBOJAT UCIIbITaHKE Ha cnenyromux 20 obpasuax.
Jnan=30 AV <L1. Bce 3Ha4eHH Xi HOKHbI
YIOBIETBOPATH HEPABEHCTRY:

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

L1=15,0; L2 =250.

8 | Assay (Spectrophotometry)
KommiecTBeHHOE OMNpeneneHue
(CoekTpooToMeTpHS)

13,98mr/Tab

13.98mg/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 (or 90,0 no 115,0 %)
CEHHO3HUJIOB B IlepecyeTe Ha ceHHo3ul B B oqHOlM
TabeTKe.

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooTeeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknrouenune: OJOBPEHO

Checked by QC In-Charge / 9£/b—9

[okymeHT nposepeH OKK:

Approved by QA In-Charge /
JokymeHT ofobpeH OOK:

B

Date /

2. U'LOM—\

[ara:

Date /

[ara: BRa el
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CERTIFICATE OF ANALYSIS
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CEPTHOUNKAT AHAJIM3A

Cipla

Page3 of4/Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJNE®, TABJAETKH 13,5 mr

Batch No/ Cepua Ne: 484141

- |Batch Quantity / O0bem cepumn:

5848packs / ynakoBok

AR No / Ananurugeckuii otuer Ne : ARF/232/202

Date of Analysis / lata anaanza: 29.11.2024

Date of Mfg / llaTa npousBoscTea:

11/2024

Date of Expiry /T'ogen no:

10/2027

Analysis performed according ND / Ananns nposenén no HJ[: IT1 N013745/01-180522, amend No. 1 dated
$9.07.2024 / 11 NG13745/01-180522, m3m. Ne 1 o1 £9.07.2624

Ne Result / PesyabTaThl Specification / Hopma
Test / IlokasaTenb .
9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Coneprkanue
MEeTHIaparuapokcubensoara 0.041Mr/Ta6
(BRXKX) ’

10 | MICROBIAL LIMIT TEST/ Mukpo6uonornaeckas YACTOTa

10.a) | Total Aerobic microbial count / 10
O61iee YHCTo a3poBHBIX Not more than 10* cfu/ g / He Gonee 10 /r
MUKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /r
count / Obuiee gucuo <10
TUIECHEBBIX H JIPOXIKEBBIX .
rpubos Y

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10°/ g / He 6oxee 107 /r
bacteria/ YcToiauBsle K
JIEHCTBHIO KET4H
rpamMoTpHLaTeNbHbIe faKTepun

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyTcTBHE B 1 T

10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin 1 g/ OrcytctBre B 1 T

100 | Salmonella Absent / OTeyTCTBYIOT Absentin 10 g / Orcyrerene B 10 g

Remarks : The Product conforms to ND/

Mpumeyanue: MpoaykT cooTBeTcTBYET TPeboBaHuam HO

Conclusion : APPROVED /
3aknrwuenue: OQOBPEHO

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

=f 4P

Approved by QA In-Charge /
OokymeHT ogobpeH OOK:

Al

Date /
[ara:

2 rory

Date /
[aTta:

294\ 2024
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CERTIFICATE OF ANALYSIS
i CEPTHOHUKAT AHAJIU3A

Page 4 of 4/ Ctp. 4 u3 4

Product: SENADE TABLETS 13,5mg
Bateh No / Cepun Ne: 484141

~ |Mpoayxt: CEHAAE®, TABJIETKH 13,5 mr
Batch Guantity / O6sem cepnn:

5848packs_/ynaic0m;c =

AR No / AnaauTn4ecksii otyer Ne : ARF/232/2024

Date of Analysis / IaTa anaauza: 29.11.2024

11/2024

Date of Mfg / lata npor3BoacTsa:

Date of Expiry /T'oaen mo:

10/2027

Analysis performed according ND / Auaaus nposenén no H: I1 N013745/01-180522, amend No. 1 dated

09.07.2024 /I1 N013745/01-180522, u3m. Ne 1 ot 09.67.2024

Ne Result / Pe3yabTaThi Specification / Hopma
Test / [Tokasatesns
I hiackaggi Vinangei _Pack;n]get/ Yna:i(om;a o Package / YnakoBka - 20 tablets in a blister made of
g]vaC /];S})S;:}g\?][z)icef?lm B three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
v fc;rmation leaflets in | C2tON- 20 tablets in a blister made of PVC
& caprton / Tlo 20 TabneTok & /PE/PYVDC film and aluminuimn foil, 25 blisters with
6nuc1ep' Sy 25 patient information leaflets in a carton. / ITo 20
R R T e }TaGHCTOK B OnucTtep U3 nnenxn Tpexcnoiioi
P 4/ (MIBX/TI3/MBAX) 1 antoMHtneBoH donbru. ITo 2
ﬁﬁiﬁﬁtmﬁ:ﬁ:ﬁxm i unu 3 6aucrepa BMecTe C HHCTPYKUHEH no
i (bo.n::‘n 'S npHUMeHeHHUto B kapToHHYo nadky. [To 20 tabaerok
GHM(;TC S iy ’10 ——y 6aucTEp U3 MIEHKH MOJTUBHHHUIXIIOPHIHOMN I
- BHOKEHHGM 2? HHCT)[;yKU.H i Y (moAU3TUNEHOBOH / MOMUBHHUMKAE HXTIOPHAHOH) U
110 PHMEHEHHIO. amoMKBHeBO GoJbru, no 25 6:chepoa B
KapTOHHYIO JTaUKy C BIOXKEHHEM 25 UHCTPYKLHHA MO
[IPHMEHEHINO.
12 Labeling / MapkrpoBka According to ND/
B coorseTcTBHH ¢ HI
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. /B cyxom MecTe npu TeMnepaType He
XpaHeHH: Bhiwe 25 °C.
14 Shelf life / Cpok rogHocTu 3 years /3 roma -

Remarks : The Product conforms to ND/
Npumeyanue: MNpogykT cooreercTeyeT Tpebosanusm HO

Conclusion ;: APPROVED /
3aknrwyenune: OJOBPEHO

Checked by QC In-Charge / E Lo

[okymeHT nposepen OKK:

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

e

Date /

fata: - )

\\.Q/obq

Date /

[arta: 34, j
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At : 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 484141
Ha3ssaHue nokymeHTa

This certificate confirms that the document BRC & COA 484141 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 / [laHHblii cepTudukaTt nogTeepxaaeT, uto AokymeHT BRC & COA 484141
W3Ha4anbHO HanMUCaHHbIA Ha aHrIMNCKOM A3blike, Bbln NepeBefeH B COOTBETCTBUM C AENCTBYIOLMM
cornaiueHmem o6 okasaHuM YCnyr C aHrfvicKoro sidblka Ha PYCCKMN A3bIK CepTUULIMPOBaHHbLIM
nepesoAYMKoM, obnajalWmUmM AOCTAaTOMHBIMKM HaBblkaMW AN OCYLLECTBIEHUS nepesoja W
NPOBEPKW AOKYMEHTA.

AaHHbIiA cepTudmkaT Taloke NOATBEPXAAET, YTO NEpPeBOA MPOLUen NPoBepKy Ha NPaBUMBbHOCTL W
NONHOTY OTHOCUTENLHO UCXOAHOrO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MepeBopg, BbINOMHEH:

Date and Signature / flata u 26.12.24
noanuce

Espokumosa Kcenus / MNMepeBogun

Translation checked for Karim Halida / Head of Quali
correctness and completeness
by / lNepeBop npoBepeH Ha
NpaBUNbHOCTb W NOSHOTY:

Date and Signature / lata n 26.12.24
noanucb



