Cipla

CERTIFICATE OF ANALYSIS

. CEPTUD®HUKAT AHAJIN3A
Page 1 of 4/ Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg Ilpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust No: 481127 Batch Quantity / Oobem cepun: 5848 packs / ynakosok
AR No / Ananutingeckuii orger Noe : ARF/158/2021|Date of Analysis / Jlata anaamza: 13.07.2021
Date of Mfg / Jlara npomssoacrea:  06/2021 Date of Expiry / I'onen no: 05/2024

Analysis performed according ND / Anamns nposenén mo HJI: ITN013745/01-091017, M3m. No 1 ot 17.04.2020

Ne Test / llokazaTens Result / Pesyabtars Specification / Hopma

1 | Description./ Onucanue Complies / CooTsercTeyer 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. / [Tnockue kpyrieie TabneTku co
CKOLUEHHbIMH KPasiMH OT KOPHYHEBOIO JI0 TEMHO-
KOPHYHEBOTO LBETa ¢ BKpamniennamu, Ha oxHoid
cropoHe Tabierku BbiaasieHo cioBo «CIPLA», Ha
ApYroi - MHHHA pas3ioMa.

2 | Identification / ITonnuuHOCTL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorsercrByer OkpamuBaHHe aMMHAYHOMO PAcTBOPA B KPACHLIH
AHTpPaXHHOHOBbIE TJIHKO3H/IbI s
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootsercrryer chromatogram of the sample solution should
Metunnaparunpokcudensoar : corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKUBAHHA OCHOBHOI'O NHKA HA XPOMATOrpaMMe
HCTIBITYEMOTO PacTBOPA JOJLKHO COOTBETCTBOBATS
BPEMEHH YIepKUBAHUA OCHOBHOTO MHKA Ha
XpOMaTOrpaMme CTaHAapPTHOrO pacTBopa
MeTHInaparunpoxcudensoara (pasnen
«MerunnaparuapokcubeHsoar).

3 | Average weight / Cpennsist 190.12 mg / 190,12 mr 189.99 mg £7.5% / 189,99 mr +7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykt coorsercrayet Tpebosanuam HI | 3aknoyenune: OQOBPEHO
Checked by QC In-Charge / —‘§\,] _ Approved by QA In-Charge /
AokymeHT nposepeH OKK: “‘1 A AokymeHT oa06peH OOK:
Date/ 45 (.2.¢2) Date/ (.o 202\
Jara: [ara;
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Cipla

s CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIN3A '

Page2 of 4/ Ctp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481127 Batch Quantity / Oobem cepun: 5848 packs / ynakosok
AR No / Ananuruueckuii oraer Ne : ARF/158/2021|Date of Analysis / /lata anannza: 13.07.2021
06/2021 Date of Expiry / T'oaen no: 05/2024

Date of Mfg / Jlara npoussoacrsa:

Analysis performed according ND / Anamus mposenés no HJI: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / llokazaTeab Result / Pesynbrars: Specification / Hopma

4 | Uniformity of weight / Complies / CooTBercTByeT 18/20 tablets NMT £ 7.5 % / 18/20 ne 6onee +7,5
OnHOPOHOCTL IO MACCe %

2/20 tablets NMT £15% / 2/20 ne 6onee = 15%

5 | Loss on drying / IToTeps B 2.5% NMT 6.0 % / He 6onee 6,0 %

Mmacce rnpu BbICYLUMBAHMH

6 | Dissolution/ 82-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cenno3unos uepes 120 mun

7 | Uniformity of Dosage units / AV =56 The acceptability index forn= 10 AV <L1.
OnHopomHOCTh A03HPOBAHHUA In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=30

AV < LI1. All values of xi must satisfy the
inequality:

IM=xi| < 0,01 x L2 x M.

L1=15.0;L2=25.0

IMoxkasarens npuemiemocTi Ans n=10 AV <L 1.

B cnyuae, ecnu 3Hadenne AV npesbimaer L1,
NpoBOASAT HCnbITaHKE Ha cnenyrouux 20 obpasuax.
Jlnsa n=30 AV <L1. Bce 3HaueHHs Xi AOJKHBI
YAOBJETBOPATh HEPABEHCTBY:

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

L1 =15,0; L.2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTeeHHOE oOnpeaeneHue 14.04 mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnekrpodoromerpus) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

14,04 mr/Tad CEHHO3M/IOB B Nepecyere Ha ceHHo3ua B B onHo#
TabneTke.

Remarks : The Product conforms to ND/
Npumeyanume: MNpoaykT cooteercTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3aknrouenue: OQOBPEHO

Checked by QC In-Charge /",
NokymeHT nposepex OKK: l3 Lloin e

Approved by QA In-Charge /

HokymerT ogobpex OOK: %ﬁj’y

Date /

.2.. . " o Ry
[ara: 13-6 ¥ - 5001

Date /

U] 2o\
Hata: WA
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

-

Page3 of4/Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoxyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 481127

Batch Quantity / Oobem cepun:

5848 packs / ynakoBok

AR No / Ananurngeckuii orger Ne : ARF/158/2021|Date of Analysis / Jlara ananmsa:

13.07.2021

Date of Mfg / lara npoussoacrea:  06/2021

Date of Expiry / I'ogen no:

05/2024

Analysis performed according ND / Awamus nposeaén no H/L: [TN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / IlokazaTenn Result / PesyabTaTsi Specification / Hopma
9 | Content of Methyl 0.044 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHJIaparuapokcuben3oara 0.044 mr/ta6
(B2XX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruueckas 4ucToTa

102) | Total Aerobic microbial count /
Obuee uncno aspobHbIX 30 Not more than 10* cfi/ g / He Gonee 10* /r
MHKPDOP]’HHH:SMOB

10b) | Total combined yeast and mould Not more than 10” cfi/ g /He 6onee 107 /r
count / OBwee uucio <10
TJIECHEBBIX H APOHEGKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OrcyrcTByioT Not more than 10° / g / He Goxnee 10% /r
bacteria/ Ycroiidueble K
NEeHCTBHIO JKEJTYH
rpaMoTpHIATeNbHbIE DaKTepHH

10d) | Staphylococcus aureus Absent /OrcyreTByIOT Absentin 1 g/ OrcyrctBue B 1 1

10 ¢) | Escherichia coli Absent /OTcyTcTByIOT Absent in | g/ OrcyrctBue s 1

106) | Salmonella Absent / OtcyTcTBYOT Absent in 10 g / Otcyrctene B 10 g

Remarks : The Product conforms to ND/
MNpumeyanue: MNpoaykT cooTeeTcTBYET TpebosaHuam H/

Conclusion : APPROVED /
3akntouenune: OOOBPEHO

Checked by QC In-Charge / , 5\ Approved by QA In-Charge / %
HokymeHT npoeepeH OKK: “]5 -37_9:,_‘5 HokymeHT ogobpex OOK; %
Date / 1307262 Date/ |, o9 202

[ara: Nara:

FMQC003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
o CEPTHO®UKAT AHAJIN3A

Page 4 of 4/ C1p. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 481127 Batch Quantity / O6bem cepun: 5848 packs / ynakoBok
AR No / Anamurinaecknii orger Ne : ARF/158/2021|Date of Analysis / /lata amanmsza:  13.07.2021
06/2021 Date of Expiry / I'oxen 0: 05/2024

Date of Mfg / JlaTa npon3BoJcTBA:

Analysis performed according ND / Anams nposenén no HJI: [T N013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / Hoka3zaTeib

Result / Pesyabrarsl

Specification / Hopma

11 | Package / Ymakorka
in a blister made of

OHcTEp M3 MIEHKH

(nonusTuneHosoi/

10 [MPUMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnetok B

HOH!!BMHHHXHOPM.HHOﬁ

MOJMBHHHIIACHXJIOPUIHOMH) H
amOMUHEEBOH (onbry, mo 25
OnucTepos-B KAPTOHHYIO Ma4Ky
C BIOKEHHEM 25 HHCTPYKLHMHA

Package / Vrakoska - 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. / Ilo 20
tabneTok B OJIMCTED M3 MIEHKH TPEXCIOHHOM
(TIBX/TID/MIBAX) u antomuauesoii donery. o 2
unu 3 GnucTepa BMECTe C HHCTPYKLIMEH 1o
NpUMEHEHHIO B KapTolHyto nauky. ITo 20 Tabnerok
B GuHCTEp U3 TIEHKH NMOTHBUHUIXJIOPHIHOMH
(MOMHATHIIEHOBO#T / TOMMBHHHITICHXIOPHIHOMH) H
amroMuHueBoH (osbry, no 25 6aucrepor B
KapTOHHYIO Ma4Ky C BAOXEHHEM 25 MHCTPYKIHEH Mo
MPUMEHEHHIO.

12 Labeling / Mapkupogka According to ND /

B cooTteerctRun ¢ H]

13 Storage conditions / Ycnosus

XpaHeHHs Boiire 25 °C.

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

14 Shelf life / Cpok rognoctH 3 years /3 roma

Remarks ; The Product conforms to ND/
Mpumeuanue: MpoaykT cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknroyenue: OQOBPEHO

Checked by QC In—Charge-ff”‘,\/
[lokymeHT nposepen OKK: 1§ L\ ane

———e

Approved by QA In-Charge /
HokymenT ogobpen OOK:

Date /

o o e Bl 'y
[aTta: ! ! \

Date /
Narta:

\L 07 2020
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