Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A
X Pagel of4/Crp.1m3 4

-

Product: SENADE TABLETS 13,5 mg Ilpoaykr: CEHAI{E TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482039 Batch Quantity / O6nem cepan: 5853 packs / ymaxosox

AR No / Ananaruaecknii oraer Ne : ARF/086/2022|Date of Analysis / Jlara anannza: 01.04.2022

Date of Mfe / Jlara npomssoacrBa:  03/2022 Date of Expiry / I'ogen so: 02/2025

Analysis performed according ND / Anamms nposeagn no HJI: TT N013745/01-091017, M3m. Ne 1 o 17.04.2020

Ne Test / llokazatedb

Result / PesynsTaTh!

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBeTcTBYET

Flat circuiar 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. / [Inockue kpyrnsie Tabnerku co
CKOMIEHHBIMH KPAsiMH OT KOPHYHEBOTO 0 TEMHO-
KOPH4HEBGTO LBeTa ¢ BKpanneHusmu. Ha onuoit
cropone TabneTku BhinasieHo cioBo «CIPLA», Ha
IpPYTOii - THHHA pa3fioMa.

2 | Identification / ITomnuHHEOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
N CootsercrByer (u):::muaauue aMMHA4YHOIO PAcTBOPA B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CoorsercrByer chromatogram of the sample solution should
Mertunnaparuapokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
yAep:KHBaHHUA OCHOBHOI'O MHKA HA XPOMATOrpamme
HCIIBITYEMOTO PacTBOPA AOJDKHO COOTBETCTBOBATH
BPEMEHHU YIePIKHBaHHA OCHOBHOIO IHKA Ha
XpPOMATOrpaMMe CTaHIapTHOrO pacTeopa
metinaparuapokcubensoara (pa3men
«MerunnaparuapokcubeHsoar).

3 | Average weight / Cpenuss
macca

189.56mg / 189,56mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanwue: MNMpoaykr COOTBETCTB_yET Tpebosanunam HL

Conclusion : APPROVED /
3aknrouyeHune: OQOBPEHO

Checked by QC In-Charge 7
AokymenT nposepeH OKK: B 6l aw

Approved by QA In-Charge /
HokymeHT opobpeH OOK:

;

Date/ \
Hata:

. T R e L N I

Date /

e o)'o4. 2027
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Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne : 482039

Batch Quantity / O0bem cepum:

5853 packs / ynaxosok

AR No / Amamumiueckwit oruer Ne : ARF/086/2022|Date of Analysis / [lara awaymsza:  01.04.2022

Date of Mfg / lara npousBoncrea:  03/2022

Date of Expiry / I'ogen mo:

02/2025

Analysis performed according ND / Anajms nposenén mo HJI: I1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IloxazaTens

Result / PesynbTaTe!

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTB MO Macce

Complies / CooTsercTBYyeT

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

5 | Loss on drying / [ToTeps B 2.4%

Macce NpH BbICYLIHBaHHK

NMT 6.0 % / He Gonee 6,0 %

6 | Dissolution/ 80 - 88%

Pacreopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cenHo3unos uepes 120 Mux

7 | Uniformity of Dosage units / AV=52

OmHOPOAHOCTE N03HPOBAHHUA

The acceptability index forn=10 AV <L1.

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.

Tlokasarens npuemnemocTs i n=10 AV <L1.

B cnyuae, ecnu 3HaveHue AV npessiaer L1,
MPOBOJAT MCIIBITAHKE Ha crenyromux 20 obpaznax.
Jiis n=30 AV <L1. Bce 3Ha4eHHsA Xi JOKHbI
YIOBIETBOPSTH HEPABEHCTRY:!

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

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

8 | Assay (Spectrophotometry)
KonuyecTBeHHOE OHpEnENeHHe

(CnexrpodoTomeTpust)

14.02 mg/tab /

14,02 mr/Tab

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 no 15,53 mr (ot 90,0 mo 115,0 %)
CEeHHO3MZIOB B nepecyere Ha ceHHo3ua B B oHoi
Tabnerke.

Remarks : The Product conforms to ND/
Npumeyanue: MpogykT cooTeeTcTayet TpebosaHmam HI

Conclusion : APPROVED /
3axkmouenune: OQJOBPEHO

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

JokymeHT nposepeH OKK: Lk LokymeHT ogobpeH OOK:

Date / Date / N e
8] L6 2— oY

Aara: sl Jarta: o\'©
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Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnst Ne: 482039

Batch Quantity / O6sem cepun: 5853 packs / ymakoBok

AR No / Auamwriaaeckuii oraer Ne : ARF/086/2022

Date of Analysis / lara anammza:  01.04.2022

Date of Mfg / Jlara npom3oacrea:  03/2022

Date of Expiry / I'oxen no: 02/2025

Analysis performed according ND / Ananus nposeaén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazartesnn Result / PeayasTaTel Specificatien / Hopma
9 | Content of Methyl 0.047 mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copnepxanue
METHUIIIAparH/poKCcHOeH30aTa 0.047 sritab
(BOXKX) ’

10 | MICROBIAL LIMIT TEST/ MrKpOGHOAOrHHECKAs 4HCTOTA

102) | Total Aerobic microbial count /
Obwee 4ucIo a3pobHBIX 10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB '

10%) | Total combined yeasi and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / Obmee yucno <10
IUIECHEBBIX M IPONCOKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OrcyTeTByIOT Not more than 10° / g / He 6onee 10° /r
bacteria/ Ycroituuseie k
[EeACTBHIO WeTIn
rpamMoTpHLaTeNbHble GaKTepuy

10d) | Staphylococcus aureus Absent /OtcyTcTBYHOT Absentin 1 g/ Orcyrctsue s 1 1

10€) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrcTBue B 11

100 | Salmonella -Absent / OTcyTCTBYOT Absent in 10 g / OrcyrcrBue B 10 g

Remarks : The Product conforms to ND/
NMpumeuanme: MNpoaykr cootsercTayeT TpebosaHuam H

Conclusion : APPROVED /
3awnroueHune: OQOBPEHO

Checked by QC In-Charge Q\m
Qs

Approved by QA In-Charge /

o

HokymeHT nposepeH OKK: HoxymeHT opobper OOK:
Date / Date /

O ' " . |0\“ ' Q-Drl f)_'___
Hara: P ORaR R fara: o)
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Product: SENADE TABLETS 13,5 mg

Ipoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482039

Batch Quantity / O0bem cepun:

5853 packs / ynakoBok

AR No / Arammrageckwii order No : ARF/086/2022

Date of Analysis / Jlara anannsza:  01.04.2022

Date of Mfg / Jlata npou3BOACTBA:

03/2022 Date of Expiry / T'ogen no:

02/2025

Analysis performed according ND / Ana;ms nposeaén mo HJL: 11 N013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Test / Hoxkazarens

Result / PesyabTaTel

Specification / Hopma

11 | Package / Ynakxoska

Package / Ymaxoerxa - 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
GnucTep U3 IUIEHKH
MOJIMBUHHITXIOPUAHOMH
(monuaTUNEHOBOH/
MOMMBUHWIIEHXIOPHAHOH) 1
amoMEHHEBO#H Qonery, 1o 25
6MHMCTEPOB B KAPTOHHYIO MAYKY
C BJIOYKEHHEM 25 MHCTPYKLIHH
N0 PUMEHEHHIO.

Package / Yrakoska - 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
Tabnerox B GIECTEp M3 IUISHKH TPEXCIOHOH
(MIBX/MI2/MBAX) v amomurnesoii Gomsra. Ilo 2
wie 3 GrpcTepa BMECTe C MHCTPYKIHEH Mo
NpPHMEHEHHIO B KapToHHYI0 mauky. ITo 20 Tabnetok
B GJIACTED 3 IUIEHKH MONHBUHIIXIOPAAHOH
(nonuaTHNEeHOBOI / NOIHBHHAJIIEHXIOPHUIHOH) 1
AMOMHHHEBOH (ONBrH, 1Mo 25 GIHCTEpOB B
KapTOHHYIO [a4Ky ¢ BIOXKEHHEM 25 MHCTPYKLHMI MO
NPHUMEHEHHIO.

12 | Labeling / Mapxuposka

According to ND /

B coorsercreuu ¢ HJ{

13 Storage conditions / Ycnosus
XpaHeHust

In a dry place, at temperature below 25 °C. / B cyxom MecTe nipu Temneparype He

poime 25 °C.

14 Shelf life / Cpok roanocTa

3 years /3 rona

Remarks : The Product conforms to ND/
Npumeuanue: Mpoaykr cootsetcTeyeT Tpebosanuam HO

Conclusion : APPROVED /
3akntouenne: OQOBPEHO

Checked by QC In-Charge.d"“'\ Approved by QA In-Charge /

NokymeHT npoeepeH OKK: ‘B 6\ e [HokymeHT ogobper OOK:

BBl Ad . it Date / o420 2L
[ara: 124 ey Jara: | ©)0M
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