Cipla

CERTIFICATE OF ANALYSIS
h CEPTHOUKAT AHAJIU3A

Page10f4/Crp.1n3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485039

Batch Quantity / O0beM cepHu:

5848packs / ynakoBok

TAR No / Anannrauecknii oruer Ne : ARF/059/2025 | Date of Analysis / laTa anaausza: 25.02.2025

Date of Mfg / Jlata nponssoacrsa:  02/2025

Date of Expiry / I'ogen po:

01/2028

Analysis performed according ND / Ananus nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nam. Ne 1 ot 09.07.2024

Test / IloxasaTennb

Ne Result / PesyabTaThl

Specification / Hopma

1 | Description / Ommcanue

Complies / CooTBETCTBYET

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. / IlnockHe Kpyrible TabNETKH CO
CKOIICHHLIMH KPasMH OT KOPHYHEBOIO 10 TeMHO-
KOPHIHEBOIo LiBeTa ¢ BKpameHnaMu. Ha oxHol
cTopoHe TabneTky BhlxaeeHo cnoso «CIPLAY, Ha
OpyToit - INHKA pasnoma.

2 | Identification / IToaTMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorBeTcTBYET OKpammBaHHe aMMHAYHOTO PacTROpa B KPACHBIH
AHTPaXxHHOHOBBIE TJIMKO3HIEI figet,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CoOTBEeTCTBYET chromatogram of the sample solution should
MeTrimaparaapokcubeH3oar corresponds to the retention time of the principle
(BRAX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yJIEpAKHBAHMA OCHOBHOTO TIHKA Ha XpoMarorpaMme
HCIEITYEMOTO PacTBOpa JOIIKHO COOTBETCTBOBATh
BpEMEHH Y/ICP)KHBAHKA OCHOBHOrO ITHKA Ha
XpOMaTorpaMMe CTaHIapTHOIO PacTBOpa
MeTHInaparnapoxcubensoara (pasien
«MeTuaparnIpoKkcHOeH30ar).

3 | Average weight / Cpennas
macca

191.06mg / 191,06mMr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cootaeTcTayeT Tpebosanuam HI

Conclusion : APPROVED /
3akmouenue: OQOBPEHO

Checked by QC In-Charge / o P
NokymeHT nposepeH OKK: ﬁﬁ-b’

Approved by QA In-Charge /
NokymeHT ogobpen OOK:

G

Date /
[lara:

oS -0 1Tor S

Date /

25022025
[aTa:
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Cibla

CERTIFICATE OF ANALYSIS
s CEPTHOUKAT AHAJIM3A
Page2 of 4/Crp.2 m3 4
Product: SENADE TABLETS 13,5 mg Mponyxr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepus Ne: 485039 Batch Quantity / O6bem cepun:  5848packs / ynakosok
AR No / Ananurnyecknii oruer Ne : ARF/059/2025|Date of Analysis / laTa ananuza: 25.02.2025
Date of Mfg / lara npousBoacta:  02/2025 Date of Expiry / Tonen no: 01/2028

Analysis performed according ND / Ananns nposenén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne Result / Pe3yabTaThbi Specification / Hopma

Test / IlokaszaTens

4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT £ 7.5 % / 18/20 e 6onee + 7,5

OMHOPOHOCTE [0 Macce %
i 2/20 tablets NMT +15% / 2/20 me Gonee = 15%
5 | Loss on drying / ITotepsi B 23% NMT 6.0 % / He 6omnee 6,0 %
Macce 1pH BbICYIIHBAHHHA
6 | Dissolution / 77-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHue He menee 70 % (Q) cenHO31a0B yepes 120 muH
7 | Uniformity of Dosage units / AV=356 The acceptability index forn =10 AV <L1.
OnHOPOAHOCTE 103UPOBAHHSA 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;1L2=250.

[Tokasaterns nipuemmnemoctn mis n=10 AV < L1,

B ciyuae, ecru 3rageHne AV npesrimaer L1,
NPOBOIAT HCTIBITAHKE HA cnenylomux 20 obpasnax.
JUia n=30 AV <L1. Bece 3Ha4eHNA Xi JOJKHBL
YIIOBIETBOPATH 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
KommiecTBeHHOE  OIpe/ie/IeHue 14.11mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnextpodoromerpus) Or 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)

14,11mr/1a6 CCHHO3M/IOB B IepecyeTe Ha CeHHO3uz B B oHOii
Tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cooTseTcTByeT TpeGoBanuam HO | 3aknrouyenue: OJJOGPEHO
Checked by QC In-Charge / ) o Approved by QA In-Charge /
OokymeHT nposepeH OKK: ZE ; [okymeHT ogoBperH OOK: %
Date / Date /
Oara; 2% -0220247 [Jara: 2-5.02.2025
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIM3A

Page 3 of4/Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 485039

Batch Quantity / O6bem cepun:

5848packs / ynakoBok

“|AR No / Ananntauecknii oruer Ne : ARF/059/2025 |Date of Analysis / laTa apannsa:  25.02.2025

Date of Mfg / lata nponssogcrsa:  02/2025

Date of Expiry / I'ogen no:

01/2028

Analysis performed according ND / Anann3 nposeaén mo HJ/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / IloxkazaTenn

Ne Result / PesyabTaThl

Specification / Hopma

9 | Content of Methyl 0.040mg/tab
parahydroxybenzoate(HPLC)/
Copepxanue
METHIIaparuapokcudensoara 0,040Mr/Ta6
(BOXX)

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

10 [ MICROBIAL LIMIT TEST/ Mukpo6uonornueckas YucToTa

10a) | Total Aerobic microbial count / .10
OO61ee umcno a3pobHBIX

MWKPOOPTaHU3MOB

Not more than 10* c¢fu/ g / He Gonee 10° /r

10b) | Total combined yeast and mould
count / OBuiee uucno
TNIIECHEBBIX M IPOAIKEBBIX

rpubon

<10

Not more than 107 cfu/ g /He 6onee 10° /r

10¢) | Bile tolerant gram-negative
bacteria/ VcroiiunuBble K
JEHCTBHIO KETIH

rpaMOTPHLIATEIBHbIE 6aKTEpHH

Absent /OTCYTCTBYIOT

Not more than 107/ g/ He Gonee 107 /1

10 d) | Staphylococcus aureus

Absent /OTCyTCTBYIOT

Absentin 1 g/ OtcyrctBue B 1 T

10 ¢) | Escherichia coli

Absent /OTCyTCTBYIOT

Absentin 1 g/ OrcyrerBue B I 1

10 ) | Salmonella

Absent / OTCYTCTBYIOT

Absent in 10 g / Orcyrcrue B 10 g

Remarks : The Product conforms to ND/
Npumeuanue: MNpoayKr cooreeTcTayeT Tpebosanuam HO

Conclusion : APPROVED /
3aknroyenune: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[lokymeHT nposepeH OKK: 9_f/b‘o TlokyMEHT 0A06pEn OOK: %ﬁf/
Datel | - Date / .
fata: &5 -°11enL [ara: 2.5 0722025
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne ;. 485039

Batch Quantity / O6obem cepnn:  5848packs / ynakosok

AR No / Ananurnaeckuii oruer Ne : ARF/059/2025

Date of Analysis / JaTa aganuza: 25.02.2025

Date of Mfg / lata npon3soacTna:

02/2025

Date of Expiry / I'ogen mo:

01/2028

Analysis performed according ND / Anann3s nposenén mo HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne

Test / IlokazaTesb

Result / PesyanbTaThl

Specification / Hopma

11 | Package / YrakoBka

Package / Ynakoska - 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 Tabnerox B
OnmcTep U3 MICHKA
NOMTMBUHATIXITOPUIHOH
(moTMATHIICHOBOI/
HOTHBUHIIHASHXTOPUAHOM) H
amoMHHKEBoit (onery, no 25
GIHCTEPOB B KAPTOHHYIO TAYKY
C BIOXKeHHEM 25 MHCTPYKLui
I0 MPUMEHEHHIO.

Package / Vriakosxka - 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 ina
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 O1ucTep M3 IUIEHKH TPEXCAOHHOM
(TIBX/AT2MIBAX) w amtomuHueroit onsru. Io 2
wiu 3 GrucTepa BMeCTe ¢ MHCTPYKIHMEHt 1o
NPHMEHEHHIO B KapTOHHY0 nadky. [To 20 tabnerox
B OIHCTEp U3 IUTEHKH OMHBHHIIXIOPHIHOM
(MOAM3THAEHOBOI / IONMUBHHUIMAECHXIOPHIHOM) H
AMFOMHAHKEBOH (ombry, To 25 Gauctepos B
KapTOHHYIO NauKy ¢ BJIOKEHUEM 25 MHCTPYKLMIA 1o
NPHUMEHEHHIO.

12 Labeling / MapkupoBxa

According to ND /

B coorsercTBHM ¢ H]]

13 Storage conditions / Ycnosus
XpaHeHHs

In a dry place, at temperature below 25 °C. / B cyxoM MecTe IIpH TeMIepaType He

Beime 25 °C.

14 Shelf life / Cpok roguocTu

3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNMpoayKT cooTeeTcTBYET TpebosaHuam HO

Conclusion : APPROVED /
3akntoyeHue: OOOBEPEHO

Checked by QC In-Charge / =0
[okymeHT nposepeH OKK: “’ﬁ/ .

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

Bl

Date /

Nata: g e B

Date /

o
[ara: 25022027
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