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ECHA:
Put prema sigurnijem okolisu i zdravlju ljudi

Gordana Mendas

Radionica Jacanje suradnje izmedu znanosti, gospodarstva i kreatora politika te podizanje svijesti javnosti o Stetnosti POPs-ova
8. studenog 2023.



ECHA: Europska agencija za kemikalije

ri E C H A osnovana 2007. godine (Helsinki, Finska)
EUROPEAN CHEMICALS AGENCY

Uloga:

* implementacija REACH uredbe —
Zakonodavni  okvir EU Za

regulaciju kemikalija

Cilj:

poboljSanje  zastite  ljudskog
zdravlja i okoliSa s obzirom na

rizike od kemikalija

Institut za
medicinska |
istrazivanja

i medicinu
rada




REACH -

. . . . . . . i 5 medicinska |
Registration, Evaluation, Authorisation, Restriction gl

Uredba br.1907/2006 Europskog parlamentai Vijeca o :

* Registracija: proizvodacdi ili uvoznici obvezni registrirati sve kemikalije koje
proizvode u koli¢ini >1 t / godina

» Evaluacija tvari: kako bi se utvrdilo jesu |li dostavljeni podaci o sigurnosti
kemikalije potpuni i tocCni

e Autorizacija: izdavanje odobrenja za posebno rizicne kemikalije (SVHC): ne smiju
biti stavljene na trziste bez posebnog odobrenja nadleznih tijela

e Restrikcija: predlaze ogranicenja za njihovu upotrebu, proizvodnju i stavljanje na
trziste

CILJ:

Proizvodnja/stavljanje na trziste/upotreba onih kemikalija koje ne Stete okolisu i
zdravlju ljudi



SVHC — Substance of Very High Concern ot

. Kemikalije koje su posebno opasne za ljudsko zdravlje i okolis

Rizik je na adekvatan nacin kontroliran

AUTORIZACIIA Korist od upotrebe kemikalije je veca od
rizika, a nema odgovarajuce alternative
RESTRIKCLIA Ogranicenje / zabrana proizvodnje /stavljanja

na trziSte / uporabe neke kemikalije
Postavljanje odredenih uvjeta
(tehnicke mjere, oznake)




Institut za

RAC - Risk Assessment Committee lI'Il

Odbor za procjenu rizika - tijelo ECHA-e koje priprema misljenja o rizicima
pojedinih kemikalija po zdravlje ljudi i okolisa u skladu s uredbama REACH i CLP

CLP — Classification, Labelling and Packaging

e proizvodacima, uvoznicima ili daljnjim
korisnicima tvari ili smjesa propisuje

Chromium trioxide

|Other names: Regulatory process names [3] Trade names [16] IUPAC names [11] Od gova raj u Cli n a éi n Za ra ZV rstava nj e’ OZ n a éava nj e
Substance identity Hazard classification & labelling i pa kira nje Opasnih kemikalija prije Stavlja nja na
EC [ List no.: 215-607- vey
: QE® trziste
CAS no.: 1333-82-0 Dange_r! According to the harmonised classificgtion ;_and
Mol Formula CTO3 subotanee is futal I baled, i ko I avallowed, o e in * navode se precizni kriteriji za oznacavanje:

contact with skin, causes severe skin burns and eye damage, may

piktogrami, oznake opasnosti, itd.

/ O 6rgans throan pI;1;| Igé\;i mr repeated exposure, is very Vu»ruc to
— / aquatic life, ‘is very toxic‘to aquatic Iife.V\'/ith Ior'wg lasting effects, . o . . . . . .
S e »  ako npr. toksikolo3ki podaci ispunjavaju kriterije
]C:x—?;:;”ergy or asthma symptoms or breathing difficulties if navedene u U I"ed b| CLP, Oznaéavaj u Se
AIE AL dodjeljivanjem odredenih razreda i kategorija

This substance is manufactured and/or imported in the European Economic Area in 10 000 - 100 000 tonnes per year.

opasnosti

This substance is used in articles, by professional workers (widespread uses), in formulation or re-packing, at
industrial sites and in manufacturing.



Classification and labelling in accordance with the CLP Regulation
(Regulation (EC) 1272/2008)

Chemical Classification Labelling Specific Conc.

name Hazard Hazard statement [Pictogram, |Hazard Suppl. Limits, M-
Class and [Code(s) Signal Word |statement Hazard factors and ATE
Category Code(s) Code(s) statement
Code(s) Code(s)
Current Tetraphosp Flam. Sol. 2 |H228 GHS02 H228

Annex VI horus
entry trisulphide Water-react. |H260 GHSO07 H260

1
015-012- H302 GHS09 H302

-1 Acute Tox.
00 4% H400 Dgr H400

Aquatic
Acute 1




Postupak donosenja restrikcija

Prijedlog za

Drzave clanice

restrikciju

6 mjeseci

Europska
ODLUKA

CCININIE

ECHA na
zahtjev EK

RAC
SEAC
FORUM

>70 restrikcija
do sada

Institut za
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Izrada i podnosenje prijedloga za uvodenje

ogranic¢enja

Pokretanje postupka za uvodenje ograni¢enja

Obavijest o namjeri podnosenja prijedloga za
uvodenje ograni¢enja

Registar namjera

Izrada dosjea za uvodenje ogranicenja

Podnosenje i provjera sukladnosti

OOO O [

Savjetovanja Odluka i daljnje mjere

Savjetovanje o izvjescu o Savjetovanje o nacrtu
uvodenju ogranicenja % % misljenja SEAC-a

Odluka Komisije Postupanje u
o uvodenju skladu s
ogranicenja ogranicenjem

X

Zatvori

5>

Provodenje
ograni¢enja



Restrikcije

Potpuna
zabrana

Ogranicenje

Postavljanje
uvjeta

Institut za
i} B medicinska
Iml istrazivanja
i medicinu
rada

e Azbest

e Na odredene uporabe: Bisfenol A u potvrdama od termalnog
papira; Ftalati u igrackama i proizvodima za djecu
e Ogranicenje koncentracije: krom(VI) u cementu (max 2 mg/kg)

e Tehnicke mjere (upravljanja rizikom na random
mjestu), edukacija radnika, oznacavanje ambalaze



Restrikcija
* >70 restrikcija u EU (pojedinacnih tvari, u smjesi, ili proizvodu): npr.
PCB, PAH, PBDE, akrilamin, kreozot, kadmij, arsen

* Popis restrikcija: Aneks XVII REACH-a
https://echa.europa.eu/documents/10162/f9e7b269-87cd-fc26-1a8e-b8c8b6e40c08

* Drzave Clanice odgovorne su za provedbu ogranicenja

* Industrija mora postupati u skladu s ogranicenjem nakon njegova donosenja

( proizvodaci, uvoznici, distributeri, daljnji korisnici i trgovci na malo) »


https://echa.europa.eu/documents/10162/f9e7b269-87cd-fc26-1a8e-b8c8b6e40c08
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flinll

3. By way of derogation to paragraph 2, the concentration limit shall be 10 ppm for the sum
C E ‘ H A of C9-C14 PFCAs, their salts and C9-C14 PFCA related substances, where they are present in

a substance to be used as a transported isolated intermediate, provided that the conditions

EUROPEAN CHEMICALS AGENCY

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu
ANNEX XVII TO REACH - Conditions of restriction

Restrictions on the manufacture, placing on the market and use of certain dangerous
substances, mixtures and articles

Entry 68

Linear and branched perfluorocarboxylic acids of the formula CrF2n +1-C(= O)OH where n = 8,
9,10, 11, 12, or 13 (C9-C14 PFCAs),

including their salts, and any combinations thereof; in points (a) to (f) of Article 18(4) of this Regulation are met for the manufacturing of
fluorochemicals with a perfluoro carbon chain length equal to or shorter than 6 atoms. The

Any C9-C14 PFCA-related substance having a perfluoro group with the formula CaF2n +1- Commission shall review this limit no later than 25 August 2023.

directly attached to another carbon atom, wheren = 8, 9, 10, 11, 12, or 13, including their

salts and any combinations thereof; 4. Paragraph 2 shall apply from 4 July 2023 to:
Any C9-C14 PFCA-related substance having a perfluoro group with the formula CnF2n +1- that (i) textiles for oil- and water-repellency for the protection of workers from dangerous
it is not directly attached to another carbon atom, where n =9, 10, 11, 12, 13 or 14 as one liquids that comprise risks to their health and safety;

of the structural elements, including their salts and any combinations thereof. . o )
(ii) the manufacture of polytetrafluoroethylene (PTFE) and polyvinylidene fluoride (PVDF)
The following substances are excluded from this designation for the production of:

- CnF2n+1-X, where X = F, Cl, or Br - high performance, corrosion resistant gas filter membranes, water filter membranes
and membranes for medical textiles;

- industrial waste heat exchanger equipment;

- industrial sealants capable of preventing leakage of volatile organic compounds and
PM 2,5 particulates

where n = 9, 10, 11, 12, 13 or 14, including any combinations thereof,

- CnF2n+1-C(= 0)OX' where n> 13 and X'=any group, including salts.

5. By way of derogation to paragraph 2, the use of C9-C14 PFCAs, their salts and C9-C14
Conditions of restriction PFCA-related substances shall be allowed until 4 July 2025 for:

1. Shall not be manufactured, or placed on the market as substances on their own from 25 (1) photolithography or etch processes In semiconductor manufacturing;

February 2023. (ii) photographic coatings applied to films;

2. Shall not, from 25 February 2023, be used in, or placed on the market in: (iii) invasive and implantable medical devices;

(a) another substance, as a constituent; (iv) fire-fighting foam for liquid fuel vapour suppression and liquid fuel fire (Class B fires)

. already installed in systems, including both mobile and fixed systems, subject to the
(b) a mixture; Y - .y ' 9 t4 » SUDJ
following conditions:

(c) an article, - fire-fighting foam that contains or may contain C9-C14 PFCAs, their salts and C9-C14

except if the concentration in the substance. the mixture. or the article is below 25 pob for PFCA-related substances shall not be used for training;

https://echa.europa.eu/documents/10162/f9e7b269-87cd-fc26-1a8e-b8c8b6e40c08
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1. Procjena rizika:

Potreba za ogranicenjem (tj. postoje li rizici na razini EU-a koji nisu dovoljno
kontrolirani): DA — za koju svrhu

NE
2. Upravljanje rizikom:
Predlozeno ogranicenje usmjereno je prema utvrdenom riziku i najprikladniji
je nacin za njegovo rjesavanje:
e Ucinkovitost (za smanjenje rizika na prihvatljivu razinu)
* Prakticnost, ukljuCujuci provedivost
* Mogucnost monitoring

Usporedba s drugim opcijama za upravljanje rizikom

12



RAC evaluacija

* RAC ocjenjuje procjenu podnosioca dosjea

* RAC ne generira novu/dopunsku procjenu ukoliko je procjena podnosioca
dosjea nejasna / netocna

e RAC identificira nejasnoée/greske/nesigurnosti
 RAC mora obraditi komentare tijekom konzultacija

« RAC moze (nije obvezan) dodati nove informacije u proces donosenja
misljenja



Restrikcija perflouroheksan sulfonske kiseline(PFHXS) |
uklju€ujudi soli idruge povezane tvari 1 e

Predlagatelj: Norveska

Smanjenje trenutnih okoliSnih emisija PFHxS, njegovih soli i povezanih tvari iz uvezenih proizvoda |
smjesa

Zabrana uporabe kao zamjena za PFOA (perflouorooktanska kis) (nakon 2020. kad stupi na snagu)

Ogranicenje na razini EU-a pomodi ¢e globalnoj regulaciji PFHxS, njegovih soli i povezanih tvari prema
Stockholmskoj konvenciji (UNEP, 2019)

PFHXS, njegove soli i povezane tvari ispunjavaju kriterije kao postojana organska zagadivala (POPs) =
znacajni negativni u¢incima na ljudsko zdravlje i/ili okolis koji zahtijevaju globalnu akciju (UNEP, 2018).

2019. godine ove tvari uvrstene u Prilog A (eliminacija) konvencije bez ikakvih izuzeca



RAC evaluacija —

e Uporaba: nema trenutne u EU (nema registracije prema REACH); postojece
zalihe protupozarnih pjena; kao primjesa u PFOS u krom(VI) premazima;
uvezeni tekstilni proizvodi; <1 t godisnje

* Proizvodnja: znacajan izvor otpustanja u okolis (detektirani u vodi i serumu
ljudi u blizini postrojenja); nema aktivhe proizvodnje u EU; globalna
prozvodnja 2016. 700 kg i smanjuje se



RAC evaluacija

Al

 Emisija u okolis: rezultat povijesne proizvodnje;, iz protupozarnih pjena;
postrojenja za prosiccavanje otpadnih voda; odlagalista otpada; lokalni izvori
onedi¢éenja (Italija-bivéa tvornica; Norveska-aparati za gadenje pozara; Svedska-
okolica aerodroma iz pjena za gaSenje pozara)

procjena: 0.44 t/godina za 2020

* lzloZenost okoliSa: prisutni u svim dijelovima okolisa (do 217 ng/L u vodama),
detektirani diljem svijeta; najvece razine prijavljene u jajima ptica u blizini
perfluorokemijske tvornice u Belgiji;

* lzlozenost ljudi: putem hrane, vode i zraka; najcesce detektirani u krvi; prisutni u
krvi iz pupkovine i majcinom mlijeku; koncentracije stagniraju



RAC Zakljucci —

* Predlagatelj je dokazao da je PFHxS Siroko rasprostranjen u okolisu
* Postoji potencijal za povecanje emisije u okolis

* Potencijal za nakupljnje u okolisu

* Postojece mjere nisu dovoljne

* Prema REACH clanak 60. za PBT ili vPvB tvari nije moguce odrediti sigurne
koncentracije ili prag = uvodenje ogranicenja na razini EU

* PFHXS je poznata nesistoca PFOS-a i moze se koristiti kao tehnicka zamjena za
PFOS i PFOA (2009. ukljuceni u Stockholmsku ali postoje brojna izuzeéa Sto moze
rezultirati pove¢anom uporabom PFHxS)



RAC Zakljucci -

RAC podrzava stajaliSte da je potrebno poduzeti mjere na razini EU kako bi se rijesili
rizici povezani s PFHxS-om, njegovim solima i povezanim tvarima.

RAC se slaze da je ogranicenje na razini Unije najbolja mjera za smanjenje
potencijalnih emisija ovih tvari u okolis kako bi se sprijecila njihova buduca
proizvodnja, stavljanje na trziste i uporaba.



RAC preporuka -

PFHXS, njezine soli i povezane tvari:

1. Ne smiju se proizvoditi ili stavljati na trziste kao samostalne tvari od [datum - 18
mjeseci nakon stupanja na snagu ovog Pravilnika].

2. Ne smiju se od [datum - 18 mjeseci nakon stupanja na snagu ovog Pravilnika] koristiti u
proizvodniji ili stavljati na trziste u obliku: (a) druge tvari, kao sastojak, (b) smjese, (c)
Eroizvoda ili bilo kojeg dijela istih, u koncentraciji jednako ili vecoj od 25 ppb za ukupnu

oliCinu PFHXS i njezinih soliili 1 000 ppb za ukupnu koliCinu povezanih tvari s PFHXS.

3. OgraniCenje iz stavka 2 (c) o stavljanju na trziSte nece se primjenjivati na proizvode koji
su prlvi u]t stavljene na trziste prije Hdatum - 18 mjeseci nakon stupanja na snagu ovog
Pravilnika].

4. Stavak 2 nece se primjenjivati na (a) tvari ili smjese koje sadrze PFHxS kao necisto¢u u
PFOS4 u primjenama PFOS-a koje su izuzete od zabrana u Prilogu |, Dio A Uredbe (EU)
br. 2019/1021; (b) koncentrirane smjese za gaSenje poZara koje su stavljene na trziste
prije [datum - prijelazno razdoblje treba biti sto krace] i koje se koriste ili Ce se koristiti
u proizvodnji drugih smjesa za gasenje pozara.
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3. By way of derogation to paragraph 2, the concentration limit shall be 10 ppm for the sum
C E ‘ H A of C9-C14 PFCAs, their salts and C9-C14 PFCA related substances, where they are present in

a substance to be used as a transported isolated intermediate, provided that the conditions

EUROPEAN CHEMICALS AGENCY

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu
ANNEX XVII TO REACH - Conditions of restriction

Restrictions on the manufacture, placing on the market and use of certain dangerous
substances, mixtures and articles

Entry 68

Linear and branched perfluorocarboxylic acids of the formula CrF2n +1-C(= O)OH where n = 8,
9,10, 11, 12, or 13 (C9-C14 PFCAs),

including their salts, and any combinations thereof; in points (a) to (f) of Article 18(4) of this Regulation are met for the manufacturing of
fluorochemicals with a perfluoro carbon chain length equal to or shorter than 6 atoms. The

Any C9-C14 PFCA-related substance having a perfluoro group with the formula CaF2n +1- Commission shall review this limit no later than 25 August 2023.

directly attached to another carbon atom, wheren = 8, 9, 10, 11, 12, or 13, including their

salts and any combinations thereof; 4. Paragraph 2 shall apply from 4 July 2023 to:
Any C9-C14 PFCA-related substance having a perfluoro group with the formula CnF2n +1- that (i) textiles for oil- and water-repellency for the protection of workers from dangerous
it is not directly attached to another carbon atom, where n =9, 10, 11, 12, 13 or 14 as one liquids that comprise risks to their health and safety;

of the structural elements, including their salts and any combinations thereof. . o )
(ii) the manufacture of polytetrafluoroethylene (PTFE) and polyvinylidene fluoride (PVDF)
The following substances are excluded from this designation for the production of:

- CnF2n+1-X, where X = F, Cl, or Br - high performance, corrosion resistant gas filter membranes, water filter membranes
and membranes for medical textiles;

- industrial waste heat exchanger equipment;

- industrial sealants capable of preventing leakage of volatile organic compounds and
PM 2,5 particulates

where n = 9, 10, 11, 12, 13 or 14, including any combinations thereof,

- CnF2n+1-C(= 0)OX' where n> 13 and X'=any group, including salts.

5. By way of derogation to paragraph 2, the use of C9-C14 PFCAs, their salts and C9-C14
Conditions of restriction PFCA-related substances shall be allowed until 4 July 2025 for:

1. Shall not be manufactured, or placed on the market as substances on their own from 25 (1) photolithography or etch processes In semiconductor manufacturing;

February 2023. (ii) photographic coatings applied to films;

2. Shall not, from 25 February 2023, be used in, or placed on the market in: (iii) invasive and implantable medical devices;

(a) another substance, as a constituent; (iv) fire-fighting foam for liquid fuel vapour suppression and liquid fuel fire (Class B fires)

. already installed in systems, including both mobile and fixed systems, subject to the
(b) a mixture; Y - .y ' 9 t4 » SUDJ
following conditions:

(c) an article, - fire-fighting foam that contains or may contain C9-C14 PFCAs, their salts and C9-C14

except if the concentration in the substance. the mixture. or the article is below 25 pob for PFCA-related substances shall not be used for training;

https://echa.europa.eu/documents/10162/f9e7b269-87cd-fc26-1a8e-b8c8b6e40c08
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