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Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJAE®, TABJETKH 13,5 mr

Batch No / Cepust Ne : 482044 Batch Quantity / Oobem cepum: 5855 packs / ynakoBok
AR No / Asanuraaeckuii otaer Ne : ARF/092/2022|Date of Analysis / [lata anamuza: 11.04.2022
Date of Mfg / Jlata nponssoncrsa:  03/2022 Date of Expiry / I'ogen no: 02/2025

Analysis performed according ND / Anajiu3 npoBeigs no HJT: TI N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Tloxazarens

Result / PesyabTars!

Specification / Hopma

1 | Description / Onncanue

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. / TInockue xpyrnsie TabneTsu co
CKONICHHBIMH KpasiM# OT KOPUIHEBOTO 0 TEMHO-
KOPHUHEBOro UBeTa ¢ Bkparnesusamu. Ha opxoi
cropowe Tabnerku Betasieno cioso «CIPLA», na
OpYTO#l - NMHKSA Pa3ioMa.

2 | Identification / TIognMHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
e v ot S CootBercTBYET S:énrammaﬂne aMMHAYHOrO PAaCTBOPAa B KPAaCHbIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercTByeT chromatogram of the sample solution should
| MeTmimnaparuapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAep>KMBAHUsI OCHOBHOTO MUK HA XpPOMaTOrpamMme
HCIBITYEMOTO PACTBOPA JIOIDKHO COOTBETCTBOBATH
BpeMEHH YepP)KHBAHHA OCHOBHOTO IMHKa Ha
XpOMaTOrpaMme CTaHAapTHOTO PAacTBOpa
meTunnaparuapokcubensoara (pasaen
«MeTuimaparuapoKcOeH30ar).

3 | Average weight / Cpennss
Mmacca

187.45mg / 187 45Mr

189.99 myg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykT cooTeeTcTayeT Tpebosarusm HI

Conclusion : APPROVED /
3axknoyenue: OQOBPEHO

Checked by QC In-Charge If':i?\@* otk

Approved by QA In-Charge /

e

JokymeHT nposepeH OKK: HokymeHT opobper OOK:
Date/ 4(.04 202 21 _ Date / { LDLRBDT2
Jara: [Oara:

FMQC003-15-06

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 '
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Product: SENADE TABLETS 13,5 mg

Tpoayxt: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepua Ne: 482044 Batch Quantity / O6bem cepun: 5855 packs / ynaxonox
AR No / Ananuruyeckuii orger Ne: ARF/092/2022|Date of Analysis / lara ananuza: 11.04.2022
Date of Mfe / Jlata npomssoacrea:  (03/2022 Date of Expiry / T'ogen go: 02/2025

Analysis performed according ND / Auanms nposenén mo HJT: [T N013745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne Test / Hokaszarennp

Result / PesyapTartsi

Specification / Hopma

4 Uﬁiférﬁﬁty of Weighf/ '

o Comphes / CootsercTByer

18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee =+ 7,5

OnHOPOAHOCTE 1O Macce %
2/20 tablets NMT *15% / 2/20 ne Gonee * 15%
5 | Loss on drying / IToteps B 3.5% NMT 6.0 % / He 6onee 6,0 %
MACCE (pY BHICYLHBAHUK
6 | Dissolution / 82 - 8%% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennozunos uepes 120 Mun
7 | Uniformity of Dosage units / AV=53 The acceptability index forn= 10 AV <Ll1.

OaHOPOAHOCTE NO3HPOBAHHS

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30 i
AV <L1. All values of xi must satisfy the
inequality:

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

L1=150;1L2=25.0.

TToxaszarens npuemnemoctu ansa n=10 AV <L1.

B cnyuae, ecu 3Ha4enue AV npessnuaer L1,
MPOBOJAT HCIILITAHHE Ha cnenyowux 20 obpasuax.
Jms n=30 AV <L1. Bce 3HaueHHs Xi JOJOKHEI
YZIOBJIETBOPSATE HEPABEHCTBY:

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

L1=15,0;1L2=25,0.

8 | Assay (Spectrophotometry)
KomuuecTsennoe omnpeaeneHne

(CnexrpodoTomerpus)

13.91 mg/tab /

13,91 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 (oT 90,0 mo 115,0 %)
CEHHO3MIIOB B NIepecyeTe Ha cenHo3ua B B onHoOil
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT coorseTcTByeT TpebosanvsmM HA

Conclusion : APPROVED /
3axnrouyenme: OQOBPEHO

Checked by QC In-Charge;

Approved by QA In-Charge /

LokymeHT nposepeH OKK: \B aule [okymeHT ogobpen OOK:
Date / ‘ i Date / ywol o 2
p H.OHn2021 e \
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Product: SENADE TABLETS 13,5 mg fiponyxr: CEHAEE@’, TABJETKH 13,5 mr

Batch No / Cepust No : 482044 Batch Quantity / O6bem cepun: 5855 packs / ynakoBok
AR No / Aramaragecknii oraer Ne :  ARF/092/2022|Date of Analysis / lata anamuza:  11.04,2022

Date of Mfg / Jlata npoussoacrea:  03/2022 Date of Expiry / T'ogen mo: 02/2025

Analysis performed according ND / Anamn nposenén mo HJ{: ITN013745/01-091017, Maum. Ne 1 o1 17.04.2020

Ne Test / Hoxazarens Result / PesyapTars! Specification / Hopma
9 | Content of Methyl 0.046 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copnepxanue
METHINaparuapokcHdeH3oara 0048 xnfrats
(BIXKX) '

10 | MICROBIAL LIMIT TEST/ Mukpo0uonoru4eckas 4icToTa

10a) | Total Aerobic microbial count /
O6wee ancno a3pobHbIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MHUKPOOPTaHT3MOB

10B) | Total combined yeast and mould Not more than 10” cfu/ g /He 6onee 10° /r
count / Obmee uncno <10
I1IECHEBBIX H IPOKIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OrcyreTByroT Not more than 10° / g / He 6onee 10° /r
bacteria/ Ycroiiuussie K
JEHCTBHIO JKenun
rpaMoTpULaTeNbHble DakTepun

10d) | Staphylococcus aureus Absent /OrcyTcTByIOT Absentin 1 g/ OrcyrcrBue B 1 1

10 e) | Escherichia coli Absent /OTcyTCTBYIOT Absent in 1 g/ OrcyrctBue B 1 1

10f) | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g /OtcyrctBue B 10 g

Remarks : The Product conforms to ND/
Npumeyanue: NpogykT cooTeeTcTByeT TpebosaHusamM HA

Conclusion : APPROVED /
3awmnouenwne: OGOBPEHO

Checked by QC In-Charge ™ | -
[okymeHT nposepeH OKK: & H 91635

Approved by QA In-Charge/ \/_,{
HokymeHT ogobper OOK: P

Date /
Jara:

11 r M 4,- DOTE

Date/
| NaTa:

\ \.D‘-%"lO'Zl
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: ; CERTIFICATE OF ANALYSIS
s CEPTUO®UKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg IHipoaykr: CEHAI[E@’, TABJETKH 13,5 mr
Batch No / Cepust No: 482044 Batch Quantity / O6nem cepun: 5855 packs / ynaxosox
AR No / Anamuraveckuii oraer Ne : ARF/092/2022|Date of Analysis / laTa ananmsa:  11.04.2022
Date of Mfs / lara npomssoacra:  03/2022 Date of Expiry / I'oaen o: 02/2025

Analysis performed according ND / Anams nposeagn mo HJL: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Iloxa3arenb

Result / PesynbtaThi

Specification / Hopma

11 | Package / Ynakoeka
in a blister made of

Onucrep U3 IISHKH

(NOMMATHIIEHOBO/

I10 NPUMEHEHHIO.

Package / Vnakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with

1 25 patient information leaflets in
a carton. / ITo 20 Tabnerox B

TOJIMBHHUIIXJIOPUHOH

MOAMBUHWIAEHXNOPUAHON) H
amOMHUHHEBOI (osbry, no 25

GmHCTEpOB B KAPTOHHYIO TAYKY
C BJIOJKEHHEM 25 HHCTPYKIIHH

Package / Viakoska - 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 OIHCTEp U3 MIEHKH TPEXCIIOHHOM
(MBX/IT2/MIBX) n amomunuesoi Gossru. ITo 2
i 3 GucTepa BMECTe © MHCTPYKLIHEH Mo
TPUMEHEHHIO B KapTOHHYI0 nauky. ITo 20 Tabnetok
B Onucrep U3 NEHKH NOAMBHHIIXAOPUAHOM
(monu3THIEHOBOH / NONMBHHHIIACHXJIOPHHOH) H
amoMHHUEBOH (orery, mo 25 6aucTepos B
KapTOHHYIO MayKy C BIOKEHHEM 25 MHCTPYKLHUII 110
MIPUMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /

B cootsercteun ¢ HJJ

13 Storage conditions / Ycnosus

XpaHeHHs Boie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecre npu TemMnepatype He

14 Shelf life / Cpok rogrocTa 3 years/ 3 roma

Remarks : The Product conforms to ND/ _
Npumeuanue: MpoayxT cooTeeTCTBYET TpeboBanuam HA

Conclusion : APPROVED /
3ainiouerne: OQOBPEHO

Checked by QC In-Charge r

Approved by QA In-Charge /

DokymeHT npoeepeH OKK: B elciue [NokymeHT opobpeH OOK: @%
Date / 1fndizo2z Date / O L‘,Q_O'Z’L
[ara: [arta:

FMQCO003-15-06
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