
COD PROTOCOL DENUMIRE sublista/cod 
boala/cod P

continuare prescriere medic 
familie

A10BJ05 DULAGLUTIDUM

C2-P5

DA, doar medicii 
desemnati,conform Normelor 
tehnice de realizare a 
programelor nationale de 
sanatate curative

A10BK03 EMPAGLIFLOZINUM

C2-P5

DA, doar medicii 
desemnati,conform Normelor 
tehnice de realizare a 
programelor nationale de 
sanatate curative

A16AX10 ELIGLUSTAT C1-G29 NU
C07FX05 COMBINAȚII (METOPROLOLUM + IVABRADINUM) B DA
H01AC03 MECASERMINUM C3 NU
L004C BEVACIZUMABUM C2-P3 NU
L01AA09 BENDAMUSTINUM C2-P3 NU
L01XC11 IPILIMUMABUM C2-P3 NU
L01XC13 PERTUZUMABUM C2-P3 NU
L01XC17 NIVOLUMABUM C2-P3 NU
L01XC18 PEMBROLIZUMABUM C2-P3 NU
L01XC19 BLINATUMOMABUM C2-P3 NU
L01XC21 RAMUCIRUMABUM C2-P3 NU
L01XC24 DARATUMUMABUM C2-P3 NU
L01XC27 OLARATUMAB C2-P3 NU
L01XE27 IBRUTINIBUM C2-P3 NU

L01XE33 PALBOCICLIBUM

C2-P3

DA, doar medicii 
desemnati,conform Normelor 
tehnice de realizare a 
programelor nationale de 
sanatate curative

L01XX42 PANOBINOSTATUM C2-P3 NU
L01XX52 VENETOCLAX C2-P3 NU
L039M PROTOCOL TERAPEUTIC ÎN ARTRITA IDIOPATICĂ JUVENILĂ 

PRIVIND UTILIZAREA AGENȚILOR BIOLOGICI: 
ADALIMUMABUM**, ETANERCEPTUM**, ABATACEPTUM**, 
TOCILIZUMABUM**, GOLIMUMABUM** C1-G31E NU

M09AX07 NUSINERSENUM C2-P 6.24 NU

LISTA PROTOCOALELOR TERAPEUTICE APROBATE PRIN ORDINUL MS/CNAS NR 873/1118/2018  DE MODIFICARE SI COMPLETARE A ANEXEI NR 1 
LA ORDINUL MS/CNAS NR 1301/500/2008 CU MODIFICARILE SI COMPLETARILE ULTERIOARE

Nota: protocoalele terapeutice ce nu au fost actualizate prin Ordinul MS/CNAS nr 873/1118/2018  pot fi consultate pe site-ul CNAS in documentul "Lista 
protocoalelor terapeutice cu modificarile si completarile ulterioare- noiembrie 2017" si documentul "Lista protocoalelor terapeutice Ordin MS/CNAS 

89/300/2018"



DCI: ELIGLUSTAT 
 
IndiFaĠii � tratamentXO de OXnJă dXrată Oa SaFienĠii adXOĠi ���� ani� FX EoaOa 
*aXFKer de tiS � �%*��� Fare sXnt metaEoOizatori OenĠi �0/�� metaEoOizatori 
intermediari (MI) sau metabolizatori rapizi (MR) prin intermediul CYP2D6. 
 
Boala *DXFKHU�HVWH�R�ERDOă�PRQRJHQLFă�DXWRVRPDO�UHFHVLYă��FDX]DWă�GH�GHILFLWXO�XQHL�
HQ]LPH��ȕ-JOXFRFHUHEUR]LGD]D���GHILFLW�GDWRUDW�XQRU�PXWDĠLL�OD�QLYHOXO�JHQHL�DFHVWHLD��
HQ]LPD�HVWH�QHFHVDUă�SHQWUX�PHWDEROL]DUHD�JOXFRFHUHEUR]LGHORU��VXEVWDQĠH�GH�QDWXUă�
OLSLGLFă FDUH�VH�DFXPXOHD]ă�vQ�FHOXOH�PDFURIDJH�GLQ�RUJDQLVP��vQORFXLQG�FHOXOHOH�
VăQăWRDVH�GLQ�ILFDW��VSOLQă�úL�RDVH� 
'LDJQRVWLFXO�VSHFLILF�GH�ERDOă�*DXFKHU�VH�VWDELOHúWH�SH�ED]D�XUPăWRDUHORU�FULWHULL� 
- YDORDUH�VFă]XWă�D�ȕ�JOXFRFHUHEUR]LGD]HL�����-20% din valoarea martorilor (diagnostic 
enzimatic) 
- SUH]HQĠD�XQRU�PXWDĠLL�VSHFLILFH�EROLL��LQ�VWDUH�GH�KRPR]LJRW�VDX�KHWHUR]LJRW�FRPSXV�OD�
QLYHOXO�JHQHL�ȕ�JOXFRFHUHEUR]LGD]HL��ORFDOL]DWD��T���-diagnostic molecular. 
 
   A. CRITERII DE ELIGIBILITATE PENTRU INCLUDEREA ÎN TRATAMENT 
 
Sunt eligibili pentru includerea în tratament cu eliglustat SaFienĠii adXOĠi ���� ani� 
cu diagnostic documetat �sSeFiIiF� de EoaOă *aXFKer tiS � Fare sXnt metaEoOizatori 
OenĠi �0/�� metaEoOizatori intermediari �0I� saX metaEoOizatori raSizi �05� prin 
intermediul CYP2D6. 
 
&ULWHULLOH�GH�LQFOXGHUH�vQ�WUDWDPHQW�VXQW�XUPăWRDUHOH� 
$����3HQWUX�SDFLHQĠLL�FDUH�QX�DX�PDL�SULPLW�WUDWDPHQW�VSHFLILF�SHQWUX�ERDOă��������������
*DXFKHU�SUH]HQĠD�D�FHO�SXĠLQ�XQXLD�GLQWUH�XUPăWRDUHOH�FULWHULL� 
   1. &UHúWHUH�YLVFHUDOă�PDVLYă�FDUH�FRQGXFH�OD�GLVFRQIRUW�PHFDQLF�VDX�LQIDUFWH 
   2. &LWRSHQLH�VHYHUă�  

   a. +E������J�GO��GDWRUDWă�EROLL�*DXFKHU�úL�QX�XQRU�DOWH�FDX]H� 
   b. Trombocite < 60.000/mmc sau 
   c. 1HXWURSHQLH�������PPF�VDX�OHXFRSHQLH�VLPSWRPDWLFă�FX�LQIHFĠLH 

1. %RDOă RVRDVă�DFWLYă�GHILQLWă�SULQ�HSLVRDGH�RVRDVH�UHFXUHQWH��IUDFWXUL�
SDWRORJLFH�GXUHUL��FUL]H�RVRDVH��QHFUR]ă�DYDVFXODUă� 

  $����3HQWUX�SDFLHQĠLL�FDUH�DX�SULPLW�DQWHULRU�WUDWDPHQW�VSHFLILF�GH�VXEVWLWXĠLH�HQ]LPDWLFă�
�,PLJOXFHUDVXP�VDX�9HODJOXFHUVXP��SUH]HQĠD�D�FHO�SXĠLQ�XQXLD�GLQWUH�XUPăWRDUHOH�
criterii: 
   1. &UHúWHUH�YLVFHUDOă��VSOHQR-KHSDWRPHJDOLH��DEVHQWă�VDX�SUH]HQWă 
   2. Citopenie :  
            a. +E��QRUPDO�VDX�VFD]XWD�����J�GO��GDWRUDWă�EROLL�*DXFKHU�úL�QX�XQRU�DOWH�FDX]H� 
            b. Trombocite: numar normal sau redus(trombocitopenie) 
            c. 1HXWURSHQLH��������PPF���DEVHQWă�VDX�SUH]HQWă�VDX�OHXFRSHQLH�VLPSWRPDWLFă�
FX�LQIHFĠLH�DEVHQWă�VDX�SUH]HQWă� 
   3. %RDOă�RVRDVă�DFWLYă�GHILQLWă�SULQ�HSLVRDGH�RVRDVH�UHFXUHQWH��IUDFWXUL�SDWRlogice, 
GXUHUL��FUL]H�RVRDVH��QHFUR]ă�DYDVFXODUă� 
 
,QLĠLHUHD�WHUDSLHL��JHQRWLSDUH�D�&<3�'� 



ÌQDLQWH�GH�LQLĠLHUHD�WUDWDPHQWXOXL�FX�HOLJOXVWDW��SDFLHQĠLL�WUHEXLH�Vă�HIHFWXH]H�XQ�WHVW�GH�
genotipare a CYP2D6, pentru determinarea tipului de metabolizator prin intermediul 
CYP2D6. 
(OLJOXVWDW�QX�WUHEXLH�XWLOL]DW�OD�SDFLHQĠLL�FDUH�VXQW�PHWDEROL]DWRUL�XOWUD-rapizi (MUR) sau la 
care nu s-a determinat tipul de metabolizator prin intermediul CYP2D6. 
 
   B. 67$%,/,5($�6&+(0(,�7(5$3(87,&(�$�3$&,(1ğ,/25�&8�%2$/Ă�*$8&+(5 
Doze 

• /D�PHWDEROL]DWRULL�LQWHUPHGLDUL��0,��úL�OD�PHWDEROL]DWRULL�UDSL]L��05��SULQ�
LQWHUPHGLXO�&<3�'���GR]D�UHFRPDQGDWă�HVWH�GH����PJ�HOLJOXVWDW��DGPLQLVWUDWă�GH�
GRXă�RUL�SH�]L� 

•  /D�PHWDEROL]DWRULL�OHQĠL��0/��SULQ�LQWHUPHGLXO�&<3�'���GR]D�UHFRPDQGDWă�HVWH�
GH����PJ�HOLJOXVWDW��DGPLQLVWUDWă�R�GDWă�SH�]L�� 

'DFă�HVWH�RPLVă�R�GR]ă��GR]D�SUHVFULVă�WUHEXLH�DGPLQLVWUDWă�OD�XUPăWRUXO�PRPHQW�
SODQLILFDW��GR]D�XUPăWRDUH�QX�WUHEXLH�GXEODWă� 
CaSVXOHOH�SRW�IL�DGPLQLVWUDWH�FX�VDX�IăUă�DOLPHQWH��7UHEXLH�HYLWDW�FRQVXPXO�GH�JUHSIUXW�
sau suc de grepfrut. 
 
&ontraindiFaĠii�  

• +LSHUVHQVLELOLWDWH�OD�VXEVWDQĠD�DFWLYă�VDX�OD�RULFDUH�GLQWUH�H[FLSLHQĠLL�� 
• 3DFLHQĠL�FDUH�VXQW�PHWDEROL]DWRUL�LQWHUPHGLDUL��0,��VDX rapizi (MR) prin intermediul 

&<3�'��úL�XWLOL]HD]ă�XQ�LQKLELWRU�SXWHUQLF�VDX�PRGHUDW�DO�&<3�'��FRQFRPLWHQW�
FX�XQ�LQKLELWRU�SXWHUQLF�VDX�PRGHUDW�DO�&<3�$�úL�SDFLHQĠL�FDUH�VXQW�PHWDEROL]DWRUL�
OHQĠL��0/��SULQ�LQWHUPHGLXO�&<3�'��úL�XWLOL]HD]ă�XQ�LQKLELWRU�SXWHrnic al CYP3A. 
8WLOL]DUHD�&HUGHOJD�vQ�DFHVWH�VLWXDĠLL�GHWHUPLQă�FRQFHQWUDĠLL�SODVPDWLFH�
semnificativ crescute de eliglustat. 

AtenĠionări speciale : 
1. Metabolizatori ultra-rapi]i �085� úi Petaboli]atori de tip nedeterPinat prin 

intermediul CYP2D6.(OLJOXVWDW�QX�WUHEXLH�XWLOL]DW�OD�SDFLHQĠLL�FDUH�VXQW�
metabolizatori ultra-rapizi (MUR) sau la care nu s-a determinat tipul de 
metabolizator prin intermediul CYP2D6.   

2. 3acienĠi cu insuIicienĠă Kepatică�(OLJOXVWDW�QX�D�IRVW�VWXGLDW�OD�SDFLHQĠL�FX�
insuficienĠă�KHSDWLFă��3ULQ�XUPDUH��QX�VH�SRDWH�IDFH�QLFLR�UHFRPDQGDUH�SULYLQG�
doza. 

3. 3acienĠi cu insuIicienĠă renală�(OLJOXVWDW�QX�D�IRVW�VWXGLDW�OD�SDFLHQĠL�FX�
LQVXILFLHQĠă�UHQDOă��3ULQ�XUPDUH��QX�VH�SRDWH�IDFH�QLFLR�UHFRPDQGDUH�SULYLQG�
doza. 

4. 3acienĠi Ykrstnici �� 65 ani).ÌQ�VWXGLLOH�FOLQLFH�DX�IRVW�vQURODĠL�XQ�QXPăU�OLPLWDW�GH�
SDFLHQĠL�FX�YkUVWD�GH����DQL�úL�SHVWH��1X�V-DX�REVHUYDW�GLIHUHQĠH�VHPQLILFDWLYH�
vQWUH�SURILOXULOH�GH�HILFDFLWDWH�úL�VLJXUDQĠă�DOH�SDFLHQĠLORU�YkUVWQLFL�úL�DOH�SDFLHQĠLORU�
tineri. 

5. 3acienĠii cu aIecĠiuni cardiace pree[istente�8WLOL]DUHD�(OLJOXVWDW�OD�SDFLHQĠLL�FX�
DIHFĠLXQL�FDUGLDFH�SUHH[LVWHQWH�QX�D�IRVW�VWXGLDWă�vQ�FDGUXO�VWXGLLORU�FOLQLFH��
'HRDUHFH�VH�DQWLFLSHD]ă�Fă�HOLJOXVWDWXO�SRDWH�SURYRFD�SUHOXQJLUHD�XúRDUă�D�
intervalelor pe ECG la concentUDĠLL�SODVPDWLFH�VHPQLILFDWLY�FUHVFXWH��XWLOL]DUHD�
HOLJOXVWDW�WUHEXLH�HYLWDWă�OD�SDFLHQĠLL�FX�DIHFĠLXQL�FDUGLDFH��LQVXILFLHQĠă�FDUGLDFă�



FRQJHVWLYă��LQIDUFW�PLRFDUGLF�DFXW�UHFHQW��EUDGLFDUGLH��EORF�FDUGLDF��DULWPLL�
ventriculare), cu sindrom de interval QT pUHOXQJLW�úL�vQ�DVRFLHUH�FX�PHGLFDPHQWH�
DQWLDULWPLFH�GLQ�FODVD�,$��GH�H[HPSOX�FKLQLGLQă��úL�FODVD�,,,��GH�H[HPSOX�
DPLRGDURQă��VRWDORO�� 

6. Sarcina si alaptarea. Intrucit datele existente in acest sens sunt limitate, este 
preferabil sa se evite tratamentul cu Eliglustat in cursul sarcinii si al alaptarii. 

 
 
   C. 021I725I=$5($ 5Ă638168/8I &/I1I& /$ 3$&I(1ğII &8 %2$/Ă 
GAUCHER TIP 1 SUB TRATAMENT CU ELIGLUSTAT 
$QXPLĠL�SDFLHQĠL�QHWUDWDĠL�DQWHULRU�DX�SUH]HQWDW�R�VFăGHUH�D�YROXPXOXL�VSOLQHL�FX�PDL�
SXĠLQ�GH�����(rezultate sub-RSWLPDOH��GXSă���OXQL�GH�WUDWDPHQW��/D�DFHúWL�SDFLHQĠL��
WUHEXLH�DYXWH�vQ�YHGHUH�PRQLWRUL]DUHD�SHQWUX�R�DPHOLRUDUH�VXSOLPHQWDUă�VDX�R�PRGDOLWDWH�
DOWHUQDWLYă�GH�WUDWDPHQW� 
/D�SDFLHQĠLL�FX�ERDOă�VWDELOă��OD�FDUH�VH�VFKLPEă�WUDWDPHQWXO�GH�OD�WHUDSLD�GH�VXEVWLWXĠLH�
HQ]LPDWLFă�OD�HOLJOXVWDW��WUHEXLH�HIHFWXDWă�VXSUDYHJKHUHD�SURJUHVLHL�EROLL��GH�H[HPSOX�
GXSă���OXQL��FX�VXSUDYHJKHUH�OD�LQWHUYDOH�UHJXODWH�XOWHULRU���vQ�IXQFĠLH�GH�WRĠL�SDUDPHWULL�
bolii, pentru a se evalua stabilitatea bolii. 
Pentru fiecDUH�SDFLHQW�vQ�SDUWH�FDUH�SUH]LQWă�XQ�UăVSXQV�VXE-optimal, trebuie avute în 
YHGHUH�UHOXDUHD�WHUDSLHL�GH�VXEVWLWXĠLH�HQ]LPDWLFă�VDX�R�PRGDOLWDWH�DOWHUQDWLYă�GH�
tratament. 
5eaFĠii adYerse a 
0DMRULWDWHD�UHDFĠLLORU�DGYHUVH�VXQW�XúRDUH�úL�WUDQ]LWRULL��&HD�PDL�IUHFYHQW�UDSRUWDWă�
UHDFĠLH�DGYHUVă�OD�HOLJOXVWDW�HVWH�GLDUHHD��5HDFĠLD�DGYHUVă�JUDYă�FHO�PDL�IUHFYHQW�
UDSRUWDWă�D�IRVW�VLQFRSD�� 
    
   D. &5I7(5II D( (;&/8D(5( $ 3$&I(1ğI/25 DI1 75$7$0(17� 
   1. /LSVă�GH�FRPSOLDQĠă�OD�WUDWDPHQW� 
   2. Eventuale efecte adveUVH�DOH�WHUDSLHL��KLSHUVHQVLELOLWDWH�OD�VXEVWDQĠD�DFWLYă�VDX�OD�
RULFDUH�GLQWUH�H[FLSLHQĠL��QHFHVLWDWHD�XWLOL]ăULL�XQRU�PHGLFDĠLL�FRQFRPLWHQWH�FRQWUDLQGLFDWH 
     
 
Prescriptori: ,QLĠLHUHD��FRQWLQXDUHD�úL�PRQLWRUL]DUHD�WUDWDPHQWXOXL�VH�YD�IDFH�GH�FăWUH�
medicii din specialitatea gastroenterologie, hematologie.  
 
127Ă� 0RQLWRUL]DUHD�FRSLLORU�úL�DGXOĠLORU�FX�ERDOă�*DXFKHU�VH�IDFH�VHPHVWULDO�GH�
PHGLFXO�FXUDQW�DO�SDFLHQWXOXL��úL�FHO�SXWLQ�R�GDWD�SH�DQ�vQ�&HQWUXO�5HJLRQDO�GH�*HQHWLFD�
Medicala din Cluj pentru copii si in Spitalul Clinic Judetean de Urgenta -  
Clinica Medicala II - din Cluj, pentru adulti.” 
 


