PEIJIAMEHT (€C) Ne 470/2009 €BPOIIECHKOI'O IMAPJIAMEHTY I
PAJIM Bigx 6 TpaBHs 2009 poky, SAKHA BCTAHOBJIIOE MPOIERYPH
CoisroBapucTrBa i3 BCTAHOBJIEHHA Me:Ki 3aauinkiB gapmakosoriauo
AKTUBHHUX PEYOBHH B XapYOBUX MPOAYKTAX TBAPUHHOIO MOXOIKE€HHIT 1
BHOCHTH 3MIHHU J0 HU3KHU peryiaMeHTiB Ta gupextus KC

Hocunauns na peanamenm 8 6a3i Hopmamusrux cokymernmie €C EUR-Lex:
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32009R0470

Iocunanms Ha POCIiICOKOMOBHY 8ePCLI0 Pe2JIAMEeHMY:
https://www.fsvps.ru/fsvps-docs/ru/laws/eu/470-2009.pdf

Yizaraagapaenuu amicr:

Poamin 1. 3araJyibHi 10JI0KEeHHS
Poanin II. MaxkcumanbHi piBHI 3aTUIIKiB
o I'nasa l. OLiHKA PU3UKY 1 YIIPABJIIHHS PU3UKOM
» Ceruyia L DapmMaK0SI02TUHO AKMUBHI PEUOBUHU, AK]

BUKOPUCMOBYIOMbCA OJIs 8eMEePUHAPHUX MeOUUHUX
npenapamis y Cniemosapucmai

s Ceruia I Tnwi hapmarono2iuno aKkmusHi pewosuHU, U000
AKUX Modce Oymu sumpedy8aHUll 8UCHOBOK
Aeenmcemasa

» Ceruisn I11. 302,16 HI NOJIONHCEHH S

o I'nasa Il Knacudirais

Posamin III. Pedepenc Touxku nia min
Po3nin IY. Iumi nmososxeHHd

Poanin V. 3aKJII049HI IOJIOKEeHHH


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32009R0470
https://www.fsvps.ru/fsvps-docs/ru/laws/eu/470-2009.pdf

IIpeam6yna (33 nosuuyii)

Poanin 1. 3aranpHi nos1o:xeHHd

Crarra 1. [Ipeamer 1 chepa 3acTocyBaHHs

Crarra 2. Busnavenus (15 mepminis)

(a) '"samumkm  (papMaKOJIOTIUHO AKTUBHUX pedoBUH" o3Hauae  BCl
dapMaKoJIOriYHO aKTHBHI PEYOBUHI, BUPAaKeH]l B MI/KT a00 MKI/KI Ha CHPY Bary, K
AKTHUBHI Ta JOIIOMIKHI PEYOBHMHHM ab0 MPOAYKTH pPO3Imany 1 ix meTadoJIiTH, Skl

JIMIMTAKTBCA B XapPYOBHUX IIPOAYKTaAX, OTPHUMAaHHUX Biﬂ; TBapHuH

(b) "cilabchbKrocmomapchbKl TBaApuUHU' — TBApPUHH, K1 BHBEIEH], BUPOIIEHI,
YTPUMYIOTBHCSI, 3a0UT1 a00 BHUJIOBJIEH] 3 METOI0 BHPOOHUIITBA XaPUYOBUX IIPOIYKTIB

Poagmin II. MakcumaJsibHi piBHI 3aJIUIIKIB

I'naea I. O1inka pU3UKy 1 YIIPABJIIHHSI PUSUKOM

Ceruin 1. DapmarosiociuHO AKMUBHI PEUOBUHU, AKL BUKOPUCMOBYIOMBCA OJis
semepurapHux meouurHux npenapamis y Cniemosapucmaei

Crarra 3. 3agsa 1mpo HagaHHA BUCHOBKY AreHTcrBoM (€8ponelicokum meouuHuM
a2enmcmaeom,)

Crarra 4. BucuoBok Areurcrsa

Crarra 5. Excrpamonsinis

CrarTa 6. HaykoBa oifiHKa pU3UKy

Crarra 7. Pexomenmariii 1010 yIIrpaBIlHHESI PU3HTKOM

Crarra 8. 3asBu 1 mpoteaypu



Cexuyia II. Thwi ¢oapmarosiociuHo AKMUBHL PeY0B8UHU, W,000 AKUX Moxce bymu
sumpeby8aHull 8UCHOB0K AeeHmcmaa
Crarra 9. BucHoBok AreurcrBa Ha BUMory €sporomicii a00 KpaiHH-uIeHa

Crarra 10. ®apMakKoJOriYHO AKTHUBHI PEYOBHUHH, SKl MICTATHCA B 010JIOTTUHO
He0e3MeYHHNX IIPOAYKTAaX, 0 BUKOPHUCTOBYIOTHCSA B TBAPMHHUIITBI

Ceruia II1. 3aeanvri nosodxcernns

Crarta 11. Ileperiian BUCHOBKY
CrarTta 12. Ily0mikairis BUCHOBKY

Crarra 13. 3axongu Ha peasi3aliiio

I'maa II. Knacudikamia

Crarra 14. Knacudikairisa gpapMaKoJ0orivyHO aKTUBHUX PEUYOBUH
Crarra 15. IIpuckopena mpoiieaypa oTpUMAaHHSA BIUCHOBKY ATeHTCTBA

CrarTa 16. 3acTocyBaHHS PEYOBUH 0 CLIIBCHKOTOCIIONAPCHKUX TBAPUH

Posgmin III. Pedepenc Touku aaa min

CrarTa 18. BcranoBiieHHs Ta IIepPerJis
Crarra 19. Metoau BCcTaHOBJIEHHS TA II€PETJISIY

Crarra 20. Baecor CiiBroBapucTBa y HiATPHUMKY 3aX0J1B CTOCOBHO pedepeHC TOUOK
IJIST 17



Poangin IY. Iumii nostosxeHHd

Crarra 21. AnaniTuddl MmeToqu
Crarra 22. [{TupKyadiiisa XapuyoBUX IIPOAYKTIB
Crarra 23. Posmilenssa Ha pUHKY

Crarra 24. Jlii y Bumagky MDIOTBEePIKEHOlI MIPHCYTHOCTI 3a00poHEeHOoI abo
HeaBTOPHU30BAHOI PEUYOBUHU

Poanin Y. 3akiai04Hi MOJI0KEeHHS

Crarra 25. ITocTifiHui KOMITET 3 IIPOAYKTIB BETEPUHAPHOI MeIUIIMHI
Crarra 26. ITocTifiHuit KOMITET 3 XapY0OBOIro JIAHIIOra Ta 340POB‘SI TBAPUH

Crarra 27. Knacudikairis dpapmaxosIoriayao akTHBHUX PEYOBHUH 3T1IHO PermaMenTy
(EEC) No 2377/90

CrarTa 28. 3BiTyBaHHST

Crarra 29. CracyBauus

Crarra 30. 3minu mo Jupexrusu 2001/82/EC
Crarra 31. 3minu go Permamenty (EC) 726/2004

Crarra 32. Beenennsa B i



