CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Cipla

Page 1 of4/Crp.1m3 4

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

Batch No / Cepna Ne: 482023 Batch Quantity / O6nem cepun: 5848 packs / ynakosok
AR No / Asamuraaeckmii oruer Ne : ARF/068/2022|Date of Analysis / [lata anammza:  17.03.2022

Date of Mfe / lara npoxssoacrsa:  03/2022 Date of Expiry / I'ogen go: 02/2025

Analysis performed according ND / Ananus nposeaén mo HJI: ITN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Test / Iloka3zaTenan

Result / Pesyaprars!

Specification / Hopma

Description / Onucaune

Complies / CooTrercTByer

Flat circular tabiets 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. / [Lnockue kpyrisie TabneTku co
CKOIIEHHLIMH KPAsIMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO LBeTa ¢ BKpareHusivmi, Ha oaHO#
cropoHe Tabnetku BbigaeaeHo cioBo «CIPLA», Ha
Opyroii - TMHHA pa3noMa.

Identification / [ToqMHHHOCTE

Complies /
Cooteercrayer

2a) | Anthraquinone glycosides /

AHTPaxTHOHOBBIE MTTHKO3HIBI

Ammoniacal solution turns a reddish colour /
OxpamnBaHHe aMMHA4YHOTO PacTBOpa B KPaCHBIH
L[BET.

2b) Complies /

Cootsercreyer

Methyl Parahydroxybenzoate
(HPLC)/

MerunnaparuapokcubeHsoar

(BOXKX)

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the reténtion time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepaHUBaHHsI OCHOBHOIO [THKA HA XpOMaTorpaMme
HCITLITYEMOTO PacTBOPA HOJDKHO COOTBETCTBOBATH
BPEMEHH YIePKHBAHHS OCHOBHOTO IHKA Ha
XPOMAaTOrpaMMe CTaHAAPTHOIO PacTBopa
MeTHITaparuapokcnbeHsoara (paszern
«Merunnaparuapokcuben3oar).

Average weight / Cpennsa
macca

189.28mg / 189,28mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanne: Mpoaykr cooteeTcTByeT TpeboBaHuam HI

Conclusion : APPROVED /
3akmouenune: OQOBPEHO

Checked by QC In-Charge I~ <~ Approved by QA In-Charge /

Hokyment nposeper OKK: 13 6l Lu [lokymeHT oaobper OOK: e
Date / 1908 9629 Date / ‘%‘03.11,
[ara: [lata:

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, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®HUKAT AHAJH3A

Page 2 of 4/ Ctp.2 13 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAIE®, TABJIETKM 13,5 mr

Date of Mfo / lata npoH3BoACTBA:

Batch No / Cepusi Ne : 482023 Batch Quantity / O6bem cepun: 5848 packs / ynakoBok
AR No / Anasmragecknii otaer Ne :  ARF/068/2022| Date of Analysis / lara anammsa:  17.03.2022
03/2022 Date of Expiry / I'ogen go: 02/2025

Analysis performed according ND / Anamus nposengn mo HJE: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

OAHOPOOHOCTH AO3HPOBAHHS

Ne Test / lloxa3zaTens Result / PesynbTars! Specification / Hopma

4 | Uniformity of weight / Complies / CootBercTByeET 18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee +7,5
OpnHOPOOHOCTS TIO MACCE %

2/20 tablets NMT £15% / 2/20 ne Gonee = 15%

5 | Loss ondrying / ITotepsi B 2.0% NMT 6.0 % / He Gonee 6,0 %
Macce [PU BBICYIITHBAHHH

6 | Dissolution / 82 - 90% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpenue He menee 70 % (Q) cennosunos yepe3 120 mun

7 | Uniformity of Dbsage units / AV =50 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=30
AV <L1. All values of xi must satisfy the
inequality:

[M-xi] 0,01 x L2 x M.
L1=15.0;L2=25.0,
TTokazarens npuemnemocty ais n=10 AV <L1.
B cnyuae, ecnn 3Hadenue AV npeseimaet L1,
MPOBOIAT HCIIbITAHKE HA creylomux 20 obpasuax.
Jlns n=30 AV <L1. Bce 3HaueHus Xi JOJGKHEI
YAOB/ETBOPATE HEPaBEHCTBY!
[M-xi| £0,01 x L2 x M.
L1=15,0:L2=250.

8 | Assay (Spectrophotometry)
KonuuecTsBeHHOE OMpeneneHue

(CnextpodoTomerpus)

13.90 mg/tab /

13,90 mr/ra6

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 n0 15,53 mr (ot 90,0 mo 115,0 %)
' CEHHO3MZOB B NEpecueTe Ha CeHHO3u B B ofiHOMN
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cootseTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3akmouenune: OQOEPEHO

Checked by QC In-Charge / (\ Approved by QA In-Charge / ;
JNokymeHT npoeepeH OKK: \’3 AR JNokymeHT opoBpeH OOK:
Oata: Oara:

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 '




CERTIFICATE OF ANALYSIS

»

CEPTHOHKRAT AHAJIM3A

Cipla

Page 3 of 4/ Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482023

Batch Quantity / O6nem cepun: 5848 packs / ynakoBok

AR No / Asaymrugeckrii orger Ne : ARF/068/2022

Date of Analysis / lata apaymaza:  17.03.2022

Date of Mfe / Jlara npoussoacrsa: _03/2022 Date of Expiry / I'oxen mo: 02/2025

Analysis performed according ND / Anamus nposengn mo HJL: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hokazarenan

Result / PesynbTaTsl Specification / Hopma

9 | Content of Methyl

parahydroxybenzoate(HPLC)/
Copnepxasue
MeTHInaparuapokcubenzoara

(BOXX)

0.048 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

0,048 mr/Tab

10 | MICROBIAL LIMIT TEST/ Mukpobuonoruueckas YMCTOTa

10a) | Total Aerobic microbial count /
O6uee yMCO a3POOHBIX
MHKPOOPraHU3MOB

10 Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / O0mee uncIo

Not more than 10 cfu/ g /He Gosree 107 /r

<10
| IECHEBBIX H APOACKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 10* / g / He Gonee 10° /r
bacteria/ YcroH4uBbIE K
IeHCTBHIO JKEeIIH
rpamMoTpHLUaTenbHbIe OaKTepUH
10.d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absent in 1 g/ OtcyrcTBue B 1 1
10 ) | Escherichia coli Absent /OTCyTCTBYIOT Absent in 1 g/ OrcyrcTBue B 1 1
10 | Salmonella Absent / OTCYTCTBYIOT Absent in 10 g /Otcyrcreue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeuanue: MNpoaykT cooTseTcTByeT TpefoBaHuam HA | 3akmouenne: ONOBPEHO

Checked by QC In-Charge /™ 5 Approved by QA In-Charge /

NokymeHT nposepeH OKK: \B 0 au LlokymeHT ofo6per OOK:

Date / .03. o2 Date / N Loy 1
Nara: X = Jara: \ O3 2

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, Pernem Goa -403512 :
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Cipla

Paged of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Tponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482023 Batch Quantity / O6nem cepum: 5848 packs / ymaxopok
AR No / Araguamageckuii orgaer Ne : ARF/068/2022|Date of Analysis / lara amamasza: 17.03.2022
Date of Mfe / lara npoussoacrea:  03/2022 Date of Expiry / I'ogen no: 02/2025

Analysis performed according ND / Aramus nposengn mo HJI: TI N013745/01-091017, Mzm. Ne 1 ot 17.04.2020

No Test / oxka3zarensb

Result / PesyabTaTsl

Specification / Hopma

11 | Package / Ymakoska

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerox B
GnucTep U3 mIeHKH
HOJ’IHBHHHHXJIOPHI.[HOI‘:I
(nonuaTIIeHOBO/
NONMBHHUIICHXJIOPUIHOM) U
AIFOMHUHHEBOH (onbry, no 25
ONIHCTEPOB B KAPTOHHYIO MAYKy
C BJIOXKEHHEM 25 HHCTPYKIHH
0 TIPHMEHEHHUIO.

Package / Ynaxoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
Tabnetok B GiMcTep M3 IUIEHKH TPEXCIOHHOM
(IBX/II2/MBIAX) v amomunuesoi ¢onery. ITo 2
wiu 3 GiHcTepa BMECTe ¢ MHCTPYKLHeH 110
IPUMEHEHHI B KapToHHYO nauky. Ilc 20 Tabnerok
B GuHCTep U3 MIIEHKH [OJHBHHUIIXJIOPHIHON
(MOMHATHIIEHOBOH / MOMMBHHHIAEHXIOPHIHOH) H
AMOMHHHEBOH QOoNbry, no 25 6aUCTEpoR B
KAPTOHHYIO. Na4YKY C BIOXKEHHEM 25 HHCTPYKUHH no
NPUMEHEHHIO.

12 | Labeling / Mapxuposka

According to ND /

B coorsercreuu ¢ HJJ

13 | Storage conditions / YcmoBus
XPaHEHHs

In a dry place, at temperature below 25 °C. / B cyxoM mecTe npH Temeparype He

peime 25 °C.

14 Shelf life / Cpox rogHocTH

3 years /3 roaa

Remarks : The Product conforms to ND/
Mpumeuanwme: MNpoaykT cooTBeTcTBYET TpeboBaHuam HA

Conclusion : APPROVED /
3aknrovenune: OQOBPEHO

Checked by QC In-Charge / f\\ Approved by QA In-Charge / 29
HokymeHT nposepeH OKK: KB latLt | HokymenT ogobper OOK: ‘

Date / N . s Date /

Jata: L — [ara: \ % 032"

FMQC003-15-06

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




