Cipla

CERTIFICATE OF ANALYSIS
CEPTUGHKAT AHAJU3A

Page10f4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

Tlpoaykr: CEHA,IIEs, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 484155

Batch Quantity / Obsem cepun:

5848packs / ynakoBOK

AR No / AnaanTryccknii orser Ne : ARF/256/2024| Date of Analysis / lata ana.1m3a: 18.12.2024

Date of Mfg / Jlata nponssoactsa:  12/2024

|Date of Expiry / T'oaen ao0:

11/2027

Analysis performed according ND / Anayns nposenén mo HA: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne |

Test / TlokazaTels

Resuli / PeaynpTaThl |

Specification / Hopma

1 | Description / Onucanue

Complies / CooTreTcTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. [t has CIPLA
monogram embossed on one side and central break-
line on the other. / [Inockue xpyribie TaDAETEH CO
CKOLICHHBIMH KPagMH 0T KOPUYHEBOIC 10 TEMHO-
KOPHMHEBOTO UBETA ¢ BEparLieHiamy. Ha onHOH
cTopose TafNeTky BLAABIEHO CIOBD «CIPLA», Ha
Apyro# - JMHUA pasIoma.

1

2

Identification / TIoL1KHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
) CooTBeTCTBYET i OKpalluMBaHHE aMMHAYHOTC pacTBopa B KpacHslit
ANTPaXWHOHOBEBIE TITHKO3UIBI
uBer.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
{HPLC}/ CooTBeTcTBY ST chromatogram of the sample solution should
MeTuanaparsdopokcufeHzoar corresponds to the retention time of the principle
(B3XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
aMethyl Parahydroxybenzoates) / Bpems
yaepxHBaHHA OCHRBHOMD MHKA Ha xpomamrpa_\q.\de
HCTIBITYEMOTO pacmopa DONAHT CODTRETCTROBATL
BPEMEHH Y ISP HBAHUEA OCHOBHOrO Nika Ha

| XpoMaTorpamMue CTaHIapTHOTO PACTBOPA

" METHINaparuaporcHdeH3oaTa (paiaen
«MeTnanaparuapokcufeHzoar),

3 | Average weight /! Cpeanas
| macca \

190.74mg ¢ 190,7dmr

1189.99 mg =7.5% / 189.99 mr £7,5%

Remarks - The Product conforms to ND/
MNpumevanne: MpogykT cooTeeTCTayET TpeboBaHwaM H

Conclusion : APPROVED /
3axnwvyenune: OQOOBPEHO

Checked by QC In-Charge /
LokymeHT nposepen OKK: 7£-/t'"p

Approved by QA In-Charge / o
DokymeHT o506peH OOK: /,ghg(r}

Date /
Hara:

0.% \r.2e2 Yy

| Dara:

Date /
25 L. A4
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Page 2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne :

484155

Batch Quantity / O0bem cepuu:

AR No / AHanaTHaecKHi oruet Ne s ARF/256/2024

Date of Analysis / lara anannia: 18.12.2024

5848packs / ylnakoBok

Date of Mfg / /lata nponisoactea:  12/2024

Date of Expiry /T'oaen no:

11/2027

Analysis performed according ND / Anaans nposeaén mo H/L: I1 N013745/01-180522, amend No. 1 dated
109.07.2024 / 11 N013745/01-180522, uam. N 1 o1 09.07.2024

[ e

Test / [lokazaTenn

Result / PedyILTaTsl

Specification / Hopma

|

4 | Uniformity of weight / Complies / CoOTBETCTBYET 18720 tablets NMT £ 7.5 %/ 18/20 ne 6onee = 7.5
ONHOPOIHOCTL NG MACCE Yo
2120 tablets NMT =15% / 2/20 ne bonee = 15%
5 Loss on drying / Tloreps B 2.2% NMT 6.0 % / He 6onee 6,0 %
Macce [pH BLICYLIHBAHUY
6 | Dissolution / 77-91% NLT 70 % (Q} of sennosides in 120 minutes
PacTeopenune He menee 70 % (Q) cennoauaos vepes 120 MuH
7 | Uniformity of Dosage units / AV =358 The acceptability index forn =10 AV <LI.
QaHOpONHOCTS A03UPOBAHHA 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
i inequality:
M-xij< 0,01 x L2 x M.
L1-150:L2=250.
| [MokasaTens npuemiemMocTn 118 =10 AV = L1,
' B ¢ayuae, ecii 3Havenve AV npeswinaer L1,
| NPOBOIAT HCMbITAHHE Ha cneayrownx 20 ofipasuax.
" JAns n=30 AV < L1. Bce 3HAYEHMA Xi TOIKHBI
YAOBNETBOPATh HEPABEHCTRY:
[M-xi| <0.01 x L2 x M.
L1 =150; L2 =250.
8 | Assay (Spectrophotometry) | From {2.1510 1553 mg (from 90.0to 115.0 %
i i ! ) ' . R ) of
Fgg:::;;;i?gS,ZTpOHI:{I;m&ICHHe _; 14.08mg/tab / sennosides calfulated as sennoside B in one tablet. /
A O1 12,15 no 15,33 mr (o1 90,0 a0 115,0 %)
14,08mr/Tat CEHHO3U/OE B IEPECUETE HAa CEHHO3IMA B B 0an0ji
Tabierke.
Remarks : The P -
Npumeanwe: Flrzg:;;t- 2223.22:2 EE"T . Conclusion : APPROVED /
Checked by QG In- yeT TpeBoBaruam HI | 3akmoyenne: OfOBPEHO
ed by QC In-Charge / Approved by QA |
Hokyment nposeper OKK: ;:ﬁ’ &L PP Y n-Charge / ‘%’\Ld—?’
. i [lokymeHT ogoGped OOK: e
Date / o s Date 7
fara: 12 2edy fNara: 2812 2004

FMQCO003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTU3A

Page3 of4/Crp.3 u3 4
=

Product: SENADE TABLETS 13,5 mg

Tpoaykt: CEHAJE®, TABJIETKH 13,5 mr

Batch No/ Cepun Ne: 484155

Batch Quantity / O6bem cepuu:

5848packs / ynaxoBok

AR No / AHQITHTHUECKHHA 0THeT No ¢ ARF/256/2024 Date

of Analysis / JlaTa anasiu3a: 18.12.2024

'Date of Mfg / lata npou3soncrsa:  12/2024 Date

of Expiry /T'oaen no: 11/2027

Analysis performed according ND / Ananus npoBexéd 1o

HII: 1T N013745/01-180522, amend No. 1 dated

09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PesyabTatThl |

Specification / Hopma

Ne
Test / TlokazaTeldk

9 | Content of Methyl 0.044mg/tab 0.028 — 0.036 mg/tab. / Ot 0,028 nc 0,056 mr/Tad.
parahydroxybenzoate(HPLC)
Conepxanue
MeTdanaparsapokcufenzoara 0.044mriTab
(BXKX)

[0 | MICROBIAL LIMIT TEST/ Mukpodnonorkueckas UacroTa h

103} | Total Aerobic microbial count / ‘ 40
Ofee 4HCnO a3POTHBIX Not more than 10° cfui g / He Gonee 10"t
MWKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than {0” cfu’ g /He Goace 107 /r
count / OBwee yucno <10
ILIECHEBLIX H IPOKKEBbIX )
rpnbos !

I |

1te) | Bile tqlerant gram-negative " Absent /OTCYTCTRYIOT Not more than 10°/ g ! He Gouee 10°/r
bacteria/ YcToHUMBLIE K
JeHCTBHIO KeSTu
IPaMOTPHULATEIbHBIE DAKTEpHH

10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin | g/ OtcytctBuee 1 1

10e : ichi f ;

_” FSChc“Ch‘a coli Absent /OTCyTCTBYIOT Absent in | g/ OtcyTcTBUe B | 1
10 ' . -
0 | Salmonella Absent ! OTeyTeTBYIOT Absentin 10 g / Orcytetere 8 10 g

Remarks | The Product conforms to NDJ
MNpumevanne: NpofyKT COOTBETCTBYET TPeBOBaHMAM HI

Conclusion : APPROVED |
Jaxnwouenne: OQQOBPEHO

Checked by QC in-Charge /
fokymenT nposepeH OKK: iw

Approved by QA In-Charge /
HokymenT cgetpen QOK:

/@wﬁ-ﬁ
Loy

Date /
Dara:

2—-—~8"\2.'2-“\'.‘).)_L|

Date /
HaTa:

WA For B o

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, G
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A

Page 4 of 4/ Cyp. 4 u3 4

[Product: SENADE TABLETS 13,5 mg

Tpoxyxr: CEHAJIE", TABJIETKH 13,5 Mr

Batch No / Cepns Ne :

484155

Batch Quantity / O6bem cepun:

5848packs / ynakoBoOK

AR No / AamnTHyecknii oraer Ne; ARF/256/2024

Date of Analysis / [lata anaansa: 18.12.2024

Date of Mfg / lata npou3BoACTBaA;

12/2024

Date of Expiry / Iogen no:

11/2027

Analysis performed according ND / Anam nposeatn mo HJI: IT N013745/01-180522, amend No. 1 dated
109.07.2024 / 11 NO013745/01-180522, uzm. Ne 1 or 09.07.2024

T

Test / IMoxa3zare/s

Result / Pe3yasTaThl

Specification / Hopma

11

Package / ¥ naxoBka

Package / YnaxoBxa - 20 tablets
in a blister made of
PVC/PEPVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [1o 20 TabneTox B
O1MCcTeP U3 MIEHKH
MOAMBHHEHNXNOPHIHOH
(MONUITHIEHOBOI/
NOAMBHHUNHAEHX TOPHAHOMH) H
ATOMHHYEBOI (ONBIH, N 25
OIUCTEPOB B KAPTOHHYKY TIAYKY
¢ BAOKEHHEM 25 NHCTPYKUWH
{10 PHMEHEHHIO,

Package / Ynaxogka - 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. / [lo 20
TabNeTOK B DNHCTEP U3 IIEHKH TPEXCNOHHONA
(MBXATHTIBIX) 6 a10MUHKEROA PONBIH. Mo2
WK 3 GILECTERa BMECTE C MHCTPYKLIMEH No
NPAMEHEHHUIO B K2PTOHHYI0 nadky. [To 20 tabaerox
B GRUCTED U3 MIEHKH NOJHBUHHIXIODHAHOMH
(MONUITHIEHOBOH / IOTUBHANIMIEHXIOPUIHO ) K
amosuHuesoil honery, ne 25 daucTepos B
KAPTOHHYIO NAuKy C BAOKEHHEM 25 HHCTPYKLUHI N0
TIPUMEHEHHIO.

12 Labeling / Mapkuporka According to ND /
B cooTteeTcTBHU ¢ H]]
13 Storage conditions / YcoBus In a dry place. at temperature below 25 °C. / B cyx0OM MecTe TpH TEMTIEPATYE He
| XPAHEHHS aeimge 235 °C, '
14 :

] Shelf life / Cpok ronHocTH

I

3 vears/ 3 roga

Remarks : The Product conforms to ND/
Npumeuanune: MNpoaykr cooTeETCTBYET Tpebonanusm HI

Conclusion : APPROVED /
3axmovenune: QOBPEHO

Checked by QC tn-Charge /
JoxymeHT npoBepeH OKK:

A

Approved by QA In-Charge /
dokyment ogobpen OOK: /@’;‘Eﬁ

Date /
HaTa:

2% \2- o2y

Date /
Harta:

2811 o4
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