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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog © Meiypa
Ovopa, Tov TPoidvTog : Valganciclovir for system suitability
Kodog mpoiovrog : 202200236

1.2. Zuvageig mpocdloplopeveg AP GELS TG OVGLAG 1) TOV PEIYIOTOS KU OVTEVOELKVUOILEVES YPNOELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoelg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

Kartatein copoova pe v odnyie 1272/2008 EK [CLP]

Metalha&ryéveon YEVVNTIKOV KUTTAp®V, Kotnyopio 2 H341
Kapkwoyéveon, katmyopio 1B H350
To&wodmta otV avamapayoyn, katnyopia 1B H360FD

To&wodmTa oV avamapayeyn, enmpodcsetn Kotnyopia, emdpdcsls ot yarovyio H362
1N H€c® ™G yarovyiog

Ewum to&ucodtta o€ 6pyava-ctoyovs Hotepa and emavenpupuévn ékbeon, H372
kotnyopia 1

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLfaiiov

ATOQa0T HECH KPIONG EUTELPOYVOUOVOV KOl OTOSEIKTIKNG 1oYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpropds coppove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kvddvov (CLP)

GHS08
Ipogwomomtikn AéEn (CLP) : Kivdvvog
Iepiéyet : Valganciclovir hydrochloride
Ankaoceig emukivovvotntog (CLP) © H341 -"Yronto yio mpdxkAnct YEVETIKOV EAOTTOUATOV.

H350 - Mnopei va mpokaréoet KapKivo.
H360FD - Mnopei va. PAdwet T yovipdtto. Mropei va. BAdyet To £uppuo.
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Valganciclovir for system suitability
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepndo REACH (EK) 1907/2006 6nwg tpomomoumidnke and tov Kavoviouo (EE) 2020/878

H362 - Mropei va PAGyet to Bpépn Tov TpEPovTat He PnTpkd YaAo.
H372 - ITpokakel PAGPEG oTO Opyove VOTEPO ATO TOPATETOUEV 1| EXAVEIAUUEVT EKOEDT).
AnAdacelg mpoevraéng (CLP) : P201 - Epodwoteite pe tig £101kéc 0dnyieg mpv amd T yxpnon.
P202 - Mnv 10 pnoLOTOmcETE TPV S0PACETE Kol KOTAVONOETE TIG 00N Yieg TPOoPOAAENS.
P260 - Mnyv avomvéete okdvn/avabupidoeic/oéplo/otoyovioto/atpods/eKvepdIoTa.
P263 - Amopevyete TV emopn oTn SUPKELN THG EYKVHOGUVNG KL TNG YOAOUYIOGC.
P264 - TTAOvete ta ¥€p1a, Toug TXELS (avTIBpdyla) Kot T0 TPOSMTO GYOAUCTIKG LETH TO YEPIOUO.
P270 - Mnyv tpm1te, mivete 1 Komvilete, OTOV XPNCULOTOLEITE VTO TO TPOIOV.
P280 - No popdite TpOGTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVUUTO/UEGO OTOHIKNG TTPOGTUGIOG Y10, TOL
AT/ TO TPOGMTO/TAL CVTLAL.
P314 - ZvpPovievbeite/Emokeqbeite yiotpo eqv awobavieite adiabeoio.
P405 - dvAdoceTonl KAEWBOUEVO.
P501 - AuiBeom oV TEPLEYOUEVOV/TEPLEKTN GE OMIEID GLAAOYNG ETKIVELVEOVY 1 EOIKAOV AmOoPANT®V,
GULOOVA LLE TOVG TOTLKOVG, TEPLPEPEINKOVGS, £BVIKOVG /Kot dieBveic Kavoviopove.
ZhApavon cOUPOVO pe: eEapeital 1 E6MTEPIKT GUOKELAGIN, TO TEPLEYOLEVO. TNG omtoing dev vrepPaivovy ta 10ml
Ewcovoypappata kvddvov (CLP) :

GHS08
Emwivvvo mepieyopevo . Valganciclovir hydrochloride

2.3. AALot Kivovvor

Aev nepiéyet ovaieg PBT/VPVB > 0,1%, o1 onoieg £xovv a&toroynBei coppmva pe to Mapdaptpo XIII tov Kavoviepnod REACH

To piypo dev mepiéyet ovoia(eg) mov neptiapPaveral 6Tov Katdloyo mov Katoptiletat cuppmva pe to dpbpo 59 mapdypagos 1 tov kovoviepnod REACH ya tig
W10t TEG EVOOKPVIKNG dloTapoyng M Sev avayvepiletor 0Tt £xel W10TNTEG EVOOKPIVIKNG OTAPOYNG COLPMVO UE TA KPLTNPLoL Tov opilovtotl 6Tov Kot'
g&ovoioddtnon Kavoviepd g Emtponng (EE) 2017/2100 1 tov Kavoviepd g Emurponnig (EE) 2018/605, oe cuykévipwon ion 1 peyaivtepn and 0,1%

TMHMA 3: ZOvOeon/TAnpo@opies Y10 TO GVOTATIKG

3.1. Ovoigg

Agv 1oy0gL

3.2. Meiypota

Ovopa AvVayvopLoTIKOS KOOIKOG % Katdraén copomva pe v odnyia
TPOiIOVTOg 1272/2008 EK [CLP]
Valganciclovir hydrochloride - =~ 98,6 Muta. 2, H341

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

IMAnpeg keipevo tov dnrdocewv H kon EUH: BAéne tufpa 16

TMHMA 4: Métpa apdtov fondsiov

4.1. Tleprypoon péTpov IpdTOV fondardv

Métpa mpdTav Bondeidv petd amd glomvon : Bydkte Tov maBovta otov kabapd aépa. APnote T0 GTopo oV TPoSPAONKe va avarvedoet kabapd
aépoal.

Métpa tpdTev Bonbewdv petd amd enagn [e To déppo : KaBopiote ™ peyorvtepn duvartn tocotta okovnilovtds ™ (Kabapd kot porakd amoppoenTikd
novi). ITAovete pe dpBovo vepod Kat amoppuTAVTIKO.

Métpa npmdTov Pondeidv Hetd and emapn pe To AT . Hemhovete pe vepd kpatdvtag ta BAEQapa Kakd avoryTd.

Métpa TpdTov Pondeidv petd amd KaTdmoon : Hemhovete 1o otopa. Evaéyetar va cuot el mapatetapévn 1oTpikn mapokoiovonon.
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Valganciclovir for system suitability
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepndo REACH (EK) 1907/2006 6nwg tpomomoumidnke and tov Kavoviouo (EE) 2020/878

ZOUTTOHOTO/EMOPACELS : BAdPeg omv vyeia evdéyetat va epoavictovv pe kabuotépnon.
ZOUTTOHATO/EMIPACELG PETA OO EIGTVOT : Avemapkn dedopéva.
ZOUTTOHOTO/EMIPACELS PETG A EMOQT HE TO SEPHQL : Avemapkn dedopéva.
ZOUTTOHATO/EMIPACELG PETA OO EMAPY HE TOL HLATLO : Avemapkn dedopéva.

ZopPovievbeite/Emokepbeite yiorpo. Eqv ivar duvatd dei&te avtd 1o gOALo acpodeiog, Kt av 0yL, dei&te T cuokevacio 1 TV ETUETO.

TMHMA 5: M¢ Y0 TV KOTOTOAEPON TG TUPKAYLAS

KatdAnka péca nupdcPeong . KovBépra mupodcPeong.

Kivduvog mopkayidg : BAéme tunpa 2.2.

Métpa ylo TV KOTATOAEUN OGN TG TUPKOYLAG : Xpnowonowmote péoca katdoPeong katdAnia yo v nepipdAlovca TupKaytd.

TMHMA 6: Métpo 6€ TEpITTMON 0KOVOLUS EKAVONG

Tevika pérpa : Amo@uyete TNV GpECT MO UE TO TPoidv. Mnyv avamvéete
oKkovn/avadopdosis/aéplo/oTayovidia/ oTHoNy/ EKVEPOLATA.

6.1.1. I'a TPoc®MIKS GALO 076 TO TPOCOMTIKO EKTUKTNG UVAYKIG

Métpa £KTaKTNG OVAYKNG . Dopdte KATIAANLO TPOCTATEVTIKO POVYIGHO, YEVTIO KO TPOGTAGIO Y10 TOL PATLO KO TO TPOCOTO.

6.1.2. I GTopa mov TPooPEpovy TPAOTES Po1)Osreg

Agv vdpyovv emmAEOV TANPOEOPIiES

Agv vdpyovv emmAéov TANPOQOpieg

Mébodot kabapiopov : Ziyovpéyte, 0T Ta amoppipato o TepicLAeYoVV kot Oo amobnkevtovv acearés. Kabapiote
mpooekTikd. ITAMvete Ta voAgippoTa oV dev LTOPEiTe Vo AVOKTNGETE pE ¢ ALGAVILO VTOYA®PLOIOVG
vatpiov.

Agv vdpyovv emmAéov TANPOQOpieg

TMHMA 7: X&eipiopog kot amo0nkevon

Emm\éov kivduvol katd v eneepyocio . Egiotaron eniong n mpocoyn Tov xpNotn 6Toug mifovolg Kivdhvoug Tov EVUTAPYXOVV GTNV TEPITTMOOT
OV TO TPOTOV pnoporom el pe Tpdmo mov opileTal amd TIC KATUCKEVAGTIKES TPOSIOLY POPES.

TIpo@ura&els yio ac@ain yeipiopd : XpnowonomaoTte o TPoidv e TPocoyn). ATOPUYETE TV AUEST) EXOPN UE TO TPOTOV. XTO HETPO TOV
S3uvato 1 xp1oT TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYACTIPLOKT] YOOV

Métpa vytewng : Xpnon tov Tpoidvtog pe opbn Propmyovikn vyewn kot dtadikacieg acQoieiog.

Teyvikd pétpo : Zoppopeobdeite pe Tovg 16YDOVTEG KOVOVIGHOVG.
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Valganciclovir for system suitability
Agltio Agdopévov Acpareiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tpomonomdnke and tov Kavoviepd (EE) 2020/878

Zovonkeg @OAAENG : dvldooeton KAgWmpévo.

7.3. Exducn) Tehucn} yprion 1 ypiosig
BAéne tpunpa 1.

TMHMA 8: 'Eleyyog Tng ék0eong/atopiki Tpoostacio

8.1. IapapeTpor eEréyyov

8.1.1 EOvikég oprokés Tipnég emayyelpatikig £k0song ko frohoyikég oprokés Tipég
Aev vdpyovv emmAéov TANPOQEOPieg

8.1.2. ZuvioTdpeveg dradikaciss TapakorlovOnong

Agv vrtdpyovv emmAéov TANpopopieg

8.1.3. Zynpotifovror oToygia pomaveng Tov aépa

Agv vdpyovv emmaAEOV TANPOQOPiES

8.1.4. DNEL kan PNEC

Agv vapyovv emmAEOV TANPOQOPiEg

8.1.5. leproyég réyyov

Agv vdpyovv emmaAEOV TANPOQYOPiEg

8.2."Eleyyon £k0gong
8.2.1. Katdhinhot pnyavikoi £reyyot

Katariinior pnyavikoi éreyyon:
Awnpriote o KoAd eEoeptlopevo ydpo. XpnoYomoleite AmoKAEIGTIKA G KAEIOTN YOV He EVEOUOTOUEVO GidTpo. DikTpo aepocmpatidinv vyning
amoteiecpatikotrog (HEPA filter).

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTIONOG
8.2.2.1. IIpooTacic TOV HATIAV KUl TOV TPOCATOV

Mpoocrtacio 0@pOarn®V:
Ipoctatevtikd yvoid. DIN EN 166

8.2.2.2. Ilpootacio d¢ppatog

Mpooctocio Tov déppatog:
Xpnowonoteiote Tpootatevtikd pouylopd yio ynpkd. DIN EN 13034

Mpootacio TOV yePLOV:
ITpoctotevtikd yavTie aviekTikd og ynpkd tpoidvta. ISO 374-1
8.2.2.3. IIp0oTaGic TOV AVUTVEVGTIKAOV 00MOV

IpocTtucio TOV OVETVEVGTIKOV 00AV:
Xe nepintmon omehevfépwong okovng : paokeg e eidtpo yo okoveg P3. DIN EN 140 & 149. Yypo mpoidv : Mdoka agpordpatog. Popdte avamvevotikn
GUGOKELT O€ TEPINTOON £kBeong 6€ ATUOVG/CKOVES/OEPOAD AT

8.2.2.4. Ogppikoi Kivovvor

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.2.3. OproBétnon kon wapokorovOnon g teprfaiiovroroyikis ék0eong o€ Kivovvo

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 9: ®vo1kég Ko YNUIKES 1O0TNTES

9.1. Zroyyeia Yo TG PUGIKES QUOIKES KOL YNHIKES 1O10TNTES

Duown kordoTaom T Xteped
APOLOL © Mn dwbéopo
Oopn 1 Agv oyet
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Valganciclovir for system suitability
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepndo REACH (EK) 1907/2006 6nwg tpomomoumidnke and tov Kavoviouo (EE) 2020/878

Opto oopng : Mn dwbéoo
Inueio ™Eemg : Mn Swbéoo
Inueio m&emg : Mn Swbéoo
Inueio Ppoaciod : Mn dwbéoo
Evpiextomta : Mn Swbéoo
Opra KtvdOvov ekpriéemg : Aevioydet
Xapnhotepo 6pto £kpnéng : Aevioydet
Avdtoto 0ptlo expnépuotTog : Aevioydet
Inueio avapreng : Aevioydet
Beppokpacio avtovapreing : Aevioydet
Bgeppokpacio amocvvheong : Mn Swbéoo
pH : Mn dwbéoo
Awiopo pH © Mn swbéoipo
1EDGdeG, Kvepotuedg (1) T Agvioydet
AwdvtomTa : Mn dwbéoo
ZUVTELEOTNG KATOVOUNG O Helypa n-0kTavoAng/vepon : Mn Swbéoo
(Log Kow)

Téon otudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTvkvémta : Mn dwbéoo
ZyeTikn TokvoTnTOL : Mn dwbéoo
ZyeTikn TokvoTNTa aTUAV 6ToLG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

9.2.1. Iinpo@opieg 6YETIKA BE TIS KLAGELS QUOIKOD KIvdHVOU

Agv vdpyovv emmaAEOV TANPOQEOPiES

9.2.2. Ahha YOpAKTNPIOTIKG 06QaAciog

Agv vdpyovv emmAEOV TANPOQOPieg

TMHMA 10: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmAEOV TANPOPOPIiEg

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmAEOV TANPOEOPIiEg

Kapio og kavovikn xprion. BAéne tunipa 7.

‘Ortov Oeppaivetar LEXpt TOL GNUEIOL S1OCTOONG, EKTEUTEL EMKIVIVVOVG KOTVOUG.

TMHMA 11: To&wkoloyikég TAnpopopisg

Oé&ela to&kdmTaL (0d GTOHATOS) : Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévav, Ta Kprtnplo to&vounong dev minpovval)
Oé&ela to&coTTa (Seppatikn) © Mn ta&wopnuévog (Baoetl tov dtabéoipmv dedopévav, Ta kprmmpio taEvounong 6ev mAnpovvol)
Oé&ela to&kodmTaL (avavon) © Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévav, Ta Kprtnpio to&vounong dev minpovval)

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 5/8



Valganciclovir for system suitability

Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepndo REACH (EK) 1907/2006 6nwg tpomomoumidnke and tov Kavoviouo (EE) 2020/878

AéBpwon Kot epebiopdg tov déppatog
YoBoapn o@Oaipcr PAGPN/epebiopds
EvaisOntomoinen tov avarnvenstikon 1
gvaucOnTomoinet Tov dEPUTOG
Metalha&ryéveon YEVWNTIKOV KUTTAP®V
Kapxwoyéveon

To&udnTa 1o TNV avomopaymyn

Ewdu to&ucomta ota 6pyava-ctoyovs (STOT) —
epanag ékbeon

Ewdu to&icomra ota opyava-ctoyovs (STOT) —
emaveknupévn xbeon

1 Mn to&wvopunpévog (Baoetl tmv doféotpmy dedopévav, to kprenpia ta&vopunong dev TAnpovvtor)
© Mn ta&wopnpévos (Baoet tov doféciumv dedopévav, ta kprripia Ta&vopnong dev tAnpovvror)

© Mn ta&wopnpévos (Baoet tov dtoféoimv dedopévav, ta kpreipia ta&vounong dev tAnpovvrat)

Yronto yio TpOKANGN YEVETIKOV EAATTOUATMV.

© Mmnopei vo mpokaAécel Kapkivo.

© Mmnopei va Brdyetl T yovipdtnta. Mmopei vo. fAdyet o Euppvo. Mropei vo fAdyet Ta Bpépn mov

TPEPOVTOL PE UNTPLKO YAAQL.

© Mn ta&wvopnpévos (Baoet tov doféciumv dedopévav, ta kptripia Ta&vopnong dev tAnpovvror)

;. Ipoxarel PraPeg ota dpyavae votepa amd mopateTapévn 1 exavelhnpupévn éxbeon.

Valganciclovir hydrochloride

Ewu to€ikotnta ota dpyava-ctoyovg (STOT) —
emavelnpupévn xbeon

TIpoxaiel PAGPes ota Opyova (LVEAIG TOV 0GTMV) VOTEPA OO TOPATETOUEV 1] ETAVEIANUUEV
£Kkbeon.

Enucvdovotnto ovappdenong

© Mn ta&wvopnpévog (Advvapio GVAAOYNG SESOUEVMV Y10 TEYVIKOVS AOYOLG)

11.2. IIAnpo@opieg Yo GAAOVS THTOVG EMIKIVOLVOTNTOG

Agv vdpyovv emmAEOV TANPOQOPiES

TMHMA 12: Owkoroytkég TANPOQPOPiEg

12.1. To&kétTnTa

Owoloyia - yevikd

Emucivduvo yio to vddtvo mepiBdriov, Bpayunpodbesiog
(0&09)

Emucivduvo yio to vddtivo meptBdilov, pakponpodesiog

(xpdviog)
Aev vopiotatot Tayeio amocvvieon

12.2. AVOEKTIKOTI|TO KOL LKOVOTNTA 0.T030u110MG

Agev vdpyovv emmAéov TANPOQOpieg

12.3. AvvatétnTta Procuocdpeveg

Agev vdpyovv emmAéov TANPOQOpieg

12.4. Kiynmikotnta 670 £80.00g

Agev vdpyovv emmAéov TANPOQOpieg

. Enwivdvvo amoPAnta. Xpnoponoteite katdAinio doyeio andppryng.
: Mn to&wvounpévog (Baoet tov dofécimv dedopévav, ta Kprripia Ta&tvounong dev TAnpovvtat)

© Mn to&wvounpévog (Baoet tov dofécimv dedopévav, ta kptripia Tagvounomng dev TAnpovvtat)

12.5. Amoteréoparta g a&oroynong ABT kot aAoB

Agv vrdpyovv emmAéov TANpopopieg

12.6. I810TNTES EVOOKPIVIKIG SraTapayns
Agv vrdpyovv emmAéov TANpopopieg
12.7. Ahdheg apvNTIKEG EMTTAOCELG

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 13: Zroyygio oyeTikd pe T o1a0son

13.1. M£0odor enelepyaciog amofiiTov

Tomwkr| vopoBeaio (amopfinto)

: Kotaotpéyte e ao@oin TpOTo GOHPMVO e TOVG TOTIKOVG/ £0VIKOVG KAVOVIGHOVG.
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Valganciclovir for system suitability
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tpomonomdnke and tov Kavoviepd (EE) 2020/878

TMHMA 14: ITAnpo@opieg 6YeTIKA PE TI| HETAPOPT.

Toppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 apOpég tavtétnTog

Aev 1oy0et ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.2. Oweio ovopacia arostomig OHE

Aev 1oy0gt ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.3. Ta&€n/-e1g KtvdHvov KaTA TN HETAPOPA

Aev 1oy0gt ‘ Aev 1oy0et ‘ Agev 1oy0et

14.4. Opada cvokevaciog

Aev 1oy0et ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.5. MeprfarrovtiKn emKivovvoTTO

Agv woyvet ‘ Aev 1oy0et ‘ Agev 1oy0¢t

Aev vdpyovv emmiéov Srabioiues TAnpogopieg

14.6. E1xdwkéc TPpo@uAaEELS Y10 TOV P oTn

Eniyewo petagopa
Aev oy0et

peta@opd péow Bordsong
Aev woydet

Evaépra petagopd
Agv 1oy0gt
14.7. O@alacoieg peTa@opEg VoMV cVpemva pe Tig Tpaéerg oo IMO

Agv 1oy0gt

TMHMA 15: Ztoyygio vopoOeTiko yopoktipa

15.1. Kavoviopoi/vopoOsoio 6YeTIKG pe THY 06QaLED, TNV VYEIX KOl TO TEPLPALLOV Y10 TNV 0VGid 1] TO pEiypa
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropicpov)

Aev mepiéyet kapio ovoio(eg) mov meptrapfavetayovtar) oto Iapdaptnpa XVII tov REACH (IIpodmobéceis meplopiopov)

Hapaptnpa XIV 100 REACH (Katdroyog 00£1000Tn61G)

Aev mepiéyet kopia ovoio(eg) mov meprapfavetai(ovrar) oto Iapdaptmua XIV tov REACH (Katdloyog adetoddtmong)
Katahoyog vroynorov ovordv REACH (SVHC)

Aev mepiéyet kapio ovoio(eg) mov mepthappdvetarovtat) 6Tov KatdAoyo vroyneuwy ovoidv REACH

Kavoviepog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omé evynpépmon)

Aev gpappoletor.

Kavoviepog POP (EE 2019/1021, Eppovor opyavikoi pomor)

Agv epappodletart.

Kavoviopog mepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev mepiéyet kapio ovoio(eg) mov mepthapfavetai(ovtat) 6Tov Katdhoyo ovstdv mov e&acbeviiovv to 6lov (Kavoviouog EE 1005/2009 oyetikd pe Tig 0vaieg mov

e&acbeviCouv ™ oTifdda Tov 6Lovtog)
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Valganciclovir for system suitability
Agltio Agdopévov Acpareiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tpomonomdnke and tov Kavoviepd (EE) 2020/878

Kavoviopog mepi ekpnktik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetoaiovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gumopio Kot
™ XPpNoN TPOSPOUMY OVGIDV EKPNKTIKAOV)

Kavoviopég nepi mpédpopwv overav vapkotikdy (EK 273/2004)

Aev mepiéyet ovsia(eg) mov meplapPaveTa(oviot) 6Tov Katdrloyo Tpodpopmy ovstdv vapketikdv (Kavoviopog EK 273/2004 oyetikd pe Tig mpodpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdierg

Aev vdpyovv emmAéov TANPOQOpieg

15.2. A&ordynon ynpuiknig ac@aretog

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 16: Alleg TAnpo@opisg

M peg keipevo pacswv H xor EUH:

Carc. 1B Kapkwoyéveon, katmyopio 1B

H341 "Y1omto yio tpOKANGT| YEVETIKOV ELATTOUATMV.

H350 Mmopet vo. TpoKaAEGEL KOPKIvVO.

H360FD Mmopet va BAGwet T yovipdtto. Mmopet va BAGwet o ufipvo.

H362 Mmopet va. BAGweL Ta. BpEen mov Tpépovtat pe unTpkd yoAa.

H372 IIpokaiel PAGPeg ot Opyova VOTEPD OO TOPAUTETOUEVT 1) ETAVEIANUPEVT EKOEDT.

Lact. To&wodmTa TNV ovamapoymyn, ETmpochet Kotnyopia, EMOPACELS 6T YoAovyia 1) HES® TNG Yolovyiog
Muta. 2 MetaAro&ryéveon YEVVNTIKOV KVTTOpOV, KoTnyopio 2

Repr. 1B To&wodmTa otV avamapoywyn, katnyopio 1B

STOTRE 1 Ewdum to&icodmra og 6pyava-ctoyovg votepa omd emaveknpupévn Ekbeon, katmyopio 1

Katnyopromoinon ko p@TéKoALO Y10 THY KATI|YOPLOTOIN G TOV IYRATOV 6Op@®ve. pe Tov kavoviopo (EK) 1272/2008 [TEX]:

Muta. 2 H341 Mé00d0g vroroyiopon
Carc. 1B H350 Mé00d0g vroroyiopon
Repr. 1B H360FD Mé£B80d0g voroyiopon
Lact. H362 Mé£B80d0g voroylopon
STOTRE 1 H372 Mé£B80d0g voroylopon

Aghtio Agdopévov Acpadreiog (AAA), EE

ATIOINOIHXH EY®NHZX Ot mAnpogopieg mov mepiéyovial o antd T0 deATio TPoépyovtat and myég Tis onoles Bempodpe aéidmotes. [apdia avtd, divovro
YOpic Kapio gyyomon, pnn 1 appnTn, Yo TV akpifetd tovg.
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