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InenTudikaTop HOKYMEHTY:
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CepTudikat BUIIYCKY

Bupobnux JandCkan Cxornang Jlimiten
(Lifescan Scotland Limited)

HpoxykT Tect cmyxku OneTouch Ultra

Homep naprii rorosoi npoayxmii 5778841

BayTpimHiii HOMep roToBOro NpogyKTy 02082808 , AA

Koundirypanis ynakoBKH i MapKYBaHHA 1Jis

KpalH| NOCTAYaHHA

OTU cmyxku 2x25 UA (LE)

JaTra BupoGHRUTBA

08 ciuus 2024

IlpupaTHuii 1o

2025/08

KinbkicTh yHaKoBOK

4073

Crarye yHakoBKH

Ilopne nakyBaHHSA

Kop kaniopyBanus 25
Indopmanist Npo KOHTPOJILHHUN PO3IYHH 117- 6,5-8,8
159mr/an MMOJIB/JI
PiBeHb III0KO3H B Mexxax TOYHOCTI KpPOBi PisHund cepelHiX 3HAUEHD
Pigenn 1 1,36 -1,12
SDB < 3,5 mr/ni Big -6,4 10 5,6 Mr/an
He 32¢T0COBY€ETLCH He 3acToCOBYEThCH
SDB Bia 3,5 no 3,75 mr/na Bix -5,9 xo 5,1 mr/an
He 3acTocoBYyeTHCH He 3acTocoBy€eThCH
SDB six 3,75 o 4,5 mr/on Bix -3,9 no 3,1 mr/nn
Pigenn 2 1,60 0,72
SD%B <5,5 % Bin -5,2 5o 6,8 %
PiBens 3 1,80 2,33
SD%B <5,5 % Bin -2,5 1o 7,5%
Piens 4 1,86 3,48
SD%B <5,5 % -1,3 10 8,7%
Piens 5 1,86 4,54
SD%B<5,5 % -0,7 10 11,3%
Pipenn 6 1,88 2,35
SD%B <5,05 % -3,9 no 10,1%
He 3acrocoByeThes He 3acTocoByeThCs
SD%B 5,05 10 5,5 % -2,9 10 9,1%
B mexax TouHOCTi nmapTii 1,80 He 3acTOCOBYETHCS
(xpim piBusa 1) SD%B <5,05 %

3aTBEPAKEHO
(Im's1 Ta Hignuc)

Hionuc

Bigain 3afesneyenns aKocTi

BusHaueHa napTis Ne/koH(irypallis yIakoBKH BUTOTOBJIEHA BIIIOBIIHO 0 BIY

KPHTEPisiM BHITYCKY.
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Certificate of Release - Ukraine

Form

Document ID; FORM-106629

Rev: 01 Associated

Document: WI-002863
WI-003193

Certificate Of Release

Manufacturer Lifescan Scotland Limited
Product Test — strips OneTouch Ultra
Finished Product Lot Number 5778841
Finished Product Part Number 02082808 | AA
Packaging and Labeling country .
configuration OTU Strip 2x25 UA (LE)
Manufacturing Date 08 Jan 24
Expiry Date 2025/08
Number of packs 4073
Packaging Status Fully Packaged
Calibration Code 25
Control Solution Information 117 ~ 159 mg/dL | 6.5-8.8mmoliL
Glucose Level Within Blood Precision Mean Bias
1.36 -1.12
SDB < 3.5 mg/dL 6.4 to 6.6 mg/dL
N/A N/A
Level 1 SDB 3.6 to 3.75 mg/dL -5.9 to 5.1 mg/dL
N/A N/A
SDB 3.75 to 4.5 mg/dL. -3.9 to 3.1 mg/dL
1.60 0.72
Level 2 SD%B < 5.5% 5.2t06.8%
1.80 2.33
Level 3 SD%B < 5.5% 25t07.5%
1.86 3.48
Level 4 SD%B < 5.5% 4.3t08.7 %
1.86 4.54
Level 5 SD%B < 5.5% 0.7 to 11.3 %
1.88 2.35
SD%B < 5.06% 3.91010.1 %
Level 6 NIA NIA
SD%B 5.05 to 5.5% -2.9 t0 9.1 %
Within Lot Precision 1.80 N/A
(excluding level 1) SD%B < 5.05 %
— A
6/\55 Ayt Virnor 21
Authorised by : ;
(Name and Signature): 6 \M |6 MﬂQ&@
Quality Assurance Date ’} \\; (* Jf"ﬁau AN
C

7g/ g@m 5

The designated Lot No./Packaging configuration has been manufactured acc?réi
»"Uc 3rig

requirements and has met all release criteria.
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