Cipla

CERTIFICATE OF AMNALYSIS
CEPTUDOHKAT AHAJIN3A

-

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

lpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / lara npon3soacTBa:

Batch No / Cepusi No: 482078 Batch Quantity / O0bem cepun:  5850packs / ymaxkoBok
AR No / Ananntngeckuii order Ne :  ARF/142/2022 | Date of Analysis / lara anaqmza:  18.06.2022
05/2022 Date of Expiry / I'ogen no: 04/2025

Analysis performed according ND / Anams nposeaén mo HJ/[: ITNO13745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Ilokasarens

Ne Result / PesyabTaTsl

Specification / Hopma

i Description / Omuicasue

Complies / CootsercTayer -

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 kpyrnbie Tadnerku co
CKOLIEHHBIMH KPasgMH OT KOPHYHEBOrO 10 TeMHO-
KOPHYHEBOIO LBETa ¢ BKpamieHusamu. Ha oaHoi
cropoHe Tabnerku BuiaasneHo cnoso «CIPLA», na
IpYroii - MHHHS pa3JioMa.

2 Identification / TloanuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorsercreyeT OkpalliMBaHie aMMHAYHOTO PACTBOPA B KPACHBIN
AHTPaXWHOHOBbIE MIMKO3HIBL HBeT
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootsercreyer chromatogram of the sample solution should
MerunnaparunpokcubeHsoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YZAEpIKHBaHHA OCHOBHOTO MTHKA HA XPOMATOrpamme
HCMBITYEMOIO pacTeOpd AOJDKHO COOTBECTCTBOBATH
BPEMEHH yIepIKHBAHUS OCHOBHOIO MHKA Ha
XPOMATOTPaMMeE CTAHAaPTHOIO PacTBOPa
merunnaparuapokcubensoara (pasmen
«MerunnaparuapokcHOeH30ar).

3 | Average weight / Cpennsist
Macca

187.03mg / 187,03mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MNpumeyanue: MpoaykT cooTeeTcTayeT TpebosaHusm HI

Ceonclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge/ ) . Approved by QA In-Charge /' 1 .
[lokymeHT nposeper OKK: -5 laus [lokymeHT op06peH OOK: %9’ L
Date / 1 8«06 ROLE Date / 0 OOl BeAD D

Hara: HNata:

FMQCO003-15-06

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 :




Cipla

CERTIFICATE OF ANALYSIS
= CEPTUOHUKAT AHAJIN3A

Page 2 of 4/ Crp. 2 13 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / Jlata nponssoacTea:

Batch No / Cepust Ne : 482078 Batch Quantity / O6bem cepun:  5850packs / ynakosok
AR No / Ananurngeckuii order Ne : ARF/142/2022|Date of Analysis / Jlata anamuza:  18.06.2022
05/2022 Date of Expiry / I'onen 1o: 04/2025

Analysis performed according ND / Ananus nposenén mo HJ/L: [1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Tokazatennb

Ne Resuit / Pesyiibrars!

Specification / Hopma

4 | Uniformity of weight /

Complies / CootercTByeT

18/20 tablets NMT = 7.5 % / 18/20 ne bonee + 7.5

OaHoponHoCTL AO3HPOBAHUS

OnHOPOOHOCTE MO Macce %
2/20 tablets NMT +15% / 2/20 se 6onee + 15%
5 | Loss on drying / IToteps B 2.1% NMT 6.0 % / He 6onee 6,0 %
Macce MPH BBICYLIHBAHUH
6 | Dissolution/ 78- 87% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenue He menee 70 % (Q) cennozunos yepes 120 Mux
7 | Uniformity of Dosage units / AV=55 The acceptability index forn =10 AV <LI.

In the case where the value of AV exceeds L1, a
test is carried out on the foilowing 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.

Tlokasarens npuemaeMocts st n=10 AV <L1.

B cny4ae, ecnu 3sHagenue AV npessimaer L1,
MPOBOIAT HCTbITAHKE Ha ceayomux 20 obpasuax.
Jna n=30 AV <L1. Bce 3HaueHHA Xi JOHKHBI
yIAOBIETBOPATE HEPABEHCTRY:

[M-xi| £0,01 = L2 x M.

L1:=15,0;13=250.

8 | Assay {Spectrophotometry)
KonuuecTBeHHOE OCiipeleneHHe
(CriexrpodoTomeTpus)

13.96 mg/tab /

13,96 mr/tad

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 no 115,0 %)
CEHHO3UIIOB B repecueTe Ha ceHHo3un B B oaHO#H
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanume: MNpoaykT cootBetcTayeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknrouyenue: OQOBPEHO

Checked by QC In-Charge {~ — Approved by QA In-Charge/ 1o
HokymeHT nposepeH OKK: < S LA [LokymeHT opobpen OOK: ga= =
Date / . Date / oy 1 R =2

06202 — 2o -OL- 22
Nara: = Hara:
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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




Cipla

CERTIFICATE OF ANALYSIS
- CEPTHOHUKAT AHAJIM3A

Page3 ofd4/Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482078

Batch Quantity / O6nem cepum:

5850packs / ynakosok

AR No / Anannrinaecknii oraer Ne :  ARF/142/2022|Date of Analysis / Jlara ananmsa:

18.06.2022

Date of Mfg / Jlata npoussoacrBa: _ 05/2022

Date of Expiry / 'oxen no:

04/2025

Analysis performed according ND / Auami nposeaén no H/I: TIN013745/01-091017, M3am. Ne 1 o1 17.04.2020

Ne Result / PesyasTaTh!

Test / [lokazarenb

Specification / Hopnia

9 | Content of Methyl
parahydroxybenzoate(IH’LC)/
Conepsxanue
MeTuIaparuipokcHoensoara
(BOXX)

0.046 mg/tab

0,046 mr/Tabd

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rab.

10 | MICROBIAL LIMIT TEST/ MukpoOuosoruyeckas Y44cToTa

10a) | Total Aerobic microbial count /
OGiee yucno a3pobHbIX 20

MUKPOOPTaHH3MOB

Not more than 10* cfi/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Obmee yucno
MJIECHEBLIX H JIPOACOKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcTo#iuuBbIE K
JNEHCTBHIO XKEeJT4UH

rpamMoTpHLIATEbHbIE DaKTepHH

Absent /OTCYyTCTBYIOT

Not more than 107 / g / He Gonee 10° /r

10d) | Staphylococcus aureus

Absent /OTCyTCTBYIOT

Absentin 1 g/ OtcyrcrBue B 1 1

10¢) | Escherichia coli

Absent /QTcyTCTBYIOT

Absentin 1 g/ OtcyrcrBue B 1 1

10 f) | Salmonella

Absent / OTCyTCTBYIOT

Absent in 10 g / OtcyrcTBUe B 10 g

Remarks : The Product conforms to ND/
MNpumeyanme: MNpoaykT cooTaeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknmoyenue: OQOBPEHO

Checked by QC In-Charge7 )

Approved by QA In-Charge /

5 [/
JloKyMEHT nposepeH OKK i % qﬂ‘“ HokymeHT opoBpeH OOK: %}&{f'ﬁ 2
Date/ |g.06 2022 Date/ 4 o.0¢.2. 022
[arta: Harta:

FMQC003-15-06

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




CERTIFICATE OF ANXLYSIS®
CEPTUD®HUKAT AHAJIM3A

Cipla

Paged of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi No: 482078

Batch Quantity / O0senm ceprm:

5850packs / ymakcsok

AR No / Ananuru4ecknii orger No :

ARF/142/2022 | Date of Analysis / JlaTa ananuza:

18.06.2022

Date of Mfe / lara npoussoacrsa:

05/2022 Date of Expiry / I'onen go:

04/2025

Analysis performed according ND / Anasms nposeacn mo HJI: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

No Result / Pesynabrarsl Specification / Hopma
Test / ITokasaTeasn
11 | Package / YnakoBka k - 20 tablet
g %?‘; l;%;éry::f;f?;a R Package / Ynakoska - 20 tablets in a blister made of
1;ka /Pé /I;\;I;Cvﬂl‘m and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
25 patient info’rmation leaflets in | CArton- 20 tablets in a blister made of PVC
e TTo 20 ratmenak b |[/PE/PVDC film and aluminum foil, 25 blisters with
- Bk ' - 25 patient information leaflets in a carton. / ITo 20
HOJIHBHZHJIXJIOPHHHOF! TabneTok B BIHCTEP W3 MUIEHKH TPEXCIOHHOM
F——— (IIBX/IIMIBOX) u amoMunuesoi Goneru. Tlo 2
R —— wiu 3 6nucTepa BMECTe C HHCTPYKLIHEH no
ATIOMHHHEBOH BOBLH, TIO 25 MPHMEHEHHIO B kapToxHyo nauky. ITo 20 Tabnerok
B eSO KRBT ,ro —— OnucTep U3 MIIEHKH MOJHBHHUITXJIOPHIAHOM
& BHO)KEHHCM 2? m:nc:y vt y (MOMMAITHIIEHOBOIH / MOMUBHHUIAEHXIOPH/IHOMH) 1
10 IPUMEHEHHIO Py AIOMUHHEBOH (Goabry, mo 25 6aucTepos B
' KapTOHHYH Ma4Ky C BIOKEHHeM 25 HHCTPYKLHIT Mo
[PUMEHEHHIO.
12 Labeling / Mapxuposka According to ND /
B cooreetcTun ¢ HJJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temreparype He
i} p p yX p paryp
XpaHeHust Beime 25 °C.
14 Shelf life / Cpok rogsocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBETCTBYET TpebosaHuam H/

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge /
[HokymenT nposeper OKK:

Approved by QA In-Charge /

NokymeHT ogobper OOK: -’w*lﬂ:, s

Date /

1 |8-0C6 2022
ara:

Date /
[ara:

- 00 beT o2
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