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ATC

AKPEJUTALIMOHO Axpenuranonu 6poj / Accreditation No: Osnaxa npenveta / File Ref. No.:

2-03-468
TEHO 06-394 Baxu ox / Valid from:
CPBI/IJE 06.02.2024.

Iatym mipBe akpeauraruje /

Date of initial accreditation: 06.02.2024.

3amemyje O6um ox / Replaces Scope dated:

/

OBUM AKPEJIUTAILIMJE
Scope of Accreditation

AKpeauToBaHO TeJI0 3a ollelhuBam-e ycaraamenoctu / Accredited conformity assessment body

OBEPME/J] 100 BEOI'PA /I
beorpan (BoxkaoBan), busnehka 44/1

Cranpapna / Standard:

SRPS ISO/IEC 17020:2012, Tun A
(ISO/IEC 17020:2012, type A)

Ckpahenu o6um axpenuranuje / Short description of the scope

- HepI/IOI[I/ILIHO " BAaHPCAHO KOHTPOJMUCAKEC MCPUJTIA (MaHOMeTpI/I 3a MEPCHC KPBHOT' IPUTHUCKA,

eleKTpokapauorpagu, MepHH ypehaju KOju Cy CacTaBHHU [1€0 MEAUIIMHCKHX CpejcTaBa:
negulpunaropa, yarpa3ByuyHux ¢usnorepanujckux ypehaja, BumedyHkuujckux ypehaja 3a
MOHUTOPHHT HaIujenTa, BHUCOKO(PPEKBEHIIN]CKUX XUPYPLIKAX HOX€EBa u
BUCOKO(PEKBEHIIM]CKOT XUPYPLIKOT mpubopa, MHQY3UOHUX MyMIH U Mepdy3HOHUX MTyMIIH,
AQHECTE3UOJIOIIKUX CHUCTEeMa, JUjaIM3HUX arapaTa, HEOHaTaIHMX M MeAHjaTPHjCKUX
MHKy0aTopa M peaHHMMaIlMOHHUX TOIUTMX CTOJOBa, pecriuparopa) / Periodic and extraordinary
inspection of measuring instruments (manometers for measuring blood pressure,
electrocardiographs, measuring devices that are an integral part of medical devices:
defibrillators, ultrasound physiotherapy devices, multifunctional devices for patient
monitoring, high-frequency surgical knives and high-frequency surgical accessories, infusion
pumps and perfusion pumps, anesthesia systems, dialysis machines, neonatal and pediatric
incubators and resuscitation hot tables, ventilators)
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Axkpenuranuonu 0poj/
Accreditation No. 06-394

Baxwu ox/Valid from: 06.02.2024.

3amemyje O6um oz / Replaces Scope dated: /

Jerapan ooum akpenuranmje / Detailed description of the scope

P. op.

IIpenmer KoHTpOIHMCARa /
Oncee konmponucaroa

Bpcra koHTpoIHCamba

PedepenrTHa 1oKymeHTa

K-04: MepHu HHCTPpYMeHTH (MepHJIa)

1. Mepuu ypehaju xoju cy [epuoanuHo KOHTpONUCame | [IpaBHITHHK O OBepaBamy MEPHUX
CacTaBHM Jeo 1epudpPHIATOPa | Bappento KOHTpONUCALbE ypehaja koju cy cacTaBnu s1e0
nedubpumaropa (,,Ci1. rTacHUK
PC”, 6p. 92/2020)
2. Enexrpoxapauorpacdu [lepuoanuno koHTpoNUCame | [IpaBUTHHEK O OBepaBamy
BanpenHO KOHTpoIHCame enekrpokapamorpaga (,.Cir.
rnacuuk PC”, 6p. 92/2020)

3. Mepnu ypehaju koju cy [Tepuonuuno koHTponucame | [IpaBUITHUK O OBEpaBamby MEPHUX
CaCTaBHM €0 yJITPA3BYIHHX | BagpenHo KOHTPOIHMCAHE ypehaja koju ¢y cacTaBhy s1eo
¢pusnorepanujckux ypehaja YITPa3By4YHUX (PUIUOTEPAIN]jCKUX

ypehaja (,,Co. tacuux PC”, 6p.
92/2020)

4. Mepnu ypehaju xkoju cy [Tepunonuuno koHTponucame | [IpaBUIIHUK O OBEpaBamby MEPHUX
CaCTaBHH /1€0 BaHpe/IHO KOHTPOJINCAbE ypebaja koju cy cacTaBHU €0
BulIeyHKIMjckux ypehaja 3a BuleyHKIMjcKkux ypehaja za
MOHHMTOPHUHI MANHjeHTA MOHHUTOpHHT nanujenta (,,Ci1.

rinacuuk PC”, 6p. 92/2020)

5. Mepuu ypehaju xkoju cy [leproamuHo KoHTpoNHMCcame | [IpaBUIHHK O OBepaBamy MEPHUX
CaCTaBHH J1€0 BaHpeIHO KOHTPOJINCAIbE ypehaja koju cy cacTaBHU J1€0
BHCOKO(PEKBEHIIHjCKHX BHCOKO(PEKBEHIIH] CKIX
XUPYPUIKUX HOKEBA U XUPYPUIKAX HOKEBA U
BHCOKO(PEKBEHIIHjCKOT BHUCOKO(PEKBEHIIN]CKOT
XUPYPUIKOT Mpudopa xupypikor mpudopa (,,Cr.

rinacuuk PC”, 6p. 92/2020)

6. Mepuu ypehaju xkoju cy [lepuoanuno koHTponMcame | [IpaBUTHHUK O OBepaBamy MEPHHUX
CaCTaBHM €0 HH(PY3HOHUX BaHpeIHO KOHTPOIINCAIbE ypebaja koju cy cacTaBHH 1€0
NyMnu 4 nepgy3uoHUX myMIH “H(Y3UOHUX U TTePPY3HOHUX

nymmu (,,Ci. rmacauk PC”, Op.
92/2020)

7. Mepnu ypehaju xkoju cy [Tepnonnuno KoHTpONHCame | [IpaBUIHUK O OBepaBamby MEPHUX
CacTaBHH J1€0 BaHpE/HO KOHTPOIIUCAEbE ypebaja Koju cy cacTaBHH JIe0
AHECTe3HOJIONIKUX CHCTEMA aHecTe3nosomkux cucrema (,,C.

rmacauk PC”, 6p. 92/2020)
8. Mepnu ypehaju xkoju cy [Tepnonnuno KoHTpONHCame | [IpaBUIIHUK O OBepaBamby MEPHUX

CaCTaBHM J1€0 AUjaJTU3HUX
amapara

BanpenHo koHTposMCcame

ypehaja Koju Cy cacTaBHU €0
nujanusnaux anapata (,,CJ1. TIacHUK
PC”, 6p. 92/2020)
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Axkpenuranuonu 0poj/
Accreditation No. 06-394

Baxwu ox/Valid from: 06.02.2024.

3amemyje O6um oz / Replaces Scope dated: /

P. op.

IIpeamMeT KOHTpOJIHCAHA /

Bpcra KoHTpO/IMCama
Oncee konmponucaroa

PedepentHa 1okymMeHTa

K-04: MepHu UHCTPpYMeHTH (MepUJIa)

9. Mepuu ypehaju koju cy ITepuoanuno KoHTposucame | I[paBUIHUK O OBEpaBamy MEPHUX
CaCTABHH /10 HEOHATAIHUX H | BaypenHo KOHTPONIUCAILE ypebaja koju cy cacTaBHU €0
neaujaTpujcKux HHKy0aTopa HEOHATATHHUX W ITEH]jaTPHjCKUX
U peaHMMALMOHUX TOINIMX HWHKY0aTOpa U peaHUMAaLMOHUX
CT0JI0BA Toruux crojosa (,,Ci1. TIacHuK

PC”, 6p. 92/2020)

10. | MepHu ypehaju xoju cy IlepuoanuHo KoHTpoNUCame | [IpaBHIHHK O OBepaBamby MEPHUX

CacTaBHH [1€0 peclupaTropa BaHpE/HO KOHTPOJINCALE ypebaja koju cy cacTaBHU €0
pecnmparopa (,,Cit. rmacuuk PC”,
op. 92/2020)

11. | MaHoMeTpH 32 Mepeme [MepuoanuHo KoHTpoNUcame | [IpaBuiiHUK O OBepaBamy

KPBHOI NPUTHCKA BaHpE/HO KOHTPOJIUCALE MaHOMeETapa 3a Mepemne KPBHOT

npurucka (,,Ci. rnacauk PC”, Op.
88/2019)

Ogaj O6uM akpeauTanuje Baxku camo y3 Ceprudukar o akpenuraiuju 6poj /
This Scope of accreditation is valid only with Accreditation Certificate No

AxpeauTanuja Baxu a0 /
Accreditation expiry date

05.02.2028.

06-394

JTUPEKTOP

Mmp Jparan Ilymapa
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