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HOPAJOK
PO3PaxXyHKY I'PAHHUYHUX ONTOBO-BiIlYCKHUX I[iH HA JIIKAPCHKI 3aco0u

3arajbHi MOJIOKEHHS

1. Ieit TIlopsgok  BH3HAYa€e  MEXaHI3M  pO3paxyHKy  TIpPaHUYHHUX
ONTOBO-BIANMYCKHUX IIiH Ha JIKAapChKl 3aco0u, SKI MJISAraloTh peiMOypcariii 3a
IPOrpamMor0 JEp>KaBHUX rapaHTIid MEIUYHOro oOCITyroByBaHHS HACEJICHHS (lail —
nporpaMa MEIUYHHMX TrapaHTii) Ta Mopsaok (opmyBaHHS Ta BeAeHHs Peectpy
IPaHUYHUX ONTOBO-BIAMYCKHUX I[IH Ha JIKAapChKi 3aco0M, fAKI MiAJIATaloTh
peiMOypcaiiii 3a mporpaMor0 MEIMYHUX TapaHTii (1aii — Peectp rpaHuYHUX ONMTOBO-
BIJIMMYCKHUX I[1H HA JIIKAPCHKI 3aCO0N).

2. B ubomy Ilopsasiky TepMiHU BKUBAIOTHCS Y TAKOMY 3HAUECHI:

1) rpaHu4Ha ONTOBO-BIAMYCKHA IliHA JIKApPChKOro 3acoly (KpiM mperapaTiB
IHCYJIIHY) — MaKCHUMaJlbHa BapTICTh J000BOI J03M JIKapChKOro 3acody (KpiMm
npenapariB 1HCYJIHY), SIKHUWA miaisrae peiMOypcarlii, BIANOBIAHOI (POpMU BHUIIYCKY,
pO3paxoBaHa Ha OCHOBI 30BHIIIHBOTO PEPEPEHTHOrO LIHOYTBOPEHHS BIAMOBIAHO 10
npboro Ilopsinky 0e3 ypaxyBaHHS TMOCTAYalbHUIIBKO-30yTOBUX Ta TOPrOBEIBLHUX
(po3apiOHKMX) HaAOABOK Ta MOJATKY Ha JA0JaHy BapTiCTh;

2) rpaHMYHa ONTOBO-BIANYCKHA I[iHA Mpenapary I1HCYJIHy - MaKcHUMalbHa
BapTICTh TMEPBMHHOI YMAKOBKM IMpenapary 1HCYJIHY, BCTAaHOBJEHAa B Mexkax
BIJIMOBIIHOT pedepeHTHOl TpymH, SKuUW Tisirae peiMOypcarlii, po3paxoBaHa Ha
OCHOBI 30BHIIIHKOTO pe(EPEHTHOTO IIHOYTBOPEHHS 3a OJIHY MIKHAPOAHY OJMHUIIO
nmpenapary 1HCYJNIHY Ta KIUTbKOCTI MDKHAPOJHHMX OJWHUIIL B MEPBUHHINM YMAKOBIII,
BiMOBiMHO 110 1boro [lopsaky Oe3 ypaxyBaHHS MMOCTa4albHUIIBKO-30yTOBUX Ta
TOProBeIbHUX (PO3APiIOHMX) HAI0ABOK Ta MOATKY Ha JIOJIaHY BapTICTh;

3) mob6oBa mo3a jdikapchkoro 3aco0y (mami — DDD) —  ¢dikcoBaHa oguHMIIS
CIIOKMBAHHS  JIIKapCbKOoro  3aco0y  (KpiM  mpemapaTiB  I1HCYJHY), IO
BUKOPHUCTOBYETHCSI 32 OCHOBHUM TPU3HAYEHHSM JUJI  JIIKYBaHHS JIOPOCIHX,
pekoMmeHsoBaHa BcecBITHBOIO OpraHizalli€lo OXOPOHHM 37I0pOB’Sl Ta po3paxoBaHa
[lentpoM cmiBnpaii BcecBiTHROI opraizaiiii OXOpOHU 370pOB’S 3 METOAOJIOTii
CTaTUCTHKHU JIKAPChKUX 3aCO0IB;

4) 30BHIIIHE pedepeHTHE LIHOYTBOPEHHS — PO3PaXyHOK I'PAHUYHOI ONTOBO-
BIIMMYCKHOT I[IHM Ha OCHOBI OMTOBO-BIJIMTYCKHUX I[1H, YCTAaHOBJEHUX y pePepeHTHUX
KpaiHax, BiAMOBiAHO 10 1boro [lopsaxy;
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5) miknapomHa oxunMIs (gawi — MO) — OAWHMIS BUMIPIOBAaHHS CWJIH il
npenapary iHCyJIiHy, 0 TPYHTYEThCS Ha HOTO 010JIOT19HIN aKTUBHOCTI;

6) pedepeHTHI KpaiHu — KpaiHM, BU3Ha4YeH1 B noAaTky 1 mo nporo Iopsaky,
JIaHl 110JI0 BCTAHOBJICHUX I[IH Ha JIKAPChKI 3aCO0M B SKUX BUKOPUCTOBYIOTHCS JIJISI
30BHIITHBOTO peHEPEHTHOTO IIIHOYTBOPEHHS JJIS JTIKAPCHKUX 3aCO01B.

[HII TepMiHM BXHUBAIOTHCS Yy 3HAUCHHSX, HABEJIEHUX B 3aKOHAX YKpaiHH
«OCHOBM 3aKOHOJABCTBAa YKpaiHM MpPO OXOpOHY 370poB’si», «I[Ipo mepxaBHi
(dbiHaHCOBI TapaHTii MEIMYHOr0 OOCITYroByBaHHS HaceleHHs», «IIpo mikapchki
3aco0my», Ilopsaky peimMOypcarlii JiKapCcbKUX 3ac0o01B, 3aTBEPKEHOIO MMOCTAaHOBOIO
KaGinetom MinicTpiB Ykpainu Bifg Ne

3. His uporo IlopsnKy MNOIIMPIOETHCS Ha 3apeeECTPOBaHI B YKpaiHI rOTOBI
JiKapchKi 3aco0u, MO0 MIJJISATal0Th peiMOypcallii BIAMNOBIIHO JI0 BHU3HAYEHOTO
IpOrpaMol0 MEIWYHUX TapaHTId Ha BIANOBIAHUN pIK TEPeNiKy CTaHIB Ta
MDKHApPOJHUX HEMAaTeHTOBAaHUX Ha3B JIIKapchkux 3aco0iB (namni — [lepenik MHH).

4. PedepeHTHI 1iHU HA JIIKAPCHKI 3acOO0M BU3HAYAIOTHCSI HA OCHOBI 1H(pOpMaIlii
PO 3apeecTpoBaHl I[IHU, OTPUMAHOI 3 OMIIHAHUX JDKEpesl YHOBHOBAKEHHX
JIep’KaBHUX OpraHiB peepeHTHUX KpaiH.

Y pa3i BIACYTHOCTI ONTOBO-BIAMYCKHOI I[IHU JIKapCchbKoi Gopmu s
JKapCchKOro 3aco0y ([uisl mpenapariB 1HCYJIHY — Ha MEPBUHHY YIAKOBKY Mpernapary
IHCYJTIHY BiJIOBIIHOT JIiKapchKoi (hOpMH) B XKOHIM 3 peepeHTHUX KpaiH, B Peectpi
I'PAaHUYHUX OINTOBO-BIAIMYCKHUX IIIH 3a3HAYA€THCS IPaHUYHA ONTOBO-BIAMYCKHA ITiHA
JKapChKoi (popMHU ISl JTIKAPCHKOTO 3aco0y (7151 TpenapariB iHCYJIIHY — MEPBUHHOT
YIIAKOBKH TAaKOTO Tperapary iHCYJiHYy), 3a3Ha4eHa B MOMEPEIHHOMY BiIIOBITHOMY
PeecTpi rpaHMYHUX ONTOBO-BIAMYCKHUX LI1H HA JIKAPChKI 3ac00M. SIKIIO monepeaHiil
Peectp He MICTUTH Takoi LIHM, JIIKapcbka (opma mjid JIKapChbKOTro 3acoly (s
IpenapariB 1HCYJIIHY — IIEpBUHHA yIaKOBKa TAKOrO MperapaTy 1HCYJIHY BiJIOBIIHOI
JiKapchKoi GOpMH) He TiuIarae peimoypcartii.

5. PedepenTHi 1iHUM Ha JIKApChKI 3acOO0M BU3HAYAIOTHCS B HaIllOHAJIBHIN
BaJIIOTI YKpaiHu.

[lepepaxyBanHsa pedepeHTHUX IIIH Ha JIKAPCHhKI 3aCO0M 3 1HO3EMHHX BaJIIOT
pedepeHTHUX KpaiH y HaIlOHAIbHY BAIIOTY YKpaiHM 3IMCHIOETHCSA 3a OQIIIHHUM
KypcoM, BcTaHOBIIeHUM HairioHansHUM OaHKOM Ha JAaTy BUSHAYCHHS IiH.

6. MO3 Bene Peectp rpaHUYHUX ONTOBO-BIAMYCKHUX IIH Ha JIIKAPCHKi 3aco0u
3a ¢GopMoOr0, HaBEIACHOW B noaatky 2 mo mporo llopsaky. 3asHauenwit Peectp
dbopmyeThest Ta BeneTbesi MO3 B €1EeKTPOHHOMY BUIJISIAI HA MiJICTaBl PO3PAXyHKIB,
Haganux HC3YV, ta onpumntoaHio0Thesa Ha odimiinoMmy BeoOcaiiTi MO3.

7. OHoBneHHsi PeecTpy rpaHMYHHMX ONTOBO-BIAMYCKHUX IIIH Ha JIKapChbKI
3aco0M 3M1MCHIOETHCS, AKIIO 1HIIE HEe BHU3HAadeHo aktamu KabGinetry MiHicTpiB
Ykpainu:

HIOPOKY B MEpIIUN pOOOUMiA IEHb CIYHS Ta JIUIIHSA,
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3a 3BepHEHHSM 3asBHUKA(1B) 10 HC3VY y pa3i 3minu 0(iniifHOTO Kypcy IpUBHI
no nponapa CIIIA, BcranoiaeHoro HarionanpHuUM OaHkoM, Oinbie HiX Ha 10
B1JICOTKIB 3a KBapTal.

8. HC3V po3paxoBye rpaHu4Hy OINTOBO-BIAMYCKHY I[IHY JIIKapChKOi (GopMu
JUISL JTIKApChKOro 3aco0y (KpiMm mpemnapatiB 1HCyiHY) 3 [lepeniky MHH 3a takumu
eTalaMu:

1) po3paxyHok kiuibkocti DDD B omunwmii jmikapcbkoi ¢GOpMH JIIKAPCHKOTO
3aco0y 3 [lepeniky MHH y pedepenTHiit kpaiHi 3A1HCHIOETBCS 32 TaKOIO (OPMYJIIOIO:

KutbKicTe DDD (B oauHMIN JiKapchKoi (popMu JIKapchKoro 3acoly) = mg03a
OJIMHUIII JIIKapChKOi (hopMHU JiKapchkoro 3aco0y/DDD o,

ne DDD wro — 3nauennst DDD, pexomennoBane BOO3 (WHO);

2) pO3paxyHOK I[IHM OJMHHII JIKApChkoi (OpMHU JIKApCHKOTO 3acoly B
pedepeHTHil KpaiHi 31HCHIOETHCS 33 TaKO (hOPMYJIIOKO:

3apeecTpoBaHa I[iHA 3a OJMHUITIO JIIKAPCHKOTO 3ac00y = 3apeecTpoBaHa Il1Ha 3a
YIAKOBKY JIKapChKOT0 3aCO0Y/KIIBKICTh OJUHUIIb JIIKAPCHKOTO 3aC00Y B YIAKOBIII;

3) pospaxynok 1inu DDD nikapcekoi dhopmu mikapcbkoro 3aco0y 3 [lepemniky
MHH y pedepenTHiii kpaini 3A1iCHIOETHCA 32 TaKOO (HOPMYIIOI0:

rina DDD mikapcbkoro 3aco0y nikapcebkoi popmu (PII) = 3apeectpoBana 11ina
32 OJMHUINIO JIKapChKoro 3aco0y/kuibkicte DDD (B oauHuIll Jikapcbkoi (GopMmu
JKapChKOT0 3ac00Y);

4) po3paxyHok pedepeHTHOI IiHU y pedepeHTHI KpaiHi JiKapchbKoi Ghopmu
MDKHApOJIHOT HEMaTeHTOBAHOI Ha3BH JiKapchkoro 3aco0y (PLIpk) Bu3HauaeThCs SIK
MeaiaHa 1iH y pedepenTHid kpaini DDD mikapcbkoi (Gopmu JiKapchbKoro 3acoly 3
[Tepeniky MHH. Po3paxyHok 3711CHIOETBCS 32 TaKOIO (DOPMYJIIOHO:

Pllpx = MEJIAHA (PI{1 ... PLIN);

5) pO3paxyHOK IpaHUYHOI ONTOBO-BIAIYCKHOI LIHM JIKAPCHKOi (popmu aiis
nikapcekoro 3aco0y 3 Ilepemiky MHH B mnepepaxyHky Ha BuzHaueny DDD
PO3paxoBYETHCS 3a POPMYJIOHO:

['OBL] DDD = MEAIAHA (PLpkl ... PLpkN),
ne 'OBII DDD - rpannuna ontoBo-BiiITycKHa 1iHa BU3HaueHoi DDD.

9. HC3Y po3paxoBye rpaHiuHy ONTOBO-BIAMYCKHY I[IHY IEPBUHHOI YIAKOBKH
npenapary 1HCYyJiHY BiAmoBinHOI jJikapchkoi (popmu 3 Ileperniky MHH 3a takumun
eTaramu:

1) dopmyBaHnHS 1O KOXHIN pedepeHTHIH KpaiHi 3a MDKHAPOIHOIO
HEMaTeHTOBAHOI0 Ha3BOl0, KoaoM ATX Ta BUAOM MEpBUHHOI yNakoBKHU ((iakoH,
KapTPUIK, IINPUIL-PYUYKa) pePEepeHTHUX TPyHu 3 YCIX 3apEECTPOBAHUX B TaKid
KpaiHi penapariB 1HCYJIIHY;

2) po3paxyHOK MO KOXHiil pedepeHTHIN kpaini minu MO npenapaTy 1HCYJIHY
B KOXKHI1H pedepeHTHIN rpymi 3IMCHIOETHCS 32 TaKOI0 (POPMYIIOI0:
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miHa MO npemapaTy IHCYJiHY = 3apeecTpoBaHa IliHA Mpemnapary
1HCYyNmiHYy/KimbKicTh MO;

[ndopmariis npo kiabKicTh MO B MEpBUHHIN YIAKOBIII BU3HAYAETHCS 3T1THO
Ku1bkocTi MO B KOKHOMY TOPrOBOMY HallMEHYBaHHI MpenapaTiB 1HCYJIHY, AaH1 PO
SK1. ONPUJIIOJIHEHO Ha o(DiIiHUX BeOcalTax KOMIIETEHTHHMX OpraHiB 3 peecTparlii
JIKapChKUX 3ac00iB y BIANOBIAHIN pedepeHTHIM KpaiHi Ha MOMEHT (HOpMyBaHHS
Peectpy rpaHMYHMX ONTOBO-BIAMYCKHUX IIH Ha JIIKApPChK1 3aCO0U.

3) po3paxyHOK IO KOXHIM pedepeHTHI KpaiHi cepeaHboi 1iHU 3a MO B
MekKax KOKHOI pepepeHTHOI TpymH 3/I1HCHIOETHCS 33 TAaKOIO (hOPMYJIIOIO:

cepenns miHa MO pedepentHoi rpynu = Y Bcix 1iH MO B pedepenTHiii rpymi/
KUIBKICTh IPENapariB 1HCYJIHY B pepepeHTHIi rpyIii;

4) BU3HAUEHHA 3 YCIX peepeHTHHX KpaiH TphOX HaWHWK4YUX LiH 32 MO B
KOXHII peepeHTHi rpyii;

5) po3paxyHOK TpaHUYHOI OINTOBO-BIAMYCKHOI IiHU 3a MO 1 KOXHO1
pedepeHTHOI rpynu 31HCHIOETHCS 32 TaKOK0 (hOPMYJIIOHO:

rpaHUYHA OINTOBO-BIAMYCKHA I1iHa 32 MO B pedepeHTHIN rpym = ) TpbhOX
HalHK4KX 111H 32 MO B pedepenTHiii rpymi/3;

6) pO3paxyHOK T'paHMYHUX OMNTOBO-BIAMYCKHUX IlIH 32 TIEPBUHHY YMaKOBKY
JUTSL KOSKHOT pedepeHTHOI IPYIU 3/11MCHIOETHCS 32 TAKOIO (POPMYJIOO:

rpaHUYHA OINTOBO-BIAMYCKHA I[iHA 3a MEPBHHHY YIMAKOBKY B pedepeHTHii
rpyni = rpaHUYHA ONTOBO-BiANMycKkHa 11iHa MO B pedepeHTHiii rpymi X Kiabkicth MO
B TEPBUHHIM YMAKOBIIl MpenapaTry 1HCYJiHY, BIIHECEHOTO N0 Takoi pedepeHTHOI
rpynu (iHdopmariiss po Kuibkicth MO B NEepBHHHIN YMAaKOBI[I BU3HAYAETHCS 32
naHuMu Jlep>kaBHOro peecTpy JIKapChKUX 3ac001B YKpaiHU Ha MOMEHT (pOpMYBaHHS
PeecTpy rpaHHYHHMX ONTOBO-BIAIMYCKHUX I[iH HA JIIKAPCHKI 3aCO0M).




MEPEJIIK
pedepeHTHUX KpaiH

HNonatok 1 no Ilopsiaky

Ne HaiimenyBanns | HaiimenyBanus |3apeectpoBana| Ilepioanynicts Coepa
3/m KpaiHu YIIOBHOBKEHOTO iHa Ha OHOBJICHHS IaHUX | 3aCTOCYBaHH
JIEP7KaBHOTO JKapChbKUi s
Oprany 3aci0,
iHO3eMHa
BAJIIOTA
1 2 3 5 5 6
1 PecnyOmika MinictepcTBo  |odiriiina 1iHa aHi yci JiKapchKi
[Tonpma OXOpOHHU 37I0pOB’s1| IpPOAAXy, |3aTBep/uKyrOThCs [ 3acolwu, B
Pecny6niku HOJIBCHKI 3J10TI IIOPOKY Ta TOMY YHCII1
[onpma OHOBIIIOIOTBCA | TpenapaTH
OJIMH pa3 Ha IBa | IHCYJIIHY
MiCSIIl
2 CrnoBaripka MinicTepcTBo oQiuiiHO naH1 ycl JIIKapCchKi
PecniyGika | oxopoHM 370pOB’si | BH3HA4YeHa OHOBJTIOIOTHCS 3aco0u, B
CrnoBatpkoi 1[1Ha, €BPO IoMicsLs TOMY YHCII1
PecniyOmiku npenaparu
IHCYITIHY
3 Yecbka JHepxaBHuit iHa naHi yci JTiKapchKi
Pecny6nika IHCTUTYT 3 BHUPOOHHKA OHOBIIIOIOTHCS 3aco0wu, B
KOHTPOJTIO 32 (exfactory), IOJICKAIH TOMY YHCIT1
JTIKapChKUMHU 4eChbKi KPOHU npernaparu
3acobamu YechKkoi IHCYTIIHY

PecmyGumiku




JlaTBilicbka HamionansHa pedepenTHa naHi yci JTiKapchKi
Pecrrybmika ciyx0a OXOpOHM | IIiHA, EBPO OHOBITIOIOTHCSI 3aco0u, B
3II0pOB’sI OJIMH pa3 Ha TOMY YHCIT
JlaTBiiichKO1 MIBPOKY npenaparu
PecmyOumiku IHCYITIHY
YropiHa HamionansHuii IiHa naHi ycl1 JIIKapChKi
($hoHI OXOpOHHU BUPOOHHKA OHOBJTFOIOTHCS 3aco0u, B
31I0pOB’ st (exfactory), HIOMICSIIIS TOMY YHCII
VYropumnu YrOpChKi npenaparu
bopunTH 1HCYITIHY
Pecny6Omika Hamionanena iHa naHi npernaparu
Bonrapis paja 1o miHaMm Ta | BHPOOHHKA OHOBJIIOIOTHCS THCYTIHY
BimmkoayBanuio | (exfactory), OJIMH pa3 Ha
JIKapChKUX OoJrapchKi MiCSIb
3aco0iB JIeBU
['pemntis Hanionansua iHa naHi npenaparu
oprasizaris 3 BUPOOHUKA OHOBITIOIOTHCS IHCYTIHY
JTKapChKHUX (exfactory), | aBa pasu Ha pik
3aco0iB €BpPO
PymyHis Hamuionanshe IiHa NaHi penapaTu
areHTCTBO 3 BUPOOHUKA OHOBJIIOKOTHCS 1HCYIIHY .
TKApChKUX (exfactory), | omuH pa3 Ha pik
3ac001B Ta PYMYHCBKI Jiel

MEIUYHUX BUPOOIB




PEECTP

HNonaroxk 2 no Iopsnaky

TPAaHUYHMX ONTOBO-BIANYCKHUX IiH HA JIIKAPCHKI 3ac00M, SIKI MiJIATaAI0Th
peiMOypcamii 3a nporpamMor0 MeJHYHUX rapaHTii

I. Jlikapcbki 3aco0M, KpiM MpenapaTiB IHCYITIHY

No MixxHapoiHa Kon Jlikapcbka PexomennoBan I'pannyna onroBo-
3/ | HemaTeHTOBaHa ATX dhopma € 3HAYEeHHS BiJITyCKHA IliHA B
Ha3Ba DDD whHo nepepaxyHkKy Ha
BU3HaueHy DDD
(FOBH DDD)» I'pH
1 2 3 4 5 6
II. [IpenapaTu iHCYIIHY
Ne | MixnaponHa Kon [leprHHA KinpkicTsb I'pannuna I'pannuna
3/m | HemateHToBaHa | ATX YIIaKOBKa MO B ONTOBO- ONTOBO-
Ha3Ba (¢pmakoH, MEpPBUHHIN | BIAMYCKHA IiHA BIJIITyCKHA
KapTpUIK, YIaKOBIl | 3a MIKHApOAHY 11Ha 32
HITPUIL- OJIMHMIIIO, TPH. MIEPBUHHY
pyuKa) YIIaKOBKY,
TpH.
1 2 3 4 5 6 7




