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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa Bemectso
HaumenoBaHue Ha BEIeCTBOTO

Kox na npoxykra 202200221

Valganciclovir hydrochloride

1.2. MnenTuduuupann BUI0Be YNOTPeda Ha BeECTBOTO WM CMECTa, KOUTO €a OT 3HA4YeHHe, U BHIOBE YIOTPeda, KOMTO He ce

Nnpenopb4YBar

1.2.1. UnenTnunupanu ynorpeou
OcHOBHa KaTeropust Ha ynorpeda

VYnorpeba Ha BEIeCTBOTO/CMeECTa

OyHKIHS WM KaTEeropysi Ha yrorpeba

1.2.2. Ynorpedu, KoMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba

HpOI[y'KT’I:T € MPCAHAa3HAYCH 3a U3CJIICABAHUA, AaHAJTU3U U Hay‘{HO-O6pa3OBaTeJ'IHI/I Oelu.
Camo 3a npodecroHaiHa ynorpeba
JlabGopaTopHH XUMHKAIIH

Jla He ce uznonssa : [lorneiane, Baumane, Jlepmanto

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH(POPMALMOHHHUS JIHCT 32 6€30MaCHOCT
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1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

+33(0)390215608

TeneoHeH HOMEp MPHU CICLIHU CIIyYau

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

MyTareHHOCT 3a 3apOJUIIHU KJIeTKH, KaTeropus 2

Kanneporennoct, Kateropus 1B

ToxcuuHocT 32 penpoxykuusaTa, Kareropus 1B

ToKCHYHOCT 3a PENPOAYKIHATA, JOMBIHATENHA KaTeropusl, epeKTH BbPXY HIN
upe3 JaKTalusITa

CrenmdiyHa TOKCHIHOCT 3 ONPE/IeTIeHN OpPTaHy — TTOBTapAIIa Ce eKCITO3UIIHS,
Kateropus 1

3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

H341
H350
H360FD
H362

H372

HebnaronpustHi GU3HKOXHMUYHH e)eKTH U HeOJAronpHsiTHU e)eKTH 32 31PaBeTO HA YOBEKA H OKOJIHATA cpela

OHpCHeJ'IﬂHC 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha OKAa3aTeJICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP)

GHS08
Curnanna gyma (CLP) OnacHo

Ipenynpexnenus 3a onacuoct (CLP)

H341 - Ipenmnomnara ce, 4e MpUYUHSIBA FEHETHYHH AC)EKTH.

H350 - Moyxe 1a TpHYNHY pak.
H360FD - Moske 1a yBpeIu OIUIOAUTEIHATa CIIOCOOHOCT. MoXe 1a yBpeau IIoaa.
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Valganciclovir hydrochloride

NudopmanroneHn auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

H362 - Moxe a 6b1¢ BpeneH 3a KbpMadeTa.
H372 - IIpuunnsiBa yBpexxaHe Ha Opranute (KOCTEH MO3BK) IOCPEACTBOM IPOABIDKUTEIHA HIIH
TIOBTapSIA CE eKCIIO3UINSL.

Ipenopsku 3a 6e3omacHoct (CLP) : P201 - TIpeau ynotpeba ce cHabeTe ChC CHIEHUAIHA HHCTPYKIIMH.
P202 - He n3nomn3Baiite npeau ia cTe IpoYey U pa3opaiy BCHUIKH IIPeIIa3Hu MEPKH 3a
6e30macHOCT.
P260 - He BaumBaiiTe mpax/mymek/ra3/{uM/u3napeHus/aepo30Im.
P263 - Jla ce n304rBa KOHTaKT 110 BpeMe Ha OPEMEHHOCT U IIPH KbPMEHE.
P264 - [Ta ce u3mue pbLeTe O JAaKTUTE H JIMIETO CTApaTeNIHO ciel yrnorpeda.
P270 - [1a He ce sie, 1€ WK ML Opy yrnoTpeda Ha MpoIyKTa.
P280 - M3non3BaiiTe npeanasHi phKaBUILU/TIPEANIA3HO O0JIEKIIO/IPEANa3Hy O4MIIa/TIpe/ina3Ha Macka
3a JIHIe/TIpeNa3Hy CPECTBA 3a 3aIIUTa Ha CIIyXa.
P314 - IIpu HepasnonoxeHue MOThPCeTe MEIUIIMHCKH ChBET/IIOMOIL.
P405 - JTa ce cbXxpaHsiBa MOJ KJIKOY.
P501 - CpabprkaHHETO/CHABT Jla Ce H3XBBPIIH B IYHKT 32 ChOMpaHe Ha OIACHU WM CIICI[HATHN
OTIaAbIY, B CHOTBETCTBUE C MECTHHUTE, PETHOHAIIHH, HAIIMOHATHH H/UIH MEKIyHAPOJHU
pasnopendu.

ETuxernpaHe B ChOTBETCTBHUE C: H3KIIIOUSHUS 32 BHTPEIIHH OIIAKOBKH, KOTaTO ChbPXKAaHUETO He npesuniaBa 10 ml

IMTukrorpamu 3a onacHoct (CLP) :

GHS08

2.3. Ipyru onacHoCTH

Hsima Hanmmana JOIBJIHUTCITHA PIH(pOpMaI_II/IH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EQ) Ne 1272/2008 [CLP]
Valganciclovir hydrochloride - <100 Muta. 2, H341

Carc. 1B, H350
Repr. 1B, H360FD
Lact., H362
STOT RE 1, H372

3a e Texet Ha H- m EUH-nipeynpexiennsaTa 3a omacHOCT: B. paszuen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 3a mbpBa MOMOIIL

4.1. OnucaHue HA MePKUTE 32 MbPBA MOMOII]

ITepBa nomolI Npu BAMIIBAHE . Jla ce ocTaBM IOCTpajaiys Ha YHUCT BB31yX. Ocurypere cBex Bb3/IyX Ha 3aCETHATOTO JIMIIE.

ITepBa momos NpH KOHTAKT € KOJKaTa : Jla ce oTcTpaHM MaKCHMaJIHO upe3 H30bpcBaHe (C YMCTa M MeKa ITonMBaIia Keprna). Jla ce mmue
OOMITHO C BOJIa B KOSITO € IPUOABEH JIETEPTeHT.

ITepBa nomoI Npy KOHTAKT C OYHTE . M3mnakHeTe ¢ Bojia, KaTo IbPKUTE OYNTE HIMPOKO OTBOPEHH.

ITspBa noMoII IpH MOTTTBIIAHE : Msmnakuere ycrata. Crerianso jekapcko HaOmoaenue. Moxe 1a 0b/e Ipernopb4aHo

TIPOOBIKUTCITHO METAULTUHCKO Ha6moue]-me.

4.2. Haii-chbIiecTBEHH OCTPH H HACTBIBAILH CJI€e/l H3BECTEH IMEPHO/] OT BpeMe CHMIITOMHU H e eKTH

Cumnromu/edextu : Bb3moxHH ca 3aKbCHENH eeKTH.
Cumnromu/eheKTy ciie]] BAUIIBaHE . Henocrarbunm maHHH.
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Valganciclovir hydrochloride

I/IH(l)OpMaHI/IOHeH JINCT 3a 0€30IacHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Cumnromu/edeKT ciell KOHTAKT ¢ KoxKaTa : Hepmocrarbunu faHHU.
Cumnromu/edeKTu ciiesf KOHTaKT C OYUTe : HepmocrarbuHu faHHU.
CumnToMu/eexTH ciejl MOrTbIaHe : CumnroMute Morat Ja ObJaT 3aMaifBaHus, T1aBoOOIIHE, Ta/ieHe U 3ary0a Ha KOOPIMHALIHS.

IMoTbpceTe MeAUMIMHCKU ChBET/OMOLI. [y BE3MOKHOCT J1a Ce TIOKaKe HACTOALIMA JIUCT, & aKO HE € Ha Pa3IOoNOKEHHE, [1a Ce MOKaKe ONaKOBKATa M €TUKETa.
AxtuBarop. PapmarieBTHYEH MPOIYKT.

PA3JIEJI 5: IIpoTuBONOXAPHA MEPKHU

Tlonxonsmm TI0KapOraCuTEIHA CPECTBA : Opesiyo 3a 3aracsiHe Ha OTBHSI.

OnacHocT OT noxap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MOXapu . I[a C€ U3MO0JI3BAT CPEACTBA, MOAXOAAIIHN 3a raCEHE Ha IM0XKapu B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IyCKAHe

OO0y Mepku : Jla ce u3bsrea npekusi KOHTAKT ¢ npoaykra. He BaumiBaiite
mpax/myIex/ras3/ Ium/u3napeHus/aepo3ou.

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPS 32 CIIELIHH CJIy4an

ABapPIP’IHPI TUTAaHOBE : I[a C€ HOCH IMOAXOIAIIO IMPEAITa3HO 06J'ICK.H0, PBKaBULM U 3alIUTHU CPEICTBA 3a OYUTE UJIU JIMLIETO.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEINHHU CJIyYan

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Meroau 3a moyricTBaHe : V6CI[CT6 C€, 4€ OTIIaABLHUTE Ca C'bﬁpaHH 1 C€ CbXpaHABAT HA CUTYPHO MSCTO. ITouncrere
CTapaTeIHoO. I[a CE€ U3MHE HeannpaeMI/m OCTaTbK C Pa3TBOp OT HAaTPUEB XUITOXJIOPHUT.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 7: O6pa6oTka u chbXpaHeHHe

JIOIBIIHUTEITHH ONIACHOCTH MO BpeMe Ha o0paboTka . Ha motpeGurens na ce 00bpHEe BHUMAHUE 32 PUCKOBETE, €BEHTYAIHO CBBP3aHH C U3I0I3BAHETO Ha
HPOJIYKTa 3a IPYTH LIeJH, PA3IUYHH OT TE3H, 32 KOHTO € MPEIHA3HAYCH.

IIpenna3nu Mepku 3a Ge3omacHa padoTa : C marepuana TpsiOBa 1a ce paboTn BHEMATENHO. J{a ce M30srBa MpeKust KOHTAKT ¢ npoxykra. C
MaTepuana TpsioBa Ja ce paboTH 1o JlabopaTopHa KaMUHa, JOKOJIKOTO TOBA € Bb3MOXKHO.

XUTHCHHH MEPKH : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMSTA HA J00paTa MPOMHUIILICHA XUTHEHA U IPOLEAYPHTE 3a
6e30macHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPHIIOKUMHTE Pas3IoOpenon.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O] KJIFOY.
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Valganciclovir hydrochloride

Nudopmanronen aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

7.3. Cneunduuna(u) kpaiina(u) ynorpe6a(u)

Bux naparpad 1.

PA3J/IEJI 8: KoHTPOJI Ha eKCIIO3MIUATA/THYHH NPeINAa3HH CPeICTBA

8.1. IlapameTpH Ha KOHTPOJI

8.1.1 HanMoHaIH} rPAaHUYHM CTOMHOCTH HA MPO(eCHOHAIHA eKCIO3UINS M GHOJOTHYHH IPAHHYHH CTOHHOCTH
Hsma Hain4Ha AOIBbIHUTENIHA HHPOPMALUSL

8.1.2. IlpenopbYNTEIHH NPOLEAYPH 32 HAGIIOIEHHE

HsiMa HanuYHA TOIBIHUTENIHA HHOPMAIHS

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsma HaianyHa AOIBIHUTENIHA HHPOPMALUSL

8.1.4. DNEL u PNEC

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

8.1.5. Perysiupane upe3 o6xBatu (control banding)

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

8.2. Kontpo. Ha ekcrnio3umusiTa
8.2.1. [oaxoasi TEXHUYECKH KOHTPOJI

Ioaxoasimy TeXHHYECKH KOHTPOJI:
Jla ce cpXpansBa B JoOpe NPOBETPUBO HoMelleH e, Jla ce 3MoN3yBa eAMHCTBEHO B CMyKaTelHa KaOuHa ¢ MHTerpupas Gpuirsp. Bucokoedexrusen GpuiTsp 3a
gactuim (HEPA ¢untsp).

8.2.2. JIM4HH Npeana3Hu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE U JIULETO

3amuMTa HA OYHTE:
Ipennasan ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa HA KOKATA H TSJIOTO:
Jla ce n3non3zyBa XuMU4eCcKH ycToiunBo 3amuTHO obnekno. DIN EN 13034

3ammra Ha pbleTe:
XUMUYecKn yCTOIHYNBHY NpeanasHu pekasumu. ISO 374-1

8.2.2.3. 3amuTa HA AUXATEJTHUTE MHTHIA

3ammTa Ha AMXATEJIHUTE ITbTHINA

OrtziensHe Ha mpax: mpoTuBomnpaxoBa Macka ¢ ¢puntsp P3. DIN EN 140 & 149. Teuen npoaykt : AHTHaepo3onHa Macka. Hocere siuxarener amapar, ako cTe
H3JI0)KEHU Ha Iapu/TIpaxoBe/aepo30iH

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa Haim4YHa TOMBIHATENHA HHQOpMALIHS

8.2.3. KoHTpOJ1 Ha eKCIO3HIMSATA B OKOJIHATA Cpeaa

Hsima HanmuHa JOTTBIHUTEIHA I/IH(i)OpMaLII/IF[

PA3IEJI 9: ®u3u4yHu 1 XMMUYHH CBOWCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHUTE (PU3HYHH U XHMHYHHU CBOHCTBA

ArperaTtHo ChCTOSHHE . TBBpmo BELECTBO
st : He e nannuno
Mupuc He e npunoxumo.

I'pannnara Ha Mupuca
Touka Ha TOneHe

He e nanuuno
He e nanuuno
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Valganciclovir hydrochloride

I/IH(l)OpMaHI/IOHeH JINCT 3a 0€30IacHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Touka Ha 3aMpB3BaHe . He e nanuuno
Touka Ha KuIEeHe : He e Hanuyno
3amanumocT . He e rammynO
I'panuiy Ha €KCIIIO3UBHOCT . He e npunoxumo
JlonHa TpaHuIIa Ha eKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCIIIO3UBHOCT . He e npunoxumo
Temmeparypa Ha pasnarane . He e npunoxumo
Temmeparypa Ha camo3ananBaHe . He e npunoxumo
Temneparypa Ha pa3nagane . He e rammynO
pH : He e Hanuyno
pH pastsop . He e nanuuno
Buckosurer, kuHeEMaTuueH : He e npunoxumo
PasrBopumocT : Boma: 33,3100 mg/l (pH 7)
KoedunuenT Ha pa3npenenenue: n-okranoin/soga (Log  : He e nammnuno
Kow)

Hansarane na mapure . He e nanuuno
Hansrane na mapure npu 50°C . He e nanuuno
IlsTHOCT . He e nannuno
OTHOCHTEIHA ITBTHOCT . He e nanuuno
OTHOCHTeNHA INTBTHOCT Ha napute npu 20°C . He e npunoxumo
Pa3mep Ha yactunure : He e Hanmu4HO

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (U3HYHA OIACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapaKTepHCTHKH 32 6e30ImacHoCT

Hsma nammana nomemanTeHa HHGOPMAHs

N PEAKTUBHOCT

CraOuiteH Ipu HOPMAJIHH YCIOBHSL.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima nipu Hopmansa ynotpe6a. Broxre Pazmen 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACI OITaCHU HU3IIapECHUS.

PA3JIEJI 11: TokcukosiornyHa nHgopmMmanus

Ocrtpa ToKCHYHOCT (OpaiHa) . He ce xnacudunupa (JInncpamy naHHm)
OcTpa TOKCHYHOCT (iepMaiHa) . He ce xnacudunupa (JInncpamy naHHm)
OcTpa TOKCHYHOCT (BIHILIBAHE) . He ce xnacudunupa (JInncpamy naHHm)
KoposuBHOCT/ipa3sHeHe Ha KOXkaTta . He ce xnacudunupa (JInncpamy naHHm)
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Valganciclovir hydrochloride

HH(bOpMaHI/IOHeH JINCT 3a 0€30IacHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

CepHo3HO yBpex/JaHe Ha OUNTe/ApasHEeHe Ha OUHUTe : He ce xnacudunupa (Jluncsamy nanHm)

Cencubunusanus Ha JUXaTeHUTE MBTUINA niK koxkata . He ce ximacuummpa (JIuncpanm nanam)

MyTareHHOCT Ha 3apOJHIIHUTE KJICTKU : Ilpennonara ce, ue NPUYNHABA TEHETHYHH JC(PEKTH.

Kanneporennocr : Moxe fa IPUYMHH PaK.

ToKCHYHOCT 3a PEHPOAYKLHATA : Moxe na yBpeau oIIoguTeNIHaTa ciocoOHocT. Moxe na yBpean miojna. Mosxe Jia 0bze BpezieH 3a
KbpMayera.

CTOO (cmenuguuHa TOKCHYHOCT 32 OIPEIEICHI . He ce xnmacudunupa (Jluncpamy nanHam)

OpraHu) — eJHOKPATHA EKCTIO3HIINS

CTOO (cmenuduuHa TOKCHYHOCT 32 OIPEIEICHI . IlpnuunsBa yBpexxaaHe Ha OpraHuTe (KOCTEH MO3BK) IIOCPEICTBOM IPOIBIDKUTENHA HIIU MTOBTApSIIa

OpraHu) — IOBTaPSIIIA CE EKCIO3UIHS €€ EKCTIO3HIIHA.

OnacHOCT npH BJMIIBAHE . He ce xiacuduumpa (TexHnuecka HEBb3MOKHOCT 3a HOTy4aBaHEe HA JAHHM)

Hsma HanuvHa ZOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 12: ExojiornuHa uH(popmMaIusi

Exororust - 0010 . Onacuu oTagbi. Jla ce U3Mmon3yBaT MOAXOAAIIM KOHTCHHEPH 32 OTIAJHHUTE MPOLYKTH.
OmacHo 3a BOIHATa cpefia, KpaTKocpouHa (0cTpa) . He ce xnacudunupa (Jluncsamy naHH")

OnacHo 3a BOJHATA CPe/ia, AbIrOCPOUHA (XPOHHYHA) . He ce ximacuduumpa (JIuncpanum gaHH)

He ce pasrpaxna 66p30

Hsma HanmaHa gombIHHUTENHA HHOOPMALUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

Hsima HaymaHa TOMTBJIHUTETHA PIH(l)OpMaHHSI

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HOMBIHUTETHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpexaaHe HA OTHIATbIHUTE

MecTHO 3aKOHOAATENCTBO (OTMAIBIH) : Jla ce u3xBbpiu 1o 6e30MaceH HAYMH B ChOTBETCTBHE C MECTHUTE / HAIIMOHAITHU PAa3open0On.

PA3IEJI 14: UudopManysi OTHOCHO TPAHCIIOPTUPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH uin naenTuduKanuoHeH Homep

He e mpunoxumo He e npunoxumo He e npunoxumo
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Valganciclovir hydrochloride

Nudopmanronen aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA

14.2. Touno HaMMeHOBaHHE HA MPaTKaTa Mo ciucbka Ha OOH

He e npunoxumo ‘ He e npunoxxumo ‘ He e npusnoxumo

14.3. Knac(oBe) Ha ONaCHOCT NPH TPAHCIOPTHPaHe

He e npunoxumo ‘ He e npunoxxumo ‘ He e npuinoxumo

14.4. Onakopb4Ha rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxxumo ‘ He e npusnoxumo

Hsima onbiHUTEIHA HAJIMYHA I/IH(I)OpMaLII/ISI

14.6. CiequaaHyu mMpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyxonmbTeH TPAHCIIOPT
He e npunoxumo

TpancnopT no mope
He e npunoxumo

Bu3aymen Tpancnopr
He e npunoxumo

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUITHO CHCTOAHUE CHIVIACHO HHCTPYMEHTH Ha Memynapom{aTa MOPCKa opraHu3anus

He e npunoxumo

PA3IEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenuguyHu 32 BENIECTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJTHATA
cpeia

15.1.1. Periamentn Ha EC
REACH IIpuio:xenne XVII (YciioBusi 3a orpannyaBaHe)
He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpunoxenne XIV (Cniucbk Ha BellleCTBATA 32 pa3peniaBaHe)

He ¢urypupa B ITpunoxenne XIV ra REACH (Crimchk Ha BemiecTBara 3a pa3pelniaBaHe)

REACH Cnucbk ¢ kanauaar-pemecrsa (SVHC)

He ¢urypupa B cimcska Ha REACH ¢ kananaar-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIaCHE)

Henpunosxumo.

Persament orHocHo YO3 (EC 2019/1021, YcroiiuMBU OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PeryiaMeHT 0THOCHO BellecTBa, KONTO HapymaBat o3oHoBus cjoii (EC 1005/2009)

He ¢urypupa B cimcbka ¢ BelecTBa, KOMUTO HapymaBat 030HoBus cioif (Permament EO 1005/2009): Valganciclovir hydrochloride

PersiameHnT oTHOCHO npekypcopuTe Ha B3puBHH BeutectBa (EC 2019/1148)

He cpabpixa BemiecTBo(a), BKIIFOYEHO(H) B CIIMCHKA ¢ IPeKypcopy Ha B3puBHH BemtectBa (Permament EC 2019/1148 3a npennaraHeTo Ha masapa u ynorpebara Ha

MPEKypPCOPH Ha B3PUBHH BEIECTBA)

PeriiameHT 0THOCHO MpeKypcopuTe Ha HapKOTH4YHM BemecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIIOUEHO(H) B ciiuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTtBa (Perimament EO 273/2004 0THOCHO POM3BOJCTBOTO H ITyCKaHETO
Ha T1a3apa Ha ONpEJICIICHH BEIECTBA, U3MONI3BaHU 3a HE3aKOHHO MPOHM3BOJICTBO HA HAPKOTHYHH MITH TICHXOTPOITHH BEI[ECTBA)
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Valganciclovir hydrochloride

Nudopmanronen aucT 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

15.1.2. HauuoHa o1 pa3nopeaon

Hsima HanuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

15.2. Ouenka Ha 0€30I1aCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMEC

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

PA3JIEJI 16: Apyra ungopmanus

II'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a 0IacHOCT:

Carc. 1B Kanneporennoct, Kareropus 1B

H341 IIpenmonara ce, 4e NpUYNHSBA TeHETUYHU JS(EKTH.

H350 Moske fa MPUYHHH paK.

H360FD Moske 2 yBpeau OILIOAUTENHATa CIocoOHOCT. MOjKe /1a yBpeau IIoza.

H362 Moske na Ob/e BpeieH 3a KbpMadeTa.

H372 IIprunHsBa yBpeXKIaHEe Ha OPraHUTE IIOCPEACTBOM IIPOABIDKUTEITHA HITH IIOBTAPSIIIA CE EKCIIO3ULIHSL.
Lact. TOKCHYHOCT 3a PelPOYKIHATA, JOIBIHUTEIHA KaTeropust, epeKTH BbPXY WM Ype3 JIaKTalusITa
Muta. 2 MyTareHHoCT 3a 3apoAnIIHK Ki1eTky, Kareropus 2

Repr. 1B Tokcu4HOCT 3a penpoaykiusTa, Kareropus 1B

STOTRE 1 CreruraHa TOKCHYHOCT 32 ONPEIETIeHN OPraHy — MOBTapsIia ce ekcrosuims, Kareropus 1

Wudopmanmonen et 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT Uudpopmanusita, chabpxaiia ce B To3u MHbopMannoHeH uct 3a 6e30MacHOCT, € MOoJIy4YeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
HaJgeXIHU. Berpeku ToBa, nHpopManusTa ce IpeaocTans 6e3 HUKaKBa IapaHLus, U3pUYHA WIH HOApa30Hpalla ce, OTHOCHO HelfHaTa KOPEKTHOCT
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