Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIH3A

Page 1 of4/Crp. 1 w3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 484154

Batch Quantity / O6bem cepan:  S5850packs / ynakoBoK

AR No / AnaanTHuecknii oT4er Ne ; ARF/254/2024

Date of Analysis / Jata anaansa; 18.12.2024

Date of Mfg / laTta npou3soactsa: _ 12/2024

Date of Expiry / I'oaeH 003 11/2027

Analysis performed according ND / Araans nporenén no HII: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nam. Ne 1 o7 09.07.2024

%]

Test / MoxkazaTens

Result / Pesyabrathl |

Specification / Hopma

I | Description / Onucanne

Complies / CooTBeTCTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. [t has C[PLA
monogram embossed on one side and central break-
line on the other. / [nockKe Kpyriikie TA0IETKH CO
CKOLIEHHLIMH KpagMH 0T KOPHUKEROTO 10 TEMHO-
KOPHMUYHEBOTO UBeTa ¢ BKpannenuamy. Ha oanofi
cTopoue TabneTky BhitasneHo ¢noso «CIPLA», na
TIP¥rO# - THHRWA Paziova.

2 Identification / [loAnHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTRYET OKpallHBaiie aMMHaYHOTO PacTBOpa B KpacHbii
AHTPaxvHOHOBbIE TIHKO3M;1bI
HBeT.

2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY COOTRETCTBYET chromatogram of the sample solution should
MeTtunoaparnapokcnbeH10aT corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpexsa
yAEpPKHBAHHA OCHOBRHOTD MHKA HA XPOMATOrpaMMe
MCIBITYEMOrO PACTBOPA JOTKHO COOTBETCTBOBATH
BpEMEHH YIePAHBAHNS OCHOBRHOTC TTHKA HA
XPOMATOrpamMMe CTaH1apTHOTO pacTeopa
MeTHANaparuapokcudensoaTa (paszae
«Metunanaparnapokcubensoar).

L]

Average weight / Cpeanss
Macea

188.87mg / 188.87mr

189.99 mg £7.5% / 189,99 Mr =7,5%

Remarks : The Product conforms to ND/
Npumeuanue: MpofyKT cooTBETCTRYET TpeSosaHuaM HJ

Conclusion : APPROVED /
3aknyenne: OQOEPEHO

Checked by QC In-Charge /
DokymeHT npoeepex OKK: ""‘f\/w

Approved by QA In-Charge /
JoxymenT onoBpen OOK:

e

Date /

2—— ' -
Hava: B N2ore2y

Date /

fata: 2322004
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Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 484154

Batch Quantity / O6nem ceprn:

5850packs / ynakoBox

AR No/ AnainThsecknil oTuer Ne: ARF/234/2024(Date of Analysis / Jlata ananmza: 18, 12.2024

12/2024

|Date of Expiry / Togen no: 11/2027

Date of Mfg / JlaTa npoM3BOACTEA:

Analysis performed according ND / Arajiu3 nposeén no
09.07.2024 / TI N013745/01-180522, ni3m. Ne 1 ot 99.07.2024

H/I: I N013745/01-180522, amend No. 1 dated

Ne | l Result / PeayibTaThl Specification / Hopma
Test / Nokalate s

4 | Uniformity of weight/ Complies / CoOTBETCTRYET 1820 tablets NMT £ 7.5 %/ 18/20 ne Gonee = 7.5
OIHOPOOHOCTE IO Macce %

2/20 tablets NMT =15% / 2/20 ne Gonee = 15%

5 | Loss on drying / TloTepsa 8 2.2% NMT 6.0 % ! He Soaee 6,0 %0
Macce NpH BbICYLIHBAHHU

6 | Dissolution / 78-90% NLT 70 % (Q) of sennosides in 120 minuies
Pacteopenne He menee 70 % (Q) cennosunos yepes 120 muu

7 | Uniformity of Dosage units / AV=54 The acceptability index forn =10 AV =L1.
OIHOPEAHOCTL JO3MPOBAHNAA 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 = M.
L1=150;L2-250.
[Moxazatens npuemIeMoctd ama n=10 AV < L1
B cayuae, ecin 3naveHne AV mpesbiiaeT L1,
fPOBOIAT UCTIBITAHME Ha Creayiowkx 20 odpasuax.
Iaa n=30 AV < 1.1. Bce 3HaueHus Xi 10;UKHABI
VIOBICTBOPATL HEPABEHCTRY:
M-xi| <0,01 x L2 x M.
L1=150;:L2=250.

§ |Assay  (Spectrophotometry) - From 12.15 to 15.53 mg (from 90.0 fo [15.0 %) of
KonuuecTBeHHoe onpeaeneHve [4.06mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpodoTomeTpun) OT1 12,15 10 15,53 mr (01 90.0 10 115.0 %)

14.06mr/Tad CEHHO3HAOB B NCPECHETE Ha CeHHO3MA B B 03n0#
| | TadneTke.

Remarks : The Product conforms te ND/
Mpumevanue: MpodykT cooTBeTCTAYET TpeboBannaM HI

Conclusion : APPROVED !/
3aknwvenune: QQOEPEHO

Checked by QC In-Charge / Y
LokyMeHT nposepeH OKK: it""

Approved by QA In-Charge /
DokymeHT opoSpen OOK:

%)FCQFPJ
‘_"',,_.---'—'_ —

Date /
Nara:

M‘IQ‘MLH

Date /

Dara: 292 24
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIW3A
Page 3 of 4/ C1p. 3 M3 4
Product: SENADE TABLETS 13,5 mg TIpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Baich No/ Cepna Ne: 484154 Baich Quantity / O6bey cepun:  5830packs / ynakoBok |
AR No / AHasTHuecKnmi oTaer Ne : ARF/254/2024|Date of Analysis / [lata anaunza: 18.12,2024
Date of Mfg / lata npou3ssoactea:  12/2024 Date of Expiry / Toxen no: 11/2027

Analysis performed according ND / Ananw3 nposenén no H/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nasm. Ne 1 ot 09.07.2024

Ne l Result / Pe3ynbraThl Specification / HopMa

Test / MNokazaTens

9 | Content of Methyl 0.041mg'tab 0.028 — 0.056 mg/tab. / OT 0.028 n0 0,056 Mr/Tab.
parahydroxybenzoate(HPLC)
Conepxanue
MeTunnaparuapokcubensoara 0,04 iMriTad
(BIKX)

10 | MICROBIAL LIMIT TEST/ MukpeGnoaoraueckan HHCTOTE

104) | Total Aerobic micrabial count / 20
O6iuee uncno a3pobHEIX Not more than 10* cfu/ ¢ / He 6oztee 10° /r
MHKPOOPI"&HH3MOB :
10b) | Total combined yeast and mould Not more than 10° ¢fu’ g /He Gonee 107/
count / OBlee yucno <10
NMIECHEBLIX H IPOHCKEBBLIX
rpubos
10 ¢) | Bile tolerant gram-negative Absent /OTeyTCTBYIOT I"Not more than 107 / g / He onee 107/
bacteria/ YeToliunseie k !
JA¢HCTBHIO KENUH :
rpaMoTpHuaTeibHele BakTepHn
10d) | Staphylococcus aureus Absent fOTCYTCTBYIOT Absentin | g/ OrcyTtctsue s I r
10e) | Escherichia coli Absent /OTCYTCTRYIOT Absentin | g/ OteyTeTRHe B 1 1
109 | Salmenella Absent / OreyTeTBYIOT Absentin 10 g /OTteyreTBHE B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED {
Npumevanme: [poaykT cooTeercTByeT TpeboBaruaM H | 3aknwyenve: QOOBPEHO
Checked by QC In-Charge / & A
poroved by QA In-Charge/ -
[okyMeHT nposepen OKK: = [loXyMeHT 0406pen OOK: /@lw
Date /
Q2% -0 . Date /
Harta: 2 - Lot Rarta: 28 1\ 2024

FMOQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUHDHKAT AHAIM3A

Page 4 of 4/C1p. 4 m3 4

Product;: SENADE TABLETS 13,5 mg TipoayxT: CEHAJIE®, TABJETKH 13,5 mr

Batch No/ Cepuin Ne; 484154 Batch Quantity / OObvem cepun:  5850packs / ynaxkosex

AR No/ Anamurauecksii otuer Ne : ARF/254/2024 | Date of Analysis / Aara anaan3a: 18.12.2024

Date of Mfg / laTa npoussoacTea:  12/2024 Date of Expiry / I'oged po: 11/2027

Analysis performed according ND / Anaans nposeaén no HJ(: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uam. Ne 1 o1 09.07.2024

No Result / Pe3yabTathl Specification / Hopuma

Test / [lokazaTenn

11 | Package / ¥nakoska Package / Ynaxogka - 20 tablets Package / ¥ nakoska - 20 1ablets in a blister made of
in a blister made of three-laver PYC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a

aluminum foil. 25 blisters with  |carton. 20 tablets in a blister made of PYC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with

a carton. / [t 20 TabneTox B 25 patient information leaflets in a carton. / [o 20
BIHCTEp U2 ANEHKH TabneTox B GNUCTEP U3 ILIEHKH TPEXCIOHHOM
MONHBUHHAXIOPHAHON {OIBX/TVATIBIX) w antoMuHUeBoi doubru. [To 2
(MoaK3THICHORO/ unu 3 GnHeTepa BMECTe € MHCTPYKUMEH MO
NOJIMBHHUAHACHXIOPHAHON) U [MPUMCHEHHIO B KapTORKYI0 nauky. [1o 20 Tadretok
aTEOMHUHUEBOH doNbru, N 23 B GNHCTED U3 NAEHKH TTONHBHHKAXIOPHIAHO#H

GIMCTEPOR B KAPTOHHYH YKy  |(MONMITHIEHOBOH / NOTHBUHAIUIEHXOPHIHON) U
¢ BIOMEHHEM 235 HCTPYKUMIA AOMUHHEROH (onkri, o 25 danucTepos B

Q¢ IPHMEHERKIO. KapTOHHYI) Na4Ky C BIOACHHEM 25 HHCTPYKUMH no
i IPUMEHEHHIO.
12 Labeling / MapxupoBka According to ND ¢
B cootBetcTBuH ¢ H]T
13 Storage cenditions / Ycaosus In a drv place. at temperature below 25 °C. / B cyxom mecTe npﬁ TeMneparype He
XPAHCHUA peitue 25 “C.
14 | Sheif life / Cpok roaunocTu 3 years/ 3 roaa
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanme: MNpogy«T cooTBETCTBYET Tpeboranuam HO | 3aknkyenwne: QAOBPEHO
Checked by QC In-Charge / i Approved by QA In-Charge /
AokymeHT nposeper OKK: ?ﬁ\:t”’o ! DokymeHT oaoBper QOK: ;@/\/“}3—?/
Date / | Date /
flata: 2%\ 2ot ; Dara: 2 BNL 2
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