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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOAYKTa : BemectBoO

HaumMeHoBaHMe Ha BEIIECTBOTO . Ganciclovir

Kon Ha mponyxra : 201600428

CHHOHUME . Ganciclovir, salts, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 3a H3CIICIBAHMS, AHAIM3H U HAYIHO-00PA30BATEHH IIETH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbinane, Baumane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

TokcuaHOCT 3a penpoaykimsTa, Kareropus 2 H361d
3a meaHus TekeT Ha H- 1 EUH-npenynpesxeHusTa 3a OacHOCT: BX. pasnern 16

Hebnaronpusitau pusnkoxumMuyau epexT U HedIaronpusTHN eheKTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpe/a
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Erukerupane B choTBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a omacHoct (CLP)

GHS08
Curnanna gyma (CLP) . BuHuMmanue
Ipenynpexnenus 3a onacHoct (CLP) : H361d - [Ipenmonara ce, 4e yBpexaa mioja.
Ipenopsku 3a 6e3onacHoct (CLP) : P202 - He u3non3BaiiTe mpeay aa cTe Mpoveny U pa30paiy BCHYKU Npeana3Hi MEpKH 3a
6e30macHOCT.

P308+P313 - IIPU siBHa MM mpeamonaraeMa eKcro3unust: [1oTppcere MeUIIMHCKH CHBET/IIOMOIII.
ETHKeTHpaHe B CbOTBETCTBHE C: U3KJIIOUCHHS 3a BBTPEIIHH ONAKOBKH, KOraTo ChAbPXKaHHETO He Tpepuiiasa 10 ml
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
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IMukrorpamu 3a onacHoct (CLP)

GHS08

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTABKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacudukanusi B cbOTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Ganciclovir - <100 Repr. 2, H361d

3a meaHus TekeT Ha H- 1 EUH-npenynpesxneHusTa 3a oacHOCT: BX. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa NOMOIL

IIppBa momoI Mpu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHN MaKCHMAJIHO 4pe3 N30bpcBaHe (C YICTa M MeKa MONUBAIa KbpIIa).

H‘I:pBa TIOMOII IIPU KOHTAKT C OYUTE : W3miakaere ounte ¢ Boja KaTto TIpearnasHa Mspka.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: IIpoTuBONO:KAPHU MEPKHU

TToaxoasiu TIOKapoOTaCUuTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT IoXap : Bmx maparpad 2.2.

I/IHCprKHPH/I 3a racCHe Ha oxapu : I[a C€ U3M0JI3BAT CPEACTBA, IIOAXOAAIINHN 3a raCeHE Ha I10XKapH B CHCEIICTBO.

PA3JIEJI 6: Mepku npu apapuiiHO

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBaps 32 CIEIHH CJIy4an

ABapuifHu IIaHOBE : Jla ce n30srBa BCAKAKBA M3/IUIIHA CKCIIO3UINUA.
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I/IH(l)OpMaHI/IOHeH JICT 3a 0€30I1aCHOCT
B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

6.1.2. 3a IunaTa, OTTOBOPHH 32 CHEIIHHU CJIydYan

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanuvHa HOMBIHUTEIHA HHPOPMALIUS

Hsma HanmaHa gombiIHHUTENHA HHOOPMALUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

Bwx maparpag 1.

8.1.1 HanuoHaIHN TPAHMYHH CTOHHOCTH HAa MPO(eCHOHATHA eKCIIO3HINA M OHOJIOTHYHYI FPAHHYHH CTOHHOCTH

Hsma HanmuaHa KombIHHUTENHA HHPOPMAIUS

8.1.2. [IpenopbYNTEHH MPOLETYPH 32 HAGIIOIeHHE

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

8.1.3. OGpa3yBart ce 3aMbPCHTEJIN HA Bh3IyXa
Hsima HaymuHa JOMBJIHUTEIHA HHPOPMALHS

8.1.4. DNEL n PNEC

Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

8.2.1. Moaxoasiu TEXHUYECKH KOHTPOJI

Tloaxoasiiy TeXHUYECKU KOHTPOJI:
I{a C€ CbXpaHsABa B z[06pe NPOBETPHUBO ITOMEIIEHUE. OOWKHOBEHO C€ N3UCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTWIALKs, TaKa U BEHTUJIAllU Ha 06IJ.IOT0
TIOMEIICHHUE.

8.2.2. JInuHH Npeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA OYMTE U JIMIETO

Hsima Hanmm4Ha TOMBIHATEIHA HHGOPMAIHS
8.2.2.2. Ilpeana3BaHe Ha KOKATa

3amMTa HA KOKATA M THAJIOTO:
JlaGoparopHa npecTrika
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTCTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Permament (EC) 2020/878

3amuTa Ha pBUeTE:
3aIUTHA PHKABULU

8.2.2.3. 3amuTa HA TUXATETHUTE MHTHIIA

Hsma Hanm4Ha JOMBIHUTENTHA HHOPMALUS

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

8.2.3. KoHTpo.1 Ha eKCIno3HIMATA B OKOJIHATA cpela

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

3IEJI 9: ®u3u4yHN U XHMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHMTE (PU3HYHH U XHMHYHHU CBOHCTBA

ArperatHo CbCTOSHHE : Tebpno BeUIECTBO
IBsT : He e HammuHO
BrHieH Bug : IIpax.

Mupuc . He e manmuuno
I'pannnara Ha Mupuca . He e manmuuno
Touka Ha ToneHe : He e nannuno
Touka Ha 3aMpb3BaHe : He e nannuno
Touka Ha KuIIEeHe : He e nannuno
3anammmocT . He e Hanmmuno
I'panuiy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCIIIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3naraHe : He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e nannuno
pH : He e nannuno
pH pastsop . He e manmuuno
Bucko3uter, KHHEMaTHIEH : He e npunoxumo
PazrBopnmocT : Boma:1-109/I
Koeduruent Ha pasnpenernenue: n-okranoi/soga (Log  : He e namuano
Kow)

Hansrane na napute : He e Hannuno
Hansraune na napute npu 50°C © He e Hannuno
ITnsTHOCT : He e Hanuuno
OTHOCHTENHA ITBTHOCT : He e Hanuuno
OTHOCUTENHA IUTBTHOCT Ha napute npu 20°C © He e npunoxumo
Pasmep Ha yacTunure . He e nanmnuno

9.2. ipyra undopmanus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJacoBeTe HA (U3MYHA ONMACHOCT

Hsima Hanmmana JOIBJIHUTCITHA PIH(bOpMaLII/IS[

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

T 1 PEAKTUBHOCT

10.1. PeaknimoHHA CIIOCOOHOCT

CrabuieH npu HOPMAJTHH YCIOBHSL.

10.2. XuMHu4HA CTA0OMIHOCT

Hsma HanmvHa JOMbIHUTENTHA HHPOPMALUS
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I/IH(l)OpMaHI/IOHeH JICT 3a 0€30I1aCHOCT
B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

He e uszBectHo.

Hsma nammana nomeimanTenHa HHGOPMANHs

Hsma npu Hopmansa ynorpe6a. Buxre Pazzgen 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIA OIaCHU MU3IIAapCHUS.

Octpa ToKCHYHOCT (OpaiHa) : He ce xnacudunupa (Jluncsamy naHHm)

OcTpa TOKCHYHOCT (JiepMaltHa) : He ce xnacudunupa (Jluncsamy naHH")

OcTpa TOKCHYHOCT (BAUIIBAHE) . He ce xnacudpuuupa (JIuncpaum njaHHm)

KoposuBHocT/ipa3Hene Ha KOXkaTa . He ce xnacudunupa (Jluncsamy naHHm)

CepHo3HO yBpex/JaHe Ha OUNTe/Apa3HeHe Ha OUHTe . He ce xnmacudunupa (Jlnncpamy nanam)

CeHcnbunmsanus Ha AUXaTeIHATE MBTUINA Wi koxkata . He ce kmacuduumpa (B3 ocHOBa Ha HAIMYHNTE JAHHU HE Ca M3IBIIHEHN KPUTEPHHUTE 3a
KIIacu(HIIpaHe)

MyTareHHOCT Ha 3apOJHULIHUTE KIETKU : He ce xnacudunupa (Jlumncsamy naHHm)

Kanneporennoct . He ce xnacudununpa (Jluncsamy naHHm)

TokcH4HOCT 3a peNpOAyKIHATA . Ilpexnonara ce, ue yBpesk/a 1mioja.

CTOO (cnenndpuuHa TOKCHIHOCT 3a OIPEEICHI . He ce xacudunmnpa

OpraHu) — eJJHOKPATHA EKCTIO3HIINS

CTOO (cenuduyHa TOKCHYHOCT 32 OIPEIEICHI . He ce xmacudunupa

OpraHu) — ITOBTaPIIIA CE EKCIO3UIHS

OmnacHOCT IIpU BAUIIBaHE . He ce xnacuduuupa (B3 0cHOBa Ha HAJIMYHUTE JaHHHU HE Ca M3ITBJIHCHU KPUTEPUUTE 32
KkinacuHIpane)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 12: Exosoruuna uago

Exomnorus - 0610 . He npencrasnsiBa KOHKpeTHa OIACHOCT 32 OKOJHATA Cpefa.
OmnacHo 3a BOJHATa cpejia, KpaTkocpouHa (0cTpa) : He ce xmacuduumnpa
OmnacHo 3a BOAHATa cpefia, JbITOCPOYHA (XPOHUYHA) : He ce xmacuduumpa

Hsma HanmdHa KOBIHHUTENHA HHOOPMALUS

Hsma HanMvHa TOBITHHUTENHA HHPOPMAIIUS

Hsma HanMvHa TOBITHHUTENHA HHPOPMAIIUS

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

03/04/2023 ([Jata Ha u3naBaHe) BG (6warapckn) 5/7



Ganciclovir

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

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

PA3JIEJI 13: O0e3Bpeikaane HA OTHAABIUTE

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

PA3JIEJI 14: Uadopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B cvorBercTBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian nneHTHGUKAINOHEH HOMEDP

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HanMeHOBaHMe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo I He e npunoxumo l He e npunoxumo

14.3. Kinac(oBe) Ha OACHOCT MPH TPAHCIOPTHPaHe

He e npunoxxumo ’ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpela

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

Hsma nombiHuTeTHA HATMYIHA HHOPMAIIHS

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3ayumeH TpaHCHOpT
He e npunoxumo

He e npunoxumo

PA3JIEJI 15: UH(popmManusi OTHOCHO HOPMATHBHATA ypenda

15.1.1. Persiamentu na EC

REACH Ipuiosxenne XVII (YcioBusi 3a orpann4yaBaHe)
He ¢urypupa B [punoxenne XVII na REACH
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTCTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Permament (EC) 2020/878

REACH, ITpunoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B [Ipunoxenne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaat-seirectsa (SVHC)

He ¢urypupa B cnmcska Ha REACH ¢ kanannat-BemecTsa

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

Henpunoxumo.

Peranament orHocHo YO3 (EC 2019/1021, YcroiiuuBU OPraHuYHU 3aMbPCUTETHN)

Henpunoxumo.

PersiaMeHT 0THOCHO BelecTBa, KONTO HapymaBaT o3oHoBus cJoii (EC 1005/2009)

He ¢urypupa B criicbka ¢ BelecTBa, KOUTO HapymiaBat 030HoBus cioit (Permament EO 1005/2009): Ganciclovir

PernameHnT oTHOCHO mpeKypcopuTe Ha B3puBHH BemecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA C TIPeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npeanaranero Ha ma3apa u ynorpedaTa Ha
[IPEKyPCOPH Ha B3PUBHH BEILIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe Ha HAapKOTH4YHHM BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIItoYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunute Betiecta (Permament EO 273/2004 0THOCHO MPOM3BOACTBOTO U IIyCKAHETO
Ha [1a3apa Ha OIPE/ICIICHH BEIECTBa, U3I0JI3BaHU 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTHUYHH MIIH IICUXOTPOIHH BEIIECTBA)

15.1.2. HanuoHa HU pa3nopenou

Hsima Hanmmana JOI'BJIHUTCITHA PIH(pOpMaI_II/ISI

15.2. Onenka Ha 6€30MaCHOCT HA XHMHYHOTO BElIeCTBO HJIH CMeC

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/ISI

PA3JIEJI 16: Apyra uadopmanus

IIbaen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a oacHoCT:

H361d Ipenmnonara ce, e yBpekaa mioaa.

Repr. 2 TokcuuHOCT 3a penpoaykiusta, Kareropus 2

Nudopmanmonen auct 3a 6esonacuoct (M1J1b), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpkaiia ce B To3u MHpopMannoneH JucT 3a 6e30MacHoOCT, € MOoIyYeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
HageKAHU. Beropexu ToBa, HHpOpManusTa ce MpefocTaBs 0e3 HUKaKBa TapaHIus, H3pUUHA WU MOApa30Hpalla ce, OTHOCHO HelfHaTa KOPEKTHOCT
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