Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 1 of 4/ Crp. | n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 483023

Batch Quantity / O6bem cepan:  5843packs / ynakoBok

AR No / Anaaurngecknii oraer Ne : ARF/044/2023 Date of Analysis / [lara ananmza: 05.04.2023

Date of Mfg / lata nponssoacrea:  02/2023 Date of Expiry / I'onen no: 01/2026

Analysis performed according ND / Anasmms nposenén mo H/I: [T N013745/01-180522

Test / oxkazaTesb

Result / PesyabraTni Specification / Hopma _

1 | Description / Onucanue Complies / CooTsercrayer 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. / Ilnockue kpyrabie Tabnerku co
CKOLIEHHbIMH KpasiMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOrO LiBeTa ¢ BKkpanuenuamu. Ha onuol
cropoHe Tabnerku BoixaeneHo cioeo «CIPLA», Ha
ZPYTO# - THHHUA pa3noma.

2 Identification / [TogauHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
A Coorsercrsyer OkpaluBaHHe aMMHAYHOMO PacTBOpa B KPACHBII
HTPaXHHOHOBBIC TITHKO3HIbI ot
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Coorsercrsyer chromatogram of the sample solution should
MeTmnnnaparinapokcubensoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEP)KHBaHH OCHOBHOTO MHKA HA XPOMATOTPAMME
MCTIBITYEMOrO PacTBOPa A0JIKHO COOTBETCTBOBATD
BPEMEHH yepP)KHBAHUS OCHOBHOIO MUKA Ha
XpOMaTOrpaMme CTaHAapTHOro pacTsopa
MeTHinaparuapokcubensoara (pasaen
«Metunnapariapokcubensoar).

3 | Average weight / Cpennss
macca

188.41mg / 188.41mr 189.99 mg +7.5% / 189,99 mr =7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumeuanue: MpoaykT cooTeeTcTByeT TpebosaHusm HA | 3aknouexue: ONOBPEHO

Checked by QC In-Charge /
eH OKK:
[lokyMeHT nposep /(g,,/)’__fw

Approved by QA In-Charge /

NokymeHT ogobpeH OOK: W

Date /

Nata: 2Ac4.2m7

Date /

uaTa. 2-4- oM wb}
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CUhpla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Page 2 of 4 /Crp.2 w3 4
Product: SENADE TABLETS 13,5 mg Mponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 483023

Batch Quantity / O6bem cepun:  5843packs / ynakosok

AR No / Anaamrngecknii orger Ne :  ARF/044/2023 | Date of Analysis / /lara apamasza: 05.04.2023

Date of Mfg / lara nponssoacrsa:  02/2023 Date of Expiry / I'ogen ao: 01/2026

Analysis performed according ND / Ananus nposeaén no HJI: T1 N013745/01-180522

Ne

Test / lloxazarens

Result / PesyabTaTsl Specification / Hopma

4 | Uniformity of weight /
OnHOpoaHOCTL MO Macce

Complies / CoorsercrByer 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
%
2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

5 | Loss on drying / [Toreps B 2.9% NMT 6.0 % / He Gonee 6,0 %
Macce fpH BbICYLIHBAHHH
6 | Dissolution / 80-86% NLT 70 % (Q) of sennosides in 120 minutes
PacrsBopenne He menee 70 % (Q) cennozunos yepes 120 mun
7 | Uniformity of Dosage units / AV=52 The acceptability index forn= 10 AV<LI.

OnHOPOOHOCTH NO3HPOBAHHUA

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 * L2 x M.

L1=15.0; L2=25.0.

IMokaszarens npuemuemoctn g n=10 AV <L1.

B cayuae, ecin 3Hauenue AV npesbiuaer L1,
NPOBOJST HCMbITaHKHE Ha cienyrommnx 20 obpasuax.
Jlns n=30 AV < L1. Bce 3Ha4eHHs X1 I0/KHBI
YAOBAETBOPATH HEPABEHCTRY: '

[M=xi| <0,01 * L2 x M.

L1=15,0;1L2=25.0.

8 | Assay (Spectrophotometry)
KonmuecTsenHoe onpeneneHne

(CnexrpooTomerpus)

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

14.04mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 70 15,53 mr (o1 90,0 no 115,0 %)

14,04Mr/1a6 CEHHO3H/IOB B MepecyeTe Ha CeHHo3na B B oaHOlM
Tabnerke.

Remarks - The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Mpoaykr cooteeTcTayeT TpebosaHusm HA | 3aknwoyenne: ONOBEPEHO

Checked by QC In-Charge /

0 nposepex OKK: \\p
[lokymeHT nposepe X\ V2F

Approved by QA In-Charge /
LokymeHT opobpeH OOK: %ﬁ'\/{

Date /
[ara:

2042 3

Date /

flava: 2.0\ 202%

FMQCO003-15-07
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIV3A

Cipla

Page 3 of 4/ Crp. 3 uz d

Product: SENADE TABLETS 13,5 mg

Mpoxyst: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnst Ne : 483023

Batch Quantity / O6bem cepun:  5843packs / ynakosok

AR No / Anasarageckuii orger Ne : ARF/044/2023

Date of Analysis / /lata anaamsza: 05.04.2023

Date of Mfg / lata nponssoacrsa:  02/2023 Date of Expiry / I'oaen 1o0: 01/2026

Analysis performed according ND / Anasm3 nposenén no H/L: T1 N013745/01-180522

Ne Result / Pesyabrarnl Specification / Hopma
Test / [loxkazaTens
9 | Content of Methyl 0.047mg/tab 0.028 — 0.056 mg/tab. / Or 0,028 1o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanne
MeTHnaparuapokcnbensoara 0.047mr/rab
(B2XX) ’

10 | MICROBIAL LIMIT TEST/ Mukpotuonoriuseckas Y4HCTOTa

10a) | Total Aerobic microbial count /
O61ee 4uciIo a3podHBIX
MHKPOOPraHH3MOB

<10 Not more than 10* cfu/ g / He Goznee 10°* /r

10b) | Total combined yeast and mould
count / Obuiee aucno

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

<10
[LIECHEBBIX H JAPONCKEBBIX
rpuboB
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He Gonee 10° /r
bacteria/ Ycroi4uBsbie K
ZICHCTBHIO XKeT4n
rpaMoTpHLATe bHbIe GakTepuu
104d) | Staphylococcus aureus Absent /OrcyTeTBYIOT Absent in 1 g/ OrcyrcrBue B 1 1
10¢) | Escherichia coli Absent /OrcyTcTByIoT Absentin | g/ Orcyrctene s 1 v
100 | Salmonella Absent / OtcyTcTBYIOT Absent in 10 g /Orcyrcreue 8 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeuanue: MpoaykT cooTeeTcTBYeT TpebosaHusam HIl | 3aknioueHne: OOOEBPEHO

Checked by QC In-Charge/
[lokymeHT nposepeH OKK: )&Yﬁd_ﬁ

Approved by QA In-Charge /
[okymeHT oaobper OOK: %éﬁ/‘\{/

Date / 29.04.0m7 Date / 2.9 .04 2024

[ara:

Oarta:

FMQC003-15-07
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Page4 of 4 /Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne : 483023

Batch Quantity / O6bem cepun:

5843packs / ymakoBoxk

AR No / Anaaurugecknii oraer Ne : ARF/044/2023

Date of Analysis / /lara anammsa: 05.04.2023

Date of Mfg / /lara nponssoncrsa:  02/2023 Date of Expiry / I'ogen no: 01/2026
Analysis performed according ND / Anasms nposenén no HJL: TTNO1 3745/01-180522
Ne Result / Pesyabrarsi Specification / Hopma
Test / [Hokazarensn
11 | Package / YnakoBka =
B i[:‘a:k;?:t;ry'::;::;a 2 eables Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
alurninum foil, 25 blisters with or 3 blisters and a patient information leaflet in a
25 patient information leaflets in carton. 20 tablets in a blister made of PVC
& earton./ Tio 20 TabieToR /PE/PVDC film and aluminum foil, 25 blisters with
6.ruflcrep. S 25 patient information leaflets in a carton. / Ilo 20
" TabneTok B GIHCTED H3 MIEHKH TPEXCIONMHOI
?:::B"Hm;‘l:%;l;ﬂou (IBX/TID/TIBJIX) u amomusiesoii hoabri. TTo 2
S eHXNOPHAHO) 1 wiu 3 Gnucrepa BMECTe C HHCTPYKLHEH 10
S esol i donsru, 1o 25 npUMeHeHuI0 B KapToHHyio nayky. [To 20 Tabnetok
GIMCTEPOB B KAPTOHHYIO 12 B OucTep U3 MUIEHKH MONHBUHUIIXIOPUIHOH
B Zgl:ncrp m:;y (NONMATHACHOBOIH / MOMHBHHIUIIGHXJIOPUIAHOH) H
10 NPHMEHEHHIO Y amoMHHHEBOIT Qonbry, no 25 GnHCcTepos B
i KAPTOHHYIO TIAYKY C BAOKEHHeM 25 WHCTPYKIWH 1o
NPHMEHEHHIO.
12 Labeling / Mapkuposka According to ND /
B coorsercteun ¢ HI|
13 Storage conditions / Yenosus In a dry place, at temperature below 25 °C. / B cyxom mecte npu TemMneparype He
XpaHeHHus soime 25 °C.
14 Shelf life / Cpoxk rogHoCTH 3 years / 3 rona

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

Conclusion : APPROVED /
3aknouenune: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[okymeHT npoBepeH OKK: gﬂ/‘-"e [okymeHT ogobper OOK: w
Date / Date /
D.:Tea: 29-04 023 n:,: 1-5.0% o023
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