Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOHEAT AHATH3A

Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg MpoaykT: CEHA,[[EE, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 481026 Batch Quantity / OGbem cepun: 5848 packs / ynakosok
AR No / Anamaraaecienii orser Ne : ARF/043/2021|Date of Analysis / laTa amamma:  15.02.2021

Date of Mfe / lata npomisogerea: 01/2021 Date of Expiry / l'ogesn ao: 12/2023

Analysis performed according ND / Anams nposenén mo HJT: IT N013745/01-091017, Masm. Na 1 o7 17.04.2020

M Test / MlokazaTens

Result / Pesynbrare:

Specification / Hopma

1 | Description / Onucansne

Complies / Cootsercrayer

Flat eircular 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. / IInockme kpyrake TabneTkH co
CEOMEHHBIMH KPAAMH OT KOPHYHEBOTO 40 TEMHO-
KOPHYHEBOTD 1BETA ¢ Bxpannennamu. Ha onHoit
CTOpoHe TadneTkH BraaeneHo cnoso «CIPLAY, Ha
ApYTOil - THHASA PAIN0OMA.

2 Identification / [TogmHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish celour /
AHTPAXHHOHOBEIE MIHKOIHIEL Coorsercrayer g:;amnnanne AMMHATHOTO PACTBOPA B KPAcHbI
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC) r CooTseTcTBYET chromatogram of the sample solution should
MeTtunnaparuapokcibeHIoaT corresponds to the retention time of the principle
(BIHX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
wMethyl Parahydroxybenzoaten) / Bpems
YAEPIHBAHNA OCHOBHOTO MHKA HA XPOMATOrPaMMe
| HGHETYEMOrO PacTBOPa AOJLKHO COOTEETCTBOBATE
BPEMEHH YIEPANBAHIA OCHOBHOMO MIKA HA
| xpoMaTOTPAMME CTAHIAPTHOIO PACTEOPA
meTHanaparnaporcubersoaTa (paznen
eMeTHanaparuapokcHieHIDaT).

3 | Average weight / Cpeguas
| macca

188.94 mg / 188,94 mr

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

Remarks : The Product conforms to ND/
Mpumevanue: NpogykT cooTeeTcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3axmoueHune: OQOEPEHO

Checked by QC In-Charge [ ", Approved by QA In-Charge /
HokymeHT nposeper OKK: 13 Qane NokymenT ogobpen 00K %
E:'tl'eﬂ; !glk'ﬂ')_':’_ﬂlT 3::2"’ lg,og_.wl-'l,
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHKAT AHATH3IA
Page2 of 4/ Crp. 2 m3 4
Produci: SENADE TABLETS 13,5 mg Mpooykr: CE\HQ&E", TABJIETKH 13,5 mr
Batch No / Cepus Ne: 481026 Batch Quantity / O6wem cepun: 5848 packs / ynakosok
AR No / Apanuradecknii oraer N 1 ARF/043/2021 | Date of Analysis / laTa apamaza: 15.02.2021
Date of Mfg / lata npomssomcrsa:  (11/2021 Date of Expiry / Tonen go: 12/2023

Analysis performed according ND / Ana/mes nposenén no HJI: TT NO13745/01-091017, Ham. Ne | or 17.04.2020 |

Ne Test / IokazaTens Result / PeayninTars Specification / Hopma
4 | Uniformity of weight / Complies / Cooreercrayer 18/20 tablets NMT + 7.5 % / 18/20 ne Bomee + 7,5
OpnoponnocTs No Macce %
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%
5 | Loss on drying / [ToTepa s 23%- NMT 6.0 % / He Gonee 6,0 %
MACCE TPH BRICYITHBAHHH
6 | Dissolution / T9-86% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopedne He menee 70 % (Q) cennosnaos vepes 120 mun
7 | Uniformity of Dosage units / AV =351 The acceptability index forn= 10 AV < L1.
OaHOpOAHOCTE AO3HPOBAHMA 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 = L2 = M.
L1=15.0;12=25.0
[Mokasarens npremmemoct ana n=10 AV <L1.
B cnysae, conm snascnne AV npesermaer L1,
TIPOBOOAT HCMBITAHKE HA cneayiomux 20 obpajuax,
JMnan=30 AV <L1. Boe 3HascHAR Xi AOTKHE

| YAOBNCTBOPATE HEPABEHCTBY
| M-xi| 0,01 = L2 = M.
| L1=150,12=250

§ | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KOnHIecTBeHHOE  ONPEACHEHHE 14.10 mg/tab / sennosides calculated as sennoside B in one tablet. /
{Cnexrpodoromerpus) O 12,15 go 15,53 wr (o7 90,0 po 115,0 %)

14,10 mrira CEHHO3IHOOE B NEPECcYeTe HA CeHHO3HA B B oaHodM
l Tabnerxe.

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

Mpumeyanne: NpogyxT cooTeercTeyet Tpebosadwam HY | 3aknrovenne: OQOBPEHO

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

OokymeHT nposeper OKK: (‘@]E‘“_"‘_ [okymeHT caobpeH OOK: @F;

Date / -~ 9 a1 Date / )

o, |02 201 Daver \t. © 2 202\

FMQC003-15-06

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



Cipla

CERTIFICATE OF ANALYSIS
- CEPTHOHEAT AHATH3A
SIS SR 5 Page3 of 4/Crp. 3 ma d
Product: SENADE TABLETS 13,5 mg Mpoayer: CE[-IA,I{EW, TABJIETEH 13,5 mr
Batch No / Cepua Ne: 481026 Batch Quantity / O6snem cepun: 5848 packs / ynakobok
AR No / Asansrawaecknii or=er Ne ;: ARF/043/2021| Date of Analysis / laTa anammza;  15.02,2021
Date of Mfg [ llata npomasonerea:  01/2021 Date of Expiry / Togen no: 12/2023

Analysis performed according ND / Ana;mms npoeenén mo HIT; ITN0O13745/01-091017, Ham. Ne 1 or 17.04.2020

N Test / Ilokazarens Result / PeyanTarsi Specification / Hopma
9 | Content of Methy! 0.043 mg/ab / 0.028 — 0.056 mg/tab. / Or 0,028 110 0,056 MriTab.
parahydroxybenzoate(HPLC)
Conepxanne
MeTHInaparnApokcHbensoara s Mmaﬁ
(BIXX)

10 | MICROBIAL LIMIT TEST/ MukpofHonorndeckas yHCTOTE

10e} | Total Aerobic microbial count / '
Ofimee uncno a3poGubx <10 Mot more than 10* cf/ g/ He Gonee 10° /r

MHKPOOPTrAHHIMOB
106} | Total combined yeast and mould Not more than 10% ofi/ g /He Gonee 10° /r
count / Ofmes yncno <10

| MASCHEBLEE M APOACKEBLIX
rpubos

1) | Bile tolerant gram-negative Absent /OrcyteTeyioT Not more than 107 / g / He Gonee 107 /r
bacteria/ ¥eToH4HBRIE K
MEACTRHIO HETIH
TPAMOTPHUATENEHEE DaKTEpHH

10 d) | Staphylococeus aureus Absent /OrcyreTreyior Absent in 1 g/ Orcytcreie s 11
10e} | Escherichia coli Absent /OrcyreTeyroT Absentin 1 g / Orcyrereuer 11
100 | Salmonella Absent / Oreyrereyor l' Absent in 10 g / Orcyrereuce 10 g
Remarks : The Product conforms ta ND/f Conclusion : APPROVED |/
Npumevanue: MpoayxT cooTeercTayeT Tpebosanwam HI | 3awnwvenwe: OJOBPEHO

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

DokymenT nposepen OKK: C@-’ an ¢ Nokymext ogobpen OOK: %ﬁg
Date/ |6~ qp9.2021 Date / \L .o 2o |

[Nara: [Nara:

FMOQC003-15-06

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
. CEPTHOHKAT AHATHIA

Paged of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaysr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No [ Cepus Ne : 481026 Batch Quantity / O0pem cepun: 5848 packs / ynakosor
AR No / Apamaravecknii oraer No 1 ARF/043/2021 | Date of Analysis / [lara amamma:  15,02,2021
Date of Mfg / Tara npomsogersa:  01/2021 Date of Expiry / I'ogen no: 12/2023

Analysis performed according ND / Ananms I]]JUBEEEEI mo HI; TT N013745/01-091017, Masm. Ne 1 or 17.04.2020

N Test [ TlokazaTens

Result / PesyneTaTe

Specification / Hopma

11 | Package / Ynaxoeka
in a blister made of

GnHCTEp K3 NIEHKH

(monuITHREHOBOMRS

00 MPHMEHEHHED,

Package / Ynaxoska - 20 tablets

PVC/PE/PVDC film and
aluminum fiil, 25 blisters with
25 patient information leaflets in
a carton. [/ ITo 20 TaGnerox B

MOMHBHHHTXTOPHIHOH

MOMMBHHHIAEHXIOPHIHOM ) B
amoMuHHessit donery, no 25

GHCTEPOB B KAPTOHHYIO NauKy
€ BAOMEEHHEM 25 HHCTPYKIIHE

Package / ¥naxoexa - 20 tablets in a blister made of
three-layer PYC/PEPVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in &
carton, 20 tablets in a blister made of PVC
/PEPVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton / ITo 20
TabaeTox B GAKRCTEP M MEHKH TPexcnoiitodi
(IIBX/ITTIBJAX) n amomunneroii donsrn. o 2
unu 3 Brucrepa smecTe ¢ HHCTpYKUMeli no
TIPHMEHEHHIO B KapToHHY0 nakky. [lo 20 rabnerox
B BIHCTED M3 IUTEHKH NOTHEHHITXIOPHAHOH
(romoTHneHopoli / MONHBHHHNIEHX IOPHAHOH) 1
amomuniesdi gonkrn, no 25 Ganerepos B
KAPTOHHYH NAYKY © BRomennes 25 uHCTpyRIHi mo
NpHMEHSHHID.

12 Labeling / Mapxnporka According to ND /

| B cootmercraim ¢ HJJ

13 Storage conditions / Yenorus

XpaHeHHs seume 25 °C.

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

14 | Shelf life / Cpox roguocTu 3 years / 3 roga

Remarks : The Product conforms to ND/
Mpumevanwme: MNpogysT cooTeeTcTByeT Tpebosanuam HO

Conclusion : APPROVED /
3awmouenwe: OQOEPEHO

Checked by QC In-Charge /
NokymenT nposepen OKK: @7 an e

Approved by QA In-Charge /
LoxymeHT opobper OOK:

TE=

Date /

oo 18022029

Date /

lg-c220z|
Lata:

FMQC003-15-06

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