Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOHKAT AHATTH3A
 Pagelofd/Crp.1m3d
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepna Ne: 481022 Batch Quantity / Obnem cepumn: 5850 packs / ymakosok
AR No / Apasmrraacckuii oTaer Ne : ARF/039/2021 Date of Analysis / Tara anamasa:  12.02.2021
Date of Mfo / [Tara mponssogcrea: 012021 Date of Expiry / Togen no: 12/2023

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

Ne Test / Hoxazareas Result / PesyasTaTs g Specification / Hopwa

1 | Description / Onucasiie Complies / CooTeercTeyer Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. [t has CIPLA
monogram embossed on one side and central break- |
line on the other. / Tlnockue kpyrase Tabnetki co |
CEQUIEHHLMH KPaAMH 0T KOPHYHEBOTD OO0 TEMHO-
KOPHYHEBONO LBeTa ¢ Brpaniennamy. Ha onnoil
cTopoke TaGneTkn srnasncHo cnoso «CIPLAS, na |

OPYTOH = THHHA PA3NOMA.

2 | Identification / [TommHHHOCTE

2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /|
i
AT S CooTeercTayer i?rﬂllﬂﬂﬂﬂﬂe AMMHAYHOTO PACTBOPA B KPACHE!
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC) CooTsercreyer chromatogram of the sample solution should
MemunmaparuapokcHbensoaT corresponds to the retention time of the principle
(BEX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoaten) / Bpena
ynep:lcunauml OCHOBHODO MHES Ha IP-DM&TOI‘PHMHE
HEMBITYEMOTD PACTEOPA NOMIKHO COOTEETCTBOBATE
BpEMEHH YACPHHBAHHA OCHOBHOTD NHEA Ha
XPOMATOrPAMME CTAHAAPTHOTO PACTBOPE
— Jm@wmgguﬁg@%{nnwnan

: «Merninapariaporcidensoat).
3 | Average weight / Cpeanan 18727 mg /187,27 mr | 180.00 mg £7.5% / 189,00 mr £7,5%

Macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: Mpoaykr cooreercTeyet Tpebosanuam HL | 3akmouenwe: OQOBFPEHO

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

[LokymenT nposepeq OKK: (\—G\Qﬂﬂf Jokyment opobpen OOK: %

Date/ 2.02. a1 Date/ o i

[fara; 1 [fara: e R
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Cipla

CERTIFICATE OF ANALYSIS

by CEPTHOUKAT AHAJIN3A

o Page2 of 4/ Crp. 2 m3 4
Product: SENADE TABLETS 13,5 mg Mpoxykr: CEHAZIE", TABJIETEH 13,5 mr
Batch No / Cepus Ne: 481022 Batch Quantity / Ofwem cepun: 5850 packs / ynakobok
AR No / Apageraaccrmii oraer Ne ;. ARF/039/2021|Date of Analysis / Jata anamasa:  12.02.2021
Date of Mfg / lata nponssopcrsa:  01/2021 Date of Expiry / Togen go: 12/2023

Analysis performed according ND / Ananus nposenén mo H/I: [T N0O13745/01-091017, Masm. Na 1 or 17.04,2020

N Test / Moxkasatens

Result / PesyabsTars

Specification / Hopma

4 | Uniformity of weight /
OIHOPOIHOCTE M0 MAcce

Complies / CootseTerayer

18/20 tablets NMT = 7.5 % / 18/20 ne Gonee = 7.5
%
2120 tablets NMT +15% / 2/20 se Gonee + 15%

5 | Loss on drying / IloTeps 8 29%

MacCe NMPH BLICYIOHBAHHH

INMT 6.0 % / He Gonee 6,0 %

6 | Dissolution / £0-90%

Pacreopenne

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosnpos sepes 120 mun

7 | Uniformity of Dosage units / AV=438

OaHOpOOHOCTE HOSHPOBAHIS

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=730

AV = L1. All values of xi must satisfy the
inequality;

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

Ll=150L2=250

[MokasaTens mpuemaeMocT gna =10 AV <L1.

B cnyqae, ecrm 3navenne AV npesmimaer L1,
NPOBOAAT MCTIBITAHHE HA cnemyiouy 20 ofpasuax.
Jna n=30 AV < L1. Bee sHauenHs Xi JOMRHE]
YAORNETBOPATE HEPABEHCTEY:

[M-xi| £ 0,01 = L2 x M.

L1=150; L2 =250

B | Assay (Spectrophotometry)
KonHdecTBeHHOE ONPENENeHHe

{CnextpodoToMeTpHA)

13.85 mg/tab /

13,85 mritab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides caleulated as sennoside B in one tablet. /
Or 12,15 zo 15,53 mr (o7 90,0 o 115,0 %)
CEHHO3HIOB B MepecyeTe Ha cenHosna B B onsoit
Tabnerxe.

Remarks : The Product conforms to ND/
Mpumevanue: MNpoaykT COOTBETCTEYET Tpeﬁc&aHHﬂM HA

Conclusion : APPROVED /
daknmwoyenme: O0OBPEHO

Checked by QC In-Charge :‘r"\@]
an e

Approved by QA In-Charge /

e

JAoxymenT nposepaq OKK: HokymenT ogobper OOK:
e 1210202021 Mo 13-02.202

FMQC003-15-06

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

CERTIFICATE OF ANALYSIS
- CEPTHE®HKEAT AHAAWIA

Page3of4/Crp. 3 ns d

Product: SENADE TABLETS 13,5 mg

Hponyxt: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / [lata npomssoacrea:

Batch No / Cepun Ne: 481022 Batch Quantity / O6bem cepun: 5850 packs / ymakosok
AR No / Ananwrayecknil oraer Ne @ ARF/039/2021 | Date of Analysis / Jata anammsa:  12.02.2021
01,2021 Date of Expiry / T'ogen po: 12/2023

Analysis performed according ND / Apamis nposenén mo HJL: [TN013745/01-091017, Ham, Ne 1 ot 17.04.2020

Na - Test / TlokazaTenk Result / PesyanTarsi Specification / Hopma
9 | Content of Methyl 0.049 mg/tab / 0.028 — 0.056 mg/tab. [ Ot 0,028 1o 0,056 Mr/Tab.
parahydroxybenzoate{HPLC)
Conepmanne
METHINAPArHApOKCHDEH30aTa 0,049 yari? 6
| (BIXkX)
|
10 | MICROBIAL LIMIT TEST/ MuxpoGHONOrHHeckas YHCTOTA
10a) | Total Aerobic microbial count /
O6wmee grcno axpobusx <10 Not more than 10° cfi/ g / He Gonee 10* /v
MHKPOOPTEHHIMOB
10b) | Total combined yeast and mould Not more than 10° cfu/ g He Gomee 10° /r
count / Obwee @cae <10
LIECHEBLIX H APOACKEBLIX
rpubos
¢ | Bile tolerant gram-negative Ahbsent /OreyTeTeyoT Not more than 107 / g / He Gonee 107 /r
bacteria/ ¥erofiunbhie k
MENCTRIIO REIN |
rPaMOTPHLATENBHEE GAKTEPHH |
|
10 d) | Staphylococcus aureus Absent /OrcyrereyoT Absentin | g/ Orcyreremen 1 1
10€) | Escherichia coli Absent /OreyreTeyioT Absent in 1 g/ Oreyrereues 1t
W | Salmonella Absent / OtoyTeTEYHOT Absent in 10 g / OrcyrcTene & 10 g

Remarks : The Product conforms to ND/
Mpumevanwe: Npogyrr cooteercreyer Tpebosarmam HA

Conclusion : APPROVED /
Jaxnwoyvenne: OQOEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / ,—
DokymeHT nposeper OKK: \}E\Z] ane NoxymeHT onoGper Q0K %‘Ej’
E:'trea! {2.02.2021 E:‘T‘::‘ oz 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. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATH3IA

Paged of 4/ Crp. 4 m3 4

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

Batch No / Cepua Ne: 481022 Batch Quantity / O6wem cepum: 5850 packs / ynaxosox
AR No / Anamgeraveckuii oraer No: ARF/039/2021 | Date of Analysis / lara ananma:  12.02.2021

Date of Mfg / [lara nponssoacrsa:  01/2021 Date of Expiry / I'onen mo: 12/2023

Analysis performed according ND / Anasms nposenén no HJ[: [TNO013745/01-091017, Ham. Ne | ot 17.04.2020

Ne Test / Iloxazaress Result / Pesyastatsi Specification / Hopma
1 | Package / Ynaronka ! i
: Dackage | ¥ narosea - 20 AbIESS | package / Yiaxowsa - 20 tabletsin a blister made of
PVC/PE/PVDC film and three-layer PVYC/PEPVDC film and aluminum foil. 2
aluminum foil, 25 Glisters with or 3 blisters and a patient information leaflet ina
25 parbis Mileiton leaflets in |CArton. 20 tablets in a blister made of PVC
" i —— /PE/PVDC film and aluminum foil, 25 blisters with
Giichen i i 25 patient information leaflets in a carton. / ITo 20
oy rabnerox 8 GaucTep M3 MIeHKH TPEXCAOIHOM
NOTHEHHHIXIOPATHOH
(nonusTHREHOROR/ (TIBXATHTIBIX) u amomusiesoil donesrs. Ilo 2
wan 3 GaucTepa BMECTE C WHCTPYKUMEH o
mmmnﬁjﬂ MpHMEHEHHIO B KapTounyr nauxy. [To 20 TabreTox
Gan i — s 8 BAMCTEP K3 NACHKH NOAHBHHIIXAOPHIHOM
5 mcnm m:;];m ) ;Y (mommaTHnenopoi / nonHBRHAAEHXIOPHAHON) H
sty et amomaHHesoit dorsrs, no 25 Gnrcrepos B
Pe—— KAPTOHHYI MANKY C BIOMEHHeM 25 HHCTPYKURA no
MPHMEHCHHID.
12 | Labeling / Mapkuposka According to ND /
B coorsercrern ¢ HJL
13 Storage conditions / Yenosua In a dry place, at temperature below 25 °C. / B cyxom Mec;én_p-u TEMIIEPATYPE HE
KpEHEHHA sbime 25 °C.
14 | Shelf life / Cpox rognocTi 3 years/ 3 rona

Remarks : The Product conforms to ND/
Npumevanwe: MNpogyxr cooTeeTcTayeT TpeboarmamM HO

Conclusion : APPROVED /
3aknrouenne: OOJOEPEHO

Checked by QC In-Charge [~
tlar e

Approved by QA In-Charge /

B

LokymeHT npoeepex OKK: [oxymenrT ogobpex DO
Date/ 12.02.2021 Date / \2-ez. 202
[ara: Jara:

FMQCD003-15-06

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




