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

1.1. UnentudukaTop Ha NPOAYKTA

dopma Ha IPOYKTa Cmec
HaunmenoBanue Ha npoaykra

Kon Ha mponyxra 202200236

Valganciclovir for system suitability

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

TeneoHeH HOMEp MPHU CICLIHU CIIyYau

+33(0)390215608

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
Cobabpika Valganciclovir hydrochloride

Ipenynpexnenus 3a onacuoct (CLP)

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

H350 - Moyke 1a TpHYNHY pak.
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Valganciclovir for system suitability

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

H360FD - Moxe 51a yBpeau OIUIOJUTENIHATA CIIOCOOHOCT. MOXe 1a yBpeIH IIoja.
H362 - Moxe na Ob/1e BpelieH 3a KbpMadeTa.
H372 - TIpuunnsiBa yBpexpaHe Ha OPraHUTE MOCPEACTBOM POIBIDKUTEIHA WM OBTAPSIIA Ce
EKCTIO3UIHSL.
Ipenopsku 3a 6e3omacHoct (CLP) : P201 - TIpeau ynotpeba ce cHabeTe ChC CHICNUATHA HHCTPYKIIMH.
P202 - He n3nomn3Baiite npeau ia cTe Ipodey U pa3opaan BCHUIKHY MPEeIIa3Hu MEPKH 3a
0e30MacHOCT.
P260 - He BaumBaiiTe mpax/Imymek/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 CTApaTeIHO clie]] yrnoTpeda.
P270 - [1a He ce sie, M€ WK ML OpY yrnoTpeda Ha MpoIyKTa.
P280 - M3nomn3BaiiTe nmpeana3Hl phKaBUIN/TIPEAIa3HO 00IeKI0/IPeIIa3Hy OUmIIa/IIpeAna3Ha Macka
3a JIHIe/TIpeNa3Hu CPECTBA 3a 3aIIUTa Ha CIIyXa.
P314 - IIpu HepasnonokeHne NOTbPceTe MEAUIMHCKH CHBET/IIOMOLLI.
P405 - Ta ce cbxpaHsiBa MOJ KJIKOY.
P501 - CbabprkaHHETO/CHABT Jla Ce H3XBBPIIH B IYHKT 32 ChOMpaHe Ha OIACHU WM CIICI[HATHN
OTIagblH, B CbOTBETCTBHE C MECTHHUTE, PETHOHAIIHH, HALIMOHAIHHU 1/WJIA MEX/IyHAPOIHN
pasnopenou.
ETHKeTHpaHe B CHOTBETCTBUE C: H3KJIIOUCHHS 32 BETPEILHH ONAKOBKH, KOraTo ChABPXKAHUETO He peBuiiasa 10 ml
IMTukrorpamu 3a onacHoct (CLP)

GHS08
OnacHu ChCTaBKU . Valganciclovir hydrochloride

2.3. Ipyru onacHocTH

He cpabpxa PBT/vPVB Bemectsa > 0.1%, oneHenn B crotercTsre ¢ IIpunoxenne XIII na Permamenr REACH

CMecTa He ChAbpIKa BellecTBO(a), BKIIIOUEHO(1) B CIIMCHKA, H3TOTBEH B choTBeTcTBHE ¢ wieH 59(1), maparpad 1 or REACH, 3a npurexaBaHeTo Ha CBOICTBA,
HapymaBamy GyHKIUNTE Ha €HIOKPUHHATA CHCTEMA, HIIH 32 KOETO/KOUTO HE € YCTAaHOBEHO, Ue MMa(T) CBOWCTBA, HapymaBany QyHKIMUTE Ha €HIOKPUHHATA
cHCTeMa, B ChOTBETCTBHE C KpuTepuute, onpezenenn B lenerupan Permament (EC) 2017/2100 na Komucnsra wmm Pernmament (EC) 2018/605 na Komucusra B
KOHIIGHTpAIHsl, paBHA WX Mo-Brcoka ot 0,1 TernoseH %.

PA3JEJI 3: ChcraB/undgopmanus 3a CbCTAaBKUTE

3.1. BemecrBa

He e npunoxxumo

3.2. Cmecn

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
NpPOAYKTA Persnament (EO) Ne 1272/2008 [CLP]

Valganciclovir hydrochloride - =~ 98,6 Muta. 2, H341

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

3a mpanus TekeT Ha H- u EUH-npenynpeskaenusTa 3a OacHOCT: BXK. pa3zern 16

PA3/IEJI 4: Mepku 3a MbpBa IOMOIIL

4.1. Onucanne Ha MepPKHTe 32 MHPBa MIOMOLI

IIppBa nomo1 pu BIUIIBAHE : Jla ce ocTaBu mocTpasanys Ha YUCT Bb3ayX. OCHTypeTe CBEX Bb3/IyX Ha 3aCErHATOTO JIUIIE.
[IppBa HOMOII IPH KOHTAKT C KOXKATA : Jla ce oTcTpaHN MakCUMAJHO upe3 M30bpcBaHe (¢ yucTa M MeKa nonuaaiia kepma). Jla ce usmue
OOMITHO € BOJIA B KOSITO € MPUOABEH JACTEPTeHT.
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Valganciclovir for system suitability

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ITepBa MOMOLI [IPH KOHTAKT C OYUTE : M3miakHere ¢ BOza, KaTO JbP)KHTE OYNTE IIMPOKO OTBOPEHH.
ITepBa MOMOLI [IPH MOTITBIIAHE : Wsnnakuere ycrata. Moxe a Ob/Jie PENOPHYAHO MPOXBIDKUTEIHO MEAUIMHCKO HAOIIOCHHE.

Cumnromu/edextn . Bb3MOXHHE ca 3aKbCHENH e(EeKTH.
Cumnromu/edexTd ciejl BAUIIBaHe : Hepmocrarbunu faHHU.
Cumnromu/edeKT ciell KOHTAKT ¢ KoxKaTa : HepmocrarbuHu faHHU.
Cumnromu/edeKTu ciesf KOHTaKT C OYUTe : HepmocrarbuHu faHHU.

HO'I'prCTe MEIUIIMHCKH ChBET/TIOMOILL. HpI/I BB3MOKHOCT J1a C€ ITOKAXXE€ HACTOALIN JIMCT, a aKO HE € Ha Pa3lOJIOKECHUE, 1a CE IIOKAXKE ONTaKOBKaTa WM €TUKETA.

apHH MEPKHU

Tloaxoasiu TI0KapoTraCUuTEIHA CPEACTBA : Opesiy10 3a 3aracsiHe Ha OTbHSL.

OnacHoCT OT noXxap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MoXKapu . I[a C€ U3MO0JI3BAT CPEACTBA, MOAXOAAIIHN 3a raCECHE Ha IMO0XKapu B CbCEIACTBO.

A3JIEJI 6: Mepku nipu aBapuiiHO U3IyCKaHe

OO0y Mepku : Jla ce u3bsrBa npekusi KOHTAKT ¢ npoaykra. He BauiiBaiite
mpax/myIex/ras3/ Ium/u3napeHus/aepo30u.

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPS 32 CIIELIHH CJIy4Yan

ABapPIfIHPI IIJITAaHOBE : I[a C€ HOCH ITOAXOAIIO NPEAITa3HO 06J'ICK.H0, PBKaBUIN U 3allIUTHU CPEACTBA 3a OUUTE UIIH JIULIETO.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CIIEIHH CJIyYan

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Meroau 3a mouricTBaHE : V6CI[CT6 C€, 4€ OTIIaABLUTE Ca C'bﬁpaHH 1 C€ CbXpaHsABaT Ha CUTYPHO MSCTO. ITouncrere
CTapaTeIHoO. I[a CE€ U3MHUE HeC"bGPIpaeMI/IH OCTaTbK C Pa3TBOp OT HAaTPUEB XUITOXJIOPHUT.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 7: O6pa0oTka 1 CbXpaHeHue

JIOIBIIHUTEITHH OMIACHOCTH O BpeMe Ha o0paboTka . Ha notpeGurens na ce 00bpHEe BHUMAHUE 32 PUCKOBETE, EBEHTYAIHO CBBP3aHH C U3I0I3BAHETO Ha
HPOJIyKTa 3a JIPYTH LIeJH, PA3IMYHH OT TE3H, 32 KOHTO € IPe/[Ha3HaAuCH.

IIpenna3nu Mepku 3a Ge3omacHa padoTa . C marepuaia TpsiOBa 1a ce paboTn BHEMATENHO. J{a ce M30srBa MpeKust KOHTAKT ¢ mpoaykra. C
Matepuana TpsioBa Jia ce paboTH o1 labopaTopHa KaMUHa, JOKOJIKOTO TOBA € Bb3MOXKHO.

XUTHCHHH MEPKH : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMSITA Ha 00paTa MPOMHUIIICHA XUIHEHA U IPOLISyPHUTE 32
6e30MacHOCT.
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Valganciclovir for system suitability

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

7.2. YcnoBus 3a 6e30macHo CbXpaHsiBaHe, BKIKYUTE/IHO HECbBMECTUMOCTH

TexHuueckn MepKu : Jla ce cma3BaT NPHIIOKUMHUTE PA3MOPEAOH.
YcnoBust 3a chbXpaHsiBaHe : Jla ce cbxpaHsBa NOJ KIIIOY.

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

Bux naparpad 1.

8.1. IlapameTpH Ha KOHTPOJI

8.1.1 HanMoHAJIHU IPAHUYHM CTOMHOCTH HA MPO(eCHOHAIHA eKCIO3UINS 1 GHOJOTHYHH IPAHHYHH CTOHHOCTH

HsiMa HanuYHA TOIBIHUTENIHA HHOPMAIHS

8.1.2. [IpenopbYNTEHU MPOLETYPH 32 HAGIIOIeHHE
Hsima Hain4Ha AOIBbIHUTENIHA HHPOPMALUSL

8.1.3. OGpa3yBaT ce 3aMBbPCHTEIH HA BB3AyXa

HsiMa HanMYHA TOIBIHATENIHA HH(OpMAIHS

8.1.4. DNEL u PNEC

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsima Hanmmana JOIIBJIHUTCITHA PIH(pOpMaI.IPIS{

8.2. KoHTpOJI Ha eKCIIO3ULUATA

8.2.1. [oaxoasiu TEXHUYECKH KOHTPOJI

IMoaxoasimy TeXHHYECKH KOHTPOJI:
Jla ce cpXpaHsBa B JoOpe NPOBETPUBO HoMelleH e, Jla ce U3M0I3yBa EAMHCTBEHO B CMyKaTellHa KabuHa ¢ uHTerpupan GpuiTsp. BucoxoedekTiseH Guirsp 3a
gactuim (HEPA ¢untsp).

8.2.2. JIM4HH NMpeana3Hu cpeacTBa
8.2.2.1. 3amuTa HA 0YMTE U JIUIETO

3amuMTa HA OYHTE:
Ipennazuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KOKATA

3ammTa Ha KOKaTa U TSJIOTO:
Jla ce u3non3yBa XUMHYECKH YCTOIYKMBO 3amuTHO obnekiao. DIN EN 13034

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

8.2.2.3. 3amuTa HA AUXATETHUTE MHTHIIA

3amuTa HA AUXATEJIHUTE IMBTUINA

Ortaensne Ha pax: MpoTuBonpaxoBa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen npoaykT : AHTHaepo3onHa macka. Hocete quxateneH amapat, ako cTe
M3JI0’KEHHU Ha Mapu/TpaxoBe/acpo30IIi

8.2.2.4. TepMuYHH ONTACHOCTH

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.II/IF[

8.2.3. KoHTpo/1 Ha eKcno3uuMsATa B 0KOJIHATA cpela

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS
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Valganciclovir for system suitability

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3AEJI 9: ®u3u4yHM 1 XUMUYHH CBOHCTBA

ArperaTtHo chCTOSHUE : TBBpOoO BemecTso
st : He e Hanuyno
Mupuc . He e npunoxumo.
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToneHe : He e Hanuyno
Touka Ha 3aMpB3BaHe . He e nanuuno
Touka Ha KuIeHe : He e HanmuyHO
3amanumocT . He e nanuuno
I'panuiy Ha €KCIIIO3UBHOCT . He e npunoxumo
JlonHa TpaHKIIa Ha eKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCITTO3UBHOCT . He e npunoxumo
Temmneparypa Ha pasnarane . He e npunoxumo
Temmeparypa Ha camo3ananBaHe . He e npunoxumo
TeMneparypa Ha pasnagaHe : He e Hanmu4HO
pH : He e Hanu4yHO
pH pastBop : He e Hanmu4HO
Bucko3urer, kuHEMaTuueH : He e npunoxumo
PasrBopumoct : He e Hanmu4HO
Koeguiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e HammgsO
Kow)

Hansrane Ha napure : He e Hanmu4HO
Hansrane na mapure npu 50°C . He e nanmmano
IlmsTHOCT . He e nannuno
OTHOCHTEINHA ITBTHOCT . He e HammunO
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yacTunure : He e Hanmu4HO

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe HA (U3HYHA OIACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

CraluseH npy HOPMAJHHU YCIIOBHSL.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsma npu HopmanHa yrotpe6a. Broxre Pasnen 7.

HpI/I 3arpsBaHe 10 TOYKaTa Ha pasrpaxjaHe OTACII OITaCHU HU3IIapCHUS.
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Valganciclovir for system suitability

Nudopmanronen auct 3a 6€30macHOCT

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

31EJI 11: Toxkcnkonoruuna nHgopManus

11.1. Mudopmanus 3a KJIacoBeTe HA ONMACHOCT, onpeneieHu B Perinament (EO) Ne 1272/2008

Ocrtpa ToKCHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (IepMajiHa)

OcTpa TOKCHYHOCT (BJHILIBAHE)

KoposuBHOCT/ pa3HeHe Ha KoKata

CepI/IOSHO YBpEKIaHE HA O'-II/ITC/,I[pa3HeHC Ha OYUTC

CCHCI/IGI/IHI/ISaHI/Iﬂ Ha JUXaTCIIHUTE IIbTUIIA UJIA KOXKaTa

MyTareHHOCT Ha 3apOAMIIHUTE KIETKH
Kanueporennoct

TOKCHYHOCT 3a PEHPOAYKLHATA

CTOO (creunuvHa TOKCHYHOCT 3a OIPEICICHI
OpraHu) — eIHOKpPAaTHA EKCITO3ULIUS

CTOO (cneuuduyHa TOKCHYHOCT 3a ONPEACIICHU
OpraHu) — MOBTAPSIIIA CE EKCITO3ULIUS

He ce xnacudunupa (Bb3 ocHOBa Ha HATMYHHUTE JaHHH HE Ca M3IIBIHCHU KPUTEPHUTE 32
KJacupuIupane)

He ce xnacudunupa (Bb3 ocHOBa Ha HATMYHHUTE JaHHH HE Ca U3IIBIHEHU KPUTEPUUTE 32
KJacupuIupane)

He ce xnacudunupa (Bb3 ocHOBa Ha HATMYHHUTE JaHHH HE Ca M3IIBIHCHU KPUTEPHUTE 32
KJacupuIupane)

He ce xnacudunupa (Bb3 ocHOBa Ha HAMMYHHUTE JaHHH HE Ca M3IIBIHEHU KPUTESPUUTE 32
KJacupuIupane)

He ce knacuduuupa (Bb3 ocHOBa Ha HATMYHKUTE JAHHH HE Ca U3MIBIHCHH KPUTEPHUTE 32
KIacHHILHPaHe)

He ce knacuduuupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH HE Ca U3IIBJIHCHU KPUTEPHUTE 32
KIacHHIHPaHe)

Ipenmonara ce, Ye NPUYNHABA TCHETHYHU JIE(EKTH.

Moske 1a IPUYHHA paK.

Moske 2 yBpeau OIUIOAUTENHATa crocooHocT. Moske a yBpeau miozaa. Mosxe na Ob/1e BpeieH 3a
KbpMavera.

He ce knacudumupa (Bb3 ocHOBa Ha HATMYHKUTE JAHHH HE Ca U3MIBIHCHH KPUTEPHUTE 32
KIacHHIHPaHE)

IMpuunnsBa yBpesxaHe Ha OpraHUTE IOCPEICTBOM MPOIBDKUTEIHA WU HOBTAPSIIIA C€ eKCIO3HIIHS.

Valganciclovir hydrochloride

CTOO (creuuduvHa TOKCHYHOCT 3a ONPEICICHH OPTaHH)
— HOBTAPSIIIA CE CKCTIO3HLIUS

IIpuunHsBa yBpexaaHe Ha OpraHuTe (KOCTEH MO3bK) IIOCPEACTBOM MPOIBIDKUTEIHA HIIH
HOBTApSII[A CE CKCITO3UIIHS.

OnacHOCT IpH BAMILIBAHE

11.2. Undopmanus 3a Ipyra ONacHOCTH

Hsima Hanmmana JOIIBJIHUTCITHA I/IHCI)OpMaI_II/ISI

He ce knacudunupa (TexHndecka HeBb3MOXKHOCT 3a MMOJTyJIaBaHe Ha JAHHH)

PA3JIEJI 12: ExoJjiornyHa nH(popmManus

12.1. TokcuuHOCT

Exomnorus - o610
OrmacHo 3a BoHAaTa cpesia, KpaTKOCpoUuHa (0cTpa)

OrnacHo 3a BOIHATA CPefia, ABIrOCPOYHA (XPOHHYHA)

He ce pasrpaxzaa 66p30

12.2. YeToHYMBOCT H Pa3srpaiuMocT

Hsima Hanmmana JOIbJIHUTCITHA I/IH(i)OpMaI.II/ISI

12.3. Buoakymy.Mpania cnocooHocT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.II/IF[

12.4. TIpeHoCMMOCT B OYBATA

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS

12.5. Pesyaratu ot onenkara Ha PBT u vPvB

Hsma HanmvHa JOMBIHUTETHA UHYOPMAIIUS

Onacuu oTnaabiy. Jla ce H3Mmon3yBaT MOAXOISIIH KOHTESHHEPH 3a OTITaHUTE TIPOLYKTH.
He ce knacu¢uumnpa (B3 0CHOBa Ha HAIMYHUTE JaHHU HE Ca M3IBJIHCHH KPUTEPHUTE 3a
KIIacH(HIIpaHe)
He ce kiacu¢uumnpa (B3 0CHOBa Ha HAIMYHUTE JAHHHU HE Ca M3IIBJIHCHHN KPUTEPHHTE 32
KIIacH(HIIPaHe)

12.6. CoiicTBa, HapymaBamy (yHKIHHTE HA €HIOKPHHHATA CHCTEMa

Hsma HanmvHa JOMbIHUTENTHA HHPOPMALUS
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Valganciclovir for system suitability

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

12.7. ipyru He4JIaronpusitTHu edexTu

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

PA3JIEJI 13: OGe3BpexkaaHe Ha OTHAIBLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

MecTHO 3aKOHOJATEIICTBO (OTHaI[’bI_H/I) . ]Ia C€ U3XBBPIIH 110 0e30IaceH HauYWH B ChOTBETCTBUE C MECTHHTE / HaOUOHAJHU pa3r10pe)16n.

PA3JIEJI 14: UHdopManusi OTHOCHO TPAHCHOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucnska Ha OOH niam naentudukannoneH HoMep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. TouHo HAaUMEHOBAaHHUE HA NMPaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCIIOPTHPAaHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakopbyHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CiequaaHyu MpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

TpancnopT no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeKIyHAPOIHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3IEJ 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenupuyHu 32 BENIECTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpea

15.1.1. Persiamentu Ha EC

REACH Ilpuio:xenne XVII (YciioBus 3a orpannyaBaHe)

He cpappixa BemecTtBo(a), Biimoueno(u) B [Ipunoxenne XVII nva REACH (YcnoBus 3a orpanudaBaHe)

REACH, IIpnaoxenue XIV (Ciucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He cpappixa BemectBo(a), BritoueHo(n) B [Ipunoxenne XIV va REACH (Crnmchbk Ha BelecTBara 3a pa3peniaBaHe)
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

REACH Cnucbk ¢ kanauaat-pemectsa (SVHC)

He cpabpixa BemecTBo(a), BKiItoueHo(n) B cnucbka Ha REACH ¢ kanaunar-BeniecTsa

Pernament PIC (EC 649/2012, IlpeaBapuTe/iHo 000CHOBAHO ChIJIACHE)

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PernameHT 0THOCHO BelllecTBa, KOHTO HAPYIIaBaT 030HoBHs c10ii (EC 1005/2009)

He cpabpixa BemecTBo(a), BKIIIOUSHO(H) B CIIMCHKA C BEIIECTBA, KOUTO HapymaBaT 030HOBUA cioi (Permament EO 1005/2009 otHOCHO BemecTBa, KOUTO
HapylIaBaT 030HOBHS CJIO¥)

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BerectBa (Pernmament EC 2019/1148 3a npemiaranero Ha na3apa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PernamMeHT 0THOCHO MPeKypPCOPHTEe HA HAPpKOTHYHH BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTuuHHTe BemecTsa (Pernmament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIEIeHH BEIECTBA, U3M0NI3BaHN 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTUYHH MM IICHXOTPOITHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

15.2. Onenka Ha 6€30MacHOCT HA XUMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaimM4YHa TOMBJIHATEHA HHQOpMALHS

PA3EJI 16: Ipyra nngopmanus

IIbaen Texer Ha H- 1 EUH-npexynpesknenusTa 3a onacHocT:

Carc. 1B Kanneporennocr, Kareropus 1B

H341 Ipennonara ce, 4e NPUYMHABA TCHETUIHH Ne(EKTH.

H350 Moske fa MPUYHHA PaK.

H360FD Moske 2 yBpeaHu OIUTOAUTENHATA CIOCOOHOCT. MOsKe /1a yBpEaH ILIoAa.

H362 Moske na Ob/e Bpe/ieH 3a KbpMadeTa.

H372 IMpnunnsBa yBpexkaaHe HA OPraHUTE ITOCPEICTBOM MPOIBIKUTEHA WM MOBTAPSIIA C& SKCITO3HLIHS.
Lact. TOKCHYHOCT 32 PeNpOIyKIHATA, TOMBIHATEIHA KATeropys, ePeKTH BbPXY WM 4pe3 JIAKTaIHsTa
Muta. 2 MyTareHHOCT 3a 3apojHIIHK KiieTku, Kareropus 2

Repr. 1B TokcuyHoCT 3a penpoaykuusita, Kateropus 1B

STOTRE 1 CriennpuyHa TOKCHYHOCT 3a ONpPEAEIECHH OPraHu — MoBTapsiia ce excrnosuuus, Kareropus 1

Knacudunuupane u nponeaypa, H3mosi3BaHa 3a MoJIydaBaHe Ha KJacH(PUKANMTA 3a cMecH cbriacHo Pernavent (EO) Ne 1272/2008
[CLP]:

Muta. 2 H341 M3uncnurenen merTox
Carc. 1B H350 Uzuncourenen MeTof
Repr. 1B H360FD Uzuncnurenen MeTof
Lact. H362 W3unciaurenied MeTo,
STOTRE 1 H372 W3unciurenied MeTO,

Nudopmarronen et 3a 6e3omacuoct (UJ1B), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusta, chappikaiia ce B To3u VH(popMaIoHeH JHCT 3a 0€30MacHOCT, € MOJIyYeHa OT H3TOYHUIIN, KOUTO CMATaMe 3a

HaIeKHN. Benpekn Toa, nHdopManusTa ce nmpeaoctass 0e3 HUKaKBa rapaHIiysl, U3pHIHA WM IT0pa30upalia ce, OTHOCHO HefHaTa KOPEKTHOCT
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