Cipla

CERTIFICATE OF ANALYSIS
= CEPTHOUKAT AHAJTM3ZA

Pagel of4/Crp. 1 w34

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHA,H;E®, TABJIETKH 13,5 mr

Batch No/ Cepna Ne: 484142

Batch Quantity / O0beM cepuu:

5849packs / ynakosok

AR No / AnanuTuyecknii oraer Ne : ARF/233/2024|Date ef Analysis / [lata anannsa: 29.11.2024

Date of Mfg / laTa npoussogcrea: _ 11/2024

Date of Expiry /T'ogen go:

10/2027

’Ealysis performed according ND / Ananus nposeaén no HI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / II N613745/01-180522, m3zm. Ne 1 o1 09.07.2624

Test / [loxa3aTens

Ne Result / Pe3yibTaThl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTseTcTBYET

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 Kpyrisle TabIeTKH CO
CKOLIEHHBIMH KPasiMH OT KOPHIHCBOIO 10 TEMHO-
KOPHYHEBOTO L[BETA € BKpareHuamu. Ha oxuHoi
cropone TaGnerki BeiasneHo cnoso «CIPLA», Ha
IpyToH - IMHHS pasioma.

2 | Identification / [ToaTHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OkpaliBaHie aMMHA4HOrO PacTBOpa B KPacCHLIH
AHTPaXHHOHOBBIE INTHKO3H/bL et
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoOTBETCTBYET chromatogram of the sample solution should
MerunnaparuapokcubeHzoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YEPKUBAHHA OCHOBHOTO ITHKa HA XPOMAaTOrpaMMme
HCMBITYEMOT0 PACTBOPA JIOJIKHO COOTBETCTBOBATD
BpEeMEHH YIEpPKUBAHHS OCHOBHOIO MUKa Ha
XpoMaTorpamMMme CTaHIapTHOrO pacTsopa
MeTunnaparuapokcubensoara (pasuen
«MeTunmaparuipokcubensoar).

3 | Average weight / Cpennss
macca

189.93mg / 189,93mr

189.99 mg £7.5% / 189,99 mr+7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpogyKT cooTseTcTByeT TpebosaHnam HO

Conclusion : APPROVED /
3akntoyenune: OJOBPEHO

[okymeHT nposeped OKK:

Checked by QC In-Charge /
=Lt

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

=

Date /
[ara:

22 \trery

Date /

[ara: SRR
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

-

Page2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepus Ne: 484142

Batch Quantity / O6bem cepun:

5849packs / ynakosox

AR No / Ananurndeckuii oryer Ne : ARF/233/2024|Date of Analysis / {aTa anannza: 29.11.2024

11/2024

Date of Mfg / IaTa npou3BoacTBA:

Date of Expiry / I'onern xo:

10/2027

Analysis performed according ND / Ananus nposenén no HA: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / i1 N013745/01-180522, n3am. Ne 1 ot 09.07.2024

Ne Result / PeaynsTaTthi Specification / Hopma
Test / llokasaTenn 5

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT £ 7.5 % / 18/20 ue 6onee + 7,5
OIHOPOAHOCTH MO Macce %

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

5 | Loss on drying / [Toteps B 1.8% NMT 6.0 % / He Gonee 6,0 %

Macce NpH BeICYIHBAHUHU

6 Dissolution / 77-99% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He meree 70 % (Q) cenno3nmos gepes 120 mun

7 | Uniformity of Dosage units / AV=53 The acceptability index forn=10 AV <L1.
OnHOPOIHOCTE AO3UPOBAHUA 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 = L2 x M.

L1 = 15.0; L2=25.0.

ITokasarens npuemnemoct 1 n=10 AV < L1.

B cmyuae, eciu 3nauenue AV npespimraer L1,
MPOBOJAT MCIbITAHHE Ha cienyronx 20 obpasiax.
Jma n=30 AV < L1. Bce 3Ha4eHUs Xi JOMKHEI
YIOBJIETBOPSTEL HEPABEHCTBY:

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

L1=15,0; 12 =250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTBeHHOE OnpeneeHne 14.04mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomeTpust) Or 12,15 mo 15,53 mr (ot 90,0 no 115,0 %)

14,04mr/126 CEHHO3MJIOB B IIEPECUeTe HA CEHHO3HA B B o/1HOI
TabneTke.

Remarks : The Product conforms to ND/
MNMpumeyanue: MNpogykr cooteeTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwyeHue: OQOBEPEHO

Checked by QC In-Charge / _si”_’o:}\_j

[okymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

G

Date /

Nata: 2. 9. 0. o2y

Date /

21 202Y
Oara:
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOUKAT AHAJIU3A

Page3 of4/Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHA,[I,EE, TABJIETKH 13,5 mr

Batch No/ Cepun No: 484142

Batch Quantity / O6bem cepun:

5849packs / vaaxoBor

AR No / Ananuruuecknii oraer Ne : ARF/233/2024|Date of Analysis / lata amamm3a:  29.11.2024

11/2024

Date of Mfg / lara nponzsoncrsa:

Date of Expiry / I'onen no:

10/2027

Analysis performed according ND / Auanns nposeaén no HJI: II N013745/01-180522, amend No. 1 dated
§9.07.2024 / 1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / 1loka3zaTenb

Ne Result / PeaynbTaThi

Specification / Hopma

9 | Content of Methyl 0.041mg/tab
parahydroxybenzoate(HPLC)/
Coneprkanue )
MeTHINnaparkuipokcudeH3oaTa 0,04 1mr/Ta6
(BOXKX)

0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 Mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuonora4eckas 94McToTa

10a) | Total Aerobic microbial count / 50
OO0uee yKcso a3podHBIX

MHKPOOPraHu3MoB

Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / OBmee uncio
ILUIECHEBBIX M APONOKEBBIX

rpubos

<10

Not more than 10° cfu/ g /He 6onee 10° /r

LY

10¢) | Bile tolerant gram-negative
bacteria/ YcToiuuBbIe K
JCHCTBHIO XKETIH

rpamMoTpULATeNbHbIe GakTepuH

Absent /OTcyTCTBYIOT

Not more than 10/ g / He Gostee 107 /r

10.d) | Staphylococcus aureus

Absent /OtcyTcTBYyIOT

Absentin | g/ OrcyrctBue B | ¢

10 ¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OtcyretBue B | ¢

100 | Salmonella

Absent / OTcyTCTBYIOT

Absentin 10 g / OtcytcTBre B 10 g _

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooTseTcTBYET TpeboBaHnaM H/J

Conclusion : APPROVED /
3aknrovenune: OQOBPEHO

Checked by QC In-Charge / 7cf/t’p

[HokymeHT nposepeH OKK:

Approved by QA In-Charge /
OokymeHT ogobpeH OOK:

e

Date /

Oata: » ALt -"Lc’)'D_A_‘

Date /

[Oara: i i
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUOUKAT

AHAJIH3A
Paged4 of 4/ Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

IIpoaykr: CEHA,[[EE, TABJIETKH 13,5 mr

|Batch No / Cepnn Ne: - 484142

Batch Ouantity / Ofbem cenun:

$849nacks / Ynakosox

|AR No / Anaautnuecknii oruer Ne : ARF/233/2024

Date of Analysis / Jlata ananuza:  29.11.2024

Date of Mfg / lata nponssoacrea: 11/2024

Date of Expiry / I'onen no:

10/2027

Analysis performed according ND / Axaau3 nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024
Ne Result / Pe3ynbTaTbs Specification / Hopma
Test / [loxasarens
11 | Package / YnakoBka -
- Eyagkl?l%;éryél:;:i?a 3y las Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and 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
25 patient inf(;nnation leaflets in |2TtoN- 20 tablets in a blister made of PVC
& c:rton / Mo 20 1a6neTok B /PE/PVDC film and aluminum foil, 25 blisters with
6nmcTe ' adndugy 25 patient information leaflets in a carton. / [1o 20
nonuaupuunxno —— Tabnetok B 6aMcTep U3 MIEHKH TPEXCAOMHON
pm (MBX/M13/TBAX) u amomun1esoit Gonbru. [To 2
(monusTHAEHOBO WK 3 6HcTepa BMCCTC C HHCTPYKUHEH MO
nonuauuugun;uxnopunuoﬁz)su NPUMEHEHHIO B KApTOHHYIO nauky. [1o 20 Tabrerok
gfrrzggazoxaigg:;;gzawy B BrMCTEp M3 MNEHKU NOAUBUHHUIIXTIOPHAHOIM
= (monu3TuNeHOBOH / NONMBHHUAWIEHXIOPHAHOM) H
G BOWEHHEM 25 HHCTpYUMA anoMHUHHeBOH Gonbru, no 25 6nucrepos B
Ip KaPTOHUYIO MAuKy C BNOXEHHEM 25 MHCTPYKUMH no
NpUMEHEHWO. |
12 | Labeling / MapkupoBka According to ND /
B cootBerctauu ¢ HJL
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. /B cyxoM MeCTe npi Temnepatype He
XPaHEHHA Bbtie 25 °C.
14 Shelf life / Cpox rogHocTi 3 years /3 rona

Remarks : The Product conforms to ND/
Npumeyanue: MpoayxT cooTBeTcTByeT TpeGosaHnam HI

Conclusion : APPROVED /
3aknwyeHune: ONOBPEHO

Checked by QC In-Charge / E u

[okymeHnT npoBepeH OKK:

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

s

Date /
[Jara:

9}?-\\.1,0:.&,

Date /

Oara: Ryaa-02%)
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CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOJA

Name of the document / BRC & COA 484142
HasBaHue nokymeHTa

This certificate confirms that the document BRC & COA 484142 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 / [laHHbiit cepTudukat noaTeepxaaeT, uyto fokymeHT BRC & COA 484142
W3HaYanbHO HanNUCaHHbIA Ha aHrMMICKOM fA3bike, Bbln NepeBeAeH B COOTBETCTBUM C AEACTBYIOLUM
cornalieHvem ob okasaHun YCnyr C aHrnuinckoro A3blka Ha PYCCKUM S3bIK CEPTUPULMPOBAHHBIM
nepeBoAYMKoM, 00najalwmm [0CTaTOMHBIMU HaBblikamy ANA  OCYLUECTBREHWs nepesoaa W
NpOBEpPKM [OKYMEHTA.

HAaHHbIn cepTudukaT Takke NOATBEPXKAAET, YTO NepeBos NpoLLen NPoBEpKYy Ha NpPaBUMbHOCTbL M
NOMHOTY OTHOCUTENBHO UCXOAHOIO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /

Mepepos BLnanHeH: EBpoknmosa Kcenus / ﬂe&a}oaum/?
V4
Date and Signature / lata u 26.12.24 IS
noanvch /
Translation checked for Karim Halida / Head of Quality Control Department
correctness and completeness 4

by / lNepesoa npoBepeH Ha
NPaBuUbHOCTb U NOMHOTY:

Date and Signature / [lata u 26.12.24
noanucb

Kapum Xanuga / PykosBoautens OT, a KoHTpons KauecTBa




