Cipla

CERTIFICATE OF ANALYSIS
N CEPTHDHKAT AHAJIM3A

Page 1 of 4/ Crtp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

TMponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481128

Batch Quantity / Odbem cepum:

5850 packs / ynakosok

AR No / Ananutnueckuii orger Ne : ARF/159/2021

Date of Analysis / [laTa ananu3sa:

14.07.2021

Date of Mfg / Jlata npousBoacrea:  06/2021

Date of Expiry / 'onen fo:

05/2024

Analysis performed according ND / Anamus nposenén o HJL: [TN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokaszarennb

Result / PesyabraThi

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsetcTayer

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. / Iltockue kpyrible TabaeTku co
CKOIIEHHBIMH KPasiMH OT KOPHHHEBOTO JI0 TEMHO-
KOPHMYHEBOrO 1[BeTa ¢ BKpanieHuaMu. Ha ognoii
cropoHe Tabnerku BeifaBieHo cnoso «CIPLA», Ha
APYTOM - THHHSA pas3ioma.

2 | Identification / ITognuHHEOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTseTcTBYET OxpamuBaHHe aMMHAYHOTO PacTBOPa B KPACHBIH
AHTp&XHHOHDBb[e IMHKO3H bl LBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByeT chromatogram of the sample solution should
Merunnaparuapokcubenszoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEpPKHUBAHHA OCHOBHOTIO IMTHKA HA XpOMATOrpaMme
HCIIBITYEMOTO PACTBOPa JOJDKHO COOTBETCTBOBATh
BPEMCHH YACPXKHBAHHUA OCHOBHOI'O ITHKA Ha
XPOMAaTOrpaMMe CTAHAAPTHOTO pacTBoOpa
MeTunnaparuapokcudensoara (pasmen
«MerunnaparuapokcudeHsoar).

3 | Average weight / Cpennas
macca

189.60 mg / 189,60 mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTBETCTBYET TpebosarHuaM HJ

Conclusion : APPROVED /
3aknoueHue: OOOBPEHO

Checked by QC In-Charge I\"?

Approved by QA In-Charge /

e o T
OokymeHT nposepeH OKK: f Clain e AokymeHT ogo6peH OOK: HD%//
Date / A0 ; Date / 1< .07 2O
fiEvs {407 2021 o 13 0 o
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Cipla

CERTIFICATE OF ANALYSIS
o CEPTHUOHKAT AHAJIU3A

Page 2 of 4/ Cp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / Jlata npon3soacTa:

Batch No / Cepust Ne: 481128 Batch Quantity / Oobem cepun: 5850 packs / ynakoBok
AR No / Asanutudecknii orqer Ne : ARF/159/2021|Date of Analysis / lata anamusza:  14.07.2021
06/2021 Date of Expiry / T'onen jo: 05/2024

Analysis performed according ND / Anamns nposeagn no HJL: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / lokazaTenb

Result / PeayabraTh!

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTE MO Macce

Complies / CooTtsercrByer

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

OIHOPOHOCTD AO3HPOBAHUS

5 | Loss on drying / [Toteps B 26% ° NMT 6.0 % / He Gonee 6,0 %
MACCe MPH BBICYIIWBAHUH
6 | Dissolution/ 84-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopeHue He menee 70 % (Q) cennosunos yepe3 120 mun
7 | Uniformity of Dosage units / AV=51 The acceptability index forn=10 AV <LIL.

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=250.

[Tokaszatens mpuemnemMoctu 1 n=10 AV <L1.

B cnyuyae, ecnn 3navenue AV npessiaer L1,
MPOBOASAT MCMbITaAHME HA creaytoux 20 obpasuax.
s n=30 AV <L1. Bce 3Ha4eHHS XI HOJIKHBI
YIIOBJIETBOPATE HEPABEHCTBY:

[M-xi] €0,01 x L2 x M.

L1=15,0;L2=25,0

8 | Assay (Spectrophotometry)
KosuuecTBeHHOE OnpeneneHHe

(CnexrpodroToMerpuis)

13.99 mg/tab /

13,99 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 12,15 110 15,53 mr (ot 90,0 1o 115,0 %)
CEeHHO3HOB B MepecyeTe Ha CeHHO3Ma B B oaHO#
TabseTke.

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooteeTcTByeT TpeboBaHuam HA

Conclusion : APPROVED /
3aknwuenune: OQOEPEHO

Checked by QC In-Charge { }1 _ Approved by QA In-Charge / _, i+
[NokymeHT nposepeH OKK: ™ 3% ‘dne NokymeHT onobper OOK: s
Date / 1[;_,0\';'1@7_‘ Date / \5_(}“'] 2 o2\

Oara: Hara:

FMQC003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUDOHKAT AHAJIM3A

Page 3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 481128 Batch Quantity / O6sem cepun: 5850 packs / ymakoBok
AR No / Ananurudeckuii orvyer Noe: ARF/159/2021|Date of Analysis / laTa ananmza: 14.07.2021
Date of Mfg / lara npomssoacra:  06/2021 Date of Expiry / I'ogen go: 05/2024

Analysis performed according ND / Awams nposeaén no HJ/L: TI N013745/01-091017, Miam. Ne 1 ot 17.04.2020

Ne Test / llokazarean Result / PesyabTarsi Specification / Hopma
9 | Content of Methyl 0.043 mg/tab / 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.

parahydroxybenzoate(HPLC)/
Couepxanne
MeTunaparuapokcubenszoara 0.043 mrfra6
(BXKX) )

10 | MICROBIAL LIMIT TEST/ Mukpobuonoruieckasi 4ucToTa

10a) | Total Aerobic microbial count /
Od1ee uncno a3pobHbIX 30 Not more than 10* cfu/ g / He 6onee 10*/r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / Obuiee uucno 210
UIECHEBBIX W ZIPOXKIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 107 / g / He Gonee 10° /r
bacteria/ YcToHuusble K
NIEACTBHIO XKeauu
rpaMoTpHUaTeNbHbIe DaKTepuH

10d) | Staphylococcus aureus Absent /OTcyTCcTBYIOT Absentin 1 g/ OtcyrctBue B 11

10¢) | Escherichia coli Absent /OrcyreTByioT Absentin 1 g/ OrcyrctBue B I T

100) | Salmonella Absent / OtcyTcTByIOT Absentin 10 g / Otcyrcrene B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MpoayxT cooTeeTtcTRyeT Tpebosaruam HI

Conclusion : APPROVED /
3axnouenue: OO0OBPEHO

Checked by QC In-Charge / ‘lﬁ

\ 7
HokymeHT nposepeH OKK: 5 1Cm ¢

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

Date /

nore 14071 2021

Date /

e \S -0 2024
Ta:

FMQC003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
3 CEPTUOPHUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusnt Ne: 481128 Batch Quantity / Oobem cepun: 5850 packs / ymakoBok
AR No / Asamurnaecknii oraer Ne : ARF/159/2021|Date of Analysis / lata anammsza:  14.07.2021
Date of Mfg / Jlara npomsBoacrea:  06/2021 Date of Expiry / 'onen no: 05/2024

Analysis performed according ND / Anamus nposeaén nmo HJ/I: [TN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne | Test / Ilokazarennb

Resuit / PesyabTaTsl

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OnucTep U3 MUIEHKH

(monUaTHIEHOBOH/

10 NPUMEHEHHIO.

Package / Ynakoeka - 20 tablets

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

TOMMBHHUIIXJIOPUAHOHR

MOMHBUHUIIEHXJIOPHIAHOM) 1
anomMuHueBoi Gonbry, no 25
OnuCcTEpOB B KAPTOHHYIO MMAYKY
C BJIOJKEHHEM 25 HHCTPYKLMIH

Package / Ynaxoska - 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
TabneTok B OIMCTEpP M3 TMJIEHKH TPEXCIOHHOH
(TIBX/TISMIBAX) u amomunuesoit onery. Io 2
umu 3 OnucTepa BMecTe ¢ HHCTPYKLIHEH 1Mo
NnpUMeHeHHIO B KapToHHYI0 nayky. ITo 20 Tabnerox
B OnucTep U3 MIeHKH NOJMBHHHIXIOPHIHOI
(nonu3TUIIEHOBOI / MOMBUHUIIEHXIOPUAHO) H
anOMUHHUEBOH Qounbry, 1o 25 6nuctepos B
KapTOHHYI NayKy € BIOXKEHHEM 25 MHCTPYKLHMI 1o
NPUMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /

B cooteerctBun ¢ HJJ

13 Storage conditions / Ycnopus

XpaHeHHSs Boie 25 °C.

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

14 Shelf life / Cpok ronHocTH 3 years/ 3 roma

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
3axnouenune: OAOEPEHO

Mpumevanue: Mpogyxr cooteercTayeT TpebosaHvam HA

Checked by QC In-Charge/ 5\ .
NokymeHT nposepeH OKK: ﬁ Ale e

Approved by QA In-Charge /
HokymeHT ogobper OOK:

. /\-J-L\'.;,

B

Date /

14-¢77. 2021
[ara:

Date /

\S -0 20243
Harta:
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