AKPEJUTALIMOHO Axpenuranuronu 6poj / Accreditation No: Osnaxa npenvera / File Ref. No.:

2-03-434
& TEHO 06-351 Baxu on / Valid from:
14.08.2024.
CrslJE .
: 3amemyje O6um ox / Replaces Scope dated:
ATC Jarym npse akpeTammie /4 g 5550 14.08.2020.

Date of initial accreditation:

OBUM AKPEJIUTAILIMJE
Scope of Accreditation

AKpeIHuTOBaHO TeJIO 32 oneluBame ycarjamenoctu / Accredited conformity assessment body

HUHCJIAB 100 BEOI'PA/l - HOBU BEOT'PA/]
HoBu beorpan, AuTudamucruuke 6opoe 213

Cranpapna / Standard:

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

Ckpahenu ooum akpeauranuje / Short description of the scope

— KOHTPOJIMCAKHEC MEPHUX NHCTPYMCHATA (MepI/IJ'Ia) - HCAYTOMATCKE Bare, MaHOMETpPHU 3a MEPCHC
KPBHOT MPUTHCKA, eJIeKTpoKaparorpadu, MepHu ypehaju Koju ¢y cacTaBHU JI€0 MEAUIIMHCKUX
cpeacraBa: I/IH(I)y3I/IOHI/IX nymImm Hu Hep(l)y3I/IOHI/IX MyMIIKM, QAHECTE3UOJIOMKUX CUCTEMA,
nepubpunaropa, IWjaIU3HUX anapaTa, HEOHATAJHUX M TEAWjaTpUjCKUX HHKyOaTopa U
peaHuMaIMOHUX TOIJIMX CTOJIOBA, PECHHUpATOpa, YJITPa3BYYHHMX (u3noTepanujckux ypehaja,
BULIEPYHKIHUJCKUX ypehaja 32 MOHUTOPHUHT MalijeHTa, BUCOKOQPEKBEHLIN]CKUX XUPYPLIKUX
HOKEBa M BHUCOKO(PEKBEHIUCKOT XHpypIukor mpubdopa. / inspection of measuring
instruments — non automatic weighing instruments, manometers for measuring blood
pressure, electrocardiographs, measuring devices that are an integral part of medical
devices: infusion pumps and perfusion pumps, anesthesiology systems, defibrillators, dialysis
machines, neonatal and pediatric incubators and resuscitation hot tables, respirators,
ultrasound physiotherapy devices, multifunctional devices for patient monitoring, high-
frequency surgical knives and high-frequency surgical accessories.
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Jerapan ooum akpenuranmje / Detailed description of the scope

P. IIpexmet kouTpoOIMCcama / Oncer Bpcra
PedepenTHa tokymenTa
op. KOHTPOJIMCAHA KOHTPOJINCAA
K-04: MepHu uHCTpYMeHTH (MepHJIa)
ITepuoauuno
KOHTpOJHCAM:E IIpaBunHuK 0 OBepaBa}?y
1. Enaextpoxapauorpadpu (EKI) enextpokapauorpada ("Ci. TiracHuK
Banpenro PC", 6p. 92/2020)
KOHTPOJIMCAE
Mepuu ypehaju koju cy cacraBun Hepnoanuno [IpaBuIHUK 0 OBEpaBamby MEPHUX
PHH YPehal ey KOHTPOJINCALC ypehaja koju cy cacTaBHHU €0
2. | neo MHQY3UOHUX NYMIIH U
Hepdy3HORIX MyMIH BanpeHo WH(Y3UOHUX U IepPY3UOHUX MTyMIIH
KOHTPOJIUCAKE ("CJ’I. TJIaCHUK PC", 6p 92/2020)
Hepnoanuno [IpaBuaHUK 0 OBepaBamy MEPHUX
3 MepHu ypehaju koju cy cactaBHH KOHTPOJINCALC ypebaja Koju cy cacTaBHHU €0
' Jie0 aHEeCTEe3NOJIOMIKHX CHCTEMA Banpenno aHecresnonomkux cuctema ("Ci.
KOHTPOJIUCAE TJIaCHHUK PC", 6p 92/2020)
IeproauaHo IIpaBunHUK 0 OBEpaBamby MEPHUX
4 MepHu ypehaju koju cy cacTaBHH KOHTPOJIACALE ypehaja koju cy cacTaBHHU €0
" | meo nepuépunaTopa BanpesHo nepudbpunaropa ("Co. rmacauk PC",
KOHTPOJIMCAE Op. 92/2020)
Hepnoanyano [IpaBuHUK 0 OBEpaBamby MEPHUX
5 Mepnuu ypehaju koju cy cactaBHU KOHTPOJIMCAHEC ypebaja Koju cy cacTaBHH JIe0
' Je0 IMjaJu3HUX anapara BanpesHo nujanu3Hux amapata ("Ci. riiacHUK
KOHTPOJIUCAKkE PC", 6p. 92/2020)
[IpaBuITHUK O OBEpaBamky MEPHUX
MepHu ypehaju koju cy cacTaBHH Hepnoanyano ypebhaja koju cy cacraBHU 1€0
6 J1e0 HEOHATAJIHUX U NeAujaTpujckux | KOHTPOIHUCAKC HEOHATAJHUX U MEINjaTPUjCKUX
' HHKY0ATOpa ¥ peaHnMAHOHUX BaHpe/HO WHKYyOaTopa 1 peaHuMaInOHUX
TOILIMX CTOJIOBA KOHTPOJIHCAHE toruux croyioBa ("Ci. rmacuuk PC",
op. 92/2020)
[eproauaHo [IpaBuiHUK O OBEpaBamby MEPHUX
7 Mepunu ypehaju koju cy cacraBHU KOHTPOJIHCAEC ypebaja Koju cy cacTaBHHU J1€0
' Je0 peciupaTopa BanpeaHo pecnmpatopa ("Ci. rimacauk PC", 6p.
KOHTPOJIMCAHE 92/2020)
. . Tleproumo HpaBI/pIHI/II-( 0 OBEpaBamby MEPHUX
Mepnuu ypehaju koju cy cacraBHu KOHTPOJHCATHE ypebaja Koju cy cacTaBHHU J1€0
8. | meo yaTpa3By4yHHMX VIITPa3By4YHUX (PUIUOTEPAITH]jCKUX
dusznorepanujckux ypehaja Banpenro ypehaja ("Cx. rmacuuk PC", Op.
KOHTPOJIMCALE

92/2020)
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ATC
6P. IIpeamet kouTpoucama / Omncer Bpcra PedpepenTna 10KyMenTa
p. KOHTPOJIMCaa KOHTPOJIHCAA
K-04: MepHu uHCTpYMeHTH (MepHJIA)
MepHu ypehaju koju cy cacTaBHH Tepuonmdso HpaBPPTHHIf 0 OBEpaBamy MCPHHUX
Aeo BUIIe()yHKIUjCcKUX ypehaja 3a KOHTPOJTHCAIbE ypebaja xoju Cy caCTaBHH 1CO
9. MOHHMTOPHUHI MALMjeHTa B BHUIICYHKIHM]CKUX ypehaja 3a
aHpeJIHO MOHHUTOPHHT nanujeHTa (,,Ci.
KOHTPOIHCAtbe rmacuuk PC”, 6poj 92/2020)
Mepuu ypehaju koju cy cactTaBHU n HpaBI?HHHIF 0 OBCpaBatby MCPHHX
J1e0 BHCOKO(PEKBEHIIHjCKAX CPHOITIHO ypebaja koju cy cacTaBHu A€o0
10. | xupypumkux noxesa u KOHTPOJIMCALC BUCOKO(PEKBEHIIN]CKUX XUPYPIIKUX
: BHCOKOGpeKBenmcKor xupypukor | BaHPSHO HOXEBA U BUCOKO(DPEKBEHITU]CKOT
npuGopa KOHTPOJIHCARHE xupypukor npudopa (,,Ci1. TiIacHUK
PC”, 6poj 92/2020)
Iepnonutno [IpaBHJIHKK O OBEPABaKbY
1 ManomeTpu 3a Meper-¢ KPBHOT KOHTPOJIMCAE MaHOMeTapa 3a Meperbe KPBHOT
" | MpUTHCKA Banpeano nputucka (,,Ci. rmacauk PC”, 6poj
KOHTPOJIHCAE 88/2019)
[TeproxnaHO [IpaBUITHUK O HEAyTOMATCKUM Barama
KOHTPOJIUCALE (,,CJ'I. TITaCHUK PC”, 6p 29/2018 u
Banpe/o 90/2023 - ap. mpaBUITHKK)
12. HeayTomarcke Bare: KOHTPOJIACAHE SRPS EN 45501:2015

kaace (III) u (I1IX) 1o 300 kg

[IpaBumHUK 0 OBEpaBamy
HeayToMaTckux Bara (,,Cil. [NIaCHUK
PC”, 6poj 99/2023)

Ogaj O6uM akpeauTanuje Baxu camo y3 Ceprudukar o akpeauranuju 6poj /

06-351

This Scope of accreditation is valid only with Accreditation Certificate No

AxpenuTanuja Baxku 10 /

13.08.2028.

Accreditation expiry date

JAUPEKTOP

mp [dparan Iymapa

ATC-ITP15-002

Wsname/U3mena: 5/0

Harym: 10.07.2023.

Crpana: 3/3




