Ce

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi No: 481174

Batch Quantity / Oobem cepum:

5849 packs / ynakosok

AR No / Ananmuruaecknit orger Ne: ARF/224/2021 |Date

of Analysis / lata amamuza: 06.09.2021

Date of Mfg / lara npomsoncrsa:  08/2021 Date

of Expiry / T'onen jo: 07/2024

Analysis performed according ND / Anamus nposeaén no

HJI: IINO13745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / HokazaTean

| N

Result / PesyabTaTtsr

Specification / Hopma

1 | Description / Onucanme

Complies / CooTsercTByer

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. / TTnockue kpyrnsie TabneTkn co
CKOLUEHHBIMH KPastMH OT KOPHYHEBOIO [0 TEMHO-
KOPHYHEBOTO LBeTa ¢ BKpareHusiMu. Ha opnoii
cropose TabneTkn BbigaBieHo caoso «CIPLA», Ha
APYTOH - JIMHUS pa3ioMa.

Identification / ITognuHHOCTD

Complies /
CootsercTByer

2a) | Anthraquinone glycosides /

AHTPaXHHOHOBBIE TJIMKO3HIBI

Ammoniacal solution turns a reddish colour /
OxpamuBanie aMMHAYHOTO PACTBOPA B KPACHBI
LIBET.

Complies /

2b) .
Cootsercrayer

Methyl Parahydroxybenzoate
(HPLC)/
Merunnaparnapokcubensoar

(BIXKX)

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEepKHBAHHA OCHOBHOTO MHKA HA XPOMATOrpaMme
HCTIBITYEMOTO PACTBOPA MODKHO COOTBETCTBOBATH
BPEMEHH yIep)KHBAHUS OCHOBHOIO MHMKA Ha
XpOMAaTOrpaMMe CTaHIAPTHOrO pacTBopa
MeTHaparuapokcndersoara (pasaen
«MerunnaparuapokcubeHsoar).

Average weight / Cpenuss 189.01 mg / 189,01

Macca

Mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MpumMeyanue: MNMpoaykT cooTeeTcTBYET TpebosaHuam HJ]

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge /T, >\ : Approved by QA In-Charge / :
HoxymeHT nposepeH OKK: ‘Jr%‘ el [okymeHT onobpeH OOK: %’C—
Date/ ng.09-2 021 Date/ o . cq.0. 51

Hata: Oara:

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
E CEPTHO®UMKAT AHAJIM3A

Page2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481174

Batch Quantity / Oobem cepun: 5849 packs / ynakosok

AR No / Anannrugecknii orger Ne 1 ARF/224/2021

Date of Analysis / lara anannza: 06.09.2021

Date of Mfg / [lata npoussoacrsa:  08/2021

Date of Expiry / I'ogen fgo: 07/2024

Analysis performed according ND / Auamis nposenén o HJL: TI N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / Ioxkazarens

Result / PesyabraThi

Specification / Hopma

4 | Uniformity of weight /
OnHoponHOCTh MO Macce

Complies / CooTercTByer

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

5 | Loss on drying / IToteps B 1.7 % NMT 6.0 % / He Gonee 6,0 %
Macce MpH BbICYLIHBAHUH
6 | Dissolution/ 78-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopetue He menee 70 % (Q) cennosunos uepe3 120 mun
7 | Uniformity of Dosage units / AV =51 The acceptability index forn=10 AV <L1.

OnHOPOIHOCTL NO3UPOBAHUA

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=230

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

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

L1=15.0;1.2=25.0,

ITokazaTtens nmpuemaeMocts s n=10 AV <L1.

B cnyuae, ecnm 3Havenue AV npesbimaer L1,
NPOBOIAT MCIBITAHKE Ha cnenyrouux 20 obpasuax.
Jns n=30 AV <L1. Bce 3Ha4yeHns Xi OOJDKHBI
YAOBJIETBOPATh HEPABEHCTBY:

[M=xi| <0,01 x 1.2 x M.

El= 1500125250,

8 | Assay (Spectrophotometry)
KonuuecreeHHoe onpeaeneHue
(Cnekrpodoromerpus)

14.02 mg/tab /

14,02 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 (o1 90,0 mo 115,0 %)
CEHHO3HJIOB B Nepecyere Ha CeHHO3uA B B oHOI
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cootseTcTayeT TpebosaHusam HI

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge /{ \J .
[NokymeHT nposepeH OKK: 13 ane

Approved by QA In-Charge / <y
HokymeHT ogobpeH OOK: %@_

Date/ pg.cq.2.021
[ara:

Date /

na-ra: 07‘DGF‘QC”2—\

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 AHAJIU3A

Page3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

poayxr: CEHAJE”, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481174

Batch Quantity / O6bem cepun:

5849 packs / ynaxkosok

AR No / Anaantuuecknii orger Ne : ARF/224/2021 | Date of Analysis / /lara ananuza: 06.09.2021

Date of Mfg / Jlara npoussoncrea:  08/2021

Date of Expiry / I'onen no:

07/2024

Analysis performed according ND / Anasms nposeaén no HJ/L: [T N013745/01-091017, M3m. No 1 ot 17.04.2020

No Test / Illokazarens

Result / Peayabrartsi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepikanue
MeTHInaparuapokcHoeHsoara

(BOKX)

0.046 mg/tab /

0,046 mr/Tad

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

10 | MICROBIAL LIMIT TEST/ Mukpo0buojioruieckas 4uucrora

102) | Total Aerobic microbial count /
Ob1ee yHCIO a3pOOHBIX 10

MHKPOOPraHH3MOB

Not more than 10* cfir/ g / He 6onee 10* /r

10b) | Total combined yeast and mould
count / OBee yncio
MUIECHEBBIX H APOXIKEBbIX

rpuboB

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiunssie k
HNEeHCTBHIO XKeT4H

rpaMoTpHIaTeNbHbIe DakTepun

Absent /OrcyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OtcyTcTByIOT

Absentin 1 g/ OrcyrctBue B 1 r

10¢) | Escherichia coli

Absent /OTcyTcTBYIOT

Absent in 1 g/ OrcyrctBue B 1 1

10 ) | Salmonella

Absent / OtcyTcTBYIOT

Absentin 10 g / OrcyrcrBie B 10 g

Remarks : The Product conforms to ND/
MNpumeyanue: MNpogykT cootBeTcTByeT Tpebosanusam H

Conclusion : APPROVED /
3aknwoyenue: OQOBPEHO

Checked by QC In-Charge /™
NokymeHT nposepeH OKK: @l an f_

Approved by QA In-Charge /
HokymeHT opobpeH OOK:

Date /
Oara:

OG0T 2021

Date /

Mo 0 -09 20 2|

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




ipla

CERTIFICATE OF ANALYSIS
s CEPTUPHMKAT AHAJITM3A

Paged4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481174

Batch Quantity / Oobem cepuu:

5849 packs / ynakosok

AR No / Ananuringecknii order Ne :

ARF/224/2021|Date of Analysis / Jlara anammsza: 06.09.2021

08/2021

Date of Mfe / Jlata npoussoacrsa:

Date of Expiry / I'onen no:

07/2024

Analysis performed according ND / Anamns nposenén no HJI: [T N013745/01-091017, Uam. No 1 ot 17.04.2020

Ne Test / [Tokazareanb

Result / PesyasTaTtsl

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OamcTep U3 MeHKH

(nomusTHNAEHOBOM/

Mo NPpHMEHEHHIO.

Package / Ynakoska - 20 tablets

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

TOJIMBUHHJIXJIOPUJIHOH

NOJHBHHUIIAEHXJIOPHUIHOM) U
amoMHHHEBOIT Qouery, no 25
OnHCTEPOB B KAPTOHHYIO MAuKy
C BJIOXKEHHMEM 25 HHCTPYKLMi

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. / Io 20
TabneTok B GnMCTEp M3 NNEHKH TpexCcoHHOI
(IIBX/TIS/MIBIX) 1 amoMuunesoii gonbru. Ilo 2
wiH 3 GaMcTepa BMECTE C HHCTPYKUMeit 1o
NPUMEHEHHIO B KAPTOHHYIO nauky. ITo 20 tabnerok
B OJTHCTEp M3 [ICHKH NOJHBHHUTXJIOPHIHOH
(MOMU3THIIEHOBOIT / TIOTHBHHHUILAEHXTOPHUHOM) H
aIOMHHHEBOH Qonbri, mo 25 Gnucrepos B
KapTOHHYH Ma4Ky C BJOXKEHHEM 25 MHCTPYKLMH 110
MPHMEHEHHIO.

12 Labeling / Mapkuposka According to ND /

B coorsercteuu ¢ HJJ

13 Storage conditions / Ycnosus

XPaHEHHs Bbitie 25 °C,

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

14 Shelf life / Cpox roguocTi 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cootBeTcTBYeT TpeBosaHwam H/

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

Checked by QC In-Charge / )
OokymeHT nposepeH OKK: ~[2J Llan €

Approved by QA In-Charge /
HokymeHT ogobper OOK:

Date /
Hara:

Og: O Fr2029

Date /

07-09. 20
Nara: 1709, 2oz

FMQC003-15-06

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




