3ATBEPJDKEHO
Haka3z MinictepcTBa OXOpOHU
310pOB’s YKpaiHu

Ne

IMopsanok 3ailicHeHHs1 (PapMAKOHATJISIAY
I. 3aranbHi Mo10KeHHS

1. Ile#i Ilopsmok BCTAHOBIIOE BHUMOTH JO 3IMCHEHHs (apMaKoHArsIy B
VYkpaini, K1 aJanToBaHi 10 3aKOHOAaBCTBa €Bporieiicbkoro Coro3sy.

2. Y ubomy Ilopsaiky TepMiHU B)KUBAIOTHCS Y TAKUX 3HAYCHHSX:

1) aBromatuzoBaHa iH(popMaliiiHa cuctemMa 3 (¢apMakoHArJsay OpraHy
JIEP>KaBHOTO KOHTPOJIO (aji — 0a3za maHuX 3 (papMakoHarjsigy) — aBTOMaTH30BaHa
1H(popmarliiina cucrema Juist 300py, yIpaBiIiHHS Ta aHaNi3y 1HPopMalii 3 Oe3MeKu Ta
€()EeKTUBHOCTI JIIKAPCHKUX 3aC001B BIACHUKOM SIKOi Ta BOJIOAUIBLIEM L€ 1H(OpMaIlii €
OpraH JIep>KaBHOTO KOHTPOJIIO, KOPUCTYBAauyaMHU 11i€i CUCTEMH € BIACHUKH PEECTpallii,
Kl MalOTh JOCTYIl Yepe3 €JIEKTPOHHUIN KaOIHET BJIacHUKa peecTparlii 0a3u JaHuX 3
dbapmakoHarsy 10 MOBIJOMIIEHb PO HeOaxaH1 peakilii, BIICYTHICTh €(pEKTUBHOCTI,
Hee(eKTUBHICTh BaKI[MHALII] Ta HECTIPUATIUBHUX TOJIH MICIs IMYHI3allii, 110 BUHUKIIH
IIPU 3aCTOCYBAHHI HUMH 3aPEECTPOBAHUX JIIKAPCHKUX 3aCO01B;

2) BakmnuHarmis (IIETUICHHS, aKTUBHA/TIACMBHA IMyHI3allisl)) — CTBOPEHHS
MITYYHOTO IMYHITETY Y JIFOJAMHH JI0 TIEBHUX 1H(EKIIIHHUX XBOPOO MUISIXOM BBEJCHHS
BaKI[MHU YH IMYHOTJIOOYJIiHY;

3) BIACYTHICTh €(EKTUBHOCTI JIIKAPCHKOTO 3aC00y — BIACYTHICTh CHPHUSTIMBOIL
JIarHOCTUYHOI, JIKYBaJbHOI 4M NpO(UIAKTHUYHOI [1i JIKapChbKOro 3aco0y 00
BCTAHOBJICHHSI XapaKTepy 3aXBOPIOBaHHS, MOro mepediry, TpUBaIoCTI ad0 KOPEeKIli
cTaHy 4M (1310J0T1YHUX (PYHKI[IH OpraHi3My JIFOAMHM BIANOBIIHO /10 MOKa3aHb 0
3aCTOCYBaHHS,  3a3HAYE€HUX y  KOPOTKIA  XapakTEpPHUCTHI  JIKapChKOIO
3acO0yY/IHCTPYKIi ISl METUYHOTO 3aCTOCYBaHHS;

4) rpymnoBi HECTIPUSITIMUBI MOJII TiCsA IMyHI3aIli — JaBa a0o OuIbIIE BUMAIKIB
HECTIPUSATIIMBUX TOMIM TICIS IMyHI3alli, [0 MawTh MOAIOHI KIIIHIYHI TPOSBH,
MOB’s13aH1 32 9acOM, MICIIeM MPOBEACHHS IMYyHi3allii Ta cepi€ro BBEICHOI BaKIMHU;

5) nmonmaTkoBi 3axoAM 3 MiHIMI3alli PU3MKIB, MOB’sI3aHI 13 3aCTOCYBAHHSIM
JiKapchKoro 3acoly (maiml — MOoAaTKOBI 3aXOAM 3 MiHIMI3AIlli PU3WKIB) — 3aX0JU
HalmpaBjeHl Ha J0JaTKoBe I1H(GOpPMYBaHHS I TIOCWJICHHS YyBaru MEIUYHUX
IpaIiBHUKIB Ta/a00 MAIll€HTIB 3 NMHUTAaHb 3amo0iraHHs abo0 3HMKCHHS WMOBIPHOCTI
PO3BUTKY OJHOTO a00 NEKIIbKOX HeOaKaHMX PeakIlii, MOB'S3aHOi 13 3aCTOCYBAHHIM
JIKapChKOro 3aco0y;
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6) e(peKTUBHICTb BAaKIMH — 3HIDKEHHS BIJCOTKA KEPOBAaHUX 1H(PEKIIHHUX
3aXBOPIOBaHb Yy I'PYIIi MIETUICHUX 0C10 MOPIBHSIHO 3 TPYIIOI0 HEIICTUICHUX OC10;

7) epeKTUBHICTH JIIKAPCHKOTO 3aC00y — CIPUSTIMBA JIarHOCTUYHA, JIIKyBaJlbHA
yu npodimakTUYHA i JIKapChKOTro 3aco0y IOJI0 XapaKTepy 3aXBOPIOBAHHS, MOTO
nepeldiry, TPUBAJIOCTI a00 KOpeKiii cTaHy 4d (Pi310J0TIYHMX (DYHKIM OpraHizmy
JIOAWHHA BIAMOBITHO O TOKa3aHb JO 3aCTOCYBaHHS, 3a3HAYEHUX Y KOPOTKIH
XapaKTEePUCTHUIII JIIKAPCHKOTO 3aCO0Y/IHCTPYKIT ISl METUYHOTO 3aCTOCYBAHHS,

8) 3Be/ICHI J1aHl PO BUIAJKK HEOAKAHUX PEaKIliil Micis 3aCTOCYBaHHS BaKIIHH,
TyOepKyJIiHy — 3BIT, IO y3araJbHIO€ iH(oOpMaIiio mpo HeOakaHi pPeakIli IMmicis
3aCTOCYBAaHHS BAaKIMH, TYOEpKYyJNiHYy 3TiAHO 3 TMEPENiKOM KIIHIYHUX MPOSIBIB
HeOa)KaHMX pPeakIlii Miciis 3aCTOCYBaHHS BaKIMH, TyOepKyIiHy Ta/a0o iX omucom, 1o
MICTUTBCS Y KOPOTKUX XapaKTEPUCTHKAX/THCTPYKIISAX JJIsI MEIUYHOTO 3aCTOCYBAHHS
BaKIUH, TYOEpKYJIiHY, 3a 3BITHUI NEPIOL;

9) IMyHOr€HHICTh BaKI[MHU — 3[IaTHICTh BaKIMHU YTBOPIOBATU T'yMOpPaJIbHHIA
(BU3HAUEHI PIBHI @aHTUTUI Y B1ICOTKAX) Ta/a00 KIITUHHO-OMOCEPEIKOBAHUI IMyHITET.
[le#i moka3HUK 3a JAaHUMHU KIIHIYHMX JIOCHIKeHb Mae Oytu Ouibiie 90 % (kpim
BaKIUH JJIs1 TPO(UIAKTUKY TPUITY); 1711 KOMOIHOBAHUX BaKIIMH KOXKEH 3 KOMIIOHEHTIB
BIJIMOBIIA€ ITbOMY MOKa3HUKY;

10) komOiHOBaHI BaKIIMHU — BaKIMHHU, IPU3HAYCHI ISl 3aXUCTY Bij JACKUIBKOX
1HQeKIHHUX ~ XBOpPOO, CIPUYMHEH] pI3HUMHU IITaMaMu Ta/abo0  Pi3HUMU
MIKpOOpraHi3Mamu Ta/abo cepoTUIIaMHi MIKPOOPraHi3MiB;

11) KOpUCTh — CYKYIHICTh CTYIEHIB MO3UTHUBHOIO BIUIMBY JIIKAPCHKOTO 3aCO0Y
Ha 3MEHIIECHHS TSKKOCTI Mepediry abo 3HMKEHHS! IHTEHCUBHOCTI MPOSIBIB CUMIITOMIB
3aXBOPIOBAHHS, IHTEHCUBHICTh MO3UTHBHOI (papMaKOJIOTIYHOI peakiiii Ha BBEJICHHS
JIKapChKOro 3aco0y Ta il TpUBAJIICTb;

12) KpUTHYHI HEBIAMOBIAHOCTI — HEBIANOBIJHOCTI, Kl YHEMOXJIUBIIOIOThH
OIIHKY O€3MeKH 3acTOCYBaHHS Ta CIIBBIAHOIIEHHS KOPUCTH/PU3UK JIKAPCHKHUX
3ac00iB, 10 CHPUYHMHSIE HEraTUBHI HACHIIKU JUIsI 3I0pOB’S HACEJeHHS abo
rpOMaJICBKOTO 370poB’s. KpUTHYHI HEBIAMOBIAHOCTI BKJIIOYAIOTh BIJCYTHICTD
cucteMr (apMmakoHarsiAy abo oOnHi€El UM JEKUTBKOX CKJIQJOBUX CHCTEMH
dbapmakoHarisay;

13) neBimkiagHa mnpobOiema 3 O€3MeKH — MUTaHHSA Oe3NeKH, siKe, Ha TyMKY
BJIACHUKA peecTparlii, moTpedye TepMIHOBOI yBaru OpraHy JEpKaBHOTO KOHTPOJIIO
yepe3 MOTEHIIWHMWN 3HAYHUN BIUIMB HA CHIBBIIHOUIEHHS PHU3MKY Ta KOPHUCTI
JIKapChKOro 3aco0y Ta/abo Ha 3J0pOB’s MAali€HTIB a00 TpOMaJIChbKe 3J0pPOB’S Ta
NOTEHI[1I1HY TOTpe0y B HETaHUX PETYJISTOPHUX 15X, & TAKOXK NOTPeOy€e KOMYHIKaIlINA
3 MaIfi€eHTaMu Ta creriajgicraMmu chepu OXOPOHH 3/I0POB’S;

14) HecyTT€B1 HEBIAMOBITHOCTI — HEBIAMOBIIHOCTI, IO HE CIPUYUHSIOTH
HEraTUBHOTO BIUIMBY Ha OIIHKY O€3MeKHM 3acTOCyBaHHA Ta CIIBBIAHOIIEHHS
KOPHUCTB/PU3UK JTIKAPCHKOTO 3aco0y Ta HETaTUBHMX HACHIJAKIB ISl 37I0pOB’S
HACEJICHHS Y TPOMaJICLKOTO 3/10pOB’S;
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15) HeedexTuBHICTh BaKIMHAIl — BUMAAOK, IO BU3HAYAETHCS HA OCHOBI
KIHIYHUX NpOsBIB  1HGEKIIHHOI XBOpPOOHW, M0 Ja0OpaTOPHO MIATBEPKEHO
BIJICYTHICTIO 3aXHMCHHUX MapKepiB Bij Ii€i xBopoOu. IlepBuHHa HeepEKTUBHICTH
BaKIMHAIl € HaCIiJKOM HEJOCATHEHHS 3alIaHOBAaHOTO €QEeKTy BiJ MICTUICHHS
(BIICYTHICTh CEpPOKOHBEpCii ab0 CepoIpoTeKilii), BTOPUHHA - BPOJDKEHHUX Ta/abo
Ha0yTuX Ae(deKTiB IMyHHOI CHCTeMHU ab0 HEHAJCKHOTO BBEJCHHS IPU3HAYCHOI
BaKIIMHU;

16) HecripUATIMBA OIS MICHS IMyH13a1ii — OyAb-sKa HECTIPUATIMBA 3 MEIUIHOT
TOYKH 30py MOJis, IO CHOCTEPIraeThcs MICHs iMyHi3alii Ta HEOOOB’SI3KOBO Mae
NPUYUHHO-HACTIIKOBUM 3B’SI30K 3 BUKOPHCTAHHSAM BakIMHHU. Hecnpustinpoio
nomiero € Oyab-siKka HECHpHUsTINBAa a00 HEHAaBMHCHA O3HAKa, BIIXWICHHS Y
pe3ynpraTtax  Ja0OpaTOpHUX  JOCHIIKeHb, CHUMIOTOMH  3aXBOPIOBaHHS  abo
3aXBOPIOBaHHS;

17) HectipusaTiIvBa MO, IO BUKIHUKAE OCOOJIMBUM IHTEpEC — 3a37ajerijib
BM3HAUCHA 3HAYYIlAa MEIWYHA TOJis, 10 MOTEHIIMHO TOB’s3aHa 31 3aCTOCYBaHHIM
BaKIIMHK Ta TIOTPeOye PETEIBLHOTO MOHITOPUHTY, Ta MiATBEPHKEHHS abo
CIIPOCTYBAHHS 3B’ 3Ky 3 IMYHI3AIlI€I0 MPU MOJATIBIITNX CHEIIATbHUX JOCTIKCHHSX

18) mepBUHHA MEIMYHA TIOKYMEHTAIllS — BUX1JHI JOKYMEHTH, JaH1 1 3aMMCH (TaKi
K, 1cTOpii XBOpoOU, amMOyIaTOpHI KapTH, JTJAOOpaTOpHI 3alMCH, CITYKOOB1 3aIlHCKH,
IIOJICHHUKH JIOCIIDKYBaHUX a00 ONUTYBaJbHUKH, >KYpHAIM BUIAYl JIKAPCHKUX
3ac001B, pO3JIPYKIBKH MPUJIaIiB, BEpU(PIKOBAHI Ta 3aCBiAUEHI KOMii a00 po3mmn(poBKH
¢donHorpam, mikpodimi, (ororpadiyHi HEraTUBU, MIKPOIUIIBKM a00 MAarHiTHI HOCII,
PEHTIeHIBChKI 3HIMKH, aJIMIHICTPAaTHBHI JIOKYMEHTH, 3allliCH, 110 30epiraroTbCs B
amnTeli, jgadoparopii Ta y BIIAIJIEHHI IHCTPYMEHTAJIBHOI J1IarHOCTHKU 3aKJIaJliB
OXOPOHHM 3JI0POB’sI) Ta 1HIII JOKYMEHTU MOB’S3aH1 3 BUIMAJIKOM HeOa)KaHOi peaxiiii,
BIJICYTHOCTI €()EKTUBHOCTI, HECTIPUATIMBOI MOJIIi MiCJIs IMyHI3alli Ta Mpo OyAb-IKO0
IHIIIOI0 TIPOoOIIEMOI0 Oe3mneku Ta e(heKTUBHOCTI 3aCTOCYBAHHS JIIKAPCHKUX 3aCO01B;

19) nmepiox micis 3aCTOCYBaHHS BaKIIMHU — MPOMIXKOK 4acy TMICIsS MPOBEACHOL
IMYyHI3al1ii, 1110 KOJIMBAETHCS y MEKax BiJI epIoi 7o0u 10 24 MICSIIIB Ta 3AJICKUTH Bij
TUITY BaKIIMHM 1 IS IEPEBaXKHOT O1IBIIOCTI 3 HUX CTaHOBUTH 30 110;

20) mepioAMYHO OHOBIFOBAHUM 3BIT 3 0€3MEKH JIIKapChKOTo 3aC00y — JIOKYMEHT
BIAMOBIAHOTO (opMaTy Ta 3MICTy, IO TNPHU3HAYCHWH JJI1 HaJaHHS OIIHKH
CHIBBITHOIIEHHSI «KOPUCTH/PU3UK» JIKAPCHKOTO 3aco0y, Ta TOJAHHS BIIACHUKAMU
peecTpallii y BU3HAYEH1 CTPOKHU y MiCISIpeeCTpaliifHOMy Nepioii;

21) mimo3pa Ha AePEKT SIKOCTI JIKapChKOro 3ac00y — MOBIJOMIIEHHS PO T€, 1110
AKICTh JIIKAPCHKOTO 3ac00y HE BIAMOBIJIAE 3asBJICHIN y MaTepiajiaX peecTpaiiitHoro
JIOChE;

22) TOBITOMIJIEHHS TNpo HebakaHy peakiliio JIKapChbkoro 3aco0y Ta/abo
HECTIPUSTIIMBY MO0 MICIsl iIMyHi3a1li Ta/abo BIACYTHICTh €PEeKTUBHOCTI — (hopma Ta
3MICT MOBIIOMJICHHSI TIPO T103pIOBaHI HeOaXKaH1 peakxilii/BiICYyTHICTh €EKTUBHOCTI
Ha JIKapChKUH 3ac10/ HECIPHUATIMBY MO0 TICTS IMYHI3aIlii, 1[0 BUHUKIIA Y OKPEMOTO
MaIli€HTa B IEBHUI MOMEHT 4acy;
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23) NpUYMHHO-HACHIIIKOBUN 3B’A30K MDK KIIHIYHUMH NpPOSIBAMU OYIb-sSKOT
HeOa)kaHOi peakIii/HeCTIpUATINBOI TMOJII TICHas IMyHI3alii Ta 3acTOCYBaHHSM
JKapChKOTO 3ac00y — CTYIHb, SKUM BU3HAYAETHCS MPUUHATHUM METOJIOM (SKiCHA
MeToauka BcecBiTHBOI opraHizaliii 0XOpoHHU 370poB’s, mikana Hapanko, OiHapHUI
MeToJ, abo IHImMHA METOJ) 3a TIEBHUMH KPHUTEpisIMH Ta BKa3ye Ha
B3a€MOIIOB’ A3aHICTh/B3aEMO3B’ I30K HEOAKaHOI peakIlii/HeCIPUATIMBOI MOIl MiCIIs
IMyHI13aI11li, 1[0 CIIOCTEPIraeThCs, 13 3aCTOCYBAHHIM JIIKAPCHKOTO 3ac00Y;

24) mpo(inp Oe3MeKu - CYKYyIHICTh IMOKA3HUKIB 3aCTOCYBaHHS JIKapChKOTO
3ac00y, 1110 1al0Th 3MOTY BU3HAYUTH CITIBBITHOIIEHHS «KOPUCTBH/PU3UK» JTIKAPCHKOTO
3aco0y;

25) pU3UK-OPIEHTOBAHMUN MIIX1T — MAXi, SKUH 11eHTH(IKYE (BUSIBIISE, OIIHIOE
(MOBTOPHO OI[IHIOE) Ta BHU3HAYA€) PHU3UKHU, IOB’SI3aHI 3 HEBUKOHAHHSAM a0bo
HEHAJE)KHUM BHUKOHAHHSIM 3asBHUKOM/BIACHUKOM pEeCTpalii BUMOT 3I1HCHEHHS
dbapMakoHarysiny Ta nependayae po3poOJICHHS ¥ 3A1MCHEHHS 3a pe3ysibTaTaMu iX
OILIIHIOBAHHSI 3aX0/11B 11010 MiHIMIi3allii Ta YCYHEHHS TaKUX PU3HKIB, 1110 3A1HCHIOETHCS
NUIIXOM aHaJi3y Ta 31CTaBJICHHS JaHUX, [0 MICTATHCA B MaTepiajiax PeeCTPaliifHOTO
JIOChE Ha JIIKAPChKUM 3aci0 Ta CTPYKTYpPOBaHUX, HECTPYKTYPOBAHUX JAHUX, & TAKOK
iHdopmalii oTpuMaHOi 3a pe3yJibTaTaMu TPOBEJCHHS 1HCHEKIIl CHUCTEMHU
dbapmakoHarisay;

26) pu3uKH, MOB’s3aHI 13 3aCTOCYBAaHHSAM JIIKapChbKOTO 3aco0y, — OyIb-siKi
PU3HKHU, TIOB’sA3aH1 3 SIKICTIO, 0€3MEKOI0 Ta €(PEKTUBHICTIO JIIKAPCHKOTO 3ac0o0y JIst
3I0pOB’A TALIEHTIB a00 TPOMAJCHKOrO 3J0pPOB’s, a TaK0oX Oyab-sIKI PHU3UKH
HeOaKaHOTO BIIMBY Ha HABKOJIUIITHE IPUPOJIHE CEPEOBHIIIE;

2'7) cepOKOHBeEpCis — MPOAYKYBaHHs a00 301IbIIEHHS! KOHUEHTpAI[li aHTUTLI, 11O
PO3MIISAAETHCA K MEPEXiJl BiJl CEPOHETATUBHOI JI0 CEPOMO3UTUBHOI peakilii abo sk
KJIIHIYHO 3HauMMe 3OUIbIICHHS 3aJaHOT0 PIBHS aHTUTUI, 110 JEMOHCTPYE
IMYHOT'€HHICTh BaKI[UHU;

28) ceponpOTEKIIisl — TUTP AHTHUTLI, 1110 3aXUILAE BT BU3HAUYCHOI(UX) 1HDeKIii(i1);

29) curnan — iudopwmarlisi, OoTpuMaHa 3 OJHOTO ab0 JEKUTBKOX JDKeped,
BKJIIOUYAIOYH CIIOCTEPE)KCHHS Ta JOCIIKEHHS, 1110 Mepeadayac HOBUM MOTCHINIMHUMA
MPUYMHHO-HACTIAKOBUN 3B’A30K a00 HOBUH acmeKT BIJIOMOrO0 IPHUYHUHHO-
HACJIJIKOBOTO 3B’S3Ky MDK BTPYYaHHSIM Ta SBUIIEM a00 CYKYIHICTIO TOB’S3aHUX
SIBUII, K HeOKAHUX TaK 1 KOPHCHUX, SKa BBAXKAETHCS JOCTATHHO BIPOTITHOIO IS
OOTpYHTYBaAHHS 1M 11010 11 MEPEBIPKHU;

30) cyTTeBI HEBIAMOBIIHOCTI — HEBIAMOBIIHOCTI, SKI HETaTUBHO BIUIMBAIOTH Ha
OILIIHKY O€3MeKH 3acCTOCYBaHHS Ta CHIBBIAHOLIEHHS KOPUCTH/PU3HUK JIKAPCHKHUX
3aco0iB, IO CHOPUYMHSIE HETaTUBHI HACHIAKK IS 370pOB’Sl HACEJCHHS YU
IPOMAJICBKOTO 3JI0pOB’sl, BKJIFOYalouu (ajie He BUKJIFOYHO) MOPYIICHHS BUMOT 1010
kBamidikamii, ocBiTH Ta 000B’s3kiB YO®/KO®D, Henmomiku, BUABICHI Yy
3aJIOKYMEHTOBAHUX  MPOIEAYPHUX TMpoIecax, TMOB’S3aHUX 31  3AIHCHEHHSIM
dbapmakoHarsy, HeIOJMIKU BeACHHS 0a3 TaHWX cUCTeMH (DapMaKOHATJISAy, HETOIIKA
BEJICHHS CHUCTEMH YIIPABJIiHHS PU3HKAMU, HEJOJIKH BEJCHHS JOKYMEHTAIlll CTOCOBHO



dbapmakoHarusny;

31) wyacrota BHNaAKIB HeOaXaHUX peakIlid JKapchbKOro 3acoldy —
CIIBBIJTHOIIIEHHS K1JIBKOCTI TMAIEHTIB 3a MEBHUU MPOMIKOK Yacy, Y SKHMX BHHHUKIIA
HeOa)kaHa peakilisl MpH 3aCTOCYBaHHI JIIKAPCHKOTO 3ac00y /10 KIJIBKOCTI MAIliEHTIB 3a
e caMHil MPOMDKOK Yacy, sIKi 3aCTOCOBYBAJM JIIKAPCHKUU 3aci0, BUpaKEHE Yy
BIJICOTKaX.

[Hmi Ttepmian B nbomy [lopsiky BKMBAIOTBCS y 3HAUCHHSX, BH3HAYCHUX B
OcHOBax 3aKOHOJABCTBAa YKpaiHM TPO OXOPOHY 3A0pOB’s, 3akoHI YKpaiHM Bix
28 mumHs 2022 poxy Ne 2469-1X «Ilpo mikapceki 3aco0u» Ta 1HIIUX HOPMATHBHO-
IIPABOBUX aKTax y cdepi OXOpOHH 370pOB’S, TPOMAICHKOTO 37I0POB’S Ta CaHITapHO-
eMiAeMIYHOTO OJIarOIOTy sl HACEICHHS.

3. OOpoOka mEepCOHATIBHUX JaHUX T1J 4Yac 3MA1MCHEHHS (hapMaKOHAIJSILy
3IIACHIOETHCS BIANOBIAHO A0 BUMOT 3akoHy Ykpainu «IIpo 3axuct mepcoHanbHUX
JTAHUX.

I1. 3acaau 3aiiicHeHHs1 (papMaKOHATJISIAY

1. 3pificnenHss (QapmakoHarnsily B YKpaiHi 3a0€3MedyeTbes  MUISTXOM
3aCTOCYBaHHS MIKHAPOJHUX CTaHIAPTIB Ta PopMaTiB, y3roJKEHOI Ha MI)KHAPOTHOMY
PIBHI TEPMIHOJIOT1i, BUKOHAHHS MPAaBUJI 1 BUMOT, BcTaHOBIeHUX 1uM [lopsiakom, Ta
nepeadayae CTBOPEHHS 1 QYHKIIIOHYBAHHS CUCTEM (papMaKOHATJIs Ty .

2. Cuctema (apMaKkoHArJIsAly CTBOPIOETHCS Yy CHUCTEMI OXOPOHH 3J0pOB’sl Ha
3arajbHOJIEPKaBHOMY PIBHI Ta y 3asIBHUKIB/BIIACHUKIB PEECTpALlii TIKapChKHUX 3aCO0IB.

Ha 3aranbHOJEp:KaBHOMY pIBHI y CUCTEM1 OXOPOHH 3J0pOB’s (hapMaKOHArIsijg
3MIICHIOETHCS HA JIOKAIBHOMY, aJIMIHICTPATUBHO-TEPUTOPIAIIBHOMY Ta LICHTPATLHOMY
PIBHSX MpaliBHUKAMHU 3 MEAMYHOIO YM (hapMaleBTUYHOIO OCBITOIO, MAI[lEHTaMH, iX
IpEeJICTaBHUKAMHU Ta OPraHi3alisiMH, 110 MPEACTaBIAIOTh CIOXHBAYIB JIKAPCHKUX
3ac001B, MALIEHTIB Ta MEIUYHUX MPAL[IBHUKIB.

Y  dapmaneBTuuHiil Tamy3i (dapMakoHArJsA  3AIACHIOETHCS  BIIACHUKAMU
peecTpariii JiKapchKUX 3aC00iB.

Opran AepaBHOTO KOHTPOJIIO KOOPAMHYE 3IIHCHEHHS (apmMakoHariasiay B
VYkpaiHi Ta BUKOHY€ 3aBJIaHHS 3 (hapMaKOHAIJISIy, BU3HAUEHI 3aKOHOIaBCTBOM.

3. Cuctema dapmMakoHarsy BUKOPUCTOBY€ETHCS IS

1) 360opy iHdopmalli mMpo PpU3HKK BCIX JIKAPCHKUX 3acO0IB JJIsT 37I0pOB’s
MAIl€HTIB YU TPOMAJICEKOTO 37I0pOB’sl, 30KpeMa s 300py iHpopmartii npo HebaxkaHi
peakiii JiKapchKuX 3aco0iB, MPU iX 3aCTOCYBaHHI, a00 y 3B'A3Ky 3 IpodeciitHoo
JUSTBHICTIO, HECHPUATIWBI Mol micas imyHizauii (mami — HIII), HIIIL, wo
BUKJIMKAIOTh OCOOJIMBUM 1HTEpeC Ta MOpo OyAb-sKl 1HIINI TUTaHHS, MOB’sA3aHl 3
0e31eKoro Ta ePeKTUBHICTIO, 3aCTOCYBaHHSI JIIKAPCHKUX 3aC001B, a TaKOXK HeOaKaHUX
peakiiii, moB’s3aHuX 3 iX BIMBOM Ha moauny. Knacudikamis HIIII, HaBenena y
nonatky 1 no uporo Iopsanky;

2) oOrpyHTOBAaHOI HAYKOBOI OINIHKH yCi€l iH(pOpMAIlii MPO PUMKH JIKAPCHKUX
3ac001B 1010 BIUIMBY HA 3JI0POB’SI MAIIEHTIB UM TPOMAJICHKE 3/I0POB’SI;
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3) po3po0KH Ta IMITJIEMEHTAITIT 3aX0/IiB JIJIs 3amo0iraHHs a0 MiHIMi3allii pU3HKIB,
OB’ s13aHUX 13 3aCTOCYBaHHSM JIIKAPCHKUX 3aCO0I1B.

4. 1ns 3a1iicHeHHs (papMaKoHArJsiy Opral Jep:KaBHOrO0 KOHTPOJIIO:

1) 3anmy4ae oprasizaiiii, o MPeJCTaBISAIOTh CII0KHUBAYIB, MAIIEHTIB Ta MEIUYHUX
MpaIliBHUKIB, a TAaKOX (paxiBIIiB, SIK1 BOJOIIFOTh 3HAHHSIMH Ta MAalOTh JIOCB1JI 3 TUTAHb
dhapMakoHarJsiay, J10 MOmUpeHHs iHGopMallii mpo HeOOX1AHICTh MOJAAHHS JI0 OpPTaHy
JEP)KaBHOTO ~ KOHTPOJIFO  MAIliEHTaMH, MpaliBHUKAMH 3  MCJWYHOI UM
(dbapMaleBTUYHOIO OCBITOIO TIOBIIOMJIEHD PO OY/Ib-5Ki HeOakaHi peaKilii JIKapChbKUX
3aco6iB, HIIIII, BiACyTHICTh €EKTUBHOCTI;

2) 3ajmyyae TAIlEHTIB [0 HaJaHHS TOBIJOMJIEHb MNpO HeOakaHl peakiii
aikapcbkux 3aco6iB, HIIII, BiacyTHiCTh edekTHBHOCTI Ta Mpo OyAb-sAKi 1HII
npo0emMu, OB’ s13aH1 3 0€3MEeKO0I0 Ta €PEKTUBHICTIO 3aCTOCYBAaHHS JIIKAPCHKUX 3aC001B
JI0 OpraHy JepKaBHOI'O KOHTPOJIIO yCiMa JOCTYIHUMH CIOCOOaMu, y TOMY YHCHL 3a
JIOTIOMOT 00 Mepexki [HTepHeT;

3) BKMBa€ BCiX HEOOX1THUX 3aXO0/1B JJIsl OTPUMAHHS TOYHHUX JTAHUX JIJIST HAYKOBOI
OILIIHKY TOBIIOMJIEHb TIPO Oy/b-siKl HeOa)kaHl peakiii Jikapcbkux 3aco06is, HIIIII,
BIJICYTHICTh €()E€KTUBHOCTI,

4) 3MIACHIOE CBO€YACHE HAJaHHS BCIM 3aIliKaBJICHUM CTOPOHAM, BKIIOYAIOYU
IpPOMaJICHKICTh, BAXKIJIUBOI 1H(GOpMAIIi 00 MPoOIIeM, OB’ I3aHHUX 13 3aCTOCYBaHHSIM
JKApChKUX 3ac001B, NMUISXOM ii ONPUIIIOJHEHHA Ha oQiliitHoMy BeOcailTi oprany
JIepKaBHOTO KOHTPOJIIO Ta B pa3l HEOOXIJHOCTI - 3a JOMOMOTOK I1HIIMX 3ac001B
1H(OpMYBaHHS;

5) 3abe3nedye 3a JONOMOTOK PI3HUX METOAIB 300py iHGopmalii 1 B pasi
HEOOX1THOCTI — 3a JIOMOMOTOI0 MOAANBIINX J0JIaTKOBUX MOBIIOMIJICHb PO HeOa)kaHi
peaxkuii Jgikapcbkux 3aco01B, HIIIII, BincyTHICTE €(EeKTUBHOCTI, 3aCTOCYBAaHHS BCIX
BIIMOBIHUX 3aXO0/dIB 3 METO YITKOi 1eHTHdIKaIli Oyab-IKOro O010JI0T1YHOTO
JKApChKOTo 3aco0y, M0 MPU3HAYEHUN, BIAMYIIEHUNA ab0 MpoJaHuil Ha TEepUTOPIi
Ykpainu Ta € mpeaMeToM TOBIIOMIIEHHS TMPO HeOaKaHy pEaKIliio, BIICYTHICTh
edextuBHocTi, HIIIII 1151 BU3HaUYeHHS OTO HAa3BU Ta HOMEpa cepii;

6) 3aCTOCOBY€E JI0 BJIACHHKA peecTparlii epeKTUBHI, MPOMOPIIIHAHI Ta CTPUMYIOU1
CaHKIIii, y pa3l He BUKOHAHHS HUM O0OB’SI3KiB IIOJI0 3/A1MCHEHHS (hapMaKOHATJISITY

7) o1iHtO€ BCIO 1H(POPMAITiIO PO OE3MEKy JIKAPChKUX 3aC001B 3 HAYKOBOT TOUKH
30Dy,

8) posriagae BapilaHTH 3amoOiraHHs Ta MiHIMI3alll pU3MKIB, a y pasl
HEOOX1THOCT1 BXKMBAE 3aXO0/11B II0JI0 AEPKABHO1 peeCTparlii JiKapChbKUX 3ac001B;

9) IpOBOAUTH AyJUT CBOEI CUCTEMU (hapMaKOHATJIALy Ha PEryJsipHIM OCHOBI Ta
OJIMH pa3 Ha PIK ONPHIIOIHIOE HOTO pe3yJIbTaTH;

10) npoBoauTh iHCHEKLIi cucTeM (papMakoHArisay 3asBHUKIB/BIACHUKIB
peecTpaitii BiAnoBigHO 10 riasu 2 po3auty VI nporo [opsanky;

11) 3miiicHIOE TOCTIHHUIN HATJIS 32 PUHKOM, a TAKOX - KOHTPOJIb 32 YIIPABIIHHIM
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¢dinaHcamMu, NPU3HAYEHUMHU I AISUTBHOCTI, TMOB’si3aHOi 3 (papMakoOHArsaoM,
BUKOPUCTAHHSAM KOMYHIKAIliTHIX MEPEXK;

12) mae mpaBo CTATyBaTH 3 BJACHUKIB peecTpalii ImopiuyHuid 30ip 3a
MPOBAKEHHS JIISUTBHOCTI 3 (papMaKoHarIsay;

13) Gepe ydacTh y MiXKHApOJHIM rapMoHi3aIllli Ta cTaHAapTH3allli TEXHIYHHX
3aX0/IiB 1070 hapMaKOHATJIATY.

5. BnacHuk peectparii mij yac 37a1iHCHeHHS (hapMaKoHarsay:

1) ctBOpIOE Ta 3a6e3meuye GPyHKIIOHYBAaHHS BJIACHOT CUCTEMU (papMaKOHATTISTY
JUTSI BAKOHAHHS 3aBJIaHb 3 (hapMaKOHArJIsIy;

2) 3a 1OMOMOT 00 cHCTeMHU (hapMaKOHATIISATY 3 HAYKOBOI TOUKH 30pY OIIHIOE BCIO
HasBHY 1H(QOpMaLII0, po3risAae BaplaHTU MiHIMI3alli Ta 3armo0iraHHs pU3UKaM, a
TaKO0X y pa3i HEOOX1THOCTI B)KUBA€E BIJIMOBIAHUX 3aXO0/I1B;

3) peryaspHO MPOBOAWTH ayIUT CBOEI CHCTeMH (apMaKOHATIIAIYy, 3a3HAYar0uH
OCHOBHI  pe3yJIbTaTh ayauTy B MacTep-paiial cucteMud (papMakoHarsgy
(mam — MOC®), Ta, 3 ypaxyBaHHSIM pe3yJbTaTiB ayauTy, 3a0e3Mneuye MiAroTOBKY 1
BUKOHAHHS BIJMOBIHOTO IIaHY KOPUTYBaJIbHUX Ta 3alIOO1KHUX 3aXO0/I1B;

4) KOHTpOJIIOE pe3yJbTaTH 3IMCHEHHS 3aXOJiB 3 MiHIMI3alli PU3HKIB, IO
MICTATBHCSI B TUIaHI YOPABIIHHS pPU3UKAMM, BKJIIOYAIOYW Ti, 10 € YMOBOIO MpH
MPUIHATTI PIIICHHS PO JIEPKaBHY PEeCTpaIliio JiKapCchKoro 3acoly;

5) npusHaudae 1 3a0e3nedye Oe3nepepBHY HASBHICTh YMOBHOBAXKEHOI 0COOW,
BIJINOBIJIAJIbHY 3a 371HCHEHHS (papMaKOHATTISIY.

SAximo ynoBHOBakeHa oco0a HE MPOKHUBAE B YKpaiHl BIACHUKOM PEECTpaIlii
MPU3HAYAETHCS KOHTaKTHAa ocoba 3 ¢apMakoHArsIy, SKa MPOXKUBAE 1 MpaIoe B
VYkpaiHi Ta mia3BiTHA YIIOBHOBaXXEH1M 0c001 3 (hapMaKOHArJIs Iy BJaCHUKA PEECTpAIlii;

6) MATPUMYE 1 HAJA€ HA BUMOTY OpPraHy JEp>KaBHOTO KOHTPOIIIO MacTep-Qaiin
cuctemMu (hapMaKkoHarJIsy;

7) CTBOPIOE CUCTEMY YIIPABIIHHS PU3UKAMHU Ta 3/1MCHIOE 11 yIpaBIiHHS;

8) OHOBIIIOE CHCTEMY YMNPABIIHHSI PU3UKAMH Ta 3J1MCHIOE MOHITOPHUHT JaHUX
dbapmakoHarysiy JUisi BU3HAUYCHHSI TOSIBU HOBUX PHU3UKIB, 3MIHHM PHU3MKIB 1 3MiH
CIIBBITHOIIIEHHS «KOPUCTH/PU3UKY 3aPEECTPOBAHOIO JIIKAPCHKOTO 3aC00Y;

9) crinauye nopiuHMi 301p 3a KOPUCTYBAHHS OCOOUCTUM KaO1HETOM y 0a3l TaHUX
3 (hapMaKoHArsIy OpraHy JIep>KaBHOTO KOHTPOJIIO;

10) BuKOHy€E iHIINI OOOB’SI3KM IJIsl 3/IIMCHEHHS (papMaKoHArJsiay, rnepeadoadeHi
uum Iopsaakom.

6. Opran naep)XaBHOTO KOHTPOJIIO Ta BJIACHHKH peecTparii 3a0e3meuyroTh
HarmoBHEHHs 1HGopMarlii 1m0 0a3u JgaHuX 3 (¢dapMakoHAINISIAy Ta 3/1HCHIOIOTH
Oe3rnepepBHUI MOHITOPHHT I1i€1 1H(GOpPMAIIii 3 4aCTOTOO, MPOMOPIIIHHOI BUSIBICHOMY
pU3UKY, TOTEHIIMHUM pHU3MKaM 1 moTtpebi B aomatkoBiil iHdopmarii. BracHuku
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peecTpallii BIACHIIKOBYIOTh HasiBHI JlaHl y 0a3l AaHuX 3 (papMakoHArsigy OpraHy
JIEP’KAaBHOTO KOHTPOJIIO IIOJ0 3apeECTPOBAHMM HHUMH JIIKAPCBKUX 3aco0iB depes
CJICKTPOHHUN KaOiHEeT BJIaCHHKA peecTpallli 0a3u JaHux 3 (hapMaKoHarJsIy.

III. OTpumanna Ta HaAaHHA iHQopMalii 3 0e3nekn Ta ePeKTUBHOCTI
JiKapCcbKHX 32C00iB

1. Indopmariis 3 6e3nexu Ta ePEeKTUBHOCTI JIKAPChKUX 3ac001B, HAIXOAUTH 10
oprasy JIep>KaBHOTO KOHTPOJIIO BiJI:

1) mpaliBHUKIB 3 MEMYHOIO YM (DapMaIleBTUUHOIO OCBITOIO;

2) cyO’ekTiB TOCHOJApIOBaHHS, SIKI 3IHCHIOIOTH TOCHONAPCHKY MiSIBHICTH 3
MEIUYHOI IPAKTUKHU;

3) 3akJaaiB oxopoHu 370poB s (nani — 303);

4) BIACHUKIB peecTpalii, 30KpeMa uepe3 €JIEKTPOHHHI KaOiHEeT BIJIACHUKA
peecTparili 0a3u gaHuX 3 (hapMaKoOHAIJISAY;

5) maiieHTiB Ta/ab0 iX 3aKOHHUX MPEACTABHUKIB,;
6) opranizailiii, 10 MPECTABISAIOTH MAIIEHTIB Ta MEAMYHUX MPaIliBHUKIB;
7) TepUTOpiaIbHUX OPraHiB OPraHy JAEp>KaBHOTO KOHTPOJIIO;

8) BcecBiTHBOI opranizaiiii oxoponu 310poB’sa (gam — BOO3), €Bponeiickkoi
MEAMYHOI areHilii, ATeHTCTBa 3 KOHTPOJIIO 32 JIIKAPChKUMHU 3ac00aMU Ta XapuOBUMHU
npoaykramu CIHIA, AreHTcTBa 3 perysitoBaHHs 00Iry JIIKapChKUX 3ac001B 1 BUPOOIB
Meau4YHOro mpusHaueHHs Benukoi bputanii, MiHicTepcTBa OXOpOHU 3/I0pPOB’S
Kananu, AreHTcTBa 3 KOHTPOJIIO 32 JIKAPCHKUMU 3ac00aMu Ta BUPOOAMH MEAUYHOTO
npu3HayeHHs1 ABcTpaiii, AreHTCTBa 3 JiKapcbkux 3aco0iB IIBeiiapii, AreHTcTBa 3
KOHTPOJIIO 32 JIIKAPCHKMMHU 3ac00aMH Ta BUpOOaAMU MEIUYHOTO MpU3HAUYEHHS SAMoHIi
Ta IHIIUX MI>XKHAPOJHUX OpraHi3alliil 1 areHTCTB;

9) odiuiiHuxX 1HGOPMAIIHHUX KEPEIT Ta TEPIOJAUYHUX NPOPECIHHUX BUIAAHb;

10) 1HmMX OopraHiB Jep>KaBHOI BN Ta IHIIUX JIKEPEIL.

OcoOu, 3a3HaveHi y MiAMYHKTaX 1-6 1bOro NYHKTY, MOXYTh HaJaBaTu
iH(dopmarrito 3 6e3nekn Ta ePEeKTUBHOCTI JIIKAPCHKUX 3aCO0IB IUISIXOM 3alOBHEHHS
€JIEKTPOHHOT (hOpMH TIOBIJOMJICHHSI TIPO HeOakaHy peakilifo Ta/abo BiICYTHICTh
e(peKTUBHOCTI JIIKapChKOro 3acoly, Ta/abo HEeCTpUSATIMBY MO0 MICIS IMyHi3alil
(HIIITI), po3mimenoi Ha odimiitHOMy BeOCaiiTi OpraHy JIep>KaBHOTO KOHTPOJIIO, siKa
HAJXOJUTH 0 0a3u JaHuX 3 hapMaKoOHATIIATY .

2. Opras aep>kaBHOTO KOHTPOJIIO Hajlae iHpopMairito 3 6e3meku Ta eheKTUBHOCTI
JKApChKUX 3aCcO01B:

1) BnacHMKy peecTpalii — IUIIXOM JOCTYIy JO BHMNAJAKIB HeEOKaHUX
peaKIii/BiacyTHOCTI €(heKTUBHOCTI Jikapchkux 3aco0is/HIIIII, mo BiH npeacTasise
Ha (apMalleBTUYHOMY PHUHKY YKpaiHM, Yepe3 eJIEKTPOHHUM KaOiHeT BJIacHUKa
peectpariii 0a3u gaHUX 3 (papMaKkoOHArIsAy OpraHy JIepKaBHOTO KOHTPOJIIO;
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2) MO3, 1Y «lleHTp rpoMascbKoro 310poB’s1» — Ha 3allUT;

3) LenTpaybHiii rpymi  ONEPATUBHOTO  pearyBaHHS MNP0  BUMNAIKU
HIIITI/re6axanux peakiiiit micis TyOepKyJIiHO11arHOCTUKHU:

10 MICTATH 1HGOpPMAIlII0 PO KIIHIYHI MPOSBH, IO HE 3a3HAYCHI B KOPOTKIM
XapaKTEePUCTHUIIl JIIKAPCHKOTO 3acO0Yy/IHCTPYKIII JJIT MEIMYHOT'O 3aCTOCYBaHHS abo
nepeiky  KIHIYHUX  TPOsBIB  HeO0aXaHWX  peakii  Micas  3acTOCYyBaHHS
BaKIIUH/TYyOCpKYJIIHY, HaBEJICHUH y noJaTKy 2 1o mporo Ilopsaky (mami — mepernik
KJIIHIYHUX MPOSIBIB), Ta CTPOKAX PO3BHUTKY KJIIHIYHUX MPOSABIB HEOAKAHMX pEaKIin
IIpU 3aCTOCYBaHH1 BaKIMH, TyOEpKyJiHYy 3a KOJaMU, HaBeJeH1 Y JOJATKy 3 J0 IbOTO
[Topsinky (mayi — CTPOKK PO3BUTKY KJIIHIYHUX TMPOSIBIB), HE Mi3HiMIEe 48 TOAWH 3 THSA
OTPUMAaHHS OpPraHOM JIEPKaBHOTO KOHTPOIIIO 1H(OpMallii, 10 MiITBEPAXKY€E HASIBHICTh
MPUYUHHO-HACTIIKOBOTO 3B’ 53Ky MK Takumu HIIIIl/HeOaxaHumu peakiissMu Micis
TyOEpKYJIHOAIarHOCTUKA Ta 3acTOCYBaHHAM cepii (cepiil), BakUMHU (BAaKIUH),
TyOepKyJIiHY;

JeTAIbHUIM BUMA0K, BUMIAJOK 1HBAJIJTHOCTI, 10 3apeecTpoBaHuil mpoTsirom 30
KaJICHJAPHUX JHIB MICIs IMyHi3a1lii/ TyOepKyIHOIarHOCTUKY - HE Mi3HiIIe 48 roauH
3 THSI OTPUMAaHHS OpPTraHOM JI€P>KaBHOTO KOHTPOJIIO MOB1AOMIICHHS;

10 OB’ S13aH1 3 MPOrPAMHOI0 MOMUJIKOIO IMYH13a11i1/TyOepKyI1HOI1IarHOCTHKY 32
HAsSIBHOCTI 1H(popMallii 3riiHO 3 TpoTokosioM po3ciiayannas HIIIII, mo miarBepmkye
HASIBHICTh MPUYMHHO-HACIZIKOBOTO 3B 3Ky MK HUMH Ta 3aCTOCYBAaHHSIM BaKIIMHH,
TyOepKyJiHy - He mi3Hime 48 TroIWH 3 JOHS OTPUMaHHSA OPraHoM JEep>KaBHOIO
KOHTPOJIIO Takoi iH(opMariii.

Skio cTpok nojaHHs iHpopMmallii npunaaae Ha BUXiJHUN a00 CBATKOBUM JCHB,
1H(pOopMaIlis HAZAETHCS Y NEPIIM MiCiIg HbOIO POOOYHIA IEHB;

4) BOO3.

IV. Ilopsaaok aiii KepiBHUKIB CTPYKTYPHUX MiAPO3ALIIB 3 MUTAHb OXOPOHH
30POB’Sl AAMIiHICTPATHBHO-TEPUTOPiaTbHUX OJINHHUIb, KEPIBHUKIB 3aKJIA/IIB
OXOPOHH 3/10POB’sl He3aJ1e:KHO BiJ GopM BJIACHOCTI |
MeIuYHuX/(papMaleBTUYHUX NPALIBHUKIB 1I0A0 31iliICHEHHS (papMaKOHATJISAY

1. KepiBHUKM CTPYKTypHHMX MIAPO3AUIIB 3 TMHTaHb OXOPOHH 3JI0POB’S
aJIMIHICTPATUBHO-TEPUTOPIATLHUX OJUHUIIb:

1) po3rismaroTh LIOMIBPOKY MHUTAHHA MPO CTaH MOJAHHS MpaliBHUKaAMH 3
MEIUYHOIO YM (hapMalleBTUUHOIO OCBITOIO 1H(OpMaIi mpo BHUMAAKK HeOakaHUX
peakiiii mikapcbkux 3aco6iB, HIIIII, BigcyTHOCTI €(heKTUBHOCTI JIIKAPCHKUX 3aC001B
Ha 3aClJaHHSAX KOJIETiH CTPYKTYpHUX MiAPO3AUIIB 3 MHUTaHb OXOPOHM 3JI0POB’S 13
3a]ly4EHHSIM YINOBHOBAXKEHMX OPraHoM JEep>KaBHOIO KOHTPOJIIO OCi0 3 MUTaHb
dhapmakoHarsiy (gaii — ymoBHOBaXXKeH1 0COOH);

2) BKJIIOYAKOTh J0 CKJIQAy aTeCTallfHuX KOMICIM Mpu MiANOPSIKOBAHUX
CTPYKTYPHHX MiAPO3/ILJIaX 3 MUTaHb OXOPOHH 37I0POB’sl YITOBHOBAXKEHUX OCi0;

3) 3abe3neuyloTh CBOE€YACHE TMOJAHHS JO OpraHy JEpP>KABHOTO KOHTPOIIIO
IIPOTOKOJTIB pO3CITiTyBaHHS HIIIII / HeOaKaHUX peakii Ticos



10

TyOepKyJI1HOA1aTHOCTUKH.

2. YnoBHoBaxeHa MO3 ycraHoBa Ta/abo miANPUEMCTBO Ha IEHTPAIbHOMY PIBHI,
sIKa BIJIIIOBIJIa€ 32 OTPUMAHHS Ta PO3MOJILT BAaKIIMH, TYOSPKYIIIHY IO aIMIHICTPaTUBHO-
TEPUTOPIAILHUM OJMHHUIIAM, HAJla€ Ha 3alUT OPTaHy JCP)KAaBHOTO KOHTPOIIO 3BIT
010 KUIBKICHOTO PO3MOAUTY BakKIMH, TYOEpKyJiHy IO aJMIHICTPAaTHUBHO-
TEPUTOPIATTLHUM OJUHUIISIM 32 (OPMOTO, HABEICHOIO Y A0JaTKy 4 10 mporo [Topsaky.

3. lleHTpu KOHTPOIIO Ta MPODUIAKTUKN XBOPOO HA/IAIOTh:

1) 3BeAeHi AaHi PO BHUIMAIKU HeOaKaHUX PEaKIlii Micis 3aCTOCYBaHHS BaKIUH,
TyOepKyJiHy (3BefieH] AaHi) 3a GOpMOI0, HaBEICHOIO y ToAaTKy 5 1o mporo [lopsaky,
70 OpraHy JAep>KaBHOTO KOHTPOJIIO IMOPIYHO dYepe3 OodiliiHuiA BeOCAUT oOpraHy
JEP’)KaBHOTO KOHTPOJIO Pa3oM i3 CYMNPOBIHUM JIMCTOM 3a TIAMHCOM KEPiBHUKA Y
cTpok 10 20 CIYHS HACTYIHOTO 32 3BITHUM POKY. Y pa3i sIKIIO el CTPOK MpUIaaae Ha
BUXIJIHMI a00 CBSITKOBUUM JI€Hb, 3BEJCHI JaH1 MOJAIOTHCA y TEPIIMH MICIs HBOTO
pobouuii 1eHb;

2) 3BeJICH1 JaH1 Ha 3aITUT OpPraHy Jep>KaBHOTO KOHTPOJIIO.
4. KepiBuuku 303:

1) mpu3HayaroTh Ha MOCaay BIJANOBIJAJIBLHOTO 32 NMUTaHHSA (hapMaKOHAIJSIY Y
303 - mpodecionana 3 dapMakoHarjisily - Ta 3IMCHIOIOTH KOHTPOJIb 3a HMOTo
JUSITBHICTIO;

2) 3abe3leuyyroTh CBO€YACHE TIOJIaHHA TMpaliBHUKAMH 3 MEIUYHOI YH
dbapmareBTUYHOIO OCBITOIO MOBIJOMJICHb NMPO BUNAAKK Hebaxkanux peakiiit, HITIII,
BIJICYTHOCTI €()EKTUBHOCTI BIJIMOBITHO 10 TyHKTY 9 11b0TO po3aity 115010 [lopsaky;

3) 3a0e31neuyr0Th HaIaHHS KOITii JOKYMEHTIB IMIEPBUHHOT MEIMYHOT IOKYMEHTAITi 1
303 Ta HamaHHS [O0OAATKOBOI iHGoOpMAIl MNpo BUNAAKKA HEOKAHMX pPEakIin
nikapebkux 3aco0iB, HIIIII, BigcyTHOCTI €(peKTHMBHOCTI Ta iX HACHIAKIB HA 3alHT
OpraHy Jep»aBHOTO KOHTPOJIO, BKIIFOYAIOUM BHCHOBOK KJIIHIKO-€KCIIEPTHOI KOMICIii
MiHictepcTBa OXOpOHHM 3710poB'st ABTOHOMHOI PecnyOmiku Kpum, cTpykTypHHX
MIJIPO3/LTIB 3 MUTaHb OXOPOHU 37I0POB'st oOnacHux, KuiBcbkoi Ta CeBacTOMONIBCHKOT
MICBKUX JIEp>KaBHUX aJIMIHICTpALIIi;

4) cknanaTh Ta MOAAOTH 10 BIMOBIIHOTO LIEHTPY KOHTPOJIIO Ta MPOQIIaKTUKI
XBOpoO 3BejieH1 JaHl BIAMOBIAHO 10 iHGOpMallii Mpo BCl 3apeecTpoBaHl BHUIIAJIKU
HeOaKaHUX peakiidl MICis 3aCTOCYBaHHS BAKIMH Ta TyOEpKYJ1HOAIaTHOCTUKH, IO
BHECEHI JI0 IEPBUHHOT MEIUYHOT TOKyMEHTaIlli, momicsist 10 05 drcia HaCTYIMHOTO
3a 3BITHUM Micsls 32 (OPMOIO, HaBEJECHOIO Y 0oAaTKy 5 10 uporo Ilopsaky. V pasi
SIKIIO 11eH CTPOK IIPHUIIaIa€ Ha BUX1THUHN a00 CBITKOBHH J€Hb, 3BEJICHI JJaHI HAAAIOThCS
y TepIIUi TCIIs HhOTO pOOOYUit ICHbD.

5. BinnoBigansHUM 3a MUTaHHS PapMaKOHATIISTy TPU3HAYAETHCSA 0c00a, SIKa Ma€e
BUILLy OCBITY JpYyroro (MaricTepchbKoro) piBHsS 3a cCHEHlaJbHICTIO «MeaunuHay,
«Ilemiatpis», «Cromaronorisy, «MeauuHa nicuxosoris» ado «®Dapmariis» (OCBITHS
nporpama 3a auruioMoMm «®apmarisy, «Kminiyna dapmamis» ado «TexHomorii
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nap@yMepHO-KOCMETHYHUX 3aC001B») ray3i 3HaHb «OXOpOHa 37J0pOB’s Ta COLliaIbHE
3a0€3MeUeHHs» Ta 3aKiHYWJIa I1HTEpHATYypy 3a OJHIEI 3 JIKApChKUX abo
dapmaneBTHUHUX crienianbHoCcTed. [IpoTaromM poky 3 JHS MpU3HAYEHHS Ha MOCAIy
Taka oco0a Mae MPOWTH MIATOTOBKY Ha IMKJI CHenagizamii 3a CrheriaibHICTIO
«DapmakoHarisa Ta orpuMatu kBamidikamio «IIpodecionan 3 papmakoHarasy»
(3a BIJCYTHOCTI TaKOBOi) 1 31MCHIOBATH TMOAAIBIINN Oe3nepepBHUN mpodeciiHmit
PO3BUTOK BiAMOBITHO IO BUMOT 3aKOHOIaBCTBA.

6. Ilpodecionan 3 dapmakoHarsImy 3IIHCHIOE MiSUTBHICT 32 TaKUMH
HaIpSIMKaMHU:

1) ctBopeHHsT cTaHmapTHUX onepariiaux npouenyp (mami — COII) momo
3MIMCHEHHS (papMaKOHATJISAMy TMpalliBHUKAMHA 3 MEIUYHOI 4YM (papMareBTUIHOIO
OCBITOIO;

2) HaBYaHHS TNPAIliBHUKIB 3 MEAWYHOI UM (papMaleBTUYHOK OCBITOIO
BianoBigHO g0 COIl mono 3aificHeHHs (apMakoHaraaay, 3 3adiKCOBaAaHUMU
pe3yJibTaTaMu bOI'O HABYaHHS;

3) BeeHHs 00JIIKY MOBIJOMJICHD PO BUIIAJIKK HEOAKaHUX peakilii J1KapChKUX
3aco0iB, HIIIII, BincyTHOCTI epekTuBHOCTI, 110 cTanucs y 303;

4) npoBeneHHA aHaMi3y iHGOpMAaIll y MOBIAOMIEHHAX MPO HeOa)kaHi peakilii
mikapebkux 3aco6iB, HIIIII, BiacyTHICTh €(EKTUBHOCTI JIKapChKOro 3aco0y Ha
npeaMer 3abe3neueHHss 303 3aco0aMu MEIUYHOIO MPU3HAYEHHS Ta JIIKAPCHKUMU
3acobamMu, HEOOXIJTHUMHU JUIsl SIKICHOTO HAJaHHsS JONOMOIM Tall€eHTaM Yy pasl
BUHUKHEHHS HeOaXaHUX peakuii Jikapcbkux 3aco01B, HIIII BignoBigHO 10 moTpeO.

7. IlpaniiBHUKYU 3 MEIUYHOIO YU (PApMaLIEBTUYHOIO OCBITOIO IHPOPMYIOTh:

1) manienTiB (0aTbKIB YM 3aKOHHUX MPEICTABHUKIB) MpO HeOaXkaH1 peakuii, 1o
MOXXYTh BHMHHMKHYTH T@pPU 3aCTOCYBaHHI JIIKapChKUX 3ac00iB, Ta HEOOXITHICTb
3BEPHEHHS 3a MEIMYHOIO JIOMOMOIOK 10 MeAWyHOro rmpaniBHuka/303 y pasi
MOTIPIIECHHS CTaHy 3JI0POB’ S MICJIS 3aCTOCYBAaHHSI JIIKAPCHKOTO 3aC00Y;

2) oci0, ski TUITaloTh IMYyHI3aIli, TyOepKymiHO[iarHocTulll (OaThbKiB YH
3akoHHUX TipeactaBHuKiB), Tpo HIIIII Ta HeGaxani peakiiii TyOepKyIiHy, 110 MOXYTh
BUHUKHYTH IICJIA 3aCTOCYBAaHHSI MEBHOI BAaKIIMHU/TYOEPKYIIiHY Ta PO HEOOXI1THICTh
3BEPHEHHS 32 MEJIMYHOIO JOTIOMOTOI0 JI0 MeIuyHOTo mparliBHuka/303 y pasi Oyjb-
SAKOTO MOTIPIICHHS CTaHy 310pOB’s st MPOBEIAECHHS
IMyHI3a1ii/TyOepKy11HOA1arHOCTUKH.

8. IIpariBHUKHU 3 MEIUYHOO YU (papMalleBTUYHO OCBITOIO BUSBIISIOTH:

1) HebGaxaH1 peakxiii JiKapCbKUX 3ac001B, Oy/b-sIKE MOTIPILIEHHS CTaHy 310POB’s
Ta OyJb-sK1 1HILI MPOOJIEMH, MOB’A3aH1 3 0€3MEKOI0 Ta e(HEeKTUBHICTIO 3aCTOCYBAHHS
JKapChKOro 3aco0y;

2) HIIIII Ta HeGaxaH1 peakiii TyOepKyIiHY a TaKOX 1HIII IpoOIeMHu, OB’ A3aHi 3
0€3MEeKOI0 3aCTOCYBAHHS BaKLIMHU/TYOEpKYITiHY.

9. llpamiBHUKM 3 MEAUYHOI 4YHM (HapMaAlEBTUYHOIO OCBITOK HAJAIOTh
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iH(poOpMaLlil0 TPO BUMAAKKM HeOaKaHWX peakiii Jikapcbkux 3aco6is, HIIIII,
BIJICYTHOCTI €(EKTUBHOCTI J0 OpraHy Jep>KaBHOI'O KOHTPOJII y BHUIVIAAI
MOBIIOMJICHHS 3a (DOpPMOIO, HAaBEACHOIO y AomaTky 6 mo mporo llopsaky, abo y
eIEKTPOHHIN dopmi yepes odiriiHui BeOCAUT oprany Jep>kaBHOIO KOHTPOJIIO y TakKi
CTPOKHU:

1) mpo cepiio3Hi HeOakaHi peakiii JikapchbKoro 3aco0y - mnpotrsarom 15
KaJICHIapHUX JHIB 3 MOMEHTY 1X BUSBIICHHS;

2) mpo Hecepho3HiI HeOakaHl peakilii JKapCchbKOro 3aco0y - mpotrsrom 90
KaJICHIaPHUX JTHIB 3 MOMEHTY 1X BUSBIICHHS;

3) mpo BIACYTHICTh €(EKTHBHOCTI JIKapChbKOro 3acoly - mpotsrom 15
KaJICHAapHUX JHIB 3 MOMEHTY 1X BUSBIICHHS;

4) npo po3BUTOK HEeOaKaHOI peakuii MpU HAsIBHOCTI MiA03pHU Ha AEPEKT SIKOCTI
JKapChKOTo 3ac00y - MPOTATroM 48 ToJIMH 3 MOMEHTY ii BUSIBJICHHSI.

VY pa3i sKio 3a3HavueH1 CTPOKU MPUNAJAl0Th Ha BUXITHUM a00 CBSITKOBUH JICHbD,
1H(DOpMaIlis HAAETHCS Y MEPIIHi MiCJIst HbOTOo POOOYHIL IEHb.

Hananus BracHuKy peectpaiiii iHpopMaliii, 3a3Ha4€HOI y TAMyHKTaX 1 - 4 1boro
NYHKTY 3A1MCHIOETBCS 3a BJIACHOIO 1HIIIATUBOIO TMPAIIBHUKIB 3 MEAWYHOIO YU
dbapManeBTUYHOIO OCBITOIO.

10. Jlikap BHOCHUTH 1H(OPMAIIIIO PO BUMAJKK HEOAKAHUX PEAKIIN JTIKapChKUX
3aco0iB, HIIIII, BimcyTHOCTI €(EKTUBHOCTI 10 TEPBHUHHOI OOJIKOBOI MEIUYHOL
JIOKyMEHTAIli.

11. IlpauiBHukK 3 MeauyHOIO ab0 (hapMalEBTUYHOIO OCBITOIO MOAAIOTH [0
OpraHy JEp>XaBHOTO KOHTPOJIO Ta TPYNH OIEPATUBHOTO pearyBaHHS BiAMOBIIHHX
CTPYKTYpPHUX TMIAPO3AUIIB 3 MHUTaHb OXOPOHMU 3JI0pOB’sA (perioHajlibHa Trpyna
OTIEpPaTUBHOIO pearyBaHHs) noBigomieHHs rpo Bci Bunagaku HIIII/Hebaxani peakiii
MiCHsl 3aCTOCYBAaHHS TYOEpKyJIiHYy IpO sIKI CTajlo B1IOMO 3 AoTpuMaHHsAM lleperniky
HIIIII, momo sSKuX 3alOBHIOETHCS Ta HAMAAETHCSA IOBIAOMIICHHS MPO HeOakaHy
peaxiiiro JiKapchKoro 3aco0y Ta/abo BIACYTHICTh €(PEKTUBHOCTI JIKApCHKOTO 3aco0y,
Ta/ab0 HECTPUATIUBY MO0 MICIs IMyHI3allii, HABEJACHOTO y NOAATKy 7 O IIhOTO
[Topsinky, y CTpOK He Ti3HimIe 48 TOANH MiCl PEeECTpallii BUAIKY .

V pa3i gK1mio 11e#l CTpOoK MpUIagae Ha BUX1IHUM a00 CBATKOBHH JIeHb, iH(POpMAITis
HAJIAETHCS Y TIEPIIHI MiCJIS HbOTO POOOYHIA JIEHb.

12. Bumoru 10 CTBOpEHHS, CKJIaAy 1 3aBIaHHS PETIOHAJbHUX Ta LEHTPaJbHOI
rpyn ornepatuBHoro pearyBanHs Ha HIIIII Buznaueni [lonosxeHHsIM Npo LIEHTpaJIbHY 1
perioHajgpHI TPyNH OMNEPATUBHOIO pearyBaHHS Ha HECHPUSATIMBI TOMIT TICIs
IMyHi3allii, 3aTBEp/KEHOr0 Haka3oM MiHIicTepcTBa OXOPOHHU 370pOB’sl YKpaiHU Bij
26 BepecHs 2016 poky Ne 996.
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V. 3nilicHeHHs1 (hpapMaKOHATJISIY BJIACHUKOM peecTpamii

1. 3aranbHi BUMOTH 10 cucTeMu (apMaKOHAIJISAY BJIACHUKA peecTpanil

1. BrnacHuk peectpariii 3000B’s13aHui 3a0e3meunT (QYHKI[IOHYBAHHS BJIACHOI
cuctemH (cucteM) papmMakoHarssaay. 1o MOMEHTY OTpUMaHHS peecTparlii JiIKapchKOro
3ac00y BUMOTH /IO BIIACHUKA PEECTPAIlii PO3IMOBCIOIKY€ETHCS Ha 3asBHUKA JIIKAPCHKOTO
3aco0y.

2. Cucrtema dapMakoHArIALy CKIQNAETbCA 3 €JIEMEHTIB, IO JAlOTh 3MOTY
31ACHIOBATH MOHITOPHUHT O€3MEeKU JIKapChbKUX 3aC001B Ta BU3HAYATH OyAb-sIK1 3MIHU
CHIBBITHOILIEHHS «KOPUCTH/PU3HKY, & CAME:

1) HasBHICTH, YMOBHOBAKEHOI 0COOHW, BIAMOBITANHHOI 3a apMaKOHATIISI
(mam — YO®). BnacHuk peectpaiii mig yac 341CHEHHS (papMaKoHAriasAy MOCTIAHO 1
oe3nepepBHO 3a0e3neuye HasBHICTH YO®. KoxHa cucrema (apMakoHaryisiny Mae
onny YOO®. SMxmo YO® He mnpoxuBae B YKpaiHl, BIACHUKOM peecTparli
IIPU3HAYAETHCS KOHTaKTHA 0co0a 3 (papmakoHarisaay (mam — KO®D), ska npoxuBae 1
npaiftoe B Ykpaini ta mia3BiTHa YO® BrnacHuka peectpaiii. [loBHoBaxkenns KO®
HIATBEP/UKYIOThCS JTIOKyMeHTanbHO. KokHa cuctema QapMakoHarjisigy Mae JIile
onny KO® B Vkpaini. BnacHukom peectpaiiii nepenoadaeThes MpoLeaypa 3aMilieHHs
YO® ta KO® B pasi ii BIACYTHOCTI;

2) HasIBHICTb CTPYKTYPHOTO MiJIPO3ALUTY JUIsl 31ACHEHHS (papMaKOHATIIsTy, HOTO
OHOBJICHHS 1 HaJIS)KHE 3a0€3MeUCHHS;

3) JOKyMEHTYBaHHS BCIX MPOLEAYPHUX MPOLECIB;

4) cTBOpeHHs Ta 3a0e3neyeHHd (YHKIIOHYBaHHS 0a3 JdaHHUX, LIO
BUKOPUCTOBYIOTHCS BIIACHUKOM PEECTpallil NpH 31MCHEHH] (hapMaKOHaTJIsy;

5) 3amyuenHs (y pa3li HEOOXIIHOCTI) A0 3A1MCHEHHS (papMakoHarjsay I1HIIMX
IOpUANYHUX Ta/ab0 (i3nyHuX ocid Ta MIANPHUEMCTB, YCTAHOB, OpPraHi3alii MUITXOM
YKJIQJCHHS BIAMOBIHUX JTOTOBOPIB;

6) HaBYUaHHS NIEPCOHAY BJIACHUKA PEECTpaIlii 111 BUKOHAHHS JTiiA, TIOB’ I3aHUX 13
bapmMakoHarsIoM;

7) CTBOpPEHHS CUCTEMHU SIKOCTI (hapMaKOHATJISITY;

8) BeleHHS JOKYMEHTaIlli 3 (papMakoHArJsiay, BKJIIOYAIOUM i1 30epiraHHs Ta
apXiByBaHHS;

9) cTBOpEeHHS Ta MATPUMKA CUCTEMH YIIPABJIIHHS PU3UKAMU;

10) ympaBiiHHS JaHUMH 3 O€3MEKH, BKIIOUYarouu 301p, OIIHKY Ta HaJaHHS 0
OpraHy Jep>KaBHOTO KOHTpOJIIO iHGopMmalii npo HebakaHl peakiii JIKapChKUX

3aco0iB, HIIIII, BigcyTHICT €EeKTUBHOCTI, Hee(DEKTUBHICTh BAaKIIMHAILI1 BKIIOYAIOUYH
BUSIBJICHHS Ta YIIPABJIIHHS CUTHAJIOM;

11) KOHTpOJBL pe3yNbTaTiB 3AIMCHEHHS 3aXO/AiB 3 MIHIMI3alli PU3HKIB, IO
MICTATBHCSI B IUIaHI YOPABIIHHS PU3UKAMM, BKJIIOYAIOYM Ti, 10 € YMOBOIO MpH
NPUIHATTI PILIEHHS PO JE€PKaBHY PEECTpPAIliio JIKapChKOro 3acoly;
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12) BmacHWK  peecTparii  3000B’s3aHUNl  3a0e3reuuTH  Oe3MepepBHE
(YHKIIIOHYBaHHS BJIACHOI CUCTEMH (hapMaKOHATJISTY.

3. Bumorn, skuM mae Bignosigatu Y OD/KOD:

1) ma mocagy YO® BrnacHuka peectpailii, 10 3HaXoauThcs B Ykpaini Ta KOD
MPU3HAYAETHCS 0C00a, SKa Ma€ BUIINY OCBITY APYroro (MaricTepchbKoro) piBHS 3a
cnemianpHicTIO  «Memumuuay,  «llemiatpis», «Cromarosoris», «MenuuHa
ncuxosiorisny abo «®apmairis» (OCBITHA Iporpama 3a gurjoMoM «dapmartisy,
«Kmniniuna dgapmaiisy a6o «TexHomorii napdyMepHO-KOCMETHIHUX 3aC001BY) TalTy3i
3HaHb «OXOpOHa 3710pOB’sl Ta colliayibHE 3a0€3MeUeHHs» Ta 3aKIHUYMIIA IHTEpHATYPY 3
OJIHIEIO 3 JIIKAPChKUX a00 (hapMalleBTUYHUX crieriaabHocTed. [IpoTsarom poky 3 aHA
npuszHaueHHs1 Y OD/KOD taka ocoba Mae MporTH MIATOTOBKY Ha MK CIieami3arii
3a cremianbHICTI0O «PapMakoHariaa» Ta orpuMaru kBamigikanio «lIpodecionan 3
dhapMakoHarysiIy» (3a BIJICYTHOCTI TaKOBOi), @ TaKOX MPOWTH NMEPBUHHE HABYAHHS
o010 cucTeMu (apmakoHarisily BIACHUKA peecTpauii (3a HEOOXITHICTTIO) 1
3MIACHIOBATH Oe3nepepBHUN Npo(deciiiHMil pO3BUTOK  BIAMOBIAHO JO BHUMOT
3aKOHO/IaBCTBA,

2) 0608’53k Y OD/KOD BKIIOYAIOTE:

CTBOPEHHSI, (PYHKIIOHYBaHHS Ta WIATPUMKY CHCTEMH (hapMaKOHarsLy,
BKJIFOYAIOYM CHCTEMY SIKOCTI CHUCTEeMHU (hapMaKOHAIrJIsily BJacHUKa peecTparii, 3
METOI0 3a0e3MneueHHs 300py, OLIHKU Ta HAJaHHS O OpraHy JAEpXaBHOTO KOHTPOJIIO
iHdopmarii mpo HebakaHi peakuii Jikapcbkux 3aco06iB, HIIIII, BiacyTHICTB
e(eKTUBHOCTI, IHIITUX JaHUX, MOB'SI3aHUX 3 0€3MEeKO0I0 Ta €(heKTUBHICTIO 3aCTOCYBaHHS
JKApChKUX 3ac001B, BKJIIOYAIOYM YIIPABIiHHS CUTHAJIAMU 3 O€3MEKHU, a TaKOX OyIb-
AKUX JaHUX, HEOOX1THUX JIJISl OIIHKM PU3UKY 1 KOPUCTI MPHU 3aCTOCYBAHHI J1KaPCHKOTO
3aco0y;

MPOIIECY MOHITOPUHTY Oe3NneKkh Ta e(PEeKTHUBHOCTI JIIKAPChKUX 3aco0IB Ta
BU3HAYECHHS OyJb-IKMX 3MIH CIIBBIJHOIICHHS «KOPUCTH/PU3UK», 3arajibHOi
XapaKTepUCTUKU TPOPiIiB OE3MEeKH JIKAPChKUX 3ac00iB Ta OyAb-SKUX BHUSBICHHUX
CUTHAJIIB 3 O€3MEKH, yIIPABIIHHSA CUTHAJIaMU 3 0€3MeKu;

BOJIOJIHHA y TIOBHOMY 00cs31 iHpopMali€ro 0po OylIb-IKI yMOBU YH
3000B’s13aHHs, 110 OYyJIM MEepeyMOBOIO BHUIaul PEECTPAIIMHUX MOCBITYEHDb Ta 1HIITUX
3000B’s13aHb, 10 CTOCYIOThCSI O€3MEKH 3aCTOCYBaHHS JIKApChKUX 3acCO0IB BIAaCHUKA
peecTpailii;

CTBOPEHHSI IEP10IMIHO OHOBJTIOBAHMX 3BITIB 3 O€3MEKH JIIKAPCHKOTO 3aco0y (mami
—I1O3Bb);

CTBOPEHHSI Ta OHOBJICHHSI TIJIaHIB YIIPABIIiHHS PU3UKAMU;

HaJlaHHS BIATIOBI/ICH HA BC1 3alUTH OpraHy JEPKABHOTO KOHTPOJIIO, J0IaTKOBOI
KOPEKTHOI Ta mOBHOI 1HdoOpMallii, HEOOXiTHOT JIS OIIHKW CIIBBIIHOIIECHHS
«KOPUCTH/PU3HUK» JIKAPCHKUX 3aCc001B, y TOMY YHCII JaHUX MPO OOCSITH MPOAAXKY
JIKApChKUX 3ac00iB 200 E€KCIO3UIII0 MAalI€HTIB, K1 3a3HAJM BIUIMBY J1KapChKOIO
3aco0y;

HaJlaHHS Oyab-SKUX JaHUX, HEOOXIJHUX JJi1 OI[IHKK CIIBBIIHOIIIECHHS
«KOPUCTH/pU3MK»  JIIKAapChbKUX  3aco0iB,  BKJIOYaloud  iHdopmalio  1po
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MOCTPEECTpaIliitHl JOCTIHKEHHS 3 OS3IMEeKH JIIKapChKUX 3aC001B;

HA/IaHHS MTOBIOMJICHHS JIO OpraHy JIep>KaBHOTO KOHTPOJIIO TIPO 3apOBaKEHHS
HEOOX1THMX 3aXOJ[IB Ta BHECEHHs BIJIMOBIIHUX 3MiH 1 JIOMOBHEHH JI0 1HGOpMaIii 3
Oe3IeKn JKapChKOro 3aco0y, BITOOPaKeHOI B KOPOTKIM XapaKTEPUCTHUII/ IHCTPYKIIIT
JUISS MEIMYHOTO 3aCTOCYBaHHS/JIUCTKY-BKJIAII JIIKAPCHKOTO 3aco0y, y BHUIAAKY
BUSIBJICHHSI paHiIlle HEBIJJOMUX HEOE3MEUHUX BJIACTUBOCTEH JIIKAPCHKOTO 3aco0y, 110
pU3BEIH 200 MOXKYTh MIPU3BECTH JI0 TSHKKUX HACTIAKIB JUIS 3I0POB’S 1 )KUATTS JIFOIeH
a00 3MIHM OLIHKH CIIBBIJHOLIEHHS «KOPHUCTH/PU3NK» y OIK PU3HKY, MPO SIKI CTaJIO
BIJTOMO BJIACHHMKY pPEeECTpaIlii;

3a0€3MeUCHHs] TPOIleCy HaBYaHHS T[IEPCOHANy BJIACHUKA PEECTparii s
BUKOHAHHS JiH, TOB’I3aHUX 13 (hapMaKOHATIISIOM.

4. O60B’s13ku BiacHuKa peectparii moao Y OD/KOd:
1) nani npo YO® ta KO® mictateest B MOCD BiacHUKa peecTpallii;

2) BIACHUK peecTpallli HaJae J0 opraHy Jep>KaBHOTO KOHTPOJIIO 1H(POpMAITito ITPO
YO®, KO®D, a came: BiacHe iM’si, Mpi3BHIINE, KOHTAKTHI JlaHi, iH(OpMaIliio Mpo
OCBITHIO Ta npodeciitHy kBamidikalito i J0CB1A poOOTH, TOKYMEHT, IO MATBEPIKYE
noBHOBakeHHsT YOD, KOD Ta gani moao0 mictiesnaxompkeHHs MOCOD. [Jng YO Ta
KO®, siki 3HaxoasThCS B YKpaiHi, HAJAI0ThCs KOIii JOKYMEHTIB PO HAABHICTh BUIIO]
Ta MiCJISIUIUIOMHOI OCBITH BIJIMOBITHOTO HAIIPSIMKY;

3) HasBHICTD Yy BiacHuKa peectpaiii YO®D, KOO, siki BOI0A1I0Th MPAKTUYHUMU
Ta TEOPETUUYHMMHU 3HAHHSIMH, HEOOXIgHI 1 3IIMCHEHHS AiSUIBHOCTI 3
dbapMakoHarsiy;

4) BnacHuK peectpartlii 3a0e3neuye gt YOD, KOD nepBuHHE HaBUaHHS 111010
CBOEI cuCTeMHU (hapMaKoOHarisiAy Ta MNOAAIbIIMKA Oe3nepepBHUNA MpodeciiHui
po3BUTOK. llepBHHHE HaBYaHHS NPOBOAMUTHCA N0 mpu3HadeHHI YOOD, KOD Ha
nocany;

5) y pasi 3miEHm YO®D/KO® Ta/abo 1i (iX) KOHTAKTHUX JaHUX Ta/abo
MmicuiesHaxopkeHHs MOCO BrnacHUK peecTpaiiii iHPopMye Mpo 11e OpraH Aep>KaBHOTO
KOHTPOJTIO HE IM3HIIIe HK 15 KaleHaapHuX AHIB 3 1aTH BBEICHHS BIIMOBIAHUX 3MiH.

5. BrnacHuk peectpartii:

1) 3000B’s13anuil cTBopuTH Ta TiATpuMyBatu M®C® 1 HamaBaTH Ha BUMOTY
oprany aep:kaBHOTO KOHTpot0 MOCD. MOCO nomaerscst 40 OpraHy JIepHKaBHOTO
KOHTPOJTIO Y MarepoBiii a00 eIeKTPoHii hopMi, YKpaiHCHKOIO UM aHTITIHCHKOIO MOBOIO.
VY pasi nomaHHs 10 opraHy jaep:kaBHOTO KOHTpoiato MOC® aHrmiichko MOBOIO,
noTpiOHO mojatu nepekiaj ycix po3aunB MOCO® ykpaiHCbKOIO MOBOIO y TEPMIHH,
10 3a3HA4Y€H1 y 3alUTI OpraHy JepkaBHOro KOHTpoJw. MOCO 3asBHUKA/BIaCHUKA
peecTpallii CKJIaIaeThCsl BIAMOBIIHO JI0 CTPYKTYPH, HABEJEHOI Y J0JIaTKy 8 710 I[bOTO
[Topsinky. Bumoru 1o 3anoBHeHHsI Mactep-(daiiny BukiaaeHi y moayni Il cranmpapry
«HacranoBa. Jlikapcbki 3acobu. Hanexni npaktuku (apmakonarnsgy» (CT-H
MinictepcTBa O0XOpoHU 370poB’st Ykpainu 42-8.5:2015), 3aTBepIKEHOTO HaKa30oM
MinictepcTBa oxoponu 370poB’st Ykpainu Bif 21 tpaBus 2015 poky Ne 299 (B pemaxirii



16

Haka3y MiHicTepcTBa oxopoHH 310poB’st Ykpainu Bia 05 kBiTHs 2018 poky Ne 620);

2) IPOBOJIUTH TOCTPEECTPALIIHHI TOCIIKEHHS 3 0€3MEKH JTIKapChbKUX 3aC001B, 1110
Oynu BU3HA4YeH1 JJisi HHOTO, SIK 3000B’S3aHHS OPraHOM JIEPKABHOTO KOHTPOIIO Y
croci®d Ta cTpoku, 3azHaueHl y crartsax 102 — 105 3akony VYkpainu 28 numnuHs
2022 poky Ne 2469-1X «IIpo mikapceki 3acoOu» Ta BIANOBITHO 0O METOAOJIOTiH
3a3HaueHnX y craHaapti «Hacranopa. Jlikapceki 3acobu. HanexxHi mnpakTuUKH
dapmakonarisiny» (CT-H MinictepcTBa oxopoHu 3710poB’ss Ykpainu 42-8.5:2015),
3aTBEP/KEHOr0 HakazoM MiHICTEpCTBa OXOPOHM 370pOB’sl YKpainu Bif 21 TpaBHA
2015 poxy Ne 299 (B penakuii Hakasy MiHICTepCTBa OXOPOHU 310pOB’sl YKpaiHu BiA
05 xBitHa 2018 poky Ne 620);

3) moBigoMIIsi€ OpraH JEp>KaBHOTO KOHTPOJIO MPO HEBIAKIAAHY MpobieMy 3
Oe3meKu, 10 BUSABIIEHA BIACHUKOM pEeCTpallii Ta, Ha JYMKY BIIACHUKA PEECTpallii,
noTpedye TEpMIHOBOI yBaru 3 OOKy OpraHy J€pXaBHOTO KOHTPOJIIO 4Yepes
NOTEHIITHUN CepHO3HUI BIUIMB Ha CIIBBIJHOIICHHS «KOPUCTH/PU3UK» JIKAPCHKOTO
3aco0y Ta/abo Ha 3710pOB’s MAIli€HTIB 00 HACEJCHHsS Ta Ma€ MOTEHI[IHY MOoTpely B
HETalHUX PETYISATOPHUX [IAX, a TaKoXX MOTpedye KOMyHIKallii 3 Talli€eHTaMu Ta
IpaliBHUKAMH 3 MEAMYHOIO Ta (papMalieBTUYHOIO OCBITOIO;

4) onpwrrogHIoe iH(OpMaIi0 Mpo O0e3NeKy JIKApChKUX 3ac00iB, BKIIOYAIOUH
JUCTU-3BEPHEHHS JI0 CIELIaNICTIB chepu OXOPOHU 3I0pPOB’S, TPOMAICHKOCTI,
MpaIiBHUKIB 3 MEIUYHOIO Ta ¢dapMaleBTUYHOI OCBITOIO Ta maiieHTiB. [lepen
ONPUJIIOJHEHHSM TMOINEPEAHBO Y3TOUKY€E L0 1H(QOpPMALI0 3 OpraHoM AEpP>KaBHOIO
KOHTPOJTIO, 32 BUHATKOM THUX BHITAJIKiB, IO MTOTPEOYIOTH TEPMIHOBOTO OTIPHITIOTHCHHS
Takoi iH(opMallii 32 yMOBH OJTHOYACHOTO 1H(GOPMYBAHHS TIPO 11€ OPraHy AEp>KaBHOTO
KOHTPOJIIO;

5) CTBOPIOE Ta BUKOPUCTOBYE CUCTEMY SIKOCT1 CUCTEMH (papMaKOHArJsIy, IKa €
BIJIOBIJTHOIO Ta €()EKTUBHOIO JJIA 31MCHEHHS (hapMaKOHATJIATY.

6. Cuctema sSKOCTI cucTeMU (hapMaKOHAIJISIIy Ma€ BIMOBIATH TAKUM BUMOTaM:

1) oxorumroBaTH OpraHizamiiiHy CTPYKTYpY, BIANOBIJANIBHICT, MPOIECAYPH,
MPOLIECH Ta PECYPCH, HAJIEIKHE YIIPABIIHHS pecypcamu, yIIPaBIiHHS BIAMOBIAHICTIO Ta
YIPaBJIIHHS 3alMCAMU;

2) O6a3yBaTHCs Ha TAaKUX BHJIAX JTISJIBHOCTI:

IUTAHYBaHHS SIKOCTi: CTBOPEHHS CTPYKTYp 1 IUIAaHYBaHHS I1HTErpPOBaHUX 1
MOCIIJOBHUX TIPOIIECIB;

JOTPUMAaHHS SIKOCTI: BUKOHAHHS 3aBJaHb Ta OOOB'SI3KIB BIJAMOBIIHO O BHUMOT
SIKOCTI;

KOHTPOJIb Ta 3a0€3MEeYeHHs] SKOCTI: MOHITOPUHI Ta OLIHKA TOr0, HACKUJIbKH
e(deKTUBHO OyJIM CTBOPEHI CTPYKTYPH Ta MPOLIECH Ta HACKUIbKH €()EKTUBHO MPOLECH
BUKOHYIOTHCS;

MOKPAIIEHHSI SIKOCT1: BUIIPABJICHHS Ta BAOCKOHAJIEHHS CTPYKTYp 1 MPOIIECIB, /e
1€ HEOOX1IHO;

3) y01 CJICMCHTH, BUMOTH Ta IMOJIOKCHH:A, IO BUKOPHUCTOBYIOTLCA JIA CUCTCMU
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SKOCT1, JOKYMEHTYIOThCS CHUCTEMATHYHO Ta BIOPSAKOBYIOTHCS y BUTIISII TaKUAX
JIOKYMEHTIB:

MOJITUKH CUCTEMH SKOCTI CHUCTeMU (apMaKoHArasaay (BUTIKAIOTh 3 TOJITHK
cucteMu (apMaKoOHArJsIy);

IJIAaHW CUCTEMHU SKOCTI cucteMu (apmakoHarsiny (CrpaTeriydi Ta TaKTHYHI.
CrpaTteriuHi MJIaHu CTBOPIOIOTHCS Ha 3-5 piuHuii nepio. TakTuyHi a0 1I0p1uHI IJIAHU
BUTIKAIOTh 13 CTPATET1YHOTO TUIaHY);

HACTAHOBA CHCTEMH SKOCTI cuUcTeMu dapmakoHarisaay (po3poliieHa
0e3mocepeTHb0 BIACHUKOM peecTpariii abo BUKOpPUCTaHA HalliOHAJIhHA/€BpOMEChKa
HAcTaHOBA 3 (papMaKOHATJSAY, B SIKAX OMHCAHI MAXOAH 10 MEHEHKMEHTY CHUCTEMH
SKOCTI CUCTeMH (papMaKoOHArsiAy);

3alliCHU 3 AKOCTI, BKIIIOYAIOYM CTaHJIapTHI omnepauiini npoueaypu (COII), uek-
JUCTU 3 OUIHKHU IPOIECIB/TOKYMEHTIB (hapMaKOHArIsAy, 3BITH HPO IPOBEICHHS
NepeBIPOK (ayAUTIB, CAMOAYIHT), TOKYMEHTH PO MPOBEACHHS HABYAHHS (PE3yJIbTaTH
TECTOBOTO KOHTPOJIIO, MPOTOKOJI MPO MPOBEACHHS HaBUaHHA, MpE3CHTaIlll), TUIaHU
KOPUTYBAJIbHUX Ta 3amoODKHUX 3aXOJliB, pEe3yJbTaTH OLIHKKH €(EeKTHUBHOCTI
GyHKIIIOHYBaHHS CUCTeMH (papMaKOHATIISTY.

7. BrnacHUK peecTpailii BAKOPUCTOBY€ MTOKA3HUKU €(hEKTUBHOCTI JIJIsl TOCTIMHOTO
MOHITOPUHTY HAJEXXHOI OLIHKK €(QEKTUBHOCTI 3iHCHEHHSA (hapMaKoHArJIsay, M0
MICTATBCS Y BiiOBiIHOMY po3aini MOCO ta noaatky 10 HHOTO.

8. 3 MeTOo10 AKICHOTO 3/1MCHEHHS (hapMaKOHAIJISINY Y CUCTEMI SIKOCTI CUCTEMHU
dbapmMakoHarIAIy 10 MOBHOBA)XEHb BIIACHUKA PEECTpallii HaJIeKUTh:

1) ynpaBiiHHS JIIOACEKUMU PECypcamu, 1110 repeadavac:

HasBHICTh MIAPO3AUTY 3 (apMakoHarisily Yy BIIACHMKA peecTpalli, 10
CTPYKTYPOBaHUH 3 YITKO BU3HAYCHUM ITiAMTOPSAAKYBAHHSAM IIEPCOHAY;

HAgBHICTL  JOCTAaTHBOI  KUIBKOCTI KOMIIETEHTHOI'O  Ta  BIJIOBIIHO
KBaTi(hiKOBAHOT'O Ta HABUYEHOTO TIEPCOHAIY JIJIs 37[1MCHEHHS (papMaKOHATJIsIY;

BU3HAYCHI Y MOCAJOBUX THCTPYKIISAX 000B’SI3KM KEPIBHUIITBA Ta CIIBPOOITHUKIB
nigpo3auty 3 QapmakoHarnsany, Bkmodarodn YOD/KOD. YODO/KOD wHamineHa
JIOCTaTHIMU TIOBHOB)XCHHSIMU /ISl BIUTUBY Ha €(EKTHUBHICTh CHUCTEMH SIKOCTI Ta
JUSITBHICTD 3 (papMaKOHArJsiy BIACHUKA PeeCTparlii;

MOYaTKOBE HaBYaHHS 3 (apMakoHArsimy Ta TOJANbIINi  Oe3nepepBHMUIA
npodeciiHMi  PO3BHUTOK  IEpCOHANy, IO  3ally4aeTbCsd O  3A1MCHCHHS
dbapmakoHarysiny. BiacHuk peectpaliii 30epirae HaBUalibHI IJIAHU Ta 3aIlldCH TIPO
HABYaHHS JIJI TOKYMEHTYBaHHS, MIATPUMKH Ta PO3BUTKY KOMITETEHIIIT TIEpCOHATY Ta
HAJaBaTH iX JIJIs ayIUTY UM 1HILOT IEPEBIPKU;

HAsBHICTh BIAMOBIAHMX THCTPYKIIH 1I0J0 MPOLECIB, 1110 BUKOPUCTOBYIOTHCS B
eKCTPEHUX BUMAAKAX, BKIIOYAIOUU O€3MepEepBHICTh AISIIBHOCTI;

2) ynpaBiiHHS BIAMOBIIHICTIO JJIsl 320€3ME€UEHHS:

MOCTITHOTO MOHITOPUHTY JaHUX IOA0 O€3MeKH Ta €PEKTUBHOCTI JIKAPCHKUX
3ac00iB Ta mNHUTaHb 3A1MCHEHHS ¢dapMaKoOHATJISly, BHUBYCHHS, PO3POOKH Ta
BIIPOBAHKCHHS 3aXO0/11B 3 MiHIMI3aIlli Ta 3aM100ITaHHs PU3UKY BIACHHUKOM PEECTpaIlii;

HAyKOBO1 OIlIHKK BIJIACHUKOM peecTpaiii Bciei iHpopMalii Mpo pHU3UKH
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JIKapChbKUX 3ac001B;

MOoJaHHs TOYHMX Ta MEPEBIPEHUX JIAaHUX PO CEPH03HI Ta HECePilo3H1 HebaxaH1
peakiii 10 Opra"y JepKaBHOTO KOHTPOJIIO MPOTATOM CTPOKIB, MependadeHnx
nmiamyHkToMm 1 myHkTy 12 1i€i rnaBu nporo Iopsiaxy;

SKOCTI, IIUTICHOCTI 1 MOBHOTHM HadaHOi 1H(opMaIli Nmpo PHU3MKHU JIIKAPCHKUX
3ac001B, BKJIIOUAIOUM MPOLECH JJIi YHUKHEHHS TTOBTOPHOTO IMOJAHHS Ta MEPEeBIPKU
CHUTHAJIIB;

epeKTUBHOT KOMYHIKallli BJIACHUKA pEECTpalii 3 OpraHoM JepKaBHOTO
KOHTPOJIIO, BKJIIOYAIOYM TMOBIJOMJICHHS TPO HOBI pU3HKH ab0 3MIHEHI PHU3UKH,
MOCO, cucremy ympaBiiHHS pHU3MKaMU, 3aX0oAd 3 MiHIMiZamii pusukis, [103B,
KOpUTYBaJIbHI Ta 3aM001KHI1 J1ii Ta MOCTpeeCTpaIliitH TOCHTIIKSHHS,

OHOBJIEHHs 1H(OpMaIlli PO JTKapChKi 3aCO0M BIACHUKOM pPEECTparlii y CBITIII
HAayKOBUX 3HaHb, BKJIIOYAIOUHU OI[IHKM Ta pEKOMEH/Iallli, ONPHIIOIHEH] Yepe3 BeOcalT
JiKapcbKkux 3aco0iB €Bponeiicbkoro Coro3y, 1 HA OCHOBI MOCTIHHOTO MOHITOPUHTY
BJIACHUKOM peecTpailii iHdopmaiiii, ormy0iikoBaHOT Ha BeOCalTI JIKapChKUX 3aco0iB
€Bponericbkoro Corosy;

iHQOpMyBaHHSI BJACHUKOM pEeCTpalii MpaliBHUKIB 3 MEIUYHOIO Ta
dbapManeBTUYHOIO OCBITOIO 1 TAI[EHTIB 3 MUTaHb Oe3NeKu Ta e(PEeKTUBHOCTI
JKApChKUX 3aCO0IB.

SKI1110 BIACHUK peecTpallii nepejiaB mapTHEpaM BUKOHAHHS JESKUX CBOiX 3aBJaHb
3 (hapMaKoOHArJISIAY, BiH 3aJUIIAETHCA BIJIMOBITAIBHIM 32 3a0€3M1€UCHHS 3aCTOCYBaHHS
e(heKTUBHOI CUCTEMHU SKOCTI 11010 LIUX 3aBIaHb;

3) ympaBiiiHHS 3anucamMu Ta 30€peKEHHSI TaHUX:

BJIACHUKH PEECTpAllli PEeCTpYyIOTh BCIO 1H(OpMamio npo (apmakoHarisy i
rapaHTylOTh, 1110 BOHa 00pOO0ISETHCS Ta 30€pIracThCsi TAKUM YHHOM, 1100 3a0e3NeYnTH
TOYHE 3BITyBaHHS, IHTEPIPETALIiIO Ta NEPEBIPKY L€l iHPopMallii;

BJIACHUKH PEECTpaIllii 3aMpoBaKyIOTh CUCTEMY YMPAaBIIHHS 3alucaMu JIJIs BCiX
JIOKYMEHTIB, 1110 BUKOPHCTOBYIOTHCS [UJISl JISUIBHOCTI 3 (papMakoHArisumLy, sKa
3a0e3rnedye MOMKIJIMBICTh BIJIHOBJIEHHS IHMX JOKYMEHTIB, a TaKOXX MOKJIHMBICTh
BIJICTE)KCHHS 3aXOJ(iB, BXXUTHX JJISl JOCIIKEHHS MPoOeM OE3IeKH, YaCOBUX PaMOK
IIUX PO3CIiAyBaHb Ta PIMICHb MIOA0 MPOOJIEeMH OE3IMEeKH, BKIOYAIOUM iX JaTy Ta
MpoILIeC IPUNUHATTSA PIIICHb;

BJIACHUKH  pEECTpallii BCTAHOBIIOIOTH MEXaHI3MH, 10 3a0e3MedyroTh
BIJICTEXEHHSI Ta TMOJaiblll JAii y TOBIJOMICHHSX TMpo HebaxaHl peaxuli
HIIIII/BiacyTHICTD €EeKTUBHOCTI, Hee(hEeKTUBHICTh BaKI[MHAILII].

9. Bnacuuku peectpariii 3a06e3neuytots 30epiranig MOCO® npoTsarom 5 pokis 3
JHSL OILIAHOTO MPUIIMHEHHS CUCTEMHU, sika onucano B MOCO.

10. Jlani ¢papmakoHariasiy Ta JOKYMEHTH, 10 CTOCYIOThCS JIIKapChKUX 3aCO0I1B,
30epiraroThCs MPOTITOM YChOTO CTPOKY peeCTpallii JiKapChKOTro 3aco0y Ta MpOTIroM
10 pokiB micis MPUIMMHEHHS JIii peecTparlii JJIKapchKOro 3aco0y.

11. Ayaut cucteMu sIKOCTI CUCTEMH (papMaKOHArJIAy BIACHUKA PEECTpaLlii:

1) mpoBOASTHCS MOCTIHHO ayJUTH CUCTEMH SIKOCTI Ha OCHOBI OIIIHKUA PU3HKIB,
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mo0 TMEepPEeKOHATUCS, MO CUCTEMa SIKOCTI BIJIMOBIJA€ BHUMOTaM CHCTEMH SKOCTI 1
BU3HAYUTU 11 ePekTuBHICTh. LI ayauTu mpoBOATHCS OcoOaMH, y SKWUX BIJACYTHIHN
KOH(JTIKT 1HTEPECIB;

2) 3 METOIO YCYHEHHS HEIOJIIKIB Y CHUCTEMI SIKOCTI MPOBOJATHCS KOPUTYBaJIbHI
nii. 3a pe3yiapTaTaMU TMEPEBIPKU CKIIAIA€ThCA 3BIT MPO KOXKHY TNEPEBIPKY Ta
KOHTPOJIbHY TIEPEBIpKY. AYAMTOPCHKHUI 3BIT HAJCHUIAE€ThCA KEepiBHUNTBY. Jlatu Ta
pe3yJIbTaTH ayJIUTIB 1 MOJAIBIINX ayUTIB BIJMIOBIIHO JTOKYMEHTYIOThHCS,

3) yci ocobm, sKi 3amydeHi A0 TPOIEAYp Ta MPOIECIB CHUCTEM SKOCTI,
BCTAHOBJICHUX 3aKOHOJABCTBOM JUIsl 3MA1MCHEHHS AISUTBHOCTI 3 (apMaKOHarsy,
3a0e3MmeuyoTh HalleKHE (YHKIIIOHYBAaHHS CHCTEMH SKOCTI Ta 3a0e3meduyioTh
CUCTEeMHHUU MAXIJ A0 SIKOCTI Ta 0 BIIPOBAKEHHSI Ta MIATPUMKH CUCTEMU SIKOCTI.

12. BuMoru 10 moJlaHHs BIIACHUKOM PEECTPallii MOB1IOMIIEHb 3 O€3MEKU:

1) BiacHUK peecTpalli MoJa€ TOBIAOMJIEHHA 3 O€3MEKH, BKJIIOYAIOUU
MOBIJJOMJICHHS. OTPUMMaHl B pe€3yJbTaTl 3A1MCHEHHS MOHITOPHHIY JITEpaTypH, 10
OpraHy JI€p>KaBHOTO KOHTPOJIO B €INEKTpOHHIN Qopmi 10 0a3u maHux 3
dbapmakoHarIALy opraHy AepaBHOTO KOHTPOJIO, MOCHJIAHHS Ha Ky PO3MIIIEHO Ha
odiiiHOMy BeOCaTI Oprany Aep>»KaBHOI0 KOHTPOJIIO:

PO BCl BUNAAKUA CEpPHO3HMX HEOaKaHUX pEeaKIid Ha JIKAapChKl 3acoOu, MIO0
3aikCOBaHI MIPH iX 3aCTOCYBAaHHI B YKpaiHi 1 PO K1 HOMY CTaJo B1IOMO - HE MI3HIIIe
15 xaneHaapHUX JIHIB 3 JHS OTPUMaHHS TaKoi 1H(pOpMaIlii;

PO BC1 BUIAJIKM HECEPHO3HUX HEOAKaHUX peakIliii Ha JKapchbki 3ac00H, IO
Oynu 3apikcoBaHi MpH iX 3acTOCyBaHHI B YKpaiHi - He mi3Hime 90 kaJeHJapHUX JTHIB
3 JTHS OTPUMAaHHS Takoi iHhopMaIlii;

PO BC1 BUIAJKKU CEPUO3HUX HemepeadaueHnx HeOaKaHUX peakilii Ha JIIKapChKi
3aco0wu, 10 MPU3BENIH JO CMEPTI 00 CTAHOBMJIM 3arpo3y AJIA XKUTTS MallleHTa, PO BCI
M1JI03pIOBaH1 BUNAJKU MepeaBaHHs 1HPEKIIIT JJiKapCbkuM 3aco00oM, 110 3adiKCOoBaHi
Ha TEPUTOPIi 1HILIOT KPaiHU - HE Mi3HIlIe 15 KaleHaapHUX JIHIB 3 THS OTPUMAaHHSI TaKOi
1H(opMarlii;

PO BUIIAJKH TOPYIICHb, [0 BHHWKAIOTH y TMPOIECi BUPOOHHUIITBA BAKIIMHH,
TyOEpKyIiHYy, BKIIOYAIOUM MPUCTPINA JJIsi BBEJACHHS, - HE Mi3Hile 48 roauH 3 JHs
OTPUMAaHHA TaKoi 1H(PpOpMaIIii.

SAxio cTpok mogaHHs iHGOpMaIlli mpuraaae Ha BUXiAHUN a00 CBATKOBUH JIEHb,
1H(OpMaIlis HaTAETHCS y TIEPITUH MICISI HhOTO pOOOYHii ICHbD;

2) indopmartis po BCl 1HII BUNAAKKA HEOAKAHUX PEaKIlii JIKapChKUX 3aco0iB,
110 Oy 3adiKCoBaH1 Ha TEPUTOPIT 1HIIIOT KPATHU 1 TIPO SIKI BIACHUKY pEeCTparlii cTajio
BIJIOMO MOBIIOMJISIETHCS y ckiajii yeproBoro [103b;

3) mpo BHUMAAKU BIJCYTHOCTI €(PEKTUBHOCTI JIKAapChbKUX 3ac00iB, L0 OyiH
3adikcoBaHl B YKpaiHi 1 BUHUKIIU:

Opy JIIKYBaHHI CTaHIB, IO 3arpoKylOThb MKHUTTI0O a00 HEBIJIKIATHUX, KpIM
BUMAJIKIB, KOJIA TIEPIIOKEPESIO MOBIIOMJICHHS 3a3Hayae, 110 BUMAJAO0K BIJCYTHOCTI
e(eKTUBHOCTI MOB'sI3aHUM 13 MPOrPECYBAHHAM 3aXBOPIOBaHHS, a HE 13 3aCTOCYBaHHAM
JKapChKOro 3aco0y;
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IIPU 3aCTOCYBAaHHI KOHTPAIIETITHBIB;

PO BHITAJIKU HEC(EKTHBHOCTI BaKIIMHAIIIT B pe3yJIbTATI IPOBEACHHS IICTICHHS.

[ndopmariis momaerbes He Mi3HIMIE 15 KaneHAAPHUX THIB 3 JHSA i1 OTpUMaHHS.

Skmo 1el cTpok mpumnazgae Ha BUXIAHUN a00 CBATKOBUHU JI€HB, 1HGOpMaIIis
HAJAETHCS Y MEPIIHH MiCIIT HbOT'O POOOYHIA JICHbB;

4) iadopmMmariiro nmpo BCl 1HII BUNAIKH BIICYTHOCTI €PEKTHUBHOCTI JIIKAPCHKOTO
3aco0y, Mpo sKi oMy CTajo BiAOMO, - y ckiazai ueprosoro [103b;

5) BIACHUK peecTparlii CIIBOPAIIOE 3 OPTraHOM JACP)KABHOTO KOHTPOJIIO IIMOJO
BUSIBJIEHHS nyOmiKaTiB [MOB1IOMJIEHD po BUITAIKHA HeOaKaHUX
peaxuiit/HIIIII/BincyTHOCTI €(peKTUBHOCTI JTIKAPCHKOTO 3aCO0Y.

13. Ilpu momaHH1 MOBIIOMIJICHHS MPO BUIAJOK HEOaXaHOi peakiiii JiKapCbKOro
3aco0y Ta/ab0 Hee(eKTUBHICTh BaKUMHALIl Ta/ad0 BIACYTHOCTI €(QEKTHBHOCTI
JIKAapChKOT0 3ac00y BJIACHUK PEECTPALlii HaJla€ BCIO HAsBHY 1H(OPMALIIIO PO KOKHUIMA
OKpEMHU BUNAJIOK, BKIIFOYAIOYU:

1) aamiHicTpatuBHy iHQOpMalil0 (BUI TOBIAOMIICHHS, JaTa, YHIKaJIbHUN
11eHTUIKAIIHHUNT HOMEp BUMAJIKY, @ TAKOXK YHIKAIbHUH 171eHTU(hIKATOp BIANpPaBHUKA
1 TUI BiAIpaBHMKA; JaTa BIEpIIe OTpUMaHOi iH(opMalii Bij JpKepenaa Ta jaTa
OTPUMaHHS OCTaHHBOI OHOBJIEHOI 1H(OpMaIlli (BUKOPUCTOBYIOUM TOYHI JIaTH); 1HIII
11eHTU(iKaTOpy BUMAAKIB Ta iX JKepelia, a TAKOXK MOCHIaHHS Ha JI0JJaTKOB1 JOCTYIIHI
JIOKYMEHTH, 10 HaJIeaTh BIAMPABHUKY MOBIJOMIICHHS, PO BUIAJIOK HEOaKaHOi
peakIlii JiKapchbKoro 3aco0y, Ta/abo BiJICYTHOCTI €PEKTUBHOCTI JIIKAPCHKOTO 3aco0y
Ta/ab0 HeePEeKTUBHICTh BaKIIMHAILIIT, SIKIIO I1€ MOXKJIMBO);

2) MOCWJIaHHS BIAMOBIAHO JO MDKHApPOJHMX Ta BITYU3HSHUX BHUMOT MO0
nyOJiKalii - s iHpopMallii Tpo BUMAJKA HEOAKAHUX PEaAKIIiil J1KapChKOro 3aco0y
Ta/ab0 BIACYTHOCTI €(pEKTUBHOCTI JIKAPCHKOro 3acoly (3a NaHUMH JITEpaTypHUX
JKEpen), Y TOMY YKCIIl BUYEPIIHE PE3lOME CTaTTl aHIJIHCHKOI0 ab0 YKpaiHCHKOIO
MOBOIO. Y pa3i SKIIO CTaTTs BUKJIAJeHA aHTJIIMCHKOIO MOBOIO, CIIiJI HAJATH MEepeKiIal
pe3roMe yKpaiHChKOI MOBOI0. Ha 3amut oprany nepkKaBHOTO KOHTPOJIIO BJIACHUK
peecTpallli, SKui rnmepeiaB NepBUHHE TTOBIIOMIICHHS, HaJla€ KOO BIMOBIIHOI CTATTI
3 ypaxyBaHHSAM OOMeEKEHb aBTOPCHKOTO TPaBa, a TAKOK MOBHUMN MEPEKIIaJ i€l CTaTTi
YKPaiHCHKOIO MOBOIO Y pa3i, SIKIIO CTaTTs BUKJIAJEHA aHTJI1HCHKOI MOBOIO;

3) Buj, Ha3By 1 HOMEp, MPUCBOEHUN CIIOHCOPOM, a00 PEECTpaLIHUI HOMED
JOCIIJIKEHHST 3 O€3MeKHu JIKapChKOro 3aco0y - s TMOBIJOMJICHb IPO BUITAJIKH
HeOaXaHUX peakIlii JIKapChbKOro 3aco0y Ta/abo BiJCYTHOCTI €()EKTUBHOCTI Ta/abo
HEee(DeKTUBHOCTI  BaKIMHAILI JIKAPCHKOrO 3aco0y TpH MPOBEACHHI LIBOTO
HEIHTEPBEHIIMHOTO JTOCII1KEHHS,

4) indopmanito npo nepmomxkepeno(a) (indopmarito, mo i1eHTUdiKye 0coOy,
sKa TOBIAOMJISIE, BKIIIOUAIOYM HAa3BY KpaiHUW, N MPOKMBAE TOBIMIOMHHK, Ta HOTO
npodeciiiny kBami(ikaiio);

5) indopmarito, 10 1AEHTU(IKYE MalieHTa ¥ OAHOro 3 OaThKIB y BUMAAKY
ITOBIJIOMJIEHHSI OAThbKU-IUTHHA, BKJIIIOYAIOUYM BIK HA MOMEHT BUHHUKHEHHS HEOaXaHOI
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peaxiii/BiICyTHOCTI €(PEeKTUBHOCTI/HEEPEKTUBHOCTI BaKIUHAIll, BIKOBY TpYIIy,
reCTallliHUI BiK, KOJIM PEakIlis/aBUIE crocTepiraiacsa(ocs) y IUiofa, Bary, 3picT,
CTaTh, JaTy OCTAaHHHOI'O MEHCTPYaJbHOTO Ta/a00 recTalliifHoro mepioxy Ha MOMEHT
BUHUKHEHHS  HeOakaHOT  peakilii/BiCyTHOCTI  €(deKTUBHOCTI/HEe(hEKTUBHOCTI
BaKIMHAIIII;

6) aHamMHe3 1 CYITyTHI 3aXBOPIOBaHHS IMAIlIEHTA;

7) TOProBesIbHY(1) Ha3BYy(M) JKapChbKOTO(HX) 3aco0y(iB), 110
Mi03pIOEThCA(IOThCS) Yy CIPUYMHEHHI HeOakaHoi peakiii Ta/abo BIACYTHOCTI
epeKTUBHOCTI Ta/a00 Hee(heKTUBHOCTI BaKIIMHAIIl1, y TOMY YHCII1 CYMyTHIX JIIKAPCHKUX
3ac00iB, a00, SKIIO Ha3Ba HEeBioMa, akTUBHMI(1) papmaneBTHUHMI(1) IHTpemieHT(1) 1
Oyab-sIK1 1HIII JaHi, 10 Jal0Th 3MOTY 1MeHTH(IKyBaTH JiKapchkuii(i) 3acio(obu), y
TOMY YHCJII HAIMEHYBaHHS BJIACHUKA PEECTpaLli/BUPOOHUKA, HOMEP PEECTPALIIMHOIO
MOCBIIYCHHSI, KpaiHy, Ji¢ 3apeecTpoBaHUM JiKapChbKUil 3acid, GopMy BHUITYCKY Ta
croci0 3acToCyBaHHS, MOKA3aHHS ISl 3aCTOCYBAaHHS ¥ IIbOMY BHITAJIKY, 3aCTOCOBaH1
7I03H, J1aTy MOYaTKy 3aCTOCYBaHHS 1 J1aTy 3aKIHUEHHS 3aCTOCYBAHHS, BXKUTI 3aXO0/U
I0JI0 YCYHEHHS TpOsBIB HeOakaHOI peakilli, BKIOYalouu (apMakoTeparnito,
pe3yJbTaT BIIMIHUA Ta TOBTOPHOTO MPU3HAYEHHS I11103pI0OBAHOTO(HX ) JTIKAPCHKOTO(HX )
3aco0y(iB);

8) miis 610JIOTTYHUX JTIKAPCHKUX 3aC001B - HOMep cepii. [ Toro, o0 orpumartu
HOMEp cepli, SKIIO BIH HE BKa3aHUW y MEPBUHHOMY TMOBIJOMJICHHI, y BJIacCHHUKa
peecTpalili Mmae OyTH HasgBHA Ipoiieaypa 300py 104aTKOBOI iHGOpMaIlii;

9) cymyTHI1 JiKapchKi 3acO0H, 10 HE MIJ03PIOIOTHCS Y CIPUYMHEHHI HeOaKaHOi
peaxiii/BIACYyTHOCTI  e(pEeKTHUBHOCTI, (apmakoTepamito mnaiieHTa (0aTbKiB) Y
MUHYJIOMY, IPU JOLIBHOCTI;

10) 1Hdopmanito npo migo3proBany(i) Hedaxany(i) peakuito(i)/BiACYTHICTb
e(eKTUBHOCTI /Hee()eKTUBHICTh BaKIMHAIlll (J]laTa TOYATKy 1 JaTa 3aBeplIeHHs abo
TPUBAJICTH, CEPUO3HICTH, HACJTIJI0K 17103PIOBAHOI(UX) HeOakaHOi(1X)
peakiii(i)/BiACyTHOCTI  €(eKTUBHOCTI/HEe(DEKTUBHOCTI BaKIMHAINI HAa MOMEHT
OCTaHHBOT'O CIIOCTEPEKEHHS MAIllEHTa, MPOMDKOK Yacy, II0 MHUHYB Bl TOYaTKy
3aCTOCYBaHHS MIJ03PIOBAHOTO JIKAPCHKOTO 3aco0y 1 TMOYaTrKy HeOakaHoi(uX)
peakiii(i)/BiacyTHOCTI e(peKTUBHOCTI/Hee(eKTUBHOCTI BaKIIMHAIII1, TEPMIHHU Ta JaHI,
3a3HA4YeHl y  JOKyMeHTamii  mpo  Hebaxkany(i)  peaxiito(i)/BiACYTHICTb
e(heKTUBHOCTI/HEe()EKTUBHICTh BaKIIMHAIII 1, sIKI BUKOPUCTOBYBAJIO MEPIIOIKEPEITO
I onucy HeOakaHoi(ux) peakiii(i)/BiacyTHOCTI €deKTUBHOCTI/HEee(hEKTUBHOCTI
BaKIMHAIlli, Ta KpaiHa, Ha TepUTOpIi AKOi BUHUKIA(K) HeOaxkaHa(1) peakiis(i) Ta/abo
BIJICYTHICTh €()€KTHUBHOCT1);

11) pe3ynbTaT TECTIB 1 MPOLIEYP, IO CTOCYIOTHCSA JOCIIKEHHS MaIll€HTa;

12) pgaTy 1 MOBIAOMJIEHY MNPUYUHY CMEPTi, Y TOMY YHCII NPUYUHY CMEpTI,
BCTAHOBJIEHY  3a  pe3yJbTaTaMd  MaTOJOr0-aHaTOMIYHOI0/CYJOBO-MEIUYHOTO
JIOCJIIIKECHHS;

13) onuc Bunaaky (HaJa€eTHCS 32 MOMIIMBOCTI yCs TIOB’ si3aHa iH(opMaItis).
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[HdopMmartis mogaeThCS B JIOTIUHINA TOCIIIOBHOCTI (PO3BUTOK CUTYyaIlii y 4aci, y
XPOHOJIOTIi HaIIIy 3a IMAallieHTOM, BKJIIOYAlOYM KIIHIYHUN Tepelir, Teparniro,
HACJIJIKU Ta OTPUMaHy y MOJAJbIIOMY JOJATKOBY 1HGOpPMaIlil; OyIb-SKi JOpedHi
pe3yJIbTaTH MAaTOJION0-aHATOMIYHOTO JOCHIDKEHHS; 1H(popMaIlisa MoA0 MPUYUHHO-
HACJIIIKOBOTO 3B'S3Ky MDK MposBaMHd HeOakaHOi peakiiii Ta/abo BiJACYTHOCTI
e(heKTUBHOCTI Ta/ab0 HeeheKTUBHOCTI BaKIIMHAIIIT Ta 3aCTOCYBaHHSIM IT1JI03PIOBAHOTO
JIKapChKOT0 3ac00y; MpUYMHA aHYJIFOBaHHs a00 BHECEHHS 3MiH JI0 OB1JIOMJICHHS PO
HebaXkaH1 peakilii IIkapCchKoro 3aco0y, Ta/abo BIACYTHICTh €PEKTUBHOCTI JIIKAPCHKOTO
3aco0y, Ta/ab0 HeeeKTUBHOCTI BaKITMHAITI].

14. BnacHuk peectparii 3a3Hadae y 0a3i JaHUX BiJOMOCTI, HEOOXimHI IS
OTPUMaHHS Yy TMOAANBIIOMY JOJATKOBOi 1H(oOpMarii mnpo HedakaHl peaxiii
JiKapchKoro 3aco0y Ta/abo BiACYTHICTh €(DEKTUBHOCTI JIKApChKHUX 3ac00iB, Ta/abo
Hee(DeKTUBHOCTI BaklMHaIll. HacTyIHI MOB1IOMJIEHHS 3a3HAa4YaOThCA y 0a31 JaHMX.

2. BumMoru 10 nogaHHs BJIACHUKAMM peecTpauil nepioaM4H0 OHOBJIIOBAHUX
3BITIB 3 0e3MeKN JiKapCcbKOro 3acody

1. TIO3b nopaeTbest Uil TAKUX 3apPEECTPOBAHUX JIKAPCHKUX 3aCO0IB HE3AJIEKHO
BiJl HASIBHOCTI JIIKApChKOTO 3ac00y B 00iry B YKpaiHi:

1) ans mikapcebkux 3acoOiB, BKiItoYeHUX 10 Ilepeniky pedepeHTHHX AaT i
nepioanunocti noxanns [103b (nani — [epenik noganns [1036) y BiAMOBIAHOCTI 110
nepioIMyHOCTI, 110 3a3HaueHa y [lepeniky nomanns [103b;

2) [ J1KapChKOro 3aco0y 3 JIIF0Y0H0 PEUOBUHOIO, 10 3apEECTPOBAHO B YKpaiHi
BIIEpIIIE cepel] KPaiH CBITY - KOKHI 6 MICSIIIB NPOTATOM MEPIIUX JABOX POKIB, OAUH pa3
Ha PIK NPOTATOM HAaCTYIHHX JIBOX POKIB Ta HaJalil - 1 pa3 KOKHI TPU POKHU, TOYUHAIOYH
3 IJaTH PEECTpAIlil JIIKAPCHKOTO 3aC00y 10 MOMEHTY BKJIFOUCHHS I1€1 1110401 PEUOBUHU
ab0 koMOiHauii airounx pevoBuH Ao [lepeniky nonanus [103b;

3) nna nikapcekux 3aco0iB 1103b skuX OLIHIOIOTHCS 3a MPOLEAYpPOr0 €aMHOL
ominku [IO3b (Periodic safety update report single assessments (PSUSA)) y
€pponericbkkomy Coro3i:

BJIACHUKH PEECTpallii Takux JiKapcbkux 3aco0iB nogatote [1O3b g0 oprany
JIEP>KaBHOTO KOHTPOJIIO Pa3oM 3 Horo nojadero y €Bporiericbkomy Coro3i, BIITOBITHO
no llepeniky momanust [1O3b. Jlani ans takux nmikapchkux 3aco0iB y Ilepemiky
noxanns [103b mono matu ta yactotu noganus [1O3b rapmonizoBani a0 Ilepeniky
pedepenTHux nat 1 nepioguuHocti noganHs [103b6 y €Bponeiickkomy Coro3i.

Taxi BTacHUKH peecTpallii HaIatoTh J0 OpraHy AepKaBHOTO KOHTPOJIIO BUCHOBOK
3BiTY TIpo €auny oninky [103b y €Bponeiickkomy Coro3i micis 3aBepiieHHs €1uHo1
ominku I[1O3b y €BponeiickkoMmy Coro3i He mi3Hime 30 KajJeHIApHUX [HIB Bij
MOMEHTY OTPHMMAaHHS BJIACHUKOM peecTpanii 3BiTy npo €auny ouinky I1O3b y
€pponerickkomy Coro3si.

2. T103b He nmogaeTbest A1 TAKUX JTIIKAPCHKUX 3aCO01B:
1) reHepUUHUX JTIKAPCHKUX 3aCO01B;

2) mikapchKUX 3aco0iB, IO MAIOTh JOOPE BUBYCHE MEMYHE 3aCTOCYBaHHS,
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3) TpaauIiitHUX POCIMHHUX JIIKAPChKHUX 3ac001B;
4) roMeOoIaTUYHMX JIIKApPChKHUX 3aC001B;
5) nikapchKHX 3ac001B, 110 HAJIEKATh JI0 Tpynu «MeanyH1 razny;

6) JiKapChbKHUX 3aC001B, 10 BUPOOJISIOTHCS 3a 3aTBEPIPKCHUMU MTPOITUCAMH.

3a BUHATKOM BHUNaAKiIB, Ko HagaHHs [103b pis Takux jgikapchbKUX 3aco0iB:

€ 3000B'S3aHHSM TIpM TNPUUHATTI PIMIEHHS TIPO JIEp)KABHY PEECTPAIIIIO
JIKapChKOTo 3aco0y;

BUMAra€ThCs OPTaHOM JIEP)KaBHOTO KOHTPOJIO Y 3B’S3KYy 3 MHUTAHHSIMH,
OB’ I3aHUMH 3 (hapMaKOHATJISIIOM;

BHUMAraeTbcs 4epe3 BiACYTHICTh JIIKAPCHKOTO 3ac00y, 3 BIAMOBITHOIO JIIFOUOI0
(miroYMMH) PEYOBHUHOIO (PEYOBMHAMH), IO 3aPEECTPOBAHMIA 3a TIOBHUM JIOCHE B
VYkpaini, Koau Jit0 peecTpallii JIIKapchbKoro 3aco0y, M0 3apeeCTPOBaHUMN 3a TTOBHUM
0Che B YKpaiHi mpunuHEeHO. [Ipo Taky cuTyarmito oprad Jep>KaBHOTO KOHTPOJIIO
CBOE€YACHO MOBIIOMJISIE BJIACHUKIB PEECTpAIlli BIAMOBIIHUX JIIKAPCHKUX 3acO0IB 3a
JIOTIOMOT'O10 3a3Hau€HHs BiAMOBIAHOI 1H(opmatii y [lepeniky noganns [103b.

Jiroua pevyoBrHa a00 KoMOiHaIis gairounx pedoBuH s [103b Takux mgikapchbKux
3ac00iB BHOCUTBHCA J0 1H(OpPMAIIHOTO pecypcy Ta 3a3HAvaeThCs YacToTa Ta
nepioauuHicTh moganus [103b.

3. BnacHuku peectpailii J1KapchKUX 3ac00i1B, sIK1 3TiHO BUMOT 11boro [lopsnaky
He nonaawTh [103B, mpooBKyIOTh pEryyspHy OLIHKY O€3MEeKH CBOIX JIKapChKHX
3ac001B Ta MOBIIOMJISIFOT PO OyAb-sAKYy HOBY 1H(OpMAaIlito 3 O€31EKH, 110 BIUIMBAE HA
CITIBBITHOIIIEHHS «KOPUCTH/PU3UK», Ta 3MiHU B 1H(POpMAIIli PO JIIKAPChKUH 3aci0, 110
3a3Ha4eHa B KOPOTKIM XapaKTEpUCTHUIl JIKAPCHKOrOo 3aco0y/IHCTPYKUIi IS
MEJUYHOIO 3aCTOCYBaHHS.

4. BnacHuk peecTpanii mojgae a0 oOpraHy jaep:kaBHoro koHTpoiwo [103b
BIJIIOBIJTHO JI0 CTPYKTYpH, HABENIEHO1 Y Jo1aTky 9 mo uporo I[lopsinaky, Ta BUMOT 110
Horo 3amoBHEHHS, 3a3HaUeHUX Yy cTanaapTi «Hactanosa. Jlikapceki 3acoou. HanexHi
npaktuku (apmakonarsiny» (CT-H MinictepcTBa 0XOpoHU 310poB’st YKpainu 42-
8.5:2015), 3atBepKxeHOro Haka3oM MiHiCcTepcTBa OXOPOHU 3A0pOB’ sl YKpaiHu Bij 21
tpaBHsa 2015 poky Ne 299 (B pemaxiiii Hakazy MiHiCcTepCTBa OXOPOHU 3I0POB’S
VYkpainu Big 05 kBitHs 2018 poky Ne 620). [1IO3b pazom 3 momatkamu NOJIAETHCA Y
enexkTpoHH1 dopmi abo y dhopmarti eCTD (3a HABHOCTI TEXHIYHUX MOMJIMBOCTEN),
pa3oM i3 CynpoBiTHUM JIMCTOM BiiacHuka peectpaiiii. [I03b momaerbest ykpaiHChKOIO
a00 aHTJHCHKOI0 MOBOIO 3 MEPIOANYHICTIO, 3a3HAYEHOI0 Y TyHKTI 1 11€i rmaBu. Y pasi
nonanns [103b anrnificbkoro MoBoro po3auu [11 «3axoau 3 6e3meku, BKUTI MPOTATOM
3BITHOTO Tmepioay», IV «3MiHM y J10BiaKoBiM 1H(popmarlii 3 Oe3nekny, XVIII
«IHTEerpoBaHMil aHaNMI3 KOPUCTH/PU3HMK [UJISI 3apEECTPOBAHUX TOKazaHb» Ta XIX
«BucHOBKH Ta 3ax01» a00 1HIIM PO3/IIH, IO MICTATH TaKy iH(OpMAIlito, MOAAIOTHCS
B TIepeKIIai YKpaiHCHhKOI MOBOIO.

5. BnacHuky peecTpaiiii 3 OOrpyHTOBAaHHUX MPUYMH JIO3BOJISIETHCS HAJaBATH
I1O3b 3 nepioguyHICTIO, IO BIIPI3HAETHCS Bija BCTaHOBJIEHOI y Ilepeniky momaHHs
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[103Bb, ane He piarie, HiXK 3a3HAYCHO Y IILOMY MEPENTIKY:

1) BIacHUK peecTparlii MOKe 3BEPHYTHCS JI0 OpPTraHy JACP>KaBHOTO KOHTPOJIIO i3
MMCHbMOBHUM 3aIIMTOM II10JI0 BU3HAUYCHHS pepepeHTHUX AaT ado 3MIHU MEPIOAMYHOCTI
noganHs [103b 3 06rpyHTOBaHUX IPUYHH;

2) opraH JCep>KaBHOTO KOHTPOJIO CBOIM DIIICHHSIM MOXXE 3aJ0BOJIBHUTH YU
BIIXWJIUTH 3alUT BIIACHUKA peecTparlii. Y pa3si, KOJM 3aluT BIACHUKA peecTpartii
3aJI0BOJIBHSETHCS OPraHOM JICPKABHOT'O KOHTPOJIIO, BJIIACHUK PEECTpallii BHOCHTH
BIJIMTOBITHI 3MIHU JIO ACP)KABHOI peecTpallii JikapchbKoro 3acody;

3) pimenHs 1npo 3MiHy Jgar abo mepioguuHocti mnomanHs [1O3b
OTIPUITIOTHIOIOTHCS TpOTsroM 30 KaJlleHJapHUX JHIB Ta HAOMPAIOTh YUHHOCTI yepe3 6
MICSIIIB 3 THS X OMPUIIOAHECHHS.

6. BnacHuk peectpauii Hagae [103b 3a 3anuToM/BUMOror0 opraty Aep>KaBHOTO
KOHTPOJI0 TpoTarom 70-90 kaneHnapHUX THIB BiI MOMEHTY HaJaHHS 3allUTy/BUMOTH,
B 3QJIEKHOCTI BiJ] 3BITHOTO nepioAay, o Binoopaxenuid y I103b.

7. I103b cknanaeTbes Ta MOAAETHCS BIAMOBIAHO O TAKMX CTPOKIB:

1) mpotsirom 70 KaneHIapHUX AHIB 3 JaTH 3aKpUTTSA 6a3u gaHux (neHs 0) - as
[1O3B, 1110 0XOIUTIOI0TH 3BITHUH TIepio 10 12 MicsIIiB BKIFOYHO;

2) mpotsarom 90 kaleHJapHUX JHIB 3 JIaTW 3aKpUTTA 0a3u nanux (aeHs 0) - mis
[1O3B, 1110 0XOIUTIOIOTH 3BITHUH TIepioa moHaa 12 MicsIiB.

8. Bmacauk peectpamii ckmamae Ta momae [IO3b  gus girodoi
PEYOBHHM/KOMOIHAIIT AIF0YMX PEYOBMH Ha BCl JIKApChKli (GopMU BIANOBIAHO 0
CTpoKiB Ta TepMiHiB Bu3HaueHux y llepeniky mnomanns IIO3b, skmio iHme He
3a3HA4YEHO Y 3000B’s13aHl, 110 € YMOBOIO MiJl Yac IPUIHATTS PILIEHHS MPO AEP>KaBHY
peeCTpalliio JIIKapChbKoro 3aco0y ado € BUMOTOI0 OpPraHy JIepKaBHOTO KOHTPOJIIO Ha
MiJICTaBl BUSBJICHUX MpoOJieM, TMOB’si3aHUX 13 JaHuMU (papmakonarisany. [1O3b
OXOIUTIOE BCl TMOKa3aHHS, CIOCOOM 3acTOCYyBaHHSA, (OPMHU BHUIIYCKY 1 cuiy AOii
HE3aJIeKHO BIJl TOTO, 3apEECTPOBAHI YW HI TaKi JIKApChKi 3aco0M, Mia PI3HUMHU
TOPrOBEJILHUMU Ha3BaMHU 1 3a PI3HUMHU THIIAMH 3asiB HA PEECTpaIlito. K0 BUSBICHO
CYTT€B1 BIIMIHHOCTI Y Tipodiyii Oe3meku JJis OKpeMHUX IOKazaHb, (OPM BHITYCKY,
croco0iB 3aCTOCYBaHHS YW CHUJIM JIii, Taki JJaHI MOXXYTb OYTH BUIIJICHI B OKPEMHX
po3zaitax [1O3b mis iX MiTE0BOTO aHATIZY.

9. Skmo He 3a3HaveHo iHme y Ilepeniky momanns [1O3b Ta mepiognyHICTbH
nonanus 11036 He 3a3HaueHa y 3000B’s3aHi, IO € YMOBOIO MiJ 4Yac MPUUHSTTS
pILIEHHSI TIPO JIep>KaBHY PEECTpAIliI0 JIKAPCHKOro 3aco0y, a TaKkoX SKIIO Airoya
pedyoBuHa, Ha sKy nowmuproeTses Aiss [1O3b, Takox 3apeecTpoBaHa [K CKJIajoBa
dikcoBaHoi KOMOiHaIlli, BIACHUK peecTparii abo momae okpemuii [103b nmns
KOMOIHAIIIT IIF0YUX PEUOBHH, 110 3apPEECTPOBAHI TUM CaMHUM BJIACHUKOM peecTpariii, 3
nepexpecHuMu nocwianasmMu Ha [103b(n) nis okpemoi niro4doi pedoBUHM, a00 MoAace
naHi s komOiHarii B Mmexkax [103b s oHi€l 1110901 peYOBHHM.

10. ITO3b micTurs:
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1) pe3tome naHuUX IOAO KOPHUCTI Ta PHU3HKIB JKapchKoro(ux) 3acoOy(iB),
BKJIIOUAIOYHN PE3YJIBTATH YCIX MOCITIIHKEHb 3 ypaXyBaHHSM TOTEHI[IHHOTO BILTUBY Ha
JepKaBHY PEECTpAILiIO JIIKAPCHKOTo 3aco0y;

2) HAyKOBY OIIHKY CITIBBIJIHOIIEHHS «KOPUCTH/PU3UK» JIIKAPCHKOTO(UX)
3aco0y(iB);

3) Bci gadi moao0 o0cAry MpoAaXxiB Ta I1HINI JaHl MOAO0 OOCATY IMpU3HAYEHD
(BUIHCAHUX PEIENTIB) JIKapchKoro(1x) 3aco0y(iB), 110 BiOMI BIIACHUKY peecTpallii,
BKJTFOYAI0OYH OIIHKY MOMYJIAIII, sIKa 3a3Haja BIUTMBY JIIKapChKoro(ux) 3aco0y(iB);

4) pe3ynbTaTd OIIIHKH €(QEKTUBHOCTI [ISUIBHOCTI 3 MiHIMI3aIii pPHU3HUKIB,
OB’ SI3aHUX 3 OI[IHKOIO CMIBBITHOIIEHHS «KOPUCTH/PUZHKY;

5) BHCHOBOK IIOJI0 HEOOXITHOCTI 3IMCHEHHS IEBHUX 3aXO01B, BKJIIOYAIOUU
HEOOXITHICTh BHECEHHS 3MIH Ta/ab0 [ONMOBHEHb [0 JHUCTKa-BKJIAJKU/KOPOTKOI
XapaKTePUCTUKU/THCTPYKIIL  JJIT  MEIWYHOTO  3aCTOCYBaHHS  JIIKAPCHKOTO(MX)
3aco0y(iB), moao saxux noaaerbcs [1036.

11. ITIO3b rpyHTyeEThCS HA BCIX HAsBHUX JAHUX 1 30CEPEKYEThCS Ha HOBIU
iHdopmarlii 3 6e3MeKu MEAUYHOTO 3aCTOCYBaHHS JIIKAPCHKOro 3aco0y 3a 3BITHUMN
nepion. Y [1O3b Takox Haa€ThCs OLIIHKA €KCITO3UIIIT, IO CYMPOBOIKYETHCS SIKICHUM
1 KUIBKICHUM aHajizoM (aKTUYHOTO BHUKOPHUCTAHHS, IO Ma€ I[OKa3yBaTH (3a
MOXIJIMBOCT1), SIK (aKkTUYHE BUKOPUCTAHHS BIIPIZHAETHCS BIJl MOKa3aHOTO
3aCTOCYBaHHs, IPYHTYIOUMChH Ha BCIX HASBHUX Y PO3MOPAKEHH] BIIACHUKA PEECTpallii
JAHUX, BKIIOYAIOYM PE3YJIbTaTH HEIHTEPBEHUIMHUX JOCHIKEHb 1 JOCHIIKEHb
BUKOPHUCTaHHS JIIKAPChKUX 3aCO0IB.

12. ¥V pa3i HEOOX1JHOCTI BHECEHHS 3MiH JI0 JEp>KaBHOI peecTpallii JiKapChbKOTro
3aco0y 3a pe3ynbraTamu ouiHku [IO3b Ta pilieHHs opraHy JAep>XKaBHOT'O KOHTPOJIO
BJIACHUK pEeCTpalli MOoJa€e 10 OpraHy JIep>KaBHOTO KOHTPOJIIO 3asiBY MPO BHECEHHS
3MIH 1O MarepiaiiB PEeeCTpaliiHOrO JO0ChE, OHOBJEHY KOPOTKY XapaKTEPHUCTUKY
JKApChKOTO 3aCO0Y/IHCTPYKINIO TSI MEAMYHOTO 3aCTOCYBAHHS 1 JIUCTOK-BKIIAJIKY Y
CTPOKH, 3a3Ha4YEH1 y PIIIICHH] OpraHy Jep>KaBHOTO KOHTPOJIIO.

13. Sxmo y nepiox miaroropku 1036 BuHHMKae HEOOXITHICTH CTBOPEHHS ab0
OHOBJICHHS IJIaHYy YIIPABIIHHS PU3HKaMU (BHACIIOK MOSIBU/BUSBICHHS HOBUX JTaHUX
npo Oe3neky Ta/abo iHmMX gaHux), ogHovyacHo 13 1036 BracHuK peecTparlii mojaae
OHOBJICHY BEpClI0 IUIaHY YIPAaBIIHHSA pU3MKaMHU. Y [bOMY BHUMAAKy HE MOTPIOHO
MO/IaBaTH OKPEMY 3asiBy Ha 3MIHU IS OJAaHHS TUTAHY YTIPABIIIHHS PU3UKAMHU.

3. Bumoru 10 cucTeMu yNnpaBJIiHHA PU3MKAMH Y CHCTeMi (papMaKOHATJISIY
BJIACHUKA peecTpauii

1. BriacHuk peectpallii CTBOPIOE Ta MIATPUMYE CUCTEMY YNPABIIHHS PU3HKAMU
JUTSL BCIX 3apPEECTPOBAHUX HUM JIIKAPCHKUX 3aCO01B.

2. BnacHuk peecTpallii JiKapchKOro 3aco0y CTBOPIOE/OHOBIIIOE Ta HAJa€ 0
oprasy Jiep>KaBHOTO KOHTPOJTIO TUTAHH YITPaBJIiHHS PU3UKAMHU:
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1) 7151 yCiX HOBHX 3asiB HAa PEECTPALIIIO JIKAPChKUX 3aC001B, KPIM THUX JIIKAPCHKUX
3ac001B, 1110 MOXOJATH 3 JIepKaB-uiieHIB €Bpornelicbkoro Cow3y Ta nepepeecTpoBaHi
Ha Teputopii €Bponeiickkoro Coro3y a0 01 yepBHs 2012 poky, KpiM BUIIAAKIB, KOJIH
IJIaH YOpPaBIIHHS PU3MKAMU HEOOXITHUW 3a pe3yjbTaTaMu MPOBEACHOI OIIHKU
CITIBBITHOIIICHHS «KOPUCTH/PUUKY.

[Inanm ynpaBiiHHS pU3MKAMU HE MOAAIOTHCA IOAO0 TPAJAUIIHHUX JIKApChKUX
3aco0iB, JIKApChKUX 3aco0iB, M0 BHUPOOJSIOTHCS 3TiJHO 13 3aTBEPIKEHUMHU
MPOIHMCAMHK, TOMEOMATUIHUX JIIKAPCHKHUX 3aC001B, IO PEECTPYIOTHCS 3a CIPOIICHOIO
MPOIIETyPOIO, Ta JTIKAPCHKUX 3aC001B, M0 HAISXKATh 10 TPpynHu « MeaudHi ra3ny;

2) y pasi 3MmiH, Mo MOTPeOyIOTh HOBOI peecTparlii, 30KpeMa HOBOI JIKapChKOi
¢dbopmu, HOBOTO criocoOy BBEACHHS, HOBOTO MPOLECY BHPOOHHUIITBA O10JOTTYHOTO
JIKAapChKOTO 3ac00Y, MeIaTPUYHMX MMOKa3aHb Ta IHIIUX ICTOTHUX 3MIH B TTIOKa3aHHSIX
(y pa3si, SIKIIIO 111 3MIHH CTOCYIOThCS JIIKAPCHKOTO 3aC00Y, 3apeeCTPOBAHOIO B YKpaiHi);

3) y pa3i NosBU/BUSBICHHS HOBUX JIaHMX, 0 BIUIMBAIOTh HA CIIBBIIHOIICHHS
«KOPUCTH/PU3HUK»  JIKApChbKOTO 3acol0y, TMOTOYHy crenudikaiito, TIIaH 3
dbapmakoHarisay, 3axoad 3 MiHIMI3aIli PU3MKIB YU iX €(PEeKTUBHICTh, ab0 Micis
JIOCSITHEHHS BAKJIMBUX PE3YJbTaTIB 100 (PapMakoHArsaLy abo MiHIMI3aIll pU3HKIB
(y pasi, SIKIIO I 1aH1 CTOCYIOThCA Y KpaiHH);

4) y pa3i mepepeecTpaliii, K10 TUIaH yIpaBIiHHSI PU3UKAMU 3a3HaB 3HAYHHUX 3MiH
I10/I0 B)KJIMBHUX PHU3UKIB Ta MiAXOIB 10 iX yHpaBIiHHA - HAJAETHCA HOTO OHOBJICHA
BEpCis;

5) Ha BUMOTY OpraHy Jep>KaBHOIO KOHTPOJIIO MPOTAroM 60 KajlleHIapHUX JHIB
TICJIS TTOJJaHHS 3aIUTY .

3. V BUManKy BUSBICHHS HOBHUX BAKJIIMBUX PU3HKIB, 110 MOXYTh BIUTMHYTH Ha
CHIBBIIHOLIEHHSI «KOPUCTH/PU3HUK» CTBOPIOETHCS TUIAH YMPABIIHHS PU3UKAMU IS
JIKAPChKUX 3ac001B 171 SIKUX CTBOPEHHS IUIAHY VYOPABIIHHS pU3UKaAMU HE
nepeadadeHo. Y TakoMy pasi opraH Jep)KaBHOTO KOHTPOJIIO 3000B’s3y€ BIaCHUKA
peecTpaiiii po3poOUTH Ta HAAATH IUIaH yIPABIIHHS PU3HUKAMHU JIKAPCHKOTO 3ac00y.

[ToxnmamanHs TakWx 3000B’s3aHb HAJNEKHUM UYHWHOM OOIPDYHTOBYETHCS Ta
MOBIJTIOMJISIETHCSI BIACHUKY pEeCTparllii B MTUChMOBIN (GopMi 13 3a3HAYEHHSIM CTPOKIB
MO/IaHHSI TJIaHY YNPABIIHHSA PU3UKAMU JJI JIIKApCHKOTO 3ac00y.

4. BrnacHuk peecTpallii Hajga€ y pa3l HasgBHOCTI MHCHMOBI TOSICHEHHS 3
OOTPYHTYBaHHSIM Y BIJITTOBIb HA HaKJIaeH1 30008’ s13aHHS MpoTsroM 30 KaJleHIapHUX
JTHIB TICJIsl OTpPUMaHHS MUCHMOBOTO MOBIAOMJICHHS TTPO 3000B's13aHHS.

3a pe3yJbTaTaMy ONPAIIOBAHHS MUCHMOBUX MOSICHEHb, HAJAHUX BIIACHUKOM
peecTpaliii JIKapCchbKOTO 3ac00y, OpraH JIep>KaBHOTO KOHTPOJIO MPUHMAE OCTaTOYHE
pIlIEHHSI 3 MUTaHb, 3a3HAYEHMX Yy MyHKTI 3 wi€i rnaBu mporo Ilopsiaky, sike €
000B’I3KOBUM JI0O BUKOHAHHS BIACHUKOM PEECTPAIIii.

5. Jng TuUX JIKapchbKUX 3aco0iB, 110 HE MNOTPEOYyIOTh CTBOPEHHS IIJIaHIB
YOPaBIIHHS PU3MKAMH, BJIACHUK PEECTpAIlii JIKapChKOro 3aco0y MiATpUMYye€ Gaiin
cnierugikaii BaKIUBUX 11€HTHU(HIKOBAHUX PU3UKIB, BAKIMBUX MOTEHIIMHUX PU3UKIB
1 BiicyTHBOI 1HopMmairii 3 metoro miarorosku [1035.
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6. SIK1Io 1HIIE HE 3a3HAYEHO SIK yMOBA peecTpallii Ta y pas3i AOUIBHOCTI IJIaH
YIPaBIIHHS PU3MKAMH CKJIQIAETHCS JIJIS JIIKAPCHKUX 3acO01B, M0 MICTATh OJTHAKOBI
A®I (oguH 4m AEKJIbKA), HAJIEkKaTh OJHOMY ¥ TOMY caMOMY BJIAaCHUKY peecTpaliii i €
IpPEeIMETOM OJHOTO TUIaHy YTMpaBIiHHS pHU3MKAMHU HE3aJeKHO Bil iX peectparlii B
VYkpaini 3a yMOBH peecTpallii xoua 0 OJHOTr0 JIIKAPCHKOTO 3ac00y BKIIOYEHOTO JI0
IUIaHy YIPABIIHHS pU3UKaMU B YKpaiHi.

7. 1lnan ympaBiiHHS PU3UKaMU TOJAETbCA y (OpPMATI OKPEMOIO JIOKyMEHTA
BIJIMOBIHO 10 BUMOT Ta CTPYKTYpHU J0 IUJIAHY YIPAaBIiHHS PU3UKaMHU, HaBEJICHUX B
nomatky 10 mo uporo Ilopsaky 3 ypaxXyBaHHSIM THIy 3asBH Ha PEECTpALiIo
JiKapcbKkoro 3aco0y. Indopmamniro B TUlaHi YHOpaBIiHHS pPU3UKAMU HEOOX1THO
NPEICTaBUTH BIAMOBIIHO 10 MIA0JIOHY, IO PO3MIIICHUM Ha odimiitHOMy BeOCaiiTi
Oprany AepXaBHOTO KOHTPOJIIO Ta BIAMOBIJA€ aKTyalbHIA Bepcii mabloHy IIaHy
YOpPaBIIHHSA pU3UKaMH, OMYOJIIKOBAaHOIO Ha BeOcaiTi €BpONEHChKOI MeIUYHOT
areHilii, 3 ypaxyBaHHsIM HalllOHAIbHUX OCOOIMBOCTEM.

8. [1nan yrpaBiiHHS pU3UKaMu, po3poOJIEHUHN BIACHUKOM peecTpallii, BKIIOYAE:

1) Bu3HayeHHs abo0 XapaKTEPUCTUKY MPOoPUII0 OE3MeKH JTIKAPCHKOro(uX)
30c00y(iB);

2) indopmarrito MO0 TOTO, K JOJATKOBO OXapaKTepu3yBaTu Npodisib Oe3neKu
Jikapcbkoro(ux) 3acoo0y(iB);

3) IOKyMEHTYyBaHHS 3aXxOJiB IOJ0 3amoOiraHHs abo MiHIMi3alli PHU3HKIB,
MOB’SI3aHMX 13 JIIKAPCHKUM 3aCO00M, BKIIIOYAIOUYH OLIIHKY €(PEKTUBHOCTI LIMX 3aXO/I1B;

4) 1Hdopmallito MOA0 MICAIPEECTPALIMHUX 30008’ A3aHb, SIK1 OyJIM HAKJIAJCHI K
yMOBa peecTparlii.

SKI0 MJ1aH yNpaBIliHHS PU3UKAMU CTOCYETHCS TOCTPEECTPALIIITHUX JOCIIIKEHD,
BIH Ma€ BKa3yBaTH, YW LI JOCIIDKEHHS 1HIIIHOBaHI, KEpOBaHI YW (PIHAHCYIOTHCA
BJIACHUKOM pEeCTpallii JOOpPOBIILHO UM BIAMOBIAHO 110 3000B’si3aHb, MOKJIaJACHUX
HAI[lIOHAJTPHUM KOMIIETEHTHUM OpraHoM. Yci 3000B’s3aHHS MICHS peecTpartii
BIJIOOpaXKalOThCsl B PE3IOME IUIaHY YIPABIIHHS PU3MKAMU Pa3oM 13 TEepMiHAMHU iX
BUKOHAHHSI.

9. KokeH muiaH yrpaBJIiHHS PU3HKaMU, 10 TOJAETHCA 10 OpraHy JAep>KaBHOTO
KOHTPOJTI0, MICTUTh HOMEp BEPCii 1 1aTy 1Oro CTBOPEHHH.

10. [Inan ympaBiiHHS PU3MKAMH TOJAETHCS YKPATHCHKOIO ab0 aHTIICHKOIO
MOBOI0. Y pa3i NOAaHHs IUIaHy YIPaBIIHHS PU3UKAMU aHTJIHCHKOI0 MOBOIO YaCTHHU
V «3axonu 3 miHiMizauli pusukiB» Tta VI «Pe3toMme miaHy ynpaBiliHHS pU3UKaMU»
MOJIAI0ThCS B Nepekiaal ykpaiHcbkoro MoBow. Moayns CVIII «Pe3tome npobnem 3
oesnekn», yactuHa Il «Ilman 3 dapmakonarnsay», yactuHa IV «llnanu momo
MICIApEECTPALIMHUX ~ JOCHIIKEHb  €(EeKTUBHOCTI» TOAAIOThCS B MEpeKyajl
YKPaTHCHKOIO MOBOIO HAa BUMOTY OpTraHy JepKaBHOTO KOHTPOJIIO.

11. Pe3toMe muiaHy ynOpaBiiHHS PHU3UKAMH PO3MIIIYETHCS Ha OQIIIHHOMY
BeOCalTI OpraHy JepKaBHOTO KOHTpPOJIO. Pe3toMe TutaHy ympaBiIiHHS pU3HKaAMU
HAJAI0THCS JI0 OpraHy JIep>KaBHOTO KOHTPOJIIO B €JIEKTPOHHIN hopmi, y dhopmari PDF.
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Hoxkyment PDF Hamaerbcs 0e3 3arofioBkiB a0O KOJOHTHUTYJB, OB S3aHHUX 13
3arajlbHUM JJOKYMEHTOM, TOCTYITHOIO JIJIsl TPOMAaJICBKOCTiI MOBOIO.

12. 3a yMOBHM 3rojy BiJi OpraHy Jep>KaBHOTO KOHTPOJIO BJIACHUK peecTparii
JIKapChKOTO 3aco0y TOJa€ TIIbKKM OHOBJIEHI MOJYJ, YaCTUHHU, PO3JAUIH. SKIIo
HEOOXITHO, 3asABHUK IIOJa€ Ha BHMOTY OpraHy JEpKaBHOTO KOHTPOJIIO OHOBJICHE
pe3roMe TUIaHy YIPaBIiHHS PU3UKAMH.

VI. 3nilicHeHHs1 (papMaKOHATIJISIIY OPTaHOM JAEP:KABHOI0 KOHTPOJIIO

1. 3arajbHi noJiokeHHs 31iliCHEHHSA (PAPMAKOHALJISIIY OPTaHOM /1ePsKABHOTO
KOHTPOJIIO

1. Opran nep:kaBHOrO KOHTPOJIIO I OTpUMaHHs 1H(popMalii mpo HeOaxkaHi
peaxiiii, BIICYTHICTh €()eKTUBHOCTI, Hee(pekTuBHICTh BakuuHauii, HIIIII Ta mpo Oyasb-
AKl 1HII npoOseMu Oe3neku Ta e(EeKTUBHOCTI 3aCTOCYBAHHS JIKAPCHKUX 3aco0iB
BUKOPUCTOBYE BCl JOCTYIIHI MeToau 300py iH(oOpMalii Ta 3aayyda€e BIIACHHKIB
peecTpalii, MpaniBHUKIB 3 MEAUYHOI a00 (hapMaleBTUYHOK OCBITOIO, CyO’€KTIB
rOCIOJIapIOBaHH, SIK1 3[1MCHIOIOTh TOCIOAAPChKY AISUIBHICTD 3 MEIMYHOI MPAaKTUKH,
MalieHTiB Ta/abo0 iX 3aKOHHUX MPEICTaBHUKIB.

Opran JepX aBHOTO KOHTPOJIIO 3ajlydya€ IPaLIBHUKIB 3 MEAUYHOI 4YH
(dhapMalleBTUYHOIO OCBITOI0, TAIlIEHTIB a00 I1X B3aKOHHUX MPEICTaBHUKIB IS
MOJAJIBIIOTO BIJCTEXKEHHS OTpUMaHoi iH(popMaliii 3 0e3neku Ta epekTuBHoCcT. Opran
JIEP’KaBHOTO KOHTPOJIIO 3aTyyae BIACHUKIB peecTpaliii s MOAaIbIIOTO B1ICTEKEHHS
OTPUMAaHOI BiJl BJACHUKIB peecTparlii iHdopmarlii 3 0e31neku Ta ePeKTUBHOCTI.

2. Opran Jiep»aBHOTO KOHTPOJIIO MPOBOAUTH aHaji3 iHdopmMalii npo HebaxkaHi
peaxiiii, BiICYTHICTh €(eKTUBHOCTI, Hee(pekTuBHICTh BakuuHauii, HIIIII Ta mpo Oyab-
AK1 1HII npoOsieMu Oe3neku Ta e(DEeKTUBHOCTI 3aCTOCYBaHHS JIIKAPCHKHUX 3aco0iB,
OTPUMAHOI 3 YCIX JOCTYMHHMX JIKEpea Ta 3a JOMOMOrOK YCIX METOAIB, IO
BUKOPHUCTOBYIOTHCA MPU 3A1MCHEHHI (DapMaKOHATJISAY.

[Ipy anamizi BUKOPHUCTOBYETHCS HACTYMHHM MiIX1A 10 PO3MOALTY BHUIAIKIB
HeOa)kKaHUX pPeakilii J1KapChbKOro 3ac00y 32 4aCTOTOO X BUHUKHEHHS:

noHan 10 % - my»xe ydacro;

1 -10 % - gacro;

0,1 -1 % - HeuacTo;

0,01 - 0,1 % - piako;

mente 0,01 % - gyxe piako.

3. Oprad [epKaBHOTO KOHTPOJIO TMpU NPOBEACHHI aHamizy 1HQopMalii,
3a3HAYCHOI y TOBIJIOMJICHHSIX MPO HEOaKaHy peakilito JIKapChbKoTro 3acoly Ta/abo
HIIIII ta/abo BincyTHICTh €(PEKTUBHOCTI, Y pa3i HEOOXIAHOCTI 3aMUTY€E Ta OTPUMYE
KOITli JOKYMEHTIB, BKJIIFOUaI0YM NIEPBUHHY MEIUYHY JOKYMEHTALIll0, y MPalliBHUKIB 3
MeIU4YHOIO al0o ¢apmaleBTHYHOIO OcBiTO0, Y 303, y BIACHMKIB peEeCTpallii, B
YCTaHOBAaX, Y Cy0’€KTIB TOCHOJAPIOBAHHS, SIK1 31MCHIOIOTH MOB’SI3aHY 3 MEAUYHOIO
MIPAKTUKOIO JISUTHHICTD, Y MAIEHTIB Ta X 3aKOHHUX MPEJCTaBHUKIB, III0 HAAAIOTh TaKy
1H(DopMmarrito.
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4. Opran Aepx’aBHOTO KOHTPOJIO MPOBOAUTH 1H(GOPMAIIHHY Ta MPOCBITHUIBKY
po06oTy 3 muTaHb (hapMaKOHATIISTY cepea MeIUYHUX/(PpapMalleBTUIHUX IPaIliBHUKIB,
MaIi€eHTIiB Ta/ab0 X 3aKOHHUX MPECTABHUKIB Ta BIIACHUKIB PEECTPAIIii 13 3aTyUYCHHIM
YIIOBHOBa)KEHUX 0C10.

5. YnoBHOBaxkeHI 0cOOM MPOBOASATh HaBYaHHS 3 NHUTaHb (apMaKoHArJsIy,
aHAJI3YIOTh  pe3yjibTaTH  3M1MCHEHHS  (apMaKoHArjsay Y  BIAMNOBIIHUX
aJMIHICTPATUBHO-TEPUTOPIAIBHUX OJMHUIX 13 3AJIy4ECHHSAM 32 HEOOX1THOCTI THITUX
¢axiBIiB, sSKi MpodeciiiHO BUBYAIOTH MPOOIEMATHKY 3/11iCHEHHS (hapMaKOHATIISIY .

6. Opran JepxaBHOTO KOHTPOJIO  TMPOBOAWTH  I1HCHEKII  CHUCTEMHU
(dapmakoHarsy 3asBHUKIB/BIACHUKIB PEECTpallii Ta ONMPIIIIOIHIOE X PE3yIbTaTH.

7. OpraH Aep>KaBHOT'O KOHTPOJIIO OTMPUITIOHIOE HA CBOEMY OQiIlIHHOMY BeOCauTi
NepesiK MoCTPeeECTPaIMHUX TOCTIIKEHD 3 0€3MEKH JIIKAPCHKUX 3aC001B.

8. Opran [Aep>kaBHOTO KOHTPOJIIO 3acTocoBye mporeaypy ominku I[103b
3apeeCcTpOBaHUX B YKpaiHi JIKAPCHKUX 3ac00iB Ta IMIUIEMeHTalli €IUHOI OI[IHKU
NEepioJIMYHO OHOBIIIOBAaHUX 3BITIB 3 Oesneku y €Bpornelickkomy Corosi. Opran
JIEP>KaBHOTO KOHTPOJIIO 3A1MCHIOE KOHTPOJIb 32 IMIUIEMEHTAIIIEI0 PE3YIbTATIB OIIHKH
[103b BnacHukamu peectpaiiii Ta €IUHOT OIIHKY NEP1I0JUIHO OHOBIIOBAHUX 3BITIB 3
oesneku y €BporneiicbkoMy Corosi.

2. ITopsiiOK NMPOBeIEeHHS OPTraHOM JI€P:KaBHOI0 KOHTPOJIK0 iHCIeKIiil 3
(apmakoHar/isay 3aBHUKIB/BJIACHUKIB peecTpamii

1. Opran gepXaBHOTO KOHTPOJIO  TMPOBOAUTH  JOPEECTparliiiHi  Ta
micasipeecTpaliiiiti IHCTIeKIT 3 apMaKoHArsay 3asBHUKIB/BIACHUKIB PEECTPAIIii.

[Hcnekuii 3 ¢dapmakoHaryisny 3asBHUKIB/BIACHUKIB pPEECTpallli MPOBOIATHCS
JIep>KaBHOIO MOBOIO.

2. lacriekmii €:

1) mnaHoBI:

Ha OCHOBI1 PU3HK-OPIEHTOBAHOTO MIAXOMY;

SKIIO 1HCIEKIsA 3 (papMakoHarjsAy BIJIACHUKA peecTpallii HE MPOBOJIMIIACS
IPOTATOM OCTaHHIX 4 POKIB;

2) LIBOBI:

3 IPUYMH, 1[0 CTOCYIOTHCA MUTaHb, TOB'A3aHUX 3 0€3MEKOI0 JIKAPCHKOIo 3aco0y;

3 IPUYUH, 10 HE CTOCYIOThCS MHUTAaHb, MOB’A3aHUX 3 OE3MEKOI0 JIKAPCHKUX
3ac00iB (3MIHM B OpraHi3aIliiHO-TIPaBOBI (GopMi MIAMPUEMCTB, 3MIHU y CHCTEMI
dbapmMakoHarsLy).

3. [IpoBeneHHs 1HCIIEKIIIM OPTaHOM JIEP>KaBHOTO KOHTPOJIIO TepedoaJac:

1) HajgcWIaHHA MOMEPEeIHbOTO MOBIAOMIICHHSI-3aMUTY 13 NMPOXaHHSM HaJIaTH
JIOKyMEHTH, HAsBHICTh SIKMX Y 3asBHHMKA/BIIACHHWKA PEECTpallii € 00OB’sI3KOBa JIs
JOTPUMAHHS BUMOTI 3J1MCHEHHA (apMakoHArysly, B YacTUHI HEOOXIAHIN asis
MPOBEICHHS 1HCTIEITIi:
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JUTSl TUTAHOBOI 1HCTIEKITIi HE MI3HIMIe HIXK 32 7 THXKHIB J0 MOYATKy IPOBEICHHS
1HCIIEKIIIT;

JUISL IIJTOBOTO 1HCIEKIlT He Mi3Hime HiK 3a 30 KajgeHAapHUX JIHIB 0 MOYaTKY
MPOBEJICHHS 1HCHEKIIl (KpiM IUIOBOI 1HCHEKIIi, IMOB’SI3aHOI 3 HEBIAKIATHUMHU
npoOseMaMu 3 0€3MEKH, Ka MPOBOIUTHLCS 03 MONEPeKEHHS a00 3 MONePeKSHHIM
10 30 KaJIeHTapHUX JHIB).

[TonepenHe TOBIAOMIICHHS-3alIUT  HAJCUJIAETHCA HA  IOIITOBY  aJapecy
3assBHUKa/BIacHUKa peectpamii abo YO®D/KOD, 3a3HaueHy y warepianax
PEECTPAIIIMHOTO JTOChE, Ta/abo Ha ajpecy eJICKTPOHHOI IMOINTH 3asBHHUKA/BIACHHUKA
peectpamii abo YO®D/KOD, 3a3HadueHy y Marepiaigax peeCcTpariiHOTO JIOChE, abo
BPYYAETbCSI OCOOMCTO MiA  PO3MHMCKY 3asABHUKY/BIACHUKY peecTpalii d9u
YHOBHOBaX€Hiil HUM 0C001;

2) HaJaHHA 3asBHUKOM/BIACHUKOM pPEECTpalli JOKYMEHTIB, 3a3HAYCHHUX Y
nonepeHLOMY TOB1IOMJICHHI-3alUTY, HE MI3HIIIE HIXK 3a 14 KajneHJapHUX JTHIB J0
MOYaTKy TPOBEJIEHHA 1HCHeKmii (KpiM IUJIbOBOI 1HCHEKIlli, TIOB’A3aHOI 3
HEBIIKJIAHUMHU MpoOJIeMaMu 3 O€3MeKH, SKUH IPOBOUTHCS O6€3 TonepepKeHHs a0o 3
nonepepkeHHsaM 10 30 KajleHAapHUX JIHIB);

3) mpoBeleHHs 1HCIEKINT KBall(PIKOBAaHUMU TOCAJIOBUMH OCOOaMU OpraHy
JIEP’)KaBHOTO KOHTPOJIIO 3 KOMIIETEHIN€l0 y cdepl 3aiiicHeHHsT (apMaKoHarJsLy,
TISTIBHICTh SIKUX HE TPHU3BOJAMTH 10 KOH(UIKTY iHTepeciB. Ilim yac mpoBeneHHS
THCIIEKIIIi JOMYyCKAEThCA 3BEPHEHHS 10 IHIIMX EKCIEPTIB /TOCaTOBUX OCIO OpraHy
JIEP>KaBHOTO KOHTPOJIIO 3 JOTPUMAHHAM 3an100IraHHs KOH(IIIKTY 1HTEPECIB;

4) mpucytHicTh YO® Ta/abo KOO 3asBHUKA/BIacHUKA peecTpallii abo ocio, siki
BUKOHYIOTb 000B’3kM Ha mepiof BiacyTHOCTI YO® Tta/abo KO®. Jlomyckaerbes
MPUCYTHICTh 1HIIUX YIOBHOBKEHHUX IMPEJACTABHUKIB 3asiBHUKA/BIACHUKA peecTparli
3a iX 3roforo. BijncyTHICTH BCiX 0Ci0O, 3a3HAYEHUX y LbOMY MIAMYHKTI, M 4Yac
MPOBEJICHHS 1HCIEKIIIl, HE € MiACTaBOIO JIJIsi CKaCyBaHHS 1HCHEKIIi, Ta CBIIYUTH MPO
BIJICYTHICTh €JIEMEHTIB CHUCTeMH (hapMaKoHArIaay abo cuctemMu dapMaKkOHATIALY Y
3asiBHUKA/BJIAaCHUKA PEECTPAIlii;

5) HeposrosomeHHs KoH(DigeHmiitHOI 1H(}OpMalii Ta  OXOpPOHY  BiA
HEZI00POCOBICHOTO KOMEPIIIMHOTO BUKOPUCTAHHS Takoi iHpopMaIlii;

6) opopMIIEHHS 3BITY PO PE3YIHTATH MIPOBEACHHS 1HCTICKITT, SIKUW TIATBEPIKYE
(dakT mpoBeJICHHS 1HCIIEKIIIT Ta BU3HAYAE, Y pa3l HASBHOCTI, TaKi HEBIATIOBITHOCTI:

KPUTHYHI;

CYTT€BI;

HECYTTEBI;

7) HalaHHA 3asBHUKY/BIACHUKY PEECTpALlli 3BITY MPO Pe3yJIbTaTH MPOBEICHHS
1HCHIIEKIII1 cucTeMu (hapMaKOHArIsAy 3asBHUKA/BIaCHUKA peecTpallii, B cTpok 10 30
poOOUMX AHIB MICJIsI HOBHOTO 3aBEPIIIECHHS 1HCIEKIIIT;

8) HajlaHH 3asBHIKOM/BIIACHUKOM PEECTpAIlii 10 Oprany Jep>KkaBHOTO KOHTPOJIIIO
Ha TMOTOJKEHHS IJIaHy KOPHUTYBaJIbHUX Ta 3amoObKHUX 3axomiB (mam — [1K33) mps
YCYHEHHSI  3asSBHUKOM/BIACHUKOM  pEeCTpallii KpUTHYHHX Ta/abo  CYyTTEBUX
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HEBIJIMOBITHOCTEH, BUSABJICHWX IMJI Yac MPOBEJAEHOI IHCIEKIi CHCTEMH
dbapmakoHarsay, B cTpok 0 30 kajdeHaapHUX HIB 3 AaTH MIMUCAHHS 3BITY OpraHOM
JIEP>KaBHOTO KOHTPOJTIO.

JI71st HeCyTTeBUX HEBIMOBITHOCTEN He BuUMaraerbest Hananus [1K33. Tlpu ubomy
3asBHUK/BIIACHUK PEECTpAIlil HaJa€e 0 OpraHy JIepKaBHOT'O KOHTPOJIIO 1H(OpMAaIlito
I10/I0 CTPOKIB YCYHEHHS TaKOi HEBIJMIOBITHOCTI.

[1K33 nonaerbes ykpaiHChKOIO 200 aHTIIMChKOI0 MOBOIO. Y pa3i nmonanns [1K33
aHTIIACHKOI0 MOBOIO, HamaeThcsi mepekman I1K33 ykpaincekoro mooro. [1K33
nignucyetrbest YOD ta KOD (y pasi SKIImo 3aCTOCOBHO);

9) iHpOopMyBaHHA OpraHOM JEP>KaBHOTO KOHTPOIIO 3asBHUKA/BIaCHUKA
peecTpaiiii mpo moroKEeHHs ab0 HeoOX1MHICTh moomnpaitoBanHs [1K33;

10) micnst moromkenHs [1K33, HagaHHs 3asBHUKOM/BIACHUKOM pEECTpallii 10
OpraHy JEp:KaBHOTO KOHTpPOJ0 3BiTy mpo ctaH peanizamii [IK33 y Tepminu,
BCTAHOBJICHI OPTaHOM JEPKABHOTO KOHTPOJIIO.

3BiT npo crtaH peam3anii [1K33 mnomaerscs ykpaiHChbKOIO ab0 aHTIIIHCHKOIO
MOBOIO. Y pasi mojaHHs 3BITY mpo craH peamizarii [1K33 anrmiiickkoro MOBOIO,
HAJAETHCS TIepeKyaa 3BiTy mpo ctad peanizaiii [1K33 ykpaincekoro MoBOO. 3BIT PO
ctaH peanizamii [1K33 nianucyerscs YO®D ta KOD (y pasi Ko 3aCTOCOBHO).

4. Opran Aep»aBHOTO KOHTPOJIO HPOBOAMUTH MOBTOPHY IHCHEKLIIO CHCTEMHU
dbapmakoHarysay 3asBHHMKA/BIIACHHMKA peecTpaiii y pas3l HEBUKOHAHHS abo
HeHanexxHoro BukoHaHHS [IK33 st ycyHeHHsS 3asBHMKOM/BIACHUKOM peecTparii
KPUTUYHUX Ta/ad0 CYTTE€BUX HEBIANOBIIHOCTEH, BHUSBICHUX IIJ Yac IMPOBEIAEHOI
1HCIIEKIII1.

5. He ycyHeHHA 3asBHUKOM/BIACHMKOM  pEECTpalii  KPUTHUYHOI(KX)
HEBIAMOBITHOCTI(€M) y BHU3HAYEHUW OPraHOM JEP>KaBHOTO KOHTPOIIO CTPOK, €
M1JCTAaBOIO MPU3YIUHEHHS JIii IepAKaBHO1 peecTpallii JIIKapChbKOTo 3ac00y BIAMNOBIIHO
no crarti 39 3akony Ykpainu Bin 28 jumHs 2022 poky Ne 2469 «[Ipo mikapchki
3aco0m».

3. 3aBaaHHS OPraHy Aep:KaBHOI0 KOHTPOJII0 Y PAMKAX BUSIBJICHHS Ta
YIPABJIHHSA CUTHAJIOM

1. Opran naepX aBHOTO KOHTPOJIIO 3IIMCHIOE MOHITOPUHT 0a3uW HaHux 13
dbapmakoHarysIy NIl BUSIBICHHS HOBUX PHU3UKIB, 3MIHM PH3UKIB 1 iX BIUIMBY Ha
CIIBBIIHOIIEHHS "KOPUCTH/PU3HK" MO0 KOKHOTO JIKAPCHKOTO 3aC00y.

2. B paMkax BUSIBJICHHS Ta YNPaBIIIHHS CUTHAJIOM MPOBOAUTHCS:

1) 3niiicHeHHs i1eHTU iK1l 3MIHEHUX 1 HOBUX PU3HKIB.

[nentudikaiiisi HOBUX pU3MKIB 200 3MIHEHUX PU3UKIB 0a3yETHCS HA BUSIBJICHHI Ta
aHaJi31 CUTHAIIB 11010 JIKapChKOTo 3ac00y ado A11040i PEUOBUHHU.

3 METO MOHITOPUHTY JaHuX y 0a3l JaHux 3 (apMakoHArjisiAy opraHy
JIePKaBHOT'O KOHTPOJIIO PO3TIISIAI0TECS CUTHAJIU, TTOB’s13aH1 3 HEOa)XKaHOIO PEaKIIIETO.

BusiBiieHHS! cUTHATY TPYHTYETHCS HA MIKIUCITUTUTIHAPHOMY Mi1X0/11. BusBieHHs
curHaly B 0a3l maHuX 3 (QapMakoHATJsAy OpraHy JEpKAaBHOTO KOHTPOJIIO
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CYNPOBO/IKYETHCSI CTATUCTUYHUM aHaJi3oM (32 MOxumBOCTi). OpraH Aep>KaBHOTO
KOHTPOJIIO ONMYyOJIIKOBYE TIEpeIiK MEAMYHMX TEPMIHIB, SKI HEOOX1JTHO BPaXxOBYBaTH
BJIACHUKY peecTpallii JjIsl BUSBIICHHS CUTHAITY.

[IpoBeieHHsT MOHITOPUHTY IHIIMX JOCTYIHUX JDKepenl iHdopmallii 3 MeTOr
BUSIBJICHHS CUTHAIY;

2) BU3HAYEHHSI METOJIUKY 3 BU3HAHHS JOKA30BO1 CUJIM CUTHAIY.

OpraH gep>kaBHOTO KOHTPOJIIO BU3HAYAE I0KA30BY IIHHICTh CUTHATY Oepy4u 10
yBaru KIIHIYHY 3HAYYLIICTh, KUIBKICHY CHIIy acouiaiii, y3TOoJKEHICTh JaHUX,
B3a€MO3B 30K EKCIIO3UIIIA-peaKilisi, 010JOTIYHY JOCTOBIPHICTh, €KCIIEPUMEHTANIbHI
BHCHOBKH, MOYKJIMBI aHAJIOT1i Ta XapakTep 1 AKICTh JaHHX.

Jl51s BU3HAUEHHS MPIOPUTETHOCTI CUTHAIIB BPaxOBYIOThCS (PaKTOpH, TIOB’A3aH] 3
CEepHO3HICTIO BIAMOBIMHOI peakmii, ¢GakTopu, TOB’S3aHI 3 JOKYMEHTAIIIEI0
MOBIJIOMJIEHb y 0a3l JaHuX 3 (apMakoHArJisiIy OpraHy JAEep>KaBHOTO KOHTPOJIIO,
HasBHICTH acoriaiii ado Jikapchbkuil 3acid HOBUH, (pakTOpu, MOB’s3aHI 3 CHUJIOIO
acoryarii;

3) mpotiec ynpaBiIiHHSI CUTHAJIAMHU.

[Ipouiec ympaBiiHHS CHUTHajJaMy BKIJIIOYAa€ Taki [iii: BHSBJICHHS CHUTHAIY,
nepeBipKka CUTHANy, MIATBEP/KCHHS CUTHaTy, TMEPBUHHHUI aHali3 CUTHAIYy Ta
BCTAHOBJICHHS MPIOPUTETIB, OIlIHKA CUTHATY Ta peKOMEH Al 11010 3aX0/IiB.

[lepeBipka curHaimy o3Ha4ya€ NPOIEC OIIHKK JaHUX, M0 MIATBEPIKYIOThH
BUSIBJICHUM CUTHAJ, 1100 MEPEKOHATHUCS, 1110 HasiBHA JOKYMEHTAIIisl MICTUTh JI0CTaTHI
JIOKa3H, 110 I€MOHCTPYIOTh ICHYBaHHSI MOTEHIIIITHO HOBOT'O MPUYMHHO-HACIIIIKOBOTO
3B’s13Ky a00 HOBOTO aCMEKTy BIJOMOTO MPUYMHHO-HACIIAKOBOTO 3B’SI3KYy 1 TOMY
BUIIPABIIOBYE MMOJANBIIANA aHAJI3 CUTHATY.

SKi10 BIACHUK peecTpallii BUSBISE€ HOBUW CUTHAJ IiJi YaC MOHITOPUHTY Oa3u
TaHuX 3 (apMakoHArJsAay OpraHy JIepKaBHOTO KOHTPOJIIO, BJIACHUK peecTparlil
MIATBEPKYE HOro Ta HeraitHO 1H(GOPMYE PO 1€ OpraH JACPKABHOTO KOHTPOJIIO.

Ao mATBEp/KEHUN CUTHAT TOTpedye MOAANBIIOTO  aHami3y BiH
M1TBEPKYETHCS HE Mi3HiIe Hik yepe3 30 KaJeHJapHUX JHIB MICJs HOr0 OTPUMAaHHS
OpraHoOM JIep>KaBHOTO KOHTPOJIIO.

[Tin yac aHami3y miATBEPHKEHOTO CUTHATY, OpraH Jep>KaBHOTO KOHTPOIIIO Oepe
JI0 yBaru iHIIy HasgBHY 1H(QOPMAIIII0, IO CTOCYETHCS JIKAPCHKOTO 3aC00Y.

Y pa3st He TIATBEPKEHHS JIOCTOBIPHOCTI  CHUTHAJIY, BPaXOBYIOTHCS
HEMIATBEP/KEHI CUTHAJIM IIOAO0 JIKApChKOro 3aco0y, SKIIO Il CHUTHAIW 3T0J0M
CYNPOBOIKYIOThCSI HOBUMH CUTHAJIaMU II0JI0 TOI'O CaMOT0 JIIKapChKOro 3aco0y.

Opran Aep>KaBHOIO KOHTPOJIIO MEpEBIps€ 1 MIATBEPIKY€E OYyIb-IKUN CHUTHAI,
SKWWA BIH BUSBUB I 4aC MOHITOPUHTY 0a3u NaHuX 3 (hapMaKoHArJsy OpraHy
JIEP>KaBHOTO KOHTPOJTIO.

Bynp-skuii miaTBepKEHUN CUTHA BHOCHUTBLCS 1O CHCTEMH BiJICTC)KEHHS, SKY
BeJle OpraH JEp>KaBHOTO KOHTPOJIIO, Ta TIPOBOJUTHCS TEPBUHHUN aHaJi3 Ta
BU3HAYCHHS MPIOPUTETHOCTI CUTHAIB.

Opran JnepXaBHOTO KOHTPOJIIO TMOBITOMIISIE  BIAMOBIJHOTO BIACHUKA(IB)
peecTpaiiii mpo HOro BUCHOBKH IIOJI0 OILIHKHU OY/Ib-SKOTO IMiATBEPKEHOTO CUTHATY;
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4) BeieHHS )KypHaILy ayJIUTy BUSBJICHHS CUTHAIY.

Opran Jep:kaBHOTO KOHTPOJIO Belleé KOHTPOJIb CBOET JISUTBHOCTI 3 BUSBIICHHS
CUTHAJIIB, 110 BUKOHYEThCA B 0a3l JaHUX 3 (apMaKoOHAIJISIIy OpraHy Jep>KaBHOIO
KOHTPOJIIO, @ TAKOXK BIATIOBITHUX 3aIMTIB Ta iX Pe3ybTaTIB.

Bene 00111k curHasnis, 110 103BOJISIE€ TPOCTEKUTH, SIK CUTHAIM BUSIBIICHI, & TAKOXK
T€, SIK MTBEP/XKEH1 CUTHAJIU MEPEBIPEH] Ta OIliHEHI.

3. V pa3i HeoOXiHOCTI BHECEHHS 3MiIH JI0 JIepKaBHOI peecTpallii J1KapChKOro
3aco0y 3a pe3yibTaTaMy MPUHHATOrO OPraHOM JEpP>KaBHOTO KOHTPOJIO PIIICHHS
BJIACHHMK PEECTpAIlil MoJa€ 10 OpraHy JAEp>KaBHOTO KOHTPOJIO 3asBYy MPO BHECEHHS
3MIH /10 MarepiajliB PeecTpaliifHOTO JOChE, OHOBIEHY KOPOTKY XapaKTEPUCTHKY
JIKapChKOTO 3ac00Y 1 JIMCTOK-BKIAAKY Y CTPOKH, 3a3HaU€H1 y PillIeHH1, BIATIOBITHO 10
[Topsinky TpoOBEACHHS €KCIIEPTHU3M MaTepialiB PEeeCTPaIliiHOTO JOChE€ Ha JTIKAPChKI
3aco0u, 10 MOJAIOThCA Ha JEpXKaBHY peecTpalito (ImepepeecTpaliiio), a TaKox
€KCIIEpTU3H MaTepialliB PO BHECEHHS 3MIH 0 MaTepiaiiB PEeeCTPaliiiHOrO A0ChE
MPOTATOM i1 Iep>KaBHOI peecTpallii JikapcbKoro 3aco0y, 3arBepmkenoro MO3 (gaii
— IlopsiaoK pOBEIEHHS €KCIIEPTU3H).

4. SIxmio 3a pe3yJabTaTaMM OIIHKM CUTHAIIB PEKOMEHAYIOThCA OyIb-siKi 3aX01U
I0JI0 JIEp’KaBHOI peecTpaiii OuUTbIl SK OJHOrO JIKapChKOro 3acody, opraH
JIEP’KaBHOTO KOHTPOJIIO MICJs MIATOTOBKU 3BITY 3 OLIHKM NPUHMAaE OJIHE 3 TaKUX
pILIEHB: TIPO 3aJUIICHHS 0€3 3MIH MaTepialliB PEECTPALINHOTO JOChE, PO BHECEHHS
3MIH J0 MareplajiiB pEeecTpaliiiHOro A0Ch€, MPO MNPU3YNHUHEHHS All JAep>KaBHOI
peecTpalii JKapchKoro 3aco0y, MNpo CKacyBaHHsS il JAEp)KaBHOI peecTparlii
JIKApChKUX 3aC001B, 110 OXOIUTIOIOTHCS 3aX0/IaMH, 3a3HAYEHUMHU Y 3BITI BKIIOYAIOUH
rpadik BUKOHAHHSI BUCHOBKIB.

VY pa3i He3roau 3 PILICHHSIM 3a3HaYEHUX B IIbOMY IYHKTI BJIACHUK PEECTpaLlii
MOKE OCKApPKUTHU PILICHHS B aJIMIHICTPAaTUBHOMY MOPAJKY BIANOBIIHO 10 3aKOHY
VYkpainu «[Ipo aqMiHicTpaTUBHY TIpOLEypy» Ta/abo B Cy/I0BOMY MOPSIKY.

OpraH aep>kaBHOTO KOHTPOJIIO 3a0e3neuye 30epiranHs JOKYMEHTIB OB’ sI3aHUX 3
BUSIBJICHHS Ta OIIHKOIO CUTHAJIIB.

5. BHUCHOBKHM Mpo pe3yiabTaTH MPOBEICHOI OLIHKU IMATBEPIKCHUX CUTHAIIB Ta
peKOMeH Al MOoJaIbIINX M1 OMPUITIOIHIOIOTECA Ha Oo(iliifHOMY BeOCailTi oprany
JIEP>KaBHOTO KOHTPOJIIO.

6. Opran nepXkaBHOTO KOHTPOJIIO 1 BJIACHUK peecTpallii 1HPOPMYIOTh OJUH
OJIHOTO TpPO BUSBJIEHHA HOBHX a0O0 3MIHEHMX PHU3MKIB UM 3MIH y CIIBBIJHOILIEHHI
"KOPUCTB/PU3UK" 11010 KOKHOTO JIIKAPCHKOTO 3aC00Y.

4. BUMOIr# 10 CHCTEMH SIKOCTi cMCTeMH (DaPMAKOHATJISAZY OPTraHy JIePsKaBHOI0
KOHTPOJIIO

1. Opran nepaBHOTO KOHTPOJIIO CTBOPIOE Ta BUKOPHUCTOBYE CUCTEMY SIKOCTI, sIKa
€ e()eKTUBHOIO JIJIs1 3/[IHCHEHHS MOTO JISTTLHOCTI 3 (hapMaKOHATJIs Ty .

2. Cuctema SKOCTI OpraHy JIepKaBHOTO KOHTPOJIIO:


https://ips.ligazakon.net/document/view/t222073?ed=2024_01_01
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1) oxorutroe opranizaiiiiny CTpyKTypy, BIANOBIJAIbHICTb, IPOLIETYPH, IPOLECH
Ta PECypCH, HaJeKHE YNPaBIIHHA pecypcamu, VYIIPaBIiHHSA BIAMOBIIHICTIO Ta
yIpaBIiHHS 3allMCaMU;

2) 06a3y€eThCsl Ha TaKUX BUJAX JiSIILHOCTI:

IUTaHYBaHHS SKOCTi, IO TMepeadavyae CTBOPCHHS CTPYKTYp 1 IUIaHYBaHHS
1HTErPOBAHUX 1 TTOCIIIIOBHUX MPOIIECIB;

JOTPUMAaHHS SKOCTi, IO Ilepeadayae BUKOHAHHS 3aBlaHb Ta OOOB'SI3KIB
BIZITOBITHO 10 BUMOT SIKOCTI;

KOHTPOJIb Ta 3a0e3MeueHHs SKOCTI, 110 nepeadayae 3A1iICHEHHS MOHITOPUHTY Ta
OLIIHKAa TOTO, HACKUIbKU €()EeKTHUBHO CTBOPEHI CTPYKTYypH Ta MPOIECH Ta HACKIIBKU
e(EeKTHBHO MPOIIECH BUKOHYIOTHCS,

MOKPAIICHHS SKOCTI, 0 Tepeadayae BUMIPABICHHS Ta BIOCKOHAICHHS CTPYKTYP
1 IPOLIECIB.

3. Yci enemMeHTH, BUMOTH Ta TOJIOKEHHS, MPUMHATI JJIsi CHUCTEMH SIKOCTI,
JIOKYMEHTYIOTHCSI CUCTEMATUYHO Ta BIOPSAIKOBAHO Y (OpMi MUCHMOBOI MOJIITUKHU Ta
MpOLIEeTyp, TAKUX SIK TIAHU SKOCTI (CTpaTEri4HMM, 110 OXOIUTIOE 3-5 pIUHMI 1epio, Ta
HIOPIYHI, 1110 BUTIKAIOTH 13 CTPATET1YHOI0), HACTAHOBA 3 SIKOCTI Ta 3alUCH 3 SIKOCTI.

4. ¥Yci ocobu, 3amydeHi 0 MOPOUEAYp Ta MPOLECIB CHCTEM SIKOCTI OpraHy
JIEP’)KAaBHOTO ~ KOHTPOJIO Il 3A1MCHEHHS  JISUIbHOCTI 3 (papMakoHarssiy,
3a0e3MneuyoTh HallekHe (YHKIIIOHYBAHHA IIMX CHUCTEM SKOCTI Ta 3a0e3MeuyloTh
CUCTEMHUH MIAX1J O AKOCTI Ta 10 BOPOBAKEHHS 1 MIIATPUMKHA CUCTEMH SKOCTI.

5. Opran nepx’aBHOTO KOHTPOJIO BUKOPHCTOBY€E MOKAa3HUKUA €(PEKTUBHOCTI IS
MOCTITHOTO MOHITOPUHTY HaJIEXKHOI €(EeKTHUBHOCTI AISUIBHOCTI 3 (hapMaKoHArjsiay,
NepeNiK SKUX OMyOJIIKOBYEThCA Ha OQIUIHHOMY BeOCAlTI opraHy JIep:KaBHOTO
KOHTPOJIIO.

6. Bumoru 1o cucrteMm [KOCTI AJisl 31MCHEHHS NISUIBHOCTI 3 (papMakoHarssgy
Oprasy Jep>KaBHOTI'O KOHTPOJIIO y cdepax:

1) ynpaBiiHHS JIIOJACHBKUMHU PECYPCAMU.

Opranizaiiiiiii CTpyKTypH Ta pO3MOJAUT 3aBHaHb 1 OOOB'SI3KIB € YITKUMU Ta
JOCTYITHUMHU. BCTaHOBIIOIOTBCS Ta 3a3HAYaAIOThCS KOHTAKTH, HEOOXIgHI s
3MIIICHEHHS (hapMaKOHATJISTY .

Bech mnepconan, saxkuii Oepe ydacTb y [AISUTBHOCTI 3 (hapMaKOHArJAIY,
MiI0MPAETHCS BIAMOBITHO A0 KOMIETEHIIT, 000B’sI3KiB Ta mpodeciitHoi kBaidikartii,
HEOOXIIHUX [JJis1 3a0e3leueHHs 3MIMCHeHHs (apmakoHarisay, 3 TOCTIHHUM
HiATPUMaHHAM Oe3nepepBHOro npodeciiHoro po3BuTKy. HaBuaiibHi 1aHu Ta 3anucu
JUISL  TOKYMEHTYBaHHS, IATPUMKHA Ta PO3BUTKY KOMIICTCHTHOCTI TIEPCOHATY
30epiratoThbCs Ta HAAAIOTHCS TP Ay JIUTI.

Opran aep»aBHOTO KOHTPOJIIO HAJa€ CBOEMY MEPCOHAITY BIAMOBIAHI IHCTPYKIIIi
IIOJI0 TIPOIIECiB, IO BUKOPHCTOBYIOTHCS B CKCTPEHUX BHUIAIKAX, BKIFOYAIOYH
Oe3repepBHICTb POOOTH;

2) ynpaBiiHHS BiMOBITHICTIO.
Opran nep>kaBHOr0 KOHTPOJIIO:
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BCTAHOBIIIOE CIEIiabHI MPOLEAYPH Ta MPOLECH AJI JOCATHEHHS TaKuX LLIEH:
3a0€3MEeUYEeHHsS] OLIHKKM SKOCTI, Yy TOMY UYHCJIl TIOBHOTH, TMOJAHMX JaHUX
dhapMakoHarsiIy; 3a0€3MedeHHs] OIlIHKM JaHuX (apMaKoOHArjsay Ta iX oOpoOKu y
CTPOKH, TependadeHi 3aKOHOJIAaBCTBOM; 3a0€3IMeUeHHs] He3aJeKHOCT1 y 3A1HCHEHHI
3ax0/iB 3 (hapMakoHarsIay;3a0e3neueHHss e(peKTUBHOI KOMYHIKaIlli MDK YyciMma
3aIliKaBJICHUMHU CTOPOHAMM 3 IMUTaHb 0e3MeKH Ta €()eKTUBHOCTI JTIKaApChKUX 3aC001B Ta
(dbapMakoHarJsy; rapaHTyBaHHs TOTO, IO OpPTaH JEP>KaBHOTO KOHTPOJIIO iHPOpMYE
yCl 3alliKaBJI€HI CTOPOHH TIPO CBiil HaMip OTOJOCUTH MPO OE3MEeKy JIKapChKOro
3aco0y, TPOBEACHHS MEPEBIPOK, Y TOMY YHCIII TIEPEAPEECTPAIIITHUX;

JIOJTATKOBO BCTAHOBJIIOE MPOIEAYPH ISl 300py Ta peecTparii Bcix HeOaKaHUX
peakmiit/HITIII/BincyTHOCTI  edeKTHBHOCTI, HEehEKTHBHOCTI BaKIMHAIl, IO
BUHUKAIOTh Ha TEPUTOPIi Y KpaiHu;

BCTAHOBJIIOE MTPOLIETYPH JJIs1 MOHITOPUHTY MEMYHOI JIITEpaTypH;

3) ympaBiiiHHS 3anucamMu Ta 30€peKeHHs TaHuX.

OpraH ep>KaBHOTO KOHTPOJIIO PEECTPYE BCIO 1H(POPpMAIIito Mpo GpapMakoHATIIsT 1
3abe3neuye ii 0oOpoOKy Ta 30epiraHHs i TOYHOTO 3BITYBaHHS, IHTEpIpeTanii Ta
nepeBipKu i€l 1HGopmarii.

OpraH aep»aBHOTO KOHTPOJIIO 3aMIPOBAKYE CUCTEMY YIIPABIiHHS 3alIUCAMHU IS
BCIX JIOKYMEHTIB, II0 BUKOPHUCTOBYIOTHCS ISl MISUIBHOCTI 3 (apMakoHarysay, sika
3a0e3rnedye MOMKIMUBICTh BIJIHOBJICHHS I[HMX JOKYMEHTIB, a TaKOX MOKJIHUBICTh
BIJICT€KEHHS 3aXOJlIB, BXKUTUX JJIsl PO3CIIAYBaHHS MpoOseM Oe3NeKH, CTPOKIB IUX
pO3CIiyBaHb 1 pIillIeHb MI0A0 MpoOieM O€3MeKH, BKIIOYAYM iX J1aTy Ta IPOIIeC
NPUIHATTS PILLICHb.

Opran aep»KaBHOTO KOHTPOJIO 3a0e3neuye 30epiraHHsi OCHOBHUX JTOKYMEHTIB,
10 OMUCYIOTh HOTO cUCTEMY (hapMaKOHAIISIAY, HE MEHIIIE 5 POKIB Miciis oQiliitHOTrO
MPUITUHEHHS Ji1 CUCTEMU.

Jani gapmakoHarisiyy Ta JOKYMEHTH, IO CTOCYIOThCS pEecTpallii JIKapChbKUx
3ac001B, 30epiratoThCsi MPOTATOM CTPOKY Jii Jep:KaBHOI peecTparlii JT1KapChKOro
3aco0y Ta 10 pokiB micis 3aKIHYEHHS TEPMIHY JIii peecTpaitii;

4) aynur.

AyIUTH CHUCTEMHU SKOCTI HAa OCHOBI OIIIHKH PH3UKIB MPOBOIATHCS 4Yepe3
pEryJsipHi MPOMDKKH 4Yacy, SIKI BU3HAYAIOTHCS OPTaHOM JIEPKABHOTO KOHTPOJIIO,
BIIMOBIHO JIO 3arajibHOI METOJI0JOrii, 00 IepeKOHATHCS, IO CHCTEMa SKOCTI
BIJIMOBIIa€ BUMOTaM IIi€1 TJIaBU Ta 3a0€3MeUnTH i eDEKTUBHICTb.

KopurysainbHi aii, BKJIFOYaI04¥ NOJATbIINI ayAUT HEAOIKIB, BXKUBAIOTHCA Y pasi
HEOOX1THOCTI. AyAUTOPCHKHI 3BIT HAACHJIAETHCA KEPIBHULTBY. JlaTh Ta pe3ynbratu
ayJIMTIB 1 MOJANBIINX ayJIUTIB IOKYMEHTYIOTHCS.

5. Bumoru 10 npoBeieHHs aHAJII3y Ta OUIiHKH iHpopMaulii mpo 0e3nmeKy Ta
e(eKTHUBHICTD JiKapcbKHUX 3aC00iB
1. Opran aep>kaBHOTO KOHTPOJIIO CUCTEMAaTU3Y€E, aHAI3Y€ Ta OLIHIOE:

1) orpumany indopmariito npo HeOaxkaHl peakiii, Ta/abo BIJACYTHICTb
edeKTHUBHOCTI, Ta/abo0 Hee(PEeKTUBHICTh BaKIMHAIlI, Ta/ab0 HebakaHi peakiii Mmpu
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HAsIBHOCTI MiZ03pW Ha Ae(EKT SKOCTI JiKapchkoro 3aco0y, ta/ado HIIIII, 6yas-ski
1H1I11 TIpoOsIeMu Oe31eku Ta e()eKTUBHOCTI 3aCTOCYBAHHS JIKAPChKUX 3aCO0IB;

2) I[1O3b;

3) mIaHu yIpaBIiHHS PU3UKaMU.

2. Opran aepkaBHOTO KOHTPOJIIO TPOBOIUTE:

1) OIIHKY SKOCTI JaHuX 3 Oe31eku Ta eheKTUBHOCTI JIIKAPChKUX 3ac001B;
2) 30epira”Hs JaHUX 3 0e3MeKH Ta €PEKTUBHOCTI JIKAPChKUX 3aCO0IB;

3) anaini3 naHux 3 0e3neku Ta e()eKTUBHOCTI JIIKAPCHKUX 3aCO0i1B;

4)  OWIHKY  NPUYMHHO-HACTIAKOBOTO  3B'A3Ky,  mepeadauyBaHocTi  /
Hernepe0ayeHOCT], CTyNEHs CEpHO3HOCTI HeOaXKaHUX PEaKIIIi JIIKapChbKUX 3aCO01B;

5) npoueaypy ynpaBiIiHHS CUTHAJIAaMU 3 O€3MEKH;
6) OLIIHKY CHIBBIIHOWIEHHS «KOPUCTh/PU3UK» JTIKAPCHKHUX 3aCO01B;
7) OLIIHKY OHOBJICHHSI CUCTEMH YIPABIIHHS PU3UKAMH;

8) o1iHKy e(eKTUBHOCTI 3aXOMIB 3 MIHIMIi3allii/3arno0iraHHs pU3UKIB, BXKHUTHX
BJIACHUKOM peecTpallii mnependayeHuX IUIaHaMHU YTPaBIIHHA PU3UKAMH 1 YMOB,
3a3HaYeHUX y cTarTax 24, 32 3akoHy Ykpainu Bin 28 numas 2022 poky Ne 2469-1X
«IIpo nikapchKi 3acO0M»;

9) HaBUaHHS 3 MUTaHb PapMaKOHATIISTY;

10) OLiHKY MOCTpEECTPAIIHHUX JTOCTIKEHb 3 0€3MeKH JIIKapChKOro 3aco0y (3a
HEOOX1THOCTI).

3. Oprad Aep:kaBHOTO KOHTPOJIIO TMPHU MPOBEJICHHI aHaJi3y Ta OI[IHKU JaHUX
Oe3nekn Ta ePEeKTHUBHOCTI JIKApChKUX 3ac00iB, OI[IHKM MPUYMHHO-HACIIIKOBOTO
3B'SI3KY MDK KIIHIYHUMH TposiBaMu Oyab-sikoi HeOaxanoi peakuii/HIIII Ta
3aCTOCYBAHHSM JIIKAPCHKOTO 3ac00y, OILIHKKA MPUYMHHO-HACIIKOBOTO 3B'SI3KYy MIXK
BIJICYTHICTIO €(EKTHUBHOCTI Ta 3aCTOCYBaHHSM JIKapChKOrOo 3aco0y, OIIHKHU
BUHUKHEHHSI Hee(EKTUBHOCTI BaKIMHAIIl1, OLIIHKA MPUYMHHO-HACIIIKOBOTO 3B'S3KY
MDK HEOa)XaHOIO pEeaKIl€lo Mpu Mmiao3pl Ha AedeKT SKOCTI Ta 3aCTOCYBaHHSIM
JIKapChKOTo 3aco0y mnependadyeHOCTI/Henepea0aueHoC T, CTYIICHs CEpPHO3HOCTI, a
TaKOX OIIIHKHM CIIBBIJHOIIEHHS «KOPUCTH/PU3MK» 3alydae OCi0 y SKUX BIICYTHIM
KOH(JITIKT 1HTEpeCiB/IPUBATHUHN 1HTEPEC.

4. 3a pesynpTaTaMy aHali3y Ta OIIHKK JaHUX Oe3neku Ta ePeKTUBHOCTI
JIKApChKUX 3ac00iB Ta TMPOBEACHOI OIIHKKA TMIATBEPKEHUX CHUTHAIIB Opraf
JIEP’)KaBHOTO KOHTPOJIIO TMpHUHMae OOrpyHTOBaHE pIMIEHHS TMPO 3aXOAH, IIOJ0
JEp’KaBHOI ~ peecTpalii  JIKapchKOro 3aco0y, 3  ypaxyBaHHSIM  HAasBHOCTI
aJbTEPHATUBHOTO JIIKYBaHHS, 32 HASIBHOCTI OJHI€T a00 NEKIJIBKOX 3 TAKUX IT1JICTAB:

1) BUSBIEHHS HEBIIOMUX paHillle HEOE3MEYHUX BIACTUBOCTEH JIKAPCHKOIO
3ac00y, 10 HEMOXJIMBO MIHIMI3yBaTH/3aMO0IITH 3aBISKH PU3UK-IPONOPLIHHUM
3axo0JiaM 3 MiHIMi3allil pU3HUKiB;
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2) KoM PU3UK BiJl 3aCTOCYBaHHS JIKapPCHKOTO 3aC00Y MEPEBUILLYE KOPHUCTD;
3) HEeBUKOHAHHS BJIACHUKOM PEECTpallii yMOB peecTparlii;
4) HEBUKOHAHHS BJIACHUKOM PEECTpAllii MOKJIAIEHUX Ha HbOTO 3000B’A3aHb.

5. 3a pe3ynbTaTamM aHaizy AaHUX 3 Oe3MeKku Ta €(EeKTHUBHOCTI JIKAPCHKUX
3aco0iB, Ta TMPOBEJACHOI OIIIHKM MIATBEP)KCHUX CHUTHAJIIB OpraH JIep»KaBHOTO
KOHTPOJIIO HaJla€ TaKi pEKOMEHIAIlii BIACHUKY PEECTPAITii:

1) BHeCTH YTOYHEHHS, JOMOBHEHHA a00 3MiHM /0 JHCTKa-BKJIAJKU/KOPOTKOI
XapaKTePUCTUKU/ITHCTPYKIIT JUIi MEAUYHOTO 3aCTOCYBaHHS JIIKapChKOTro 3acoly, 3
Ha/JaHHSIM BMOTHMBOBaHMX BUCHOBKIB Ta PEKOMEH/IAIIH;

2) HajaTu AOJATKOBI JaH1 /TS OIIHKH B paMKaXx MPOIEAYPH OIIHKY CUTHAITY;

3) po3rnsinyTH curHan y HactynHomy [10O3b, abo Hanatu nozamnanosuii [103b;

4) HazlaTy TJ1aH YIpaBJIiHHSA PU3UKaMHu a00 HOro OHOBJIEHY BEPCIIO;

5) BOpOBaKyBaTH OAATKOBI 3aX0JU 3 MIHIMI3alli pU3UKY, Takl K po3poOKa
HaBYaJbHUX MarepianiB ab0 NoWMpeHHs 1HPOPMALIIHUX JHCTIB-3BEPHEHb [0
CHEIaTICTIB chepr OXOPOHU 3/I0POB’sI/TAIIEHTIB;

6) MpPOBECTU MOCTPEECTPALIfHEe AOCTIHKEHHS 3 O€3MeKH JIKapChKOro 3aco0y

BIIMOBIHO /10 Y3TOUKEHOTO IMPOTOKOIY Ta HaJaTH 3aKJIIOYHI Pe3ylbTaTH IHOTO
JIOCHIJKEHHS,

7) Oyab-sKi 1HIN Jii, IO HAampaBlieHI Ha TOJIMIIEHHS Mpodiao Oe3neku
JKapChKOro 3aco0y;

8) moganbIuii 301p JaHUX 3 OE3MEKH JIIKAPCHKOro 3aco0y.

6. Opran aep»aBHOIO KOHTPOJIO BHU3Hadae nepioauyHicTe nojnanHa [103b
VYkpainu ta pedepeHTH1 1atu IS JIIKapChKUX 3acO01B, 110 MICTATh OJHAKOBY Jil04y
peyoBHMHY a00 OJHAKOBY KOMOIHAIIO AIIOYMX PEYOBHUH, IUIIXOM PO3MIIIEHHS B
[lepeniky monannst 11036 Ha cBoeMy odimiiiHomy BeOcaiiti. Opran JIep»aBHOTO
KOHTPOJIIO TIEPErisijac Ta OHOBIIIOE NEpeNiK pedepeHTHUX JaT 1 MeploJAUYHICTh
noxanus [1036.

Kpurepii BU3HaU€HHS MEPIOAUYHOCTI MOJAHHS NEPIOJUYHUX 3BITIB 3 O€3MEKH:

1H(opMarlis 100 PU3UKIB YU KOPHUCTI, IO TMTOTSHIIIMHO BIJIMBAE HA 3JI0POB’S Ta
JKUTTS MALIEHTIB;

HOBUH JIKapChKU 3acid, MI0JI0 SIKOTO Hapa3l HeMae BUYEpHHOi 1H(opMarii 3
0e3neku (BKIII0Yal0UM TOPEECTPAIlIMHUAM Ta MICISIpeECTpaLliiHUN TOCB1);

3HAYH1 3MIHU JIIKAPChKOT0 3ac00y (HApUKJIIa/, 3apeECTPOBAHO HOBE MOKA3aHHs,
HOBa (opMa BHUIYCKYy UM CIIOCIO 3aCTOCYBaHHS, IO PO3IMIMPIOIOTH TMOIMYJIAIIO
MAIllE€HTIB, K1 3aCTOCOBYIOTh JIIKAPCHKUI 3aci0);

Bpa3JIMBI/HEOCTaTHHO BHUBYEHI MOMYJIALIl Mall€HTIB, BIACYTHS 1H(QOpMaLis
(HampuKJIaa, 1T, BariTHI >KIHKH), SIKIIO TaKl MOMYJISIIi MaIll€EHTIB 3aCTOCOBYIOThH
JKapChKUil 3aC10 y MiCIIpEECTPAIHHOMY TIEPIO/IL;
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CUTHaJ TPO TMOTEHIIHHY 3arpo3y a0o MOTEHIlIHA 3arpo3a HEMpPaBUILHOIO
3aCTOCYBaHHS, JIKOIOB sI3aHO1 IOMUJIKH, PU3UKY MEepe103yBaHHs a00 3aJIe’)KHOCTI Bij
JKapChKOTo 3aco0y;

HAsSBHICTh TaHUX 3 OE3MEKHU 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00Y;

JKapChKi 3ac00H, 1110 MIJIATal0Th J0IaTKOBOMY MOHITOPHHTY.

KpuTepii neperisay nepioAMyHOCTI MOAaHHS MEPIOTUIHUX 3BITIB 3 O€3MEKH:

MosIBa/BUSIBJICHHS HOBO1  1HdopMaIlli I0J0 BJIACTUBOCTEH  (CKJIAJOBHUX)
JKapChKOT0 3ac00y, 110 MOKE BINTMHYTH Ha CITIBBIHOIICHHS «KOPUCTh-pU3UK» ADI
a60 xoMOiHaiit ADI Ta moTeHIIHHO HA 3/TOPOB’ sl HACEJICHHS Y1 TPOMAJIChKE 3710pOB’;

Oynp-sika 3MiHA KPUTEPiiB, IO BUKOPUCTOBYIOThCS I BU3HAYCHHS
nepiognuHocti moganus [1036;

Ha BUMOTY 3asBHHKA 3 TMPHYMH, IO CTOCYIOThCS 370pOB’S HACEJICHHS YU
I'POMAJICBKOTO 3/I0POB’SI; 3 METOIO YHUKHEHHS JTyOJIIOBaHHS OILIIHKH; JUIS TOCATHEHHS
MDKHApPOIHOT TapMOHI3allii;

HOBUI 3apeecTtpoBanuii ADI.

7. Opran aep:XKaBHOTO KOHTPOJIO 3aCTOCOBYE IMPOLEAYPY OLIHKU NEPIOAHYHO
OHOBIIIOBAaHUX 3BITIB 3 O€3MEKMU 3apeecTpoBaHUX B YKpaiHi JIKapChbKUX 3acO0IB Ta
iMIIeMeHTanli €aMHOT OLIHKK MEpIOAUYHO OHOBJIIOBAaHUX 3BITIB 3 O€3MEKH Yy
E€porneiicekoMmy Coro3i. J{J1s 1IbOTO BJIACHUK peeCTpallii moia€e 10 oprany Jep>KaBHOTO
KOHTPOJIIO B €NEeKTpoHHIN (opmi 3asBy Ha monanHs 11036 3 meToro mpoBeneHHs
ouinku [1O3b He mi3HilIE KIHIEBOI aTH NOJIaHH4, 1110 3a3HayeHa y [lepeniky noganHs
[10356 .

8. Opran Aep>KaBHOI0 KOHTPOJIIO MTPOBOJUTH OLIHKY MEPIOJUYHO OHOBIIOBAHUX
3BITIB 3 O€3MEeKH JUIsl BU3HAUCHHS, YW 3 SIBWJIMCS HOBI PU3UKH, YU HE 3MIHUIIUCS
PU3UKH, YU € 3MIHH Y CITIBBIIHOIIEHH] «KOPHUCTH/PU3UKY JTIKAPCHKOTO 3aC00y.

9. OmiHKa NepioMYHO OHOBIIFOBAHMX 3BITIB 3 OC3MEKHU MPOBOJUTHCS JJISI BCIX
JIKApChKUX 3aco0iB, IO MICTITh OJHAKOBY JiI04y pPEYOBUHY ab0 OJIHAKOBY
KOMOIHAIlI0 [JIIOYUX PEUYOBWH, 1 JJIsi SKUX BCTAHOBJICHO pedepeHTHy aary i
nepiognuHicTh moganus [103b.

10. 3aranpauii ctpok ominku [103b opranom aep»kaBHOTO KOHTPOJIIO CTAHOBUTD
145 poGouux nHiB.

11. 3a pesynbraramu ouiHku 1036 opran aep>kaBHOTO KOHTPOJIO TOTYE
nonepeAHi 3BiT npo oiminky 1036 Ta Haacuiae Moro 10 BIACHUKIB peecTparlii, sSKi
noaanu [1O3b npotsrom 5 po6oynx HIB 3 MOMEHTY CKJIaJJaHHS 3BITY.

12. BnacHuk peecTpallii HaJlae 10 OpraHy JepKaBHOTO KOHTPOJIIO MOSICHEHHS Ta
KOMeHTapi y TepMiH 10 30 poOouyux AHIB MicC/is OTPUMAHHS MONEPEIHBOTO 3BITY PO
ouinky [103b.

13. Opran nep>XaBHOTO KOHTPOJIIO 3a pE3yJbTaTaMH OIlIHKH OTPUMAaHHX
MOSICHEHb Ta KOMEHTAapiB, a00 3aKIHYEHHS CTPOKIB HAa/IaHHS TOSICHEHb Ta KOMEHTApPIB
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3aTBepKy€ 3BIT mpo omiHKy [103b mpotsarom 15 poGounx AHIB 3 AaTH OTPUMAHHS
OCTaHHIX MOSICHEHb Ta KOMEHTAapIB a00 3aKIHUCHHS CTPOKIB 1X HaJIaHHS.

14. Opran nep>kaBHOTO KOHTPOJIIO 30epirae 3aTBEp/KCHHH 3BIT MPO OINIHKY
I[1IO3b Ta pexkoMeHpaarii y CBOiM 3arajJbHOJAOCTYMHHIA 0a31 JaHWUX 1 HaJCHIAE ix
BJIACHHKY PEECTpaIIii.

15. Opran aep>kaBHOro KOHTpPOJIO 3a pesyibraTtamu ouinku [1O3b npuiimae
pIIIEHHS] TIPO 3aJUIICHHs 0€3 3MiH, PO BHECEHHS 3MiH J0 JIEp)KaBHOI peecTparlii
JiKapchKoro 3acoly, Mpo TpH3yNUHEHHS a0o0 MpOo CKacyBaHHS il JAep>KaBHOI
peecTpaiiii JikapchKoro 3aco0y Ta iHGOpMye TIPo 11e BIACHUKA PEECTPAITii.

16. 3Bitu 3 ominku 1036 pazom 3 ix pe3romMe ONpUITIOHIOIOTHCA Ha ODiliitHOMY
BeOCaiTI oprany JIep>kaBHOTO KOHTPOJIIO.

17. V pa3i He3rogu 3 BHCHOBKOM OpraHy JACpP>KaBHOTO KOHTPOJIO IIOJ0
MOAAJNBIIOT0 MEIUYHOTO 3aCTOCYBaHHS JIIKAPChKOro(ux) 3aco0y(iB) BIACHUK
peecTpaiii MOXE OCKApKWUTH JaHWA BHCHOBOK B aIMIHICTPATUBHOMY TOPSAKY
BIJIMOBIIHO 70 3akoHy Ykpainu «[Ipo aamiHicTpaTuBHY mnpoueaypy» Ta/abo B
CYJIOBOMY TOPSIIKY.

VII. lonaTKOBHH MOHITOPHUHT

1. Opran nep>kaBHOrO KOHTPOJIO 3 ypaxyBaHHsIM [leperniky Jikapcbkux 3aco0iB
MiJl JI0JaTKOBUM MOHITOpPUHIOM B €Bpomeiickkomy Cor031, OIyOJIiKOBaHOTO Ha
€BponeiickkoMy BeOcaiTi jdikapcbkux 3aco0iB (List of medicines under additional
monitoring EMA) (3a MDKHApOJAHMMHM HENAaTEHTOBAaHMMHU Ha3BaMU Ta/abo
TOProBEJILHUMHU Ha3BaMH) y 3B S3Ky 3 PU3MKaMHU MEBHHUX JIKAPCHKUX 3aco0iB, ILIO
MOTEHIIMHO HETraTMBHO BIUIMBAIOTh Ha 370pOB’S Ta KUTTA TAalIE€HTIB Ta/abo
IpOMAJIChKE 3I0POB’S y pa3i BAKOPUCTAHHS ckiaaae [lepenik nikapchKkux 3aco0iB, 110
M1JUISITal0Th 10JaTKOBOMY MOHITOpHHTY (nani — [leperik) 1 momae Ha 3aTBEPIKEHHS
1o MO3.

2. Jlikapcbki 3aco0u, M0 MiUISITal0Th T0JaTKOBOMY MOHITOPUHTY Ta BKIIFOUEHI
1o Ilepeniky mo3HAYarOTHCS TIEPEBEPHYTUM PIBHOCTOPOHHIM TPUKYTHHUKOM YOPHOTO
KOJIbOPY.

YopHuii TPUKYTHHUK BiJIMOBIIa€ TAKOMY 3Pa3Ky:

\4

YopHuii TPUKYTHUK MPOTMOPIIIHHUN 10 po3Mipy mpudTy TEKCTy iHGOpMAaIIii Ipo
JiKapCchKHii 3aci0, a MiHIMaJIbHA JIOBXKWHA KOKHOT CTOPOHU TPUKYTHHKA 5 MM.
3. Ilepenik cknanaeTbcsa 3a MKHAPOJHUMH HEMATEHTOBAHMMH Ha3BaMH Ta/a0o

TOPrOBUMHU Ha3BaMHU JIIKAPCHKUX 3aCO0IB 1 MOUIMPIOETHCS HA BC1 TOTOBI JIKAPCHKI
3aco0u, 3apeecTpoBaHi B YKpaiHi.

4. BxmroueHHsi mikapchkux 3aco0iB 1o Ilepeniky, BigOyBaeTbcsl 3a TaKUMHU
KpUTEPISMU:

1) mikapceki 3acobm, 1o BiJIoueHi 10 Ilepenmiky mikapcbkux 3acoOiB mif
JOJJaTKOBUM  MOHITOpUHTOM B €Bpomneiicbkomy (01031, Omy0JIKOBaHOTO Ha
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€BponeiicbkkoMy BeOCalTI JIKapChKUX 3ac001B (3a MIKHAPOJHUMHU HETIATEHTOBAHUMU
Ha3BaMHM Ta/a00 TOPTOBEJILHUMHU Ha3BaMH ),

2) miKapchKi 3ac00M, 10 MICTSTh HOBY JIIF0YY PEUOBHHY (1HHOBAIIIMHI JIIKApChKI
3aco0u), 10 3apeecTpoBaHi B YKpaiHi BIAMOBIAHO A0 BUMOT 3aKOHY YKpaiHU BiJ
28 munHs 2022 poxy Ne 2469-1X «IIpo dikapchki 3aco0m»;

3) nmikapchki 3aco0u O10JOTIYHOTO TOXOJKEHHSI 3apeecTpoBaHi B YKpaiHi
BIJIOBIJTHO 70 BUMOT 3akoHy Ykpainu Bif 28 munHsa 2022 poky Ne 2469-1X «IIpo
JKapChKi 3aC00m»;

4) mikapchKi 3ac00H, JO3BOJICHI JI0 3aCTOCYBaHHS B Y KpaiHi BiIMTOBITHO 0 CTATTI
24 3akony Ykpainu Big 28 qumns 2022 poky Ne 2469-1X «IIpo nikapceki 3aco0m»;

5) miKkapchKi 3acO0U 17151 AKUX TPOBEICHHSI TOCTPEECTPALIIITHUX TOCTIIKEHb OYJI0
YMOBOIO JI€PKaBHOI peecTparli;

6) JKapcbkl 3aco0M i1 SIKMX BHUHMKJIA HEOOXIJTHICTb IPOBEIACHHS
MOCTPEECTPALITHUX TOCIIJIKEHD 3 0€3MEKHU B MICISPEECTPALIMHOMY HEPIOI;

7) 3a pe3ynabTaTaMM OI[IHKH PHU3HUKIB IMEBHUX JIIKAPCHKHUX 3aCO0IB, IO MOTEHINIHO
HEraTHBHO BIUIMBAIOTH HA 370POB’S Ta )KUTTSI MAIIEHTIB Ta/ab0 rpoMaicbke 3/10pOB’s
y pa3l BHUKOPUCTAHHS, OpPraHOM JEP>KaBHOTO KOHTPOJIIO BCTAHOBIIOETHCS
HEOOX1JTHICTh J0JIATKOBOTO MOHITOPHUHTY.

5. Bxomtouenns nikapcbkoro 3aco0y 110 [lepeniky BiiOyBa€eThCsl KO BiH BIIEpIIE
3apeecTpoBaHuil B YKpaiHi a00 B OyAb-SKH 4Yac MPOTITOM >KUTTEBOTO ITUKITY
JIKapChKOTo 3aco0y

6. Jlikapcekuit 3aci6 BrimoueHuidt g0 Ilepeniky mijsirae  10JaTKOBOMY
MOHITOPUHTY MPOTITOM 5 poKiB 200 A0 BUKIIOYEHHS Horo 3 [lepemiky.

7. Iepenik momicsus NeperiasgacTbCcsi OPraHoM JIEPHKABHOTO KOHTPOJIIO Ta y pasi
HEOOX1THOCTI OHOBJIFOETHCS Ta MOJAETHCSA 10 MO3 1151 3aTBEPIXKEHHS 3 MOJAIbIINM
OTPWIFOAHEHHAM Ha odilliifHOMY BeOCaiiTi oprany Aep>KaBHOTO KOHTPOJIIO.

8. Tlepenik ONPMIIOAHIOETECA Ha OQIIIHHOMY BeOCATI OpraHy aepKaBHOTO
KOHTPOJTIO.

9. JlomaTkoBUM MOHITOPHHT 3IHCHIOETHCS BIAMOBIAHO 10 PEKOMEHIALIIM,
BUKIaneHux y craHaapti «Hacranosa. Jlikapcbki 3aco0u. HanexHi mpakTuku
dapmakonarmsny» (CT-H MinictepcTtBa oxoponu 3710poB’ss Ykpainu 42-8.5:2015),
3aTBEP/KEHOTO Haka3oM MiHicTepcTBa OXOpOHU 370poB’s YKpainu Bin 21 TpaBHA
2015 poky Ne 299 (B penakiiii Hakazy MiHiCTepCcTBa OXOPOHU 370pOB’sT YKpaiHU Bij
05 kBiTHs 2018 poky Ne 620).

B.o. HayanbHUKA
DapManeBTUYHOIO YIIPABJIiHHS Oaexkcanap I'PIHEHKO



