Cipla

CERTIFICATE OF ANALYSIS
ik CEPTHOUMKAT AHAJIN3A

Page 1 of4/Crp. i n3 4

Product: SENADE TABLETS 13,5 mg

HpoaykT: CEHAJE®, TABJIETKHM 13,5 mr

Batch No / Cepus Ne : 484145

| Batch Quantity / O0bem cepumu:

5846packs / ypakosok

AR No / AnaauTtuueckuii oraer Ne 1 ARF/237/2024 | Date of Analysis / Jlara anaausa: 03.12.2024

Date of Mfe / Jlata npouszsoactea:  11/2024

Date of Expiry / T'ogen po:

16/2027

Analysis performed according ND / Ananns nposeaéu o H/: il N{13745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/81-180522, u3m. Ne 1 or 09.07.2024

Test / [TokaszaTensb

No Result / PesyabTaThl

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. / [Lnockue kpyrasie TabNETKH €O
CKOLIEHHBIMHK KPasiMU 0T KOPUIHEBOTO 10 TEMHO-
KOPHUYHEBOTO [IBeTa ¢ BKparueHuamu. Ha onnoit
cTopose TabneTky BeigasiieHo cnoso «CIPLA», na
OpyToii - THHMSA pasoMa.

2 Identification / TIoJTMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OxpamuBatiie aMMHA4YHOrO PactBopa B KPacHbii
AHTPaXWHOHOBBIE MITHKO3HIBI e,
2b) | Methyl Parahydroxybenzoale Complies / Retention time of the principle peak in the
(HPLC)Y/ CoOTBETCTBYET chromatogram of the sample solution should
MeTuinapariaipoxkcHoeHzoat corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPKHBAHUL OCHOBHOIO ITMKa Ha XpOMaTorpaMme
HCTIBITYEMOTO PAcTBOPA JAOJKHO COOTBETCTBOBATh
BpEMEHH yAePKHBAHHA OCHOBHOIO MHKa Ha
XPOMATOrpaMmmMe CTaHAAapPTHOrO pacTBOpa
MeTuiInaparnipokcubensoata (pasael
«MeTmmaparupokcubeH3oar).

3 | Average weight / Cpennss
macca

190.08mg / 190,08mr

189.99 mg +7.5% / 189,99 Mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanwue: MNpoaykT cooteeTcTByeT TpebosaHusm HL

Conclusion : APPROVED /
3akntoueHue: OQOBEPEHO

Checked by QC In-Charge / -
NokymeHT nposepeH OKK: %’ :

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

=

Date /

[ara: O ke

Date /

[arta: 03 A2~ 202K
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg IIpoayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepns Ne: 484145 : Batch Quantity / O0bem cepuni:  5846packs / ynakoBok

AR No / Auaautuyuecknii oruer Ne : ARF/237/2024 | Date of Analysis / {ara auannza: 03.12.2024

‘| Date of Mfg / Jlata nponssoacrsa:  11/2024 Date of Expiry / lojien no: 10/2027

Analysis performed according ND / Ananius nposenén no HJ/I: I N013745/01-180522, amend No. 1 dated
09.07.2624 /11 NG13745/01-180522, usr. Ne 1 o7 09.07.2024

Ne Result / PesyabTaTsi Specification / Hopma

Test / [TokazaTein

4 | Uniformity of weight / Complies / CootBeTcTBYET 18/20 tablets NMT + 7.5 %/ 18/20 ne 6onee + 7,5

OIHOPOIHOCTH 110 Macce %
2/20 tablets NMT £15% / 2/20 ne 6onee + 15%
5 | Loss on drying / [Toreps B 2.2% NMT 6.0 % / He Gosnee 6,0 %
Macce NpH BbICYIHBAHHM
6 | Dissolution / 91-99% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cennosnaon yepes 120 MuH
7 | Uniformity of Dosage units / AV=32 The acceptability index forn= 10 AV <L1.
OnHOPONHOCTh A03HPOBAHHA 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:

IM-xi[ < 0,01 x L2 x M.

L1 =15.0; L2 = 25.0.

[Toxasarens npuemiiemocty ansi n=10 AV < L1.

B ciyuae, ecnn 3nauenue AV npessiuaer L1,
NPOBOJAT MCIBITAHKE Ha cienyroux 20 obpasuax.
Insa n=30 AV < L1. Bce 3HaueHHs Xi TOJKHBI
YIOBJIETBOPATH HEPABEHCTBY:

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

L1 =150;1.2 =25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHoe oOTipeneseHue 14.05mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrniextpodoTomeTpus) Ot 12,15 po 15,53 mr (o1 90,0 no 115,0 %)

!4,05MI’/T36 CEHHO3H10B B [EPECHETE Ha CCHHO3HA B B OJIHO#i
Tabrnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoaykr cooteeTcTByeT TpebosaHuam HO | 3aknwyenne: OOQOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
[okymeHT nposeper OKK: "£j}9 [JokymeHT ogobper OOK: @ﬁ/ﬁ/
Date / _ Date /
[ara: O NE e flata: ©2.\2-o02\
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJIU3A
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~

Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepun Ne: 484145 - Batch Quantity / Oobem cepun:  5846packs / ynakoBok

AR No / Auanurnuecknii oruer No : ARF/237/2024|Date of Analysis / lata ananusa: 03.12.2024

Date of Mfg / lata npoussonersa:  11/2024 Date of Expiry / 'onen no: 10/2027

Analysis performed according ND / Ananus nposenéu no HJI: II N013745/01-180522, amend No. 1 dated
$9.07.2024 / I1 N013745/01-180522, ui3m. Ne 1 o1 09.07.2024

Ne Result / PesynbTaTn! Specification / Hopma
Test / TloxaszaTenn
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTuInapardapokcudensoata 0,043mr/Ta6
(BIXKX)

10 | MICROBIAL LIMIT TEST/ MukpoGHONOTHYECKAs YHCTOTA

10a) | Total Aerobic microbial count / 20

O01ee uncao a3podHbIX Not more than 10* c¢fu/ g / He Gonee 10 /r
MUKPOOPTraHU3MOB

10b) | Total combined yeast and mould ' Not more than 10 cfu/ g /He 6onee 107 /r
count / Ob1uee uncio <10
TUIECHEBBIX H JPOXNIKEBBIX ~ 3
rpudos .

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10”/ g / He Gonee 10° /r

bacteria/ Ycroituusble K
JEeHCTBHIO KETYH
rpamMoTpHLaTebHLIe GakTepUH

104d) | Staphylococcus aureus Absent /OTeyTCTBYIOT Absentin 1 g/ Otcyrcteue B 1 r
10¢) | Escherichia coli Absent /OtcyterBytor | Absentin 1 ¢/ Oreyrersue B 1 1
100 | Salmonella Absent / OTcyTcTBYyIOT Absentin 10 g / OtcytetBHe B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanne: Mpoaykr cooteeTcTByeT Tpebosannam HA | 3aknwoveHue: ONOBPEHO

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

HokymeHT npoeepeH OKK: -.:ﬁjb:" HokymeHT ogobpeH OOK: %
Date / Date / B85 v

[ata: B3 Sl oty Jara: W BOEH,
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Cipl

CERTIFICATE OF ANALYSIS
5 CEPTH®HKAT AHAJII3A

Paved4 of 4/ Crp. 4 3 4

'Product: SENADE TABLETS 13,5 mg

Npoaywt: CEHAJE®, TABJIETKHU 13,5 mr

|Batch No / Cepust No: 484145

Batch Quantity / O6nem cepuu:

S846packs / ynaxonor

'{_AR No / Anaantrueckuii oruer No: ARF/237/2024

Date of Analysis / lara ananu3sa:

03.12.2024

'Datc of Mfz / IaTa nponssoacrsa:  11/2024

Date of Expiry / T'oaen 1o0:

10/2027

|Analysis performed according ND / Anamus npopeaéu no IIL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-186522, n3n. Ne | ot 9.07.2024

No

Test / Moka3aressb

Result / PezyabTaTnt

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

on UCTEP H3 NJIEHKH

(mon waTHACH I0BO#/

No MPHMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 235 blisters with
25 patient information leaflets in
a carton. / TTo 20 Tabnetox s

NONHBHHUN X.ﬂOpH}lHOﬁ

NONHBHHHIMAEHXJOPHAHOIT) 1
amoMHHKeBOH (ponbru, no 25
OGnuCTEepOoB B KAPTOHHYIO Mauky
C BJIOXKEHHEM 235 HHCTPYKLIKI

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 filim and aluminum foil, 23 blisters with
25 patient information leaflets in a carton. / TTo 20
TadneToK B OnucTep M3 MIEHKM TPEXCHOHHOM
(MBX/MM2/MBOX) 1 antomuiineoit oasru. 1o 2
wan 3 6aucTepa BMecCTe ¢ HHCTPYKLKCH no
nNpUMeHeHHIO B KapToliiyio nauxy. [To 20 Tadnerox
R iucTep M3 NAEHKH MOJHBHHUIXNOPHAHOIL
(MOAHATHACHOBOH / TONHBHHIIHACHXTOPHAHOMN) H
anioMUHHeBOI Gosbri, no 25 6nucTepos B
KapTOHHYIO Ma4Ky C BIOKEHHEM 25 HHCTPYKLHii Mo
NPHMEHEHHIOT

12 Labeling / Mapkuposka According to ND /

B coorBeTcTBMK ¢ H/J

13 Storage conditions / Ycnosus

XpaHeH#us Boiwe 25 °C.

In a dry place, at temperaturc below 25 °C./ B cyxom mccte nipi Temneparype He

14 Shelf life / Cpok roaxocT 3 years /3 ropa

Remarks : The Product conforms to ND/
MNpumeuanue: MpoaykT cooteercTeyeT Tpebosanunam H

Conclusion : APPROVED /
3akntoueHne: OQOBEPEHO

Checked by QC In-Charge / $ P Eﬁ

HokymerT nposeper OKK: B

Approved by QA In-Charge /
HokymenT 0g06peH OOK:

W

Date /

Vg
[ara: 03

12 - 20 L

Date /

072. 12 2024
[ara: S 1
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Munibai - 400013, India.
At: Simchem Pwvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOA

Name of the document / BRC & COA 484145
Ha3sBaHue nokymeHTa

This certificate confirms that the document BRC & COA 484145 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 / [laHHbilt cepTudmkaT NOATBEPXAAET, YTO AOKyMeHT BRC & COA 484145
W3Ha4anbHO HanMCaHHbIA Ha aHrMNIACKOM A3bike, Bbin NepeBeAeH B COOTBETCTBUM C AECTBYIOLLUM
cornawleHmem o6 Okas3aHUM yCryr C aHrfMiNCKoro sidblka Ha PYCCKUA S3biK CepTUDULIMPOBAHHBIM
nepesoAyMkoM, obnajalomMm A0CTaTOYHLIMU HaBblkaMy AMS  OCYLLECTBNEHUS nepeBoja W
NPoBEpPKM [OKYMEHTA.

[aHHbIN cepTudmkaT Takke NOATBEPKAAET, YTO NepeBoa NpOLLEN MpoBepKy Ha NpaBuUMbHOCTb U
MOSNTHOTY OTHOCUTENbHO UCXOAHOIO [JOKYMEHTa.

Evdokimova Ksenia / Translator
Translation performed by /
MepeBop, BbINOMNHEH:

Date and Signature / lata u 26.12.24 %

EBpoknmosa Kcenus / MNepesogunk

noanuch

Translation checked for Karim Halida / Head of QLA/Iity
correctness and completeness
by / lNepeBop npoBepeH Ha
NPaBUNbLHOCTbL W NOSHOTY:

Date and Signature / [lata u 26.12.24
noanuce

ntrol Department

Kapum Xanupaa / Pykosogutens Otaena KoHTpons KayecTtsa




