Cipla

CERTIFICATE OF ANALYSIS

£y

CEPTHOHUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 13 4

Product: SENADE TABLETS 13,5 mg

Iponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepns Ne: 482065

Batch Quantity / O6bem cepum:

5852packs / ymakosok

AR No / Anasmaraaecknii orger Ne : ARF/127/2022 | Date of Analysis / Jlara anammza:  30.05.2022

Date of Mfg / Jlara npomssoacrsa:  05/2022

Date of Expiry / I'oxen mo:

04/2025

Analysis performed according ND / Anamus nposenén mo HJI: TIN013745/01-091017, U3m. Ne 1 ot 17.04.2020

Test / lloka3zaresns

Ne Result / PesyabTaThl

Specification / Hopma

1 | Description / Onucanne

Complies / CooTseTcTByeT

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. / TInockue kpyribie TabneTky co
CKOLIEHHBIMH KPasiMH OT KOPHYHEBOTO 0 TEMHO-
KOPHYHEBOrO 1iBeTa ¢ BkpanieHuamu. Ha onHo#
cropose Tabnerku BeigasaeHo cnoso «CIPLA», Ha
Ipyroil - TMHUA pasjioma.

2 Identification / ITopmHHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
S PR CootBercTByeT g:gramuaaﬂue aMMHa4HOTO PacTBOpPa B KPAaCHBIi
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTryer chromatogram of the sample solution should
MeTtunnaparuipokcibeHsoat corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIAep)KABAHUA OCHOBHOTO IMTHKA HA XPOMATOrpamme
MCTIBITYEMOTO PaCTBOPA JIOJDKHO COOTBETCTBOBATh
BPEMEHH YAEPKUBAHHS OCHOBHOIO MHKA HA
XpOMATOrpaMMe CTaHAapTHOTO PacTBOpa
MeTHamaparuapokcudensoara (pasmen
«Merunmaparnapoxcnben3oar).

3 | Average weight / Cpenusist
macca

190.98mg / 190,98mr

189,99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanme: MpoagykT cootBeTcTyeT TpeboBaHuam H

Conclusion : APPROVED /
3akniouyenune: OQOBPEHO

Checked by QC In-Charge /T ),
[HokymeHT npoeeper OKK: \‘B Nan €

Approved by QA In-Charge /
[OokymeHT ogobper OOK:

Date /
[ara:

A0+ 202 T

Date /

20.05 202
Hara:

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 AHAJIHU3A

Page 2 of 4/ Crp. 2u3 4

Product: S]EJNADE TABLETS 13,5 mg

Hponyxr: CEHANE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482065

Batch Quantity / O6wem cepum:

5852packs / ynakoBok

AR No / Anasmaraaeckunii otaer Ne :  ARF/127/2022 | Date of Analysis / /lata anamsa:  30.05.2022

Date of Mfg / lata npounssoacrsa:  05/2022

Date of Expiry / 'ogen o:

04/2025

Analysis performed according ND / Anams nposenén mo HI: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / PesysibTath:

Test / okazareanb

Specification / Hopma

4 | Uniformity of weight /

Complies / CooTsercTByer

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

OznHOpPOHOCTB 1O Macce %
2/20 tablets NMT £15% / 2/20 ue Gonee + 13%
5 | Loss on drying / IToteps B 2.5% NMT 6.0 % / He 6onee 6,0 %
MAacce [IPH BLICYLUIMBAHHH
6 | Dissolution / 80 - 87% NLT 70 % (Q) of sennosides in 120 minutes
PacteopeHue He menee 70 % (Q) cenno3unos uepes 120 mun
7 | Uniformity of Dosage units / AV=538 The acceptability index forn= 10 AV<L1.

OnHOPOAHOCTH AO3MPOBAHHA

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=130

AV <L1. All values of xi must satisfy the
inequality:

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

L1=15.0,L2=25.0.

IMoxazarems npuemnemocty s n=10 AV < L1.

B cnyyae, ecru 3Hauenue AV npesbiaer L1,
MPOBOJIAT MCIILITAHHE HA cneqyromux 20 obpasmax.
s n=30 AV <L1. Bce 3HaYeHus Xi JOJKHBI
YAOBJIETBOPSTE HEPABEHCTBY:

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

L1=150;L2=25,0.

8 | Assay (Spectrophotometry)
KonudecTBeHHOe  OIIpenieIeHHe

(Cnexrpodoromerpust)

14.01 mg/tab /

14,01 mr/rab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 1o 15,53 mr (ot 90,0 no 115,0 %)
CEHHOZHMIOB B [epecuere Ha CeHHO3uA B B 0tHO
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTseTcTBYeT TpebosaHuamM HI

Conclusion : APPROVED /
3akntoyenue: OOBPEHO

Checked by QC In-Charge /5

Approved by QA In-Charge /

HoxkymeHT npoBepeH OKK: Q_.O LARS [okymeHT ogobpeH OOK: %ﬁ
Date / 20085 P B2 Date / 2095, 2022
Oara:  — Jata:

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




Cipla

CERTIFICATE OF ANALYSIS
5 CEPTUOHKAT AHAJIM3A

Page3 of 4/ Cip.3 3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482065

Batch Quantity / Oobem cepuu:

5852packs / ymakoBok

AR No / AHamarugecknil order No :

ARF/127/2022|Date of Analysis / JlaTa anammsa:  30.05.2022

Date of Mfg / lara mpomssBoacrsa:  05/2022

Date of Expiry / I'onen no:

04/2025

Analysis performed according ND / Anasms nposenén mo HJI: ITTN013745/01-091017, Hizm. Ne 1 ot 17.04.2020

Test / Hoxa3zarenb

Ne Result / PezyapTars:

Specification / Hopma

9 | Content of Methyl 0.047 mg/tab
parahydroxybenzoate(HPLC)/
Conepixanue '
MeTWINaparuapoxcuoenszoaTa 0,047 mr/tab
(BDXX)

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpobuonoruueckas 9ucTora

102) | Total Aerobic microbial count /
O6iee yucno aspodHBIX = 10

MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / O6uiee qucio
IIECHEBbIX U JPOMIKEBHIX

rpubos

<10

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

10c) | Bile tolerant gram-negative

bacteria/ Ycroiunsbie K
IEHCTBHIO Meuud
rpamMoTpUL@TelNbHbIe DaKTepHH

Absent /OTCyTCTBYIOT

Not more than 10% / g / He 6onee 10” /r

104d) | Staphylococcus aureus

Absent /OTCyTCTBYIOT

Absentin 1 g/ OtcyrctBue B 1 1

10¢) | Escherichia coli

Absent /OTcyTeTBYIOT

Absentin 1 g/ OrcyrctBue B 1 1

106) | Salmonella

Absent / OTcyTcTBYIOT

Absent in 10 g / OtcyrctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanme: MpoaykT cooteercTayeT TpebosaHuam H/

Conclusion : APPROVED /
3axmoyenune: OQOBPEHO

Checked by QC In-Charge f\"@ A 5
3 Glame€

Approved by QA In-Charge /
NokymeHT opobpeH OOK:

[HokymenT nposepeH OKK:
A e [N

Date /
[ara:

2 0. 0%

Date /
[arta:

29.05.202-2-

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




- Cipla

CERTIFICATE OF ANALYSIS
v CEPTUOUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482065

Batch Quantity / O6bem cepuu:

5852packs / ymaxkosok

AR No / Asamuragecknii oraer Ne :  ARF/127/2022 |Date of Anailysis / [lata anammsza:  30.05.2022

Date of Mfe / ara mpoussoxcrBa:  05/2022

Date of Expiry / I'oxen no:

04/2025

Analysis performed according ND / Anamis nposenén mo HJ/I: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Hoxazarennb

No Result / PezysibraTsi

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

GrucTep U3 TUIEHKH

(MonMITHIEHOBOH/

10 NPHUMCHCHHIO.

Package / Ynaxoska - 20 tablets

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

TIONMBHHHITXJTOPHAHOH

TMOMMBHHIILIEHXJIOPUIHOH) U
ATIOMUHUEBOI (OJTBIH, Mo 25
OnHCTepOB B KAPTOHHYH [AYKY
C BJIO>KEHHEM 25 MHCTPYKLUit

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
Tabnerok B O/IHMCTEp M3 [UIGHKH TPEXCIOMHOM
(IIBX/II3/MIBIOX) u amomuauesoii gonsru. Ilo 2
unu 3 Gnucrepa BMecTe ¢ MHCTPYKUMEH 10
NPHMEHEHHIO B KapTOHHYIO nadky. ITo 20 Tabnerox
B GIIHCTep U3 IUIEHKH NMONHBUHMIIXJIOPUAHOH
(TOTHATHNEHOBO / IONMHBHHIIIIEHXJIOPUIHOI) 1
amoMUHHEBOH Goabry, no.25 6naucTepos B
KapTOHHYH) Ma4Ky ¢ BIOXKEHHEM 25 HHCTPYKLIHI MO
IPUMEHEHHUIO.

12 Labeling / MapxupoBka According to ND /

B cootsercreuu ¢ HJJ

13 Storage conditions / Ycnosus

XpaHeHHs Bhiute 25 °C.

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

14 Shelf life / Cpok rogsocTH 3 years /3 rozga

Remarks : The Product conforms to ND/
Mpumeuanue: Npoaykr cooTeeTcTByeT TpeboaHusm HI

Conclusion : APPROVED /
3aknouyenne: OQOBPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK: \L% tlane

Approved by QA In-Charge / ——
[okymeHT oaobpen OOK: %

Date /

o0.08-2r022—
Hara:

Date /

Aene 20-05-202-2-

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 )




