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CBHUJETEJILCTBO O COOTBETCTBUH
TPEBOBAHMAM I'OCY IAPCTBEHHOM PET'MICTPALIMA

Hacrosimm OOO «[Ip. Penmu’c JlaGoparopucy» ymnocToBepsier, 9To
JIEKapCTBEHHbIH IpenapaT I MeIUIMHCKOTrO IPUMEHEHHUS

Haumenosanue JIII:
MHH:

Jlexapcmeennas ¢hopma,
dopma evinycka:

PY Ne, oama:

HIJ, usmenenue Ne:

IIpoussooumens, cmpana:

Aodpec npoussoocmea:

Cepus Ne:
Konuyecmeo:

Llama uzzomoenenus:
Cpox 2o0nocmus:

Koo OKII[]2:
Koo TH BIOJ:
Konmpaxm Ne:
Hneoiic Ne:

CeHane®
CenHo3unel A u B

Tabnetky, 13,5 mr (6mucrep) 20 x 25 (mauka
KapTOHHAsI)

ITNO13745/01 ot 19.05.2008 (nara 3amens PY
09.10.2017)

ITNO013745/01-091017 m3m. 1

Huruta JItn., Manus

60-65, Tuem Indl. Estate, Tuem, Goa, India

482023
5848 ymakoBok
03.2022
02.2025

21.20.10.115

3004900002

DRL SA 02/2017 or 07.02.2017
9013370498 ot 29.03.2022

COOTBETCTBYET TpCﬁOBaHHHM, YCTaHOBJICHHBIM IIPH €ro FOCYJIapCTBeHHOfI

YOTHOMOYEHHBIH 10 KayecTBy

BBO3UMOM NPOAYKIIUH

PErHCTpPALHH.

Haruit A.B.




Cipla

CERTIFICATE OF ANALYSIS

CEPTUO®HKAT AHAJTH3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne : 482023 Batch Quantity / O6bem cepun: 5848 packs / ynakoBok
AR No / Auaanrngeckuii orger Ne : ARF/068/2022|Date of Analysis / lara anannsza: 17.03.2022
Date of Mfg / lata npoussoacrsa:  03/2022 Date of Expiry / I'ogen go: 02/2025

Analysis performed according ND / Anamns nposeaén mo

HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Specification / Hopma

Flat circular tabiets 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. / ITnockue kpyribie Tabnerku co
CKOLIEHHBIMU KPasiMi OT KOPHMHEBOIO 710 TEMHO-
KOPHYHEBOro LpeTa ¢ BKpannennsamu. Ha onnoii
cropose Tabnerxu BeinasieHo ciroBo «CIPLA», Ha
JpYroii - IHHUSA paznoma.

Ammoniacal solution turns a reddish colour /
OkpaluMBaHHE AMMHMAYHOrO PacTBOpPa B KPaCHbI
LBET.

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPIKHBAHHA OCHOBHOTO MHKA HA XPOMATOrpaMMe
HCIIBITYEMOI0 PACTBOPA JOJIKHO COOTBETCTBOBATH
BPEMEHH y/IepKHBAHHA OCHOBHOIO MHKA Ha
XpOMaTOrpamMMe CTaHJapTHOrO PacTBopa
meTuanaparuapokcHbensoara (pasnen
«MerunnaparuapokcubeH3oar).

Ne Test / HokaszaTens Result / PesyabTaTni
1 | Description / Onucanue Complies / Cootsercrayer
|
2 | Identification / IToanuuzoCT
2a) | Anthraquinone glycosides / Complies /
AHTPaxXMHOHOBbIC MNIHKOZHIbI Coorsercrayer
2b) | Methyl Parahydroxybenzoate Complies /
(HPLC)/ Cootsercreyer
Merunnaparuapokcnbensoar
(B2XX)
3 | Average weight / Cpenuss 189.28mg / 189,28mr
Mmacca

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanume: MNpoaykr cooteercTayeT TpebosaHmsm H

Conclusion : APPROVED /
Jaxknmouenne: OQJOGPEHO

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

JlokymeHT nposepeH OKK: 26 atu [lokymeHT oao6pex OOK: _ eb
Date/ {+v.02. 20212 Date / | 40322
[Jara: [ara:

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pwvt, Ltd,, Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOUKAT AHAJTH3A
- Page2 of 4/ Crp.2 m3 4
Product: SENADE TABLETS 13,5 mg Ilpoaykr: CEHA,[[E%‘ABJ‘IETKH 13,5 mr
Batch No / Cepusi Ne: 482023 Batch Quantity / O6bem cepun: 5848 packs / ynakosok
AR No / Anammruuecknii oraer Ne : ARF/068/2022|Date of Analysis / Jlara anammsa:  17.03.2022
(Date of Mfg / Jlara npousBojacTBa: 03/2022 Date of Expiry / 'oaen no: 02/2025

Analysis performed according ND / Anamms nposeaén no HJI: ITN013745/01-091017, Mi3m. Ne 1 ot 17.04.2020

N Test / IlokazaTenn

Result / PesyabTarsi

Specification / Hopma

4 | Uniformity of weight /
OpHOpPOAHOCTD MO Macce

Complies / CootBercTByeT

18/20 tablets NMT =+ 7.5 %/ 18/20 ne Gonee +7,5
%
2/20 tablets NMT £15% / 2/20 ue 6onee = 15%

OnHOPOAHOCTE NO3MPOBAHUA

5 | Loss on drying / IloTeps B 2.0% NMT 6.0 % / He Gonee 6,0 %
Macce MPH BBICYIIHBAHUH
6 | Dissolution / 82 - 90% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenne He menee 70 % (Q) cennosunos yepes 120 mun
7 | Uniformity of Dosage units / AV=50 The acceptability index forn= 10 AV <LI.

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=15.0,L2=25.0.

ITokasarens npuemaemocTn aus n=10 AV < L1

B cnyuae, ecim 3naderne AV npesbiaer L1,
NPOBOIAT HCTBITAHKME Ha ceaytommx 20 obpasuax.
Jlna n=30 AV <L1. Bee 3Ha4eHHs Xi IOKHBI
YIOBNETBOPATH HEPABEHCTBY:

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

L1=15,0;L2=25,0.

8 | Assay (Spectrophotometry)
KosiuecTBeHHOE OnpeaeneHue

(CnekrpodoTomeTpis)

13.90 mg/tab /

13,90 mr/rab

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 1o 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3MIOB B Nepecuere Ha ceHHo3un B B onHol
Tabaerke.

Remarks : The Product conforms to ND/
Npumeyanue: NpoaykT cooTBeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknovenue: O OBPEHO

Checked by QC In-Charge I/’\g

Approved by QA In-Charge /

G

HoxymenT nposeper OKK: \’ 6) au HokymeHT ogobper OOK:
Date / o Date / : !.Og) iy b 8
DNata: g A e [Nara: \D

FMQCO003-15-06

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




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

-

Cipla

Page3 of 4/ Crp.3 3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepns Ne: 482023

Batch Quantity / Oonem cepun: 5848 packs / ynakosok

AR No / Asamarmaeckuii orger Ne : ARF/068/2022

Date of Analysis / /lara amamaza:  17.03.2022

Date of Mfg / /lara npoussoacrsa: _ 03/2022

Date of Expiry / I'oxen no:

02/2025

Analysis performed according ND / Anamas nposeagn mo HJI: ITN013745/01-091017, M3am. Ne 1 ot 17.04.2020

Ne Test / Mokazatens Result / PesyasTaTni Specification / Hopma
9 | Content of Methyl 0.048 mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rab.
parahydroxybenzoate(HPLC)/
Conepxanne
MeTmianaparuapokcubensoara 0,048 mr/1a6
(BDXX)

10 | MICROBIAL LIMIT TEST/ MukpoGnonorideckas 4ncTora

10a) | Total Aerobic microbial count /
Obuee uncno aapobHbIX
MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / O6uee yncno

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

[UIECHEBBIX W JPOJOKEBbIX ~19
rpubos
10¢) | Bile tolerant gram-negative Absent /OrcyTeTBYIOT Not more than 10° / g / He 6onee 10° /1
bacteria/ Ycroitunsble k
LEACTBHIO MKETIH
rpamorpuuaresnbibie Gakrepuu
10d) | Staphylococcus aureus Absent /OrcytcTByiOT Absentin | g/ OrcyrcTBue B 1 1
10¢) | Escherichia coli Absent /OTcyTeTByiOT Absentin 1 g/ OrcyrcrBue B 1 r
100 | Salmonella Absent / OtcyrcTyioT Absent in 10 g / Orcyrersue B 10 g

Remarks : The Product conforms to ND/

Mpumeuanne: MNpoaykr cooteetcTayeT TpebosaHusm H

Conclusion : APPROVED /
3aknouenue: O0OBPEHO

Checked by QC In-Charge /7 =

= Approved by QA In-Charge /
JlokymeHT nposeper OKK: |5 ¢l aut o [NokymeHT oaoBper OOK:
Date / Date /
83,2022 - g ARG
ara: \ Nara: \HO32

FMQCO003-15-06

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



Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIH3A

Paged4 of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAI[E TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482023 Batch Quantity / O6nem cepun: 5848 packs / ynaxonrok
AR No / Ananauriyaecknii orger No :  ARF/068/2022 | Date of Analysis / Jlara amanmsa: 17.03.2022
03/2022 Date of Expiry / I'oaen no: 02/2025

Date of Mfg / Jlara npoussoacrsa:

Analysis performed according ND / Anamas nposea@n mo HJI: ITN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne

Test / Ilokaszarenn

Result / PesyabTars:

Specification / Hopma

11

Package / Ynakoska

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / Ilo 20 Tabnerok B
GaucTep U3 MIeHKH
NOJMBHHUAIXJIOPHALICH
(nonuaTHIEHOBOH/
NOJMHBUHHINEHXIOPHIHOM) U
amoMuHHeBoi Gonsry, no 25
GnucTepOB B KAPTOHHYH MayKy
C BIOXeHHeM 25 HHCTPYKLMil
110 PHUMEHEHHUIO.

Package / Ynakogka - 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, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
Tabnerok B GHCTep M3 NIIEHKH TPEXCAONHOM
(MBX/TI2MBAX) 1 anromurkesoii Gosbru, ITo 2
Win 3 Gnucrepa BMECTe ¢ MHCTPYKLHEH Mo
OPUMEHEHHIO B KapToHHY10 navky. 1o 20 tabnerok
B GIHMCTEp M3 IUIEHKH NOJHBHHIIXJIOPHIHOM
(nonMaTHAEHOBOH / NOTHBUHHIIEHXIOPHAHOI) 1
amoMHHHEBOI Gonbry, no 25 Gnucrepos B
KapTOHHYIO [a4Ky C BJIOKEHHEM 25 MHCTPYKUuit no
NPHMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /
B coorsercreum ¢ HJJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temnepatype He
XpaHeHHs Bbiie 25 °C.
14 | Shelf life / Cpok rogHocTi 3 years /3 roaa

Remarks : The Product conforms to ND/
MNpumeyanne: Mpoaykr coo*rse'rcmyer TpebosaHuam HU

Conclusion : APPROVED /
3axknmrovenue: OQOBPEHO

Checked by QC In-Charge /("

Approved by QA In-Charge /

el
NokymeHT nposepeH OKK: - SVaue MokymeHrT oaoBper OOK: 617)
Date / . ; = Date /
g ) 1O ERA i \ %0322

FMQCO003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, lndla.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



PEAEPAALHAA CAVXBA N0 HAAZOPY

B COEPE ZAPABOOXPAHEHUA

«CBefeHunA o0 BBOAe B rpaxjaHcKuii 06opoT B Poccuiickoin depepaumm
NeKapCTBEHHbIX CPeacTB No COCTOAHUIO Ha 16.12.2022 16:04»

Jlata BHeceHns B ITponseoaurens Opssamcamg; Homep Homep, nata
Toprogoe 7 Caesienus o cragusx Hopmarugsuas BBINYCTHBINAS B ’
AHC (BBLINYCKAKIITHIA Crpana CepHH, pa3pelueHHs Ha
HAHMEHOBaHHe NPOH3BOACTBA JIOKYMEHTALHA IPaKIaHCKHIA
Pocagpasnagsopa KOHTPOJIb) NapTHH HIIII
obopor
) ) Hunna Jitp, Hapua
e (Tlpowsozutens (Bee TNOISTASOI-091017; | (oo
27.05.2022 SR %), sk | LT Hums | crammm, skmouas Hism. Nel  I1 T 482023 .
PRILSO, T BHITTYCKAKNHH KOHTPOIb NO013745/01-091017 paTopHe
KapTOHHBIE/ ~

KauecTra))




