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1. Tov Kavoviouo (EK) apib. 726 /2004
2. Tic kateuBuvTrpiec 0dnyiec Tou Eupwnaikou Opyaviouou ®apudkwv EMA
e EMA/CHMP/437/04 Rev 1 (23.10.2014): Guideline on similar biological
medicinal products
e EMEA/CHMP/BMWP/42832/2005 Rev 1 (18.12.2014): Guideline on
similar biological medicinal products containing biotechnology-derived
proteins as active substance: non-clinical and clinical issues
e EMA/CHMP/BWP/247713/2012: Guideline on similar biological medicinal
products containing biotechnology-derived proteins as active substance -
quality issues
3. To eyypago Tou Eupwnaikou Opyaviouou ®apudkwv EMA/940451/2011:
Questions and answers, 5 May 2011
4. To N. 1316/1983, onwc¢ I10XUEI
Tnv Ynoupyikn Anopaon A.YI3a/l.I1. 32221(®EK 1049/B/29-4-2013)
6. Tnv andogpaon AZ/EO® 0O-275/13"/18-11-2018
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EnikaiponoloUhe TNV NANPOo@OPNON OXETIKA HE Ta PIOOMOEID) (PAPHAKEUTIKA

npoiovTd, WG AKOAOUBWC :

BloopocIdeg €ival BIOAOYIKO pAPHAKEUTIKO NPOIOV Nou xapakTnpileTal and uwnAo
BaBud opoldTNTAC ME €va nNOnN EYKEKPIYEVO PIOAOYIKO @appako (npoidv
ava@opdc) wc npog Tn dopn, BloAoyikr dpacTIKOTNTA, AMOTEAEOUATIKOTNTA &

aoc@AaAeia kal avoooyovikoTnTda.

To Bioopoeldn dev gival yevoonua gpappakd, d10TI n QUOIKN METABANTOTNTA KAl N
noAunAokoTNTa TNG NAPAYWYIKAG 01adikaoiac Twv BIOAOYIKWV (paApPaKwV Ogv

EMNITPENOUV TNV AKpIBn avanapaywyrn Toug.

O1 diapopec nou evrtonifovrar PeTa&U Tou nNPOIOVTOC avagopdc Kdal Tou
avTioToixou Bloopoegidoug gival nooovog onuaaciag, dev ennpealouv Tnv noidoTNTA
N TO KNXaviopo dpdong Tou papuAKou Kal €ival Aveu KAIVIKNG onpaciac wg npog

TNV aoQAAEIa KAl anoTEAECUATIKOTNTA TOU PpAPUAKOU.

To kavovioTikd nAdgiolo Twv Bloopoeldwyv TnG EE eival og 1oxU and To 2005.
Baoikd epyaAeio yia Tnv avantu&én kar yia tnv a&onotn a&oAdynon TngG
opoloTNTAg MeTA&U OUOo  PIOAOYIKWV  NPOIOVTWV  anoTeAei n  Aoknon
OuUYKpIoINOTNTAC (comparability exercise), n onoia ivar kAIpakwTh diadikacia
Nnou €KTEIVETAl 0 OAA Ta oTadla TnG avanTu&éng Kal anooKorei OTOV ANOKAEIOUO
dlapopwv oTNV KAIVIK anddoon HETAEU TOU nNpPOIOVTOG ava@opdg kal Tou

a&loAoyoUpevoU BIOOPOEIDOUC PApUAKOU.

Ta diaBeoipa dedopeva papuakoenaypunvnong — avw TnG 10€Tiag yia Ta npwTa
Biooposidny kar 5eTiag yia Ta npwTta PIOOHOEId HOVOKAWVIKA avTiowpata -
CUMNANPWVOUV Kal eniBeBalwvouv TNV a&lonioTia Tou gupwnaikoU KavovioTIKoU
nAaiciou yia Ta Blooposidry. And Ta oOToixeia autd, o€ ouvduaoud ME TOV
au&avopevo apiBPd  OAOKANPWHEVWV  HETEYKPITIKWV  KAIVIKOV — JOKIMWYV,

NPOKUNTOUV Ta akOdAouBa wc npog Tn Xpnon Twv BIOOUOEIdWY PAPHAKWY:

o Ta Blooposidr gpapuaka sival e€icou aoc@PaAn Kal anoTeAEONATIKA 0 OAEC TIC

EYKEKPIMEVEG €VOEIEEIC TOUG ME TA AVTIOTOIXA NPOiOVTA ava@opdc Kal CUVENW®G

= H xopriynon Bioopoegidouc papudkou O NpwToBEPANEUOPEVOUG AOBEVEIG

gival anodekTr, kartoniv odnyiag Tou cuvTayoypa@ouvTtog IaTpoU Kdal
EVNUEPWONG TOU aoBevVOUC

= H avraAiayr HeTa&Uu Blooposidolc & npoidovroc avagopdc, dnAadn n

aAAayn aywyng and To npoidv avapopdc oc BIOOPOEIDEG N avTioTpogpa,



yla aobevn) nou eival Adn ot Bepancia Pe PBIOAOYIKO (PApHAKO, €ival
anodekTr), Kartomiv odnyiag Tou OuvTayoypa@ouvTtoc IaTtpou KAl
EVNUEPWONG TOU aoBevouc.

o 2g KGBe nepinTwon €ivar  anapaitntn n  TAPNON TV  odnylwv
(pappakoenayplnvnong nou IoxUouv vyia OAa Ta PloAoylika npoiovTa
KaTaypagn €PNOPIKAG ovopaciag kal apibuou napTidag Tou XopnyoUUEVoU
oTov acBevr) NpoidvToC, WOTE N avagopd Tuxov AE va sivar andAuta kai

aoQaAwc oXeTICOPEVN HE TO EKACTOTE XOPNYOUHEVO EUNOPIKO NPOIOV.

H napoloa eykUKAIOG €MIKAIPONOIEI KAl avTIKabIoTa KABE NMPoyevECSTEPO OXETIKO

KEiJevo.

H NPOEAPOZ AZ/EO®

AIKATEPINH ANTQNIOY

NMAPAPTHMA

> EYPQIMAIKOZ OPFANIZMOZ ®APMAKOY (EMA)
https://www.ema.europa.eu/en/human-regulatory/overview/biosimilar-medicines

Eykekpigéva Bioopoeidn EE
https://www.ema.europa.eu/en/medicines/field ema web categories®%253Aname_field/Human/ema_group types/ema m
edicine/field ema med status/authorised-
36/ema medicine types/field ema med biosimilar/search api aggregation ema medicine types/field ema med biosimil
ar

» ENHMEPQTIKOI OAHI'OI EE
http://ec.europa.eu/DocsRoom/documents/26643 (EL)
https://ec.europa.eu/docsroom/documents/22924/attachments/1/translations/en/renditions/native

> OEZEIZ EYPQIAIKQN APXQN ®APMAKOY
BEAFIO :
https://www.famhp.be/en/human use/medicines/medicines/MA procedures/types/Biosimilars

AANIA :
https://laegemiddelstyrelsen.dk/en/sideeffects/biological-and-biosimilar-medicinal-
products/frequently-asked-questions

OIAANAIA
http://www.fimea.fi/documents/542809/838272/29197 Biosimilaarien vaihtokelpoisuus EN.pdf

FEPMANIA :
https://www.pei.de/EN/medicinal-products/antibodies-immunoglobulins-fusion-proteins/monoclonal-
antibodies/biosimilars/position-pei-interchangebility-biosimilars-content.html

IPAANAIA

http://www.hpra.ie/homepage/about-us/publications-forms/quidance-
documents/item?id=e6d50326-9782-6eee-9b55-ff00008c97d0&t=/docs/default-source/publications-
forms/quidance-documents/quide-to-biosimilars-for-healthcare-professionals-and-patients-v2

ITAAIA :
http://www.agenziafarmaco.gov.it/sites/default/files/Secondo Concept Paper AIFA BIOSIMILARI.pd
f

NOPBHIIA :
https://legemiddelverket.no/nyheter/switching-between-a-reference-product-and-a-biosimilar

> MATFKOZMIOZ OPFANIZMOZ YIFEIAZ (MOY)
http://www.who.int/biologicals/biotherapeutics/similar biotherapeutic products/en/11
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https://www.ema.europa.eu/en/medicines/field_ema_web_categories%253Aname_field/Human/ema_group_types/ema_medicine/field_ema_med_status/authorised-36/ema_medicine_types/field_ema_med_biosimilar/search_api_aggregation_ema_medicine_types/field_ema_med_biosimilar
http://ec.europa.eu/DocsRoom/documents/26643
https://ec.europa.eu/docsroom/documents/22924/attachments/1/translations/en/renditions/native
https://www.famhp.be/en/human_use/medicines/medicines/MA_procedures/types/Biosimilars
https://laegemiddelstyrelsen.dk/en/sideeffects/biological-and-biosimilar-medicinal-products/frequently-asked-questions
https://laegemiddelstyrelsen.dk/en/sideeffects/biological-and-biosimilar-medicinal-products/frequently-asked-questions
http://www.fimea.fi/documents/542809/838272/29197_Biosimilaarien_vaihtokelpoisuus_EN.pdf
https://www.pei.de/EN/medicinal-products/antibodies-immunoglobulins-fusion-proteins/monoclonal-antibodies/biosimilars/position-pei-interchangebility-biosimilars-content.html
https://www.pei.de/EN/medicinal-products/antibodies-immunoglobulins-fusion-proteins/monoclonal-antibodies/biosimilars/position-pei-interchangebility-biosimilars-content.html
http://www.hpra.ie/homepage/about-us/publications-forms/guidance-documents/item?id=e6d50326-9782-6eee-9b55-ff00008c97d0&t=/docs/default-source/publications-forms/guidance-documents/guide-to-biosimilars-for-healthcare-professionals-and-patients-v2
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