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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust N : 483022 Batch Quantity / O6sem cepan:  5844packs / ynakosox
AR No / Ananuruuecknii orger Ne :  ARF/042/2023 | Date of Analysis / /lara ananmsa: 30.03.2023
Date of Mfg / Jlara nponssoacrea:  02/2023 Date of Expiry / I'onen no: 01/2026
Analysis performed according ND / Anayms nposeaén mo H/I: [T N013745/01-180522
Ne Result / PesyabTaTsi Specification / Hopma _
Test / Hoxazarenn
1 | Description / Onucaune Complies / CooTeercrsyer 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. / ITnockwne kpyrusie Tabnerku co
CKOIIIEHHBIMH KPasMH OT KOPHYHEBOTO JIO TEMHO-
KOPHHYHEBOro LBeTa ¢ BKkparuiennamu. Ha oguoi
cropoHe Tabnerky BbigasneHo cioso «CIPLA», Ha
APYTO# - THHHA pasoMa.
2 | Identification / TTopnunHOCTS
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
) Cooteercrayer OkpamHBaHue aMMHAYHOTO PACTBOpAa B KPACHBbIii
AHTPaXHHOHOBbBI® ITHKO3HIbI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBercrByer chromatogram of the sample solution should
Merunnaparunpokcubensoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHHA OCHOBHOTO IHKA HA XPOMATOrPaMMe
HCIBITYEMOrO PACTBOPA ZIOJDKHO COOTBETCTBOBATE
BPEMEHH yIepHBAHHS OCHOBHOIO MHKA Ha
XpOMATOrpamMMe CTaHAApTHOrO PacTBopa
MeTHIINaparnapoKcHoensoara (pasaen
«MeTHanaparuIpoKCHOSH30aT).
3 | Average weight / Cpeanss 189.38mg / 189,38mr 189.99 mg £7.5% / 189,99 mr £7,5%
macca

Remarks - The Product conforms ta ND/ Conclusion : APPROVED /

Mpumeyanue: NpoaykT cooTseTcTByeT Tpebosanusam HI

3aknwuenune: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

T

[okymenT nposeper OKK: 'Lﬁ‘j_ HokymeHT ogobper OOK:
3:3-.’ 29.04 - 2003 B:;Z:/ o
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A
Page 2 of 4/ Crp. 2 w3 4

Product: SENADE TABLETS 13,5 mg

Npoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust No : 483022

Batch Quantity / O6sem cepun:  5844packs / ynakosok

AR No / Anamarugecknii oraer Ne : ARF/042/2023|Date of Analysis / /lara anaymsza:  30.03.2023

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

Analysis performed according ND / Anaans nposenén no HJI: 1 N013745/01-180522

Ne

Test / [lokazarean

Result / PesyabraTsi Specification / Hopma

4 | Uniformity of weight /
OIHOPOAHOCTL MO Macce

Complies / CooTsetcTByeT 18/20 tablets NMT £ 7.5 % / 18/20 ue Oonee +7,5
%
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

5 | Loss on drying / IToTeps B 2.0% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BbICYLIHBAHUH
6 | Dissolution / 80-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennosunos uepes 120 mun
7 | Uniformity of bosage units / AV=5.0 The acceptability index forn=10 AV<LIL

OaHOPOAHOCTb JO3WPOBAHHKS

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:

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

L1=15.0; L2 =25.0.

IMoxkasarens npuemaemocty st n=10 AV <L1.

B cayuae, ecnm 3Haverne AV npessiaer L1,
MPOBOAAT HCMbITaHKe Ha cnenyromux 20 obpasuax.
Jnsa n=30 AV <L1. Bce 3HaueHHs Xi NOKHBI
YAOBJETBOPATL HEPABEHCTBY . '

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

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

8 | Assay (Spectrophotometry)
KonuuectBenHoe onpeneieHue

(CniextpodoromeTpusi)

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

13.99mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 1o 15,53 mr (ot 90,0 no 115,0 %)

13.99mr/Tab CEHHO3MIOB B nepecyeTe Ha CeHHO3uA B B onHO#M
Tabnerke.

Remarks ° The Product conforms to ND/

Conclusion : APPROVED /

NMpumeuanwe: Mpoaykt cooteeTcTeyeT Tpebosanusm H | 3aknouenune: OQOBPEHO

Checked by QC In-Charge /

HokymeHT npoeepeH OKK: %,\‘Cob
—__’___——-—‘\'

Approved by QA In-Charge /
[okymeHT oao6per OOK: %7_9){/

Date /
fata: 29-64-20923

Date / a.04 202
lara: > >

FMQC003-15-07
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Clpla

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A
Page3 of 4/Crp.3 m3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepast Ne: 483022

Batch Quantity / Oobem cepun:  5844packs / ynakoBok

AR No / Asasmragecknii oraer No : ARF/042/2023 | Date of Analysis / /lara anammsza:  30.03.2023

Date of Mfg / /lata nponssoacrsa:

02/2023 Date of Expiry / I'ogen n0: 01/2026

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

No Result / Pesyabtats: Specification / Hopma
Test / Hoxkazarenn
9 | Content of Methyl 0.047mg/tab 0.028 — 0.056 mg/tab. / Or 0,028 go 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanune
MeTnanaparuapokcubensoara 0,047mr/ra6
(BIXX)
10 | MICROBIAL LIMIT TEST/ MukpoOuonoruueckas 4HCTOTa

10a) | Total Aerobic microbial count /
O6ee gncno a3pobHbIX 10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / OBee ynucno <10
TUTECHEBBIX W APOHIKEBbIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10 / g / He Gonee 107 /r
bacteria/ Ycroiiuussie K
HEHCTBHIO e n
rpaMoTpuuaTenbHbie akTepnn

10d) | Staphylococcus aureus Absent /OtcyTcTBYROT Absent in 1 g/ Otcyrcreue 8 1 r

10e) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrcrBue B 1 ¢

109) | Salmonella Absent / OtcyTcTBYIOT Absent in 10 g /OrcyrcrBue B 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: MpoaykT cooTseTcTayeT TpebosaHuam HA | 3aknoyenne: ONOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /
/@,‘_j’g\g NlokymeHT opobpeH OOK: ﬁ/"

HokymeHT nposepeH OKK:
/
Dara: 2904 203 oo ikt

FMQC003-15-07
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CHpld

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A
Paged4 of4/Crp. 4134
Product: SENADE TABLETS 13,5 mg Hponykr: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepusi Ne : 483022 Batch Quantity / O6bem cepun:  5844packs / ynakosok
AR No / Anannragaecknii oraer Ne : ARF/042/2023 | Date of Analysis / /lara anamaza: 30.03.2023
Date of Mfg / /lara nponssoacrea:  02/2023 Date of Expiry / 'ogen go: 01/2026

Analysis performed according ND / Anamms nposeaén mo H/L: [T N013745/01-180522

Ne Result / PesyasTars Specification / Hopma
Test / Hokazarensb
11 | Package / Ynakoska P, / -20 .
kag inaiklﬁ?;eryn:l::::'f(‘a eblots Package / Ynakogka - 20 tablets in a blister made of
PVC /Pi?jPVDC F— three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil, 25 blisters with | 3 blisters and a patient information leaflet in a
35 pafient information leaflets in carton. 20 tablets in a blister made of PVC
= I i e /PE/PVDC film and aluminum foil, 23 blisters with
Gnum;; ks 25 patient information leaflets in a carton. / ITo 20
- TabneTok B OIHCTEP W3 IIIEHKH TPEXCIOHHOM
Z‘::“”““‘u‘fm‘;‘c’;ﬁ"‘/‘"°“ (MBX/TTD/TIBIX) 1 amomitsuesoit doasra. o 2
[ONMBUHHISHXTOPHAHON) H niH 3 GnHcTepa BMeCTe C MHCTpPYKLHeit 1o
amomusesoli Gosrw, 1o 25 NPUMEHEHHIO B KapTOHHYI0 nayky. [To 20 Tabnerok
GaCTepos B xaprouyio maaKy |° OnucTep U3 NIEHKH MONMBUHUIXIOPHAHOM
¢ BOKeHHeM 25 HHCTPYKLuUi (MOJTHITHIIEHOBOIH / NOJIMBHHWIAEHXJIOPHAHOI) U
10 IpHMEReHO amoMHHHeBOi (onbru, no 25 Gnucrepos B
. KapTOHHYIO MauKy C BIOXKeHueM 25 MHCTpyKumii no
TIPHMEHEHHIO.
12 | Labeling / Mapkuposxka According to ND /
B coorsercreuu ¢ HJJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npn Temnepatype He
XpaHeHHs sbime 25 °C.
14 Shelf life / Cpok roasocTs 3 years /3 rona

Remarks : The Product conforms to ND/
lNMpumeyanue: NpoaykT cooTeeTcTeyeT TpebosaHuam HL

Conclusion : APPROVED /
3akntouenune: OOQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /
[okymeHT nposeper OKK: @/m/p MoxymeHT oao6peH OOK: @ﬁ
Date / Date /

29.04- 9223

[Nara:

ﬂaTa' ?__o\ 2.4 Ot'\ S 'Za?/}

FMQC003-15-07

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




