Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJITU3A

Page 1 of 4/ Crp. 1 w3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE", TABJIETKMH 13,5 mr

Batch No / Cepasi Ne : 483020

Batch Quantity / O6bem cepun:

5845packs / ynakoBok

AR No / Anasmrugecknii orger Ne : ARF/040/2023

Date of Analysis / /lara anasmsa:  24.03.2023

Test / [lokazarens

Date of Mfg / lata nponssoacrsa:  02/2023 Date of Expiry / I'ogen ao: 01/2026
Analysis performed according ND / Anams nposenén mo HJI: TT1 N013745/01-180522
Ne Result / PesyabraTsi Specification / Hopma _

1 | Description / Onucanue

Complies / CooTsercrayer

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. / TLnockue kpyrabie TabneTku co
CKOIIEHHbIMH KPasiMH OT KOPHYHEBOTO 0 TEMHO-
KOPHYHEBOI0 LBeTa ¢ BKpareHuaMH. Ha oxHoil
cropoHe Tabnerku BbigasneHo cinoso «CIPLAY, Ha
APYroii - THHASA Pasoma.

2 Identification / [TomHHHEOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
! N ——— Cootsercrayer gnxgramunauue aMMHA4YHOrO PacTBOpPa B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTyer chromatogram of the sample solution should
Mermunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YZAePXKNBAHHA OCHOBHOTO TTHKA HA XPOMATOrPaMMe
HCIBITYEMOIO PacTBOPA AOKHO COOTBETCTBOBATh
BPEMEHH YAEPKUBAHHS OCHOBHOTO MHKA Ha
XPOMATOrpaMMe CTaHAapTHOrO PacTBopa
MeTHAnapariapokcubensoara (pasnen
«MerunnaparnapokcnOeH30ar).

3 | Average weight / Cpennss
macca

188.46mg / 188,46Mr

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

Remarks : The Product conforms to ND/
Mpumeyanue: MNMpoaykr cooteeTcTayeT Tpebosanmnam HA

Conclusion : APPROVED /
3akmouenune: O0OBPEHO

Checked by QC In-Charge / \
5/-'

Approved by QA In-Charge /
HokymerT ogobper OOK:

=

Date /

DokymeHT nposepeH OKK:
Nata: 29.04--200.3

Date /

K OUr2T oL
[Nara: A =
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page2 of 4 /Crp.2 w3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne : 483020

Batch Quantity / O6bem cepun:  5845packs / ynakoBox

AR No / Anaamrugecknii oraer Ne : ARF/040/2023 | Date of Analysis / /lara ananmsa:  24.03.2023

Date of Mfg / /lara nponssoacrsa:  02/2023

Date of Expiry / I'oaen jo: 01/2026

Analysis performed according ND / Anamms nposenén mo H/L: ITN013745/01-180522

Ne Result / PesyabTaTbi Specification / Hopma

Test / TlokazaTenn

OnHOPOAHOCT MO Macce

4 | Uniformity of weight / Complies / CooTBercTByeT 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee =7.,5

%
2/20 tablets NMT +15% / 2/20 ue Gonee = 15%

5 | Loss on drying / IToreps B 2.1% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BbICYIHBAHHH

6 | Dissolution / 78-87% NLT 70 % (Q) of sennosides in 120 minutes
PacTsopenue He menee 70 % (Q) cennosunos yepes 120 mun

7 | Uniformity of Dosage units / ! AV=50 The acceptability index for n= 10 AV<LI

OnHOpPOAHOCTL N03HPOBAHMUS

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

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

[M=xi| < 0,01 * L2 x M.

L1=15.0;L2=25.0.

Tokasarens npuemiemocty s n=10 AV < L1

B cayuae, ecnu 3navenne AV npesbimaer L1,
NPOBOAAT HCNbITaHKe Ha caenyiommnx 20 obpa3suax.
Jlnsa n=30 AV < L1. Bce 3Ha4ueHHs Xi AOKHBI
YAOBAECTBOPATH HEPABEHCTBY . '

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

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

8 | Assay (Spectrophotometry)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

KonuuecTBeHHOE OmpeneleHne 13.96mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomeTpus) Ot 12,15 no 15,53 mr (o1 90,0 g0 115,0 %)
13.96Mr/Ta6 CeHHO3MJIOB B repecyeTe Ha ceHHo3ua B B onHO#
Tabnerxe.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeuanue: Mpoaykr cooteeTcrayer Tpebosaruam HI | 3akntouenue: OAOBPEHO

Checked by QC In-Charge /
LokymeHT nposepeH OKK: /@-}/— Cot

Approved by QA In-Charge /
[okymeHT ofobper OOK: %)./‘;

Date /

[lara: 29.04 9o 1

Date / 7 A4-04.22%5
[Nara:

FMQC003-15-07
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIU3A

Page 3 of 4/ Crp. 3 w3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepas Ne : 483020

Batch Quantity / O6bem cepun:  5845packs / ynakoBok

AR No / Asanuruuecknii oraer Ne : ARF/040/2023

Date of Analysis / lara anasmsa:  24.03.2023

Date of Mfg / lara nponssoacrsa:  02/2023

Date of Expiry / l'oaen go: 01/2026

Analysis performed according ND / Anasms nposeaén mo H/I: TTN013745/01-180522

Ne Result / Pesyabrarsi Specification / Hopma

Test / Hokazarens

9 | Content of Methyl 0.047mg/tab 0.028 — 0.056 mg/tab. / Or 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanune
MeTHanaparuapokcubensoara 0,047mr/rab
(BIXX)

10 | MICROBIAL LIMIT TEST/ Mukpotuonoruueckas Y4HCTOTa

104) | Total Aerobic microbial count /

MHKPOOPraHW3MOB

O6uiee 4HCIO a3pOBHBIX <10 Not more than 10 cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould

TUIECHEBbIX H JIPOAIKEBBIX
rpubos

count / OO1iee uucno <10

Not more than 10 cfu/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10° / g / He Gonee 10° /r

bacteria/ Ycroiiuusslie K
ZEHCTBHIO XKETYH
rpamMoTpHLaTeNbHbie DaKTepHn

10d) | Staphylococcus aureus Absent /OtcyTeTBYIOT Absentin 1 g/ OrcyrerBue B 1 r
10¢) | Escherichia coli Absent /OrtcyrcTByioT Absentin 1 g/ Orcyrereue s I
109 | Salmonella Absent / OTcyTeTBYHOT Absent in 10 g /Otcyrcreue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MNpoaykT cooteeTcTeyeT TpebosaHuam HI | 3aknioyexue: ONOBEPEHO

Checked by QC In-Charge /
OKYMEHT rpogee OKK: \e-
Hoky’ poBsepeH @-\/

Approved by QA In-Charge /
[okymeHT ogo6peH OOK: @’d}

Date /

[ara: 2%-04-0m3

Date /
Oarta:

2.4 0U-207%

FMQC003-15-07
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Clpla

CERTIFICATE OF ANALYSIS
CEPTHU®HUKAT AHAJIU3A

Paged4 of4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepns N : 483020

Batch Quantity / O6bem cepun:

5845packs / ynakoBok

AR No / Asasmrageckuii orger Ne : ARF/040/2023

Date of Analysis / /lara anagmza: 24.03.2023

Date of Mfg / /lara nponssoacrsa:  02/2023

Date of Expiry / I'ogen no:

01/2026

Analysis performed according ND / Anams nposenén no HJL: TI N013745/01-180522

Ne Result / PesyasTatsi Specification / Hopma
Test / Iokazarens
11 | Package / Ynakoska Pack -20
o ina: l:?:téryn:]:;:z?a tbletx Package / Ynaxoska - 20 tablets in a blister made of
PVC /PiE/PVDC il and three-layer PVC/PE/PVDC film and aluminum foil. 2
alinam foil. 25 blisters with: [ 3 blisters and a patient information leaflet in a
25 patient infc;rmation leaflets in | CArton 20 tablets in a blister made of PVC
a'cartan. /TIo 20 Tabiietor:s /PE/PVDC film and aluminum foil, 25 blisters with
6nucre]5 o i 25 patient information leaflets in a carton. / Io 20
o TabneTok B O1MCTep U3 IUIEHKH TPEXCIOHHOI
;‘::““"‘“”e":o“;‘;’;‘“°“ (MBX/ATI/TIBJIX) 1 amomusuesoii dpomsru. Mo 2
sl eHXITOpHANON) H wiH 3 GrcTepa BMECTE C HHCTPYKLIHEii no
aiifomuHIEROH POTLIE 110 25 NPUMEHEHHIO B KApTOHHYIO navuky. 1o 20 Tabnerox
6.HCTEPOB B KAPTOHHYIO NA4KY B OnucTep M3 MIeHKH NOJHBHHHIXJIOPHIHOH
C BIOXKeHHEM 25 HHCTpyKuiil (NOUATHIIEHOBOI / TOMHBHHHIAEHXIOPUIHOI) H
110 FPHMEHEHHIO ‘ amoMHHKEBOI ponbry, no 25 mucTepos B
' KaPTOHHYIO Na¥Ky C BIOKeHHeM 25 WHCTPYKIHi no
MPHMEHEHHIO.
12 | Labeling / MapkupoBka According to ND /
. B coorsercteuu ¢ HJ{
13 Storage conditions / Ycaosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temneparype He
XpaHeHus seimre 25 °C.
14 | Shelflife / Cpok rogsocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanne: MpoaykT cooteeTcTayeT TpebosaHusam HI

Conclusion : APPROVED /
3axknoyenue: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /
[okymeHT nposepeH OKK: /@_’,‘,‘{:P"——; NokymeHT opobpeH OOK: @){/
Date / Date /

29-04-2002

Hara:

ﬂaTaZ Lﬁc OH'wLB
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