CERTIFICATE OF ANALYSIS

Cipla

CEPTHOUKAT AHAJIH3A

Page 10f4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

TIpoayxt: CEHAE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482141

Batch Quantity / O6nem cepuu:

5848packs / ynakoBok

AR No / Anasmrudecknii oruer Ne : ARF/219/2022|Date of Analysis / lata ananuza:  23.10.2022

Date of Mfg / Jlata npousBoacrea: _ 09/2022

Date of Expiry / I'ogen jo:

08/2025

Analysis performed according ND / Ananus nposenén no HJL: II N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / IlokazaTeyns

Ne Result / PesyabTaThi

Specification / Hopma

1 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. / Tlnockue kpyrisie TabIeTKH CO
CKOLICHHBIMH KPasMH OT KOPHYHEBOTO JI0 TEMHO-
KOpHYHEBOro LBeTa ¢ Bkparnenuamu. Ha onxoit
cropone Tabnetku BeigasneHo cinoso «CIPLA», Ha
APYroii - THHUA Pa3IoMa,

2 | Identification / TTogmuHHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
ARTDAXHHOHOBSI® FIHKOSHIEL CooTseTcTBYET S:::mmaune AMMMA4HOTO PACTBOPA B KPACHLI
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTeeTcTBYET chromatogram of the sample solution should
Merunnapariapokcudensoar corresponds to the retention time of the principle
(BOAEX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIAepKHBAHHA OCHOBHOTO IIHKA HA XPOMATOTPAMME
HCITBITYEMOrO PACTBOPA NIOJDKHO COOTBETCTBOBATE
BPEMEHH yIEP KHBAHIS OCHOBHOIO ITHKA HA
XpOMAaTOrpaMMe CTAHJAPTHOIO PacTBOpa
MeTuImaparuapokcuben3oara (pasaen
«MeTunmaparuapokcubeHsoar),

3 | Average weight/ Cpenuas
Macca

186.18mg / 186,18mr

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

Remarks : The Product conforms to ND/
Npumeyuanme: MpoaykT cooteeTcTayeT TpeGosaHuam H

Conclusion : APPROVED /
3axknouenune: OQOBEPEHO

Checked by QC In-Charge / _
[NokymeHT nposepeH OKK: QY L

Approved by QA In-Charge /
[OokymeHT ofobpeH OOK:

agse

Date /

fara: 22.10+.2022

Date /

flata: 2% . \0. 2022
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Product: SENADE TABLETS 13,5 mg

Hponykr: CEHA,I[E®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482141

Batch Quantity / O6bem cepun:  5848packs / ynakosok

AR No / Auaautuyeckuii oruer Ne: ARF/219/2022

Date of Analysis / laTa anamuza: 23.10.2022

Date of Mfg / JlaTa npoussoacrea:  09/2022

Date of Expiry / I'ogen go: 08/2025

Analysis performed according ND / Ananu3 nposenén mo H/I: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Iloxa3zarein

Ne Result / PesynbTars: Specification / Hopma

OnHOPOIHOCTS MO Macce

4 | Uniformity of weight / Complies / CooterctByer 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee +7.5

%
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

5 | Loss on drying / IToTeps B 1.8% NMT 6.0 % / He 6onee 6,0 %
Macce npu BeICYIOMBAHUH

6 | Dissolution / 82- 89% NLT 70 % (Q) of sennosides in 120 minutes
PacTteOpenune He menee 70 % (Q) cennozumos uepes 120 mun

OnHOPOAHOCTE HO3HPOBAHHS

7 | Uniformity of Dosage units / AV =

5.1 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.

IToxazarens npuemaemoct s n=10 AV <L1.

B cnyuqae, ecnm 3nauenue AV npessimaer L1,
MPOBOAST HCIBITAHME Ha creayiomux 20 obpasuax.
Jlnsa n=30 AV <L1. Bce 3HaueHus X1 JOGKHEI
YAOBIETBOPATEH HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

KonuuectsenHoe onpeneneHue 13.89mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Ot 12,15 no 15,53 mr (o1 90,0 mo 115,0 %)
13,89mr/1a6 CEeHHO3HIOB B MepecyeTe Ha ceHHOo3ua B B oxHoi
Tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MNpoaykT cooTeeTcTByeT Tpebosanuam HL | 3aknioyenune: OQOEPEHO

Checked by QC In—Chargel% e
L

[okymeHT nposepeH OKK:

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

Date / 23:10.2022—
[ara:

Date / 2.5 A 0Ve-o2. .
[aTa:
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Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482141

Batch Quantity / O6bem cepuu:

5848packs / ynakosok

AR No / Ananuriueckuii oTyer Ne :

ARF/219/2022 Date of Analysis / JaTa anamuza: 23.10.2022

09/2022

Date of Mfg / JlaTta npoussoacrsa:

Date of Expiry / T'ogen no:

08/2025

Analysis performed according ND / Ananuz nposeaén mo HJI: T1 N0O13745/01-091017, Uam. Ne 1 ot 17.04.2020

Ne Result / PesyasTars Specification / Hopma
Test / Iloka3zarens
9 | Content of Methyl 0.047mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxkanne
MeTHanmaparuapokcubeHsoara 0.047mr/Tab
(BRXX) ’

10 | MICROBIAL LIMIT TEST/ MukpoGHooruueckas Y4HCTOTA

10a) | Total Aerobic microbial count /
O61ee yucio aspobHbIx

MHKPOOPraHH3MOB

<10

Not more than 10* cfu/ g / He 6osnee 10* /r

10b) | Total combined yeast and mould
count / Ob1ee uncno
IJIECHEBBIX H APONOKEBBIX

rpubos

<10

Not more than 10° cfu/ g /He Gonee 10% /r

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiiuyuseie k
JIEHCTBHIO XKETYH

rpaMOTpHLATENbHbIE DaKTEPHH

Absent /OrcyTeTByIOT

Not more than 10”/ g / He 6onee 10% /r

10 d) | Staphylococcus aureus

Absent /OrcyreTByror

Absentin 1 g/OtcyrctBue B 1 1

10¢) | Escherichia coli

Absent /OtcytcTBYyIOT

Absentin 1 g/ OrcyrctBae B 1 T

109 | Salmonella

Absent / OTcyTcTByioT

Absentin 10 g /Orcyrerene B 10 g

Remarks : The Product conforms to ND/
lNpumeyanwue: [poaykT cOoTBETCTBYET TpeGoBaHMam Hll

Conclusion : APPROVED /
3aknioyeHne: OQOBPEHO

Checked by QC In-Charge / m Approved by QA In-Charge /  fa—
[lokyMeHT nposeper OKK: S aur AokymeHT onobpeH OOK: %%Gg}
Date_" 23102022 Date_l 2T \NC. 2022

[ata: [Hara:
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No /Cepus Ne: 482141

Batch Quantity / O6sem cepuu:

5848packs / ynakosok

AR No / Ananuruueckuii oruer Ne : ARF/219/2022

Date of Analysis / JlaTa ananuza: 23.10.2022

Date of Mfg / JlaTa npoussoacrea:  09/2022

Date of Expiry / I'ogen no:

08/2025

Analysis performed according ND / Ananus nposeaén no H: ITIN013745/01-091017, Mam. Ne 1 or 17.04.2020

Ne Result / Pesyabrars: Specification / Hopma
Test / Hokazarenp
11 | Package / Ynakoska Packace / V. - 20 tablet
irfg lfl%:ter r::g:f:,a o Package / Ynakoeka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
ahisniin foil. 25 blistesswile [ 3 blisters and a patient information leaflet in a
25 patient infc:nnation leaflets in | C3TtON: 20 tablets in a blister made of PVC
% carton. / TTo 20 Tafuerox B /PE/PVDC film and aluminum foil, 25 blisters with
6mcmﬁ e 25 patient information leaflets in a carton. / ITo 20
. tabnetox B OHCTEp W3 MIIEHKH TpeXcaoHHOI
[0/ BUHUIDXJIOPHAHOM
(nonmrmeﬂoazﬁ? (IIBX/TI/MIBAX) u amomunuesoit dossru. Ilo 2
1 OMHBMRANACHXIOPAAHOH) B i 3 6HMcTepa BMECTe ¢ MHCTPYKIME Mo
AR, 0. 25 NPHUMEHEHHIO B KapTOHHYIO nauky. [To 20 Tabnerox
C— KapTOHHy,lO i B OJIHCTEP W3 IUICHKH NONHBHHUITXIOPH/HOMH
¢ HilosaTHEN 25 RSTpYRIGH (mONMHMATHIEHOBOH / TONNBUHIIIEHXJIOPHAHOIM) 1
i ﬁpﬂmeﬂeﬁun aroMuHEeBoH (osibra, no 25 6nucrepos B
KaPTOHHYIO MAYKy C BIOXKEHHEM 25 HHCTPYKUHIA 10
MPHMEHEHHIO. )

12 | Labeling / Mapxuposka According to ND /
B cooteerctBun ¢ HIJ

13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu Temneparype He

XPaHEHHH Boie 25 °C,
14 Shelf life / Cpox ropsocTi 3 years / 3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTseTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge /(

Approved by QA In-Charge / I

[okymeHT npoeepeH OKK: 43 o) Qs HokymeHT ogobper OOK: o e
Date / 5, . Date / 5
flava: 224 b0 23 Data: 2.2 \Q- 2021
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