Cipla

CERTIFICATE OF ANALYSIS

N CEPTUDOHKAT AHAJIU3A
] Page 1 of4/Crp. I n3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJE", TABJETKH 13,5 mr
Batch No / Cepus Ne: 484003 Batch Quantity / O6bem cepun:  5842packs / ynakoBok
AR No / Anasimruueckuii oruer Ne : ARF/055/2024 Date of Analysis / ara ananusa: 17.05.2024
Date of Mfg / /lata nponsBoacrea:  04/2024 Date of Expiry / 'oaen no: 03/2027

Analysis performed according ND / Ananns nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / H1 N013745/01-180522, n3m, Ne 1 o1 09.07.2024

Ne Result / PesyabTaTh Specification / Hopma

Test / NokazaTe.In

l Description / Onucanne 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. / [Tnockue kpyriste TabneTku co
CKOLIEHHBIMH KPasMy 0T KOPHUHEBOTO J0 TeMHO-
KOPHYHEBOIO LUBETA ¢ BKpailedusmi. Ha onnoi
cTopoHe TabneTkH BblaaraeHo cnoso «CIPLA», Ha
NPYTO@A - JHHUA pa3ioma.

2 Identification / [10ATHHHOCTD
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTRYET OxpaliyBaHUe aMMWAuYHOTO PACTBOpAa B KPaCHbI
AHTPaXxMHOHOBBIE ITHKO3U/bE
LEBET.
2b) | Methy] Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
Meruanaparuapokcubenzoar corresponds to the retention time of the principle

(BIKX) peak in the chromatogram of the Methyl
Parahydroxvbenzoate standard solution (refer test
«Methy!| Parahydroxybenzoate») / Bpema
YIEPKHUBAHMA OCHOBHOIO M1Ka HA XPOMATOrpaMme
HCTLITYEMOrO pACTBOPA TOAKHO COOTBETCTBOBATE
BPEMEHH YIEPKHBAHMS OCHOBHOIO FIMKA Ha
XPOMATOTPaMME CTaHAAPTHOTO PacTBOpPA
METURNaparuapokcuenzoata (pasaen
«Metunnaparnapoxcudensoar).

3 | Average weight / Cpennss 186.28mg / 186.28mr 189.99 mg =7.5% / 189,99 Mr £7,5%
mMacea

Remarks - The Product conforms to ND/f Concilusion : APPROVED /

Mpumevanue: Mpogykr cooTeercTeyeT Tpeborannam HO | 3aknwyenue: QAOEBPEHO

Checked by QC In-Charge / e’ Approved by QA In-Charge /

DoxkymeHT nposepeH OKK: ‘5:E/ ' [oxymeHT oaobper OOK: %—,
Date / Date /

. < 249.C77- 2
Nara: 2.0 ro2tf [ata: 4 7202\
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHUKAT AHAJIM3A

Page 2 of 4/ Ctp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepus Ne ;484003 Batch Quantity / O6nem cepun:  5842packs / vnaxosok
AR No / Ananurnuecknii oruer Ne: ARF/055/2024 | Date of Analysis / lata anaamsa: 17.05.2024
Date of Mfg / laTa npouzsoacTha:  04/2024 Date of Expirv / l'oaen go: 03/2027

Analysis performed according ND / Ananns nposeaéu no H: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Ne Result / PesynibTaTsl Specification / Hopma
Test / [TokazaTean

4 | Uniformity of weight / Complies / CooTsetcTByeT 18720 tablets NMT + 7.3 %/ 18/20 ne Gonee + 7,5
OAHOPOAHOCTL NO Macce %

2720 tablets NMT +13% / 2/20 e Gonee = 15%

5 | Loss ondrying / [Toteps s 2.8% NMT 6.0 % / He Gonee 6,0 %

Macce TIPH BBICYWWHBAHHM

6 Dissolution / 77-93% NLT 70 % {Q) of sennosides in 120 minutes
PacTBopenue He menee 70 % (Q) cennozunaos vepes 120 vun

7 ¢ Uniformity of Dosage units / AV =33 The acceptability index forn= 10 AV < L1,
OOHOPOAHOCTE N03MPOBAHUS In the case where the value of AV exceeds L.1. 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=150;L2=250,

[TokazaTens npueMaeMocTH 1A n=10 AV < L1,

B cnyuae, ecn 3naverue AV npesbiaer L1,
NPOBOAAT MCOBITAHKME Ha cneayioumx 20 obpazuax.
Hnan=30 AV <L|. Bce 3Hauenun Xi nom#Hbl
YI0BNETBOPAThL HEPABSHCTBY!

IM-xi < 0,01 x L2 =« M,

LI =150:1.2=250.

8 | Assay {Spectrophotometry) From [2.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHOe onpeneneHue 13.94 mg/tab / sennosides calculated as sennoside B in one tablet. /
{Cnextpodoromerpus) O712.15 no 15,33 mr (o1 90,0 10 115.0 %)

13.94Mr/rab CEHHO3HOB B MiepecueTe Ha ceHHo3ua B B oaHol
TabuieTke.

Remarks : The Product conforms to NDf
Mpumevanue: MpoaykT cooteeTcTBYET TPEGOBaHWAM HI

Conclusion : APPROVED /
3aknwuenune: OQOBPEHO

Checked by QC In-Charge /
NokymeHT nposeper OKK: 9£"£’J

Approved by QA In-Charge /
dokymeHT ogobpen OOK:

TS

Date /

fara: 24T reor

Date /

Jata: AN - 20y
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Cipla

CERTIFICATE OF ANALYSIS

* CEPTU®UKAT AHAJTH3A

. Page3 of 4 /Crp. 3 u3 4
{Product: SENADE TABLETS 13,5 mg [poaykr: CEHAJIE", TABJETKH 13,5 mr
|Batch No / Cepust Ne: 484003 Batch Quantity / O6nem cepun:  5842packs / ynarosok
AR No / Auanurnueckuii oTaet No : ARF/055/2024 | Date of Analysis / Jara anannza: 17.05.2024
Date of Mfg / lara npoussoacrea:  04/2024 Date of Expiry / I'onen ao: 03/2027

Analysis performed according ND / Ananus nposeaés no HI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 or 09.07.2024

No Result / Pe3ynbTaThbl Specification / Hopma

Test / Nokaszareas

9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab, / O1 0,028 20 0,056 Mr/Tab.
parahydroxybenzoate(HPLC)/
Coaepmanue .
MeTHInaparupokcubeHsoaTa 0.043Mr/Ta6
(BIXX) '

10 | MICROBIAL LIMIT TEST/ MukpoSuonornueckas YHCTOTa

10a) | Total Aerobic micrebial count /

Ofuiee 4ueao a3podHeIX 20 Not more than 10* ¢fu/ g / He 6onee 10* /r
MHKPOOPraHU3IMOB
106 | Total combined yeast and mould Not more than 10° c¢fu/ g /He Gonee 10 /1
count / O0mwee 4yneao <10
TL1CCHEBLIX H IPOMHEBLIX
rpudoB
1t ¢} | Bile tolerant gram-negative Absent /OTcyTCTBYHOT Not more than 107/ ¢ / He Gonee 107 /r
bacteria/ YcToORYUBLIE K
NeHCTBHIO KenyH !
rpaMoTpHUATEIbHbIE DaKTEpUH
10d} | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin 1 g/ OrcyterBues I r
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin | g/ OtcyterBues [ r
109 | Salmonella Absent / OTcyTeTBYIOT Absentin 10 g / OteytetBHe B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpogyxT cooTeeTCTBYET TpeboBaHuam HA 3axkniouenne: OQOBPEHC
Checked by QC In-Charge / D Approved by QA In-Charge /
HokymeHT npoeeper OKK: =’_'£/ . " DokymeHT opoBper OOK: %ﬁ;
Date / ‘ : Date /
q.0T ror 1 O
Qara: 29T H _fara: 2407 zony
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTH®HKAT AHAJIH3A

Page4of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

MNpoaykt: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 484003 Batch Quantity / O6nem cepun:  5842packs / ynakoBok
AR No/ Anaqanrayecknii otaer Ne : ARF/055/2024|Date of Analysis / Tata anaauza: [17.05.2024
Date of Mfg / lata upouzsoacrea: (4/2024 Date of Expiry / 'oaen jo: 03/2027

Analysis performed according ND / Aua;mz nposenén mo H: I1 N013745/01-180522, amend No. 1 dated
09.07,2024 / TT N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No Result / PesyawTaTnl Specification / Hopma
Test / TokasaTens
11 | Package / Ynakoska Package / Ynakoska - 20 tablets . .
a blTster made of Package / ¥nakoska - 20 tablets in a blister made of
PVC/PEPVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
alumlin-uﬁ] foil. 25 blisters with | °F 3 blisters and a patient information leaflet in a
35 patient inf0~rmation feaflets in | SArton- 20 tablets in a blister made of PVC
o 1o 20 atmen o |/PE/PVDC film and aluminum foil. 23 blisters with
BAACTED 13 NACHK ’ 25 patient information leaflets in a carton. / TTo 20
J o -~
nowaupuunxmpum-ioﬁ TabneTok B HAUCTEP U3 MICHKH TPEXCAOITHOIH
(néma‘rmemnoﬁf (IMBX/T2/TIBJX) u antomuruesoit hoauru. Mo 2
noﬂnsmémenxndpumoﬁ) " UM 3 GnycTepa BMECTE ¢ HHCTPYKHHUEH No
aHMMHHMéBOﬁ honerw, o 25 NPUMEHEHHIO B KAPTOHHYIO nadky. [lo 20 tabaerok
S/ HCTEDOB B KapTOHHy‘IO nz;my B ONIICTEP W3 MAEHKY NOJHBHHMAXIOPHIHOMN
c BHO}KEH%M 25 HHCTDVKI {noaWITUNCHOBOH / TONMBUHITIEHXIOPHAHON) U
o npumeﬁem:m Py AMOMUHUEBOH (onbry, no 235 6IHCTepos B
’ KapTOHHYIO NAYKy ¢ BIOKEHHEM 25 HHCTPYKUHIE 1O
[IPUMEHEHUIO.
12 Labeling / Mapkupogka According to ND /
B cooTteercTBHH € H/T
13 Storage conditions / YcnoBus In a dry place, at temperature below 25 °C./ B cyxom MecTe NpH TemnepaType He
XpaHeHWA Bbilue 25 °C.
14 Shelf life / Cpox roanocTu 3 years /3 rona

Remarks ;| The Product conforms to ND/
MNpumeyanue: TpoaykT cOOTBETCTRYET TpeboBaHuaMm Hf

Conclusion : APPROVED /
3aknwuenne: OQOBPEHO

Checked by QC In-Charge /
[okyment npoeepen OKK: -:s:f,'t-'.”

Approved by QA In-Charge /
HokymeHT oaobpeH OOK:

L

Date /

[ara: 2-G8. 67T o2y

Date /

24-C - 2024
[ara: "
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