C

Cipla

ERTIFICATE OF ANALYSIS
CEPTH®HEKAT AH 3A
Pagel of 4/ Crp. 1 13 4

Product: SENADE TABLETS 13,5 mg

Hponyscr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepna Ne : 481008

Batch Quantity / Ofzem cepun: 5849 packs / ymaxonox

AR No/ Asamaradecknil oraer Ne: ARF/024/2021 | Date of Analysis / [lara anamnsa; 28.01.2021

Date of Mfe / Jara npomssoacrea: 012021 Date of Expiry / Fogen no: 12/2023

Analysis performed according ND / Anamns nposeagn no H: TTN013745/01-091017, Ham. Mo 1 ot 17.04.2020

Ne Test / IMoxararens

" Result / PeryaeraTi Specification / Hopma

1 | Description/ Onucarme Complies / Cootpercrayer 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. / TInockne kpyraele TabneTkn co
CROLIGHHBIMK KPAAMH OT KOPHIHEBOM A0 TeMHO-
KOPHYHEBOTD LEETA C BEpaniekiamy. Ha ognoii
cropoHe TalneTkn Beigasaenc cnoeo «CIPLA», Ha
npyroi - THHHAA PasIoMa.

2 | Identification / IloanHHHOCTE

2a) Anﬂmquin-o_na glycosides /

hﬂT‘pﬂJﬂ!‘HDHOBI:ID CAHKOIHIE

2b) | Methyl Parahydroxybenzoate

(HPLC)/
Meruamaparunporcnbensoar
(BIWEX)

Complies / Ammoniacal solution turns a reddish colour f
CooTeercTByeT Oxpamupanie AMMHAYHOMD PACTBOPA B KPaCHLI
LBEET.
Complies / Retention time of the principle peak in the
CooTBETCTBYET chromatogram of the sample solution should

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoates) [ Bpenn
Tﬂﬂpm’ﬂuﬂ”ﬁﬁ OCHOBHOND MHKA HA ?EP-OMEWTPHMME
HCIBITYEMOID PACTBOPE JOJKHG COOTEETCTEOBATE
BPEMENH YAEPAHBAHHA OCHOBHOIO NHEA Ha
XPOMATOrPAMME CTAHIAPTHOTD PACTEOPA
MeTHNnaparnapokcHienscara (pasnen
«MeTHinaparnaporcHoeHInaT).

3 | Average weight / Cpenenn
Macea

18960 mg / 189,60 mr | 189,99 mg +7.5% / 189,99 nr £7,5%

Remarks : The Product conforms to ND/

Npumeyanme: MpoaykT cooreetcTeyet Tpefosaquam HY | 3akmoyenne: OAOBPEHO

Conclusion : APPROVED /

Checked by QC Ir1-t.‘.hae4rg;|-arCE)~I LELEs

NokymeHT nposeped OKK

Approved by QA In-Charge /
NokymenT opobpen QOIK: %

Date /

Nara 2201202

Data /

fara: G R =L e

FMOQCO03-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At Simchem Pvt. Ltd, Plot No, 60-55, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipic

CERTIFICATE OF ANALYSIS
- CEPTHOAKAT AHATHIA

Page 2 of 4 / Crp. 2 13 4

Product: SENADE TABLETS 13,5 mg

Hpomyser: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepna Ne: 481008

Batch Quantity / O6bem ceprn:

5849 packs / ynakoBok

AR No/ Ananaraqecknii orger Ne: ARF/024/2021

Date of Analysis / Tara anammsa: 28012021

Date of Mfe / Jlara npomasonersa:  01/2021

Date of Expiry / I'ogen no:

12/2023

Analysis performed according ND / Anam: nposenén mo HJL: TT NO13745/01-091017, Mam. Ne 1 o1 17.04,2020

Ne Test / Moxazarens Result / Peayanrars Specification / Hopma

4 | Uniformity of weight / Complies / Coorsercrayer 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7.5

OnHopogHOCT N0 Macce %o
2/20 tablets NMT £15% / 2/20 ue Gonee £ 15%

5 | Loss on drying / IloTeps B 22% NMT 6.0 % / He Gonee 6.0 %

MACCE MPH BLICYIIHBAHHI |

6 | Dissolution / T9-89% NLT 70 % (Q) of sennosides in 120 minutes |
Pacteopenye He menee 70 % (Q) cennoznnoe uepes 120 mun

7 | Uniformity of Dosage units / AV=52 The acceptability index forn =10 AV <L1.
OaHOpOOHOCT A0IHPOBANAR 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

mequality:

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

Lt=150,L2=250.

IMoxasaTens npuesnesocTn qna n=10 AV <L]|

B cny4ae, ecim 3Ha4enwe AV npessimaer L1,
MPOBOIAT HCMbITAHKE Ha cnenyioumx 20 ofpasuax
Jns n=30 AV <L]. Bee Tauennn xi Q0MKHE |
YOOBAETBOPATL HEPABEHCTRY' |
[M-xi| < 0,00 » L2 = M

L1 =15,0;1L2=25,0.

& | Assay [Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecrseHnoe  onpeneneHue 14.01 mgftab / sennosides calculated as sennoside B in one tablet. /
{(CnexTpodoToMeTpis) Ot 12,15 go 15,53 mr (oT 90,0 oo 115,0 %)

14.01 mrirab CEHHOIMZOE B Mepecuere HA cennoana B s onnoii
Tabnerxe

Remarks : The Product conforms to ND/
MNpumeuanue: MNpoaykr cooteeTcTeyeT TpefosaHuam HI

Conclusion : APPROVED /
Jaxnoyenme: ONOBPEHO

Checked by QC In-Charge
DoxymenT nposeper OKK: C‘_?_.\ﬂ Ciied

Approved by QA In-Charge /
HokymenT ogobper OOK:

HFI=

Date/ o @ .em1.2027
Lara:

Date /

.0\ oz
Lara:

FMQC003-15-06

Cipla Lud.,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
. CEPTHOHEAT AHAJTH3A
Page 3 of 4/ Crp. 3 m3 4
[Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepua Ne : 481008 Batch Quantity / Ofiem cepun: 5849 packs / ynaxonox
AR No / Amamarnaeckuii otaer Ne 1 ARF/024/2021|Date of Analysis / laTa ananmza: 28.01,2021
Date of Mfg / lara npomssoaersa:  01/2021 Date of Expiry / Togen ao: 12/2023

Analysis performed according ND / Anamas nposengn mo HI: TIND13745/01-091017, M. N 1 ot 17.04.2020

No Test / Mokaarens Result / PesyantaTea Specification / Hopma
9 | Content of Methyl 0.044 mgftab / 0.028 — 0.056 mz/tab. / Ot 0,028 no 0,056 mriTab.
parahydroxybenzoate(HPLC)/
Conepxatue
METHANAPArHApOKCHEeHI0aTA 0,044 un'aC
' (BIHX)
10 | MICROBIAL LIMIT TEST/ MuxpobHonorideckas qHeToTa
104) | Total Aerobic microbial count /
OBuee uneno aspobusn =10 Not more than 107 ofu’ g / He Gonee 10% /r
MHKPOOPTAHHIMOB
105} | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / Obwee wmcno <10
TLIECHEBBIX H APOMGKEBEIN
pubos :
i0¢) | Bile tolerant gram-negative Absént-f'ﬁﬂc}ﬁ'c'rﬂ:ﬂﬂ'l‘ Not more than 10° / g / He Gonee 107 /r
bacteria/ Yerofiunsee k
NefCTRHIO MeTuH
IPaMOTPHLIATENBHEIE DakTEpHH
10d) | Staphylococcus aureus Absent /OTeyTeTByIOT Absentinl g .f'{)'rcyrcmue elr
10¢) | Escherichia coli Absent /OrcyTersyor Absentin 1 g/ Oreyrereme s 1 r T
106 | Salmonella Absent / OreyreTayioT Absent in 10 g /Orcyretene s 10 g

Remarks : The Product conforms to ND/
Mpumeyanme: MpoaykT cooTeeTcTEyeT TpeGosaruam HI

Conclusion : APPROVED /
3aknioyenue: OQOBPEHO

Checked by QC In-Charge \E!
NokymeHT nposeper OKK: |3 8oLt

Approved by QA In-Charge /
JokymenT ofoBpen OOK: %;

E:'tr‘::! 2T 02229

Date /

nate: 28 0O L

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

-

CEPTHOHKAT AHAJTH3A

Paged of 4/ Ctp. 4 13 4

Product: SENADE TABLETS 13,Smg |Ilpoayser: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne; 481008 Baich Quantity / QOfnem cepum: 5849 packs / ynakosok
AR No / Apaymrauecknii ovaer No 1 ARF/024/2021 | Date of Analysis / Tara amanmza: 28012021

Date of Mfg / [lata npomisonersa: 0172021 Date of Expiry / T'omen no: 12/2023

Analysis performed according ND / Anasmas nposengn no HJL: ITNG13745/01-091017, Ham. Ne 1 ot 17.04.2020

B Test / Mokazarens Result / PeavabsTarsl Specification / Hopwa |
Kt | Pyl Voo Pnckagc / Yinaxooxa - 20 tablcta Package a'_‘k-';laxonm - 20 tablets in a blister made of
et three-layer PVC/PE/PVDC film and aluminum foi. 2
aluminum foil. 25 blisters with | 3 blisters and a patient information leaflet in a
26 natient infromation [aaflats in {carton. 20 tablets in a blister made of PVC
” i o - TI M AR & |/PEPVDC film and aluminum foil, 25 blisters with
. it |25 patient information leaflets in a carton. / TTo 20
mm{“’ — ‘TabreToK B BAHCTED H3 MITEHKH TPEXCNOAH0HA
= (IBX/THTIBX) w amomuanenoii donsri. o 2
fann:rim nmu::nm ol n 'uan 3 BIMcTepa BMECTE ¢ MECTPYKLME( 0
Mﬁmem' . i q:-u?xpui 110 25 NPHMEHEHHIO B KapToHHYIO nadky. [To 20 rabretox
ﬁm e LR E Fokta |n OaueTep H3 TUIBHKH NONTHBHHILIIOPHIHOM
& momepﬁﬂe&l 22‘1:“ y uuﬂw (momHaTHREHOBOH [ MONHBHHINASHXAOPHIHON) H
S RO amomunHesoil doneri, mo 25 Gnucrepos B
P i KAPTOHHYH NA4YKY © BIOHeHHeM 25 HHCTPYRUHE no
OPHMEHEHNI.
{
: i
12 | Labeling / Mapknposxa According to ND / -
B coorsercTeum ¢ HJT
13 | Storage conditions / Ycaosns Ina dry place, at temperature below 25 °C. / B cyxoM MecTe npu Temneparype He
XPaHeHHH sume 25 °C.
14 | Shelflife / Cpok romxocTs 3 years / 3 roma N

Remarks . The Product conforms to ND/

Mpumevanne: MNpogykr cooTesTcTayeT Tpebosanwam HI

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

Checked by QC In-Charge

Approved by QA In-Charge |

DNowymeHT nposepeH OKK: 3w Dokyment ogoSped OOK: %
E:i? 2. 8.01 2821 E:f‘;_" 29.0\.202-|

Cipla Ltd,Cipla House, Peninsula Business Park, Ganpatrao

FMQC03-15-06

Kadam Marg, Lower Parel, Mumbai - 400013, India.

At : Simchem Pvit. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pemem Goa -403512



