Cipla

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Page1of4/Crp. 1 m34
Mipoayxr: CEHAIE®, TABJIETKH 13,5 mr %
|Batch Quantity / OfbeM cepun: 5843packs / yOAKOBOK

ART/262/2024 | Date of Analysis / lata anannza: 24.12.2024 ]
12/2024 [Date of Expiry / Tojen j0: 1172027
3 nposeaén no HJL: T1 N013745/01-180522, amend No. 1 dated

1 Specification / Hopma
¢

Product: SENADE TABLETS 13,5 mg
Batch No/ Cepus Ne: 484161

AR No / ARannTHuecKHi oT4eT Ne :
Date of Mfg / laTa NpOH3BOACTBA:
Analysis performed according ND / Anain
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 o7 09.07.2024

( N l Result / Pe3ybTaThl
Test / [Tokazarens
1 | Description / Onncanue Complies / COOTBETCTBYET ‘Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. 1t has CiPLA
monogram embossed on one side and central break-
line on the other, / TTockue KpyT.Tsie TAONETKY CO
CKOILEHHBIMW KPAAMH OT KOPHIHEBOTO 10 TEMHO-
KOPHYHEBOTO LBETA € BKPANJICHUAMM. Ha caned
cTopoHe TabIeTKH Bbl1aBCHO CITOBO «CIPLA», HA
ApYrof - IMHHA pasnova.
2 [dentification / [T0ATHHHOCTE
2a) | Anthraquinone glycosides / Complies / [ Ammoniacal solution turns a reddish colour /
AHTDAXMHOHOBYIE TAUKOITN CoOTRETCTBYET : SBKepTaumBaHue aMMHaYHOro pacTeopa B KpacHblX
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the -
(HPLC) CooTeercTaYeT chromatogram of the sample solution should i
MeTuanaparuapokeaferzoar corresponds to the retention time of the principle
(BAKX) peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution {refer test
«Methyl Parahydroxybenzoate») / Bpems
YASPKHUBAHHA OCHOBHOTO [MKA HA XPOMATOrpaMMe
HCTILITYEMOr0 PACTBOPE ICTAHO COOTBETCTBOBATH
BPEMEHH YIePKHBAHUS OCHORHOTO MTHKA Ha
XpOMATOTPAMME CTAHIAPTHOTO PACTROPA
METH/IAParnapokchdensonara {pa3aen
«MerTnanaparunpokcuGensoar),
3 | Average weight/ Cpeanss 2 /
wacea | 192.00mg / 192,00mr 189.99 mg =7.5% / 189.99 mr £7.5%
| |
Remarks . The Product conform
s 1o ND/ Conclusion :
\ sion : APPR
NpuMevanue: MpogykT cooTeeTcTBYeT Tpebosaruam HA | 3aknovenwe: O.E[OEF\'IEE}?S
Checked by QC In-Charge / A dby C
LlokyMeHT mposepen OKK. Y ep pproved by QA In-Charge /
p : . 0 1
OKYMEHT 0406peH OOK: QZ;JW
Date / =
[ara: 2% 12 - rod Date /
! fara; 2312 200K
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTH3IA

Page2 of 4/ Ctp. 2 n3 4
[Mpoayxr: CEHAJIE®, TABJTETKM 13,5 mr

[Product: SENADE TABLETS 13,5 mg

Batch No/ Cepun N : 484161 | Batch Quantity / OGbem cepHun: 5843packs / ynakoBOK
AR No / AnannTiueckii oTaeT Ne : ARFE/262/2024|Date of Analysis / JlaTa anannsa: 24.12.2024
Date of Mfg / laTa npou3BORCTBA: 12/2024 |Date of Expiry / F'oien no: 11/2027

3 npoeeaén no HJL: 11 N013745/01-180522, amend No. 1 dated

| EE—

Analysis performed according ND / Anaan
09.07.2024 / TT N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Specification / Hopma

F.Ne ‘ l Result / PeiyanTaThl |
Test / [lokazaTens )

18720 tablets NMT = 7.5 % / 18/20 ne Gonee £ 7.5

%
\ 5/20 tablets NMT +15% / 2/20 ne patee + 15%

Complies / CooTBETCTRYET

4 | Uniformity of weight /
OnHOpOAHOCTD MO MACCE

5 | Loss on drying / TloTepa & ‘ 2.0% ‘ NMT 6.0 % / He Gonee 6.0 %

macce §Ipy BhICYLUHBAHAN

77-87% NLT 70 % (Q) of sennosides in 120 minutes

6 Dissolution /
He meHee 70 % {Q) CEHHO3HAOB HCPE3 120 muH

PacteopeHue

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
in=30

_; AV < L1. All values of xi must satisfy the

i inequality:

: M-xi <0,01 x L2 = M.

LI =150:1.2=250.

[lokasaTens npueMIeMocti 1ng n=10 AV <1i.1.

B cayuae, ecad 3naueHue AV npesbiwaet L1,
APOBOIAT UCTIBITaHKe Ha cledyiownx 20 obpazuax.
JL1a n=30 AV < L1. Bce 3HA4SHUA Xi J0.DKHBI

* ¥10BIETBOPATL HEPABEHCTRY:

M-xi) 0,01 = L2 x M.

L1=150:1.2=250.

7 | Uniformity of Dosage units /
OmHOPOIHOCTL J03UPOBARNS

8 | Assay (Spectrophotometry)
KoawdecTeeHhoe onpeaeneHue 14.05mg/tab / : From 1-2']5 10123 mg (from 9‘0.0 . 107 of
P g sennosides calculated as sennoside B in one tablet. / |
Ot 12.15 20 15,53 mr (o7 90,0 1o 115,0 %)
{ 14.05MmriTaB CEHHO3HAOB B IEPECYETE HA CeHHO3MA B B 0aHOI
! TabneTke.
Remarks : The Product conforms to ND/
; Conclusion : A
gE:;(zl;a:yugCﬂlpogim co?TaeTCTByeT TpebosadHuam H | 3aknwyeHune: ggggggﬁé
n-Charge .

DokymeHT npoBepe OKK: cﬁ\—t,d Sgs;ﬁq\;i ?;Sé:é:%rg&ge g AS
Date / D
Data: Lo ir .7 o’).,'./ ,El::%'f 2 g 122 oA
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 3 of 4/ Crp. 3uz4

Product: SENADE TABLETS 13,5 mg

Tpoayxt: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepusi No ;484161

Batch Quantity / Ofbem cepum: 5843packs / ynakoBoK

AR No/ ARaauTHuecknii oTuer Ne &

ARF/262/2024 | Date of Analysis / laTa anain3a: 24.12.2024

Date of Mfg / [laTa npon3BoACTEA;

1272024 Date of Expiry / Fonen 10: 1172027

Analysis performed according ND / Ana.us nposeaéu mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nim. Ne 1 oT 09.07.2024

[ Ne | Result / Pe3yaeTaThl Specification / Hopma
| Test / TlokazaTens \
9 | Content of Methyl 0.039mg/tab ‘ 0.028 — 0.056 mg/rab. / Ot 0,028 10 0,056 Mr/Tab.
parahydroxybenzoate(HPLC)
ConepxaHue
MeTHInaparnapekcuieH3oaTa 0,039mr/1ab
(BIKX)
10 | MICROBIAL LIMIT TEST/ MukpoGHOIOrHYeCKag HHCTOTA

10a) | Total Aerobic microbial count/ 20 4
Obuiee MHEN0 aIpoOHBIX Not more than 10° cfu/ g/ He fonee 107 /1
MHKPOOPFraH{3MOB

106) | Total combined yeast and mould Not more than 10” cfu/ g /He Goaee 107 ir
count / Obilee MHCIO <10
TIJIECHEBBIX U NPOXKIKEBbIX i
TpuboB '

10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 107/ g / He Gonee 107/
bacteria/ ¥ cToliMnBbIE K
LOEHCTBHTO JKETIH
rpaMoTpHUATe IbHbIE BAKTRPHH

104 : ;

) | Staphylococcus aureus Absent /OTeyTCTBYIOT Absentin | g/ OtcyTeTBHE B I T

e — - : .
Escherichia coli Absent /OTCYTCTBYIOT Absentin | g/ OtcyTetBUe B8 1 1

101 | Sal : :

almonella Absent / OTcyTCTBYIOT Absentin 10 g /Oreyretaue g [0 g

Remarks . The Product conforms to NDf
. Conclusion : A
ggzg(zza;ug.cnlpogﬁn cocTeeTCTBYeT Tpebosanuam HI | 3aknoyenne: ggggggﬁé
y n-Charge / :
DokyMeHT npoBepeH OKK: i"‘*‘o ﬁgs;‘:n\;?r t;);g};)g:%rglzge / @w
. G tt
Date / 0 Date /
Aara: V2102 © i
Hata: 2812 2
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATU3A

Page 4 of 4/ Crp. 42 4

[Product: SENADE TABLETS 13,5 mg

IMpoxyxr: CEHAJE®, TABJTETKH 13,5 mr

|Batch No / Cepnsn Ne: 484161

Batch Quantity / Obnem cepun:

5843packs / yHaKOBOK

AR No / AnanaThdecknii oruer Ne; ARF 126212024

Date of Analysis / lata apamiia: 24.12.2024

Date of Mfg / /lata npon3soactpa:  12/2024

Date of Expiry / Uonen ao:

11/2027

Analysis performed according ND / Ananu3 npoBen€d no
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o1 09.07.2024

HA: I1 N013745/01-180522, amend No. 1 dated

[ N

Test / [oxkazaTens

Resuit / Pe3y1nTaTh!

|
\
-

Specification / Hopma

11 | Package / YnaxoBka

in a blister made of

25 patient information

gnucrep 13 NIEHKH

(MOAMITHNEHOBOH/

N0 NPHMEHEHHIQ.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with

a carton. / [1o 20 TaiaeToK B
MONUBHHTXIOPHAHONA
(TONMBUHIIHICHXIOPHIHON} M
anOMHHREBON POTbTH, N0 25

[ 5IMCTEPOR B KAPTOHHYHO NAYUKY
¢ BICKEHHEM 25 HHCTPYKUHH

Package / ¥ nakoska - 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 Ieaflets in a carton. fTlo 20
1aBIeTOK B BAMCTEP N3 TNEHKN TPEXCAOHHOH
(TIBX/TI/TIBIIX) 1 amoMnHueBOi ¢oaery. o2
wnu 3 Gnuctepa BMeCTe ¢ HHCTPYKLMER 1o
MPUMEHEHUIO B KADTCHHYHO TTAHKY. [To 20 Tabnetox
B GIMCTEP M3 TUIEHKY NOTMBHHAIIXAOPAAHOH
(nonuaTrAeHOBOI / NOIHRKEUAWACHXTOPHIHOR) H
AAOMHHUEBOH GONLIY, O 25 SNUCTEPOB B
KAPTOHKYIO NAYKY ¢ BNOXERAEM 23 WHCTPYKLMA No
APHUMEHEHHIO,

leaflets in

12 Labeling / MapkupoBxa According to ND /
_ B cootseTcTBHK ¢ HH
13 Storage conditions / Ycaosus i Inadey L
Ve : y place. at temperature below 25 °C./ B ;
o tn & dy plac p CYXOM MECTE NPH TCMIIEPATYPE He
14 Shelf life / Cpok roasoctn | 3 vears / 3 roxa

Remarks : The Product conferms to ND/
Mpumeyanme: Mpoaykr cooTBeTcTBYET TpeboBarnam H/,

Conclusion : APPROVED /
3aknwyerwe: OQDOBEPEHC

Checked by QC In-Charge /
flokymeHT npoeeper OKK: -';ﬁ_,LH”

| HokymeHT oaobpen OOK:

Approved by QA In-Charge /
/%waug_

Date /

Oata: 2% 12202y

Date /

[arta: 2912 2en 4

FMQC003-15-10
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