PE3Y/IbTATH AYAUTIB CUCTEM ®APMAKOHATJISAAY 3ASIBHUKIB 3A 2025
PIK TA MOHITOPVHI'Y BUKOHAHHS KOPUT'YBAJ/IBHUX I 3AIIOBDKHUX
3AXO/IIB II[0/I0 BUSABJIEHUX HEBIIITOBIIHOCTEM

Y 2025 poui Jep>kaBHUM MiAIPUEMCTBOM «/lep>kaBHUM eKCIlepTHUM 1ieHTp MiHicTepcTBa
OXOpDOHM 370poB’sl YKpaiHu» (fani — LleHTp) 3 MeTOw MepeBipKM OKpeMHX TpoLieciB
(hapmakoHarsay ripoBefeHo 30 1[i/TbOBUX ayJUTIB cucTeM (hapMaKOHAr sy 3asiBHUKIB, 3 IKUX 11
ayJIUTiB — y 3asIBHUKIB, OCHOBHA Jlis/IbHICTb 3 (hapMaKOHarsy SKUX 3/1iHCHIOETbCS Ha TepUTOPil
Ykpainy, Ta 19 — y 3asiBHUKIB, OCHOBHA [is/TbHICTh 3 (DapMaKOHAr/siAy SKUX 3/iMCHIOETHCS 3a
Me>kaMu YKpainu. [TpoBezieHHsT 3a3HaueHUX ayIUTiB OY/10 3yMOBJIEHO BUIAJIKaMH HeJOTPUMAaHHS
3asBHMKaMH1 BUMOT YMHHOTO 3aKOHO/]aBCTBa y chepi papmakoHarsizay.

AyauTOpCHKI NepeBipKM 3/iHCHIOBAIUCh SIK 32 MiClle3HaXO/)KeHHSIM YIIOBHOBa)ke€HOI
ocobwu, BigmoBiganpHOI 3a hapmakoHarass (YOB®), Ta KOHTaKTHOI 0COOH BiJIOBiaIbHOIT 3a
¢apmakoHarnsg (KOB®) B Ykpaini, Tak i B AucTaHLiiHOMY (opMaTi 3 BUKOPUCTaHHSIM
Nporpam /i OHJIaWH CIiJIKyBaHHS.

Bugu HeBignoBigHOCTeH, BUsIB/IeHI MijJ yac mepeBipok, KiacudikyBaaucs BiJMOBiAHO [0
BuMor [lopsiiky 37ilicHeHHs1 hapMaKOHarisiy, 3aTBeppKeHoro Haka3oM MiHicTepcTBa 0XOpOHU
310poB’a YKpainu Bix 27 rpyans 2006 poky Ne 898, 3apeectpoBaHoro B MiHiCTepCTBI FOCTULIIT
Ykpainu 29 ciuns 2007 poky 3a Ne 73/13340, 3i 3miHamu (mani — Ilopsiiok 37iliCHEeHHS
(apmakoHarmsify), 3a cryneHeMm kputuyHocTi Ha kputuuHi (KH), cyrreBi (CH) Ta HecyTTeBi
(HH), npu 11b0My TIPOTSTOM 3BiTHOTO MepioAy 6ysio BCTaHOBIeHO 16 KpUTUUHUX, 86 CYyTTEBUX Ta
18 HecyTTeBUX HeBiAmoBigHOCTel (AUB. puc. 1).

KH CH HH

Puc.1. KinbKiCTb BCTAaHOB/IEHUX HEBIJIMOBIIHOCTEH 3a CTyneHeM KpUTHUYHOCTI y 2025 p.

KputnuHi HeBinoBigHOCTI

Y 14 3asBHUKIB Oy/0 BCTAaHOB/JIEHO KPUTUYHiI HEBIiAMOBiIHOCTi, IO CTOCYBaIMCs
BiZiICyTHOCTI cucTemu (hapMakoHarsiy abo il CK/IaZiloBUX BiITIOBiTHO 10 MYHKTY 2 po3ziny V
[TopsigKy 3ailicHeHHs (papMaKOHarJsiy, HarpuK/az:

¢ BiacytHicTb YOB®/KOB®D;

® BiAcyTHiCT 6a3u [aHMX, 1[0 BUKOPUCTOBYIOTHCSI 3asiBHUKOM IIpU 37iliCHEHHi
(dapmakoHariszgy;

® BiACYTHICTb MpOLleAypPHUX JOKYMEHTIB, 1[0 OMUCYIOTh 3[[iliCHEHHSI TIpPOLIeCiB
(hapMakoHarisy Ta CUCTEMH SIKOCTi y cUcTeMi (hapMaKOHarmszy;



® iHmi.

Takok, BCTAaHOB/IEHI KPUTUUHI HEBIANOBIAHOCTI cTOCyBamucsa BifcyTHOCTI M®CO,
CUCTeMaTUYHOTO HEeBUKOHAHHS KPUTHMUHHUX TPOLeCciB ¢apMaKOHarisy, BU3HaUeHUX y YaCTUHI
[.B.11.3. Crangapry «Hacranosa. Jlikapcbki 3acobu. HanexxHi npaktuku papmakonarsisigy. CT-H
MO3Y 42-8.5:2015», 3aTBep/)keHrl Haka30M MiHicTepcTBa OXOPOHU 3[0pOB’sl YKpaiHu Bij 21
tpaBHs 2015 Ne 299 (3i 3mMiHaMu), HampUK/a/ OHOBJEHHs iH(MOpMarlii Mpo JTiKapchkKi 3acobm
BIZIMOBIIHO [0 Cy4yaCHMX HAyKOBUX MeJUYHMUX [aHUX, BK/IKOYAIOUM BUCHOBKU 3 OL|HKU Ta
pekoMeH/aLlil Bi/NOBIHOTO YIIOBHOBa)KEHOTO OpraHy Ta BHeCEHHsSI 3MiH [0 peecTpaliiiHHuX
MaTepia/liB Ha JIiKapCbKi 3acO0M TIPOTSTOM TEpMiHY [l peecTpaliiHUX TOCBiUeHb 3 TMHTaHb
0e3reku 3 ypaxyBaHHSIM CTYTIEHIO TeEPMiHOBOCTI.

Ha pucyHKy 2 HaBeZieHO [leTa/li30BaHWM PO3IOZi/ eJleMeHTiB cucTeMy hapMaKOHarasy
Ta BiJIIOBiIHMX TPOLiECiB y Me)KaX SIKMX Oy/0 BUSIBJIEHO TIOPYILIEHHS, arperyBaHHs SKHUX CTajio
TMiJICTaBOX0 /i1 BCTAHOBJIEHHS Yy3arajibHeHOI KPUTUYHOI HEeBIJIOBIJHOCTI y KOHKPETHOI'O
3asiBHUKA

YOB®/KOB® 3assHvika NG ¢
PerynspHo oHostosaHi 38iTH 3 6e3nexku (PO36) IIINGEENEENN s
OHoBIeHHA iHpopMaLii Npo Nikapcbki 3acobm 3 nutaHs 6esnexv TGN s
HagaHHs BiAnoBigeit Ha 3anuTh perynstoproro oprany [N
Komn'totepusosaHi cuctemu i 6a3u gannx NG 5
Maiictep-daiin cuctemn dapmakoHarnagy sassHuxa NG 4
JloKyMeHTyBaHHS npoueaypHux npouecis (COM/CPM/PI) NG 3

Cuctema sakocti dapmarkoHarnsgy ING_G_ 2

[loKyMeHTanbHe NiATBEPAXKEHHS feneryBaHHs 3iMCHEHHS R
dapmakoHarnsgy B YKpaiHi

Pusmk-opieHToBaHi nnaHu niaTpumkm 6esnepepsHoi gisasHocti M 1

[loKyMeHTa/IbHe MiATBepAXKEHHS 34iACHEHHS KPUTUYHUX MPOLLECIB 1
dapmakoHarnsay

36epiraHHg Ta apxiByBaHHS A0oKyMeHTaLji 3 dapmakoHarnsay M 1
HaguaHHs nepcoHany 3assHuka I 1

Cuctema ynpasniHHa pusuxkavu [T 1

Puc. 2 CTpyKTypa KpUTHUYHMX HEBIiJIOBiJHOCTeN 3a pe3y/bTaTaMH OL[iHIOBaHHSI CUCTEMU
(hapmakoHarssily 3asiBHUKIB

CyTTeBi HeBinoBiAHOCTI

Y 22 3a9BHUKIB 0y/I0 BCTAaHOB/JIEHO CYTTEBi HEBi/[IIOBiJHOCTI, I1[0 BK/IIOUAIA HEHAIE)KHE
BUKOHAHHSI a0b0 [OKYMEHTYBaHHS OKpPeMUX TMpoleciB ¢apMaKOHArJsay, HeJOoTPUMaHHS
BCTaHOBJIEHHMX TPOLIeyp Ta CTPOKiB BU3HAUEHUX MPOLeAYPHUMU JOKYMEHTaMy Ta HOPMaTHBHO-
nipaBoBuMU akTamu (ITopsimok 3aiticHeHHs: hapmakoHarsiny; [1opsijoK rpoBe/ieHHsT eKCIIepTU3r
peecTpaljiiHiuX MaTepiasiB Ha JiKapchkKi 3aco0W, 1[0 TMOAAIOTHCS Ha Jep)KaBHY peecTpariito
(mepepeecTpallit0), a TaKOXX eKCIepTU3W MaTepiaiB PO BHECEHHS 3MiH [0 peecTpaliliHuX
MarepiasiB MpOTIroM [iii peecTpaliiHOTO TMOCBiJUeHHs], 3aTBep/)KeHW Haka3oM MiHicTepcTBa



OXOPOHH 3710pOB’s1 YKpainu Bif 26 ceprnsi 2005 Ne 426, 3apeecTpoBaHuii B MiHiCTepCTBi FOCTULIIT
Ykpainu 19 Bepechs 2005 poky 3a Ne 1069/11349, 3i 3miHamu).

Taki HeBiAMOBIJHOCTI CTOCYBa/IUCH:

Be/leHHS1 Ta aKTyaJsiisaljis MalcTep-(aiiy cucteMu (papMaKkoHarszay;

OHOBJIEHHS iHdopMallii Mpo /TiKapchKi 3ac00M 3 TUTaHb OE3MeKH Ta BHECEHHs 3MiH /10
peecTpaLiiHiX MarepiaiiB Ha JKapChKi 3ac00M MPOTArOM TepMiHY [ii peecTpauiiHUX
TOCBi/TUeHB;

JiefieryBaHHS 3/jilicCHeHHs1 hapMaKOHar/isy B YKpaiHi;

TIOBHOBa’KeHb, KBastidikaliii Ta mporjeaypu 3amiiieHHss Y OB®/KOB® B YkpaiHi;
TUIaHyBaHHSI, MMiZITOTOBKU Ta TIOJAHHS Pery/sipHO OHOB/TIOBAHUX 3BiTiB 3 Oe3reky;
YIIpaBJ/IiHHA CUTHa/IaMU;

360py Ta orjiHKM iH(dopMariii 3 be3mneky;

iHIIe

Ha pucyHKy 3 npe/icTaB/ieHO JjeTaJbHUI pO3MO/i/ CyTTEBUX HEBiJITIOBIHOCTEM 3a MpoLjecaMu
1110 T1epeBips/IUCE.

[loKyMeHTasIbHe NiATBEPAYKEHHS AeeryBaHHS 34iACHEHHS 1

PerynsipHO oHOB/tOBaHI 3BiTH 3 6e3neku (PO3B) 10
CucTeMa SIKOCTi papMaKoHarsay 10
YOB®/KOB® Ta 3a6e3neyeHHs 6e3nepepBHOi jis/IbHOCTi 3 8
dbapmakoHarnsgy
BHeceHHs 3MiH 40 peecTpaLiH1UX MaTepianis LWoa0 6

MOHITOPUHT NPOAYKTUBHOCTI CUCTEMU hapMaKoHarnsay ' 1

OHoBIEHHS iHpopMalLii NPO NiKapcbKi 3ac06u 3 NUTaHb 20

6e3neku

Maiictep-danny cuctemMum papmMakoHarisay 3asBHMUKa 18

dapmMakoHarnsay B YKpaiHi

y3araJibHeHMX AaHMX NPo cUCTeMyY dapMaKoHarnsay

Dxepena Ta ynpasniHHﬂ JaHnMK 3 6e3nekn (Kaptu ' 1
nosigomaeHHs npo MNP/BE3)

Komn'toTepusoBaHi cuctemu i 6asm AaHux ' 1

Puc. 3 CrpyKkTypa CyTTEBUX HeBiANOBigHOCTell 3a pe3ynbTaTaMd OL[iHIOBAaHHS CUCTEMH
(hapMakoHarsy 3asBHHKIB

HecyTTeBi HeBignoBigHOCTI

Y 13 3asBHUKIB Oy/0 BCTAaHOBJIEHO HECYTTEBi HEBIiTIOBiJHOCTi, 10 CTOCYBa/UCh

HeZIoMIKiB y BeZieHHi JOKyMeHTallii, ohopM/IeHHi 3amMCiB, akTyasi3allii BHyTPIillIHiX JOKYMeHTiB,
BMKOHaHHI OKpPeMHX MpoLieAyp Ta iHIIMX acreKTiB (yHKLiIOHYBaHHS CUCTeMH (papMaKOHarszy,
sIKi He MaJTi 03HaK KPUTUYHUX ab0 CYTTEBUX MOPYILIEHb.

Bak1MBO 3a3HAuWTH, 1[0 BUSIBJIEHHS HEBiJMIOBIAHOCTeN € TOUaTKOM /sl 3asBHUKA

HO,Z[HJIBH.IOI CUCTEeMHO] pO60TI/I, Cl'IpF[MOBaHOT Ha IX KOMILJIeKCHe YCYHE€HHS, BHW3HAYEHHSA



KOPUT'yBaJlbHUX Ta 3aro0iKHUX 3aXO/iB, a TaKOXX He/OMYyIleHHS BUHUKHEHHsI aHa/JOTiyHUX
HeBi/INOBiHOCTeH y MaiibyTHBOMY.

Tak, mporarom 2025 poky LlenTpom Oyno rmpoaHasnizoBaHo 68 Bepciii IlnaHiB
KOPUTYBaJIbHUX Ta 3armo0ikHux 3axofiB (gani — [1K33), saki Oynu HajaHi 3asBHUKaMU [0
LleHTpy A5 moro/ykeHHsi. 3a pe3yJsbTataMu orparjtoBadHs 11 Bepciii [TK33 6yno noroaxeHo
LleHTpOM fIK Taki, 1[0 MiCTSITh TMOBHY iH(OpMaIli0 I[0/[0 KOPUTYBaJbHUX Ta 3armo0iKHUX
3axX0/iB, po3po06yieHUX /il yCyHeHHs] KpUTUUHUX Ta CyTTEBUX HEBiAMOBiAHOCTeM, BUSBIEHUX
mig uvac mpoBefeHuMx  ayguTiB. Ha  inmi  Bepcii LlenTtpom Oyno  HajgaHo
pekoMeH/laljii/3ayBakeHHsl 1100 [LOOIpalj0OBaHHs 3alljlaHOBaHUX 3aXOZiB 3a/Jisl IOBHOIO
KOMILJIEKCHOTO YCYHEHHsS BCTAHOBJIEHMX HEBiATIOBigHOCTeW, a TakKoX 3amobiraHHS
BUHUKHEHHIO MOJ[i0HUX HeBi/MoBifHOCTel y MalitOyTHbOMY.

[Ticig morogykeHHs Llentpom [1K33 3agBHUKY mepexofdaTh O eTary iX peasni3aii, 3a
pesy/sbTaTaMM $IKOrO MOJar0Tb A0 LleHTpy 3BiTM IIpO CTaH BHUKOHAaHHS 3arlylaHOBaHUX
KOPHUT'yBaJIbHUX Ta 3aro0i>kHuX 3axoiB. ¥ 2025 poui LleHTpom Oysio onpariboBaHo 21 Takui 3BiT,
3 HUX TIOTO/KeHO 12, 1110 MicTuM iHdopMaljito Ta MiJTBep A KeHHs 11[0/10 BUKOHAHHSI TIOTO/I)KeHUX
3aXO0ZiB i yCYHEeHHs HeBiJIMOBIJHOCTeW, BCTAHOBJ/IEHUX Mi/] UaC MPOBeJeHUX ayauTiB.

Pazom 3 tmM criif 3ayBakutd, mo 9 3 14 3asfBHUKIB He 3abe3neunyivi yCyHeHHs
KPDUTHUYHUX Ta CYTTEBUX HEBIANOBIJHOCTeM y BH3HAueHi CTPOKWA. Y 3B’A3Ky 3 LUM LOZO
3a3HauyeHUX 3asBHUKIB 3[iMCHIOETbCSA OLiHKA HeoOXiZHOCTI 3acTOoCyBaHHs TOJAJBIINX
Pery/isTOPHMX 3aXOZiB pearyBaHHs, Niepej0aueHNX 3aKOHO/IaBCTBOM, 3 YPaxyBaHHSIM XapaKTepy
Ta MOTEHL[IMHOT0 BIJIUBY BUSIBJIEHUX HEBIZATOBIHOCTEN.

Takum umHOM, y 2025 pori LleHTpom 3abe3meueHO KOMIUIEKCHHM CYTIPOBiZ mpoiiecy
YCYHEHHSI HEeBiANOBiJHOCTelM, BUSIBJIEHUX 3a pe3y/ibTaTaMd LiJIbOBUX ay/WTiB, BKJIIOUAIOUU
niorozykeHHs [1K33, oLiHKy pe3y/bTaTiB IX peasisaLiii Ta KOHTPOJIb 38 YCYHeHHSIM KPUTUYHUX Ta
CYTTEBUX HEBIi/IMOBIIHOCTEM.



