Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOHEKAT AHATH3A
' Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEI{AII,EG, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481029

Batch Quantity / O6nem cepan: 5848 packs / ynakosow

AR No / Anayparrieecenii orger No ¢ ARF/046/2021 | Date of Analysis / llata apamnza:  18.02.2021

Date of Mfe / Jara npomssogcrsa:  01/2021 Date of Expiry / l'ogen xo; 12/2023

Analysis performed according ND / Anami nposenga mo HJI: ITNO13745/01-091017, Ham. Ne | ot 17.04.2020

Na Test [ Tlokaiareas

Result / PesyabTaTsi Specification / Hopma

1 | Description / Onucanmne { Complies / CooTeeTcTBYeT 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. / [Tnockue kpyrasie rabnersu co
CEOIICHHBIMH n:paamu oT mpH‘IHBBGI'D 00 TEMHO=
KOPHYHEBOTO LBeTa ¢ sxpannennamu. Ha onnoi
cTopoHe TabneTkn Bugasneno cuoso «CIPFLA», na

JIPYTOi = THHHA Pa3ioMa.

2 | Identification / [TonAHHHOCTE

2a) | Anthraquinone glycosides / Complies [ Ammoniacal solution turns a reddish colour /
’ R — CooteeTcTRYET Enx;amn:nmre AMMHAYHOND PACTBOPA B KPACHBI
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooreetcTeyer chromatogram of the sample solution should
Merunnaparnapokcubensoar corresponds to the retention time of the principle
(B2AX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methy]l Parahydroxybenzoates) / Bpema
YASpPKHBAHNS OCHOBHOMO HKA HA XPOMATOrpaMMe
HCIMTYeMOMo pacTBOPE Q0MDAHO COOTEETCTBOBATE
BPEMEHH YASPHKHBAHHA OCHOBHOMO MHKA HA
XPOMATOTPAMME CTAHIAPTHOMO PACTBODA
meTuanaparmaporcrbensoaTa (pasaen
«MerunnaparsapokcnGenioaT).

3 | Average weight / Cpennan
MacCa

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

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

NMpumeyanwe: MNpoayxr cooTeetcTeyeT Tpebosaduam HO | 3aknwuenuwe: OO0BPEHO

Checked by QC In-Charge

Approved by QA In-Charge / E I T

HokymeHT nposeper OKK: pans DNokymeHT oaobpen 00K
E::Ea_'r 18022027 Eﬁ_’ 1901202\

FMQC003-15-06

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

CERTIFICATE OF ANALYSIS

CEPTHOHEAT

~

AHAJIH3A
Pape2 of 4/Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 481029

Batch Quantity / O6sem cepun: 5848 packs / ynakosok

AR No / Ananeradecknii oryer No: ARF/046/2021

Date of Analysis / /laTa ananusa: 18.02.2021

Date of Mfg / [lara npomsoaersa:  01/2021

Date of Expiry / I'onen no:

12/2023

Analysis performed according ND / Anamus nposesga mo HII: TTN013745/01-091017, Hawm. Ne 1 or 17.04.2020

N } Test / MokaiaTens

Resuli / PeayabTars

4 | Uniformity of weight /

| OnHOPOAHOCTE N0 MACCE

Complies / CooTBeTCTBYET

18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee + 7,5
Yo
2/20 tablets NMT +15% [ 2/20 ne bonee + 15%

| Loss on drying / [ToTepa B- 24% -

| MACCE [IPH BEICY NHBAHHA

NMT 6.0 % / He Gonee 6,0 %

| Dissolution / 80-88%

; PacTeOpenne

WLT 70 % (Q) of sennosides in 120 minutes
He mexee 70 % (Q) cennosngos wepes 120 mun

| Uniformity of Dosage units / AV=350

OnHOPOIHOCTE NO3HPOBAHHA

| The acceptability index for n= 10 AY <L1,

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:

M-xi| 0,01 xL2 x M.

L1=150;L2=250

[MokazaTens npresaemocti gna n=10 AV <L1.

B cnyuae, ec 3pavenne AV npespimaer L1,
NPOBONAT HCTMILITAHHE HA coemyiomex 20 ofpasmax.
Jna =30 AV < L1. Bee sHauesus Xi AOMiHB
YAOBNETBOPATE HEPABEHCTEY:

Moxi| 0,01 x L2 x M.

L1=15,0,L2 =250 |

Assay {Spectrophotometry)
KonudecTBeHHOE OOpeneneHne

(Cnextpodoromerpus)

14.08 mg/tab

14,08 mriTab

From 12.15t0 15.53 mg (from 90.0 to 115.0 %) of |
gennosides calculated as sennoside B in one tablet. [ |
Or 12,15 a0 15,53 mr (o7 90,0 no 115,0 %)
CeHHOZMOOE B MepecyeTe Ha cennodng B s onmoidl
tabneTke,

!

Remarks : The Product conforms to ND/
Mpumeyanne; MNpoaykT cooTeeTcTeyeT Tpebosaqmam HU

Conclusion : APPROVED /
3awnwouenue: OQOEPEHO

Checked by QC In-Charge]
OokymeHT nposeper OKK: JRaane

Approved by QA In-Charge /
Jowyment ogobped OOK:

B

Date
Nata

! 1g8.02-2021

Date /

[ava; 1902202\

FMQC003-15-06

Cipla Ltd_,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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CERTIFICATE OF ANALYSIS

pla

s CEPTHOHEAT AHAJTH3IA
Page 3 of 4/ Crp. 3 mad
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepua Ne: 481029 a5 Batch Quantity / Ofnem cepun: 5848 packs / ynakosok
AR No / Anamnragecknii orger Ne ;. ARF/046/2021 | Date of Analysis / lara anamusa:  18.02.2021
Date of Mfe / lata npomssogcrea: 0172021 Date of Expiry / l'ogen go: 12/2023

Analysis performed according ND / Amanns nposengn mo HII: TTN013745/01-091017, Han. Mo 1 or 17.04.2020

Ne Test / MoxazaTens Result / PesyabTaTh Specification / Hopma
9 Content of Methyl 0.044 mg/tab / 0.028 = 0.056 mg/tab. / Ot 0,028 xo 0,056 mrirab.

parahydroxybenzoate{HPLC)/
Copepmanne
MeTHInaparuapokcHienInaTa i ’mlﬁﬁ
(B3AX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonorageckas auerora

108} | Total Aerobic microbial count /
Obuee uncao a3pobHbx <10 Not more than 10* cfu/ g / He Gomee 10% /&
MUKpPOOPFAHH3MOB

10t} | Total combined yeast and mould Not more than 107 ¢fu/ g /He Gonee 10°
count / Obmes 9ncio <10
TINECHEBHIX H APONCKEnBIX
rpubos

10 ¢) | Bile tolerant gram-negative Absent /OTcyTeTRYIOT Mot mere than 10° / g / He Gonee 107 /v
bacteria/ YeTolMHBEE K
OefCTBHID HMeTdH
rpaMOTpHUATENbHEIE DakTepiH

10d) | Staphyvlococcus aureus Absent [OrcyTeTeyioT Absent in 1 g/ Orcyreremen 1 r

10e) | Escherichia coli Absent ?ﬁ-m}wmym Absent in | g/ Oreyretaues 1 r -

100 | Salmonella Absent /| Orcyrerayior f Absent in 10 g / OrcyreTene B 10 g

Remarks : The Preduct conforms to ND/
Mpumevanue: [poaykr cooTeaTcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3aknoyenne: ONOBPEHO

Checked by QC In-Charge (_ﬁ\

Approved by QA In-Charge /

YP=

[okymenT nposeper OKK: 129191 ¢ Jokyment opobper QOK:
Date f {2 01.2021 Date f \q .02 o2\
ara: fata:

FMQCM3-15-06

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 AHATHIA
______ e Paged of 4/ Crp.4m3d
Product: SENADE TABLETS 13,5 mg Hpoaysr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepuna Noe: 481029 Batch Quantity / O0xem cepan: 5848 packs / ymakorok
AR No / Anagsra=ecknit oraer Ne : ARF/046/2021 | Date of Analysis / Tara ananma: 18.02.2021
Date of Mfg / dara npomssogersa:  01/2021 Date of Expiry / T'ogen go: 12/2023

Analysis performed according ND / Anami nposenén no HI: [T NO13745/01-091017, Ham. Ne 1 or 17.04.2020

Ne Test / Moxasareas Result / PeayabtaTs Specification / Hopma
L e ey ;“:ﬁ?;;?:d“gz‘;“ -0tablets |, rage / Viaxoses - 20 tablets in 8 blister made of
PVC/PE/PVDC film and thrae-l?yer P\-’CIPE-’P_VDC film aan aluminu!'n foil. 2
aluminum foil, 25 blisters-with- [°F > Plisters and a patient information leaflet in &
35 petiet Infismation lesfiats In [P0 20ts0lets in 4 Wlater S pFRVIE.
st J T e fPE-"P‘?'DQ film anq alumlnumfml. 25 blisters with
E-.unmﬁ s e 25 patient information leaflets in a carton. / ITo 20
it B—— TabneTox B GHCTEp M3 NIEHKH TpexcAokiHoi
F————— (TMBX/TITIBIX) u amomunmesoii onern. Tlo 2 |
MOMHBHHILICHXIOPHAHOH) H B Caaena BN | BRSO k0 l
smenoli omsry, no 25 npuMenennio B kapronnyio na4ky. ITo 20 Tabnerok
&n AR pmmq'!m — 8 GIHCTEp M3 MIEHEH NOJHEHHHIXIIOPHIHOH
3 mm‘ S P — (noaEsTHISHOBON [ NOMHBHHAIAEMXIOPHINOH) 1
i — amominHeeoll honbry, no 25 Gancrepon B
- KAPTOHHYE NAYKY C BAOMEHHEM 25 HHCTPYELME no
TPHMEHEHHID,
12 | Labeling / Mapxuponka According to ND /
B cooreercrens ¢ HIT
13 Storage conditions / Yenosns In a dry place, at temperature below 25 °C. / B cyxoM MecTe npn TeMImepaType HE
XpaHeH#HA peie 25 °C.
14 Shelf life / Cpor roasocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTEETCTBYET TpebosaHuAm H

Conclusion : APPROVED /
3akmouenue: OJ0OBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /=,

LokymenT nposeper OKK: \f\% Qan e DokymenT ogobper OOK: %
Date / .02 58%7 Date / ia‘_-u(.lzﬂ?_ﬂz__ .

Hata: b farta: !

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, Pemem Goa -403512



