Cipla

CERTIFICATE OF ANALYSIS
™ CEPTHOUKAT AHAJTH3A

Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepns Mo : 481025

Batch Quantity / OGnem cepun: 5850 packs / ynakosok

AR No / Anaamraaecknii otaer Ne 1 ARF/042/2021|Date of Analysis / lara anammsa:  15.02.2021

Date of Mfg / lata nponssopersa:  01/2021 Date of Expiry / T'ogen no: 12/2023

Analysis performed according ND / Anamns nposenén no HJI: [T N013745/01-091017, Hsm. Ne 1 ot 17.04.2020

Ne Test [ TloxkazaTelb

Result / PesyabTats . Specification / Hopma

1 | Description / Onucasnme Complies / CooTsetcTayet 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. / TInockwe kpyrisie TaBAeTkH co
CROUIEHHEIMHA KPAAMH OT KOPHYHEBOTD [0 TEMHO-
KOPHHHEEOro uBeTa ¢ Bkpannexmamy. Ha oanob
cropone Tabnerrn sugasneno cnoso «CIPLA», na
ApyToil - THHHA pasnoMa.

2 | Identification / [ToAIHHEOCTE '

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
AHTPAXHHOHOBME FIHECIMTH CoOTBETCTRYET EMTxpm.u HBAHHE AMMHAYHOTD PACTBOPA B KPACHBIF
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTeeTcTRYET chromatogram of the sample solution should
MeTuinaparipoKCHOSHI0AT corresponds to the retention time of the principle
(BIXEX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoater) / Bpems
YIEPKHBAHHA OCHOBHOID MHKA HA XPOMATOTPaMME
HCIEITYEMOIr0 PACTEOPA AO/DKHO COOTBETCTROBATE
BpeMeHH YIep HBAHUA OCHORHOTC KA HA
XPOMATOrPaMMe CTAHIAPTHOIO PacTEOpa
METHNTApArHApOKCHEH30aTa (pasnen
«Mernanaparngpoxcubensoar).

3 | Average weight / Cpennsa
Macca

189.54 mg / 189,54 mr 189.99 mg +7.5% / 189,99 ur +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MpogykT cooteeTcTayeT Tpetoaanuam HI | 3akmoueHue: ONOEPEHO

DokymenT nposepen OKK:

Checked by QC In—(:!'r.ar;;uen!\4-_;5;:.1_=ﬂh .

Approved by QA In-Charge / _
HoxkymeHT ogobped OOK: %

Date/ {&.p2.20%29
Oara:

Date / g -o2--202)
faTa:

FMQCD03-15-06

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




Cipla

. CERTIFICATE OF ANALYSIS
CEPTHOHEKAT AHATTH3IA

- Page2 of 4/ Crp. 213 4
Product: SENADE TABLETS 13,5 mg Mpoaysr: CEHAIE®, TABJTETKH 13,5 mr
Batch No / Cepust Ne = 481025 Batch Quantity / O6bem cepun: 5850 packs / ymaxoBok
AR No / Ananummaecknii oraer Ne 1 ARF/042/2021|Date of Analysis / [laTa anamsa; 15.02.2021
Date of Mfg / lara nponseoacrea:  01/2021 Date of Expiry / l'onen no: 12/2023
Analysis performed according ND / Anams nposents mo HJI: TTN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Na Test / Hoxazarens Result [ PesyantaTsl Specification / Hopma

4 | Uniformity of weight / Complies / CooTeeTtcTayer 1820 tablets NMT £ 7.5 % / 18/20 ne Gonee £ 7,5
OaHOPOTHOCTE MO MACCE %

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

5 | Loss on drying / [lotepa 1.9% NMT 6.0 % / He Boxee 6,0 %

MaCcCe NpH BLCYITHEAHHH

6 | Dissolution / T9-85% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopenue He menee 70 % (Q) cermosnnos wepes 120 wuH

7 | Uniformity of Dosage units / AV=357 The acceptability index forn= 10 AV <L1.
ORHOPOMHOCTE AOIHPOBAHMA In the case where the value of AV exceeds L], a

test is carried out on the following 20 samples. For
n=730 |
AV < L1 All values of xi must satisfy the
inequality:

, [M-xi| < 0,01 x L2 x M.
L1=150;1L2=250.

| TMoxazatens npuenmaemocTn ana n=10 AV < L1
B cryuae, ecnu snatenyne AV npessinaer L1,
NPOROAAT HeMBTAHKE HA cemylomux 20 ofpasuax.
Ina n=30 AV <L1. Bee anauenns xi A0DKEHbE

| YOOBAETBOPATE HEPABEHCTEY:

[Mxi| 0,01 x L2 * M.
L1=15,0;L2=250.

§ | Assay (Spectrophotometry) From 12,15 to 15.53 mg (from 90.0 to 115.0 %) of
KOnuuecTBEHHOE ONpeneneHme 14,05 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodhoToMeTpH) Or 12,15 po 15,53 wr {or 90,0 ao 115,0 %4)

14.05 mrirab CEHHO3HAOB B mepectere Ha cennosun B s onuoli
; TabneTke.

Remarks : The Product conforms to ND/
Npumeyanue: NpoaykT cooTeeTcTeyer TpebosaHuam HA

Conclusion : APPROVED /
Jakniovenne: OQOBPEHO

Checked by QC In-Charge qu\h
an €

Approved by QA In-Charge [

Qe

[okynmeHT nposepaH OKK: [oxymenT ogobper OOK:
Dﬂtﬂ.f ) 01'101,1 Dalﬁ.f lﬁﬁﬂaﬁ‘ﬂﬂ"‘l
[arta: fara:

FMQC003-15-06

Cipla Lid.,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
. CEPTHO®HKAT A

PapeJofd/ Crp. 3 mz d

Product: SENADE TABLETS 13,5 mg

IMpoayeT: CEH.A,I[E", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481023 | Batch Quantity / Obwem cepimm: 5850 packs / ynaxosox
AR No / Asamariaeckmii orger Ne : ARF/042/2021 | Date of Analysis / lara ananmsa:  15.02.2021
Date of Mfg / Jlata npomisoacrea:  01/2021 Date of Expiry / l'onen mo: 12/2023

Analysis performed according ND / Anamns nposengn mo HJI: TTN013745/01-091017, Mam. Ne | ot 17.04.2020

Ne Test / Mokasarens Resuli / Peayabrate Specification / Hopma
9 | Content of Methyl 0.047 mg/tab / 0.028 - 0.056 mg/tab, / Or 0,028 no 0,056 mr/tab.
parahydroxybenzoate(HPLC)
Conep#aHue
MeTHAnapariapokcHOeHI0HTa 0,047 Mnl'mﬁ
(BEX)

10 | MICROBIAL LIMIT TEST/ Muxpofuonoriyeckas uncToTa

108} | Total Aerobic microbial count /

Obmee uncno a3pobHknx
MHEPOOPTraHHIMOB

<10

Not more than 10° efu/ g / He Sonee 10° /r

10b) | Total combined yeast and mould
| count/ OGmee qHcao
MAECHEBLIX H OPOACKEBLIX

rpubos

<10

Not more than 10° cfi/ g /He Gonee 107 /1

We) | Bile tolerant gram-negative
bacteria/ Yerofiunpsie &
NEACTBHI WETIH

PaMOTPHUATENbHEE DaKTEPHH

Absent [OTcyTeTBYIOT

Not more than 107 / g / He 6omnee 107 /r

Wd) | Staphylococcus aureus

Absent /OrcyTeTayioT

Absent in 1 g / Orcyrereier 11

10€) | Escherichia coli

Absent /OrcyrerayroT

Absent in 1 g / Orcyrereuen 1r

B Salmonella

Absent / Orcyrereyior

Absent in 10 g / Orcyrerene s 10 g

Remarks : The Product conforms ta ND/
MNpumeyanue: MpoayxT cooTeeTcTayeT Tpebosarmsam HL

Conclusion : APPROVED /
Jaxknwovenune: OQOEFEHD

Checked by QC In-Charge;
JoxymeHT nposeper OKK. ~}> fane

Approved by QA In-Charge /
NokymenT ogobpex OOK;

B

Date / o .2 89
[fara: g LRy

Date /
Nara:

\G, o2 2o\

FMQC003-15-06

Cipla Ltd ,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pwvt. Ltd, Plot No. 680-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHKAT AHATHIA

Paged of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg lpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 481025 Batch Quantity / OGrem cepun: 5850 packs / ynaxosox
AR No / Anamaragecknii orger Ne: ARF/042/2021|Date of Analysis / lara amammza: 15.02.2021

Date of Mfe / Jlara npomisoncrsa:  01/2021 Date of Expiry / T'ogen ao: 12/2023

Analysis performed according ND / Anu.rmsi:]msmﬁn no H: TIND13745/01-091017, Mam. Ne 1 ot 17.04.2020

N Test [ MokazaTens

Result / PesyapTaTel

Specification / Hopma

11 | Package / Ynakoeka

Package / Ynaxosxa - 20 tablets
in & blister made of
PVC/PEPVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / TTo 20 TafizeTok B
GuHCTED H3 NNEHKH
MOTHBHHHIXAOPHIROR
(MOMMSTHAEHOBOMR
MOAHBHHHIOSHXTOPHAROM) 0
amoMuHEerol onery, no 25
GnHCTEPOR B KAPTOHHYED MMAYMKY
C BIOMEHHEM 25 HHCTPYRLIMIT
0 MPHMEHEHHID.

Package / Ynaxoska - 20 tablets in a blister made of |
three-layer PVC/PEPVYDC film and aluminum foil . 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a earton. / ITo 20
Tafnerox s GnmcTep w3 TUIeHKH TpexcnoiHOH
(TIBXTIITIBIX) 1 amonmuaiesodi donsrn. o 2
uan 3 Gancrepa BMecTe ¢ HHCTpyRURedi no
NPHMEHEHHID B KapToHHyHo nadky. Ilo 20 rabnerok
B DIECTEp W3 MAEHKH NOJHEHHITXNOPHAHOH
{nonMaTHNEHOBOI / MONHBHHHIICHXIOPHAHOI) 1
amomuEreroil Gonern, no 25 GaucTepos B
EAPTOHHYIO NA%KY ¢ BMkennesM 25 meTpyrumil no
MPHMEHEHHIO.

12 Labeling / Mapknposga

According to ND /

B cooreetcTenm ¢ HJT

13 Storage conditions / Yemorna
XPaHeHHA

In a dry place, at temperature below 25 °C. / B cyxom MecTe npH TeMneparype He

poame 25 °C.

14 Shelf life / Cpox romuocTs

3 years /3 roma

Remarks : The Product conforms to ND/
Mpumesanne: Mpogykr cooTeercreyeT Tpebosaquam HO

Conclusion : APPROVED /
Jawntovenne: OO0OEPEHO

Checked by QC In-Cha
HoxymeHT nposeper OKK: ~J3 aw ¢

Approved by QA In-Charge /
Joxyment opobpen OOK:

P

Date f AT e e
ik 501202

Date f
Jarta:

c.ox202|

FMOQC003-15-06

Cipla L1d.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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