Cipla

CERTIFICATE OF ANALYSIS
. CEPTUDPUKAT AHAJIMU3A
Page1o0f4/Crp. 1134
Product: SENADE TABLETS 13,5 mg HNpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 481163 Batch Quantity / Oobem cepun: 5847 packs / ynakosox
AR No / Anasmraaecknit oraer Ne : ARF/209/2021 | Date of Analysis / [lara anamasza:  25.08.2021
Date of Mfg / lata mpoussoncrea:  08/2021 Date of Expiry / I'ogen mo: 07/2024

Analysis performed according ND / Anamiz nposenén mo HJ/L: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IlokazaTean Result / PesyabTaThbi Specification / Hopma

1 | Description / Onucaxue Complies / CooTrsercTByeT 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. / [Inockue kpyribie TabneTku co
CKOTIEHHBIMH KPasMHU OT KOPUYHEBOTO 10 TEMHO-
KOPHYHEBOTO 1BeTa ¢ BKpannenusamu. Ha oxHoit
cropoHe TabneTku BeiaBneHo cnoro «CIPLAY, Ha
APYTOii - THHHA pa3noMa.

2 | Identification / [ToaIHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
S — CootsercTayer gangmnﬁame AMMHAYHOrO0 PacTBOPA B KPaCHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTsercTByeT chromatogram of the sample solution should
MetunnaparuapokcubeHsoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAep:KUBaHHsI OCHOBHOTO MHKA HAa XPOMATOrpaMMe
HCIBITYEMOTO PacTBOPA AOJLKHO COOTBETCTBOBATE
BpPEMEHH Y/IepP>KUBAHUS OCHOBHOIO MHKA Ha
XpoMaTorpaMme CTaHAapTHOTO PacTBOpa
meTuinaparuapokcubensoara (pasuen
«MeTunnaparuapoxkciHOeH30ar).

3 | Average weight / Cpenusis 189.29 mg / 189,29 mr 189.99 mg £7.5% / 189,99 mr +7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cooteeTcTayeT TpebosaHuam HI | 3aknwuyeHue: OQOBPEHO
Checked by QC In-Charge [ Approved by QA In-Charge /
HokymeHT nposepeH OKK: \‘%ﬂ@ [okymeHT ogobpex OOK: %’
Date/ 9 <, aR-2 62 Date .! 25.08-207,
Hara: [ara:

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 :




Cipla

CERTIFICATE OF ANALYSIS
- CEPTHOUKAT AHAJIM3A

Page2 of4/Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

poxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481163

Batch Quantity / O6bem cepumn:

5847 packs / ynaxoBox

AR No / Apanaragecknii orger Ne :  ARF/209/2021 | Date of Analysis / Jlata amanmza: 25.08.2021

Date of Mfg / Jlara mpomssoacrea:  08/2021

Date of Expiry / I'ogen no:

07/2024

Analysis performed according ND / Anamus nposenén mo H/I: TI N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / loka3zarenns

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
OnHOpPOIHOCTL MO Macce

Complies / CootBeTcTByeT

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

OlIHOpOI[HOCTb JO3HPOBAHHA

5 | Loss on drying / Ilotepsi B - 23% NMT 6.0 % / He 6onee 6,0 %
Macce IIPH BbICYIIHBAHIH
6 | Dissolution / 78-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennosunor yepes 120 mun
7 | Uniformity of Dosage units / AV=43 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.

IMoxazatens mpuemneMoctu ot n=10 AV <L1.

B cnyuae, ecniu 3Havenue AV npeesimaer L1,
NPOBOJAT HCIIBITAHME Ha crenyromux 20 obpasiax.
HOnsa n=30 AV <L1. Bce 3HaueHHst Xi JOMKHBI
YAOBNETBOPATb HEPABEHCTBY:

[M=xi| < 0,01 x L2 x M.
L1 =15.0; L.2=25.0.

8 | Assay (Spectrophotometry)
KonrdecTBeHHOE OnpesieeHHe

(CnexrpodoTomerpus)

14.04 mg/tab /

14,04 mr/rab

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 10 115,0 %)
CEHHO3UIOB B IlepecyeTe Ha CEHHO3MI B B oqHOI
Taberke.

Remarks : The Product conforms to ND/
Mpumeyanume: NpoaykT cooTBeTcTayeT TpeboaHusam H

Conclusion : APPROVED /
3aknoyenune: OQOBPEHO

Checked by QC In-Charge/~
HokymeHT nposepeH OKK: \1@7 an <

Approved by QA In-Charge / %ﬁ,’{

ViR JokymeHT ogobpeH OOK: At leer
Date/ 5 5.0%.2 021 Date/ , c.og.202
Jara: Hara:

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 AHAJIU3A
Page 3 of 4/ C1p. 3 n3 4
Product: SENADE TABLETS 13,5 mg ponysr: CEHAJIEY, TABJETKH 13,5 mr

Batch No / Cepust Ne: 481163

Batch Quantity / O6nem cepun: 5847 packs / ymakopok

AR No / AsamamadecKunii orger No :

ARF/209/2021 |Date of Analysis / Jlara apamsa: 25.08.2021

Date of Mfg / Jlata npon3sBojacTBa:

08/2021 Date of Expiry / I'open oz 07/2024

Analysis performed according ND / Anamus nposeaén mo H/I: T N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / Ilokxa3zarenn Result / Pe3yabTarThbl Specification / Hopma
9 | Content of Methyl 0.044 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepxanue
MeTuInaparuapokcubensoara 0.044 svrab
(BOXX)
10 | MICROBIAL LIMIT TEST/ Mukpobuonoradeckas 9MCTOTa
10a) | Total Aerobic microbial count /
O6uiee 9rcyo a3pobHBIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MUKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10” /r
count / Obmee unciIo <10
IJIECHEBBIX U JAPOMIKEBBIX
rpuboB
10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10° / g / He 6onee 10%/r
bacteria/ Ycroiiuusele K i
HNEeHCTBHIO JKEIHH
rpamMoTpHLATE bHbIE DaKTepHuH
10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OrcytcTBHEeB 1 T
10e) | Escherichia coli Absent /OTCyTCTBYIOT Absent in 1 g/ OrcyrctBue B 1 T
10f) | Salmonella Absent / OTcyTCcTBYIOT Absent in 10 g / OtcyrcTBHe B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykt cooteeTcTByeT TpebosaHuam HA | 3akniouenue: ONOBPEHO
Checked by QC In-Charge(/ Approved by QA In-Charge / -
JNokymeHT nposepeH OKK: Qane NokymeHT ogobper OOK: %5:
Date / 95082021 Date / ‘
[Hara: [ara: E-SR R

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




Cipla

CERTIFICATE OF ANALYSIS
. CEPTH®UKAT AHAJIA3A

Page 4 of 4/ Crp. 4 mu3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481163

Batch Quantity / Oobem cepuu:

5847 packs / ynakosok

AR No / Anasmraaeckmii oraer Ne : ARF/209/2021 |Date of Analysis / laTa anammsa: 25.08.2021

Date of Mfg / lara npomssoncrsa:  08/2021

Date of Expiry / I'ogen no:

07/2024

Analysis performed according ND / Anamus nposenén mo H/I: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / lTokazaTean

Result / Pe3yabTarThl

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

BrHcTep M3 IUIEHKH

(MoMMATHIIEHOBOH/

O IPHMEHEHHIO.

Package / Ymakoska - 20 tablets

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

MOJIHB HHHJTXJIOpH,HHOﬁ

MOMUBUHHIIIEHXJIOPHIHOI)
amoMHHHeBOH (onery, no 25
OJIHCTEpPOB B KAPTOHHYIO MAYKY
C BJIOJKEHHUEM 25 HHCTPYKITHIA

Package / Ynaxosxa - 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 OnMCTEp M3 MIEHKH TPEXCIOHHOMH
(MBX/TIS/MIBJIX) v amomuHneBoi donbru. Ilo 2
M 3 OmucTepa BMecTe ¢ HHCTPYKIHEH 1o
NPUMEHEHHIO B KapTOHHYIO nayky. ITo 20 Tabnerox
B OIHCTEp U3 MIIEHKH MOJIHBHHUIXIIOPHIHOH
(IOMHATHIIEHOBOH / MOMHBHHUIIIEHXJIOPHIHOM)
anroMHHUEBOH Gonbry, 1o 25 Onucrepos B
KapTOHHYIO MAUKy C BIOYEHHEM 25 MHCTPYKLIHI 110
NIPHMEHEHHIO.

12 Labeling / MapxupoBka According to ND /

B cootsercTBun ¢ HJ|

13 Storage conditions / Ycnosus

XpaHEeHHs peie 25 °C.

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

14 Shelf life / Cpok rogsoctu 3 years /3 ropa

Remarks : The Product conforms to ND/
Mpumeyuanme: MpoaykT cooTBeTcTByeT TpeGoBaHusM HI

Conclusion : APPROVED /
3akntoueHune: OO0OBPEHO

Checked by QC In-Charge /
[HokymeHT npoBepeH OKK: @ ane

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

b S

Date/ 5 5.08.2021
Jara:

Date /

2 508202\
Jara:

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




