Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIM3A

Page 1 of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 481132

Batch Quantity / O6nem cepum:

5850 packs / ynakosox

AR No / Asamarngeckuii orger Ne : ARF/164/2021 |Date

of Analysis / lata anamm3za: 20.07.2021

Date of Mfg / lara npomssoactea: 06/2021 Date

of Expiry / 'ogen mo: 05/2024

Analysis performed according ND / Anamus nposenén mo

HJI: ITN013745/01-091017, W3m. Ne 1 ot 17.04.2020

Test / Ilokazarenn Result / PesyabTa

ThI Specification / Hopma

Description / Onucanue

Complies / CooTBetcTRyeT

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. / ITnockue kpyrisie Tabnerku co
CKOMIEHHBIMH KPasiMH OT KOPHYHEEOrO 0 TEMHO-
KOPHYHEBOrO LiBeTa ¢ BKparmnenusmu. Ha oxxoi
cropoHe TabneTkn BbinasneHo cnoeo «CIPLA», na
Ipyroi - MMHUs pa3jioMa.

Identification / ITonnuuHOCTE

Complies /
Coorsercryer

2a) | Anthraquinone glycosides /

AHTP&XHHOHOBI)IC TITHKO3HAbI

Ammoniacal solution turns a reddish colour /
OxpalyBaHHe aMMHAYHOTO PACTBOPA B KPACHBIiL
LBET.

Complies /
Cooteercreyer

2b) | Methyl Parahydroxybenzoate
(HPLCY

MeTtunnaparunpokcubeHzoar
(B2XX)

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
YAEpKHBaHHs OCHOBHOTO MHKA HA XPOMATOIPaMMe
HCITBITYEMOTO PACTBOPA JOJDKHO COOTBETCTBOBATH
BPEMEHH YASPIKHBAHUS OCHOBHOTO MHKA HA
XpPOMATOrpaMMe CTaHJapTHOTO pacTBopa
MeTHInaparuapokcubenzoara (pasaen
«Metunmaparuapokcubensoar).

Average weight / Cpenusis
Macca

187.25 mg / 187,25 mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
MNpumeyanme: NpoaykT cootBeTcTByeT TpeGosaHusam H/

Conclusion : APPROVED /
3aknwueHue: OOBPEHO

Checked by QC In-Charge [ \”/l
[JokymeHT nposepeH OKK: B Llawne

Approved by QA In-Charge /
[okymeHT ogobpen OOK:

o

Date/ o .07 .2 021
Harta:

Date /
Nara:

20O 102N
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAE®, TABJIETKH 13,5 mr

Batch No/ Cepua Ne: 481132

Batch Quantity / O6nem cepum:

5850 packs / ynaxkosok

AR No / Anasmruaecknii oraer Ne : ARF/164/2021|Date of Analysis / Jlara anpaymsa:  20.07.2021

Date of Mfg / lata npomssoacrea:  06/2021

Date of Expiry / I'oxen po:

05/2024

Analysis performed according ND / Anamus nposeaén mo HI: TTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / Iloxazarens

Result / Pesyabrartsi

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTE MO Macce

Complies / CootsercTByer

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

OmHOPOAHOCTD JO3HPOBAHMSA

5 | Loss on drying / TToreps B- 21% - NMT 6.0 % / He 6onee 6,0 %
Macce npu BbICYLIHBaAHHUH
6 | Dissolution /- 81-91% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosunor uepes 120 mun
7 | Uniformity of Dosage units / AV =52 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.

Tlokazarens npuemnemocty st n=10 AV < L1.

B cnyuae, ecnu 3nagenne AV npesbimaer L1,
IPOBOAAT MCIHBITAHKE Ha cienyromux 20 oOpasuax.
st n=30 AV <L1. Bce 3HaueHus Xi JOJKHbI
Y/IOBJIETBOPSATE HEPABEHCTRY:!

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

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

8 | Assay (Spectrophotometry)
KonuyecTBeHHOE OnpeneneHue
(CnekrpotoTomerpus)

13.86 mg/tab /

13,86 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 no 15,53 mr (ot 90,0 go 115,0 %)
CEHHO3MJOB B niepecyere Ha ceHHo3un B B oaHoM
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknouenue: OQOBPEHO

Checked by QC In-Charge /(" =
HokymeHt nposepeH OKK: \}SJ ane

Approved by QA In-Charge / .
HokymeHT ogobper OOK: %

Date / AT A
fare: 200712021

Date /

2097 202\
Harta:
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CERTIFICATE OF ANALYSIS
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Page 3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 481132

Batch Quantity / O6bem cepumn:

5850 packs / ymakosox

AR No / Anamuru4gecknit orger Ne : ARF/164/2021

Date of Analysis / lara amammsza: 20.07.2021

Date of Mfg / lata npomssoacrBa:  06/2021

Date of Expiry / I'ogen no:

05/2024

Analysis performed according ND / Anamms nposenén mo H/I: ITN013745/01-091017, Wam. Ne 1 ot 17.04.2020

Ne Test / IToxazarenab Result / Pesyasrars: Specification / 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)/
Copepxanue
MeTIINaparnapokcubeHzoata 0.047 mr/1a6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoriayeckasi Y4HCTOTA

10a) | Total Aerobic microbial count /
OGimee gmncio apodHBIX 20 Not more than 10° cfu/ g / He Gonee 10* /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He 6oxnee 10° /&
count / Obmee uncno <10
IUIECHEBBIX U JIPOIKIKEBBIX
rpubos

10c) | Bile tolerant gram-negative Absent /OrcyTeTBYIOT Not more than 10° / g / He 6oxaee 107 /r
bacteria/ Ycroiunssie k
IEeHCTBHIO XKEeaUH
rpamMoTpHLaTENbHbIe DaKTepHH

10 d) | Staphylococcus aureus Absent /OrcyreTBytoT Absentin 1 g/ Orcyrcteue B 1 1

10€) | Escherichia coli Absent /OtcyreTByioT Absent in 1 g/ OtcyrcTBue B 1 T

10f) | Salmonella Absent / OrcyrcTByIOT Absentin 10 g / Orcyrcrene B 10 g

Remarks : The Product conforms to ND/
Mpumeyanme: NpoaykT cooTBeTCTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3akmovyenue: OQOEPEHO

Checked by QC In-Charge / )
[HokymeHT nposepeH OKK: @\ awne

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

B

Datel 'Ohi'3702.1
[ara: 2.0 )

Date /

Ko 20 97 202\
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CERTIFICATE OF ANALYSIS
s CEPTHO®HUKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 481132

Batch Quantity / O6bem cepumn:

5850 packs / ynaxosok

AR No / Anasmrauecknii orger Ne :  ARF/164/2021|Date of Analysis / Jlara amanmsza: 20.07.2021

Date of Mfg / laTta npomssoacra:  06/2021

Date of Expiry / 'onen no:

05/2024

Analysis performed according ND / Anams nposeaén no HJI: I N013745/01-091017, Mzm. Ne 1 ot 17.04.2020

Ne Test / Hoxazarenp

Result / Pezyasrarsr

Specification / Hopma

11 | Package / Ynakopka
in a blister made of

Onucrep U3 IUIEHKH

(nOJIHATHIIEHOBOE/

110 NPHMEHEHHIO.

Package / Ynakoexa - 20 tablets

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

HOHHBHHPUIXJ'IOPPIJIHOI:‘!

MOJUBUHHIIICHXJIOPUIHON) H
anoMUHIEBO#H (onbry, mo 25
61UCTEpPOB B KAPTOHHYHO MA4Ky
C BJIOXKEHHEM 25 HHCTPYKLHI

Package / Ynakosxka - 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 OmUCTEp U3 IUIEHKH TPEXCIOHHOMN
(IIBX/AT3MIBAX) 1 anromuanesoii honeru. o 2
uny 3 Bamcrepa BMecTe ¢ HHCTPYKLHEH 110
IIPUMEHEHHIO B KapTOHHYI0 nauky. ITo 20 tabnerox
B OiicTep M3 IUIEHKH [OJHBHHIIXJIOPHIHOH
(momMaTHIEHOBOH / ONMUBHHUNACHXIIOPHUAHOMN) 1
aMOMHUHHEBOH (onbry, 1o 25 GIHCTEpOB B
KapTOHHYIO NMAYKy C BIOKEHHEM 25 MHCTPYKLHii 1Mo
NPUMEHEHHIO.

12 Labeling / Mapxuposka According to ND /

B cootsercteuu ¢ HJ|

13 Storage conditions / Ycnogust

XpaHeHHust Boime 25 °C.

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

14 | Shelflife / Cpok roguocta 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanune: MpoaykT cooteeTcTByeT TpebosaHwam H

Conclusion : APPROVED /
3axntouenme: OO0OBPEHO

Checked by QC In-Charge / =
AokymeHT nposepeH OKK: \}2, 6) m e

Approved by QA In-Charge /
[okymeHT opnobpeH OOK:

% L

Date /

2 0- 072021
Hata:

Date /

r}ygﬁ - O’] - wy/\
[ara:
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