3ATBEPIIUKEHO

Haka3 MinictepcTBa OXOPOHHU 3710POB’sI
VYkpainu

01 nmucronana 2024 poky Ne 1835

3minn
no Iopsaky 3aTBepaKeHHs] TA MPOBEACHHS MPOrPaMH PO3LIMPEHOI0 JOCTYILY
MALIIEHTIB 10 HE3aPeECTPOBAHMX JIKAPCbKUX 3aC00iB Ta MPOrpamMu JA0CTYIy
cy0’eKTiB gociIKeHHs (MAIEHTIB) 10 JOCJIIKYBAHOTO JiKAPCHLKOI0 3200y
MiCJIsl 3aBepPIICHHS KJIIHIYHOTO BUNIPOOYBaHHS, 3aTBEPIKEHOT0 HAKA30M
MiHnicTepcTBa 0X0pOHM 310pOB’s YKpainu Bix 24 cepuns 2022 poky Ne 1525,
3apeecTpoBaHoro y Minicrepersi rocTunii Ykpainu 18 :xoBTHs1 2022 poky 3a
Ne 1269/38605

1.V abzaii TpeTboMy NyHKTY 4 po3aiiny | cioBo «mporpammy 3aMiHUTH CJIOBOM
«IIporpammy;

2. Ilynkr 2 pozainy Il BUKIacTH y Takiil pegakiiii:

«2. IlamienTtu, micig 3aBepUICHHS HUMH Y4YacTi B KIIHIYHOMY BUIPOOYBaHHI,
MOXXYTh JOOpPOBIIBLHO B3STH ydacTh y llporpami goctymy cyO’€KTIB OCITIIHKEHHS
(marieHTiB) A0 MOCIIKYBAHOTO JIKAPCHKOTO 3ac00y MICHs 3aBEpILISHHS iX ydacTi y
KJIIHIYHOMY BUIIPOOYyBaHHI 3a yMOB BCTaHOBJEHHMX YaCTHHOK MIOCTOK crarTi 8!
3akony Ykpainu «IIpo mikapchki 3aco0m», a TAKOXK 32 HAIBHOCTI 1HOPMOBAHO1 3rou
naiieHTa Ha y4acTh Yy Mporpami JOCTyHy CyO’€KTiB JOCIHiKEeHHs (MAall€HTIB) 10
JOCIIKYBAHOTO JIIKAPCHKOTO 3aC00Y IMiCIIsl 3aBEPIIECHHS KIIIHIYHOTO BUMIPOOYBaHHS. »;

3. Y pozmini IV:

1) myHKT 1 TOMOBHUTH HOBUM a03aIlOM TaKOTO 3MICTY:

«3 mOTpUMaHHSM YMOB, Mepen0adyeHuX y I[bOMY IIyHKTi, 10 IPOBEICHHS
nporpaMu JIOCTYyIly CyO’€KTIB JOCHIKEHHS (MAIli€eHTIB) JO JIOCIIIXKYBaHOTO
JIKapChbKOTo 3aco0y MIcis 3aBeplIEHHS KJIHIYHOTO BHUIIPOOYBAHHS JOIJIBHIIIE
3ajlydaTH JIiKapiB, SKI NpUHAMaIM ydacTb y JaHOMY KIHIYHOMY BHUIpPOOyBaHi
JOCJTIIPKYBAHOTO JIIKAPCHKOTO 3acO0y SIK BIAMOBIAATBHUN TOCTITHUK a00 TOCHITHHK,
y SKAX TAIll€HTH 3aBepUIMIA/3aBepUIYIOTh Yy4acTb Yy IOMY KIIHIYHOMY
BUIIPOOYBaHHI1.»;
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2) MyHKT 2 IOMMOBHUTH HOBUM a03a1l0oM TaKoTro 3MICTY:

«3 NOTpUMaHHSM yMOB, TependaYeHuX Yy IbOMY IIyHKTi, JO IPOBEICHHS
nporpamMu  JOCTynmy CyO0’ €KTIB JOCHIKeHHS (TMami€eHTiB) A0 JOCHIIKYBaHOTO
JiKapcbKoro 3acoOy IiCs 3aBEpIICHHS KIIHIYHOTO BHUIPOOYBAaHHS JOLIBHIIIE
3amydatd 303 y pa3si, ko B gaHoMmy 303 mpoBOAMIOCH KIIIHIYHE BUIPOOYBaHHS
BIJIMTOBITHOTO JTOCHIPKYBAHOTO JIIKApCHKOTO 3aco0y, abo skimo y 303 mpaiitoe jiikap,
SKAW Ma€ JOCBIJ JIIKYBaHHS BIAMOBIIHUM JOCHIDKYBAaHUM JIIKAPCHKUM 3aC000M
MTAIll€HTIB.»;

3) NyHKT 3 TOMOBHUTHU HOBUM a03aIloM TaKOTO 3MICTY:

«3 JOTpUMaHHSAM YMOB, MepeAdayeHUX Yy LbOMY IYHKTi, JO IPOBEICHHS
nporpaMu JIOCTYyIly CyO’€KTIB JOCHIIKEHHS (MAli€HTIB) M0 TOCIIIKYBaHOTO
JIKapChbKOTO 3aco0y Micis 3aBEpIUIEHHS KJIIHIYHOTO BHUIIPOOYBAHHS JOIJILHIIIE
sanyvyaru JikapiB-DOIl, skmo BiH (BoHa) OpaB (Opana) ydacTb y KIIHIYHOMY
BUTNIPOOYBaHH1 BIAMOBITHOTO JTOCII)KYBaHOTO JIIKAPCHKOTO 3aCO0Y SIK BiAMOBIAIbHHIMA
JOCHITHUK a00 JOCHIHUK 1 Ma€ JOCBIJ JIKyBaHHS BIAMOBITHUM JOCIIKYBaHUM
JTIKapChKUM 3ac000M MAIli€HTIB, K1 OyayTh BKJIIOUEHI y nany [Iporpamy.»;

4) myHKT 4 TOTIOBHUTH HOBUM a03all0M TaKOTO 3MICTY:
«ITartieHT MOBIIOMIISIE CBOEMY JIIKYIOUOMY JIIKapIO (JIIKApIO 3arajbHOI MPaKTUKH
- cIMEMHOMY JIIKapro) Mpo CBOIO yuacTh y [Iporpami.y.

4.V poznim VI:

1) y abG3ami nepuioMy nyHKTY 1 Ta MyHKTY 2 cjioBa Ta HUQPPY «IYHKTI 3 1BOTO
PO3ILTY» 3aMIHUTH CIOBaMU Ta U(PpaMU «ITyHKTaX 3 — 5 1bOTO PO3ILITY»;

2) MyHKT 3 BUKJIACTU y TaKl{ pelaKiii:

«3. OnHOYacHO pa3oM 13 3asBOI0 3asBHUK HaJae B JOBUIbHINA (opMi Taki
MaTepiaiu:

1) 3aragpHa  1HQOpMalig Mpo  JIKapChKuid  3aci0d, sAkuil  Oyzde
BUKOPUCTOBYBatucs B Mexax [Iporpamu, Bkitouaroun iHGoOpMalliro mpo: Ha3By (3a
HasgBHOCTI) abo imeHTH(]IKaTOp (32 HAABHOCTI), AaKTUBHUUA (apMaIleBTUIHHIMI
IHTPEIIEHT, CUIa 1T, OMMHUII BUMIPIOBaHHS, OPMY BUITYCKY, BAPOOHHKA JIIKAPCHKOTO
3aco0y, SKICHHM CKJaJ JOMOMDKHUX PEYOBUH, TEPMIH MPUAATHOCTI, YMOBH
30epiraHHs;

2) 1oCTyIHA 3asBHUKY 1H(OpMaIlis moa0 0e3Meku Ta €ePEeKTUBHOCTI JIIKAPCHKOTO
3aco0y;

3) IHCTPYKIIIA IJI1 MEAUYHOTO 3aCTOCYBaHHS JIIKapChKOro 3aco0y. SKiio Ha gaTy
MOJIaHHA 3asiBU Npo mnpoBeAeHHs Ilporpam, BIANMOBIAHUN JIIKApCHKUK 3aci0 He
3apeecTpoBaHuil, iH(MoOpMallis Moxe OyTH BHUKIAJACHA, HANpWKIaaA, B Opomrypi
TOCIITHUKA, 110 MICTHTbH OI[IHKY CITiBBITHOIIEHHS KOPUCTH/PU3HK (HE O1IbIIIe OHOTO
POKY TICJIsl OCTAHHBOTO MEPETIIAY );

4) onwmc IIporpamMu BiAmOBIAHO 10 KPUTEpiiB, 3a3HaueHUX B crarTi 8! 3akoHy
VYkpainu «IIpo mikapcbki 3aco0u», 3 OOTPyHTYBaHHSIM JOLUIBHOCTI il MPOBEACHHS Ta
3arajibHa XapakTepucTUKa/ Mpo(dip MalieHTiB, ki OpatuMyTh ydacth y I[Iporpami
(miarHo3 abo HO30JOTis, CTaH Ta TSKKICTh 3aXBOPIOBaHHS TOWIO), KpHUTepii
BKJIFOUCHHSI/BIIMOBH Yy BKIIIOYEHHI NAaIieHTIB 10 ydacti B [Iporpami abo ix
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BUKJTI0YeHHs 3 [Iporpamu, BuuepnHy iH(opMaliiro npo rnpasa Ta 000B’A3KH CTOPIH IIPU
poBeieHHI BiamoBiaHoi [Iporpamu;

5) mepenik 303, nmikapiB Ta (abo) mikapiB-DOIl, mo OyayTe 3amyueHi 10
nposeneHHs [Iporpamu;

6) iH(opmaris npo 3anuc y Jlinensiinomy peectpi MO3 3 MeTUYHOT MPaKTUKH
303, nikapiB-DOII (Butsr);

7) xomito ceprtudikara cepii IS KOXKHOTO JIKapChKOro 3acoQy, 1mo Oyme
Bukopuctanuii y Ilporpami. Ceptudikar cepii (ceptudikar anamizy, ceprudikar
SKOCTI) JIIKAPCHKOTO 3aCc00Y, 10 BUAAETHCS BUPOOHUKOM 1 CYTTPOBOIKYE KOXKHY CEPit0
JIKapChKOTO 3aco0y 3 METOK MIATBEPIKEHHS MOro AKOCTI (3a HasBHOCTI). Y pa3i
BiJICYTHOCTI TaKoro JIOKyMEHTa Ha JaTy moaaHHs 3asBu 10 MO3 1010 3aTBEpIKEHHS
[Iporpam, 3asiBHUK HaJa€ JUCT, SKUM OOIPYHTOBYE BIJICYTHICTh TAKOTO JOKYMEHTA 13
3a3HAYEHHSIM MPUYMH, 1 TApaHTYE, 110 JIKAPChKUHN 3aci0 Mae HAJICKHY SKICTh 1 HOTO
BUTOTOBJICHO BIJIOBIAHO JI0 BUMOT HaJeXHOI BUpoOHU401 npaktuku (GMP). 3asBHuk
micasi OTpUMaHHs cepTudikara cepii JiKapchbKoro 3acoly, pa3oM 13 CyHpOBIIHUM
auctoM Hazacwiae #oro g0 MO3 a6o Ilentpy. Tepmin mnpumatHOCTi cepii
HE3apeeECTPOBAHOTO JIIKAPCHKOTO 3ac00y/A0CIIIKYBAHOTO JIIKAPCHKOTO 3ac0o0y Mae
nokpuBaTu cTpok Aii [Iporpamu Ta/abo oOIpyHTYBaHHS MPO HAJAHHS HOBUX CEPiif
HE3apeeECTPOBAHOTO JIIKAPCHKOTO 3aco0y/MOCHIIKYBAaHOTO JIKapChKOTO 3acoly sk
sminu g0 [lporpamu. Jlns kokHOi BkazaHoi y 3asBi Ha Ilporpamy cepii
HE3apPEECTPOBAHOTO JIIKAPCHKOTO 3ac00y/IOCHIIKYBAHOTO JIIKAPCHKOTO 3acol0y Mae
OyTH BKa3aHa KIJIbKICTh YIIaKOBOK;

8) mepenik CymyTHIX MarepialliB, SIKl IUIAHYIOThCA JO BUKOPHCTaHHS B MeXax
[Tporpamu (3a HasiBHOCTI1);

9) nexnapauist (JIKCT) B1J HaJaBaya JiKapChKOTo 3aco0y B JOBUIBHIN (hopmi Mpo
3rogy Ha mybOmikamiro Ha odimiitHomy BeOcaiti MO3 iHdopMmarii mpo OCHOBHI
0COOJIMBOCTI IPOTpamH, Mpo Ky HAEThbCA y 3asB1 Ta Marepiaiax /10 Hei.»;

3) micns MyHKTY 3 TOMOBHUTH MTyHKTaMU 4 Ta 5 TaKOTo 3MICTY:

«4. Pazom 3 wmarepianamu, 3a3HAUEHHMMH Yy TYHKTI 3 [bOTO pO3ALTLY, JUIs
3aTBEPHKCHHS Ta MPOBEACHHS MPOTrpaMu TOCTYITY Cy0’ €KTIB JOCIII>KEHHS (TTaIlIEHTIB)
JI0 JOCITIIKYBAHOTO JIIKAPCHKOTO 3aCO0Y IMiCIIS 3aBEPIICHHS KIIIHIYHOTO BUIIPOOYBaHHS
3asBHUK JIOJIaTKOBO HAJa€ B JOBLIBHIN (pOpMi Taki MaTepiain:

1) mucT, 1110/10 HAIBHOCTI JOCIHKYBAHUX JIIKAPCHKUX 3aC001B 13 3a3HAYCHHAM X
KUTBKOCTI, iK1 Oy/ii BBE3€HHI JJIsl IPOBEACHHS KJIIHIYHUX BUNPOOYBaHb HA TEPUTOPIIO
VYkpaiau, ane He OyaM BUKOPUCTaHI B MEXaX TaKUX BUNPOOyBaHb, Ta HE OYIyTh
Bukopuctani y Ilporpami noctymy cy0'ekTiB mociikeHHS (TAIIEHTIB) 0
JIOCITIKYBaHOTO JIKapChKOTO 3acO0y Miciis 3aBEPIICHHS KJITHIYHOTO BUIPOOYBaHHS 13
3a3HAYCHHSIM TPUYWH X HE BUKOPUCTAHHS Ta SIKMM YWHOM OymnyTh yTHIII30BaHi, abo
OynyTe BuUKOpHCTaHi BiamoBigHO y IIporpami mpocTtymy cyO'e€KTiB JOCIHIIKEHHS
(mari€eHTiB) A0 AOCIIKYBAHOTO JIKAPCHKOTO 3aco0y MICis 3aBEepIICHHS KJIIHIYHOTO
BUIIPOOYBaHHS, 13 3aCTOCYBaHHSAM BUMOT 116010 [lopsky;

2) aHi Mpo AKICTh JOCIIIKYBAHOTO JIKapChKOTO 3aC00y, SIK1 MICTATBCS Y MOAYII
3 dopmary 3arajapbHOrO TEXHIYHOTO JOKyMEHTa a0 IHIIOMY €KBIBaJECHTHOMY
JIOKYMEHTI, aKTyaJIbHi Ha MOMEHT Tlo4atky [Iporpamu;
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3) Komiro Opoilypu AOCTIAHUKA - OCTaHHS Bepcis (MeperisHyTa He Ouiblie
OTHOTO POKY) 3 BHECEHHSM JOCTYIHHX BIAMOBIAHUX PE3yJbTATIB KIIHIYHUX
BUIIPOOYBaHb CTOCOBHO O€3MeKH Ta e(EeKTHMBHOCTI AOCIIIKYBAHOTO JIKapChKOTO
3ac00y, 110 MICTUTh OL[IHKY CITiBBIJHOILIECHHS KOPUCTI/PUBHUKY;

4) indopmariio 1Oa0 IHIMIATIB MOTEHIIHHUX TAIli€HTIB Ta HOMEpPIB (KOIiB),
IPUCBOEHUX iM MiJ Yac y4yacTi y BIANOBIIHOMY KJIIHIYHOMY BUIIPOOYyBaHHI;

5) mucT, ckIaaeHu, 3rigHo 3 qogatkoM 3 go mporo [lopsaky Big 303 Ta mikaps,
AKUN 3aiydeHud 10 mnpoBeneHHs Ilporpamm poctynmy cCyO’€KTiB IOCITIIKEHHS
(MariedTiB) 4O AOCIIIKYBAHOIO JIIKAPCHKOTO 3acO0y MICIsl 3aBEpIIEHHS KIITHIYHOTO
BUNpoOyBaHHsI B YKpaini, abo Big mikaps-OOIl, mo 3anmydenuit no Ilporpamwu
JOCTYTy Cy0’€KTIB JOCTIKEHHS (TALIEHTIB) A0 JOCTIHKYBAHOTO JIIKAPCHKOTO 3aCO0y
micasi 3aBEpIICHHS KIIHIYHOTO BUIPOOYBaHHSA, 13 3a3HAY€HHSM 3arajibHOi
XapaKTePUCTUKU MOTEHUIMHUX MaIll€HTIB (A1arHO3y MAaIli€HTIB), KUIBKOCTI MAIlIEHTIB,
PO3paxoBaHOi OUIKYBaHOI KUIBKOCTI JOCIIIKYBAaHOTO JIKapChKOTO 3acoly s
KOKHOTO [ari€HTra 13 BHU3HAYEHHMM [larHO30M HEOOX1mHOi I 3a0e3ledueHHs
JIIKyBaHHS, BPaXOBYIOUH JI03y JOCIIKYBAHOTO JIIKAPCHKOTO 3aco0y, sSIKYy OTpPUMYBAaB
MAIIE€HT 1] Yac y4acTi y KIIHIYHOMY BUTIPOOYBaHHI 1 OTpUMAaB MO3UTUBHUM €(eKT, a
TaKOXX 13 MIATBEP/UKCHHSIM JIKaps, SKUW 3allydeHuil 10 mpoBeneHHs [Iporpamwu
JOCTYITy CyO’€KTIB AOCIIKEHHS (TMAIIEHTIB) 10 TOCIIKYBaHOTO JIIKAPCHKOTO 3aC00y
MiCsl 3aBEPIICHHS] KIIHIYHOTO BUIMPOOYBaHHS, MPO T€, IO ICHYE 3arpo3a >KUTTIO
MaIi€HTIB, a00 TSKKUM MEIUYHUN CTaH, 3aXBOPIOBaHHS JIOBFO TPHUBAE Ta TSXKKO
1HBaJIU3y€, 110 BHMAarae MPOJOBKEHHS JIKyBaHHS JIKAPCHKUM 3aco00M, SIKUN
JOCHIIKYBaBCS Yy BIJIIMOBIIHOMY KJIIHIYHOMY JOCHII)KEHHI (BUIIpOOyBaHHI), Ta
HasBHUI MO3WTUBHUN BIATYK MAalllEHTa HA JIIKYBaHHS JOCIHIKYBAaHUM JIKAPCHKUM
3ac000M, 110 MPOJAEMOHCTPOBAHO M1 Yac MPOBEACHHS KIIHIYHOTO BUNPOOYBaHHS;

6) komio BUTATY 3 Hakazy MO3, KWl MICTUTH pIIIEHHS MPO MPOBEIECHHA
BIJIMOBIJTHOTO KJIIHIYHOTO BUIPOOYBAaHHS JIIKAPCHKOTO 3aC00Yy.

5. Pazom 3 wmarepiamamu, 3a3Ha4yeHUMHU y TyHKTI 3 1mporo llopsnky, s
3aTBEP/DKCHHS Ta TMPOBEACHHS MPOrpamMH PO3IIMPEHOTO JOCTYIy TAaIll€EHTa [0
HE3apeeCTPOBAHOTO JIIKAPCHKOTO 3aC00Y 3asIBHUK JI0AATKOBO HAJa€ B IOBUIbHIN dhopmi
TaKl MaTepiaju:

1) iHdopmaliito mpo MmoyaToK IpoBeAcHHs MmoHakiMeHmne I ¢a3u KiIHIYHUX
nociikeHb (BunpoOyBaHb) Jikapcbkoro 3acody, y CIIA, kpainax €Bponencbkoi
ekoHoMIuHOi 30HM, ABcTpami, Kanami, fAmnonii, BemukoOpuranii, [3paim a6o
[IBeiinapcekiit  koH(penepamnii (i3 3a3HaYeHHSIM KOIYy Ta Ha3BH KIIHIYHOTO
TOCITIDKEHHS) Ta OTpUMaHl JdaHl KIHIYHUX JOCHKEeHb (BUMPOOyBaHb) 3
MiATBEPIKEHHAM €(EKTUBHOCTI HOTO 3aCTOCYBaHHS.

2) mWCT, CKJIaJIEeHUH, 3TiIHO 3 momatkoM 3 1o 1poro [lopsaky Bix 303 Ta mikaps,
AKUM 3adydeHuil 10 mpoBeneHHs [Iporpamu po3mmpeHoro JOCTymy MalieHTa Jo
HE3apeeCTPOBAHOTO JIIKApChKOro 3acoly, abo Bia dikapsa-DOIl, mo 3amydeHuit 10
npoBeneHHa I[IporpaMu po3MIMPEHOro JOCTYIy NallieHTa A0 HEe3apeecTpOBAHOTO
JIKapChbKOro 3aco0y, 13 3a3HAYEHHSM 3arajbHOi XapaKTEPUCTHUKH TMOTECHIIIHHUX
MalieHTiB (JgiarHo3y MaIli€HTiB), KIJIBKOCTI TAIIE€HTIB, PO3pPaxOBaHOi OUYIKYyBaHOI
KUTBKOCTI HE3apeeCTPOBAHOIO JIIKAPCHKOTO 3aco0y, HEOOXIJHOI 1Jig 3a0e3neueHHs
JIKyBaHHS 3allJITAHOBAHOI KUIBKOCTI MAII€HTIB 3 BU3HAYEHUM J1arHO30M, a TaKOX 13
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HIATBEPPKEHHSM JiKaps, SKUM 3ay4eHuid 10 nmpoBeneHHs [Iporpamu po3mmpeHoro
JOCTYIly TIAIlIEHTAa JI0 HE3apeeCcTPOBAHOTO JIKAPCHKOTO 3acoly, mpo Te, M0 Ha
Teputopii YKpaiHu MAIlleHTH HE MAlOTh JOCTYIYy A0 aJlbTEPHATUBHUX €(PEKTUBHUX
METO/IB JIIKyBaHHS Ta/a00 aJbTepHATHBHI METOAM JIKYBaHHS HE MOXYTh €(EKTUBHO
BIUTMHYTHU Ha Mepedir 3aXBOPIOBaHHS UM MOKPAIIMTH CTaH Malli€HTa, Ta/abo malieHTu
HE MOXYTb OyTH BKJIFOUEHUMH JI0 KJIIHIYHOTO BUIPOOYBaHHS, Ta 3a PILLICHHIM JiKaps
3aCTOCYBaHHS HE3apeECTPOBAHOTO JIIKAPCHKOTO 3ac00y € HaWKpanMm BHOOPOM JIs
MaIcHTa. ».
VY 3B’s13Ky 3 uuM nyHKTU 4 — 11 BBaXkaTu myHkramu 6 — 13 BIANOBIIHO;

4) y mianyHkTi 1 myHKTY 6 CJIOBO «TSKKHMID) 3aMIHUTH CIOBOM «TSIKKUN»;
BUKJIIOUUTH

5) y myHKTi 12:

MIMYHKT 9 BUKJIACTH Y TaKiil peqakiii:

«9) 04iKyBaHy PO3PaxXyHKOBY KUIBKICTh HE3apEECTPOBAHOTO JIIKAPCHKOTO 3aCO0Y,
JI03BOJICHOTO 1711 BUKOpUCTaHHs y [Iporpami (fu1st mporpamMu po3mMpeHoro J0CTYITy
NaIfleHTa J0 He3apeECTPOBAHOTO JIIKAPCHKOTO 3aC00Y );»;

HICTS TAMYHKTY 9 TOMOBHUTH HOBUM MHiAMYHKTOM TaKOTO 3MICTY:

«10) po3paxoBaHy KUIbKICTh JOCIIIKYBAaHOTO JIKaPCHKOTO 3aCO0y Ha BECh CTPOK
npoBeneHHsa [Iporpamu ais KOKHOTO JTOCHIKYBAHOTO (TAlli€HTA), SIKU 3aBEPIIUB
y4acTh y KIIIHIYHOMY BUIpPOOyBaHHI Ta BKJIto4eHHM 10 IIporpamu (s mporpamu
JTOCTYTy Cy0’€KTIB JOCTIKEHHS (TALIEHTIB) 10 JOCIIIHKYBAaHOTO JIIKAPCHKOTO 3aC00y
IiCcysl 3aBEpLICHHS KJIIHIYHOTO BUIIPOOYBAHHS ;).

VY 3B’s13Ky 3 uuM mianyHkty 10-12 BBakatu BiANOBIIHO HiAnmyHkTamu 11-13;

6) nyHKT 13 JONOBHUTHA HOBUM a03all0M TaKOTO 3MICTY:

«Axkmo po Ilporpamum npoctymy cyO’ekTIiB AOCHIKEHHS (IALI€HTIB) [0
JOCJIIJI)KYBAHOTO JIIKAPCHKOTO 3acO0y MicCisl 3aBEPIICHHS KITHIYHOTO BUIIPOOYBAHHS
3aimydeHo 303, B IKOMy CTBOpPEHA Ta JIi€ KOMICI 3 MUTaHb €TUKH, sIKa HE pO3TIisiana
MaTepialid KJIIHIYHOTO BUIIPOOYBAHHS Ta HE CXBaJIOBaJia HOTO MPOBEACHHS B I[bOMY
303, a6o nikap-DOII — sk gocHiqHUK OyB 3ay4eHHI 0 KJIIHIYHOTO BUIIPOOYBAHHS
Ta npairoe B nanomy 303, to takuii 303 Ta/abo nikap-DPOIl, mo 3amyueHuid 10
[Iporpamu, 3BepTarOThCS A1 OTPUMAHHS PIIIEHHS PO MOTOKEHHS IPOBEICHHS
[Iporpamu nmoctymy cyO’€KTiB JOCHIJKEHHS (MAIEHTIB) 1O JOCHIIKYBAaHOTO
JIKapChKOTO 3ac0o0y MiCIIA 3aBEpUICHHS KIIHIYHOTO BUIIPOOYBAaHHS B YKpaiHl 10 TOTO
303 mpu KoMy [l€ KOMICiSl 3 NMUTAaHb €THKH, SIKa pO3IVIsAala Marepiaid IbOro
KJIIHIYHOTO BUIIPOOYBAHHSI Ta CXBaJIOBAJIa HOTO MPOBEACHHS.».

5. Y pozaini VII:

1) myHkT | BUKJIACTH y TaK1i pelaKiii:

«1. ¥Yei IlporpamMu po3noYMHAIOTHCS PU HAIBHOCTI B CYKYITHOCTI TaKMX YMOB:

1) npuitnarts MO3 pimenHs npo 3arBepikeHHs [Iporpam Ta pimieHHs mpo
NOTO/)KeHHsT Takux IIporpam KoMmiCi€r0 3 NUTaHb €TUKH, BIAMOBIAHO IO IBOTO
[Topsnky;
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2) yKJIaJIeHHs HaJaBauyeM JKapchbKoro 3acoly (abo MOro ymnoBHOBa)KEHHUM
IpeICTaBHUKOM) B Mexax BiamoBigHoi [Iporpamu moroBopy mnpo NpOBEACHHS
[Tporpamu 13 303 ab6o 3 mikapem-DOII, o 3amyyenuit 1o nposeneHus [lporpamu;

[ToBinomnennsa npo nary nouarky Ilporpamu Hamaetbes no Llentpy ta MO3
npoTsirom 15 kaneHaapHux AHIB 3 AHs modatky [Iporpamm.»;

2) myHKT 3 BUKJIACTH y TaKid pedaKii:

«3. Y mexax npoeaeHns [Iporpawm, 3arBepmxennx MO3, 3a yMOBH OTpUMaHHS
iH(opMOBaHOiI 3rofu MaiieHTa ado MOro 3aKOHHOIO MPEICTaBHUKA BiAMOBIIHO 0
nporo Ilopsiaky, mikap, sSkuid 3amydeHud a0 mnpoBeneHHs I[Iporpamu, mae mpaBo
IpU3HA4YaTH Ta/abo 3aCTOCOBYBATH JIIKapChKi 3ac00U, IO HE 3apEECTPOBaHI B YKpaiHi,
abo0 3apeecTpoBaHi 3a MOKA3aHHSAMM, HE 3a3HAYEHUMH B 1HCTPYKIII JJII MEIUYHOTO
3aCTOCYBaHHS YW KOPOTKIA XapaKTEPUCTHIll JIKapChKOro 3acoly, Ta/abo JiKapChKi
3aco0u, sIKi He BHECEHI JI0 rajly3€BUX CTaHAAPTIB y chepl OXOPOHHU 310POB’S.»;

3) myHKT 9 BUKJIACTH Yy TaKiil peakiii:

«9. 3 MeTor0 3A11CHEHHST KOHTPOJIIO IIThOBOTO BUKOPUCTAHHS TAKUX JIIKAPCHKUX
3aco0i1B, 303, mikapi, sKi 3aimydeHi 10 nposenaeHHs [Iporpamu, Ta/abo nikapi-OOII, mo
3aiydeHi 10 [Iporpamu, mokBapransHO HajcuiaroTh 10 MO3 Ta Llentpy iHpopmaiiiro
PO BUKOPHUCTAHHS TAKUX JIKAPCHKUX 3aCO01B 13 3a3HAYCHHSIM:

MPi3BHINA, 1M 51, IO 0ATHKOBI (32 HASBHOCTI) MAIIEHTA;

KOy JOCHIDKYBAHOTO (IJIsi TMpOTpaMu JOCTYIy CYO €KTIB JIOCTIKCHHS
(mamieHTiB) A0 AOCHIIKYBAaHOTO JIKAPCHKOTO 3aco0y MICis 3aBEpPUICHHS KJIIHIYHOTO
BUNPOOYBaHH);

xony IIporpamu abo kony IIporpamu ta ii Ha3BU (32 HasIBHOCTI);

Ha3BU (3a HAsIBHOCTI1) a00 1IeHTU(IKATOP JIIKAPCHKOTO 3aco0y (3a HasIBHOCTI);

HOMeEpa cepii JIKapchKoro 3acoQy,

JIaTy TIEPIIOT JI03H JIIKAPCHKOTO 3aCcO0Y;

JI03H JIIKAPCHKOTO 3acO0Y, IKYy OTPUMYE TAIIIEHT;

KUJIBKOCTI BUKOPUCTAHOTO JIIKAPCHKOTO 3acO0y MAalllEHTOM - JIlaHI Ha OCTaHHIM
pobounii 1eHb KOXKHOTO MICSIIS;

JIaTH OCTAHHBOI JIO3H JIIKAPCHKOTO 3acO0Y;

3araJIbHO1 KIJIBKOCT1 BUKOPUCTAHOTO JIIKAPCHKOTO 3ac00y MaIli€HTOM. ),

4) nyHkT 13 BUKJIACTH y TaKii peaaKiii:

«13. Ilicns 3akiHueHHs BiANMOBiAHOI IlporpamMu HEBUKOPHCTAHHI 3aJTUIIKH
JTIKapChbKUX 3ac00iB, SIKI BUKOPUCTOBYBayncA B Mexax [Iporpamu, moBuHHI OyTH
3HMINEHI BIJMOBITHO O BHMOT 3aKOHOMABCTBA YKpaiHU a00 IMOBEpHEHI HajaBady
Jikapcbkoro 3aco0y. HeBukopucrtani Jikapchki 3acoO0M  TakoX MOXYTh OyTH
BUKOopucTaHi B Mexax [Iporpam, 3arBepmxennx MO3 (3a morpeOu) micis
3aTBepKeHHs 3MiH 110 [Iporpamu.y.

6. Y poznini VIII:

1) MyHKT 2 BUKJIACTH Y TaKil pemaKiiii:

«2. 3minum no [Iporpam nmotpedyroTh 3arBepkxeHHs MO3 y pasi:

1) 30UIBIIICHHS 3allJTAHOBAHOI KiBKOCTI MarieHTiB y I[lporpami, sike mMoxe
OyTH 31 3MIHOIO KUJIBKOCTI JIIKAPChKOTO 3aco0y abo 0e3 3MiHu;
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2) 3MIHU KIJIBKOCTI JIIKAPCHKOTO 3aco0y, 1110 HaaeThCsl B Mexkax [Iporpamu;
30UTBITIEHHST OYIKYBaHOI PO3PAaXYHKOBOT KUTBKOCTI JIIKaPCHKOTO 3aC00y 3 pO3paxyHKOM
JI03yBaHHs JJIs1 KOXKHOTO TaifienTa B Mexax [Iporpamu;

3) BKJIFOUEHHSI HOBUX a00 3MiHu 303, mikapiB, sIK1 3aJIy4€Hl 10 MPOBEICHHS
[Tporpamu Ta/a6o nikapiB-POIl, mo 3anydeni no [Iporpamu;

4) 3MIHM HaJlaBaua JIIKapChbKOro 3aco0y Ta/abo 3asiBHHKA Ta/a00 BUPOOHUKA
JKapChKOTO 3aco0y;

5) 3MIHU CTpOKy mnpoBeAeHHs IIporpamu (NOJOBKEHHS TPUBAJIOCTI,
TUMYacoBa NpusynuHka I[Iporpamu 3 mogaabIIuM MOHOBICHHSM, TIepeaJacHa TOBHA
3ynuHka [Iporpamu To1io);

6) 3MIHM WIOJI0 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y, IO HAJAEThCA B Mexkax
IIporpamu;

7) 3MIHM KpUTEpiiB BKJIIOUEHHs / BIAMOBHM y BKItoYeHH1 70 Ilporpamu abo
BUKJTFOUCHHS MailienTiB 3 [Iporpamu;

8) mosiB HOBOI 1H(OpPMAIIii MO0 OS3MEKH JTIKApChKOTo 3aco0y, sika BIIMBA€E Ha
OIIHKY CITIBBIJTHOIIICHHSI KOPUCTI Ta PU3MKIB 3aCTOCYBaHHS JIIKapCHKOTO 3aco0y B
Mmexax [Iporpam.

VY pasi 301IbIIeHHS KIJILKOCTI TAIIEHTIB 3aBHUK 3a3HAYa€ y JIUCTI B JIOBUIbHIM
dbopmi OHOBIIEHY 1H(OPMAITIO 1100 OHOBJICHOI PO3PaXyHKOBOI KIJIBKOCTI JIIKAPCHKOTO
3aco0y, /J03BOJICHOTO 10 BUKOpuCTaHHs y Ilporpami, 3 ypaxyBaHHSIM OHOBJIEHOI
KUTBKOCTI TIALIIEHTIB.

VY pasi 301IbLIEHHS KUIBKOCTI JOCIHIKYBaHMX (IAILIEHTIB), Kl 3aBEPUINIH
y4acThb y KJIIHIYHOMY BUIIPOOYBAaHHI Ta MOTEHIIHHO OynyTh BKItOUYeH] 10 I[Iporpamu
JOCTYIly CyO’€KTIB AOCIIKEHHS (TALIEHTIB) 10 TOCTIIKYBaHOT'0 JIIKAPCHKOTO 3aC00y
ICIs 3aBEPILICHHS KIIIHIYHOTO BUNPOOYBaHHS 3asBHUK 3a3HAYA€E y JIUCTI B TOBUIbHIN
dbopMi OHOBIEHY IH(GOpPMAIIO MIOJ0 OHOBIEHOI PO3PAXYHKOBOI KUIBKOCTI
JOCIIJPKYBAHOTO JIIKapChbKOro 3aco0y Ha BeCh CTpOK mIpoBeieHHs [Iporpamu s
KOKHOTO JIOCTIKYBaHOTO (TAIli€HTA).»;

2) NyHKT 4 BUKJIACTH y TaK1{ pelaKilii:

«4. Tlig yac mnpoenenHs Ilporpamu 3asBHUK 1HMOpMye LlenTp (ULLITIXOM
HAJICUJIaHHS JINCTa B JOBLIBHIM (popmi) Mpo 1HIN 3MIHHW, sKi BiAOYyIMCS IIiJI 4ac
nposenenHa [Iporpamu, 3arBepmkenoi MO3, ane ski He mNOTPeOyrOTh IX
3aTBEPIKEHHSI, 30KpeMa, Ipo :

HOBI cepii BBe3eHHMX B Mexax I[IporpaM He3apeecTpOBaHUX JIIKAPCHKUX
3ac001B/AOCTIKYBAaHUX JIKAPChKUX 3aco0iB, 3 HaJaHHAM Komii cepTudikariB
ceptuikariB cepiii (cepTudikaT aHami3y, CepTHPIKAT SKOCTI) JIIKapChKOTO 3aco0y (abo
1HIINH €KBIBAJICHTHUHN JOKYMEHT), 1110 BUAAETHCS BUPOOHUKOM 1 CYTIPOBOMIKYE KOKHY
cepito JiKapchKoro 3aco0y, 13 3a3HaYCHHM 1X KIJTBKOCTI Y JaHii cepii;

OOIrpyHTOBaHE pIllIEHHS HaJaBada JIKapChbKOro 3acol0y TIpO THMYACOBE
npu3ynuHeHHs [Iporpamu;

nosiea HOBOi 1H(popMarllii 1moao Oe3neKu JIKapChbKoro 3acoly, sika BIJIMBAE Ha
OIIIHKY CITIBBIIHOIIIEHHSI KOPUCTI Ta PU3HUKIB;

nosiBy iH(MoOpMaIlii moa0 peecTpaliii JJIKapchKoro 3acoly B 1HIMUX KpaiHax Ta il
BILUIMB Ha Mojiajibliie nmpoBeaeHHs [Iporpamu B YkpaiHi.».



7.Y pozaini IX:
1) myHKT 3 BUKJIACTH y TaKiil peaaKii:

«3. HamaBau nmikapchkoro 3aco0y (a00 HOT0 yIOBHOBAKCHHM MTPEICTABHUK) MOXKE
TUMYaCcOBO IPU3YNUHUTH a00 MOBHICTIO IepeayacHo 3ynuHuTy [Iporpamy, mpo 1o BiH
(abo #ioro ynoBHOBaXkeHHI mpeacTaBHUK) noBigomiste MO3, Lientp, a takox 303,
JiKapiB, AKi 3aMydeHi qo nposenaeHHs [Iporpamu ta/abo nikapiB-POIl, mo 3amxydeni
1o Ilporpamu, i3 3a3Ha4eHHSIM OOTPYHTOBAHHMX NMPUYMH TUMYACOBOTO MPU3YTHUHEHHS
a00 MOBHOTO NepeayacHoro 3ynuHeHHs [Iporpamu.

VY Bumajaky nosiBU HOBOI 1H(OpMaIlii 11010 O€3MeKu JIKapChKOoro 3acoly, sSKUit
HaJaeThes B Mexkax [Iporpamu (sIKuio Taka iHdopmallisi MOKe TOCTABUTH I1]T 3arpo3y
YKUTTS Ta 370POB’S MALIIEHTIB 32 YMOBH, 110 MAI[I€EHTH MPOJOBXKATH JIIKYBAHHS B MEXax
[Iporpamu), y JMcTi HajgaBada JiKapchkoro 3acoly (abo HOro yrnoBHOBaKE€HOTO
NpeACTaBHUKA) BUKJIAJAAETHCS TIJIaH MIHIMI3allli pU3MKIB 11100 O€3MeKH MaIlieHTiB 200
pIIIIEHHS TIPO MOBHE nepeavacHe 3ynuHeHHs [Iporpamu. Taki 3M1HU 3aTBEPIKYIOTHCS
MO3.

Y Bumaaky TtumuyacoBoro mpusynuHeHHs [Iporpamu y mmcti HEoOXiJHO
3a3HAYUTH CTPOKH Ta YMOBH MOHOBIEHHS [Iporpamu.

Jlikapi, sixi 3amydeni o nposenenns [Iporpamu a6o nikapi-®OII, mo 3amydeHi
1o ITporpamu, iHGOPMYIOTh THCHMOBO JIMCTOM Y JOBLIBHIN (hOpMi BIJMOBIIHI KOMICIi
3 IUTaHb €TUKU MPO TUMYACOBE MPU3YIMHEHHS a00 MOBHE MepeayacHe 3yHNUHEHHS
[Tporpamu 13 3a3Haue€HHAM NpHUYKH 3ynuHEeHHs [Iporpamu, a Takox 1HHOPMYIOTh CBOIX
NalleHTIB, 1O OepyTh yd4acTb Yy BiANoBiAHIA IIporpami, moa0 THUMYacoOBOTO
OpU3ynuHEHHsT a00 MOBHOrO 3ynuHEHHs [Iporpamu Ta HagarOTh IHCTPYKLII LI0J0
JIKYBaHHS.»;

2) ab3al Ipyruil MyHKTY 5 BUKJIACTH y TaKlid pelaKii:

«1mosiBa HOBO1 1H(poOpMalii 1MoA0 OE3MeKH JIKapChbKOro 3acoly, SKa MOXKe
IOCTaBUTH TiJ 3arpo3y >KUTTS Ta 310pOB’sl MAIIEHTIB, SIKIIO MALIEHTU MPOAOBKATb
niKyBaHHs B Mexax [Iporpamu;»;

3) y myHKTI1 6 cioBa «a Takox 303» 3aMIHUTH CIIOBaMU «a 3asiBHUK B CBOIO YEPry
noBigomiisie 303».

8. JlomaTtok 2 BUKJIACTH Yy TaKiil peaaKiiii:

«JlogaTok 2

no llopsanky 3aTBepIKEHHS Ta
POBEICHHS MPOTPAMH PO3IIUPEHOTO
JOCTYITY [TAI[I€HTIB 110
HE3apeeECTPOBAHUX JKapChKUX
3ac00IB  Ta TMpOTrpaMH  JIOCTYIy
Cy0'eKTIB JOCHIIKEHHS (MaIll€HTIRB)
0 JIOCIIJPKYBAHOTO  JIIKAPCHKOTO
3aco0y micis 3aBEpIICHHS
KJIIHIYHOTO BUIIPOOYBAaHHS
(myskT 1 po3ainy VI)
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3ASIBA
NPO 3aTBEPIKEHHS POrPpamMM PO3MIHPEHOr0 JOCTYILY NALIEHTIB 10
He3apeeCTPOBAHMX JIKAPCHKHUX 32c00iB 200 MporpamMu A0cTymy cy0'ekTiB
AOCTIKEeHHS (MAUIEHTIB) A0 A0CTIIKYBAHOIO JiKAPCHKOI0 3ac00y micias
3aBepUICHHS KJIIHIYHOI0 BUNIPOOYBAHHS

HaiimenyBanHs 3asiBHUKa (IIAMPUEMCTBA/yCTaHOBH/OpraHizailii) adbo mnpi3Buile, iM's, 1o
O0aThbKOB1 (3a HAsABHOCTI) TpOMajasHMHA YKpaiHu Ta 1H(oOpMalliss Tpo 3asBHUKA
(MiClLIe3HAXO/DKEHHSI  MIANPUEMCTBA/yCTaHOBW/Opradizamii  /  iHGopmalis  mpo
3a/icKJIapoBaHe (3apeecTpoBaHE) MiCIe MPOXKUBaHHS (TiepeOyBaHHS) TpOMaJSIHUHA
VYkpainu, KOHTAKTHHUM TenedoH, azgpeca €JICKTPOHHOI MOILTH)

HaiimenyBanHs HagaBada JIIKapChKOTO 3aco0y (FOpuaudHOi ocoOu) abo mpi3BHIIE, iM's,
no 0aThbKOBI (3a HAsABHOCTI) TpoMajJsHHMHA YKpaiHM Ta 1H(oOpMaIls MNpo HajaaBaya
JIKapChbKOTO0 3aco0y (MICLIE3HAXO/KEHHS IOPUIMYHOI 0ocobu / 1Hdopmalis Mpo
3aJIcKJIapoBaHe (3apeecTpoBaHe) Miclie MpokuBaHHS (TepeOyBaHHs) (13UYHOI 0COOH,
KOHTAKTHUM TenedoH, aapeca CJIEKTPOHHOT TIOIIITH)

[Tporpama po3mupeHoro AOCTYIy Malli€HTIB
(Bug IIporpamu)

O mporpamMa po3LMIKUPEHOro JOCTYNY MaIll€HTIB 10 HE3aPEECTPOBAHUX JIIKAPCHKUX 3aC001B;

O mporpaMa JOCTymy CyO'€KTIB JOCHIPKeHHsA (MALl€HTIB) A0 JIOCIIHKYBaHOTO
JIKapChKOT0 3ac00y Micis 3aBEPIICHHS KJITHIYHOTO BUIIPOOYBaHHS;

Ko BiAMOBIIHOT TpOrpaMu, BU3HAUYCHHH 3assBHUKOM

Ha3zsa nporpamu

(3a HasIBHOCTI)

Ctpok mpoBeIeHHs MporpaMu

[epenik 3aknaiB 0XOPOHU 370POB'S Ta JIKaPiB, sIKI IPOBOAUTUMYTH JIIKyBaHHs, Ta/a00
JiKapiB - P13UUHUX OC10 - MIANPUEMIIB, K1 OEPYTh y4acTb y Iporpami

(HaliMeHyBaHHS 3aKJIa/liB OXOPOHH 3/10pOB's, MiCIIE3HAXO/DKEHHS Ta/a00 Npi3BHILIE, iM'sl, 10 OATHKOBI (32 HasBHOCTI) JIIKapiB,
nikapiB-®@OII BiamoBigHO)

KinpkicTe mamieHTiB

3aranbHa XapaKTEPUCTHKA MAIIEHTIB, K1 OEPyTh Y4acTh y porpami

(ctan, HO30J10Tis 200 MIarHO3, CTadis 3aXBOPIOBAHHS TOIIO)
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HaiimeHnyBaHHs1, 103yBaHHs, (popMa BUITYCKY JIIKAPCHKOTO 3aC00y

(na3Ba 3a HasiBHOCTI 200 i1eHTH]IKATOpP 32 HAIBHOCTI)

AKTUBHUH (hapMarleBTUUHUMA 1HTPEIIEHT

SxicHUI CKIaa JOMOMIKHUX PEUYOBUH

HaiimenyBaHHs BUpOOHMKA/BUPOOHUKIB

(xpaina, agpeca Micl MPOBaJPKEHHS AisIBHOCTI)

Howmepu cepiit

(32 HAsBHOCT!I)

KinbkicTh nikapcbkoro 3acoly (romnepeaHs)

(po3paxoBaHa KiJIbKICTh JIIKAPCHKOTO 3ac00Y BiMIOBIIHO 0 3alUTAHOBAHOI KiJIBKOCTI MAIli€HTIB HA BU3HAYCHHUH KypC
JiKyBaHHS Iix 9ac y4acti y [Iporpami, a Takoxk i1t KOXKHOTO Tali€HTa PO3paxyHKOBa KiUTBKICTh JIIKapChKOTO 3ac00y Ha
cTpok yuacti y IIporpami, 3a MOXIHBOCTI)

[Hdopmaris o0 103BOTY HA BUKOPUCTAHHS a00 111010 MOIaHO1 3asBKH HA PEECTPALIIO
nikapcekoro 3aco0y, B CIIA, kpainax €Bponeicbkoi eKOHOMIYHOI 30HHM, ABCTpaiii,
Kanagu, BenukoOputanii, fmnonii, IlIBeinapcekiii  koHdbenepamii, I3paim

(3a HAsIBHOCTI)

[adopmanis npo mpoBeneHHs KiiHIYHUX BUnpoOyBanb B CILIA, kpainax €Bporneicbkoi
ekoHOMIYHOi 30HHM, ABctpamii, Kanamu, BemmkxoOpuranii, Anonii, IlIBeimapcekiii
KoHdeaepalni, I[3paini, Ko JiKapchbKUil 3aci0 1€ HE 3apeecTPOBAHUM B KOJHIN 13
nepeidyeHux BUIE KpaiH 13 3a3HayeHHsIM (a3d  KIIHIYHOTO  JOCHIIKEHHS

(ab0 KOpOTKHIA TIepetiK, a00 BUTAT 3 MDKHAPOJIHHUX PEECTPIB KIIHIYHUX JOCIHTIKEHb,

a00 BITUM3HIHOI 0a3M aHUX KIIIHIYHUX BUNIPOOYBaHb

Jo 3asBu A0/1al0ThCA MaTepiayii B JOBUIbHIN ¢Gopmi (SKIIO HE 3a3HAYEHO 1HIIE),
BIAMOBIAHO /10 TyHKTIB 3 — 5 po3ainy VI Iopsaky 1mo MicTaTh (3a3HauTe, 10 HATA€ThCS
pa3oM 3 3asiBOIO):

O 3arajbHa 1H(GOpMAIlS TPO JIKAPChKUKM 3acid, skuil OyJle BUKOPUCTOBYBATHCS B MeXax
[Iporpamu, BrIrOYaroud iH(opMalio Tpo: Ha3By (3a HasBHOCTI) abo iaeHTHdIKaTOp (32
HasIBHOCT1), aKTUBHUH (papMalleBTUYHUI IHTPEAI€HT, CHIIa Jii, OMUHUII BUMIpIOBaHHSI, HOpMy
BUITYCKY, BUPOOHHMKA JIKapCHKOTO 3aco0y, SKICHUH CKJIajJ JOTMOMDKHUX PEYOBHH, TEPMIH
MPUAATHOCTI, YMOBH 30€piraHHs;

O AOCTyIHA 3asiBHUKY iH(oOpMaris moao 0e3meku Ta epeKTUBHOCTI Ui HE3apEECTPOBAHOTO
JiKapcbKoro 3aco0ly;
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O 1HCTPYKIIist A1 MEMYHOTO 3aCTOCYBAHHS JIIKAPCHKOTO 3ac00y. SIKI0 Ha JaTy MoaHHS 3asBH
npo mnpoBeaeHHs [Iporpam, BiAMOBIAHUI JTIKapChKUi 3acid HE 3apeecTpoBaHUM, iH(OpMaIIis
MOke OyTH BHUKIAJeHa, HaAMpUKIaA, B Opomrypi AOCHITHHWKA, IO MICTHTh OIIHKY
CITIBBITHOIIICHHS KOPUCTI Ta PU3UKY (HE O1IbIIE OJTHOTO POKY MICIS OCTAHHLOTO MEPETIINY);

0 onuc IIporpaMu BiANOBIZHO X0 KpHUTEpiiB, 3a3HaueHuX B crarTi 8' 3akony Vkpainm «IIpo
JTiKapcbki  3acobm», 3 OOIPYHTYBaHHAM JOLUIBHOCTI 11 TpPOBEACHHA Ta 3arajibHa
XapaKTepUCTUKA/MPo(diIb TaIieHTiB, ski OparumyTh ydacte y Ilporpami (miarmo3 aGo
HO30JIOTis, CTaH Ta TSKKICTh 3aXBOPIOBAHHS TOINO), KpUTEpii BKIIOYECHHS / BIAMOBH Y
BKJIFOUEHHI TaIieHTiB 10 y4acTi B I[Iporpami abo ix BukimrodeHHs 3 [Iporpamu, BUYepIiHy
1H(popMmallito Ipo IpaBa Ta 000B’A3KM CTOPIH IpHU MPOBEIEHHI BiANnoBiIHOI [Iporpamus;

O TIepeTiK 3aKIa/iB OXOPOHH 370POB's, JIiKapiB Ta/ab0 Gi3MIHOT 0COOH - MIANPHEMIIS, IKUN Ma€e
JIIEH31I0 Ha MPOBAKEHHS TOCIOAAPCHKOI MisIIBHOCTI 3 MEAMYHOI MPAKTUKU, M0 OYIyTh
3amydeHi 7o nposeneHns [Iporpamu;

O iHdopmaris mpo 3anuc y Jlinensziitnomy peectpi MO3 3 meanunoi npaktuku 303, nikapis-
@OII (Butsr);

O iH¢opMaIIito MO0 1HII1aiB MOTEHIIMHUX MaIlI€EHTIB Ta HOMEPIB (KO1B), IPUCBOEHUX M ITi]T

4ac y4acTi y BiJlMOBIJHOMY KJIIHIYHOMY BHIPOOYBaHHI (SIKIIIO 3aCTOCOBHO) - HAJA€ThCS IS
OporpamMH JOCTyNy CYO'€KTIB MOCHIPKEHHS (MAali€HTIB) 10 JOCHIIKYBAaHOTO JIIKAPCHKOTO
3aco0y Micis 3aBEPIICHHSI KIIIHIYHOTO BUIIPOOYBaHHS;

O IUCT, CKIIANEHWH, 3rimHo 3 momatkoM 3 a0 uporo [lopsnky Bim 303 Tta mikaps, sSKuii
3allydeHuid 10 mnpoBeneHHs Ilporpamu nocTymy cy0’€KTIB JOCHIJKEHHS (TMAali€HTIB) A0
JOCIPKYBAaHOT'O JIIKAPCHKOTO 3ac00y MICIIsl 3aBEPIICHHSI KIIIHIYHOrO BUNIPOOyBaHHs B Y KpaiHi,
a6o Bixg nikaps-OOIl, mo 3amyuenuit no I[Iporpamm  goctymy cyO’€KTIB TOCIHITKEHHS
(marieHTiB) [0 JOCHIIPKYBAaHOTO JIIKApPChKOTO 3aco0y TICHs 3aBEpIIEHHS KIIHIYHOTO
BUIIPOOYBaHHS, 13 3a3HAYEHHSIM 3arajibHOI XapaKTEePUCTUKH MOTEHLIMHUX Malli€eHTIB (AlarHo3y
MAIi€HTIB), KUIBKOCTI TMAIl€HTIB, PO3PAaXOBAaHOI OYIKYBaHOI KUIBKOCTI JOCHIIKYBaHOTO
JIKApChKOTO 3aco0y IS KOXXKHOTO TMaIli€eHTa 13 BU3HAYCHHM J1arHO30M HEOOXIiTHOT IS
3a0e3MeueHHsl JIIKyBaHHS, BPaxOBYIOYHM JI03y JOCHIKYBAHOTO JIKApPChKOrO 3aco0y, SKY
OTPUMYBAB MALIEHT IT1/1 Yac y4acTi y KJIIHIYHOMY BUIIPOOYBaHHI 1 OTpUMaB NO3UTUBHUMN €(eKT,
a TaKOX 13 MiATBEPPKCHHSIM JIiKaps, KU 3anydeHuil 1o mpoBeaeHHs [Iporpamu moctymy
cyO’€KTIB 1OCHIIKEHHS (MALIE€HTIB) 10 JOCII)KYBaHOTO JIKapChKOro 3aco0y MICs 3aBepIIEeHHS
KJIIHIYHOTO BUMPOOYBAHHS, TIPO TE, 110 ICHYE 3arpo3a >KUTTIO MAIll€HTIB, a00 TSHXKKUN MEIUYHUI
CTaH, 3aXBOPIOBAaHHS JOBrO TPHUBA€ Ta TSKKO IHBAIIIU3YE, 1[0 BHUMAra€ IMpOJIOBKEHHS
JIKyBaHHS JIIKAPCBKUM 3ac000M, SKHH JOCHTIJDKYBAaBCS Yy BIJIMOBIIHOMY KJIIHIYHOMY
JOCHIDKeHH] (BUIPOOYBaHH1), Ta HAsBHUUA MO3WTUBHUN BIATYK IMalllEHTA Ha JIKyBaHHS
JTOCJI1IKYBAaHHUM JIIKaPChKUM 3aC000M, 110 MPOJAEMOHCTPOBAHO TI1]] YaC MPOBEACHHS KITHIYHOTO
BUNMPOOYBaHHS, HAMAETHCA Ui MPOTPaMU JIOCTYMY CYO'€KTIB AOCIIIKEHHS (IAIi€HTIB) 0
JOCJTIPKYBAHOTO JIIKAPChKOTO 3ac00y TiCHs 3aBEpIICHHS KIIHIYHOTO BUTIPOOYBaHHS;

O JHCT, CKIAACHWH, 3rigHo 3 momatkoMm 3 go 1wporo Ilopsaky Bim 303 Ta mikaps, SKui
3a;ydeHui 70 npoBeaeHHs [[porpaMu po3mmpeHoro JOCTyIy MalieHTa 10 He3apeeCcTPOBAHOTO
JKapCchKOTO 3ac00y, abo Bi dikapsa-DOII, mo 3anyuenuii o [Iporpamu po3mupeHoro 10CTymny
marieHTa 0 HEe3apeeCTPOBAHOTO JIKApChKOro 3aco0y, 13 3a3HAYEHHSM 3arajbHOl
XapaKTePUCTUKH TOTCHI[IMHUX TAIi€HTiB (JiarHO3y TMAIi€HTIB), KUIBKOCTI TAII€HTIB,
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PO3paxoBaHOi OYiKyBaHOI KiIBKOCTI HE3apeeCTPOBAHOTO JTIKAPCHKOTO 3ac00y, HEOOX1THOT st
3a0e3neueHHs JIKyBaHHS 3aIJIAaHOBAHOI KUIBKOCTI Malll€HTIB 3 BU3HAYEHHUM J[1arHO30M, a TaKOX
13 M ATBepIKEHHM JIiKaps, SKUH 3aiydeHuit 10 npoBeneHHs [IporpaMu po3mupeHoro 10cTymy
mali€eHTa J0 He3apeecTpOBAHOrO JIKAapChbKOro 3acoly, Mpo Te, IO Ha TepuTopii YKpaiHu
NaIlieHTH HE MAlOTh JOCTYMy [0 ajJbTepHATHBHUX €(PEKTHBHHX METOMIB JIKyBaHHsS Ta/a0bo
aJIbTepHATHBHI METOM JIIKYBaHHS HE MOXKYTh €()eKTHBHO BIUIMHYTH Ha Mepedir 3aXBOPIOBAHHS
YH TIOKPAIIUTU CTaH MaIi€HTa, Ta/ab0 Mali€eHTH HE MOXKYTh OyTH BKIIOUYECHHMH JI0 KIIHIYHOTO
BUIIPOOYBaHHS, Ta 3a PILICHHSM JIiKaps 3aCTOCYBaHHS HE3apEECTPOBAHOTO JIIKAPCHKOTO 3ac00y
€ HalKpamuM BHOOpPOM Ui TAIli€HTa, HANA€ThCS ISl MPOTPAMU  PO3MIMPEHOTO JOCTYITY
nalieHTa 10 He3apeeCTPOBAHOTO JIIKAPCHKOTO 3ac00Y;

O Komito BUTATY 3 Hakazy MO3, sKuil MICTHTH pIIIEHHA MPO TMPOBEIEHHS BiIOBIIHOTO
KJIIHIYHOTO BUMPOOYBAHHS JIKAPCHKOTO 3aC00Y - Hala€ThCsl ISl TIPOTPaMH JTOCTYMY Cy0'€KTiB
JoCTipKeHHsT  (MAIli€HTIB) J0 JOCTIPKYBAHOTO JIIKAPCHKOTO 3aco0y TMiCHs 3aBepIIeHHS
KJIIHIYHOTO BUIIPOOYBAaHHS;

O Komito cepTudikara cepii JiKapcbkoro 3acoly, 1o Oyae Buxkopuctanuii y Ilporpami.
Ceprudikar cepii (ceptudikar anamsy, cepTudikar sSKOCTi) JiKapchKoro 3acoly (ado iHImmMi
€KBIBAJICHTHUM JOKYMEHT), IO BHJIAE€THCS BUPOOHUKOM 1 CYNPOBOIKYE KOXHY CEpito
JIKapChbKOro 3aco0y 3 METOI0 MIATBEPKEHHS MOro SIKOCTI (3a HasABHOCTI). Y pasi BiICYyTHOCTI
TaKOTo JOKYMEHTa Ha JaTy mojaHHs 3asBu 10 MO3 mono 3arBepmkenns [Iporpam, 3asBHUK
HA/la€ JIMCT, SIKUM OOTPYHTOBY€E BiJICYTHICTh TAKOrO JOKYMEHTa 13 3a3HAUYEHHSAM MPHYUH, 1
rapaHTye, o JIKapChbKU 3aC10 Ma€ HAJIEKHY SIKICTh 1 HOTO BUTOTOBJICHO BIAMOBIAHO 10 BUMOT
HaJe)KHOT BUpOOHUYOI npakTuku (GMP);

O mepesiik CyMyTHIX MaTepialliB, sIKl TJIAHYIOTbCSA 10 BUKOpUCTaHHS B Mexax [Iporpamu (3a
HasIBHOCTI);

O indopmalliro Tpo TMOYATOK MpoBelneHHs mioHalMenme Il (asum KIiHIYHUX JOCHiTKECHb
(BunpoOyBanb) y CIIIA, kpainax €Bponeiicbkoi ekoHOMIuHOi 30HU, ABcTpaiii, Kanani, Snonii,
BenukoOpuranii, [3paini abo I[lIBeiinapcekiii koHdeneparii Ta OTpUMaHi JaHI KIHIYHUX
JOCJTIDKeHb (BHMPOOYBaHb) 3 MATBEPKEHHIM €(EeKTUBHOCTI HOTO 3aCTOCYBaHHS, HATAETHCS
JUTSI TIPOTPaMH PO3UIUPEHOTO JOCTYIY MAII€HTIB IO HE3apEECTPOBAHOTO JIIKAPCHKOTO 3aC00Y;

O JIUCT, MO0 HasIBHOCTI JOCIIKYBaHUX JIIKAPCHKUX 3aC001B 13 3a3HAYCHHSM 1X KIJIBKOCTI, SKI
OyJIM BBE3E€HHI JUIsl IPOBEJICHHS KJIIHIYHUX BUNPOOYBaHb HAa TEPUTOPIIO YKpaiHu, ajie He Oyau
BUKOPHUCTaHI B MeXaxX TaKuUX BUIPOOyBaHb, Ta HE OyAyTh BuKopucTaHi y IIporpami moctymy
cy0'eKTiB AOCIIKeHH (TIAIlIEHTIB) IO JOCIIIKYBAHOTO JIKapCHKOTO 3ac00y MiCIIs 3aBEPIICHHS
KJIIHIYHOTO BUITPOOYBAHHS 13 3a3HAUYEHHSM NIPUYMH 1X HE BAKOPUCTAHHS Ta SIKUM YHHOM OYIyTh
yTHJI130BaHi, a00 OyyTh BUKOpPHUCTaHI BiAnoBiAHO y [Iporpami noctymy cy0'eKTiB 10CTIIKEHHS
(marieHTiB) A0 JOCHIIKYBAaHOTO JIKApChbKOro 3aco0y TICHs 3aBEpIICHHS KIIHIYHOTO
BUIIPOOYBaHHS, 13 3aCTOCYBaHHIM BUMOTI Lboro Ilopsiiky, HamaeTbes UIsl MPOrpaMu AOCTYITY
cyO0'eKTIB JOCIIKEHHS (ALIEHTIB) 10 JOCIIKYBaHOTI'0 JIIKAPCHKOTO 3ac00y MICIISI 3aBEPILEHHS
KJIIHIYHOTO BUIIPOOYBAHHS;

O JaHi Mpo SAKICTh JAOCIIKYBAHOIO JIIKApChKOT0O 3aco0y, sIKi MICTATBCS y Moy 3 ¢gopmary
3arajlbHOr0 TEXHIYHOT'O JOKYMEHTa a0o 1HIIIOMY €KBIBaJEHTHOMY JOKYMEHTI, aKTyajbHI Ha
MOMEHT mo4aTtky I[Iporpamu, HamaeTbes sl TMPOTPaMH JIOCTYITY CYO'€KTIB JTOCIHIKEHHS
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(mamieHTiB) 10 JOCTIPKYBaHOTO JIKApCHKOTO 3aco0y TICIs 3aBEepUICHHS KIIIHIYHOTO
BUMPOOYBaHHS;

O KO Opolrypu JOCHiTHUKA - OCTaHHS Bepcis (meperyisHyTa He OUThIe OJHOTO POKY) 3
BHECEHHSIM JIOCTYITHHUX BIIMOBITHUX PE3yJIbTATIB KIIHIYHIUX BUTPOOYBaHb CTOCOBHO O€3MEeKH Ta
e(EeKTUBHOCTI JIOCTIIKYBAaHOTO JIKAPCHKOTO 3aco0y, IO MICTHThH OIIHKY CITiBBIIHOLICHHS
KOPHCTI/pU3NKY, HATAETHCS YISl POTPAMH JIOCTYITy CYO'€KTiB JOCIIKCHHs (MAII€HTIB) 10
JOCHIKYBAHOTO JIIKAPCHKOTO 3aC00y MICIIsA 3aBEepIICHHS KIIHIYHOTO BUMPOOYBaHHS,

O neknaapaiiis (JIMCT) BiJ HajaBaya JIIKapChbKOro 3aco0y B JOBUTBHINA ¢opmi Mpo 3rogy Ha

nyOumikariro Ha odimiitHomy BeOcaiiti MO3 iHdopmarliii mpo OCHOBHI 0COOIMBOCTI MPOTrpaMu,
Ipo SIKy WIEeThCA y 3asiBl Ta MaTepianax g0 Hei.

3asiBHUK

(migmmmc) (mpi3Buie, iM's, IO
0aTbKOBI (32 HAsIBHOCTI))

«_» 202 poky».

9. Jlonatok 3 BUKJIACTH Y TaKii pelaKiiii:
«Jlomarok 3
no Ilopsaky — 3aTBepIKEHHS  Ta
MPOBEJIEHHS MPOTPaMU PO3LIUPEHOTO
JTOCTYITy MaII€HTIB bi o)
HE3apeeCTPOBAHUX JKapChKUX
3ac00IB  Ta TPOrpamMu  JIOCTYIy
CyO'eKTIB JOCHIIKEHHS (TAI[l€HTIB)
0  JOCIIKYBAaHOTO  JIIKAPCHKOTO
3acoQy MmicJis 3aBEPIICHHS KIIIHIYHOTO
BUIIPOOYBaHH
(myskt 11 posniny VI)

Anpecar

JIMCT

« » Ne
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(HaliMeHyBaHHS 3aKJ1a/ly OXOPOHHM 310poB's abo npi3BuiLe, iM's, 0 0aTHKOBI (32 HASIBHOCTI) JiiKaps - Gi3nyHOI ocoou -
MIANPHEMILS, IO 3anydenuit 1o [Iporpamu)

(npizBuIIe, iM's1, TO 6ATHKOBI (32 HASBHOCTI) JIiKaps, SIKAH 3aIydeHu 0 mpoBeneHHs [Iporpamm)
Bup IIporpamu:

O Tporpama po3IMHUPEHOro TOCTYITY MaIli€HTIB JI0 HE3aPEECTPOBAHUX JIIKAPCHKUX
3ac001B;

O mporpaMa JOCTyIy CyO'€KTIB MOCHIDKEHHS (IMali€HTIB) 1O JOCHIKYBaHOTO
JKapChKOTO 3aco0y MiCiisl 3aBEPIICHHS KJIIHIYHOTO BUIPOOYBaHHS;

Ilmanyerbes BiroueHHs B [Iporpamy
[TAI{I€HTIB 3 J1arHO30M:

(KiTbKiCTh TAITIEHTIB)

I JTIKyBaHHS JTIKAPCHKUM 3aCO00M
(HaiiMeHyBaHHS (Ha3Ba (3a HassBHOCTI) a00 imeHTH(iKaTOP (32 HASBHOCTI)),
ITo3yBaHHS, (hopMa BHITYyCKY JIIKAPCHKOTO 3ac00y, BUPOOHHK)

Po3paxoBana mnpuOiM3Ha KIIBKICTh HE3apPEECTPOBAHOIO JIIKAPCHKOTO 3aco0y,
HEeOoOXiHa MJia 3a0e3MEeUeHHs JIIKYBaHHS 3alUIAHOBAHOI KUIBKOCTI TAIlI€HTIB 3

BU3HAYEHUM J1aTHO30M,
(U1t TpOrpamMu PO3LMIUPEHOTO AOCTYITY MAIIEHTIB 10 HE3aPEECTPOBAHMX JIIKAPCHKUX 3aCO01B)

Po3paxoBana ouikyBaHa KUIBKICTh JOCTIIKYBAHOTO JIIKAPCHKOrO 3aco0y s
KOJKHOI'O TIaI[l€cHTa 3 BW3HAYEHUM [JIarHO30M HEOOXIAHOI JUId 3a0e3IeyeHHs
JIKyBaHHS, BPAxOBYIOUM [03y JOCTI/DKYBAHOTO JIKapChbKOTO 3acoly, SKy
OTPUMYBaB TAIlIEHT IiJ Yac y4acTi y KJIIHIYHOMY BHUMpOOyBaHHI 1 OTpHUMaB

MO3UTHUBHUM ePeKT :
(U1t IporpaMu IOCTYMy Cy0'€KTiB JOCHIKEHHS (Mali€HTIB) A0 TOCIIIKYBAHOTO JIIKapChKOTO
3aco0y MicIist 3aBEPIICHHS KJIIHIYHOTO BUITPOOYBAHHS)

S, nikap

(npizBwuIIe, iM's, M0 6ATHKOBI (32 HASBHOCTI) JIiKaps, CrieliaabHICTh, KBami(iKkarris)

M1ITBEP/KYIO0, IO MAI[IEHTH 3 1arHO30M

(mmocraBTe HMKYE BIAMITKY, 110 AOpeYHO BianoBiaHii [Iporpami)

0 He MaroTh JOCTYIy 1O aJbTEPHATUBHUX €(EKTUBHUX METOJIB JIKyBaHHSA Ta/a0bo
albTEPHATUBHI METOAM JIKYBaHHS HE MOXYTh €()EKTHBHO BIUIMHYTH Ha Tepedir
3aXBOPIOBAHHS Y MOKPAIIUTH CTAH MAIli€HTA, Ta MAlliEHTH HE MOKYTh OYTH BKIIOYCHHUMHU
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710 KIIIHIYHOTO BUMPOOYBAHHS Ta 3aCTOCYBaHHS HE3aPEECTPOBAHOTO JIIKAPCHKOTO 3aco0y €
HallKpamuM BHOOPOM TS TAIIEHTA;

0 He MarloTh JAOCTYIly 1O albTEPHATUBHUX €(PEKTUBHUX METOMAIB JIiKyBaHHS Ta/abo
QIbTEPHATUBHI METOAW JIKYBaHHA HE MOXYTh €(QEKTHBHO BIUIMHYTH Ha mepedir
3aXBOPIOBAHHS UM MOKPALIUTH CTAH MaI[i€HTa, TAa HAABHUI MO3UTUBHUI BITYK Malli€HTa HA
JTIKyBaHHS JTOCTIPKyBaHHM JIKapCHKUM 3acO00M, IIO MPOJEMOHCTPOBAHO TiJ dYac
MPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS;

O MaIli€HT Ma€e 3aXBOPIOBaHHS a00 TSHKKUH MEIUYHUHN CTaH, 0 3arpoXKyOTh KUTTIO, a00
JIOBTO TPUBAIOTh, a00 TSKKO 1HBAJIIIU3YIOTh, Ta/ab0;

O icCHye 3arpo3a JKUTTIO TAIli€HTiB, a00 TSHKKUA MEIUYHUHN CTaH, 3aXBOPIOBAHHS JIOBTO
TPUBAE Ta TSHKKO 1HBAIIIU3YE, III0 BUMAra€e MpOJAOBKEHHS JTIKyBaHH JIIKAPCHKUM 3aCO00M,
SAKUM JOCHIIKYBaBCA Y BIANMOBIAHOMY KIIHIYHOMY JOCTiKeHHI (BUIpoOyBaHHI), Ta
HassBHUY MO3UTUBHUU BIATYK MAIll€EHTA HA JIIKYBaHHS JOCIIKYBaHUM JIKapCHKUM 3aC000M,
110 IPOJEMOHCTPOBAHO 1] Yac MPOBEACHHSI KIIHIYHOTO BUITPOOYBaHHS;

O nauieHT (mauieHTy) OpaB (Opanu) abo 3aBepinye (3aBEpIIYIOTh) y4acTh Y KIIHIYHOMY
BUNPOOYBaHHI  BIAMOBIAHOIO JiiKapcbkoro 3aco0y. IHdopmamis wmiogo  iHiMiaiB
MOTEHIIIMHUX TAI[iEHTIB Ta HOMEPIB (KOIB), MPUCBOEHHUX IM ITiJI YaC y4acTi y KIIIHIYHOMY
BUNIPOOYBaHHI;;

HasBHi nani npo He3apeecTpoBaHU TiKapChKHA 3aci0/0oCi Ky BaH i JTiKapChKUl 3aci0, 3a
MO€IO OIIIHKOIO, CBiYaTh MPO TE, IO PU3HKHU 3aCTOCYBAHHS JIKapChKOTO 3aco0y OyayTh
HIDKYUMHU 332 OYIKYBaHMH MO3WUTHUBHHU edekT. bepy BiAMOBiIaNbHICTh 3a MpHU3HAYCHHS
HEe3apeecTPOBAHOTO JIKAPCHKOTO 3aC00Y/A0CIIIKYBAHOTO JIKAPCHKOTO 3ac00y MarfieHTam 3
BKa3aHUM J[IaTrHO30M Ta CIIOCTEPEKEHHS 32 MAIliEHTOM.

KepiBHuK 3aknamgy
OXOpPOHHU 37]0pOB'sl

HiL[HI/IC II iSBHHle, iM'ﬂ, o 0aTbKOBI
p
(3a HaﬂBHOCTi))

« _» 202 poky

Jlikap 3axmany
OXOpPOHHU 37]0pOB'sl

HiL[HI/IC II iSBHHle, iM'ﬂ, o 0aTbKOBI
p
(3a HaﬂBHOCTi))

« _» 202 poky».

10. lonatok 4 BUKJIACTH y TaKiil pelaKilii:
«Jlomaroxk 4
no Ilopsaxky 3arBep/keHHS Ta
MIPOBENICHHS MPOTPAMHU PO3ITUPEHOTO
JTOCTYyITy [TAIl€HTIB hi (o)
HE3apEECTPOBAHUX JKapChKHUX
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3ac00iB  Ta TMporpaMH  JIOCTYIy
Cy0'eKTIB OCHIKEHHS (TIAIli€HTIB)
0  JIOCHIJKYBAHOTO  JIIKAPCHKOTO
3ac00y MiCJIs 3aBEPILIECHHS KIIHIYHOTO
BUIIPOOYBaHHS

(myHKT 6 po3ainy VI)

BUCHOBOK
3a pe3yJbTaTaMM NepeBipKM MaTepiaJiiB, MOJAaHUX VISl 3aTBEP/KEHHSA Ta
NMpoBeIeHHSI MPOrPaMu PO3MIUPEHOT0 JOCTYIY NALIEHTIB 10 He3apPeeCTPOBAHOTO
JIKaApCHhKOTo 3ac00y a00 mporpamm J0cTyIy cy0'e€KTiB 10c/iI:KeHHs (MALi€HTIB)
0 TOCJTIIKYBAHOTO JIIKAPCHKOIO0 3ac00y MicJIf 3aBePLICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

(3anuImMTH HEOOX1/THE)

3a pesynbTaTamMu TEPEBIPKH JOKYMEHTIB, JOJAHMX 10 3asBU TPO 3aTBEPIKCHHS
IporpaMu pO3IIMPEHOTO IOCTYMY Malll€EHTIB 10 HE3apEECTPOBAHUX JIIKAPCHKUX 3aCO01B
ab0 mporpamMu AOCTYIy CYyO'€KTIB JOCIHIPKEHHs (MAIll€HTIB) JI0 JOCIIKYBaHOTO
JIKapChKOr0 3aco0y IMC/s 3aBEPIICHHS KIIHIYHOTO BUIPOOYBaHHS (IMIAKPECIUTH
HeoOXiaHe):

Bup IIporpamu:

O mporpamMa po3MIMPEHOr0 JOCTYIy IMAalli€HTIB J0 HE3apeeCcTPOBAHUX JIKAPCHKHUX
3ac001B;

O mporpaMa JIOCTyIly CyO'€KTiB JOCHIPKeHHs (TMAalli€HTiB) A0 JOCHIIXKYBaHOTO
JIKapChKOTO 3ac00y MiCIIsl 3aBEPIICHHS KJIIHIYHOTO BUIPOOYBaHHS;

HaiimenyBanHs 3asBHHMKA (IT1ANPUEMCTBA/yCTaHOBH/OpraHizailii) abo mnpi3Buile, iMm's,
no OaThKOBI (3a HAsBHOCTI) TPOMaJIIHMHA YKpaiHM Ta 1HQopMmallis Mpo 3asBHUKA
(Micule3HAaXO/DKEHHST  MiAmpueEMCTBa/ycTaHOBW/OpraHizamii  /  iHdopmalis  Ipo
3a/IeKJIapoBaHe (3apeecTpoBaHEe) MiCIle MPOKUBAHHS (TiepeOyBaHHS) T'pPOMaJITHUHA
VYkpainu, KOHTaKTHUN Tene]oH, ajijpeca eIeKTPOHHOI MOIITH)

HaiimenyBanHs HajaBada JiKapCchKOro 3aco0y (FopuangHOi 0co0u) a00 Mpi3BUIIE, IM'A,
1o 6aThKOBI (32 HasIBHOCTI) (i3UYHOT 0cOOM Ta iH(OpMAILis PO HaAaBaya JIIKApPChKOTO
3ac00y (MICIE3HAXOPKEHH IOPUIUYHOI 0ocoOHu / 1HopMallis Mpo 3aJeKIapoBaHe
(3apeecTpoBaHe) Micile TPOKMBaHHS (repeOyBaHHs) (i3MUHOT 0COOM, KOHTAKTHUN
TenedoH, aapeca eJIeKTPOHHOT MOTITH )
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HailimenyBanHs1, 103yBaHHs, (popMa BUITYCKY JIKapCHKOrO 3aCO00y

(Ha3Ba (3a HasBHOCTI) 200 ieHTU(IKATOP (32 HASIBHOCTI))

AKTHBHHH (apMalieBTUIHHUIA IHTPETIEHT

SAxicHu# ckiaa TOMOMIKHUX PEYOBUH

HaiimenyBanHs BUpPOOHHMKA/BUPOOHUKIB

(kpaina, agpeca MicCIls IPOBAKEHHS JisSUTBHOCTI)

Homep (xox) BiAmoBigHOI mporpamu, BH3HAYEHWN 3asBHUKOM (TPEICTAaBHUKOM B
VYkpaini)

Ha3zsa nporpamu

Ctpox npoBeeHHs porpaMu

Ilepenik 3aknagiB OXOpPOHU 370POB's, JIKaps, SKANA MPOBOJUTUME JIIKYBaHHS, Ta/abo
($h13uyHOT 0COOM - MIAMPHUEMII, IKUW Ma€e JIIEH31I0 Ha MPOBA/KEHHS TOCIOIAPChKOT
JUSITBHOCTI 3 MEIMYHOI ITPAKTHKU, SIKi 0epyTh yuacThb y [Iporpami,

(HaiiMeHyBaHHS 3aKJaJiB OXOPOHH 3JIOPOB'S, MiCIIE3HAXOKEHHS Ta/abo mpi3BuIle, iM's, 0 OaThKOBi (32 HASBHOCTI)
JikapiB, Gi3UIHOT 0COOM - TIANIPHEMIIS, KUK Ma€ JIIEH31I0 Ha MPOBAKEHHS T'OCIIOAAPCHKOT MISITBHOCTI 3 MEIUYHO1
MIPaKTUKH BiJIIOBITHO)

KinpkicTe mamieuriB

Homepu cepiit

(3a HasIBHOCTI)

KinpkicTh J1KapchKOTO 3aC00Y

(po3paxoBaHa KiJIbKICTh JIIKAPCHKOTO 3aC00Y BiJIMOBIIHO 0 3aIUTAHOBAHOI KiJTBKOCTI MAIli€HTIB HAa BU3HAYCHHUH KyPC
JiKyBaHHS Tijg 9ac y4acti y [Iporpami, a Takoxk IJIs1 KOXKHOTO HaIi€HTa PO3paxyHKOBa KiUTBKICTh JIIKAPCHKOTO 3aCO0y Ha
cTpok y4acti y IIporpami)

3aragpbHa  XapakTEepUCTHKA TAIll€HTIB, sKI OepyTh ydacTb y  Iporpami

(cran, HO30JI0TisI 400 JiarHO3, CTaist 3aXBOPIOBAHHS TOIIO)
115 ipoBeAeHHs [Iporpamu, sika rojjana Ha 3aTBEPIKEHHS, BCTAHOBJIEHO:
HasBHICTh 3arajbHOI 1HGOpPMAIli Tpo JIKApChKUi 3aci0, sKuil Oy/ie BUKOPHUCTOBYBATHUCS B

Mexax [Iporpamu, BKItoUaroun iHPOPMAIIiIO TIPO: Ha3BY (3a HAsABHOCTI) ab0 ieHTU(dIKATOP
(3a HAsABHOCTI), aKTUBHUI (hapMalleBTHYHHKN IHTPEAIEHT, CHJIA Jil, OJUHUII BUMIPIOBaHHS,
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dbopMy BHUITYCKY, BUPOOHHKA JIIKAPCHKOTO 3ac00y, SKICHUI CKJIaJ] JOMOMIKHHX PEYOBHH,
TEPMiH IPUIATHOCTI, yMOBH 30epiranus);

Tak O Hi O He 3aCTOCOBAHO O
HasBHICTh 1H(pOpMaIIii 11010 6e3meku Ta €(heKTUBHOCTI JIIKAPCHKOTO 3ac00y
Tak O HI O HE 3aCTOCOBHO O

HAsBHICTh 1HCTPYKIi IJIs1 MEIUYHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3acoly. SIKio Ha aaTy
MoAaHHS 3assBU Tpo TpoBeAeHHs [lporpam, BIiAMOBIAHMK JIKApChKUM 3acid He
3apeecTpoBaHuil, iHpopMaIlist Moxke OyTH BUKIIAJCHA, HAIPUKJIIAI, B OpOIIypi JOCTIAHUKA, IO
MICTHTB OLIIHKY CITIBBIIHOIIEHHS KOPUCTI/PU3UKY (HE OLIbIIE OTHOTO POKY IICISI OCTAHHBOTO
neperisiay)

TaKk O HI O HE 3aCTOCOBHO O

HasBHicTh [Iporpamu BiAMOBINHO 10 KpUTEPIiB, 3a3Hauennx B cTatTi 8! 3akony Vkpainu «IIpo
JiKapchki 3acobm», 3 OOIPyHTYBAaHHSM JIOIUIBHOCTI ii TpOBEeNEeHHS Ta 3arajibHa
XapakTepUCTUKa/Mpo(diip Tallie€HTiB, Kl OpatumyTh ydacTth y Ilporpami (miarHo3 a6o
HO30JIOTIsI, CTaH Ta TSDKKICTh 3aXBOPIOBAHHS TOIO), KPUTEpii BKIIOYEHHS / BIJIMOBH Yy
BKJIFOUCHHI marfienTiB A0 y4acti B [Iporpami abo ix BukmouenHs 3 Ilporpammu, Buuepnny
iHpopMarliro mpo npasa Ta 000B’A3KM CTOPIH MPU MPOBEACHHI BianoBiaHo1 [Iporpamu

TaKk O HI O He 3aCTOCOBHO O

HasBHICTb MEPEJIIKYy 3aKIaJiB OXOPOHH 370pOB's, JiKaps(iB), SKUM TPOBOJUTHME JIIKyBaHHS,
Ta/ab60 (Qi3uIHOT 0COOH - MIAMPHEMIL, IKUI Ma€ JIIEH3110 Ha MPOBAIKEHHS TOCIIOIaPCHKO1
TISUTBHOCTI 3 MEMYHOI MPaKTUKH, sIKi 6epyTh yuacTs y [Iporpami

TaKk O HI O HE 3aCTOCOBHO 0O

HasBHICTH 1H(opMarlii npo 3amwuc y Jlinensiitnomy peectpi MO3 3 MeTUuHOT TPAKTUKH
303, nikapiB-DOII (BUTSIT)

TaKk O HI O HE 3aCTOCOBHO 0O

HasBHICTh 1H(opMamii MmoA0 IHIMIATIB MOTCHIIMHUX TMAaIlEHTIB Ta HOMEPIB (KOIB),
MIPUCBOEHUX 1M TI1J] Yac y4acTi y BiAMOBITHOMY KJIIHIYHOMY AOCIIKEHHI (BUMIPOOYBaHH1)

TaKk O HI O HE 3aCTOCOBHO O

HasBHICTH Jymcta Big 303 Ta mikaps, SKWid 3aydeHuil 10 npoBeaeHHs [Iporpamu moctymy
cy0’€ekTIB JOCHIDKCHHS (TAIll€HTIB) A0 JOCHIIKYBAaHOTO JIKApCHKOTO 3acoly Mmicis
3aBEpIICHHS KIIIHIYHOTO BUNPOOYBaHHA B YKpaiHi, abo Bix mikapsa-DOIl, mo 3amyuenuii 10
[Iporpamu mocTymy cy0’€KTiB IOCHiPKEHHS (MAIiEHTIB) 0 JOCIIIKYBAaHOTO JIKapPCHKOTO
3aco0y Ticisl 3aBepLIEHHS KIIIHIYHOrO BHUNPOOYBaHHS, 13 3a3HAUEHHSM 3arajbHOi
XapaKTePUCTUKU TOTCHI[IMHUX TMAIIEHTIB ([1arHO3y TAIll€HTIB), KUIBKOCTI TIAII€HTIB,
pPO3paxoBaHOi OYIKYBAaHO! KIJIBKOCTI JOCTIIKYBAaHOTO JIIKapChKOTO 3aco0y ISl KOXKHOTO
MaIi€HTa 13 BU3HAYCHUM J1arHO30M HEOOXI1THOT JIsl 3a0€3T1eUeHHS JIIKyBaHHS, BpaXxOBYIOUH



19

703y JOCHIIKYBAaHOTO JIKapChbKOro 3aco0y, fKy OTpMMYBaB MAI[iEHT IMiJ 4Yac yd4acTi y
KJIIHIYHOMY BHUIPOOYBaHHI 1 OTpUMaB TMO3UTHBHUN €(EKT, a TaKOoX 13 MiJATBEPKEHHIM
JiKaps, SKUP 3amydyeHu 10 npoBeaeHHs I[lporpamm  mocTymy cyO’€KTIB JOCIHIKEHHS
(mamieHTiB) 70 JOCTIPKYBAaHOTO JIKAPCHKOTO 3aco0y IMiciis 3aBepUICHHS KIIHIYHOTO
BUIIPOOYBaHHS, PO Te, IO ICHYE 3arpo3a >KUTTIO MAIli€HTIB, a00 TSHKKUN MEIUYHUN CTaH,
3aXBOPIOBAHHS JIOBI'O TPUBAE Ta TSDKKO 1HBANIAU3YE, L0 BUMArae MpoJIOBKEHHS JIIKYBaHHS
JTKApChKUM 3ac000M, SIKMI JOCTIPKYBaBCS Yy BIAMOBIIHOMY KJIIHIYHOMY JOCIiDKCHHI
(BumpoOyBaHH1), Ta HassBHUN MO3WTUBHUI BIATYK Malli€eHTa Ha JIKyBaHHS JOCIIKYBaHUM
JIKApChKUM  3aco00M, 10 NPOJAEMOHCTPOBAHO TiJI 4Yac TPOBEIEHHS KIIHIYHOTO
BUNPOOYBAHHS, HAJIAEThCS AJIS MPOTPaMU JIOCTYIY CYO'€KTIB JOCHTIIKEHHs (MAalli€HTiB) A0
JOCTIIP)KYBaHOTO JIIKAPCHKOTO 3ac00y MICIsl 3aBEPILIECHHS KJIIHIYHOTO BUITPOOYBaHHS

TaKk O HI O HE 3aCTOCOBHO O

HasBHICTh Jucta Big 303 Ta Jikapsa, SKUA 3amydeHud 10 mpoBeneHHs [Iporpamu
PO3LIMPEHOTO IOCTYMY MaIllEHTa JJ0 He3apEECTPOBAHOIO JIKAPCHKOTO 3ac00y, a00 BiJI JTIKaps-
®OII, mo 3anyuenuit 10 [Iporpamu po3mMpeHOro JOCTYIy MaIi€HTa 10 HE3apPEECTPOBAHOTO
JIKapchKOro 3acoly, 13 3a3HAYCHHSIM 3arajbHOi XapaKTePUCTUKH MOTEHIIIMHMX MaIli€HTIiB
(marHo3y mMmari€HTiB), KIJIBKOCTI MAIIEHTIB, pPO3paxOBaHOI OYIKYBaHOI KIJBKOCTI
HE3apEECTPOBAHOTO JIIKAPCHKOTO 3aco0y, HEOOXimHOT Juis 3a0e3leyeHHs JIKyBaHHS
3aIyIaHOBAHOI KUJTBKOCTI MAII€HTIB 3 BU3HAYEHUM JIarHO30M, a TaKOX 13 IMiJITBEPIKCHHSIM
JiKaps, KU 3amydeHud 1o mpoBeneHHs [Iporpamu po3mMpeHOro AOCTYIY Mali€HTa 10
HE3apeeCTPOBAHOTO JIIKAPCHKOTO 3aco0y, Mpo Te, 10 Ha TepUTOopii YKpaiHU MAIEHTH HE
MaloTh AOCTYITy J0 aTbTEPHATUBHUX €(PEKTUBHUX METOJIIB JIIKYBaHHS Ta/ab0 anbTepHATUBHI
METOAM JIKyBaHHS HE MOXYTh €(QEKTHMBHO BIUIMHYTH Ha Mepelir 3axXxBOPIOBAHHSA YU
MOKPAITUTH CTaH Talli€eHTa, Ta/abo MalllEHTH HE MOXYTh OyTH BKIIOUEHUMH J0 KJIIHIYHOTO
BUNPOOYBaHHS, Ta 3a PINICHHSAM JiKaps 3aCTOCYBAaHHS HE3apEECTPOBAHOTO JIKAPCHKOTO
3aco0y € HaWKpaluuMm BHOOpPOM Ui TAIli€HTa, HAJA€ThCS JUIsl MPOTPAMH  PO3LIUPEHOTO
JOCTYyTy TAaIll€HTA 10 HE3aPEECTPOBAHOTO JIIKAPCHKOTO 3aC00y

TaKk O HI O HE 3aCTOCOBHO O

HAsBHICTH KOMii BUTATY 3 Haka3zy MO3, sikuii MiCTHTB PIiIlIEHHS PO MPOBEACHHS BiAIOBITHOTO
KIIIHIYHOTO BUMPOOYBaHHS JIIKAPCHKOTO 3aC00y

TaKk O HI O HE 3aCTOCOBHO 0O

HasBHICTB KoIii cepTudikara cepii JikapchbKoro 3acody, mo Oyae Bukopuctanuil y [Iporpami.
Ceprudikar cepii (ceprudikar anamizy, cepTudikar SKOCTi) IIKapChKOro 3acoly, 10
BUJIA€THCS BUPOOHHMKOM 1 CYIPOBOIKYE KOXKHY CEpil0 JIKapChKOro 3acoly 3 METOIo
MIATBEPDKCHHST  WOro  AKOCTI Ta  KUIBKOCTI  HE3apeeCcTPOBAHOTO  JIIKAPCHKOTO
3aco0y/mI0CIiIKYBAHOTO JIIKAPCHKOTO 3ac00y JaHO1 cepii
abo

HasBHICTB JINCTA BiJI 3asiBHUKA 3 OOTPYHTYBAaHHSIM BIJICYTHOCTI cepTU(ikaTa cepii JJIKapChKOTO
3aco0y 13 3a3HaYEHHSM MPUYHWH, Ta TApaHTIEI0, 10 JIKAPChKUN 3aci0 Mae HaJeKHY SIKICTh 1
HOTO BUTOTOBJICHO BiJIIIOBIHO JJO BUMOT HAJIEKHOT BUPOOHNYOT TpakTuku (GMP)

TaKk O HI O HE 3aCTOCOBHO O
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HAsBHICTh TEPENiKy CYIMyTHIX MaTepiajiB, SIKi ITUITAHYIOTBCS 10 BUKOPUCTAHHS B MeXax
IIporpamu

TaKk O HI O HE 3aCTOCOBHO O

HasgBHICTH 1H(OpMamii mpo moyatok mpoBeAeHHA wioHaiiMenme Il ¢a3um KIiHIYHEX
nociikens (BunpoOysanb) y CLIA, kpainax €Bporeiicbkoi eKOHOMIYHOI 30HH, ABCTpaUtii,
Kanani, SInonii, Benukoopuranii, [3paini ado I1IBeiinapcepkiii koHdeaepartii Ta oTpuMaHi JaHi
KJIIHIYHUX JOCIIKEHb (BUMPOOYBaHb) 3 MATBEPIKEHHIM €()eKTUBHOCTI HOTO 3aCTOCYBaHHS

TaKk O HI O HE 3aCTOCOBHO O

HAsIBHICTP JIUCTA, MIOJI0 HASBHOCTI JOCIIKYBAaHHUX JIIKAPCHKUX 3ac00iB 13 3a3HAYEHHSM iX
KUTBKOCTI, fIKI OyJM BBE3€HHI JJIsl MPOBEICHHS KIIHIYHUX BUIPOOYBaHb Ha TEPHUTOPIIO
VYkpainu, ane He OyIu BUKOPUCTaHI B MEKax TaKUX BUIIPOOyBaHb, Ta HE Oy IyTh BUKOPUCTaHI
y Ilporpami moctymy cyO'eKTiB JOCTiIKEHHS (MALi€HTIB) 0 TOCIIIKYBAHOTO JIKapCHKOTO
3aco0y micig 3aBepUICHHS KIIHIYHOTO BUIPOOYBaHHS 13 3a3HAYCHHSIM NPUYMH X HE
BUKOPHUCTAHHS Ta IKUM YMHOM OyAyTbh YTUJI130BaHi, a00 OyayTh BUKOPHUCTaHI BIMOBIAHO Y
[Iporpami noctymy cy0'ekTiB JOCHIHKEHHS (MAILIEHTIB) A0 JOCTIIKYBAHOTO JIKapCHKOTO
3aco0y MICHIS 3aBEpIICHHS KIIHIYHOTO BUIPOOYBaHHS, 13 3aCTOCYBAaHHSIM BHUMOT IIHOTO
ITopsaaxy

TaKk O HI O HE 3aCTOCOBHO 0O

HAsBHICTh JAHUX MPO AKICTH JOCTIIKYBAHOTO JIIKAPCHKOTO 3ac00Y, SIKi MICTATHCSA Y MOy 3
dopmaTy 3arajibHOrO TEXHIYHOTO JOKyMEHTa a00 iHIIOMY EKBIBaJIEHTHOMY JOKYMEHTI,
aKTyaJgbHI Ha MOMEHT no4yatky [Iporpamu

TaKk O HI O HE 3aCTOCOBHO 0O

HASBHICTh KOMii OpOIIypH IOCIiJHUKA - OCTaHHS Bepcis (MEperyisHyTa He OUIbIIe OJHOTO
POKY) 3 BHECEHHSIM JIOCTYITHUX BiJIMOBIIHUX PE3yJbTATiB KIIHIYHUX BUMIPOOYBaHb CTOCOBHO
Oe3neku Ta e(PEeKTUBHOCTI JOCHIKYBAHOTO JIKApPChKOTO 3aco0y, IO MICTUTh OIlIHKY
CITIBBIHOIIICHHS KOPUCTI/PUZHKY

Tak O HI O He 3aCTOCOBHO O
HAsSBHICTH JIeKJaparii (JiucTa) BiJ HaJlaBada JIIKapChKOTO 3ac00y B MOBUIBHIN (opMi IMpo
3roAy Ha myOJmikarito Ha odimiiHoMy BeOcaiiTi MO3 iHdopmarlii mpo OCHOBHI 0COOJINUBOCTI
MporpaMu, Mpo Ky WAEThCs Yy 3asiBl Ta MaTepiaiax g0 Hei

TaKk O HI O HE 3aCTOCOBHO O

Vs3arajipbHeHnil BUCHOBOK

¥Yci Marepianu HasBHI TaK O Hi O
VY pasi Koy BiMIOBIb «HI», 3a3HAYAIOTHCS BiZICYTHI MaTepiain
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3a pesynbTaTamu MepeBipKy MOJAHUX JOKYMEHTIB Ha JTIKapChKUi 3aci0

(Ha3Ba, Jikapcbka Gpopma, cuia 1ii, BApOOHHUK)
Ha 3acijaHH1 THMYacoBOTO Jopaadoro oprany LlenTpy y ckmami:

(npi3BuIIe, iM's Ta M0 6aTHKOBI (32 HAIBHOCTI) 0COOM, HAMEHYBaHHSI IOCAJIH)

20 poky (y popmati BineokoHpepeHiIlii) BCTAHOBJICHO: TaKk O Hi

MpOBeJIeHa MepeBipKa MaTepiajiB, MOAAHUX JIJIS 3aTBEPKEHHS TPOrpaMu
PO3IIMPEHOTO JOCTYIy TAIlEHTIB [0 HE3aPEECTPOBAHUX JHKAPCHKUX
3aco0iB a00 mporpamMu JOCTYyIy CyO'€KTIB JOCIHIKCHHsI (ITAIli€HTIB) 10
JIOCITIDKYBAHOTO JIIKAPCHKOTO 3aco0y IMiCHsl 3aBEepIICHHS KJIIHIYHOTO
JoCHiKeHHs  (BUNpoOyBaHHS) (3aMUIIMTA HEOOXiIHE), A€ 3MOry
pexomenayBatu MO3 mpuiHATH PIIICHHS] PO 3aTBEPKEHHS MPOTPAMHU
PO3LIUPEHOTO JIOCTYNy TAIlI€EHTIB [0 HE3apEECTPOBAHUX JIIKAPCHKUX
3aco0iB ab0 mporpamMu AOCTYynmy CyO'€KTIB IOCHiIKeHHs (MaIli€HTIB) A0
JOCTIPKYBaHOTO JIIKAPCHKOTO 3aco0y IiCsl 3aBepUICHHS KIIHIYHOTO
nocipKeHHst (BUpoOyBaHHs) (3aIUIIUTH HEOOXiTHE)

KepiBHUK nepxKaBHOTO
MiAPUEMCTBA
«/lepxaBHUI
EKCIIePTHUI LICHTP
MiHicTepcTBa OXOPOHU
310pOB's YKpaiHu»

(mmigmmc (npizBumie, iM's Ta TO  OaTbKOBI

(HaiiMeHyBaHHS TIOCATH N . .
YHOBHOBaXEHOT 0COOM) (3a HAsIBHOCTI) YITOBHOBa)KEHOT 0CO0OM)

YIIOBHOBaXKEHOT 0cO0H) ).

B.o. HayanbHUKA
dapManeBTUYHOTO YIIPABJIIHHS Oaexcanap I'PIHEHKO
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