Cipla

CERTIFICATE OF ANALYSIS
% CEPTHOUKAT AHATH3A

Page | of 4/Crp. 1 13 4

Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun No: 481133 Batch Quantity / O6nem cepun: 5848 packs / ynakosok
AR No / Anamarasecknii orger Ne : ARF/165/2021 | Date of Analysis / lara anasma: 21.07.2021

Date of Mfg / /lara nponssoacrea:  06/2021 Date of Expiry / I'onen 10: 05/2024

Analysis performed according ND / Anasms nposeagu no H/L: ITN013745/01-091017, Mam. No | ot 17.04.2020

Mo Test / loxazarean

Result / PesynbnTarer

5 Specification / Hopma

I | Description / Onmcanue
|

Complies / CootBercrayer

bevelled edges and disseminations. It has CIPLA
imonogram embossed on one side and central break-
jline on the other. / Ilnockue xpyrisie Tabnerss co
;CKQI.I.IEHHHMH KpasMH OT KOPHYHEBOIO 10 TEMHO~
ixopn-mesom uBeTa ¢ Bkpansesmsimi. Ha oagnoii
|cTopone Tabnerkn Buinasneno cnoso «CIPLA», na

| ApYToOit - HHER paznoMa.

EFlat circular tablets from brown to dark-brown with
|

2 Identification / MonnuunoCTs

2a) MAnthraquinone glycosides / Complies / Ammomniacal solution turns a reddish colour /
A R s Coorsercreyer OxpamsBanHe aMMHAYHOrO PACTBOPA B KPAcHbLH
} UBET,
[ 2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY ! Cootsercrayer chromatogram of the sample solution should
Merunnaparunpokcubensoar | corresponds to the retention time of the principle
(BOHKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methy] Parahydroxybenzoate») / Bpems
YAEPKHMBAHHA OCHOBHOTO [HKA HA XPOMATOrPaMme
HCTIBITYEMOIO PACTBOPA JI0JGKHO COOTBETCTBOBAT
BPEMEHH VAEPIKHBAHNA OCHOBHOMO NUKa HA
XPOMATOrPaMMe CTRHAAPTHOTO PACTBOPa
MeTHAnaparnapokcibensoara (pasnen
«Merunnaparnapokcubensoar)

3 | Average weight / Cpeansin
Macca

190.56 mg / 190,56 mr

189.99 mg +7 5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Npumevanne: MNpoaykr cooteetcTeyeT Tpebosanuam HI

Conclusion : APPROVED /
3axmoyenue: OAOBPEHO

Checked by QC In-Charge ¥, Approved by QA in-Charge / i]
HokymenT nposeped OKK: 12 Gleme HokymeHT ogobpen Q0K %ﬁ;
Date/ oy.4%.2e2 Date / o M )

Nara: ! [ara: 1.2--©7. 2072

FMQC003-15-06

Cipla Ltd. Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Lid., Plot No. 60-63, Tuem Industirial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

. CEPTHOHUKAT AHAJIH3A
PageZ of 4/Crp. 2 m3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepna Ne: 481133 Batch Quantity / O6bem cepun: 5848 packs / ynaxonox
AR No / Anagwrnvecknii ovaer Ne : ARF/165/2021 Date of Analysis / lara anammsza: 21072021
Date of Mfg / lara npoussoacisa:  06/2021 Date of Expiry / T'oaen ao: 05/2024

Analysis performed accordmg ND / Anaans nposenén no H/L: TI NO13745/01-091017, Mam. Ne | or 17.04.2020

N | Test/ MHoxasarenn

T Result / PesyantaTe

Specification / Hopma

4 | Uniformity of weight /
OxasopoaHocTs N0 Macce

Complies / CooTsercrayer

18/20 tablets NMT + 7.5 %/ 18/20 ne 6onee + 7,5
%
2/20 tablets NMT +15% / 2/20 we Gonee + 15%

5 | Loss ondrying / [lorepa 1.5%
MACCe TIPH BBICYIUIMBAHHM -

NMT 6.0% / He bonee 6.0%

6 | Dissolution / E 80-91%
Pacreopenue i

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennoaunos uepes 120 mun

7 | Uniformity of Dosage units / AV=353

OaHOpPONHOCTE AO3HPOBAHHS

The acceptability index forn= 10 AV <L1I.

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
mnequality: !

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

L1=150;L2=250

| Ioxasarens npuemaemocts A =10 AV < L1
'B cavuae, ecnau 3nadenne AV npesbimaer L1,

i NPOBONAT HCRLITAHKE Ha creayiowmux 20 obpasuax. |
| Jna n=30 AV < L.1. Bcee 3nauenns xi NomKHbI '
YIAOBIETBOPATE HEPABEHCTBY,
IM=xi| 0,01 x L2 x M.
L1=150,L2=250

{Spectrophotometry)
Konwuecrsennoe onpenencue

{CnexrpodoTomerpns)

Assay

14 06 mg/tab

\

|

i

l

I

] 14,06 mr/rab
1

From 1215 t0 15.53 mg (from 90.0 to 115.0 %) of
/ sennosides calculated as sennoside B in one tablet. /|
Ot 12,15 go 15,53 mr (o1 90,0 no 115,0 %)
CEeHHO3HIOB B neépecyeTe Ha cennosua B B omnoit
Tabnerke.

i i A

Remarks : The Product conforms to ND/
Npumeuanwe: MNpoayxT cooteeTcTayeT Tpebosanuam HI

Conclusion : APPROVED /
3aknoyenne: OQOBPEHO

Checked by QC ln-Charge’f\ Approved by QA In-Charge / __ b
[oxkymeHT nposeper OKK: - “‘ ‘Q ane Dokyment opobper QOK: %/
Date / 12 O Date / ‘ T B
Dara. 41012024 Qara: 97 2o

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 Esiate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHKAT AHAJTH3A

Page3 of 4/ Crp. I m 4

Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHME{ TABJIETKH 13,5 mr

Batch No / Cepuna Ne: 481133 Batch Quantity / O6uem cepun: 5848 packs / ynakosox
AR No / Anamwraaecknii orger Ne : ARF/165/2021 | Date of Analysis / [lara anannza: 21072021 ;
Date of Mfg / /lara nponssoacrsa:  06/2021 Date of Expiry / I'oaen ao: 05/2024

Analysis performed according ND / Asasus nposengn mo H/L: [T NO13745/01-091017, Usm. Ne 1 ot 17.04.2020

TN Test / Hoxasatean Result / Peayanrates " Specification / Hopma
9 | Content of Methyl 0.047 mg/tab / 0.028 - 0.056 mg/tab. / Ot 0,028 10 0,056 mi/1ab
parahydroxybenzoate{HPLC)/
Conepxanne
MeTHAnaparnapokcubensoara 0.047 mriTab
(BIXX) .
10 | MICROBIAL LIMIT TEST/ MukpoGroaoruvecxkas 4HMcToTa
10a) | Total Aerobic microbial count / o
O6uee 4ueno aspodHBIX <10 Not more than 10* cfu/ g / He Gonee 10% /r
i MAKPOOPIaHH3IMOB
| 105 | Total combined yeast and mould Not more than 10° cfu/ g /He 6onee 107 /r
! | count / Obuiee wneao <10 {
| TUIECHEBBIX H IPOAKIKEBbIX '
rpubioe !
18¢) | Bile tolerant gram-negative Absent /OrcyTCTBYIOT | Not more than 10° / g / He Goaee 107 it |
| bacteria/ YcroHuusbie K f ‘
AGHCTBHIO XKENYH | J
rpaMoTpuiaTenbsie GakTepun | 3
J |
10d) | Staphylococcus aureus ’ Absent /OrcyreTByior Absentin I g/ Orcyrcrenes I r i
0e) | Escherichia coli Absent /OrcyrerByor Absent in 1 g/ Orcyrcreue s | r '
180 | Salmonella Absent / OtcyTerByoT Absent in 10 g / Orcyrcreue s 10 g :

Remarks : The Product conforms to ND/
MNpumevanne: MNpogykr cooteeTcreyer Tpebosarmnsm HL

Conclusion : APPROVED /
3akmouenwe: ONOBPEHO

Checked by QC In-Charge?

Approved by QA In-Charge /

B

3
DoxymenT npoeeper OKK: B“—Ql’—c- LokymenT oaobper OOK:
Date / 21:0T2021 ! Date / 2.2 -0 Loz
[ara: | Oara:

FMQC003-15-06

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

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

. Page 4 of 4/ Crp. 4 n3 4
Product: SENADE TABLETS 13,5 mg Mponykr: CEHAJIE®, TABJAETKH 13,5 mr
Batch No / Cepun Ne: 481133 Batch Quantity / O6bem cepun: 5848 packs / ynakosok
AR No / AnansTwaecknii oT4er Ne 1 ARF/165/2021 | Date of Analysis / lata apanmsa:  21.07.202] '
Date of Mfg / /lara nponssoacrea:  06/2021 Date of Expiry / I'ogen no: 05/2024

Analysis performed according ND / Auamus nposenén no H/L: [TN013745/01-091017, Fsm. Ne 1 ot 17.04.2020

N Test / llokasareas Result / Peiyantatni Specification / Hopma
11 | Package / Ynakosxa /'y - 20 table . .
o ::%?;erymn:;:g? aice Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
alun;inum foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
I — formation leaflets in |carton. 20 tablets in a blister made of PVC
" cartlon 1 Pl 20 vafnsrron’s /PE/PVDC film and aluminum foil, 25 blisters with
G ) Pl Y i 25 patient information leaflets in a carton. / Ilo 20
mmn;ﬂ me— TabneTox B BaUCTEp W3 NASHKH TPEXCACHHOM
(norma'rmlénonoﬁ/ (MBX/T/IBAX) u amomunnesoit donsry, 1o 2
noﬂ'}mﬂmm opuaHol) uim 3 GnucTepa BMECTE ¢ HHCTPYKLUHEH 1o
amoMMHHeBol PONBTH, 110 25 APHUMEHERMIO B KapToHHyIO nauky. [To 20 rabnerox
GARCIREON B KPRy na-;xy B GnHCTEp U3 MISHKH NOMHBHHIIIKJIOPHIHOH
b S 25' T — (NOAUITHACHOBOH / NONHBHHIACHXIOPHAHOMN) K
noin =) amomuHnesoil Gonsry, no 25 Gumcrepos B
P ) KAPTOHHYK MAYKy ¢ BIAOKeHHeM 25 HHCTpyKuHil no
HPHUMEHEHHIO.
12 | Labeling / Mapsuposka According to ND / -
' B cooreercreun ¢ HJY
13 Storage conditions / Ycnosus [nadry p!;ée, at temperature below 25 °C. / B cyxom mecte npy Temneparype He
XpaHeHHs Bbiwe 25 °C.
14 | Shelf life / Cpok roasocTy 3 years/ 3 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: Npoayxr cooteercrsyer Tpebosaruam HY | 3akmoyenne: OQOBPEHO

Checked by QC In-Charge /_, “i s Approved by QA In-Charge / 41
[lokymenT nposeper OKK: 1504 € [lokymenT ogobper OOK T 1o
Date/ =9 4.587.2021 Date / 2.2 O . 2

Dara: Hara:

FMQC003-15-06

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Lid., Plot No. 60-635, Tuem Industrial Estate, Tuem, Pernem Goa -403512




