- Cipla

CERTIFICATE OF ANALYSIS
. CEPTHO®UKAT AHAJIU3A

Page1 of4/Crp.1m34

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482013

Batch Quantity / O6bem cepun: 5846 packs / ynmaxoBok

AR No / Ananarageckuii oraer Ne :  ARF/046/2022|Date of Analysis / lata anamaza: 10.02.2022

Date of Mfg / Jlara npomssoacrsa:  01/2022 Date of Expiry / I'open ao: 12/2024

Analysis performed according ND / Anamas nposenén mo HJL: T1 N013745/01-091017, Hi3m. Ne 1 ot 17.04.2020

Ne Test / Iloka3zaTens

Result / PeaynbTaTbi Specification / Hopma

1 | Description / Onucanue Complies / CooTBeTCTBYET 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. / ITnockue kpyrabie TabneTku co
CKOILIEHHBIMH KPasMH OT KOPHYHEBOTO IO TEMHO-
KOPHMYHEBOTO liBeTa ¢ BKkpannenusamu. Ha onsoi
cropoxe TabneTky BeaapieHo cnoso «CIPLAY, Ha
JIPYroi - MTHHUA pas3noMa.

2 |"Identification / ITommuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OxpamuBaHie aMMHAYHOTO PAcTBOpPa B KPAacCHbI
AHTPaxHHOHOBbBIC [NIHKO3HABI i
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CoOTBETCTBYET chromatogram of the sample solution should
MeTHATI2paruApoKcHOeH30aT corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemst
yZepKMBAHHs OCHOBHOIO IHKa HA XpOMaTorpaMme
HCIIBITYEMOTO PACTBOPA MNOJLKHO COOTBETCTBOBATh
BpPEMEHH yAEPKHBAHUA OCHOBHOTO MHKa Ha
XPOMATOrpaMMe CTaHAAPTHOIO PacTBoOpa

¥ Merunnaparaapoxcubensoara (pasnen
«Metunnaparanpokcubensoar).

3 | Average weight / Cpeanss
Macca

189.85mg / 189,85mr 189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumMeyanme: [pOgYyKT COOTBETCTBYET Tpebosanuam HJ | 3aknouyeHue: OOOBPEHO

Checked by QC In-Charge 7 5~
[okymeHT nposepeH OKK: -

Q et

Approved by QA In-Charge / Y
NokymeHT ogobpeH OOK: %ﬁ’/

Date / 16:06072. 2022
Nara:

Date /

Nara: W02 . 20272

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
* CEPTHO®UKAT AHAJIN3A
$ Page2 of 4/ Crp.2 n3 4
Product: SENADE TABLETS 13,5 mg Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne : 482013 Batch Quantity / O6bem cepun: 5846 packs / ynakosok
AR No / AsamaTnaecknii oraer Ne :  ARF/046/2022 | Date of Analysis / /lara anammsa:  10.02.2022
Date of Mfe / Jlara npowssoacrea:  01/2022 Date of Expiry / I'open mo: 12/2024

Analysis performed according ND / Anamas nposenén no HJI: ITN013745/01-091017, Miam. Ne 1 ot 17.04.2020

Ne Test / okasaTelb

Result / PesynbTaThi

Specification / Hopma

4 | Uniformity of weight /
ORHOPOAHOCTD [0 Macce

Complies / CocTeercTByeT

18/20 tablets NMT = 7.5 %/ 18/20 ne Gonee £ 7,5
%
2/20 tablets NMT +15% / 2/20 ne Gonee = 15%

5 | Loss on drying / Ilotepsi B 1.7%

Macce Py BBICYLIHBAHHH

NMT 6.0 % / He Gonee 6,0 %

6 | Dissolution / 78-87%

PactBopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cenno3umos 4epes 120 mun

7 | Uniformity of Dosage units / AV=39

O,EEHOPO,IIHOCTB OO3HPOBAHHA

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=250.

TToxkasarens npuemaemocTy s n=10 AV <L1.

B cnydyae, ecnu 3nadenne AV npesbimaer L1,
MPOBOZSAT HCIbITaHKE Ha creayomux 20 obpasnax.
st n=30 AV <L1. Bce 3Hauenus Xi QOKHbBI
YIOBIETBOPSATH HEPABEHCTBY:

[M-xi| 0,01 x L2 x M.

L1=15,0;L2=25,0.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OIpeNeNeHHe

(CniexrpodoTomerpust)

14.07 mg/tab /

14,07 mr/Tad

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 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3UIOB B nepecyere Ha ceHHO3u B B onHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanume: MpogykT cooTBeTCcTBYET TpebosaHuaM HI

Conclusion : APPROVED /
3akntoueHue: OQOBPEHO

Checked by QC In-Charge /[ , -\ Approved by QA In-Charge / —, i ¢
[JlokymeHT nposepeH OKK: 1 3 6 e JokymeHT onobper OOK: %’t
g o oo

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
. CEPTHO®HUKAT AHAJTH3A
Page3 of4/Crp.3u3 4
Product: SENADE TABLETS 13,5 mg Hponykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusa Ne: 482013 Batch Quantity / O6bem cepun: 5846 packs / ynakosok
AR No / Anaymaruyaecknii order Ne : ARF/046/2022|Date of Analysis / lata amanmsa: 10.02.2022
Date of Mfg / lara mpom3soacrBa:  01/2022 Date of Expiry / I'ogen o: 12/2024

Analysis performed according ND / Ananus nposenén mo H/I: TI N013745/01-091017, U3m. Ne 1 or 17.04.2020

Ne Test / Ilokazarens Result / Pe3yabrarsl Specification / Hopma
9 | Content of Methyl 0.046 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copnepxanue
MeTIInaparuapokcbensoara 0.046 Mmr/tab
(BOXKX)

10 | MICROBIAL LIMIT TEST/ Muxkpo0uoyioruueckas 94ucToTa

10a) | Total Aerobic microbial count /
O6mee 9ucio aspobHBIX 10 Not more than 10* cfi/ g/ He 6onee 10* /r
MHKPOOPTaHH3IMOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He 6onee 10° /r
count / Obuee yucio <10
IUIECHEBBIX H IPONCKEBBIX
rpubos

10¢) | Bile tolerant gram-negative . Absent /OtcyTcTByHOT Not more than 10 / g / He Gonee 10% /r
bacteria/ YcToiiunBsie k
OeHCTBUIO JKeNYu
rpaMOTPHIIATENbHbIE GaKTePHH

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrcTBHe B 1 T

10e) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBueB 1 1

100 | Salmonella Absent / OtcyTcTByIOT Absent in 10 g / OtcyrcrBue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanwme: MNMpoaykT cooteeTcTByeT TPeboBanuam H/l

Conclusion : APPROVED /
3aknoyerune: OQOBEPEHO

Checked by QC In-Charge
TlokymeHT npoeepeH OKK: ) ewe

Approved by QA In-Charge /
[okymeHT ofobpeH OOK:

HEE

Date /
Jara:

] Q) L 00 2.9

Date /

\\+0 2 2022
HaTa:

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
. CEPTHOHUKAT AHAJIU3A

Page4 0of4/Crp.4n3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482013

Batch Quantity / O6bem cepum:

5846 packs / ynaxosox

AR No / Ananarageckuii orger Ne 1 ARF/046/2022 | Date of Analysis / laTta ananu3a:

10.02.2022

Date of Mfg / Jlata npomsBoacrsa:  01/2022

Date of Expiry / I'oges no:

12/2024

Analysis performed according ND / Anams nposeaén mo HJI: ITTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hoxkazarennb

Result / Pesyabrarsl

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

6nucTep U3 IUIEHKH

(oIMATUIIEHOBO/

I10 NIPHMEHEHUIO.

Package / Ynaxoska - 20 tablets

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

MOTHBUHIWIKJIIOPUAHO I

[IOJIMBHHIJIIEHXJIOPHTHOMH) H
amOMUHHEBO#H (onbru, no 25
OnucTepOB B KAPTOHHYI MAYKY
C BJIO’KEHHMEM 25 HHCTPYKLHi

Package / Ynakoska - 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
TabneTox B OMUCTEP M3 IUICHKU TPEXCIOMHOM
(MBX/AT3/MIBAX) u amomusmreBoil donbru. Tlo 2
unu 3 6IHcTepa BMECTe C HHCTPYKLMEN 110
IPUMEHEHHIO B KapTOHHYO nmauky. ITo 20 Tabnerok
B OicTep U3 MIEHKH NONUBHHUIXIIOPHIHOH
(MOMMATUNIEHOBOIH / MONHBUHHUIAEHXJIOPUAHON) H
amoMHHNEBOH Qonery, no 25 6aucrepor B
KapTOHHYIO [1a4Ky C BIOXKEHHEM 25 MHCTPYKIHI 1O
TPUMEHEHHUIO.

12 | Labeling / Mapxupoexa According to ND /

B coorsercTuu ¢ HJ|

13 Storage conditions / Ycnorus

XpaHeHHUsA Boiie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu TEMIIEpaType He

14 Shelf life / Cpox rogaoctH 3 years /3 rozma

Remarks : The Product conforms to ND/
Mpumeyanue: MNMpoaykT cooTeeTcTBYET TpeboBaHuam H

Conclusion : APPROVED /
3akntouyenue: OOBPEHO

Checked by QC In-Charge l;"_?

Approved by QA In-Charge /

73 "
NlokymeHT nposepeH OKK: 1.9 &1 aut HokymeHT onobper OOK: %E%/
Date/ 1p4.02.2022 Date / \\~02 2022
Hata: Jlara:

FMQC003-15-06

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




