Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHKAT AHAJIM3A

Page 1 of4/Crp. 1 34

Product: SENADE TABLETS 13,5 mg

TMpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 482074 Batch Quantity / O6bem cepun:  5852packs / ynakoBok
AR No / Anaymrauaecknii orger Ne : ARF/138/2022|Date of Analysis / lara anammza:  13.06.2022
Date of Mfe / lara npomssoxcrsa:  05/2022 Date of Expiry / I'onen no: 04/2025

Analysis performed according ND / Anayms nposenén mo HJL: [T N013745/01-091017, HMam. Ne 1 ot 17.04.2020

Ne Result / PesyabTaTsi

Test / Ioxka3zaTennb

Specification / Hopma

1 | Description / Onucanue

Complies / CootrBeTcTBYeT

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. / ITlnockue kpyrneie TabneTku co
CKOLIEHHBIMH KPassMU OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTro IBeTa ¢ BkparueHusmu. Ha omHoit
cropoHe Tabnerku BeinasneHo cioso «CIPLA», na
JIPYTOH - TMHUS pa3jioMa.

2 | Identification / ITognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoortBercTayer OkpatyBaHie aMMHAYHOIO PACTBOPA B KPACHBI
AHTPaXUHOHOBbIE MTHUKO3U/IbI it
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ ) CooTseTcTRYET chromatogram of the sample solution should
MeTtunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepXYBaHHA OCHOBHOTO [IHKA HA XPOMAaTOrpaMme
HCTIBITYEMOTO PacTBOPA JIOIDKHO COOTBETCTBOBATD
BPEMEHH Y/IePKUBAHUA OCHOBHOTO MTHKA Ha
XPOMaTOrpaMme CTaHIapTHOIO PacTBOpa
MeTHImaparuapokcHOen3oara (pazen
«MerunnaparnapokcudeH30aT).

3 | Average weight / Cpensist
mMacca

187.66mg / 187,66mr

189.99 mg £7.5% / 189,99 Mr £7,5%

Remarks : The Product conforms to ND/
MpumMeyanue: NpoaykT COOTBETCTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akmoyveHue: OQOBPEHO

t}_\at_bﬁ

Checked by QC In-Charge /{ 3
HokymeHT nposepeH OKK: \‘

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

iEals

Date /

2.8 20202
Jlata: k2 .

Date /

Nara. 13-0.202 7

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
s CEPTHOHKAT AHAJTHU3A

Page2 of 4/ C1p.2 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus No: 482074

Batch Quantity / O6bem cepum:

5852packs / ymakoBok

AR No / Asamaraaecknii orger Ne :  ARF/138/2022 | Date of Analysis / /lara ana;msa:

13.06.2022

Date of Mfg / lata nponssoacrea:  05/2022

Date of Expiry / I'ogen no:

04/2025

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

Test / Iloxa3zaTennb

Ne Result / PesynbTaTel

Specification / Hopma

4 | Uniformity of weight /
OxHOPOIHOCTD 1O Macce

Complies / CooTtBeTcTBYET

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

OIHOPOIXHOCTE JO3UPOBAHM

5 | Loss on drying / Tloteps B 2.4% NMT 6.0 % / He bonee 6,0 %
Macce TIPU BBICYIITHBAHHN
6 | Dissolution / 83- 92% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cerno3unos uepes 120 MuH
7 | Uniformiry of Dosage units / AV=52 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.

[NoxasaTtens npremaemocts A n=10 AV <L1.

B cnyuae, ecnu 3Hadenue AV npesbimaer L1,
MPOBOZAT HCIILITAHKE Ha crenyomux 20 obpasiax.
Jnsi n=30 AV <L1. Bce 3Ha4eHHs X1 TOKHBI
YIOBIETBOPSATE HEPABEHCTBY:

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

11=15,0;L2=25,0.

8 | Assay (Spectrophotometry)
KonmuecrpeHHOE — OmNpefienesHe

(CrexrpodoTomerpus)

13.93 mg/tab /

13,93 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 no 115,0 %)
CEHHO3HU/IOB B Mepecyere Ha ceHnosua B B onHoM
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteetcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknouyenune: OQOBPEHO

Checked by QC In-Charge [,

LokymeHT nposeper OKK: \B 61 G

Approved by QA In-Charge /
HokymeHT ogobper OOK:

BAE

Date /

12062022
Nara:

Date /

e \2,-pb-202-2-
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Page3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482074 Batch Quantity / O6wem cepun:  5852packs / ynmakosox
AR No / Auaarnaecknii order Ne : ARF/138/2022|Date of Analysis / lata amammza:  13.06.2022
Date of Mfg / lata npoussoxcrsa:  05/2022 Date of Expiry / I'ogen go: 04/2025

Analysis performed according ND / Anamas nposeaén mo HJL: [T N013745/01-091017, H3m. Ne 1 ot 17.04.2020

Test / lokaszaTean

Me Result / PesyanTath!

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparuapokcubensoara

(BOACX)

0.047 mg/tab

0,047 mr/Tab

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

10 | MICROBIAL LIMIT TEST/ Mukpotuosnoriyeckast 4uCTOTA

102) | Total Aerobic microbial count /
O6uiee HHCIO a3pOOHBIX 20

MHKPOOPTraHH3MOB

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

10b) | Total combined yeast and mould
count / Obiee yuco
[UIECHEBBIX M JIPOXKEBBIX

rpuboB

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcroiiuuBble K
JICHCTBHIO JKeJIYH

rpamMoTpuIaTeIbHbIe HAKTEPUN

Absent /OTcyTcTBYIOT

Not more than 10% / g / He 6onee 107 /r

10d) | Staphylococcus aureus

Absent /OtcyrcTBytoT

Absentin 1 g/ Otcyrcreue B 11

10e) | Escherichia coli

Absent /OTcyTcTBYIOT

Absentin 1 g/ OtcyrcrBueB 11

101) | Salmonella

Absent / OTcyTcTBYIOT

Absent in 10 g / OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
Mpwumeuanme: MpoaykT cooTeeTcTBYeT TpeboBaHwam HJ

.Conclusion : APPROVED /

3aknwyenne: OOQOBPEHO

Checked by QC In-Charge {
[okymeHT nposepeH OKK: (j:\l Ot S

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

Date /
Harta:

1308 20622

Date /

\L~OL 2022
Nara: 5
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CERTIFICATE OF ANALYSIS
§ CEPTU®HKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepna Ne: 482074 Batch Quantity / O6bem cepun:  5852packs / ynakorox
AR No / Anammrugecknii oraer Ne :  ARF/138/2022 | Date of Analysis / lata amanmsa: 13.06.2022
Date of Mfg / laTa npomnssoacrea:  05/2022 Date of Expiry / T'oaen o: 04/2025

Analysis performed according ND / Anamus nposenén mo HJI: TTN013745/01-091017, Hsm. Ne 1 ot 17.04.2020

Ne Result / PesyabraTsr Specification / Hopma
Test / Ilokazarenn
11 | Package / Ynakoeka Pack -20 . .
= iqaz ;%:tér?:;?zl;a fablets Package / Ynakoska - 20 tablets in a blister made of
]E;VC /PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
alisrainism foil. 25 blisterswith  [°F 3 blisters and a patient information leaflet in a
25 patient inf(;rrration leaflets jn |CArton. 20 tablets in a blister made of PVC
3 shrtoE. | TH ZO*Taﬁne'rox = /PE/PVDC film and aluminum foil, 25 blisters with
61mc1*e§ S T 25 patient information leaflets in a carton. / ITo 20
PO e TabneTok B ONUCTEP U3 MIIEHKH TPEXCIOHHO
_ (HOI[HBTHHEHOBEC))W (MBX/MISTIBAX) u antomusuesoii donery. Ilo 2
OB H NI EHXAOPUIHON) 1 1M 3 Onucrepa BMECTe ¢ MHCTPYKLIMEii 1o
S (i]OJIII]:FH 10 25 NPUMEHEHHIO B KapTOHHYI0 nadky. [To 20 tabnerok
6MCTepOB B KAPTOH ;0 R GnucTep U3 MUIEHKH MOJIMBHHHIXIIOPUIHOIN
S N i i Y (nonu3THIEHOBOI / OMUBHHUIIEHXIOPHIHOMH) U
i e cTpyKH amoMHHHEBOH Gomery, no 25 Gnucrepos B
' KaPTOHHYIO MAUKy C BIOMXKEHHEM 25 HHCTPYKLHH Mo
NPUMEHEHHH).
12 Labeling / Mapkiposka According to ND /
B cootsercreuu ¢ HJJ
13 Storage conditions / Ycmosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu TeMneparype He
p yX p paryp
XpaHEeHUS BoIme 25 °C.
14 | Shelflife / Cpok rognocTu 3 years/ 3 roma

Remarks : The Product conforms to ND/
Mpumeuanue: NpogykT cooTeeTcTBYeT TpebosaHusam H/]

Conclusion : APPROVED /
3aknouenue: O0OBPEHO

Checked by QC In-Charge / C@
[HokymeHT nposepeH OKK: Claue

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

%&

Date / G- T 1

[arta:

Date /
[ara:

\L Obe2o 22
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