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Biokompatibilitas vizsgalatok: ISO 10993-x szabvanyok
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Az orvostechnikai eszk6zok hatdsagi jovahagyasi folyamatanak kritikus részei, mivel altaluk
elkerulheték:

* anem szandékos szov6dményeket

* bioldgiai reakcidk/ veszélyek a betegben.

A biologiai veszélyek kore széles és Osszetett.

A szoveti kolcsonhatas egy alkotd anyaggal nem értékelhetd elkllonitve a készulék
altalanos kialakitasatol.

A legjobb anyag kivalasztasa eredmeényezhet akar kevésbé funkcionalis eszkozt.

A szoveti kolcsonhatas csak egyike a valasztas soran figyelembe veendd szamos
jellemzének.

Az ISO szabvanyok :
* keretként szolgalnak a bioldgiai értékeléshez segitve ezaltal a szoveti valaszok
mechanizmusainak megértését.
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Categorization of medical devices

the nature of body contact
non-contact devices

surface-contacting devices (skin, mucosal membranes,
breached or compromised surface)

external communicating devices (blood path — indirect,
tissue/bone/dentin, circulating blood)

implant devices (tissue/bone, blood)

the duration of body contact
limited exposure - use up to 24 h
prolonged exposure - use exceed 24 h but not 30 days
permanent contact - use or contact exceeds 30 days
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INTERNATIONAL
STANDARD

ISO
10993-1

Fifth edition
2018-08

Corrected version
2018-10

Biological evaluation of medical
devices —

Part 1:
Evaluation and testing within a risk
management process

Table A.1 — Endpoints to be addressed in a biological risk assessment

Medical device categorization by

Endpoints of biological evaluation

Nature of body contact Contact duration
A - limited Irrita
(=24h) Physical tionor | ... .| Acute Sub | Sub Chr Impla
B - prolonged and /for Cyto | Sens intra media | SYSte | acu chro onic | 2
Categor Contact g chemica A B cuta mic te nic . | tion
gory [>2£11)h to 3§d] ! ! tt);x1 itiz ted pyro toxi
: informa citv | ation| neous eni toxi | toxi | toxi | o effects
C - Long term tion y reac Eitya city? | city? | cityP y b.c
(=30d) tivity
! A X8 Eh | E E
| Intact skin B X E E E
|
;: C X E| E E
i .
i Surface medical A X E| E E
' device Mucosal membrane B X E E E E E E
! c X E| E E E E| E| E E
| Breached or A X E| E E E E
_ compromised B X E E E E E E E
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Table A.1 — Endpoints to be addressed in a biological risk assessment

Medical device categorization by

Endpoints of biological evaluation

Nature of body contact Contact duration
A - limited Irrita
(s24h) Physical tion or . Acute | Sub| Sub Impla Car Repro
B - prolonged and/or Cvio | Sens| imtra M:;Le‘;i?] syste | acu | chro ocll‘ﬂ:: nta I:iz:l OC;‘;;; cin | ductive/ Deg
Category Contact b 8 chemical I cuta mic te nic . | tion . . oge | develop | rada
(>24hto 30d) N toxi | itiz ted pyro i . . | toxi mpa | ici > . e
informa itv |ation| meous . toxi | toxi | toxi itvb effects tibil | tyd nic | mental tion
C- Long term tion ety 14 reac fﬁ“; cityb | city® | city? | 'Y b.c :hlr ityd | toxicityde
(>304d) tivity y 3
A Xs Eh E E
Intact skin B X E E E
1
c X E| E E
E . A X E E E
E Sur:face medical Mucosal membrane B X E E E E E E
i device
i C X E E E E E E E E E
i Breached or A X E| E E E E
i
i compromised B X E E E E E E E
é surface C X E E E E E E E E E E E
1
[
Blood path, indirect A X E E E E E E
1
B X E E E E E E E
E C X E E E E E E E E E E E E
! Ti A X E E E E E
i Externally issue/
i communicating bone/ B X E E E E E E E E
i medical device dentini c X E| E E E E E| E| E E E| E
i A X E E E E E E Ej
Circulating blood B X E E E E E E E E E
C X E E E E E E E E E E E E

\ 4



PN

é;‘;rngVAvﬁ‘Sg;\
A \
(AVAVAY  AWAVA
IAY  AVAVL '
‘v},'ggu \ Dol
\\\%SX#A A

Navawavs”

QTICS

GROUP

GLP bizonyitvany

e OGYEI 1051 Budapest, Zrinyi v. 3.
| Levélcim: 1372 F 50.

- ) Orszdgos Gydgyszerészeti Tek.: (1) 8369-300, Fax: (1) 8E6-46
és Elelmezés-egészséglgyi Intézet E-mail: ogyei@ogyei.gov.hu, Web: www.ogyei.gov.hu

Ref. no: OGYEI/8623-5/2019
Admin.: dr. Szaller Zoltan
Date: 22 May, 2019

GOOD LABORATORY PRACTICE (GLP)
CERTIFICATE

It is hereby certified that the test facility

TOXI-COOP Toxicolgical Research Center Zrt.

H-1103 Budapest, Cserkesz u. 90.,
H-1045 Budapest, Berlini u. 47-49.,
H-8230 Balatonfiired, Aracsi u. 97-99.,
H-8230 Balatonfiired, Vasut u. 3.,
H-8230 Balatonfiired, Galamb u. 12/A ,
H-8230 Balatonfiired, Ady E. u. 12,
8354 Karmacs, hrsz 4150/2

is able to carry out

physico-chemical testing, toxicity studies, mutagenicity studies, environmental toxicity
studies on aquatic and terrestrial organisms, studies on behaviour in water, soil and air;
bio-accumulation studies, analytical and clinical chemistry, safety pharmacology testing,
metabolism and toxico/pharmacokinetics testing, testing of toxicological properties of
operative procedures and equipment, reproduction toxicological studies, tolerance

studies, inhalation toxicology and in vitro studies

in compliance with the Principles of GLP (Good Laboratory Practice) and also complies with

the corresponding OECD/European Community requirements.

dr. Digitalisan aldirta:
Mittner  Siimioisosss
A nd rés 09:01:24 +02'00"
Dr. Andras Mittner
Head of Inspectorate

Date of the inspection: 18-26. February 2019.
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Személyzet /
Tapasztalat

Vezetés
Min&ségbiztositas
Study Directors

Asszisztensek

12

0-5 év

5-10 év

15

12

35

> 10 év
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