Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOHKAT AHAJIM3A

Page 1 of4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAIE®, TABJETKH 13,5 mr

Batch No / Cepust No: 482024 Batch Quantity / O6bem cepun: 5850 packs / ynakoBok
AR No / Ananmarugecknii oraer Ne : ARF/069/2022|Date of Analysis / laTa amamsa:  18.03.2022
Date of Mfe / lara npoussoacrsa:  03/2022 Date of Expiry / loxen no: 02/2025

Analysis performed according ND / Anamms nposenén mo HJ{: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hoka3zarennb

Result / PesyabTarsi

Specification / Hopma

1 | Description / Onucanue

Complies / CooteercTyer

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 kpyribie TabnETKH €O
CKOINEHHBIMH KPASMH OT KOPHYHEBOTO 10 TEMHO-
KOpPHYHEBOTO LiBeTa ¢ BKpamienusmu. Ha omHoil
cropoHe Tabnerku BeigasieHo cioso «CIPLA», na
IPYTOil - TMHHASA pa3noma.

2 | Identification / ITomnuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
i e Coorsercrayer ](l):éaramnaanne aMMHAYHOrO PacTBOPA B KPACHBIA
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ Cooteercrryer chromatogram of the sample solution should
MeruinaparuipokcuOeH30aT corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIAEPXKHUBAHUA OCHOBHOTO ITHKA HA XPOMAaTOIPaMMe
HCIBITYEMOr0 PAaCTBOPA IOJDKHO COOTBETCTBOBATh
BPEMEHH Yy/IEPKMBAHHA OCHOBHOIO MHKA Ha
XpOMAaTOrpaMme CTaHIapTHOTO pacTBOpa
MeTHIHaparuapoxendensoara (pasgen
«MetummaparunpokcubeHsoar).

3 | Average weight / Cpennsist
Macca

188.28mg / 188,28mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanume: MNpoaykr cooTBeTcTByeT TpeboraHuam HJ

Conclusion : APPROVED /
3akntoueHue: O0OBPEHO

Checked by QC In-Charge / __{/, .
rak

Approved by QA In-Charge /

B

HokymeHT nposepeH OKK: HokymeHT ofobpeH OOK:
H::z" 1402206 22— g:_rrif T2 0% '2_'2_
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CERTIFICATE OF ANALYSIS
s CEPTHO®HUKAT AHAJIM3A
Page2 of 4/ Crp.2 m3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepus Ne: 482024 Batch Quantity / O6bem cepra: 5850 packs / ymakoBox
AR No / Asamuraaeckuii oraer Ne : ARF/069/2022 | Date of Analysis / /lara anasmza:  18.03.2022
03/2022 Date of Expiry / I'oaen no: 02/2025

Date of Mfg / Jlata npou3soacTsa:

Analysis performed according ND / Anams nposeaén mo H/I: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Tlokazarenn

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
OnHOpOIHOCTE MO Macce

Complies / CooTBeTcTByeT

18/20 tablets NMT + 7.5 % / 18/20 ne 6onee = 7.5
%
2/20 tablets NMT £15% / 2/20 ne 6onee * 15%

OmHOpPOIHOCTL N03HPOBAHHS

5 | Loss on drying / IToTeps B 2.7% NMT 6.0 % / He Gonee 6,0 %
Macce NpU BRICYIIMBAHHN
6 | Dissolution / 83-91% NLT 70 % (Q) of sennosides in 120 minutes
PactBOpenue He menee 70 % (Q) cenno3nmos yepes 120 mun
7 | Uniformity of Dosage units / AV=55 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.

IToxaszarens npuemnemocTty aus n=10 AV <L1.

B cnyuae, ecnu 3Hadenne AV npesbiiraet L1,
MPOBOMAT HCMBITaAHHE Ha crenyomux 20 obpasnax.
Jia n=30 AV <L1. Bce 3HaueHus Xi JOJKHBI
YIOBJIETBOPATH HEPABEHCTBY:

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

L1=15,0;12 =25,0.

8 | Assay (Spectrophotometry)
KonuuecTsenHoe omnpeneneHue

(CoexrpodoTomerpus)

13.94 mg/tab /

13,94 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 o 115,0 %)
CEeHHO3MJIOB B repecdeTe Ha ceHHO3ua B B onHOii
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanwme: MNMpoaykr cooteeTcTeyeT TpebosaHuam H

Conclusion : APPROVED /
3awmwueHue: OOOBPEHO

Checked by QC In-Charge / %o
HokymeHT npoeepeH OKK: o

Approved by QA In-Charge / ol
[okymeHT ogobpeH OOK:

Date /

. 2 or 2
[ara: 1g-03

E:ﬁl_f \ 403270
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CERTIFICATE OF ANALYSIS
- CEPTHOHUKAT AHAJIM3A

Cipla

Page3 of4/Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482024

Batch Quantity / O6rem cepun:

5850 packs / ynakosok

AR No / Ananmurageckni oraer No ;

ARF/069/2022 | Date of Analysis / Jlara ananu3a:

18.03.2022

Date of Mfg / lata npowssoacrea:  03/2022

Date of Expiry / I'onen no:

02/2025

Analysis performed according ND / Anamms nposenén mo HJI: IT1N013745/01-091017, Usm. Ne 1 ot 17.04.2020

Ne Test / Tlokazatens Result / PesynbsraTe Specification / Hopma
9 | Content of Methyl 0.048 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 5o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepixanue
MeTWINaparuApokcHOeH30aTa 0.048 mr/ta6
(BXX)
10 | MICROBIAL LIMIT TEST/ MukpoGuonoruyeckas 4HCTOTA
10a) | Total Aerobic microbial count /
O6wee umcno azpobHbIx 20 Not more than 10* cfu/ g / He 6onee 10* /r
MHKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 10 cfu/ g /He 6oxee 10° /&
count / Obiee uucno <10
TUIECHEBBIX U APOACOKEBbIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OtcyTeTByIOT Not more than 10° / g / He 6onee 107 /r
bacteria/ Ycroituussie K
NEeHCTBHIO JKETYH
rpaMoTpuLaTensHeie Gakrepun
10d) | Staphylococcus aureus Absent /OtcyrerByior Absentin 1 g/ OrcyrcrBue s 1 1
10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ Orcyrcreue B 1 1
106) | Salmonella Absent / OrcyrerByroT Absent in 10 g /Orcyrcreue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

- Mpumevanume: MNpogykT cooTsetcTeyer TpeGosaquam HI

3amoneHue: OQOEPEHO

Checked by QC In-Charge / g,;é}
HokymeHT nposeper OKK: c»—:c”o

Approved by QA In-Charge /
HokymeHT ofobpeH OOK:

G

Date /

fere: (R 0. 2522 -

Date /
[ara:

13 o 1. Lo I
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CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIN3A

Paged4 of 4/ Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482024 Batch Quantity / O0bem cepum: 5850 packs / ynmakosok
AR No / Ananmaragecknii oraer Ne : ARF/069/2022 | Date of Analysis / Jlata amamaza: 18.03.2022
Date of Mfg / Jlara npoussoacrea:  03/2022 Date of Expiry / I'osen 1o: 02/2025

Analysis performed according ND / Anamms nposenén mo H/I: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / [fokazaTens

Result / PesyabraTet

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OnucTep M3 MUIEHKH

(nomaTUneHOBOIH/

Nno NPHUMEHEHHID.

Package / Ynakoska - 20 tablets

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

MOMHBHHHITXJIOPHIHOM

MOMHBHHIJIIEHXIOPUIHOI) 1
amoMUHEEBOH Qobry, mo 25
' GIIHCTEPOB B KAPTOHHYIO MAaYKy
C BJIOXKEHHEM 25 HHCTPYKILMii

Package / Yrakosxka - 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 OnMCTEp M3 [JIEHKH TPEXCIOIHOI
(IIBX/TID/MIBAX) u amomunuesoit ¢onsru. Ilo 2
wmm 3 biucrepa BMecTe C MHCTPYKLHMETT 110
MPUMEHEHHIO B KapTOHHYIO nayky. [To 20 Tabnerok
B OnucTep. U3 IUIGHKH MOJMBHHIIIXJIOPMIAHON
(nonuATHIEHOBOM / MONHBUHUIAEHXIOPHIHOMN) K
anromMuHHeBo# donbru, no 25 6aucrepos B
KAPTOHHYIO Ma4yky C BJIOXEHHeM 25 HHCTPYKLHit 10
MPHMEHEHHIO.

12 | Labeling / Mapxuposka According to ND /

B coorsercreuu ¢ H]|

13 Storage conditions / Ycnosus

XpaHeHHs soite 25 °C.

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

3 years / 3 rona

14 Shelf life / Cpok rogHocT

Remarks : The Product conforms to ND/
Mpumevanue: MNpoaykT cootBeTcTBYET TpeboBarusam HI

Conclusion : APPROVED /
3axknouenue: OO0OBPEHO

Checked by QC In-Charge / zf)-__p

HokymeHT npoeepeH OKK:

Approved by QA In-Charge /
HokymeHT opobpern OOK:

G

Date /

fara; &0 0>

Date /

Oara: 13 0 =

FMQC003-15-06
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