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trasmesso al soggetto proponente per la successiva for-
male accettazione, ai sensi dell’art. 13 del decreto mini-
steriale n. 593/2016. 

 2. L’avvio delle attività di rendicontazione resta subor-
dinato alla conclusione delle procedure di accettazione 
conseguenti all’adozione del presente decreto di conces-
sione delle agevolazioni. 

 3. Per tutto quanto non previsto dal presente decreto 
e dall’allegato disciplinare, si fa rinvio alle normative di 
legge e regolamenti, nazionali e comunitarie, citate in 
premessa. 

 Il presente decreto è inviato ai competenti organi di 
controllo, ai sensi delle vigenti disposizioni, e successi-
vamente sarà pubblicato nella   Gazzetta Ufficiale   della 
Repubblica italiana. 

 Roma, 14 gennaio 2022 

 Il direttore generale: CONSOLI   

  Registrato alla Corte dei conti il 2 febbraio 2022
Ufficio di controllo sugli atti del Ministero del lavoro e delle politi-
che sociali, del Ministero dell’istruzione, del Ministero dell’univer-
sità e della ricerca, del Ministero della cultura, del Ministero della 
salute, n. 225

  

      AVVERTENZA:  

  Gli allegati al decreto relativi al bando in oggetto, non sogget-
ti alla tutela della riservatezza dei dati personali, sono stati resi noti 
all’interno del seguente link:     https://www.miur.gov.it/web/guest/
atti-di-concessione-mur    

  22A01142

    MINISTERO DELLA SALUTE

  DECRETO  2 febbraio 2022 .

      Entrata in vigore dei testi, nelle lingue inglese e francese, 
pubblicati nel Supplemento 10.6 della Farmacopea europea 
10ª edizione.    

     IL MINISTRO DELLA SALUTE 

 Visto l’art. 124 del regio decreto 27 luglio 1934, 
n. 1265, e successive modificazioni, recante «Approva-
zione del testo unico delle leggi sanitarie»; 

 Visto il regio decreto 30 settembre 1938, n. 1706, re-
cante «Approvazione del regolamento per il servizio 
farmaceutico»; 

 Vista la legge 9 novembre 1961 n. 1242 recante «Revi-
sione e pubblicazione della Farmacopea ufficiale»; 

 Vista la legge 22 ottobre 1973, n. 752 recante «Ratifica 
ed esecuzione della convenzione europea per la elabora-
zione di una farmacopea europea, adottata a Strasburgo il 
22 luglio 1964»; 

 Vista la legge 23 dicembre 1978, n. 833, recante «Isti-
tuzione del Servizio sanitario nazionale»; 

 Visto l’art. 26 della legge 24 aprile 1998 n. 128, recan-
te «Disposizioni per l’adempimento di obblighi derivanti 
dalla appartenenza dell’Italia alle Comunità europee»; 

 Vista la risoluzione AP-CPH (20)3 adottata in data 
24 marzo 2020 dal Consiglio d’Europa,    European Com-
mittee on Pharmaceuticals and Pharmaceutical Care    
(CD-P-PH), con la quale è stata decisa l’entrata in vigore 
dal 1° gennaio 2022 del Supplemento 10.6 della Farma-
copea europea 10ª edizione (Allegato); 

 Vista la risoluzione AP-CPH (21)1 adottata in data 
22 gennaio 2021 dal Consiglio d’Europa,    European 
Committee on Pharmaceuticals and Pharmaceutical 
Care    (CD-P-PH), con la quale è stata decisa l’elimina-
zione dal 1° gennaio 2022 della monografia Barbital 
(0170). 

 Ritenuto di dover disporre l’entrata in vigore nel terri-
torio nazionale dei testi adottati dalle richiamate risolu-
zioni, come previsto dal citato art. 26 della legge 24 aprile 
1998 n. 128, nonché di chiarire che i testi nelle lingue 
inglese e francese di cui al presente provvedimento sono 
esclusi dall’ambito di applicazione della disposizione 
contenuta nell’art. 123, primo comma, lettera   b)  , del te-
sto unico delle leggi sanitarie approvato con regio decreto 
27 luglio 1934, n. 1265; 

  Decreta:    

  Art. 1.

     1. I testi nelle lingue inglese e francese dei capito-
li generali e delle monografie pubblicati nel Supple-
mento 10.6 della Farmacopea europea 10ª edizione, 
elencati nell’Allegato al presente decreto, entrano in 
vigore nel territorio nazionale, come facenti parte del-
la Farmacopea ufficiale della Repubblica italiana, dal 
1° gennaio 2022. 

 2. La monografia elencata nella sezione «Testi elimi-
nati» dello stesso allegato è eliminata dalla Farmacopea 
ufficiale della Repubblica italiana dal 1° gennaio 2022. 

 3. I testi nelle lingue inglese e francese richiamati 
al comma 1 non sono oggetto degli obblighi previsti 
dall’art. 123, primo comma, lettera   b)  , del testo unico 
delle leggi sanitarie approvato con regio decreto 27 lu-
glio 1934, n. 1265. Gli stessi testi, ai sensi dell’art. 26 
della legge 24 aprile 1998, n. 128, sono posti a dispo-
sizione di qualunque interessato per consultazione e 
chiarimenti presso la Segreteria tecnica della Commis-
sione permanente per la revisione e la pubblicazione 
della Farmacopea Ufficiale di cui alla legge 9 novembre 
1961, n. 1242. 

 Il presente decreto è pubblicato nella   Gazzetta Ufficia-
le   della Repubblica italiana. 

 Roma, 2 febbraio 2022 

 Il Ministro: SPERANZA   
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&$3,72/,�*(1(5$/,�
Q�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�

������� %DODQFHV�IRU�DQDO\WLFDO�SXUSRVHV� %DODQFHV�G¶DQDO\VH� %LODQFH�DQDOLWLFKH�
�������� N�1LWURVDPLQHV�LQ�DFWLYH�

�6XEVWDQFHV�
N�1LWURVDPLQHV�GDQV�OHV�VXEVWDQFHV�
�DFWLYHV�

N�1LWURVDPLQH�QHOOH�VRVWDQ]H�DWWLYH�

�������� &RQWDPLQDQW�S\UUROL]LGLQH��
DONDORLGV�

$OFDORwGHV�S\UUROL]LGLQLTXHV�
�FRQWDPLQDQWV�

$OFDORLGL�SLUUROL]LGLQLFL�FRQWDPLQDQWL�

�������� 3DUWLFXODWH� FRQWDPLQDWLRQ�� VXE�
YLVLEOH�SDUWLFOHV�LQ�QRQ�LQMHFWDEOH�
OLTXLG�SUHSDUDWLRQV�

&RQWDPLQDWLRQ� SDUWLFXODLUH� �� SDUWLFXOHV�
QRQ� YLVLEOHV� GDQV� OHV� SUpSDUDWLRQV�
OLTXLGHV�QRQ�LQMHFWDEOHV�

&RQWDPLQD]LRQH� SDUWLFHOODUH�� SDUWLFHOOH�
VXE�YLVLELOL� QHOOH� SUHSDUD]LRQL� OLTXLGH�
QRQ�LQLHWWDELOL�

�
0212*5$),(�

9$&&,1,�3(5�862�9(7(5,1$5,2�
7LWROL�LQ�ODWLQR� 1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�

9DFFLQXP�YLEULRVLGLV�
LQDFWLYDWXP�DG�
GLFHQWUDUFKXV�ODEUD[V�

������� 9LEULRVLV�YDFFLQH�
�LQDFWLYDWHG��IRU�VHD�EDVV�

9DFFLQ�LQDFWLYp�GH�OD�
YLEULRVH�SRXU�OH�EDU�

9DFFLQR�LQDWWLYDWR�GHOOD�
YLEULRVL�SHU�OD�VSLJROD�

�
'52*+(�9(*(7$/,�H�

�35(3$5$=,21,�$�%$6(�',�'52*+(�9(*(7$/,�
7LWROL�LQ�ODWLQR� 1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�

)ULWLOODULDH�WKXQEHUJLL�
EXOEXV�

������� 7KXQEHUJ�IULWLOODU\�EXOE� )ULWLOODULD�WKXQEHUJLL��EXOEH�
GH��

)ULWLOODULD�WKXQEHUJ�EXOER�

6FURSKXODULDH�UDGL[� ������� 6FURSKXODULD�URRW� 6FURSKXODULD��UDFLQH�GH�� 6FURSKXODULD�UDGLFH�
�

35(3$5$=,21,�20(23$7,&+(�
7LWROL�LQ�ODWLQR� 1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�

6DQJXLQDULD�FDQDGHQVLV�DG�
SUDHSDUDWLRQHV�
KRPRHRSDWKLFDV�

������� 6DQJXLQDULD�IRU�
KRPRHRSDWKLF�SUHSDUDWLRQV�

6DQJXLQDULD�FDQDGHQVLV�SRXU�
SUpSDUDWLRQV�
KRPpRSDWKLTXHV�

6DQJXLQDULD�FDQDGHQVLV�SHU�
SUHSDUD]LRQL�RPHRSDWLFKH�

7R[LFRGHQGURQ�SXEHVFHQV�
DG�SUDHSDUDWLRQHV�
KRPRHRSDWKLFDV�

������� 7R[LFRGHQGURQ�TXHUFLIROLXP�
IRU�KRPRHRSDWKLF�
SUHSDUDWLRQV�

5KXV�WR[LFRGHQGURQ�SRXU�
SUpSDUDWLRQV�
KRPpRSDWKLTXHV�

7R[LFRGHQGURQ�SXEHVFHQV�
SHU�SUHSDUD]LRQL�
RPHRSDWLFKH�

�
0212*5$),(�

7LWROL�LQ�ODWLQR� 1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�
)OXWLFDVRQL�IXURDV� ������� )OXWLFDVRQH�IXURDWH� )OXWLFDVRQH��IXURDWH�GH�� )OXWLFDVRQH�IXURDWR�
0HWK\ODPLQRODHYXOLQDWL�
K\GURFKORULGXP�

������� 0HWK\ODPLQROHYXOLQDWH�
K\GURFKORULGH�

0pWK\ODPLQROpYXOLQDWH�
�FKORUK\GUDWH�GH��

0HWLODPLQROHYXOLQDWR�
FORULGUDWR�

3KHQR[\EHQ]DPLQL�
K\GURFKORULGXP�

������� 3KHQR[\EHQ]DPLQH�
K\GURFKORULGH�

3KpQR[\EHQ]DPLQH�
�FKORUK\GUDWH�GH��

)HQRVVLEHQ]DPLQD�FORULGUDWR�

7UD]RGRQL�K\GURFKORULGXP� ������� 7UD]RGRQH�K\GURFKORULGH� 7UD]RGRQH��FKORUK\GUDWH�GH�� 7UD]RGRQH�FORULGUDWR�
�

7(67,�5(9,6,21$7,�
&$3,72/,�*(1(5$/,�

Q�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�
��� *HQHUDO�1RWLFHV� 3UHVFULSWLRQV�*pQpUDOHV� 3UHVFUL]LRQL�*HQHUDOL�
�������� &RPSRVLWLRQ�RI�IDWW\�DFLGV�LQ�

RLOV�ULFK�LQ�RPHJD���DFLGV�
&RPSRVLWLRQ�HQ�DFLGHV�JUDV�GHV�KXLOHV�
ULFKHV�HQ�DFLGHV�RPpJD���

&RPSRVL]LRQH�LQ�DFLGL�JUDVVL�GHJOL�ROL�
ULFFKL�GL�DFLGL�JUDVVL�RPHJD���

�������� 3HVWLFLGH�UHVLGXHV� 5pVLGXV�GH�SHVWLFLGHV� 5HVLGXL�GL�SHVWLFLGL�
������� 'LVLQWHJUDWLRQ�RI�WDEOHWV�DQG�

FDSVXOHV�
'pVDJUpJDWLRQ�GHV�FRPSULPpV�HW�GHV�
FDSVXOHV�

'LVDJJUHJD]LRQH�GHOOH�FRPSUHVVH�H�
GHOOH�FDSVXOH�

�������� 8QLIRUPLW\�DQG�DFFXUDF\�RI�
GHOLYHUHG�GRVHV�IURP�PXOWLGRVH�
FRQWDLQHUV�

8QLIRUPLWp�HW�H[DFWLWXGH�GH�OD�GRVH�
GpOLYUpH�SDU�OHV�UpFLSLHQWV�PXOWLGRVHV�

8QLIRUPLWj�H�DFFXUDWH]]D�GHOOD�GRVH�
ULODVFLDWD�GD�FRQWHQLWRUL�PXOWLGRVH�

�������� &KDUDFWHULVDWLRQ�RI�FU\VWDOOLQH�
DQG�SDUWLDOO\�FU\VWDOOLQH�VROLGV�
E\�;�UD\�SRZGHU�GLIIUDFWLRQ�
�;53'��

&DUDFWpULVDWLRQ�GHV�VROLGHV�FULVWDOOLQV�HW�
SDUWLHOOHPHQW�FULVWDOOLQV�SDU�GLIIUDFWLRQ�;�
VXU�SRXGUH�

&DUDWWHUL]]D]LRQH�GHL�VROLGL�FULVWDOOLQL�H�
SDU]LDOPHQWUH�FULVWDOOLQL�PHGLDQWH�
GLIIUD]LRQH�GHL�UDJJL�;�VXOOD�SROYHUH�
�'5;3��
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������� 3ODVWLF�FRQWDLQHUV�DQG�FORVXUHV�
IRU�SKDUPDFHXWLFDO�XVH�

5pFLSLHQWV�HW�IHUPHWXUHV�HQ�SODVWLTXH�
SRXU�XVDJH�SKDUPDFHXWLTXH�

&RQWHQLWRUL�H�FKLXVXUH�LQ�SODVWLFD�SHU�
XVR�IDUPDFHXWLFR�

��� 5HDJHQWV�(new, revised, 
corrected)�

5pDFWLIV�(noveaux, revisés, corrigés)� 5HDWWLYL�(nuovi, revisionati, corretti)�

����� 3KDUPDFRSRHLDO�KDUPRQLVDWLRQ� +DUPRQLVDWLRQ�GHV�3KDUPDFRSpHV� $UPRQL]]D]LRQH�GHOOH�)DUPDFRSHH�
������ 1DPHV�RI�KHUEDO�GUXJV�XVHG�LQ�

WUDGLWLRQDO�&KLQHVH�PHGLFLQH�
1RPV�GHV�GURJXHV�YpJpWDOHV�XWLOLVpHV�HQ�
PpGHFLQH�WUDGLWLRQQHOOH�FKLQRLVH�

1RPL�GHOOH�GURJKH�YHJHWDOL�XWLOL]]DWH�
QHOOD�PHGLFLQD�WUDGL]LRQDOH�&LQHVH�

�
0212*5$),(�

0212*5$),(�*(1(5$/,�
7LWROL�LQ�ODWLQR� 1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�
3URGXFWD�DOOHUJHQLFD� ������� $OOHUJHQ�SURGXFWV� 3URGXLWV�DOOHUJqQHV� 3URGRWWL�DOOHUJHQLFL�
9DFFLQD�DG�XVXP�
YHWHULQDULXP�

������� 9DFFLQHV�IRU�YHWHULQDU\�XVH� 9DFFLQV�SRXU�XVDJH�
YpWpULQDLUH�

9DFFLQL�SHU�XVR�YHWHULQDULR�

�
)250(�)$50$&(87,&+(�

7LWROL�LQ�ODWLQR� 1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�
$XULFXODULD� ������� (DU�SUHSDUDWLRQV� 3UpSDUDWLRQV�DXULFXODLUHV� 3UHSDUD]LRQL�DXULFRODUL�
0XVFL�PHGLFDWL� ������� )RDPV��PHGLFDWHG� 0RXVVHV�PpGLFDPHQWHXVHV� 6FKLXPH�PHGLFDWH�
2SKWKDOPLFD� ������� (\H�SUHSDUDWLRQV� 3UpSDUDWLRQV�RSKWDOPLTXHV� 3UHSDUD]LRQL�RIWDOPLFKH�

�
0212*5$),(�

35(3$5$=,21,�5$',2)$50$&(87,&+(�H��
0$7(5,(�35,0(�3(5�35(3$5$=,21,�5$',2)$50$&(87,&+(�

7LWROL�LQ�ODWLQR� 1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�
*DOOLL����*D��HGRWUHRWLGL�
VROXWLR�LQLHFWDELOLV�

������� *DOOLXP����*D��HGRWUHRWLGH�
LQMHFWLRQ�

*DOOLXP����*D��pGRWUpRWLGH�
�VROXWLRQ�LQMHFWDEOH�GH�

*DOOLR����*D��HGRWUHRWLGH�
SUHSDUD]LRQH�LQLHWWDELOH�

1DWULL�FDOFLL�SHQWHWDV�DG�
UDGLRSKDUPDFHXWLFD�

������� 3HQWHWDWH�VRGLXP�FDOFLXP�
K\GUDWH�IRU�
UDGLRSKDUPDFHXWLFDO�
SUHSDUDWLRQV�

3HQWpWDWH��FDOFLXP��GH�
VRGLXP�SRXU�SUpSDUDWLRQV�
UDGLRSKDUPDFHXWLTXHV���

6RGLR�FDOFLR�SHQWHWDWR�LGUDWR�
SHU�SUHSDUD]LRQL�
UDGLRIDUPDFHXWLFKH�

�
'52*+(�9(*(7$/,�H�

�35(3$5$=,21,�$�%$6(�',�'52*+(�9(*(7$/,�
7LWROL�LQ�ODWLQR� 1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�

$WUDFW\ORGLV�ODQFHDH�
UKL]RPH�

������� $WUDFW\ORGHV�ODQFHD�UKL]RPH� $WUDFW\ORGHV�ODQFHD�
��UKL]RPH�G¶��

$WUDFW\ORGHV�ODQFHD�UL]RPD�

*DQRGHUPD�OXFLGXP� ������� *DQRGHUPD� *DQRGHUPD� *DQRGHUPD�
2OHDH�IROLXP� ������� 2OLYH�OHDI� 2OLYLHU��IHXLOOH�G¶�� 2OLYR�IRJOLD�
6LO\EL�PDULDQL�H[WUDFWXP�
VLFFXP�UDIILQDWXP�HW�
QRUPDWXP�

������� 0LON�WKLVWOH�GU\�H[WUDFW��
UHILQHG�DQG�VWDQGDUGLVHG�

&KDUGRQ�PDULH��H[WUDLW�VHF�
SXULILp�HW�WLWUp�GH��

&DUGR�PDULDQR�HVWUDWWR�
VHFFR�UDIILQDWR�H�WLWRODWR�

6LO\EL�PDULDQL�IUXFWXV� ������� 0LON�WKLVWOH�IUXLW� &KDUGRQ�PDULH� &DUGR�PDULDQR�IUXWWR�
8UWLFDH�UDGL[� ������� 1HWWOH�URRW� 2UWLH��UDFLQH�G¶�� 2UWLFD�UDGLFH�

�
0212*5$),(�

7LWROL�LQ�ODWLQR� 1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�
$FLGXP�FKHQRGHR[\�
FKROLFXP�

������� &KHQRGHR[\FKROLF�DFLG� &KpQRGpVR[\FKROLTXH�
�DFLGH��

$FLGR�FKHQRGHVRVVLFROLFR�

$FLGXP�HWDFU\QLFXP� ������� (WDFU\QLF�DFLG� eWDFU\QLTXH��DFLGH�� $FLGR�HWDFULQLFR�
$OEXPLQL�KXPDQL�VROXWLR� ������� +XPDQ�DOEXPLQ�VROXWLRQ� $OEXPLQH�KXPDLQH��VROXWLRQ�

G¶��
$OEXPLQD�XPDQD�VROX]LRQH�

$OXPLQLL�VWHDUDV� ������� $OXPLQLXP�VWHDUDWH� $OXPLQLXP��VWpDUDWH�G¶�� $OOXPLQLR�VWHDUDWR�
$SURWLQLQL�VROXWLR�
FRQFHQWUDWD�

������� $SURWLQLQ�FRQFHQWUDWHG�
VROXWLRQ�

$SURWLQLQH��VROXWLRQ�
FRQFHQWUpH�G¶��

$SURWLQLQD�VROX]LRQH�
FRQFHQWUDWD�

%HQ]R\OLV�SHUR[LGXP�FXP�
DTXD�

������� %HQ]R\O�SHUR[LGH��K\GURXV� 3HUR[\GH�GH�EHQ]R\OH�
K\GUDWp�

%HQ]RLOH�SHURVVLGR�LGUDWR�

%LVDFRG\OXP� ������� %LVDFRG\O� %LVDFRG\O� %LVDFRGLOH�
%XPHWDQLGXP� ������� %XPHWDQLGH� %XPpWDQLGH� %XPHWDQLGH�
%XW\OLV�SDUDK\GUR[\�
EHQ]RDV�

������� %XW\O�SDUDK\GUR[\EHQ]RDWH� %XW\OH��SDUDK\GUR[\�
EHQ]RDWH�GH��

%XWLOH�SDUDLGURVVLEHQ]RDWR�

&DOFLL�FDUERQDV� ������� &DOFLXP�FDUERQDWH� &DOFLXP��FDUERQDWH�GH�� &DOFLR�FDUERQDWR�
&DOFLL�JOXFRQDV� ������� &DOFLXP�JOXFRQDWH� &DOFLXP��JOXFRQDWH�GH�� &DOFLR�JOXFRQDWR�
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&DOFLL�JOXFRQDV�DQK\GULFXV� ������� &DOFLXP�JOXFRQDWH��
DQK\GURXV�

&DOFLXP��JOXFRQDWH�GH��
DQK\GUH�

&DOFLR�JOXFRQDWR�DQLGUR�

&DOFLL�K\GURJHQRSKRVSKDV� ������� &DOFLXP�K\GURJHQ�
SKRVSKDWH�

&DOFLXP��K\GURJpQR�
SKRVSKDWH�GH��

&DOFLR�IRVIDWR�GLEDVLFR�

&DOFLL�K\GURJHQRSKRVSKDV�
GLK\GULFXV�

������� &DOFLXP�K\GURJHQ�
SKRVSKDWH�GLK\GUDWH�

&DOFLXP��K\GURJpQRSKRV�
SKDWH�GH��GLK\GUDWp�

&DOFLR�IRVIDWR�GLEDVLFR�
GLLGUDWR�

&DOFLL�K\GUR[LGXP� ������� &DOFLXP�K\GUR[LGH� &DOFLXP��K\GUR[LGH�GH�� &DOFLR�LGURVVLGR�
&DQGHVDUWDQXP�FLOH[HWLOL� ������� &DQGHVDUWDQ�FLOH[HWLO� &DQGpVDUWDQ�FLOH[pWLO� &DQGHVDUWDQ�FLOH[HWLO�
&DUERSODWLQXP� ������� &DUERSODWLQ� &DUERSODWLQH� &DUERSODWLQR�
&DUER[\PHWK\ODP\OXP�
QDWULFXP�$�

������� 6RGLXP�VWDUFK�JO\FRODWH������
�W\SH�$��

&DUER[\PpWK\ODPLGRQ�
VRGLTXH��W\SH�$��

&DUERVVLPHWLODPLGR�VRGLFR�
�WLSR�$��

&DUER[\PHWK\ODP\OXP�
QDWULFXP�%�

������� 6RGLXP�VWDUFK�JO\FRODWH������
�W\SH�%��

&DUER[\PpWK\ODPLGRQ�
VRGLTXH��W\SH�%��

&DUERVVLPHWLODPLGR�VRGLFR�
�WLSR�%��

&DUPHOORVXP�QDWULFXP�
FRQH[XP�

������� &URVFDUPHOORVH�VRGLXP� &URVFDUPHOORVH�VRGLTXH� &URVFDUPHOORVD�VRGLFD�

&HOOXORVL�DFHWDV�SKWKDODV� ������� &HOOXORVH�DFHWDWH�SKWKDODWH� &HOOXORVH��DFpWDWH�SKWDODWH�
GH��

&HOOXORVD�DFHWDWR�IWDODWR�

&KROHFDOFLIHUROXP�
GHQVDWXP�ROHRVXP�

������� &KROHFDOFLIHURO�FRQFHQWUDWH�
�RLO\�IRUP��

&KROpFDOFLIpURO��FRQFHQWUDW�
GH���IRUPH�KXLOHXVH�

&ROHFDOFLIHUROR�FRQFHQWUDWR�
ROHRVR�

&KROHVWHUROXP�DG�XVXP�
SDUHQWHUDOHP�

������� &KROHVWHURO�IRU�SDUHQWHUDO�
XVH�

&KROHVWpURO�SRXU�XVDJH�
SDUHQWpUDO�

&ROHVWHUROR�SHU�XVR�
SDUHQWHUDOH�

&URVSRYLGRQXP� ������� &URVSRYLGRQH� &URVSRYLGRQH� &URVSRYLGRQH�
&XSUL�VXOIDV�SHQWDK\GULFXV� ������� &RSSHU�VXOSKDWH�

SHQWDK\GUDWH�
&XLYUH��VXOIDWH�GH��
SHQWDK\GUDWp�

5DPH�VROIDWR�SHQWDLGUDWR�

'DSVRQXP� ������� 'DSVRQH� 'DSVRQH� 'DSVRQH�
'HIHULSURQL�FRPSUHVVL� ������� 'HIHULSURQH�WDEOHWV� 'pIpULSURQH��FRPSULPpV�GH�� 'HIHULSURQH�FRPSUHVVH�
'LNDOLL�FORUD]HSDV�
PRQRK\GULFXP�

������� 'LSRWDVVLXP�FORUD]HSDWH�
PRQRK\GUDWH�

&ORUD]pSDWH�GLSRWDVVLTXH�
PRQRK\GUDWp�

&ORUD]HSDWR�GLSRWDVVLFR�
PRQRLGUDWR�

'LPHWLQGHQL�PDOHDV� ������� 'LPHWLQGHQH�PDOHDWH� 'LPpWLQGqQH��PDOpDWH�GH�� 'LPHWLQGHQH�PDOHDWR�
'URQHGDURQL�FRPSUHVVL� ������� 'URQHGDURQH�WDEOHWV� 'URQpGDURQH��FRPSULPpV�

GH��
'URQHGDURQH�FRPSUHVVH�

(WK\OFHOOXORVXP� ������� (WK\OFHOOXORVH� eWK\OFHOOXORVH� (WLOFHOOXORVD�
(WK\OLV�SDUDK\GUR[\�
EHQ]RDV�

������� (WK\O�SDUDK\GUR[\EHQ]RDWH� eWK\OH��SDUDK\GUR[\�
EHQ]RDWH�G¶��

(WLOH�SDUDLGURVVLEHQ]RDWR�

)HUURVL�VXOIDV�GHVLFFDWXV� ������� )HUURXV�VXOSKDWH��GULHG� 6XOIDWH�IHUUHX[�GHVVpFKp� )HUURVR�VROIDWR�HVVLFFDWR�
)HUURVL�VXOIDV�KHSWD�
K\GULFXV�

������� )HUURXV�VXOSKDWH�
KHSWDK\GUDWH�

6XOIDWH�IHUUHX[�KHSWDK\GUDWp� )HUURVR�VROIDWR�HSWDLGUDWR�

)OXUELSURIHQXP� ������� )OXUELSURIHQ� )OXUELSURIqQH� )OXUELSURIHQH�
)RVLQRSULOXP�QDWULFXP� ������� )RVLQRSULO�VRGLXP� )RVLQRSULO�VRGLTXH� )RVLQRSULO�VRGLFR�
+\GUDOD]LQL�K\GUR�
FKORULGXP�

������� +\GUDOD]LQH�K\GURFKORULGH� +\GUDOD]LQH��FKORUK\GUDWH�
G¶��

,GUDOD]LQD�FORULGUDWR�

+\GUR[\HWK\OFHOOXORVXP� ������� +\GUR[\HWK\OFHOOXORVH� +\GUR[\pWK\OFHOOXORVH� ,GURVVLHWLOFHOOXORVD�
+\GUR[\SURS\OFHOOXORVXP� ������� +\GUR[\SURS\OFHOOXORVH� +\GUR[\SURS\OFHOOXORVH� ,GURVVLSURSLOFHOOXORVD�
+\GUR[\SURS\OFHOOXORVXP�
VXEVWLWXWXP�KXPLOH�

������� +\GUR[\SURS\OFHOOXORVH��
ORZ�VXEVWLWXHG�

+\GUR[\SURS\OFHOOXORVH�
IDLEOHPHQW�VXEVWLWXpH�

,GURVVLSURSLOFHOOXORVD��D�
EDVVR�JUDGR�GL�VRVWLWX]LRQH�

+\SURPHOORVXP� ������� +\SURPHOORVH� +\SURPHOORVH� ,SURPHOORVD�
int-rac�3K\WRPHQDGLRQXP� ������� all-rac�3K\WRPHQDGLRQH� tout-rac�3K\WRPpQDGLRQH� tutto-rac�)LWRPHQDGLRQH�

UDFHPLFR�
,UEHVDUWDQXP� ������� ,UEHVDUWDQ� ,UEpVDUWDQ� ,UEHVDUWDQ����
/DFRVDPLGL�FRPSUHVVL� ������� /DFRVDPLGH�WDEOHWV� /DFRVDPLGH��FRPSULPpV�GH�� /DFRVDPLGH�FRPSUHVVH�
/RVDUWDQXP�NDOLFXP� ������� /RVDUWDQ�SRWDVVLXP� /RVDUWDQ�SRWDVVLTXH� /RVDUWDQ�SRWDVVLFR����
0DJQHVLL�VWHDUDV� ������� 0DJQHVLXP�VWHDUDWH� 0DJQpVLXP��VWpDUDWH�GH�� 0DJQHVLR�VWHDUDWR�
0DJQHVLL�VXEFDUERQDV�OHYLV� ������� 0DJQHVLXP�FDUERQDWH��OLJKW� 0DJQpVLXP��FDUERQDWH�GH��

OpJHU�
0DJQHVLR�FDUERQDWR�OHJJHUR�

0HWK\OFHOOXORVXP� ������� 0HWK\OFHOOXORVH� 0pWK\OFHOOXORVH� 0HWLOFHOOXORV�
0HWK\OLV�SDUDK\GUR[\�
EHQ]RDV�

������� 0HWK\O�SDUDK\GUR[\�
EHQ]RDWH�

0pWK\OH�
�SDUDK\GUR[\EHQ]RDWH�GH��

0HWLOH�SDUDLGURVVLEHQ]RDWR�

1DWULL�FDOFLL�HGHWDV� ������� 6RGLXP�FDOFLXP�HGHWDWH� 6RGLXP��FDOFLXP�pGpWDWH�GH� 6RGLR�FDOFLR�HGHWDWR�
1DWULL�VWHDUDV� ������� 6RGLXP�VWHDUDWH� 6RGLXP��VWpDUDWH�GH�� 6RGLXP��VXOILWH�GH��

KHSWDK\GUDWp�
1DWULL�VXOILV� ������� 6RGLXP�VXOILWH� 6RGLXP��VXOILWH�GH�� 6RGLR�VWHDUDWR�
1DWULL�VXOILV�KHSWDK\GULFXV� ������� 6RGLXP�VXOILWH�KHSWDK\GUDWH� 6RGLXP��VXOILWH�GH��

KHSWDK\GUDWp�
6RGLR�VROILWR�HSWDLGUDWR�
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1LWURIXUDOXP� ������� 1LWURIXUDO� 1LWURIXUDO� 1LWURIXUD�
2OPHVDUWDQXP�
PHGR[RPLOXP�

������� 2OPHVDUWDQ�PHGR[RPLO� 2OPpVDUWDQ�PpGR[RPLO� 2OPHVDUWDQ�PHGR[RPLO�

2[\EXW\QLQL�K\GUR�
FKORULGXP�

������� 2[\EXW\QLQ�K\GURFKORULGH� 2[\EXW\QLQH��FKORUK\GUDWH�
G¶��

2[LEXWLQLQD�FORULGUDWR�

3RYLGRQXP� ������� 3RYLGRQH� 3RYLGRQ� 3RYLGRQH�
3UDYDVWDWLQXP�QDWULFXP� ������� 3UDYDVWDWLQ�VRGLXP� 3UDYDVWDWLQH�VRGLTXH� 3UDYDVWDWLQD�VRGLFD�
3URS\OLV�
SDUDK\GUR[\EHQ]RDV�

������� 3URS\O�SDUDK\GUR[\EHQ]RDWH�3URS\OH�
�SDUDK\GUR[\EHQ]RDWH�GH�

3URSLOH�SDUDLGURVVLEHQ]RDWR�

5DOWHJUDYLU�FRPSUHVVL�
PDVWLFDELOHV�

������� 5DOWHJUDYLU�FKHZDEOH�WDEOHWV� 5DOWpJUDYLU��FRPSULPpV�
FURTXHU�GH��

5DOWHJUDYLU�FRPSUHVVH�
PDVWLFDELOL�

5DOWHJUDYLUL�FRPSUHVVL� ������� 5DOWHJUDYLU�WDEOHWV� 5DOWpJUDYLU��FRPSULPpV�GH�� 5DOWHJUDYLU�FRPSUHVVH�
5HJRUDIHQLE�FRPSUHVVL� ������� 5HJRUDIHQLE�WDEOHWV� 5HJRUDIHQLE�FRPSULPpV� 5HJRUDIHQLE�FRPSUHVVH�
5LRFLJXDWL�FRPSUHVVL�� ������� 5LRFLJXDW�WDEOHWV� 5LRFLJXDW��FRPSULPpV�GH�� 5LRFLJXDW�FRPSUHVVH�
5LYDUR[DEDQL�FRPSUHVVL�� ������� 5LYDUR[DEDQ�WDEOHWV� 5LYDUR[DEDQ��FRPSULPpV�GH��5LYDUR[DEDQ�FRPSUHVVH�
5RVXYDVWDWLQL��FRPSUHVVL� ������� 5RVXYDVWDWLQ�WDEOHWV� 5RVXYDVWDWLQH��FRPSULPpV��

GH�
5RVXYDVWDWLQD�FRPSUHVVH�

5RVXYDVWDWLQXP�FDOFLFXP� ������� 5RVXYDVWDWLQ�FDOFLXP� 5RVXYDVWDWLQH�FDOFLTXH� 5RVXYDVWDWLQD�FDOFLFD�
RRR��Į�7RFRSKHU\OLV�
K\GURJHQRVXFFLQDV�

������� RRR��Į�7RFRSKHU\O�
K\GURJHQ�VXFFLQDWH�

RRR��Į�7RFRSKpU\OH�
�K\GURJpQRVXFFLQDWH�GH��

555��Į�7RFRIHULOH�LGURJHQR�
VXFFLQDWR�

6DOEXWDPROL�VXOIDV� ������� 6DOEXWDPRO�VXOIDWH� 6DOEXWDPRO��VXOIDWH�GH�� 6DOEXWDPROR�VROIDWR�
6HUWDFRQD]ROL�QLWUDV� ������� 6HUWDFRQD]ROH�QLWUDWH� 6HUWDFRQD]ROH��QLWUDWH�GH�� 6HUWDFRQD]ROR�QLWUDWR�
6LWDJOLSWLQL�FRPSUHVVL� ������� 6LWDJOLSWLQ�WDEOHWV� 6LWDJOLSWLQH��FRPSULPpV�GH��� 6LWDJOLSWLQD�FRPSUHVVH�
6RUDIHQLEL�FRPSUHVVL�� ������� 6RUDIHQLE�WDEOHWV� 6RUDIpQLE��FRPSULPpV�GH�� 6RUDIHQLE�FRPSUHVVH�
7DOFXP� ������� 7DOF� 7DOF� 7DOFR�
7HUD]RVLQL�K\GURFKORULGXP�
GLK\GULFXP�

������� 7HUD]RVLQ�K\GURFKORULGH�
GLK\GUDWH�

7pUD]RVLQH��FKORUK\GUDWH�GH��
GLK\GUDWp�

7HUD]RVLQD�FORULGUDWR�
GLLGUDWR�

7LFDJUHORUL�FRPSUHVVL�� ������� 7LFDJUHORU�WDEOHWV�� 7LFDJUpORU��FRPSULPpV�GH��� 7LFDJUHORU�FRPSUHVVH�
7LJHF\FOLQXP� ������� 7LJHF\FOLQH� 7LJpF\FOLQH� 7LJHFLFOLQ�

7REUDP\FLQXP� ������� 7REUDP\FLQ� 7REUDP\FLQH� 7REUDPLFLQD�
7ULFDOFLL�SKRVSKDV� ������� &DOFLXP�SKRVSKDWH� 3KRVSKDWH�WULFDOFLTXH� &DOFLR�IRVIDWR�
7ULWLFL�DP\OXP� ������� :KHDW�VWDUFK� $PLGRQ�GL�EOp� $PLGR�GL�IUXPHQWR�
9DOVDUWDQXP� ������� 9DOVDUWDQ� 9DOVDUWDQ� 9DOVDUWDQ����
9HUDSDPLOL�K\GURFKORULGXP�������� 9HUDSDPLO�K\GURFKORULGH� 9pUDSDPLO��FKORUK\GUDWH�GH�� 9HUDSDPLO�FORULGUDWR�
=LQFL�DFHWDV�GLK\GULFXV� ������� =LQF�DFHWDWH�GLK\GUDWH� =LQF��DFpWDWH�GH��GLK\GUDWp� =LQFR�DFHWDWR�GLLGUDWR�
=LQFL�JOXFRQDV� ������� =LQF�JOXFRQDWH� =LQF��JOXFRQDWH�GH�� =LQFR�JOXFRQDWH�
=LQFL�R[LGXP� ������� =LQF�R[LGH� =LQF��R[\GH�GH�� =LQFR�RVVLGR�
����,O�WHVWR�q�HQWUDWR�LQ�YLJRUH�LO���$SULOH������

7(67,��&255(77,�
&$3,72/,�*(1(5$/,�

Q�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�
�������� 6XOSKXU�GLR[LGH� 'LR[\GH�GH�VRXIUH� 'LRVVLGR�GL�]ROIR�(la correzione riguarda 

solo il testo francese)�
0212*5$),(�

'52*+(�9(*(7$/,�H�
�35(3$5$=,21,�$�%$6(�',�'52*+(�9(*(7$/,�

7LWROL�LQ�ODWLQR� 1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�
)RUV\WKLDH�IUXFWXV� ������� )RUV\WKLDH�IUXLW� )RUV\WKLDH��IUXLW�GH�� )RUV\WKLD�IUXWWR�
7\SKDH�SROOLV� ������� 7\SKDH�SROOHQ� 0DVVHWWH�SROOHQ�GH� 7\SKDH�SROOLQH�(la correzione 

riguarda solo il testo francese)�
0212*5$),(�

7LWROL�LQ�ODWLQR� 1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�
$FLGXP�HGHWLFXP� ������� (GHWLF�DFLG� eGHWLTXH��DFLGH�� $FLGR�HGHWLFR�
$P\OD�K\GUR[\HWK\O� ������� 6WDUFKHV��K\GUR[\HWK\O� $PLGRQV�K\GUR[\HWK\OpV� $PLGL��LGURVVLHWLOH�
%DFLWUDFLQXP� ������� %DFLWUDFLQ� %DFLWUDFLQH� %DFLWUDFLQD�
%DFLWUDFLQXP�]LQFXP� ������� %DFLWUDFLQ�]LQF� %DFLWUDFLQH�]LQF� %DFLWUDFLQD�]LQFR�
&HIDOH[LQXP�
PRQRK\GULFXP�

������� &HIDOH[LQ�PRQRK\GUDWH� &pIDOH[LQH�PRQRK\GUDWpH� &HIDOH[LQD�PRQRLGUDWR�

'H[SDQWKHQROXP� ������� 'H[SDQWKHQRO� 'H[SDQWKpQRO� 'H[SDQWHQROR�
'LNDOLL�SKRVSKDV� ������� 'LSRWDVVLXP�SKRVSKDWH� 3KRVSKDWH�GLSRWDVVLTXH� 3RWDVVLR�IRVIDWR�GLEDVLFR�
'LQDWULL�HGHWDV� ������� 'LVRGLXP�HGHWDWH� eGpWDWH�GLVRGLTXH� 'LVRGLR�HGHWDWR�
'LQDWULL�SKRVSKDV� ������� 'LVRGLXP�SKRVSKDWH� 3KRVSKDWH�GLVRGLTXH� 6RGLR�IRVIDWR�GLEDVLFR�
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'LQDWULL�SKRVSKDV�
GLK\GULFXV�

������� 'LVRGLXP�SKRVSKDWH�
GLK\GUDWH�

3KRVSKDWH�GLVRGLTXH�
GLK\GUDWp�

6RGLR�IRVIDWR�GLEDVLFR�
GLLGUDWR�

'LQDWULL�SKRVSKDV�
GRGHFDK\GULFXV�

������� 'LVRGLXP�SKRVSKDWH�
GRGHFDK\GUDWH�

3KRVSKDWH�GLVRGLTXH�
GRGpFDK\GUDWp�

6RGLR�IRVIDWR�GLEDVLFR�
GRGHFDLGUDWR�

(YHUROLPXVXP� ������� (YHUROLPXV� eYpUROLPXV� (YHUROLPXV�(la correzione 
riguarda solo il testo francese)�

)OXRUHVFHLQXP� ������� )OXRUHVFHLQ� )OXRUHVFpLQH� )OXRUHVFHLQD�
0R[LGHFWLXP�DG�XVXP�
YHWHULQDULXP�

������� 0R[LGHFWLQ�IRU�YHWHULQDU\�
XVH�

0R[LGHFWLQH�SRXU�XVDJH�
YpWpULQDLUH�

0R[LGHFWLQD�SHU�XVR�
YHWHULQDULR�

6DOEXWDPROXP� ������� 6DOEXWDPRO� 6DOEXWDPRO� 6DOEXWDPROR�
6XOIDGLPHWKR[LQXP� ������� 6XOIDGLPHWKR[LQH� 6XOIDGLPpWKR[LQH� 6XOIDGLPHWRVVLQD�
6XOIDGLPHWKR[LQXP�
QDWULFXP�DG�XVXP�
YHWHULQDULXP�

������� 6XOIDGLPHWKR[LQH�VRGLXP�IRU�
YHWHULQDU\�XVH�

6XOIDGLPpWKR[LQH�VRGLTXH�
SRXU�XVDJH�YpWpULQDLUH�

6XOIDGLPHWRVVLQD�VRGLFD�SHU�
XVR�YHWHULQDULR�

�
7(67,�,/�&8,�7,72/2�(¶�67$72�02',),&$72�
I titoli dei testi seguenti è sono stati cambiati nel Supplemento 10.6 

&$3,72/,�*(1(5$/,�
Q�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�WDOLDQR�

������� 8QLIRUPLW\�DQG�DFFXUDF\�RI�
GHOLYHUHG�GRVHV�IURP�PXOWLGRVH�
FRQWDLQHUV�

8QLIRUPLWp�HW�H[DFWLWXGH�GH�OD�GRVH�
GpOLYUpH�SDU�OHV�UpFLSLHQWV�PXOWLGRVHV�

8QLIRUPLWj�H�DFFXUDWH]]D�GHOOD�GRVH�
ULODVFLDWD�GD�FRQWHQLWRUL�PXOWLGRVH�

� previously anciennemen precedentemente 
� 8QLIRUPLW\�RI�PDVV�RI�GHOLYHUHG�

GRVHV�IURP�PXOWLGRVH�FRQWDLQHUV�
8QLIRUPLWp�GH�PDVVH�GH�OD�GRVH�GpOLYUpH�
SDU�OHV�UpFLSLHQWV�PXOWLGRVHV�

8QLIRUPLWj�GL�PDVVD�GHOOH�GRVL�
ULODVFLDWH�GD�FRQWHQLWRUL�PXOWL�GRVH�

� � � �
������� 3ODVWLF�FRQWDLQHUV�DQG�FORVXUHV�

IRU�SKDUPDFHXWLFDO�XVH�
5pFLSLHQWV�HW�IHUPHWXUHV�HQ�SODVWLTXH�
SRXU�XVDJH�SKDUPDFHXWLTXH�

&RQWHQLWRUL�H�FKLXVXUH�LQ�SODVWLFD�SHU�
XVR�IDUPDFHXWLFR�

� unchanged anciennemenW� invariato�
� � 5pFLSLHQWV�HW�IHUPHWXUHV�HQ�PDWLqUH�

SODVWLTXH�SRXU�XVDJH�SKDUPDFHXWLTXH�
�

0212*5$),(�
35(3$5$=,21,�5$',2)$50$&(87,&+(�H��

0$7(5,(�35,0(�3(5�35(3$5$=,21,�5$',2)$50$&(87,&+(�
1R�� 7LWROL�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�
������� 3HQWHWDWH�VRGLXP�FDOFLP�

K\GUDWH�IRU�UDGLRSKDUPDFHXWLFDO�
SUHSDUDWLRQV�

3HQWpWDWH��FDOFLXP��GH�VRGLXP�K\GUDWp�
SRXU�OSUpSDUDWLRQV�
UDGLRSKDUPDFHXWLTXHV�

6RGLR�FDOFLR�SHQWHWDWR�LGUDWR�SHU�
SUHSDUD]LRQL�UDGLRIDUPDFHXWLFKH�

 previously anciennement precedentemente 
� 3HQWHWDWH�VRGLXP�FDOFLP�IRU�

UDGLRSKDUPDFHXWLFDO�
SUHSDUDWLRQV�

3HQWpWDWH��FDOFLXP��GH�VRGLXP�SRXU�
OSUpSDUDWLRQV�UDGLRSKDUPDFHXWLTXHV�

6RGLR�FDOFLR�SHQWHWDWR�SHU�
SUHSDUD]LRQL�UDGLRIDUPDFHXWLFKH�

0212*5$),(�
1R�� 7LWROL�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�
������� all-rac�3K\WRPHQDGLRQH� tout-rac�3K\WRPHQDGLRQH� all-rac�)LWRPHQDGLRQH�
 previously anciennement precedentemente 
� 3K\WRPHQDGLRQH�UDFHPLF� 3K\WRPpQDGLRQH�UDFpPLTXH� )LWRPHQDGLRQH�UDFHPLFR�

7(67,�(/,0,1$7,�
 
Il testo riportato di seguito è eliminato dalla Farmacopea Europea dal 1 gennaio 2022�

0212*5$),(�
7LWROL�LQ�ODWLQR� 1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�

%DUELWDOXP� ������� %DUELWDO� %DUELWDO� %DUELWDO�
 
I testi riportati di seguito sono eliminati dalla Farmacopea Europea dal 1 luglio 2021�

0212*5$),(�
7LWROL�LQ�ODWLQR� 1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�

&KROHFDOFLIHUROXP�LQ�DTXD�
GLVSHUGLELOH�

������� &KROHFDOFLIHURO�FRQFHQWUDWH�
�ZDWHU�GLVSHUVLEOH�IRUP��

&KROpFDOFLIpURO��FRQFHQWUDW�
GH���IRUPH�K\GURGLVSHUVLEOH�

&ROHFDOFLIHUROR�FRQFHQWUDWR�
LGURGLVSHUVLELOH�

7KHREURPLQXP� ������� 7KHREURPLQH� 7KpREURPLQH� 7HREURPLQD��
I testi riportati di seguito sono eliminati dalla Farmacopea Europea dal 1 aprile 2021�
� �

 



—  23  —

GAZZETTA UFFICIALE DELLA REPUBBLICA ITALIANA Serie generale - n. 4017-2-2022

 

0212*5$),(�
7LWROL�LQ�ODWLQR� 1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�

$PREDUELWDOXP� ������� $PREDUELWDO� $PREDUELWDO� $PREDUELWDO�
$PREDUELWDOXP�QDWULFXP� ������� $PREDUELWDO�VRGLXP� $PREDUELWDO�VRGLTXH� $PREDUELWDO�VRGLFR�
,QVXOLQXP�ELSKDVLFXP�
LQLHFWDELOH�

������� ,QVXOLQ�LQMHFWLRQ��ELSKDVLF� ,QVXOLQH�ELSKDVLTXH�
�SUpSDUDWLRQ�LQMHFWDEOH�G¶��

,QVXOLQD�ELIDVLFD�
SUHSDUD]LRQH�LQLHWWDELOH�

0HWULIRQDWXP� ������� 0HWULIRQDWH� 0pWULIRQDWH� 0HWULIRQDWR�
I testi riportati di seguito sono eliminati dalla Farmacopea Europea dal 1 gennaio 2021�

0212*5$),(�
7LWROL�LQ�ODWLQR� 1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�

$FLGXP�QDOLGL[LFXP� ������� 1DOLGL[LF�DFLG� 1DOLGL[LTXH��DFLGH�� $FLGR�QDOLGL[LFR�
&DULVRSURGROXP� ������� &DULVRSURGRO� &DULVRSURGRO� &DULVRSURGRO�
0HSUREDPDWXP� ������� 0HSUREDPDWH� 0pSUREDPDWH� 0HSUREDPDWR�
I testi riportati di seguito sono eliminati dalla Farmacopea Europea dal 1 luglio 2020�

&$3,72/,�
1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�
�������� $YLDQ�YLUDO�YDFFLQHV��WHVWV�IRU�

H[WUDQHRXV�DJHQWV�LQ�VHHG�ORWV�
9DFFLQV�YLUDX[�DYLDLUHV��UHFKHUFKH�GHV�
DJHQWV�pWUDQJHUV�GDQV�OHV�ORWV�GH�VHPHQFH�

9DFFLQL�YLUDOL�DYLDUL��VDJJL�SHU�JOL�DJHQWL�
HVWUDQHL�QHL�ORWWL�GL�VHPHQ]D�

�������� $YLDQ�OLYH�YLUXV�YDFFLQHV��WHVWV�
IRU�H[WUDQHRXV�DJHQWV�LQ�EDWFKHV�
RI�ILQLVKHG�SURGXFW�

9DFFLQV�YLUDX[�YLYDQWV�DYLDLUHV��
UHFKHUFKH�GHV�DJHQWV�pWUDQJHUV�GDQV�OHV�
ORWV�GH�SURGXLW�ILQDO�

9DFFLQL�YLUDOL�YLYL�DYLDUL��VDJJL�SHU�JOL�
DJHQWL�HVWUDQHL�QHL�ORWWL�GL�SURGRWWR�ILQLWR�

I testi riportati di seguito sono eliminati dalla Farmacopea Europea dal 1 aprile 2020�
0212*5$),(�

'52*+(�9(*(7$/,�H�
35(3$5$=,21,�$�%$6(�',�'52*+(�9(*(7$/,�

1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�
������� 6HQQD�SRGV��7LQQHYHOO\� 6pQp�GH�O¶,QGH�RX�GH�7LQQHYHOO\��IUXLW�GH��6HQQD�7LQQHYHOO\�IUXWWR�

�
0212*5$),(�

1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�
������� ,QVXOLQ��ERYLQH� ,QVXOLQH�ERYLQH� ,QVXOLQD�ERYLQD�

�
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0212*5$),(�
1R�� 7LWROL�LQ�LQJOHVH� 7LWROL�LQ�IUDQFHVH� 7LWROL�LQ�LWDOLDQR�
������� (U\WURP\FLQ� eU\WKURP\FLQH� (ULWURPLFLQD�

O¶LQWURGX]LRQH� GL� XQ� OLPLWH� �� ���� SHU�
O¶LPSXUH]]D� 0� SXEEOLFDWD� QHO�
6XSSOHPHQWR� ����� YHUVLRQH� FDUWDFHD� LQ�
OLQJXD� ,QJOHVH� QRQ� q� FRUUHWWR�� /D�
FRUUH]LRQH� ULJXDUGD� VROR� OD� YHUVLRQH�
FDUWDFHD� GHOOD� PRQRJUDILD� H� QRQ� OD�
YHUVLRQH�RQOLQH�� VFDULFDELOH�� H� OH� YHUVLRQL�
LQ�)UDQFHVH��,O�WHVWR�FRUUHWWR�q�LQFOXVR�QHOOD�
YHUVLRQH�FDUWDFHD�GHO�6XSSOHPHQWR��������

������� 'DQDSDURLG�VRGLXP� 'DQDSDURwGH�VRGLTXH� 'DQDSDURLG�VRGLFR�
LO� WHPSR� GDOO¶DJJLXQWD� GHO� VXEVWUDWR�
FURPRJHQLFR� D� SDUWLUH� GDOOD� TXDOH� GHYH�
HVVHUH� HIIHWWXDWD� OD� SULPD� PLVXUD]LRQH�
GHOO¶DVVRUEDQ]D�QHO�VDJJLR�GL�DWWLYLWj���DQWL�
IDWWRUH�,,D��q�VWDWD�HUURQHDPHQWH�FDQFHOODWD�
QHOOD�YHUVLRQH�LQJOHVH�GHO�WHVWR�SXEEOLFDWR�
QHO� 6XSSOHPHQWR� ������ /D� FRUUH]LRQH�
ULJXDUGD� VROR� OD� YHUVLRQH� FDUWDFHD� GHOOD�
PRQRJUDILD� HVVHQGR� OH� YHUVLRQL� RQOLQH� H�
VFDULFDELOL�JLj�FRUUHWWH��(�QRQ� ULJXDUGD� OH�
YHUVLRQL� LQ� IUDQFHVH�� ,O� WHVWR� FRUUHWWR� q�
LQFOXVR� QHOOD� YHUVLRQH� FDUWDFHD� GHO�
6XSSOHPHQWR��������
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