3ATBEP/IXKEHO

Haka3z MinictepcTBa OXOpOHU
310pOB’s YKpaiHu

03 uepBHs 2026 poky Ne 740
3apeectpoBanuii B MiHicTepcTBi
I0CTHINT YKpainu

23 nmunHa 2026 poky

3a Ne 1061/46455

Hopsigok 3aiiCHEHHA (papMaKOHATJIALY
I. 3arajbHi Mo10KeHHSA

1. Ieit Ilopsamox BCTaHOBIIOE BUMOTH JI0 3J1MCHEHHS (hapMaKOHArIsay B
VYkpaini, K1 aganToBaHi 10 3aK0HOAaBCTBa €Bporelicbkoro Coro3sy.

2. Y upbomy Ilopsizky TepMiHM BXKUBAIOTHCS Y TAKHX 3HAUYCHHSAX:

1) cuctema 3 (hapMakoHArIsAy OpraHy JepKaBHOTO KOHTPOJIO (J1aji — cucTemMa
dbapmakoHarisany) — iHpopMaliifHO-KOMYyHIKaIliiiHa cuctema Jyist 300py, YIpaBiIiHHS
Ta aHaii3y iHpopmailii 3 6e31eku Ta ePeKTUBHOCTI JTIKapChKUX 3aC001B;

2) BakuuHaiis (IICTUICHHS, AaKTHWBHA/TIACMBHA IMyHI3allii) — CTBOPEHHS
IITYYHOTO IMYHITETY Y JIFOAMHM JO IEBHUX 1H(QEKIIHHUX XBOPOO HUISIXOM BBEIEHHS
BaKI[MHU YH IMYHOTJIOOYJIIHY;

3) BIACYTHICTh €(EKTUBHOCTI JIIKAPCHKOTO 3aC00y — BIACYTHICTH CHPHUSTIMBOI
JIarHOCTUYHOI, JIKYBaJdbHOI 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,  3a3HAYEHUX y  KOPOTKIH  XapakTEpPHUCTHIl  JIKaPCHKOIO
3aco0y/IHCTPYKITi JUIsI METUIHOTO 3aCTOCYBaHHS,

4) TpyIoB1 HECIPUATIMBI MOJIT Tics iMyHI3amii — aBa abo OiIbINE BUIAIKIB
HECMIPUSATIIMBUX TOMIM TICIS IMyHI3alli, [0 MawTh MOAIOHI KIIHIYHI TPOSBH,
MOB’s13aH1 32 9acOM, MICIIeM MTPOBEACHHS IMYHI3allii Ta Cepi€elo BBEICHOI BaKITUHY;

5) nmonmaTkoBi 3axoAM 3 MiHIMI3alli PU3MKIB, MOB’sI3aHI 13 3aCTOCYBAHHSAM
JIKapChbKOro 3aco0y (mani — AO0JAaTKOBI 3aXOJW 3 MiHIMI3alil PU3UKIB) — 3aX01u
HampaBJIeHI Ha JoAaTkoBe 1HGOPMYBaHHSI [JIi TIOCWJICHHS yBaru MEIUYHUX
MpaliBHUKIB Ta/a00 MAIll€HTIB 3 MUTAaHb 3am00IraHHsA ab0 3HMKEHHS WMOBIPHOCTI
PO3BUTKY OAHOTO a00 NEKIIbKOX HeOaKaHMX PeakIlii, MOB'SI3aHOi 13 3aCTOCYBAHHIM
JKapChKOro 3aco0y;

6) eTaJOHHMI JIIKapChKUH 3aci0 — JTIKapChKUii 3aci0, 3apeecTpoBaHUi B YKpaiHi,
3 SIKAM JIIKapChKHUH 3aci0, Ha SKUH HAJIa€ThCS JO3BIIL, € IICHTUYHUM Y1 MTOAI0HUM a00
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OJTHOYACHO peePEeHTHUM UM TEHEPUUHUM JIIKAPCHKUM 3aC000M;

7) ebeKTUBHICTh BaKIMH — 3HMKEHHS BIJCOTKA KEPOBAHMX 1H(MEKIIHHUX
3aXBOPIOBaHb Yy I'PYIIi MIETUICHUX 0C10 MOPIBHSIHO 3 TPYIIOI0 HEIIETUICHUX OCi0;

8) epeKTUBHICTD JIKApPCHKOTO 3aC00y — CIPHUATIMBA JA1arHOCTHYHA, JIIKyBajIbHa
yu npodimakTUYHA i JIKapChKOTro 3aco0y 100 XapaKTepy 3aXBOPIOBAHHS, MOTO
nepediry, TPUBAJIOCTI a00 KOpeKiii cTaHy 4d (Pi310J0TIYHMX (DYHKIIM Opra”izmy
JIOAWHMA BIATMOBITHO O TOKa3aHb JO 3aCTOCYBaHHS, 3a3HAYEHUX Y KOPOTKIH
XapaKTEPHUCTHIII JIIKAPCHKOTO 3aCO0Y/IHCTPYKIIIT 11T METUIHOTO 3aCTOCYBAHHS;

9) 3BezeHI AaHl PO BUIMAIKU HeOaKaHUX PEaKiliid Miciid 3aCTOCYBAaHHS BaKIUH,
TyOepKyJIiHy — 3BIT, IO y3araJibHIO€ iH(opMmaIiio mpo HeOakaHi pPeaKIli Mmicis
3aCTOCYBAaHHS BAaKIMH, TYOEpKYyJNiHYy 3TiAHO 3 TMEPENiKOM KIIIHIYHUX MPOSIBIB
HeOa)kaHUX pPeakiliil mcis 3aCTOCYBaHHS BaKIMH, TYOepKyJIiHY Ta/a0o0 iX OMUCOM, IO
MICTUTBCS Y KOPOTKUX XapaKTEPUCTHKAX/THCTPYKIIAX JJIsI MEIUYHOTO 3aCTOCYBAaHHS
BaKIUH, TYOEpKYJIiHY, 3a 3BITHUI NIEPIOLI;

10) iMyHOTEHHICTh BaKIMHU — 3JaTHICTh BaKIIMHU YTBOPIOBATU T'YMOPAJIbHHIA
(BU3HAUYEHI PIBHI aHTUTLI Y BIICOTKAX) Ta/ab0 KIIITHHHO-OMOCEPEAKOBAHUN IMYHITET;

11) xomOiHOBaHI BaKIIMHU — BaKIIMHHU, IPU3HAYCHI ISl 3aXUCTY BiJ JACKUIBKOX
1HQeKIHHUX ~ XBOpPOO, CIOPUYMHEH] pI3HUMHU IITaMaMu Ta/abo0  pi3HUMU
MIKpOOpraHizMamu Ta/abo cepoTUIiaMu MiKpOOpPTaHi3MiB;

12) KOpHUCTh — CYKYITHICTb CTYIEHIB MO3UTUBHOTO BIUIMBY JIIKAPCHKOTO 3aCO0Y
Ha 3MEHIIEHHS TSKKOCTI Mepediry ado 3HMKEHHS! IHTEHCUBHOCTI MPOSIBIB CUMIITOMIB
3aXBOPIOBAHHS, IHTEHCUBHICTh MO3UTHBHOI (papMaKOJIOTIYHOI peakiiii Ha BBEJICHHS
JIKapChKOro 3aco0y Ta il TpUBAJIICTb;

13) KpUTHYHI HEBIAMOBIAHOCTI — HEBIANOBIJHOCTI, Kl YHEMOXJIUBIIOIOThH
OLIIHKY O€3MEeKH 3acCTOCYBaHHS Ta CHIBBIAHOLIEHHS KOPUCTH/PU3HUK JIKAPCHKHUX
3aco0iB, 1[0 CHOPUYMHSIE HETAaTUBHI HACHIAKA ISl 370pOB’S HaceJIeHHs ado
rPOMAaJICHKOT0 3/I0POB’S;

14) nmikapcbkuil 3aci0, SIKMA BBO3UTHCS HA TEPUTOPIIO YKpaiHM IS IIiIed
napajieIbHOTO IMIIOPTY — JIIKApChKUH 3aci0, 110 BBO3UTHCS HA TEPUTOPIIO YKpaiHu 3
nepxkaBu-uneHa €pponeiicbkkoro Coro3y abo €Bpomneiichkoi acoriaiii BUTBHOT
TOPTIBII, IO € CTOPOHOIO YT0AU PO €BponecbKy eKOHOMIUHY 30HY (Z1ajil — KpaiHa-
eKCIopTep), AKui OyB Mpu3HaYeHUH (Ha HHOTO BHIAHO JI03B1T HA MAPKETUHT B KpaiHi-
EKCIIOpTepi) Ta BUMYMICHWA B OOIr Il 3aCTOCYBaHHA Ha TEpUTOPIl KpaiHu-
eKCIopTepa, 3 AKOi BiH BBO3UTHCS B Y KpaiHy 3riHO 3 BAMOTaMH 3aKOHO/1aBCTBA;

15) HeBimkiamHa npobOsiiema 3 O€3MEeKH — TMUTAHHS OE3MEKH, sKe, Ha JyMKY
BJIACHHMKA PEECTpaIllii, MOTpeOy€e TEPMIHOBUX 3aXOiB OpTraHy JAEP>KaBHOTO KOHTPOJIIO
yepe3 MOTEHIIWHMNA 3HAYHUN BIUIMB HA CHIBBIIHOUIEHHS PHU3MKY Ta KOPHUCTI
JIKapChKOro 3aco0y Ta/abo Ha 3J0pOB’s MAaIll€HTIB a00 TpoMaJChKe 3JI0pOB’S Ta
NOTEHI1I1HY NOTpe0y B HETalHUX PETYJISATOPHUX 15X, & TAKOXK NOTPeOy€e KOMYHIKaIlIN
3 Malli€HTaMHu Ta CriemiagicraMu chepru 0XOpOHHU 310POB’S;
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16) HecyTTeBI HEBIANOBITHOCTI — HEBIAMNOBIAHOCTI, IO HE CIPUYUHSAIOTH
HETaTHBHOTO BIUIMBY Ha OIIHKY OE3MeKW 3acTOCYBaHHS Ta CITiBBIJIHOIICHHS
KOPUCTH/PU3UK JIKApPChKOTO 3aco0y Ta HEraTUBHMX HACTIAKIB JJI  370pOB’S
HACEJICHHS Y TPOMaJICHKOTO 3I0pPOB’SI;

17) HeedeKTUBHICTh BaKIMHAIll — BHUIAJOK, IO BHU3HAYAETHCA HA OCHOBI
KIHIYHUX MpOsBIB  1HGEKIIHHOI XBOpPOOHW, 110 Ja0OpaTOPHO MIATBEPKEHO
BIJICYTHICTIO 3aXMCHHUX MapKepiB BiJ I1€i XBOpoOH;

18) HecnipusATINBA MO MICHS IMyH13a1ii — OyAb-sKa HECTIPUATIIMBA 3 MEIUIHOT
TOYKH 30py MOJis, IO CHOCTEPIraeThcs MICHs iMyHi3alii Ta HEOOOB’SI3KOBO Mae
NPUYUHHO-HACIIIKOBUI 3B’ SI30K 3 BUKOPUCTAHHSM BaKIIMHU;

19) HecnpuATIMBa MOAIs, IO BHUKJIMKAE OCOOJMBHUU I1HTEpeC — 3a3Jaleriib
BU3HAUCHA 3HAYYIlla MEIWYHA TOJis, 110 MOTEHIIMHO IMOB’s3aHa 31 3aCTOCYBaHHIM
BaKIMHU Ta TOTpedye PETEIbHOIO0 MOHITOPUHTY, Ta MIATBEPIKEHHS a0o
CIIPOCTYBAHHS 3B’ 3Ky 3 IMYHI3AIlI€I0 MPU MOJATBIIUX CHEIIATBHUX JOCHTIIKCHHSX;

20) mepBUHHA MEAUYHA JIOKYMEHTAIlIsl — BUX1JIHI IOKYMEHTH, JIaHi 1 3anucH (Taki
K, 1cTOpii XBOpoOU, amMOyIaTOpHI KapTH, JTJAOOpaTOpHI 3alMCH, CIIYKOOB1 3aIlHCKH,
IIOJICHHUKH JIOCIIKYBaHUX a00 OINUTYBaJbHUKH, >KYpHAJIM BUIAYl JIKAPCHKUX
3ac001B, pO3JIPYKIBKH NMPHUJIaIiB, Bepu]ikoBaHi Ta 3aCBiueH1 Komii a00 po3mudpoBKku
dbonHorpam, mikpodimii, ¢otorpadiyHi HEraTUBU, MIKPOILUTIBKM a00 MarHiTHI HOCI,
PEHTIeHIBChbKI 3HIMKH, aJMIHICTPATUBHI JOKYMEHTH, 3allUCH, IO 30epiraroTbCs B
anTeni, jgadoparopii Ta y BIIAUJICHHI IHCTPYMEHTAJIBHOI JIIarHOCTUKU 3aKJIaJliB
OXOPOHHM 3JI0POB’sI) Ta 1HIII JOKYMEHTH TMOB’s3aH1 3 BUIMAJIKOM HeOa)KaHOi peaxiiii,
BIJICYTHOCTI €()EKTUBHOCTI, HECTIPUATIMBOI MOJIIi MiCJIs IMyHI3alli Ta Mpo OyAb-IKO0
1HIIO0 MPo0IIeMOI0 O0e3neKr Ta €()eKTUBHOCTI 3aCTOCYBAHHS JIIKAPCHKUX 3aCO01B;

21) mepioa micis 3aCTOCYBAaHHSI BaKIMHU — MPOMDKOK 4acy MICIS MPOBEAEHOL
IMyH13a111i, 1[0 KOJMBAETHCS Y MEKaxX BiJl EPIIOi 700U 70 24 MICSIIIB Ta 3JICKUTH Bij
TUITY BaKIIMHM 1 IS IEPEBaXKHOT O1IBIIIOCTI 3 HUX CTaHOBUTH 30 110;

22) nepioAMYHO OHOBJIFOBAHUH 3BIT 3 0€3MEKH JIIKapChKOro 3aC00y — JIOKYMEHT
BIAMOBIAHOTO (dopMaTy Ta 3MICTy, IO TNPH3HAYCHWH JJI1 HaJaHHS OIIHKH
CHIBBIIHOIIEHHSI «KOPUCTH/PU3UK» JIKAPCHKOTO 3aco0y, Ta TOJAHHS BJIIACHUKAMU
peecTpaiiii y BU3HA4Y€H1 CTPOKH y MiCISIPEECTpaIliitHOMY TIepioii;

23) mimo3pa Ha AeEKT SIKOCTI JIKapChKOTO 3ac00y — MOBIJJOMIICHHS TIPO T€, 1110
SKICTh JIIKAPCHKOTO 3ac00y HE BIMIMOBIJA€E 3asBJICHIN y MaTepianiax peecTpariitHoro
TTOChE;

24) mnoBiTOMIJIEHHS TNpOo HebakaHy peakiliio JIKapChbkoro 3aco0y Ta/abo
HECTIPUSTIIMBY MO0 MICIsl iIMyHi3a1lii Ta/abo BIACYTHICTh €PEeKTUBHOCTI — hopma Ta
3MICT MOBIIOMJIEHHSI TIPO MIJ03PIOBaHI HeOa)kaH1 peakili/BiACYTHICTh €)eKTUBHOCTI
Ha JIIKapChKUH 3aci0/ HECIPUATIMBY MO0 MICIS IMYHI3a1lii, [0 BUHUKIIA Y OKPEMOTO
Nall€HTa B IEBHUI MOMEHT 4acy;
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25) TpUYMHHO-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;

26) mpo¢ins Oe3nekd — CyKyMHICTh MOKAa3HUKIB 3aCTOCYBaHHS JIKapChKOTO
3ac00y, 1110 1al0Th 3MOTY BU3HAYUTH CITIBBITHOIIEHHS «KOPUCTBH/PU3UK» JTIKAPCHKOTO
3aco0y;

27) pU3UK-OPIEHTOBAHUN TIAX1T — 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;

28) pU3HKH, OB’ A3aH] 13 3aCTOCYBAHHSIM JIIKAPCHKOTO 3aC00y — Oy 1b-K1 PU3HKH,
MOB’513aH1 3 SIKICTIO, OE3MEKOI0 Ta €(PEKTUBHICTIO JIIKAPCHKOTO 3ac00y ISl 3I0pOB’ S
Naii€eHTiB 800 rpoMaICbKOTO 3710POB’ A, a TAKOXK Oy b-sK1 pU3UKUA HEOAKAaHOTO BILJIUBY
Ha HaBKOJIUIITHE MPUPOJIHE CEPEIOBHIIIC;

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

30) ceponpoTeKIlisi — TATP aHTHUTLI, 1110 3aXUIIAE BiJI BU3HAUCHOI(UX) 1HDeKIii(i1);

31) curHanm — iHdopmaris, oTpuMaHa 3 OJHOr0 abo0 JEKIIBKOX JIKeped,
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
OOTpyHTYBaHHsI Ji# 11010 11 IEPEBIPKHU;

32) cyTT€BI 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;

33) wyacrota BHNAAKIB HeOaXaHUX peakIlid JKapchbKOoro 3acolby —
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.

[Hun tepminu B oMy [lopsiiky BXKHBAIOTBbCS Y 3HAUEHHSIX, BU3HAUYCHHX B
3akoHax Ykpainn «OCHOBHM 3aKOHOJABCTBA YKpaiHU MPO OXOPOHY 3710poB’s», «IIpo
JIKapChKi 3aCO0M» Ta IHITUX HOPMATUBHO-TIIPABOBUX aKTaX Y cpepl OXOPOHU 310POB’s,
TPOMAJICHKOTO 3/I0pPOB’Sl Ta CaHITAPHO-EMIAEMIYHOTO OJIaronoayyysi HaCeJICHHS.

3. OOpobOka mepcoHANbHMX MaHMX IiJ 4Yac 3AIMCHEHHS QapMaKOHArIsIy
3IIACHIOETHCS BIAMOBIAHO A0 BUMOT 3akoHy YKpainu «lIpo 3axucT mepcoHalibHHX
TAHIX).

4. BrnacHuUKOM cucTeMH 3 (apMakoHarjsiy € JaepxaBa B 0co0l opraHy
JIEP’KAaBHOTO KOHTPOJIIO.

Bononineiiem indopmarii y cucteMi (papMakoHarjsiy € opraH Jep>KaBHOTO
KOHTPOJIIO.

KopucrtyBauamu cucremu (papMakoHArsiy € BIACHUKH PEeCTparlii.

I1. 3acaau 3aiiicHeHHs1 (papMaKOHATJISIY

1. 3pificnenHs (QapmakoHarnsiy B YKpaiHi 3a0€3MedyeTbes  MUISTXOM
3aCTOCYBaHHS MIKHAPOJHUX CTaHJAPTIB Ta (POpPMATIB, y3roKEHOI Ha MIKHAPOJHOMY
PiBHI TEPMIHOJIOT1i, BAKOHAHHS MPaBUJI 1 BUMOT, BCTaHOBJIEHUX UM [lopsinkom, Ta
nependayae CTBOPEHHS 1 PYHKI[IOHYBAHHS CUCTEM (papMaKOHArJsiLy.

2. CucreMa ¢apMaKkoHArJsly CTBOPIOETHCS y CHUCTEMI OXOPOHHU 37I0pPOB’Sl Ha
3arajbHOJIEPKaBHOMY PIBHI Ta y 3asIBHUKIB/BJIACHUKIB PEECTpALlii TIKapChKHUX 3aCO0IB.

Cuctema (papmakoHarisiAy napajieIbHOro iMrnopTepa moo JiKapchKuX 3ac00i1B,
110 BBO3ATHCS HA TEPUTOPII0 YKpaTHU JIs IIJICH TapasieTbHOTO IMIIOPTY, CTBOPIOETHCS
3rigHo 3 po3aiiom VIII mporo [opsnky.

Ha 3aranpHOMEp:kaBHOMY piBHI Y CHUCTEM1 OXOPOHH 30pOB’S (hapMaKOHArJIs
3MIICHIOETHCS HA JIOKAIbHOMY, aJIMIHICTPATUBHO-TEPUTOPIATIBHOMY Ta IICHTPATLHOMY
PIBHSX MpaliBHUKAMHU 3 MEAWYHOIO 4u (apMaIleBTUYHOIO OCBITOIO, MAIllEHTaMH, iX
MpEeACTaBHUKAMHU Ta OPTaHi3allisiMH, 10 MPEACTABISIOTH CIOXHBAYIB JIKAPCHKUX
3aco0iB, MAIIEHTIB Ta MEAUIHUX TPAI[IBHHUKIB.

Y dapMmaineBTUYHIA Tanmy3l (QapMakKoHArjsA[ 3AIACHIOETHCS  BJIACHUKAMH
peecTpaliii JIKapChKUX 3aC00iB.

Opran naep’aBHOTO KOHTPOJIIO KOOPAMHYE 3A1MCHEHHS QapMakoHarisgy B
VYKpaiHi Ta BUKOHY€ 3aBJaHHS 3 (hapMaKOHAIJIsIy, BU3HAUEHI 3aKOHOIaBCTBOM.

3. Cucrtema ¢papmMakoHarsy BUKOPUCTOBY€EThCS JJIS:

1) 300py iHdopmalli Mpo PU3HKK BCIX JIKAPCHKUX 3aco0iB IS 370pOB’s
MAIlEHTIB Y TPOMAJICEKOTO 37I0pOB’sl, 30KpeMa s 300py 1Hpopmartii nmpo HebaxkaHi
peaxiiii JiKapchKUX 3aco0iB, MpU iX 3aCTOCYBaHHI, a00 y 3B'A3Ky 3 TIpodeciitHOoo
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TISTBHICTIO, HECTPUATAWBI mofii micas imyHizamii (mami — HIITIT), HIIIIL, mo
BUKJIMKAIOTh OCOOJMBHI IHTEpeC Ta MNpo OyIb-iKI 1HII MHWTaHHS, MOB’S3aHl 3
0e31eKoro Ta ePeKTUBHICTIO, 3aCTOCYBaHHSI JIIKAPCHKUX 3aC001B, a TaKOX HeOaKaHUX
peakiiiid, moB’s3aHuX 3 iX BIUIMBOM Ha moauny. Knacudikamis HIIII, HaBegena y
nonatky 1 mo mporo Iopsky;

2) oOIpyHTOBaHOI HAyKOBOI OIIIHKHU yci€l iHdopMallii Mpo pU3UKH JIIKAPCHKUX
3aco01B I110/10 BILIMBY Ha 3710pOB’s MAIIEHTIB Y IPOMAJICHKE 3710pOB’

3) po3po0KH Ta IMITTIEMEHTAITiT 3aX0/IiB [IJIs 3amo0iraHHs a0 MiHIMi3allii pU3HKiB,
OB’ SI3aHUX 13 3aCTOCYBAHHSIM JIIKAPCHKUX 3aCO01B.

4. Jlns 3aivicHeHHs (papMaKoOHATTISAY OpTaH Jep:KaBHOTO KOHTPOJTIO:

1) 3anmy4ae oprasizaiiii, o MNPEACTABISIOTH CIIOKUBAYIB, MAIIEHTIB Ta MEAUYHUX
MpaIliBHUKIB, a TAaKOX (paxiBLIB, sIK1 BOJOJIIOTh 3HAHHSIMH Ta MalOTh JOCBIJ 3 IUTaHb
(dapmakoHarsay, 10 NOMMpeHHs 1HPopMaLii Ipo HEOOX1THICTh OJIaHHS A0 OPTaHy
JICP’)KaBHOTO  KOHTPOJIO  MAlliEHTaMH, TMpaliBHUKaMd 3  MEAWYHOI Y|
dbapmaneBTUYHOIO OCBITOIO TTOBIJOMIIEHB PO OYyIb-sIK1 HeOakaH1 peakili J1KapChKUX
3aco0iB, HIIIII, BicyTHICTh €(heKTUBHOCTI;

2) 3allyya€ TAalll€HTIB JI0 HaJaHHS TOBIIOMJIEHh NpO HeOakaHi peakii
mikapcbkux 3aco0iB, HIIII, BigcyTHICTH e€peKTHBHOCTI Ta NTpO OyIb-AKi 1HIII
po0semMu, OB’ s13aHi 3 0€3MeKO0I0 Ta €PEKTUBHICTIO 3aCTOCYBAaHHS JIIKAPCHKUX 3aC001B
JI0 OpTaHy JEpP>KaBHOT'O KOHTPOJIIO yCiMa JOCTYITHUMHU CIIOCOOaMHU, y TOMY YHCI1 32
JIOTIOMOT00 Mepexki [HTepHeT;

3) BKMBa€ BCIX HEOOX1JHUX 3aXO0/1B JIsl OTPUMAHHS TOYHHUX JAHUX JIJISl HAYKOBOI
OLIIHKM MOBIJIOMJIEHb NP0 Oynb-siKI HeOaxkaHl peakiii Jikapcbkux 3aco06is, HIIIII,
BIJICYTHICTh €()€KTUBHOCTI,

4) 3A1lCHIOE CBO€YACHE HAJaHHS BCIM 3allIKaBJICHUM CTOPOHAM, BKJIIOYAIOYU
IPOMAJICHKICTh, BXKJIUBOI 1H(GOpMAIIIi 111010 TPOOJIeM, OB’ SI3aHUX 13 3aCTOCYBaHHSIM
JIKApChKUX 3ac001B, NMIISXOM ii ONPUIIIOJHEHHS Ha oQiliitHoMy BeOcailTi opraHy
Jep>KaBHOTO KOHTPOJIIO Ta B pa3i HEOOXITHOCTI — 3a JIONMOMOIOK I1HIIMX 3ac00iB
1H(OpMyBaHHS;

5) 3a0e3medye 3a JIONMOMOTOI0 PI3HUX METOAIB 300py iHGopmarii 1 B pasi
HEOOX1THOCTI — 3a JOMOMOTOI0 MOJIABIINX TOAATKOBUX MOBIJOMJICHb TIPO HeOaXKaH1
peaxkiii Jikapcbkux 3aco6iB, HIIIII, BimcyTHICT €dEeKTUBHOCTI, 3aCTOCYBaHHS BCIX
BIJIMOBITHAX 3aXOJ[IB 3 METOK YITKOi 1AeHTU(IKaIii OyIb-aKoro O010J0TI4HOTO
JIKapChKOro 3aco0y, 110 MPU3HAYEHUU, BIAMYILIEHUNA a00 MpoJaHUi HA TepUTOpIi
VYKpaiHu Ta € npeaMeToM MOBIAOMIIEHHS Mpo HeOaKkaHy pEeakiilo, BIICYTHICTh
edextuBHocTi, HIIIII 17151 BU3HaUeHHS Or0 Ha3BU Ta HOMEpa cepii;

6) 3aCTOCOBY€E JI0 BJIACHUKA peecTpallii epeKTUBHI, MPONOPLINAHI Ta CTPUMYIOUl
CaHKIIli, y pa3l He BUKOHAHHSI HUM 000B’sI3KiB 1100 3/A1CHEeHHs (hapMaKoHarJIsIy;

7) oliHIO€E BClO 1HGOpMAIlIIO TTPo O€3MeKy JIIKapChKUX 3ac00iB 3 HAYKOBOI TOYKU
30pY;
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8) posrismae BapiaHTH 3amo0iraHHd Ta MiHIMI3alil pU3MKIB, a y pasi
HEOOX1THOCT1 BXKMBAE 3aXO0/11B II0JI0 ACPKaBHOI peecTparlii JikapChbKUX 3ac001B;

9) IpOBOUTH AyJUT CBOEI CUCTEMU (hapMaKOHATJIAy Ha PETyJISIpHIM OCHOBI Ta
OJIMH pa3 Ha PiK OMPUITIOJTHIOE HOTO PE3YJIbTATH;

10) mpoBoAWTH 1HCHEKIII cUCTeM (apMaKoOHArIsay 3asBHHKIB/BIACHHKIB
peecTpailii/mapajienbHOTO IMIopTepa BIAMNOBIAHO A0 MMaBu 2 posaury VI 1poro
[Topsnky;

11) 3aiiicHIOE TOCTIMHMIA HATJIA 32 PUHKOM, a TAaKOK KOHTPOJIb 32 YIPaBIIHHIM
¢dbinaHcamu, TPU3HAYEHUMHU JJIs AISUTBHOCTI, TOB’si3aHOi 3 (papMakOHArmsaoM,
BUKOPHCTAHHSAM KOMYHIKAI[IHHUX MEPEK;

12) mae mpaBo CTATyBaTM 3 BJIACHUKIB peecTpalii mopiyHuid 30ip 3a
IPOBA/IKEHHA ISIIBHOCTI 3 (papMaKOHArIsAY;

13) Oepe ydacTh y MIXKHApOAHINA rapMoHi3allli Ta CTaHAAPTH3AIll TEXHIYHHUX
3aX0/1B IOA0 (papMaKOHATTSALY

14) npoBoauTh anHami3z iHGoOpMalli Tpo TMOOIUHI peakiii, BIJACYTHICTb
eeKTUBHOCTI, Ta Npo OyJp-sAKi 1HIINI TUTaHHS, TOB’si3aHI 3 OE3MEeKOo Ta
e(EKTUBHICTIO 3aCTOCYBAaHHS JIIKAPCHKUX 3ac00iB, 110 BBO3STHCS HA TEPUTOPIIO
VYkpainu i 1iied mapanenbHOro IMIOPTY, 3 YCIX JOCTYINHHUX JDKEepell Ta ycima
METO/IaMH, 1110 BUKOPHCTOBYIOTHCS IMPH 3/1MCHEHHI (hapMaKOHATJSAy 3TIAHO 3 UM
[Topsakom.

5. BnacHuk peectpaiiii mij yac 371iCHEHHS (hapMaKoHarIsay:

1) cTBOprOE Ta 3a0e3neuye pyHKIIIOHYBaHHS BIACHOI CUCTEMH (hapMaKOHATJISITY
JUTSl BUKOHAHHS 3aBJaHb 3 (DapMaKOHATIISY;

2) 3a 1ONOMOTO0 CUCTEMU (hapMaKOHATJISIY 3 HAYKOBOI TOYKHU 30PY OIIHIOE BCIO
HasBHY 1H(QOpMaLIlo, po3risiae BaplaHTU MiHIMI3alli Ta 3armo0iraHHs pU3UKaM, a
TaKOX y pa3i HEOOX1THOCTI B)KUBA€E BIJIMOBIAHUX 3aXO0/I1B;

3) perynsipHO MPOBOAWUTH ayJIUT CBOEI cUCTeMH (apMaKOHATJIALy, 3a3HAYar0uH
OCHOBHI pe3yJibTaTh ayauTy B Macrtep-daiial cuctemMu (papMakoHArJsIy
(mam — MOC®), Ta, 3 ypaxyBaHHSIM Pe3yJbTaTiB ayaAuTy, 3a0e3Meuye MiAroTOBKY 1
BUKOHAHHS BIJITOBITHOTO IUIAHY KOPUTYBAJbHHUX Ta 3aM0O1KHUX 3aXO0/IIB;

4) KOHTPOJIIOE pe3yJbTaTH 3IIMCHEHHS 3aXOiB 3 MiHIMI3aIii PU3HKIB, IO
MICTATBCSI B TUIaHI YOPABIIHHS PU3UKAMH, BKJIIOYAIOYW Ti, M0 € YMOBOIO TIPH
MPUIHATTI PIIICHHS PO JIePKaBHY PEECTpAIliio JIKapChKoro 3acoly;

5) mpusHadae 1 3a0e3mnedye Oe3nepepBHY HASBHICTh YMOBHOBAXKEHOI 0COOW,
BIJIMOBIIATIbHY 3a 371HCHEHHS (papMaKOHATIISIY.

Sximo ynoBHOBakeHa 0oco0a HE MPOXKMUBAE B YKpaiHl BIACHUKOM PEECTpAIlii
MPU3HAYAETHCS KOHTaKTHAa ocoba 3 dapMakoHArsLy, SKa MPOXKUBAE 1 MPAIIOE B
VYkpaini Ta mia3BITHA YIIOBHOBaXKEHIH 0c001 3 papMaKOHATJIsATy BJIaCHUKA PEECTPAIIii;
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6) mATpUMYE 1 HaJlae HA BUMOTY OpraHy Jep»aBHOTO KOHTPOJIO MacTep-daiin
cucTeMu (papMaKoHarysay;

7) CTBOPIOE CUCTEMY YTPABIIHHS PU3UKAMH Ta 31MCHIOE ii yIpaBIIiHHS;

8) OHOBIIOE CHCTEMY YIPABIIHHS PH3UKaMU Ta 3IIMCHIOE€ MOHITOPWHT JTaHUX
dbapMakoHarJIsiIy JJii BU3HAYCHHS TOSIBU HOBUX PHU3MKIB, 3MIHH PHU3HUKIB 1 3MiH
CIIBBITHOIIIEHHS «KOPUCTH/PU3UKY 3aPEECTPOBAHOIO JIIKAPCHKOTO 3ac00Y;

9) crutadye mopiuHMUi 301p 32 KOPUCTYBAHHS OCOOMCTUM KaOIHETOM y CHUCTEMI 3
(dbapmakoHarisLy oprany aep>KaBHOTO KOHTPOJTIO;

10) BukoHye iHIII 00OB’SI3KM ISl 3/1MCHEHHs (hapMaKoHArjsiay, nepeadadyeHi
uuMm [lopsnakom.

6. IlapanenbHuil IMIOPTEp CTBOPIOE Ta KEPyE CHUCTEMOIO (CHCTEMaMH)
(dhapMakoHarJsiIy BiAMOBIHO 10 3aKOHOAABCTBA.

7. Opran naep>kaBHOTO KOHTPOJIO Ta BJIACHUKH pEeCTpallii 3a0e3nevyroTh
HAllOBHEHHA 1HpopMalii A0 cucTeMH 3 (GapMakoHArJsily Ta 3A1MCHIOIOTH
Oe3rnepepBHUI MOHITOPHHT I11€1 1H(GOpPMAIIil 3 YaCTOTOI0, MPOMOPIIHHOI BUSBICHOMY
PHU3HKY, TIOTCHIIIHUM pu3MKaM 1 moTpedl B M0AaTKoBid iH(opMarii. BracHuku
peecTpailii BIICTIAKOBYIOTh HasiBHI JaHl y cuUcTeMi 3 (apMakoHArjsiy OpraHy
JIEP’)KaBHOTO KOHTPOJIIO MIOJI0 3apEeECTPOBAHUM HHMH JIIKAPCHKUX 3ac001B 4depes
CJICKTPOHHUIN KaOIHET BIIACHUKA PEECTpaIlli CUCTEMH 3 (papMaKOHATJIs Ty .

II1. Haganus ingopmauii 3 0e3neKku Ta epeKTUBHOCTI JIKAPCHKHUX 32C00IB
1. ITndopmariisi 3 6e3nexu Ta ePEeKTUBHOCTI JIKAPChKUX 3aC001B, HAIXOAUTH 10
OpraHy JAep>KaBHOTO KOHTPOJIIO BiJ:
1) mpaliBHUKIB 3 MEIUYHOIO UM (papMalieBTUYHOIO OCBITOIO;

2) cy0’€eKTIB TOCHOAAPIOBAHHSA, SIK1 3IMCHIOIOTH TOCIMOAAPCHKY [ISJIBHICTD 3
MEIUYHOI IIPAKTUKU;

3) 3akJaiB oxopoHu 3710poB’s (nani — 303);

4) BIACHUKIB peecTpallii, 30KpemMa depe3 CICKTPOHHUN KaOiHeT BIacHUKA
peecTpaitiii cuctemu 3 hapMaKkoOHarJIsIy;

5) martieHTiB Ta/a00 X 3aKOHHUX MPEJCTABHUKIB;
6) opranizariii, 0 MPEACTABISAIOTH MAIIEHTIB Ta MEAMYHUX TPAIIBHUKIB;
7) TepUTOpiaTbHUX OPTaHiB OPTaHy JAEP>KaBHOTO KOHTPOJIIO;

8) BcecBiTHBOI opranizaiiii oxoponu 310poB’sa (gam — BOO3), €Bponeiickkoi
MEJUYHOI areHilii, AreéHTCTBa 3 KOHTPOJIIO 32 JIKAPCHKUMH 3aCO0aMU Ta XapuOBUMU
npoaykramu CHIA, AreHTcTBa 3 perysitoBaHHs 00Iry JIIKapChbKUX 3ac00iB 1 BUPOOIB
MeIUYHOro mnpusHaueHHs Benukoi bputanii, MiHicTepcTBa OXOpOHU 3/10pPOB’S
Kananu, AreHTcTBa 3 KOHTPOJIIO 32 JIKAPCHKUMU 3ac00aMu Ta BUPOOAMHU MEAUYHOTO
npu3HayeHHs1 ABcTpaiii, AreHTCTBa 3 JiKapcbkux 3aco0iB IlIBeiinapii, AreHTcTBa 3
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KOHTPOJIIO 32 JIIKAPCHKUMHU 3ac00aMu Ta BUpOOaMU MEIUYHOTO Mpu3HaYeHHs AmnoHii
Ta IHIIUX MDKHAPOIHUX OpraHi3allii 1 areHTCTB;

9) odimifinux 1HGOpMALIHHUX JKEpell Ta epIoAUIHUX NpodeciiHUX BUIaHb;

10) 1HIIKUX OpraHiB JAep>KaBHOT BIaIU Ta 1HIIUX JHKEPEIL.

Oco0mu, 3a3HaueHi y MiAMyHKTaX 1—6 IIbOTO TYHKTY, MOXXYTh HaJaBaTH
iH(opMalrito 3 06e3mekr Ta ePEeKTUBHOCTI JIKAPChKUX 3aC001B IUISIXOM 3allOBHEHHS
eIeKTpOHHOT (OpPMHU TOBITOMJICHHS IPO HeOakaHy peakilito Ta/abo BIJICYTHICTb
e(eKTUBHOCTI JIKapChKOro 3acoly, Ta/abo HECTpPUSATIMBY MO0 MICHS IMyHi3allil
(HIIITI), po3mimenoi Ha odimiitHOMy BeOCaiTi OpraHy Iep>KaBHOTO KOHTPOJIIO, SKa
HAJXOJUTH 0 CUCTEMH 3 (papMaKOHATIISY.

2. Opran Jiep:kaBHOTO KOHTPOJIIO Hajlae iHPpopMaIliio 3 6e3nexu Ta eheKTUBHOCTI
JIKApChKHUX 3aCO01B:

1) BmacHUKy peecTpamii — LUISIXOM JOCTYyIYy JO BHUIAJKIB HeOaxaHUX
peakIii/BiACyTHOCTI €eKTUBHOCTI Jiikapchkux 3aco0iB/HIIIII, mo BiH nmpeacTasisie
Ha (apMalleBTUYHOMY PHUHKY YKpaiHHM, dYepe3 eJICKTPOHHUM KaOiHeT BJacHHKa
peectpariii cucteMu 3 hapMaKoHArJISIy OpraHy Aep>KaBHOTO KOHTPOJIIO;

2) MO3, 1Y «llenTp rpoMaicbKoro 3710pOoB’s1» — Ha 3aIluT;

3) lleHtpasnbHii Trpymi  ONEPaTUBHOIO  pearyBaHHsS IPO  BUMIAJAKU
HIIITI/Heb6axanux peakiiiil micis TyOepKyI1HOA1arHOCTUKH:

10 MICTITH 1H(GOpPMAIII0 TIPO KIIIHIYHI MPOSIBYU, 110 HE 3a3HAYCHI B KOPOTKIM
XapaKTEPUCTHII JIKAPCHKOro 3acoOy/IHCTPYKUIL ISl MEIUYHOTO 3aCTOCYBaHHS a0o0
NepeNiKy KIIHIYHUX MpOsiBIB  He0aKaHUX  peakmid Mmicis  3aCTOCYyBaHHS
BaKIMH/TyOEpKyJIiHy, HaBeJeHni y Aoaatky 2 a0 mporo Ilopsaxky (mam — mepeiik
KJIIHIYHUX TPOSIBIB), Ta CTPOKAX PO3BUTKY KJIIHIYHUX IMPOSIBIB HEOAKaHUX pPeaKiii
IIPU 3aCTOCYBaHHI BaKIMH, TyOEepKyIiHY 3a KOJaMH, HaBEI€H1 y JOJATKY 3 10 LIbOro
[Topsinky (mayi — CTPOKK PO3BUTKY KJITHIYHUX MPOSIBIB), HE Mi3HIiIE 48 roAvH 3 THSA
OTPUMAaHHS OPTaHOM JIEP>KaBHOTO KOHTPOJIIO 1H(POpMaIlii, 10 MATBEPIKYE HAIBHICTh
MPUYUHHO-HACTIAKOBOTO 3B’ 3Ky Mik TakuMu HIIIII/HeOaxkanuMu peakiisiMu miciis
TyOEepKYJIHOMIarHOCTUKA Ta 3aCTOCyBaHHAM cepii (cepiit), BakIMHU (BaKIMH),
TyOepKyJIiHYy;

JeTaTbHUM BUIIAJIO0K, BUMAJ0K 1HBAJIIIHOCTI, IO 3apeecTpoBaHUi mpotsiroM 30
KaJICHJApHUX JHIB MICJIsl IMyHI3a11ii/ TyOepKyIIHOIIarHOCTUKY — HE Mi3Hiie 48 roauH
3 JIHSI OTPUMAaHHS OPTaHOM JIEP>KaBHOTO KOHTPOJIIO MOB1AOMIICHHS;

110 OB’ 513aH1 3 MPOrPAMHOI0 MOMUJIKOIO IMYH13a11i1/TyOepKyI1HO11IarHOCTUKY 32
HAsSIBHOCTI 1H(popMalii 3riAHO 3 TpoTokosioM po3ciiayBanas HIIII, mo miarBepaxkye
HAsBHICTh MPUYUHHO-HACTIIKOBOTO 3B’ 3Ky MK HUMH Ta 3aCTOCYBAaHHSIM BaKIIMHH,
TyOepKyJiHy — He Ti3Hile 48 TroIuH 3 JHA OTPUMAHHS OPraHOM JEep>KaBHOIO
KOHTPOJTIO Takoi iH(opMariii.

k1o cTpok nojanHs iHpopMallii npunaaae Ha BUXigHUN a00 CBATKOBUM JCHB,
1H(DOopMaIlis HaJAETHCS y TIEPITNH MICISI HhOTO pOOOYMii IEHbD;

4) BOO3.



10

IV. llopsaaok aiil KepiBHUKIB CTPYKTYPHHMX MiAPO3AiJIiB 3 MMTAHb OXOPOHHU
30POB’Sl A/IMIHICTPATHBHO-TEPUTOPiIATBLHUX OJMHHUIIb, KEPIiBHUKIB 3aKJIa/1iB
OXOPOHM 3/I0POB’sl He3AJI€5KHO Bil (POPM BJIACHOCTI i
MeIUYHUX/(PpapManeBTUHYHUX NPANiBHUKIB 010 3AiiiCHeHHSA (papMaKOHATJISIAY

1. KepiBHUKH CTPYKTYpHHX IJIPO3JLIIB 3 TMHTaHb OXOPOHH 3I0pPOB’s
aJMIHICTPaTUBHO-TEPUTOPIAIbHUX OJUHUIIb:

1) po3rismaoTh MIOMIBPOKY MUTaHHS MPO CTaH TOJAHHS IMpaliBHUKAMU 3
MEANYHOI 4M (hapMalleBTUYHOIO OCBITOIO i1H(OpMAIlli Mpo BUMAAKK HEOaKaHUX
peaxuiit mikapcbkux 3aco6iB, HIIIII, BigcyTHOCTI €(heKTUBHOCTI JTIKapChKUX 3aC00iB
Ha 3acCilaHHAX KOJETid CTPYKTYpPHHX MiJPO3JAUIIB 3 MUTaHb OXOPOHHU 3J0POB’S 13
3ay4yeHHSIM YMOBHOB)XCHUX OPraHOM JIEPKaBHOTO KOHTPOJIO OcCi0 3 MHUTaHb
(dapmakoHaryy (J1aial — ynoBHOBaXeH1 0co0n);

2) BKJIIOYAIOTh JO0 CKJIQAy aTeCTallfHuX KOMICIM MNpu MIANOPSIKOBAHUX
CTPYKTYPHHX MiAPO3/IJIaX 3 MUTAaHb OXOPOHU 37I0POB’sl YIIOBHOBAXKEHUX OC10;

3) 3ale3nedyloTh CBO€YACHE IMOJAHHS JIO OpraHy JIepKaBHOTO KOHTPOJIIO
MIPOTOKOJIB pO3CITiyBaHHS HIIIII / HeOaKaHUX  peakIlii micist
TyOEepKYJIiHOA1arHOCTUKH.

2. YnouoBaxeHa MO3 ycranoBa Ta/abo miANpUeEMCTBO Ha IEHTPAJIbHOMY PiBHI,
sIKa B1JIMOB1/Ia€ 32 OTPUMAHHSI Ta PO3MOJILT BaKIIMH, TYOSPKYJIHY M0 aIMIHICTPATUBHO-
TEPUTOPIAJILHUM OJMHHULIAM, HAJA€ Ha 3alUT OpPTraHy AEpXKaBHOTO KOHTPOJIIO 3BIT
I0JI0 KUIBKICHOTO PO3MOJAUTY BakKLUMH, TyOEpKyJiHy IO aJAMIHICTPaTHUBHO-
TEPUTOPIAJILHUM OJMHHUIISIM 32 (hOPMOI0, HABEAEHOO Y no1aTKy 4 1o 1poro Iopsaky.

3. llenTpu KOHTPOJIIO Ta MPOPIITAKTUKU XBOPOO HAIAIOTh:

1) 3BeAeH1 naHi MPO BUMAJIKU HEOaKaHUX PEaKiliil Micjisi 3aCTOCYBaHHS BaKIIWH,
TyOepKyIiHY (3BelIeH] aHi) 3a popMoro, HaBeIEHOI0 Yy J0AaTKy 5 110 1boro [lopsnky,
JI0 OpraHy Jep>KaBHOTO KOHTPOJIIO IMIOPiYHO uepe3 odiiiiiHuii BeOCaUT opraHy
JIEP’)KaBHOTO KOHTPOJIIO Pa3oM 13 CYMNPOBIIHUM JIMCTOM 3a MIAMHCOM KEpiBHUKA Y
CTpoK 710 20 C1YHSI HACTYMHOTO 3a 3BITHUM POKY. Y pa3si SKIIO el CTPOK MpUNaaac Ha
BHUXIJIHMM a00 CBSATKOBHUH JICHB, 3BEJEHI JaHI MOJAIOTHCA y TEPIIUH ITCIsS HBOTO
pobOounii 1eHb;

2) 3BejIeH1 aH1 Ha 3aITUT OpPraHy JAep>KaBHOTO KOHTPOJTIO.
4. Kepiuuku 303:

1) nmpu3HayalOTh Ha MOCaaAy BIANOBIIAIBLHOTO 332 MUTAHHS (papMakoOHATISAAY Y
303 (mpodecionana 3 ¢dapMakoHarIsAy) Ta 3AIMCHIOIOTH KOHTPOJH 3a WMOTO
IISIIBHICTIO;

2) 3a0e3rneuyyroTh CBO€YACHE TIOJIaHHA TMpAliBHUKAMH 3 MEIWYHOI YH
(hapManeBTUYHOIO OCBITOIO IMOBIJIOMJICHD MPO BHMNaAKu HeOaxanux peakirii, HIIIII,
BIJICYTHOCTI €()EKTUBHOCTI BIJIMOBIJTHO 10 MYHKTY 9 OTO PO31IY;

3) 3a0e3neuyroTh HaJaHHS KO JOKYMEHTIB IEPBUHHOI MEAUYHOI TOKYMEHTaIli
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303 Ta HamaHHs A0A4aTKOBOi 1H(opMamii Mpo BUNAAKH HeOKAHMX peakUin
nikapcekux 3aco0iB, HIIIII, BiacyTHOCTI epeKTHMBHOCTI Ta iX HACHIAKIB Ha 3aluT
OpraHy Jep>KaBHOTO KOHTPOJIIO, BKIIOYAIOYH BHCHOBOK KJIIHIKO-EKCIEPTHOI KOMICii
MinicTepcTBa 0XOpOHU 310pOB'ss ABTOHOMHOI PecmyOmiku Kpum, cTpyKTypHUX
HiAPO3/iTIB 3 TUTaHh OXOPOHH 3/I0pOB'st oOacHuX, KuiBcbkoi Ta CeBacTONoNbCHKO1
MICBKUX JIepP>KaBHUX aJMIHICTpaIliif;

4) ckIaaaTh Ta MOJAI0Th 10 BIAMOBIIHOTO IEHTPY KOHTPOJIIO Ta MPO(IIAKTUKH
xBOpoO 3BeJeHI JaHi BIAMOBIAHO 10 1HGoOpMAIi MPo BCl 3apeecTpOBaHI BUIIAIKU
HeOa)KaHMX PEaKINi IMC/Is 3aCTOCYBAaHHSI BaKIMH Ta TyOEpKYJiHOMIarHOCTUKH, IO
BHECEH1 JI0 MEPBUHHOI MEIUYHOI JOKyMEHTaIlii, momicsaus a0 05 ducia HacTyImHOTO
3a 3BITHUM MicAls 3a (popMor0, HaBEACHOI Yy A0AaTKy S5 a0 1poro [lopsaky. ¥V pasi
SKIIO IIEW CTPOK MPHITaIa€ Ha BUX1THUI a00 CBATKOBH ACHB, 3BE/ICHI JaH1 HAAI0ThCS
y HepIIui Ticiasi HbOro poOOYUil 1€Hb.

5. BianoBijanbHUM 3a NUTaHHS GapMakoHAriasay MPU3HAYa€ThCs 0c00a, IKa Mae
BUIIy OCBITY JPYroro (MaricTepchbKoro) piBHsS 3a CHEliaJbHICTIO «MeauiuHay,
«Ilemiatpis», «Cromaronorisy, «MeauuHa ncuxosoris» ado «®Dapmariis» (OCBITHS
nporpama 3a auriomoMm «@apwmaris», «KminiyHa ¢apmarris» ado «TexHomorii
naphpyMepHO-KOCMETUYHUX 3aC001B») Tally31 3HaHb «OXOpOHa 3/I0pOB’sI Ta COIliaIbHE
3a0e3MeUeHHs» Ta 3akiHUWja I1HTEpHATYpy 3a OJHIED 3 JIKApChKUX a0o
dbapmaneBTUYHUX cremiaabHocTeil. [IpoTarom poky 3 JHS NMpU3HAYEHHS Ha MOCaay
Taka oco0a Ma€ MPOWTH MIATOTOBKY Ha ILMKJI CHeriaiizamii 3a CHelialbHICTIO
«®apmakoHaris iy Ta orpuMatu kBanmdikauiro «IIpodecionan 3 papmakonariasgy»
(32 BIACYTHOCTI Takoi) 1 3I1MCHIOBaTH MOJAlbIIMA Oe3nepepBHUNA MpodeciitHui
PO3BUTOK BIJIMOBIAHO /10 BUMOT 3aKOHOJaBCTBA.

6. IIpodecionan 3 dapmakoHarasaay 3I1MCHIOE JISUIBHICTh 32 TaKUMHU
HaIpPIMKaMHU:

1) ctBOpeHHsT cTaHAapTHUX omnepamiiaux mnpoueayp (mam — COII) momo
3MIMCHEHHS (papMaKOHATJIsAAy TMpalliBHUKAMU 3 MEIUYHOI 4YM (PapMaieBTUYHOIO
OCBITOIO;

2) HaBYaHHS TPAIIBHUKIB 3 MEAMYHOIO YU (apMareBTUYHOK OCBITOIO
BianoBigHo g0 COIl momo 3xaificHeHHs (apmakoHarmsamy, 3 3adiKCOBaHUMU
pe3yibTaTamMu IIbOTO HAaBYaHHS;

3) BemeHHs 00JIIKY MTOBITOMJICHD TIPO BUITAJIKM HEOAKaHUX PEaKIlii JIKapChKUX
3aco6iB, HIIIII, BiacyTHOCTI epekTUBHOCTI, 110 cTanucs y 303;

4) npoBeneHHa aHami3y iHGOpMAaIlii y MOBIAOMIIEHHAX MPO HeOa)kaHi peakilii
nikapebkux 3aco6iB, HIIIII, BiacyTHICTh €(EKTUBHOCTI JIKapChKOro 3aco0y Ha
npeamer 3abe3nedyeHHs 303 3acobaMu MEIUYHOTO TMPU3HAYEHHS Ta JIIKAPCHKUMHU
3aco0aMu, HEOOXIMHUMHU Il SKICHOTO HaJaHHS JOMOMOTH TallieHTaM Yy pasi
BUHUKHEHHS HeOaKaHUX peakiliil Jikapcbkux 3aco0iB, HIIIII BignmoBigHO 10 OTpeo.

7. IlpariBHUKY 3 METUIHOO YU (PapMalleBTHYHOIO OCBITOIO 1HPOPMYIOTh:

1) mamienTiB (0aThKiB YW IHIMUX 3aKOHHUX MPEICTABHUKIB) MpO HebakaHi
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peakiiii, 10 MOXYTb BHUHUKHYTHM TpPU 3aCTOCYBaHHI JIKapChbKUX 3aco0iB, Ta
HEOOX1THICTh 3BEpPHEHHS 32 MEJIMYHOIO JOTIOMOTOI0 IO MEIMYHOTO TpaiiBHuka/303 y
pa3i MOTIpIIIeHHs CTaHy 37I0POB’sI MICJSA 3aCTOCYBaHHS JIKapChKOT0 3ac00Y;

2) oci0, K1 MIIATaTh IMyHI3a1li, TyOepKyIiHOA1arHOCTUIIl (0aThKIB UM THIITHUX
3aKOHHUX TpeacTaBHUKIB), Tpo HIIIII Ta HebaxkaH1 peakiiii TyOepKyIiHY, 1110 MOXYTh
BUHUKHYTHU ITCJISI 3aCTOCYBAaHHS MEBHOI BaKIIMHU/TYOSpKYJIiHY Ta PO HEOOX1THICTh
3BEpPHEHHS 32 MEJIMYHOIO JOTIOMOIOI0 10 MeauyHOoro mpaiiBHuka/303 y pasi Oyib-
SAKOTO HOT1PIIEHHS CTaHy 3JI0pOB’ A iCIIs IIPOBEICHHS
IMYHI3a11i1/TyOepKyIiHO11arHOCTUKH.

8. IpaliBHUKH 3 MEIUYHOIO YU (papMalleBTUIHOIO OCBITOIO BUSBISIOTH!

1) HebaxkaH1 peakilii JiKapChbKUX 3ac001B, OyAb-SIKE MOTIPIICHHS CTaHy 3JJ0POB’ s
Ta OyJb-sK1 1HIII MPOOJIEMH, MMOB’A3aH1 3 O€3MEKOI0 Ta e(hEKTUBHICTIO 3aCTOCYBAHHS
JIKapChKOro 3aco0y;

2) HIIIII Ta HeGaxaH1 peakuii TyOepKyIiHy a TaKOX 1HIL IpOoOIeMH, OB’ A3aHi 3
0€3MeK0I0 3aCTOCYBAHHS BaKIIMHK/TYOCpKYIIIiHY.

9. IlpamiBHUKM 3 MEAUYHOIO 4YHM (HapMalEBTUUHOIO OCBITOI HAJAIOTh
iHopMmaIilo Tpo BUNAAKKA HeOaKaHWX peakiiid Jikapchbkux 3aco0iB, HIIIII,
BIJICYTHOCTI €(EKTUBHOCTI JI0 OpraHy JEp»aBHOTO KOHTPOJI Yy BHUIJIIL
MOBIJJOMJICHHS 32 (OPMOIO, HaBENEHOIO0 y noaatky 6 ao uwsoro Ilopsnky, ab6o y
SJIEKTPOHHIN opMi uepe3 oditiitHuil BeOcalT oprany Aep>KaBHOTO KOHTPOJIIO y TaKl
CTPOKHU:

1) mpo cepio3Hi HebaxkaHl peakilii JiKapchbKOro 3aco0y — mpotsirom 15
KaJICHIAPHKUX JTHIB 3 THA 1X BUSBIICHHSI,

2) mpo Hecepilo3Hi HeOakaH1 peakilii JiKapchbKOro 3acody — mpotsirom 90
KaJICHIAPHKUX JTHIB 3 THA 1X BUSBJICHHSI,

3) mpo BIACYTHICTh €(EKTUBHOCTI JIKapChKOro 3aco0y — mnpoTsarom 15
KaJICHAApHUX JHIB 3 JHS iX BUSBIICHHS;

4) mpo po3BUTOK HEOaKaHOT peakilli Mpy HAsBHOCTI MiA03pHU Ha AEPEKT SKOCTI
JKapChKOTo 3ac00y — MpOoTiIroM 48 ToJIMH 3 Yacy il BUSBIICHHS.

VY pasi AKmo 3a3HaueHi CTPOKU MPUITAJIA0Th HAa BUXITHUM a00 CBATKOBHI JICHB,
1H(DOpMaIis HAJAETHCS Y MEPIIHiA MICJIst HhOTO POOOUHIL IEHb.

Hananus BnacHuky peectpaitii iHpopMmaiiii, 3a3Ha4eHol y mianmyHkTax 1-4 mporo
NYHKTY 3IIMCHIOETHCS 3a BJIACHOIO IHIIIATMBOIO MPALIBHUKIB 3 MEAUYHOIO YH
(hapMaIeBTUYHOIO OCBITOIO.

10. Jlixap BHOCUTH 1H(OPMAILIIIO PO BUMAJKK HEOAKAHUX PEAKIIN JTIKapChKUX
3aco6iB, HIIIII, BimcyTHOCTI €(EKTUBHOCTI 10 TMEPBUHHOI OOJIKOBOI MEIWYHOL
JIOKYMEHTAIIli.

11. IlpamiBauku 3 MeauyHOIO a00 (hapMalleBTUYHOIO OCBITOIO MOJAIOTh 0
OpraHy Jep>XaBHOTO KOHTPOJIIO Ta TPYMH OIEPATUBHOIO pearyBaHHS BiAMOBIIHHX
CTPYKTYpPHUX TIAPO3JAUIIB 3 TMHUTaHb OXOPOHU 3/I0pOB’s (perioHaJibHa Tpyma
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OTIEpAaTUBHOTO pearyBaHHsl) moBinomMieHHs npo Bei Bumaaku HITII/He6axani peaxirii
MICIIS 3aCTOCYBaHHS TYOepKyJiHY MpO sIKI CTajgo BiJIOMO 3 JAoTpuMaHHAM llepeniky
HIIIII, momo sSKMX 3aloOBHIOETHCS Ta HAJAETHCA MOBIIOMIJICHHS NpO HebaxaHy
peaKIio JiKapchbKoro 3aco0y Ta/abo BiJICYTHICTh €(PEKTUBHOCTI JIIKAPCHKOTO 3ac00Y,
Ta/ab0 HECNPHUATIMBY IMOJIIO MICIA IMyHI3aIlli, HABEJACHOTO y JOJATKy 7 JI0 I[bOTO
[Topsiaky, y CTpOK He mi3Hime 48 TOAWH MICHA peecTpallii BUITAKY .

VY pa3si SKIo 11e¥ CTPOK MpHIIajiac Ha BUXiAHUN a00 CBATKOBUM A€HB, iHQOpMaITis
HAJAETHCS Y TIEPIIHA MiCJISI HBOTO POOOYHIA JICHb.

12. Bumoru 10 CTBOpPEHHS, CKIaAy 1 3aBIaHHS PETiOHAJbHUX Ta HEHTPaIbHOI
rpyn onepatuBHoro pearyBans Ha HIIIII Busnaveni [TonosxeHHSAM Tpo LIEHTpaIbHY 1
perioHanbHI TPYINU OMNEPATUBHOTO pearyBaHHS HA HECTHPHUSATIWBI MOl TCI
IMyHi3a1ii / TyOepKyTiHOJIarHOCTUKHK, 3aTBEp/DKEHOro  HakazoMm  MiHicTepcTBa
OXOpOHU 3710poB’s YKpainu Bia 26 BepecHs 2016 poky Ne 996, 3apeectpoBaHoro B
MinictepcTsi octuiii Ykpainu 19 rpyans 2016 poky 3a Ne 1650/29780.

V. 3niiicHenHs papMakoHArJIsaAy BJIACHUKOM peecTpamii

1. 3aranbHi BUMOTH 10 cucTeMu (apMaKOHATIJISAY BJIACHUKA peecTpanil

1. BnacHuk peectpailii 3000B’s13aHuil 3a0e3neunTH (HYHKIIOHYBAHHS BIACHOI
cuctemu (cucrem) (apmakonarisigy. Jlo AHS OTpUMaHHS peecTparii J1KapChKOro
3ac00y BUMOTH JI0 BJIACHUKA PEECTPallii PO3MOBCIOKY€EThCA Ha 3asIBHUKA JIIKAPCHKOTO
3aco0y.

2. CucreMa (¢apMakoHarJIAy CKJIAQJA€TbCs 3 €JIEMEHTIB, L0 JAalTh 3MOTY
3MIICHIOBATH MOHITOPUHT O€3MEKH JIKAPChKUX 3aC001B Ta BU3HAYATH Oy/b-K1 3MIHU
CHIBBIAHOLIEHHS «KOPUCTB/PU3UK», & CaMeE:

1) HasgBHICTh YMOBHOBAXXEHOI OCOOHM, BIAMOBIAAIBHOI 3a (papMaKOHArsiI
(mam — YO®). BnacHuk peectpaiii mig yac 3A1CHEHHS (papMaKoHArasAy MOCTIMHO 1
oe3nepepBHO 3a0e3neuye HasBHICTH YO®. KoxHa cucrema (apMakoHaryisiay mae
onny YOO®. SMxmo YO® He mnpoxuBae B YKpaiHi, BJIACHUKOM peecTpartii
MPU3HAYAETHCS KOHTaKTHA 0co0a 3 papmakonarisay (mam — KO®D), sika npoxuBae i
npaiftoe B Ykpaini ta mia3BitTHa YO® BrnacHuka peectpaiii. [loBHoBaxkenns KOD
MITBEPKYIOThCS JOKyMeHTalbHO. KokHa cucrtema dapmakoHarismy Mae JHIe
onny KO® B Ykpaini. BnacHukoMm peectpariii nmependadaeTbes mpoleypa 3aMimeHHs
YO® ta KO® B pasi i BIACYTHOCTI;

2) HasIBHICTh CTPYKTYPHOTO MiIPO3ALTY JUIsl 31ACHEHHS (hapMaKOHATIISTY, HOTO
OHOBJICHHS 1 HaJIS)KHE 3a0C3IMCUCHHS;

3) JOKyMEHTYBaHHS BCIX MPOLEAYPHUX MPOLECIB;

4) crTBOpeHHs Ta 3a0e3neueHHd (YHKIIOHYBaHHS 0a3 JaHMX, IO
BUKOPUCTOBYIOTHCS BIIACHUKOM PEECTpaLlil NpH 3A1MCHEHH] (hapMaKOHaTJIsy;

5) 3anmydenHs (y pasi HEOOXITHOCTi) A0 3IACHEHHS (papMaKOHArJsIy IHIIUX
IOpUIMYHUX Ta/ab0 (pi3nyHuX ocid Ta MIANPHUEMCTB, YCTAHOB, OpPraHi3alii MUITXOM
YKJIQZCHHS BIMOBITHUX IOTOBOPIB;



14

6) HaBYaHHA NIEPCOHAITY BIACHUKA PEECTpaIlii 1151 BAKOHAHHSA i, OB’ sI3aHUX 13
(dapMakoHarIAI0M;

7) CTBOpPEHHS CUCTEMHU SIKOCTI CUCTEMHU (DapMaKOHATIISIAY;

8) BeleHHS JOKyMeHTalii 3 (apMakoHarJsiay, BKIIOYalOuM il 30epiraHHs Ta
apXiByBaHHS;

9) cTBOpeHHS Ta MIATPUMKA CUCTEMH YIIPaBJIiHHS PU3UKAMU;

10) ynpapmiHHA JaHUMH 3 O€3IMeKH, BKJIIOYaro4u 301p, OLIHKY Ta HaJaHHS 10
opraHy Jep>KaBHOTO KOHTPOJIo iH(dopmallii mpo HeOakaHi peakxilii JIKapChKHX
3aco6iB, HIIIII, BiacyTHICTh €(heKTUBHOCTI, HEE(PEKTUBHICTH BaKIIMHALIIT BKIIOYAIOUH
BUSIBJICHHS Ta YIPABIIIHHS CUTHAJIOM;

11) KOHTpOJBL pe3yabTaTiB 3AIMCHEHHS 3aXOJdiB 3 MIHIMI3alli PHU3HKIB, IO
MICTATBHCSI B IUIaHI YOPABIIHHS PU3UKAMH, BKJIIOYAIOYM Ti, IO € YMOBOI IpH
NPUIHATTI PILICHHS PO JIepKaBHY PEECTpPAIIiio JIKapChKOro 3aco0y;

12) BmacHMK  peecTpallii  3000B’s3aHuUi  3a0e3meunTH  Oe3mepepBHE
(GyHKIIIOHYBaHHS BIIACHOT CUCTEMU (hapMaKOHATJISITY.

3. Bumorn, sskum mae Biamosigata Y OD/KO®D:

1) Ha mocaxy YO® BnacHuKa peecTpailii, 10 3HaxoauTbcs B Ykpaini Ta KOD
MPU3HAYAEThCS 0CcO0a, SIKa Ma€ BHIIY OCBITY JIPyroro (MariCTe€pChbKOro) piBHA 3a
cnemianpHicTIO  «Memumuuay,  «llemiatpis», «Cromaromoris», «MenuuHa
ncuxoJioris» abo «dapmaiis» (ocBITHS Tporpama 3a auriomoMm «®dDapmartisy,
«Kniniuna dapmarttis» abo «Texnonorii naphyMepHO-KOCMETUYHHUX 3aC001BY») Talry3i
3HaHb «OXOpOHa 3/I0POB’s Ta CoIliajibHE 3a0€3MeUCHHS Ta 3aKIHUMIIAa IHTEpHATYPY 3a
OJIHIEI0 3 JIKapCchkux abo ¢apmaneBTuuHuX crenianbHocteit. YOD/KOD no
MPU3HAYEHHSI Ma€ MPOUTH TEPBUHHE HABYAHHS MO0 CUCTEMHU (papMaKoHArJsIy
BJIaCHWKA peecTparlii 1 3miiicHioBaTH Oe3mepepBHUM TpodeciiiHuii  pO3BUTOK
BIJIMOBIHO O BUMOT 3aKOHOaBCTBA. [IpoTsirom poky 3 nus npusHaueHHs Y OD/KOD
Taka ocoba Mae MPOWTH MIATOTOBKY HA ILMKJ cheratizaimii 3a CHelialbHICTIO
«DapmakoHarisg Ta orpuMatu kBamidikaimio «lIpodecionan 3 papmakoHarasTy»
(3a BIJICYTHOCTI TaKoi);

2) 0608’53k Y OD/KOD BKIIOYAIOTH:

CTBOPEHHsI, (PYHKI[IOHYBaHHS Ta WIATPUMKY CHCTEMH (apMaKOHarJsLy,
BKJIIOYAIOYU CHUCTEMY SIKOCTI CHCTeMM (hapMaKOHArJIsiAy BIIACHUKA peecTpaiii, 3
MeTOI0 3a0e3MnedeHHs 300py, OIIHKK Ta HAJaHHS J0 OpraHy JIEepPKaBHOTO KOHTPOJIO
iHdopmarii mpo Hebakani peakmii Jikapcbkux 3aco06iB, HIIIII, BigcyTHICTS
e(eKTHUBHOCTI, IHIITUX JaHUX, TOB'SI3aHUX 3 0€3MEeKO0I0 Ta €(hEKTUBHICTIO 3aCTOCYBaHHS
JKApChKUX 3ac001B, BKJIIFOYAIOYH YIIPABIiHHS CUTHAJIAMH 3 O€3MEKH, a TaKOX OyIb-
SAKUX JaHUX, HEOOX1THHUX JIJISl OIIHKM PU3UKY 1 KOPUCTI MPHU 3aCTOCYBAHHI J1KaPCHKOTO
3aco0y;

IpoLIeECY MOHITOPUHTY Oe€3leKru Ta e()EeKTUBHOCTI JKapChbKUX 3aco0iB Ta
BU3HAYECHHS OYJb-IKMX 3MIH CIIBBIJHOIICHHS «KOPUCTH/PU3UK», 3arajibHOi
XapaKTePUCTUKU TPOPiIiB OE3MEeKH JIKAPChKUX 3ac00iB Ta OyAb-SKUX BHSBICHHUX
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CUTHAJIIB 3 O€3MEKH, YIIPaBIIHHS CUTHAJIAMU 3 O€3MEeKH;

BOJIOJIIHHS Yy TIOBHOMY 00cs31 1H(opmaliero npo Oyap-iKI YMOBH YH
3000B’s13aHHS, 1110 OYJIM TIEPEAYMOBOIO PIIICHHS MPO JIEP)KaBHY PEECTPAIlII0 Ta IHIIHUX
3000B’s13aHb, 10 CTOCYIOThCSI O€3MEKH 3aCTOCYBaHHS JIKapChKUX 3acO0IB BIaCHUKA
peecTparii;

CTBOPEHHS IEPIOJIMYHO OHOBIIOBAHUX 3BITIB 3 OE3IEKH JIKAPCHKOTO 3aco0y
(mam — I1O3b);

CTBOPCHHSI Ta OHOBJICHHSI TUIAHIB YIIPABIIiHHS PU3UKAMU;

HaJaHHA BIATOBIJIEH Ha BC1 3alUTH OpraHy JAEp>KaBHOT'O KOHTPOJIIO, T0JJaTKOBOI
KOPEKTHOI Ta TOBHOI iHdopMmarii, HEOOXiMHOI IS OIIHKHA CIiBBIAHOIIECHHS
«KOPHUCTB/PU3HK» JIIKAPCHKUX 3ac00iB, Y TOMY YHCII JaHUX MPO OOCITU MPOJAXy
JKapChKUX 3ac00iB a00 EKCITO3WINIO MAIEHTIB, K1 3a3HAIHM BIUIMBY JIIKapCHKOTO
3aco0y;

HaJlaHHS OyIb-SKMX JaHUX, HEOOXIJHUX [JJi1 OI[IHKK CITIBBITHOIIICHHS
«KOPUCTH/pU3HMK»  JIKApPChKUX  3aco0iB,  BKJIOYaloud  iHMopmalioo  mpo
MOCTPEECTPAITIHI JOCTIKEHHS 3 0€3IeKH JIIKapChbKUX 3aC001B;

HaJIaHHS MTOBITOMJICHHSI JI0 OpTaHy Jep>KaBHOTO KOHTPOJIIO PO 3aMPOBAKEHHS
HEOOX1THMX 3aXOJ[IB Ta BHECEHHsS BIJMOBIIHUX 3MiH 1 JIOMMOBHEHb JI0 iHGOpMaIii 3
0e3MeKH JIIKapChbKOTO 3ac00y, B1IOOpaKEHOT B KOPOTKIN XapaKTEPUCTUII/IHCTPYKITT
JUISL MEJIMYHOTO 3aCTOCYBAHHSI/JTUCTKY-BKJIAIIMI JIKApPChKOTO 3acoly, y BUNAAKY
BUSIBJICHHSI paHIllle HEBIJJOMUX HEOE3MEUHUX BIACTUBOCTEH JIIKAPCHKOTO 3ac00y, 110
NPU3BEIN a00 MOXKYTh MPU3BECTH 10 TSKKUX HACHIJIKIB JUISl 3I0OPOB’S 1 )KUTTS JIFOJIeH
ab0 3MIHM OLIHKHU CIIBBIJHOIICHHS «KOPHUCTB/PU3UK» Yy OIK PU3UKY, MPO Kl CTAJIO
BIJIOMO BJIACHHMKY PEECTpALlii;

3a0e3MeUeHHs] TPOIleCy HaBYaHHS IIEPCOHAy BIACHUKA peecTpariii i
BUKOHAHHSI J1¥, MOB’sI3aHUX 13 (hapMaKOHATJISIIOM.

4. O60B’s13ku BacHuKa peectpaitii moao Y OD/KOO:
1) nani mpo YO® ta KO® mictarbess B MOCO BracHUKaA peecTpaiii;

2) BIaCHUK PEECTPAIlii HAJA€E 0 OpPTaHy Jep>KaBHOTO KOHTPOJIIO 1H(POPMAIIIFO PO
YO®, KO®D, a came: BiacHe iM’si, Mpi3BHINE, KOHTAKTHI JaHi, iH(OpMaIlio Mmpo
OCBITHIO Ta mpodeciitHy kBami(ikallito i JOCB1A poOOTH, TOKYMEHT, IO MATBEPIKYE
noBHOBakeHHsT YOD, KOD Ta gani moao micueznaxomkeHHs MOCD. [{ng YO Ta
KO®, sixi 3HaxoasThCS B YKpaiHi, HAJAI0ThCS KOIii JOKYMEHTIB PO HAasABHICTh BUIIO]
Ta MICJISIAUTUIOMHOI OCBITH BIJIMOBITHOTO HANIPSIMKY;

3) HasBHICTh y BiaacHuka peectpaiii YOD, KOD, siki BoJOAII0Th MPAKTUYHUMU
Ta TEOPETUUYHMMH 3HAHHSIMH, HEOOXIAHI s 3IIMCHEHHS  JISUTBHOCTI 3
dbapmakoHarisny;

4) BnacHuk peectpartlii 3a0e3neuye gt YOD, KOD nepBruHHE HaBUYaHHS 111010
CBOEI cucTeMu (apMaKoHarIsAy Ta MOAANbIIMKA Oe3nepepBHUNA MpodeciiHui
po3BUTOK. IlepBHHHE HaBYaHHS NTPOBOAMUTHCSA 10 HOpu3HaueHHS YOD, KOD nHa
nocany;

5) y pasi 3miam YOO/KOD Ta/abo 11 (iX) KOHTAKTHHX JJaHWX Ta/abo
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MmicriesHaxopkeHHss MOCO BracHUK peecTpaiiii iHpopMye Mpo 11e OpraH Aep>KaBHOTO
KOHTPOJTIO HE Mi3HIIIe HK 15 KajleHJapHuX AHIB 3 1aTH BBEJICHHS BIAMOBIAHUX 3MiH.

5. BnacHuk peecrtpariii:

1) 3000B’s13aHuil cTBOpuTH Ta TiATpuMyBathu M®OC® 1 HamaBaTH Ha BUMOTY
oprany Aep:kaBHOTO KOHTport0 MOCD. MOCD nomaerscss 40 Opra”y JIEpHKaBHOTO
KOHTPOJTIO Y ManepoBiit abo eaeKkTpoHii ¢hopmi, yKpaiHChKOIO Y aHTJIIHCHKOK MOBOIO.
VY pasi nomaHHs A0 opraHy JepkaBHOTO KOHTpoia0 M®PCD aHrmiickko0 MOBOIO,
noTpiOHO monatu nepeknaz ycix po3aunB MOCO ykpaiHChKOIO MOBOIO Y TEPMiHH,
10 3a3HAYCH] Y 3aMHTi OpPTaHy JAepKaBHOTO KOHTpoJto. MOCD 3asBHHKA/BIaCHUKA
peecTpallii CKJIaJaeThCsl BIATIOBIIHO 10 CTPYKTYPH, HABEICHOI Y TOAATKY 8 70 I[LOTO
[Topsinky. Bumoru no 3amoBHeHHST Mactep-daiiny BukiIaneHi y moxayimi Il cranmapty
«HacranoBa. Jlikapcbki 3acoOu. Hanexni npaktuku (apmakonarnsagy» (CT-H
MinictepcTBa OXOpOoHU 370poB’st Ykpainu 42-8.5:2015), 3aTBEepAKEHOr0 HAKa30M
MinictepcTBa 0xopoHHu 370poB’st Ykpainu BiJ 21 tpaBus 2015 poky Ne 299 (B penaxuii
Haka3y MiHicTepcTBa 0XOopoHH 370poB’st Ykpainu Bia 05 kBiTHA 2018 poky Ne 620);

2) IpOBOAUTH MOCTPEECTPALIIITHI JJOCIIKEHHS 3 O€3MEKH JIIKapChbKUX 3aC001B, 110
Oynu BU3HA4Ye€H1 JJIsi HHOTO, SIK 3000B’S3aHHS OPraHOM JIEPKABHOTO KOHTPOJIO Y
croci® Ta cTpoku, 3a3HaueHi y crartsax 102—-105 3akony Ykpainu «IIpo nikapcbki
3aco0u» Ta BIAMNOBIAHO JO METOJOJIOTIM 3a3HaueHux y cranaapti «Hacrtanona.
Jlikapcbki 3acobOu. Hanexxui npaxtuku dapmakonarisay» (CT-H Minicrepcta
OXOpOHM 370poB’a Ykpainu 42-8.5:2015), 3arBepmxeHoro HakazoM MiHicTepcTBa
OXOpoHU 370poB’ss Ykpainu Bix 21 TpaBHsa 2015 poky Ne 299 (B penmakuii Hakazy
MinictepcTBa 0X0poHu 310poB’a Ykpainu Big 05 kBiTHS 2018 poky Ne 620);

3) moBigoMIIsi€ OpraH Jep>KaBHOTO KOHTPOJIO MPO HEBIAKIAAHY MpoOieMy 3
Oe3reku, 10 BHUSIBJICHA BJIACHUKOM PEECTpAIlii Ta, HA TYMKY BJIaCHUKA peeCTparlii,
noTpedye TEpMIHOBUX 3axO0/iB 3 OOKYy OpraHy Jep»aBHOTO KOHTPOJIO Yepe3
MOTEHIITHUN CepHO3HUI BIUIUB Ha CIIBBITHOIICHHS «KOPUCTH/PU3UK» JIKAPCHKOTO
3aco0y Ta/abo Ha 370pOB’s MAIli€HTIB 00 HACEJICHHS Ta Ma€ MOTEHIlIHY MOTpely B
HETalHUX PETYISATOPHUX [IAX, a TaKOX MOTpedye KOMyHIKaIliid 3 TaljieHTaMu Ta
MpariBHUKaMU 3 MEIMYHOIO Ta (papMarleBTUIYHOIO OCBITOIO;

4) onpwrrogHioe iH(OpMaIiO Mpo O0e3NeKy JIKApChKUX 3ac00iB, BKIIOYAIOUH
JIMCTU-3BEPHEHHS JI0 CIEeLIaNiCTIB chepu OXOPOHU 3I0pPOB’S, TPOMAICHKOCTI,
MpAaIiBHUKIB 3 MEIUYHOIO Ta (apMaleBTUYHOK OCBITOIO Ta mamieHTiB. [lepen
OTPWJIFOAHEHHSAM TONEPEAHBO Y3TOMKY€E 10 1H(OpPMALI0 3 OPraHoOM JEepPKABHOTO
KOHTPOJTIO, 32 BUHATKOM THUX BHITAJIKiB, 110 MTOTPEOYIOTHh TEPMIHOBOT'O OTIPUJTIOTHECHHS
Takoi iH(opMallii 32 yMOBH 0JTHOYACHOTO 1HGHOPMYBAHHSI TIPO 11€ OPraHy JAep>KaBHOTO
KOHTPOJTIO;

5) CTBOpIOE Ta BUKOPUCTOBYE CUCTEMY SIKOCTI CUCTEMH (DapMaKOHArJsAY, sIKa €
BIJINOBIJTHOIO Ta €()EKTUBHOIO JJIs 31MCHEHHS (hapMaKOHATJISATY.

6. Cuctema sSKOCTI cucTeMu (hapMaKOHAIIISITy Ma€ BIMOBIATH TAKUM BUMOTaM:

1) oxorumroBaTH OprafizamiiiHy CTPYKTYpY, BIAMOBIJANIBHICT, MPOIECAYPH,
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IPOLIECH Ta PECYPCH, HAJIEIKHE YIPABIIIHHS peCypcaMu, yIpaBIiHHS BIAMOBI THICTIO Ta
yIpaBITiHHS 3alIUCAMU;

2) 6a3yBaTHCs Ha TaKUX BUJIAX JiSJIBHOCTI:

IUTaHYBaHHS SIKOCTI: CTBOPEHHS CTPYKTYp 1 IIaHYBaHHS I1HTETPOBaHUX i
MOCIIJOBHUX MPOILIECIB;

JOTPUMAaHHS SIKOCTI: BUKOHAHHS 3aBJaHb Ta OOOB'SI3KIB BIJAMOBIJHO O BUMOT
SIKOCTI,;

KOHTPOJIb Ta 3a0e3MeYeHHsS SKOCTi: MOHITOPUHT Ta OIliHKAa TOTO, HACKUIbKH
e(peKTUBHO OyJIH CTBOPEHI CTPYKTYpH Ta MPOLECH Ta HACKIIBKU €()EKTUBHO MPOLIECH
BUKOHYIOTHCS;

MOKPAIICHHS SIKOCTi: BUIIPABJICHHS Ta BJIOCKOHAJIEHHS CTPYKTYp 1 MPOIIECIB, e
11€ HEOOXIIHO;

3) yci edeMeHTH, BUMOTH Ta TMOJIOKEHHS, [0 BUKOPUCTOBYIOTHCS IJII CUCTEMH
SAKOCTi, JOKYMEHTYIOThCS CHUCTEMATHYHO Ta BIOPSAKOBYIOTHCS y BHTIISAII TaKHUX
JIOKYMEHTIB:

MOJIITUKU CUCTEMHU SIKOCT1 CHCTeMH (apMaKOHArIsIay (BUTIKAIOTh 3 IMOJITUK
cucteMu (hapMaKoOHarJIsIy);

IUIAaHU CUCTEMHU SIKOCT1 cucteMu (papmakoHarisigy (CTpareriyHi Ta TaKTHYHI.
CrpaTeriuHi IUIaHW CTBOPIOIOTHCS Ha 3—5 piuHuii mepiof. TakTuuHi ab0 MIOpiYHI
IJIAaHW BUTIKAIOTH 13 CTPATET14YHOTO TUIaHY);

HACTaHOBa CHUCTEMH SKOCTI cucteMu (papmakoHarisigy  (po3poOiieHa
0e3nocepeHbO BIACHUKOM peecTpailii ab0 BUKOPUCTAaHA HalllOHAJIbHA/€BpOMEHChKa
HacTaHOBa 3 (papMaKOHArJsIy, B AKUX OMUCAHI MIAXOIU JO MEHEKMEHTY CUCTEMU
SAKOCT1 CUCTEMH (papMaKOHATJIALY );

3alKCH 3 SKOCTI, BKJIIOYAKOYU CTaHAapTHI onepauiiHi npouenypu (COII), yek-
JUCTU 3 OUIHKHM TPOIECIB/TIOKYMEHTIB (hapMaKOHArIsAy, 3BITH MPO MPOBEICHHS
nepeBipoK (ayAUTIB, CAMOAYINT), TOKYMEHTH MPO MPOBEACHHS HaBYaHHS (Pe3yJIbTaTu
TECTOBOTO KOHTPOJIIO, MPOTOKOJI MPO TMPOBEACHHS HABUAHHSA, MPE3CHTAIlll), TUIaHU
KOPUTYBAJIbHUX Ta 3amoODKHUX 3axXOJliB, pEe3yJbTaTH OLIHKH €(EeKTUBHOCTI
GyHKIIIOHYBaHHS CUCTeMH (papMaKOHATIISTY.

7. BnacHuk peecTpailii BAKOPUCTOBY€ TOKA3HUKU €(hEeKTUBHOCTI JIJIsl TOCTIMHOTO
MOHITOPUHTY HAJEXXHOI OILIHKK €(PEeKTUBHOCTI 3iMCHEHHSA (dapMaKoHArJIsay, 10
MICTATHCS Yy BiinoBigHOMY po3aini MOCO ta noaatky 10 HHOTO.

8. 3 MeTo10 AKICHOTO 3/1MCHEHHS (hapMaKOHAIJISIY Y CUCTEMI SIKOCTI CUCTEMHU
dbapmMaKkoHarIsAIy 10 MOBHOBA)XEHD BIIACHUKA PEECTpallii HaJIeKUTh:

1) ympaBiiHHS JIFOACEKUMU PECypcamu, 1110 Nepeadavac:

HAsBHICTh MIAPO3AUTY 3 (apMakoHarisily Yy BIIACHMKA peecTpalli, 1o
CTPYKTYpPOBAHH 3 UiTKO BU3HAUYCHUM IiAMOPSIKYBaHHSAM MTEPCOHATY;

HasIBHICTh JOCTaTHBLOT KUIBKOCTI KOMIIETEHTHOT'O Ta BI/IITIOBITHO
KBaTi(hiKOBAHOTO Ta HABUYEHOTO TIEPCOHAIY JIJIs 37[1HCHEHHS (papMaKOHATTISIY;

BU3HAUEH1 y MOCA0BUX THCTPYKIIAX 000B’SI3KM KEPIBHUIITBA Ta CIIBPOOITHUKIB
nigpo3auty 3 (apmakonarnsany, Bkmodarodn YOD/KOD. YOD/KOD wnamineHa
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JOCTaTHIMU TIOBHOBRXCHHSIMHU /ISl BIUIUBY Ha €(DEKTHUBHICTh CHCTEMH SKOCTI Ta
JISUTBHICTB 3 (papMaKOHArJIsy BJaCHUKA PEECTPAIIii;

MOYaTKOBE HaBYaHHSA 3 (apMaKOHATISMy Ta TOJANBIINK Oe3mepepBHUIA
npodeciiHUil  pO3BUTOK  TEPCOHATY, IO  3allydyaeThCsl 10  3MIMCHEHHS
dbapmakoHarysiny. BiacHuk peectpatiii 30epirae HaBYalibHI IIJIAaHU Ta 3aIllUCH IIPO
HaBYAHHS JIJIs1 JOKYMEHTYBaHHSI, MATPUMKHN Ta PO3BUTKY KOMIIETEHIIIi MEpCOHATY Ta
HAJIaBaTH iX JJIs ayJUTY 9H 1HIIOT TePEeBiPKH;

HASBHICTh BIAMOBITHUX THCTPYKIIN IIOJO MPOLECIB, 10 BUKOPUCTOBYIOTHCSA B
eKCTPEHUX BUMAJAKaX, BKIIOYAIOUH O€3MepepBHICTD TiSUTbHOCTI;

2) ynpaBiiHHS BIAMOBIIHICTIO AJis 3a0€3MeYeHHS:

MOCTIHHOTO MOHITOPUHTY JaHHMX IMIOAO Oe3MeKd Ta €PEKTUBHOCTI JIKAPCHKUX
3ac00iB Ta mMWUTaHb 3MA1MCHEHHA (apMaKOHATISILy, BHUBUYEHHS, pO3POOKH Ta
BIIPOBAKEHHSI 3aX0/I1B 3 MIHIMI3allli Ta 3a1100IraHHs pU3UKY BIACHUKOM peeCTpanii;

HAayKOBOI OLIHKM BIIACHUKOM peecTpalii Bciei 1HQopMalii Mpo pHU3UKH
JKapChKUX 3aCO01B;

MOJIaHHSI TOYHUX Ta TIEPEBIPEHUX JAHKUX MPO CEpHO3HI Ta Hecepio3H1 HeOaXKaH1
peakuii 10 OpraHy JAepXKaBHOTO KOHTPOJIIO IPOTATOM CTPOKIB, INepeadadyeHux
nianyHKToM 1 myHKTy 12 11i€1 T1aBu;

SKOCT1, IIUTICHOCTI 1 TMOBHOTH HajaHOi 1H(oOpMaIli Mpo PU3MKHU JKAPCHKUX
3ac001B, BKJIIOUAIOYHU MPOLIECH ISl YHUKHEHHS [MOBTOPHOTO MOJIAHHS Ta MEPEBIPKU
CHUTHAJIIB,;

e(eKTUBHOI KOMYHIKAI[li BJIaCHHKAa pEeCTpalii 3 OpraHoM JEp>KaBHOIO
KOHTPOJIIO, BKJIIOYAIOYM MOBIJOMJIEHHS PO HOBI PU3HKKA a0O0 3MIHEHI pPU3UKH,
MOCO®, cucremy ynpaBliHHA pU3MKaMH, 3aX0Iu 3 MiHimizamii pusukis, 1103B,
KOPUTYBaJIbHI Ta 3aM001kH1 A1l Ta HOCTPEECTPALIIIHI TOCTIIKEHHS;

OHOBJICHHS 1H(OpMAIIil PO JIKApChKi 3aCOOM BIACHUKOM peeCTpallii y CBITII
HAyKOBUX 3HaHb, BKJIIOYAIOUHN OI[IHKM Ta PEKOMEH/Iallli, ONPHIIIOIHEHI uepe3 BeOcalT
JKapchkuXx 3aco0iB €Bporneiickkoro Coro3y, 1 Ha OCHOBI MOCTIHHOTO MOHITOPUHTY
BJIACHUKOM peecTpailii iHdopmariii, ormy0nikoBaHOT Ha BeOCalTI JIKapChKUX 3aco0iB
€sponericbkoro Corosy;

iHQOpMyBaHHSI BJIACHUKOM pEeECTpailii MpalliBHUKIB 3 MEIUYHOIO Ta
(dhapMaIlieBTUYHOIO OCBITOIO 1 TAIEHTIB 3 THUTaHb Oe3neku Ta e(EeKTUBHOCTI
JKAapChKUX 3aCO0IB.

SIK1I10 BIIaCHUK peecTpallii mepeaaB mapTHEPaM BUKOHAHHS IEIKHX CBOIX 3aBJIaHb
3 (hapMaKoOHAIJISITY, BiH 3aTUIIAETHCS BIJIMOBIIAIBHUM 32 3a0€3MEUCHHS 3aCTOCYBAaHHS
e(hEeKTUBHOI CUCTEMHU SKOCTI 1010 [IUX 3aBaHb;

3) ympaBiiiHHS 3aicamMu Ta 30€peKEeHHsI TaHUX:

BJIACHUKM PEECTpAllli PEeECTpyIOTh BCIO 1H(opMmanio npo (apmakoHarisy i
rapaHTyIOTh, 1110 BOHA 00pOO0ISETHCS Ta 30€pIracThCsl TAKUM YMHOM, 1100 3a0€31eYnTH
TOYHE 3BITyBaHHS, IHTEPIPETAIIIIO Ta EPEBIPKY i€l iHPpopMaIlii,

BJIACHUKH PEECTpallil 3alpOBaIKyIOTh CUCTEMY YIIPABIIIHHSA 3allMcaMu JIsl BCIX
JIOKYMEHTIB, III0 BUKOPHCTOBYIOTHCS IS JMISUIBHOCTI 3 (apMakoHArmsamLy, sKa
3a0e3neyye MOXKJIUBICTh BIJHOBJICHHS LHUX JOKYMEHTIB, a TaK0X MOXJIMBICTb
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BIJICT@XKEHHS 3aXO0JIiB, BYKUTHX IS JOCIIHKEHHS TPOo0IeM Oe3MeKH, YaCOBUX PaMOK
IIUX PO3CIiAyBaHb Ta PIllICHb IOJ0 MPOOJIeMH OC3IEeKH, BKIIOYAIOYH iX AaTy Ta
MIPOIIEC MPUHHSATTS PIillICHb;

BJIACHUKHM  pEECTpallii BCTAaHOBIIOIOTh MEXaHI3MH, 10 3a0e3MeUyIOTh
BIICTe)KCHHSI Ta TOJAJbINl Jii y TIOBIOMJIGHHSIX TIpo HebaxaHl peakiii
HIIIII/BincyTHICTh €eKTUBHOCT1, He€(hEKTUBHICTh BaKIIMHAIII1.

9. Bnachuku peectpariii 3a6e3neuytots 30epiranasg MOCO® npoTsarom 5 pokis 3
JHST OIIIHHOTO TPUITUHEHHS CUCTEMHU, sika onrcano B MOCO.

10. /lani dapmakoHarIsmy Ta TOKYMEHTH, IO CTOCYIOTHCS JIIKAPCHKUX 3acO0iB,
30epiraroThCs MPOTATOM YChOTO CTPOKY PEECTpAIii JIKapCHKOTO 3ac00y Ta MPOTATOM
10 pokiB micist MpUMMHEHHS i1 peecTpallii JiKapcbKoro 3acoly.

11. Aynut cucteMu SIKOCTI CUCTEMH (papMaKOHArJISAYy BIACHUKA PEECTpALii:

1) npoBOASATECSA MOCTIHHO AYAUTH CUCTEMHU SIKOCTI Ha OCHOBI OLIIHKU PU3HKIB,
00 TEepPEeKOHATUCS, IO CUCTeMa SKOCTI BIANOBIJA€ BUMOTaM CHUCTEMH SIKOCTI 1
BU3HAYMUTH 11 eekTuBHICTh. [li aynutu mpoBOASTHCS OcoOaMHu, y SKUX BIJCYTHIM
KOH(DJIIKT 1HTEpECIB;

2) 3 METOI0 YCYHEHHSI HEJOJIKIB y CUCTEMI SKOCTI MPOBOASTHCS KOPUTYBAJIbHI
nii. 3a pe3yiapTaTaMu TMEPEBIPKU CKIIAJIAE€THCA 3BIT MPO KOXKHY TEPEBIPKY Ta
KOHTPOJIbHY TEPEBIPKY. AYIUTOPCHKHUI 3BIT HAJCUIAEThCS KEpIBHUITBY. Jlatu Ta
pe3yIbTaTH ayIUTIB 1 MOJAIBIINX ayIUTIB BIAMOBIAHO JTOKYMEHTYIOThCS;

3) yci ocobm, fAKI 3amydeHl [0 MpOUEAyp Ta MNPOLECIiB CUCTEM SKOCTI,
BCTAHOBJIEHUX 3aKOHOAABCTBOM I 3A1MCHEHHS MAISUIBHOCTI 3 (papMakoHarjsmy,
3a0€3MeuyoTh HajekHE (YHKIIOHYBAaHHS CHUCTEMH SIKOCTI Ta 3a0e3MeuyloTh
CUCTEMHUH MIAX1J 0 AKOCTI Ta 10 BOPOBAKEHHS Ta MIATPUMKU CUCTEMHU SKOCTI.

12. Bumoru 10 mogaHHs BJIACHUKOM peecTpallli MoBiIOMIJICHb 3 O€3MEKHU:

1) BiacHUK peecTpalli MoJa€ TOBIAOMJIEHHA 3 O€3MeKH, BKIIOYAIOUU
MOBIJJOMJICHHS. OTPUMMaHl B pe3yJbTaTl 3A1MCHEHHS MOHITOPHHIY JITEpaTrypH, 10
OpraHy Jep:KaBHOTO KOHTPOJIIO B €JIEKTPOHHIA (popMi A0 cucteMu 3 papMakoHarsLy
OpraHy JEp>KaBHOIO KOHTPOJIIO, MOCHJIAHHS Ha SKy PO3MIIIEHO Ha OQiliiiHOMY
BeOCaTI opraHy Jep>kaBHOTO KOHTPOJIIO:

Ipo BCl BUNAAKUA CEpPHO3HUX HEOaKaHUX PpEaKIiid Ha JIKapChKl 3acoOu, MIO0
3aikCOBaHI IPH 1X 3aCTOCYBaHH1 B YKpaiHi 1 Mo K1 HOMY CTaJIO BiJOMO — HE TI3HIIIe
15 kanmeHgapHUX JHIB 3 THA OTPUMAaHHS Takoi iHGOpMaIIii;

PO BCi BHIAJIKM HECEPHO3HMX HEOAKAHUX pEeakIlii Ha JIKapChbKi 3aco0m, 110
Oynu 3adikcoBaH1 MM 1X 3aCTOCYBaHHI B YKpaiHi — He mi3Hime 90 KaJeHJapHuX JHIB
3 JTHSI OTPUMAaHHS Takoi iHhOopMaIlii;

PO BC1 BUIAJKKU CEPUO3HMUX HerepeadaueHnx HeOaKaHUX peakilii Ha JIIKapChKi
3aco0wu, 110 MPU3BENH J0 CMepTI 00 CTAHOBWJIM 3arpo3y AJIA AKUTTS MallleHTa, PO BCI
M1I03pIOBaHi BUNAJKU MepeaBaHHs 1HPEKIIiT JJiKapchbKuM 3aco00M, 1110 3adiKCcOoBaHi
Ha TEPUTOPIi 1HIIOI KpaiHU — He Mi3HilIe 15 KaneH1apHuX AHIB 3 THS OTPUMAHHS TaKOi
1H(bopMarlii;
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PO BUMAJKH TOPYIIEHb, [0 BHHUKAIOTH y TMPOIEC BUPOOHUIITBA BAKIIMHH,
TyOEpKYIiHYy, BKIIOYAIOYU MPUCTPIN IS BBEJCHHS, — HE Mi3HIimIe 48 roauH 3 JHS
OTpUMaHHS Takoi iHdopMaIlii.

Skiio cTpok nojanHs iHpopMallii npurnanae Ha BUXigHUNA a00 CBATKOBUM JICHB,
iH(opMallis HATA€eThCs Y TIEPIIUH TICIsI HbOTO pOOOYHit ICHb;

2) iHdopmaIris mpo BCi 1HII BUIAJKH HEOaKaHUX peakIlii JiKapChKUX 3ac00i1B,
110 Oyyin 3adiKCOBaHI Ha TEPUTOPIT 1HIIOT KpaiHU 1 MPO sIK1 BIIACHUKY pEECTpallii cTajio
BIJIOMO MOBIIOMIISIETHCS y ckinai yeproBoro [103b;

3) mpo BHUMAAKU BIJCYTHOCTI €(PEKTHUBHOCTI JIKapChbKUX 3ac00iB, 10 OyiH
3a(pikcoBaHi B YKpaiHi 1 BUHUKIIH:

OpyU JKYBaHHI CTaHiB, IO 3arpOXXyIOTh JKUTTIO ab0 HEBIAKIATHHUX, KpPIM
BUMAJIKIB, KOJIA TIEPIIOKEPEIO MOBIIOMJICHHS 3a3Hayae, 1110 BUIAJIO0K BiJCYTHOCTI
e(EeKTHUBHOCTI MOB'SI3aHUM 13 MPOrPECYBAaHHAM 3aXBOPIOBaHHS, a HE 13 3aCTOCYBaHHIM
JIKapChKOTo 3aco0y;

IIPU 3aCTOCYBAaHHI KOHTPALIECTITHBIB;

PO BUNAAKU HEE(PEKTUBHOCTI BaKIMHALII] B PE3yJIbTaTl IPOBEACHHS IIEIICHHS.

[Hdopmartist moaeTbes He Mi3HINIE 15 KaneHaapHUX JIHIB 3 JHS 11 OTPUMaHHS.

Sxio mel CTpoK Mpumnazgae Ha BUXIAHUN a00 CBSATKOBUM J€HB, 1H(pOpMAIis
HAJA€ThCS y NMEPIINU TICIsI HBOTO poOOUHii 1EHB;

4) iHdopmallito Mpo BCl 1HII BUIMAJIKH BIJCYTHOCTI €(EKTUBHOCTI JIKAPCHKOTO
3aco0y, po K1 KoMy CTajo Biomo, — y ckiazal yeprooro [103b;

5) BhacHMK peecTpauli CHIBIPALIOE 3 OPraHOM JEPKABHOTO KOHTPOJIIO LIOJ0
BUSIBJICHHS nyOmiKaTiB NOB1JOMJICHb po BUMAJIKU HeOaKaHUX
peakuiit/HITIII/BincyTHOCTI €pEeKTUBHOCTI J1KAPCHKOTO 3ac00y.

13. IIpu nojgaHHI MOBIIOMJIEHHS PO BUIAI0K HEOAXaHOi peakilii JiKapChKOro
3aco0y Ta/abo Hee(eKTUBHICTh BaKUMHaLIl Ta/ad0 BiACYTHOCTI €(EKTHBHOCTI
JIKapChKOT0 3ac00y BIIACHUK PEECTpAIlil HaJla€ BCIO HAsBHY 1H(HOPMAIIIIO TIPO KOKHHIMA
OKPEMHUM BUIAJIOK, BKIIFOYAOYH:

1) aamiHicTpaTuBHY iHQOpMaIi0 (BHI TOBIJOMJICHHS, JaTa, YyHIKaTIbHUN
11eHTUIKAIIHHUN HOMEP BUMAJIKY, @ TAKOXK YHIKAIBHUH 11eHTU(IKATOP BiANMPaBHUKA
1 TUN BiAIpaBHMKA; JaTa BIEpIIC OTpUMaHOi iH(opMarii Bij JpKepena Ta jaTa
OTPUMaHHS OCTaHHBOI OHOBJIEHOT 1HQOpMaIlli (BUKOPUCTOBYIOUM TOYHI JIaTH); 1HIII
11eHTH(IKATOPH BUTIAKIB Ta iX JDKEPEIIa, a TAKOK MOCHIIAHHS Ha J10JJaTKOB1 JJOCTYITHI
JOKYMEHTH, 10 HaJIeXaTh BIANPABHUKY MOBIJOMIIEHHS, PO BUIAJIO0K HeOaKaHOi
peakiiii JiKkapchKoro 3acoly, Ta/ado BiICYTHOCTI €()eKTUBHOCTI JIIKAPCHKOTO 3ac00y
Ta/ab0 HeePEeKTUBHICTh BaKIIMHAILIIT, SIKIIO 11€ MOXKJIMBO);

2) MOCWJIaHHS BIAMOBIAHO JO MDKHApPOJHMX Ta BITYU3HSHUX BHUMOT MO0
nyOsikaiii — s iHdopmariii mpo BUNAAKKA HeOaXaHUX PeaKIii JIKapChbKOro 3aco0y
Ta/ab0 BIACYTHOCTI €(pEKTUBHOCTI JIKAPCHhKOro 3acoly (3a MaHUMH JITEpaTypHHUX
JOKEpen), y TOMY YHUCIIl BUYEPIHE PE3IOME CTaTTl aHTJIMChKOI ab0 yKpaiHCHKOIO
MOBOIO. Y pa3i SKIIO CTaTTs BUKJIAJCHA aHTJIIMCHKOK MOBOIO, CJIiJl HaJIaTH TIEPEKIIa]
pe3roMe yKpaiHChKOI MOBOI0. Ha 3amut oprany nepXKaBHOTO KOHTPOJIIO BJIACHUK
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peecTpaiiii, SKuii epeaB IePBUHHE TTOBIJOMIICHHS, HaJIa€ KOIIIIO BiJMOBIHOT CTATTI
3 ypaxyBaHHSIM OOMEKEHb aBTOPCHKOTO TIPaBa, a TAKOK MOBHUH MEepEeKIa i€l CTaTTi
YKPaTHCHKOIO MOBOIO y pa3i, SKIIO CTATTS BUKJIAJICHA aHTIIIHCHKOI0 MOBOIO;

3) BUI, Ha3BYy 1 HOMEp, MPUCBOEHUN CIOHCOPOM, ab0 peecTpauiifHui HOMEp
JTOCITIDKEHHST 3 O€3IeKH JIIKapChKOro 3aco0y — i MOBIIOMJICHb TPO BHUITAJIKU
HeOaKaHUX peakIlii JiKapCchKOro 3aco0y Ta/abo BiACYTHOCTI e€()EKTUBHOCTI Ta/abo
Hee(EKTUBHOCTI  BaKIMHAIll JIKApCHKOTO 3aco0y TIpH MPOBEJACHHI  IHOTO
HEIHTEPBEHIIIMHOTO JOCIIKEHHS;

4) iadopwmartito po nepmomkepeno(a) (indopmariito, mo ineHTUdiKye 0coly,
sIKa TIOBIJIOMJISiE, BKJIFOYAIOYM HA3BY KpaiHW, J€ TPOKUBAE IOBIJIOMHHK, Ta HOTO
npodeciiiny kBamidikario);

5) iHdopMmanio, mo 1AEHTU(IKY€e NalleHTa ¥ OJHOro 3 OaTbKiB y BHUIAIKY
MOBIJIOMJICHHSI OaThbKU-IUTUHA, BKJIIOYAIOYM BIK Ha JaTy BUHUKHEHHS HeOakaHO1
peaxiii/BIACYyTHOCTI €(EeKTUBHOCTI/HEE(EKTUBHOCTI BaKLMHALi, BIKOBY TIpyIy,
recTaliiHui BiK, KOJHM peakiiis/siBUIlle criocTepiranacs(ocs) y miojaa, Bary, 3picT,
CTaTh, JaTy OCTAaHHHOTO MEHCTPyaJIbHOrO Ta/ab0 recTalliiHOro Mepiogy Ha JaTy
BUHUKHEHHSI  HEOaXaHOT  peakiii/BIICYyTHOCTI  €PEeKTUBHOCTI/HEEPEKTUBHOCTI
BaKLMHAIIII;

6) aHaMHe3 1 CYITyTH1 3aXBOPIOBAHHS IMAaI1€HTA;

7) TOProBesbHY(1) Ha3BYy (1) JKapChKOTO(HX) 3aco0y(iB), 11(0)
N1J03PIOEThCA(FOThCS) Y CIOPUUYMHEHH! HebakaHoi peakiii Ta/abo BIICYTHOCTI
e(eKTUBHOCTI Ta/a00 Hee(PEKTUBHOCTI BaKIIMHALI11, y TOMY YUCJI1 CYTyTHIX J1KapChKUX
3ac00i1B, 200, SKILO Ha3Ba HEB1IOMa, aKTUBHUI(1) papmalieBTUUHMI(1) IHTpeTieHT() 1
OyIp-sIKi 1HIII J1aHl, 110 Jal0Th 3MOTy 11eHTU(IKYBaTH Jikapcbkuii(i) 3acid(oon), y
TOMY 4YHCJ1 HalWMEHyBaHHS BJIACHHKA PEECTpallli/BUpOOHMKA, HOMEpP peeCTpallii,
KpaiHy, JI€ 3apeecTpoBaHUM JIKapChKUM 3acid, QopMy BHIIyCKy Ta cHocid
3aCTOCYBaHHS, MOKa3aHHs JUIl 3aCTOCYBaHHS Yy IIbOMY BMIIaJKy, 3aCTOCOBaHI1 JO3H,
JaTy TOYaTKy 3aCTOCYBaHHS 1 JaTy 3aKiHUYEHHS 3aCTOCYBAaHHS, BXKHUTI 3aXOAH OO0
YCYHEHHsI TIpOSIBIB HeOa)kaHO1 peakilii, BKJIOYar4H (apMakoTepamito, pe3yiabTaT
BI/IMIHM Ta TIOBTOPHOTO TMPU3HAYEHHS I1I03PIOBAHOTO(MX) JIKAPCHKOTO(MX)
3aco0y(iB);

8) nist 610J0TIYHUX JIIKAPCHKUX 3ac001B — HOMep cepii. JlJig Toro, o6 oTpuMaru
HOMEp cepii, SKIIO BiH HE BKa3aHWN y MEPBUHHOMY IOBIJIOMJICHHI, Y BJIacHHKa
peectpaliii Mmae OyTU HasiBHA MPOIEaypa 300py A0JaTKOBOT iH(OpMaIii;

9) cynyTHI1 JiKapChKi 3acO0H, 1110 HE MiJ03PIOITHCS Y CIPUYMHEHHI HeOaXKaHOi
peakiii/BiicyTHOCTI  €(eKTUBHOCTI, (apMakoTepamnito mnamieHTa (0aTbKIB) Yy
MUHYJIOMY, IPU JOILIBHOCTI;

10) 1Hdopmanito npo migo3proBany(i) Hedaxkany(i) peakuito(i)/BiACYTHICTb
e(eKTUBHOCTI /Hee(EeKTUBHICTh BaKIMHAIli (aTa MOYaTKy 1 Jara 3aBepuieHHsT abo
TPUBAJICTH, CEPUO3HICTH, HACTI 0K T17103PIOBAHOI (UX) HeOaXaHOi(1X)
peaxiii(if)/BiICYyTHOCTI  €EKTUBHOCTI/HEEPEKTUBHOCTI ~ BaKIMHAINI HA  JaTy
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OCTaHHBOTO CIIOCTEPEKEHHS TMalll€HTa, MPOMIKOK Yacy, II0 MUHYB BiJl MOYATKY
3aCTOCYBaHHS II1JJO3PIOBAHOTO JIIKAPCHKOTO 3aco0y 1 mouyaTrky HeOakaHoi(KX)
peakiii(i)/BiacyTHOCTI epeKTUBHOCTI/Hee()EKTUBHOCTI BaKIIMHAIIl, TEPMIHHU Ta JaHI,
3a3HayeHl y  JOKyMmeHTamii  mpo  Hebaxkany(i) — peaxiiro(i)/BiICYTHICTh
e(heKTUBHOCTI/Hee(PEKTUBHICTh BAaKIIMHAIII 1, IKI BUKOPHUCTOBYBAJIO MEPIIOKEPEIIO
I omucy HeOakaHoi(ux) peakiii(i)/BiacyTHOCTI €heKTUBHOCTI/Hee(hEeKTUBHOCTI
BaKIIMHAIIll, Ta KpaiHa, Ha TepUuTOPii AKoi BUHUKIA(K) HebaxkaHa(1) peakiis(i) Ta/abo
BiJICYyTHICTh €()eKTHBHOCT1);

11) pe3ynbTaT TECTIB 1 MPOLIETYP, IO CTOCYIOTHCS TOCIIHKEHHS MaIll€HTa;

12) naty 1 MOBiIOMIIEHY NPUYHHY CMEpPTi, Y TOMY YHCII TPUYUHY CMEpTI,
BCTAQHOBJICHY 32  pe3yJbTaTaMH  [aTOJIOr0-aHATOMIYHOTO/CYZ0BO-MEAUYHOTO
JIOCHI1JDKCHHS,

13) onuc BUnaaky (HagaeThCs 32 MOKIIMBOCTI yCs OB’ si3aHa 1H(GOpMallis).

[Hdopmariis mogaeThCs B JIOTTUHIA MOCIIIOBHOCTI (PO3BUTOK CUTYyallli y 4acl, y
XPOHOJIOT1I HAarjigay 3a Mali€eHTOM, BKJIIOYAIOYM KIIHIYHUN mepedir, Teparito,
HACJIIKM Ta OTPUMAaHy y MOJAIBIIOMY JOJATKOBY 1H(pOpMAIlii0; OyIb-Ki JOpPEUHI
pe3yabTaTH MaTOJIOTO-aHATOMIYHOTO JOCIIJKEHHS; 1HQOpMaIlisd M0A0 MPUYUHHO-
HACJIJIKOBOTO 3B'SI3KY MDK IMposiBaMU HeOakaHoi peakiii Ta/abo BIICYTHOCTI
edeKTUBHOCTI Ta/a00 Hee()eKTUBHOCTI BaKIIMHAIIIT Ta 3aCTOCYBAHHSM IT1703PIOBAHOTO
JIKAapChKOTo 3aco0y; MPUYMHA aHYJIFOBaHHSA a00 BHECEHHS 3MiH JI0 TTOBIIOMJICHHS ITPO
HebakaH1 peakiii JiKapchKoro 3aco0y, Ta/ado BiACYTHICTh €()EKTUBHOCTI JIIKAPCHKOIO
3aco0y, Ta/ab0 Hee()eKTUBHOCTI BaKI[MHAIII].

14. BnacHuk peecTpailii 3a3Hayae y cucTeml (papMakoHarjasigy BiJIOMOCTI,
HEOOXIJH1 JIJIi OTPUMAaHHS y MOAAJIBIIOMY JOJATKOBOI 1H(poOpMalii mpo HeOaxkaHi
peakKIlii JiKapchKoro 3aco0y Ta/abo BiJCYTHICTh €(PEKTUBHOCTI JIIKAPCHKUX 3aco0iB,
Ta/ab0 Hee(eKTUBHOCTI BakiuHauli. HacTynmHl MOBiIOMJIEHHS 3a3HAYalOTHCS Yy
cuctemi (hapMaKOHarJSITY.

2. BumMoru /10 noIaHHA BJIACHUKAMM peecTpaiii mepiogu4HO OHOBJIKBAHUX
3BITIB 3 0e3MeKN JiKapCcbKOro 3acody

1. TIO3b nogaeThest ISl TAKUX 3apPEECTPOBAHUX JTIKAPCHKUX 3aCO0IB HE3AJICKHO
BiJl HASIBHOCTI JIIKapChKOTO 3ac00y B 00iry B YKpaiHi:

1) nns mikapebkux 3aco0iB, BiiIodeHUX 10 Ilepenmiky pedepeHTHHX aaT i
nepioanunocti noxanns [103b (mani — [epenik mogannas [1036) y BiAMoOBiAHOCTI 110
nepioIMyHoCTI, 10 3a3HaueHa y [lepeniky noganns 1103b;

2) [ JIKapChKOro 3aco0y 3 JIIF0Y0K PEYOBUHOIO, 1110 3apPEECTPOBAHO B YKpaiHi
BIIEpIIIE Cepel KPaiH CBITY — KOKHI 6 MICAIIIB MPOTSITOM MEPIINX JBOX POKIB, OUH pa3
Ha PIK MPOTATOM HACTYIHHUX ABOX POKIB Ta Hajail 1 pa3 KoKHI TpU POKU, MOYMHAIOYUN
3 IJaTH peeCTpallii JIKapChbKOTo 3aco0y 10 JaTH BKIFOUYEHHS II€T 11F0Y01 peYOBUHH a00
KoMOiHarIi airounx pedoBuH 10 Ilepeniky noganus [103b;

3) nnsa mikapcekux 3aco0iB [103b skux OLIHIOIOTHCS 3a MPOIEAYPOr0 €aMHOT
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omiaku I103b (Periodic safety update report single assessments (PSUSA)) y
€ponericbkkomy Coro3i:

BJIACHUKM PEECTpallii TakuxX Jikapcbkux 3aco0iB nogaioth [1O3b g0 oprany
JIEP>KaBHOTO KOHTPOJIIO Pa3oM 3 Horo nojavero y €sporericbkomy Coro3i, BIMOBITHO
no llepeniky momanusi [1O3b. Jlani ans takux nikapchkux 3aco0iB y Ileperiky
noganHs [103b momao natu ta yactotu nojaanus [103b rapmonizoBani 1o Ilepeniky
pedepentHux nat 1 nepionuunocti nojganus [103b y €sponelicbkkomy Coro3si.

Taxki BmacHUKH peecTpallii HaaaroTh 10 OPTaHy JIeP>KaBHOTO KOHTPOJTFO BUCHOBOK
3BiTY po €nuny omiaky [103b y €Bpomnetickkomy Coro3i Ticis 3aBepiieHHs €auHOoT
omiaku [10O3b6 y €Bponeiickkomy Coro3i He mizHime 30 KaJeHAaApHUX JHIB BiJ JaTH
OTpPUMAaHHsI BIACHUKOM peecTpariii 3BiTy npo €nuny oiminky [103b y €Bponeiicbkomy
Coro3i.

2. T1O3b He nojaeTbest A1 TAKUX JTIKAPCHKUX 3aCO01B:

1) reHepUYHUX JTIKAPCHKUX 3aC001B;

2) mikapchbKUX 3aco0iB, 110 MAIOTh J00pE BUBYEHE MEMYHE 3aCTOCYBaHHS,
3) TpaaUIIHUX POCIUHHUX JIIKAPCHKUX 3aC001B;

4) roMeonaTUYHUX JIKAPChKUX 3aC001B;

5) nikapchKuX 3aco0iB, IO HallEekKaTh 10 Tpynu « MennuyH1 ra3mny;

6) JiKapChKHX 3ac001B, 10 BUPOOJIAIOTHCS 32 3aTBEPI>KEHUMHU MPOITHCAMHU.

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

€ 3000B'sI3aHHAM MNpU MPUUHATTI PIIIEHHS MPO JEpKaBHY PpEeECTpaliio
JIKapChKOro 3aco0y;

BUMAra€ThbCs OPTaHOM JIEP)KaBHOTO KOHTPOJIO Y 3B’S3Ky 3 IHUTAaHHSIMH,
OB’ I3aHUMH 3 (hapMaKOHATJISIIOM;

BUMAra€eTbCs 4Yepe3 BIICYTHICTh JIKAPCHKOro 3acoly, 3 BIANOBIAHOIO M1HOYOIO
(1ir0YMMH) PEUYOBUHOIO (PEUOBHHAMM), LIO 3apPEECTPOBAHUM 3a TOBHUM JOCHE B
VYkpaiHi, KoJu 110 peecTpallii JiKapchbKOTO 3ac00y, 110 3apeECTPOBAHUMN 32 MOBHUM
n0oche B YKpaiHi nmpunuHeHo. [Ipo Taky cuTyarlito oprad Jep>KaBHOTO KOHTPOJIIO
CBOEYACHO MOBIJIOMJISIE BJIACHUKIB peecTpallii BIAMOBIAHUX JIIKAPCHKUX 3acO0IB 3a
JIOTIOMOT'O10 3a3HaueHHs BiAMOBIAHOI 1H(opmarti y [epeniky nmoganns [103b.

Miroua peuyoBrHa a00 KoMOiHaIis Airounx pedoBuH i1 [103b Takux mgikapchbKux
3ac001B BHOCUTBHCS /0 1HGOpPMAIIHHOTO pecypcy Ta 3a3Ha4yaeTbCcsd 4YacToTa Ta
nepioguuHicTh moganHs [103b.

3. BnacHuku peecTpallii J1KapchKUX 3ac00i1B, sIK1 3riJHO BUMOT Liboro Ilopsnky
He nojatoTh 11036, npodoBXylOTh PEryisipHy OLIHKY O€3MeKH CBOiX JIKApChKUX
3ac001B Ta MOBIIOMJISIFOT PO OyAb-sKYy HOBY 1H(OpMAaIlito 3 O€3MeKH, 110 BIUIMBAE HA
CITIBBITHOIIIEHHS «KOPUCTH/PU3UK», Ta 3MIHU B 1H(OpMAIIii PO JIIKApChKUH 3aci0, 110
3a3Ha4eHa B KOPOTKIM XapaKTEpUCTHUIl JIKAPCHKOrO 3aco0y/IHCTPYKIIi IS
MEJIUYHOIrO 3aCTOCYBAaHHS.

4. BnacHuk peecTpaiii mojmae g0 opraHy jaepskaBHoro koHTpoiro I[103b
BIJIOBIJTHO JI0 CTPYKTYpH, HABENIEHO1 Y AomaTky 9 mo uporo [lopsinky, Ta BUMOT 110
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HOT0 3aIMmoOBHEHHSI, 3a3Ha4YeHNX y cTaHAapTti «Hacranosa. Jlikapceki 3acoou. Hanexni
npaktuku (apmakoHarsiay» (CT-H MinictepcTBa 0XOpOoHHU 310poB’st YKpainu 42-
8.5:2015), 3aTBepmaxkeHOT0 HaKa30M MiHICTepCTBA OXOPOHHU 310pOB’ sl YKpainu Bix 21
tpaBHsa 2015 poky Ne 299 (B pemakiii Hakazy MiHICTEpCTBa OXOPOHHU 3J0POB’S
VYxpainu Bix 05 kBitHa 2018 poky Ne 620). ITO3b pa3om 3 gomaTkamMul MOJAETHCS Y
enexkTpoHHid Gopmi abo y dopmati eCTD (3a HasIBHOCTI TEXHIYHHUX MOKJIMBOCTEH),
pa3oM i3 CympoOBiTHUM JIUCTOM BiiacHuka peectpaitii. [I03b momaeTbest ykpaiHChKOIO
a00 aHTJIIHCHKOI0 MOBOIO 3 MEPI0JIMYHICTIO, 3a3HAYCHOIO Y MYHKTI 1 111€1 r1aBu. Y pasi
noganHs [103b anrmiiicekoro moBoto po3aim I «3axoau 3 6e3neku, BXKUTI IPOTATOM
3BITHOTO mepioay», IV «3minm y noBigkoBid iHpopmarii 3 6Oe3nexn», XVIII
«IHTerpoBaHMI aHalli3 KOPUCTH/PU3HMK I 3apEeECTPOBAHMX IOKazaHby Ta XIX
«BuUCHOBKY Ta 3ax0/11» a0 1HII PO3ALIH, 1110 MICTIThH TaKy 1H(GOpPMAIli0, MOJAI0THCA
B IIepeKIIal YKpaiHCbKOIO MOBOIO.

5. BnacHuky peecTpaiiii 3 OOIpyHTOBAaHHUX MPUYMH JIO3BOJISIETHCS HAJaBATH
[103b 3 nepioanyHICTIO, IO BIAPI3HAETHCS BiA BcTaHOBJIEHOi y Ilepeniky momaHHs
[103Bb, ane He piaiie, HiXK 3a3HAYEHO Y IILOMY MEPENTIKY:

1) BTacHUK peecTpaliii MOKe 3BEpHYTHCS JIO0 OpTraHy Jep KaBHOT'O KOHTPOJIIO 13
MIICHbMOBHUM 3aITMTOM II10JI0 BU3HAUYCHHS pepepeHTHUX AaT abo 3MIHU NEPIOAMIHOCTI
noganHs [103b 3 06rpyHTOBaHUX IPUYHH;

2) opraH JAepXaBHOTO KOHTPOJIIO CBOIM PIIICHHSM MOXE 3aJI0BOJIbHUTH YU
BIIXWJINTH 3alUT BJacHUKa peecTpallii. ¥ pasi, KOJU 3aluT BIACHUKA peecTparlii
3aJIOBOJIBHSETBCS OPTaHOM JISP)KaBHOTO KOHTPOJIIO, BJIACHUK pEeECTpallii BHOCHUTH
BIJIMOBIHI 3MI1HU JI0 JIEPAKABHOI peecTpallii JIKapchKoro 3acooy;

3) pimeHHs 1npo 3MiHy gar abo mepioauuHocti noxanHs 1103b
ONPUJTIOHIOIOTHCS MPOTIroM 30 KajneHAapHUX JHIB Ta HAOMPAIOTh YUHHOCTI Uyepe3 6
MICSIIIB 3 JHS 1X OTMPUITIOTHEHHS.

6. BnacHuk peectpauii Hagae 11035 3a 3anuToM/BUMOror0 opraty Aep>KaBHOTO
KOHTpOJIt0 TipoTsiroM 70-90 xajneHaapHUX JHIB BiJ 1aTU HAJaHHS 3alUTy/BUMOTH, B
3aJIeKHOCTI BiJ] 3BITHOTO Tiepiony, mo BimoOpaxenuit y [103b.

7. I1O3b ckinanaeTbes Ta MOAAETHCS BIAMOBIAHO O TAKMX CTPOKIB:

1) mpotsirom 70 KajmeHIapHUX JTHIB 3 JaTH 3aKpHUTTA 0a3u JaHux (IeHb 0) — s
ITO3B, 1110 0XOILTIOIOTH 3BITHUH TIepio 10 12 MicsIIiB BKIFOYHO;

2) mpotsirom 90 KajeHIapHUX JTHIB 3 1aTh 3aKpUTTA 06a3u nanux (aean 0) — mis
I1O3B, 1110 0XOIUTIOIOTH 3BITHUH TIepioa moHa 12 MicsIiB.

8. Bmachnuk peectpamii ckimamae Ta nomae [IO3b  gus girodoi
PEYOBMHU/KOMOIHAIIIT AII0OYMX PEYOBHH Ha BCl JIIKAapChKi (OpMH BIJMOBIIHO [0
CTpoKiB Ta TepMiHiB Bu3HaueHux y llepeniky mnomanns IIO3b, skmio iHme He
3a3HA4YEHO y 3000B’s13aHl, 110 € YMOBOIO MiJ Yac MPUIHATTS PIIEHHS MPO JEpKaBHY
peecTpaliro JIKapCchbKOro 3acody abo € BUMOTOK OpraHy JA€p>KaBHOTO KOHTPOJIIO Ha
MiJICTaBl BUSABJICHUX MpoOJieM, TOB’si3aHUX 13 JaHuMu (papmakonarisany. [1O3b
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OXOILTIOE BCl TMOKAa3aHHSA, CIOCOOM 3acTOCYBaHHS, (OPMHU BHIYCKYy 1 CHIy il
HE3aJIe)KHO BIJI TOTO, 3apEECTPOBAHI YW HI Takl JIKApChbKi 3aco0W, TMiJ PI3HUMH
TOPrOBEJILHUMH Ha3BaMH 1 3a PI3HUMH THIIAMH 3asB HA PEECTparlito. SKI0 BUSIBICHO
CYTTEBI BIIMIHHOCTI y mpodimi Oe3meku Uil OKpeMHuX IoKa3aHb, (POPM BHITYCKY,
croco0iB 3aCTOCYBaHHS YW CHJIM [I1i, Takl JaHI MOXYTh OyTH BHUIIJIEHI B OKPEMHX
posainax I1O3b ans iX niIboBOro aHamizy.

9. dxmo He 3a3HaueHo iHme y Ilepeniky momanus [1O3b Ta mepioaWyHICTH
nonanHs [1O3b He 3a3HayeHa y 3000B’si3aHi, 0 € YMOBOIO MiJ Yac MPUUHSTTA
pIlIEHHs PO JEepXKaBHY PEECTPAII0 JIKapChKOTo 3acoly, a TaKOoX SKIIO Air0Ya
pedyoBuHa, Ha sKy nomuproeTses Ais [103b, Takoxk 3apeecTpoBaHa SIK CKJIag0Ba
dikcoBaHoi KkoMOiHaIlli, BJacHUK peecTpanii abo momae okpemuit [103b mus
KOMOIHaIIIT IIF0YUX PEUOBHH, IO 3apPEECTPOBAHI TUM CaMHUM BJIACHUKOM peecTpariii, 3
nepexpecHuMu nocwianasmu Ha [103b(u) mis okpemoi [11r040i peuoBUHU, 200 MoAae
naHi s kom6iHari B Mmexkax [103b s oHi€T Air0401 peUOBUHM.

10. ITIO3b micTurs:

1) pe3toMe HaHUX MIOJ0 KOPUCTI Ta PHU3BMKIB JIKapChKOro(ux) 3aco0y(iB),
BKJIFOYAIOYM PE3YJIbTaTH YCIX JOCHIIKEHb 3 YPaXyBaHHAM MOTEHUIHHOTO BIUIMBY Ha
JIepKaBHY PEECTpAILitO JIIKAPCHKOT0 3aco0y;

2) HayKOBY OLIHKY CHIBBIJHOIICHHS «KOPHUCTB/PU3UK» JIKapChKOTO(HX)
3aco0y(iB);

3) Bcl gaHi mojao oOciAry MpoJaXKiB Ta 1HII JaHl M0J0 OOCITYy MPU3HAYEHB
(BUIIMCAHUX PELENTIB) JIKapChKOro(ux) 3aco0y(iB), 1110 B1IOMI BIACHUKY peecTpallli,
BKJIFOYAIOYH OLIHKY MOMYJIAILI1, sIKa 3a3Haja BIUIMBY JIIKapCchKoro(ux) 3aco0y(iB);

4) pe3ynabTaTd OIIHKA €(QEKTUBHOCTI MiSUTBHOCTI 3 MIHIMI3aIlli PHU3HKIB,
MOB’SI3aHUX 3 OI[IHKOIO CITIBBITHOIICHHS «KOPUCTH/PUZHKY;

5) BHCHOBOK IIOAO HEOOXIJTHOCTI 3MIMCHEHHS IEBHUX 3aXOiB, BKIIIOYAIOUU
HEOOX1IHICTh BHECEHHS 3MiH Ta/a00 JOMOBHEHb J0 JIMCTKAa-BKJIAIKH/KOPOTKOT
XapaKTEPUCTUKU/IHCTPYKIIT  JUIsI  MEOUYHOTO  3aCTOCYBAaHHS  JIIKApCHKOTO(HX)
3aco0y(iB), moao saxux noaaerbes [103b.

11. TIO3b rpyHTy€eTbCS Ha BCIX HASBHUX JAaHUX 1 30CEPEIKYETbCS] HAa HOBIU
iHopMallii 3 Oe3neKru MEIUYHOrO 3aCTOCYBaHHS JIIKAPCHKOrO 3aco0y 3a 3BITHUM
nepion. Y I[1O3b Takoxk HaJa€eThCs OLIIHKA €KCIO3UIIIT, [0 CYMPOBOIKYETHCS IKICHUM
1 KUIBKICHUM aHadi30M (aKTUYHOTO BHMKOPUCTAHHS, IO Ma€ TOKazyBaTh (3a
MOXJIMBOCT1), $IK (aKkTUYHE BUKOPUCTAHHS BIAPIZHAETHCS BIJ MOKa3aHOTO
3aCTOCYBaHHS, IPYHTYIOUMCH Ha BCIX HASBHUX Y PO3NOPAKEHH] BIACHUKA PEECTpaLlii
JAHUX, BKJIIOYAIOYM PE3YJbTaTH HEIHTEPBEHIIMHUX JOCTIKEHb 1 JOCHIIKEeHb
BUKOPHCTAHHS JIIKAPChKUX 3aCO0IB.

12. V pa3i HeoOX1THOCTI BHECEHHS 3MiH JI0 JIEPKABHOI peecTparlii JIKapChKOro
3aco0y 3a pesynbraramu omiHku [103b Ta pimeHHs opraHy IepKaBHOTO KOHTPOJIIO
BJIACHHMK pEeCTpallil MojJae 10 OpraHy JEp>KaBHOIO KOHTPOJIIO 3asiBYy MPO BHECEHHS
3MIH /10 MarepiajliB PeecTpaliifHOTO JOChb€, OHOBIEHY KOPOTKY XapaKTEPUCTHKY
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JIKapChbKOTo 3aco0y/IHCTPYKLIIO 11 MEAMYHOTO 3aCTOCYBAaHHS 1 JTUCTOK-BKIAJKY Y
CTPOKH, 3a3Ha4YeHi y pillleHH]I OpraHy Aep>KaBHOTO KOHTPOJIO.

13. Sxmo y nepiox miarotropku [10O3b BuHHMKAae HEOOXITHICTH CTBOPEHHS abo0
OHOBJICHHSI IUIaHY YIPaBIiHHS PU3UKaMU (BHACIIIOK TIOSIBH/BUSBICHHS HOBHUX JaHUX
npo Oe3neky Ta/abo iHmMX JaHuXx), ogHovyacHo 13 I1103b BracHuK peecTpailii nojaae
OHOBJICHY BEpCil0 TUTaHY YIPAaBIiHHSA pU3UKaMH. Y IbOMY BUNAQJAKy HE MOTPiIOHO
M0JIaBaTH OKpEeMY 3asiBy Ha 3MiHH ISl IOJAAHHS [JIaHy yIPABIiHHS pU3HKAMH.

3. Bumoru 10 cucreMHu ynpasJliHHS PU3MKAMH y cucTeMi papMaKoHArIsay
BJIACHMKA peecTpauii

1. BnacHuKk peecTpaliii CTBOPIOE Ta MIATPUMYE CHCTEMY YIIPABIIHHA PU3UKAMU
JUTSL BCIX 3aPEECTPOBAHUX HUM JIIKAPCHKUX 3aCO01B.

2. BnacHuk peectpallii JiKapchKOro 3aco0y CTBOPIOE/OHOBIIIOE Ta HAJa€ 0
oprasy JIep>KaBHOTO KOHTPOJIIO TUTAHH YIIPaBJIiHHS PU3UKAMHU:

1) i1 ycix HOBHX 3asB Ha PEECTPALIO JIIKAPCHKUX 3aC001B, KPIM TUX JIIKAPChKUX
3ac001B, 1110 MOXOAATH 3 JIep:KaB-wieHiB €Bponeiicbkoro Coro3y Ta nepepeecTpoBaHi
Ha Teputopii €Bponeiickkoro Corosy a0 01 yepBus 2012 poxy, KpiM BUIIAAKIB, KOJIH
IJIaH YOpPaBJIIHHS PU3MKAMU HEOOXITHUW 3a pe3yjbTaTaMU MPOBEACHOI OIIHKU
CIBBITHOIIEHHS «KOPUCTH/PUUK.

[Inanm ynpaBiiHHS pU3MKAMU HE MOAAIOTHCA OO0 TPAJAUIIMHUX JIKAPCHKUX
3ac00iB, JIKApChKUX 3ac00iB, 10 BUPOOJSIOTHCS 3TIHO 13 3aTBEPKEHUMU
MPOMUCaMU, TOMEOATHYHUX JIIKApPChKUX 3aCO0IB, 10 PEECTPYIOTHCS 3a CIPOILIECHOIO
MPOLIETYPOIO, Ta JTIKAPCHKUX 3aC001B, IO HANEXATh 10 Tpynu « MeauyHi ra3uy;

2) y pa3i 3MiH, 110 MOTPEOYIOTh HOBOI peeCTpallii, 30KpeMa HOBOI JIIKapChKOi
dbopmH, HOBOTO CHocoOy BBEIEHHS, HOBOTO MPOLECY BUPOOHUIITBA O10JOTTYHOTO
JKapChKOro 3aco0y, MelaTpUYHUX MOKa3aHb Ta 1HIIUX 1CTOTHUX 3MIH B MOKa3aHHSIX
(y pa3si, SIKIIIO 111 3MIHH CTOCYIOThCS JIIKAPCHKOTO 3aC00Y, 3apeeCTPOBAHOIO B YKpaiHi);

3) y pa3i MosBU/BHUSABICHHS HOBUX JIaHMX, IO BIUIMBAIOTh HA CITIBBIHOIICHHS
«KOPUCTH/PU3HMK»  JIKApChKOTO 3acol0y, TMOTOYHy crenudikaiito, TIIaH 3
dbapmakoHarisay, 3axold 3 MiHIMI3AIli PU3MKIB YU iX €(PEeKTUBHICTh, a00 MiCIs
JIOCSITHEHHSI BOKJIMBUX PE3YJbTATIB 100 (papMakoHArsaLy abo MiHIMIZAIll pU3HKIB
(y pasi, SIKIIO 111 1aH1 CTOCYIOThCA Y KpaiHH);

4) y pasi mepepeectpariii, AKII0 IJIaH YIPaBIIHHSI PU3UKAMU 3a3HAB 3HAYHUX 3MiH
1010 BKJIMBUX PU3UKIB Ta MIIXOIB JI0 iX YIpaBIiHHS — HAJA€THCS HOTO OHOBJICHA
BepCis;

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

3. VY Bumajaky BUSBJICHHS HOBHX BAXKJIMBUX PU3MKIB, 110 MOXKYTh BIUIMHYTH Ha
CHIBBIJIHOLIEHHSI «KOPUCTH/PU3UK» CTBOPIOETHCS TUIAH YMPABIIHHS PU3UKAMU IS
JIKApChKUX 3ac001B [l SIKUX CTBOPEHHS IUIAHY VYOPABIIHHS pU3UKAMU HE
nepeadayeHo. Y TakoMy pasi OpraH JEp:KaBHOTO KOHTPOJIO 3000B’si3y€ BIaCHUKA
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peecTpallii po3poOUTH Ta HAJAATH TUIAH YIPABIIHHS PU3HKAMU JIIKAPCHKOTO 3aC00Y.

[TokmamanHs Takux 3000B’s3aHb HAJNCKHHUM YHHOM OOIPYHTOBYETHCS Ta
MOBIJIOMJISIETHCST BJIACHUKY pEeCTpallii B MUChbMOBINA ¢GopMi 13 3a3HAYEHHSIM CTPOKIB
MOJIaHHS TUTaHY YIIPABIIIHHS PU3UKAMU IS JTIKapChKOTO 3ac00y.

4. BmacHuk peectpaiii HajJae y pa3l HAasIBHOCTI IIMCHMOBI IOSCHEHHS 3
OOTpyHTYBaHHSM Y BIATOBIb HA HAKJIJICH] 3000B’ 13aHHS TIpoTsroM 30 KajleHIapHUX
JIHIB MICJIs1 OTPUMAHHS MUCHMOBOTO MOB1IOMIIEHHS ITPO 3000B'sI3aHHS.

3a pe3yiabTaTaMyd ONPAIIOBAHHS MHUCHMOBUX TOSICHEHb, HAJAHWX BIACHUKOM
peecTpaiiii JTiKapchKoro 3acoly, opraH JIep>KaBHOTO KOHTPOJO MPHIMAE OCTaTOYHE
pillIeHHs 3 TUTaHb, 3a3HAUYEHUX y MYHKTI 3 Ili€l IJ1aBH, SIKE € OOOB’S3KOBHUM [0
BUKOHAHHS BIACHUKOM PEECTpaIlii.

5. Jng TUX JMKapchbKUX 3aco01B, 110 HE MNOTPEOYIOTh CTBOPEHHS ILJIaHIB
YOPABIIHHSA PU3MKAMH, BJIACHHK PEECTpAlliil JIKAPCHKOro 3aco0y MIATPUMYE (aiin
cnenu@ikamnli BAXXKJIUBUX 11€HTU(IKOBAHUX PU3UKIB, BAKJIMBUX MOTEHLUIMHUX PU3UKIB
1 BiJIcyTHBOI 1HopMaiiii 3 meToro miarorosku [1035.

6. SIkmio iHIIE HE 3a3HAYEHO SK YMOBa PEECTpaAllii Ta y pasi JOIIIBHOCTI MJIaH
YIPaBJIIHHS PU3UKAMH CKJIQIAETHCS JJIS JIIKAPCHKUX 3ac001B, IO MICTATh OJTHAKOBI
A®I (oauH yM AEK1IbKA), HATEXKATh OJHOMY M TOMY CAMOMY BIIACHUKY PEECTpallii 1 €
MPEIMETOM OJHOTO IJIaHy YMPaBIIHHS PU3UKAMH HE3aJIeKHO BIJ iX peecTpailii B
VYkpaini 3a yMOBU peecTpallii xo4a O OJHOTO JIKapChKOro 3aco0y BKJIIOYEHOTO [0
IJIaHy YTPaBIIHHS PU3UKAMU B Y KpaiHi.

7. Ilnan ympaBiiHHS pU3UKAMH TMOAAETHCS Yy (oOpMaTi OKPEMOro JOKYMEHTa
BiJIMOBITHO 10 BUMOT Ta CTPYKTYpH 0 TUIAHY YIPAaBIiHHS PU3UKaMHU, HAaBEJICHUX B
nonatky 10 mo mporo Ilopsiaky 3 ypaxyBaHHSM THIY 3asiBU Ha PEECTpALIIO
Jikapcbkoro 3acoOy. IHdopmanito B I1U1aHi ynpaBiaiHHS pU3HMKaMH HEOOXI1JTHO
MPEACTAaBUTH BIAMOBIAHO 10 IMIA0JOHY, IO po3MilleHUH Ha odimiiiHoMy BeOcailTi
OpraHy JepaBHOTO KOHTPOJIIO Ta BIJAMOBIJA€ aKTyalbHIM Bepcii MabJIOHy TUTaHY
YOpaBIIHHSA pU3UKaMH, OMYOJIKOBaHOTO Ha BeOcaiiTi €BpONEiCchKOi MeandHOT
areHilii, 3 ypaxyBaHHSIM HaI[lOHAIBHUX OCOOIMBOCTEM.

8. [1nan yrmpaBiiHHS pU3UKaMu, po3pOOJIeHUH BIACHUKOM peeCTpallii, BKIIOYAE:

1) Bu3HaueHHs abo0 XapakTEPUCTUKY MPOPUII0 OE3MeKH JKAPCHKOro(uX)
3aco0y(iB);

2) iadopmariito MO0 TOTO, K JTOJAATKOBO OXapaKTepu3yBaTu NMpodiib 6e3neKu
Jikapchkoro(ux) 3aco0y(iB);

3) IOKyMEHTYyBaHHSI 3aXOJiB MI0J0 3amoOiraHHs abo MiHiIMi3alli PU3HKIB,
MOB’SI3aHMX 13 JIIKAPCHKUM 3aCO00M, BKIIIOYAIOYH OLIIHKY €(pEKTUBHOCTI LIMX 3aXO/I1B;

4) 1Hdopmarlito MOA0 MICAIPEECTPALIMHUX 30008’ A3aHb, SIK1 OyJIM HAKJIAJCHI K
yMOBa peecTpartii.

SKI0 MJIaH yNpaBIliHHS PU3UKAMU CTOCYETHCS TOCTPEECTPALIITHUX JOCIIIKEHD,
BIH Ma€ BKa3yBaTH, Y Il JOCIIHKCHHS 1HIIIHOBaHI, KEpoBaHI 4M (PIHAHCYIOTHCS
BJIACHMKOM pEeCTparlii JOOPOBIILHO YM BIAMOBIAHO 10 3000B’S3aHb, MOKIAJICHUX
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HAI[IOHAJTbHUM KOMIIETEHTHHUM OpraHoM. ¥Yci 3000B’si3aHHSI MICHs peecTparii
B1IOOpakaloThCsl B PE3IOME IUIaHy YMOpPaBIIHHA PU3UKAMU Pa3oM 13 TepMiHAMHU iX
BUKOHAHHSI.

9. KokeH muiaH yrpaBiIiHHS PU3MKaAMU, IO TOJIAETHCS 10 OpraHy AEep>KaBHOIO
KOHTPOJII0, MICTUTh HOMEp BEPCii 1 1aTy 1Oro CTBOPEHHS.

10. Ilnan ynpaBmiHHS PU3UKAMHU TOJAETHCA YKPAiHChKOIO a00 aHTJIiHCHKOIO
MOBOIO. ¥ pa3i NoJaHHs IUIaHY YIIPaBIIIHHS PU3UKAMHU aHTJI1HCHKOI0 MOBOIO YaCTHHHU
V «3axonu 3 miHiMmiIzamii pusukiBy Ta VI «Pe3tome miaHy ympaBiiHHA PU3UKAMI)
MOJIAl0ThCA B Mepekaal ykpaincbkoro MoBoio. Monyns CVIII «Pestome npobiem 3
oesnexkn», dactuHa Il «Ilman 3 dapmakonarmsamy», dactuaa IV «[lmann momo
MICTSAPEECTPAlIMHUX ~ TOCTIDKEHb  €(EKTHBHOCTI» TIOMAIOThCS B TEpeKyai
YKpaiHCHKOI0 MOBOIO Ha BUMOTY OPTaHy JEP>KaBHOT'O KOHTPOJTIO.

11. Pe3toMe muaHy ynOpaBiiHHS PHU3UKAMH PO3MIIIYEThCS Ha OQIIIHHOMY
BeOCaliTI OpraHy JepKaBHOTO KOHTpONIO. Pe3toMe IuiaHy ympaBiiHHS pU3HKaMU
HAJIAI0THCS JI0 OpraHy JIep>KaBHOTO KOHTPOJIIO B eJIeKTpoHHIH hopmi, y dopmati PDF.
Hoxyment PDF Hanmaerbcs 0e3 3arojioBkiB ab0 KOJOHTHUTYJIB, MOB’SI3aHHUX 13
3araJlbHUM JOKYMEHTOM, JOCTYIHOIO I IPOMaICKOCTI MOBOIO.

12. 3a yMOBHM 3roJy BiJi OpraHy Jep>KaBHOTO KOHTPOJIO BJIACHUK peecTparii
JIKapChKOT0 3aco0y IOJa€ TIIbKKM OHOBJICHI MOJYJ, YaCTHHHU, PO3JAUIH. SKIIo
HEOOX1THO, 3asBHHUK IIOJa€ Ha BHUMOTY OpraHy JI€p»KaBHOTO KOHTPOJIIO OHOBJICHE
pe3ioMe IIaHy yIpaBJIiHHS pU3UKaMHU.

VI. 3nilicHeHHs1 (papMaKOHATJISIY OPTaHOM JAEpP:KaBHOI'0 KOHTPOJIIO

1. 3aranbHi M0J10:KeHH 3AiiCHeHHS (PAPMAKOHATJISILY OPTAaHOM /IeP:KaBHOI'0
KOHTPOJII0

1. Opran nep:kaBHOTO KOHTPOJIIO JJii OTpUMaHHs 1H(popMalii mpo HeOaxkaHi
peaxiiii, BiICYTHICTh €(eKTUBHOCTI, Hee(pekTuBHICTh BakuuHauii, HIIIII Tta mpo Oyasb-
AK1 1HIN npobieMu Oe3neku Ta e(EeKTUBHOCTI 3aCTOCYBAHHS JIKApChKUX 3acO0iB
BUKOPUCTOBYE BC1 JOCTYIHI MeToau 300py iHdopMmaiii Ta 3aaydae BIIACHHKIB
peecTpaiiii, MpaIiBHUKIB 3 MEAUYHOIO a00 (apMaleBTUYHOK OCBITOIO, CyO’€KTIB
rOCIOAapIOBaHHSA, SIKi 3/1MCHIOIOTh TOCTIOAAPCHKY MISIIBHICTD 3 MEUYHOI TTPAKTUKH,
MaIiedTiB Ta/abo iX 3aKOHHUX MPEICTABHUKIB.

Opran faepkaBHOTO KOHTPOJIIO 3ajJydya€ TMPAIiBHUKIB 3 MEAUYHOI0 YH
(hapMaleBTUYHOIO OCBITOI0, TAIllEHTIB a00 I1X 3aKOHHHUX MPEICTaBHUKIB IS
MOJAJIBLIOTO BIACTEXKEHHS OTpUMaHoi iHpopMaliii 3 0e3neku Ta epekTuBHoCT. Opran
JIepKaBHOT'O KOHTPOJIIO 3aTyya€e BIACHUKIB PEECTPAIIiT JJIs MOJAIBIIIOTO BIICTEKEHHS
OTPUMAaHOI BiJl BJACHUKIB peecTparlii iHdopmarlii 3 6e31neku Ta ePeKTUBHOCTI.

2. OpraH Jiep»aBHOTO KOHTPOJIKO MPOBOJAUTH aHai3 iHGopMallii npo HebaxaHi
peaxilii, BiACYTHICTb €()eKTUBHOCTI, HeepekTuBHICTh BakuuHaiii, HIIII ta mpo Oyab-
AK1 1HII npoOsieMu Oe3neku Ta e(DEeKTUBHOCTI 3aCTOCYBaHHS JIIKAPCHKUX 3aco0iB,
OTPUMAHO1 3 yCIX JOCTYMHHX JDKEpea Ta 3a JOMOMOTOI YCIX METOMAIB, IO
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BUKOPHCTOBYIOTHCS MPU 31HCHEHH] (papMaKOHATIISY.

[Ipyn aHami3i BUKOPHUCTOBYETHCS HACTYMHHUH MiAXiA 10 PO3MOJLTY BHIIAQJIKIB
HeOa)KaHUX peakIliil JJIKapChbKOTO 3ac0o0y 3a 4aCTOTOIO X BUHUKHEHHS:

noHana 10 % — ny»xe yacro;

1-10 % — gacTo;

0,1-1 % — HeuacTo;

0,01-0,1 % — piako;

mente 0,01 % — myxe piaxo.

3. Opran naep>kaBHOTO KOHTPOJIO MpH TMPOBEACHHI aHamizy iHQopmariii,
3a3HA4YCHOI y TOBIOMJICHHSIX TPO HEOakaHy pEeakIliio JIKapChKOTO 3aco0y Ta/abo
HIIIII Ta/abo BiacyTHICTh €()EKTHUBHOCTI, y pa3l HEOOXIAHOCTI 3alUTy€ Ta OTPUMYE
KOIMii JOKYMEHTIB, BKJIIOYAIOYH TIEPBUHHY MEJIMYHY JOKYMEHTAI[I0, Y MPAI[iBHUKIB 3
MEIUYHOIO a0o QapmaleBTUYHOI OcBiTO0, Y 303, y BIACHHMKIB peeCTpallii, B
YCTaHOBAaX, Y CyO’€KTIB TOCHOJAPIOBAHHS, SIK1 3/1MCHIOIOTh MOB’SI3aHY 3 MEAUYHOIO
MPAKTUKOIO JAisSJIbHICTb, Y MAIIEHTIB Ta X 3aKOHHUX MPEICTaBHUKIB, 1110 HA/IAIOTh TaKy
1H(DopMmarrio.

4. Opran J1ep»)aBHOTO KOHTPOJIIO MPOBOJUTH 1HPOPMAIIHY Ta MPOCBITHULIBKY
po0OTYy 3 UTaHb (papMaKOHATIIALY Cepel MEAUYHUX/PapMalleBTUYHUX MPalliBHUKIB,
MAIl€HTIB Ta/a00 1X 3aKOHHUX MPEJICTABHUKIB Ta BJIACHUKIB PEECTPAIIii 13 3a]TyYeHHSIM
YIOBHOBaXEHUX OCI0.

5. YnoBHOBaxkeHI 0cOOM MPOBOASATh HaBYaHHS 3 NUTaHb (hapMaKOHaIJsIy,
aHaMI3ylOTh  pe3yJibTaTh  3J1MCHEHHd  (apMakoHarysiAy y  BIAHOBIIHUX
aJAMIHICTPATUBHO-TEPUTOPIATIBHUX OJMHUILX 13 3AIyYEHHSAM 32 HEOOX1THOCTI THIIUX
(axiBLiB, K1 IPOPECIiHO BUBYAIOTH MPOOJIEMATUKY 311MCHEHHS (papMaKOHATJIALY .

6. Opran JepxXaBHOTO  KOHTPOJIO  MPOBOAMTH  IHCHEKIIl  CUCTEMU
(bapmakoHars1y 3assBHUKIB/BIACHUKIB pEECTpallii Ta ONPUIIOJHIOE X pe3yJIbTaTH.

7. OpraH Aep>KaBHOTO KOHTPOJIIO OTMPUITIOTHIOE HA CBOEMY O(iIlIHHOMY BeOCaiTi
MepeTiK MOCTPEECTPAIMHUX JOCIIIKEHB 3 OE3MEeKH JTIKapChKUX 3aC001B.

8. Opran paep>kaBHOTO KOHTPOJIO 3acTOCOBye Tmpouenypy ominka [103b
3apeeECTpPOBaHUX B YKpaiHi JIKAPCHKUX 3ac001B Ta iMIuIeMeHTaIlli €IuHOI OIIHKH
MEepioIMYHO OHOBIIIOBAaHUX 3BITIB 3 Oesneku y €Bponerickkomy Corozi. Opran
JIEP>KaBHOTO KOHTPOJIIO 3/1MCHIOE KOHTPOJIb 32 IMIUVIEMEHTAII€0 PE3YIbTaTIB OI[IHKH
ITO3b BrnacHukamu peecTpariii Ta €IUHOI OLIHKY MEPI0IUYHO OHOBIIOBAHUX 3BITIB 3
oesneku y €BporneiicbkoMy Corosi.

2. Ilopsiaok NpoBeAeHHSI OPraHOM /I€P:KABHOT0 KOHTPOJIIO iIHCIIEKIIiH 3
(apmakoHar/isay 3agBHUKIB/BJIACHUKIB peecTpamii

1. Opran gepXaBHOTO KOHTPOJIO  TPOBOAUTH  JOPEECTparliiiHi  Ta
nicasipeecTpaliiiti IHCTIeKI1T 3 papMaKoHArsAy 3asBHUKIB/BIACHUKIB PEECTPALIIi.

[Hcnekuii 3 ¢dapmakoHarysny 3asBHUKIB/BIACHUKIB peeCTpalii MPOBOIATHCS
JIEP>KaBHOIO MOBOIO.
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2. lacnieknii €:

1) mmaHoBI:

Ha OCHOBI PU3UK-OPIEHTOBAHOTO MiAXOY;

SKIIO 1HCTEKINS 3 (apMaKOHArNsALy BIACHUKA pPEECTpallii He MPOBOIMIIACS
MIPOTATOM OCTaHHIX 4 POKIB;

2) HTBOBI:

3 IPUYHH, 1110 CTOCYIOThCSI MUTaHb, OB'SI3aHUX 3 OE3MEKOI0 JIIKaPCHKOT0 3aC00Y;

3 TIPUYUH, 10 HE CTOCYIOThCA MHUTAaHb, MOB’A3aHUX 3 OE3MEKOI0 JKAPCHKUX
3ac00iB (3MIHM B OpraHi3aliiiHO-MpaBoBii (opmi MIANPUEMCTB, 3MIHH Yy CHCTEMI
dbapmMakoHarsIy).

3. [IpoBeaeHHS THCIIEKITIM OPTaHOM JEP>KaBHOTO KOHTPOJIIO Tepeadayac:

1) HajacuiaHHS TMONEPEIHBOrO IMOBIIOMJICHHS-3aMUTY 13 MPOXaHHAM HAJaTH
JIOKYMEHTH, HAasIBHICTh SKHUX Y 3asBHHUKA/BJIACHUKA peecTpalli € o00B’s3KoBa s
JOTPUMAaHHS BUMOTI 31MCHEHHA (apMakoOHArysaly, B 4YacTUHI HEOOXIIHIN s
MPOBECHHS 1HCIIEKITIi:

JUISL TJTAHOBOI 1HCIEKITlT He Mi3HIIIE HIK 3a 7 THXKHIB JIO TIOYATKYy IPOBEICHHS
IHCIIEKIIIT;

JUISL IIIJTHOBOTO 1HCIEKIlT He Mi3Hime HiK 3a 30 KaJdeHAapHUX JIHIB J0 MMOYaTKY
MPOBEJICHHS 1HCHEKIIi (KpiM IUIBOBOI 1HCHEKII, IMOB’SI3aHOI 3 HEBIAKIATHUMHU
npobsemMamu 3 O€3IeKH, sika IPOBOJAUTHCS 0€3 MOoNepeKEHHS a00 3 MoIepeKEHHIM
10 30 KaJIeHIapHUX JTHIB).

[TonepenHe TOBIAOMIICHHS-3aIIUT  HAJCUJIAETHCA HA  ITOMITOBY  aapecy
3asiBHMKa/BiacHUKa peectpanii abo YOD/KOD, 3a3HaueHy Yy Marepiajiax
peecTpalifHoro J0che, Ta/abo Ha aApecy €JNeKTPOHHOI MOIITH 3asBHUKA/BIIACHUKA
peectpanii a6o YOD/KO®, 3a3HaueHy y maTepiajgax peecTpaliiHoro 10cke, abo
Bpy4YaeTbCcd OCOOMCTO MiJA  PO3MUCKY 3asBHUKY/BIACHUKY  peecTpaiii 4u
YIOBHOBaXXEH1M HUM 0C001;

2) HaJaHHA 3asBHUKOM/BIACHUKOM pEECTpallii JTOKYMEHTIB, 3a3HAY€HUX Y
MoNepeIHLOMY TTOB1JIOMJICHHI-3aIUTY, HE MI3HIIIE HIXK 3a 14 KajeHIapHUX JTHIB J0
MOYaTKy TPOBENEHHA 1HCHeKiii (KpiM IUJIbOBOI 1HCHEKIlli, TIOB’A3aHOI 3
HEBIIKJIATHUMH MIPoOJIeMaMu 3 O€3TEKH, SKUH TPOBOJIUTHLCS 0€3 ToIepeKeHHs a0o 3
nonepexeHHsIM 710 30 KaJeHIapHuX JTHIB);

3) TmpoBemeHHS I1HCIEKINT KBall(PIKOBAaHUMH TOCAJIOBUMH OCOOaMU OpraHy
JIepKaBHOTO KOHTPOJIO 3 KOMIIETEHINEr y cdepi 3a1dCHeHHS (apMaKoHArsny,
JUSTBHICT SIKUX HE MPU3BOJAUTH N0 KOHGDIIKTY iHTepeciB. [lig vac mpoBeneHHs
THCIIEKIIIT JOMYyCKAEThCA 3BEPHEHHS JI0 IHIIMX EKCIEPTIB /MOCaJoBUX 0Ci0 opraHy
JIEP>KaBHOTO KOHTPOJIIO 3 AOTPUMAHHAM 3an00IraHHs KOH(IIIKTY 1HTEPECIB;

4) npucytHictb YO® Ta/abo KO® 3asBHMKA/BIacHUKA peecTpalii abo oci0, sKi
BUKOHYIOTh 000B’s3kM Ha mepiof BiacyTHOCTI YO® Tta/abo KO®. Jlomyckaerbcs
MPUCYTHICTh 1HIIUX YMOBHOBWKEHUX IMPEJACTABHUKIB 3assBHUKA/BIACHUKA PeeECTpartii
3a ix 3rojoro. BiicyTHicTe Bcix 0ci0, 3a3HaYEHUX y I[bOMY HIiAMYHKTI, MiJ 4ac
MIPOBENICHHSI 1HCTIEKIli, HE € IMiJICTaBOIO ISl CKACyBaHHS 1HCIIEKIli, Ta CBIIYHUTH MPO
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BIJICYTHICTh €JIEMEHTIB CUCTeMHU (papMakoHarisay abo cucreMu (hapMakoOHArIsIAy y
3asBHMKA/BJIaCHUKA PEECTPAIIiT;

5) HeposroyiomieHHd KOH(iAeHIiMHOT 1HGopMalii Ta OXOpPOHY  Bij
HEJI00POCOBICHOTO KOMEPIIMHOTO BUKOPUCTaHHS Takoi iHdopMallii;

6) oopMIIEHHS 3BITY IIPO PE3YJIbTATH IPOBEJACHHS 1HCIICKIIIT, SKUU M1ATBEPIKYE
(dbakT mpoBeCHHS 1HCIEKIIIT Ta BU3HAYa€, y pa3i HASBHOCTI, TaKi HEBIMIOBITHOCTI:

KPUTHYHI;

CYTTEBI;

HECYTTEBI;

7) HagaHHs 3asBHUKY/BIIACHUKY pEeCTpallii 3BITy PO pe3yJbTaTH MPOBEIACHHS
1HCHEKIli cucTeMH (papMaKOHAIJIALy 3asBHUKA/BIAaCHUKA peecTpallii, B cTpok a0 30
pOOOYUX JHIB MICJISI TOBHOTO 3aBEPIICHHS 1HCIEKIIIT;

8) HajaHHA 3asIBHIKOM/BIIACHUKOM PEECTpAIlii 10 OpraHy Aep>KaBHOTO KOHTPOJIIO
Ha MOTOPKEHHS TUIAHY KOPUTYBaJIbHUX Ta 3ano0ikHuxX 3axonaiB (mami — [MK33) nns
YCYHEHHSI  3asBHUKOM/BIIACHUKOM  pEecTpallii KpUTHYHHX Ta/abo  CyTTEBUX
HEBIATIOBITHOCTEN, BHUSABJICHUX IIJI Yac IPOBEACHOI 1HCIEKIIi CHCTEeMH
dbapmakoHarsay, B cTpok 10 30 KajgeHaapHUX JTHIB 3 JaTH MIAMMCAHHS 3BITY OpraHOM
JIEP>KaBHOTO KOHTPOJTIO.

Jl71st HeCyTTe€BUX HEBIMOBITHOCTEHN He BuUMaraerbest Hananus [1K33. Tlpu npomy
3asIBHUK/BJIACHUK PEECTpallii HaJa€ 10 OpraHy JEpPaBHOTO KOHTPOIIIO 1H(GOpMAIIiio
10/I0 CTPOKIB YCYHEHHS TaKOi HEBIJIITOBITHOCTI.

[1K33 nonaerbes ykpaiHChKOIO 200 aHTIMIMChKOI0 MOBOKO. Y pa3i nonanHs 11K33
aHTINChKOI0 MOBOIO, HamaeTbest mepeknan I[IK33 ykpaincekoro moBoro. I1K33
nianucyerbest YO® ta KOO (y pasi K10 3aCTOCOBHO);

9) 1HpOpMyBaHHA OpraHoM JEp:KaBHOTO KOHTPOJII 3asBHUKA/BIACHUKA
peecTpallli mpo noroKeHHs ado HeoOXiaHICTh AoomnpaitoBanHs [1K33;

10) micns noromkenns [1K33, HamaHHs 3agIBHUKOM/BIACHUKOM pPEECTpaIlii 10
OpraHy Jep:KaBHOTO KOHTpOJrO 3BiTYy mpo cran peamzamii [IK33 y Ttepwminu,
BCTAHOBJICH1 OPraHOM JIEPKaBHOTO KOHTPOJIIO.

3BiT npo crtaH peam3anii [1K33 momaerscs ykpaiHChbKOIO ab0 aHTIIIHCHKOIO
MOBOIO. Y pasi mojaHHs 3BiTY mpo craH peamizarii [1K33 anrmiiickkoro MOBOIO,
HAJAETHCS TIepeKya 3BiTy mpo ctad peanizarnii [1K33 ykpaincekoro MoBOO. 3BIT PO
ctaH peamnizamii [1K33 mianucyersecs YO®D ta KOD (y pasi Ko 3aCTOCOBHO).

4. Opran Aep>KaBHOTO KOHTPOJIIO MPOBOAWTH MOBTOPHY IHCIEKIII0 CHCTEMH
dbapmakoHarysay 3asBHMKA/BIACHMKA pEECTpalii y pas3l HEBUKOHaHHS abo
HeHanexxHoro BukoHaHHs [IK33 st ycyHeHHsS 3asBHHMKOM/BIACHUKOM peecTparlii
KPUTHUYHHUX Ta/a00 CYTTEBUX HEBIAMOBIAHOCTEH, BHUSBICHHUX 1] Yac IPOBEIACHOT
1HCIIEKIIi1.

5. He ycyHeHHA  3asBHUKOM/BIACHHKOM  pEECTpallii  KPUTHUYHOI(UX)
HEBIJIMOBITHOCTI(€¥) y BU3HAUEHUN OPraHOM JEP)KABHOTO KOHTPOJIO CTPOK, €
M1JICTABOIO MPU3YIIUHEHHS il IepKABHO1 peecTpallii JIIKapChbKOTO 3ac00y BIAMOBITHO
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1o cratTi 39 3akony Ykpainu «IIpo mikapcbki 3aco0my.

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

1. Opran [epXaBHOTO  KOHTPOJIIO  3[IACHIOE  MOHITOPUHT  CHCTEMH
(dhapMakoHarJisiIy I BUSBICHHS HOBUX PH3HMKIB, 3MIHM PH3HMKIB 1 iX BIUIMBY Ha
CIIBBITHOIIIEHHS "KOPUCTH/pU3UK" 1070 KOKHOTO JIIKAPCHKOTO 3ac00y.

2.B PaMKax BHUABJICHHA Ta ynpaBHiHHH CUTHAJIOM IIPOBOJHUTHCA:

1) 3aificHeHHs 11eHTU(IKaIil 3MIHEHUX 1 HOBUX PU3HKIB.

InenTudikaiisi HOBUX PU3UKIB a00 3MIHEHUX PU3UKIB 0a3yeThCs HA BUSIBJICHHI Ta
aHaJli31 CUTHAJIB II[0JI0 JIIKAPCHKOTO 3aco0y a0 M11040i pEYOBUHHU.

3 METOI0 MOHITOPHUHTY JIaHUX Y CUCTEMI (DapMaKOHArJISAYy OpraHy JIep>KaBHOIO
KOHTPOJIIO PO3IJIAIal0ThCSI CUTHAIIU, TIOB’sI3aH1 3 HE0aKaHOIO PEAKLIEL0.

BusiBiIeHHS CUTHAIYy IPYHTYETHCS HA MDKAUCIUIUTIHAPHOMY M11X0/11. BusBieHHs
CUTHaIy B cHCTeMl (papMmakoHarjisify OpraHy  J€p»KaBHOTO  KOHTPOJIIO
CYIPOBOJKYETHCSI CTAaTUCTUUHUM aHaNI30M (3a MOXJIMBOCTI). Opran jaepKaBHOTO
KOHTPOJIF0 OMyOJIIKOBY€E TEpeNiK MEAUYHUX TEPMIHIB, SIKI HEOOX1HO BpPaxoOBYBaTU
BJIACHUKY pEeeCTpallii 1Jisl BUSBIECHHS CUTHAIY.

[IpoBeieHHST MOHITOPUHTY I1HINIUX JOCTYIMHHUX JpKepen iH(opMallii 3 MeTOr
BUSIBJICHHS CUTHAY;

2) BU3HAYEHHS METOJMKHU 3 BU3HAHHA JJOKA30BOi CUJIM CUTHAILY.

Opran aep>kaBHOTO KOHTPOJIIO BU3HAYAE JOKA30BY IIHHICTh CUTHATY OepydH A0
yBard KIIHIYHY 3HA4yUI[ICTh, KUIBKICHY CHJYy acoLiallii, Y3rOJKEHICTh [aHUX,
B3a€EMO3B 130K €KCHO3ULIsA-peaKiiisi, 010JIOTIYHY JIOCTOBIPHICTh, €KCHEPUMEHTAIIbHI
BHCHOBKH, MOKJIMBI aHAJIOT1i Ta XapaKTep 1 AKICTh JaHUX.

J171s1 BU3BHAUEHHS MPIOPUTETHOCTI CUTHAIIB BPAXOBYIOThCS (DAKTOPH, OB’ sI3aHI 3
CEepHO3HICTIO BIAMOBIAHOI peakiii, ¢(akTopu, NOB’s3aHI 3 JOKYMEHTAIlIE
MOBIJIOMJICHD Y cHCTeMI (hapMaKOHAIJISIIy OpraHy Jep»KaBHOTO KOHTPOJIIO, HASIBHICTh
acorriarii abo JikapchbKUM 3aci0 HOBUI, (PaKTOPH, ITOB’A3aH1 3 CHIIOKO acoIliallii;

3) mpotiec ynpaBiIiHHSI CUTHAJIAMHU.

[Ipouiec ympaBiiHHS CHTHaJaMWd BKIJIIOYA€ Taki [ii: BHSBJICHHS CHUTHAIY,
nepeBipKka CUTHANY, MIATBEP/KCHHS CUTHATY, MEPBUHHHUI aHalli3 CUTHAIY Ta
BCTAHOBJICHHSI MTPIOPUTETIB, OI[IHKA CUTHATY Ta PEKOMEHAITIT 010 3aXO/IiB.

[lepeBipka curHamy oO3HA4a€ TPOIEC OIIHKK JaHUX, IO MiATBEPIKYIOThH
BUSIBJICHUM CUTHAJ, 1100 MEPEKOHATHCS, 1110 HasiBHA JOKYMEHTAIllsl MICTUTh JIOCTaTHI
JIOKa3H, 110 I€MOHCTPYIOTh ICHYBaHHSI MOTEHIIIITHO HOBOT'O MPUYUHHO-HACIIIIKOBOTO
3B’s13Ky a00 HOBOTO acCMEKTy BIJOMOTO NPUYMHHO-HACTIAKOBOTO 3B’SI3KYy 1 TOMY
BUIIPABJIOBYE MMOJANBIINWNA aHAJI3 CUTHATY.

SK1110 BJIaCHUK peecTpallii BUSBIIsSI€ HOBUW CUTHAI 111 YaC MOHITOPUHTY CUCTEMU
dapMakoHarJIsIy opraHy Jep>KaBHOTO KOHTPOJIIO, BJACHUK PEECTPAIlii MIATBEPIKYE
Horo Ta HeraiHo 1H(HOPMYE TIPO 11€ OpraH AEP>KaBHOTO KOHTPOJIIO.

S0  mATBEp/KEHUH  CUTHAlI MOTpedye MOJaNbLIOro  aHamidy  BiH
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HiATBEP/HKYETHCS HE Mi3HIINIE HIXK yepe3 30 KaleHJapHUX JTHIB MIiCis HOTO OTpUMaHHS
OpraHoM JIep>KaBHOTO KOHTPOJIIO.

[1ix yac aHami3y miATBEPHKEHOTO CUTHAITY, OpraH Jep>KaBHOTO KOHTPOIIIO Oepe
JIO YBar" iHIY HasBHY 1H(QOpMAIIit0, 10 CTOCYETHCS JIIKAPCHKOTO 3ac0o0y.

Y pa3l He MATBEPKCHHS JOCTOBIPHOCTI CHUTHAly, BpPaXOBYHOTHCS
HEMIATBEP/DKCHI CUTHAIM IIOAO JIKApChKOro 3aco0y, SKIIO Il CHUTHAIW 3T0J0M
CYNPOBOJIKYIOThCSI HOBUMH CUTHAJIaMU IIOJI0 TOI'O CaMOT0 JIIKapChKOTo 3aco0y.

Opran Jep>kaBHOTO KOHTPOJIO TepeBips€e 1 MIATBEPKY€e Oyab-sKH CUTHAI,
SIKMI BiH BUSIBUB 1] YaC MOHITOPUHTY CUCTEMH (hapMaKOHATJISILy OpraHy JepKaBHOTO
KOHTPOJTIO.

Byab-axuil miaTBEpAKEHUN CUTHAT BHOCHUTHCS 10 CHUCTEMH BIJCTEXKEHHS, SIKY
BEJIC OpraH JEpXaBHOTO KOHTPOJIO, Ta TMPOBOJUTHCS TEPBUHHUN aHami3 Ta
BHU3HAYECHHS MPIOPUTETHOCTI CUTHAIB.

Opran JnepXaBHOTO KOHTPOJIO TOBIJOMJISIE  BIAMOBIJHOTO BJIACHHUKA(IB)
peecTpanii Ipo Moro BUCHOBKH 100 OLIIHKHU OyAb-SIKOTO MiATBEPKEHOTO CUTHAITY;

4) BeIcHHS JKypHaILy ayJIUTy BUSBICHHS CUTHAIY.

OpraH nep>KaBHOIO KOHTPOJIIO BEIE€ KOHTPOJIb CBOEI AISUIBHOCTI 3 BHUSBJICHHS
CUTHAIIB, IO BHUKOHYETbCS B CHUCTEMI (papMakoHarjsgy OpraHy JAep>KaBHOIO
KOHTPOJIIO, & TAKOXK BIJMOBIIHUX 3alHUTIB Ta X PE3yJbTaTIB.

Bene o6:ik curHaiiB, 110 103BOJISIE IPOCTEXKUTH, SIK CUTHAJIA BUSBIICHI, @ TAKOXK
T€, SIK MIITBEPHKEH] CUTHAIIM NIEPEBIPEH1 Ta OLIIHEHI.

3. VY pa3i HEOOXiAHOCTI BHECEHHS 3MIH JI0 JI€pKaBHOI PEeCTpallii J1KapChKOro
3aco0y 3a pe3yibTaTaMyd MPUHHITOIO OPraHOM JEpP>KaBHOTO KOHTPOJIO PIIICHHS
BJIACHHUK PEECTpaIlil MoJa€e 10 OpraHy JAep>KaBHOTO KOHTPOJIO 3asBYy IPO BHECEHHS
3MIH JO MarepiaiiB PEeeCTpaliiiHOrO JOChE, OHOBJIEHY KOPOTKY XapaKTEPHUCTHUKY
JIKApChKOTo 3ac00y 1 IMCTOK-BKJIAJIKY Y CTPOKH, 3a3HAYEHI y PILLIEHHI, BIIMOBIIHO JI0
[Topsinky mpoBeACHHS €KCIEPTHU3U MaTepialiB PeeCTpaIiiiHOTO JOChE Ha JIKAPChKi
3aco0u, M0 TMOJAIOThCS Ha JEp>KaBHY peecTpailito (MepepeecTpaiiito), a TaKoxk
EKCIIePTU3M MaTepialliB PO BHECEHHS 3MIH JI0 MaTepiaiiB PEECTPaliitHOTO JO0ChE
MPOTATOM i1 JIep>KaBHOI peecTparlii JikapchbKkoro 3aco0y, 3arBepmkenoro MO3 (gaini
— IlopsaoK poBeIeHHS €KCIIEPTU3H).

4. ko 3a pe3yJbTaTaMu OIIIHKM CUTHAIIB PEKOMEHAYIOThCS OyIab-sK1 3aX01
II0JI0 JIEp’KaBHOI peecTparii OuUTbII SK OJHOrO JIKapChKOro 3acoly, oprax
JIepKaBHOTO KOHTPOJIKO MICJIsI MIATOTOBKU 3BITY 3 OILIIHKM MPUHAMAE OJHE 3 TaKUX
pllIEHB: TPO 3aJulIeHHs 0e3 3MIH MaTepialliB PEECTPAIIHHOTO I0ChE, PO BHECEHHS
3MIH J0 MarepiajiiB pPEeecTpalliiiHOro A0Che, MPO MNPU3YNHUHEHHS Ail JAep>KaBHOI
peectpariii JIKapchKoro 3aco0y, Mpo CKacyBaHHS il Jep)KaBHOI peecTparlii
JIKApChKUX 3aC001B, 1110 OXOIUTIOIOTHCS 3aX0/1aMM, 3a3HAYEHUMH Y 3BITI BKIIOYAIOUH
rpadik BUKOHAHHS BUCHOBKIB.

VY pasi He3roAM 3 pIUICHHSIM 3a3HAUYE€HUX B LIbOMY IYHKTI BJIACHHUK peecTparlii
MOKE OCKAPKUTHU PINMICHHS B aJIMIHICTPAaTUBHOMY TOPSJKY BIAMOBIIHO 10 3aKOHY
VYkpainu «I[Ipo agmiHiCTpaTUBHY NpoLEeaypy» Ta/abo B CyI0BOMY HOPSAKY.

Opras aep>kaBHOTO KOHTPOJIIO 3a0e3neuye 30epiranHs JOKYMEHTIB OB’ sI3aHUX 3
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BUSBJIEHHS Ta OIIHKOKO CUTHAJIIB.

5. BUCHOBKHM PO pe3yJbTaTH MPOBEACHOI OIIHKH ITiATBEP/KEHUX CUTHAJIIB Ta
pekoMeHaIli moAaNbIINX AN ONMPUITIOAHIOIOTECA Ha OQiliHfHOMY BeOCaTI opraHy
JIEP>KaBHOTO KOHTPOJTIO.

6. Opran nepXKaBHOTO KOHTPOJIIO 1 BJIACHUK peecTpallii 1HPOPMYIOTh OJUH
OJIHOTO TIPO BHUSBJICHHS HOBHX a00 3MIHEHUX PH3UKIB UM 3MiH Yy CITIIBBIJHOIICHHI
"KOpUCTB/PU3HK" 111010 KOMKHOTO JIKApCHKOTO 3ac00y.

4. BuMoOrH 10 CHCTeMH SIKOCTi CCTeMH (papMaKOHATJISY OpraHy Jep:>KaBHOTO
KOHTPOJII0

1. Opran nepkaBHOTO KOHTPOJIIO CTBOPIOE Ta BUKOPUCTOBYE CUCTEMY SIKOCTI, SIKa
€ e)EKTUBHOIO 715 3IMCHEHHS MOTO JISJIbHOCTI 3 (hapMaKOHArJIAy.

2. Cucrtema SIKOCT1 OpraHy JIe€p>KaBHOTO KOHTPOJIIO:

1) oxormtoe oprasizauiiiHy CTpyKTypy, BiANOBIIaJIbHICTb, POLEAYPH, IPOLIECH
Ta pecypcH, HaJEKHE YINPaBIIHHA pecypcamu, YIpPaBIiHHS BIAMOBIAHICTIO Ta
YIPaBIIHHS 3allCAMU;

2) 6a3yeThCs HAa TAKUX BUJAX JTISUIBHOCTI:

IUIaHYBaHHS SIKOCTi, IO TMepeadadyae CTBOPEHHS CTPYKTYp 1 TUIaHyBaHHS
IHTETPOBAHUX 1 TIOCIIIJIOBHUX MPOIIECIB;

JOTPUMAaHHS SIKOCTI, 10 Tiependadac BUKOHAHHSA 3aBJaHb Ta OOOB'A3KIB
BIJIIIOB1HO JIO BUMOT SKOCTI;

KOHTPOJIb Ta 3a0€3Me4eHHs SKOCTI, [0 nepeadaydae 3111CHEHHS] MOHITOPUHTY Ta
OLIIHKA TOTO, HACKLJIBKH €()EKTUBHO CTBOPEHI CTPYKTYpU Ta MPOLIECU Ta HACKUIBKU
e(EeKTHBHO MPOIIECH BUKOHYIOTHCS,

MOKpAIICHHS SKOCTI, 10 TTepeadayae BUMIPABICHHS Ta BIOCKOHAICHHS CTPYKTYP
1 IPOLIECIB.

3. VYci enemMeHTH, BUMOTH Ta TIOJIOKEHHS, MPUHHATI JJIsI CHCTEMH SKOCTI,
JIOKYMEHTYIOTHCSI CUCTEMATUYHO Ta BIOPSAIKOBAHO Y (OpMIi MUCHMOBOI MOJIITUKHU Ta
MpoLeyp, TAKUX SIK TUIAHU SIKOCTI (CTpaTeriyHui, 110 OXOIUTIE 3—5 piuyHUM mepiof,
Ta MIOPIYHI, 1110 BUTIKAIOTH 13 CTPATEr1YHOI0), HACTAHOBA 3 SIKOCTI Ta 3aIlUCHU 3 SIKOCTI.

4. VYci ocobu, 3aimydeHi J0 IPOIeayp Ta MPOIECIB CHUCTEM SKOCTI OpraHy
JIEP)KaBHOTO ~ KOHTPOJIO Il 3AIMCHEHHS  JISUIbHOCTI 3 (papMakoHArssmy,
3a0e3MeuyloTh HajekHe (YHKIIOHYBAaHHS IIMX CHUCTEM SIKOCTI Ta 3a0e3MeuyloTh
CUCTEMHUH MIJX1] 10 SKOCTI Ta A0 BIOPOBAIKEHHS 1 MIATPUMKH CUCTEMH SKOCTI.

5. Opran nepx’aBHOTO KOHTPOJIIO BUKOPUCTOBY€E MOKAa3HUKUA €(PEKTUBHOCTI IS
MOCTITHOTO MOHITOPUHTY HaJIEXHOI €(EeKTHUBHOCTI AISUIBHOCTI 3 (papMaKoHArmsiay,
nepesiKk SKUX OMyOJIIKOBYEThCA Ha OQIUIHHOMY BeOCalTI opraHy JIep:KaBHOTO
KOHTPOJIIO.

6. Bumoru g0 cucteM SKOCTI JUIsl 3[1MCHEHHS JISUIBHOCTI 3 (hapMaKOHarIsay
Opraty Jep>KaBHOTO KOHTPOJIIO y cepax:
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1) ynpaBiHHS JIOJACHBKUMHU PECYPCAMU.

Opranizaiiiiii CTpyKTypd Ta pO3MOJAUT 3aBJaHb 1 OOOB'A3KIB € YITKUMU Ta
JOCTYITHAMH. BCTaHOBIIOIOTBCS Ta 3a3HAYAIOTHCS KOHTAKTH, HEOOXimHI IS
31MCHEHHS (hapMaKOHArJIsTy.

Becy mepconan, skuit Oepe y4yacTb Yy JISUIBHOCTI 3 (papMakoHarmsimy,
10U paeThCS BIIMOBIAHO A0 KOMIIETEHIllT, 000B’s3KiB Ta mpodeciiHoi kBamidikariii,
HEOOXTHMX JJI1 3a0e3leueHHs 3aIMCHeHHA (papmakoHariasay, 3 TOCTIHHUM
niATpUMaHHAM Oe3nepepBHOro npodeciitHoro po3BUTKY. HaBuanbHi MiiaHu Ta 3anucu
U TOKYMEHTYBAaHHS, TMIATPAMKA Ta PO3BUTKY KOMIIETCHTHOCTI TIEPCOHATY
30epiraloThbcs Ta HAAIOTHCS TIPH AyAUTI.

Opran aep>kKaBHOTO KOHTPOJIIO HA/la€ CBOEMY MEPCOHANY BiAMOBIAHI IHCTPYKIIi1
IIOJI0 TIPOIIECIB, IO BUKOPHUCTOBYIOTHCS B EKCTPEHUX BHUIAIKAX, BKIIOYAIOYH
0e3nepepBHICTh POOOTH;

2) ynpaBiiiHHS BIMOBIIHICTIO.

OpraH Jep>kaBHOTO0 KOHTPOJIIO:

BCTAHOBJIIOE CIICLIANIbHI MPOILEAYPH Ta MPOIECH IS JOCSITHEHHS TaKUX IIiJIeH:
3a0€3MEeUYCHHs] OIIHKKM SKOCTI, Yy TOMY UYHCIl TIOBHOTH, TIOJAaHUX JaHUX
dbapmakoHarsny; 3a0e3MeueHHs OIIHKM JTaHuX (apMakoHArsay Ta ix oOpoOKHu y
CTPOKH, TependayeHi 3aKOHOJABCTBOM; 3a0€3MEUCHHS HE3aJIeKHOCT1 Y 31HCHEHHI
3ax0/diB 3 (papMakKoHarisiay; 3a0e3leueHHs €e(PEKTUBHOI KOMYHIKAIli MK yciMa
3aIl1KaBJIECHUMHU CTOPOHAMM 3 TUTaHb O€3MeKH Ta €(PEKTUBHOCTI JIIKApChbKUX 3aC001B Ta
dbapMakoHarIsy; TapaHTyBaHHS TOTO, IO OPTaH JEPKaBHOTO KOHTPOJIO iHPOpMyE
yCl 3alliKaBJ€Hl CTOPOHM TMPO CBIM HaMip OrOJIOCUTH HpPO OE3MEeKy JIIKapChKOIro
3aco0y, MPOBEACHHS MEPEBIPOK, Y TOMY YHUCII1 IEPEAPEECTPALIITHUX

JI0AATKOBO BCTAHOBIIIOE MPOLEIYPH ISl 300py Ta peecTpallii BCiX HeOakaHUX
peakiiit/HIIIII/BiacyTHOCTI  epeKkTUBHOCTI, HEe(EKTUBHOCTI BaKIMHAII, IO
BUHUKAIOTh HAa TepUTOPIi YKpainu;

BCTAHOBIIIOE TIPOLICTYPH ISl MOHITOPUHTY MEIUYHOI JITEPATyPH;

3) ynpaBiiiHHS 3anucaMu Ta 30€peKCHHSI TaHUX.

OpraH aep>KaBHOTO KOHTPOJIIO PEECTPYE BCIO 1H(POPpMAIIiio Mpo GpapMakoHATIIST i
3abe3neuye ii 0OpoOKy Ta 30epiraHHs Ui TOYHOTO 3BITYBaHHS, IHTEpIpeTanii Ta
nepeBipKu i€l iHGopmarii.

OpraH aep>»aBHOTO KOHTPOJIIO 3aMIPOBAKYE CUCTEMY YIIPABIIHHS 3alIUCAMHU JJISI
BCIX JJOKYMEHTIB, 110 BUKOPHCTOBYIOTHCS JIsSI AISUIBHOCTI 3 (hapMakoHarjsny, sika
3a0e3reuye MOXJIMBICTh BIJIHOBJICHHS IIMX JOKYMEHTIB, a TaKOX MOXJIUBICTh
BIJICTE)KCHHS 3aXOiB, BXKUTHUX JJIsI PO3CIITyBaHHS MpoOiaeM O€3IeKH, CTPOKIB IHUX
pO3CIilyBaHb 1 PillieHb MO0 MpoOJjieM O€3MeKH, BKIIOYAIYU iX JaTy Ta MpoIec
OPUIHATTS PIllICHb.

Opran aep»KaBHOTO KOHTPOJIO 3a0e3neuye 30epiraHHs OCHOBHUX JTOKYMEHTIB,
110 OMUCYIOTh HOTO CUCTEMY (hapMaKOHATJISATy, He MEHIIIEe 5 POKIB Micis OMiliitHOTO
MPUMUHEHHS J11 CUCTEMU.

Jlan1 gapmakoHarisiy Ta JOKYMEHTH, IO CTOCYIOThCS pEeCTparlii JIKapChKUx
3ac001B, 30epiraroThCsi MPOTATOM CTPOKY il JepiKaBHOI peecTparlii JT1KapChKOTro
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3aco0y Ta 10 pokiB micis 3aKiHYEHHS TEPMIHY il peecTpartii;

4) ayur.

AyIATH CHUCTEMH SKOCTI Ha OCHOBI OIlIHKH PHU3HUKIB TPOBOIITHCS depes
pETyISIpHI MPOMIDKKH Yacy, SKi BH3HAYAIOTHCS OPraHOM JIEP>KaBHOTO KOHTPOIIIO,
BIIMOBITHO JI0 3arajibHOI METOJI0JOrii, 100 MEepeKOHATHCs, IO CHUCTEMa SKOCTI
BIJIMOBIIa€ BUMOTaM IIi€1 TJIaBH Ta 3a0€3MeUHTH i eDEKTUBHICTb.

KopuryBamnbHi aii, BKJIIOUAIOYH MOJATBIITNN ayIUT HEIOJ1KIB, BXKUBAIOTHCS Y pasi
HEOOX1THOCTI. AyIUTOPCHKHM 3BIT HAJCHIAETHCS KEPIBHULTBY. JlaTu Ta pe3yabTaTu
ayJUTIB 1 TOJAJIBIINX ayIUTIB JOKYMEHTYIOThCSI.

5. Bumoru 10 npoBeeHHsI aHAJII3Y Ta OUiHKHU iH(opmanii npo Oe3nexKy Ta
e(peKTUBHICTBD JiKAPCHKUX 32c00iB
1. Opran Jiep>kaBHOTO KOHTPOJIKO CUCTEMATU3YE, aHAII3YE Ta OLIHIOE:

1) orpumany iHdopmailito Tpo HebaxkaHi peakiii, Ta/ado BIACYTHICTb
e(eKTUBHOCTI, Ta/ab0 Hee(PEeKTUBHICTh BaKIMHAaLli, Ta/ab0 HebaxaHl peakiii mnpu
HAsSIBHOCTI MiZI03pU Ha Je(PeKT SIKOCTI Jikapchkoro 3aco0y, Tta/abo HIIIII, Oynb-ski
1HI11 Ipo6siemMu 0e3neku Ta eheKTUBHOCTI 3aCTOCYBaHHS JTIKAPChKUX 3aC001B;

2) I[103b;

3) m1aHu yrpaBJiHHS PU3UKAMU.

2. Opras aepKaBHOTO KOHTPOJIIO MPOBOJIUTH:

1) oriHKy SIKOCTI JaHUX 3 O6e3neku Ta e(h)eKTUBHOCTI JIIKAPChKUX 3aC001B;
2) 30epiraHHs AaHUX 3 0e3neKu Ta e()eKTUBHOCTI JIIKAPChbKUX 3aC001B;

3) aHani3 qaHux 3 0e3neku Ta e(heKTUBHOCTI JIIKAPChbKUX 3aC001B;

4)  OIIHKY TNPUYMHHO-HACIIJKOBOrO  3B'SI3Ky,  mependadyBaHocTi  /
Hernepe0ayeHOCTl, CTyNEHs CepHO3HOCTI HeOakaHUX PeaKIlii JIIKapChbKUX 3aCO01B;

5) npoueaypy ynpaBiaiHHS CUTHAJIAaMU 3 O€3MeKH;
6) OLIIHKY CHIBBIIHOLIEHHS «KOPUCTH/PU3UK» JTIKAPCHKHUX 3aCO01B;
7) OIIIHKY OHOBJIEHHSI CUCTEMHU YIIPABIIHHS PU3UKAMH;

8) oImiHKy e(eKTUBHOCTI 3aXO[iB 3 MIHIMIi3allii/3arno0iranHs pU3UKiB, BXKHUTHX
BJIACHUKOM pEeECTpallii mnependayeHnX IUIaHAMH YTPABIIHHS PHU3UKAMH 1 YMOB,
3a3HaYeHUX y cTarTsx 24, 32 3akony Ykpainu «IIpo mikapcrki 3aco0m»;

9) HaBuaHHS 3 MUTaHb (PapMaKOHATIISTY;

10) OmiHKY MOCTPEECTPAIIHHUX JTOCTIKEHD 3 0€3MeKH JIIKapChKOro 3aco0y (3a
HEOOX1THOCTI).

3. Oprad Aep>kaBHOTO KOHTPOJIIO TMPHU MPOBEICHHI aHali3y Ta OIIHKU JTaHUX
Oe3nekn Ta ePEeKTHUBHOCTI JIKApChKUX 3ac00iB, OIIHKM NPUYMHHO-HACIIIKOBOTO
3B'SI3KY MDK KIIHIYHUMH TposiBaMu Oyb-sikoi HeOaxkanoi peakuii/HIIII Ta
3aCTOCYBAHHSAM JIIKAPCHKOTO 3ac00y, OIIHKKA MPUYMHHO-HACIIJIKOBOIO 3B'SI3KYy MIXK
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BIJICYTHICTIO €(EKTUBHOCTI Ta 3aCTOCYBaHHSIM JIKapChKOTO 3aco0y, OIIHKU
BUHUKHEHHSI Hee(EKTUBHOCTI BaKIIMHAII1, OLIIHKA MPUYNHHO-HACIIIKOBOTO 3B'S3KY
MDK He0a)XaHOI0 PEaKIe€r MNpH IMio3pl Ha JAedeKT SKOCTI Ta 3aCTOCYBaHHSM
JIKapChbKOTo 3aco0y mnependauyeHOCT/Henepea0aueHoCTl, CTYIEeHs CepHo3HOCTI, a
TaKOXX OINIHKHM CITIBBIIHOIICHHS «KOPUCTH/PU3UK» 3allydae ocCi0 y SKUX BIACYTHIH
KOH(IIKT 1HTEPECIB/IIPUBATHUIN 1HTEPEC.

4. 3a pesyiabTaTaMyd aHali3y Ta OLIHKK JaHUX Oe3neku Ta e(EeKTHUBHOCTI
JIKapChbKUX 3aco0iB Ta TMPOBEIEHOI OLIHKK MIATBEP/UKCHUX CUTHAIIB OpraH
JIEP’KaBHOTO KOHTPOJIO TpUAMae OOTPYyHTOBaHE pIIIECHHS MPO 3aXO0[H, IIOJ0
JIepKaBHOI ~ peecTpamii  JiKapcbkoro 3aco0y, 3  ypaxyBaHHSIM  HasBHOCTI
IPTEPHATUBHOTO JIIKYBaHHS, 32 HABHOCTI O/IHI€T a00 MEKIIHKOX 3 TAKWX TIICTAB:

1) BUSABJICHHS HEBIJOMHUX paHillle HEOE3MEYHUX BIACTUBOCTEH JIKAPCHKOIO
3ac00y, M0 HEMOXJIMBO MIHIMI3yBaTH/3aMO0IITH 3aBIASKH PU3UK-IPONOPLIHHUM
3axo0JiaM 3 MiHIMi3allil pU3UKiB;

2) KOJIM PU3UK B1JI 3aCTOCYBaHHSI JIIKAPCHKOTO 3aC00Y MEPEBUIILY€E KOPUCTH;
3) HEeBUKOHAHHS BJIACHUKOM PEECTpaIlii yMOB peecTparlii;
4) HEBUKOHAHHS BJIACHUKOM PEECTpAIlii MOKJIAIEHUX Ha HhOTO 3000B’A3aHb.

5. 3a pesynbTaTamM aHaizy AaHUX 3 Oe3MeKku Ta €(EeKTHUBHOCTI JKAPCHKUX
3ac00iB, Ta TMPOBEJCHOI OIIHKKA MIATBEP/PKEHUX CUTHAIIB OpraH Jep>KaBHOIO
KOHTPOJIIO HaJla€ TaKi peKOMEHaIlli BIACHUKY PEECTpAIlii:

1) BHECTH yTOUHEHHS, JOMOBHEHHS a00 3MIHM [0 JUCTKa-BKJIAJKH/KOPOTKOI
XapaKTEPUCTUKU/IHCTPYKUIT JUIsi MEIUYHOTO 3aCTOCYBaHHS JIKapChKOro 3acoly, 3
HaJlaHHSM BMOTHBOBAaHHMX BHCHOBKIB Ta PEKOMEHAAIIIH;

2) HaJaTH TOJATKOBI AaH1 JUIsl OLIIHKKA B paMKax MPOIEAYpPHU OIIHKU CUTHATY;
3) posrnsinyTu curHan y Hactynaomy [1O3b, abo Hanatu nozamnanosuii [103b;
4) HazlaTy TJIaH YIpaBJIiHHSA PU3UKaMHu a00 HOro OHOBJIEHY BEPCIIO;

5) BOpOBaKyBaTH JTOJATKOBI 3aX0JM 3 MiIHIMI3allli PU3UKY, Taki K po3poOKa
HaBUYaJbHUX MarepianiB abo mnomupeHHs 1HGOPMAIIHUX JHCTIB-3BEPHEHD [0
CHeIaiicTiB chepu OXOPOHU 3/I0POB’sI/TMAIIIEHTIB;

6) MPOBECTH TMOCTPEECTPALIHE AOCTIIHKEHHS 3 OE€3MEeKH JIKapChKOro 3aco0y
BIJIMOBIJTHO /IO Y3TOJKEHOTO MPOTOKOIY Ta HAAaTH 3aKIIOYHI PE3yJIbTaTH IHOTO
JIOCHIKEHHS,

7) Oyab-siKi 1HIN [ii, IO HampaBlieHI Ha TOJIMIIEHHS Npodiao Oe3neKu
JKapChKOro 3aco0y;

8) momanpIMnii 301p JaHUX 3 OE3MEKH JIIKAPChbKOT0 3ac00Yy.

6. Opran Jaep>KaBHOTO KOHTPOJIIO BU3HA4ae mepioauuHicTh nojanHs [103b
VYkpainu Ta peepeHTH1 natH s JIIKapChKUX 3ac001B, 110 MICTATh OJHAKOBY 1104y
peuoBUHY a00 OJHAKOBY KOMOIHAIlIO JIFOYMX PEUYOBUH, IUISIXOM PO3MIIICHHS B
[lepeniky moganus [1O3b Ha cBoemy odiuiiiHoMy BeOcaiiTi. OpraH Aep>KaBHOIO
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KOHTPOJIIO TEperjisiiac Ta OHOBJIIOE MEpeNiK pePepeHTHUX AaT 1 MepioJUYHICTh
noxanus [1036.
KpuTepii BU3HauUeHHS NEPiOAMYHOCTI MMOJAHHA MEPIOIUYHHX 3BITIB 3 O€3MEKu:

iH(oOpMalIIis 11010 PU3HMKIB UM KOPHUCTI, III0 OTEHIIIMHO BIUIMBAE HAa 370pOB’S Ta
JKUTTS MAl€HTIB;

HOBUH JIIKapChKHA 3acib, MO0 SIKOTO Hapa3l HeMae BUYEPITHOI 1H(opmarrii 3
0e3nexu (BKII0YA0UX JOPEECTPAIiitHIM Ta MiCaIpeecTpaliiHui T0CBiN);

3HAYHI 3MIHHU JIIKapCHKOTO 3ac00y (HANpHUKIad, 3apeeECTPOBAHO HOBE TTOKA3aHHS,
HOBa (opMa BHUIIYCKYy YHM CIIOCIO 3aCTOCYBaHHS, IO PO3MIMPIOIOTH MOIMYJISIIIO
TMaIIE€HTIB, K1 3aCTOCOBYIOTh JIKApChKUM 3ac10);

Bpa3JIMBI/HEAOCTATHHO BHUBYEHI TMOIMYJALIl MAli€HTIB, BIACYTHS 1H(OpMAILis
(HampuWKIan, JITH, BariTHI KIHKHM), SKIIO TakKl MOIYJISALIi MAll€HTIB 3aCTOCOBYIOThH
JIKApChKUii 3aC10 y MiCIsIpeecTpalitHOMy TIEPio/il;

CUTHaJ MpO MOTEHLIMHY 3arpo3y a0o MOTEeHIiiiHa 3arpo3a HENPaBUIBLHOTO
3aCTOCYBAHHS, JIIKOTIOB’ 13aHOT IOMUJIKU, PU3HKY [I€pe1o3yBaHHs abo 3aJ1€KHOCTI Bijl
JKapChKOro 3acooy;

HasBHICTH JIaHUX 3 O€3IMEKHU 3aCTOCYBaHHS JIKAPCHKOT0 3aC00Y;

JIKApChK1 3ac00M, 1O MiAJIATal0Th JOJATKOBOMY MOHITOPUHTY.

Kpurepii neperssay nepiofMuHOCTI MOJaHHS MEPIOANYHUX 3BITIB 3 O€3MEKu:

MOsIBAa/BUSIBJICHHST HOBOI  1HQoOpMaIli MO0 BJIACTUBOCTEH (CKIIAJIOBUX)
JKapChKOTo 3aco0y, 1110 MOKE BIUIMHYTH Ha CIIBBIAHOIIEHHS «KOPUCTh-pU3NK» ADI
a60 komOiHaiiit ADI Ta NOTEHI1ITHO Ha 3I0POB’ sl HACEJIEHHS Y1 TPOMAJICHKE 3/I0POB’S;

OyIp-sfika 3MIHA KPUTEpIiB, [0 BUKOPUCTOBYIOTbCS Il BU3HAYEHHS
nepioguaHocTi noganas [103b;

Ha BUMOTY 3asBHMKAa 3 MPUYHUH, IO CTOCYIOTbCS 3J0POB’S HACEJICHHS 4YH
IPOMAaJICBKOTO 370POB’S; 3 METOI0 YHUKHEHHS AyOJIFOBaHHS OILIHKH; IS TOCSTHEHHS
MI>KHApOJIHOT TapMOHI13allii;

HOBUI 3apeecTtpoBanuii ADI.

7. Oprad nep>XKaBHOTO KOHTPOJIO 3aCTOCOBYE MPONEAYPY OIIHKH TMEPIOTUIHO
OHOBITIOBAaHUX 3BITIB 3 0€3MEKU 3apeecTPOBaHMX B YKpaiHi JIKApChKUX 3aCO0IB Ta
iMIieMeHTalli €IUHOT OILIHKK TEePIOJUYHO OHOBIIIOBAHUX 3BITIB 3 O€3MEeKu Yy
€pponeiicbkkomy Coro3i. J[J1s IIbOTo BIACHUK peecTpallii o1ae 10 oprany JAep>KaBHOTO
KOHTPOJIF0O B €JeKTpoHHIN (opmi 3asBy Ha momands [10O3b 3 Meror mpoBeneHHs
ouinku [1O3b He mi3HilIe KIHIEBOI AaTH MOJIaHH4, 1110 3a3HayeHa y [lepeniky noganHs
10356 .

8. OpraH ep>KaBHOTO KOHTPOJIIO MPOBOJIUTH OI[IHKY MEPIOIUYHO OHOBJIFOBAHUX
3BITIB 3 O€3MEKH JUIsl BU3HAUCHHS, YW 3 SIBUJIMCS HOBI PU3UKH, YU HE 3MIHUIIUCS
PHU3HKH, UM € 3MIHU Y CITIBBIJHOIIEHHI «KOPUCTB/PU3UK» JIIKAPCHKOTO 3ac00y.

9. OuiHkKa NepioAUYHO OHOBJIFOBAHMX 3BITIB 3 O€3MEKU MPOBOJUTHCS JJIs BCIX
JIKApChKUX 3aco0iB, IO MICTITh OJHAKOBY [1I0YYy pPEYOBUHY ab0 OJIHAKOBY
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KOMOIHAIIII0 JIFOYMX PEUOBUH, 1 AN SKUX BCTAHOBJIECHO pedepeHTHy naTy 1
nepioandHicTh noganusa [103b.

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

11. 3a pesynapratamu ouinku [1O3b opran nep:kaBHOTO KOHTPOJIO TOTYE
nonepeAHii 3BiT npo orinky [103b Ta Hajcuiae Horo 10 BIACHUKIB peecTparlii, ki
noganu [103b npotsarom 5 po6ounx JaHIB 3 JHS CKJIaJaHHS 3BITY.

12. BacHuK peecTpariii Hajae 10 OpraHy Jep>KaBHOTO KOHTPOJIIO MOSCHEHHS Ta
KOMeHTapi y cTpok 10 30 poOGouynx AHIB MiCs OTPUMAaHHS MONEPETHBOTO 3BITY MPO
ouinky [103b.

13. Opran JepXaBHOTO KOHTPOJIIO 3a pE3yJbTaTaMH OLIHKH OTPUMAHMX
MOSICHEHb Ta KOMEHTApIB, a00 3aKIHYEHHS CTPOKIB HA/IaHHS MOSICHEHb Ta KOMEHTApPIB
3aTBepAXKye 3BIT npo ouiHKy 11036 npotdarom 15 poGouux AHIB 3 AaTH OTPUMAaHHSA
OCTaHHIX MOSICHEHb Ta KOMEHTapP1B a00 3aKIHYEHHS CTPOKIB X HA/IaHHS.

14. Opran aep»aBHOTO KOHTPOJIO 30epirae 3aTBEp/KEHUM 3BIT MPO OLIHKY
[IO3b Ta pexoMeHpgaiii y CBOIM 3arajJbHOAOCTYNHINM 0a3l JaHWUX 1 HAJACHUIAE iX
BJIACHUKY peecTpartii.

15. Opran jgep>kaBHOro KOHTPOJIO 3a pesyibTaTtamu oiinku [1O3b npuiimae
pILIEHHST TIPO 3aJIMIIIEHHA Oe3 3MiH, MPO BHECEHHS 3MIH /IO JEp>KaBHOI peecTpailii
JIKapchKoro 3acoly, Mpo NpHU3yNUHEHHS abo Mpo CKacyBaHHS il JAep>KaBHOI
peecTpallli JiKapchbKoro 3aco0y Ta iHGOpMY€ MPo 1€ BIACHUKA PeeCTpaIlli.

16. 3BiTH 3 ouinku [1O3b pazoMm 3 iX pe3romMe ONpPUITIOAHIOIOTHCS Ha ODillIiHOMY
BeOCaiTI opraHy Jep>KaBHOTO KOHTPOJIIO.

17. ¥V pa3i He3romu 3 BHUCHOBKOM OpraHy Jep>KaBHOTO KOHTPOJIO MO0
NOAAJNBIIOT0 MEIUYHOTO 3aCTOCYBaHHS JIIKAPChKOro(ux) 3aco0y(iB) BIACHUK
peecTpalnli MOXe€ OCKapXUTH JaHWW BHUCHOBOK B aJMIHICTPATUBHOMY TMOPSAKY
BIIMOBIIHO 70 3akoHy Ykpainu «[Ipo aamiHicTpaTuBHY mpoleaypy» Ta/abo B
CYJIOBOMY MOPSAKY.

VII. lonaTkoBUil MOHITOPUHT

1. Opran nep>kaBHOTO KOHTPOJIO 3 ypaxyBaHHsaM [lepeniky Jikapcbkux 3aco0iB
MiJl JIOJATKOBUM MOHITOPUHIoM B €Bpomeiicbkkomy Coro3i, OmyOJiKOBaHOTO Ha
€BponeiicbkkoMy BeOcaiTi jdikapcbkux 3aco0iB (List of medicines under additional
monitoring EMA) (3a MDKHapOJAHMMH HENaTEHTOBAHUMHU Ha3BaMU Ta/abo
TOPTrOBEJIFHUMHU HA3BaMH) y 3B’S3Ky 3 PU3MKaMHU TMEBHHUX JIKAPCHKUX 3aco00iB, IO
MOTEHIIIMHO HETraTHBHO BIUIMBAIOTh Ha 370pOB’S Ta KUTTSA TIAIlIEHTIB Ta/abo
IPOMAJICHKE 3I0POB’S y pa3i BAKOPUCTAHHS ckiaaae [lepermik mkapchkux 3aco0iB, 110
M1UISITal0Th T10JaTKOBOMY MOHITOpHHTY (nmani — [leperik) 1 momae Ha 3aTBEPIKCHHS
1o MO3.
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2. B KOpOTKiii XapaKTEepHUCTHULl Ta JTUCTKY—BKIAJIl JIKapChbKUX 3aco0iB, II0
HiJIATal0Th JOJATKOBOMY MOHITOPHMHTY Ta BKJIIOYeHi no Ilepemiky 3a3HadaeTbes
CUMBOJI — TIEPEBEPHYTHH pPIBHOCTOPOHHIA TPUKYTHUK HYOPHOTO KOJBOPY Ta
dbopmymoBanHs: «llel mikapchkuii 3aci0 MiaJArae 101aTKOBOMY MOHITOPHHTY».

YopHuii TPUKYTHHK BiAMOBIIa€ TAKOMY 3pa3Ky:

v

YopHuil TPUKYTHUK TPOMOPIIHHUN 10 po3Mipy mpudTy TEKCTy iHGOpMaIllii mpo
JiKapchKHi 3aci0, a MiHIMaJIbHA JIOBXKWHA KOKHOT CTOPOHU TPUKYTHHKA 5 MM.

3. Ilepemnik ckiagaeTsecs 3a MDKHAPOJHUMHU HEMAaTEHTOBAHUMH Ha3BaMU Ta/abo
TOPrOBUMH Ha3BaMH JIIKAPCHKUX 3aC00IB 1 MOIIUPIOETHCS HA BCl TOTOBI JIKAPCHKI
3aco0u, 3apeecTpoBaHi B YKpaiHi.

4. BxmroueHHs mikapchkux 3aco0iB 1o Ilepeniky, BiIOyBaeTbcsl 3a TaKUMHU
KpUTEPISMHU:

1) mikapceki 3acobu, mo BkIouyeHl 10 Ilepeniky mdikapchKHX 3acoOlB i
JOIATKOBUM  MOHITOpUHroM B €BponeiickkoMy Coro3i, OIyOIiKOBaHOTO Ha
€BporeiicbkkoMy BeOCaiTi JiKapChKUX 3aC001B (32 MIKHAPOJHUMHU HEMMATCHTOBAHUMHU
Ha3BaMU Ta/ab0 TOProBeIHLHUMHU Ha3BaMM);

2) nmikapchbKi 3aco0u, 110 MICTATHh HOBY J1IF04y PEYOBHUHY (IHHOBAIIIHI J1KapChKi
3aco0m), 10 3apeecTpoBaHi B YKpaiHi BIAMOBIAHO 70 BUMOT 3akoHYy Ykpainu «IIpo
JIKApChK1 3aC00M»;

3) nmikapchki 3aco0u O10JOTIYHOTO TOXOJDKEHHS 3apeecTpoBaHi B YKpaiHi
BIJIOBITHO 10 BUMOT 3akoHy Ykpainu «IIpo snikapchbKi 3aco0m»;

4) nikapchbKi 3aC00U, 103BOJICHI JI0 3aCTOCYBaHHS B Y KpaiHi BIAMOBIIHO JI0 CTATTI
24 3akony Ykpainu «IIpo nikapcbKi 3aco0n;

5) nikapchki 3acO0U ISl AKUX MPOBEICHHSI TOCTPEECTPAIIHHUX TOCTIIKEHB OYII0
YMOBOIO JIEpKaBHOI peecTparlli;

6) JKapcbki 3aco0M i1 SKMX BHUHMKJIA HEOOXIJTHICTH IPOBEIACHHS
MOCTPEECTPALITHUX TOCHIJIKEHD 3 0€3MEKHU B MICISPEECTPALIMHOMY HEePIOi;

7) 3a pe3yabTaTaMU OI[IHKH PU3UKIB MEBHUX JIIKAPCHKUX 3aCO0IB, 10 MOTEHIIITHO
HEraTHBHO BIUIMBAIOTH HA 37J0POB’S Ta )KUTTS MAIIEHTIB Ta/ab0 rpoMaiCbKe 3/10pOB’ s
y pa3l BHKOPUCTAHHS, OpPraHOM JEPKaBHOTO KOHTPOJIIO BCTAHOBIIOETHCS
HEOOX1/IHICTh JOJATKOBOTO MOHITOPHUHTY.

5. BxutoueHHs Jikapcbkoro 3aco0y a0 Ilepeniky BinOyBaeThcs KO BiH BIEpIIe
3apeecTpoBaHMii B YKpaiHi a00 B OyIb-SKUH 4Yac MPOTATOM KHUTTEBOTO IUKITY
JKapChKOTO 3aco0y

6. Jlikapcekuit 3aci6 BrimoueHudt g0 Ilepeniky mijgsirae  10JaTKOBOMY
MOHITOPUHTY MPOTITOM 5 poKiB 200 0 BUKIIOYEHHS Horo 3 [lepemniky.

7. Iepenik momicsus NeperiasgacTbCcsi OPraHoM JIEpKaBHOTO KOHTPOJIIO Ta y pasi
HEOOX1THOCT1 OHOBJIIOEThCS Ta ToAAeThes 10 MO3 115 3aTBEPIKEHHS 3 TTOAATBIIINM
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OTIPUIIIOIHEHHSM Ha o(iliifHOMY BeOCalTi Oprany Jep:KaBHOTO KOHTPOJIIO.

8. llepemik 3 eNEKTPOHHUM TIOCWJIAHHSM Ha KOPOTKY XapaKTEPUCTHKY
JIKapchbKOTO 3aco0y, JTUCTOK-BKJIAJKy Ta pe3foMe IUIaHy YIIPAaBIiHHS PU3HKAMH
OTIPHWITIOAHIOETHCS Ha 0diliitHOMY BeOCalTI OpraHy Jep>KaBHOT'O KOHTPOJIIO.

9. JlomaTkoBUW MOHITOPUHT 3JIMCHIOETHCS BIAMOBIAHO J0 PEKOMEH/AIIM,
BUKJaJeHUX y cTaHmapti «HacrtanoBa. Jlikapceki 3acobu. HamexHl NpakTUKH
dapmakonarisiny» (CT-H MinictepcTBa oxopoHu 3710poB’ss Ykpainu 42-8.5:2015),
3aTBEP/KEHOr0 HakazoM MiHICTEpCTBA OXOPOHM 370pOB’sl YKpainu Big 21 TpaBHA
2015 poxy Ne 299 (B penakuii Hakasy MiHICTepCTBa OXOPOHU 310pOB’sl YKpaiHu BiA
05 xBiTHs 2018 poky Ne 620).

VIII. 3xiiicHeHHs papmMakoHArJISAy nHapajiejbHUM iMIIOPTEPOM

1. Cy0’ekTH rocnogaproBaHHs, 10 OTPUMAIM JO3BUI Ha MapajelbHUNA IMIOPT
JIKApChKUX 3aco0iB  (mapajiebHl IMIOPTEPH) CTBOPIOIOTH Ta 3a0€3MEe4yIOTh
GyHKIIIOHYBaHHS CUCTEMH (papMaKOHATTISTY.

2. Cucrema (apMakoHArisay majisi JIIKAPChKUX 3aco0iB, IO BBO3STHCS Ha
TEPUTOPII0 YKpaTHU JJIs [IJIeH mapaieabHOro IMIOPTY, CKIIAIa€ThCS 3 €IEMEHTIB, 110
JAI0Th 3MOTY 3/IMCHIOBATH MOHITOPUHI OE3MEeKH IUX JIKApChKUX 3aco0iB Ta
BU3HAYATH OYy/Ib-sIK1 3MIHU CITIBBIIHOIIIEHHS! KOPUCTB/PU3HUK, a CaMe:

1) HasiBHICTH B mITaTi (MOCTIMHO 1 O€3MEPEpPBHO) y MapaliebHOTO IMIIOpPTEpa
YOB®, sixa Mae BuIlly MEAUYHY a00 (apMalieBTUUHY OCBITY ((hapManeBT, KIIHIYHUN
(dapmaneBT). 3a HasABHOCTI JMIIE BUILNOI (hapmaneBTUYHOI ocBiTH Y OB® mae 3mory
3BEPHYTHUCH J0 OCOOU 3 BUIIOK MEIUYHOIO OCBITOK (3a HEoOxigHOCTi). Mae OyTu
nependavyeHa npoueaypa 3amimeHHss YOB® B pasi ii BiicyTHOCTI. Y pa3l 3MIHU
YOB® Ta/abo 1ii KOHTaKTHUX J[JAaHMX, MapajelibHU IMIOPTEP HEBIIKIAIHO
MOB1JIOMJISIE TIPO 1€ OpraH JEP>KaBHOT'O KOHTPOJIIO Ta HAJIATH OHOBJICHY 1H(QOpMAILilo;

2) HasABHICTh CTPYKTYpOBaHOI CHCTEMH OpraHizamii ¢apmakoHarisny, ii
OHOBJICHHS 1 MIATPUMKA;

3) IOKyMEHTYBaHHS BCIX MPOIEIYPHUX MPOIIECIB;

4) cTBOpeHHs Ta 3a0e3neueHHS (YHKIIIOHYBaHHS 0a3 JaHMX, IO
BUKOPHCTOBYIOTHCS MapajeIbHUM IMIOPTEPOM TPH 31HCHEHH] (DapMaKOHATIISAY;

5) 3amyuenHs (y pa3i HEOOXiIHOCTI) A0 3AIHMCHEHHS (papMakoOHArJsIy I1HIIHX
IOPUIUYHUX Ta/a00 Pi3uuHUX 0Ci0 Ha JOTOBIPHHX 3acajiax;

6) 3a0e3neueHHs HaBYaHHS IEPCOHAY MapayesIbHOTO IMIIOpTepa /Il BUKOHAHHS
I, TIOB’sI3aHUX 13 (hapMaKOHATISII0M;

7) CTBOpPEHHS CUCTEMHU SIKOCTI (hapMaKOHATJISILY;

8) BeleHHs JOKyMEHTallll 13 (apMaKOHArjsay, BKIOUYAOYM ii 30epiraHHs Ta
apX1BYBaHHS.
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JokymenTtu / iHdopmaiiss HMOJAIOTBCA OO OpraHy JAEp)KaBHOIO KOHTPOJIO Yy
narepoBiil Ta/abo eNeKTPOHHIHN (opmi.

3. [lapanenbHuil IMOOPTEP CTBOPIOE, MIATPUMYE Ta HAJA€ HAa BUMOTY OpraHy
nepkaBHOro KOHTpost0o MOCD. MOCOD cknamaerbest BIANOBIAHO JO CTPYKTYpH Ta
BHUMOT, HaBeleHUX y noaatky 11 no nporo [Hopsaky.

4. YOB® B Ykpaini MatoTh 000B’s13KH (ajie He BUKIIOYHO) II0JI0:

1) cTBOpeHHA Ta MIATPUMKHU CHCTEMHU 300Dy, OLIHKM Ta HAJAaHHS JIO OpraHy
JIEp’KaBHOTO KOHTPOITIO 1H(OopMaIlii mpo modiuHi peakilii, BiACYyTHICTh €(peKTUBHOCTI,
HIIIII, iHmmx naHux, MOB’si3aHUX 3 O€3MeKOo0 Ta €(PEeKTUBHICTIO 3aCTOCYBAaHHS
napasneibHO IMIIOPTOBAHUX JTIKAPChKUX 3aC001B, BaKIIMH, TYOCPKYJIiHY, a TAKOX OyIb-
SKHUX TaHUX, HEOOX1THUX JJIsl OI[IHKY PU3UKY 1 KOPUCTI MPHU 3aCTOCYBAHHI JTIKAPCHKOTO
3ac00y, BAKIMHU, TYOEpKYJIiHY, BKIIFOYHO 13 CHCTEMOIO SIKOCTI;

2) ckiuagaHHSA Ta TOJAaHHA HA BHMOTY OpraHy JEp>KaBHOTO KOHTPOJIIO
PEryJIIPHOTO 3BITY 3 O€3IEKHU;

3) HajmaHHS Ha BCl 3alMUTH OpraHy JEp>KaBHOTO KOHTPOJIIO J0JIaTKOBOI
iH(dopmarrii, HeOOX1THOI /JI OILIHKK CHIBBIIHOIIEHHS KOPUCTH/PU3HUK MapajieIbHO
IMIIOPTOBAHOIO JIIKAPCHKOT0 3aC00Y, BaKIIMHU, TYOCPKYJIIIHY, Y TOMY YUCI1 JAaHUX PO
o0csITH MpoAaXy JIKapChKOTo 3aco0y a00 eKCIO3UIIIIO MAllIEHTIB, K1 3a3HAIH BIUTUBY
napajielIbHO IMIIOPTOBAHOTO JIIKAPCHKOT0 3aC00y, BaKIIMHU, TyOCpKYIIiHY;

4) 3abe3neueHHs HaJgaHHA OYIb-IKUX JaHUX, HEOOXITHUX JUIS OINIHKH
CHIBBIIHOLIEHHSI KOPUCTH/PU3UK MNapajiebHO IMIIOPTOBAHOIO JIKAPCHKOrO 3aco0y,
BaKI[MHU, TYOEPKYIIIHY;

5) HamaHHA TOBIAOMJIEHHS [0 OpraHy JEpXKaBHOTO KOHTPOJIIO Yy BHUIAJKY
BUSIBJICHHSI paHIII€ HEBIJOMUX HEOE3MEUHMX BIJIACTUBOCTEH JIIKAPCHKOTO 3acoly,
BaKIIUHU, TYOEPKYJIiHY, 110 TPU3BEIN a00 MOXKYTh MPU3BECTH 0 TXKKUX HACHIAKIB
JUTSI 3I0POB’SI 1 )KUTTS JIFOA€i a00 3MIHU OL[IHKH CITIBBITHOIIEHHSI KOPUCTB/PU3HK Y OIK
pu3uKy, mpo ki YOB® crano Bijgomo;

6) CBOEYACHOTO TOBIJIOMJICHHSI OpraHy JEp>KaBHOTO KOHTPOJIO MPO Oyab-siKi
3MIHM BIJIOMOCTEH, HaBEIEHUX Yy Marepiajiax JIOCh€ JIKAPChKOTO 3aco0y s
napajieIbHOTO IMIIOPTY, 3 HAJIAHHIM BHUEPITHOI 1H(QOpMAITlli PO MPUYNHH, XapaKTep
(Bua) 3MiH Ta iX MOJIMBUI BIUTMB Ha OE3IEKyY JIIKapChKOTO 3ac00y, Ha SIKUW BUIAAHO
JI03BUI, Ta BHECEHHS BIJMOBITHUX 3MIH 0 MaTepiaiiB JIOCh€ HA TaKWUW JIKAPChKUN
3acio;

7) 3a0e3neueHHs HaBYaHHS TIEPCOHAY MapaiesIbHOTO iMITopTepa JJIsi BUKOHAHHS
T, TIOB’sI3aHUX 13 (hapMaKOHATJISIOM.

5. [MapanenbHuii iMIopTep MiJ 4ac 3AiiCHeHHs (hapMaKOHAIJISI Iy TOBUHEH:

1) npu otpumanHi iHpopmalii Mpo NOOIYHI peakilii Ta/ado BiACYTHICTb
€(EeKTUBHOCTI JIKapChKOro 3ac00y, 1110 BBO3UTHCA Ha TEPUTOPIIO0 YKpaiHU AJs LiJIeh
napajiesIbHOTO IMIOPTY, i Yyac HOTo 3aCTOCYBAaHHS HA TEPUTOPIi Y KpaiHU, CBOEYACHO
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HaJaBaTH JOCTOBIPHY 1H(QOpMAIlI0 MPO BHUMAIKM MOOIYHUX pEaKIliil 10 opraHy
JIepKaBHOT'O KOHTPOJIIO BiJMOBIIHO J0 IMMYHKTY 6 IIOTO MiAPO3ILTY.

Sxmo cy0’eKT TrocmofaproBaHHs, IO Ma€ 03B Ha MapKeTHHT B KpaiHi-
ekcrioprepl, Oyne morpedyBatd Oyab-sfKoi J0JaTKOBOi iHGopMalii 11070
dbapMakoHarsiy, napajieiabHui IMIOpTep Hajae oMy Taky iH(OpMaIliio;

2) y pa3i HassBHOCTI JIOJaTKOBHUX 3aX0/I1B 3 MIHIMI3aIlli pU3UKIB JIS JTIKApPChKOTO
3ac00y, 1110 BBO3UTHCSA HA TEPUTOPII0 YKpaiHU NS LJIeH MapajieabHOro IMIOPTY, Ha
KU BUJAHO JO3BUI HAa MAapKETUHT B KpaiHi-€KCIopTepi, 3abe3meuuTd JOCTyM
CHELIATICTIB CUCTEMH OXOPOHH 370pOB’sl, TPOMAJACHKOCTI, MEAMYHUX Ta/abo
dbapmareBTUYHUX MPaIiBHUKIB 10 JOJATKOBHX MaTepiaiiB MO0 TAKOTO JIIKAPCHKOTO
3aco0y, 110 OpIEHTOBAHI Ha I[Nl MiHIMI3aIlil PU3UKIB Ta 1IGHTUYHI MaTeplaigam aJs
JIKapChKOTO 3ac00y, Ha SIKWW BUIAHO JTO3BLI HA MAPKETUHT B KpaiHi-eKcropTepi (KpiM
iH(popMallli 1moA0 HaliMEHyBaHb CyO’€KTIB TOCHOJApPIOBaHHS, LIO 3IHCHIOIOTH
JIOJATKOBI 3aX0/Id 3 MIHIMI3aIlli PU3MKIB JIJISl JTIKAPCHKOTO 3ac00y, Ta iX KOHTAKTHUX
JaHUX ).

[ndopmariisi 3 Ge3nexku JTiKapChKUX 3ac001B, BKJIIOYAIOUYU JOJATKOBI 3aXO0JU 3
MiHIMI13aIlli pU3UKIB Ta JUCTHU-3BEPHEHHSI JI0 CIIEHIIICTIB CUCTEMU OXOPOHH 3JI0POB’ A,
IpPOMaJICHKOCTI, MEIMYHUX Ta/ab0 GapMalleBTUYHUX MPalliBHUKIB, 100 MapajieabHO
IMIIOPTOBAHOIO JIIKAPCHKOTO 3aC00y MOJAIOTHCS 10 OpraHy JAEpP>KaBHOT'O KOHTPOJIIO,
Pa3oM 3 IJIAHOM IIOJI0 PO3IMOBCIOJKEHHS, IS X y3TOJIKEHHS Ta ONPUITIOTHEHHS.

VY pa3i OHOBJIEHHS IOAATKOBHX 3aXOJIB 3 MIHIMI3allli PU3UKIB MapajeIbHUM
IMITOpTEp TOJA€ IO OpraHy JAEpPKaBHOTO KOHTPOJIO OHOBJIEHI Marepianw i ix
OTIPUJTIOTHEHHS.

Axkmo B VYkpaiHi J0AaTKOBI 3ax0aud 3 MiHIMI3AIll PU3UKIB BXKE OYIO
OTIPUJIIOJTHEHO Ta PO3MOBCIOMKEHO IS CHCINIANICTIB CUCTEMH OXOPOHH 3JI0POB’S,
IpPOMaJICBKOCTI, MEIMYHUX Ta/a00 (hapMaleBTUYHUX MPAIIBHUKIB, 010 €TaJOHHOIO
JiKapCchKOro 3aco0y, Taki J0JAaTKOBI 3aXoad HE NOTpeOyrTh iX ITOBTOPHOTO
PO3MOBCIO/KEHHS TTapaJIeTbHUM IMIIOPTEPOM;

3) y pa3i HeoOX1THOCTI, PO3POOJISATH JTUCT-3BEPHEHHS J0 CIICIIaTICTIB CUCTEMHU
OXOPOHHU 37I0POB’ s, TPOMAJICHKOCT1, MEIUYHHX Ta/a00 hapMaIeBTUYHUX MPAI[iBHUKIB,
IIOJI0 JIKAPCHKOTO 3aco0y, IO BBO3UTHCA HA TEPUTOPIIO YKpaiHU IS IiJIeH
napajieIbHOTO IMIIOPTY, Ta MOJAaBaTH WOTO Ha y3TOJKEHHS JI0 OpraHy Jep>KaBHOTO
KOHTPOJIIO Pa30M 13 IJIAHOM IIOJI0 PO3MOBCIOIKEHHS;

4) moxaBaTH HAa BHUMOIY OpraHy JAep>KaBHOIO KOHTPOJIO (3 OOIPYHTYBaHHSAM
MPUYUH HEOOX1HOCTI MOJAaHHS 3 BU3HAYEHOI YACTOTOIO Ta TEPMIHAMH) PETYJISPHO
OHOBJIIOBAaHUM 3BIT 3 OE3MEKH JIIKAPCHKOTO 3ac00y, 110 BBO3UTHCS HAa TEPUTOPIIO
VYkpainu A 1iiei napajienbHOTo IMIIOPTY, 33 CTPYKTYPOIO, BUBHAUEHOIO Y TOAATKY
9 o uporo Ilopsaky. B iHmmx Bunaakax nogaHHs A0 OpraHy JE€p>KaBHOTO KOHTPOJIIO
OO 3BITY MapajelbHUM IMIIOPTEPOM HE € OOOB’A3KOBUM MPOTATOM MEPIOAY
nepeOyBaHHs €TAIOHHOTO JIIKAPCHKOTO 3ac00y Ha PUHKY YKpaiHu.

6. Bumoru 1o mojaHHsa mapajielbHUM IMIIOPTEPOM TOBIAOMIIEHb TIPO MOOIUHI
peaxiii JiKapchbKuX 3ac0o01B, BaKLMH, TyOEpKyJiHy Ta/ab0 BIACYTHICTh €(EKTUBHOCTI
JKapChKUX 3aCO01B:
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1) mpu momaHHI MapaielbHUM IMIOPTEPOM MOBIIOMIJIEHb MPO MOOIYHI peakiii
JIKapChKUX 3aco0iB, BaKIMH, TYyOEpKyJiHY Ta/ab0 BIACYTHICTh €(EKTUBHOCTI
JKApChKUX 3ac001B MapajebHUM IMIOPTEDP MOJAE 10 OPraHy JAEp>KaBHOTO KOHTPOIIIO
(y Oyab-sikuiil crioci0) 1ocToBipHY iH(pOpMAIIito mpo:

BCl BHUIIQJKH CEPHO3HUX IMOOIYHUX peakilii Ha [apajesibHO IMIIOPTOBaHI
JiKapChKi 3ac00M, BAaKIIMHM, TYOSPKYIIiH, sIK1 Oyyu 3adiKCOBaHi MMPH iX 3aCTOCYBaHHI B
VYkpaiHi Ta MarOTh MEIUYHE MIATBEPKEHHS 1 MpO SKI HoMy CTajo BiJIOMO, 3a
HAsBHOCTI ~MPUYMHHO-HACTIAKOBOTO 3B 53Ky MIK TMOOIYHOIO pEakiieo Ta
3aCTOCYBAaHHSAM JIIKapChKOro 3aco0y, BaKIMHH, TyOEpKyJiHy — He mi3Hime 15
KaJICHIAPHHUX JHIB 3 THA OTPUMAaHHS Takoi iHhopMarrii;

BCl BHUIMAJKM HECEpHO3HMX MOOIYHUX peakIiii Ha MapajeibHO IMIOPTOBaHI
JiKapchKi 3aco0u, BaKIIMHU, TyOepKyJIiH, siki Oyiu 3apikcoBaHi MpH iX 3aCTOCYBaHHI B
VYkpaiHi Ta MalOTb MEIUYHE MIATBEPIKEHHS 1 MpO SAKI HOMY CTalo BiIOMO, 3a
HAsBHOCTI IPUYMHHO-HACIIAKOBOTO 3B SI3Ky MDK TMOOIYHOIO pEaKIie€ro Ta
3aCTOCYBaHHSAM JIIKAPCHKOTO 3aco0y, BakIMHU, TYOepKymiHy — He mi3Hime 90
KaJICHIApPHUX JHIB 3 JHS OTPUMaHHS Takoi iHpopMariii;

BUMAJIKK TOPYIIEHb, II0 BHUHHUKAIOTH Yy TIPOLIECI BHUPOOHMIITBA BaKIMHH,
TyOSpKYIiHYy, BKIIOYAIOYN MPHUCTPIN IS BBEJCHHS, — HE MMi3HIimIe 48 roauH 3 JHS
OTPUMaHHS Takoi 1H(pOopMaIii.

Axmo cTpok monaHHa i1HGOpMaIll TpUMNajae Ha BUXIAHHUHN, HepoOouuit abo
CBATKOBHI JI€Hb, IHPOpPMAIlId HAJAETHCA y MEPUINH MICISI HBOTO pOOOYUH JI€Hb;

BUIIAJIKU BIZCYTHOCTI €()eKTUBHOCTI, 1110 Oy 3apikcoBaHi B YKpaiHl 1 BUHUKIIH
1] Yac:

JIKYBaHHSI CTaHIB, IO 3arpoKyIOTh KUTTIO a00 HEBIAKIATHUX, KPIM BUIAJKIB,
KOJIM TEPIIOKEPETIO TOBIIOMIICGHHS 3a3Haya€, 110 BHIAJ0K BIJACYTHOCTI
e(EeKTUBHOCTI OB’ I3aHUH 13 MPOrPECYBAHHIM 3aXBOPIOBAHHS, a HE 13 3aCTOCYBaHHAIM
JKapChKOro 3aco0y;

3aCTOCYBaHHS BaKIUH;

3aCTOCYBAaHHS KOHTPALICNITUBIB.

Crtpok nogaHHs 1i€i iHGOpMAIIil HE MOXKE TTePEBUIIYBaTH 15 KajleHIapHUX JTHIB
3 nHA i1 oTpuMaHHsS. SIKIIO 1ed CTPOK MpuIagae Ha BUXIAHUM, HepoObouuit abo
CBATKOBHH JIeHb, IHPOPMAIlI HATAETHCS y TMEPITUH MICIIsI HHOTO pOOOUHH I€Hb;

po BCl iHIM 1IeHTU()IKOBaHI BUMAAKU BIJCYTHOCTI €(PEKTUBHOCTI J1KAPCHKOTO
3aco0y, Mpo sIKI MOMy CTajo0 BiIOMO, — Yy CKJIaJll YEPrOBOTO PETYJSIPHOIO 3BITY 3
Oe3IeKH, SKI0 BIH BUMAra€ThbCs;

2) NOBIAOMJIEHHS MPO MOOIYHI peakKiii JJIKapChKUX 3ac001B, BAaKIMH, TyOESpPKYIIHY
Ta/abo BIACYTHICTh €(PEKTUBHOCTI JIKAPCHKUX 3ac00IB TOMAETHCS 3 HAJAHHIM
iH(dopmarlii, 3a3Hauy€HOI y MIANYHKTI 7 LbOrO MyHKTY, Yy THamnepoBiii Ta/abo
€JIEKTPOHHIN QopMi;

3) MoBiIOMJICHHS TIPO BUMAJ0K MTOOIYHOT peakiiii JIIKapchbKOTO 3aco0y, BaKIIMHH,
TyOepKyJiHy Ta/ab0 BiICyTHOCTI €()EKTUBHOCTI JIKAPCHKOTO 3aco0y MapajebHHMA
IMITOPTEp MOJIAE IO OpraHy ACPKABHOTO KOHTPOJIIO Y BUTIIAI iHGOpMAIIii po moOivH1
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peaxiiii JiKapchbKOro 3aco0y, BaKIIMHU, TyOepKyIliHy Ta/abo BiICYTHICTh €(EeKTUBHOCTI
JTIKapChKOTO 3ac00Y, 1110 BUHUKAIH y OJHOTO MAIli€HTa B TIEBHUH MOMEHT 4acy;

4) mapayieIbHUH IMIIOPTEpP BPaxOBYE IMOBIJOMIICHHS PO BHUIIAJIKH MOOITYHHX
peakIiiid JiKapchbKOro 3aco0y, BakKIMHH, TyOepKyJliHy Ta/ab0o BIJICYTHOCTI
€(hEeKTUBHOCTI JIIKAPCHKOTO 3acO0y, OTPUMaH1 HUM €JICKTPOHHHUM IUISIXOM a00 1HIIUM
METOJIOM BijJ TAILlEHTIB Ta/ab0 1X B3aKOHHMUX TMPEJACTAaBHUKIB a00 MEIUYHUX
MpaIliBHUKIB;

5) mapanenbHu IMOOPTEP CHIBIIPALIOE 3 OPTaHOM JIEP>KaBHOTO KOHTPOJTIO 1010
BUSIBJICHHS! TIOBTOPHHUX IOBIJOMJICHb MPO BHIMAJIKH MOOIYHUX PEaKI[iil JKapChKOTrO
3aco0y, BaKIWHH, TyOepKyJiHy Ta/a00 BiACYTHOCTI €(EKTHBHOCTI JIIKAPCHKOTO
3aco0y;

6) MOB1IOMJIEHHS ITPO BUIAJ0K MOOIYHOT peakuii JIIKapchbKOro 3aco0y, BaKIMHH,
TyOepKyIiHy Ta/ab0 BIJICYTHOCTI €(PEKTHUBHOCTI JIKAPCHKOrOo 3aco0y MICTUTh
HioHaliMeHIe 1H(opmalio, 3a JOMOMOIOK AKOI MOXHa 1IeHTU(IKyBaTU
MOBIJJOMHHMKA, TMAIIEHTa, OJIHYy IMOOIYHY pEeaKIio/BIACYTHICTh €()EKTUBHOCTI 1
ni03proBanmii(1) JiKkapchkuii(i) 3acid(o6u), BakiuHy (1), TyOEpKYIIiH;

7) mpW MOJaHHI MOBIJOMJICHHSI MPO BUMAJOK MOOIYHOI peakIlii JIKapChKOro
3ac00y, BaKIIMHH, TyOEepKyJIiHYy Ta/a00 BiICYyTHOCTI €()eKTUBHOCTI J1KAPCHKOT0 3aC00Y
napajielbHUM IMIIOPTEpP HaJa€ BCIO HasBHY 1H(GOPMAIII0 TPO KOXHHUN OKpeMui
BUIIAJIOK, BKIIFOUAIOYH:

aAMiHICTpaTUBHY 1HGopMamito (BUI TOBIJOMIICHHS; JaTy; YHIKaJbHUN
1AeHTUIKALITHUNA HOMEp BHMAJKYy; YHIKaJIbHUW 1AEHTH(IKATOP BiANPABHUKA;
BI/IMPAaBHUKA; AaTy, KOJIM OyJI0 BIIepIie oTpuMaHo 1H(OpMaIIiio B JKepena, Ta JaTy
OTpUMaHHA HalHOBIIOI 1HPOpMaLii (TOYHI); 1HII 1AEHTU(PIKATOPH Ta iX JpKepena, a
TaKOX MOCHUJIAaHHS Ha JIOAATKOBI JOCTYIHI JOKYMEHTH, IO HaJeXaTb BiAMpPaBHUKY
MOBIJJOMJICHHSI, MPO BHUMAAOK MMOOIYHOI peakuii JiKapCchbKoro 3acoly, BaKIMHH,
TyOepKyJiHy Ta/ab0 BiJICyTHOCTI €(EKTUBHOCTI JIKApChKOro 3acoly, KOJIH
3aCTOCOBAHO);

MOCUJIAHHS JI0 MIKHApPOJHUX Ta BITYM3HSIHUX BUMOT MO0 MyOJiKaIii — s
iHdopmalli mpo BUMAAKK TMOOIYHMX peakIliil JIKapChKOro 3aco0y, BaKIIMHH,
TyOepKyJiHy Ta/abo BiJICYyTHOCTI €(EKTHBHOCTI JIKApChKOro 3aco0y (3a JaHuMU
JITEPaTYypHUX JDKEPEI), Y TOMY YHCIl BUYEPIHE PE3lOME CTaTTlI aHMJIMCHKOIO abo
YKpaiHCBKOI0 MOBOO. Y pa3l SKIIO CTaTTS BHUKIAJICHA aHTJIIHCHKOI MOBOIO, CIIiJI
HAJaTU TEpeKiaa pe3toMe YKpaiHChKOIO MOBOIO. Ha 3amuT oprany nep:kaBHOTO
KOHTPOJIIO TIapalieIbHU IMIOpTEp, KUK TepeaaB MEepBUHHE MOBIIOMIICHHS, HAJa€
KOITIIO BIAMOBIIHOI CTAaTTi 3 ypaxyBaHHSAM OOMEXKEHb aBTOPCHKOTO MpaBa, a TAKOX
MOBHUM Mepekyaj 1€l CTaTTI YKPaiHChKOIO MOBOIO y pasi, SIKIIO CTaTTS BUKJIA/ICHA
AHTJIIHCBEKOIO0 MOBOIO;

iH(dopMartito npo mnepuomkepeno(a) (iHdopmariro, o 1AeHTUDIKYE TKEpETo
MOBIJJOMJICHHS, BKJTFOYAIOYU KpaiHy Ta Woro mpodeciiiny kBamiikaiiio);

iHpopmarito, 1Mo 1AeHTU(IKY€E TaIleHTa ¥ OAHOrO 3 OaThbKiB y BHMAJAKY
MOBIJOMJICHHS OaTbKU-JAWTHHA, BKJIIOYAIOYM BIK HA JaTy BUHUKHEHHS MOOIYHOL
peaxiii/BiACyTHOCTI €(PEKTUBHOCTI, BIKOBY TpyIy, TeCTAIlIMHUN BIK, KOJIA
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peaxiisi/aBuIle crocTepiranacsa(ocs) y Iiojaa, Bary, 3picT, CTaTh, AaTy OCTaHHBOTO
MEHCTpPyaJbHOI0 Ta/ab0 recraiifiHoro mepiogy Ha JaTy BHUHUKHEHHS IMOOIYHOT
peakiii/BiacyTHOCTI €h)eKTUBHOCTI;

aHaMHe3 1 CyIyTHI1 3aXBOPIOBAHHS MAIlI€HTA;

ToproBesibHY(1) Ha3By(M) JiKapchKoro(nx) 3acoOy(iB), BaKIMHU (BaKIIMH),
TyOCpKyIiHYy, 110 MiJI03PIETHCIA(FOTHCI) Y CIPUUYMHEHHI MOOIYHOI peakiiii Ta/abo
BIJICYTHOCTI €(PEKTUBHOCTI, Y TOMY YHCJ1 CYNYyTHIX JIKapChbKUX 3acO0IB, BaKIIVH,
TyOepKyJiHy, a0o, SKIIO Ha3Ba HeBiloMa, akTuBHMI(1) GdapmareBTHIHUH(1)
iHTpenieHT(u) 1 Oyab-sIKi 1HII JaHl, M0 JAI0Th 3MOTY 1ACHTH(IKYBAaTH JTIKapChKUiA(1)
3aci0(o6m), BakuuHy(M), TyOEpKyJiH, y TOMY 4YHCIi HailMEHyBaHHS MapajelbHOTO
iMnopTepa/BUpoOHMKA, HOMEp JO03BOJy Ha MapaleidbHUM IMIOPT, KpaiHy, e
3apeeCTPOBAHMIM JIIKAPCHKUA 3aci0, BaKLMHA, TyOepKyJiH, (hOpMy BHUITYCKY Ta CIOCIO
3aCTOCYBaHHS, MMOKa3aHHs JUIA 3aCTOCYBaHHS Y IIbOMY BHITaJKy, 3aCTOCOBaHI JO3H,
JlaTy MOYaTKy 3aCTOCYBAHHA 1 aTy 3aKiHUEHHS 3aCTOCYBAaHHS, BXKUTI 3aXOJH MO0
YCYHEHHsSI TPOSIBIB MOOIYHOI peakilii, BKJIOYalO4Yu QapMakoTepariio, pe3yabTaT
BI/IMIHM Ta TOBTOPHOTO TMPHU3HAYEHHS I1JI03PIOBAHOTO(MX) JIKAPCHKOTO(MX)
3aco0y(iB), BaKIIUHH;

JUTst 010JI0TTYHUX JIIKApChKUX 3aco01B — HOMeEp cepii. s Toro, mob oTpumaTu
HOMED cepii, AKIIO BiH HE BKa3aHWUW y NMEPBUHHOMY MOBIJIOMJICHHI, Y MapajeibHOIO
IMIIopTepa Mae OyTH HasiBHA MpoIieaypa 300py 10AaTKOBO1 iHhOpMAIIii;

CYMyTHI JIKapChKi 3acoOHM, BakKIMHH, TyOEpKYyJiH, IIO HE IMIJ03PIOIOThCA Y
COPUYMHEHHI TOOIYHOI peakiii/BIACYyTHOCTI €(QEeKTHUBHOCTI, (apMaKoTEpario
nanieHTa (0aTbKiB) y MUHYJIOMY, Y pa3i IOLIIbHOCTI;

iHpopMaiito mpo  migo3proBaHy(i) moOiuHy(i)  peakiito(i)/BIACYTHICTb
e(eKTUBHOCTI (AaTy MoYyaTKy 1 AaTy 3aBepuieHHs a00 TPUBAJICTh, CEPHO3HICTb,
HACHIZIOK M1103pI0BaHOi(MX) MOOI1YHOI(MX) peakiii(il)/BiACyTHOCTI €()EeKTUBHOCTI Ha
JIaTy OCTAaHHBOT'O CIIOCTEPEKEHHS MAIlIEHTA, MPOMIXKOK Yacy, 110 MUHYB BiJ] TOYATKY
3aCTOCYBaHHS IMiJI03PIOBAHOTO JIIKAPCHKOTO 3aC00Y, BaKIIMHU, TYOEPKYJIIHY 1 TOYATKY
no6i1uHOo1(MX) peakiii(il)/BiACyTHOCTI e(EeKTUBHOCTI, TEPMIHU Ta JaHi, 3a3HAYCHI Y
TOKyMeHTalii mnpo mobiuHy(1) peakiito(i)/BiACyTHICTh  €dEKTHUBHOCTI,  SIKi
BUKOPUCTOBYBAJIO TMEPIIOHKEPENIO Il OMUCY MOOIYHOi(KMX) peakirii(it)/BiaCcyTHOCTI
e(eKTUBHOCTI;

pe3yJIbTaTH TECTIB 1 MPOIEAYP, IO CTOCYIOTHCS TOCTIKEHHS MMaIli€HTa;

JaTy 1 MOBIAOMJIEHY HOPUYHMHY CMEpPTI, Y TOMY YHCIl NPUYUHY CMEPTI,
BCTAHOBJICHY 3a pe3yJIbTaTaMy MaTOJIOT0-aHATOMIYHOTO JIOCIIiKCHHSI,

OMHC BUIMAJIKY (HAJAETHCS 32 MOKIIMBOCTI YCsI OB’ si3aHa 1H(OopMaIllis).

Indopmariist momaeTbest B JIOTTUHIN MOCIIIOBHOCTI (PO3BUTOK CUTYyaIlii y 4aci, y
XPOHOJIOTIT Harsily 3a MallleHTOM, BKJIIOYAIOYM KIIHIYHUNA mepeldir, Teparliio,
HACJIIIKM Ta OTPUMAaHy y MOJAIbIIOMY JOAATKOBY 1H(pOpMAIlit0; OyIb-Ki AOPEYHI
pe3ynbTaTH MATOJOT0-aHATOMIYHOTO JOCTIDKeHHS; 1H(OpMAIlis 00 MPUYUHHO-
HACJIIKOBOTO 3B’SI3KY MIXK MPOSIBAMHU MOOTYHOI peakIlii/BiICyTHOCTI €(peKTUBHOCTI Ta
3aCTOCYBAHHSAM II1JIO3PIOBAHOTO JIKAapChKOro 3aco0y, BakKIUHHU, TYyOEpKyIiHY;
MPUYMHA aHYJIIOBaHHS a00 BHECEHHS 3MiH JI0 TOBIJOMJICHHS MPO MOOIYHI peakxiii
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JIKapchbKoro 3acoly, BaKIWHU, TYOEpKyIiHy Ta/ab0 BIICYTHICTb €(EKTHBHOCTI
JKapChKOT0 3ac00Y);

8) mapanenbHHUI IMIIOPTEP PEECTPYE BIIOMOCTI, HEOOXITHI JJiI OTPUMAHHS Y
MoJaNBIIOMY JOJATKOBOI 1H(opMalii mpo MoOIYHI peakilii JIKapchKoro 3acoly,
BaKIIMHKM, TYOEpKYyJIiHYy Ta/ab0 BIJACYTHICTh €(EKTUBHOCTI JIKApChKUX 3aco0iB.
HacTymHi oBiIOMJICHHS HaJIS)KHUM YHHOM JIOKYMEHTYIOThCSI.

7. Opras aep»aBHOT0 KOHTPOJIIO MPOBOJAUTH BIJIMOBIIHO /10 TJIaBH 2 po3aiuty VI
uporo Ilopsaky iHcmekuio 3 ¢apMakoOHArNALy y MHapajielbHOTO IMIIOpTepa II0A0
JKapChKUX 3aC001B, 10 BBO3ATHCS HA TEPUTOPIIO YKpaiHU JUIs IIJIEH MapaaebHOTO
IMIIOPTY:

JUIsl 3’SCyBaHHS TUTaHb MO0 HAABHOCTI Ta (YHKIIOHYBAaHHS CHCTEMH
dbapMakoHarJsiy;

3 MPUYIMH HETOTPUMAHHS BUMOT, BU3HAYCHUX IIMM ITiIPO31TIOM.

HavanbHuk
dapManeBTUYHOTO YIIPABJIIHHA Ounexcangp I'PIHEHKO



Honmatok 1

1o [opsanky 3aiiicHenHs papMakoHArIsLy
(mianyskt 1 nyskry 3 posaury II)

Knacudikauis
HECTIPUSATIMBHUX MOAIN micjast imyHizamii

Tun HecIPpUATIANBUX MOAIN Mic/st
iMmyHizamii

Busnauenus

Peaxig, moB’a3aHa 3
BJIACTUBOCTSAMMU BaKIIMHU

Hecnpustnupa mofis micis iMmyHizarii (gam
— HIIIII), o cnpuynHeHa i€l aKTUBHUX
KOMITOHEHTIB Ta/a00 TIOMOMIXKHUX PEYOBHUH
y CKJIaJ[l BAKIIUHU

Peaxisi, moB’s13aHa 3
MOPYIICHHSIMU, 110 BHHUKAIOTH Y
poIieci BUpOOHUIITBA BaKIIUHU

HIIIII, mo crippyuHeHa €10 BaKIMHU, SKa
Ma€e OJuH a00 JIEeK1JIbKa MOPYIIEHb, 110
BUHHUKAIOThH Y TIPOIIECi BUPOOHUIITBA,
BKJIIOYAIOYM TPUCTPIN I BBEICHHS, 1110
HaJIA€ThCsI BUPOOHUKOM

Peaxiiis, moB’si3aHa 3 MpOrpaMHOIO0
MOMIJIKOO TIPH 1IMYHI3a1ii

HIIIII, m1o cipuynHEeHa HEB1AMOBITHUM
BUKOPHUCTAHHSM, PU3HAYCHHIM a00
BBEJCHHSIM BaKIIMHH 1 HAJIEKUTB JIO TI€T,
Ky MOXHA TIOTIEPEAUTH

Peaxiisi, iHAyKOBaHA CTPECOM, 110
OyB CIpUYMHEHUH IMYyHI3al1i€10

HIIIII, m1o cipuymHeHa rocTPOr0 PEeaKiiero
Ha CTpEeC MpH IMyHi3alii,
TyOepKYJI1HOA1arHOCTHII

Bunangkopa nois, 1o 36iraacs y
yaci

HIIIII, mo cnpuunHeHa iHmUM (paxTopom,
KpIM MEpeTiueHnX BULIE, Ta MAE JIUIIIE
JaCOBHUH 3B 30K 3 IMYHI3aIlIE€IO




Jonatok 2
1o [opsanky 3aiiicHenHs papMakoHarIsay
(miamyHkT 3 myHKTY 2 po3aury IIT)

IlepeJik
KJIIHIYHMX NPOSIBiB He0a’KaHUX peaKUii MPU 3aCTOCYBAHHI BAKLIMH,
TyOepKyJIiHy

Koan

KuinivHi nposiBu He0axaHMX peaKUiil NPH 3aCTOCYBaHHI BAKIUH,
TyOepKyJiHY

2

[Tigsuiienss tremmneparypu <39°C

2 ITigsuienns temmneparypu >39°C

3.1 bine y MicIii BBeAeHHS

3.2 Habpsik M’IKMX TKaHUH y MICLII BBEJACHHS
33 [Nnepemis y Miciii BBEJCHHS

34 [H1BTpaT y MiCLI BBEACHHS

4 CuitbHa MicClIeBa peaKxiiist

5 Jlimpoanenonarist

6 ["onoBHwMit OUTH

7 JpaTiBIMBICTH

8 COHJUBICTB

9 BucunanHs HeaneprivHOro reHe3y

10.1 Hynora

10.2 binb y sxuBOTI

10.3 Jwucmencis

104 Hiapes

11 Karapanbhi siBuIa

12.1 Mianris

12.2 ApTtpanris

13 TpuBanuii npoOHU3TUBUIN KpUK/T1ad (O11bie 3 TOAH)
14.1 CraH, cX0XKui Ha enigeMIYHUN TapOTUT
14.2 CraH, CXOXKUH Ha eniJeMIYHUN OpXIT

15 TpomMOo1HTOIEH S

16 AOcriec Ha MicIll 1H €Kil

17.1 AHa1IaKTUYHUH 10K

17.2 AHab1i1akTOITHA peaKIIis

18 AnepriuHa peaxiis

19.1 ["ocTpuii B’ suuil mapaiiiy y mienjaeHoro
19.2 ["ocTpuit B’ sinwii mapainid y KOHTAKTHOTO




2 [Tonosxenusa nonarka 2

1 2
20 Cynomu ¢edpuibHi
21 Cynomu ageOpuibHi
22 AmnHoe
23 [TigmkipHuid X010 gHUHI adciec
24 IToBepxHeBa Bupaszka > 10 MM
25 Jlimpanenit
26 Kenoinuuii pyoenp
27 ['enepamnizoBana BIK-indexris, B ToMy 4uCii OCTEIT, OCTEOMIETIT
28 Heput mieuoBoro Heppa, cunapom ['iena-bappe
29 Cunnpowm I'iena-bappe
30 Ennedanonaris
31 ['iNOTOHIYHO-TIMOPECTIOHCUBHUI CUHIIPOM
32 IaBariganiss KHIIKIBHUKA
33 CupoBaTkoBa XxBopooOa

* Tlepenik He € BHYEPIHMM, TAaKOX HEOOXiJHO KOPHMCTYBATHCA KOPOTKOIO XapaKTePHCTHKOI/iIHCTPYKI[E€IO I MeJUIHOTO
3aCTOCYBaHHS BaKIMH, TYOEpKyJIiHY, 3apeeCTpOBaHUX B YKpaiHi.




KJIIHIYHMX NPOABIB He0aKAHUX peaKliid NPH 3aCTOCYBaHHI BAKIUH, TYOePKYJIIHY

Jonartok 3
1o [opsanky 3aiiicHenHs papMakoHarIsay
(miamyHkT 3 myHKTY 2 po3aury 1II)

CTpoku po3BUTKY

3a KoJaMHu
Bakuunm, Kuiniuyni nposiBu He0a:KaHUX peakiliil MPU 3aCTOCYBAHHI BAKIIUH, TYOepPKYJIiHY 32 KOJAAMH
Ty0epKyJ1iH Ta CTPOKH iX PO3BUTKY
1-2 3.1-34 4 5 6-8 9 10.1 | 11 | 121 | 13 |[141 | 15 16 | 17.1- | 18
- - - 17.2
104 12.2 14.2
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16
AKIII, <72 <72 <7 | <7 | <48 - <72 - - <48 - - <14 | <48 | <72
A U1 TOII. TOII. 6 | mio TOII. TOII. TOII. o TOII. rox
AJITT-M** Twon
i
>48
TO/I.
AaK/IIT, <72 <72 <7 | <7 <48 - <72 | cpH | cpH - - cpH | <14 | <48 | <48
KoMOimoBami | TOA TOI. mi6 | mio TO/I. TO/I. mi6 | rom. | roxm
BaKIIMHU HaA
OCHOBI
AaKJIIT**
Bakiunu qs | 4-10 <72 <7 | 4- 4-10 | 7-10 | cpu | 6- 4- - 7- 12- | <14 | <48 | <72
HpO(i)iJ‘IaKTI/I- noba TOII. o 10 noba | moba 15 10 10 25 o TOII. rox
1100 noba |moba noba |moba
KH KOpY,
a
MapoTHUTY,
KpacHyxu**
BIDK** CpH cp*** cp**El - CpH - - - - - - - - <48 | <72
rom. | rox
OIIB** CpH - - - <72 - <72 - CpH - - - - <48 | <72
TOx. Trox. ron. roan
TIB** <72 <72 <7 | cpu | <48 - CpH - <48 - - - <14 | <48 | <72
TOI. TOII. o TOII. TOII. bis (6} TOII. oI
Baxumnau g | <72 <72 <7 | cpu | <72 - <5 | <72 | <72 - - - <14 | <48 | <72
npodinakTu- roj. roj. Jio roj. 6 | rod. | rom. Jio roa. | ronu
KU T'CIaTuTy
B**
[Momicaxapu- | <72 <72 <7 - <48 - <72 - | <7 - - - <14 | <a8 [ <72
rof. TOJI. 1i6 TOJI. rof. roj. Jio roa. | ronu

JTH1 BaKIIMHU
(Hib) **
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1 2 3 5 6 7 8 10 11 12 13 14 15 16
Ty6epky- <72 | binb abo - To- - - - - - - - - CpH
TTE** rox. [muckoMpopT J10-
y micni BHUH
1H’ €Ki, Ol
mopas- <48
HEHHSI, rOfI.
cBepOiK <72
rOJI.
PoraBipycHa | cpH - - | mpari - CpH - - - - - <48 | <72
BakIuHa** BJIMBI roa. | rox
CTh .
CPIpOBaTKI/I 3 CpH CpH CpH CpH CpH - CpH CpH - - - - CpH CpH
qyKOP1THUM
OimKoM™**
Bakuunm, KutiniyHi nposiBH He0aKaHMX peakuiil MPU 3aCTOCYBAHHI BAKIIUH, TYOepKYJIiHY 3a
Ty0epKyJ1iH KO/IaMH TA CTPOKHU IX PO3BUTKY
19. | 19.2 | 20 21 22" 23 | 24| 25 | 26 | 27. 28 29 30 31 32
1 1-
217.
2
1 17 | 18 19 20 21 22 23| 24 | 25 | 26 27 28 29 30 | 31
AKJIII, - - <48 | 7-14 2-3 - - - - - 2-28 | 0-2 <48 - -
AZ[H, rog. | moba | moba o6  |mobm | rom.
Inomi
AJITI-M** 48
TOJI.
AaKJIIT, - - <48 | 7-14 2-3 - - - - - 2-28 | 0-2 <48 - -
KOMOIHOBAaHi roa. | moba | moba oo  |mobm | rom.
Tnomi
BaKHHFH Ha ~48
OCHOBI roj.
AaKJIT**
Baxiunu musa | - - 6- - - - - - - - - 6- | <48 - -
npodinakTky 12 12 | rox
KOpY noba mi6 | Imomi
> >48
[1apoTuTy, rojI.
KpacHyXu™**
BIK** - - - - cpr | 1,5- | 1, 1- 5- 1- - - <48 - -
6 5- | 12 12 | 24 TOJI.
Mmic. | 6 | mic. | mic. | mic Tnomi
Mic. >48
TOJI.
OIIB** 4-30 |4-75 - - CpH - - - - - - - <48 - -
mo6a |noba TOJI.
Tnomi
>48
roJI.
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1 17 | 18 19 20 21 22 |23 24 | 25 | 26 27 28 29 30 | 31
ITIB** - - CpPH - CpH - - - - - - - <48 - -
ron.
Inomi
>48
ron.
Bakmunau - - | <48 | <72 |cpmE**E¥| - - - - - - - <48 - -
TUTST rog. | rom. o
. IHOMI
npodigakTu s
“KkH ron.
rermaTuTy
B* %
[Momicaxapu | - - | <48 [cpm*Ex| 2.3 - - - - - - - <48 _ R
-nHi TOII. noba TOI.
Tromi
o
ron.
Ty6epky- - - - - - - - - - - - - - R -
JTiH**
PoraBipycHa | - - - - |cpm¥EEx| - - - - - - _ _ 21 -
BakIuHa** no6a
CupoBatku 3 | - - - - - - - - - - - - - _ 7.
HY>KOP1THUM 14
bimkom™** mi6

*V rmOoKo HEJOHOUIEHUX JiTeH, 0 HApOAMIHCS Ha 28 TIDKHI BariTHOCTI a0 paHimie
** [Iepemik He € BHYEPITHUM, HEOOX1THO KOPUCTYBATUCS KOPOTKOIO XapaKTEePUCTUKOIO/IHCTPYKIIEO ISt MEJIMYHOTO 3aCTOCYBaHHS BaKI[HH
Ta ajNepreHiB TyOepKyJIb03HUX, 3aPEECTPOBAHUX B YKpalHi

**%* op — crenuivHa peakinis Ha BBeaeHHs Bakiuan BLDK;
**FXCPH — CTPOKH PO3BUTKY HEBIJIOMI.




3BiT

Honatok 4

1o [Mopsiaky 3aificHeHHS
bapmMakoHarIsI Iy
(mynkTy 2 posainy IV)

1010 KUIbKICHOTO PO3MOAiJLy BAKIHMH M0 aAMiHiCTPATHBHO-TEPUTOPIAJIbLHUX OJUHHISIX

Ne 3/m | AnminicTpatuBHO- | [laTa ToprosenbHa Cepis Bupobnuk | KitbkicTh TemneparypHuit
TepUTOpiagbHa MOCTaBKH Ha3Ba BaKIIMHU (sasmasaerecs | AO3 PEXKUM TIpH
OJTMHHLIS [y  dopmari Ha3Ba (oo oxpemoi | TPAHCTIOPTYBAHHI
IMeHb/MiCSIIIb/PIK) M ATIPHIEMCTBA- BAKLMHH 1o (
BUPOOHHUKA, ’ X 3a3HaYarOTHCS YMOBH
sz‘fHH_ Oy nepenani y TEMIEPaTyPHOTO PEXHUMY, IO
BHPOGHHKA 3asHatcey 3adikcoBaHi npuIagaMu
BAKIIMHH) aﬂMlHlCT,paTHBHO_ MOHITOPHUHTY  TeMIepaTypH
TCPUTOPIATIBHY npu TPaHCTIOPTYBaHHI
OZMHHILO) BaKITHH)
1 2 3 4 5 6 7 8
1
2
3
4
5

Ycporo




JlonaTok 5

1o [opsanky 3aiiicHeHHs (papMaKkoOHATISLY
(miamyskT 1 myHkTy 3 poszauty V)

3BeneHi xaHi*

NP0 BUIAJAKH He0AKAHMX pPeaKuiil micjs 3acTOCYBaHHA BAKIHMH, TYOepPKYJIiHY

(3akJ1aJ] 0XOPOHH 3/10POB’fl, CTPYKTYPHUIi MiAPO3AJI 3 MUTAHb 0XOPOHHU 3/10POB’H)
3a nepioza

Topros
eJIbHA
Ha3Ba

HajimenyBanust
MiANpUEMCTBA-
BHPOOHHKA

Cepisn

KiabkicTh
BBeJIEHHX
1103

KinbkicTs HeOaxaHUX peakuiil MicJs 3aCTOCYBAHHA BAKLIMH, Ty0OepKyJpiHy**

32

* 3Be/IeHi laH1 PO BUIMAJKK HeOaKaHUX peakiliid Mmicis 3aCTOCYBaHHS BAaKIMH, TYOepKYIiHY HaAalOThCs 10 Oprany Iep:kaBHOTO KOHTPOJIO Ha ajpecy: BYI.
, M. Kuis,

, Ten./(akc (044) , e-mail:

) Ta 10 YIOBHOBaXEHOT YCTAaHOBH, 1110 BIJMIOBIIAE

3a OTpUMAaHHA Ta HAAAHHA 3BCACHUX JAaHUX ITPO BUIIAJKN HeOaKaHUX peaKLIifI B CJIICKTPOHHOMY BI/IT.HSII[i Ha Iioro aapecy CHCKTpOHHOI IOImTH

** HebaskaH1 peakiii miciisi 3acTOCyBaHHsI BaKLIMH, TyOepKyJliHy BKJIIOUAIOTh 1H(QOpMaIIito Tpo HeGakaHl peakilii 3T1AHO 3 KOJaMU MepetiKy KIIHIYHUX MPOsBIB

HeOKaHUX peakIid TiClsg 3aCTOCYBaHHS BaKIIWH,

TyOepKyliHy Ta/abo iX oOmuMcoM, BKIIOYAIOYM 1HPOpPMAIliIO, IO MICTUTECA B KOPOTKIiM

XapaKTePUCTHULI/IHCTPYKIIT A1 MEJMYHOTO 3aCTOCYBAaHHS BaKIUH, TyOSpKYIIiHY .
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Bumoru 1o ckiaagaHHsa

3BeleHNX JaHMX NMPO BUMAAKHA He0AKaHUX PeaKuii micjsi 3aCTOCYyBAHHS
BaKIUH, TyOepKYyJIiHY

1. 3BeaeHi AaHi PO BUIMAIKU HeOaaHUX pEakiliid Miclis 3aCTOCYBaHHS BaKI[UH,
TyOepKYyJIiHYy 3alIOBHIOIOTHCS BIMTOBIATHFHOIO 0COO0I0 B TAKOMY MOPSIKY:

1) y 3aroioBky 3BEJCHHX IaHUX MPO BHUMAAKH HEOAKAHUX PEaKIid Micis
3aCTOCYBAaHHS BaKIMH, TyOEpKyJiHY 3a3HadyaeThCs YTOBHOBAXKEHHH OpraH, IO
BIJIMIOBIIa€ 3a OTPUMAaHHS Ta HaJaHHS 3BEJACHUX JAHHMX IMPO BUIAIKH HEOAKaHHX
peakIiii Ta 3BITHUI Nepiox;

2) ToproBejibHa Ha3Ba BaKIMHU, TyOCpPKYIiHY;
3) HaliMeHyBaHHS MiAMPUEMCTBA-BUPOOHHKA, KpaiHa;

4) cepis BakIIMHU, TyOEpKyIiHY. YBaXKHO BKa3yeTbCs CEpisl 3 yciMa HassBHUMHU
JiTepaMu Ta HUQPpaMH, 3a3HAYEHUMH Ha YMAaKOBIIl BAaKIMHU a00 aHATOKCUHY YU
anepre”Hy Tyoepkynbo3Horo (Hampukiaa, AD12CN234DE — npaBuiibHuil BapiaHT
3anoBHeHHs cepii, A/[12CH234J1E — nenpaBuiibHUI BapiaHT 3allOBHEHHS cepii);

5) KUIBKICTh ()aKTUYHO BBEICHUX /03 BIANOBIAHOI cepii BaKIIUHU, TYOEPKYIIIHY;

6) iHpopMaIlisi TPo KUIbKICTh HEOKAHUX PEAKIliN 3T1JTHO 3 IEPETIKOM KIITHIYHUX
NposIBIB HEOaXaHUX peaKIlil TMICIAs 3aCTOCYBaHHSA BaKUWH, TYOEpKyliHY, IO
3a3HAYCHUM y JOJIaTKy IbOMY JOAATKY. SIKIIO0 KJIIHIYHI OpOosBU HeOakaHOT peakiiii He
3a3HA4YeH] B MEpeNiKy KIIHIYHUX NPOsABIB HEOAKAHUX pEaKI[iil MICis 3aCTOCYBAHHS
BaKIMH, TYOEpKyJIIHYy, 1151 HeOaXkaHa peaKilis 3a3HAYAE€ThCS Y BUIBHOMY DPSAKY, 0e3
3a3HA4YECHHS KOAY;

7) y pa3il BIICYTHOCTI HAasBHOCTI 3a 3BITHUN TMepioj]] HeOakaHUX pPEaKIin
BiAMOBIAHA Tpada 3BEACHUX JAaHUX IPO BHUMNAAKU HEOAKaHUX PEAKIIN IicIs
3aCTOCYBaHHS BAaKIWH, TYOSPKYIIHY Ma€ 3aJUIIATUCS TTOPOKHBOIO.

2. 3BeneHi AaH1 PO BUIMAJKH HEOaKaHUX PEAKIIN MICHsl 3aCTOCYBaHHS BaKIIWH,
TyOepKyJIiHY HaIat0ThCS J0:

OpraHy Aep:KaBHOIO KOHTPOJIIO Ha aApecy:
Ten./pake , e-mail:

b

BIIMOBIAAIBHIA 0c001 YTIOBHOBXKEHOTO OpraHy, I110 BIAMOBIiAA€ 32 OTPUMaHHS
Ta HaJIaHHS 3BEJCHUX JIAHWX IPO BUITAJIKM HeOaKaHWX PEakIlii B aaMiHICTPATHBHO-
TEepUTOpIaIbHINA OUHHUIIL. B eeKTpOHHOMY BUTJISI — HA aJIpeCy €IEeKTPOHHOI MOIITH
BIJIMOBITHOTO YTOBHOBaKEHOTO OPTaHy, IO BIJMOBIIAE 32 OTPUMAHHS Ta HaJaHHS
3BEJICHUX JAHUX TMPO BUIMAJKKM HeOaXaHMX peakiid B  aAMIHICTPATHUBHO-
TEepPUTOpPIaTbHINA OIUHUIIL.




Jonatok 6
1o [opsanky 3aiiicHenHs papMakoHarIsay

(myHKT 9 po3ainy 1V)
MenuuHa
IToBinomJieHHS NIPO HeOAKAHY PeAKLII0 JIKAPCHKOT0 AOKYMEHTAIlisl
3aco0y, Ta/a00 BiACYTHICTh e)eKTUBHOCTI JIKapCbKOI0 ®opma Ne 137/0

3aco0y, Ta/a00 HECIPUATIUBY MOJII0 MiCJA iMyHi3amii

(HIIII)

HOBiI[OMJIeHHH 3aIIOBHIOETLCA TAa HAAAETHCA 0O OpraHy ACPIKABHOT'O KOHTPOJIO

I. Indopmanis npo namieHra

[Ipi3Buiie .
PISBHLIE, Howmep icropii

BJIACHE 1M 1, JlaTa
. XBOpOOU/
1o 0aTBLKOB1 .. | HApOJKEeHHs1/
aMOyJIaTOpHOI :
(3a BIK
KapTu

HasIBHOCTI)

3picT
(cm)

Cratb Bara (xr)

"1 goJ1. [] %xI1H.

II. Ilino3prosani HP/BE/HIIIII

[Tino3proBana HP/HIIIII (onuwime xoostcen kniniunut Hacainoxk HP/BE/HIIIII
nposie HP/HIIIII i3 3a3nayennam oam ma yacy novamxy | [| BumyKaHHs 0e3 HACIIAKIB

i 3aKiHYenHs ma Hacaioky)/3a3nauenus BE

Jata ta yac nouarky HP/BE/HIIIII
Jlata Ta gac 3axinuenns HP/BE/HIIIII

Kopekunis HP/BE/HIIIIIL:

[0 6e3 nmikyBaHHs [ HEMEeTUKaMEHTO3HE JIKyBaHHS

[0 menukameHTo3Ha Teparis [ Xipypridyde BTpy4aHHs
O miami3

LI BUIYyKYy€E

] 6e3 3MIH

[ BUAY>KaHHS 3 HACJIIKAaMHU
I cMepTh

] HEBIIOMO

Yu BBaxarotbes 1i nposisu HP/HIIIII cepiiozaumu (crocyerbes Bunaaky HP/HIIIII B

uiomy) Ortak Ol

Axio Tak, 3a3Havaetses, yomy HP/HIIII BBaxkaeThest cepito3HOO (BIAMIYAETHCS

oaHa a00 JAeKiIbKa MPUYHH):

] cMepTh maIieHTa ] TpuBaa HEMpare3IaTHICTh
/] /(mata cMepTi) || BpPOJI’KEH1 BaJy PO3BUTKY

] 3arpo3a JKUTTIO ] 1HIIIa BayKJIMBA MEIMYHA OI[IHKA
] rocmiTasmizaris/ mpoI0BKCHHS ] iHBATIAHICTH

roCHiTani3amnii namniexHTa [ rpynosa HITITI




2 [IponoBxkeHHs fonaTka 6

I11. Indpopmaniss mpo migo3proBaHi JiKapcbKuii 3aCi0, BAKIIMHY, TYOEPKYJIiH

igosproani | Homep | ITokasanms Crmoci6 | /lara ta |/laTa Ta
JI3, Bakiuua, | Cepii | (3a MO JTH- o YBEJACHHS | dYac uac
TyGepKyJIiH Boctiza | .o | 2| & E MOYaTKy BaKiHdCcH
(TOproBelibHa MKX-10) ‘E( g é g Tepariil i
Ha3Ba, 5 % 5 E Teparii
JTiKapchKa | ¥ g
dopma,
BUPOOHUK)

3axoou, wio éxcusanucy, cmocosHo nidosproeanux JI3, eakyunu, myoepKyiny
ona kopexkuii HP/BE/HIIITI

) BigMiHa Mmigo3proBadoro JI3 "] HEBIZIOMO

[} He 3aCTOCOBAHO (Hanpuxiao, akujo nioosprosaui JI3, eaxkyuna, myoepKyiin
3ACMOCOB8YIOMbCSL 0OHOPA3060)

I menukamenTo3Ha Tepamnist HP/BE/HIIIII (3asnauaromuvcs JI3, cuna 0ii, mpueanicmo
NPU3HAYEeHHs1)

Uu npuszHavanucs migo3prosani JI3, Bakuuaa moropuo [ rak [ HI
Skm1o Tak, 3a3HaYAETHCS, YU OyII0:

[ 3HMKEHHS 403U Mi103ptoBaHoro JI3 (HacCKiIbKH)

[1 301IbIIICHHS 103U TT1103ptoBaHoro JI3 (HaCKIbKN)

[0 103y HE 3MIHIOBAJIH

Uwu Bunukana nosropuo HP/BE micns moBTropHOTo npusHaueHHs mio3proBadoro JI3
Orak  OHI
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IITa. TonatkoBa indopmanis y sunaaxky HIIIII na Bakuunu a60 Ty0epKyJIiHH

Kareropis imyHizauii a6o Kareropis HIIIII
TyOepPKYJIIHOAIAaTHOCTUKH

I MacoBa kammaHis iMyH13arii [ peaxirist Ha BaKIIUHY/TyOepKyJIIiH

] meryieHHs 3a BIKOM || mporpaMHa IoMHiIKa

) TUTSAYUR TOMIKUTBHUN 3aKi1a/ || BUMaiKoBa mojis

] mkosa ] peakirist Ha 1H’ €KITiI0/CTpax mepe

] MeIUYHMI KaOIHET JJI TUX, XTO IMyHI3aI11€10/Ty0epKYJITHO11arHOCTUKOIO

MOJOPOKYE ] HEBIZIOMO

[l mpoBeieHHS TYOCpKYIIHOJIarHOCTHKU

[ iHIIe

Howmep no3u (st Miciie yBefieHHs BaKIIMHU/ Crnoci0 yBeneHHs
BaKI[MHU) TyOepKYyJIIiHY BaKIUHU/
TyOEpKYJIiHY

) meprmmit | [ yeTBepTuit | [ miBe ruiede | [l crerno (0e3 [ mepopaibHO

[ mpyruii | [ i’ atuit (] mpaBe myiedye | yTOUHEHHS) [} BHYTPIIIHBOMSI30BO

[ tperiii | [I>’sToro | [ meue (6e3 | [ miBe ] BHYTPIIITHBOIIIKIPHO
YTOYHEHHS) IepeaIIYIsa [ migmKipHO
] miBe crerHo | Ll mpaBe [l iH11e
] nmpaBe nepearIiays

Tepwmin 30epiranas CTErHo ) mepenmyys
I/ / (6€3 yToYHEHHS)

JlaHi aHaMHe3y KUTTS 0CO0H, AKi 0YyJI0 IPOBEACHO
iMmyHizanin/Ty0epKy/JTiHOAIATHOCTUKY (LIETUTIOBAIbHUNA aHAMHE3, HAsIBHICTD PEaKIIii
Ha NONepeIH1 BBEICHHS BaKLIUH, TyOEepKYIiHY, HaABHICTh TOCTPOro ad0 3aroCTpEHHs
XPOHIYHOTO 3aXBOPIOBAHHA MPOTIroM 1-1,5 MicsuiB 10 NpoBEACHHS
IMyH13a1111/TyO0epKyIiHOIIarHOCTHKH, 3aCTOCYBaHHS IMyHOCYITPECUBHOT Tepartii
mpOTAroM | MicCsIIs Ta mpernapaTiB KpOBi MPOTIToM 3 MICSIIIB JI0 MPOBEACHHS
IMyH13a1111/TyO0epKyIiHO11arHOCTUKHU TOIIIO)
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IV. Indpopmanisa npo cynyrni JI3
(3a 6UHAMKOM Npenapamis, wo 3acmoco8y8aiucs 0Jisl KOpeKyii Hac1ioKie

HP/BE/HIIIII)
CynyTHi JI3, [TokazanHs - Crocib Hara Hara
(ToproBenpHa (3a = | 8| & E YBEJICHHS| TIOYATKY | 3aKIHUCHHS
Ha3Ba, JIIKapChKa | MOXKJIMBOCTI :,[ :,[ E g Tepartii Teparii
dopma, 3a MKX-10) | = | 8 g =
BUPOOHUK, HOMEP © Q% ~ B
cepii)

[Hira BakymBa iH(popMallis (CymyTHI JIarHO3M, /1aHl JJA0OPaTOPHO-1HCTPYMEHTAIBHUX
JOCIIKEHb, aleproaHaMHe3, BariTHICTh 13 3a3HAYEHHSM CTPOKY BariTHOCTI, CIIOCOOY
3a4aTTs, pe3yJibTaTy BariTHOCTI (SIKIO BariTHICTh 3aBEPIINJIACh, 3a3HAYAIOTHCS JIaTH

T10JIOT1B, THUII TIOJIOT1B TOIIO))

V. Indopmauisi mpo noBiIOMHUKA

[Ipi3Buiie, BIacHe iM’s1, Mo 0AaTHKOBI (32
HasIBHOCTI)

CroemniajapHICTh

3akiaz OXOPOHH 37I0POB S

VI. Inpopmauisi npo
MeIUYHOro/papManeBTHYHOIO
cneniasicra (SKI0 HE MOBIJJOMHUK)

[Ipi3Buie, BIacHe iM’s1, o OATHKOBI (32
HasIBHOCTI)
CrieniayibHICTh

3akJiaJi OXOPOHU 3/I0POB’sI

Micrie3HaxoKEHHS
Micrie3HaxoKEHHS
E-mail
Temn. Jarta E-mail
Ten. Jlara
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Indopmanis 1y 3an10BHEHHA KAPTH-NIOBIIOMJIEHHSA

I. Indpopmanis npo naunienra

[Ipi3BuIie, BjaacHe iM’s1, 0 0AaTHKOBI (32 HAIBHOCTI) MarfieHTa (Mpi3BHIIE, BIaCHE
iM’s Ta 10 OaThbKOB1 IaIli€eHTa 3a3HAYAIOTBCSA TNEPIIMMHU JIiTepamMu. SIKIIo
MOBIJIOMJICHHSI CTOCY€EThCS JIIKaQpChKOTO 3aco0y, BaKIMHU, SKI MpHiiMajga BariTHa
JKIHKa, a HeOa)kaHa peakilis BUHUKIIA Yy IUIOAA, BCl JIaHl (32 BUHSATKOM HeOa)kaHOl
peaxiiii) HaJlaloThCS MPO MaTip).

Homep ictopii xBOopoOu/amOynatopHOi KapTh (yKa3yeTbcs HOMEp icTopii
XBOpOOU 4r aMOyJIaTOPHOT KapTH MAIli€HTA).

Jlata HapoIKEHH:I/BIK (3a3HAYAIOTHCS JACHb, MICSIIb Ta PIK HAPOHKEHHS MAIlIEHTA.
J171g marfieHTiB BIKOM BiJ] 3 POKIB Ta CTapIlle 3a3HAYAIOTHCS POKHU (HAMIPHUKIA, 4 POKH);
JUJISl TTAIIEHTIB 710 3 pOKIB — Micslll (Hanpukiaa, 24 Micsil); AJid Mali€eHTIB BIKOM J10
MICSIIS — AH1 (HAaIpUKIa, S THIB)).

Cratp (mo3Hauaetbcs abo K, a6o Y. ko MNOBIJOMIIEHHS CTOCYEThCS
JIKapChKOro 3aco0y, BaKIMHM, SKI MpUilMana BariTHa JKIHKa, a HeOa)kaHa peakiis
BUHHUKJIA Y IJI0J1a, BC1 JIaHi (32 BUHSATKOM HeOa)kaHa peakilii) HaJaloThCs Mpo MaTip 13
3a3HAYCHHSIM TPUMECTPY BariTHOCTI).

Bara (3a3HauaeTbcsl Bara naii€HTa y Kr).

3picT (3a3HAYAETHCS 3PICT MAIllEHTa Y CM).

I1. ITixo3proani ITP/BE/HIIIII

[Tino3proBana HP/HIIIII (onucyemuvcs koowcen xniniunuu npose HP/HIIIII i3
3A3HAYEHHAM 0am ma 4acy noyamky, 3aKiHuenHss ma Hacnioky)/3a3zHaueHHs BE
(onucyetnest koxxkHa HP/HIIII 13 3a3HaueHHsAM AT Ta 4yacy Mo4yaTKy 1 3aKIHYEHHS Ta
Hacninky HP/BE/HIIII. ¥V mnoBigoMieHHI MO0 BPOJKEHUX aHOMAaTIM Ioaa
BKa3y€ThCS JAaTa HAPOXKEHHSI IMTUHU 200 CTPOK BariTHOCTI).

Hacninoxk HP/BE/HIIIII (3a3HavyaroThCs BIIMOBIAHI MO3UIIIT).

Kopexuis HP/BE/HIIIII (3a3HauatoThest BIAMOBIAHI TO3UILIT).

Axumu BBaxkaroThcsi nposisu HP/HIIII (crocyerbest Bumanky HP/HIITIL B
ioMy) (3a3HauvaroThes BIAMOBIAHI mo3uili. Y pasi rpymoBoi HIIII xapTu-
MOBIJIOMJICHHS 3alIOBHIOIOTHCSI Ha KOXHOTO Talll€HTa, Y sikoro 3apeectpoana HITIII
Ta IKOMy OyJia poBe/IeHa IMyH13aIlis/TyOepKyIiHO11arHOCTHKA).

I11. Indopmanisa npo nigo3proBanuii JI3, Bakuuny, Ty0epKy.JIiH

[limo3proBanuii JiKapChbKHUil 3aci0, BaKIMHA, TyYOepKyJiH (TOproBeibHa Ha3Ba,
dbopma BHITYCKY, BUPOOHUK) (YKa3ylOThCsl TOPrOBEJIbHA Ha3Ba JIIKAPCHKOIO 3ac00Yy,
BaKIMHU, TYOEpKyJIiHy, WO MiJ03PIOIOTECA y TPUUETHOCTI JO BHUHUKHEHHS
HP/BE/HIIIII, nikapcbka Gpopma, BUPOOHHUK).

Homep cepii (3a3HauaeThcsi HOMEp cepli MiAO3PIOBAHUX JIIKAPCHKOro 3acoly,
BaKIIUHU, TYOCPKYIIIHY).

[ToxazanHsi (3a3Ha4yarOThCSl TOKa3aHHS Ui NPU3HAUEHHS II1103pIOBAHOTO
J1KapChbKOTo 3ac00y, BaKIIMHU, TyOepKyJIiHy (3a MOxMBOCTI 328 MKX-10)).
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Cuna nii (yka3yeTrbcsi BMICT Ait040i(MX) PEYOBHHM (PEUOBWH) y KUIBKICHOMY
BUpPaXEHHI HA OJJUHUINIO J03H, a00 OJUHUITI0 00'eMy, a00 OAMHHUIIIO MACH B1IMOBIAHO
JI0 JTIKapChkoi (hopMH T1103PI0OBAHUX JTIKAPCHKOTO 3ac00y, BAaKIIMHH, TYOCPKYJIIHY ).

PazoBa no3a (ykasyerbcs paszoBa J03a MIJO3PIOBAHMX JIKapChKOro 3aco0y,
BaKIIUHH, TYOCPKYIIIHY).

Kpartnicte mnpuiiManHs (yKa3yeTbCs KpaTHICTh TNPUWMAHHS IM1103pIOBAaHUX
JKapChKOT0 3ac00y, BAaKIIMHU, TyOEpPKYIIIHY).

Crnoci6 BBeleHHs (yKa3yeTbcsl croci0 BBEACHHS MiJO3PIOBAHUX JIKAPCHKOTO
3aco0y, BaKIIMHU, TyOCPKYIIiHY).

Jlata Ta 4Yac mouaTKy Tepamii (3a3Ha4yarOThCS JI€Hb, MICsIb, PIK Ta Yac
MPU3HAYEHHS 103PI0BAHMX JIIKAPCHKOTO 3ac00y, BAaKIIMHU, TYOCPKYJIIHY).

Jlata Ta 4Wac 3akiHYeHHs Teparii (3a3HAYAOThCSA JCHB, MICSIb, PIK Ta Yac
3aKIHYEHHS  3aCTOCYBaHHS  MIJAO3PIOBAHUX  JIIKApPCHKOro  3acol0y, BaKIMHH,
TyOEpKYJIHY).

3axoau, 10 BKUBAJIUCh CTOCOBHO MIJO3PIOBAHMX JIKAPCHKOro 3ac00y, BAKIIMHHU,
Tyoepkyniny mis kopekuii HP/BE/HIIIII (3a3HauaroThest BIAMOBIHI TO3UITIT).

IIIa. TonaTkoBa indopmanis y Bunaaky HIIIII na Bakuunam ado Ty0epKyJIiH

Kareropist imyHi3aiii abo TyOepKyIiHO11arHOCTUKY (ITO3HAYKOIO Y BIAMOBIIHIM
KJIITHHII BIIMIYAa€ThCS KaTeropist iMmyHizailii abo TyOepKyIiHOIIarHOCTHKH ).

Kateropis HIIIII (mo3Ha4ykoro y BIAMOBIAHIA KIITHHIN BiIMIYa€ThCs KaTEropis
HIIII).

Homep no3u (a1t BakiimHu) (ITO3HAYKOK Y BIAMOBIIHIN KIITHHI BIAMIYAETHCS
HOMED JI031 BaKITMHAITBHOTO KOMILICKCY ).

Micue yBeneHHs BaKUMHU/TyOEpKyJiHY (IMO3HAYKOKO Y BIAMOBIAHIN KIITHHII
BIIMIYAETHCS MICIIE YBEJCHHS BaKIIMHU/TYOEPKYIIHY).

Crnoci6 yBeneHHS BakLMHH/TYOEpKyIiHY (ITO3HAYKOK Y BIJIMOBIIHIA KIIITHHII
BIIMIYA€ETHCS CIIOCIO YBEICHHS BaKIIMHU/TYOSPKYJIIIHY ).

Jani aHaMHE3y KUTTS oco0u, SKIN Oy1o MPOBEJICHO
HICTUICHHSI/TYOepKYJTIHOIarHOCTUKY (IIETUTIOBAILHUN aHaMHE3, HAsBHICTh PEaKIIii
Ha MOTEPE/IHI BBEJICHHS BaKIIMH, TYOSPKYJIIiHY, HaIBHICTh TOCTPOTO 200 3aroCTPEHHS
XPOHIYHOTO  3aXBOPIOBaHHSA  mpoTsaroM  1-1,5 MicgmiB 10  NIPOBEACHHS
IMyH13a1111/TyOepKyIiHOIIarHOCTUKH, 3aCTOCYBAaHHS IMYyHOCYIIPECHUBHOI — Teparii
npotsroM 1 wmicsausg Ta TpemapariB KpoBI MPOTITOM 3 MICAIIB J0 TPOBEICHHS
iMyH13a11i TOIIO) (3a3HavyaeThes 1H(OpMAIIS MO0 UISIIIOBAIBLHOTO aHAMHE3Y,
HAsIBHOCTI peaKilii Ha MoMnepeIHi BBEJICHHS BaKIIUH, TyOEpKYIiHY, HASBHOCTI TOCTPOTO
a00 3aroCTpEeHHsI XPOHIYHOTO 3aXBOPIOBAHHS MPOTATOM 1-1,5 MicsLIB 10 MPOBEIECHHS
IMyHI13a111i/TyOepKyTIHOIarHOCTUKHU, 3aCTOCYBAHHS IMYyHOCYIIPECUBHOI Teparnii
npotaroM 1 wicsAug Ta NIpemnapariB KpoBI MPOTAroM 3 MICALIB 10 MNPOBEICHHS
IMyHI13a111i/Ty0epKyTIHOIarHOCTUKH TOILIO).
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IV. Inpopmanisi mpo cynyTHi JikapchKi 3aco0u (3a BUHATKOM Ipenaparis,
sIKi 3acTocoByBaJsiuce 1Js kopekiii Hacaiakis HP/HIIIII/BE)

CynyTHi JiKapchki 3aco0U, BaKIMHA, TYOEpKYJIiH (TOProBesibHa Ha3Ba, J1KapchKa
dbopma, BUpPOOHHMK, HOMEp cepii) (yKa3ylTbCS TOProBeIbHI Ha3BU CYMYTHIX
JiKapChKHUX 3ac001B, K1 MPU3HAYAIMCH, iX (hopMa BUIYCKY, BUPOOHUK, HOMEp cepii).

[TokazanHs (3a3HA4YarOTHCA MOKAa3aHHS JJIA MPU3HAYEHHS CYMYTHIX JIKApChKUX
3aco01B, BaKI[MHHU, TyOEpKYIHY (3a MOXIUBOCTI 32 MKX-10)).

Cuna nii (yka3yeTrbcsi BMICT AiI04O0i(MX) PEYOBHHH (PEUOBUH) y KUIBKICHOMY
BUPAXEHH] HA OJIMHHUIIIO J03H, a00 OJIMHUITIO 00'eMy, a00 OJUHUIIIO MacH BiJIOBITHO
JI0 JTIKapChkoi (hOpMH CyNyTHIX JIIKAPCHKUX 3aC001B, BAKIIUH, TYOSPKYIIIHY).

PazoBa mo3a (ykasyeTbcs pa3oBa J103a IiJI03PIOBAaHUX JIIKapCHKOTO 3acooy,
BaKIIMHH, TYOCPKYIIIHY).

Kpartnicte mnpuiiManHs (yKa3yeTbcs KpaTHICTh TPUWMAHHS I11103pIOBAaHUX
JKapChKOTo 3ac00y, BAaKIIMHU, TyOEpKYIIIHY).

Crnoci6 BBeneHHs (yKa3yeThCsl CociO BBEJEHHS CyNYTHIX JIKAPCHKUX 3aco01B,
BaKIIMH, TYOEPKYIIIHY).

JlaTa moyartky Tepariii (3a3Ha4ar0ThCS JI€Hb, MICSLlb Ta PiK IPU3HAYEHHS CYITyTHIX
JIKApChKUX 3ac001B, BAKLIMH, TYOEPKYJIHY).

JlaTta 3akiHYeHHs Tepamii (3a3Ha4ar0ThCsl J€Hb, MICALL Ta PIK 3aKIHUCHHS
3aCTOCYBaHHS CyIYTHIX JIKapChKHUX 3ac001B, BAKLIUH, TyOECpKYJIIHY).

[Hma  BaxmBa iHQopMmarig  (CymyTHI  JlarHO3W, JaHl JabopaTopHO-
IHCTPYMEHTAJIbHUX JOCIIHKeHb, aJleproaHaMHe3, BariTHICTh 13 3a3HAYEHHSIM CTPOKY
BariTHOCTI, CLIOCO0Y 3a4arTsi, pe3yJbTaTy BariTHOCTI (SKIIO BAariTHICTh 3aBEPIINIIACD,
3a3HAYAIOTHCA J1aTa MOJIOTIB, THI TOJIOTIB TOIO0)) (3a3HAYAIOTHCS JIaHi, SIKI MOXYTh
BIUIMBATU HA TPOSB HeEOaKaHOI  PEakKIlli/BiACYTHICTh €(EKTUBHOCTI, aiie
0e3rmocepeIHbO 3 HUM HE TIOB’s13aHi).

V. Indopmanisi npo noBitoMHHKA

3a3HayvaOThCsl MpI3BUILE, 1M’S, MO OaThbKOBI (3a HASBHOCTI) MOBIJOMHUKA,
CHELIAJIbHICTh, OpTaHi3ailis (3aKiia]] OXOPOHH 37I0pOB’sl), MOIIITOBA aJpeca opraHizaiiii,
€JIEKTPOHHA ajjpeca, TeneoH, 1aTa 3all0BHEHHS.

VI. Indopmaniss npo Meau4uHoOro/papmManeBTUHYHOIO creniagicra (Ko
He MOBIIOMHHK)

3a3HavyaroThCcs  Mpi3BUIle, IM’A, 1O  OaTbkoBi (32  HASBHOCTI)
MEJIMYHOT0/(hapMalleBTUIHOTO  CIIEIialicTa, CIEMialbHICTh, 3aKJIaJd OXOPOHH
3JI0POB’ s, MICIIE€3HAXOKEHHS, €JICKTPOHHA ajjpeca, TenedoH, JaTa 3alI0BHCHHS.




Jlonatok 7

1o [opsanky 3aiiicHenHs papMakoHarIsay
(mynkt 12 posainy IV)

Hepeaix HITIII, moa0 ikux NOBUHHO OYTH 3alI0BHEHO TA HAAHO MOBIIOMJIEHHSA
PO He0axkaHy pPeakuilo JiKapcbKoro 3aco0y (BakuuHu, Ty0epKy1iny), Ta/adbo
HECHPUATJIUBY NMOAII0 mic/sa imyHizamii (mamai - HITII)*

Ne Hepeaix HITITT Opi€eHTOBHI CTPOKH
3/m PO3BHUTKY
1 2 3
1. | AGcuec Ha MicIi 10 ekl | mpotsirom 14 gHIB - michs
(HecTepUNIbHUN/CTEPUITBLHUN) micis | IMyH13arii
3aCTOCYBaHHS Oyap-sKoi  1H €KIIAHOT
BaKITUHU
2. | AnepriuHa peakilisi TICIS 3aCTOCYBaHHS | IPOTSITOM 72 TOAMH TICHS
Oy1b-sIKO1 BaKIIUHU IMyHI13a1ii
3. | AHadinakTHYHUN 1IOK, aHaduUIakToigHa | mpoTaroMm 48 TroAMH Micis
peakiiss TIiCAsS 3acTOCYyBaHHSA Oyab-sKO1 | IMyHI3alii
BaKI[MHU
4. | AntHOEe (y rIIMOOKO HEIOHOIICHUX JITEH, 10 | CepeaHii Yac CTaHOBUTH 2-3
HapoAWINCS Ha 28 TWXKHI BariTHOCTI a0o | JHI MICs IMyHi3atii
paHiie)
5. | Byap-siki KJIiHIYHI OPOSBH, 110 HE 3a3HaueHl | npotsroM 30 AHIB  micis
B KOPOTKIM XapaKTEPUCTHUIIl JAJIT MEIUYHOTO | IMYHI3aIli
3aCTOCYBaHHA y pa3l BIACYTHOCTI 1HIIUX
MPUYHH
6. | l'enepamizoBana  BIK-indekuiss  micas | npotarom 1-24 MicsiiB
3acrocyBanHs BakuuHu BILDK (B Tomy uuncii
OCTEeiT, OCTEOMIENIT Ta 1H.)
7. | 'inotoniuHo-rinopecnoncuBHuil cuaapom | 0-48 roamn. B cepemnbomy

yepe3 3-4 roAMHM  TICHA
IMyHi3arii. Ommak  1HOAI
pOSIBU BUSBJISIOTHCS HAaBITh
Oinblle HIX yepe3 48 roauH
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8. | l'ocmitamizaliisa micis 3acTOoCyBaHHsA Oynb- | mpotsasroM 30 aHIB  micid
KO BaKIUHH, TyOEpKyJiHYy y pa3l MI03pH | iIMyH13amii
Ha 3B’S30K 13 IIETJICHHSM
9. | T'octpuii B’ SIIUI napaniy (micns | 4-30 gHIB micas iMyHi3awii
3aCTOCYBaHHS  OpaJIbHOI IMOJIIOMIETITHOT
BAKIIUHM )
10.| Toctpuii B’anuii mapangia 'y ocoOu, sika |4-75 mHiB micis iMyHi3amii
KOHTaKTyBaJla 3 BaKIIMHOBAHWM OPaJTHHOIO
MOJIIOMIETITHOIO BaKIIMHOIO
11.| Ennedanonaris
MICNSE  3aCTOCYBaHHS  BakUMHU  JJIs | 6-12 qHIB micis iMyH13aIi
po(TaKTUKU KOPY, MAPOTUTY, KPACHYXHU
MIiCIsS  3aCTOCYBaHHA  BAKIWHHA IS e
. 0-2 nHiB micas IMyHi3ali
npo(UTaKTUKY KAILTIOKY, TudTepii, IpaBIfo
12.| IuBarigamis KUIIKIBHUKA (micns | mpoTsirom 21 nmHS TGS
3aCTOCYBaHHS BaKIMHU I MPOQIIAKTUKH | IMyHI3allii. Pusuk
pOTaBipyCHOI 1H(EKIIIT) HJBUILYETHCS Yepe3 nepi 7
JTHIB 1, SK TIpaBWIO, IIICIs
MEPIIOT JO3U
13.| Kenoinuuii pyOenb miciast 3acTOCYyBaHHS | MPOTIroM S5-12 MicsIlB micis
BakuuHu BIDK IMyHI13a1ii
14.| JleranpHuii BUMAgOK TWICAS 3acTocyBaHHsA | mporsiroM 30  AHIB - michs
Oy/Ib-IKOi BaKIMHU, TYOEPKYJIIHY IMyHI13aIii
15.| JlimpaneniT micis 3aCTOCYBaHHS BaKUMHM | TPOTIroM 1-12 micsiiiB
BIK
16.| Iligmkipauii  XomomaHWN  abciec  Mmicis | mpoTsaroM 1,5-6 MicsIliB micis
3actocyBaHHA BakumHu BIDK IMyHi3aii
17.| HeBpuT 1mieyoBoro HepBy, CUHApPOM l'ieHa- | 2-28 nHIB Micis iMyH13alii
bappe
18.| IloBepxneBa Bupazka > 10 wmm micas | mpotsrom 1,5-6 MicsiiB micis

3acTtocyBaHHA Bakmau bIDK

IMyHI13a1ii
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19.

Cercuc micas 3acTOCYBaHHS — OYJIb-SIKO1
1H  €KIIIHHOT BaKIINHU

npoTsroM 7  JHIB  MICHA

iMyH13arii

20.

CunpHa MicrieBa peakiisi micas Oyab-sKoi
1H’ €KIIHHOT BakuHA (HaOpsak >50 MM Ta/abo
rinepemiss >80 mm Ta/abo iHUIETpaT >20
MM)

OpoTsroM 7  JIHIB  MicCHA

iMyHI3arii

21.

CHHJIPOM TOKCHYHOT'O IIOKY OYJIb-SIKOI
1H’ €KIIIHHOT BaKIINHU

3a3BUYail MPOTITOM 72 TOJUH
micys iMyHi3aiii

22.

CupoBaTkoBa XBOpoOa NpH 3aCTOCYBaHHI
BaKIIMHU Y TIO€JHAaHHI 13 CHUPOBATKH 3
9Y>KOP1THUM OLTKOM

npotarom 7-14 pgHiB micas
3aCTOCYBaHHs

23.

Cran CXOKUU enigeMIYHUI

MapOTUT/OPXIT

Ha

npotsirom  7-10 1HIB  michs
IMyHI13a1ii

24.

Cynomu agedbpuipHi

npotsirom 7-14 1gHIB michis
IMyHI13a1ii

25.

Cynomu peOpuiabHi

npotsirom 48 TOAUMH micas
imyHizamii. [Ipu 3acTocyBanHi
BakimHu KIIK — npotsarom 6-
12 nHiB micas iMyHi3alii

26.

TpuBanuii NpoOHU3IUBUN KpUK/T1ay (OLIbIIIe
3 TOJWH) MICJISI 3aCTOCYBAHHS BaKIIMHU JIS
npodiIaKTHKH KalIUTIOKY 3
HUIBHOKJIITHHHAM KallJIIOKOBUM
KOMITOHEHTOM

0-48 rommu. Opguak 1HOIL
MPOSIBU BUSBJISIOTHCS HAaBITh
OibITIe HIXK Yepe3 48 roauH

27.

TpomOouUTONEHIS  TICIS  3aCTOCYyBaHHS
BaKIMHU U1  TPO(UIAKTUKH  KOpY,
NapoTUTY, KPACHYXH

cepeaHii yac CTaHOBUTH 12-25
JHIB TICHsA IMyHi3amii, ane
miarna3oH CTaHOBUTH 1-83 gHi

nepenik BakiuH, mposieiB HIIIII Ta TepMiHiB TX BUHUKHEHHS HE € BUYEPITHUM Ta MOKe OyTH PO3IIMPEHHUH Ha MiACTaBi odiuiiHuX

HOBiZ[OMIIeHB Oprany A€pKaBHOI'0 KOHTPOJIIO.




Jonatok 8
1o [opsanky 3aiiicHenHs papMakoHArIsAy
(miamyskT 1 nmyHkTy 5 rnasu 1 po3ainy V)

Crpykrypa
Macrep-(paii1y cucreMu (papMaKOHATJIAAY 3asiBHMKA/BJIACHUKA peecTpaunil

TutynbpHa cTOpiHKA.

Omnuc cuctemu hapMakoHAIJISITy 32 PO3A1IAMHU:

L. ITndopmarris mpo ynoBHoBaxeHy 0coOy 3 (hapMaKOHArJISI Ty

I1. Tndopmariiss mpo opraHizaiiiiHy CTPYKTYpy 3assBHUKA / BIACHUKA PEECTPALlli
II1. Indopmariis mpo Jaxepesna 1aHux 3 Oe3neKu

IV. Indopmariist mpo KOMI'TOTEpU30BaHI CUCTEMU 1 0a3H TaHUX

V. Indopmariis mpo npouecu GapmakoHarsiy

V1. [ndpopmariist mpo OpoAyKTUBHICTh CUCTEMH (PapMaKOHATIISTY

VII. Iadopmartis npo cuctemy sSIKOCTI y hapMaKoHATIIsI1

JlonaTku.




JonmaTtok 9
1o [lopsiaky 3aificHeHHs (papMaKoHATTISTY
(myHKT 4 Ti1aBH 2 po3airy V)

Crpykrypa
MePioAMYHO OHOBJIIOBAHOTIO 3BITY 3 0e3neKku Jikapcbkoro 3aco0y (IIO3b)

TutynbpHa cTopiHKa

3aranpH1 MOJIOKEHHS

3wmict [103b

I. Beryn

1. Mi>kHapoIHU peecTpalliifHUi CTaTyC

I11. 3axoau 3 6€3neKu, BXKUTI MPOTITOM 3BITHOTO MEPIOTY

IV. 3miau y 10Bi1IKOBIHM 1H(pOpMaILlii 3 Oe3neKu

V. OriHka eKkcro3ulii Ta cXeM 3aCTOCYBaHHS

V.1. KymynsaTuBHA €KCIIO3UIlIS YYACHUKIB KIIHIYHUX BUNIPOOYBaHb

V.2. KymynsTuBHA Ta 1HT€pBaJibHA €KCIO3UIlISI MAIlIEHTIB Y MOCTPEECTPALIMHOMY
nepiofi

VI. JlaHi 3BeJieHUX TaOJIHIb
VI.1. JoBinkosa iHdopmartis

VI1.2. KymynsTuBHI 3BelIeHI TaOJMIIl MpO CEepilo3H1 HeOakaHi sIBUIIA, 1110 BUSBJICHI
M1]1 Yac KJIIHIYHUX BUTTPOOYyBaHb

VI1.3. KymynsaTuBHI Ta iHTepBaJIbHI 3BEJICHI TaOJMIIl 3T1THO 3 JAHUMH 11010 OC3IEeKH,
OTPUMAHUMHU Y TIOCTPEECTPALIITHOMY TIEP10/I1

VII. Pe3tome 3Hauymux pe3yJbTaTiB KIIHIYHUX BHUIPOOYBAaHb MPOTSITOM 3BITHOTO
nepioay

VII.1. 3aBepiiieHi KiiHI4YHI BUPOOYBaHHS

VIL.2. TToTouH1 KIiHIYHI BUIPOOYBaHHS

VII.3. TpuBane cnoctepexeHHs

VI1.4. TH11e TepaneBTUYHE 3aCTOCYBaHHS JIKAPChKOT0 3aC00Yy (SKIIIO 3aCTOCOBAHO)
VIL5. Hogi gani 3 6e3mexu, moB’s3aHi 3 (pikcoBaHUM KOMOIHOBAaHUM JIIKYBaHHIM

VIII. Pe3ynbTatl HEIHTEPBEHIINHUX JOCIIIKEHb
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[X. Indopmartis 3 IHIIUX KITHIYHUX BUMTPOOYBaHb Ta JKEpell

IX.1. Inmn kaiHigH1 BUIPOOYBaHHS

IX.2. Tlomunku, oB’s3aH1 3 JIIKAPCHKUM 3aCO00M

X. Hexuiniuni mani

XI. Maui1 3 nmiteparypu

XII. Tami [1O3b

XIII. BiacyTHicTh €eKTUBHOCTI Y KOHTPOJIbOBAHUX KIIIHIYHUX BUMIPOOYBAHHSIX
XIV. Indopmariisi, oTpuMaHa B OCTaHHIN MOMEHT

XV. Ormnsin curHaiiB (HOBI, MOTOYHI Ta 3aKPUTI)

XVI. OuiHka curHaiiB Ta pu3uKiB

XVI.1. Pe3tome pobieM Ge3neku

XVI.2. Omigka curdajiis

XVI.3. Ouinka pu3uKiB Ta HOBOI 1HPOpMaIIii

XVI1.4. XapakTepucTruka pu3nKiB

XVL5. EdexTuBHICTh 3aX0/11B 3 MiHIMI3aI[ll pU3UKIB (SIKIIO 3aCTOCOBAHO)
XVII. Otinka KOpUCTI

XVII.1. Baxxnua 6a3oBa inpopMmaiiist 3 eheKTUBHOCTI

XVII.2. HoBa BusiBiena inpopmaiiisi 3 €heKTUBHOCTI

XVIIL.3. XapakTepucTrKa KOPUCTi

XVIII. KommiekcHUN/IHTETpOBaHUM aHaNI3 CIIBBITHOIICHHS] KOPUCTH/PU3UK JIJIS
3apeeCTPOBAHMX MTOKA3AHb

XVIII.1. KoHTeKCT CIiBBIAHOMICHHS KOPHUCTH/PU3MK (MeIuyHa HEOOXIJIHICTh Ta
BKJIMBI aJIbTEPHATHBH)

XVIIL.2. Ouinka aHaiizy CIiBBITHOIIEHHS] KOPUCTH/PUZHUK
XIX. BuCHOBKM Ta 3aX01u1

XX. Homatku go 11036




Honatok 10
1o [opsanky 3aiiicHenHs papMakoHarIsay
(myHkT 7 Ti1aBu 3 po3airy V)

Crpykrypa [lnany ynpaBiaiHHs pu3suKaMu

Yactuna I

3aranpHa iHOpMalis mpo Jikapchkuii(i) 3aci6(3acodu)

Yactuna 11

Crnenudikariis 3 6e31neKu

MoayJb
CI
Monayanb
Cla
MoayJib
CIII
Monyasb
Clv
Monyasb
Cv
Monyasb
CVl
Monayanb
Cvil
MoayJb
CVIII

Emigemiosnoris mokazaHb 10 3aCTOCYBaHHS Ta IMIboBa(1)
nomyJisiitisi(i)

JloksiHiuHA yacThHa cnenudikaiiii 3 6e3nexu

Excrno3uiiist mari€HTiB, 3a1y9eHUX J10 KITHIYHUX
BUNIPOOYBAHb

[Tomymsiii, K1 He BUBYAIHUCH IT1]T Yac KITHITHUX
BUNPOOYBAHb

ITicnspeecTpaliiiiuii J0CBIJI

Honatkosi BuMoru Ykpainu N, €C no cnenudikarii 3
Oe3neku

InenTudikoBaHi Ta MOTEHIIWHI PU3UKH

Pesrome ipobiiem Oe3neku

Yactunua I11

[1nan 3 ¢papmakoHarsay (BKJIHOYAIOUW MICIIpEeECTpaliiii
JIOCITIJIKEHHS 3 0€3MeKN)

Yactuna IV [Tnanu mo0 micasgpeecTpalifHuX JOCIIHKEHb €(heKTHBHOCTI

Yactuna V 3axoau 3 MiHIMI3aIlli pU3KKIB (BKIIIOUYAIOUH OIIHKY €(heKTUBHOCTI
3aX0/1iB 3 MiHIMi3allli pU3HKIB)

Yactuna VI Pe3toMe m1aHy ynpaBiiHHS pU3UKAMHU

Yactuna VII JlomaTku




Jlomatok 11
1o [opsaky 3aiiicHenHs papmakoHArIsay
(myskt 3 pozaury VIII)

Crtpykrypa
maiicrep-daisia cucreMu GpapMakoHarjisay napajejbHoOro immoprepa

TuryjabHa cTOpPiHKA.

Onuc cucremu papMakoHATJIALY 32 PO3AIaMu:

I. Tnpopmartist mpo ynoBHOBaxkeHy 0co0y 3 (hapMaKOHATIISITY

I1. Indopmariist mpo opraHizaiiiiHy CTpYKTypy HapajeabHOro iMrnoprepa
II1. Indopmariis mpo axepesna faHux 3 Oe3neKu

IV. [ndopmartist mpo KoM’ IOTEPU30BaH1 CUCTEMH 1 0a3U JTaHUX

V. [ndopmaiiis npo nporecu hapMakoHarJsI Iy

V1. [npopmaiiist mpo OpoayKTUBHICTh CUCTEMH (PapMaKOHATIISTY

VII. Indopmarisa npo cucremy sIKOCTI y (papMaKOHarIIsI1

Homarkm.

Bumoru 10 3annoBHEeHHS
Malcrep-gaiiia

TuryabHa cTOpPiHKA MOBMHHA MiCTUTH TaKy iH(popmalio:
yHIKaJIbHUI HOMED (Y pa3i HAssBHOCTI);
HallMEHYBaHHS MapaJieIbHOTO IMIIOPTEPA;

npi3BUILE, BIACHE 1M’s, MO OaThKOBI (3a HASBHOCTI) YHOBHOBAXXEHOI 0COOU
napajeiabHOTO IMIIOPTEPA, BIAMOBIIANBHOI 32 cUcTeMY (GapMakoHarfsny (naini - YOBD);

nepenik Maiicrep-gaiiB cuctemu papmakonarsiay (naiti - MOCD) napaneabHOTo
iMIiopTepa (7151 JIIKapChbKUX 3ac001B, BaKIMH, TyOepKyIiHy (ai - JikapchbKuit 3aci0), Mo
MaroTh Pi3HI CUCTEMU (hapMaKOHATIISY );

aTa CKJIagaHHsa Ta/a00 OCTaHHHLOTO OHOBJIEHHS.
Omnuc cucremu papmMakoHATJIALY 32 Po3AIaMu:
I. Ingopmanis npo YOB®D

Hanaetscs indopmanis npo YOBO®, Bkitoyaroun KOHTAaKTHY 1H(OpMaIio npo Hei,
JlaHl TIpo KBaJi(ikailio 1 JOCBIJ poOOTH, pe3toMe 3 KIIFOUOBOIO 1H(POpMAIIIEIO TTPO POJIh
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YOB®, nepenikoMm 000B’S3KIB JjIsi TapaHTyBaHHs Toro, mo YOB® wmae nocrartHi
MTOBHOBAXEHHSI 1II0I0 CTBOPEHHS CHCTEMH (DapMaKoHATIISAY, TATPUMKH Ta MTOKPAICHHS
il (yHKIIOHYBaHHS, BIJOMOCTSAMH TIPO PE3EPBHI MEXaHI3MH, IO OYIyTh 3adisHI y
BUMAAKY BiacyTHOCTI YOBO.

I1. Indopmanisi npo opranizaniiiHy CTPyKTYpy napaJieJibHOro iMmmoprepa

HanaeThcst onuc opranizamniiHoi CTpyKTypH HapajiebHOro iMnoprepa, y ToMy Yucii
y po3pi3i 3ailcHEeHHs ¢dapMaKoHArsiny, SKUH MOBUHEH MICTUTH 1H(OPMAIlIO 1010
3QIy4EHUX ITJMPUEMCTB, YCTAHOB, OpTaHi3amiii He3aJaeKHO Bia (GopM BIACHOCTI Ta
B3a€EMO3B’S3KIB MK HHUMH, a TaKOX IMOJO0 TPETIX OCi0, 3alydeHuX 10 MisUTBHOCTI,
OB’ s13aHO1 31 3/A1iicHeHHAM (hapmakoHarsay. 3okpema, MOC® noBUHEH ONMKUCYBATH:

OprasizaiiifHy CTpyKTypy napajielbHOTO IMIIOpTEpa, 13 3a3HaueHHsIM no3utiii Y OBD
B OpraHi3arii;

Mmicue(s), € MPOBAAUTHCS AISUIBHICTH 3 (DapMaKoOHArIsAy, IO BKIIOYAE MPOIIECH,
Bu3HaveHi po3aiom VIII mporo opsaaky.

[adopmartiss mMoxxke OyTH moAaHa y BHIJISAAI CHHCKY/TaOduIll 13 3a3HAYEHHSIM
3aJIy4eHUX CTOPiH, iX 00OB’S3KIB Ta BIMOBIAHUX JIIKAPCHKUX 3ac001B. CIIUCOK Mae OyTH
CKJIQJEHUI BIANOBIAHO 0 MOCTAYaJIbHUKIB MOCHYT (HANpUKIAJ, MEAUYHA 1HPOpMALis,
ayJIMTOPU TOIIO), JOTOBIPHUX BIJHOCHH (HAmpHUKIad, MapTHEPU TOILIO) Ta I1HIIUX
TEXHIYHUX MOCIYT (XOCTHUHI KOMIT IOTEPHUX CHUCTEM TOIO). Y J0JaTKaX HAJA€ThCS
MIepeJTiK I0TOBOPIB, a cami JIOTOBOPH B YACTHHI MPEAMETA JIOTOBOPY € JIOCTYIMHI HA 3aIUT
a0o 11 9ac MpOBEACHHS 1HCIIEKIIIH Ta ayAUTIB.

I11. Indopmanis npo pxepesia 1aHuX 3 0e3MeKH

HanaroTecs onuc OCHOBHMX MIAPO3/LTIB 31 300py AaHUX 3 OE3MEKH, 10 MOBUHEH
BKJIFOYATH 1H(GOPMAIII0 CTOCOBHO YCiX CTOPIH, IO BiJIMOBIIal0OTh 32 OPraHI30BaHUM Ta
CIIOHTaHHMM 301p TaHUX 3 OE3MEKH JKAPChKUX 3ac001B B MICII 3A1MCHEHHS OpraHi3allii
JUSTEHOCTI 3 hapmakoHarsany. [lepenik mxepen qaHux 3 0e3neku Mae OyTH BCEOCSIKHUM.

IV. Indopmanisi npo KoM’ lOTepU30BaHI CUCTEMH i 0a3H TaHUX

HanaroTbest onuc posramryBaHHs, (YHKLIOHAJBHOCTI Ta BIANOBIJAJIBHOCTI 3a
eKCIUTyaTallil0 KOMIT F0TEpU30BaHUX CUCTEM Ta/ab0 0a3 JaHMX, M0 BUKOPUCTOBYIOTHCS
JUTsl OTPUMaHHA, 00pOOKH, 3amucy Ta HajgaHHs 1HQopMaIllii 3 Oe3MeKu, a TAKOXK OIlIHKA
3IaTHOCTI TaKUX CHCTEM 1 0a3 MaHUX JJIs1 BUKOHAHHS (papMakoHArIsay IapajeibHUM
IMITIOpTEpOM. SIKIIIO BUKOPUCTOBYIOTHCS JCKITbKA KOMIT FOTEPU30BAHUX CHCTEM Ta/abo
0a3 maHMX, iX MNPUAATHICTH [JI JISUIBHOCTI 3 (hapMaKoOHArisay OIHUCYEThCS 3
ypaxyBaHHSAM CTYTICHS KOMIT IOTepU3allii B paMKax cuctemu (apMakoHarsiny. Takox
OMMCYEThCS BalliaiMHUN cTaTtyc 0a3 maHux. [HQopmaris mpo mporeaypu KOHTPOJIIO
BHECEHHsI 3MiH, XapaKTep TECTyBaHHs, TPOIEAYypH pE3epBYBaHHS Ta EIEKTPOHHI
CXOBHMILIA JAHUX, BAXJIMBUX [JIs1 BIANOBIAHOCTI (hapMaKoHArisiAy, MOBUHHA OyTH
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BKJIIOUEHA B y3arajibHeHy iHdopmaliiro. KpiMm Toro, Mae OyTH 3a3HaUYC€HHI XapakTep
JOCTYITHOT JOKyMeHTarii. /{7 cucteM Ha OCHOBI MamepoBUX HOCIIB (KOJHM €JIEKTPOHHA
CHUCTEMa MOXE BHUKOPHUCTOBYBATUCS TUTHKU JJIS MIOJJAHHS TEPMIHOBHX IOBIJIOMJICHB PO
noOiuHI peakiii) MarTh OYTH OIKCaHI MOPSJAOK BEACHHS JJaHWX 1 MEXaHI3MHU
3a0e3MeyeHHs! IUTICHOCTI Ta JOCTYMHOCTI JaHUX Mpo Oe3MeKy, 30KpeMa y3araabHeHHS
iHbopMarlii mpo NoOivHI peakiii JKapchbKUX 3ac00iB.

V. Indopmanis npo npouecu papmMakoHATISIAY

HanaeTncst onmc erariB 00poOKH JaHUX 1 3aMKUCIB IS 3MIMCHEHHS (hapMaKOHATIIS Iy,
mo oxoruroe mporecu, Bu3HadeHi posaiiom VIII mweoro Ilopsinky. Takmit omuc
CYIIPOBODKYETHCS TMIEPETIKOM MPOLEAYPHUX JOKYMEHTIB.

[le#t mepemnik poO3MINIYETHCSA Yy JOAAaTKaX 1 MAa€ MICTUTH HOMED, 3arojIOBOK, JaTy
HaOpaHHs YMHHOCTI 1 TUN JokyMeHTa (s ycix COIl, iHCcTpyKIii, poOodYnX 1HCTPYKIIii
TOI10). Mae OyTH 4ITKO 1IeHTU(PIKOBAHO MPOLETYPH, IO CTOCYIOTHCS MOCTavYaIbHUKIB
nocJIyr Ta TpeTix cTopiH. KpiM Toro, HEOOXiMHO 3a3HAYUTH TEPEiK MPOLETyPHUX
JIOKYMEHTIB, Kl MOEAHYIOTHCS 3 1HIIMMHU HalpsiMaMud poOOTH, IO BKIIOYAE (aje He
BHUKJIIOYHO) (PyHKITIOHAJIBHI 000B’I3KM Ta BiAMOBIAAIbHICTE Y OB®, BiANOBIII HA 3aIIUTH
YIOBHOBA)XEHOTO OpraHy Mpo HajaHHs 1H(opMalli, T0roBopu mpo OOMIH JaHUMHU 3
Oe3neku, apXiByBaHHS JaHUX 3 O€3MeKd, ayauT (papMakoHarisgy, KOHTPOJb SIKOCTI,
HaBYaHHS ITEPCOHAITY TOIIIO.

VI. Inpopmanisi npo NpoAYKTHBHICTH CHCTEMHU (PAPMAKOHATJISALY

HanaeTbcsi ommc MOHITOPUHTY TPOMYKTUBHOCTI CUCTEMHU  (apMaKOHATIISLy
napajeabHOTO IMIIOpTEpa, M0 3aCTOCOBYEThCS. HeoOX1JHO onucaTH 1 MOSICHUTH IT1IbOBI
MOKa3HUKKA TPOMYKTUBHOCTI cuctemMu (papmakonarnsigy. Ilepenmik  MmOKa3HUKIB
MPOAYKTUBHOCTI TOTPIOHO Hajmatu y pojatky 1o MOPC® pasom 3 (HakTUUHUMHU
pe3ynbTaTaMu OILIHKKA Takoi edekTuBHOCTI. Taka i1HQoOpMalis HaJaeTbcs y BUIIIAIL
uu(ppoBUX JaHUX/TpadikiB, 10 UIIOCTPYIOTh Ta MIATBEPIKYIOTh MPOJYKTUBHICTh
cuctemu (apmakoHarsisiry. MOPCO BkIOYaE OMUC METOMIB MOHITOPHUHTY, IO
3aCTOCOBYIOTHCS, 1 MICTUTh HOHAMMEHILIE:

OIMKC TPOIEAYPH OIIHKH KOPEKTHOCTI MOJAaHHS IMOBIIOMJICHb TPO 1HAMBIAYalbHI
BHIIQJIKH, TIOB 13aH1 3 0€31eK010. Y 101aTKy NoTpiOHO HajaaTH UQPOBI 1aHi/rpadikm, o
UTIOCTPYIOTh 1 TIATBEP/KYIOTH JOTPUMaHHS CTPOKIB Ta CBOEYACHICTh MOJAHHS
MOBIJIOMJICHB PO 1HIWUBIAyaabH1 BUMAJIKH, TTOB’sA3aH1 3 O0€3MEK0I0, Y IePETHHOMY POIIL;

y BIIMOBIAHUX BUMAaAKax, BuzHaueHux pozaiury VIII nworo Ilopsiaky, HamaroThCs
3arajbHl BIAOMOCTI MPO MOAAHHS PETyJISPHO OHOBIIOBAaHMX 3BITIB 3 0O€3MEKU [0
PEeryJISTOPHOTO OpraHy (J0JIaTOK Ma€ MICTUTH OCTaHHI JaHl, 110 BUKOPUCTOBYBAJIUCS
napajebHUM IMIOPTEPOM ISl OLIIHKH BiJMOBITHOCTI CTPOKIB TTOJaHHS TAKUX 3BITIB).
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VII. Indopmaniss mpo cucremMy SIKOCTi y (papMaKOHATJIATI

Onuc ympaBmiHHS CHCTEMOIO SKOCTI MOTPIOHO HAmaTH B paMKaxX CTPYKTypH
opraHizailii 1 3aCTOCyBaHHS CHCTEMH SKOCTI 10 (dapMakoHarsiay. Takuii omuc mae
BKJTFOYATH 1H(POPMAIIIFO TIPO:

KOHTPOJIb JOKYMEHTaIlll Ta 3amuciB (HAJAEThCA OIMC MEXaHI3MIB apXiByBaHHS
CJIEKTPOHHUX Ta/abo apykoBaHux Bepcii M®CO, moBigoMJIeHb MPO 1HAUBITYaNbHI
BUMAJKU, TOB’sA3aH1 3 OE3MEKOI0, PEryJIIpHO OHOBIIOBAHUX 3BITIB 3 O€3MeKH (SKIIO
BHUMAararoThCs), IHIINX 3aMKCIB 1 JOKYMEHTIB, II0 CTOCYIOThCS (hapMaKOHATIIALY );

NpOLETypHI  JOKYMEHTH (HAJa€ThCA 3arajlbHUM  ONWUC  JOKYMEHTIB, IO
BUKOPUCTOBYIOThCS y dapmakoHarsiai (COIl, iHCTpykii, poGodi 1HCTPYKIi TOIIO),
OMKCYETHCA JIOCTYMHICTh PI3HUX JIOKYMEHTIB B paMKaX IMiJIMPUEMCTB, YCTaHOB,
oprasizaiiii He3aJekHO B (QOpM BIACHOCTI, a TaKOX METOJMIB KOHTPOIIO iX
JIOCTYITHOCTI, BIPOBAKEHHSI Ta CYNPOBOMAY; HAJAIOTHCS JIaHl MO0 CUCTEMHU BEICHHS
JIOKyMEHTAIIi1, 1[0 BUKOPUCTOBYIOTHCS JIJIS BITOBIAHUX MPOIECYyTbHUX JIOKYMEHTIB 1]
KOHTPOJIEM TPETiX 0Ci0);

HaBYaHHS (HAJA€TbCSl OMUC YIPaBIIHHS PECypcamu JIsi BUKOHAHHS JISTIBHOCTI 3
dbapmakoHaryisiny (opraHizamiiHa CTPYKTypa 13 3a3HAQ4€HHSIM KUIBKOCTI TEPCOHATY
MapagelbHOTO IMIOPTEpa, 3aIy4€HOro A0 disabHOCTI 3 (apmakonarisamy. L1 mani
HAJIAI0ThCS B PO3JIUIL, SIKUM OMUCY€E OpraHi3alliiiHy CTPYKTYpY OpraHizallii); HaBOJUTHCS
CTUCJTIUI OMKC KOHIIEMIIi HaBYaHHS MEPCOHANTY (HE JUIIE CIIBPOOITHUKIB MIAPO3ALIIB 3
dbapmakoHarisny, a i 0yIb-IKuX MPaIiBHUKIB, SIKI MOKYTh OTPUMYBATH MOBITOMJICHHS
po 1HJIWBIAyaldbHI BUIAJKH, TOB’s3aHI 3 OE3MEKOI0), B TOMY YHCII TMOCUJIAHHS Ha
PO3MIIIEHHST HABYAIBHUX (ailiiB);

aynuTtu (HajzaeTbesl 1HGOpPMAIlS TPO ayduTH 3a0e3MEUYeHHS SKOCTI Y CHCTeMI
bapmakoHaryany). Y 10AaTKy HAAA€ThCsl ONMUC METOMIB, IO BUKOPUCTOBYIOTHCS JIS
IUIaHYBaHHS ayAMTIB CUCTEMHU (papMaKOHATJIsy, MEXaH13MIB 3BITHOCTI 1 CTPOKIB, @ TAKOXK
NEepeslik  3alUlAaHOBAaHMX 1 TMPOBEACHUX AayJWTIB, 110 CTOCYIOTbCA CHUCTEMHU
dapmakonarsny. Llel mepenik MOBUHEH MICTHTH JAaTH NPOBEICHHS ayaWTy, TOJTaHHS
3BITy, METy Ta I1H(pOpMAII0 TPO ayJIuTH TPETIX CTOPIH 3TiAHO 3 JOTOBIPHUMU
BIJIHOCHHAMHU, CHIEIU(BIYHUX BUAIB AISUIBHOCTI 3 (papMakoHarisiay abo Migpo3aiiiB, 1m0
3MIIHCHIOIOTH AISUTHHICTH 3 (papMakoHarmsiay, Ta iHopmalito mpo iX B3aEMOIII0 3 THIITUMU
MIIPO3a1IJIaMHA OpraHizarii, JiSJIbHICTh SKUX TOB’SA3aHa 13 BUKOHAHHSM 3000B’S3aHb 3
dbapmMakoHarysLy, 1 Ma€ OXOILUTIOBATH S-PIYHHMA MEP1O.

MOC® noBHHEH TaKOX MICTUTH CTUCIY 1H(OpMaIit0 Mpo BCl ayJAUTH, B PE3yJIbTATI
SAKUX OyJI0 BUSIBIICHO CYTTEBI Ta KPUTHYHI HEBIJMOBITHOCTI, 13 HAJIaHHAM CTUCJIOTO OIUCY
KOPUTYIOUHX Ta/ab0 3amo0i>KHUX 3aX0/IB 100 TaKUX HEBIAMOBITHOCTEN, 3a3HAYCHHSIM
JIaT 1X BUSIBJICHHS Ta OUIKYBaHUX JIAT iX YCYHEHHS 3 IEPEXPECHUM MOCUIIaHHSIM Ha 3BIT 3
ayJIMTy Ta 3aJJ0KyMEHTOBAaHM(1) MIaH(1) KOPUTYIOUHX Ta 1HIIMX 3aXO/iB.
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VY mepeiky MpoBeIeHUX ayuTiB, IO HATAETHCS Y I0JAaTKaX, Ma€ OyTH MO3HAYEHO Ti
aynuty, iHdopmartis mpo aki MictuTbess B MOCO. Ctucia iHbopmariis Ipo ayauTH, B
pe3ynbTaTi AKUX OyJ0 BUSABJICHO KPUTHYHI JaHi, Ta CTUCIUN ONMUC KOPUTYIOUHX 1
3an00DKHUX 3aXOAiB MalwTh Mictutucs B M®PCD notu, noku He Oyae IOCATHYTO
MO3UTUBHOTO PE3YJIBTATY MICIS BKUTTS KOPUTYIOUUX 1 Ta/a00 HAJaHO IMiITBEPHKCHHS
HE3aJIC)KHOI0 CTOPOHOIO PO ICTOTHE ITOKPAIICHHS CHUCTeMH. [[omoBHEHHS, 3MiHH a00
BuganenHs iHdopmarii mpo ayautu B MOCD peecTpyroThCsl B )KypHaJi KOPUTYBAHHS.

Sk 3aci0 ympaBiiHHS CHUCTEMOIO (papMakoHArIsaay Ta MiJACTaBH JJIsl MPOBEACHHS
aynuty MOCO® onucye mnpoiiec 00Ky, YIIPaBIiHHS Ta YCYHEHHs BUSBICHUX BIJIXWJICHb
B CHUCTEMI SIKOCTI, a TAKOK IOKYMEHTYBATH BIIXWICHHS BiJ mpoueayp hapMakoHarisay,
iX BIUTMB 1 yOPaBIIHHSI HUMH 0 iX BUpPIMICHHS. BiIXWICHHS MOKHA JOKYMEHTYBATH Y
BUTJISA/II TIEPEITIKY 3 TOCHJIAHHSIM Ha 3BIT MPO BIAXUJIEHHS, MOTO J1aTy Ta MPOLEAYpY.

Onuc mpoueciB  yHpaBIiHHSA CHUCTEMOIO SIKOCTI CYNPOBOKYETHCS TEPEITIKOM
MPOLIETyPHUX JOKYMEHTIB, KU Ma€ OyTH BKJIIOYEHO y AoAaTKu 10 po3airy V MOCO.

Onuc cucremu (hapMakoHarJsiAy nepeadadae HasiBHICTb OCHIIAHb HA HOPMAaTHBHO-
MPaBOBI aKTH, Ha MIJICTaB1 AKX po3podeHa 1 GyHKIIOHYe cucTeMa (papMaKkoHArsiAy, Ta
CTHUCJIOT'O OMUCY MapajebHOrO IMIOPTEpA.

Indopmanis y MOCD mnopaeThcs 3riHO 31 CTPYKTYpOIO Ta 3MICTOM JOAATKIB.
Honatok E HE Moke OyTu nepeiiMeHoBaHUH Y 101aTOK D y BUITaAKY, KOJIH JOAATOK III0I0
KOMIT FOTEPU30BAaHNX CHCTeM 1 0a3 JaHWX HE BHKOPHUCTOBYETHCS, MIOAATOK D
no3HavyaeThesi y 3MicTi 10 MOCOD sk HEBUKOPUCTAHWUW MJIsi TOro, MO0 OfepKyBadyi
M®C® Oynu BIEBHEHI, 110 TaKHWH JT0JaTOK BIACYTHIN HE BHACIIOK ITOMUJIKH.

Indopmaris y nogatkax 10 MOCD nomaeTbes BIAMOBIAHO 10 HOTO PO3/ILIiB, B IKUX
€ TIOCWJIAHHS Ha BIAMOBIAHUN JOAATOK, Ta MICTUTH TaKl BIJIOMOCTI (aJie He BUKJIFOUHO):

noaaTok A go posauty I. [ndopmartiis mnpo ynoBHOBakeHY 000y 3 (hapMaKOHATJIsYy;

nonatok B no posniny 1. [ndopmariist mpo opranizaiiiiiny CTpyKTypy HapajieabHOTo
IMIIOpTEpA;

nonatok C no pozainy III. Tndopmariist mpo mxepena gaHux 3 Oe3MeEKH;

noaatok D no posauty IV. Indopmarliis npo KoMIT HOTEpU30BaHI CUCTEMH 1 0a3u
JaHWX;

nonatok E go posginy V. Iadopmaiiis mpo mporecu dhapMakoHarsiny (TEpertiku
COIl, incTpyKIiid, poO0YHX THCTPYKITIH);

nonatrok F  nmo posginy VI Indopmanis 10po MOpOAYKTHUBHICTH CHUCTEMU
dbapmakoHarsiny (repeniku MOKa3HUKIB €(PEeKTUBHOCTI, MOTOYHI PEe3yJbTaTH OLIHKU
€(EeKTUBHOCTI BIAHOCHO MTOKA3HUKIB);
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noaatok G mo posairy VII. Indopmanis npo cuctemy sikocti y (papmakoHarssil
(rpadik ayaWTiB, TIEPENTIK MPOBEACHUX Ta 3aBEPIICHHUX AayIUTIB, 1H(GOpPMAIiS MO0
3aCTOCOBAHUX 3aXOJiB);

nonatok H mo ommcy cucremu apmakoHarisaay (meperiik JiKapchbKuX 3aco0iB, IO
OXOILJIEHI LI€H0 CUCTEMOI0 (hapMaKOHATJISITY);

nomatok 1. KoHtpomb gokymeHTamii Ta 3amuciB  (KypHaJd KOpPHUTYBaHHS,
JIOKYMEHTAITIS 1070 1CTOPii 3MIH 3MICTY (BiMOBIIHO MPOIHAEKCOBAHI) Ta OMMUC TaKUX
3MiH).




