AKPEJIUTALIMOHO Axpenuranronu 6poj / Accreditation No: Osnaxa npenvera / File Ref. No.:

4 2-05-002
TEHO 08-007 Baxu ox / Valid from:
CpBUIE 31.12.2025.

3amemyje O6um ox / Replaces Scope dated:

Iatym nipBe akpeauraruje /
ATC Date of initial accreditation: 12.07.2010. 18.09.2025.

OBUM AKPEJIUTAILINJE
Scope of Accreditation

AKpenHuTOBaHO TeJIO 32 oneluBame ycarjamenoctu / Accredited conformity assessment body

KBAJIMTET A/l Hui

Hum (Menujana), bynesap Cseror Llapa KoncranTuna 82-86

Cranpapn / Standard:
SRPS ISO/IEC 17021-1:2015
(ISO/IEC 17021-1:2015)

Ckpahenu ooum axpenuranuje / Short description of the scope

3a 00aBJbame MmociaoBa ceprudukanuje y cnenehem ooumy/ for performing certification activities
within the following scope:

- Ceprudukaimja cucTeMa MEHAIMEHTa KBaJuTeToM mpema crangapay SRPS 1SO 9001:2015/
Certification of quality management systems according to the standard SRPS ISO 9001:2015;

- Ceprudukanuja ciucremMa MEHaIMEHTa 3aIITUTOM XHBOTHE CpeluHe mpema ctangapay SRPS
ISO 14001:2015/ Certification of environmental management systems according to the standard
SRPS 1SO 14001:2015;

- Ceprudukanuja cucrema MeHayMeHTa Oe30eqHomhy M 37paBibeM Ha pajy Mpema CTaHIapAy
SRPS 1SO 45001:2018/ Certification of occupational health and safety management systems
according to the standard SRPS 1SO 45001:2018;

- Ceprudukanmja cucTeMa MEHAIMEHTa KBATUTETOM - MEIUIIMHCKA CPEJICTBA MpeMa CTaHIapay
SRPS EN ISO 13485:2017/ Certification of quality management systems - medical devices
according to the standard SRPS EN 1SO 13485:2017;

- Cepmugpuxayuja cucmema menaumenma dezoeonowhy ungopmayuja npema cmanoapoy SRPS
ISO/IEC 27001:2022/ Certification of information security management systems according to the
standard SRPS ISO/IEC 27001:2022.
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Axpenuranonu 6poj/
4 Accreditation No. 08-007
Basxu o/Valid from:  31.12.2025.

3amemyje O6um ox1 / Replaces Scope dated: 18.09.2025.
ATC

Heraman ooum akpeauranmje / Detailed description of the scope

CepTudukanuja cucteMa MeHAlIMEHTa KBAJTUTETOM
Pedepentnn crangapa: SRPS ISO 9001:2015, CucreMu MeHalIMEHTa KBAJIUTETOM - 3aXTEBU
Jlokauuje ceprudukannonor tesaa: Hum (Menujana), Bynesap Ceeror Llapa Koncrantuna 82-86

TexHHuKe 001aCTH

=
§ s Onuc eKOHOMCKOT CeKTopa / aAKTUBHOCTH NACE
g & P Rev. 2 Code
3 |IIpexpaMOeHM MPOW3BOIU, THhA U TyBaH 10, 11, 12
4 | TekCTHII U TEKCTUJIHU TIPOM3BOIU 13,14
6 |JIpBO M IPOM3BOM O] IPBETA 16
7 | emyno3a, manup ¥ MPOU3BOAM OJ1 TANKpPa 17
9 |IlITamnapcka JenaTHOCT 18
14 |T'yma v mpoOn3BOAM OJ1 TUIACTHKE 22
15 |Hemeramnm MuHEpaIHU TPOU3BOIN 23 u3yses 23.5 1 23.6
16 |BeroH, IeMEHT, Kpey, TUIIC U JIp. 23.5,23.6
17 | OcHoBHEM MeTaH ¥ CTaHIAPHUA METATHUA TTPOU3BOTU 24 uzyzeB 24.46, 25 uzy3eB
25.4,33.11
18 |MammHe 1 MamuHCKU ypehaju 25.4,28,30.4, 33.12,
33.2
19 |EnextpuyHu u onTHYKH ypehaju 26, 27, 33.13,33.14,95.1
23 |IIpousBoama Ha IPYyroM MECTY HEIIOMEHYTa 31, 32, 33.19
27 |CHabneBame BOIOM 35.3, 36
28 |I'paheBuHAPCTBO 41, 42, 43

29 | TproBuHa Ha BEJUKO U TproBuHa Ha Maiio; [TonpaBka MoTopHuX |45, 46, 47, 95.2
BO3MJIa, MOTOIMKAJIA U TIPEIMETa 32 JIMYHY YIOTpeOy 1

JO0MahHHCTBO

31 |Caobpahaj, CKIaAMIITEHE U BE3E 49, 50, 51, 52, 53, 61

33 |HudopmainroHe TEXHOJIOTHjE 58.2, 62, 63.1

34 | mxemepcke yciryre 71,72, 74 u3y3es 74.2 n
74.3

35 |Ocrane ycayre 69, 70, 73, 74.2, 74.3; 78,
80, 81, 82

36 |JIp>xaBHa ympaBa 84

39 |Ocraie ApyIITBEHE yCIyre 37,38.1, 38.2, 39, 59.1, 60,
63.9, 79, 90, 91, 92, 93, 94,
96

Hanomena: CepTudukaiioHo TeJIo je akpeUuTOBaHO Hpema 3axTteBuMa cranaapaa SRPS ISO/IEC 17021-
1:2015 u cranmapna SRPS ISO/IEC 17021-3:2017
*Hanmomena: Mnentugukanuja obnactu ce 3acausa Ha [AF ID 1:2023.
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Axpenuranonu 6poj/
4 Accreditation No. 08-007
Basxu o/Valid from:  31.12.2025.

3amemyje O6um ox1 / Replaces Scope dated: 18.09.2025.
ATC

Ceprudukanuja cucteMa MEHAIIMEHTA }KUBOTHOM CPeIUHOM

Pedepentnn crangapa: SRPS ISO 14001:2015, CucremMu MeHaIMeHTa )KMBOTHOM CPEIMHOM - 3aXTEBH ca
YIIyTCTBOM 32 IIPUMEHY

Jlokauuje ceprudukannonor tesaa: Humr (Menujana), Bynesap Ceeror Llapa Koncrantuna 82-86

TexHHuKe 001aCTH

=
§ ! Onuc eKOHOMCKOT CeKTOPa / AKTUBHOCTH NACE
S = p Rev. 2 Code
17 | OcHoBHM MeTaIM U CTaHJAPAHH METAIHH ITPOU3BOIU 24 uzyzeB 24.46, 25 uzy3eB
25.4,33.11
18 |MammuHe u MaMHCKU ypehaju 25.4, 28, 30.4, 33.12, 33.2
19 | EnexTtpuunu u onTH4ku ypehaju 26, 27,33.13, 33.14,95.1
28 | I'paheBuHApCTBO 41, 42, 43

29 |TproBuHa Ha BEJIUMKO U TProBruHa Ha Maio; [lonpaska motopuux |45, 46, 47, 95.2
BO3WJIA, MOTOLIMKAJIA U [IPEIMETA 3a JINYHY YHOTPeOy

nomahuHCTBO
31 |CaoOpahaj, CKIauIITEeHE U BE3e 49, 50, 51, 52, 53, 61
34 | mxemepcke yciyre 71,72, 74 nzyzeB 74.2 u

74.3

Hanomena: CeprudukaiioHo TeJo je akpeAUuTOBaHO Npema 3axteBuMa cranaapaa SRPS ISO/IEC 17021-
1:2015 u cranpapna SRPS ISO/IEC 17021-2:2017

*Hanomena: Mnentudukamnuja odnactu ce 3acauBa Ha [AF 1D 1:2023.

Ceprudukanuja cucremMa MeHanMeHTa 0e30eqHomhy 1 3apaB/beM Ha paay

Pedepentnn cranpapa: SRPS ISO 45001:2018, Cucremu MeHaniMeHnTa 6e30eaHo1hy 1 31paBJbeM Ha
pany - 3aXTEeBH ca YIyTCTBOM 3a KOpHIITieHe

Jlokauuje cepruduranmnonor tesaa: Hum (Menujana), bynesap Cseror Llapa Koncrantuna §2-86

TexHuuke 001aCTH

=
§ S Onnc eKOHOMCKOTI CEKTOPa / AKTHBHOCTH NACE
S = p Rev. 2 Code
17 |OcHOBHM MeTaNM U CTAHIAPAHHU METATHH MTPOU3BOIN 24 usy3eB 24.46, 25 uzyses
25.4,33.11
18 |MammHe ¥ MamuHCKU ypehaju 25.4, 28, 30.4,33.12, 33.2
19 |EnextpuyHu u onTHYKH ypehaju 26, 27, 33.13,33.14,95.1
28 | I'paheBuHApPCTBO 41, 42, 43

29 |TproBuHa Ha BEJUKO U TProBuHa Ha Maiio; [TonpaBka moTopHux |45, 46, 47, 95.2
BO3MJIa, MOTOIMKAJIA U TIPEIMETa 3a JIMYHY YIOTpeOy 1

J1oMahMHCTBO
31 |Caobpahaj, CKIaAUIITEHE U BE3E 49, 50, 51, 52, 53, 61
34 | UmKemepeKe yemyre 71,72, 74 uzyses 74.2 u

74.3

Hanomena: CepTrdukaioHo TeJIo je akpeAUTOBaHO peMa 3axTteBuMa cranaapaa SRPS ISO/IEC 17021-
1:2015 u Texunuke cnenudukanuje SRPS ISO/IEC TS 17021-10:2018

*Hamomena: Mnentudukanuja obnactu ce 3acHusa Ha [AF 1D 1:2023.
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4

ATC

AxpeauTanuonu 6poj/
Accreditation No. 28-007

Baxwu ox/Valid from: 31.12.2025.

3amemyje O6um ox1 / Replaces Scope dated: 18.09.2025.

Ceprudukanuja cucteMa MEHAIIMEHTA KBAJIUTETOM

Pedepentnn cranpapa: SRPS EN ISO 13485:2017, MeauuuHcka cpeactsa - CUCTEMH MEHalIMEHTa
KBAJIUTETOM - 3aXTEBU 3a CBPXE MPOIUCa

Jlokauuje cepruduxanmnonor teaa: Hum (Menujana), Bynesap Ceeror Llapa Koncrantuna 82-86

Texuuuke o0j1acTu™

P. | I'maBHa TexHHYKa Kareropuje npoussoaa y okBu
Texnuuka odJact puje 1p nay Py
op. obJiact TEXHUYKHX 00/1aCTH
1. |HeakTuBHa Ormiura HeaKTHBHA, - HeaktuBHa cpencTBa 3a aHecTe3Hjy,
MEAMIUHCKA HEUMILTaHTaOMITHA XHUTHE CIy4ajeBe U MHTCH3UBHY HETY
cpeacrea MEJIMIIMHCKA CPEACTBA - HeakTuBHa cpencta 3a

WBEKTUpame, THPY3H]jy, TpancPy3ujy
U JIUjau3y

- HeaktuBHa OpTOMNETCKA U CPECTBA
3a pexa0uInuTaIH]y

- HeaxtuBHa odranmoronika cpeacraa
- HeaktuBHN HHCTpYMEHTH

- HeakTnBHA MeIMITMHCKA CPEICTBA 32
ne3nH(peKnrjy, Yumhemne, NCIHpambe

HeaxTuBHHN HMMILIAaHTH

- HeaktuBHM OpTONCACKHU UMILIJIAHTHU

CpencTBa 3a HETy paHa

- 3aBOjU U CpEACTBA 32 YBHjamb€ paHa

- Jlpyra MeAMIMHCKA CPEACTBA 3a HeTy
pana

HeakTuBHa IeHTaIHA CPECTBA
u pubop

- HeakTuBHa neHTanHa cpeacTBa/
orpemMa U HHCTPYMEHTH

- JleHTaJIHU MaTepHjanu

- JIeHTaJIHU UMILTaHTH

Jpyra HeakTUBHA MEUIIMHCKA
CpeJlICTBA KOja HUCY HAIpe]
HaBeecHa

- HeakTrBHA TacTpOEHTEPOIOIIKO-
YPOJIONIKA MEAUIIUHCKA CPEICTBA 3a
JEIHOKpATHY yIoTpeOy

- Omirra XUpypInKa MeTUIIMHCKA
CpEIICTBA 3a jeIHOKPATHY yIOTpeOy

ATC-ITP15-002

Uz name/U3mena: 5/0

Hatym: 10.07.2023.
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4

ATC

AxpeauTanuonu 6poj/
Accreditation No. 28-007

Baxwu ox/Valid from: 31.12.2025.

3amemyje O6um ox1 / Replaces Scope dated: 18.09.2025.

Ceprudukanuja cucteMa MEHAIIMEHTA KBAJIUTETOM

Pedepentnn cranpapa: SRPS EN ISO 13485:2017, MeauuuHcka cpeactsa - CUCTEMH MEHalIMEHTa
KBAJIUTETOM - 3aXTEBU 3a CBPXE MPOIUCa

Jlokauuje ceprudukannonor tesaa: Humr (Menujana), Bynesap Ceeror Llapa Koncrantuna 82-86

Texuuuke o0j1acTu™

P. T'J1aBHA TeXHHYKA

Texunuka odJacrt

Kareropuje npoussona y okBupy

op. obJiact TEeXHUYKHX 00/1aCTH
2. | AkTuBHa MenuuuHcka |OmIUTa aKTHBHA MEAWLIMHCKA - CpencTBa 3a CTUMYJAIH]y WIN
cpencTsa cpencTBa AHXHOUIIH]Y
(HEMMILIAHTAOMITHA) - Pecimparopna cpeacTBa, cpeacTBa
KOja 00yxBaTajy XurepoapuaHe
KOMODE 3a Tepanujy KHCCOHHUKOM,
WHXaJalloHa aHeCcTe3uja
- AKTHBHA XMpypIlIKa CPE/ICTBA
- CodtBep
- MeIUIIMHCKHN CUCTEMU 3a
cHa0/IeBamke racoOM U FbUXOBH JICJIOBH
Ypehaju 3a mpaheme - Ypebhaju 3a mpaheme BuTaTHUX
(hm3HoNOMKIX mapameTapa
VYpehaju 3a Tepanuje 3pauema | - Ypehaju koja kopucte Hejornsyjyhe
U Tepalivje TOMIOTOM 3pademe
3. | In-vitro Pearencu u nmpousBou
JAUjarHOCTHYKA peareHaca, KaIuOpaTopu u
MeINIUHCKA KOHTPOJIHU MaTepHjalii 3a:
cpeactBa (IVD) -Knmunnuky xemujy

-Nmynoxemujy (MmyHomnoruja)
-Xemarouoryuja / Xemocrase /
HNmyHoxeMaTonorujy
-MukpoOuomnorujy
-MmyHonorujy nndeknyja
-Xucronorujy / Lluronorujy
-['eHeTHYKO NCTIMTHBAHE

In vitro aAujarHocTHUKH
WHCTPYMEHTH U cO(TBED

4. | lenoBH MJIH ycIyre

Komnonenre EnexkTpuuHe KOMIIOHEHTE,
npuyBpithBayM, 00NMKOBaHE
cupoBHHE, oOpal)eHe cupoBUHE U
00JIMKOBaHA TIACTHKA

[oxckmonoBu EnexTpoHCKH MOACKIIONOBH,

MeXaHUYKH{ TOACKIIONOBH
HaNpaBJbeHU IpeMa IPTEXUMa U/ Uin
paJIHUM MHCTPYKIIMjama

VYcenyre nuctpulyimje

Juctpubyrepu xoju 00e30ehyjy
CKIIQIUIITEHE U UCTIOPYKY
MEIUIIMHCKUX ypehaja, amu HUCY
MIPOM3BONaun METUIIMHCKUX ypehaja

VYcnyre onpkaBama

yCJ'Iyr € CJICKTPUYHUX U MCXAHUYIKUX
NOIMpaBKn

Hartomena: CepTuduKaIiioHo TeJIo je akpeIUTOBaHO peMa 3axTeBrMa craraapaa SRPS ISO/IEC 17021-1:2015

*Hamomena: Mnentudukammja odmactu ce 3acansa Ha IAF MD 9:2023.
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AxpeauTanuonu 6poj/
< Accreditation No. 08-007
Baxwu ox/Valid from: 31.12.2025.
3amemyje O6um ox1 / Replaces Scope dated: 18.09.2025.
ATC

CepTuduxkanmja cucteMa MeHagMeHTa 6e30eqnomhy nagopmanmja

Pedepentnu cranaapa: SRPS ISO/IEC 27001:2022, BesbeaHoct nndopmaimja, cajoep 6e36eTHOCT 1
3aIITUTa IPUBATHOCTH - CHcTeMn MeHariMeHTa 0e30eaHomhy nHpopmarmja - 3aXTeBr

Jlokanuje cepruduxannonor teaa: Hum (Menujana), Bynesap Ceeror Llapa Koncrantuna 82-86

Hanomena: CeprudukaimoHo Telo je akpeIuTOBaHO npema 3axteBuMa cranaapaa SRPS ISO/IEC 17021-
1:2015 u cranmapma SRPS EN ISO/IEC 27006-1:2024

Ogaj O6uMm akpenuTainuje Baku camo y3 Ceprudukar o akpeauranuju 6poj / 08-007
This Scope of accreditation is valid only with Accreditation Certificate No

AxpeauTauuja Baxu 10 /
Accreditation expiry date 09.01.2027.

JAUPEKTOP

mp Aparan Ilymapa
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