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

< 2-05-002
TEHO 08-007 Baxu ox / Valid from:
CpBUIE 18.09.2025.

3amemyje O6um ox / Replaces Scope dated:

Iatym nipBe akpeauraruje /
ATC Date of initial accreditation: 12.07.2010. 26.06.2024.

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:

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

- Ceprudukanyja ciucremMa MEHaIMEHTa 3aIITUTOM XHBOTHE CpeluHe mpema cranmapay 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 I1SO 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 de3o6eoHowhy 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
Basu o/Valid from:  18.09.2025.

3amemyje O6um ox1 / Replaces Scope dated: 26.06.2024.
ATC

Heraman ooum akpeauranuje / Detailed description of the scope

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

TexHHuKe 001aCTH

=
§ P Onuc eKOHOMCKOT CeKTOPa / aAKTUBHOCTH NACE
g & P Rev. 2 Code
3 |IIpexpamMOeHM MPoW3BOAU, THhA U TyBaH 10, 11, 12
4 | TekCTHII U TEKCTUJIHU TIPOM3BOIU 13,14
6 |JIpBO M IpOM3BOIM O] IPBETA 16
7 | emyno3a, manup ¥ MPOU3BOAM OJ1 TANKpPa 17
9 |IlITamnapcka qenaTHOCT 18
14 |T'yma v mpoOn3BOAM OJT TUIACTHKE 22
15 |Hemeramnm MuHEpaIHU TPOU3BOIN 23 u3yses 23.5 1 23.6
16 |BberoH, IeMEHT, KpeY, TUIIC U JIp. 23.5,23.6
17 | OcHoBHE MeTaH U CTaHIAPHA METATHUA TIPOU3BOIU 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 |EnexTtpuunu u onTH4kH 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'paheBuHApPCTBO 41, 42, 43

29 | TproBuHa Ha BEJUKO U TproBuHa Ha mMaiio; [TonpaBka MoTopHuX |45, 46, 47, 95.2
BO3MJIa, MOTOIIMKAJIA U TIPEIMETa 3a JIMYHY YIOTpeOy 1

J1OoMahHHCTBO

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

33 |HMudbopmainiroHe TEXHOJIOTHje 58.2, 62, 63.1

34 | mxkemepcke yciuyre 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 yrpaBa 84

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

Hanomena: CeprudukaiioHo TeJo je akpeUTOBaHO Ipema 3axteBuMa cranaapaa SRPS ISO/IEC 17021-
1:2015 u crangapaa SRPS ISO/IEC 17021-3:2017
*Hamomena: Mnentudukanuja obnactu ce 3acHusa Ha [AF 1D 1:2023.
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Axpenuranonu 6poj/
4 Accreditation No. 08-007
Basu o/Valid from:  18.09.2025.

3amemyje O6um ox1 / Replaces Scope dated: 26.06.2024.
ATC

CepTudukanuja cucreMa MeHAIIMEHTA KUBOTHOM CPeUHOM

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

Jlokanuje ceprudpukanmnonor teaa: Hum (Menujana), Bynesap Ceeror Ilapa Koncrantuna 82-86

TexHu4uke 00J1acTH

=
§ ’ Onuc eKOHOMCKOT CEKTOpPa / AKTHBHOCTH NACE
g & p Rev. 2 Code
17 | OcHoBHE MeTan® U CTAaHAAPHA METAITHH TTPOU3BOIU 24 u3yses 24.46, 25 uzy3eB
25.4, 33.11
18 |Mammnue u MammHCKU ypehaju 25.4, 28, 30.4, 33.12, 33.2
19 |EnexTtpuunu u onTH4kH ypehaju 26, 27,33.13, 33.14,95.1
28 | I'paheBuHApPCTBO 41, 42, 43

29 |TproBuHa Ha BEJIMKO U TProBrHa Ha Maio; [lonpaska motopuux |45, 46, 47, 95.2
BO3WJIA, MOTOIMKAJIA U [IPEIMETA 32 JINUHY yIOTPeOy 1

nomahuHCTBO
31 |Cao0pahaj, CKIauIITEeHE U BE3e 49, 50, 51, 52, 53, 61
34 | mxemepcke yciyre 71,72, 74 uzyzeB 74.2 u

74.3

Hanomena: CeprudukaiioHo TeJo je akpeAUTOBaHO Ipema 3axteBuMa cranaapaa SRPS ISO/IEC 17021-
1:2015 u cranmapna SRPS ISO/IEC 17021-2:2017

*Hanomena: Mnentudukanuja odmactu ce 3acauBa Ha [AF 1D 1:2023.

Cepruduxkanuja cucremMa MeHagMeHTa 0e30eqHomhy u 3apaB/beM Ha paay

Pedepentnu cranaapa: SRPS 1SO 45001:2018, Cucremu menayimenTa 0e30eHomhy 1 31paBibeM Ha
pany - 3axXTeBH ca yIyTCTBOM 3a KOpHUIIheHe

Jlokauuje cepruduranmnonor tesaa: Hum (Menujana), bynesap Cseror Llapa Koncrantuna 82-86

TexHuuke 001aCTH

=
§ S Onnc eKOHOMCKOI CEKTOPa / AKTHBHOCTH NACE
g & P Rev. 2 Code
17 |OcHOBHM MeTaNM U CTAHIAPAHHU METATHH MTPOU3BOIN 24 nzy3eB 24.46, 25 nzyses
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'paheBuHapcTBO 41,42,43

29 |TproBuHa Ha BEJIMKO M TProBUHa Ha Majo; [TonpaBka MoTopHuX |45, 46, 47,95.2
BO3WJIa, MOTOIIMKAJIA U TIPEIMETA 3a JIMYHY yIoTpeOy u

nomahuHCTBO
31 |Caobpahaj, CKIIaANIITEHE U BE3€ 49, 50, 51, 52, 53, 61
34 | NHxemepcKe ycayre 71,72, 74 uzyses 74.2 u

74.3

Hanowmena: CepTudukannoHo Teo je akpeauToBaHo npema 3axteBuma cragapaa SRPS ISO/IEC 17021-
1:2015 u Texanuke cnenudukanuje SRPS ISO/IEC TS 17021-10:2018

*Hammomena: nentudukamnuja odmactu ce 3acanba Ha [AF ID 1:2023.
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<

ATC

AxpeauTanuonu 6poj/
Accreditation No. 28-007

Baxu ox/Valid from: 18.09.2025.

3amemyje O6um ox1 / Replaces Scope dated: 26.06.2024.

Ceprudukanuja cucteMa MEHAIIMEHTA KBAJIUTETOM

Pedepentnn cranpapa: SRPS EN ISO 13485:2017, MeauuuHcka cpeactsa - CUCTEMH MEHalIMEHTa
KBaJINTETOM - 3aXTEBH 3a CBPXE Mpomnuca

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

Texuuuke o0j1acTu™

P. I'maBHa TexHn4YKa
op. obJiact

Texuunuka o0Jact

Karteropuje npoussoaay
OKBHMPY TEXHHMYKHUX
obJiacTu

1. |HeakTHMBHA MEIUIMHCKA
cpencTBa

Ormira HeaKTHBHA,
HEMMITIaHTAOMITHA MEIUITHHCKA
cpencTsa

- HeakTuBHa cpenctsa 3a
aHECTEe3Hjy, XUTHE ClIydajeBe U
WHTEH3UBHY HETY

- HeakTuBHa cpenctsa 3a
UbEKTHpamke, HHDY3H)Y,
TpaHchy3Hjy U AUjanu3y

- HeakTuBHa opTonercka u
CpEeJICTBA 32 peXaOMINTAIH]y

- HeaktuBHa odranmororika
cpencTaa

- HeakTrBHM HHCTpYyMEHTH

- HeakTBHA MeauIIMHCKA
cpelncTBa 3a 1e3nH(eKIH)y,
ynmheme, UCTIHpamke

HeaxTuBHHN MMILIAaHTH

- HeaktuBHI OpTOIICACKHU
UMILJIaHTH

CpencTBa 3a HETy paHa

- 3aBOjH U CPE/ICTBA 32 yBHjabE
paHa

- JIpyra MeiMIMHCKa CpesIcTBa
3a Hery paHa

HeakTuBHa JIeHTalTHA CPENICTBA U
npudop

- HeaxTnBHA neHTaTHA
cpencTsa/ onpema u
WHCTPYMEHTHU

- JlenTamHu MaTepHjanu
- JleHTamHU UMIUIAHTH

[pyra HeakTHBHA METUITMHCKA
CpeZCTBa Koja HUCY Hampes
HaBeJeHa

- HeakTuBHa
racTPOCHTEPOJIONIKO-YPOJIOIIKA
MEIMIHCKA CPEICTBA 3a
JETHOKpaTHY yIoTpedy

- Onmira xupypiika
MEJIMITUHCKA CPEJICTBA 3a
JEIHOKpaTHY yroTpedy

ATC-ITP15-002

Uz name/M3mena: 5/0

Jartym: 10.07.2023.
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ATC

AxpeauTanuonu 6poj/
Accreditation No. 28-007

Baxu ox/Valid from: 18.09.2025.

3amemyje O6um ox1 / Replaces Scope dated: 26.06.2024.

CepTudukanuja cucreMa MeHAIIMEHTa KBAJIUTETOM

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

Jlokanuje ceprudpukanmnonor teaa: Hum (Menujana), Bynesap Ceeror Ilapa Koncrantuna 82-86

Texuuuke 00acTu™

Karteropuje npoussoaay

P. I'1aBHa TexHH4YKA
60, 6 Texnuuka obJiact OKBHPY TEXHUYKHUX
P ods1acT
obJacTu
2. | AKTMBHA MeTMIMHCKA OniTa akTUBHA MEIUIIMHCKA - CpencTBa 3a CTUMYJIAIH]y WIH
cpencTsa cpencTBa WHXHOUIIH]Y
(HEMMILIAHTAOMITHA) - Pecimpatopna cpenctaa,
CpelcTBa Koja 00yxBarajy
XunepoapuIHe KOMOpe 3a
Teparnujy KHCEOHUKOM,
WHXaJal[oHa aHeCTe3uja
- AKTHBHA XHpPYpIIKa CPEICTBA
- Codaep
- MeIMIIMHCKH CUCTEMH 3a
cHabzeBamke racoM U IbHXOBU
JICTIOBA
VYpehaju 3a npaheme - Ypehaju 3a npahewme BUTATHUX
(hU3HOJIOIIKKX ITapaMeTapa
VYpehaju 3a Tepanuje 3paucma u - Ypehaju koja kopucrte
Teparnwje TOIIOTOM HejoHmn3yjyhe 3paueme
3. | In-vitro nujarnocTuuka |PeareHcu u npousBoau peareHaca,
MeIHIIMHCKA CPeCTBA | KAIMOPAaTOpU U KOHTPOJIHU
(IvD) MaTepujaiy 3a:

-Kimmanuky xemujy
-Umynoxemujy (UmyHomoruja)
-Xemarouoryuja / Xemocrase /
HNmyHOXEMaTONOTHjy
-Muxkpobuosnorujy
-UmyHnomnorujy nabeknja
-Xucronorujy / Lluronorujy
-I'eHEeTHYKO HCIUTUBALE

In vitro 1UjarHOCTHYKH
WHCTPYMEHTH U cO(TBED

4. |/denoBu mam yciayre

Kommnonente EnexTprune KOMIOHEHTE,
npuuBpIuBayM, 00JIMKOBaHE
crupoBHHE, 0Opal)eHe cHpOBUHE
1 00JIMKOBAHA IJIACTUKA

[MoackonoBu EnexTpoHCKH MOJCKIIONOBH,

MEXaHUYKHU MOACKIONOBU
HaNpaBJbCHU MpEMa IPTEKUMA
W/WIIM palHUM WHCTPYKLMjaMa

VYcnyre onpkaBama

VYcnyre eneKTpu4HUX U
MEXaHUYKHX HOIPABKH

Hartomena: CepTuduKaIiioHO TeJ0 je akpeIUTOBaHO peMa 3axTeBuMa craraapaa SRPS ISO/IEC 17021-1:2015

*Hanomena: Mnentudukanuja oodnactu ce 3acausa Ha [AF MD 8:2023.
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Uz name/M3mena: 5/0

Jartym: 10.07.2023.
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AxpeauTanuonu 6poj/
Accreditation No. 28-007

Baxwu ox/Valid from:  18.09.2025.
3amemyje O6um ox1 / Replaces Scope dated: 26.06.2024.

¢

ATC

CepTuduxkanmja cucteMa MeHagMeHTa 0e30eqnomhy nagopmanmja

Pedepentnu cranaapa: SRPS ISO/IEC 27001:2022, besbeaHoct nndopmaiija, cajoep 6e36eTHOCT 1
3aIITUTa MIPUBATHOCTH - CHCTeMH MeHaliMeHTa 0e30eaHomhy nHpopmarmja - 3aXTeBr

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

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

Ogaj ObuMm akpenuTtaiyje Baku camo y3 Ceptudukar o akpeautanuju 6poj / 08-007
This Scope of accreditation is valid only with Accreditation Certificate No

Axpeantanuja Baxu 10 /
Accreditation expiry date 09.01.2027.

JTUPEKTOP

mp Jparan Ilymapa
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