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S t r e s z c z e n i e

CHOHP DUW\NXâX MHVW ]EDGDQLH L SU]HGVWDZLHQLH SRGVWDZRZHM FHFK\ Z\PD-

JDQHM RG HNVSHUWyZ EXURSHMVNLHM AJHQFML LHNyZ, MDNĊ MHVW EH]VWURQQRœý� 
OFHQD VSHâQLHQLD WHJR SU]\PLRWX ]RVWDQLH ]DSUH]HQWRZDQD QD NDQZLH 
GZyFK RU]HF]Hľ 7U\EXQDâX 6SUDZLHGOLZRœFL 8E� Z\URNX 7U\EXQDâX ] GQLD 
1� PDUFD 202� U� Debregeas et associés Pharma (D & A Pharma) przeciwko Ko-
misji Europejskiej i Europejskiej Agencji Leków, VSUDZD C�2�1/22 3 L Z\URNX 
7U\EXQDâX ]  GQLD 22 F]HUZFD 202� U� Republika Federalna Niemiec przeciwko 
Pharma Mar SA i Komisji Europejskiej i Republika Estońska przeciwko Phar-
ma Mar SA i Komisji Europejskiej, VSUDZ\ SRâĊF]RQH C��/21 3 L C�1�/21 3�  
6WUXNWXUD DUW\NXâX REHMPXMH SLęý F]ęœFL� 3R ]ZLę]â\P ZVWęSLH ]RVWDQĊ 
SU]HGVWDZLRQH QLHNWyUH ]DGDQLD EXURSHMVNLHM AJHQFML LHNyZ� -HVW WR QLH-

]EęGQH GOD QDOHů\WHJR ]UR]XPLHQLD JâyZQHJR SUREOHPX EDGDZF]HJR DUW\-

NXâX� W GDOV]HM NROHMQRœFL EęGĊ NROHMQR ]DSUH]HQWRZDQH GZD ZVSRPQLDQH 
MXG\NDW\ 7U\EXQDâX 6SUDZLHGOLZRœFL 8E ZUD] ] WRZDU]\V]ĊF\PL LP VWDQD-

PL IDNW\F]Q\PL VSUDZ, ůĊGDQLDPL VWURQ L RFHQĊ 7U\EXQDâX� 7RZDU]\V]\ý 
LP EęG]LH SU]HGVWDZLHQLH GRNXPHQWyZ L G]LDâDľ AJHQFML ]PLHU]DMĊF\FK 
GR ]DSHZQLHQLD EH]VWURQQRœFL HNVSHUWyZ� AUW\NXâ ]DP\NDMĊ ZQLRVNL ]D-

ZLHUDMĊFH RFHQę ZâDVQĊ DXWRUD GRW\F]ĊFĊ SU]HSURZDG]RQ\FK UR]ZDůDľ�  

Słowa kluczowe: EXURSHMVND AJHQFMD LHNyZ, HNVSHUFL, EH]VWURQQRœý
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Wstęp

CHOHP DUW\NXâX MHVW ]EDGDQLH L SU]HGVWDZLHQLH SRGVWDZRZHM FHFK\ Z\PD-

JDQHM RG HNVSHUWyZ EXURSHMVNLHM AJHQFML LHNyZ (GDOHM� AJHQFMD), MDNĊ MHVW 
EH]VWURQQRœý� OFHQD VSHâQLHQLD WHJR SU]\PLRWX ]RVWDQLH ]DSUH]HQWRZDQD 
QD NDQZLH GZyFK RU]HF]Hľ 7U\EXQDâX 6SUDZLHGOLZRœFL 8E� Z\URNX 7U\EX-

QDâX ] GQLD 1� PDUFD 202� U� Debregeas et associés Pharma (D & A Pharma) przeciw-
ko Komisji Europejskiej i Europejskiej Agencji Leków, VSUDZD C�2�1/22 3 1 (GDOHM� 
Z\URN Z VSUDZLH C�2�1/22 3) L Z\URNX 7U\EXQDâX ] GQLD 22 F]HUZFD 
2023 r. Republika Federalna Niemiec przeciwko Pharma Mar SA i Komisji Euro-
pejskiej i Republika Estońska przeciwko Pharma Mar SA i Komisji Europejskiej, 
VSUDZ\ SRâĊF]RQH C��/21 3 L C�1�/21 32 (GDOHM� Z\URN Z VSUDZDFK SRâĊ-

F]RQ\FK C��/21 3 L C�1�/21 3)� 6WUXNWXUD DUW\NXâX REHMPXMH SLęý F]ęœFL� 
3R ]ZLę]â\P ZVWęSLH ]RVWDQĊ SU]HGVWDZLRQH QLHNWyUH ]DGDQLD EXURSHM-
VNLHM AJHQFML LHNyZ� -HVW WR QLH]EęGQH GOD QDOHů\WHJR ]UR]XPLHQLD JâyZ-

QHJR SUREOHPX EDGDZF]HJR DUW\NXâX� W GDOV]HM NROHMQRœFL EęGĊ NROHMQR 
]DSUH]HQWRZDQH GZD ZVSRPQLDQH MXG\NDW\ 7U\EXQDâX 6SUDZLHGOLZRœFL 
8E ZUD] ] WRZDU]\V]ĊF\PL LP VWDQDPL IDNW\F]Q\PL VSUDZ, ůĊGDQLDPL 
VWURQ L RFHQĊ 7U\EXQDâX� 7RZDU]\V]\ý LP EęG]LH SU]HGVWDZLHQLH GRNX-

PHQWyZ L G]LDâDľ AJHQFML ]PLHU]DMĊF\FK GR ]DSHZQLHQLD EH]VWURQQRœFL 
HNVSHUWyZ� AUW\NXâ ]DP\NDMĊ ZQLRVNL ]DZLHUDMĊFH RFHQę ZâDVQĊ DXWRUD 
GRW\F]ĊFĊ SU]HSURZDG]RQ\FK UR]ZDůDľ�  

Europejska Agencja Leków i jej zadania

3RZVWDâD Z 1��5 U� EXURSHMVND AJHQFMD LHNyZ MHVW ]GHFHQWUDOL]RZDQ\P 
SRGPLRWHP 8QLL EXURSHMVNLHM SRZRâDQ\P GOD UHDOL]DFML RNUHœORQ\FK ]D-

GDľ ]ZLĊ]DQ\FK ] V]HURNR UR]XPLDQ\P ]GURZLHP SXEOLF]Q\P 3� AJHQFMD 
PD RVRERZRœý SUDZQĊ, FR R]QDF]D, ůH ZH ZV]\VWNLFK SDľVWZDFK F]âRQ-

NRZVNLFK NRU]\VWD ] MDN QDMV]HUV]HM ]GROQRœFL SUDZQHM SU]\]QDZDQHM RVR-

1  ECL,�E8�C�202��228�
2  ECL,�E8�C�202��502�
3  6]HU]HM QD WHPDW DJHQFML 8E ]RE�� 0� WLWNRZVND, .�A� WRMWDV]F]\N (UHG�), Agencje, komitety i inne 
jednostki organizacyjne w Unii Europejskiej, Warszawa 2015.



PRZEGLĄD PRAWA MEDYCZNEGO, NR 1/2025 (18)PRZEGLĄD PRAWA MEDYCZNEGO, NR 1/2025 (18)

OCENA %EZ67RONNOŒC, E.63ER7ÐW E8RO3E-6.,E- AGENC-, LE.ÐW W ORZECZN,C7W,E���          53

ERP SUDZQ\P SU]H] LFK SUDZR NUDMRZH� 0RůH RQD ]ZâDV]F]D QDE\ZDý 
OXE ]E\ZDý PLHQLH UXFKRPH L QLHUXFKRPH RUD] E\ý VWURQĊ Z SRVWęSR-

ZDQLDFK VĊGRZ\FK� 3RGVWDZĊ SUDZQĊ IXQNFMRQRZDQLD AJHQFML MHVW UR]-

SRU]ĊG]HQLH (WE) QU �2�/200� 3DUODPHQWX EXURSHMVNLHJR L RDG\ ] GQLD 
�1 PDUFD 202� U� XVWDQDZLDMĊFH XQLMQH SURFHGXU\ Z\GDZDQLD SR]ZROHľ 
GOD SURGXNWyZ OHF]QLF]\FK VWRVRZDQ\FK X OXG]L L QDG]RUX QDG QLPL RUD] 
XVWDQDZLDMĊFH EXURSHMVNĊ AJHQFMę LHNyZ 4� -DN VWDQRZL DUW� 55 UR]SRU]Ċ-

G]HQLD AJHQFMD MHVW RGSRZLHG]LDOQD ]D NRRUG\QDFMę LVWQLHMĊF\FK ]DVREyZ 
QDXNRZ\FK SU]HND]DQ\FK GR MHM G\VSR]\FML SU]H] SDľVWZD F]âRQNRZVNLH 
Z FHOX RFHQ\, QDG]RUX RUD] QDG]RUX QDG EH]SLHF]HľVWZHP IDUPDNRWH-

UDSLL Z RGQLHVLHQLX GR SURGXNWyZ OHF]QLF]\FK VWRVRZDQ\FK X OXG]L 
L ZHWHU\QDU\MQ\FK SURGXNWyZ OHF]QLF]\FK� 6]F]HJyâRZ\, V]HURNL NDWDORJ 
]DGDľ AJHQFML SU]HZLGXMH DUW� 5� XVW� 1 UR]SRU]ĊG]HQLD� 3U]HZLGXMH RQ, 
ůH AJHQFMD PD XG]LHODý SDľVWZRP F]âRQNRZVNLP L LQVW\WXFMRP XQLMQ\P 
QDMOHSV]\FK ] PRůOLZ\FK SRUDG QDXNRZ\FK Z RGQLHVLHQLX GR ZV]HONLFK 
NZHVWLL ]ZLĊ]DQ\FK ] RFHQĊ MDNRœFL, EH]SLHF]HľVWZD L VNXWHF]QRœFL SUR-

GXNWyZ OHF]QLF]\FK VWRVRZDQ\FK X OXG]L OXE ZHWHU\QDU\MQ\FK SURGXNWyZ 
OHF]QLF]\FK, NWyUH VĊ GR QLHM NLHURZDQH ]JRGQLH ] SUDZHP 8QLL RGQRV]Ċ-

F\P VLę GR SURGXNWyZ OHF]QLF]\FK VWRVRZDQ\FK X OXG]L OXE GR ZHWHU\-

QDU\MQ\FK SURGXNWyZ OHF]QLF]\FK� W W\P FHOX AJHQFMD P�LQ� NRRUG\QXMH 
QDXNRZĊ RFHQę MDNRœFL, EH]SLHF]HľVWZD L VNXWHF]QRœFL SURGXNWyZ OHF]-

QLF]\FK VWRVRZDQ\FK X OXG]L L ZHWHU\QDU\MQ\FK SURGXNWyZ OHF]QLF]\FK, 
NWyUH SRGOHJDMĊ XQLMQ\P SURFHGXURP Z\GDZDQLD SR]ZROHľ QD GRSXV]-

F]HQLH GR REURWX� NDOHů\ GRGDý, ůH AJHQFMD MHVW JâyZQ\P SRGPLRWHP 
XF]HVWQLF]ĊF\P ZH ZSURZDG]DQLX SURGXNWX OHF]QLF]HJR QD ZHZQęWU]-

Q\ U\QHN HXURSHMVNL� DRNRQXMH WHJR Z RSDUFLX R XUHJXORZDQĊ Z UR]-

SRU]ĊG]HQLX �2�/200� W]Z� SURFHGXUę VFHQWUDOL]RZDQĊ� 3U]HZLGXMH RQD, 
ůH ]JRGę, Z IRUPLH GHF\]ML, QD UHMHVWUDFMę SURGXNWX OHF]QLF]HJR Z\GDMH 
ZSUDZG]LH .RPLVMD EXURSHMVND, DOH SR ]DRSLQLRZDQLX SU]H] Z\VSHFMDOL-
]RZDQ\ SRGPLRW HNVSHUFNL, MDNLP MHVW AJHQFMD� W\GDQD GHF\]MD R]QDF]D 
GRSXV]F]HQLH OHNX GR REURWX QD WHU\WRULXP ZV]\VWNLFK SDľVWZ F]âRQ-

NRZVNLFK 8E� ZQDF]HQLH SURFHGXU\ VFHQWUDOL]RZDQHM VWRSQLRZR Z]UD-

4  D]�8� L 1�� ] �0���200�, V� 1 (WHNVW VNRQVROLGRZDQ\ ] 28�01�2022 U�)�
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VWDâR 5 L REHFQLH F]ęœý SURGXNWyZ OHF]QLF]\FK MHVW PRůOLZD GR UHMHVWUDFML 
W\ONR Z UDPDFK WHM SURFHGXU\� OEHMPXMH WR SURGXNW\ OHF]QLF]H Z\PLH-

QLRQH Z ]DâĊF]QLNX GR UR]SRU]ĊG]HQLD �2�/200�, GR NWyU\FK ]DOLF]D VLę 
P�LQ� SURGXNW\ OHF]QLF]H Z\WZRU]RQH Z GURG]H SURFHVyZ ELRWHFKQROR-

JLF]Q\FK, SURGXNW\ OHF]QLF]H WHUDSLL ]DDZDQVRZDQHM, SURGXNW\ OHF]QLF]H, 
NWyUH X]\VNDâ\ VWDWXV OHNX VLHURFHJR RUD] SURGXNW\ OHF]QLF]H VWRVRZDQH 
X OXG]L ]DZLHUDMĊFH QRZĊ VXEVWDQFMę DNW\ZQĊ, GOD NWyUHM ZVND]DQLHP WH-

UDSHXW\F]Q\P MHVW ]HVSyâ QDE\WHJR QLHGRERUX RGSRUQRœFL, QRZRWZyU, 
]DEXU]HQLD QHXURGHJHQHUDF\MQH, FXNU]\FD, FKRURE\ DXWRLPPXQRORJLF]QH 
L LQQH G\VIXQNFMH LPPXQRORJLF]QH RUD] FKRURE\ ZLUXVRZH 6. Art. 3 ust. 3 

L � UR]SRU]ĊG]HQLD �2�/200� Z\PLHQLD WDNůH V\WXDFMH, Z NWyU\P PRůOL-
ZH MHVW IDNXOWDW\ZQH SRGGDQLH SURGXNWX OHF]QLF]HJR UHMHVWUDFML Z UDPDFK 
SURFHGXU\ VFHQWUDOL]RZDQHM� 

WQLRVHN R SR]ZROHQLH QD GRSXV]F]HQLH SURGXNWX OHF]QLF]HJR GR RE-

URWX VNâDGD VLę EH]SRœUHGQLR GR AJHQFML� WUD] ] QLP ZQLRVNRGDZFD ]R-

ERZLĊ]DQ\ MHVW GRVWDUF]\ý W]Z� GRVVLHU, ] NWyUHJR Z\QLND, ůH SURGXNW OHF]-

QLF]\ VSHâQLD Z\PDJDQLD RGQRœQLH GR MHJR MDNRœFL EH]SLHF]HľVWZD VWRVR-

ZDQLD RUD] VNXWHF]QRœFL G]LDâDQLD� WQLRVHN ZUD] ] GRâĊF]RQ\P GR QLHJR 
GRVVLHU MHVW QDVWęSQLH RSLQLRZDQ\ SU]H] MHGHQ ] NRPLWHWyZ AJHQFML (Z UD-

PDFK AJHQFML IXQNFMRQXMĊ QDVWęSXMĊFH NRPLWHW\� .RPLWHW GV� 3URGXNWyZ 
LHF]QLF]\FK 6WRVRZDQ\FK X LXG]L, .RPLWHW GV� OFHQ\ R\]\ND Z UD-

PDFK NDG]RUX QDG %H]SLHF]HľVWZHP )DUPDNRWHUDSLL, .RPLWHW GV� WHWH-

U\QDU\MQ\FK 3URGXNWyZ LHF]QLF]\FK� .RPLWHW GV� 6LHURF\FK 3URGXNWyZ 
LHF]QLF]\FK, .RPLWHW GV� RRœOLQQ\FK 3URGXNWyZ LHF]QLF]\FK, .RPLWHW 
GV� 7HUDSLL ZDDZDQVRZDQ\FK� .RPLWHW 3HGLDWU\F]Q\)� .RPLWHW SU]\MPXMH 
RSLQLę ZUD] ] UHNRPHQGDFMĊ GOD .RPLVML EXURSHMVNLHM, ZVND]XMĊFĊ, F]\ 
RFHQLDQ\ SURGXNW OHF]QLF]\ SRZLQLHQ RWU]\PDý SR]ZROHQLH QD MHJR UHMH-

VWUDFMę QD REV]DU]H FDâHM 8E� CR LVWRWQH, QDMZDůQLHMV]\ Z WHM SURFHGXU]H 
.RPLWHW GV� 3URGXNWyZ LHF]QLF]\FK 6WRVRZDQ\FK X LXG]L (CRPPLWWHH 
IRU 0HGLFLQDO 3URGXFWV IRU +XPDQ 8VH ² GDOHM� C+03) PRůH XVWDQDZLDý 

5
  W. Wieniawski, Kontrola leków w Unii Europejskiej – zmiany w ustawodawstwie i pierwsze rezultaty. Część I. 

Systemy rejestracji i nadzoru >Z�@ Farmacja Polska, nr 12, 2007, s. 526.

6
  -� .RFRW, Prawo Unii Europejskiej wobec procederu fałszowania produktów leczniczych, Warszawa 2019, 

s. 115-116. 
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Z UDPDFK RFHQ\ RNUHœORQ\FK URG]DMyZ SURGXNWyZ OHF]QLF]\FK OXE WHUDSLL, 
QDXNRZH JUXS\ GRUDGF]H, NWyU\P PRůH SU]HND]\ZDý QLHNWyUH ]DGDQLD 
]ZLĊ]DQH ]H VSRU]ĊG]HQLHP RSLQLL QDXNRZ\FK�  

-DN Z\QLND ] SU]HGVWDZLRQHJR SRZ\ůHM ]ZLę]âHJR L QLHNRPSOHWQHJR 
SU]HGVWDZLHQLD ]DGDľ AJHQFML, MHM SRGVWDZRZ\P ]DGDQLHP MHVW GRVWDUF]H-

QLH PHU\WRU\F]QHM, HNVSHUFNLHM ZLHG]\, XMęWHM Z IRUPLH RSLQLL, NWyUH QD-

VWęSQLH VWDMĊ VLę SRGVWDZĊ UR]VWU]\JQLęý SUDZQ\FK SRGHMPRZDQ\FK SU]H] 
RUJDQ GHF\]\MQ\, MDNLP MHVW .RPLVMD EXURSHMVND (GDOHM� .E)� .OXF]RZ\ 
GOD OHJLW\PL]DFML L WUDQVSDUHQWQRœFL SURFHGXU\ VFHQWUDOL]RZDQHM MHVW QDOH-

ů\W\ GREyU HNVSHUWyZ QDXNRZ\FK RFHQLDMĊF\FK ZQLRVHN� 3RZLQQL RQL Z\-

UyůQLDý VLę QLH W\ONR SU]HGPLRWRZĊ ZLHG]Ċ VSHFMDOLVW\F]QĊ, DOH, FR UyZQLH 
LVWRWQH, SRVLDGDý SU]\PLRW\ QLH]DOHůQRœFL L EH]VWURQQRœFL� ZDU]XW EUDNX 
]DLVWQLHQLD W\FK FHFK PRůH SRZRGRZDý SRGZDůDQLH Z\GDQ\FK SU]H] .R-

PLVMę EXURSHMVNĊ GHF\]ML L NZHVWLRQRZDQLH LFK QD ZRNDQG]LH RUJDQyZ 
VĊGRZ\FK 8QLL EXURSHMVNLHM� 6Ċ WR VWRVXQNRZR U]DGNLH V\WXDFMH, MHGQDN 
V\PSWRPDW\F]QH SR]RVWDMH, ůH Z PLQLRQ\FK GZyFK ODWDFK (202��202� U�) 
7U\EXQDâ 6SUDZLHGOLZRœFL 8E Z\GDâ GZD RU]HF]HQLD, RGQRV]ĊFH VLę GR 
EH]VWURQQRœFL HNVSHUWyZ AJHQFML� 

Kryteria bezstronności ekspertów a interes publiczny – sprawa C-291 / 22 P

W Z\GDQ\P VWRVXQNRZR QLHGDZQR, ER 1� PDUFD 202� U� Z\URNX Z VSUD-

ZLH C�2�1/22 3, 7U\EXQDâ 6SUDZLHGOLZRœFL ]DMPRZDâ VLę RGZRâDQLHP RG 
Z\URNX 6ĊGX 7 ] GQLD 2 PDUFD 2022 U� D 	 A 3KDUPD/.RPLVMD L E0A 8. 
6WDQ IDNW\F]Q\ VSUDZ\ SU]HGVWDZLDâ VLę QDVWęSXMĊFR� Z GQLX 2� F]HUZ-

FD 2018 U� SU]HGVLęELRUVWZR DHEUpJHDV HW DVVRFLpV 3KDUPD 6A6 (GDOHM� 
D 	 A 3KDUPD) ]âRů\âR GR EXURSHMVNLHM AJHQFML LHNyZ ZQLRVHN R ZD-

runkowe SR]ZROHQLH QD GRSXV]F]HQLH GR REURWX SURGXNWX OHF]QLF]HJR 
VWRVRZDQHJR X OXG]L +RSYHXV ² K\GURNV\PDœODQ VRGX (GDOHM� +RSYHXV)� 

7  6ĊG ² GDZQLHM ]ZDQ\ Å6ĊG 3LHUZV]HM ,QVWDQFMLµ WR SLHUZV]\ V]F]HEHO Z DNWXDOQLH GZXHOHPHQWRZHM 
VWUXNWXU]H VĊGyZ 8QLL EXURSHMVNLHM� OG Z\URNyZ 6ĊGX SU]\VâXJXMH RGZRâDQLH GR 7U\EXQDâX 6SUD-

ZLHGOLZRœFL� OED RUJDQ\ VĊ âĊF]QLH RNUHœODQH PLDQHP 7U\EXQDâX 6SUDZLHGOLZRœFL 8QLL EXURSHMVNLHM 
(VWDQRZL R W\P DUW� 1� XVW� 1 7UDNWDWX R 8QLL EXURSHMVNLHM� D]�8� 8E C 202 ] 201� U�, V� 1�)�
8  6SUDZD 7�55�/20, ECL,�E8�7�2022�111�
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8F]\QLâR WR QD SRGVWDZLH UR]SRU]ĊG]HQLD .RPLVML (WE) QU 50�/200� 
] GQLD 2� PDUFD 200� U� Z VSUDZLH ZDUXQNRZHJR GRSXV]F]HQLD GR RE-

URWX SURGXNWyZ OHF]QLF]\FK VWRVRZDQ\FK X OXG]L ZFKRG]ĊF\FK Z ]DNUHV 
UR]SRU]ĊG]HQLD (WE) QU �2�/200� 3DUODPHQWX EXURSHMVNLHJR L RDG\ 9. 
+RSYHXV, NWyU\ MDNR VXEVWDQFMę F]\QQĊ ]DZLHUD K\GURNV\PDœODQ VRGX, 
MHVW SU]H]QDF]RQ\ GR ]ZDOF]DQLD X]DOHůQLHQLD RG DONRKROX� OSLQLę Z WHM 
VSUDZLH Z\GDZDâ IXQNFMRQXMĊF\ Z UDPDFK AJHQFML .RPLWHW GV� 3URGXN-

WyZ LHF]QLF]\FK 6WRVRZDQ\FK X LXG]L (C+03)� W\GDâ RQ QHJDW\ZQĊ 
RSLQLę, Z QDVWęSVWZLH F]HJR, Z GQLX 2� SDŭG]LHUQLND 201� U� D 	 A 3KDU-
PD ]âRů\âD QD SRGVWDZLH DUW� � XVW� 2 UR]SRU]ĊG]HQLD QU �2�/200� ZQLR-

VHN R GRNRQDQLH SU]HJOĊGX RSLQLL C+03� DOD GRNRQDQLD WHJR SU]HJOĊGX 
C+03 SRZRâDâ GUXJĊ JUXSę HNVSHUWyZ DG KRF� .ROHMQD RSLQLD E\âD WDNůH 
QHJDW\ZQD GOD D 	 A 3KDUPD L VNXWNRZDâD Z\GDQLHP SU]H] .RPLVMę EX-

URSHMVNĊ Z GQLX � OLSFD 2020 U� GHF\]ML RGPDZLDMĊFHM Z\GDQLD SR]ZROHQLD 
QD GRSXV]F]HQLH GR REURWX SURGXNWX OHF]QLF]HJR VWRVRZDQHJR X OXG]L 
+RSYHXV� W NRQVHNZHQFML D 	 A 3KDUPD ZQLRVâD SU]HFLZNR .RPLVML 
L AJHQFML VNDUJę R VWZLHUG]HQLH QLHZDůQRœFL VSRUQHM GHF\]ML .RPLVML 10

.

RR]SDWUXMĊF GRSXV]F]DOQRœý VNDUJL, 6ĊG VWZLHUG]Lâ, ůH VSRUQĊ GHF\-

]Mę Z\GDâD .RPLVMD, D ]DWHP VNDUJD E\âD QLHGRSXV]F]DOQD Z ]DNUHVLH, 
Z MDNLP E\âD VNLHURZDQD SU]HFLZNR AJHQFML� 6ĊG ]EDGDâ MHGQDN ]JRG-

QRœý ] SUDZHP SRVWęSRZDQLD SU]HG AJHQFMĊ, SRQLHZDů .RPLVMD RSDUâD 
VZĊ GHF\]Mę QD RSLQLL SU]HGVWDZLRQHM SU]H] C+03, NWyU\ MHVW LQWHJUDO-
QĊ F]ęœFLĊ AJHQFML� D 	 A 3KDUPD SRGQLRVâD V]Hœý ]DU]XWyZ, SU]\ F]\P 
] SHUVSHNW\Z\ FHOyZ DUW\NXâX, LVWRWQ\ E\â ]DU]XW GUXJL GRW\F]ĊF\ EUDNX 
EH]VWURQQRœFL GZyFK HNVSHUWyZ DG KRF SRZRâDQ\FK SU]H] C+03 (]ZD-

Q\FK Z Z\URNX RGSRZLHGQLR ÅHNVSHUWHP Aµ L ÅHNVSHUWHP %µ OXE âĊF]-

QLH ÅHNVSHUWDPL A L %µ)� 6ĊG X]QDâ WH ]DU]XW\ ]D EH]]DVDGQH L Z VZRLP 
Z\URNX RGGDOLâ VNDUJę D 	 A 3KDUPD, NWyUD QDVWęSQLH RGZRâDâD VLę RG 

9  D]�8� 200�, L �2, V� �� 
10  6NDUJD D 	 A 3KDUPD REHMPRZDâD RSUyF] WHJR ůĊGDQLH Z\GDQLD SU]H] 6ĊG QDND]X, E\ Z QDVWęS-

VWZLH VWZLHUG]HQLD QLHZDůQRœFL GHF\]ML .RPLVML EXURSHMVNLHM ]RVWDâD ]ZRâDQD JUXSD GRUDGF]D 
Z G]LHG]LQLH SV\FKLDWULL (GDOHM� NGD GV� SV\FKLDWULL), Z VNâDG]LH, MDNL PLDâ Z GQLX ]âRůHQLD ZQLRVNX 
R SRQRZQH GRNRQDQLH SU]HJOĊGX ZQLRVNX SU]H] C+03� ZH Z]JOęGX QD FHOH DUW\NXâX L MHJR RJUDQLF]R-

QH UDP\, WHQ ZĊWHN SRVWęSRZDQLD ]RVWDQLH SRPLQLęW\ Z GDOV]HM DQDOL]LH�  
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WHJR RU]HF]HQLD GR 7U\EXQDâX 6SUDZLHGOLZRœFL (GDOHM� 76)� W RGZRâD-

QLX D 	 A 3KDUPD ZQLRVâD GR 76 P�LQ� R XFK\OHQLH ]DVNDUůRQHJR Z\-

roku i o VWZLHUG]HQLH QLHZDůQRœFL VSRUQHM GHF\]ML .RPLVML EXURSHMVNLHM 
RGPDZLDMĊFHM GRSXV]F]HQLD GR REURWX +RSYHXVX� ND SRSDUFLH RGZRâD-

QLD D 	 A 3KDUPD SRGQLRVâD GZD ]DU]XW\, SU]\ F]\P ]DU]XW GUXJL GR-

W\F]\â QDUXV]HQLD SUDZD L EâęGQHM NZDOLÀNDFML SUDZQHM RNROLF]QRœFL IDN-

W\F]Q\FK SU]H] 6ĊG ]H Z]JOęGX QD WR, ůH RU]HNâ RQ SU]\ EDGDQLX Z\PRJX 
RELHNW\ZQHM EH]VWURQQRœFL, Lů HNVSHUFL A L % QLH ]QDMGRZDOL VLę Z V\WXDFML 
NRQÁLNWX LQWHUHVyZ� D 	 A 3KDUPD DUJXPHQWRZDâD, ůH 6ĊG QDUXV]\â SUD-

ZR SRSU]H] Z\PyJ Z\ND]DQLD VWURQQLF]RœFL OXE RVRELVW\FK XSU]HG]Hľ 
HNVSHUWyZ A L %� 3U]\SRPLQDâD WDNůH, ůH VWURQQLF]Rœý OXE RVRELVWH XSU]H-

G]HQLD VWDQRZLĊ EUDN VXELHNW\ZQHM EH]VWURQQRœFL� 7\PF]DVHP Z SRVWęSR-

ZDQLX SU]HG 6ĊGHP D 	 A 3KDUPD QLH NZHVWLRQRZDâD HOHPHQWX VXELHN-

W\ZQHJR, SRZRâ\ZDâD VLę QDWRPLDVW QD EUDN RELHNW\ZQHM EH]VWURQQRœFL, 
]DWHP 6ĊG SRZLQLHQ E\â ]EDGDý, F]\ LVWQLDâ\ Z\VWDUF]DMĊFH JZDUDQFMH, 
DE\ Z\NOXF]\ý ZV]HONLH X]DVDGQLRQH ZĊWSOLZRœFL FR GR EH]VWURQQRœFL 
W\FK HNVSHUWyZ� 3RMDZLD VLę WX NOXF]RZH, ]DNRU]HQLRQH Z RU]HF]QLFWZLH 
TS 

11, UR]UyůQLHQLH QD EH]VWURQQRœý VXELHNW\ZQĊ L RELHNW\ZQĊ� 3LHUZV]D 
RGQRVL VLę, MDN ZVSRPLQDQR, GR VWURQQLF]RœFL OXE RVRELVW\FK XSU]HG]Hľ 
HNVSHUWyZ, ]Dœ GUXJD Z\VWęSXMH Z V\WXDFML U]HF]\ZLVWHJR NRQÁLNWX LQWH-

UHVyZ SR VWURQLH HNVSHUWyZ� RR]SDWUXMĊF\ RGZRâDQLH 76 PXVLDâ GRNR-

QDý SUHF\]\MQHJR UR]JUDQLF]HQLD PLęG]\ W\PL HOHPHQWDPL EH]VWURQQRœFL 
RUD] RFHQLý, F]\ UR]VWU]\JQLęFLH 6ĊGX RGQRV]ĊFH VLę GR EH]VWURQQRœFL VX-

ELHNW\ZQHM L RGPDZLDMĊFH X]QDQLD EUDNX EH]VWURQQRœFL RELHNW\ZQHM E\âR 
]DVDGQH� D 	 A 3KDUPD WZLHUG]LâD, ůH 6ĊG EâęGQLH RSDUâ VLę QD HZHQ-

WXDOQ\P ZSâ\ZLH, MDNL PLHOL Z\ZLHUDý HNVSHUFL A L % (F]HJR QLH PRůQD 
E\âR XVWDOLý, SRQLHZDů REUDG\ JUXS HNVSHUWyZ VĊ QLHMDZQH), W\PF]DVHP 
SRZLQLHQ E\â ]EDGDý, F]\ SRZLĊ]DQLD PLęG]\ W\PL HNVSHUWDPL D SU]HP\-

VâHP IDUPDFHXW\F]Q\P PRJâ\ Z\ZRâDý RELHNW\ZQLH X]DVDGQLRQH ZĊWSOL-

11  ZRE� W\URN  76 ] GQLD 11 OLSFD 201� U�, Ziegler SA przeciwko Komisji Europejskiej, VSUDZD C���/11 3, 
ECL,�E8�C�201��51�, SNW 155� Z\URN 76 ] GQLD 1 OLSFD 2008 U�, Chronopost SA i La Poste przeciwko 
Union française de l’express (UFEX) i innym, VSUDZ\ SRâĊF]RQH C���1/0� 3 L C���2/0� 3, ECL,�E8�C� 
2008���5, SNW 5�� Z\URN 76 ] GQLD 1� OXWHJR 200� U�, Koldo Gorostiaga Atxalandabaso przeciwko Parlamen-
towi Europejskiemu, VSUDZD C��08/0� 3, ECL,�E8�C�200��10�, SNW ��� 
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ZRœFL FR GR EH]VWURQQRœFL W\FK HNVSHUWyZ� 8]QDâ SU]\ W\P, ůH HNVSHUFL 
A L % QLH ]QDMGRZDOL VLę Z V\WXDFML NRQÁLNWX LQWHUHVyZ� 6ĊG PLDâ ]DWHP 
GRSXœFLý VLę QDUXV]HQLD SUDZD VWDQRZLĊFHJR QDUXV]HQLH XVWDQRZLRQH-

JR Z DUW� �1 .DUW\ 3UDZ 3RGVWDZRZ\FK 8E (GDOHM� .33 8E) 12
 prawa 

GR GREUHM DGPLQLVWUDFML L GRNRQDâ EâęGQHM NZDOLÀNDFML SUDZQHM RNROLF]-

QRœFL IDNW\F]Q\FK, JG\ů P�LQ� SRPLQĊâ IDNW, ůH HNVSHUW % E\â JâyZQ\P 
EDGDF]HP NRQNXUHQF\MQHJR ZREHF +RSYHXVX SURGXNWX AD 0� RSUD-

FRZDQHJR SU]H] VSyâNę AGLDO 3KDUPDFHXWLFDOV� W F]DVLH XG]LDâX HNV-
SHUWD % Z JUXSLH HNVSHUWyZ DG KRF ]ZRâDQHM Z FHOX GRNRQDQLD RFHQ\ 
+RSYHXVX, AD 0� E\â, MDN WZLHUG]LâD D 	 A 3KDUPD, SU]HGPLRWHP 
SURFHGXU\ SU]HJOĊGX SU]HG AJHQFMĊ� AD 0� PD QD FHOX OHF]HQLH X]DOHů-

QLHQLD RG DONRKROX, D ]DWHP MHVW RQ SURGXNWHP NRQNXUHQF\MQ\P Z]JOę-

GHP +RSYHXVX ] XZDJL QD LGHQW\F]QRœý FHOX NOLQLF]QHJR L SRGRELHľVWZR 
SDFMHQWyZ GRFHORZ\FK� D 	 A 3KDUPD SRGQRVLâD Z ]ZLĊ]NX ] W\P, ůH 
Z\URN 6ĊGX REDUF]RQ\ MHVW EâęGHP SUDZQ\P, P�LQ� Z ]DNUHVLH, Z NWyU\P 
VWZLHUG]D, ůH MHG\QLH HNVSHUFL, NWyU]\ SUDFRZDOL QDG SURGXNWHP EęGĊF\P 
SU]HGPLRWHP SURFHGXU\ SU]HJOĊGX, QLH PRJĊ E\ý F]âRQNDPL JUXS\ 
HNVSHUWyZ, ] NWyUĊ SU]HSURZDG]D VLę NRQVXOWDFMę, SRGF]DV JG\ HNVSHUFL, 
NWyU]\ SUDFRZDOL QDG SURGXNWDPL NRQNXUHQF\MQ\PL, PRJĊ E\ý F]âRQNDPL 
WHM JUXS\� GG\E\ SROLW\Nę GRW\F]ĊFĊ NRQNXUHQF\MQ\FK LQWHUHVyZ QDOHůDâR 
UR]XPLHý, MDN RU]HNâ 6ĊG, Z WHQ VSRVyE, ůH JâyZQ\ EDGDF] GDQHJR 
SURGXNWX PRůH XF]HVWQLF]\ý Z JUXSLH HNVSHUWyZ RFHQLDMĊFHM ]GROQRœý 
SURGXNWX NRQNXUHQF\MQHJR GR X]\VNDQLD GRSXV]F]HQLD SURGXNWX GR 
REURWX, QDOHůDâRE\ VWĊG Z\ZLHœý ZQLRVHN, Lů SROLW\ND WD MHVW VSU]HF]QD 
] Z\PRJLHP RELHNW\ZQHM EH]VWURQQRœFL Z\QLNDMĊF\P ] DUW� �1 .33 8E� 
3RQDGWR, HNVSHUW A œZLDGF]\â XVâXJL GRUDGF]H Z RGQLHVLHQLX GR NLONX 
SURGXNWyZ OHF]QLF]\FK, VWĊG, ]GDQLHP D 	 A 3KDUPD, QLH PyJâ E\ý 
F]âRQNLHP JUXS\ HNVSHUWyZ, ] NWyU\PL NRQVXOWXMH VLę C+03� 

.E RUD] AJHQFMD RGSLHUDâ\ ]DU]XW\ D 	 A 3KDUPD SU]H] VWZLHUG]HQLH, 
ůH Z VSRVyE EDUG]R V]F]HJyâRZ\ ]RVWDâR SU]HSURZDG]DQH Z\ZDůHQLH 
PLęG]\ SRWU]HEĊ EH]VWURQQRœFL D SRWU]HEĊ Z\VRNLHJR SR]LRPX ZLHG]\ 
VSHFMDOLVW\F]QHM� OUJDQ\ WH SRGQRVLâ\, ůH 6ĊG VâXV]QLH VWZLHUG]Lâ Z VZRLP 

12  .DUWD 3UDZ 3RGVWDZRZ\FK 8QLL EXURSHMVNLHM (D]�8U]� 8E C 202 ] ����201� U�, V� �8�)�
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Z\URNX (Z SNW� 1�0 L 1�1), ůH ZQLRVNL JUXS\ HNVSHUWyZ DG KRF ]RVWDâ\ 
SU]\MęWH NROHJLDOQLH SU]H] ZV]\VWNLFK MHM F]âRQNyZ, D ]DVDGD NROHJLDOQR-

œFL VWDQRZL JZDUDQFMę RELHNW\ZQHM EH]VWURQQRœFL RSUDFRZDQ\FK RSLQLL� 
ZDXZDůDâ\ MHGQDN, ůH Z Z\URNX ] 201� U� Z VSUDZLH August Wolff  i Reme-
dia przeciwko Komisja 13, 76 Z\ZLyGâ, ůH MHůHOL HNVSHUW RGJU\ZD GRPLQXMĊFĊ 
UROę Z JUXSLH HNVSHUWyZ, ZĊWSOLZRœFL FR GR MHJR EH]VWURQQRœFL QLH PRůQD 
UR]ZLDý MHG\QLH QD SRGVWDZLH ]DVDG\ NROHJLDOQRœFL� AUJXPHQWRZDâ\ PLPR 
WR, ůH Z VSUDZLH EęGĊFHM SU]HGPLRWHP RGZRâDQLD, HNVSHUFL A L % QLH RG-

JU\ZDOL GRPLQXMĊFHM UROL Z JUXSLH HNVSHUWyZ DG KRF� W ]ZLĊ]NX ] W\P 
6ĊG, ]GDQLHP .E L AJHQFML, VâXV]QLH GRV]HGâ GR ZQLRVNX, ůH ůDGHQ ] NRQ-

NXUHQF\MQ\FK LQWHUHVyZ HNVSHUWD A DQL HNVSHUWD % QLH PyJâ SURZDG]Lý GR 
NRQÁLNWX LQWHUHVyZ� W RGQLHVLHQLX GR HNVSHUWD % GRGDZDâ\, ůH Z F]DVLH 
SRVLHG]HQLD JUXS\ HNVSHUWyZ DG KRF Z SU]HGPLRFLH GRSXV]F]HQLD GR RE-

URWX +RSYHXVX, SURGXNW AD 0� QLH E\â MHV]F]H SU]HGPLRWHP ZQLRVNX 
R WDNLH GRSXV]F]HQLH, Z ]ZLĊ]NX ] F]\P 6ĊG QLH SRSHâQLâ EâęGX, JG\ 
RU]HNâ, ůH AD 0� L +RSYHXV QLH VĊ SURGXNWDPL NRQNXUHQF\MQ\PL, JG\ů 
SDFMHQFL, GR NWyU\FK E\â VNLHURZDQ\ AD 0�, ]DPLHU]DOL MHG\QLH RJUDQL-
F]\ý VZRMH VSRů\FLH DONRKROX� 3RQDGWR, HNVSHUW, NWyU\ SU]\F]\QLâ VLę GR 
RSUDFRZDQLD SURGXNWX OHF]QLF]HJR, QLH PD ]DND]X E\FLD F]âRQNLHP JUXS 
HNVSHUWyZ ]ZRâDQ\FK SU]H] C+03 Z FHOX ]EDGDQLD SURGXNWX NRQNX-

UHQF\MQHJR� 6ĊG VâXV]QLH ]DWHP VWZLHUG]Lâ Z SNW 10� ]DVNDUůRQHJR Z\UR-

NX, ůH HNVSHUWRZL % XQLHPRůOLZLRQR E\ F]âRQNRVWZR Z WHM JUXSLH W\ONR 
Z SU]\SDGNX, JG\E\ SURFHGXUD SU]HJOĊGX GRW\F]\âD SURGXNWX, NWyUHJR 
MHVW RQ JâyZQ\P EDGDF]HP� .E L AJHQFMD WZLHUG]Lâ\ WDNůH, Lů NRQNXUHQ-

F\MQH LQWHUHV\ HNVSHUWD A, WDNLH MDN MHJR G]LDâDOQRœý Z FKDUDNWHU]H NRQ-

VXOWDQWD QD U]HF] SU]HGVLęELRUVWZ IDUPDFHXW\F]Q\FK LXQGEHFN i -DQVVHQ, 
QLH SURZDG]Lâ\ GR NRQÁLNWX LQWHUHVyZ, JG\ů GRW\F]\âD LQG\ZLGXDOQ\FK 
SURGXNWyZ� RROD WHJR HNVSHUWD SROHJDâD ]DWHP QLH QD œZLDGF]HQLX 
RJyOQ\FK XVâXJ GRUDGF]\FK OXE REHMPXMĊF\FK NLOND SURGXNWyZ OHF]-

QLF]\FK, OHF] Z ]DNUHVLH LQG\ZLGXDOQHJR SURGXNWX OHF]QLF]HJR QLH]ZLĊ-

]DQHJR ] +RSYHXVHP� W\QLND ] WHJR, ůH HNVSHUW A PyJâ E\ý F]âRQNLHP 

13  W\URN 76 ] GQLD 2� PDUFD 201� U�, August Wolff  i Remedia przeciwko Komisja, VSUDZD C�80/1� 3, 
ECL,�E8�C�201��25�, SNW ��, �8�
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NDůGHM JUXS\ HNVSHUWyZ ]ZRâDQHM SU]H] C+03, ] Z\MĊWNLHP W\FK JUXS, 
NWyUH EDGDMĊ SURGXNW\ OHF]QLF]H, NWyU\FK GRW\F]\ MHJR G]LDâDOQRœý Z ]D-

NUHVLH XVâXJ GRUDGF]\FK�
3U]\VWęSXMĊF RG RFHQ\ ]DU]XWyZ L DUJXPHQWyZ VWURQ SRVWęSRZDQLD, 76 

UR]SRF]Ċâ VZyM Z\ZyG RG SU]\SRPQLHQLD SRGVWDZ\ SUDZQHM, MDNĊ MHVW DUW� 
�1 .33 8E (]DW\WXâRZDQ\� prawo do dobrej administracji)� 3U]HSLV WHQ Z XVW� 1 
IRUPXMH SUDZR SRGPLRWRZH NDůGHM MHGQRVWNL GR EH]VWURQQHJR L VSUDZLH-

GOLZHJR UR]SDWU]HQLD VZRMHM VSUDZ\ Z UR]VĊGQ\P WHUPLQLH SU]H] LQVW\-

WXFMH, RUJDQ\ L MHGQRVWNL RUJDQL]DF\MQH 8E� WSUDZG]LH Z SU]HSLVLH W\P 
QLH VWZLHUG]RQR ZSURVW, ůH VWDQGDUG WHQ GRW\F]\ SRVWęSRZDQLD DGPLQL-
VWUDF\MQHJR, DOH œZLDGF]\ R W\P Xů\W\ W\WXâ DUW\NXâX 14� 3RSU]H] Wę QRUPę 
QDOHů\ RFHQLDý ]DU]XW SRGQLHVLRQ\ Z RGZRâDQLX, ]JRGQLH ] NWyU\P 6ĊG 
PLDâ QDUXV]\ý SUDZR SRSU]H] Z\PyJ Z\ND]DQLD VWURQQLF]RœFL OXE RVREL-
VW\FK XSU]HG]Hľ HNVSHUWyZ A L %� 768E SU]\SRPLQDâ (SNW �� Z\URNX), 
ůH Z\PyJ EH]VWURQQRœFL REHMPXMH GZD HOHPHQW\ VNâDGRZH� VXELHNW\ZQ\ 
L RELHNW\ZQ\, SU]\ F]\P ]JRGQLH ] W\P RVWDWQLP HOHPHQWHP VNâDGRZ\P, 
QD NWyU\ SRZRâXMH VLę ZQRV]ĊFD RGZRâDQLH, NDůGD LQVW\WXFMD, RUJDQ L MHG-

QRVWND RUJDQL]DF\MQD 8QLL PXVL ]DSHZQLý Z\VWDUF]DMĊFH JZDUDQFMH, DE\ 
Z\NOXF]\ý ZV]HONLH X]DVDGQLRQH ZĊWSOLZRœFL FR GR HZHQWXDOQ\FK XSU]H-

G]Hľ� 768E VâXV]QLH, ]JRGQLH ] ]DU]XWHP VNDUůĊFHM D 	 A 3KDUPD Z\-

V]HGâ RG HOHPHQWX RELHNW\ZQHJR EH]VWURQQRœFL� .RUHOXMH WR ] RU]HF]QLF-

WZHP GUXJLHJR PLęG]\QDURGRZHJR VĊGX HXURSHMVNLHJR ² EXURSHMVNLHJR 
7U\EXQDâX 3UDZ C]âRZLHND (GDOHM� E73C), NWyU\ SRGNUHœOD, ůH GHF\GXMĊ-

F\P F]\QQLNLHP RFHQ\ EUDNX EH]VWURQQRœFL GDQHJR FLDâD NROHNW\ZQHJR 
MHVW IDNW, F]\ REDZD R EUDN EH]VWURQQRœFL PRůH E\ý X]QDQD ]D ÅRELHNW\Z-

QLH X]DVDGQLRQĊµ (VSUDZD Wettstein przeciwko Switzerland, pkt 44 
15)� WWyU-

QH ]QDF]HQLH PD QDWRPLDVW IDNW RVRELVWHJR ]DFKRZDQLD NWyUHJRNROZLHN 
] F]âRQNyZ WHJR JUHPLXP� -DN MHGQDN ]EDGDý, F]\ GRV]âR GR QDUXV]H-

QLD Z\PRJX EH]VWURQQRœFL" WDUWR ]DXZDů\ý, ůH ]DUyZQR ZVSRPQLDQ\ 

14  -� %DUFLN, Prawo do dobrej administracji z art. 41 Karty Praw Podstawowych Unii Europejskiej w orzecznic-
twie Wojewódzkiego Sądu Administracyjnego w Gliwicach >Z�@ G� áDV]F]\FD (UHG�)� 6WRVRZDQLH SUDZD DGPLQL-
VWUDF\MQHJR� Księga jubileuszowa prof. Andrzeja Matana, WROWHUV .OXZHU 202�, V� 58�
15  W\URN E73C ] 21 PDUFD 2001, ���58/��, Wettstein przeciwko Switzerland, SNW ��, ECL,�CE�E-

C+R�2000�1221-8D00���58���



PRZEGLĄD PRAWA MEDYCZNEGO, NR 1/2025 (18)PRZEGLĄD PRAWA MEDYCZNEGO, NR 1/2025 (18)

OCENA %EZ67RONNOŒC, E.63ER7ÐW E8RO3E-6.,E- AGENC-, LE.ÐW W ORZECZN,C7W,E���          61

E73C, MDN L 76 Z\SUDFRZDâ\ Z VZRLP RU]HF]QLFWZLH PHFKDQL]P\ RFHQ\ 
EH]VWURQQRœFL VWRVRZDQH Z VWRVXQNX GR VęG]LyZ� E73C XVWDOLâ GZD WHVW\ 
VâXůĊFH RFHQLH, F]\ VĊG MHVW EH]VWURQQ\� SLHUZV]\, WHVW VXELHNW\ZQ\ SROH-

JD QD GĊůHQLX GR RNUHœOHQLD RVRELVW\FK SU]HNRQDľ NRQNUHWQHJR VęG]LHJR 
Z NRQNUHWQHM VSUDZLH� DXůH ]QDF]HQLH PRůH WX PLHý QLHSURSRUFMRQDO-
QD UHDNFMD VęG]LHJR QD ]âRůRQ\ ZQLRVHN R MHJR Z\âĊF]HQLH� 0RůH RQD 
œZLDGF]\ý R EUDNX EH]VWURQQRœFL� %H]VWURQQRœý VęG]LHJR QDOHů\ SU]\ W\P 
GRPQLHP\ZDý, GR F]DVX SU]HGVWDZLHQLD GRZRGX SU]HFLZQHJR 16� GUXJL, 
WHVW RELHNW\ZQ\, SROHJDMĊF\ QD XVWDOHQLX, F]\ VęG]LD SU]HGVWDZLâ Z\VWDU-
F]DMĊFH JZDUDQFMH Z\NOXF]DMĊFH MDNLHNROZLHN X]DVDGQLRQH ZĊWSOLZRœFL FR 
GR MHJR EH]VWURQQRœFL 17� CLęůDU RFHQ\ F]\ DUJXPHQW\ VęG]LHJR VĊ RELHN-

W\ZQLH X]DVDGQLRQH, VSRF]\ZD QD VĊG]LH� ,VWRWQH ]QDF]HQLH GOD ]DLVWQLHQLD 
X]DVDGQLRQ\FK SRGVWDZ (legitimate reasons) GR REDZ R EUDN EH]VWURQQRœFL 
VęG]LHJR PD RSLQLD RVNDUůRQHJR� NLH MHVW RQD MHGQDN GHF\GXMĊFD (the stand-
point of  the accused is important but not decisive)� DHF\GXMĊFH MHVW ERZLHP XVWD-

OHQLH, F]\ REDZ\ WH VĊ RELHNW\ZQLH X]DVDGQLRQH (objectively justified) 18
. 

76 Z VZRLFK Z\URNDFK XVWDQRZLâ WDNůH WHVW EH]VWURQQRœFL VWRVRZDQ\ 
SU]\ RFHQLH RUJDQyZ VĊGRZ\FK� 6ĊG SRZLQLHQ E\ý RELHNW\ZQLH EH]VWURQ-

Q\, WR ]QDF]\, ůH SRZLQLHQ ]DSHZQLý GRVWDWHF]QH JZDUDQFMH, E\ Z\NOXF]\ý 
Z W\P Z]JOęG]LH ZV]HONLH X]DVDGQLRQH ZĊWSOLZRœFL 19

.

-DN MHGQDN RFHQLý Z\PyJ EH]VWURQQRœFL Z SU]\SDGNX HNVSHUWyZ AJHQ-

FML" NDOHů\ ]DXZDů\ý, ůH .RPLWHW GV� 3URGXNWyZ LHF]QLF]\FK 6WRVRZD-

Q\FK X LXG]L, NWyU\ ]JRGQLH ] DUW� 5 XVW� 2 UR]SRU]ĊG]HQLD �2�/200� MHVW 
RGSRZLHG]LDOQ\ ]D RSUDFRZDQLH RSLQLL AJHQFML Z NDůGHM VSUDZLH GRW\-

F]ĊFHM GRSXV]F]DOQRœFL DNW ]âRůRQ\FK ]JRGQLH ]H VFHQWUDOL]RZDQĊ SUR-

FHGXUĊ, SU]\]QDQLHP, ]PLDQĊ, ]DZLHV]HQLHP OXE FRIQLęFLHP SR]ZROHQLD 
QD GRSXV]F]HQLH GR REURWX SURGXNWX OHF]QLF]HJR SU]H]QDF]RQHJR GR 

16  -Z�, SNW ���
17

  W\URN E73C ] 20 PDMD 1��8 U�, �8/1���/822/1025�1028, Gautrin and others przeciwko France, pkt 

58, ECL,�CE�EC+R�1��8�0520-8D002125����
18  W\URN E73C ] 22 NZLHWQLD 1��� U�, 15�51/8�, Saraiva de Carvalho przeciwko Portugal, pkt 35,  

ECL,�CE�EC+R�1����0�22-8D0015�518�� 
19  W\URN 76 ] 1 OLSFD 2008 U�, Chronopost SA i La Poste przeciwko Union française de l’express (UFEX) 
i innym, sprawa C���1/0� 3, ECL,�E8�C�2008:375, pkt 54.
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VWRVRZDQLD SU]H] F]âRZLHND, SRVLDGD EDUG]R GXůĊ VZRERGę Z SRZRâ\-

ZDQLX HNVSHUWyZ ZFKRG]ĊF\FK Z VNâDG JUXS URERF]\FK L QDXNRZ\FK 
JUXS GRUDGF]\FK� ZJRGQLH ] DUW� �1 XVW� 8 UR]SRU]ĊG]HQLD �2�/200� F]\-

QL WR QD SRGVWDZLH VZRLFK ZâDVQ\FK ]DVDG G]LDâDQLD, ]Dœ QD SRGVWDZLH 
DUW� 5� XVW� 2 ZVSRPQLDQHJR UR]SRU]ĊG]HQLD PRůH SU]HND]\ZDý QLHNWy-

UH ]DGDQLD ]ZLĊ]DQH ]H VSRU]ĊG]HQLHP RSLQLL QDXNRZ\FK GRW\F]ĊF\FK 
GRSXV]F]HQLD SURGXNWX OHF]QLF]HJR GR REURWX� 7\P EDUG]LHM LVWRWQ\P 
VWDMH VLę ZâDœFLZ\ GREyU HNVSHUWyZ L JZDUDQWRZDQLH SU]H] QLFK Z\PR-

JX EH]VWURQQRœFL� -DN VâXV]QLH ]DXZDů\âD Z VZRMHM RSLQLL SRSU]HG]DMĊFHM 
Z\URN 76, U]HF]QLN JHQHUDOQD 76 L� 0HGLQD UR]VWU]\JDQD VSUDZD GDZDâD 
76 VSRVREQRœý GRSUHF\]RZDQLD ]DNUHVX X]QDQLD SU]\VâXJXMĊFHJR .R-

PLWHWRZL GV� 3URGXNWyZ LHF]QLF]\FK 6WRVRZDQ\FK X LXG]L (]ZDQHPX 
GDOHM ÅC+03µ) AJHQFML Z RGQLHVLHQLX GR ]ZRâ\ZDQLD QDXNRZ\FK JUXS 
GRUDGF]\FK DOER DOWHUQDW\ZQLH JUXS HNVSHUWyZ DG KRF Z WRNX SURFHGXU\ 
SU]HJOĊGX ZQLRVNX R SR]ZROHQLH QD GRSXV]F]HQLH GR REURWX� 6SUDZD WD 
SR]ZDODâD UyZQLHů 7U\EXQDâRZL Z\SRZLHG]LHý VLę QD WHPDW Z\PRJyZ 
RELHNW\ZQHM EH]VWURQQRœFL PDMĊF\FK ]DVWRVRZDQLH GR F]âRQNyZ JUXS 
ELRUĊF\FK XG]LDâ Z SRQRZQ\P UR]SDWU\ZDQLX ZQLRVNyZ R SR]ZROHQLH 
QD GRSXV]F]HQLH GR REURWX, Z V]F]HJyOQRœFL, JG\ SURZDG]Ċ RQL G]LDâDO-
QRœý GRUDGF]Ċ QD U]HF] LQQ\FK SU]HGVLęELRUVWZ IDUPDFHXW\F]Q\FK 20

.

GZDUDQFMH PDMĊFH QD FHOX ]DSHZQLHQLH Z\PRJX EH]VWURQQRœFL HNV-

SHUWyZ AJHQFML ]DZDUWH VĊ ]DUyZQR Z UR]SRU]ĊG]HQLX �2�/200�, MDN 
L Z GRNXPHQWDFK Z\GDZDQ\FK SU]H] VDPĊ AJHQFMę L C+03� DR W\FK 
RVWDWQLFK QDOHů\ ]DOLF]\ý� SU]\MęW\ Z 201� U� .RGHNV 3RVWęSRZDQLD EXUR-

SHMVNLHM AJHQFML LHNyZ (GDOHM� NRGHNV SRVWęSRZDQLD) 21, 3ROLW\Nę EXURSHM-
VNLHM AJHQFML LHNyZ GRW\F]ĊFĊ SRVWęSRZDQLD Z VSUDZLH NRQNXUHQF\MQ\FK 
LQWHUHVyZ F]âRQNyZ NRPLWHWyZ QDXNRZ\FK L HNVSHUWyZ (GDOHM� 3ROLW\ND 
AJHQFML) 22, ZDVDG\ 3URFHGXUDOQH .RPLWHWX GV� 3URGXNWyZ LHF]QLF]\FK 

20  OSLQLD U]HF]QLN JHQHUDOQHM LDLOD 0HGLQD ] � ZU]HœQLD 202� U�, VSUDZD C2�1/22 3, ECL,�E8�C�202���51, 
pkt 4 opinii.

21
  The European Medicines Agency Code of  Conduct, 1� -XQH 201� E0A/�858��/2012 UHY�1, KWWSV�//ZZZ�HPD�

HXURSD�HX/HQ/GRFXPHQWV/RWKHU/HXURSHDQ�PHGLFLQHV�DJHQF\�FRGH�FRQGXFWBHQ�SGI  >GRVWęS� 2��10�202�@�
22

  European Medicines Agency policy on the handling of  competing interests of  scientific committees’ members 
and experts, 15 DHFHPEHU 2022 E0A/1��8�5/2022 FRUU, KWWSV�//ZZZ�HPD�HXURSD�HX/HQ/GRFX-
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6WRVRZDQ\FK X LXG]L (GDOHM� ZDVDG\ 3URFHGXUDOQH C+03) 23, W\W\F]QH 
GRW\F]ĊFH SURFHGXU\ SU]HJOĊGX RSLQLL .RPLWHWX GV� 3URGXNWyZ LHF]QL-
F]\FK 6WRVRZDQ\FK X LXG]L (GDOHM� W\W\F]QH) 24� O LOH SU]HSLV\ UR]SRU]Ċ-

G]HQLD �2�/200� VWDQRZLĊ SU]HSLV\ SRZV]HFKQLH RERZLĊ]XMĊFHJR SUDZD 
SRFKRGQHJR 8E, R W\OH SR]RVWDâH ] Z\PLHQLRQ\FK GRNXPHQWyZ PDMĊ 
FKDUDNWHU ZHZQęWU]Q\, Z\GDZDQ\ SU]H] AJHQFMę ] UDFML SU]\VâXJXMĊFHM 
MHM DXWRQRPLL LQVW\WXFMRQDOQHM� .OXF]RZH SR]RVWDMĊ GZD SU]HSLV\ UR]SR-

U]ĊG]HQLD �2�/200�� DUW� �� XVW� 2 RUD] DUW� �2 XVW� 2 L �� ZJRGQLH ] DUW� �� 
XVW� 2 P�LQ� HNVSHUFL AJHQFML QLH PRJĊ RWU]\P\ZDý ÅÀQDQVRZ\FK OXE LQ-

Q\FK NRU]\œFL ] SU]HP\VâX IDUPDFHXW\F]QHJR, NWyUH PRJâ\E\ QDUXV]\ý 
LFK EH]VWURQQRœýµ� D]LDâDMĊ ÅQD U]HF] LQWHUHVX SXEOLF]QHJR L Z VSRVyE 
QLH]DOHůQ\µ RUD] ÅSU]HGVWDZLDMĊ URF]QĊ GHNODUDFMę VZRLFK LQWHUHVyZ À-

QDQVRZ\FK� WV]HONLH QLHEH]SRœUHGQLH NRU]\œFL, NWyUH PRJâ\E\ E\ý ]ZLĊ-

]DQH ] W\P SU]HP\VâHP, VĊ ZSURZDG]DQH GR UHMHVWUX VSRU]ĊG]DQHJR 
SU]H] AJHQFMę, GRVWęSQHJR GOD RSLQLL SXEOLF]QHM Z ELXUDFK AJHQFMLµ� 
ND NDůG\P SRVLHG]HQLX AJHQFML OXE MHM JUXS\ URERF]HM P�LQ� HNVSHUFL 
(DOH WDNůH P�LQ� F]âRQNRZLH ]DU]ĊGX AJHQFML L F]âRQNRZLH NRPLWHWyZ 
AJHQFML) VNâDGDMĊ GHNODUDFMę ÅR V]F]HJyOQ\FK LQWHUHVDFK, NWyUH PRJĊ 
E\ý WUDNWRZDQH MDNR V]NRGOLZH GOD LFK QLH]DOHůQRœFL RGQRV]ĊFH VLę GR 
SXQNWyZ SRU]ĊGNX G]LHQQHJRµ QD GDQ\P SRVLHG]HQLX� 7DNLH GHNODUDFMH 
VĊ SRGDZDQH GR SXEOLF]QHM ZLDGRPRœFL� ZDVDG\ WH VĊ ZSURZDG]DQH 
Z ů\FLH L SUHF\]RZDQH SU]H] NRGHNV SRVWęSRZDQLD, Å]H V]F]HJyOQ\P 
RGQLHVLHQLHP GR SU]\MPRZDQLD SUH]HQWyZµ� AUW� �2 XVW� 2 UR]SRU]ĊG]H-

QLD �2�/200� NUHXMH Z\ND] DNUHG\WRZDQ\FK HNVSHUWyZ AJHQFML� 7ZRU]\ 
JR, XDNWXDOQLD L SU]HFKRZXMH VDPD AJHQFMD L ]DZLHUD RQ GDQH HNVSHUWyZ�  
3DľVWZD F]âRQNRZVNLH 8E SU]HND]XMĊ AJHQFML LPLRQD L QD]ZLVND NUDMR-

Z\FK HNVSHUWyZ ] XGRNXPHQWRZDQ\P GRœZLDGF]HQLHP Z RFHQLH SUR-

PHQWV/RWKHU/SROLF\����HXURSHDQ�PHGLFLQHV�DJHQF\�SROLF\�KDQGOLQJ�FRPSHWLQJ�LQWHUHVWV�VFLHQWLÀF�
FRPPLWWHHV�PHPEHUV�DQG�H[SHUWVBHQ�SGI  >GRVWęS� 2��10�202� U�@�
23

  Comittee for Medicinal Products for Human Use – Rules of  Procedure, E0EA/�5110/200� ² RHYLVHG � 
)HEUXDU\ 202� E0A/2�0��0/202�, KWWSV�//ZZZ�HPD�HXURSD�HX/HQ/GRFXPHQWV/RWKHU/FKPS�UXOHV-
�SURFHGXUHBHQ�SGI  >GRVWęS� 2��10�202� U�@�
24

  Procedural advice on the Re-examination of  CHMP Opinions, LRQGRQ, 12WK )HEUXDU\ 200� E0EA/
C+03/50��5/2005 RHY�1, KWWSV�//ZZZ�HPD�HXURSD�HX/HQ/GRFXPHQWV/UHJXODWRU\�SURFHGXUDO�JX-

LGHOLQH/SURFHGXUDO�DGYLFH�UH�H[DPLQDWLRQ�FKPS�RSLQLRQVBHQ�SGI  >GRVWęS� 2��10�202� U�@�
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GXNWyZ OHF]QLF]\FK VWRVRZDQ\FK X OXG]L L ZHWHU\QDU\MQ\FK SURGXNWyZ 
OHF]QLF]\FK, NWyU]\ PRJOLE\ ]DVLDGDý Z JUXSDFK URERF]\FK OXE QDXNR-

Z\FK JUXSDFK GRUDGF]\FK SU]\ NRPLWHWDFK AJHQFML RUD] LQIRUPDFMH QD 
WHPDW LFK NZDOLÀNDFML, RUD] REV]DUX VSHFMDOL]DFML 25

. Na podstawie art. 62 

XVW� � UR]SRU]ĊG]HQLD �2�/200� œZLDGF]HQLH XVâXJ SU]H] HNVSHUWyZ MHVW 
XUHJXORZDQH SLVHPQĊ XPRZĊ PLęG]\ AJHQFMĊ L GDQĊ RVREĊ OXE, MHœOL ZâD-

œFLZH, PLęG]\ AJHQFMĊ L SUDFRGDZFĊ GDQHM RVRE\� DDQD RVRED OXE MHM SUD-

FRGDZFD VĊ Z\QDJUDG]DQL ]JRGQLH ] XVWDORQĊ VNDOĊ ]DURENyZ ]DâĊF]RQĊ 
GR XVWDOHľ ÀQDQVRZ\FK SU]\MęW\FK SU]H] ZDU]ĊG AJHQFML�

Z ]DF\WRZDQ\FK SU]HSLVyZ Z\QLND, ůH SRGVWDZRZĊ JZDUDQFMĊ PDMĊFĊ 
]DSHZQLý EH]VWURQQRœý HNVSHUWyZ MHVW VNâDGDQLH SU]H] QLFK LQG\ZLGXDO-
Q\FK GHNODUDFML LQWHUHVyZ� 3UDNW\ND ]ZLĊ]DQD ] Z\PDJDQLHP VNâDGDQLD WD-

NLFK GHNODUDFML SRMDZLâD VLę MXů Z SRF]ĊWNDFK LVWQLHQLD AJHQFML, Z 1��5 U� 26
 

ZDU]XFDQR MHM MHGQDN QLHVNXWHF]QRœý, ZVND]XMĊF QD ZSâ\Z NRPHUF\MQHJR 
VHNWRUD IDUPDFHXW\F]QHJR QD G]LDâDOQRœý HNVSHUWyZ AJHQFML 27� WVND]\-

ZDQR QD EUDNL Z PHFKDQL]PLH PRQLWRURZDQLD VNâDGDQ\FK GHNODUDFML LQ-

WHUHVyZ RUD] LFK RJyOQĊ VâDERœý, Z\QLNDMĊFĊ P�LQ� ] IDNWX, ůH HNVSHUFL 
AJHQFML PLHOL GHNODURZDý VZRMH LQWHUHV\ Z SU]HP\œOH ÀQDQVRZ\P W\ONR 
ZWHG\, JG\ LFK ZDUWRœý SU]HNUDF]DâD 50 000 HXUR 28

. W kwietniu 2008 r. 

PQLHM QLů SRâRZD ] � 528 HNVSHUWyZ ]DUHMHVWURZDQ\FK Z UHMHVWU]H AJHQ-

FML PLDâR DNWXDOQH GHNODUDFMH LQWHUHVyZ, ]Dœ ZLęFHM QLů 1 QD � ]DUHMHVWUR-

ZDQ\FK HNVSHUWyZ ]RVWDâR VNODV\ÀNRZDQ\FK MDNR SRVLDGDMĊF\FK ÅZ\VRNL 
SR]LRP U\]\NDµ NRQÁLNWX LQWHUHVyZ, V]F]HJyOQLH Z RGQLHVLHQLX GR GHF\]ML 

25  W GQLX 2��10�202� U� Z UHMHVWU]H ZLGQLDâ\ GDQH �5�0 HNVSHUWyZ AJHQFML, ] NWyU\FK 122 ]JâR-

VLâD 3ROVND� DDQH REHMPXMĊ ů\FLRU\V\ HNVSHUWyZ� ZRE�� List of  European Experts� KWWSV�//ZZZ�HPD�
HXURSD�HX/HQ/DERXW�XV/KRZ�ZH�ZRUN/HXURSHDQ�PHGLFLQHV�UHJXODWRU\�QHWZRUN/HXURSHDQ�H[SHUWV 
>GRVWęS� 2��10�202�@�
26  ZRE�� KWWSV�//ZZZ�HPD�HXURSD�HX/HQ/QHZV/KDQGOLQJ�FRPSHWLQJ�LQWHUHVWV�UHYLVHG�UXOHV�FRPPLWWHH�
PHPEHUV�H[SHUWV >GRVWęS� 2��10�202�@�
27  -� LH[FKLQ, O� O·DRQRYDQ, Prohibiting or ‘managing’ conflict of  interest? A review of  policies and procedures 
in three European drug regulation agencies >Z�@ Social Science & Medicine, YRO� �0, QU 5, 2010, V� �������� ]RE� 
WDNůH� -� AEUDKDP, Science, Politics And The Pharmaceutical Industry. Controversy And Bias In Drug Regulation, 

RRXWOHGJH 1��5� .� )LHUOEHFN, -� GUDKDP, 0� +HUGHU, Transparency power and influence in the pharmaceutical 
industry: policy gai nor confidence game, 8QLYHUVLW\ RI  7RURQWR 3UHVV 2021� 
28  -� LH[FKLQ, O� O·DRQRYDQ, Prohibiting«, V� ��������



PRZEGLĄD PRAWA MEDYCZNEGO, NR 1/2025 (18)PRZEGLĄD PRAWA MEDYCZNEGO, NR 1/2025 (18)

OCENA %EZ67RONNOŒC, E.63ER7ÐW E8RO3E-6.,E- AGENC-, LE.ÐW W ORZECZN,C7W,E���          65

GRW\F]ĊF\FK NRQNUHWQ\FK SURGXNWyZ 29� 0LPR WR, Z �5� SU]\SDGNyZ SR-

]RVWDOL RQL HNVSHUWDPL AJHQFML 30� OUJDQL]DFMD QRQ�SURÀW CRUSRUDWH EXUR-

SH OEVHUYDWRU\ SU]HSURZDG]LâD EDGDQLD QDG SROLW\NĊ XQLNDQLD NRQÁLNWX 
LQWHUHVyZ VWRVRZDQĊ SU]H] AJHQFMę L Z NZLHWQLX 2010 U� RJâRVLâD, ůH QLH 
]DSRELHJâD RQD SRZVWDQLX ZLHOX WDNLFK NRQÁLNWyZ 31� W OLWHUDWXU]H SRGD-

ZDQR SU]\NâDG ]ZLĊ]DQ\ ] EDGDQLDPL AJHQFML QDG QHJDW\ZQ\PL VNXWNDPL 
XERF]Q\PL V]F]HSLRQNL QD +39 (ZLUXV EURGDZF]DND OXG]NLHJR� +XPDQ 
3DSLOORPD 9LUXV)� AJHQFMD EDGDâD WR ]DJDGQLHQLH Z 2015 U� L VWZLHUG]LâD, 
ůH QLH PD SRZLĊ]Dľ PLęG]\ V]F]HSLRQNĊ QD +39 D QHJDW\ZQ\PL VNXW-
NDPL, WDNLPL MDN ]HVSyâ SRVWXUDOQHM WDFK\NDUGLL RUWRVWDW\F]QHM (3O76) 
L ]HVSyâ ZLHORREMDZRZHJR EyOX PLHMVFRZHJR (CR36)� -HGQRF]HœQLH ]âR-

ůRQD GR AJHQFML GHNODUDFMD LQWHUHVyZ AQGUHZ 3ROODUG·D, V]HID VWRVRZQHM 
QDXNRZHM JUXS\ GRUDGF]HM AJHQFML XMDZQLDâD, ůH PLDâ RQ OLF]QH SRZLĊ]D-

QLD ] NRUSRUDFMDPL SURGXNXMĊF\PL V]F]HSLRQNL, Z W\P E\â RQ JâyZQ\P 
EDGDF]HP (principal investigator) Z ]DNUHVLH EDGDľ QDG V]F]HSLRQNDPL RUD] 
ZVSyâSUDFRZDâ ] GOD[R6PLWK.OLQH, NWyU\ E\â SURGXFHQWHP V]F]HSLRQHN 
QD +39 32� RyZQRF]HœQLH ] XG]LDâX Z EDGDQLDFK PLDQR Z\NOXF]\ý HNVSHU-
WyZ, NWyU]\ QLH GHNODURZDOL ůDGQ\FK SRZLĊ]DQ\FK LQWHUHVyZ 33

. Ta ostatnia 

RNROLF]QRœý VWDâD VLę P�LQ� SRZRGHP ]âRůHQLD SU]H] NRUGLF CRFKUDQH 
CHQWUH VNDUJL GR EXURSHMVNLHJR R]HF]QLND 3UDZ OE\ZDWHOVNLFK (GDOHM� 
ER3O) QD ]âĊ DGPLQLVWUDFMę (maladministration) Z G]LDâDOQRœFL AJHQFML 34

. 

NDOHů\ GRGDý, ůH Z UDPDFK AJHQFML, VWRVRZQD SURFHGXUD E\âD SU]HSUR-

ZDG]DQD SU]H] .RPLWHW GV� OFHQ\ R\]\ND Z UDPDFK NDG]RUX QDG %H]-

SLHF]HľVWZHP )DUPDNRWHUDSLL, NWyU\ MHVW NRPLWHWHP AJHQFML RGSRZLH-

29  -Z� V� �������� 
30  -Z� V� ��������
31  CRUSRUDWH EXURSH OEVHUYDWRU\� Patient Groups Need a Strong Dose of  Transparency - how a lax conflict of  
interest policy allows patient groups to hide pharma-industry funding, SRZRâDQH ]D� +HDOWK AFWLRQ ,QWHUQDWLRQDO, 
KWWSV�//KDLZHE�RUJ/SDWLHQW�JURXSV�QHHG�GRVH�RI�WUDQVSDUHQF\/ >GRVWęS� 2��10�202�@�
32  3�C G¡W]VFKH, .�- -¡UJHQVHQ, EMA’s mishandling of  an investigation into suspected serious neurological 
harms of  HPV vaccines >Z�@ BMJ Evidence Based Medicine, YRO� 2�, QU 1, 2021, V� ��10� 
33  -Z�, V� ��10�
34

  Complaint to the European ombudsman over maladministration at the European Medicines Agency (EMA) 
in relation to the safety of  the HPV vaccines, 10 OFWREHU 201�, KWWSV�//ZZZ�GHDGO\PHGLFLQHV�GN/ZS�FRQ-

WHQW/XSORDGV/201�/02/8��201��10�10�CRPSODLQW�WR�WKH�E8�RPEXGVPDQ�RYHU�WKH�E0A�SGI  >GR-

VWęS� 2��10�202�@�
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G]LDOQ\P ]D PRQLWRURZDQLH EH]SLHF]HľVWZD OHNyZ QD U\QNX� ER3O SR 
]EDGDQLX VSUDZ\ ]DXZDů\â, ůH QLH MHVW RUJDQHP QDXNRZ\P L QLH QDOHů\ 
GR MHJR NRPSHWHQFML EDGDQLH ]DVDGQRœFL RFHQ QDXNRZ\FK SU]HSURZDG]D-

Q\FK SU]H] Z\VSHFMDOL]RZDQH DJHQFMH QDXNRZH� 6NXSLâ VLę QDWRPLDVW QD 
RFHQLH, F]\ RUJDQ\ QDXNRZH, SRVLDGDMĊ QLH]EęGQH JZDUDQFMH SURFHGXUDO-
QH Z FHOX ]DSHZQLHQLD, DE\ RWU]\PDQH SU]H] QLH RSLQLH QDXNRZH E\â\ 
MDN QDMEDUG]LHM NRPSOHWQH L QLH]DOHůQH RUD] F]\ ]DEH]SLHF]HQLD WH ]RVWDâ\ 
SUDZLGâRZR ]DVWRVRZDQH Z WRNX SURFHGXU\� W QDVWęSVWZLH ]EDGDQLD 
DVSHNWyZ SURFHGXUDOQ\FK ER3O VWZLHUG]Lâ, ůH MHJR GRFKRG]HQLH QLH 
ZVND]DâR ůDGQ\FK NZHVWLL SURFHGXUDOQ\FK, NWyUH PRJâ\E\ QHJDW\ZQLH 
ZSâ\QĊý QD SUDFH L ZQLRVNL AJHQFML� %DGDQLH GRZRGyZ QDXNRZ\FK E\âR 
NRPSOHWQH L QLH]DOHůQH 35� W RGQLHVLHQLX GR ]DU]XFDQHJR EUDNX ]JâRV]H-

QLD Z Z\ND]LH GHNODUDFML LQWHUHVyZ GZyMNL HNVSHUWyZ, NWyU]\ XF]HVWQLF]\OL 
Z SUDFDFK, ER3O SU]\MĊâ DUJXPHQWDFMę AJHQFML, ]JRGQLH ] NWyUĊ GHNOD-

UDFMH WH QLH ]QDMGRZDâ\ VLę Z MHM ED]LH GDQ\FK, SRQLHZDů VWDUH GHNODUDFMH 
HNVSHUWyZ Z\JDVâ\ L ]RVWDâ\ DXWRPDW\F]QLH XVXQLęWH ] ED]\ GDQ\FK, JG\ 
VNDUůĊF\ SUyERZDOL X]\VNDý GR QLFK GRVWęS� R]HF]QLN ]DXZDůD, ůH UHJX-

ODUQH RGQDZLDQLH GHNODUDFML R EUDNX NRQÁLNWX LQWHUHVyZ VWDQRZL GREUĊ 
SUDNW\Nę DGPLQLVWUDF\MQĊ� -HGQRF]HœQLH GRVWDUF]RQH SU]H] AJHQFMę EUD-

NXMĊFH GHNODUDFMH LQWHUHVyZ QLH Z\ND]Dâ\ ůDGQ\FK LQWHUHVyZ, NWyUH PR-

Jâ\E\ ]DJUR]Lý QLH]DOHůQRœFL HNVSHUWyZ, Z ]ZLĊ]NX ] F]\P LFK XG]LDâ 
Z SRVWęSRZDQLX X]QDQR ]D X]DVDGQLRQ\�

3U]\WRF]RQH SRZ\ůHM VWDQ\ IDNW\F]QH SR]ZDODMĊ VWZLHUG]Lý, ůH SHZQ\P 
SUREOHPHP MHVW QLH W\OH EUDN VWRVRZQ\FK UHJXODFML ]DSHZQLDMĊF\FK EH]-

VWURQQRœý HNVSHUWyZ L F]âRQNyZ NRPLWHWyZ RUD] ]DU]ĊGX AJHQFML, ER WH VĊ 
V]HURNR UR]ZLQLęWH L ]DNRU]HQLRQH Z SUDZLH SRFKRGQ\P 8E, MDN SUDNW\ND 
HJ]HNZRZDQLD RGSRZLHGQLFK QRUP� , WR RQD E\âD EDGDQD SU]H] 76 Z VSUD-

ZLH C�2�1/22 3� 7U\EXQDâ PXVLDâ RNUHœOLý, MDNLH ]DFKRZDQLD HNVSHUWyZ 
PLHV]F]Ċ VLę Z JUDQLFDFK EH]VWURQQRœFL RELHNW\ZQHM, D MDNLH Z\NUDF]DMĊ 
SR]D WH JUDQLFH� RR]ZDůDMĊF Wę NZHVWLę, 76 ]DXZDů\â, ůH EH]VWURQQRœý 

35
  Decyzja w sprawie 1475/2016/JAS dotyczącej prowadzenia przez Europejską Agencję Leków procedury wyja-

śniającej w sprawie szczepionek przeciwko wirusowi brodawczaka ludzkiego (HPV), 5 JUXGQLD 201� U�, KWWSV�//
HXURSD�HX/��+N)40 >GRVWęS� 2��10�202�@�
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RELHNW\ZQD C+03, D ]DWHP AJHQFML, MHVW ]DJURůRQD, JG\ NRQÁLNW LQWHUH-

VyZ SR VWURQLH MHGQHJR ] F]âRQNyZ C+03 PRůH Z\QLNQĊý ] QDNâDGDQLD 
VLę IXQNFML, QLH]DOHůQLH RG RVRELVWHJR ]DFKRZDQLD ZVSRPQLDQHJR F]âRQND� 
8FK\ELHQLH WDNLH PRůH VSRZRGRZDý EH]SUDZQRœý GHF\]ML Z\GDQHM SU]H] 
.E QD ]DNRľF]HQLH SRVWęSRZDQLD SU]HG AJHQFMĊ (SNW �� Z\URNX)� DDOHM 
76 NRQNOXGRZDâ, ůH RELHNW\ZQD EH]VWURQQRœý C+03 MHVW UyZQLHů ]DJUR-

ůRQD, JG\ HNVSHUW ]QDMGXMĊF\ VLę Z V\WXDFML NRQÁLNWX LQWHUHVyZ ZFKRG]L 
Z VNâDG JUXS\ HNVSHUWyZ, ] NWyUĊ NRPLWHW WHQ NRQVXOWXMH VLę Z UDPDFK 
SU]HJOĊGX SURZDG]ĊFHJR GR Z\GDQLD RSLQLL SU]H] E0A L GHF\]ML .RPLVML 
Z VSUDZLH ZQLRVNX R GRSXV]F]HQLH (SNW �5 Z\URNX)� OSLQLD RSUDFRZDQD 
SU]H] JUXSę HNVSHUWyZ ]ZRâDQĊ SU]H] C+03 PD SRWHQFMDOQLH UR]VWU]\-

JDMĊF\ ZSâ\Z QD RSLQLę E0A, D SRSU]H] Wę RSLQLę QD GHF\]Mę .E, D ]DWHP 
NDůG\ F]âRQHN WHM JUXS\ PRůH Z GDQ\P Z\SDGNX PLHý ]QDF]ĊF\ ZSâ\Z 
QD G\VNXVMH L REUDG\, NWyUH RGE\ZDMĊ VLę Z VSRVyE SRXIQ\ Z UDPDFK WHM 
JUXS\� W NRQVHNZHQFML XG]LDâ Z JUXSLH HNVSHUWyZ, ] NWyUĊ NRQVXOWRZDâ 
VLę C+03, RVRE\ ]QDMGXMĊFHM VLę Z V\WXDFML NRQÁLNWX LQWHUHVyZ, SRZR-

GXMH SRZVWDQLH V\WXDFML, NWyUD QLH ]DSHZQLD Z\VWDUF]DMĊF\FK JZDUDQFML, 
DE\ Z\NOXF]\ý ZV]HONLH X]DVDGQLRQH ZĊWSOLZRœFL FR GR HZHQWXDOQ\FK 
XSU]HG]Hľ GDQHM RVRE\ (SNW �� Z\URNX)� W\VWĊSLHQLH WDNLHJR NRQÁLNWX 
LQWHUHVyZ SRZRGXMH LVWRWQĊ ZDGOLZRœý SURFHGXU\� ZDUD]HP RNROLF]QRœý, 
ůH SR ]DNRľF]HQLX G\VNXVML L REUDG WD JUXSD HNVSHUWyZ RSUDFRZXMH VZRMĊ 
RSLQLę NROHJLDOQLH, QLH XVXZD WDNLHJR XFK\ELHQLD� .ROHJLDOQRœý QLH PRůH 
ERZLHP ]QHXWUDOL]RZDý DQL ZSâ\ZX, MDNL F]âRQHN ]QDMGXMĊF\ VLę Z V\WX-

DFML NRQÁLNWX LQWHUHVyZ MHVW Z VWDQLH Z\ZLHUDý Z UDPDFK ZVSRPQLDQHM 
JUXS\, DQL ZĊWSOLZRœFL FR GR EH]VWURQQRœFL WHM JUXS\, NWyUH VĊ X]DVDGQLR-

QH RNROLF]QRœFLĊ, ůH yZ F]âRQHN PyJâ EUDý XG]LDâ Z G\VNXVMDFK (SNW �� 
Z\URNX)� NLH NRQZDOLGXMH WDNůH NRQÁLNWX LQWHUHVyZ HNVSHUWD IDNW, ůH QLH 
SHâQL RQ IXQNFML NLHURZQLF]\FK OXE NRRUG\QDF\MQ\FK Z JUXSLH HNVSHU-
WyZ� ZGDQLHP 76, QLH PRůQD ERZLHP SU]\MĊý, ZEUHZ WHPX, FR ZVND]Dâ  
Z VZRLP Z\URNX 6ĊG (SNW 1�1 L 1�2 Z\URNX 6ĊGX), ůH MHG\QLH F]âRQNRZLH 
SHâQLĊF\ WDNĊ IXQNFMę PRJĊ PLHý LVWRWQ\ ZSâ\Z QD SU]HELHJ OXE Z\QLN 
SRVWęSRZDQLD SU]HG AJHQFMĊ (SNW �� Z\URNX)� %DUG]R LVWRWQH VWZLHUG]H-

QLH, RGQRV]ĊFH VLę GR FLęůDUX GRZRGRZHJR SU]\ RFHQLH EH]VWURQQRœFL 
HNVSHUWyZ L Z\NUDF]DMĊFH SR]D G]LDâDOQRœý AJHQFML, ]DZDUâ 76 Z SNW 80 



PRZEGLĄD PRAWA MEDYCZNEGO, NR 1/2025 (18)

68          -ACE. BARC,.

VZRMHJR Z\URNX� 8]QDâ Z QLP, ůH QLH PRůQD Z\PDJDý RG RVyE, NWyU\FK 
VSUDZ\ VĊ UR]SDWU\ZDQH SU]H] LQVW\WXFMę, RUJDQ OXE MHGQRVWNę RUJDQL]D-

F\MQĊ 8QLL, DE\ QD SRSDUFLH VZRMHM DUJXPHQWDFML, ]JRGQLH ] NWyUĊ Z\PyJ 
RELHNW\ZQHM EH]VWURQQRœFL QLH E\â SU]HVWU]HJDQ\ Z WRNX XQLMQHJR SRVWę-

SRZDQLD DGPLQLVWUDF\MQHJR, SU]HGVWDZLâ\ GRZyG NRQNUHWQ\FK SU]HVâDQHN 
VWURQQLF]RœFL, WDNLFK MDN RœZLDGF]HQLD GDQHJR HNVSHUWD Z UDPDFK JUXS\ 
HNVSHUWyZ, GR NWyUHM QDOHů\, OXE ]DMęWH SU]H] QLHJR VWDQRZLVND� OELHN-

W\ZQĊ EH]VWURQQRœý RFHQLD VLę ERZLHP QLH]DOHůQLH RG NRQNUHWQHJR ]D-

FKRZDQLD GDQHM RVRE\� W NDůG\P UD]LH RœZLDGF]HQLD L VWDQRZLVND ]DMęWH 
w UDPDFK SUDF WHM JUXS\ VĊ SRXIQH L QLHPRůOLZH MHVW RNUHœOHQLH ZSâ\-

ZX Z\ZLHUDQHJR SU]H] GDQ\FK HNVSHUWyZ� W NRQVHNZHQFML RNROLF]QRœý, 
ůH Z UR]SDWU\ZDQHM VSUDZLH C�2�1/22 3 ZQRV]ĊFD RGZRâDQLH QLH PR-

JâD SU]HGVWDZLý GRZRGyZ RœZLDGF]HQLD OXE ]DMęFLD NRQNUHWQHJR VWDQR-

ZLVND SU]H] HNVSHUWD A, OXE HNVSHUWD %, E\âD SR]EDZLRQD ]QDF]HQLD GOD 
RFHQ\ ]DVDGQRœFL ]DU]XWX GRW\F]ĊFHJR QDUXV]HQLD Z\PRJX RELHNW\ZQHM 
EH]VWURQQRœFL, Z ]ZLĊ]NX ] F]\P 6ĊG QLHVâXV]QLH Z SNW 1�� ]DVNDUůR-

QHJR Z\URNX RSDUâ VLę Z V]F]HJyOQRœFL QD WDNLP Z]JOęG]LH Z FHOX RG-

GDOHQLD ]DU]XWX D 	 A 3KDUPD SU]HGVWDZLRQHJR QD SRSDUFLH MHM VNDUJL 
R VWZLHUG]HQLH QLHZDůQRœFL GHF\]ML .E� %LRUĊF SRZ\ůV]H SRG XZDJę, 76 
X]QDâ ]D ]DVDGQ\ ]DU]XW RGZRâDZF]\ D 	 A 3KDUPD, Z NWyU\P ]DU]XFDâD 
6ĊGRZL, ůH QDUXV]\â RQ SUDZR SRSU]H] Z\PyJ Z\ND]DQLD VWURQQLF]RœFL 
OXE RVRELVW\FK XSU]HG]Hľ HNVSHUWyZ A L %� 

W GDOV]HM F]ęœFL Z\ZRGX, 76 VNXSLâ VLę QD DQDOL]LH ]DU]XWX RGZRâDZF]H-

JR D 	 A 3KDUPD, ]JRGQLH ] NWyU\P 6ĊG Z VZRLP Z\URNX QDUXV]\â UyZ-

QLHů SUDZR, JG\ RU]HNâ, Lů NRQNXUHQF\MQH LQWHUHV\ W\FK HNVSHUWyZ AJHQFML 
QLH VWDZLDâ\ LFK Z V\WXDFML NRQÁLNWX LQWHUHVyZ� 6ĊG VWZLHUG]Lâ ERZLHP, 
ůH HNVSHUFL A L % AJHQFML QLH ]QDMGRZDOL VLę, ]JRGQLH ] SROLW\NĊ GRW\F]Ċ-

FĊ NRQNXUHQF\MQ\FK LQWHUHVyZ, Z V\WXDFML NRQÁLNWX LQWHUHVyZ, MHůHOL EUDOL 
XG]LDâ Z G\VNXVMDFK L REUDGDFK NRPLWHWX HNVSHUWyZ DG KRF, ] NWyU\P 
NRQVXOWRZDâ VLę C+03 Z UDPDFK SRQRZQHJR UR]SDWU\ZDQLD ZQLRVNX 
R GRSXV]F]HQLH GR REURWX +RSYHXVX, RUD] ůH SROLW\ND WD E\âD Z\VWDUF]D-

MĊFD GR ]DJZDUDQWRZDQLD SRV]DQRZDQLD Z\PRJX RELHNW\ZQHM EH]VWURQ-

QRœFL, Z\QLNDMĊFHJR ] DUW� �1 .33 8E� 76 ]DXZDů\â, ůH GOD RFHQ\ WHJR 
]DU]XWX NRQLHF]QH MHVW GRNRQDQLH UR]VWU]\JQLęFLD SRPLęG]\ SRGZyMQ\P 
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Z\PRJLHP EH]VWURQQRœFL (VXELHNW\ZQ\P L RELHNW\ZQ\P) L QLH]DOHůQRœFL 
MHM HNVSHUWyZ D LQWHUHVHP SXEOLF]Q\P RGQRV]ĊF\P VLę GR NRQLHF]QRœFL 
G\VSRQRZDQLD QDMOHSV]\PL PRůOLZ\PL RSLQLDPL QDXNRZ\PL Z NDůGHM 
SU]HGâRůRQHM AJHQFML NZHVWLL ]ZLĊ]DQHM ] RFHQĊ MDNRœFL, EH]SLHF]HľVWZD 
L VNXWHF]QRœFL SURGXNWyZ OHF]QLF]\FK VWRVRZDQ\FK X OXG]L OXE ZHWHU\QD-

U\MQ\FK SURGXNWyZ OHF]QLF]\FK (SNW 85 Z\URNX)� %LRUĊF SRG XZDJę IDNW, 
ůH AJHQFMD PXVL GRNRQ\ZDý ]âRůRQ\FK RFHQ WHFKQLF]Q\FK L VNXWHF]QLH 
UHDOL]RZDý VZRMH FHOH, SRVLDGD RQD V]HURNL ]DNUHV X]QDQLD, SU]HMDZLDMĊ-

F\ VLę Z V]F]HJyOQRœFL SU]\ RNUHœODQLX NU\WHULyZ, ZHGâXJ NWyU\FK QDOHů\ 
RFHQLDý EH]VWURQQRœý L QLH]DOHůQRœý RVyE, NWyUH SU]\F]\QLDMĊ VLę GR RSUD-

FRZ\ZDQLD MHM RSLQLL QDXNRZ\FK� NLH]DOHůQLH MHGQDN RG WHJR V]HURNLHJR 
]DNUHVX X]QDQLD, SU]\ Z\NRQ\ZDQLX VZRLFK NRPSHWHQFML AJHQFMD MHVW ]R-

ERZLĊ]DQD GR SRV]DQRZDQLD SUDZ SRGVWDZRZ\FK� O]QDF]D WR, ůH ELRUĊF 
SRG XZDJę ]DVWRVRZDQLH VLę GR FHOX LQWHUHVX RJyOQHJR, NWyU\ PRůH X]D-

VDGQLDý RJUDQLF]HQLH Z\PRJX RELHNW\ZQHM EH]VWURQQRœFL RVyE XF]HVWQL-
F]ĊF\FK Z UR]SDWU\ZDQLX ZQLRVNX R GRSXV]F]HQLH SURGXNWX OHF]QLF]HJR 
GR REURWX, AJHQFMD SRZLQQD V]DQRZDý LVWRWę SUDZD SRGVWDZRZHJR GR 
GREUHM DGPLQLVWUDFML RUD] ]DVDGę SURSRUFMRQDOQRœFL� W V]F]HJyOQRœFL, 
]GDQLHP 76, QLH PRůQD SU]\MĊý, ůH AJHQFMD, SRG SR]RUHP PDNV\PDOL]D-

FML OLF]E\ GRVWęSQ\FK HNVSHUWyZ, SU]HZLGXMH RJUDQLF]HQLD Z Z\NRQ\ZD-

QLX LFK PDQGDWX, NWyUH RND]XMĊ VLę QLHZ\VWDUF]DMĊFH GR ]DJZDUDQWRZDQLD 
Z UDPDFK WHJR Z\NRQ\ZDQLD EH]VWURQQHM SURFHGXU\� %\âRE\ WDN Z V]F]H-

JyOQRœFL Z SU]\SDGNX, JG\E\ HNVSHUFL, NWyU\FK G]LDâDOQRœý ZVND]XMH QD 
DNWXDOQ\ LQWHUHV ]ZLĊ]DQ\ ] SURGXNWHP NRQNXUHQF\MQ\P Z]JOęGHP SUR-

GXNWX EęGĊFHJR SU]HGPLRWHP ZQLRVNX R GRSXV]F]HQLH SURGXNWX GR RE-

URWX, PRJOL E\ý F]âRQNDPL, EH] ůDGQ\FK RJUDQLF]Hľ, JUXS\ HNVSHUWyZ 
]ZRâDQHM SU]H] C+03 Z FHOX SRQRZQHJR UR]SDWU]HQLD WHJR ZQLRVNX 
R GRSXV]F]HQLH SURGXNWX GR REURWX (SNW 8� Z\URNX)� 

6WZLHUG]LZV]\ SRZ\ůV]H, 76 VNXSLâ VLę QD ]EDGDQLX, F]\ 6ĊG QDUXV]\â 
SUDZR SU]\ RFHQLH ]DU]XWyZ D 	 A 3KDUPD Z SU]HGPLRFLH XG]LDâX HNV-
pertów A i B w gruSLH HNVSHUWyZ DG KRF, ] NWyUĊ NRQVXOWRZDâ VLę C+03 
Z UDPDFK SRQRZQHJR UR]SDWU\ZDQLD ZQLRVNX R GRSXV]F]HQLH GR REURWX 
+RSYHXVX� OGUęEQLH SU]\ W\P SRWUDNWRZDâ V\WXDFMę HNVSHUWD %, RGUęEQLH 
]Dœ HNVSHUWD A� W SLHUZV]HM NROHMQRœFL DQDOL]LH SRGGDQD ]RVWDâD V\WX-
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DFMD HNVSHUWD %� W WUDNFLH SUDF JUXS\ HNVSHUWyZ DG KRF Z SU]HGPLRFLH 
GRSXV]F]HQLH +RSYHXVX SHâQLâ RQ IXQNFMę ÅJâyZQHJR EDGDF]Dµ 36

 w ro-

]XPLHQLX SROLW\NL GRW\F]ĊFHM NRQNXUHQF\MQ\FK LQWHUHVyZ Z RGQLHVLHQLX 
GR EDGDQLD NOLQLF]QHJR Z ]DNUHVLH SURGXNWX OHF]QLF]HJR AD 0�, RSUD-

FRZDQHJR SU]H] SU]HGVLęELRUVWZR AGLDO 3KDUPDFHXOWLFDOV, NWyU\ SRGRE-

QLH MDN +RSYHXV ]PLHU]D GR ]ZDOF]DQLD X]DOHůQLHQLD RG DONRKROX� W W\P 
SXQNFLH UR]ZDůDľ QDOHů\ SRF]\QLý GZLH XZDJL� SR SLHUZV]H, NOXF]RZ\P 
E\âD RGSRZLHGŭ QD S\WDQLH, F]\ SURGXNW AD 0� QDOHů\ ]DNZDOLÀNRZDý 
MDNR ÅSURGXNW NRQNXUHQF\MQ\µ Z]JOęGHP +RSYHXVX� 3R GUXJLH, 3ROLW\-

ND AJHQFML Z ]DNUHVLH VNâDGDQ\FK SU]H] HNVSHUWyZ GHNODUDFML LQWHUHVyZ 
SU]HZLGXMH GZD URG]DMH LQWHUHVyZ HNVSHUWyZ, NWyUH PRJĊ SRZRGRZDý 
NRQÁLNW LQWHUHVyZ� EH]SRœUHGQLH (direct) L SRœUHGQLH (indirect) LQWHUHV\ 
Z SU]HP\œOH IDUPDFHXW\F]Q\P, SU]HGVLęELRUVWZDFK SURGXNXMĊF\FK Z\UR-

E\ PHG\F]QH OXE VHNWRU]H ELRWHFKQRORJLF]Q\P� DR LQWHUHVyZ EH]SRœUHG-

QLFK ]DOLF]D VLę� ]DWUXGQLHQLH Z ZZ� SU]HGVLęELRUVWZDFK, SHâQLHQLH QD LFK 
U]HF] IXQNFML NRQVXOWDQWD, GRUDGF\ VWUDWHJLF]QHJR, SRVLDGDQLH LQWHUHVyZ 
ÀQDQVRZ\FK ]ZLĊ]DQ\FK ] ZZ� SU]HGVLęELRUVWZDPL (QS� SRVLDGDQLH DNFML 
SU]HGVLęELRUVWZ, DOH WDNůH P�LQ� Z\QDJURG]HQLD F]\ NRU]\VWDQLD ] JUDQWyZ 
XG]LHODQ\FK SU]H] WH SU]HGVLęELRUVWZD), ]DDQJDůRZDQLH HNVSHUWD Z ]PLD-

Qę SU]H]QDF]HQLD SURGXNWX OHF]QLF]HJR (Involvement of  the expert in the re-
purposing of  a medicinal product) 37� OERN LQWHUHVyZ EH]SRœUHGQLFK, NRQÁLNW 
LQWHUHVyZ PRůH E\ý WDNůH ]ZLĊ]DQ\ ] LQWHUHVHP SRœUHGQLP� ZDOLF]D VLę 
GR QLFK� SHâQLHQLH IXQNFML JâyZQHJR EDGDF]D (principal investigator), ]DDQ-

36  3U]H] ÅJâyZQHJR EDGDF]Dµ (prinipal investigator) 3ROLW\ND AJHQFML UR]XPLH (SNW ��2�2�2� 3ROLW\NL 
AJHQFML)� ÅEDGDF]D RGSRZLHG]LDOQHJR ]D NRRUG\QDFMę EDGDF]\ Z UyůQ\FK RœURGNDFK XF]HVWQLF]ĊF\FK 
Z ZLHORRœURGNRZ\P EDGDQLX NOLQLF]Q\P, EDGDQLX NOLQLF]Q\P OXE EDGDQLX VNXWHF]QRœFL SURGXNWyZ 
OHF]QLF]\FK OXE Z\UREyZ PHG\F]Q\FK ]DLQLFMRZDQ\P/VSRQVRURZDQ\P SU]H] ÀUPę IDUPDFHXW\F]QĊ 
OXE SURGXNXMĊFĊ Z\URE\ PHG\F]QH, DOER ZLRGĊFHJR EDGDF]D Z MHGQRRœURGNRZ\P EDGDQLX NOLQLF]-

Q\P, EDGDQLX NOLQLF]Q\P OXE EDGDQLX VNXWHF]QRœFL SURGXNWyZ OHF]QLF]\FK OXE Z\UREyZ PHG\F]Q\FK 
]DLQLFMRZDQ\P/VSRQVRURZDQ\P SU]H] ÀUPę IDUPDFHXW\F]QĊ OXE SURGXNXMĊFĊ Z\URE\ PHG\F]QH, DOER 
NRRUG\QXMĊFHJR (JâyZQHJR) EDGDF]D SRGSLVXMĊFHJR UDSRUW ] EDGDQLD NOLQLF]QHJRµ�
37  3U]H] XG]LDâ HNVSHUWD Z ]PLDQLH SU]H]QDF]HQLD SURGXNWX OHF]QLF]HJR UR]XPLH VLę� HNVSHUWD, NWyUH-

JR RUJDQL]DFMD G]LDâD MDNR U]HF]QLN Z ]PLDQLH Z\NRU]\VWDQLD SURGXNWX OHF]QLF]HJR OXE NWyUHJR RUJD-

QL]DFMD ZVSyâSUDFXMH ] U]HF]QLNLHP Z ]PLDQLH Z\NRU]\VWDQLD SURGXNWX OHF]QLF]HJR L NWyU\ MDNR RVRED 
À]\F]QD ELHU]H XG]LDâ Z ]PLDQLH Z\NRU]\VWDQLD� ZRE� 3ROLW\ND AJHQFML, V� 8� Z NROHL Å3RQRZQH Z\NR-

U]\VWDQLH SURGXNWX OHF]QLF]HJR R]QDF]D� SURFHV LGHQW\ÀNDFML QRZHJR ]DVWRVRZDQLD WHUDSHXW\F]QHJR 
GOD LVWQLHMĊFHJR SURGXNWX OHF]QLF]HJR ² SR]D RFKURQĊ UHJXODF\MQĊ ² SR]D MHJR LVWQLHMĊF\PL ]DWZLHUG]R-

Q\PL ZVND]DQLDPLµ� ZRE� 3ROLW\ND AJHQFML, V� ��
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JDůRZDQLH RUJDQL]DFML HNVSHUWD Z ]PLDQę SU]H]QDF]HQLD SURGXNWX OHF]-

QLF]HJR (Involvement of  the expert’s organisation in the repurposing of  a medicinal 
product), SHâQLHQLH IXQNFML EDGDF]D (investigator), NRU]\VWDQLH ] JUDQWyZ OXE 
LQQHJR ÀQDQVRZDQLD SU]H] RUJDQL]DFMę/LQVW\WXFMę HNVSHUWD (Grant or other 
funding to the expert’s organisation/institution), LVWQLHQLH EH]SRœUHGQLFK LQWHUH-

VyZ EOLVNLHJR F]âRQND URG]LQ\ HNVSHUWD (Close family member direct interest) 38
. 

OF]\ZLœFLH, ZV]\VWNLH Z\PLHQLRQH DNW\ZQRœFL ]ZLĊ]DQH VĊ ] LQWHUHVDPL 
Z SU]HP\œOH IDUPDFHXW\F]Q\P, SU]HGVLęELRUVWZDFK SURGXNXMĊF\FK Z\UR-

E\ PHG\F]QH OXE VHNWRU]H ELRWHFKQRORJLF]Q\P� ZZUDFD XZDJę, ůH ZœUyG 
LQWHUHVyZ SRœUHGQLFK Z\PLHQLRQR SHâQLHQLH IXQNFML JâyZQHJR EDGDF]D 
(principal investigator), FR GRW\F]\âR HNVSHUWD % Z NRPHQWRZDQHM VSUDZLH 
VĊGRZHM� OFHQD WHM V\WXDFML L VWZLHUG]HQLH HZHQWXDOQHJR NRQÁLNWX LQ-

WHUHVyZ HNVSHUWD % ]DOHů\ MHGQDN RG RGSRZLHG]L QD V\JQDOL]RZDQH MXů 
S\WDQLH, F]\ SURGXNW OHF]QLF]\ AD 0�, NWyUHJR HNVSHUW % E\â JâyZQ\P 
EDGDF]HP VWDQRZL SURGXNW NRQNXUHQF\MQ\ Z VWRVXQNX GR +RSYHXVX� 
W UD]LH RGSRZLHG]L WZLHUG]ĊFHM, Z SU]\SDGNX HNVSHUWD % ]DFKRG]LâE\ 
HZLGHQWQ\ NRQÁLNW LQWHUHVyZ� , WHQ ZĊWHN VSUDZ\ VWDâ VLę SU]HGPLRWHP 
GDOV]\FK GRFLHNDľ 76� ZDXZDů\â RQ QD ZVWęSLH, ůH 6ĊG QLH GRNRQDâ, FR 
SRZLQLHQHP E\â ]URELý, FDâRœFLRZHM RFHQ\ Z W\P ]DNUHVLH� 3RSU]HVWDâ 
ERZLHP QD VWZLHUG]HQLX, ůH QDOHů\ Z\NOXF]\ý PRůOLZRœý NRQNXUHQFML 
KDQGORZHM REX UR]SDWU\ZDQ\FK SURGXNWyZ OHF]QLF]\FK ]H Z]JOęGX QD 
WR, ůH AD 0� L +RSYHXV PDMĊ RGPLHQQH FHOH NOLQLF]QH L GRW\F]Ċ Uyů-

Q\FK JUXS SDFMHQWyZ, D PLDQRZLFLH, Z RGQLHVLHQLX GR SLHUZV]HJR ] QLFK, 
W\FK, NWyU]\ PDMĊ ]DPLDU RJUDQLF]\ý VZRMH VSRů\FLH DONRKROX, D Z RGQLH-

VLHQLX GR GUXJLHJR, W\FK, NWyU]\ PDMĊ ]DPLDU SR SURVWX ]DSU]HVWDý WHJR 
VSRů\FLD� 7\PF]DVHP, Z œZLHWOH GHÀQLFML SURGXNWX NRQNXUHQF\MQHJR ]D-

ZDUWHJR Z 3ROLW\FH AJHQFML 39, SURGXNW NRQNXUHQF\MQ\ GOD SURGXNWX OHF]-

38  ZRE� SNW ��2�2� 3ROLW\NL AJHQFML (Direct versus indirect interests), V� ���� %OLVF\ F]âRQNRZLH URG]LQ\ 
Z NRQWHNœFLH LQWHUHVyZ R]QDF]DMĊ LQWHUHV\ SRVLDGDQH SU]H]� F]âRQNyZ URG]LQ\ HNVSHUWD Z SLHUZV]HM 
OLQLL (WM� PDâůRQND OXE SDUWQHUD, G]LHFL L URG]LFyZ)� 3DUWQHU R]QDF]D� RVREę À]\F]QĊ, ] NWyUĊ HNVSHUW 
MHVW ]DUHMHVWURZDQ\ MDNR PDMĊF\ VWDâHJR SDUWQHUD QLHEęGĊFHJR PDâůHľVWZHP, SUDZQLH X]QDQHJR SU]H] 
SDľVWZR F]âRQNRZVNLH 8E OXE MDNLNROZLHN ZâDœFLZ\ RUJDQ SDľVWZD F]âRQNRZVNLHJR, X]QDMĊF\ LFK 
VWDWXV MDNR SDUWQHUyZ QLHEęGĊF\FK PDâůHľVWZHP�
39

  Pkt 3.2.3., s. 9.
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QLF]HJR R]QDF]D� SURGXNW OHF]QLF]\ VNLHURZDQ\ GR SRGREQHM SRSXODFML 
SDFMHQWyZ L PDMĊF\ WHQ VDP FHO NOLQLF]Q\ (WM� OHF]HQLH, ]DSRELHJDQLH OXE 
GLDJQR]RZDQLH RNUHœORQHJR VFKRU]HQLD) L VWDQRZLĊF\ SRWHQFMDOQĊ NRQ-

NXUHQFMę KDQGORZĊ� 76 X]QDâ MHGQDN, ůH VDPD UyůQLFD Z LQWHQV\ZQRœFL 
G]LDâDQLD WHUDSHXW\F]QHJR GZyFK SURGXNWyZ SU]H]QDF]RQ\FK GR OHF]H-

QLD WHJR VDPHJR VFKRU]HQLD PRůH ZâDœQLH VNâRQLý QLHNWyU\FK SDFMHQWyZ 
FLHUSLĊF\FK QD WR VFKRU]HQLH GR ]DVWĊSLHQLD, Z UDPDFK OHF]HQLD, MHGQH-

JR ] W\FK SURGXNWyZ GUXJLP, Z ]DOHůQRœFL RG ]PLDQ LFK REMDZyZ OXE 
Z]JOęGyZ SU]\GDWQRœFL WHUDSHXW\F]QHM L VNXWHF]QRœFL SURGXNWyZ, MDNLPL 
NLHUXMĊ VLę OHNDU]H SU]HSLVXMĊF\ SDFMHQWRP WH SURGXNW\� 8]QDâ Z ]ZLĊ]NX 
] W\P, ůH QDOHů\ ]EDGDý, F]\ RPDZLDQH SURGXNW\ PRJâ\ NRQNXURZDý ]H 
VREĊ, Z œZLHWOH ZV]\VWNLFK LVWRWQ\FK HOHPHQWyZ Z W\P ]DNUHVLH, Z V]F]H-

JyOQRœFL RNROLF]QRœFL, ůH SRVWęS Z OHF]HQLX WHJR VDPHJR SDFMHQWD PRůH 
VNâRQLý MHJR OHNDU]D GR SU]HSLV\ZDQLD PX Z WUDNFLH WHJR OHF]HQLD DOWHUQD-

W\ZQLH W\FK GZyFK SURGXNWyZ, Z ]DOHůQRœFL RG REMDZyZ RUD] Z]JOęGyZ 
SU]\GDWQRœFL WHUDSHXW\F]QHM L VNXWHF]QRœFL SURGXNWyZ� 7\PF]DVHP, 6ĊG 
Z VZRLP Z\URNX (SNW 10�) GRNRQDâ EâęGQHM Z\NâDGQL SROLW\NL GRW\F]ĊFHM 
NRQNXUHQF\MQ\FK LQWHUHVyZ Z WHQ VSRVyE, ůH HNVSHUW, NWyU\ MHVW JâyZQ\P 
EDGDF]HP SURGXNWX, NWyUHJR RSUDFRZDQLH MHVW LQLFMRZDQH OXE VSRQVRUR-

ZDQH SU]H] SU]HP\Vâ IDUPDFHXW\F]Q\ L NWyU\ MHVW NRQNXUHQF\MQ\ Z]JOę-

GHP SURGXNWX EęGĊFHJR SU]HGPLRWHP SURFHGXU\ GRW\F]ĊFHM SRQRZQHJR 
UR]SDWU]HQLD ZQLRVNX R GRSXV]F]HQLH GR REURWX SU]HG AJHQFMĊ, PRůH 
E\ý F]âRQNLHP JUXS\ HNVSHUWyZ, ] NWyUĊ C+03 NRQVXOWRZDâ VLę Z UD-

PDFK WHM SURFHGXU\ SU]HJOĊGX� 6ĊG RSDUâ VLę Z VZRLP UR]XPRZDQLX QD 
WUHœFL SNW� ��2�1�2� DNDSLW � 3ROLW\NL AJHQFML, ]JRGQLH ] NWyU\P SRMęFLH 
SURGXNWyZ NRQNXUHQF\MQ\FK RGQRVL VLę GR V\WXDFML, Z NWyU\FK LVWQLHMH 
W\ONR EDUG]R PDâD OLF]ED (1 GR 2) SURGXNWyZ NRQNXUHQF\MQ\FK, ]Dœ 
Z V\WXDFMDFK FKDUDNWHU\]XMĊF\FK VLę W\ONR EDUG]R PDâĊ OLF]EĊ SURGXNWyZ 
NRQNXUHQF\MQ\FK, NRQVHNZHQFMH EęGĊ GRW\F]\ý Å(ZLFH)SU]HZRGQLF]ĊF\FK 
NRPLWHWyZ QDXNRZ\FK L JUXS URERF]\FK, D WDNůH VSUDZR]GDZFyZ OXE 
LQQ\FK F]âRQNyZ Z UROL ZLRGĊFHM / NRRUG\QXMĊFHM, OXE IRUPDOQLH PLDQR-

ZDQ\FK UHFHQ]HQWyZ QDXNRZ\FKµ� A ]DWHP NRQVHNZHQFMH QLH GRW\F]Ċ 
HNVSHUWyZ QLHSHâQLĊF\FK ZLRGĊFHM/NRRUG\QXMĊFHM UROL� 76 QLH SRG]LHOLâ 
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WHM DUJXPHQWDFML 6ĊGX� ZGDQLHP 76, HNVSHUW, NWyU\ E\â JâyZQ\P EDGD-

F]HP SURGXNWX NRQNXUHQF\MQHJR, QLH PRůH EUDý XG]LDâX Z SUDFDFK JUXS\ 
HNVSHUWyZ, ] NWyUĊ NRQVXOWXMH VLę C+03 Z UDPDFK SURFHGXU\ GRW\F]ĊFHM 
SRQRZQHJR UR]SDWU]HQLD ZQLRVNX R Z\GDQLH GRSXV]F]HQLD GR REURWX 
]âRůRQHJR RGQRœQLH GR SURGXNWX NRQNXUHQF\MQHJR Z]JOęGHP SURGXNWX, 
w RGQLHVLHQLX GR NWyUHJR HNVSHUW WHQ MHVW UyZQRF]HœQLH ]D QDPRZĊ OXE 
SRG SDWURQDWHP SU]HP\VâX IDUPDFHXW\F]QHJR JâyZQ\P EDGDF]HP� ,QQD 
LQWHUSUHWDFMD R]QDF]DâDE\ ERZLHP RJUDQLF]HQLH Z VSRVyE QLHSURSRUFMR-

QDOQ\ RFKURQ\ RELHNW\ZQHM EH]VWURQQRœFL (SNW 11� Z\URNX)� EZHQWXDO-
Q\ XG]LDâ WDNLHJR HNVSHUWD SRZRGXMH, ůH QLH PD JZDUDQFML, ůH SURFHGXUD 
SU]HJOĊGX ZQLRVNX SU]HELHJDâDE\ EH]VWURQQLH� 76 ]DXZDů\â, ůH RGPRZD 
Z\GDQLD GRSXV]F]HQLD GR REURWX RGQRœQLH GR SURGXNWX NRQNXUHQF\MQH-

JR EęGĊFHJR SU]HGPLRWHP SU]HJOĊGX PRůH PLHý LVWRWQH ]QDF]HQLH KDQ-

GORZH GOD SU]HGVLęELRUVWZD, ]D NWyUHJR QDPRZĊ OXE SRG NWyUHJR SDWUR-

QDWHP HNVSHUW WHQ Z\NRQXMH VZRMĊ G]LDâDOQRœý Z FKDUDNWHU]H JâyZQHJR 
EDGDF]D� -HJR XG]LDâ Z JUXSLH HNVSHUWyZ, ] NWyUĊ C+03 NRQVXOWRZDâ 
VLę Z UDPDFK WHJR SU]HJOĊGX, SRZRGXMH ]DWHP SRZVWDQLH X]DVDGQLRQ\FK 
ZĊWSOLZRœFL FR GR LVWQLHQLD HZHQWXDOQ\FK XSU]HG]Hľ (SNW 11� Z\URNX)� 
A VNRUR WDN, WR 76 NRQNOXGRZDâ, ůH GRNRQDQD SU]H] 6ĊG RGPLHQQD Z\-

NâDGQLD SROLW\NL GRW\F]ĊFHM NRQNXUHQF\MQ\FK LQWHUHVyZ MHVW QLH]JRGQD 
] ]DVDGĊ RELHNW\ZQHM EH]VWURQQRœFL Z\QLNDMĊFĊ ] DUW� �1 XVW� 1 .33 L QD-

UXV]D SUDZR� WDUWR ]DXZDůDý, ůH 76 RU]HNâ Z WHQ VSRVyE SRPLPR IDNWX, 
ůH U]HF]QLN JHQHUDOQ\ Z VZRMHM RSLQLL VXJHURZDâ, ůH NU\W\ND SU]HGVWDZLR-

QD SU]H] ZQRV]ĊFĊ RGZRâDQLH D 	 A 3KDUPD w odniesieniu do eksperta 

% MHVW QLHX]DVDGQLRQD L Z ]ZLĊ]NX ] W\P QLH SRZLQQD ]RVWDý XZ]JOęG-

niona 
40, ]Dœ GRNRQDQD SU]H] 6ĊG RFHQD ]DU]XFDQHJR NRQÁLNWX LQWHUHVyZ 

HNVSHUWD % MHVW SUDZLGâRZD 41
.

3RGREQH ZQLRVNL, 76, Z\VQXâ DQDOL]XMĊF V\WXDFMę HNVSHUWD A, NWyU\  
œZLDGF]\â XVâXJL GRUDGF]H Z RGQLHVLHQLX GR NLONX SURGXNWyZ OHF]QLF]\FK 
(other products), NWyUH WR SRMęFLH SR]RVWDMH RFHQQH L WUXGQH GR SUDZQHJR 
]GHÀQLRZDQLD� ZGDQLHP 6ĊGX (SNW 118 Z\URNX 6ĊGX) G]LDâDOQRœý SURZD-

40  OSLQLD U]HF]QLN JHQHUDOQHM«, SNW 112� 
41  -Z�, SNW 110�
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G]RQD SU]H] HNVSHUWD A QLH VWDQRZLâD SU]HV]NRG\ GOD MHJR F]âRQNRVWZD 
Z JUXSLH HNVSHUWyZ DG KRF, SRZRâDQHM Z FHOX SU]HJOĊGX ZQLRVNX R GR-

SXV]F]HQLH GR REURWX SURGXNWX OHF]QLF]HJR +RSYHXV, SRG ZDUXQNLHP, 
ůH XVâXJL GRUDGF]H œZLDGF]RQH SU]H] WHJR HNVSHUWD QD U]HF] SU]HP\VâX 
IDUPDFHXW\F]QHJR QLH GRW\F]\â\ SURGXNWyZ NRQNXUHQF\MQ\FK� 3RQLH-

ZDů XVâXJL GRUDGF]H E\â\ œZLDGF]RQH QD U]HF] SRGPLRWyZ 6HUYLHU, 6D-

QRÀ 3DVWHXU, -DQVVHQ i LXQGEHFN, VWĊG QLH RGQRVLâ\ VLę GR SURGXNWyZ 
NRQNXUHQF\MQ\FK GR +RSYHXVX� ZGDQLHP 6ĊGX, HNVSHUW A PyJâ QDZHW, 
R LOH QLH E\âE\ SU]HZRGQLF]ĊF\P, ZLFHSU]HZRGQLF]ĊF\P, VSUDZR]GDZFĊ 
OXE LQQ\P F]âRQNLHP VSUDZXMĊF\P IXQNFMH NLHURZQLF]H, OXE NRRUG\QX-

MĊFH Z UDPDFK JUXS\ HNVSHUWyZ, E\ý F]âRQNLHP JUXS\ HNVSHUWyZ DG KRF 
]ZRâDQHM SU]H] C+03 Z FHOX SRQRZQHJR UR]SDWU]HQLD ZQLRVNX R GR-

SXV]F]HQLH GR REURWX ]âRůRQHJR RGQRœQLH GR SURGXNWX NRQNXUHQF\M-
QHJR Z]JOęGHP MHGQHJR ] W\FK LQG\ZLGXDOQ\FK SURGXNWyZ OHF]QLF]\FK 
(SNW 11� Z\URNX 6ĊGX)� DOD 76, WDND Z\NâDGQLD MHVW QLH]JRGQD ] ]DVDGĊ 
RELHNW\ZQHM EH]VWURQQRœFL (SNW 11� Z\URNX 76)� 

W NRQVHNZHQFML 76 XFK\OLâ ]DVNDUůRQ\ Z\URN 6ĊGX, ] Z\MĊWNLHP F]ęœFL 
WHJR Z\URNX, Z NWyUHM X]QDQR Z QLP ]D QLHGRSXV]F]DOQĊ VNDUJę VNLHUR-

ZDQĊ SU]HFLZNR AJHQFML RUD] VWZLHUG]Lâ QLHZDůQRœý GHF\]ML Z\NRQDZF]HM 
.RPLVML ] GQLD � OLSFD 2020 U� RGPDZLDMĊFHM Z\GDQLD SR]ZROHQLD QD GR-

SXV]F]HQLH GR REURWX SURGXNWX OHF]QLF]HJR VWRVRZDQHJR X OXG]L +R-

SYHXV ² K\GURNV\PDœODQ sodu. 

W\GDQ\ Z\URN E\â V]HURNR NRPHQWRZDQ\ Z UDPDFK AJHQFML L VWDâ VLę 
SU]\F]\QĊ SRGMęFLD SU]H] QLĊ UHZL]ML 3ROLW\NL AJHQFML GRW\F]ĊFHM SRVWę-

SRZDQLD Z VSUDZLH NRQNXUHQF\MQ\FK LQWHUHVyZ F]âRQNyZ NRPLWHWyZ QD-

XNRZ\FK L HNVSHUWyZ� 6WRVRZQ\ SURMHNW ]UHZLGRZDQHM 3ROLW\NL AJHQFML 
RJâRV]RQR Z SDŭG]LHUQLNX 202� U� L RWZDUWR GR NRQVXOWDFML SXEOLF]Q\FK 42

. 

3ODQRZDQH MHVW MHJR SU]\MęFLH SRG NRQLHF 202� U� ZPLHU]D RQ GR DGRSFML 
XVWDOHľ 76 SRF]\QLRQ\FK Z VSUDZLH C�2�1/22 3 SRSU]H] Z\HOLPLQRZD-

nie doVWU]HůRQ\FK SU]H] 76 OXN Z ]DNUHVLH ]DSHZQLDQLD EH]VWURQQRœFL 

42
  EMA policy on handling of  competing interests of  scientific committee members and experts: Draft for public 

consultation, E0A/5��5�/202�, CRQVXOWDWLRQ GDWHV� 10/10/202� WR 10/11/202�,
KWWSV�//ZZZ�HPD�HXURSD�HX/HQ/GRFXPHQWV/RWKHU/HPD�SROLF\�KDQGOLQJ�FRPSHWLQJ�LQWHUHVWV�
VFLHQWLÀF�FRPPLWWHH�PHPEHUV�H[SHUWV�GUDIW�SXEOLF�FRQVXOWDWLRQBHQ�SGI  >GRVWęS� 2��10�202�@�
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HNVSHUWyZ� W W\P FHOX SURMHNW SU]HZLGXMH ]UyZQDQLH UROL JâyZQHJR ED-

GDF]D L EDGDF]D ] LQQ\PL HNVSHUWDPL Z V\WXDFML ZF]HœQLHMV]HJR LFK ]D-

trudnienia Z ÀUPLH IDUPDFHXW\F]QHM, ZF]HœQLHMV]HM UROL NRQVXOWDQWD OXE 
GRUDGF\ VWUDWHJLF]QHJR L ZF]HœQLHMV]HM G]LDâDOQRœFL MDNR (JâyZQHJR) ED-

GDF]D, ] XMHGQROLFRQ\P WU]\OHWQLP RNUHVHP NDUHQFML� W ]ZLĊ]NX ] W\P WH 
VDPH ]DVDG\ EęGĊ RERZLĊ]\ZDý HNVSHUWyZ, NWyU]\ PRJĊ ]RVWDý ZâĊF]HQL 
GR SURFHVX RFHQ\ QD ]DVDG]LH DG KRF, NRQVXOWDF\MQHM, DE\ SU]HGVWDZLDý 
VZyM ZNâDG Z RNUHœORQH SXQNW\ 43� 3RQDGWR, SURMHNW SU]HZLGXMH ]ZLęN-

V]HQLH VWRSQLD JZDUDQFML EH]VWURQQRœFL HNVSHUWyZ, SRSU]H] Z\NOXF]HQLD 
] SURFHGXU ]ZLĊ]DQ\FK ] GDQ\P SURGXNWHP HNVSHUWyZ, NWyU]\ PDMĊ DN-

WXDOQ\, ELHůĊF\ LQWHUHV (current) ]ZLĊ]DQ\ ] W\P SURGXNWHP� W]PRFQLR-

QH ]RVWDMH P�LQ� WDNůH SRVWęSRZDQLH ]ZLĊ]DQH ] RFHQĊ EH]VWURQQRœFL 
Z SU]\SDGNX VSU]HF]Q\FK LQWHUHVyZ Z EUDQů\ Z\UREyZ PHG\F]Q\FK 
RUD] ZSURZDG]RQH ]RVWDMĊ QRZH ]DVDG\ GRW\F]ĊFH ZSURZDG]HQLD ]DVDG 
RGQRV]ĊF\FK VLę GR QLHNWyU\FK LQWHUHVyZ Z RUJDQL]DFMDFK EDGDZF]\FK, 
QD SU]\NâDG Z SU]\SDGNX ]DDQJDůRZDQLD Z MHGQRVWNę, NWyUD RSUDFRZX-

MH OXE SURGXNXMH SURGXNW\ OHF]QLF]H, OXE Z\URE\ PHG\F]QH, OXE G]LDâD 
MDNR ZQLRVNRGDZFD, OXE SRVLDGDF] SR]ZROHQLD QD GRSXV]F]HQLH GR RE-

URWX SURGXNWX OHF]QLF]HJR� 3URMHNW RGQRVL VLę WDNůH GR NRU]\VWDQLD ]H 

ÅœZLDGNyZ�HNVSHUWyZµ, WDF\ HNVSHUFL PRJĊ E\ý Z]\ZDQL SU]H] AJHQFMę 
Z V\WXDFMDFK, Z NWyU\FK Z\PDJDQD MHVW NRQNUHWQD ZLHG]D VSHFMDOLVW\F]QD, 
NWyUĊ PRůH ]DSHZQLý W\ONR NLOND RVyE, QS� Z QLV]RZ\FK REV]DUDFK, DOH 
NWyUH PDMĊ SHZQH VSU]HF]QH LQWHUHV\� W WDNLFK SU]\SDGNDFK Z LQWHUHVLH 
]GURZLD SXEOLF]QHJR PRůH OHůHý ]DSURV]HQLH W\FK RVyE GR VNâDGDQLD ]H-

]QDľ L XG]LHODQLD VSHFMDOLVW\F]Q\FK SRUDG Z RNUHœORQ\FK NZHVWLDFK, DOH 
EH] XPRůOLZLHQLD LP XG]LDâX Z REUDGDFK ZâDœFLZHJR RUJDQX 44� 3URMHNWR-

ZDQH ]PLDQ\ QDOHů\ RFHQLDý SR]\W\ZQLH, MDNR NURN Z VWURQę XVSUDZQLHQLD 
JZDUDQFML ]DSHZQLDQLD EH]VWURQQRœFL HNVSHUWyZ RUD] Z\MDœQLHQLH LVWQLHMĊ-

F\FK QLHMDVQRœFL SUDZQ\FK� 

43
  Main changes introduced in the revised policy, 

KWWSV�//ZZZ�HPD�HXURSD�HX/HQ/QHZV/KDQGOLQJ�FRPSHWLQJ�LQWHUHVWV�UHYLVHG�UXOHV�FRPPLWWHH�
PHPEHUV�H[SHUWV >GRVWęS� 2��10�202�@�
44  -Z� 
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Czy szpitale uniwersyteckie mogą być traktowane jak przedsiębiorstwa 
farmaceutyczne – sprawy połączone C-6/21 P i C-16/21 P

3RGREQLH, MDN SRSU]HGQLD Nomentowana VSUDZD, WDNůH Z\URN 76 Z VSUD-

ZDFK SRâĊF]RQ\FK C��/21 3 L C�1�/21 3 GRW\F]\â RGZRâDQLD RG Z\URNX 
6ĊGX 45� RR]SDWU\ZDâ RQ ůĊGDQLH VWZLHUG]HQLD QLHZDůQRœFL GHF\]ML Z\NR-

QDZF]HM .RPLVML ] 1� OLSFD 2018 U�, QD PRF\ NWyUHM RGPyZLRQR SR]ZR-

OHQLD QD GRSXV]F]HQLH GR REURWX SURGXNWX OHF]QLF]HJR VWRVRZDQHJR X OXG]L 
ASOLGLQ, NWyUHJR VXEVWDQFMĊ F]\QQĊ MHVW SOLWLGHSV\QD, MDNR VLHURFHJR SUR-

GXNWX OHF]QLF]HJR VWRVRZDQHJR Z OHF]HQLX V]SLF]DND PQRJLHJR, EęGĊFH-

JR JURŭQĊ RGPLDQĊ UDND V]SLNX NRVWQHJR� WQLRVHN R WDNLH GRSXV]F]HQLH 
GR REURWX VNâDGDâD VSyâND 3KDUPD 0DU, SURZDG]ĊFD G]LDâDOQRœý Z G]LH-

G]LQLH EDGDľ ] ]DNUHVX RQNRORJLL� W UDPDFK SURFHGXU Z AJHQFML, C+03 
Z\GDâ RSLQLę, Z NWyUHM ]DUHNRPHQGRZDâ .RPLVML EXURSHMVNLHM RGU]XFHQLH 
ZQLRVNX R XG]LHOHQLH GRSXV]F]HQLD GR REURWX GOD ASOLGLQX ]H Z]JOęGX QD 
WR, ůH QLH Z\ND]DQR Z Z\VWDUF]DMĊF\P VWRSQLX VNXWHF]QRœFL L EH]SLHF]Hľ-

VWZD SURGXNWX, Z ]ZLĊ]NX ] F]\P NRU]\œFL QLH SU]HZ\ůV]DMĊ WRZDU]\V]Ċ-

FHJR LP U\]\ND� 3KDUPD 0DU ]ZUyFLâD VLę Z ]ZLĊ]NX ] W\P GR AJHQFML 
] ZQLRVNLHP R SRZWyUQH ]EDGDQLH RSLQLL C+03, GR NWyUHJR GRâĊF]\âD 
ZQLRVHN R ]DVLęJQLęFLH RSLQLL QDXNRZHM JUXS\ NRQVXOWDF\MQHM GV� RQNR-

ORJLL (GDOHM� NG. RQNRORJLD)� W VNâDG WHM JUXS\ ZFKRG]LâR SLęFLX JâyZ-

Q\FK F]âRQNyZ, V]HœFLX GRGDWNRZ\FK HNVSHUWyZ L GZyFK SU]HGVWDZLFLHOL 
SDFMHQWyZ� W Z\QLNX SRZWyUQHJR ]EDGDQLD ZQLRVNX, C+03 SRGWU]\PDâ 
VZRMĊ QHJDW\ZQĊ RSLQLę, Z QDVWęSVWZLH F]HJR .RPLVMD EXURSHMVND Z\-

GDâD GHF\]Mę R RGPRZLH GRSXV]F]HQLD GR REURWX ASOLGLQX� ZDVNDUů\âD 
MĊ SU]HG 6ĊGHP 3KDUPD 0DU, Z Z\QLNX F]HJR 6ĊG Z\URNLHP ] GQLD 28 
SDŭG]LHUQLND 2020 U� VWZLHUG]Lâ QLHZDůQRœý VSRUQHM GHF\]ML� 8]QDâ, ůH SR-

VWęSRZDQLH, NWyUH GRSURZDG]LâR GR MHM Z\GDQLD, QLH GDMH Z\VWDUF]DMĊF\FK 
JZDUDQFML, DE\ Z\NOXF]\ý ZV]HONLH X]DVDGQLRQH ZĊWSOLZRœFL FR GR HZHQ-

WXDOQHJR EUDNX RELHNW\ZL]PX HNVSHUWyZ, NWyU]\ XF]HVWQLF]\OL Z RFHQLH 
SURGXNWX OHF]QLF]HJR, VSRœUyG NWyU\FK GZyFK E\âR ]DWUXGQLRQ\FK Z V]SL-
WDOX XQLZHUV\WHFNLP�

45  W\URN 6ĊGX ] 28 SDŭG]LHUQLND 2020 U�, Pharma Mar, SA przeciwko Komisji Europejskiej, sprawa 

7�5��/18, ECL,�E8�7�2020�512�
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OGZRâDQLH RG Z\URNX 6ĊGX ]âRů\â\ QLH]DOHůQLH RG VLHELH NLHPF\ L EV-

WRQLD, ]Dœ 76 SRâĊF]\â RELH VSUDZ\ GR ZVSyOQHJR UR]SR]QDQLD� 3R VWURQLH 
VNDUůĊF\FK GR SRVWęSRZDQLD SU]HG 76 SU]\VWĊSLâ\ Z FKDUDNWHU]H LQWHUZH-

QLHQWD NLGHUODQG\ RUD] AJHQFMD 46� 6NDUůĊF\ ZQRVLOL R XFK\OHQLH Z\URNX 
6ĊGX, SRGQRV]ĊF NLOND ]DU]XWyZ, RGQRV]ĊF\FK VLę GR� SR SLHUZV]H, EâęGQHM 
LQWHUSUHWDFML SRMęFLD ÅSU]HGVLęELRUVWZD IDUPDFHXW\F]QHJRµ Z UR]XPLHQLX 
SNW ��2�2 3ROLW\NL AJHQFML, SR GUXJLH, EâęGQHJR UR]âRůHQLD FLęůDUX SU]HGVWD-

ZLHQLD ]DU]XWyZ L FLęůDUX GRZRGX, SR WU]HFLH, EâęGQHM LQWHUSUHWDFML SRMęFLD 
ÅNRQNXUHQF\MQHJR SURGXNWX OHF]QLF]HJRµ Z UR]XPLHQLX SNW ��2�1�2 3ROLW\NL 
AJHQFML SU]\ RFHQLH EH]VWURQQRœFL HNVSHUWyZ, D WDNůH, SR F]ZDUWH, EUDNX GH-

F\GXMĊFHJR ZSâ\ZX GUXJLHJR HNVSHUWD QD ZQLRVNL NG. RQNRORJLD� 
W SLHUZV]\P ] SRGQRV]RQ\FK ]DU]XWyZ VNDUůĊF\ SRGQRVLOL, ůH 6ĊG 

QDUXV]\â SUDZR GR GREUHM DGPLQLVWUDFML ] DUW� �1 .33 8E, EâęGQLH LQWHU-
SUHWXMĊF L VWRVXMĊF SNW ��2�2� 3ROLW\NL AJHQFML Z ZHUVML VSU]HG QRZHOL]DFML, 
WM� ] � SDŭG]LHUQLND 201� U� 47 ZDZLHUDâ RQ Å,QQH GHÀQLFMHµ, Z UDPDFK NWy-

U\FK VSUHF\]RZDQR ]DNUHV UR]XPLHQLD ÅSU]HGVLęELRUVWZD IDUPDFHXW\F]-

QHJRµ� RR]XPLDQR SU]H] QLH� ÅNDůGĊ RVREę À]\F]QĊ OXE SUDZQĊ, NWyUHM 
FHOHP MHVW RGNU\ZDQLH, GRSUDFRZ\ZDQLH, SURGXNFMD, VSU]HGDů OXE G\VWU\-

EXFMD SURGXNWyZ OHF]QLF]\FK� DR FHOyZ QLQLHMV]HM SROLW\NL GHÀQLFMD WD 
REHMPXMH WDNůH SU]HGVLęELRUVWZD, NWyU\P G]LDâDQLD ]ZLĊ]DQH ] RGNU\ZD-

QLHP, GRSUDFRZ\ZDQLHP, SURGXNFMĊ, VSU]HGDůĊ L SU]HFKRZ\ZDQLHP SUR-

GXNWyZ OHF]QLF]\FK (NWyUH PRJĊ RGE\ZDý VLę WDNůH ZHZQęWU]QLH) ]RVWDâ\ 
SRZLHU]RQH Z UDPDFK XPRZ\� W W\P ]DNUHVLH MHGQRVWNL RUJDQL]DF\MQH 
]DMPXMĊFH VLę EDGDQLDPL NOLQLF]Q\PL OXE ÀUP\ NRQVXOWLQJRZH, NWyUH SU]\-

JRWRZXMĊ RSLQLH OXE œZLDGF]Ċ XVâXJL ]ZLĊ]DQH ]H ZVND]DQ\PL Z\ůHM G]LD-

âDQLDPL, PLHV]F]Ċ VLę Z SRMęFLX SU]HGVLęELRUVWZD IDUPDFHXW\F]QHJR� 
OVRE\ À]\F]QH OXE SUDZQH, NWyUH QLH PLHV]F]Ċ VLę Z WHM GHÀQLFML, DOH NWy-

UH L) NRQWUROXMĊ (WR ]QDF]\ SRVLDGDMĊ ZLęNV]Rœý XG]LDâyZ Z SU]HGVLęELRU-
VWZLH IDUPDFHXW\F]Q\P OXE ZSâ\ZDMĊ Z VSRVyE ]QDF]Q\ QD SURFHV\ GHF\-

]\MQH WDNLHJR SU]HGVLęELRUVWZD), LL) VĊ NRQWURORZDQH OXE LLL) ]QDMGXMĊ VLę 

46  3RVWDQRZLHQLH 3UH]HVD 7U\EXQDâX ] GQLD 1� ZU]HœQLD 2021 U� Z VSUDZDFK SRâĊF]RQ\FK C�/21 3 
L C1�/21 3, ECL,�E8�C�2021��5��
47  3ROLW\ND AJHQFML Z ZHUVML ] � SDŭG]LHUQLND 201� U�, ZRE� European Medicines Agency policy on the han-
dling of  competing interests of  scientific committees’ members and experts, E0A/�2�2�1/201�� RE9� 1� 
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ZH ZVSyOQHM NRQWUROL SU]HGVLęELRUVWZD IDUPDFHXW\F]QHJR, X]QDMH VLę ]D 
SU]HGVLęELRUVWZD IDUPDFHXW\F]QH GOD FHOyZ QLQLHMV]HM SROLW\NL� NLH]DOHůQL 
EDGDF]H L LQVW\WXW\ EDGDZF]H, Z W\P XQLZHUV\WHW\ L WRZDU]\VWZD QDXNRZH, 
VĊ Z\âĊF]RQH ] ]DNUHVX VWRVRZDQLD QLQLHMV]HM GHÀQLFMLµ� ,QWHUHVXMĊFR, ]D-

U]XFDMĊF 6ĊGRZL QDUXV]HQLH SUDZD, VNDUůĊFH NLHPF\ L EVWRQLD SRGNUHœOD-

â\ MHGQRF]HœQLH IDNW, ůH 3ROLW\ND AJHQFML ]DSHZQLD Z\VWDUF]DMĊFH JZDUDQ-

FMH, DE\ Z\NOXF]\ý ZV]HONLH ZĊWSOLZRœFL FR GR EH]VWURQQRœFL F]âRQNyZ 
NG. RQNRORJLD, ]Dœ QDUXV]HQLH SUDZD OHů\ SR VWURQLH 6ĊGX, D QLH AJHQFML 
(SNW �1 Z\URNX 76)� NDUXV]HQLH WR PLDâR SROHJDý QD W\P, ůH 6ĊG EâęGQLH 
XWRůVDPLâ V]SLWDO XQLZHUV\WHFNL MDNR FDâRœý ] ÅSU]HGVLęELRUVWZHP IDUPD-

FHXW\F]Q\Pµ Z UR]XPLHQLX SNW ��2�2 3ROLW\NL AJHQFML� 6ĊG Z\ZLyGâ 
] WHJR, UyZQLH EâęGQLH, ůH VWRVXQHN SUDF\ LVWQLHMĊF\ PLęG]\ W\P V]SLWDOHP 
D QLHNWyU\PL ELHJâ\PL NG. RQNRORJLD DXWRPDW\F]QLH VWDZLDâ LFK Z V\WX-

DFML SRWHQFMDOQHJR NRQÁLNWX LQWHUHVyZ, FR PRůH EXG]Lý ZĊWSOLZRœFL FR GR 
LFK EH]VWURQQRœFL� ZDU]XW RSLHUDâ VLę QD RNROLF]QRœFL, ůH Z UDPDFK N.G 
RQNRORJLD Z SRVWęSRZDQLX R GRSXV]F]HQLH GR REURWX ASOLGLQX XF]HVWQL-
F]\âR, WDNůH Z JâRVRZDQLX, GZyFK HNVSHUWyZ, ] NWyU\FK SLHUZV]\, EęGĊF\ 
MHGQRF]HœQLH ZLFHSUH]HVHP N.G RQNRORJLD, E\â SURIHVRUHP ]DWUXGQLR-

Q\P SU]H] LQVW\WXW XQLZHUV\WHFNL, EęGĊF\ UHQRPRZDQĊ LQVW\WXFMĊ HGXND-

F\MQĊ Z G]LHG]LQLH PHG\F\Q\� W SRVWęSRZDQLX SLHUZV]RLQVWDQF\MQ\P 
SU]HG 6ĊGHP, VNDUůĊFD 3KDUPD 0DU WZLHUG]LâD, ůH LQVW\WXW WHQ Z\ZLHUD 
]QDF]ĊF\ ZSâ\Z QD V]SLWDO XQLZHUV\WHFNL, Z NWyU\P PD RQ VLHG]LEę RUD] 
QD SURIHVMRQDOQ\ RœURGHN EDGDľ NOLQLF]Q\FK, NWyUH QDOHů\ ]DNZDOLÀNRZDý 
MDNR MHGQRVWNL RUJDQL]DF\MQH ]DMPXMĊFH VLę EDGDQLDPL NOLQLF]Q\PL, D ]D-

WHP ]JRGQLH ] SNW ��2�2 3ROLW\NL AJHQFML QDOHů\ MH WUDNWRZDý MDN SU]HGVLę-

ELRUVWZD IDUPDFHXW\F]QH� 3KDUPD 0DU NZHVWLRQRZDâD WDNůH XG]LDâ LQQHM 
RVRE\, WDNůH EęGĊFHM SURIHVRUHP L SUDFRZQLNLHP LQVW\WXWX RUD] MHGQ\P 
] V]HœFLX GRGDWNRZ\FK ELHJâ\FK NG. RQNRORJLD, NWyU\ ]DGHNODURZDâ 
udzLDâ Z RSUDFRZ\ZDQLX SURGXNWyZ NRQNXUHQF\MQ\FK ZREHF ASOLGLQX� 
6WĊG, ]GDQLHP 3KDUPD 0DU ]DFKRG]Lâ EUDN EH]VWURQQRœFL HNVSHUWyZ, JG\ů 
GHNODURZDOL RQL LQWHUHV\, NWyU\FK QLH GDâR VLę SRJRG]Lý ] EH]VWURQQ\P 
EDGDQLHP ZQLRVNX R XG]LHOHQLH GRSXV]F]HQLD GR REURWX GOD ASOLGLQX� 
AUJXPHQW\ WH SRG]LHOLâ 6ĊG Z VZRLP Z\URNX, X]QDMĊF, ůH SRVWęSRZDQLH, 
NWyUH GRSURZDG]LâR GR Z\GDQLD VSRUQHM GHF\]ML RGPDZLDMĊFHM GRSXV]F]H-
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QLD ASOLGLQX GR REURWX, QLH GDMH Z\VWDUF]DMĊF\FK JZDUDQFML, DE\ Z\NOX-

F]\ý ZV]HONLH X]DVDGQLRQH ZĊWSOLZRœFL FR GR HZHQWXDOQHJR EUDNX RELHN-

W\ZL]PX� 6ĊG X]QDâ V]SLWDO XQLZHUV\WHFNL ]D SU]HGVLęELRUVWZR IDUPDFH�
XW\F]QH Z UR]XPLHQLX SNW ��2�2 3ROLW\NL AJHQFML� .RQVHNZHQFMĊ WHJR 
VWZLHUG]HQLD E\â ZQLRVHN, ůH HNVSHUFL NG. RQNRORJLD ]DWUXGQLHQL Z V]SL-
WDOX XQLZHUV\WHFNLP, F]\OL Z SU]HGVLęELRUVWZLH IDUPDFHXW\F]Q\P SR]R-

VWDMĊ Z NRQÁLNFLH LQWHUHVyZ, FR SRZRGXMH, ůH LFK XG]LDâ Z SRVWęSRZDQLX 
XQLHPRůOLZLD RELHNW\ZQH SU]HSURZDG]HQLH SURFHGXU\ GRSXV]F]HQLD 
ASOLGLQX GR REURWX� W MDNL VSRVyE 6ĊG GRV]HGâ GR WDNLFK ZQLRVNyZ, VNR-

UR SNW ��2�2� 3ROLW\NL AJHQFML expressis verbis VWDQRZLâ, ůH ÅNLH]DOHůQL EDGD-

F]H L LQVW\WXW\ EDGDZF]H, Z W\P XQLZHUV\WHW\ L WRZDU]\VWZD QDXNRZH, VĊ 
Z\âĊF]RQH ] ]DNUHVX VWRVRZDQLD QLQLHMV]HM GHÀQLFML (SU]HGVLęELRUVWZD IDU-
PDFHXW\F]QHJR ² -%)µ" 3XQNWHP Z\MœFLD UR]XPRZDQLD 6ĊGX E\âD DGQR-

WDFMD, ůH Z V]SLWDOX XQLZHUV\WHFNLP PLHœFL VLę FHQWUXP WHUDSLL NRPyUNR-

ZHM RGSRZLDGDMĊFH GHÀQLFML ÅSU]HGVLęELRUVWZD IDUPDFHXW\F]QHJRµ, MDNR 
ůH FHQWUXP RGGDMH GR G\VSR]\FML SU]HGVLęELRUVWZ IDUPDFHXW\F]Q\FK VZyM 
SHUVRQHO EDGDZF]\ RUD] VZRMĊ LQIUDVWUXNWXUę, RUD] SU]HSURZDG]D QD LFK 
ZQLRVHN WHVW\ NOLQLF]QH L MDNR SRGZ\NRQDZFD SURGXNXMH GOD QLFK SURGXN-

W\ OHF]QLF]H� W ]ZLĊ]NX ] W\P, 6ĊG RU]HNâ, ůH V]SLWDO XQLZHUV\WHFNL, NWyU\ 
PLDâ SRG VZRMĊ NRQWUROĊ FHQWUXP WHUDSLL NRPyUNRZHM, QDOHů\ X]QDý MDNR 
WDNL ]D SU]HGVLęELRUVWZR IDUPDFHXW\F]QH� Z WDNĊ RFHQĊ QLH ]JRG]Lâ VLę 76 
Z Z\URNX RGZRâDZF]\P� 76 ]ZUyFLâ ERZLHP XZDJę QD SRPLQLęWĊ SU]H] 
6ĊG Z\NâDGQLę FHORZRœFLRZĊ SNW ��2�2� 3ROLW\NL AJHQFML� Z WU]HFK SRZR-

GyZ Z\QLND ] QLHM, ůH V]SLWDOH XQLZHUV\WHFNLH QDOHů\ WUDNWRZDý MDN LQVW\-

WXW\ EDGDZF]H (SNW 58 Z\URNX 76)� 3R SLHUZV]H, QD]Z\ V]SLWDOL XQLZHUV\-

WHFNLFK œZLDGF]Ċ R EOLVNRœFL, MDNĊ XWU]\PXMĊ RQH ] XQLZHUV\WHWHP, NWyU\ 
] NROHL MHVW Z\UDŭQLH Z\âĊF]RQ\ ] ]DNUHVX GHÀQLFML ÅSU]HGVLęELRUVWZD IDU-
PDFHXW\F]QHJRµ (SNW 5� Z\URNX 76)� 3R GUXJLH, V]SLWDO XQLZHUV\WHFNL RG-

JU\ZD SRWUyMQĊ UROę, D PLDQRZLFLH WHUDSHXW\F]QĊ, HGXNDF\MQĊ L EDGDZF]Ċ� 
W œZLHWOH SUDZD XQLZHUV\WHW\ L V]SLWDOH XQLZHUV\WHFNLH ]DMPXMĊ VLę JâyZ-

QLH L FR GR ]DVDG\ EDGDQLDPL QDXNRZ\PL SURZDG]RQ\PL Z FHODFK QLH]D-

URENRZ\FK L Z LQWHUHVLH RFKURQ\ ]GURZLD, SRGOHJDMĊ RQH V]HUHJRZL VXUR-

Z\FK QRUP HW\F]Q\FK Z UDPDFK SURZDG]RQ\FK Z QLFK EDGDľ L QLH 
XF]HVWQLF]Ċ Z VSU]HGDů\ SURGXNWyZ OHF]QLF]\FK (SNW �0 Z\URNX 76)� 
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,, SR WU]HFLH, Z\âĊF]HQLH V]SLWDOL XQLZHUV\WHFNLFK ] ]DNUHVX SRMęFLD ÅSU]HG-

VLęELRUVWZD IDUPDFHXW\F]QHJRµ Z UR]XPLHQLX SNW ��2�2 3ROLW\NL AJHQFML 
SU]\F]\QLD VLę GR RVLĊJQLęFLD UyZQRZDJL PLęG]\ NRQLHF]QRœFLĊ SU]HSUR-

ZDG]HQLD ] MHGQHM VWURQ\ EH]VWURQQHJR EDGDQLD ZQLRVNyZ R XG]LHOHQLH 
SR]ZROHQLD QD GRSXV]F]HQLH GR REURWX GOD SURGXNWX OHF]QLF]HJR, D ] GUX-

JLHM VWURQ\ XZDůQHJR L MDN QDMGRNâDGQLHMV]HJR EDGDQLD QDXNRZHJR Z RG-

QLHVLHQLX GR NZHVWLL, NWyUH SRZVWDMĊ SU]\ RFHQLH SURGXNWX OHF]QLF]HJR� 
7\PF]DVHP Z FHOX RVLĊJQLęFLD WHM UyZQRZDJL, NRQLHF]QH MHVW XPRůOLZLHQLH 
AJHQFML Z\]QDF]HQLD MDNR HNVSHUWyZ RVyE, NWyUH QDOHůĊ GR SHUVRQHOX 
V]SLWDOL XQLZHUV\WHFNLFK, SRQLHZDů ]JRGQLH ] SNW ��2�1�2 DNDSLW 2 3ROLW\NL 
AJHQFML QLH PRůH RQD Z\]QDF]Dý Z W\P FKDUDNWHU]H, ] Z\MĊWNLHP SRZR-

â\ZDQLD ELHJâ\FK, RVyE ]DWUXGQLRQ\FK Z SU]HP\œOH IDUPDFHXW\F]Q\P OXE 
PDMĊF\FK DNWXDOQH LQWHUHV\ ÀQDQVRZH Z W\P SU]HP\œOH (SNW �1 Z\URNX)� 
6WĊG, ]GDQLHP 76 V]SLWDO XQLZHUV\WHFNL SRZLQLHQ ]RVWDý Z\âĊF]RQ\ ] ]D-

NUHVX VWRVRZDQLD SRMęFLD ÅSU]HGVLęELRUVWZD IDUPDFHXW\F]QHJRµ Z UR]X-

PLHQLX SNW ��2�2 3ROLW\NL AJHQFML� C]\ MHGQDN NRQNOX]ML WHM QLH SU]HF]\ 
IDNW, ůH G]LDâDMĊFH Z UDPDFK V]SLWDOD XQLZHUV\WHFNLHJR FHQWUXP WHUDSLL 
NRPyUNRZHM MHVW Z LVWRFLH SU]HGVLęELRUVWZHP IDUPDFHXW\F]Q\P" ,QQ\PL 
VâRZ\, F]\ RNROLF]QRœFL, ůH V]SLWDO XQLZHUV\WHFNL NRQWUROXMH SU]HGVLęELRU-
VWZR IDUPDFHXW\F]QH, EęGĊFH MHJR F]ęœFLĊ, QLH SURZDG]L GR V\WXDFML, ůH 
V]SLWDO WHQ QLH MHVW REMęW\ Z\âĊF]HQLHP VSRG GHÀQLFML SU]HGVLęELRUVWZD 
IDUPDFHXW\F]QHJR" OGSRZLDGDMĊF QD WR S\WDQLH, 76 RSDUâ VLę QD OLWHUDO-
Q\P EU]PLHQLX SNW ��2�2� 3ROLW\NL AJHQFML, VWZLHUG]DMĊF, ůH VNRUR SU]HZL-
GXMH RQ, ůH ÅNLH]DOHůQL EDGDF]H L LQVW\WXW\ EDGDZF]H, Z W\P XQLZHUV\WHW\ 
L WRZDU]\VWZD QDXNRZH, VĊ Z\âĊF]RQH ] ]DNUHVX VWRVRZDQLD QLQLHMV]HM GH-

ÀQLFML (SU]HGVLęELRUVWZD IDUPDFHXW\F]QHJR ² -%)µ WR MHVW RQ VIRUPXâRZD-

Q\ Z MHGQR]QDF]Q\ VSRVyE L QLH SU]HZLGXMH ůDGQHJR Z\MĊWNX RG XVWDQR-

ZLRQHJR Z QLP Z\âĊF]HQLD� 76 Z]LĊâ WDNůH SRG XZDJę Z\UDůDQH QD UR]-

prawiH SU]H] AJHQFMę RSLQLH, ůH SU]\ V]SLWDODFK XQLZHUV\WHFNLFK F]ęVWR 
IXQNFMRQXMĊ PDâH SRGPLRW\, NWyUH Z\WZDU]DMĊ SURGXNW\ OHF]QLF]H L NWyUH 
VSHâQLDMĊ NU\WHULD X]QDQLD MH ]D ÅSU]HGVLęELRUVWZD IDUPDFHXW\F]QHµ, DOER 
] WHJR SRZRGX, ůH RZH SURGXNW\ OHF]QLF]H PDMĊ NUyWNL RNUHV SU]HFKR�
Z\ZDQLD, FR R]QDF]D, ůH PRJĊ E\ý SRGDZDQH W\ONR SU]H] EDUG]R NUyWNL 
RNUHV SR LFK Z\SURGXNRZDQLX, DOER ] WHJR SRZRGX, ůH GR LFK Z\WZRU]HQLD 
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QLH]EęGQ\ MHVW PDWHULDâ ELRORJLF]Q\ SRELHUDQ\ RG SDFMHQWyZ� Mimo tego 

IDNWX SNW ��2�2� 3ROLW\NL AJHQFML FHORZR Z\âĊF]D LQVW\WXW\ EDGDZF]H L XQL-
ZHUV\WHW\ VSRG GHÀQLFML SU]HGVLęELRUVWZD IDUPDFHXW\F]QHJR (SNW �5 Z\-

URNX)� 
76 SRG]LHOLâ WDNůH DUJXPHQW SRGQRV]RQ\ SU]H] EVWRQLę, MDNR VWUR-

Qę VNDUůĊFĊ, ůH X]QDQLH, Lů FDâ\ SHUVRQHO V]SLWDOD XQLZHUV\WHFNLHJR MHVW 
]DWUXGQLRQ\ SU]H] ÅSU]HGVLęELRUVWZR IDUPDFHXW\F]QHµ Z UR]XPLHQLX 
SNW ��2�2 3ROLW\NL AJHQFML, E\âRE\ UyZQLHů VSU]HF]QH ] FHOHP DUW� 5� XVW� 1 
UR]SRU]ĊG]HQLD QU �2�/200� L ] SNW ��1 WHMůH 3ROLW\NL AJHQFML, SROHJDMĊF\P 
QD ]QDOH]LHQLX RSW\PDOQHM UyZQRZDJL PLęG]\ Z\PRJLHP EH]VWURQQRœFL 
F]âRQNyZ NRPLWHWyZ QDXNRZ\FK L HNVSHUWyZ XF]HVWQLF]ĊF\FK Z G]LDâD-

QLDFK DJHQFML D NRQLHF]QRœFLĊ X]\VNDQLD RSLQLL QDXNRZHM QD QDMZ\ůV]\P 
PRůOLZ\P SR]LRPLH (SNW �� Z\URNX 76)� ND SRSDUFLH WHJR WZLHUG]HQLD, 
EVWRQLD SRGQRVLâD, ůH SU]HFLZQD Z\NâDGQLD SURZDG]LâDE\ GR X]QDQLD, 
Lů ��5� SUDFRZQLNyZ ]DWUXGQLRQ\FK SU]H] V]SLWDO XQLZHUV\WHFNL Z 7DU-
WX, NWyU\ MHVW MHG\Q\P V]SLWDOHP XQLZHUV\WHFNLP Z W\P SDľVWZLH, SUD-

FXMH GOD SU]HGVLęELRUVWZD IDUPDFHXW\F]QHJR, SRGF]DV JG\ Z\WZDU]DQLHP 
SURGXNWyZ OHF]QLF]\FK ]DMPXMH VLę W\ONR F]WHUHFK SUDFRZQLNyZ� 7DNůH 
NLHPF\ ZVND]\ZDâ\ QD UR]SUDZLH SU]HG 76, ůH QDMZLęNV]\ QLHPLHFNL 
V]SLWDO XQLZHUV\WHFNL, D PLDQRZLFLH V]SLWDO CKDULWp Z %HUOLQLH, ]DWUXGQLD 
20 �00 SUDFRZQLNyZ, ] F]HJR W\ONR FR QDMZ\ůHM RNRâR VWX SUDFRZQLNyZ 
SU]\G]LHORQR GR MHGQRVWHN SURGXNF\MQ\FK V]SLWDOD ]RULHQWRZDQ\FK QD 
G]LDâDOQRœý JRVSRGDUF]Ċ� W ]ZLĊ]NX ] W\P FDâNRZLWH Z\NOXF]HQLH HNV-
SHUWyZ V]SLWDOL XQLZHUV\WHFNLFK ] XG]LDâX Z RSUDFRZ\ZDQLX RSLQLL QDXNR-

Z\FK AJHQFML ]H Z]JOęGX QD WR, ůH V]SLWDOH WDNLH SRVLDGDMĊ Z UDPDFK VZHM 
VWUXNWXU\ SRGPLRW OXE NLOND SRGPLRWyZ PRJĊF\FK VWDQRZLý SU]HGVLę-

ELRUVWZD IDUPDFHXW\F]QH Z UR]XPLHQLX SNW ��2�2 3ROLW\NL AJHQFML, PRůH 
VNXWNRZDý QLHGRERUHP HNVSHUWyZ SRVLDGDMĊF\FK SRJâęELRQĊ ZLHG]ę PH-

G\F]QĊ Z QLHNWyU\FK G]LHG]LQDFK QDXNRZ\FK, Z V]F]HJyOQRœFL Z G]LHG]L-
QLH VLHURF\FK SURGXNWyZ OHF]QLF]\FK L LQQRZDF\MQ\FK SURGXNWyZ OHF]-

QLF]\FK� ZZâDV]F]D ůH SHUVRQHO XQLZHUV\WHWyZ L V]SLWDOL XQLZHUV\WHFNLFK 
VWDQRZL QDMZLęNV]Ċ F]ęœý VLHFL HNVSHUWyZ, GR NWyU\FK ]ZUDFD VLę AJHQ-

FMD Z FHOX Z\GDQLD RSLQLL QDXNRZHM Z UDPDFK SURFHGXU\ RFHQ\ ZQLRVNX 
R XG]LHOHQLH SURGXNWX OHF]QLF]HJR GR REURWX�
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3U]\MĊZV]\ SRZ\ůV]Ċ Z\NâDGQLę, 76 ]DVWU]HJâ MHGQDN (SNW� �0��2 Z\-

URNX 76), ůH Z\âĊF]HQLH ] ]DNUHVX VWRVRZDQLD SRMęFLD ÅSU]HGVLęELRUVWZD 
IDUPDFHXW\F]QHJRµ, QLH PD MHGQDN ]DVWRVRZDQLD GR MHGQRVWHN NRQWUROR-

ZDQ\FK SU]H] V]SLWDO XQLZHUV\WHFNL, NWyUH VDPH VSHâQLDMĊ NU\WHULD ÅSU]HG-

VLęELRUVWZD IDUPDFHXW\F]QHJRµ� W NRQVHNZHQFML GR ]DGDľ RVyE ]DWUXG-

QLRQ\FK SU]H] SRGPLRW NRQWURORZDQ\ SU]H] V]SLWDO XQLZHUV\WHFNL OXE 
V]HU]HM ZVSyâSUDFXMĊF\FK ] W\P SRGPLRWHP, QLH PRůH QDOHůHý Z\UDůDQLH 
RSLQLL QDXNRZ\FK GOD AJHQFML, MHůHOL SRGPLRW WHQ VSHâQLD NU\WHULD SRMęFLD 
ÅSU]HGVLęELRUVWZD IDUPDFHXW\F]QHJRµ ]GHÀQLRZDQHJR Z SNW ��2�2 3ROLW\-

NL AJHQFML� 7DND Z\NâDGQLD PRůH ERZLHP ]DSHZQLý RSW\PDOQĊ UyZQRZD-

Ję PLęG]\ Z\PRJLHP EH]VWURQQRœFL HNVSHUWyZ XF]HVWQLF]ĊF\FK Z G]LD-

âDQLDFK WHM DJHQFML D Z\PRJLHP SRZRâ\ZDQLD HNVSHUWyZ SRVLDGDMĊF\FK 
QDMZ\ůV]H NZDOLÀNDFMH� 76 ZDůĊF SRWU]HE\ LQWHUHVX SXEOLF]QHJR, VâXV]QLH 
GRNRQDâ UR]JUDQLF]HQLD PLęG]\ V]SLWDODPL XQLZHUV\WHFNLPL NRQWUROXMĊ-

F\PL MHGQRVWNL, NWyUH PRJĊ E\ý X]QDQH ]D SU]HGVLęELRUVWZD IDUPDFHX-

W\F]QH, D W\PL MHGQRVWNDPL MDNR F]ęœFLDPL VNâDGRZ\PL V]SLWDOL� O LOH 
VDPH V]SLWDOH XQLZHUV\WHFNLH QLH PRJĊ E\ý X]QDQH ]D SU]HGVLęELRUVWZD 
IDUPDFHXW\F]QH, FR VNXWNXMH IDNWHP, ůH Z SU]\SDGNX ]DWUXGQLRQ\FK 
Z QLFK SUDFRZQLNyZ ]DVDGQLF]R QLH GRFKRG]L GR NRQÁLNWX LQWHUHVyZ, 
JG\ Z\VWęSXMĊ MDNR HNVSHUFL QDXNRZL AJHQFML, R W\OH Z\âĊF]HQLH WR QLH 
]QDMGXMH ]DVWRVRZDQLD GR SUDFRZQLNyZ ]DWUXGQLRQ\FK EH]SRœUHGQLR 
Z MHGQRVWFH XQLZHUV\WHFNLHM VSHâQLDMĊFHM NU\WHULD X]QDQLD MĊ ]D SU]HG-

VLęELRUVWZR IDUPDFHXW\F]QH� W LFK SU]\SDGNX ]DFKRG]LâE\ MXů NRQÁLNW 
LQWHUHVyZ G\VNZDOLÀNXMĊF\ LFK ] PRůOLZRœFL SHâQLHQLD IXQNFML HNVSHUWyZ 
Z VWRVXQNX GR AJHQFML� W\NâDGQLD SRF]\QLRQD SU]H] 76 NRUHVSRQGXMH  
] EU]PLHQLHP SNW ��2�1�2 3ROLW\NL AJHQFML, ]JRGQLH ] NWyU\P Å>F@R GR ]D-

VDG\, SR]RVWDZDQLH Z VWRVXQNX ]DWUXGQLHQLD Z SU]HGVLęELRUVWZLH IDUPD-

FHXW\F]Q\P OXE SRVLDGDQLH DNWXDOQ\FK LQWHUHVyZ ÀQDQVRZ\FK Z SU]HP\-

œOH IDUPDFHXW\F]Q\P VSU]HFLZLDMĊ VLę XG]LDâRZL Z G]LDâDQLDFK AJHQFML >«@µ� 
-HGQRF]HœQLH ZSâ\QęâD RQD QD NZDOLÀNDFMę F]ZDUWHJR ] SRGQRV]RQ\FK 
Z VSUDZLH ]DU]XWyZ RGZRâDZF]\FK� DRW\F]\â RQ EUDNX GHF\GXMĊFHJR 
ZSâ\ZX GUXJLHJR HNVSHUWD QD ZQLRVNL NG. RQNRORJLD� ENVSHUW WHQ E\â 
SUDFRZQLNLHP V]SLWDOD XQLZHUV\WHFNLHJR L MHGQRF]HœQLH ]Z\Nâ\P F]âRQ-

NLHP QDXNRZHM JUXS\ NRQVXOWDF\MQHM, QLHSRVLDGDMĊF\P Z QLHM GRPLQXMĊFHM 
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UROL, ]Dœ JZDUDQFMĊ EH]VWURQQRœFL QDXNRZHM JUXS\ NRQVXOWDF\MQHM PLDâD 
E\ý MHM NROHJLDOQRœý� 

76 ]DMĊâ VLę WDNůH ]DU]XWHP EâęGQHM LQWHUSUHWDFML SRMęFLD ÅNRQNXUHQF\M-
QHJR SURGXNWX OHF]QLF]HJRµ Z UR]XPLHQLX SNW ��2�1�2 3ROLW\NL AJHQFML 
SU]\ RFHQLH EH]VWURQQRœFL HNVSHUWyZ� RHSXEOLND )HGHUDOQD NLHPLHF L RH-

SXEOLND EVWRľVND SRSLHUDQH SU]H] AJHQFMę WZLHUG]Lâ\, ůH 6ĊG QDUXV]\â 
SUDZR, QLH X]QDZV]\, ůH GUXJL HNVSHUW E\â MHG\QLH ]Z\Nâ\P F]âRQNLHP 
QDXNRZHJR NRPLWHWX NRQVXOWDF\MQHJR, D ZLęF QLH SRGOHJDâ ] WHJR W\WXâX 
UHJXOH NRQÁLNWX LQWHUHVyZ ]ZLĊ]DQHM ] XG]LDâHP Z EDGDQLDFK QDG VWZR-

U]HQLHP SURGXNWX NRQNXUHQF\MQHJR� 3KDUPD 0DU Z RGSRZLHG]L QD WHQ 
]DU]XW SRGQRVLâD, ůH ]DVDGQLF]R 3ROLW\ND AJHQFML MHVW SR]EDZLRQD ]QD-

F]HQLD GOD RFHQ\ EH]VWURQQRœFL HNVSHUWD ] NG. RQNRORJLD, NWyU\ ]DGH-

NODURZDâ SRVLDGDQLH LQWHUHVyZ Z RGQLHVLHQLX GR SURGXNWów NRQNXUHQF\M-
Q\FK GOD VLHURF\FK SURGXNWyZ OHF]QLF]\FK� 7\PF]DVHP NLHPF\ L EVWRQLD 
ZVSLHUDQH SU]H] AJHQFMę SRGQRVLâ\, ůH NRQÁLNW LQWHUHVyZ ]DFKRG]L Z RG-

QLHVLHQLX GR HNVSHUWyZ, NWyU]\ ELRUĊ XG]LDâ Z EDGDQLDFK QDG VWZRU]H-

QLHP SURGXNWX NRQNXUHQF\MQHJR W\ONR ZWHG\, JG\ LVWQLHMĊ MHGHQ OXE GZD 
SURGXNW\ NRQNXUHQF\MQH GOD GDQHJR ZVND]DQLD WHUDSHXW\F]QHJR, NWyUHJR 
GRW\F]\ ZQLRVHN R SR]ZROHQLH QD GRSXV]F]HQLH GR REURWX� ZGDQLHP W\FK 
VWURQ 6ĊG EâęGQLH ZVND]Dâ, ůH ASOLGLQ MHVW VLHURF\P SURGXNWHP OHF]QL-
F]\P L ]DWHP QLH LVWQLDâ QD U\QNX OXE LVWQLDâR QLHZLHOH DOWHUQDW\ZQ\FK 
VSRVREyZ OHF]HQLD� AJHQFMD GRGDZDâD, ůH LVWQLHMH FR QDMPQLHM SLęWQDœFLH 
SURGXNWyZ OHF]QLF]\FK GOD ZVND]DQLD WHUDSHXW\F]QHJR REMęWHJR ZQLR-

VNLHP R GRSXV]F]HQLH SURGXNWX OHF]QLF]HJR GR REURWX L ůH, QD SRGVWDZLH 
SU]\VâXJXMĊFHM MHM G\VNUHFMRQDOQRœFL, VLHURFH SURGXNW\ OHF]QLF]H SRZLQQ\ 
SRGOHJDý W\P VDP\P ]DVDGRP RFHQ\ FR SR]RVWDâH SURGXNW\ OHF]QLF]H� 
3KDUPD 0DU DUJXPHQWRZDâD RGZURWQLH, XWU]\PXMĊF, ůH ]ZHU\ÀNRZDQLH 
SRWHQFMDOQHJR NRQÁLNWX LQWHUHVyZ Z SU]\SDGNX VLHURF\FK SURGXNWyZ 
OHF]QLF]\FK, SRZLQQR E\ý EDUG]LHM U\JRU\VW\F]QH� OFHQLDMĊF WHQ ]DU]XW, 
U]HF]QLN JHQHUDOQ\ 76, -�R� GH OD 7RXU SRGQLyVâ Z VZRMHM RSLQLL 48

, ůH sam 

IDNW, ůH ASOLGLQ MHVW VLHURF\P SURGXNWHP OHF]QLF]\P, QLH Z\VWDUF]D, DE\ 

48  OSLQLD U]HF]QLND JHQHUDOQHJR  -HDQD RLFKDUGD GH OD 7RXUD ] 12 VW\F]QLD 202� U�, VSUDZ\ SRâĊF]RQH 
C�/21 3 L C1�/21 3, ECL,�E8�C�202��8�
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]DVWRVRZDý SU]HSLV\ GRW\F]ĊFH SURGXNWyZ NRQNXUHQF\MQ\FK, MDNR ůH do-

NXPHQW\ AJHQFML QLH SU]HZLGXMĊ SU]HSLVyZ V]F]HJyOQ\FK GOD VLHURF\FK 
SURGXNWyZ OHF]QLF]\FK, Z ]ZLĊ]NX ] F]\P SRZLQQ\ RQH SRGOHJDý W\P 
VDP\P Z\PRJRP FR ZV]\VWNLH LQQH SURGXNW\ OHF]QLF]H SRGF]DV RFHQ\ 
SRSU]HG]DMĊFHM LFK GRSXV]F]HQLH GR REURWX (SNW �2 RSLQLL)� 6DP IDNW, ůH 
CHOO3URWHFW, F]\OL SURGXNW OHF]QLF]\ SURGXNRZDQ\ Z FHQWUXP WHUDSLL NR-

PyUNRZHM, NWyUHJR GRW\F]\âD VSUDZD, L Z RGQLHVLHQLX GR NWyUHJR GRUDG]Dâ 
GUXJL HNVSHUW AJHQFML, PLHœFLâ VLę Z GHÀQLFML ÅSURGXNWX NRQNXUHQF\MQH-

JRµ, WDNůH QLH Z\VWDUF]D GR ]DVWRVRZDQLD SU]HSLVyZ R SURGXNWDFK NRQNX-

UHQF\MQ\FK� .RQLHF]QH MHVW MHV]F]H, DE\ SURGXNWyZ W\FK E\âR MHG\QLH QLH-

ZLHOH, WR ]QDF]\ MHGHQ OXE GZD� 7\PF]DVHP ] XVWDOHľ GRNRQDQ\FK SU]H] 
VDP 6ĊG Z SNW �� ]DVNDUůRQHJR Z\URNX Z\QLND, ůH LVWQLHMĊ WU]\ SURGXNW\ 
NRQNXUHQF\MQH Z]JOęGHP ASOLGLQX, QDG NWyU\PL SUDFXMH GUXJL HNVSHUW 
(CHOO3URWHFW, DDUDWXPXPDE, ,VDWX[LPDE)� 3R]D W\P AJHQFMD SU]\SRPLQD, 
ůH VSUDZR]GDQLH C+03 GRW\F]ĊFH ASOLGLQX, NWyUH ]RVWDâR SU]HGâRůRQH 
6ĊGRZL, ZVND]XMH, ůH ZDFKODU] PRůOLZRœFL WHUDSHXW\F]Q\FK Z RGQLHVLHQLX 
GR V]SLF]DND PQRJLHJR ]DZLHUD FR QDMPQLHM SLęWQDœFLH SURGXNWyZ OHF]QL-
F]\FK (SNW �2 RSLQLL)� DODWHJR, ]GDQLHP U]HF]QLND JHQHUDOQHJR, RU]HNDMĊF, 
ůH VDP IDNW SUDF\ QDG SURGXNWDPL NRQNXUHQF\MQ\PL EH] XVWDOHQLD, ůH SUR-

GXNW\ WH Z\VWęSRZDâ\ Z OLF]ELH MHGHQ OXE GZD, VWDZLDâ GUXJLHJR HNVSHUWD 
Z V\WXDFML NRQÁLNWX LQWHUHVyZ, 6ĊG QDUXV]\â SUDZR� %LRUĊF SRG XZDJę 
IDNW, ůH LVWQLDâR SLęWQDœFLH SURGXNWyZ OHF]QLF]\FK GOD ZVND]DQLD WHUD-

SHXW\F]QHJR REMęWHJR ZQLRVNLHP 3KDUPD 0DU GRW\F]ĊF\P MHM SURGXNWX 
OHF]QLF]HJR, 6ĊG SRSHâQLâ RF]\ZLVW\ EâĊG Z RFHQLH (SNW �� RSLQLL)� 76 
]DXZDů\â QD ZVWęSLH UR]SDWU\ZDQLD ]DU]XWX, ůH PRW\Z 8 UR]SRU]ĊG]HQLD 
QU �2�/200� Z\UDŭQLH VWDQRZL, Lů Z ]ZLĊ]NX ] KDUPRQL]RZDQLHP U\QNX 
ZHZQęWU]QHJR Z RGQLHVLHQLX GR QRZ\FK SURGXNWyZ OHF]QLF]\FK QDOHů\ 
ZSURZDG]Lý RERZLĊ]HN VWRVRZDQLD, UyZQLHů Z RGQLHVLHQLX GR VLHURF\FK 
SURGXNWyZ OHF]QLF]\FK, VFHQWUDOL]RZDQĊ SURFHGXUę Z\GDZDQLD SR]ZROHľ 
na GRSXV]F]HQLH SURGXNWX OHF]QLF]HJR QD SR]LRPLH 8QLL� AE\ SDFMHQFL 
FLHUSLĊF\ QD U]DGNLH VFKRU]HQLD PLHOL SUDZR GR SURGXNWyZ OHF]QLF]\FK, 
NWyU\FK MDNRœý, EH]SLHF]HľVWZR L VNXWHF]QRœý VĊ UyZQRZDůQH ] MDNR-

œFLĊ L EH]SLHF]HľVWZHP SURGXNWyZ OHF]QLF]\FK, ] NWyU\FK NRU]\VWDMĊ 
inni pDFMHQFL, VLHURFH SURGXNW\ OHF]QLF]H SRZLQQ\ SRGOHJDý QRUPDOQH-
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PX SURFHVRZL RFHQ\, F]\OL SURFHGXU]H SU]HZLG]LDQHM Z UR]SRU]ĊG]HQLX 
QU �2�/200�� 3RQLHZDů, Z P\œO DUW� 5� XVW� 1 WHJR UR]SRU]ĊG]HQLD ]DGD-

QLHP AJHQFML MHVW GRVWDUF]DQLH QDMOHSV]\FK ] PRůOLZ\FK RSLQLL QDXNR-

Z\FK Z RGQLHVLHQLX GR ZV]HONLFK NZHVWLL RGQRV]ĊF\FK VLę GR RFHQ\ MDNR-

œFL, EH]SLHF]HľVWZD L VNXWHF]QRœFL SURGXNWyZ OHF]QLF]\FK VWRVRZDQ\FK 
X OXG]L OXE ZHWHU\QDU\MQ\FK SURGXNWyZ OHF]QLF]\FK, NWyUH ]RVWDQĊ SRG-

GDQH MHM RFHQLH, VWĊG ]H Z]JOęGX QD VZyM RJyOQ\ FKDUDNWHU VIRUPXâRZDQLH 
WR REHMPXMH WDNůH VLHURFH SURGXNW\ OHF]QLF]H� 3RQLHZDů 3ROLW\ND AJHQFML 
MHVW GRNXPHQWHP RJyOQ\P PDMĊF\P ]DVWRVRZDQLH EH] UR]UyůQLHQLD GR 
ZV]\VWNLFK SURGXNWyZ OHF]QLF]\FK, QLH]DOHůQLH RG WHJR, F]\ VĊ WR SURGXN-

W\ VLHURFH, F]\ WHů QLH, VWĊG EH]VWURQQRœý HNVSHUWD NG. RQNRORJLD, NWyU\ 
]DGHNODURZDâ SRVLDGDQLH LQWHUHVyZ Z RGQLHVLHQLX GR SURGXNWyZ NRQNX-

UHQF\MQ\FK ZREHF VLHURFHJR SURGXNWX OHF]QLF]HJR, PRůH ]RVWDý ]EDGDQD 
Z œZLHWOH 3ROLW\NL AJHQFML�

OVWDWHF]QLH, 76 XFK\OLâ ]DVNDUůRQ\ Z\URN 6ĊGX L SU]HND]Dâ PX VSUDZę 
do ponownego rozpoznania.   

Wnioski 

Dwa NRPHQWRZDQH MXG\NDW\ âĊF]\ NZHVWLD ]DSHZQLDQLD EH]VWURQQRœFL 
HNVSHUWyZ AJHQFML� 0LPR ůH AJHQFMD IRUPDOQLH QLH SRVLDGD NRPSHWHQFML 
ZâDGF]\FK, ]Dœ VWRVRZQH GHF\]MH Z\NRQDZF]H Z\GDMH .RPLVMD EXURSHM-
VND, WR SRZVWDMĊ RQH Z RSDUFLX R RSLQLę AJHQFML� 7\ONR RQD G\VSRQXMH 
HNVSHUFNLP ]DSOHF]HP SR]ZDODMĊF\P LQVW\WXFML Z\NRQDZF]HM 8QLL EXUR-

SHMVNLHM QD Z\GDQLH SUDZQLH ZLĊůĊF\FK GHF\]ML� 6WĊG ZSâ\Z AJHQFML QD 
SR]\W\ZQH OXE RGPRZQH UR]SDWU]HQLH VSUDZ\ SU]H] .E MHVW GRPLQXMĊF\� 
3RQLHZDů AJHQFMD MHVW PRQRSROLVW\F]QĊ MHGQRVWNĊ P�LQ� Z ]DNUHVLH UR]-

SDWU\ZDQLD ZQLRVNyZ GR GRSXV]F]HQLD SURGXNWX OHF]QLF]HJR GR REURWX 
QD U\QNX 8E Z UDPDFK SURFHGXU\ VFHQWUDOL]RZDQHM, VWĊG MHM UR]VWU]\-

JQLęFLD Z\ZLHUDMĊ RJURPQ\ ZSâ\Z, WDN QD LQWHUHV\ ÀQDQVRZH NRUSRUDFML 
IDUPDFHXW\F]Q\FK, MDN L EH]SLHF]HľVWZR SDFMHQWyZ� DODWHJR WDN ZLHONLH-

JR ]QDF]HQLD QDELHUD NRQLHF]QRœý ]DSHZQLHQLD LQVW\WXFMRQDOQ\FK L IDN-

W\F]Q\FK JZDUDQFML EH]VWURQQRœFL HNVSHUWyZ XF]HVWQLF]ĊF\FK Z SUDFDFK 
AJHQFML� OG SRF]ĊWNX VZRMHJR LVWQLHQLD IDNW WHQ GRVWU]HJD VDPD AJHQ-



PRZEGLĄD PRAWA MEDYCZNEGO, NR 1/2025 (18)

86          -ACE. BARC,.

FMD, NWyUD XF]\QLâD ZLHOH, E\ VWZRU]\ý WDNLH LQVW\WXFMRQDOQH JZDUDQFMH� ,FK 
EH]SRœUHGQLP Z\UD]HP MHVW NRPSOHNVRZD 3ROLW\ND EXURSHMVNLHM AJHQ-

FML LHNyZ GRW\F]ĊFD SRVWęSRZDQLD Z VSUDZLH NRQNXUHQF\MQ\FK LQWHUH-

VyZ F]âRQNyZ NRPLWHWyZ QDXNRZ\FK L HNVSHUWyZ� ŮDGHQ GRNXPHQW QLH 
MHVW MHGQDN Z VWDQLH SU]HZLG]LHý L RSLVDý ZV]\VWNLFK ]âRůRQ\FK VWDQyZ 
IDNW\F]Q\FK L PRůOLZ\FK NRQÁLNWyZ LQWHUHVyZ, MDNLH PRJĊ VLę SRMDZLý� 
AJHQFMD PD SHZLHQ ]DNUHV G\VNUHFMRQDOQHM VZRERG\ Z LFK UR]VWU]\JDQLX, 
D IDNW, ůH ]DVDGQLF]R F]\QL WR, ZâDœFLZLH SRWZLHUG]D QLHZLHOND OLF]ED VNDUJ 
SU]HG RUJDQDPL VĊGRZ\PL 8E ² 6ĊGHP L 7U\EXQDâHP 6SUDZLHGOLZRœFL� 
.DůGRUD]RZR RFHQD SRWHQFMDOQHJR NRQÁLNWX LQWHUHVyZ Z SU]\SDGNX 
HNVSHUWyZ, NWyU\ Z\NOXF]D LFK EH]VWURQQRœý, PXVL EUDý SRG XZDJę V]HUHJ 
F]\QQLNyZ,  Z\UDůD VLę WX QDSLęFLH SRPLęG]\ NRQLHF]QRœFLĊ ]DSHZQLH-

QLD Z\PRJX EH]VWURQQRœFL L QLH]DOHůQRœFL HNVSHUWyZ AJHQFML (Z\PR-

JX Z\QLNDMĊFHJR ] DUW� �� XVW� 2 UR]SRU]ĊG]HQLD �2�/202�) D LQWHUHVHP 
SXEOLF]Q\P (ZVND]DQ\P Z DUW� 5� XVW� 1 UR]SRU]ĊG]HQLD ���/202�) 
RGQRV]ĊF\P VLę GR NRQLHF]QRœFL G\VSRQRZDQLD QDMOHSV]\PL PRůOLZ\PL 
RSLQLDPL QDXNRZ\PL Z NDůGHM SU]HGâRůRQHM AJHQFML NZHVWLL ]ZLĊ]DQHM 
] RFHQĊ MDNRœFL, EH]SLHF]HľVWZD L VNXWHF]QRœFL SURGXNWyZ OHF]QLF]\FK 
VWRVRZDQ\FK X OXG]L OXE ZHWHU\QDU\MQ\FK SURGXNWyZ OHF]QLF]\FK� AJHQFMD 
musi ro]VWU]\JDý PLęG]\ W\PL Z\PRJDPL, XVWDODMĊF NU\WHULD, ZHGâXJ NWy-

U\FK QDOHů\ RFHQLDý EH]VWURQQRœý L QLH]DOHůQRœý RVyE, NWyUH SU]\F]\QLD-

MĊ VLę GR RSUDFRZ\ZDQLD MHM RSLQLL QDXNRZ\FK� WDJę ]QDF]HQLD LQWHUHVX 
SXEOLF]QHJR Z GRERU]H HNVSHUWyZ AJHQFML XQDRF]QLD Z\URN Z VSUDZDFK 
SRâĊF]RQ\FK C��/21 3 L C�1�/21 3, JG]LH 76 MHGQR]QDF]QLH VWDQĊâ QD VWD-

QRZLVNX, ůH V]SLWDOH XQLZHUV\WHFNLH QLH VĊ SU]HGVLęELRUVWZDPL IDUPDFHX-

W\F]Q\PL, L FR VLę ] W\P ZLĊůH, SUDFRZQLF\ WDNLFK V]SLWDOL ]DVDGQLF]R PRJĊ 
IXQNFMRQRZDý Z FKDUDNWHU]H HNVSHUWyZ AJHQFML EH] REDZ\ R NRQÁLNW LQ-

WHUHVyZ Z\QLNDMĊF\ W\ONR L Z\âĊF]QLH ] IDNWX PLHMVFD LFK ]DWUXGQLHQLD� 
W\URN Z VSUDZLH C�2�1/22 3 WDNůH RGQRVL VLę GR GHOLNDWQHM NZHVWLL QD-

OHůQHJR Z\ZDůHQLD PLęG]\ SRWU]HEĊ ]DSHZQLHQLD EH]VWURQQRœFL HNVSHU-
WyZ D NRQLHF]QRœFLĊ G\VSRQRZDQLD SU]H] AJHQFMę Z\VRNLP SR]LRPHP 
ZLHG]\ VSHFMDOLVW\F]QHM� W VSUDZLH WHM QLH ]DZLRGâ\ PHFKDQL]P\ SUDZQH, 
NWyUH VĊ Z G\VSR]\FML AJHQFML, DOH HOHPHQW NRQWUROL L QDG]RUX, Z W\P RFH-
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Q\ L PRQLWRURZDQLD VNâDGDQ\FK SU]H] HNVSHUWyZ GHNODUDFML GRW\F]ĊF\FK 
NRQÁLNWX LQWHUHVyZ� NLH GRNRQDQR QDOHů\WHJR Z\ZDůDQLD WDNLHJR NRQ-

ÁLNWX LQWHUHVyZ, HNVFHV\ZQLH LQWHUSUHWXMĊF JUDQLFH EH]VWURQQRœFL HNVSHU-
WyZ SRQDG GRSXV]F]DOQH JUDQLFH�   
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S u m m a r y

AVVHVVPHQW RI  WKH LPSDUWLDOLW\ RI  WKH EXURSHDQ 0HGLFLQHV AJHQF\ 
H[SHUWV LQ WKH FDVH ODZ RI  WKH CRXUW RI  -XVWLFH RI  WKH EXURSHDQ 8QLRQ

7KH DLP RI  WKH DUWLFOH LV WR H[DPLQH DQG SUHVHQW WKH IXQGDPHQWDO IHDWXUH 
UHTXLUHG RI  H[SHUWV RI  WKH EXURSHDQ 0HGLFLQHV AJHQF\, ZKLFK LV LPSDU-
WLDOLW\� 7KH DVVHVVPHQW RI  WKH IXOÀOPHQW RI  WKLV DWWULEXWH ZLOO EH SUHVHQWHG 
RQ WKH EDVLV RI  WZR MXGJPHQWV RI  WKH CRXUW RI  -XVWLFH RI  WKH E8� WKH 
MXGJPHQW RI  WKH CRXUW RI  1� 0DUFK 202� DHEUHJHDV HW DVVRFLpV 3KDU-
PD (D 	 A 3KDUPD) Y� EXURSHDQ CRPPLVVLRQ DQG EXURSHDQ 0HGLFLQHV 
AJHQF\, FDVH C�2�1/22 3 DQG WKH MXGJPHQW RI  WKH CRXUW RI  22 -XQH 
202� )HGHUDO RHSXEOLF RI  GHUPDQ\ Y� 3KDUPD 0DU 6A DQG EXURSHDQ 
CRPPLVVLRQ DQG RHSXEOLF RI  EVWRQLD Y� 3KDUPD 0DU 6A DQG EXURSHDQ 
CRPPLVVLRQ, MRLQHG FDVHV C��/21 3 DQG C�1�/21 3� 7KH VWUXFWXUH RI  
WKH DUWLFOH FRQVLVWV RI  ÀYH SDUWV� AIWHU D EULHI  LQWURGXFWLRQ, VRPH WDVNV 
RI  WKH EXURSHDQ 0HGLFLQHV AJHQF\ ZLOO EH SUHVHQWHG� 7KLV LV QHFHVVDU\ 
IRU D SURSHU XQGHUVWDQGLQJ RI  WKH PDLQ UHVHDUFK SUREOHP RI  WKH DUWLFOH� 
NH[W, WKH WZR DIRUHPHQWLRQHG MXGJPHQWV RI  WKH CRXUW RI  -XVWLFH RI  WKH 
E8 ZLOO EH SUHVHQWHG LQ WXUQ, WRJHWKHU ZLWK WKH DFFRPSDQ\LQJ IDFWXDO 
VLWXDWLRQV RI  WKH FDVHV, WKH SDUWLHV· FODLPV DQG WKH CRXUW·V DVVHVVPHQW� 
7KH\ ZLOO EH DFFRPSDQLHG E\ D SUHVHQWDWLRQ RI  WKH AJHQF\·V GRFXPHQWV 
DQG DFWLYLWLHV DLPHG DW HQVXULQJ WKH LPSDUWLDOLW\ RI  WKH H[SHUWV� 7KH DUWLF-

OH HQGV ZLWK FRQFOXVLRQV FRQWDLQLQJ WKH DXWKRU·V RZQ DVVHVVPHQW RI  WKH 
FRQVLGHUDWLRQV FDUULHG RXW�

Keywords: EXURSHDQ 0HGLFLQH AJHQF\, H[SHUWV, LPSDUWLDOLW\ 


