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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HanmeHoBaHue Ha BEIIECTBOTO : Allopurinol
XHUMHYECKO HANMEHOBAHHUE : Allopurinol
EO Ne 1 206-250-9
CAS Ne : 315-30-0
Kon Ha npoxykra : 201600032

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupann ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH H3NUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTopus Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA HHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

France

T +33(0)388412035, F +33(0)388412771

sds@edgm.eu, www.edgm.eu

1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3IEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

Kaacupuxauus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Koxxna cencubummsanus, Kareropus 1 H317
OnacHo 3a BOJIHaTa cpejia — OCTpa OMAcHOCT, KaTteropus 1 H400
OnacHo 3a BoJIHaTa cpejia — XPOHUYHA ONACHOCT, KaTeropus 2 H411

3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

He6aaronpusiTHi GU3MKOXUMIYHHA e(peKTH U HeOJIAaronpHATHY edeKTH 32 3APaBeTo HAa Y0BEKAa W OKOJHATA cpela
CHJTHO TOKCHYEH 33 BOTHHUTE OPraHU3MH, C ABATOTPacH eekT. Moske Ja IPUYMHYU aJleprUyHa KOKHA PeaKIus.

2.2. EnemeHTH Ha eTHKeTa

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

$ )

GHSO07 GHS09
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHocT (CLP) : H317 - Moke na MpUYMHH aTepruiHa KOXKHA PeaKIus.

H410 - CuiiHO TOKCHYEH 3a BOIHUTE OPraHH3MH, C IBITOTPAcH e(eKT.
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Ipenopbku 3a 6e3omacuoct (CLP) : P261 - U36siraiite BAMIIBaHE HA Mpax/MyIIeK/Ta3/IuM/H3MapeHHs/aepo30IIu.
P272 - Jla He ce u3Hacs 3aMbpPCEHO pabOTHO 00JIEKIIO U3BBbH paOOTHOTO MOMEIICHUE.
P273 - Jla ce n30sirBa u3nyckaHe B OKOJIHATa Cpeja.
P280 - U3nomn3Baiite npeanasHu pbKaBHUIH/IPEINa3HO 0OIEKIO/MPeAna3Hi Ounia/mpe/na3Ha Macka
3a JIMLe/TIPEAIa3HN CPEACTBA 32 3aIMUTA Ha CIIyXa.
P302+P352 - TP KOHTAKT C KOXATA: U3mniite 06miHO ¢ Boza.
P321 - Cneunanusupano jgeyeHue (BXkK. JOMbIHUTEIHA MHCTPYKIMS 3a ITbPBa MOMOII Ha TO3U
€THKET).
P333+P313 - [Ipu nosiBa Ha KOXKHO Apa3HEHE WX 00pHUB Ha Koxara: [loThpceTre MEANIIMHCKH
CBHBET/IIOMOLLI.
P362+P364 - Cpanete 3aMbpCEHOTO OOJIEKIIO M TO U3MEPETE NpeIu MOBTOPHA yrnoTpeda.
P391 - Cpbepere pazasroro.
P501 - CbappxaHHETO/ChIBT 1A CE M3XBBPIIH B ITYHKT 33 ChOMPaHe Ha OMACHU MU CIICHUATHI
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETukernpane B CbOTBETCTBHE C: M3KITIOUSHNS 32 BHTPEIIHH OMTAKOBKH, KOTaTO ChbPKAHUETO He mpeBumrasa 10 ml.

He ce u3anckBa eTHKeTHPaHe

2.3. [Ipyru onacHoCcTH

Jlpyra napopmarms : AKTHBHO BemecTBO (BbB (hapMaleBTHYHN HPOJYKTH).
Buumanue - BeIecTBO, KOETO BCE OILE HE € M3MUTAHO HAIIBIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HMnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Allopurinol CAS Ne: 315-30-0 <100 Skin Sens. 1, H317
EO Ne: 206-250-9 Aquatic Acute 1, H400
Aquatic Chronic 2, H411

3a neinnus Teker Ha H- 1 EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16

PA3JIEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIL

H‘pra moMo1g - 061111/1 MEpKH . BBB Bcnukn CJIy4an Ha CbMHCHHE, HJIK aKO CUMIITOMHUTE IPOABIDKABAT, IOTHPCETE MEIUIIMHCKA
TTOMOIII.
H‘pra TIoMo1l Ipyu BAUIIIBAHE . HW3Benere nuiiero Ha 9uCT BB3AYX U I'0 [IOCTABETE B MO3ULINA, YJIICCHABAIIlA AUITAHETO. }Ia C€ oCTaBH

MOCTpaJalkis 1a CU mo4yrHe. B ciyuaii Ha npunomasane: [ToThpceTe MEANIIMHCKH ChBET/IOMOIIL.

IIppBa NOMOII TPY KOHTAKT C KOXKAaTa : Cayere 3aMBpCEHOTO 00JeKI0. M3MuiiTe BHUMATEIHO U OOHMIIHO ChC CallyH U Boaa. AKO
CHUMITTOMHTE NIPOJIBIKABAT, JIa Ce MOBUKA JIEKap.

IIppBa HOMOII TPY KOHTAKT C OYUTE : M3makHere ¢ BoJa, KaTO JbPKUTE OYUTE MIMPOKO OTBOPEeHH. [I0ThpceTe MEMIIMHCKA TIOMOIIL, aKO
0oJKaTa, MUTaHETO HJIH 3aUepPBSIBAHETO MPOJIBIIKAT.

IIppBa HOMOIIL IPH TOTITBIAHE . M3maksere ycrara ¢ Bozia (caMo ako NOCTpaJaIusT € B cb3HaHHe). Hukora He naBaliTe HUIIO Ipe3
ycrara Ha 4OBeK B Oe3ch3HaHMe. He3a0aBHO OTHpceTe MEIUIIMHCKY ChBET/IIOMOLI.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTBIIBAILM cJIe]l H3BECTEeH IepHo/l 0T BpeMe CHMITOMH U edeKTH

CI/IMHTOMI/I/G(I)BKTI/I CJICJI KOHTAKT C KOXKaTa : Moxe na TIPUYMHU AJICPruvHa KOXKHaA pEaKud.

4.3. Yka3anue 3a He00XOAHMOCTTA OT BCIKAKBH HEOT/I05KHH MEAMIMHCKH IPUKHU U CIIELHATHO JieYeHue

Hsma HannyHa D0mbIHUTENTHA HHOPMALUS
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PA3JIEJI 5: IIpoTHBONOXKAPHA MEPKH

Tloxxozsmy noxkaporacHTENHN CPEACTBA : Jla ce M3MON3BAT CPE/CTBA, MOAXO/IAIIM 32 FACEHE HA MTOXKAaPU B ChCECTBO. BbriaeposieH AMOKCH .
Bopnen cnpeii. Cyx npax. Oeso 3a 3aracsiHe Ha OI'bHsL.
Henonaxosimy moxaporacuTelIHI CPeICTBA : Jla He ce M3MI0JI13Ba CUITHA BOJIHA CTPYSI.

OnacHu IPOAYKTH Ha pasnaJaHe B cnyl{aﬁ Ha 1moxxap : HenwiHoTo TropeHe OCBOGO)KI[aBa OITIaCE€H BBIVIEPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTId TOKCUIHHU
TazoBe. Bb3MOXKHO € OTJeNTHETO Ha TOKCUYHU H3MapCHus.

MHcTpykuny 3a raceHe Ha HOXKapH : Jla He ce omycka M3MoJI3BaHaTa B 6opbara ¢ Imoxkapa BoJa ia 3aMbpCH OKOJIHATa Cpefa.
3amyta Ipy raceHe Ha Ioxap : Jla He ce mpexnpreMa Hameca 0e3 MOAXOSIIO 3aLIUTHO 000pyABaHe. ABTOHOMEH H H30JIHMPAIL]
arapar 3a AuxareiHa 3anmTa. [IeiiHa 3amura Ha TI10TO.

PA3IEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

O6mm Mepkn : Jla ce M30srBa KOHTAKT C KOXKATa, OYUTE U JIPEXHTE.

3a mepconai, KOWTO He 0TTOBaPsI 32 CHEIIHH CIyYan

ABapHitHH IIJTaHOBE : Jla ce OTCTpaHU HEHYKHHUS IIEPCOHAI.

3a JMIATa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3aImuTHY CpeacTBa : Ja He ce npexnpuema Hameca Oe3 MOAXO/ANIO 3aIMTHO 06opyIBaHe. 3a IoBede HHpOpMAIHS,
BIDKTe paszen 8: "KonTpon Ha ekcriosuimsTa/ TMYHA IpeAIa3Hu cpejicTpa’.

Jla ce n30srea usnyckaHe B OKOJIHATa cpefa. [IpeoTBpaTeTe HaBIM3aHETO B KAHAIM3ALUATA U B OOIIECTBEHUTE BOJIH.

3a 3agpprkane : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B MOAXOIAMN] KOHTEHHEp 3a 00e3BpeKIaHe Ha OTIAIbIIN.
Mertoau 3a mouncTBaHe : Tlouncrere 3aMBpCeHUTE HOBBPXHOCTH OOMIIHO ¢ Boza. [louncTBane ¢ MOMIITA HA JETEPreHT.

Bmxre Pazznen 13 otrocHo nnbopMarms 3a 06e3BpekaaHe Ha OTIAIBIHTE.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

Ipenmnasxn Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCsAKaKBa M3IMIIHA eKCIO3ULHs. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUrueHHH MEPKU : Jla He ce sze, MUe WM MyIIX IpH ynoTpeba Ha MpoaykTa. Jla He ce M3HACsA 3aMbPCEHO PabOTHO

00JIEKIIO H3BBH pa6OTHOT0 TIOMCUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

Vcenosus 3a CbXpaHsBaHE : Ila C€ CbXpaHsaBa HaA I[OGpC TIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IUIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IpsIKa CJIbHYEBA CBETINHA.
OrnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHMHAIIHUTE KOHTCﬁHCpH.

Hsima HanmuHa JOMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ
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31EJI 8: KoHTpo.1 Ha eKCIIO3ULMATA/JIMYHH NPEeANa3HH CPeICTBA

8.1. [TapameTpu HA KOHTPOJI

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

8.2. KoHTpo. Ha eKCIO3HIMATA

TIMoaxoasig HH’KEHEPEeH KOHTPOJI

Tloaxoasiiy MHKeHepPeH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKaTeJIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00IIOTO
nomemenue. C MaTeprana TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuTa HA OYUTE U JUIETO

3amuTa Ha ounTe:

Ja ce HocsT npeanazau ounia. [IpeanasHu ounna cbe crpaHuyHa 3amuTa. (EN 166)
3amuTa Ha KOKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HOCH OAXOAAMIO Ipeana3Ho obnekno. Jlaboparopra ynorpeba : JlaboparopHa npectmka. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCAT MOAXOISIY PhKABULIU. XUMHUYECKH YCTONUNBY npena3nu pbkasunu. (EN 374)

3ammura Ha JAUXATEJTHUTE IMIbTUILA

3amuTa Ha AMXATEJIHATE MTHINA:
B ciyuait Ha oOpa3yBaHe Ha IIpax jia ce W3II0JI3Ba anapar 3a aumane ¢ puiarsp: P3

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOMCTBA

9.1. UudopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMHYHH CBOHCTBA

ArperatHo ChCTOSHHE : TeBpmo BemecTBO
st : Osu1. TOYTH OsLI.
BrwHiieH Bug : Ilpax.

Mupuc : He e manuuno
I'pannnaTa Ha Mupuca : He e manuuno
Touka Ha ToneHe 1 >350°C

Touka Ha 3aMpb3BaHe : He e nanmmuno
Touka Ha KUTIEHE . He e nannuno
3ananuMocT : He e nanmuuno
JlonHa rpaHuIa Ha eKCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npunoxumo
ITnamua TeMnepaTypa . He e npunoxumo
Temmeparypa Ha camo3amnaaBaHe . He e npunoxumo
Temmeparypa Ha pa3narase . He e nanmuuno
pH ;64

pH pasrBop : He e nanuuno
Bucko3uteT, KHHEMaTHICH . He e npunoxumo
Pa3tBOpUMOCT : Boma: 0.1 -1g/1
Koedunuenr Ha pasnpenenenue: n-okranon/soga (Log  : He e HanuuHo
Kow)

Hansarane Ha napute : He e HannmuHO
Hansraune Ha napute npu 50°C : He e nanuuno
IImsTHOCT : He e HannmuHO
OTHOCHTENHA ITBTHOCT . He e Hanmuuno
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha uactuiure . He e HannuHo
9.2. /pyra undopmanus

Hsma HanuyHa n0ombIHUTETHA HHOPMAIUS
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

10: CTaOMJIHOCT M PEAKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

JI 11: TokcukoJornyHa mHpopmManus

OcTpa TOKCHYHOCT (OpaiHa) : He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHATE TaHHY, HE Ca H3ITBIHEHH KPHTEPHUTE 32
knacuduimpane; JIMncear 1aHHN)

OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacuduuupa (JIuncsat 1aHHm)

OcTpa TOKCUYHOCT (BIMIIBAHE) . He ce xnacuduuupa (JIuncsar 1aHHm)

Allopurinol (315-30-0)

LD50 opanHo mrex > 5000 mg/kg
KoposusHoct/apa3Hene Ha Koxarta : He ce xnacudunupa (Jluncat nanxm)
pH: 6.4
Cepro3HO yBpesk/jaHe Ha OUHTe/IpasHEeHe Ha OUnuTe . He ce ximacuduuupa (JIuncsat 1aHam)
pH: 6.4
CeHcnbMIM3anys Ha JUXaTeJHUTE TBTUIA WM KoxkaTta  : MoxKe J1a IPUYMHM aJIepruyHa KOXKHA PeaKIus.
MyTareHHOCT Ha 3apOAUIIHAUTE KIETKU . He ce xnacu¢mummpa (JIuncsat nanxm)
Kanneporennoct : He ce xnacudunupa (Jluncsat nanmm)
TOKCHYHOCT 3a PENPOAYKIHMATA . He ce xnacudunupa (Jlumncear nanHm)
CTOO (crnenuduyHa TOKCHYHOCT 32 ONPEICICHU : He ce knacu¢umpa (Jlunceat nanxu)

OpraH1) — eJHOKPATHA EKCIIO3U LIS
CTOO (cnenn@uyHa TOKCHYHOCT 32 OIPEIEICHN : He ce xnacudunupa (Jlunceat nanau)
OpraHi) — ITOBTapsIIlia Ce EKCIIO3ULHs

OmnacHOCT I BAUIIIBAaHE : He ce xnacudunupa (JIuncsat nanxm)

Hsima Hanu4Ha nonbiIHUTENHA HHDOpMATHS

JI 12: ExoJsiornuna nHgopmanus

OmnacHo 3a BOJHATa cpea, KpaTkocpouHa (0cTpa) : CHJIHO TOKCHYEH 32 BOJHUTE OPTaHU3MH.

OmacHo 3a BogHATa cpefia, JbITOCPOUYHA (XPOHUYHA) : Tokcu4eH 3a BOAHUTE OPraHU3MH, C IBITOTPACH eeKT.
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Allopurinol (315-30-0)

LC50 - Pubwm [1] > 100 mg/1 (96 waca, Oncorhynchus mykiss ( Isrosa mectspsa )) (Merox OECD 203)
EC50 - Pakoo6pa3uu [1] > 100 mg/1 (48 gaca, Daphnia magna (Boxna 651xa)) (Merog OECD 202)

EC50 72h - Bogopacnu [1] 0.45 mg/1 (72 gaca, Scenedesmus subspicatus (3enenn Bogopaciu)) (metox OECD 201)
NOEC xponuyHa BOZOPAcIn 0.157 mg/1 (72 uaca, Scenedesmus subspicatus (3enenu Bogopacin)) (merog OECD 201)

Allopurinol (315-30-0)

YcToiYMBOCT U pa3srpaiuMocT | He ce pa3rpaxna 6sp30

Hsima Hanu4Ha qOonbIHUTENHA HHOOpMALHS

Hsma HanuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa TOMIBJIHUTETHA PIH(bOpMaI.II/Iﬂ

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaHHﬂ

Hsima HanmuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

PA3JIEJI 13: O6e3Bpe:xaaHe HA OTHAAbLHUTE

Hsima HanmuHa OMIBJIHUTETHA I/IH(I)OpMaI.IHFI

PA3JIEJI 14: Undopmauus 0THOCHO TPAHCIIOPTUPAHETO

B cpotBercTBie ¢ ADR /IMDG / IATA
ADR IMDG TATA

14.1. Homep no ciucbka Ha OOH niu uaeHTHGUKATHOHEH HOMEP

UN 3077 UN 3077 UN 3077

14.2. TouHo HauMeHOBaHHE HA IpaTKaTa no cnucbka Ha OOH

BEIIECTBO, OITACHO 3A OKOJIHATA ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
CPEJIA, TBBPIO, H.Y K. SUBSTANCE, SOLID, N.O.S.

Onucanue Ha TPAHCHOPTHUTE JOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBP/IO, H.Y K., 9,111, (-) | SUBSTANCE, SOLID, N.O.S., 9, Ill, MARINE solid, n.o.s., 9, I1I
POLLUTANT

14.3. Knac(oBe) Ha 0IacCHOCT IIPH TPAHCHIOPTHPAaHe

9 9 9
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ADR

IMDG

IATA

14.4. OnakopbYHa rpyna

I

1II

I

14.5. OnacHocTH 32 0KOJIHATA cpeja

OnacHo 3a okosiHara cpeza: [la

OnacHo 3a okonHara cpeza: [la
Mopcku 3ambpeuten: Jla
EmS-Ne (TToxap): F-A
EmS-Ne (PaznuB): S-F

OnacHo 3a okosiHara cpeza: [la

Hsma JOITBJIHUTECITHA HAJTUIHA P[HCbOpMaI_II/IH

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpeduTeuTe

CyXombTeH TPAHCIIOPT

Knacudukanuonen xox (ADR)

Creranau pasnopendu (ADR)
Orpannuenn xonuuectsa (ADR)
Wskimouenn xonmdectsa (ADR)
OmnakoBbuHH HHCTPYKIMH (ADR)
CreruanHu onakoBbYHH pasznopendu (ADR)
Cmecenn onakoBku (ADR)

WHCTpyKIuHY 3a IPEHOCUMH IIUCTEPHU U KOHTEHHEepH 3a

Hacunuu ToBapu (ADR)

CHCLIPIaIIHI/I pa3n0pe)1614 OTHOCHO MPEHOCUMU LUCTEPHU

1 KOHTeitHepH 3a HacumHu ToBapu (ADR)
Konose 3a nuctepan (ADR)

IIpeBO3HO CPEACTBO 3a MPEBO3 B LUCTCPHH
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopendu 3a npeosa - OnakoBku (ADR)

Crienmanau pasnopeaou 3a npeBo3 - Hacumuo
cberosinue (ADR)

CrienpianHu pasnopeaou 3a IpeBo3 - TOBapeHe,
pasroBapBane u 00padotka (ADR)

Wpnentudukanuonex Homep 3a onacHocT (Kemuiep No.)

OpamxeBu Tadbenu

Kox 3a tynennu orpanuuenus (ADR)

Tpancnopr 1o Mope

Creruanuau pasnopen6u (IMDG)

Orpannuenu konudectsa (IMDG)

HUskmouenn xonmdecrsa (IMDG)

OmnaxoBsuny uHCTpyKiuu (IMDG)
Creruanuu pasnopenou 3a omnaxkosane (IMDG)
IBC onakosbunu uacTpykiuu (IMDG)

IBC cnennanuu pasnopendu (IMDG)
Wnctpyxunu 3a nuctepru ( IMDG)
Creruanau pasnopenou otaocHo mucrepad (IMDG)
Kareropus Ha ToBapene ( IMDG)

Cknagupane u oopadotka (IMDG)

Bb3ayuen Tpancnoprt
PCA Uskirouenu konuuecta (IATA)

AT

M7

274,335, 375, 601

Skg

El

P002, IBCOS, LP02, RO01
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33

SGAV, LGBV
3

V13
VC1,VC2

CV13

90

90
3077

274, 335, 966, 967, 969
Skg

El

LP02, P002

PP12

IBCO8

B3

BK1, BK2, BK3, T1
TP33

A

Sw23

El
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Allopurinol

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PCA OrpaHuueHHu KOJIMuecTBa IbTHUYECKH CaMOJIET 1 : Y956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO 32 OTPAaHUYEHO : 30kgG
KOJIMYECTBO IIbTHUYECKH camoneT u kapro (IATA)

PCA MHcTpyKuuny 3a OnakoBaHe MbTHUYECKH camoneT 1 : 956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IbTHUYECKH : 400kg
camoret u kapro (IATA)

Wucrpykuuu 3a onakoBaHe camo kapro (IATA) 1 956
MakcumanaHo HeTHO KonmuecTBo camo kapro (IATA) : 400kg
Crennanuu pasnopenou (IATA) 1 A97, Al158, A179, A197, A215
ERG xox (IATA) : 9L

14.7. MopcKu TPAaHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHAapOHATa MOPCKA OPraHu3aIust

He e npunoxxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMAaTHBHATa ypenda

15.1. CienpvyHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPe0a/3aK0H0IATEICTBO OTHOCHO 6€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpexa

Pernamentn Ha EC

REACH, Ilpuioxenune XVII (YcaoBus 3a orpannyaBaHe)

He ¢urypupa B [Tpunoxenue XVII nva REACH

REACH, IIpuinoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [Ipunoxenne XIV na REACH (Crnncbk Ha BelecTBaTa 3a pa3periaBaHe)
REACH, Cnucsbk ¢ kanauaaTt-seurecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BelllecTBa, KOMTO HapymaBat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLeCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)

PersiameHT 32 M3Je/MsiTa ¢ ABOIiHA ynoTpeda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BbBexJaHe pexkuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckarta AEHHOCT M TpaH3UTa Ha U3JEIHs U TEXHOIOTHH C JBOHHA yroTpeba.

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeulectBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C IIPEeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
HPEKYPCOPU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKOTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe BemecTsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha I1a3apa Ha OIIpe/ieNIeHH BEIeCTBa, H3II0I3BaHU 32 He3aKOHHO IIPOM3BOJICTBO Ha HAPKOTHYHH MU IICUXOTPOIIHH BEIIECTBA)

15.2. Ounenka Ha 0€30ACHOCT HA XHMHYHOTO BeIlleCTBO HJIM CMeC

HsiMa HanndHa qOMBIHATETHA HHOOPMALHS

PA3JIEJI 16: Ipyra undgopmanus

HNuankanus 3a npoMeHn

Pa3nen IIpomenen eeMeHT KomenTapu
ERG ko (IATA) Jlo6aBeno
Creranau pasnopenou (IATA) Jlo6aBeno
MakcuMaaHO HETHO KOJIMYECTBO CaAMO Kapro JobaBeHo
(IATA)
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Allopurinol

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nnaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
WucTpyxunu 3a onakoBare camo kapro (IATA) JlobaBeHo
PCA MaxkcumaaHO HETHO KOJIUYECTBO Jlo6aBeHo
mpTHHYECKU camoieT U kapro (IATA)

PCA MHcTpyKIMM 3a ONaKOBaHE MbTHUYECKH JobaBeHo
camouiet 1 kapro (IATA)

PCA MakcuMaaHO HETHO KOJIHYECTBO 3a Jlo6aBeno
OTpaHHYEHO KOJMYECTBO IbTHUYECKH CaMOJIET U

kapro (IATA)

PCA OrpanuyeHn KoJM4ecTBa IIbTHUYECKU Jlo6aBeno
camorteT 1 kapro (IATA)

PCA U3kirouenu konmuectsa (IATA) Jlo6aBeno
Etuxern 3a onacuoct (IATA) Jlob6aBeHo
Touno npeBo3Ho HauMeHoBanue (IATA) JobaBeHo
Touno npeBo3Ho HaumeHoBaHue (IMDG) JobaBeHo
Etukern 3a onacuoct (IMDG) Jlo6aBeHo
EmS-Ne (Pa3nus) JlobaBeHo
EmS-Ne (TToxap) JobaBeHo
Orpannuenu xonudectsa (IMDG) Jlo6aBeno
Cknanupane u oopadotka (IMDG) JobaBeHo
Kareropus na toapene (IMDG) JobaBeHo
Crenuaisu pa3nopeoy OTHOCHO LIUCTEPHU JlobaBeHo
(IMDG)

Wuctpyxnnu 3a uucrepran (IMDG) JobaBeHo
IBC cnenmanuu pasnopentu (IMDG) JlobaBeHo
IBC onakopwsunu nnctpykuun (IMDG) JobaBeHo
M3krouenn konmmuectBa (IMDG) JobaBeHo
Creunanuu pasnopenou (IMDG) Jlo6aBeHo
Crenuaiiu pa3nopenoy 3a NpeBo3 - TOBapeHe, JlodaBeno
pa3roBapBaHe 1 00paboTka (ADR)

Crienmaliiy pasnopeadu 3a mpeos - HacunHo Jlo6aBeno
cectosHue (ADR)

Crienmaiiiu pasnopendu 3a npeBosa - OnakoBKH Jlo6aBeno
(ADR)

Kopnose 3a nucrepau (ADR) JobaBeHo
Crienpaiiiy pa3nopeioy OTHOCHO MPEHOCHMHU JobaBeHo
LUCTEPHU U KOHTEHHEPH 3a HACHIIHU TOBAapU

(ADR)

MHcTpyKuum 3a NpeHOCUMH LIUCTEPHU U Jlob6aBeHo
KOHTeHHepH 3a HacuitHu ToBapu (ADR)

Cwmecenn onakoBku (ADR) Jlo6aBeno
Crenuarau onakoBs4HH pasznopendu (ADR) JlobaBeHo
OmnakoBbunn HHCTPYKIHHU (ADR) JobaBeHo
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Allopurinol

HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
IIpeBo3HO CPEACTBO 3a IPEBO3 B LIUCTEPHU Jlo6aBeno
3aMeHs BepcHATa OT JobaBeHo
Jlata Ha pegakmusara Jlo6aBeHo
1.1 EO Ne Jlo6aBeno
1.1 CAS Ne Jlo6aBeHo
1.2 Orpannuenys 3a ynorpeda JobaBeHo
1.2 VYnorpeba Ha BelecTBOTO/CMeCTa Jlo6aBeno
1.2 ODyHKIHMS WK KaTeropus Ha ynorpeda JobaBeHo
2.1 Heobnaronpusatan GpuznkoxuMuyHu eHexT u JobaBeHo
HeOIaronpusaTHU e(PeKTH 3a 3paBeTO HA YOBEKA U
OKOJIHATa cpejia
2.1 Krnacupukauus B cvorBerctre ¢ Pernmament (EO) | lo6aBeHo
Ne 1272/2008 [CLP]
2.2 Ipenopsku 3a 6e3omacuHoct (CLP) Jlo6aBeHno
2.2 TIpenynpexnaenus 3a onacHoct (CLP) JobaBeHo
22 Curnanna gyma (CLP) Jlo6aBeno
2.2 Tuxrorpamu 3a onacuoct (CLP) JobaBeHo
2.3 Jpyra undopmarms Jlo6aBeno
4.1 IIppBa nomol - 001K MEPKU JobaBeHo
4.1 IIppBa noMoIIL TP KOHTAKT € KOXKaTa JobaBeHo
4.1 IIppBa nomo1 pu BIUIIBAHE JobaBeHo
4.1 II'ppBa nOMOII IPH MOTITBILIAHE Jlo6aBeHo
4.1 IIppBa nOMOIIL TP KOHTAKT C OYUTE JobaBeHo
4.2 CumnToMu/epeKTd cirel KOHTAKT C KOXKaTa Jlo6aBeno
5.1 Hemoaxoasiy moxaporacuTesIHu CpeicTBa Jlo6aBeno
5.1 TToxxomsiy mo>kaporacuTEIHN CPeICTBA Jlo6aBeno
52 OmnacHu IPOIYKTH Ha paslajiaHe B cIydail Ha Jlob6aBeHo
oxap
53 3amuTa npy raceHe Ha moxap JobaBeHo
53 MHcTpyKuuy 3a raceHe Ha mokapu JobaBeHo
6.1 3aluTHU cpeicTBa Jlo6aBeno
6.1 ABapuiiny njaaHoBe Jlo6aBeno
6.1 O0mu Mepku Jlo6aBeno
6.2 Ipenma3sHu Mepku 3a oma3BaHe Ha OKoJIHATa cpenia | Jlo6aBeHo
6.3 3a 3aabpiKaHe Jlo6aBeHo
6.3 MeTtoau 3a mouncTBaHe Jlo6aBeno
6.4 ITo3oBaBaHe Ha apyru pasznen (8, 13) JlobaBeHo
7.1 Ipenma3uu Mepku 3a Ge3omacHa paboTa JobaBeHo
7.1 XUTrHeHHU MEPKHU JobaBeHo
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Allopurinol

HH(bOpMaHI/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
7.2 YcnoBust 3a cbXpaHsBaHE JlobaBeHo
72 OnakoBBbYHHE MaTepHAIN JobaBeHo
8.2 3amura Ha JUXaTeTHUTE IIbTUIA Jlo6aBeHo
8.2 3amura Ha pbLeTe Jlo6aBeno
8.2 3amuTa Ha OuuTe Jlo6aBeHo
8.2 TToxxomsiy MHKEHEPEH KOHTPOI Jlo6aBeno
8.2 3ammra Ha K0Kara U TSUIOTO Jlo6aBeHo
9 pH JobaBeHo
9 Touka Ha TONIECHE Jlo6aBeno
9 IBsar Jlo6aBeno
11.1 LD50 opanHo miuex ITpomeneno
12.1 LC50 - Pubm [1] JlobaBeno
12.1 EC50 - PakooOpasuu [1] JlobaBeno
12.1 NOEC xpoHH4Ha BOIOPACIH JobaBeHo
12.1 EC50 72h - Bogopaciu [1] Jlob6aBeHo
14.1 OOH Ne (ADR) Jlo6aBeHo
14.1 OOH Ne (IMDG) Jlo6aBeHo
14.1 OOH Ne (IATA) Jlobaseno
14.2 Touno npeBo3HO HauMeHoBaHKe (ADR) JobaBeHo
14.3 Etukeru 3a onacuoct (ADR) JobaBeHo
14.3 Knac (ADR) Jlo6aBeno
14.4 OnakopbyHa rpyna (IMDG) Jlo6aBeHo
14.4 OmnakoBbyHa rpymna (IATA) JobaBeHo
14.4 OmnakoBbyHa rpyna (ADR) JlobaBeHo
14.6 Crienmaniu pasnopendu 3a onakosane (IMDG) JobaBeHo
14.6 OnakoBbynu uHcTpykuuu (IMDG) JobaBeHo
14.6 TpancnoprHa kareropus (ADR) JobaBeHo
14.6 Crenuanau pasnopenou (ADR) JlobaBeHo
14.6 Wsxmouenn xondecrsa (ADR) JlobaBeHo
14.6 Orpannuenn konuuectsa (ADR) Jlob6aBeHo
14.6 Kon 3a Tynennu orpanuyenus (ADR) JobaBeHo
14.6 Wnentuduxkanyonex Homep 3a onacHoct (Kemuiep | lo6aBeHo
No.)
14.6 Krnacugpukaunonen xox (ADR) Jlo6aBeHo
II'bnen Texker na H- u EUH-npegynpeskieHusiTa 3a oacHocT:
Aquatic Acute 1 OmacHo 3a BOAHATA cpefia — OCTPa OMACHOCT, KaTeropus 1
Aquatic Chronic 2 OnacHo 3a BOJHATa cpesia — XPOHUYHA OMACHOCT, KaTeropus 2
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Allopurinol

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

IIbaen Teker Ha H- 1 EUH-npenynpe:kieHusiTa 3a 0NacHOCT:

H317 Moske 1a NpHYMHHM alepruyHa KOXKHA PeaKiHs.

H400 CHITHO TOKCHYEH 32 BOJHUTE OPTraHU3MH.

H411 ToKCHYEH 3a BOJHUTE OPTAaHU3MH, C IBITOTPACH e(EeKT.
Skin Sens. 1 KosxHa cencubunmzanus, Kateropus 1

Wudopmanmonen muct 3a 6ezonacHoct (MJ1B), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxaiia ce B To3u MHdopMaroneH uct 3a 6e30MacHOCT, € MoJy4eHa OT H3TOYHHIIN, KOUTO CMSTaMe 3a
HafeKIHU. Bbopeku ToBa, HHpOpMaIMsITa ce IpeaocTaBs 0e3 HUKAaKBa rapaHIus, N3pUYHA WK [O/pa3oupalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA HIIN
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda Wi 00e3BpexkIaHe Ha IPOAyKTa ca H3BBH HAIIKS KOHTPOJ U MOXKE J1a ca U3BBH Hallata komneTeHTHocT. [Topaau
Tasu U APYTU HPUYHHU, HUC HE TIOEMaMe OTTOBOPHOCT U U3PHYHO CE OTKA3BaMe OT OTFOBOPHOCT 3a 3aryOu, IETH WM Pa3XO/IH, IPOU3TUYAIM OT WIH CBbP3aHH
0 HAKAKbB HAYMH C paboTaTa, ChbXpaHEHUETO, yIoTpedaTa uian 00e3BpexkIaHeTo Ha poaykTa. To3u MHpopMannoHeH JIMcT 3a 6€30MacHOCT € U3TOTBEH U TpsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3H MPOYKT. AKO HPOJIYKTHT CE U3MON3BA KaTO ChCTABKa Ha APYTH MPOLYKTH, HaJTNYHATa MH(OpPMALHs OM MOTJIa Jia ce OKaxke
Henpuiokuma. Ta3u nHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYI[M MO3HAHNS U € NPEAHA3HAYCHA A []aJiec ONMCAHKE Ha MPOJYKTa CaMo 3a LIEJINTE Ha
3[]paBeora3BaHeTo, 0e30I1aCHOCTTa M OKOJIHATa cpena. [lopanau ToBa, Ts1 He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOMCTBATa HA MPOAYKTA.
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