Cipla

CERTIFICATE OF ANALYSIS
h CEPTUDUKAT AHAJIU3A

Page 1 of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust No: 484140

Batch Quantity / O0bem cepuu:

5845packs / ynakosox

AR No / Ananarugeckuii otuer Ne : ARF/231/2024|Date of Analysis / lara anannza: 28.11.2024

Date of Mfg / Jata npounssoncrsa:  11/2024

Date of Expiry /T'onen go:

10/2027

Analysis performed according ND / Ananus nposenén mo HJI: TT N013745/01-180522, amend No. 1 dated
19.07.2624 / TI N§13745/61-180522, n3m. Ne 1 ot 09.07.2024

Test / Tloxaszarenn

Ne Result / PeayabTaThl

Specification / Hopma

I | Description / Onucanue

Complies / CooTseTcTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. [t has CIPLA
monogram embossed on one side and central break-
line on the other. / ITnockue kpyribie TabneTKH CO
CKOUIEHHBIMH KPaIMH OT KOPMUHEBOT'O 0 TEMHO-
KOPHYHEBOTO LBETA ¢ BKpamieHuaMy. Ha oxHoii
cropone Tabnetku BeinasneHo cnoso «CIPLA», Ha
Apyroii - InHWs paznoMa.

2 Identification / TloanuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET Okpaipanue aMMHaYHOTO PacTBOPa B KPacCHbIi
AHTanP[HOHOBblB TJIMKO3H bl LIBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time* of the principle peak in the
(HPLC)/ CooTBeTcTBYyeT chromatogram of the sample solution should
MetunnaparuapokcubeHsoar corresponds to the retention time of the principle
(BDWX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoaten) / Bpems
yAEPIKHBAHUS OCHOBHOTO ITHKA HAa XpOMATorpaMme
HCTILITYEMOI'O pacTBOpa AOJIKHO COOTBETCTBOBATHL
BpEMEHH YAEPKHBAHHUA OCHOBHOIO ITHKa Ha
XpOMaTorpamMmMe CTaHAapTHOrO pacTBOpa
meTHnnaparuapokcubensoara (pasaen
«Mertunnaparuapokcufensoar).

3 | Average weight / Cpenmsts
macca

191.44mg / 191.44mr

189.99 mg +£7.5% / 189,99 mr£7,5%

Remarks : The Product conforms to ND/
Mpumeydanue: Mpogykr cootseTcTByeT TpebosaHusam HU

Conclusion : APPROVED /
3aknrwouenue: OQOBEPEHO

Checked by QC In-Charge / aﬁ/w

Approved by QA In-Charge /

e

[okymeHT nposepeH OKK: [okymeHT opobpeH OOK:
Date / ; Date / XY 425
Nara: 23\« 2o [ara: oL .
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Cipla

. CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A
i Page2 of 4 /Ctp. 2 u3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAIE", TABJIETKH 13,5 mr
"|Batch No / Cepust No: 484140 Batch Quantity / Odvem cepun:  5845packs / ymaxosok
AR No / Anannruueckuii oraer Ne : ARF/231/2024|Date of Analysis / {aTa amamasza:  28.11.2024
Date of Mfg / lata npoussoncrea:  11/2024 Date of Expiry / T'onesn ao: 10/2027

Analysis performed according ND / Ananu3 nposenén mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PesynbTaTe! Specification / Hopma

Test / TlokazaTennb

4 | Uniformity of weight / Complies / CooTseTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 e Gonee + 7,5
OaHOPOJHOCTH MO Macce ) %
2/20 tablets NMT £15% / 2/20 ue Gonee + 15%
5 | Loss on drying / IToTeps B 2.1% NMT 6.0 % / He bonee 6,0 %
Macce npa BBICYLIHBAHHH
6 | Dissolution / 87-101% NLT 70 % (Q) of sennosides in 120 minutes
PacTtBopeHue He menee 70 % (Q) cenHosuaos uepes 120 MuH
7 | Uniformity of Dosage units / AV=3538 The acceptability index forn =10 AV <L1.
OHOPOIHOCTh IO3HPOBAHMS 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
inequakity:

IM-xi| < 0,01 % L2 x M.

L1=150;1L2~25.0.

Moxazarens npuemaemocTu 1t n=10 AV <L1.

B cnyuae, ecii 3Hadenune AV npesitaet L1,
NPOBOAAT UCIILITAHKUE Ha caeayromnx 20 obpa3uax.
Inan=30 AV <LI. Bee 3Ha4ueHnHs Xi AOMKHBI
YIOBIIETBOPATE HEPABEHCTBY:

IM-xif < 0,01 x L2 x M.

LI=15,0:12 = 25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KosimuecTBeHHOE OMpeeieHHe 14.07mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexTpodoTomeTpus) Ot 12,15 mo 15,53 mr (o1 90,0 mo 115,0 %)

14,07mr/1a6 CEHHO3HM/IOB B NMepecyeTe Ha ceHHo3ua B B oqHoil
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanume: MNpogykr cootsetcTayeT TpebosaHuam HL | 3akniouenne: OQOEPEHO
Checked by QC In-Charge / TS Approved by QA In-Charge /
HokymeHT nposepeH OKK: i_, HokymeHT ogo6peH OOK: %
Date / : Date /
Nara: 2-8-W. o2y Dara; 28 \-2o2y
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Cipla

Page 3 of 4 /Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKHU 13,5 mr

Batch Quantity / O0bem cepun:

5845packs / ynakoBok

Batch No / Cepun Ne: 484140

AR No / Ananurudeckuii oruer Ne :

ARF/231/2024|Date of Analysis / Tlata ananmza: 28.11.2024

Date of Mfe / laTa npoussoactea:  11/2024

Date of Expiry / I'ogen no:

10/2027

Analysis performed according ND / Ananus nposeaén no H/T: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 ot $9.07.2024

Test / Ilokaszarenn

No Result / PesynbTaTel

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepixaHue
MeTuInaparaapokcubensoara
(BOAKX)

0.045mg/tab

0,045mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruyeckas YacToTa

102) | Total Aerobic microbial count / 30
O61ee yncno adpodHbIX

MHKPOOPraHU3MOB

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

10b) | Total combined yeast and mould
count / OGwiee 4ncIo
IUICCHEBBIX M JIPOMOIKEBBIX

rpubon

<10

Not more than 107 cfu/ g /He Gonee 10° /r

~

LY

10¢) | Bile tolerant gram-negative
bacteria/ Ycroituussle k
NEHCTBHIO HKeNUH

rpaMoTpHLATe IbHbIE DaKTepHH

Absent /OTcyTeTBYIOT

Not more than 10°/ g / He Gonee 10 /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ OtcyTcTBHe B 1 T

10¢) | Escherichia coli

Absent /OTcyTcTBYIOT

Absentin 1 g/OtcyrctBue B | 1

10 1) | Salmonella

Absent / OTcyTCcTBYIOT

Absent in 10 g / OrcytcTBHe B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooTBeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akntoyenue: O0OBPEHO

Checked by QC In-Charge / %u

HokymeHT nposeper OKK:

Approved by QA In-Charge /
DokymeHT ogo6peH OOK:

Qe

Date /
[ara:

2.5-Lt- o2y

Date /
[aTa:

2B \\- 2024
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Cipla

N CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIM3A

Page 4 of 4 / C1p. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAIIE@, TABJETKH 13,5 mr

Batch No / Cenusnt Ne: 484140

Batch Ouantity / Q0bem cepin:

5845nacks / ynaroBok

AR No / Anannrrnueckuii otuet Ne : ARF/231/2024

Date of Analysis / Jlata anannza: 28.11.2024

Date of Mfg / lara nupoussoacrea:  11/2024

Date of Expiry / I'ogen no:

10/2027

Analysis performed according ND / Aunanu3 epooeaén mo HJL: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PezynnTathi Specification / Hopma
Test / [TokazaTenn
11 | Package / YnakoBka Package / Vnakopka - 20 tablets ] - :
= oy bl%ster Hgrs 0‘% Package / YnakoBxa - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and . s . .
A - N o or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with . -
25 patient information leaflets in carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 235 blisters with
a carton. / ITo 20 Tabnetox B Sl S T
25 patient information leaflets in a carton. / ITo 20
OnucTep K3 nIEHKH i -
RONMBHHUNXNOPHAHON TabneTok B GnvcTep U3 NEHKU TPEXCNONHON
. (MBX/S/MBAX) 1 antomunuesoii ¢ponbra. [To 2
(nonuatHneHoBOM/ .,
. HaK 3 6aKcTCpa BMCCTC C HHCTPYKLUHUCH Mo
NOJIMBHHHAHAEHXNOPHANO#) H .
B MPUMEHEHHIO B KapTOHHYt0 mauky. [To 20 TabaeTok
antoMuuueBoii Gponbru, no 25 v
B OaHCTEp M3 MIEHKU MOJMBHHUIXJIOPHUAHOMN,
6aMCTEpOB B KAPTOHHYIO NaykKy = .
i - (nonu3TUNEHOBO# / MOIHBUHUIIHAEHXIJIOPUIHOH) H
C BJIOXEHHEM 25 UHCTPYKUHH 2
antomMuuueBoit Go.abru, mo 25 bnucrtepos B
no NpUMEHEHUIO. S . _
KAPTOHHYHO MAUKY C BIOXEHWEM 25 MHCTPYKIMHA MO
NPUMEHEHHIO.
12 Labeling / MapkupoBka According to ND /
B cootBetcTBUMM C H]T
13 Storage conditions / YcnoBus In a dry place, at temperature below 25 °C./ B cyxom mecTe npu Temieparype He
XpaHeHHsl Bbie 25 °C.
14 Shelf life / Cpok roasocts 3 years/ 3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteercTayeT Tpebosannam HA

Conclusion : APPROVED /
3axnvyenue: O0JOBPEHO

Checked by QC In-Charge / @f/{ O

HokymenT nposeper OKK:

Approved by QA In-Charge /
HokymeHt ogobper OOK:

B

Date /

R S i

Date /

LB =\ s
[aTa: Pingmze
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CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOOA

Name of the document / BRC & COA 484140
HasBaHue gokymeHTa

This certificate confirms that the document BRC & COA 484140 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 / [laHHbIl cepTudmkaT noaTeepkaaeT, YTo AOKyMeHT BRC & COA 484140
U3Ha4anbHO HaNMCaHHbIA Ha aHrMNCKOM A3bike, Bbin NepeBeAeH B COOTBETCTBUM C AECTBYIOLLMM
cornaiueHnem o6 OKasaHWM yCNyr C aHrmMACKOro A3bika Ha PYCCKWA A3biK CepTUULIMPOBAHHBIM
nepesoAYnkoM, obnajalolmMM [OCTAaTOYHLIMU HaBblkaMu [Af1S  OCYLIECTBNEeHUs nepeBoja W
NPOBEpKN AOKYMEHTA.

AaHHbii cepTudmkaT Takke NOATBEPKAAET, YTO MepeBod MpoLUen NPOBEpKY Ha MNPaBUMbHOCTb M
MOSNIHOTY OTHOCUTENbHO NCXOAHOrO AOKYMEHTA.

Evdokimova Ksenia / Translator

Translation performed by / Espokumosa Kcerus / Mepeso

MepeBopg, BbINOMNHEH: P
Date and Signature / lata n 26.12.24 y
noanucb

Translation checked for Karim Halida / Head of Quality Confrol Department
correctness and completeness
by / MNepeBopg npoBepeH Ha
NpPaBUNbLHOCTb U MOMHOTY:

Date and Signature / flata u 26.12.24
noanucb

Kapum Xanupa / Pykosoautens D1aena KoHTponsa KayecTsa



