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Hngpopmayuonen nucm 3a 6e3onacocm
cvenacno Peznamenm (EO) Ne 1907/2006, Ynen 31

oama Ha omneuamesane: 07.07.2025 Version 4 (3amecmea eepcust 3) npepabomero na: 07.07.2025

PA3JIEJI 1: Hoenmugukauyua na eeuwgecmeomo/cmecma u Ha OPyHcecmeomo
npeonpusamuemo

- 1.1 Hoenmugukamop na npooykma

- Tvpeoscko naumenosanue: INLAY WAX MEDIUM

1.2 Hoenmuguyupanu ynompeou Ha eewyecmeomo Uil cmMecma, KOUmMo ca om 3Havenue, u ynompeou,
Koumo He ce npenopvueam
Hsama nanuunu opyeu easicnu ceedenusi.

Cmpanuya: 1/8

: Hpuflo.ﬂcenue Ha eeuwiecmeomo /Ha npuzomaoejieHuemao cnomazameino cpec)cmeo 3a 3pOomexHuKama

- 1.3 lIodpo6nu oannu 3a 0ocmaguuka Ha UHGOOPMAUYUOHKUA TUCT 3d DE30NACHOCH
- Ilpouseooumen/oocmasuux:

GC EUROPE N.V.

Interleuvenlaan 33

B-3001 Leuven

Tel. +32/(0)16/74.10.00

Fax +32/(0)16/40.26.84

msds@gc.dental

- lasawo ungpopmayus nanpasnenue: Regulatory affairs
- 1.4 Teneghonen nomep npu cnewinu cnyuau:
Hayuonanen moxcuxonozuuen ungopmayuorer yeHmvp
Mmnozonpogunna 6ornuya 3a akmueno nevenue u cnewna meouyuna "H. U I[Tupoeos”
Teneghon 3a cnewnu cnyuau / paxc: +359 2 9154 409
E-mail: poison_centre@mail.orbitel.bg

PA3/IEJI 2: Onucanue na onacnocmume

- 2.1 Knacuguyupane na sewgecmeomo unu cmecma

- Knacugukayus ¢ coomeemcmeue ¢ Peznamenm (EQ) Ne 1272/2008
Ilpenapamovm ne e Kracuguyupan cnoped pe2iameHma OMHOCHO KI1ACUPUYUPAHemO, emUKUpaHemo u
onaxosanemo (CLP).

- 2.2 Enemenmu na emuxkema

- Emuxemupane ¢ cvomeemcmeue ¢ Peznamenm (EO) Ne 1272/2008 omnada

- ITukmozpamu 3a onacnocm omnaoa

- Cuznanna oyma omnaoa

- Ipedynpesrcoenusn 3a onacnocm omnaoa

- /lonvinumennu 0Oanuu:
23 npoyenma om cmecma cv0bp*HCAm CbCMAsKA(u) ¢ Heu3secmua MoKCUYHOCM.
Cvovporca 23 % cvcmasku, ¢ Heuzgecmua ONACHOCH 3d 600HamMa cpeoq.

- 2.3 /Ipyeu onacnocmu

- Pesynmamu om ouyenxkama na PBT u vPvB

- PBT: nenpunooicumo

- vPyvB: nenpunosxcumo
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PA3/TEJI 3: Cocmas/ungpopmayusn 3a cocmagexume

- 3.2 Cmecu
- Onucanue:

H36poenu ca camo sewgecmea, koumo e Heobxo0umo oa bvoam cnomerHamu 8 cbomsemcmaue ¢ Ipunoxcenue 11
na Pecnamenm 1907/2006. Hughopmayus 3a opyeu eewgecmaa, Koumo mo2am 0a npucvbcmeam, moxce oa 6voe
noyueHa npu HOUCKeaHme.

- OnacHnu cvcmagnu eeujecmea: omnaoa
- lonvanumennu ykazanua:
DopmynuposKama Ha u3nodHceHume yKasanus 3a 6esonacnocm oa ce gzeme om I asa 16.

PA3JIEJI 4: Mepku 3a nvpea nomouy

- 4.1 Onucanue na mepxume 3a nvpPea NOMou|

- O6wu yrazanusn: Ilpu npoovidicasawu oniakeanus 0a ce KOHCYImupa nekap.

- Cneo eouweane:
IHooasane na uucm 6v30yx, eseHmyanno o60uweane, moniuna. Ilpu npoovidcasawu ONIAKEAHUs KOHCYIMUPAHe
¢ nekap.
H3eexcoane 3acecnamus Ha yucm 6b30yX u NOCMAagaHe 0a JexHCU CHOKOUHO.

- Cned konmaxm ¢ koxcama: Ilpu npoodvidicasawo opasnene Ha KOHCama oopvuyane KoM ieKap.

- Cned Konmakm c ouume:
Hsnnaxeane na ouume npu omeopeHu Kienadu ¢ medauja 600a 6 NpoOvaNCeHUe Ha HAKOAKO Munymu. Ilpu
NPOOBIANCABAUYU ONIAKBAHUSL KOHCYIMUPAHE C TeKap.

- Cneo noznvuane:
Hsnnaxeane na ycmama u cied moga usnueane Ha 0OUIHO KOIUYeCmao 600d.
Ipu npoowvidicasauyu OnIaKeanusi 0a ce KOHCYIMupa i1exkap.

- 4.2 Haii-cougecmeeHu ocmpu u HACMbREAWU C1€0 U3BECMEH NEPUO) Om epeme CUMRMOMU U ehekmu
Hsma nanuunu opyeu easicnu ceedenusi.

- 4.3 Ykazanue 3a Heo6X00uMOCImMa om 6CAKAKGU HEOMIONCHU MEOUUUHCKU ZPUINCU U CHEUUATIHO J1eUeHUe
Hama nanuynu opyeu easicnu ceedenus.

PA3JIEJI 5: IIpomueonoycapuu mepku

- 5.1 Cpeocmea 3a zacene na nodxcap
- Ilooxo00awu zacawu cpeocmea:
CO2, oenecacaw npax uau oucnepeupauna 600ua cmpys. bopba ¢ no-zonemu noscapu ¢ oucnepeupana 00Ha
cmpyst unu Yyemouuuea Ha aikoxoil Nnd.
Cvobpasssane na meprume 3a NOMYUABAHE HA NOICAPA ¢ OKOIHAMA CPedd.
- Henooxoo0sawu no npuuuHnu Ha cuzypHocmma 2acawu cpeocmea: Booa 6 mowna nepasnpvcnama cmpys
- 5.2 Ocobenu onacnocmu, KOUMO NPOUMUYANT ONL GEULECEOMO UTIU CMECA
Ipu 3aepsisane unu 6 cryyail Ha NOACAP 8LIMONCHO 0OPA3YBAHE HA OMPOGHU 2A308e€.
Hsma nanuunu opyeu easicnu ceedenusi.
- 5.3 Cveemu 3a noxcapuuxapume
- Cneyuannu 3auwumnu cpeocmea: Hocene na nezagucum om okonnust 6b30yx pechupamop.
- [Ipyeu oannu
Ocmamvyume clned nojxcapa u 3aMbpceHama 600a Om 2acenemo cledgéa 0a OvOam OomCmpaHeHu 8
cvomeememaue ¢ nPeonucaHusima.

(mpoxbmKeHue Ha ctp.3)
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PA3/TEJI 6: Mepku npu agapuitho uznyckamne

- 6.1 JTuunu npeonaznu mepku, npeonasnu cpeocmea u nPouedypu npu CReuwtHu cayiau
H3ze6esicoane na xopama Ha cu2ypHo Msacmo.

H30526ane obpaszysanemo Ha npax.

Jla ce nocu auuno npeonasno 00.1exao
- 6.2 IIpeona3znu mepku 3a onazeane Ha OKOaHama cpeoa:

/la ne ce donycka nonadanemo 6 KAHAIU3AYUAMA UTU 658 BOOU.

Ilpu nponuxeane 6v6 600U WU KAHATUZAYUAMA Od C€ UHDOPMUPAM KOMNEMEHMHUME OP2aAHU.
/la ne ce donycka nonadanemo 6 nOONOYGEHUs NIACT U NOYEAMA.

IIpu nponuxeane 6 nousama oa ce UHGOPMUPAM KOMREMEHMHUMEe OP2aAHU.
6.3 Memoou u mamepuanu 3a 02paHuYaeane U NOYUCMEAne:

Mexanuuno cvbupane.

/la ce npedomepamsea o6pazysanemo Ha npax.

CvOpanusm mamepuan 0a ce OMCmpanu Cb2AACHO NPeOnUCaHUAma.
- 6.4 Iloz06asane na opyzu pasoenu

3a unghopmayus 3a 6e30nACHOMO MAHUNYIUPAHE BUIC 21A8a 7.

3a unghopmayus 3a nuunume NPeOnasHu cpeocmea ulic 2nasa 8.

3a unpopmayus 3a omempanasanemo gudic enasa 13.

PA3/TEJI 7: Obpabomka u cvxpanenue

- 7.1 Ilpeona3znu mepku 3a be3zonacna paboma

/la ce npedomepamsea 06pazysanemo Ha npax.

Obpasysauwy ce npax, Koumo He modce 0a bvOe npedomapameH, ciedéa ped08Ho 0d ce Cvboupa.
- Ykazanusn 3a npedomepamsaesane na noxcap u eKCnio3uu:

Ipaxma mooice 0a 0bpa3sysa ¢ 6630yxa eKCHI03UBHA CMeC.

- 7.2 Ycnoeus 3a 6e3onacno cvxpanagane, 6K110UUMENHO HECHEMECHIUMOCIMU
- Cvxpanenue:
- H3uckeanusn KoM CK1a006UNEe ROMEWeHUA U pe3epeoapume:
a ce cvxpanssa camo 8 HeOMBAPAHU OPUSUHATHU BAPETU.
- Ykazanus npu 0owo cvxpanenue: /la ce coxpausaga omoeiHo om Xpanumentu npooyKmu.
- /Ipy2u dannu omnocHo ycnoeuama é cknaoogeme: Hama.
- 7.3 Cneyugpuuna(u) kpaiina(u) ynompeoa(u) Hama nanuunu opyau easxcuu ceeoeHus.

PA3/TEJI 8: Konmpon na ekcno3uyuama/IudHu npeonasnu cpeocmaeda

- 8.1 Ilapamempu na kKonmpon

- CbcmasHu wacmu cvc C6bP3AHU C PAGOMHUMeE MeCma, NOONEHCAWU HA CTledeHe ZPAHUYHU CIOTHOCUL:
IIpodyxmem ne cv0vpotca pereeanmuu KOIUYeCmed euecmed CbC C6bP3aHl ¢ pabomuume mMmecma nooaexcauu
Ha credene SpanuyH CMOUHOCHU.

- lonvanumennu ykazanusn: Kamo ocnosa caysicuxa ganuonume npu CbCmagaHemo JUcmu.

- 8.2 Konmpon na excnozuyuama
- Iloox00sauy unscenepen konmpon Hana opyeu oannu, eusc mouka 7.
- Unoueuoyannu mepxu 3a 3auuma, Kamo Hanpumep JuYHU NPeonazHu cpeocmaea
- Q0wu npeonaznu u XuzueHHu MepKu:
Cneosa 0a ce cvbmodasam obuyaHume NPeOOXPAHUMENHU MePKU NPU paboma ¢ XUMUKAIU.
la ne ce souwmsam npax/oum/mvena.
Ilpedu noyusxume u npu npukmousane Ha paboma pvyeme 0a ce USMUBAI.

: 3au4uma Ha ouxamennume nbmuuia Hpenopbqumefma e pecnupamopHa mackda.
(IpoxbKeHne Ha cTp.4)
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* 3awguma na pvyeme 3awumuu poraguyU
- Mamepuan 3a pvkasuyu
H360pvm na nooxooawa pvkaguya 3a8Ucu He camo om Mamepuand, a U om opyeu KavyecmeeHu XapaKmepucmuxu
U e pasnuveH npu pasiuyrume npouzgooumenu. Tvl Kamo npodyKmvm npeocmasiaga npenapam om HAKOAKO
geljecmea, yCmou4usoCmma Ha Mmamepuaiume 3d pbKasuyy He e npedsuoumMa u nopaou mosa mpsaoea oa 6voe
nposepssana npedu ynompeoama um.
- Bpeme 3a nponuxeane na mamepuana 3a poKaguyu
Tounomo epeme Ha npobus cieedsa 0a ce y3uae om npou3EOOUMensl Ha 3aWUMHY PoKAGUYU U Od ce CA3éd.
- 3awuma na ouume/nuyemo 3awumnuy ouula

PA3/TEJI 9: @u3uunu u XumMu4Hu c60licmea

- 9.1 Hugpopmayus omnocnHo ocHoeHume Qu3uyHu U XuMU4HU CEOUCH A
- O0wu 0anHu
- Aepecamno cvcmonnue mevpoo
- Lleam cnopeo Hazeauuemo Ha NPooyKma
- Mupuc: 6e3 mupusma
- I'panuya na mupuca: He e onpedeneno.
- Touka na monene/mouxa na 3ampv3eane: He e onpeoeneHo
- Touka na Kunene unu HAYAINA MOYKA HA KUNEHe U

UHMEPEAl HA KUNeHe He e onpedeneHo
 3ananumocm He e onpeoeneno.
- lonna u 2opna zpanuya Ha eKCNIO3UEHOCH
- Honna: He e onpedeneno.
- Topna: He e onpedeneno.
- [Inamna memnepamypa HeNnpuioHcUMOo
- Temnepamypa na camosanangane: He e onpeoeneHo
- Temnepamypa na pasnazane: He e onpedeneno.
-pH HENnpUIOHCUMO
- Buckozumem:
- Kunemamuuen euckozumem HenpunoHcUMo
- OUHaMuuen: HenpuiodCumo
- Pazmeopumocm
- Booa: Hepa3zmeopumo
- Koegpuyuenm na pasnpeoenenue n-okmanon/eooa

(nozapummuuna cmounocm) He e onpeoeneno.
- Hanazane na napume: HEenpunoHcUmMo
- Ilnvmuocm w/unu omHOCUMENHA NABHMHOCH
- IInomuocm: He e onpeodeeHo
- Omnocumenna ni1vmuocm He e onpedeneno.
- IInvmuocm na napume HenpuioHcUMo
- Xapakmepucmuku Ha yacmuyume Buoic mouka 3.
- 9.2 /lpyza ungpopmayusn
- Bonuwen 6uo:
- Dopma: mevpoo
- Basichu oannu 3a onaseane na 30paéemo u oKonHama

cpeda, KAKmMo u 3a cuzypnocmma
- Temnepamypa na év3nnamenasane: IIpodykmvm ne e camozanaum.
- Excnno3uenu ceoiicmea: IIpodykmvm He e 63pusoonacet.

(IpobKeHHe Ha CTp.5)
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- Ilpomana na cocmoanuemo
- CKopocm na usnapseane HEenPUIONCUMO
- Ungpopmayun 6v6 épv3ka ¢ kiacogeme Ha Quzuuna
onacnocm
- Excnno3ueu omnaoa
- 3ananumu zazoee omnaoa
- Aepo3zonu omnaoa
- Okcuoupawu 2azoee omnaoa
- I'azoge nod nansazane omnaoa
- 3ananumu meunocmu omnaoa
- 3ananumu mewvpou eeujecmaea omnaoa
- Camoakmuesupaugu ce 6euyecmea u cmecu omnaoa
- llupogpopnu meunocmu omnaoa
- llupogpopnu mevpou eewecmea omnaoa
- Camonazpasawu ce geuiecmea u cmecu omnaoa
- Bewjecmea u cmecu, omoenauju 3ananumu 2azose npu
KOHmMAaKkm ¢ 600a omnaoa
- OKcuoupawu meuHocmu omnaoda
- OKcudupauju mevpou geujecmea omnaoa
- Opeanuyunu nepokcuou omnaoda
- Bewjecmea unu cmecu, Kopo3usHu 3a Memanu omnaoda
- lecencubunusupanu excnio3ueu omnaoda

PA3JIEJI 10: Cmabunnocm u peakmugnocm

- 10.1 Peakyuonna cnocoonocm Hama nanuunu opyeu 6adcHu c6e0eHus.
- 10.2 Xumuuna cmadunnocm
- Tepmuuno paznazane /ycnoeusn, Koumo mpaoea oa ce uzoazeam:
Hama pasnazane npu usnonszeane no npeonasHaverue
- 10.3 Bv3moscnocm 3a onachu peaxyuu He ca uzeecmnu onacnu peaxyuu.
- 10.4 Ycnoseusn, koumo mpabea oa ce uzbszeam Hama naruunu opyau 6adcHu c6e0enus.
- 10.5 Hecvemecmumu mamepuanu: Hama naruunu opyau 6adcHu c6e0eHusl.
- 10.6 Onacnu npodykmu na pasnadane: He ca useecmuu onacuu npoOykmu Ha pasiazaemo.

PA3JIEJI 11: Toxkcukonozuuna ungopmayus

- 11.1 Hughopmauusn 3a knacoeeme na onacnocm, onpeoenenu ¢ Peznamenm (EO) Ne 1272/2008
- Ocmpa mokcuunocm Bv3 ocHosa na nanuunume oanHu He ca U3NbIHEHU Kpumepuume 3a Kiacuguyupaue.
- Peneeanmnu 3a kamezopuszayuama cmounocmu na LD/LC50 (nemanna 0o3a/nemanna KoOnyeHmpauus)
Hama nanuynu opyeu easicnu ceedenus.
- II'vpeuuno opaszuene:
- Kopo3usenocm/opasnene na koycama
Bw3 ocnosa na nanuunume oannu He ca UNBAHEHU Kpumepuume 3a Kiacuguyupane.
- Cepuo3no yepercoane na ouume/opasnene Ha ouume
Bwv3 ocnosa na nanuunume oannu He ca uzNvIHEHU Kpumepuume 3a Kiacuguyupane.
- Cencubunusayus Ha ouxameaHume NoMUWA WU KOJcama
Bw3 ocnosa na nanuunume oannu He ca UNBAHEHU KpUumepuume 3a Kiacuguyupane.
- Mymaczennocm na 3apoouwinume Kiemku
Bwv3 ocrosa na nanuunume oannu He ca u3NvIHEHU Kpumepuume 3a Kiacuguyupane.

: Kalmepozeimocm Bv3 ocnosa na Hanuunume OaHHU He Ca UNbIHEHU Kpumepuume 3a Kﬂacu¢uuupane.
(IpobKeHne Ha cTp.6)

BG —



Cmpanuya: 6/8

Hngpopmayuonen nucm 3a 6e3onacuocm
cvenacno Peznamenm (EO) Ne 1907/2006, Ynen 31

oama Ha omneuamesane: 07.07.2025 Version 4 (3amecmea eepcust 3) npepabomeno na: 07.07.2025

Twvpzoecko naumenosanue: INLAY WAX MEDIUM

(IpoxbKEHHUE OT CTP.5)
- Tokcuunocm 3a penpodykyuama
Bw3 ocnosa na nanuunume 0annu He ca UNBAHEHU Kpumepuume 3a Kiacuguyupane.
- CTOO (cneyuguuna moxkcuuHocm 3a onpeodesieHu opzanu) - eOHOKPAMHA eKCRO3UYUs
Bwv3 ocnosa na nanuunume oannu He ca uzNvIHEHU Kpumepuume 3a Kiacuguyupane.
- CTOO (cneyugpuuna moxkcuuHocm 3a onpeodeeHu Opeanu) - ROBMAPAULA e eKCROZUUUA
Bw3 ocnosa na nanuunume oannu He ca U3NBAHEHU Kpumepuume 3a Kiacuguyupane.
- Onacnocm npu ¢dumeane Bv3 ocnosa na nanuunume OauHu He ca UNBIAHEHU Kpumepuume 3a Kiacuguyupare.
- Ungpopmayus omnocno credsawjume zpynu ROmeHyUAIHU ROC1E0CMGUA:
- Toxcuunocm npu noemopho npuemane Hamva nanuunu opyeu easxicHu ceedenus.
-CMR-nocneocmeus (KanyepozeHHU ROCAe0CMEUA U MAKUBA, YEPeHCOAUU HACIeOCmEeHAmMa Maca u
cnocodnocmma 3a pasmMHodicenue)
Hsma nanuunu opyeu easicnu ceedenusi.
- 11.2 Hnughopmayusn 3a opyzu onacnocmu

: Csoﬁcmsa, Hapywiasauiu t])ynkuuume Ha endoxpmmama cucmema

Hee u36poeH0 HUMO eOHO om de‘bpofcau;ume ce eeujecmea

PA3JIEJI 12: Exonocuuna unghopmayusn

- 12.1 Tokcuunocm
- Akeéamuuna moxcuunocm: Hama nanuunu opyeu gasicHu ceedenus.
- 12.2 Yemoniuusocm u pazepaoumocm Hama nanuunu opyeu easicnu ceeoenus.
- 12.3 Buoakymynupawa cnocoonocm Hama nanuunu opyau 8ajx)cuu ceoenus.
- 12.4 IIpenocumocm 6 nousama Hama nanuunu opyau 8axcHu ceeoenus.
- 12.5 Pesynmamu om ouenxama na PBT u vPvB
- PBT: nenpunooicumo
- vPvB: nenpunoscumo
- 12.6 Ceoiicmea, napywasauyu pynkyuume Ha eHOOKPUHHAMA CUCEMA
IIpodykmvm He cvOvpIICca Bewecmsa v C80UCMEA, pa3pyulasauyu eHOOKpUHHAMaA cucmemd.
- 12.7 /Ipy2u nebnazonpuamnu egpexmu
- /Ipyzu exonozuunu yKazanus:
- O6wgu yrazanusa:
Knac na 3amvpcsaeane na sooume 3 (cobcmeena kiacugpuxayusy): CUIHO 3aMbPCABAUL0 BOOUMe.
Jla ne ce donycka nonadate 8 noonougeHume 800U, 800HU OACEUHU UIU 8 KAHAIUIAYUAMA, O0PU 8 MATKU
Konuvecmaa.
3amvpcasane na numetinama 800a 0opu NpuU U3MUYAHEMO HA HAU-MATKU KOIUYeCmed 8 NOONOY8eHUs COu.

PA3JIEJI 13: Obe3sperxncoane na omnadvyume

- 13.1 Memoou 3a mpemupane na omnadvyu
- IIpenopvka:
He 6usa oa ce usxevpis 3aedno ¢ bumosume omnaovyu. /la He ce 0onycka nonadare 8 KAHAIU3AYUAMA.

- Egponeitcku kamanoz na omnaovyume

180000 |OTIIAABLU OT XVYMAHHOTO HJIM BETEPUHAPHOTO 3JPABEOITA3BAHE H/UJIH
CBBP3AHA C TAX H3CJIEJOBATEJICKA JEHHOCT (FE3 KVXHEHCKH OTIHALBLH 1
OTIAJBIU OT PECTOPAHTH, KOUTO HE CA TEHEPHPAHH HEITOCPEJCTBEHO OT
JEHHOCTH HA 3[JPABEOITA3BAHETO)

18 01 00 |omnadvyu om poounna nomowy, OUACHOCTMUKA, MEOUYUHCKU MAHURYIAYUYU UTY RPOPUIAKMUKA 8
XYMAHHOMO 30PA6eonas8ane

18 01 06* | xumuxanu, cocmoswu ce Om Ul CbOBPAHCAUIU ONACHU BEUWECMEA

(nmponbiokeHue Ha ctp.7)
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- Henouucmenu onakosexu:
: Hpenopbxa: OmcmpaH;leaHe 8 cvomeemcmeue ¢ npednucauuﬂma HA KOMNemeHmHuume 6e00MCmead.

PA3J/IEJI 14: Hughopmayus omuocno mpancnopmupanemo

- 14.1 Homep no cnucvka na OOH unu udenmugurxayuonen nomep
- ADR, ADN, IMDG, IATA omnaoa

- 14.2 Touno naumenosanue na npamkama no cnucvka na OOH
- ADR, ADN, IMDG, IATA omnaoa

- 14.3 Knac(o6e) na onacnocm npu mpancnopmupane

-ADR, ADN, IMDG, IATA
- K1ac omnaoa

- 14.4 Onaxoeévuna zpyna
-ADR, IMDG, IATA omnada

- 14.5 Onacnocmu 3a okonnama cpeoa:
- Mopcku 3amwvpcumen: He

- 14.6 Cneyuannu npeonaznu mepku 3a
nompebumenume HEenpuIodcumo

- 14.7 Mopcku mpancnopm na moeapu 6 HACUNHO
CHCMOAHUE CH2IACHO UHCIMPYMEHMU HA
Medwcoynapoonama MopcKa opeanu3ayus HEnpuIoNCUMOo

- UN "Model regulation'’: omnaoa

PA3/IEJI 15: Hughopmayus omnocno nopmamusnama ypeooa

-15.1 Cneyuuunu 3a éeugecmeomo unu cmecma HOPpMAMUEHA ypPedda/3aKOHO0AMEICIME0 OMHOCHO
0e3onacnocmma, 30pagemo u OKoiHama cpeoa

- Jupexmuea 2012/18/EC
- lToumenno nocouenu onacru eewecmea - IPU10KEHUE 1
He e uzbpoeno numo eono om cvowvpoicawume ce euecmaa

- Tupekmuea 2011/65/EC omnocho ozpanuuenuemo 3a ynompedbama Ha onpeoeneHu ONACHU eujecmed 6
eleKmpu4ecKkomo u enekmponHnomo ooopyoeane - Illpunoscenue I1

He e uzbpoeno numo eono om cvowvpoicawume ce euecmaa
- PETJIAMEHT (EC) 2019/1148

-IIpunoycenue I - IPEKYPCOPH HA B3PUBHH BEIIIECTBA I10/] OTPAHUYEHHE (Makxcumanho
oonycmuma cmoiiHoCm 3a yeaume Ha U30a6ane Ha paspeuieHus Cv2nacHo wieH 5, napazpag 3)

He e uzbpoeno numo eono om cvowvpoicawume ce euecmaa

- IIpunoscenue Il - IPEKYPCOPH HA B3PUBHH BEII[ECTBA, IIO/VIEZKAIITAH HA JIOKJIA/IBAHE
He e uzbpoeno numo eono om cvowvpaicawume ce euecmaa

- Peznamenm (EO) Ne 273/2004 omnocno npekypcopume Ha HAPKOMUYHUME 6euiecmed

He e uzbpoeno numo eono om cvowvpaicawume ce euecmaa

(IpoxbmKeHne Ha cTp.8)
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Cmpanuya: 8/8
Hngpopmayuonen nucm 3a 6e3onacuocm
cvenacno Peznamenm (EO) Ne 1907/2006, Ynen 31

oama Ha omneuamesane: 07.07.2025 Version 4 (3amecmea eepcust 3) npepabomeno na: 07.07.2025

Twvpzoecko naumenosanue: INLAY WAX MEDIUM

(IpoxbKeHue oT cTp.7)

- Peznamenm (EO) 111/2005 3a onpedenane na npasuia 3a MOHUMOPUHZ HA MBP2osuama mexicoy Oougnocmma
U mpemu cmpanu ¢ 001acmma Ha npexypcopume

Hee u36poeH0 HUMO eOHO om de‘bpofcau;ume ce eeujecmea

- 15.2 Ouenka na 6e30nacHOCH HA XUMUYHOMO 6CULECINBO UIU CMeC
Xumuuecka 6e30nacHOCm 3a OYeHKA He e U3BbPUIEHA.

PA3/IEJI 16: /lpyea ungpopmavyusn

- Knacugpuxauus 6 coomeemcmeue ¢ Peziamenm (EQ) Ne 1272/2008 Memoo na usuucnenue

- H30asawo nucma ¢ dannu nanpaenenue: Regulatory affairs
- lapmmuvop 3a konmaxkmu: msds@gc.dental

- lama na npeouwna eepcun: 17.06.2024

- Homep na npeouwinama eéepcus : 3

- CoKpawienus u aKkpoHumu:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the International
Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
LC50: Lethal concentration, 50 percent
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative

- H3mounuyu
* ECHA (http.//echa.europa.eu/)
* EnviChem (www.echemportal.org)

- * JlaHHU, nPOMEHEHU CRPAMO RPEOUWIHAMA 6€PCUsl.
Tasu sepcust 3amecmea 6CUUKU NPEOUUHU 8EPCUU.
Oczpanuuenue na omeogoprocmma: Cuamame, ue cbObPACAWAMA ce MYK UHGOpMayus e éspra u moyna. Beuuku
MEbPOEHUsl, NPENOPBKYU UYL NPEONOACEHUs. 0Daye ca U3NodHceHu Oe3 HUKAKEA 2apanyus, npeocmassime uiu 0aeane
Ha eapanyuu, UpUYHY UL noopazbupawu ce, om nawia cmpana. Ilo mazu npuuuna nue He dasame 2apanyuu u
N0 HUKAKBE HAYUH He ce noopazoupa, ue uma eapanyusi 3a MmoYHoCmma uiu NeIHOMAama Ha uHgopmayuama 8
mo3u OOKYMEHM, U CHbOMEEMHO Ompuyame 8CAKd OM20BOPHOCM 8b8 BPBL3KA C U3NOJI36AHEMO HA MA3U
uHpopmayus unu Ha npoOyKmume, 3a KOUmo ms ce omuacs. Bcuuku maxusa puckose ce noemam om xynyeaua/
nompebumens. Oceen mosa cvOvPICAUWAMA Ce MYK UHGopMayus Modice 0a Ovoe npomeHsHa be3 npedusgecmiue.
3a da ce uzbecnam 6csakaxkeu cvmHeHUusi obave, noduepmagame, 4e HUWO 6 MO3U OOKYMEHM He USKII0U6d U He
02PAHUYABA HAWAA OM2080PHOCH NPU CMBPIMEH CIYUALl ULU HAPAHABAHE, NPUYUHEHO OM HAWAd HeOPeICHOC,
WU NPU NPEOHAMEPEHO 8bBENCOAHE 8 3A0YHCOCHUe.
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