?4 " AKPEHHTALIHOHO Aer,HHTaIIHOHH 6p0_] [ Acereditation No: Osnaxka npeameta / File Ref: No.:
= 2-03-468

TEHO 06-394 Baxu on/ Valid from:
06.02.2024.
CPBI/UE JlaTyMm npee akpeauTae / 3amemyje O6um o1/ Replaces Scope dated:

Date of initial accreditation: Sleal /

OBUM AKPEIUTAIIAJE
Scope of Accreditation

AKpEIHTOBAHO Tello 32 OlelHBalbe yearaamenoctu / Accredited conformity assessment body

OBEPME]J 10O BEOI'PAJL
beorpan (Boxnosan), bunehka 44/1

Craunpapa / Standard:

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

Cxkpahenu o6um akpeautauuje / Short description of the scope

— Ilepronuuno M BaHpeaHO KOHTPOJHCAe MepHia (MAHOMETPH 3a Mepele KPBHOI TIPUTHCKA,
eleKTpokapauorpadgu, MepHH ypehaji Koju Cy cacTaBHH Jeo MeJWIMHCKMX CpecTaBa:
nepubpunartopa, yntpasByyHux usnorepanujckux ypehaja, BMmnedyHKIMjcKUX ypehaja 3a
MOHHTOPHHT nanujenTa, BHCOKO(pEKBEHIINjCKIX XUPYPLUIKHX HOXKeBa "
BHCOKO(PEKBEHLMJCKOT XUPYPIIKOr Npubopa, HHOY3HOHUX MyMNU U Nepdy3HOHHX MyMIIH,
aHECTE3MOJIOIIKUX CHCTeMa, [Wjali3HMX anapara, HEOHaTATHWX ¥  TeAHjaTpPHjCKHX
MHKY0aTOpa W peaHNMallOHKX TOIUTHX CTOJIOBa, pecriupatopa) / 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)

ATC-TTP15-002 Wznawe/M3amena: 5/0 Harym: 10.07.2023. Crpana: 1/




AKpeauTaliosy 6poj/
Accreditation No.

Baxu on/Valid from: 06.02.2024.
3amemyje O6uMm oa/ Replaces Scope dated: /|

06-394

Heraman obum axpenurauuje / Detailed description of the scope

IIpeameT KoOHTpodHCAHA /

P. 6p. BpeTa KoHTpoaHcama P HTH HTA
P Oncez xonmponucarsa P P BOEpERTIA NORYHE
K-04: MepHH HHCTPYMeHTH (MepHJIa)
1. Mepnu ypehaju koju cy IlepuonnyHo KoHTponucawe | [TpaBUNHHK O OBepaBaky MEpHHX
cacTaBHH Jeo JepuOpHIaTOpa BaHpeIHO KOHTpOTHCahE ypehaja xoju cy cacTaBHH Ae0

nedudpunaropa (,,Cn. rnacHuk
PC?, 6p. 92/2020)

2: Enextpoxapanorpadu ITeproanyno koHTponucamwe | IIpaBUNHHK 0 OBepaBamy
BanpenHo KOHTpoHcanke enekrpokapauorpada (,,C.
rinacHuk PC”, 6p. 92/2020)

3. MepHau ypehaju koju cy Iepronnuno koHTponMcare | [IpaBUITHIK 0 OBepaBamky MEpHHX
CaCTABHH [1€0 ATPA3BYYHHX | BaupenHo KOHTPONHCARE ypebaja koju cy cactaBHM aeo
dusnorepanujckux ypehaja YATPa3BYYHUX QU3HOTEpANH]CKIX

ypehaja (,,Cn. rmacruk PC”, 6p.
92/2020)

4, MepHu ypehaju xoju cy Ileponu4Ho koHTponucame | [IpaBUITHUK O OBepaBamwy MEPHUX
CacTaBHH J1e0 BaHpeTHO KOHTPOJIHCAbE ypebhaja koju cy cacTaBHHU Ae0
BHIIedYHKIHjcKHX ypehaja 3a BULIeYHKUHjCKUX ypehaja 3a
MOHHTOPHHI MalujeHTa MOHHTOPHWHT TlaujeHTa (,,C.

rnacHuk PC”, 6p. 92/2020)

5. Mepnu ypehaju koju cy Iepronnuno koHTponucamke | [IpaBUNHNIK 0 OBepaBamy MEpPHUX
cacTaBHH J1e0 BaHpeIHO KOHTpOTHCame ypehaja koju cy cacTaBHH €0
BHCOKO(PEeKBEHIHjCKHX BUCOKOPEKBEHITH]CKIX
XHPYPUIKHX HOXKeBA H XUPYPIIKUX HOXKEEBa U
BUCOKO(ppeKBeHIHjCKOT BHCOKO(QPEKBEHIIHjCKOT
XHpypuIKor npudopa xXupypkor npudopa (,,Co.

rpacHuk PC”, 6p. 92/2020)

6. Mepnu ypehaju xoju cy IlepronngHo koHTponucame | [IpaBUITHHK 0 OBepaBamy MepHHX
CACTAaBHH J1e0 HHPY3HOHHX BaHpe/IHO KOHTPOJIHCambe ypehaja koju cy cacTaBHH Je0
myMnu ¥ nepdy3HoHHX TyMIH WH(Y3HOHUX U Tlephy3HOHIX

mymrH (,,Cn. rmacauk PC”, op.
92/2020)

7. MepHunu ypehaju koju cy IMepromiaHo KOHTpoNMUcame | [TpaBUITHIK 0 OBepaBamby MEpPHHX
CcacTaBHH Je0 BaHpeIHO KOHTpOIHCarbe ypehaja koju cy cacTaBHH Je0
AHEeCTe3HOJOMIKHX CHCTeMa a”ecTesnonomkux cucrema (,,Ci.

rnacauk PC”, 6p. 92/2020)

8. Mepnu ypehaju xoju cy [Nepronmgno konTpomicame | [IpaBUITHMK O OBepaBarmby MEPHHX
CacTaBHH /Ie0 JHjaMH3HHX BaHpe/IHO KOHTPOJTHCabe ypebaja koju cy cactTaBHH g0
amapara Ivjanu3aux anapara (,,Cil. TacHuK

PC”, 6p. 92/2020)

ATC-TIP15-002 Hzname/M3amena: 5/0 Hartym: 10.07.2023.




AKpeauTaunoHu 6poj/
Accreditation No.

06-394

& ‘F:H > Baxu on/Valid from: 06.02.2024.

A" 4 _

3amemyje O6um on / Replaces Scope dated: /|
ATC
IIpeaMer KoHTpOIHCARA /
P. op. 118 Ha JIOKyMeHTa
p Oncez xonmponucara Bpcera xoHTponHcama PedepentHa goky
K-04: MepHH HHCTpYMeHTH (MepHIIa)

9. Mepnn ypehaju koju cy IMepronyuyno koHTpomycame | [IpaBUIHHK O OBepaBaky MepHHUX
CacTABHH 1€0 HEOHATANHHX H | Bagpe/iHO KOHTPOJHCAMbE ypebaja koju cy cacTaBHH Jieo
[eIHjaTPHjcKHX HHKYyOaTopa HeOHaTaIHUX H NeJ’jaTpHjcKuX
H peaHHMAIHOHHX TOILIHX MHKYDaTOpa 1 peaHuMallMOHHX
€TOJI0BA TOrNUxX cTonosa (,,Cn. racHUK

PC”, 6p. 92/2020)
10. | Mepnu ypehaju xoju cy Ilepuoanyno koHTponucawe | [TpaBUIHKK O OBEpaBaky MEPHUX
CaCTAaBHH JIe0 peclHpaTopa Banpe/iHO KOHTPOIHCAmbe ypebaja koju cy cacTaBHH Jeo0
pecriiparopa (,,Crn. rnacHuk PC”,
op. 92/2020)
11. | MaHoMeTpH 32 Mepeme [Mepromryno koHTpomicame | [TpaBUNHUK O OBepaBakby

KPBHOTI IPHTHCKA

BaHpe)IHO KOHTpPOJIHCamkEe

MaHOMeTapa 3a Mepermbe KPEHOT
nputncka (,,Ci. rmacauk PC”, 6p.
88/2019)

Osaj Obum axkpenuTaimje Baxu camo y3 CepTHKaT 0 akpeauTauuji 6poj /

06-394

This Scope of accreditation is valid only with Accreditation Certificate No

AKpeauTanuja Bazxku a0 /

Accreditation expiry date

05.02.2028.

ATC-TIP15-002

Wzngame/M3mena: 5/0

Hatym: 10.07.2023.

Crpana: 3/3






