Cipla

CERTIFICATE OF ANALYSIS
N CEPTUO®HUKAT AHAJIM3A

Page 1 ofd/Crp.1m34

Product: SENADE TABLETS 13,5 mg__

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfe / Jlata npon3BoacTsa:

Batch No / Cepusi Ne: 482015 Batch Quantity / Oobem cepum: 5850 packs / ynakeBok
AR No / Apanuragecknii oraer Ne :  ARF/049/2022 | Date of Analysis / Jlara anammsa:  15.02.2022
01/2022 Date of Expiry / I'onen no: 12/2024

Analysis performed according ND / Anamus nposeaén mo HJI: 1 N013745/01-091017, M3m. Ne 1 or 17.04.2020

Ne Test / Iloka3zaTeasb

Resulit / Pesyabrarel

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBercTByeT

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. / IInockue kpyrieie TabneTku co
CKOLIEHHBIMH KPasiMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO 1iBeTa ¢ BKparuieHusMu. Ha oaHoi
cropone Tabnerku BeinasiaeHo cinoso «CIPLA», na
APYroil - THHUA pas3jioma.

2 | Identification / TTonIMHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
" CootsetcTByeT S:QHUIHBaHHe aMMHa4HOTO DACTBOPA B KPACHBIIL
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CootsercrByer chromatogram of the sample solution should
MermnaparuapokcuoeH3oaT ' corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEPKUBAHHUA OCHOBHOTO [IHKA HA XPOMATOIPAMME
HCIBLITYEMOTO PaCTBOPA AODKHO COOTBETCTBOBATH
BpEMEHH yAEPKHBaHHA OCHOBHOIO MHKA Ha
XpOMAaTOrpamMMe CTaHAapPTHOrO PpacTBopa
metunnaparuapokcubensoara (pasnen
«Merunnaparuapokcubensoar).

3 | Average weight / Cpenusis
macca

190.06mg / 190,06mr

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

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanne: MpoaykT cooteeTcTeyeT Tpebosanunam HA | 3aknoyenmne: OQOBPEHO

Checked by QC In-Charge’ Approved by QA In-Charge / 1

[JokymeHT nposepeH OKK: B 2l QL HokymenT ogobpern OOK: i e
Date /

Date/ y&.p82.2022
Hara:

Narta: VS - 020 L0R-T

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




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®UKAT AHAJIM3A

Page 2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfg / Jlara npon3BoacTBa:

Batch No / Cepus Ne: 482015 Batch Quantity / Oosem cepun: 5850 packs / ynakoBok
AR No / Ananarageckuii orger Ne :  ARF/049/2022 | Date of Analysis / lara anammsa:  15.02.2022
01/2022 Date of Expiry / I'omen no: 12/2024

Analysis performed according ND / Anams nposengn mo HJI: TTN013745/01-091017, M3m. Ne 1 o1 17.04.2020

Ne Test / IlokasaTesb

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
OHOpPOIHOCTE MO Macce

Complies / CooTBercTByeT

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
%
2/20 tablets NMT +15% / 2/20 ue Gonee + 15%

OnHOPOAHOCTL JO3HPOBAHUA

5 | Loss on drying / ITotepsa B 2.7% NMT 6.0 % / He Gonee 6,0 %
Macce NpY BHICYITHBAHHK
6 | Dissolution / 79-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cernnosunos gepe3 120 mun
7 | Uniformity of Dosage units / AV =43 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=130

AV <L1. All values of xi must satlsfy the
inequality:

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

L1=15.0;L2=250.

TTokazatens npuemiemocrtu st n=10 AV <L1.

B ciiyuae, ecnu 3na4denne AV npessimaer L1,
TIPOBOMASAT MCIIbITAHKE Ha cenyromux 20 obpasnax.
Js n=30 AV <L1. Bce 3HaueHHS Xi JOIDKHBI
VIIOBJIETBOPSITH HEPABEHCTBY!

M-xi] < 0,01 x L2 x M.

L1=15012=250

8 | Assay (Spectrophotometry)
KonuuecTseHHOE OlpeeNeHHe

(CnexrpodoTomerpus)

13.94 mg/tab /

| 13,94 mr/Tab

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 %)
CEHHO3M/IOB B Nepecuere Ha cennosna B B oxHO#
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTByeT TpeboBaHwam H

Conclusion : APPROVED /
3aknoyeHue: OQOBPEHO

Checked by QC In-Charge
OokymeHT npoeeper OKK: Gl

Approved by QA In-Charge /
HokymenTt ogobpeH OOK:

%}ﬁ}

Date /

150830825
Hara:

Date /

Dara: VS ~0 B2

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




CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTU3A

Cipla

Page 3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482015

Batch Quantity / O6bem cepun: 5850 packs / ynakoBox

AR No / Ananmnriaaecknii orger Ne :  ARF/049/2022 | Date of Analysis / lara amammsa:  15.02.2022

Date of Mfg / lata npomssoacrsa:  01/2022 Date of Expiry / I'ogen o2 12/2024

Analysis performed according ND / Anams nposengn mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Iloka3zaTenan Result / PesynbTaTsl Specification / Hopma
9 | Content of Methyl 0.046 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepsxanue
MEeTHIIIAparuApoKcHOeH30aTa 0,046 mr/rab
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpoGronora4eckas 4ucToTa

10a) | Total Aerobic microbial count /
O6uee 4ucio a3poOHBIX
'MHKPOOPraHH3MOB

20 Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Obree qucno

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

<10
ILIECHEBBIX U APONKEBbIX
rpubos
10¢) | Bile tolerant gram-negative - Absent /OTCyTCTBYIOT Not more than 10° / g / He 6onee 10° /r
bacteria/ Ycroitausble k
HEHCTBHIO XKeTuu
rpaMOTpHLATE bHbIE DaKTepPHH
10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absent in 1 g/ OrcyrcTBHe B 1 T
10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrctBue B I 1
109) | Salmonella Absent / OtcyTcTByOT Absent in 10 g / Orcyrcteue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MpoaykT cooTBeTcTBYET Tpebosanusm HI | 3akniouenune: OJOEPEHO

Checked by QC In-Charge [7, 5~ Approved by QA In-Charge / 4
LlokymeHT nposepeH OKK: \}g Gl [lokymeHT oaobper OOK: /J\le;
Date/ 1(‘(-\2'2(3/]1 Date / lS"O'«Z—"}-O’L-L'

[Oara: [ara:

FMQC003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page4 of 4/ Crp. 43 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfe / Jlata npou3BoacTBa:

Batch No / Cepust Ne: 482015 Batch Quantity / O6bem cepan: 5850 packs / ynaxkoBok
AR No / Amamatagecknii orger Ne :  ARF/049/2022|Date of Analysis / lata apanmsa:  15.02.2022
01/2022 Date of Expiry / I'open no: 12/2024

Analysis performed according ND / Ananmms nposenén no HJI: [IN013745/01-091017, Fism. Ne 1 ot 17.04.2020

Ne Test / lokaszaTenn Result / PesyabTaThl Specification / Hopma
13| Saclime. Knsmume ;azl(;l%:tirﬁ:g:z? Bk Package / Ynaxoska - 20 tablets in a blistefr made pf
PVC/PE/PVDC film and three-lf"tyer PVC/PE/P'VD_C film aqd alummum foil. 2
slsmtane Al % Slisecnwiihy |2 3 blisters and a patient information leaflet in a
25 patient infc;rmation leaflets in | S2TO™ 20 ablcti-in blls.ter mad‘? o PV(.: .
o Sactii 7 TI6 20 PaGneiois fPE/PYDQ film anc! alurmnum‘fml, 25 blisters with
ma—— 25 patient information leaflets in a cartorl. /I;Io 20
" tabnerok B GIUcTep W3 MNEHKH TPEXCIOHROMH
F——— (IIBX/IT3IIBJIX) 1 amoMUHHEBO#H qJ?ner. Ilo2
PSSR ROpRHOR) unu 3 GIUcTepa BMECTe ¢ HHCTPYKLMEH 110
ATIOMUHHEBO# OTBIH, 110 25 MPUMEHEHHIO B KapToHHYIo mauky. ITo 20 T:‘i’ﬁne'rox
6IHCTEpOB 5 KAPTORHYIO A4KY B Omucrep u3 IUICHKH NIONMBUHIIIOPHAHOH
P uﬂcfpyxunﬁ (nonmmneugson / MONMBHHUIAEHXIIOPHIHOMH) H
10 IPHMEHEHHIO amoMuHKHeBOH Qonbry, mo 25 GaucTepos B
’ KAPTOHHYIO [A4Ky C BIOXEeHHEeM 25 HHCTPYKIHMi 110
NPUMEHEHHIO.
12 | Labeling / MapkupoBka According to ND /
B coorsercreuu ¢ HJ|
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TeMrepatype He
XpaHeHHA poimre 25 °C.
14 Shelf life / Cpoxk rogsocTH 3 years / 3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeetcTByeT TpebosaHnam HA

Conclusion : APPROVED /
3axmouenue: OOBPEHO

Checked by QC In-Charge
NokymeHT npoeepeH OKK:

@WM

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

Hata:

Date /
[ara:

\S O 2 OL-2—

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




