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GUpQWVa pe To 1907/2006/EK, ApBpo 31 H“£p°“”"“/’_‘\j§gfg)‘gr‘]’ggf o 1aoe

Ap1Bu6g ékdoong 3.4 (avTikabioTd Tnv ékdoon 3.3)
TMHMA 1: MNMpoodiopIcuOG oUTiag/HEiYHOTOG Kal TAIpEiag/
EmXeipnong
* 1.1 AvayvwpIoTIKOG KWBIKOG TTPoiovTog

- Ovopaoia Tou Tpoidovrog oTo europio: Hydralazine hydrochloride
Hydralazini hydrochloridum

- Ap1Bp6g Trpoidvrog: 104062
* Ap1Bu6g CAS:
304-20-1
- Ap1Bp6g EC:
206-151-0
* 1.2 Zuva@eig TpoodiopI{OpEVEG XPNOEIG TNG OUCIAG | TOU MEIYHOATOG KOl AVTEVOEIKVUOUEVES
XPNoEIg
Agv uttdpyouv AAAeg BI0BECIPEG OXETIKEG TTANPOYPOPIEG.
* XpAon Tou UAIKOU / TOU MEIYHATOG
Mp6oBeTo PMECO VIO KOAAUVTIKG 1 QAPUAKEUTIKA TTAPOACKEUACHATA

1.3 ZToixeia Tou TTpopnBeuTh TOu SeATiou dedopévwy ao@aleiag
* Napaywyog/Tpoun0euTAG:
Fagron Hellas ABEE
12km N.R. Trikala-Larisa
Trikala - Greece
PC42100 - PO BOX:32
www.fagron.gr
* Mapoxn TAnpo@opiwyv:
Tel.: 0030 24310 83633-5
Fax.: 0030 24310 83615
1.4 Ap1O6G TNAEQWVOU gTTEiyoUCAG AVAYKNG:
Poison Information Centre
Emergency number: (0030) 2107793777
Kévrpo AnAntnpidoewv, 210 7793777

TMHMA 2: MNMpoodiopIcHOG ETTIKIVOUVOTNTAG
* 2.1 Ta§ivéunon Tng ouciag ) Tou PEiYHATOG
* Ta§ivopnon cUp@wva pe Tov kavovioué (EK) api. 1272/2008
Acute Tox. 3 H301 Toéik6 o€ TTepiTTTWON KATATTOONG.
Skin Irrit. 2 H315 lMpokaAei epeBiopod Tou dEpaTOG.
Eye Irrit. 2~ H319 MNpokaAei coBapd opBaAuIKS epeBioud.
STOT SE 3 H335 Mmopei va TTpokaAécel peBIGUO TNG AVATTIVEUOTIKNAG 000U.
2.2 TTOoIXEiO ETIKETAG
* Emioipavon oopewva pe Tov kavoviopo (EK) api8. 1272/2008

H oucia Ta&ivoueital kal emonuaiveral cUpQwva Pe Tov Kavoviouo CLP.
- Eikovoypdppata Kivouvou

(ouvéxela otn oglida 2)
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GUpQWVa pe To 1907/2006/EK, ApBpo 31 H“£p°“”"“/’_‘\j§gﬁg‘gr‘]’g§f STy

ApIBu6g ékdoong 3.4 (avTikabioTd Tnv ékdoon 3.3)

Ovopaoia Tou TpoidvTog oTo geumropio: Hydralazine hydrochloride
Hydralazini hydrochloridum

(ouvéxela atod T oghida 1)
* MpogidomroinTikA Aégn Kivouvog
- AnAwoeig emiKIvOUvOTNTAG
H301 Togikd o€ TTepiTITWon KATATTOoNG.
H315 lMNMpokaAei epeBioud Tou dEPUATOG.
H319 lMpokaAei coBapd o@OaAuIKS epeBICUO.
H335 Mrtropei va TTpokaAécel epeBIcUS TNG AVATIVEUCTIKAG 000U.

- AnAwoeig Tpo@uAdéewyv
P301+P310 >E MEPINTQXZH KATAMOZHZ: kaAéoTte apégwg 1o KENTPO AHAHTHPIAZEQN/
yIaTpo.
P321 Xpeladetal €101k aywyn (BAETTE oTNV ETIKETA).
P330 =eTTAUvETE TO OTONA.

P305+P351+P338 ZE MEPINTQZH EMNA®HZ ME TA MATIA: ZeTTAUVETE TTPOCEKTIKA HE vEPO YIa
ApKeTA AeTTTA. Av UTTAPXOUV QOKOI ETTAPAG, APAIPECTE TOUG, AV Eival EUKOAO.
JuvexioTe va EETTAEVETE.

P362+P364 BydATte Ta yoAuopéva pouya Kal TTAUVTE T TIPIV TA {AvVaXPNOIUOTTOINOETE.

P405 duAdooeTal KAEIDWUEVO.

P501 ATroppiyTe Ta TTEPIEXOUEVA/DOXEIO CUPPWVA PE TOUG TOTTIKOUG/EBVIKOUG/BIEBVEIG
Kavoviopoug.

+ 2.3 AAAoi Kivduvol

- AtroteAéopara TnG agioAéynong ABT kai aAaB
- ABT: Mn xpnoIJoTIOINGIYO

- AAaB: Mn xpnoigoTtroioiyo

TMHMA 3: 20vBeon/TTAnpo@Yopieg yia T CUCTATIKA

3.1 Oucigg

- Ap18. CAS, 6voua
CAS: 304-20-1 Hydralazine hydrochloride
Hydralazini hydrochloridum

- Ap1Op6g(0i) TauTdéTNTAG TTPOIGVTOG

- Ap1Bu6g EC: 206-151-0

TMHMA 4: Métpa TpwTwV Bonbsiwv

* 4.1 Nepiypa@n METPWYV TTPWTWYV Bondeiwv
: Fevikég odnyieg:
Na aTmopaKPUVETE AUECWG TA EVOUNATA TTOU AEpWBNKAvV PE TO TTPOIOV.
>¢ TTepiTTwaon appubuiag TNG avatvor|g 1 avaoToAnG eMBAAAETAI TEXVNTH avaTvor).
* Merd amrd siomrvon:
>¢ mrepimTwaon AirroBupiag emPBAAAeTal KATAKAION Kal JETOQOPA o€ aTaBepr TTAGyIa BEon.
* Merd amwd eagn pe 1o dépua:
> TrepITTwaon ouvexICouevou epeBiouol TTIOKEUBEITE yIaTPO.
=emAuBEeiTe apéowg pe vepd Kal oatrouvi Kal TTOAU KaAS EETTAUpA.
* META aTTé €TTAPN ME TA PATIA:
Na TTAUVETE Ta PATIO KATW aTTO TPEXOUUEVO VEPO APKETH WPA Kal avoIXTd Ta BAEpapa. Av cuveyiovtal
01 eVOXAROoE€Ig oUuPPBOUAEUTEITE TOV YIATPO.
* METG a1Té KaTdtroon: Mnv dieyeipeTe EUETO, CNTAOTE apéowg Tn BorRdeia yiaTpou.
* 4.2 INUAVTIKOTEPO CUMTITWHATA Kl ETTIOPACEIS, AUECES | METAYEVEOTEPES
Agv d1aTiBevTal GANEG OXETIKEG TTANPOYOPIEG.

(ouvéxela oTn oehida 3)
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ApIBu6g ékdoong 3.4 (avTikabioTd Tnv ékdoon 3.3)

Ovopaoia Tou TpoidvTog oTo geumropio: Hydralazine hydrochloride
Hydralazini hydrochloridum

(ouvéxela atod T oghida 2)
* 4.3 "EvdeIgn omo1a03ATTOTE ATTAITOUMEVNG AMECNG IATPIKAG PPOVTIdAG Kal €1I0IKAG BepaTtreiag
Agv d1aTiBevTal AANEG OXETIKES TTANPOYOPIEG.

TMHMA 5: MéTpa yia TRV KATATTOAEUNON TG TTUPKAYIAG

5.1 NupooBeoTikd péca
- KatdAAnAa TupooBeoTIKA péoa.
ekTivagn vepou uwnAng Trieong
appog
TTUPOORETTIKN OKOVN
d10&eidiov Tou avBpakog (CO2)
Ta YéTpa KATOORECEWS TNG PWTIAG EVAPUOVICOVTaIl JE TA TTEPIKEIJEVA.
* 5.2 E181K0i Kivduvol TTou TTpOoKUTITOUV a1rd TNV ousia Il TO MEiypa
2 ¢ pia TTUpKaia eival duvaTov va eAeubBepwBouv:
povogeidiov Tou avBpakog (CO)
o&eidia afwTtou (NOx)
udpoxAwpio (HCI)
PWaoyéviov
5.3 ZuoTdoE€ig YIa TOUG TTUPOOREDCTEG
- EI81k6G TTpooTATEUTIKOG ESOTTAIONOG:
PopéoTe OAOOWUEG EQAPUOOTEG OTOAEG.
XPNOIUOTTOIEIOTE Wia OTTOIAdNTTOTE AVATIVEUCTIKA OUOKEUN.

TMHMA 6: MéTpa o€ TTePITITWON aKoUolag EKAuong

* 6.1 MPooWTTIKEG TTPOPUAAEEIG, TTPOCTATEUTIKOG £§OTTAICOG Kail B1adIKATIEG EKTAKTNG AVAYKNG
Agv gival atrapaitnTo.
* 6.2 NepiBaAAovTikéG TTpOo@UAGseIg:
Mnv 1o adeIdleTe OTNV ATTOXETEUON Kal ETTIQAVEIEG UBATWYV. Agv TTPETTEl va DIEIoOUOEl OTA yiIva vepd.
* 6.3 M£00doI Kal UAIKA yia TTEPIOPICHO Kal KaBapIiouo:
EvatroBéoTe poAuopéva UAIKA wg eTTIKivOuva atmoBAnTa Kkatd 10 onueio 13.
MepiuvnoTe yIa ETTAPKN AEPICUO.
* 6.4 NMapatrouT ) o€ AAAQ THAHATA
MAnpoopieg yia Tov aiyoupo XeIpIopd BAETTE KeE@AAaIO 7.
IMAnpo@opieg yia TOV ATOUIKG TTPOCTATEUTIKO £E0TTAIOUS BpeiTe aTO KEPAAQIO 8.
MAnpo@opieg yia Tnv evatmoBETnan PAETTE KepaAaio 13.

TMHMA 7: Xeipiop6g Kal atrofRKeuon

- 7.1 NMpo@uAdéeig yia ac@aln Xeipiopd
Na diatnpeite T0 dox€i0 KAAG KAEIGUEVO.
KaAdg kaBapiopdg atmé tnv akovn.

- Odnyigg y1a Tov TPOTTO TTPOOTACING KATA TNG TTUPKAiGG Kol €Kpnéng:
Aev aTraiteital AYn €1I8IKWY PETPWV.

* 7.2 TuvBnikeg ac@alolg @UAagng, ouptrepIAauBavopévwy TUXOV ACUHBATOTATWY
- ATToOiKkeuon:
* ATTaITACE1G Y10 TOUG XWPOUG ATTOBNKEUONG KAl TOUG TTEPIEKTEG
Alatnpeital yovo oTNV apXIKH TOU JopP®h.
(ouvéxela aTn oghida 4)
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ApIBu6g ékdoong 3.4 (avTikabioTd Tnv ékdoon 3.3)

Ovopaoia Tou TpoidvTog oTo geumropio: Hydralazine hydrochloride
Hydralazini hydrochloridum

(ouvéxela atod Tn oghida 3)
* Ymodeieig ouvamobnkeuong: dev amaiteital
' Nepairépw dnAwoeig yia Toug 6poug amobnkeuong: Na diatnpeital g KaAd kAelopévo doxeio.
* 7.3 E181kA TeAIKA XpARon i XpNoeig Acv eival dIaBEaieg AAAEG OXETIKEG TTANPOPOPIEG.

TMHMA 8: 'EAgyX0g TnNG €KOEONG/ATOMIKE TTPOCTAC A

- 8.1 Mapduerpol eEAéyxou

* ZUOTATIKG OTOIXEIO PE OPOBETIKEG TIHEG APOPOUCES TOV TOTTO EPYATiag KAl TTOU opEiAouv va
€miTnpouvTal:
Agv UTTAPXEI.

* ZUPTTANpWHATIKEG UTTODEIEIG:
Zav Baon xpnaipoTroiénkav ol IoXUoVTEG KATAAOYOI TTOU ioXuav KaTd TNV TTapaywyh).

* 8.2 "EAgyxol ékBeong
* KatdAAnAo1 pnxavikoi éAeyxol Kauia GAAn ouoTacn, BAETTE KEAAaio 7.
* Mérpa aTopIKAG TTPOOTACING, OTTWG ATOMIKOG TTPOCTATEUTIKOG EEOTTAIGHOG
 Fevikd péTpa TpOOCTACIiAG KOl UYIEIVAG:
Makpud atré TPoO@Iua, TTOTA Kal {WOTPOPEG.
Na Byalete auéowg Ta Aepwpéva, Bpeyuéva evouuaTa.
Na TTAEveTE Ta XEPIA TTPO TOU SIOAEIMUATOG KAl OTO TEAOG TNG EPYOTIAG.
Na aTTOQEUYETE TNV ETTAQPN WE TA PATIO KAl TO OEPUA.
‘ MpooTaCia TWV AVATIVEUCTIKWY 08wV
MNa ouvtoun A Yikper] €mMRAPUVON va XPNOIUOTTOIEITE AVATIVEUGTIKA CUCKEUN PE QIATPO, yia évTovn N
TTAPATETAUEVN £KBETN TTPOCTATEUTIKI] AVATIVEUGTIKA GUOKEUN aveEdpTnTa Tou TTEPIBAAAOVTOG aépa.
‘ MpooTacia Twv Xepiwv

MpoaTaTeuTikd yavTia.

To UAIKO Twv yavTiwv Ba TTpéTTel va gival un diatrepatd Kal avOekTIKG EvavTl TOU TTPOIOVTOG / TOU UAIKOU
/ TOU TTAPOCKEUAOUATOG.
Aéyw un Tpayparotroinong dokiywy &ev UTTopei va TTpoTabEel Kavéva UAIKO yavTIwy yia TO TTpoidV / To
TTOPACKEUAOUA / TO XNMIKO pEiypa.
EmA£ETE TO UAIKO TOU yavTiou AapfdavovTag utr dyn Toug Xpoévoug diEAeuong, To Babud
IaTTEPATOTNTOG KAl TNV UTToRABUIoN.

* YAIKO yavTiwv
avtia amd AdaoTixo.
Kaoutoouk Nitril
IavTia amé PVA
H emAoyn Tou katdAAnAou yavTiou dev e¢aptdral pévov atmod 1o UAIKG, aAAG Kal Ta ETTITTAEOV
XOPOKTNPIOTIKA TTOIOTNTAG, TA OTToIa SIAPEPOUV avAAOYa UE TOV KATAOKEUAQDTH).

* Xpovog dicioduong Tou UAIKOU yavTiwy
O akpIBAG xpovog dIEAEUONG AVAKOIVWVETAI ATTO TOV KOTAOKEUAOTH TWV TTPOCTATEUTIKWY YAVTIWV KAl

Ba TTpETTEl Va TRPEITAI TTAVTOTE.
(ouvéxela oTn oehida 5)
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Huepounvia ektimmwong: 22.12.2023
AvaBewpnon: 22.12.2023
ApIBu6g ékdoong 3.4 (avTikabioTd Tnv ékdoon 3.3)

Ovopaoia Tou TpoidvTog oTo geumropio: Hydralazine hydrochloride
Hydralazini hydrochloridum

* MpooTacia TWV HATIWYV / TOU TTPOCWTTOU

(ouvéxela atrod Tn oghida 4)

MpooTaTEUTIKA YUOAIQ OTTOAUTWG EQAPUOCTA.

‘ MpooTacia yia To cwpa: MNpooTaTeuTIki evOupagia pyaciag.

TMHMA 9: ®uoikég Kal XNMIKES 1I010TNTEG

* 9.1 Zroixeia yia Tig BaOIKEG QUOIKEG KAl XNUIKEG 1I810TNTEG

* Fevikég TTANnpOQoOpiEg

* Duoikn KaTdoTaon

- Xpwpa:

- Oopn:

- 'Oplo OOuNAG:

- Inueio TASEwg/onueio TAgewg:

- Inueio {€oewg R apXIKO onueio JEoewg Kal
meploxn {éoewg

- EupAekTOTNTA

* AVWOTATO KOl KATWTATO OpPI0 eKPNEINOTNTAG

* KATWTEPA:

* AVWTEPA:

- Inueio ava@Aeéng:

- Qgppokpacia arroouvleong:

pH

- I€wdeg:

- KivnuaTiko 1§wdeg

* SUVOMIKA:

* AlgAuTOTNTA

* VEPO:

* ZUVTEAEOTAG KATAVOUNG O€ h-OKTAVOAN/vepo
(AoyapiOuIKA TIPA)

* Tdon aTtywyv

* MukvoTNTA KAI/A OXETIKN TTUKVOTNTA

* MukvoéTnTa:

* ZXETIKN TTUKVOTNTA

* MukvoTNTA ATHWV

* XapaKTNPIOTIKA CWHATISIWV
BAétTe keaAaio 3.

* 9.2 Aoirég TAnpoopieg

- Oyn:

 Mopen:

* ZNMAVTIKEG TTANPOPOPIES YIO TRV TTpOCTACIA
TNG UyEiag Kai Tou ePIBAAAOVTOG, aAAd Kal
TNV ac@dAsia.

- Ogppokpacia avaPAéSewg:

- EKpNKTIKEG 1B10TNTEG:

oTEPED
QAOoTTPOUAG
doouo

Mn kaBopiouévo.
273°C

Aev gival TTpoadlopICuéVO
To UAIKO B¢V gival eUQAEKTO

Mn kaBopiouévo.
Mn kaBopiouévo.
Mn xpnoigoTroInoipo
Mn kaBopiouévo.
Mn xpnoligoTroInoipo

Mn xpnoipoTroInoipo
Mn xpnoigoTToInaiyo

OlI0AUTO

Mn kaBwpiouévo.
Mn xpnoigoTroInaiyo

Aev gival TTpoadlopIcuéVO
Mn kaBopiouévo.
Mn xpnoigoTToInaiyo

KPUOTOAAIKA OKOVN

Mn kaBopiouévo.
Aev ugioTaTal Kivduvog eKPREEWS TOU TTPOIOVTOG.

(ouvéxela oTn oehida 6)
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ApIBu6g ékdoong 3.4 (avTikabioTd Tnv ékdoon 3.3)

Ovopaoia Tou TpoidvTog oTo geumropio: Hydralazine hydrochloride
Hydralazini hydrochloridum

(ouvéxela atrod T oghida 5)

* Mopiaké Bdpog 196,64 g/mol
- MetaBoAn Tng KardoTaong.
* PuBuég e§dtuiong Mn xpnoiyoTroifoiuo
* MAnpo@opieg OXETIKA HE TIG KAAOEIS QUOIKOU

KivdUvou
- EKpNKTIKA EKTTITTTEI
- EdpAekTa aépia EKTTITTTEI
* AgpoAupara EKTTITTTEI
* O%eIdBwTIKA aépia EKTTITTTEI
* Aépia utré Trieon EKTTITTTEI
- EGpAekTa uypd EKTTITTTEI
- EOpAekTa oTEPEG EKTTITTTEI
* AuTevepyég OUOiEG KOl pPEiypaTa EKTTITTTEI
* Mupogopikda uypd EKTTITTTEI
* Mupo@opikd oTeped EKTTITTTEI
* AUTOBEPHAIVONEVEG OUTIEG KAl JEIYHOTO EKTTITTTEI
- Ouoigg Kal PeiypaTa TTou EKAUOUV eUQAEKTA

aépla o€ ETAPN JE TO VEPO EKTTITTTEI
* O%eIBWTIKA Uypd EKTTITTTEI
* OEeIBWTIKA OTEPEA EKTTITTTEI
- Opyavikd utrepo&eidia EKTTITTTEI
+ Ouoigg Kal peiypara Tou dpouv S1afpwTIKA

EVAVTI TWV PETAAAWV EKTTITTTEI
* ATreuaicONTOTTOINMEVA EKPNKTIKA/HEIYHOTO KAl

TPOIOVTA PE EKPNKTIKA EKTTITTTEI

TMHMA 10: Zta0epdTNTA KOl AVTIOPACTIKOTNTA

*10.1 AvTidpaoTikOTnTA Agv dIaTIOEVTAI AAAEG OXETIKEG TTANPOPOPIES.
* 10.2 Xnuik otaBegpédTnTa
+ OgpUIKN aroouvBeon / Opol TTou TTPETTEI VA ATTOQEUYOVTAI:
Agv atroouvTiBeTal av n XpNOIUOTIOINGT] TOU YiVETAl KAVOVIKA.
*10.3 MBavéTnTa eMIKiVOUVWYV avTIdpAoewV Acv gival yvwoTA Kapia eTTIKivOuvn avTidpaan.
* 10.4 ZuvBnkeg TTpog atro@uyn Acv diaTiBevTal AAAEG OXETIKEG TTANPOPOPIES.
*10.5 Mn ocupBard uAikd: Aev diaTiBevTal GAAEG OXETIKEG TTANPOPOPIEG.
* 10.6 Emikiviuva mTpoiévra atroouvleong:
Movo€eidio kai dio&gidio Tou dvBpaka.
YopoxAwpio (HCI)
dwoyéviov
O¢eidia alwtou (NOXx)

TMHMA 11: ToSIKoAOyIKEG TTANPOPOPIEG

- 11.1 MAnpo@opisg yia Tig TageIg KIvSUvou, 6TTwG opiovTtal oTov Kavoviouo (EK) api®.
1272/2008
* O&eia TOo§IKOTNTA TOEIKO O€ TTEPITITWON KATATTIOONG.
(ouvéxela otn oghida 7)
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ApIBu6g ékdoong 3.4 (avTikabioTd Tnv ékdoon 3.3)

Ovopaoia Tou TpoidvTog oTo geumropio: Hydralazine hydrochloride
Hydralazini hydrochloridum

(ouvéxela atrod Tn oghida 6)
* ZNHAVTIKEG TINEG Taivounong-LD/LC50
A6 10 oTépa | LD50 | 280 mg/kg (rat)

- AidBpwon kal epeBIop6G TOu dépaTog NMpokaAei epeBiIod Tou d€puaTog.
- Zofapn o@BaAuiki BAABN/epe®IonOG MNpokaAei cofapd oPBaAuIKS peOIoUO.
* EuvaioOnTotroinon Tou avartrveuoTikoU ) euaicOnTOTTOINCN TOU BEPHATOG
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
* MeraAAagloyéveon YEVVNTIKWYV KUTTAPWV
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- Kapkivoyéveon Bdoel Twv diaBéoipwv dedopévwy, Ta KpIThpIa Taivopunong dev TAnpouvTal.
* To8§IkéTNTA 0TV AvaTTapAYWYR
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- EI8IkA To§Ik6TNTA OTa 6pyava-oToxoug (STOT) - epdmras ékBeon
Mrropei va TTpokaAéoel epeBIoUS TNG AVATTIVEUCTIKAG 000U.
- EISIKA To§IkOTNTA OTA 6pyava-oToxoug (STOT) - eravelAnuuévn €kBgon
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- EmikivdéuvéTnTa avappé@nong
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
*11.2 NMAnpo@opieg yia AAAOUG TUTTOUG ETTIKIVOUVOTNTAG
- 1816TNTEG EVBOKPIVIKAG SlaTtapaxig H ouaia dev TrepiéxeTal

TMHMA 12: Oi1koAoyIKEG TTANPOPOPIES

*12.1 To§ikéTNnTO

* YoartikA TogIkoTnTA: Acv dIaTiBeVTaI AAAEG OXETIKEG TTANPOPOPIEG.

* 12.2 AvOEKTIKOTNTA KaI IKAVOTNTA a1trodopnong Acv diatiBevral GAAEG OXETIKEG TTANPOPOPIEG.

* 12.3 AuvartoTnTa Bioouocowpeuong Acv diatiBevtal GAAEG OXETIKEG TTANPOPOPIEG.

* 12.4 KivnTikOoTnTa 01O £€5a@Og Acv diaTiBevtal GAAEG OXETIKEG TTANPOPOPIEG.

- 12.5 AmroteAéopata Tng afioAoynong ABT kai aAaB

- ABT: Mn xpnoIJoTTOINGIho

- AAaB: Mn xpnoigoTtroioiyo

+ 12.6 18160TNTEG EVOOKPIVIKAG dlaTapayxng
To 1Tpoidv dev TTEPIEXEI OUTIEG UE IBIGTNTEG TTOU BIATAPACOOUV TO EVOOKPIVIKO OUCTNUA.

+ 12.7 AAAEG APVNTIKEG ETTITITWOEIG

* NepaiTépw OIKOAOYIKEG eVOEIEIG:

: Fevikég odnyieg:
Emikiviuvo yia To uddrivo TTepIBaAAov - KAdon 1 (A pag ekTipnon): eAa@pwg iKivouvo
Agv emTpémetal va d1E100U€El OTA yhIva vePd, va adeIdleTal oTo UdATIVO TTEPIBAAAOV 1) 0TV
ATTOXETEUCT) UN OPAIWHEVO ) OXETIKA O€ PEYAAEG TTOCOTNTEG.

TMHMA 13: ZToixeia OXETIKA pME TN d1G0e0oN

*13.1 Mé0odol eregepyaoiag amoBARTWY
- ZooTaon:

A@OU AGBETE UTT' OYWIV TIG VOMIKES DIATAEEIS yIa €1I0IKO XEIPIOUO ETIRBAAAETAI VO OTTOKOMIOTEI.

Aev emTpétreTal va evatroTifeTal padi ye Ta koiva atroppiguara. Mnv 1o adeldleTe TNV ATTOXETEUAN.
* EupwTraikég KardAoyog amoBARTWY

HP4 | EpeBioTikS - £peBIo6G TOu d€puaTog Kal o@BaApiKA BAGRN

(ouvéxela oTn oehida 8)
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ApIBu6g ékdoong 3.4 (avTikabioTd Tnv ékdoon 3.3)

Ovopaoia Tou TpoidvTog oTo geumropio: Hydralazine hydrochloride
Hydralazini hydrochloridum

(ouvéxela atrd TN oghida 7)

HP5 | Eidikr) TogikdTnTa 010 6pyava-otéxoug (ETOZ)/TolikoTnTa a1rd avappopnon
HP6 | O¢eia TogikodTNTO

* AKABOPTEG CUCKEUATIEG:
* Z0oTaon: H evamdbeon TTpéTrel va yiveTal CUPQWVA WE TIG ETTIONHES 0ONYiEG.
* ZuvioTAaTal W péoov Kabapioparog: Nepd, evOexOUEVWG TTPOOBETETE Eva pE€oov KaBapiouou.

TMHMA 14: NMAnpo@opieg OXETIKA HE TN HETAPOPA
*14.1 Ap1Bu6g OHE 1 apiBpog TautoéTnTag

- ADR, IMDG, IATA UN3249

- 14.2 Oikeia ovopacia amrootoAig OHE

- ADR OAPMAKA, ZTEPEA, TO=ZIKA, E.A.O.
-IMDG MEDICINE, SOLID, TOXIC, N.O.S.

- 1ATA Medicine, solid, toxic, n.o.s.

* 14.3 Tagn/-e1g KIvdUvou Katd Tn peTa@opd
- ADR, IMDG, IATA

%‘
* KAdon 6.1 Togikég ouaieg

- ETikéTa KIVEUvou 6.1

* 14.4 Opdda ocuokeuaoiag
- ADR, IMDG, IATA 1]

* 14.5 MepiBaAAovTiKoi Kiviuvol: Aev €xel e@apuoyn

* 14.6 Ei1dikég rpo@uAdGseig yia Tov xpotn  Mpoooxn: Togikég ouaieg
* Ap18p avayvwpiong Kivduvou (Kwdikog

Kemler): 60
- Ap10p6g-EMS: F-A,S-A
- Stowage Category E
: Stowage Code SW2 Clear of living quarters.
* 14.7 OaAdOCI1EG HETAPOPEG XUBNV CUHQWVA
HE TIG TPageig Tou IMO Aev €xel e@apuoyn
- MeTag@opd/Mpdécdeteg Mnpogopieg:
- ADR
 Nepropiopéveg rooorTnteg (LQ) 5 kg
- E§aipoUpeveg roootnteg (EQ) Kwdikég: E1
MéyioTn kaBapr TToodTNTA AVA ECWTEPIKA
ouokeuaaoia: 30 g
MéyioTn kaBapr] TToodTNTA avA EEWTEPIKA
ouokeuaoia: 1000 g
- Katnyopia peragopdg 2

(ouvéxela oTn oehida 9)
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ApIBu6g ékdoong 3.4 (avTikabioTd Tnv ékdoon 3.3)

Ovopaoia Tou TpoidvTog oTo geumropio: Hydralazine hydrochloride
Hydralazini hydrochloridum

(ouvéxela atod T oghida 8)

- Kwaikoi Teplopiocpol onpayyag: E

- IMDG

* Limited quantities (LQ) 5 kg

- Excepted quantities (EQ) Code: E1

Maximum net quantity per inner packaging: 30 g
Maximum net quantity per outer packaging: 1000 g

- UN "Model Regulation": UN 3249 ®APMAKA, XTEPEA, TO=IKA, E.A.O. 6.1,
1

TMHMA 15: ZTo1xgia VOMOBETIKOU XOPOKTAP

* 15.1 Kavoviopoi/vopoBeoia oXeTikd pe TRV ao@dAgia, Tnv vyeia kai To TepIBdAAov yia Thv
oucia I} To peiypa

- Odnyia 2012/18 / EE

- Katovopagopueveg emikivouveg ouoieg - MAPAPTHMA | H oucia dev TrepiExeTal

- Karnyopia Seveso H2 O=EIAZ TO=IKOTHTAX

- Oplakn TTooéTNTA (TOVOI) VIO TNV EQAPHOYHA TWV ATTAITACEWV KATWTEPNG Badbpidag 50 t

- Oplakn TTooéTNTA (TOVOI) VIO TNV EQAPHUOYA TWV ATTAITACEWV avwTePNS Baduidag 200 t

- Odnyia 2011/65/EE yia Tov TEPIOPIoUS TNG XPHONG OPICUEVWYV ETTIKIVOUVWV OUCIWV O€
NAEKTPIKO Kal NAeKTPOVIKS €§O0TTAICNO - MapapTnua ll
H oucia dev TTepiéxeTal

- KANONIZMOZX (EE) 2019/1148

* Mapaptnua | - MIPOAPOMEZ OYZIEX EKPHKTIKQN YAQN YO NEPIOPIZMOYZX (AvwTaTn TIPA
opiou yid TOUG OKOTTOUG TNG Xopnynong adsiag cUP@wva Je 1o dpbpo 5 Trapdypagog 3)
H oucia dev TTepiéxeTal

* Napaptnua Il - AHAQTEEZ MPOAPOMEZX OYZIEZ EKPHKTIKQN YAQN H ouacia dev Trepiéxetal

- Kavoviopég (EK) api8. 273/2004 1repi Twv TTPOSpOHWY OUCIWV TWV VOPKWTIKWV
H oucia dev TTepiéxeTal

- Kavoviopéo (EK) api8. 111/2005 oxeTikd pe Tn B£0TTION KAVOVWY YIA TNV TTapakoAoubnon Tou
EUTTOPIOU TTPOSPOUWYV OUCIWV VAPKWTIKWYV METAEU TG KoIvoTnTag Kl TPITWV XWPWV
H oucia dev TTepiéxeTal

*15.2 A§ioAdynon xnUIKAG ac@daAsiag: H afioAdynon XnNUIKAG ao@AAEIag Oev TTPAYUATOTTOINONKE.

TMHMA 16: Aoi1trég TTAnpo@opieg
AuTég 01 dnAwoeig BaaifovTial OTO CNUEPIVO ETTITTEDO TWV YVWOEWY PAG, Oev aTToTEAOUV £yyunon yida
TIG 1I16TNTEG TWV TTPOIGVTWY OUTE AITIOAOYOUV T dnuIoUpYia CUPBATIKWY UTTOXPEWOEWV.

* Topéag Trou ek3idel To AgATio Aedopévwy:
Fagron Hellas
Quality Assurance
 Na mAnpogopieg ameuBuvBeite: Konstantina.Tziolia@fagron.gr
- Hugpopunvia rponyoupevng ékdoong: 19.12.2023
- Ap1Bu6g TTponyouuevng ékdoong: 3.3
* ZUVTHUNOEIG KOl OPKTIKOAESa:
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
(ouvéxeia atn oghida 10)
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ApIBu6g €kdoong 3.4 (avTikabioTd Tnv €ékdoon 3.3)

Ovopaoia Tou TpoidvTog oTo geumropio: Hydralazine hydrochloride
Hydralazini hydrochloridum

(ouvéxela atrod T oghida 9)
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial 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
Acute Tox. 3: Ogeia TofIkdTNTa péow Tou — Katnyopia 3
Skin Irrit. 2: AiGBpwan/epeBioudg Tou déppaTog — Katnyopia 2
Eye Irrit. 2: ZoBapr) o@BaAuIkr) BAGBN/epeBiopds Twv opBaAuwy — Karnyopia 2
STOT SE 3: EidiIkA To§ikéTnTa 0Ta dpyava-oToxoug (Pia epdrras €ékBean) — Katnyopia 3
* * TpoTroTroInUéva OTOIXEIO O€ OXEON ME TNV TTPONYOUHEVN £€KSoon
GR
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