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1. BABJJAHHS TA 3AXOJM, IX JTOCATHEHHSI,
BUKOHAHHA TA PE3YJIbTATHU

1. OcHOBHI 3aBTaHHA Ta HANPAMHU Po00TH JlepKIIKCIYKON

Binnosigno no Ilonoxenns npo JlepxkaBHy ciayx0y YkpaiHu 3 JiKapchbKUX 3aco0iB
Ta KOHTPOJIO 3a HAapKOTHKaMH, 3aTBep/keHoro mocrtaHoBoro KaOinery MiHicTpiB
Vkpainu Big 12.08.2015 Ne 647, Jlepxiikciayx0a € LEHTPpAJIbHUM OpPraHoM
BUKOHABYOI BJIQJIM, KU peaizye JIepaBHY MOJITUKY y chepax KOHTPOJIO SKOCTI
Ta Oe3meku Jikapchbkux 3aco0iB (JI3), y ToMy yuciai MEIMYHHUX 1IMYHOOI0JOTTUHHUX
npenapariB, MEIUYHOT TEXHIKH 1 BUPOOIB MEIMYHOTO TPU3HAYCHHS (1l — MEINYHI
Bupobu (MB), Ta o00iry HapKOTHYHUX 3aco0iB, ICHXOTPOMHUX PEYOBHUH 1
IPEeKypCcopiB, IPOTHIT IX HE3aKOHHOMY O0ITYy.

2. OcHOBHUMM 3aBAAHHAMM JIepKIIKCIYKOM €:

1) peamizaiis aepskaBHOI HMOJITUKK y chepax KOHTPOIIO sKocTi Ta Oesneku JI3, MB

HE3aKOHHOMY O00ITy, a TaKoX BHECEHHS MIiHICTpOBI OXOPOHM 370POB’s YKpaiHu
IPOMNO3UIIH 111010 GOopMyBaHHS JIep>KaBHOI OJIITUKU y 3a3HAUYECHUX cepax;

2) JmileH3yBaHHs TOCIOAAPCHKOI MisTBHOCTI 3 BHUpoOHUITBA JI3, iMmopty JI3 (kpim
aKTUBHUX (papManeBTHYHUX 1HrpeAieHTiB (ADI), ontoBoi Ta po3apidHoi Toprism JI3,
00Iry HapKOTUYHHUX 3aC001B, ICUXOTPOIHUX PEYOBHH 1 IPEKYPCOPIB;

3) TexHiuHE pEryJIOBaHHs y BU3BHAYCHUX cepax;

4) 3miiCHEHHS IEP>KaBHOTO PETYIIIOBAHHS 1 KOHTPOJIIO y chepax 00iry HapKOTHUHUX
3ac001B, ICUXOTPOITHUX PEYOBHH 1 MPEKYPCOPIB Ta MPOTHIIT IX HE3AKOHHOMY 00ITy.

3. OcHOBHUMM HANIPAMAMM PO00TH JIepKIIKCJIYKOM € TAKI:

1) 3aiiicHEHHS IeP>KABHOTO KOHTPOJIIO 33 JOTPUMAHHSIM BUMOT 3aKOHOJJaBCTBA 111070
3a0e3neueHHs sSKocTi Ta 6e3mneku JI3 Ha Bcix eTamnax o0iry;

2) 3miCHEHHS JEPKABHOTO PUHKOBOTO HATJISITY 32 JOTPUMAHHSIM BUMOT TEXHIYHUX
pernameHnTiB moa0 MB;

3) mirneH3yBaHHs TOCTIOIAPCHKOI TiSTTLHOCTI:

* 3 BUpOoOHUIITBA JI3;

* 3 imnopty JI3 (kpim ADI);

* 3 OIITOBO1 Ta Po3ApiOHOI TOpriBii JI3;

* y chepl 00iry HAQpKOTUYHUX 3aC001B, ICUXOTPOITHUX PEYOBUH 1 IPEKYPCOPIB.
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4) 311CHEHHST KOHTPOJIIO 3a JOTpUMaHHAM cy0'ektamu rocriogaproBadus (CI') Bumor
JlineH31MHUX YMOB TMPOBA/PKEHHS TOCHIOJAPCHKOI MISUIBHOCTI 3 BHPOOHHUIITBA
JIKapChKUX 3aco0iB, IMIOPTY JIKapchkux 3aco0iB (kpim A®DI), omroBoi Ta
po3apiOHOT TOPTiBi JTiKapchKkuMu 3acobamu (mam — JIineH3iiiai yMOBH).

4. 3niiicHeHHS AePKABHOT0 KOHTPOJIO 32 TOTPUMAHHAM BHMOT 3aKOHOJIABCTBA
o0 3a0e3nmeyeHHsa sAKocti Ta 0esmexku JI3 Ha Bceix eramax o0iry (¢ oyorckax

8KA3aH0 8iON08IOHUN uudposull noxazuux 3a 2018 pik):

[Ipotsirom 2019 poky TeputopianbHUMU OpraHaMu Jlep:kiikciny:k0u, Ha BUKOHAHHS
PidHoro rmrany 3mificCHEHHS 3aXOJiB  JIEPKABHOTO HAriasay  (KOHTPOJIIO)
HepxmikcnyxOu Ha 2019 pik, 3aTBepmkeHOro Haka3oM JlepIKCIy:kOu Bif
29.11.2018 Ne 1357, nj1aHOBO IepeBipeHo:

- 1215 (968) aiunensiatiB ¢apmManeBTHYHOI MPAKTHKH (IPOMHUCIIOBI BUPOOHUKH,

aucTpuO’roTopH, iMmopTepu JI3 Ta anTeyHi 3aKiajid) CTOCOBHO JOTPUMAHHS HHUMH
BHMOT 3aKOHOZABCTBa 111010 sikocTi JI3. 3a 3BiTHMIA mepioa BctaHoBieHo 2453 (2084)
MOPYIICHHS BUMOT 3aKOHOAABCTBA IMOAO0 sKOocTi JI3 mij dYac IUTAaHOBHMX 3aXO/liB
Jiten3iatiB (hapMIIPaKTUKH.

3a pe3yabTaTamMM VIAHOBMX NEPEBIPOK JileH3iaTiB papMNpakTUKHU:
- Buy1ano 1034 (875) posnopsiKeHHS/IPUITHCH PO YCYHEHHS TOPYIIICHb;

- BimiOpano1917 (994) 3paskis JI3 Ha mabopaTopHUit aHaTi3;
- ckiazeHo 432 (316) agMiHIPOTOKOJIH.

- 486 (560) ginen3iaTiB MeAUYHOT NMPAKTHUKH (JTIKYBaJTHHO-TIPO(PUIAKTUYHI 3aKJIAIH,
nabopaTopli, CTaHIll NepeauBaHHS KpPOBl) CTOCOBHO JTOTPUMAHHS HHUMH BHUMOT
3aKOHOJABCTBa 10a0 sikocti JI3. 3a Bkasanuit mepion Bcranosiaeno 801 (1107)
MOPYIICHHS BUMOT 3aKOHOJABCTBA IMOAO SKOCTI JI3 mix 4Yac TUTAHOBHX 3aXO/IIB
JIIIeH31aTIB MEIUIHOT IPAKTHKHU.

3a pe3yabTraTaMu IVIAHOBHMX MEPEBIPOK JileH3IaTiB MEeANPAKTUKH:
- Bugano 405 (473) npuruciB Ipo YCYHEHHsI TOPYIICHb;

- ckiazieHo 67 (82) mpoTokoIIiB PO aaMiHICTpaTHBHI TPABOIOPYIICHHS;
- BimiOpano Ta Hazicnano 3 (4) 3pasku JI3 Ha 1abOpaTOPHUI aHAI3.

BianosigHo mo BuMor cr. 6 3akony Ykpainu «IIpo OCHOBHI 3acajau Jep>KaBHOTO
HarAy (KOHTPOIIO) y cdepl TocrmoaapchKoi MisIbHOCTI», mpoTsirom 2019 poky
TEPUTOPIaTLHUMU OpraHaMu Jlep kITiKkciry>kOu mo3anjaHoBO NepeBipeHo:

- 324 (133) ninensiaTi ¢papManeBTHYHOI MPAKTHKH CTOCOBHO JOTPUMAHHS HUMHU
BHUMOT 3aKOHO/IAaBCTBA 1010 sikocTi JI3.
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3a pe3yjbTaTaMu Mo3aMjIaHOBHMX 3aXO0/iB JI1ICH31aTIB (DapMITPAKTUKH:

- Bujano 36 (19) po3nopsKeHb/IPUITUCIB PO YCYHEHHS TOPYIICHD;
- BimiOpano Ta Hampasieno 195 (47) 3paskiB JI3 Ha 1abopaTOpHUit aHATI3;
- ckiazeHo 30 (16) mpoToKoJIiB PO aAMIHICTPATHBHI IIPABOMOPYIIICHHS.

-50 (30) aimensiaTiB MeaM4YHOI MPAKTHMKH CTOCOBHO JOTPUMAaHHS HUMHU BHUMOT
3aKOHOJABCTBA 11010 SIKOCTI JI3;

3a pe3yJbTaTaMH NMO3aIUIAHOBMX MePEBIPOK JIIIEH31aTIB MEIPAKTHKY:

- BugaHo 8 (3) mpumuciB Npo YCYHEHHS MOPYIICHb;

- ckJasieHo 7 (2) mpOTOKOJIIB PO aIMIHICTPATHBHI IPABOMIOPYIICHHSI.

Y pamkax 301MCHEHHS JAEp’KaBHOTO KOHTpONrO sikocTi JI3, y T.4. MeIUUHHX
IMyHOO10JIOTIYHUX  TpernapariB, NPH___BBe3€HHi _HA TepHUTOPiK _ YKpaiHu

TEPUTOPIATTLHUMU OpraHaMu JlepaITiKciTy:kOu 31CHEeH] TaKi 3aX0H.

[potsirom 2019 poky CI' BBeseno 22026 (22046) cepiii JI3, mo cranoButh 87569
(88473) BBe3enn JI3.

- naboparopromy ananizy mimsarano 5230 (5484) cepiii JI3;

- 1abopaTopHOMY aHali3y He mimsrano 81772 (82892) cepii JI3;

- Bujano 87353 (88669) mo3uTHBHUX BUCHOBKIB PO AKICTH JI3;
- BujaHo 34 (29) HeraTUBHI BUCHOBKH Mo sIKicThb JI3.

VY HanpsMi 311MCHEHHS J1abOpaTOPHOrO aHali3y AKOCTI cepiit JI3 TepuTopiabHUMU
opranamu Jlepsxiikciry:x6u npotsrom 2019 poky npoanamnizoBano 2511 (1362) cepiii
1565 (814) naiimenyBans JI3.

Ipotrsirom 2019 poky /Jep:iikciay:xoorw Buaano 199 (125) po3nopsirkeHb mpo

3a00pOHY peaJi3auii (TopriBJi), 30epiranas Ta 3acrocysanug JI3, a came:
- 37 po3nopsikeHb Tpo 3abopoHy o0iry 55 cepiit 40 HaiimenyBanp Ta 14
PO3MOPSIKEHb MPO 3a00pOHY 00Iry BCiX cepil 37 HaliMeHyBaHb HesKicHUX JI3 (&

2018 poui: 71 posnopsdacenns npo 3abopony obiey 665 cepitl 112 naiimenysanv ma
17 posnopsidaicenv npo 3a60pony obiey scix cepiti 28 naiimenysansv neskichux JI3);

- 66 po3nmopsaaKeHb PO 3a00poHY 00iry 78 HaiiMeHyBaHb He3apeecTpoBanmx JI3
(6__2018 pouyi: 14 posnopsaoddxcenv npo 3abopony ob6icy 93 HalimeHysanb

He3apeecmpoganux JI13);

-19 po3nopsiazkeHb 1po 3a00poHy 00iry 57 cepiii 16 HaliMeHyBaHb Ta 2
PO3MOPSIKEHHSI TTPO 3a00pOHY 00ITy BCIX cepiil 2 HaiiMeHyBaHb (paibcu(iKOBaHUX
J3 (6_2018 poui: 11 poznopsaoscensv npo 3a60powny obicy 9 cepiu 7 HAUMEH)8AHb
Ganvcugpixosanux JI13),

- 40 po3nopsikeHb 1po 3a00poHy 00iry 45 cepiii 40 maiimenyBanb JI3 Ta 15
PO3MOPSIKEHb TIPO 3a00poHy 00iry Beix cepiit 21 HaiimenyBanHs JI3, BBe3eHUX 3
MOPYIICHHSIM 3aKOHOJIaBCTBA YKpainu (6_2018 poui: 11 posnopsodicenv npo
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3abopony o6iey 22 cepiti 21 Hnaiumenyeaumns JI3, 66ezeHux 3 NOpyuleHHAM
3aKoHOOascmea Yxpainu),

- 6 po3nopsiaxkeHb Mpo 3ab0poHy 00iry 7 cepiii 6 HaliMeHyBaHb JI3 y 3B’S3KYy 3
3aKIHYEHHSIM TEPMiHY THMYacoBOi 3a00ponu (8 2018 poyi: 1 po3nopsaoicenus npo
3abopony obicy 1 cepii 1 Hatimenysanns JI3 y 383Ky 3 3aKIHUEHHAM MEPMIHY
MUMYACOB0I 3a00POHU).

5. 3niiiCHeHHSI JepP;KABHOI0 PHUHKOBOI0 HALJISAY 32 JOTPUMAHHAM BHMOIL
TexHiYHUX pergaMeHTiB moao MB (¢ ovowckax exazano 6ionogionuil uudposuil

nokasznux 3a 2018 pix):

Hepxmikcnyx0a Ta 1i TepUTOpiaJibHI OPraHU MPOBOJATH IUIAHOBI Ta IMO3aIJIAHOBI
3aX0JlU JIEPKABHOTO PUHKOBOIO Harsny moao MB. IlnaHoBi 3axou MpOBOASTHCS Y
po3noBcroKyBadiB MB, a mo3aruianoBi — y po3nOBCIOKyBauiB Ta BUpoOHUKIB MB.

3axoud  JIep)KaBHOTO pPHUHKOBOTO Harisagy B 2019 pomi  311lCHIOBANIMCH
TepUTOpiaIbHUMU OpraHamMu JIep>kIiKcay>k0u BiAnoBigAHO 10 CeKTOpalbHOIO IIaHy
JiepKaBHOTO pUHKOBOTO Harjsiay 3a 2019 pik, 3atBepxenoro 30.11.2018.

[Tpotsirom 2019 poky TeputopianibhuMu opranamu JlepxmikciyxOu 3aiiicieno 1039
mianoBux (867)_ta 241 (220)_mo3amJaHOBHii 3aX0AM_JEPKaBHOTO PHUHKOBOTO

Harmaay 1moao MB. 3a pesyiabraramm 3ailicHeHHX 3axoiiB ckiageno 1211 (1104)
akTiB, npuitHsaTo 457 (323) piiieHb NMpo BXKUTTS 0OMEXYBabHUX (KOPEryBaJbHHUX)
3axoniB, Ha 224 (155) CI' makmameHo mrpadHUX CaHKINH y po3mipi 1226528
(806320) rpuBeHb.

[Tynktom 41 TexHiuHOro periaameHty mogo MB, 3aTBepmXeHOro MOCTAHOBOIO
Kabinery MinictpiB Ykpainu Big 02.10.2013 Ne 753, mynkrom 26 TexHIYHOTO
permameHTy moao MB ans AiarHOCTHKH in Vitro, 3aTBEPKEHOTO TOCTaHOBOIO
Kab6inetry MinictpiB Ykpainu Big 02.10.2013 No 754, ta mynkrom 38 TexHiyHOTO
perIamMeHTy o0 akTUBHUX MB, sKi IMIIaHTYIOTh, 3aTBEPIKEHOTO MOCTaHOBOIO
Kab6inety MinictpiB Ykpainu Big 02.10.2013 Ne 755, Bu3HaueHo, 1110 OpraH 3 OI[IHKH
BINOBIAHOCTI 1H(pOpMYe, 30Kpema, JlepxmikciayxOy Mpo ycl BHAAHI, 3MIHEHI,
JIOTIOBHEH1, THUMYacOBO TPUIIMHEHI, BIIKIUKaHI a0o BiAXWJEHI cepTudikaTu
BiJIMTOBITHOCTI.

Iporsairom 2019 poky no /Jlep:xkjikcay:k0u Hagidnmuia indopmanisg momo 1508
(4174) ceprudikartiB, BWIAHNX OPraHAMM 3 OLIHKH BiIMOBITHOCTI

18.04.2017 nabpaB ymnHOCTi Hakaz MO3 VYkpaiau Big 10.02.2017 Ne 122 «IIpo
3aTBep/ukeHHsa llopsiaky BenenHst Peectpy ociO, BiAMOBIJaIbHUX 3a BBEIACHHS
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MEJIMYHUX BUPOOIB, aKTUBHUX MEIUYHUX BHUPOOIB, K1 IMIUIAHTYIOTh, Ta MEIUYHUX
BUpPOOIB ISl JIarHOCTUKM 1In Vvitro B 00Ir, (QopMu TOBIIOMJIEHb, MEPETIKY
B1JIOMOCTEH, sIKi 30epiraloThCsi B HhOMY, Ta PEKUMY JOCTYITY 10 HUX» (Jaim — Peectp
oci0). Bigomocti mo Peectpy oci6 BHOcsaThCs JlepkiIikcay:k0010 Ha MiACTaBi
MOBIAOMIJIEHD BiJ OC10, BIAMOBIAAIbHUX 3a BBeAcHHS MB, MB i1 giarHocTHKH In
vitro Ta aktTuBHMUX MB, sKi IMIJIaHTYIOTH B OOIr, B SIKMX MICTUThCS 1H(OpMaIis,
3a3HadeHa B abOzami mepmiomy mnyHKTY 31 TexuiuyHoro permamenty momao MB,
ab3alax nepuoMy — 1m’stomy nyHKTy 23 TexHigyHoro perniameHty mojno MB s
JIIaTHOCTUKH 1n Vitro, a TakoX MyHKTI 33 TeXHIYHOTrO perjaMeHTy I0J0 aKTUBHHUX
MB, siki IMIIIaHTYIOTb.

[potsirom 2019 poky [epxkmikciyx60t0 g0 Peectpy oci6 BHeceno 2002 (2578)

NMOBIIOMJICHHSI BiJ 0Ci0, BiAmoBiTaJbLHHUX 32 BBeJICHHS BHPOOIB B 00ir, a
3aJMieHo 0e3  po3rasiay 521  (345) moBigoMJeHHs, TPO IO HCHMOBO

MOBIJTOMJICHO 0cO0aM, BIJMOBIJATHHIM 3a BBEICHHS BUPOOIB B 00IT.
Hepxmikenyx0y Ta 11 TepurtopianbHi opranu 16 BepecHs 2019 poky Oyino
MIJKII0YEHO JO MpoMucioBoi Bepcii HarionaneHoi 1H(pOpMaIiiHOI cUCTEMHU
JIep’KaBHOTO PUHKOBOTO HATJISAY Ta CUCTEMH ONEPATHBHOTO B3a€EMHOTO CITOBIIIICHHS
PO MPOYKIIiIO, III0 CTAHOBUTH CEPHO3HUI PU3HK.

6. JlieH3VBAHHA rocnoaapchbkoi aisiibHOCcTi 3 BupooHunrsa JI3, immnopry JI3
(xkpiMm ADI), onToBOI TA po3apioHoi Topriejai JI3 Ta v chepi 00iry HApKOTHIHUX
3ac00iB, ICHXOTPOIHMX PEYOBHMH i MPEKYPCOPIB (6 Oyosickax éKkazano 6ionosioHuil

yupposuil nokazHuk cmauvom Ha Kineyv 2018 poxy):

Cranom Ha kiHenpb 2019 poky KindbKicTh JineH3iaTiB Jlepximikcayxou y cdepi
roCroAapchKoi AisibHOCTI 3 BUpoOHulTBa JI3, immopty JI3 (kpim A®I), onToBoi Ta
po3apiOuoi Topriemi JI3, o0iry HapKOTHMYHUX 3ac00iB, 3a BIAMOBITHUMHU BHUIAMHU
rOCIIOAPCHKOT AISUTBHOCTI CTAHOBUJIA!

- mpomMucioBe BupoOHuUITBO JI3 — 113 (113), micip npoBamkerHs AisutbHOCTi (MIT/T)
— 208 (194);

- immopT JI3 (kpim ADI) — 200 (214), MITJ] — 211 (220);

- BUpOOHMIITBO (BUTOTOBICHHS) JI3 B yMoBax anrteku — 223 (247), MI1J] — 309 (347);
- onrroBa Toprisist JI3 — 401 (401), MITJT — 458 (458);

- po3apibua Toprismns JI3 — 6455 (6893), MITJ] — 21884 (23138), 3 Hux: 17485
(18037) — anrexu; 4399 (4643) — anTeyHi MyHKTH);

- 00Ir HAPKOTHYHHUX 3aC00iB, ICUXOTPOITHUX PEYOBHH 1 mpekypcopiB — 4352 (4361),
MITJ] — 6251 (5724), 3 Hux: npomucioBux Bupoouukis — 41 (33), antek — 395 (384).



7. KoHTpoJbL 32 JoTpuMaHHAM BHMOr JlieH3iHHHUX VMOB NPOBATKEHHS

rocnoaapchLKoi MaanLHocTi 3 BUpooHuursa JI3, immopry JI3 (kpim ADI), onToBoOiI

Ta po3aApPioHoi ToprisJai JI3

IlnaHoBi mepeBipkM OyaM MPOBEACHI 3TIAHO 3 PIUHUM IUIAHOM 3/1MCHEHHS 3aXO/I1B
Jep’KaBHOTO Harsny (KoHTposro) Jepsxmikemyx6u Ha 2019 pik, 3aTBEpAKEHOTO
Haka3om Jlepxmikemyx6u Bim 29.11.2018 Ne 1357, mo3amjaHoBi — Ha TijcTaBax,

BU3HAYCHHUX cTaTTero 19 3akoHy Ykpainu «IIpo mineH3yBaHHS BHAIB TOCIOIaPCHKOI
TISIIBHOCTI.

IlepeBipku norpumManng CI' JlineH3iiiHMX YMOB NPOBAKEHHS FOCIHOAAPCHKOT
TiSJIBLHOCTI 3 IPOMHUCJIOBOT0 BUPOOHUIITBA JI3
(6 Oyarckax exazano 6ionosionuil yughposuii nokasnuk 3a 2018 pix)

Hepxmikenyx0010 3aiticiero 21 (16) miaHoBy nepeBipky.

3a pe3ylbTaTamMu HCDCBiDOK IPUMHSITO DiHICHHH:

- anymoBatu Jinensito — 2 (2) CT;
- HaJaTH PO3MOPSAIKEHHS PO YCYHEHHS nopyiieHs Jlitensiiaux ymos — 18 (13) CT;

- HaJJaTH PO3MOPSIKEHHS TMpO yCyHEHHS mopymieHb JlinmeHsiiHuX yMoOB 13
synuHeHHsSM BupoOHunTBa — 1 (1) CT.

3niiicHeHo 1 mo3amjiaHoBY NepeBipKY 3a 3BepHEHHSM (hi3UUHOT 0COOH.

Y 2018 poui 6ynro npogedenHo 5 nozaniaHosux nepesipoxk (Ha BUKOHAHHSL

PO3NOPAOACEHHS NPO YCYHeHHs nopyuens Jliyenzitinux ymos — 1, 3a 36epnennim CI”
abo 0opyHenHs YNOBHOBANCEHO020 op2ary — 4).

3niticueno 28 (28) mepetineH3iiiHUX mepeBipok, y Tomy uncii 3a MIT/I.

3a pe3yapTaTaMy NeEPEBIPOK NPUNHITO DIILIEHHS:

- BUJIATH JIILIEH31I0 Ha MIPOBAKEHHS TOCIOAAPChKOIl TisSIbHOCTI 3 BUpoOHUITBa JI3 Ta
BHecTH BimomocTi no JlimensiiHoro peectpy 3 BupoOHuirBa JI3, onrToBoi Ta
po3npioHoi Toprim JI3, immopty JI3 (kpim ADI) (mam — JlineHsiiHuil peectp) mpo
MICIIE TPOBAKEHHS TOCIOIaPChKOT MisIbHOCTI 3 BUpoOHuiTea JI3 — 27 (27) CT;;

- BIIMOBUTH Yy BHECEHH1 BigoMocTed g0 JIileH31MHOro peecTpy Mpo Micle
IIPOBAHKEHHS FOCIIOAaPChKOI MisibHOCTI 3 BupoOHuiTa JI3 — 1 (1) CT.
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IlepeBipku njorpumanisa CI' JlineH3iiHUX YMOB IPOBAYKEHHS
rocnoJaapchbKol AisiJIbHOCTI 3 BUPOOHUMUTBA (BUroTOBJEeHHs) JI3 B yMoBax
anTeKH, ONTOBOI Ta po3apioHoI ToprisJi JI3
(6 Oyarckax exazano 6ionosionuil yughposuii nokasnuk 3a 2018 pix)

Hepxiikenyx0or0 Ta il TepuTopiambHUMEH opraHamu 3xilicieno 1453 (1040)
IUIAHOBI NepeBipkH, y T.4. 32 MII/I:

- anTeyHux ckiamiB — 92 (125);
- anrrek — 2733 (2182);
- anTeYHMX MyHKTIB — 687 (581).

3a pe3ylbTaTamMu HCDCBiDOK PUMHSITO DiIHeHHH:

- ckiazeHo 317 (176) akTiB Ha aHYJIIOBaHHS JIIEH3IT;

- Bugano 1059 (826) po3nopskeHb PO yCyHEHHs OpYIIeHb JIileH31iHUX yMOB.

Hepxmkcnyx0010 Ta 1i TEpUTOpiaIbHUMHU opraHamu 3aiiicieno 274 (91)
103aIJIAHOBHUX IlepeBipku, y T.4. 32 MII/L:

- anTeyHux ckianiB — 13 (9);
- antek — 371 (124);
- anTeyHHuX MyHKTiB — 96 (40).

3a pe3ylbTaTamMu HCDCBiDOK IPUMHSITO DiHIGHHH:

- ckiazieHo 65 (21) akTiB Ha aHYJIIOBAHHS JIICH3IT;

- Bugano 38 (21) po3nopsKeHb PO YCYHEHHS MopyIeHb JIieH3iiHnX yMOB.

Jlepxaikcmyx00t0 Ta 1 TepuTOopiadbHUMU opranamu 3iilicHeHo 3054 mo3amjiaHoBi
nepeulineH3iiHi nepeBipku, y T.4. 3a MII/I:

- anreyHux ckianaiB — 80 (67);
- anrtek — 2504 (2588);
- anTeyHHuX TyHKTIB — 470 (345).

3a pe3ylbTaTamMu HCDCBiDOK IPUMHSITO DiHICHHH:

- BUJATH JIIIEH31I0 Ha MPOBAPKEHHS TOCMOJAPCHKOI JISJIBHOCTI 3 BHPOOHHUIITBA
(BurotoBieHHs) JI3 B ymMoBax amTeku, OMTOBOI Ta po3apioHOi Toprisii JI3 Ta BHecTH
BimomMocTi A0 JIiIeH3iiHOro peecTpy y 3B’A3KYy 31 CTBOPEHHSM HOBHUX MICIb
IPOBAHKCHHS TOCIIOIAPChKOT AisutbHOCTI — 2795 (2834) CT;

- BIIMOBUTH Yy BHUJAul JIIEH3li Ha MPOBAJKEHHS TOCHOJAPCHKOI ISIIBHOCTI 3
BUPOOHUIITBA (BUTOTOBIJIEHH:) JI3 B yMOBax anrteku, ONTOBOI Ta po3ApiOHOT TOPTiBIII
JI3 Ta BHeceH1 BijoMocTe 10 JIileH31iMHOro peecTpy y 3B SI3KY 31 CTBOPEHHSAM HOBUX
MICIIb TIPOBAJKEHHSI TOCIOAapChKOT fisuibHOCTI — 259 (166) CT.



IlepeBipkn gorpumManasa CI' JlineH3iiiHuX yMOB NPOBAIKEHHS TOCIOAAPCHLKO1
nistabHOCTI 3 iMmmopry JI3 (kpim API)

(6 Oyorckax exazano 6ionosionuil yugposuii nokasnuk 3a 2018 pix)

Hepxmikcmyx0oto 3aiticaero 8 (20) mjaaHOBUX NepeBipokK.

3a pe3ynpTaTaMu NepeBIPOK MPUNHHATO PIILICHHS:
- anymoBatu Jinensito — 4 (4) CT;
- HaJaTH PO3MOPSAIKEHHS PO YCYHEHHs mopyiieHs Jlinensinux ymos — 4 (16) CT'.

Ilo3anianoBi nepeBipku npotsarom 2018 ta 2019 pokiB He 3aiHCHIOBATIUCS.

Hepxmikenyx0o10 3aificiero 15 (29) mepemtineH3iiiHHX mepeBipok, y T.4. 3a
MIT/I.

3a pe3yabpTaTaMy NEPEBIPOK NPUUHSITO DIILIEHHS:

- BUJATH JIIEH311 Ha MPOBAPKEHHS TOCMOAAPCHKOI AisTbHOCTI 3 iMmopTy JI3 (kpim
A®I) Ta BHECTH BIAOMOCTI 110 JIIIIEH31HHOTO peecTpy Yy 3B’ SI3KY 31 CTBOPEHHSM HOBUX
MICIIb TIPOBAPKEHHS TOCIoaapchKoi aispHocTi — 13 (27) CT

- BIIMOBUTH Yy BHAa4l JIIEH311 Ha MPOBAJPKEHHS TOCMOAAPCHKOI JiSJIBHOCTI 3
iMriopty JI3 (kpim A®I) Ta y BHeceHHI BijiomocTei 10 JIileH31MHOTO peecTpy y
3B 13Ky 31 CTBOPEHHSIM HOBHX MICIlb IPOBAKEHHS TOCIOAAPChKOT AisIbHOCTI — 2 (2)
CT.

8. IepeBipku norpuManHsa CI' JlineH3iHHUX YMOB NNPOBAKEHHS roCnoaapcbKol

JisILHOCTI 3 KYJbTHBYBAHHS POCJMH, BKJIIYEHHX 10 Ta0auui I nepeiky
HAPKOTHYHMX 3aCc00iB, ICHXOTPONHMX PEYOBHH i IPEKYPCOPiB, 3aTBEPIKEHOTO
KabOinerom MiHicTpiB YKpainu, po3po0JieHHsl, BUPOOHULITBA, BUTOTOBJIEHHS,
30epiraHHsi, nepeBe3eHHsl, NPUWIOAHHSI, peaJji3amii (BiANYCKY), BBe3eHHS HA
TEPUTOPiI0 YKpaiHu, BUBE3€HHS 3 TepUTOPii YKpaiHu, BUKOPUCTAHHS,
3HUIIEHHS HAPKOTHYHMX 3aC00iB, ICMXOTPOIMHUX PEYOBMH i NpeKypcopiB,
BKJIIOUEHHX JI0 32a3HAYEHOT0 MEPETIKY (8 OVorckax 6KaA3ano 8i0n08ioOHUL yu@dposull

nokasznuk 3a 2018 pik):

Hepxmikenyx0o01o 3aivicaeHo 139 (75) miaHoBHX nepeBipok, y T.4. 3a MIT/I;
- JiKyBaJIbHO-TIPOGiIaKTHUHUX 3aKiaaaiB — 94 (60);

- anTeYHMX 3aknagiB — 16 (12);

- mignpueMcTB-BUpoOHUKIB JI3 — 4 (0);

- JIILIEH31aTiB, SIK1 3A1HCHIOIOTH AISUIbHICTD 3 00ITY MPEKypCOpiB COUCKY 2 Tabmuui [V
[epenixy — 25 (0).
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3a pe3yabpTaTaMu NEPEBIPOK MPUHHSITI PIIIICHHS

- 100 (50) ninensiaTam HaJaHO PO3MOPSIKEHHS PO YCYHEHHS IOPYIIICHD;

- 2 (1) nmiuensii aHyJIbOBaHI Ha MijCcTaBl AKTa PO BIIMOBY JilleH31aTa y MPOBEIACHH]
HEPEBIPKH.

Hepxmkcmyx0010 31ificHeHo 3 (4) mo3anjaaHoBi nepeBipKH:

- TKyBaJbHO-TIPOQiIaKTHIHUX 3aKmaiB — 2 (1);

- anreyHmx 3akmagiB — 1 (1).

Hamano 711 (796) po3’sicHeHb MO0 HAsIBHOCTI a0O BIJCYTHOCTI IiAKOHTPOJBbHE
PEYOBMH Yy TMPOAYKINI, IO BBO3UTHCA HA TEPUTOPII0 YKpaiHM YH BHBO3UTHCS
TepuTopii YKpainu.

Y 2019 pomi [epxiikeayxo6oro Bumano 1022 (1277) mo3BosiB Ha BBE3CHHS Ha
TEPUTOPiI0 YKpaiHH HAPKOTHYHUX 3aC001B, MCUXOTPOIHUX PEYOBHH 1 MPEKYPCOPIB,
289 (445) no3momiB Ha iX BuBe3eHHA Ta 26 (28) m03BONIB Ha TpaH3UT Yepes
TEPUTOPiI0 YKpaiHU.

9. IinTBepmxennsa vymoB BupooHuunTsa JI3 Bumoram HajiemkHoi BHPOOHHUOL
npaktuku (GMP) (8 Oyockax exazano 8i0nogioHull uudposuil. NOKA3HUK 3d

2018 pix):

[Mpotsirom 2019 pomi [lepsxkmikciry:k0oto0 omparpoBano 86 (68) 3ase CI' momo
npoBeneHHs cepTudikamii Bupoonuurs JI3 Ha BignosiaHicte BumMoram GMP Tta 637
(630) 3asB CI' Ha BMJa4yy BHCHOBKY IIOJO BIIAMOBIIHOCTI YMOB BHpoOHHUIITBA JI3
Bumoram GMP.

3a pPE3yJabTaTaMiM OIMpantOBaHHA .

- mpoBezaeHo 67 (59) incnekTyBaHb;

- Bugano 61 (55) ceprudikar GMP;

- Buzano 575 (606) BUCHOBKIB BiIIOBITHOCTI YMOB BUPOOHHIITBa BuMoram GMP;
- BiaMOBIICHO 4 (23) 3assBHUKaM.

10. Po3po0Ka NpoOEKTIiB HOPMATHBHO-IIPABOBHX AKTIB

[Ipotsrom 2019 poky Jepxmkcnyx000 Oys1o po3po0JICHO Taki MPOEKTH
HOPMAaTHUBHO-TIPABOBUX aKTiB:

- npoekT 3akoHy Ykpainu «IIpo BHecenHs 3MiH 10 3akony Ykpainu «IIpo mikapchki
3ac00M» 111010 3aMIPOBAKEHHS CIIeL1adbHOr0 KOoayBaHHA JI3;

- npoekT Hakazy MO3 VYkpainu «IIpo BHeceHHs 3MiH 10 IHCTpyKLii 3 opopmiIeHHs
MaTepialliB PO aJMIHICTPATHBHI MPaABOIOPYIICHHS 3aKOHOJABCTBA YKpaiHHW IOJI0
3a0€3MeUeHHS SKOCT1 JIIKapchkux 3aco0iB» (Hakaz MO3 Vkpainu Big 26.10.2001
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No 428, 3apeectpoBanuii B Mid’tocti  18.01.2002 3a N 47/6335) crocoBHO
YJAOCKOHAJIEHHS] Ta TPHUBEICHHS Yy BUAMOBIAHICTH J0 I[HCTpyKIii 3 odopmieHHS
MaTtepialliB PO aJMIHICTPATHBHI MPaBOIOPYIICHHS 3aKOHOJABCTBA YKpaiHHW IIOJI0
3a0e3neueHHs sKkocTi JI3 3 IHIIMMU HOPMATUBHO-TIPABOBUMHU aKTaMU;

- mpoekT moctaHoBu Kabinery MinictpiB Ykpainu «lIpo BHeceHHS 3MiH [0
[Tonoxxenns npo [epxaBHy cinyxk0y YKpaiHu 3 JiKapChKHUX 3ac001B Ta KOHTPOJIIO 32
HApPKOTHUKAMI;

- mpoekT noctaHoBu Kabinety MinictpiB Ykpainu «IIpo 3aTBepKeHHS KPUTEPIiB, 3a
SKAMH OIIHIOETbCS CTYMiHb PHU3UKY BiJ NPOBAKCHHS ISJIBHOCTI 3 00iry
HApKOTUYHHUX 3ac00iB, TICUXOTPOIHMX PEYOBUH 1 MPEKYpPCOPIB Ta BU3HAYAETHCS
NEePIOANYHICTh 3IMCHEHHS IIJIAHOBUX 3aXOIB JEP)KaBHOTO HarIsAy (KOHTPOJIIO)
HepxaBHOO chnyx0010 VYKpaiHM 3 JIIKapChbKUX 3ac00iB Ta KOHTPOJIIO 3a
HapKOTUKAMI;

- mpoekT noctaHoBu KaGinety MinictpiB Ykpainu «IIpo 3aTBepmkeHHs 00CSTIB KBOT
Ha 2019 pik, y MexXax SKUX 3I1ACHIOETHCS KYJIbTUBYBAHHS POCIHH, IO MICTATh
HApPKOTUYHI 3acOo0M 1 TICUXOTPOIHI PEYOBUHH, BHUPOOHUIITBO, BHUTOTOBJICHHS,
30epiraHHsi, BBE3€HHS Ha TEPUTOPIIO0 YKpaiHM Ta BUBE3EHHS 3 TEPHUTOPIi YKpaiHu
HApKOTHUYHMX 3aCO01B 1 ICUXOTPONHUX PEYOBUHY;

- npoekT Hakazy MO3 Vkpainu «IIpo BHeceHHs 3MiH 10 Haka3zy MiHicTepcTBa
0XOpOHU 3710poB'ss Ykpainu Big 29 BepecHs 2014 poky Ne 677» (mpo 3aTBEpI>KEHHS
NOPSJIKY KOHTPOJIIO siKOCTi JI3 mi yac onToBoi Ta po3apiOHOT TOPTiBii);

- npoekT Hakazy MO3 Vkpainu «Ilpo 3arBepmxkenns [lopsaky mepeBipku mepen
BHUJIAUOIO0 JIIIEH31i Ha NPOBAKCHHS TOCIOAAPCHKOI ISJIBHOCTI 3 BHPOOHHUIITBA
JIKApChKUX 3ac001B, OMTOBOI, PO3JpIOHOI TOPriBIl JIKAPCHKUMH 3aco0aMu Ta 3
IMITOPTY JIIKAPCHKKX 3aC001B (KPIM aKTUBHUX (hapMaIleBTUYHUX IHTPEIIEHTIB)Y;

- mpoekT Hakazy MO3 Vkpainu «IIpo BHeceHHs 3MiH 10 yHI(ikoBaHOT popmu AKTY,
CKJIQJICHOTO 3a pe3yJdbTaTaMH MPOBEJICHHS IJIAHOBOTO (IMO3AIUIAHOBOTO) 3aXO.y
JIEP’KAaBHOTO HATISINY (KOHTPOJIO) MIOA0 JOJEPKaHHSA Cy0 €KTaMH TOCTIOAapIOBAHHS
JliueH3iiiHMX yMOB MPOBAKEHHS TOCMOAAPCHKOI JISJIBHOCTI 3 BUPOOHHMIITBA
JIKApChKUX 3ac00iB, ONTOBOI Ta pPO3ApIOHOI TOPTriBAl JIKAPCBKUMH 3aco0amu,
IMIIOPTY JiKapchbKuX 3ac001B (kpiMm ADI)»;

- npoekT Hakazy MO3 Vkpainum «lIpo 3aTBepmxkeHHs npaBuil BUPOOHHIITBA,
BUT'OTOBJICHHS HAPKOTUYHUX 3aC001B, ICUXOTPOIIHUX PEYOBUHY;

- mpoekt Hakazy MO3 «IIpo BHeceHHs 3MiH A0 yHi(pIKOBaHOT (opMH aKTy,
CKJIQJICHOTO 3a pe3yJibTaTaMH NPOBEJCHHS IJIAHOBOTO (ITO3AIUIAHOBOTO 3aXOIy
JIEP’KAaBHOTO HarAny (KOHTPOJIIO) MIOAO AOAEpXKaHHS CyO €KTOM TOCIOAapIOBAHHS
BUMOT JIiIIeH31HHUX YMOB MPOBA/IKEHHS TOCIOJAPCHKOI JISIbHOCTI 3 KyJIbTUBYBaHHS
pPOCIMH, BKIIIOUEHUX A0 Tabmuii | meperniky HapKOTHUHUX 3ac001B, MCUXOTPOITHUX
pEUYOBMH 1 TIPEKypcopiB, 3aTBepkeHoro Kabinerom MinicTpiB  Ykpainw,
pO3po0IICHHS, BUPOOHMIITBA, BUTOTOBJICHHS, 30€piraHHs, MePEBE3CHHs, NMPUI0aHHs,
peamizamii (BIAMYCKY), BBE3€HHA Ha TEPUTOPII0 YKpaAiHW, BUBE3CHHS 3 TEPUTOPIi
VYkpainu, BUKOPUCTaHHS, 3HUIIEHHS HAPKOTUYHHUX 3ac00iB, ICUXOTPOIHUX PEUOBUH
1 IPEKYyPCOPiB, BKIFOYEHHUX J0 3a3HAYEHOTO TEePETiKy»;
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- npoekT Hakazy MO3 Vkpainu «IIpo BHeceHHs 3MiH ;10 Haka3zy MiHicTepcTBa
0oXopoHH 3710poB's Ykpainu Big 27.12.2012 Ne 1130» (IIpo 3arBepmxenns [lopsaky
MPOBEJICHHSI MiATBEP/XKEHHS BIJMOBIIHOCTI YMOB BUPOOHUIITBA JIIKAPCHKUX 3aCO01B
BUMOTaM HaJIC)KHOI BUPOOHUYOT MPAKTUKH);

- npoekT Hakazy MO3 Vkpainu «IIpo BHeceHHs 3MiH /10 Haka3zy MiHicTepcTBa

oxopoHH 310poB's Ykpainu Big 07.12.2012 Ne 1008» (Ilpo 3atBepmxenns Ilopsiaky

ceptudikaiii AKOCTI JIKApCBKUX 3ac0o0iB Ui MDKHApOJHOI TOPTiBIlI  Ta

MiTBEPKCHHS 711 aKTUBHUX (DApMAaIeBTUYHUX 1HTPEIIEHTIB, 1[0 €KCIIOPTYIOTHCS).

II. BUKOPUCTAHHA KOHTIB JEPKABHOI'O BIO/UKETY

KE | HaiiMmeHyBaHHSI BUTPAT 2019 pik (THC. TpH) 2020 pik (THC.
KB | mo KIIKB 2307010 I'PH)
"KepiBHMIITBO Ta broaxer | Buna |KacoBe [Brogxker | Buga
ynpasJiHHA y cepi HUI TKH |BHUKOHA |HUM TKHU
JiKapcbKHX 3ac00iB Ta 3aluT HHS 3aluT
KOHTPOJII0 32 HAPKOTHKamMu"
VYcboro BUAAaTKIB 196355, |10985 [108849, 824751, 10458
0 6,4 9 8 2,8
211 | Omnara mparti 118161, [81310 (81297,4 |118161, | 82515
0 5 4 5 ,0
212 | HapaxyBanHs Ha oraty mpaui |25995,5 (17731 |17544,8 |25995,5 | 18153
0 ,95 3
221 | [IpeameTn, matepianm, |4515,8 |1838, [1642,1 |7565,6 |297,4
0 oOJiaiHaHHs Ta IHBEHTAp 75
222 | MennkamMeHTH Ta [135,9 897.,8
0 nepeB'sI3yBaJIbHI MaTepiaiu
224 | Omnara MOCITYT, kpim |30678,4 |4303, [3959,7 |247832, |1711,
0 KOMYHAJIbHUX 25 0 0
225 | Bunatku Ha BiAPSKEHHS 42442 11108, [1069,0 |6687,9 [372,0
0 45
227 | Omnata koMmyHanpHUX mocayr |3752,6 3199, |3010,4 |4063,8 |1511,
0 Ta €eHEProHOCIiB 9 4
228 | Okpemi 3axomu 1o peanizamii 194,2 7,5 6,8 278,6
2 NeprKaBHUX nmporpam
(perioHanbHKUX) TporpaMm, He
BIJIHECEHI JI0 3aX0J11B PO3BUTKY
263 | Ilorouni Ttpancheptu ypsgam [296,8 230,3 |230,3 296,8
0 1HO3EMHUX nep>kaB Ta 5
MDKHAPOJHUM OpraHizalism
280 | Inm moTo4yHi BUAATKHU 251,1 125,8 89,4 258,7 22,7
0 5
311 |[lpunbGannst  obmagHanus 1 |5081,0 361813,
0 OpeIMETiB  JOBTOCTPOKOBOTO 6
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KOPHUCTYBaHHS
313 | KamitanpbHuit peMOHT 11600,0
0
314 | PexoHCTPYKIIisl Ta pecTaBpalis 300,0
0
316 | [IpunbOanus 3eMIIl ta |3048,0 39000,0
0 HEMaTepiaTbHUX aKTHBIB
KE | HaiimeHyBaHHSI BUTPAT IO 2018 pik (THC.TpH) 2019 pix
KB | KIIKB 2307010 "KepiBHuuTBO (THC.TPH)
Ta ynpasJiiHHA y cdepi broxx. |Bupar |Kacose |bromx. | Bupar
JiKapCcbKHUX 32c00iB Ta 3alUT |KHU BHKOHA |3alIUT |KH
KOHTPOJIIO 32 HAPKOTUKAMu'"' HHSA
VY cboro BUAATKIB 151811 /109670109528, |196355|109856
,30 ,70 78 ,00 ,40
2110 | Omurara mparti 82515, (82375, |82374,5 |118161|82515,
00 50 6 ,50 00
2120 | HapaxyBanus Ha orutaty mpami | 18153, [17858, |17817,9 [25995, | 18153,
30 90 7 50 30
2210| Ilpenmetn, matepianm, [3850,0 {1226,9 |1226,77 |4515,8 | 719,60
oOnagHaHHS Ta IHBEHTAP 0 5 0
2220 | MenukamMeHTH ta |160,90 [0,00 0,00 135,90 | 0,00
nepeB'si3yBalibHI MaTepiaan
2240 | Omnara MOCIYT, kpim | 31733, |4057,3 |4056,28 |306/8, [3870,0
KOMYHAJIbHUX 40 5 40 0
2250 | BunaTku Ha BIAPSATKEHHS 2020,6 |895,40 |877,62 [4244,2 900,00
0 0
2270 | Omnara kKoMmyHaJIBHHX mocayr Ta |3725,5 [2961,8 [2890,65 [3752,6 |3373,5
€HEProHOCIiB 0 0 0 0
2282 | Oxpemi 3axomu mo peamizanii 105,40 [0,00 0,00 194,20 | 0,00
Jep>KaBHUX nporpam
(perioHaNbHUX) MporpaM, He
BIJIHECEHI JI0 3aX0/11B PO3BUTKY
2630 | [Torouni Ttpancheprn ypsgam [1260,0 [240,60 |234,81 [296,80 | 270,00
1HO3EMHHX JIepIKaB ta |0
MDKHAPOJIHUM OpTaHi3aIfism
2800 | Iamumn moTo4yH1 BUAATKH 158,20 [54,20 (50,12 251,10 (55,00
3110 | [IpunOanus o0nagHaHHsA 15081,0 {0,00 0,00 5081,0 {0,00
peaMETIB JTOBrocTpokororo |0 0
KOPUCTYBaHHS
3160 | [Tpunbanus 3eMJTl ta |3048,0 [0,00 0,00 3048,0 {0,00
HEeMaTepiaIbHUX aKTHBIB 0 0
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KEK | HaiimenyBannsi Butpat no KIIKB 2018 pik (THC.IpH)
B 2307020 "BrnpoBajkeHHsI CHCTEeMH broxx | Bupatk | KacoBe
€JIEKTPOHHOI'0 IOKYMEHT000Iiry B cdepi . ]| BHUKOHAHH
JIKapCbKHUX 32C00iB Ta KOHTPOJIIO 32 3amuT b
HApKOTHKamMu"
Y cbporo BUAaTKiB 0,00 |2000,00 |387,60
2110 |Omiara nparii 0,00 0,00 0,00
2120 |HapaxyBaHHs Ha OIuIaTy Iparii 0,00 0,00 0,00
2210 |Ilpemmern, watepiamm, oOmamnanas Ta|0,00 |0,00 0,00
1HBEHTAp
2240 | Omrata mociyr, KpiM KOMyHAJTBHUX 0,00 |1600,00 |0,00
2250 |BupaaTku Ha BIIPSIHKEHHS 0,00 0,00 0,00
2270 |Omnmara KOMYHaJIbHUX OCITYT ta | 0,00 0,00 0,00
€HEProHOCIiB

2630 |ITorouni tpancdeptu ypsaam i"Hozemuux |0,00 0,00 0,00
JepaB Ta M>KHAPOJHUM OpraHizaiisim

3110 |Ilpunbanuss o6Omamgnanus 1 mnpeamertis |0,00 [400,00 |387,60
JOBTOCTPOKOBOTO KOPUCTYBaHHS

I11. OPTAHIBAIIIMHA TH®OPMAILIISA

Crpyvkrypa /lepkaBHOI CJAVKONM YKPAITHM 3 JIKAPCHLKUX 3aC00iB Ta KOHTPOJIIO 32
HAPKOTHKAMH (EHTPAJLHUH anapar)

[Ipotsrom 2019 poky y Hepxmikcayx01 Aisima CTPYKTypa, 3aTBepKeHa
B.0. ['onoBu [lepxiikemyx6u 07.11.2018 ta moromxeHa B.0. MiHICTpa OXOpOHHU
310poB’s Ykpainu 29.11.2018:

Ne | Ha3zBa migpo3ainy KinbkicTs
3/m IITATHUX
OJIMHHIb

1 | KepiBHHULITBO 3

2 | lemapTaMeHT KOHTPOJIIO SIKOCTI JIIKAPCHKUX 3aC001B 22

3 | YnpapniHHA JileH3yBaHHS BUPOOHHUIITBA, IMIIOPTY JIIKAPCHKUX 10
3ac00iB, KOHTPOJIO 3a JOTPUMAHHSAM JIIEH3IMHUX YMOB Ta
ceprudikari

4 | JlemapTraMeHT ONTOBOI Ta PO3APIOHOI TOPTiBJ JIIKAPCHKUMU 19
3aco0amMu

5 Bignin nepkaBHOTO PUHKOBOTO HAIISAMY 3a 00ITOM MEIMYHUX 5
BUPOOIB

6 | YopaBmiHHS IepiKaBHOTO PETYIIOBAHHS Ta KOHTPOIIO Y cdepi 17
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00iry  HapKOTMYHHUX  3acO0iB, TICHXOTPOIHUX  PEYOBHH,
MPEKYPCOPIB 1 MPOTHAIT iX HE3AKOHHOMY 00Iry
7/ | YrpaBiiHHS KOMYHIKaIlii 9
8 | Bignin npaBoBoro 3abe3neueHHs 6
9 | Bigain 6yxraatepchbkoro o0miKy Ta IIaHyBaHHS 8
10 | Bigain 3 ynpaBiiHHS IEPCOHAJIOM 8
11 | Bigain 3araibHO-aIMiHICTPATUBHOI pOOOTH 8
12 | CexTop ynpaBiaiHHSI CUCTEMOIO SKOCTI 3
13 | CexTop aamiHICTpyBaHHS 0a3 JaHUX 3
14 | CexTop yIpaBiiHHS pecypcamu 2
15 | TonoBHMIA crHemiagicT 3 TMWTaHb 3amo0iraHHS Ta BUSBICHHS 1
KOpyHIii
16 | ['onoBHMIA crieniadicT 3 BHYTPIIIHBOTO AYAUTY 1
17 | 'onoBHMII criemiaiicT 3 MOOLTI3AIIMHOT M1ATOTOBKHU 1
18 | ['ooBHMI CHIEIIANIICT 3 PEKUMHO-CEKPETHOT poOOTH 1
Bceroro: 127

Ha Bukonanust BuMor yactunu 3 crarti 6 3akony Ykpainu «IIpo nepxaBHy ciyx0Oy»
CTPYKTYPOIO Ta IITATHUM PO3MUCOM JIepiKIIIKCIYKOU NTOTPUMAHO CITiBBIHOIICHHS
nmocaJi JIep>KaBHOI Cyk0H, a caMme: KUIbKICTh 1ocaji Kareropi «A» 1 «by» craHOBUTH
He OlIbIIIe TPETUHH IITATHOT YMCEIBLHOCTI B1JIOMCTRA.

TepuropiajbHi opranu Jlepaaikcayxou
Bignosimao mo mocranoBu KaGinery MinictpiB Ykpainu Bim 01.06.2016 Ne 355

«[Ipo yTBOpeHHs TepuTOpiasIbHUX OopraniB Jlepx«aBHOI CIIy>kO0H 3 JIIKapChKUX 3ac001B
Ta KOHTPOJIIO 32 HApKOTHKaMM», YTBOPEHO SIK IOPUAWYHI 0COOM MyOJiYHOro MpaBa
TepUTOpiabHi opranu Jlepxiikciayx0ou (ycboro 25 TepUTOpiaibHUX OpraHiB). Y
ToMy uuci, JlepskaBHa cityx0a 3 JIIKapChKUX 3acO0IB Ta KOHTPOJIIO 32 HAPKOTHKAMHU
y XepCOHCBKIM 00J1acTi yTBOpEHA SIK IOpUJIMYHA 0co0a MyOJIIYHOIO IpaBa IUIIXOM
nepeTBopeHHs JlepkaBHOT Cly>XOM 3 JIIKapChKUX 3ac00IB y XepCOHCHKIM 001acTi,
JepxaBHoi ciy>)kOu 3 JIKapchkux 3aco0iB B ABTOHOMHIM PecnyOmimi Kpuwm,
JlepxaBHOI cy>k0u 3 JiKapchKkux 3aco0iB y M. CeBacTomomi.

Jdep:kaBHi NiANPUEMCTBA, AIKi BXOIATH 10 chepu ynpapaiHH JlepKIIKCIYKRON
1. I «YkpaiHChbKHi1 HAYKOBUM (hapMaKONEHHUN IEHTP SKOCTI JTIKAPChKUX 3aCO0IBY;
2. 1T «lep>xaBHUM HAYKOBUN LIEHTP JIIKAPChKUX 3aC001B 1 MEIMYHOT MTPOAYKITID»;

3. AIT «llenTpanpHa nadopaTopis 3 aHai3y SIKOCTI JIIKAPChKUX 3aCO0IB 1 MEIUYHOI
MPOTYKITIT»;

4. N1 «Ykpainchkuit papMalleBTUUHUHN THCTUTYT SIKOCTD».
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OcHOBHI pe3yJbTaTH iX JissJabHOCTI B 2019 porri:

JIl  «Ykpaincokuit naykoeuii gapmaxoneiunuil ueHmp AKOCHI JIKAPCbKUX
3aco0ien:

1) po3pobneno npoekt JonoBHeHHs 4 10 [lepkaBHoi dapmakornei Yipaiau (DY)
npyroro BuaanHa — J®Y 2.4.0 3aBepmieHo crafgilo MmyOiiyHOTO OOTOBOPEHHS,
IPOBOAMUTHCS pelaryBaHHsA TEKCTIB Ta MIATOTOBKA CUTHAIBHOTO 3pazka JdY 2.4 no
y3rompkenHs 3 MO3 VYkpainu 3 Meroro BBeneHHs B aito y 2020 pori). 3aranbHa
KUIBKICTh CTOpPIHOK mpoekty DY 2.4 — 559, 30kpema: TekcTu 3 Bamigarii Ta
CTaTUCTUKU — 152 cTOp.; TEKCTU CTOCOBHO JIKAPCHKOI POCIMHHOI cUpoBUHU — 197
CTOP.; TEKCTHU Ha 010JI0T14HI BUIIPOOYBaHHA — 83 CTOP.

2) miarpumyetbesi HamioHanpHa cucreMa (hapMakONEHHHMX CTaHIAPTHUX 3pa3KiB
Hepxasuoi @apmakonei Ykpainun (OC3 JPV). Ha caiiti BOO3 posmimieHo
nocunanHs Ha katanor ®C3 JIOY nopsiza 3 karagoramu 1ie ceMu (papMakonei cBiTy,
30KkpeMa €Bporencbkoi, AMepUKaHChKoi Ta SMOHCHKOT papMaKkoIieit.

daxiBui MOIATPUEMCTBA O€pyTh y4acTh B EKCHEPTHUX 1 poOoYMX Trpymnax
€Bponelicbkoi Ta Awmepukancbkoi Dapmakonei. Bukopucranus OC3 OV
3a0e3nevye HaJIEKHUM pIBEHb KOHTPOdtO sikocTi JI3 1 103BOJsiE  yKpaiHCHKUM
BUPOOHHMKAM 3HAYHO €KOHOMHTH BAJIFOTHI KOIITH.

3) y4acTh B Mi>KHAPOJIHUX 3aX0JaxX:

- 4-5 0epe3ns 2019 poxy — B 10-if mixkHaponHiii Hapanai Gpapmakorneit cBity (IMWP),
1o BinOymack mif erigoro BOO3 (mrad-kBaptupa BOO3, Kenesa, IlBeiimapis);

- 13-14 Gepe3ns 2019 poxy — B 13-my CnutbHomy EDQM-USP MixnapogHomy
cuMro3iymi 3 (apMaleBTUYHUX CTaHaapTHUx 3pa3kiB (CtpacOypr, Dpaniris),
OTPUMAHO IIPU3 32 MOCTEPHY JOTMOBI/Ib;

- 21-22 TpaBHa 2019 poky — B 3yctpiul @apmakorneit Ta ¢apMakonelHUX OpraHiB
KpaiH-ujeHiB €Bponeicbkoi (papmakoneitHoi kowmicii (Pepepanbuuii [HCTUTYT
JIKapChKUX 3ac001B Ta Meau4YHOTO 00nanHanus, bornn, Himeuunna);

- 19-20 yepBHsa 2019 poxy — B MixuHapoaniii koHdepenuii «CyuacHa Hayka AJis
JKIB MallOyTHBOTOY, sika OyJyia opraHizoBaHa €BPONEUCHKUM JTUPEKTOPATOM 3 SKOCTI
JiKapchkuX 3aco0iB Ta €Bpomeiicbkoro dapmakoneero 3 mpuBoay Buxoay 10-ro
BUIaHHA €Bporneiickkoi papmakornei (CtpacOypr, Opaniris).

MixkHapoJHe CHIBPOOITHUIITBO J03BOJISIE BU3HAUYUTH OCHOBHI HAMNPSIMU PO3BUTKY
JADY Ta mnomanmpioi TapMOHI3alil Jep)KaBHUX cTaHAapTiB skocti JI3 3
€BPOMNEHCHKUMH, PalllOHAIbHO BUKOPUCTOBYBATH BIJIACHI PECYpPCH 3aBISKH afamnTarii
icHytouux cramaptiB €C, BiIKpHBAE MOKJIUBOCTI IS O3HAWMOMIIEHHS CBITOBOI
CHUTHbHOTH 3 HAyKOBUMH MiAxoaamu, ki po3BuBae JDVY, a y mepcnexktusi — s
rapmoHdi3zaiii nigxoaiB JIdY Ha MikHapoaHOMY piBHI.

JII «/leprcasnuit naykoeuii yenmp JikapcoKux 3aco0ie i Meouunoi npooyKuyiiy:

1) npoBeicHO HAYKOBO-IOCHIIHI POOOTH 3a TEMOIO: CKPHUHIHIOBE JOCIIIKEHHS
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KapI10MPOTEKTOPHOT 1T AIT1APOKBEPIIETUHY Ta (PapMaKOJOTTUHUN CKPUHIHT Ha eTari
PO3pPOOKHU refTro MEJIOKCUKaMy Ta poOOTH 3 AOCIIIKEHHS (hapMaKOKIHETHKH;

2) HaJIPYKOBAHO TPH HAYKOBI CTATTI 3a TeMaTHKOIO: DapMaKoJOriyHi JOCIIIHKEHHS
HOBHX IpeNapariB Ta npoOjaeMu AOKIiHIYHUX BUNIpoOyBaHb JI3 (6iocTUMYNSATOPIB Ta
JUTSI JTIKyBaHHS NarieHTiB 3 renatutom C);

3) BUaHo BiciM myOuTiKaiii Ha TEMU:

- eKCIIEPUMEHTANIBHI  JAOCTipKeHHS  (DapMakosoriyHoi  aktuBHOCTI  JI3  pi3HOI
CIOpPSIMOBAHOCTI Jii 3a MarepiajaMu JOTOBIpHOI TeMaTHUKU 3 (apMaleBTUYHUMU
HiIPUEMCTBAMU Y KpaiHu;

- aHaJII3 MOX1JHUX CEPOTOHIHY B HACIHHI cadiopy KPacUIIbHOIO;

- aHaJ113 010JI0TIYHO AKTUBHUX PEUOBUH KOPIHHS COJIOAKH TOJIO].

I «llenmpanvna nadopamopia 3 ananizy aKocmi JiKapcbKux 3aco0ie i meOuuHoi
npooykuii» (8 dyorckax sxkazano 8ionosionull yu@posuti nokasnux 3a 2018 pik):

1) mpoBeaeHo aHaii3 Ta Bumano 4164 (4131) ceprudikaru mis 3paskis JI3 (29 (37)
nepeBipenux 3paskiB (0,7% (0,9%) we BiamoBigasu BuMoram crerdikamii). Y
paMKax B3aeMoii 3 €BPOMEHCHKUM JIUPEKTOPATOM 3 SKOCTI JIKapChKHX 3ac001B
(EDQM) daxiBii mianpueMCTBa B3sJIM Y4acTh y JOCHIIKEHHI Xapaktepuctuk 10

KaHIUAATIB B CTaHAapTHI 3pasku €Bpomeiicbkoi ¢apmakonei (EP CRS), y
nocrmimxkeHHl crabinpbHOCTI 28 unnHux EP CRS, y mpoBenenni 4 paynai PTS, a
TaKOX y MOpiuHUX 300pax nabopaTopii, uieHiB mepexi OMCL.

2) YCHIIIHO OHOBJIEHO CBIJIONTBO arecrailii, Buaane Jlepxmikciayx00r0, aTectar
axkpenutarii 3rigao JACTY ISO/IEC 17025:2017.

3) CTBOpPEHO HOBUU BT — TEXHIYHUX €KCIIEPTHU3 Ta 1HCIIEKTYBaHb ISl IPOBEICHHS
EKCTEePTHU3 Ta IHCTIIEKTYBaHb YMOB BUpOOHUIITBA JI3 Ha BianoBigHicTh BUMoram GMP.
22-24 wxoBTHa 2019 poky HIl «llentpanbHa nabopaTtopis 3 aHamizy SKOCTI
JIKapChbKUX 3ac001B 1 MEAMYHOI MPOAYKLID» YCHIIIHO MPOMIILIA YEProBUIl aydauT
EDQM - MJA 11/109.

entpanbHna mabopaTopiss — ojaHa 3 Jjaboparopid, sky JlepxkiikciayxoOa
YIIOBHOBaXXMJIa HAa TIPOBEACHHS HE3aJeKHOTO KOHTPOIIO SKOCTI Ta Oesmeku JI3 B
VYkpaini, 1 equHa, 1mo Oyna aeneroBaHa JlepKIiKCIy»K0010 MPEACTaBIATH YKpaiHy B
3araJIbHOEBPOIIEUCHKIN Mepeki OPIIIHHNX KOHTPOJIBHUX JIA0OpaTOpiii 3 KOHTPOJIIO
axocTi JikiB y €Bpori (GEON).

I « Ykpaincokuii hapmayesmuynuii incmumym aKoCmiy '

1) mpoBeneno 34 iHCneKTyBaHHS BUPOOHHKIB JI3 — Hepe3WIEHTIB Ha BiAMOBIIHICTD
BuMoraMm GMP (mosutuBHUI pe3ynbrar — 27, HeratuBHuM — 7). Takox (axiBii
MIAMPUEMCTBA OYJIM 3aJTydeH1 JI0 1HCIIEKTYBaHHs S BUPOOHUKIB JI3 — pe3uieHTIB.

2) 3a 3BITHMH IepiojJ yChoro mnpoBeneHo 443 cremiani30BaHUX OILIHOK IMOJaHUX
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JIOKYMEHTIB Ha BiANOBIIHICT BUMoraMm GMP, B T.4. 0yJI0 BUKOHAHO 255 €KCIepTHHUX
OIIIHOK 110/10 cepTudikalii, nepeodopMiaeHHs cepTudikata, po3IMIUPEHHS NEPeTiKy
JI3 no ceprudikata GMP 1 188 omiHOK 11aHIB KOPUTYBAJIBHUX Ta 3alI001KHUX J1i Ta
ix nokymeHTanpHuX miaTeepxeHs (CAPA).

3) 3abe3meueHo OpraHi3allito 1 MPOBEJACHHS HaBYAHHS Ta MiABUINEHHS KBaidikarii
IpaliBHUKIB Ta CHeUiaiicTiB Jlepiikcay 0u, ycTaHOB, OopraHizauii pi3Hux (opm
BJIACHOCTI Ta MIANOPSAKYBAaHHS, a TakoXX MNpuBaTtHUX oci6. Bcworo 3a 2019 pik
MIPOBEJICHO 23 HaBYAJIBHUX 3aX0/IM, B IKMX B3sUIM y4acTh 528 ciyxadis.

Ilpomseom 2018 poky 6yro nposedeno: 49 incnekmysanus 6upobHukie JI3

(nozumusenuii  pezyromam — 31, ueeamusnuu — 18), ycvoco nposedeno 368
cneyianizosanux excnepmu3, 158 excnepmuux oyinox wodo cepmuikayii,
nepeoghopmienns cepmughixama, pozwupents nepeniky JI3 oo cepmugixama GMP,
210 oyinox CAPA (naawu, ookymenmanvri niomeepoicenns, noemopti CAPA).

IV. MIZKHAPOJAHE CINIBPOBITHHUIITBO

Y  cbhepi  MDKHApOAHOTO  CHIBpOOITHHULTBA  JIEpKIIKCIY»)KO00K0  MOCTIHHO
3MIIHCHIOIOTHCS 3aX0JIM, CTIPSIMOBAaHI Ha BIPOBAHKCHHS €BPOMEHCHKUX PETIAMEHTIB i
CTaHAAPTIB y cdepax KOHTpoIto sKocTi Ta Oesmexku JI3, MB, o0iry HapkOoTHYHUX
3ac001B, MICUXOTPOITHUX PEUOBUH 1 MPEKYPCOPIB 3 METOIO MIABUIICHHS PIBHS JTOBIPH
710 MPOIYKIIi BITYU3HAHUX (hapMalleBTUUYHUX BHUPOOHUKIB HA 1HO3EMHHUX PUHKAX Ta
PO3BUTKY B3a€MOBHT1IHOI MI>KHAPOJIHOI CITIBITpAIIl.

YkpaiHa B 0c00i JIep/KJIiKCJIVKOM TPEACTABJCHA V TAKHX MIKHAPOIHUX
opragizamisx:

1) MixkHapogHa  CHUCTeMa  CIiBpOOITHHIITBA  (DapMalCBTHYHHUX  IHCHCKI[IH
(Pharmaceutical Inspection Cooperation Scheme — PIC/S);

2) €Bporeiicbka KoMicist 3 hapmakoriei;
3) Kowmicis 3 HAapKOTHYHUX 3aC00iB;
4) Mi>kHapOJHUN KOMITET 3 KOHTPOJIIO HaJl HAPKOTUKAMHU;

5) Kowmirter cropin Konrenrii Pagu €Bponu o0 miapoOoK MEeIUIHOT MPOIYKITi Ta
noMiOHUX TPABOIMOPYIIEHb, IO CTAHOBJATH 3arpo3y TPOMAICHKOMY 3I0POB’IO
(mam — Konsennist MEDICRIME).
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Mixcnapoona cucmema cnigpooimuuyumea papmaueemuyHux IHCneKuil
(Pharmaceutical Inspection Cooperation Scheme — PIC/S)

PIC/S — MixHapogHWil IHCTPYMEHT B3a€MOJii MiX KpaiHaAMU Ta PETYyJISTOPHUMH
opranamMmu B cdepi KoHTpodwo sikocTi JI3 (HamioHadbHUMHU (DapMarleBTUIHUMH
1HCIIEKTOpaTaMHu ), sIKi 3a0€3MeUyIOTh pa30M aKTUBHY Ta KOHCTPYKTHBHY CITIBIIPAIIO Y
chepi Hanexxnoi BupoOHuuoi npaktuku (GMP), iHCIIEeKTyBaHHS Ta JIIIIECH3YBaHHS.

Micis PIC/S monsitae B Tomy, 00 3M1MCHIOBATH MIXKHAPOJHE KEPIBHHUIITBO MO0
pO3poOKHM, BOPOBAPKEHHA Ta MHIATPUMKH TrapMoHi3oBaHux cranaaptiB GMP, Ta
CHUCTEMHU SIKOCTI IHCTIEKTOpaTiB y ramys3i JI3.

Metoro PIC/S € oxopoHa CycHiIbHOTO 3/I0pOB’S MIISXOM:

- COpUSIHHSL Ta 3MIIHEHHS CHIBpOOITHUITBA MiX opraHamu-ydacHukamu PIC/S y
cdepi, U0 CTOCYETHCS 1HCTIIEKTYBaHHA BUPOOHUUTB JI3 Ta CyMiXHOI IiSJIBHOCTI AJis
30epexeHHs B3aEMHOI BIIEBHEHOCTI Ta 3a0X0YCHHS 3a0€3MeUeHHS SIKOCT1 1HCTIEKITIH;

- CTBOPEHHS CUCTeMH OOMiHY 1H(OpMaIII€l0 Ta JOCBIIOM Ha JOOPOBUIbHIN OCHOBI;
- KOOPJAMHYBAaHHS B3aEMHOTO HaBYAHHSI 1HCTICKTOPIB;

- YJOCKOHAJIEHHS Ta TapMOHI3allisl TEXHIYHUX CTAaHJAPTIB Ta MPOIEAYp CTOCOBHO
1HCIIeKTYBaHHs BUpoOHUITBA JI3 Ta BunpoOyBanHs JI3 odimiiiHUMU aTecTOBaHUMU
J1abopaTopiIMH;

- PO3BUTKY, TapMOHi3aIllii Ta Bukopuctanus GMP;

- IOIIMPEHHS.  CHIBPOOITHUIITBA HA 1HIII  YNOBHOB&XEHI OpraHd, HOPMHU
HAI[lOHAJIBHOTO 3aKOHOJABCTBA SIKUX, JO3BOJISIIOTH 3aCTOCOBYBAaTHM E€KBIBAJICHTHI
CTaHJIapTH Ta MPOIEAYPH 3 METOIO BIIPOBAIKEHHS TJI00aIbHOT TapMOHI3allii.

Perynsaropui opranu-wienn PIC/S 3piiicHIOIOTE TOCTiiiHMIA 0OMIH iH(pOpMAITi€0
BIJIHOCHO CTaHJApTIB BUPOOHUIITBA Ta AUCcTpuOyii JI3, nporemaypu ninieH3yBaHHS Ta
1HCIIEKTYBaHHS, TPOBO/IATh HABYAHHS 1HCIIEKTOPIB HA MOCTIWHIN OCHOBI, 1110, B CBOIO
4yepry, M03BOJISi€ MIATPUMYBATH JEP>KaBHUN KOHTPOJdb sKOCTI JI3 Ha HanexHOMY
PI1BHI, BpaxOBYIOUH MEPEIOBUIN CBITOBUI JTOCBIJI.

- 9-10 kBiTHa 2019 poky T'omoBa [epxiikcayx6u Poman IcacHko B3sB y4acTh y
3acimandl Komitety MIiKHApOJHOI CHUCTEMH CHIBpOOITHHUIITBA (hapMalleBTUYHUX
incnekit (PIC/S), mo npoxoauno y M. XKXenesa, [lseitnapcoka Kondenepartis. Ilia
yac 3aciganHs npeacraBuuku Komitery PIC/S nmoindgopmyBanu npo BiAMOBIAHICTH B
mijomy cucremu sikocti  Jepxkimikenyx6u Bumoram PIC/S (3a pesynbratamu
MOBTOPHOI MEPEBIPKH, sika mpoxoausia 22-27 xoBTHa 2018 poky B paMkax CHIJIbHOT
[Iporpamu moBTopHOTO O1fiHIOBaHHs PIC/S);
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- 13-15 amcronmana 2019 poky npeacraBauku 11 « Y DS B3sun ydacts B ceMiHapi
PIC/S na temy «3abe3rneueHHs SKOCTI CTEPHIBHUX JIKapChKUX 3ac001B — Hacranora
GMP, lonatok 1» («Quality Assurance of Sterile Medicinal Products — PIC/S GMP
Guide Annex 1»), mo BigOyBcsa M. Tosima, SAmonis. B ceminapi B3suiM ydacTb
npubiau3Ho 170 yyacHukiB 3 47 kpaiH.

- 26-28 TpaBHsa 2020 poky B KueBi 3aruiaHoBaHO MPOBEACHHS IIOCTOTO 3aCiIaHHS

excrieptHoro koja PIC/S 3 muranp Hanexnoi mnpaktuxku mguctpuodyiii (Good
Distribution Practice — GDP). Ilig yac 3acigaHHs IJIaHYEThCS OOTOBOPUTH IMUTAHHSA i
npoOjieMH, sIKI BHHUKAIOTh B TIJIO0AJbHOMY JIAHIIO31 IMOCTABOK 1 00iry JI3,
OOMIHATHCH 3HAHHSAMHU 1 JIOCBIJIOM, a TaKOX IJBUIIATA PiBEHb IEPCOHAILHOI
KOMITETEHTHOCTI 1HCIIEKTOPIB.

Y 3axoml Bi3bMYTh YywacTh Kkpainu-yuacHuku PIC/S, mnaptHepu, a Takox
IpE/ICTABHUKU PETYIATOPHUX OPraHiB IHIINX JACpPHKaB.

3axin anoncoBanwmii Ha caiiti PIC/S (https://picscheme.org/en/events).

€Eeponeiicoka Komicia 3 papmaxonei

Konsentiiss mpo po3pobky €Bponeiichkoi (apmakornei 3 monpaBKaMd, BHECEHHUMHU
BIJIMTOBITHO /10 ToyokeHb [IpoTokony mo Hel, Oyma pospobnena Pamoro €Bporu 3
METOIO 3aTBEPKEHHS €IUHUX (apMaKOMEeHHUX CTaHAApTIB SKOCTI JI3, y3romkeHHs
cnenudikanii JI3. Konseniiss mae Ha MeTi moctynoBuil po3Butok dapmakomnei y
€Bpori, € CHUIBHOKW I BCIX JepKaB-wieHIB, BH3Hauae €IUHUNA HaOIp
XapaKTepUCTHK Ta METOJIB BUIPOOYBaHb — OQIMIMHUX CTaHAAPTIB, IO AIFOTH Ha
TEPUTOPIl LKUX KpaiH ISl aKTUBHUX CYOCTaHIIM Ta AOMOMDKHHUX PEYOBHH, IO
BUKOPHUCTOBYIOTHCS MPpY BUPOOHUITBI JI3.

3acimanHs €Bponeiicbkoi KoMmicli 3 (apmakomei NPOXOAATh TpUYUl Ha pIK
y M. CtpacOypr, @paniiis.

3 mertoro yuacti npeactaBHuKiB MO3 VYkpainu Ta JlepximikcinyxOu y 3aciJaHHSIX
€Bporneiickkoi KoMicii 3 (apmakorei, BiAMoBiAHO 10 KoHBeHIIi mpo po3pooOKy
€Bporneiickkoi ¢dapmakornei 3 MONpaBKaMH, BHECEHHMMH BIAMOBIAHO /O IOJOXKEHB
[IpoTokony m0 Hei, JepkITiKcayk0010 3M1HCHIOEThCS (hOPMYBaHHS CKIady Aeierarii
JUISL y4acTi y 3acilaHHsax €Bporeichkoi komicii 3 (hapmakonei» (HarpaBlIeHO JTUCTH
10 MO3 Vkpainu: Big 03.12.2019 Ne 9024-001.1/0020/17-19 Ta Bixg 11.01.2020 Ne
178-001.1/002.0/17-20 cTOCOBHO HaJlaHHS TPEACTABHUKIB JJIsI PO3POOKH TPOEKTY
Vka3y Ilpesunenta Ykpainu «IIpo menerarito Ykpainu nis y4acTi y 3acigaHHSX
€Bporneicbkoi KoMmicii 3 (hapmakoriei»).


https://picscheme.org/en/events
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Komicia OOH 3 napxomuunux 3acooie

Kowmicis OOH 3 HapkotuuHux 3aco0iB — ocHoBHUM opraHn OOH mns peamizamii
criBpoOITHUITBA Y chepi OOPOTHOM 31 3TOYMHHICTIO, HEJIETATBHIUM BUPOOHHUIITBOM 1
CIIOKMBAHHSM HApPKOTHKIB, TEPOPUCTUYHOIO 3arpo30i0, KOPYMIIIEI, TOPTIBIECIO
JIFOJTEMU.

3acinanns Kowicii BinOyBaeTbes nBiul Ha pik y M. Bimenb, ABcTpis. YuacTth y
3axojmax Kowmicii 3 HapKOTMUYHMX 3ac00IB HAJa€ MOKJIMBICTh JOJYUYUTHCH J10
NPUUHATTS CHUIBHUX PIIIEHb IIOJ0 MPOTHUJIII HE3aKOHHOMY O00Ir'y HapKOTHKIB Ta,
pa3oM 3 TUM, 3a0€3MEUYUTH JOCTYN A0 HAPKOTUYHUX 3ac00iB 1 ICHUXOTPOITHHX
PEYOBHH Y MEANYHHX 1 HAYKOBUX IIUISIX.

Mixicnapoonuii komimem 3 Konmpo.iro Hao napkomuxamu (MKKH OOH)

OcnoBuumu ¢ynkiisimu MKKH OOH e:
- KOHTPOJIb 32 3aKOHHUM O0IrOM HApKOTHUKIB 1 TICUXOTPOIHUX PEUYOBHH B CBITI IS

MIJITPUMKHU PIBHOBArv MiK BUPOOHHUIITBOM 1 CITIOKHMBAHHSIM HAPKOTHKIB B MEAUYHUX 1
HayKOBHX IUISIX; 3a1100IraHHs BUTOKY HAPKOTHUKIB B HE3aKOHHUM OOIT;

- KOHTPOJIb 32 BUKOHAHHSM JEp)KaBaMH-YYaCHUIIMU 3000B's3aHb 3a BiJMOBITHUMUA
MIXHApOJAHUMHU YTO/IaMHU.

Hepxtikenyx00r0 Ha mocTiHIA ocHoBl Hampasiserbess 10 MKKH OOH Taka
1HopMarris:
- CTaTUCTHYHI JaHl MNpO IMIOPT-€KCHOPT HAPKOTHUYHUX 3aco0iB (LIOKBapTagy 3a
dbopmoto A);

- JaHl Tpo pidyHI TOTpeOM B HAPKOTHYHUX PEUOBHHAX, OOCAT BUTOTOBJICHHS
CUHTETUYHUX HAPKOTHKIB, OOCAT BUPOOHUITBA OMIK0 1 KyJIbTUBYBAaHHS OMIHHOIO
MaKy IS L1JIEH 1HIIUX HIXK BUPOOHUIITBO 0110 (IIOPOKY 32 (hopmoto B);

- JaHi MpO BHUPOOHUIITBO, BHUIOTOBJICHHS, CIIOKHMBAHHS, CKJIAJCBKI 3amacu
HApPKOTUYHHUX PEUYOBHH Ta HAKJIAJEHHS HA HUX apemTy (1mopoky 3a ¢popmoro C);

- CTaTUCTUYHI J]aH1 PO IMIIOPT-EKCIIOPT NICUXOTPOITHUX PEUOBUH, BKIIFOUEHHX B CII. 11
KouseHrii (mokBapraiy 3a ¢popmoro A/P);

- 3BIT IPO PEYOBMHM, BKIIOUEHI a0 KonBeHIli npo ncuxorpomnHi pedoBuHu 1971
poKy (1opoky 3a ¢popmoro P);

- p1UHI MOTPEOU PEUOBUH ISl MEAUYHUX Ta HAYKOBUX MOTPeO (3a hopmoto B/P);
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- P€HOBHUHU, SKI 49acTo BUKOPHUCTOBYIOTBCA [JId HCE3aKOHHOI'O BHI'OTOBJICHHA

HApKOTUYHUX 3aCO0IB, ICUXOTPOITHUX PEUYOBHUH 1 MPEKYPCOPiB (IIOPOKY 3a (PopMoro
D).

18-22 6epe3ns 2019 poky npencraBHuk JlepximikciayxOu B3sB y4acTb y 62-i cecii
Kowmicii OOH 3 napkotuynux 3aco0iB, sika npoxoauia y M. Bigens. Ha 3axoni Oynu
npencrasieni nmonaa 100 generariil Bif Jep)kKaBHUX Ta MDKHAPOJIHUX 1HCTUTYIIIH,
MPEICTaBHUKNA TPOMAJICBKUX OpraHizailiii 1 eKCepTHOTO cepefoBuina. Ueprosa cecis
KoMicii Hajgana MOXIUBICTh HEYNEPEIKEHO 1 MparMaTUYHO OOrOBOPUTH MUTAHHS
10/I0 TJI00aJIbHOTO Mporpecy y 0opoTh0i MPOTH BIIMUBAHHS TPOIICH, KOPYIIIIi,
HE3aKOHHOTO0 O00Iry HapKOTHMKIB Ta MIDKHAPOJIHOI 3JOYMHHOCTI, 3a0e3MeueHHs
JOCTYITY 10 HAPKOTUYHHUX 3aCO0IB 1 ICUXOTPOIHUX PEYOBHH Y MEIUYHUX 1 HAYKOBUX
ITSX.

10-13 Bepecns 2019 poxy mnpencraBHUKH JIep>KaiKCaykOu B3SJIM y4acTh B
opranizoBaniii MO3 Vkpainu 3yctpiui 3 generamiero «Micii MixHapoaHOTO
KOMITETY 3 KOHTPOJIO HaJl HApPKOTMKaMH B YKpaiHi»: OyJM BHUCBITJICHI MUTAHHS
CHUCTEMHU KOHTPOJIIO 32 HAPKOTUKAMHU B YKpaiHi, 30KpeMa OpraHi3aiiiiHa CTpyKTypa
JepKaBHOTO KOHTPOJIIO 3a HApPKOTHKAMH, KOOPJMUHAIINHI MEXaHI3MH, MIXKB1JIOMYE
CHIBPOOITHUIITBO Ta PO3MOALT (DYHKIII1/000B’I3KIB.

26-28 aucromama 2019 poky mnepmmii 3actynHukK [onoBu JlepkiikcimyxOu
Bnanucnas [inuna, Ha 3anpoinienHs PerionansHoro npeactaBHUITBa y LleHTpabHiii
Azii Yopasninags OOH o 60poTh01 3 HE3aKOHHUM 00IrOM HAPKOTUYHHUX PEYOBHH,
B35IB Y4acTh Y po0OTi eKcnepTHOi Ipynu «llapu3bkoro makTy» i3 OpOTUAlI BUTOKY
XIMIYHUX PEYOBUH-NIPEKYpPCOpIB, 3acijaHHs sKoi mnpoxoawno B M. [llanxai,
Kuraiicbka Haponna PecniyOmika. ¥V 3axoni B3sId ydacTh NPEACTAaBHUKHU 15 KpaiH 1
IIECTH MIXHApOAHUX opranizamii. [lix vac obroBopeHb ocoOivBa yBara Oyia
aKIICHTOBAaHA Ha yJIOCKOHAJIEHHI B3a€MO/I1i 0araToCTOPOHHIX MEXaHi3MiB CIHIBITpaIli B
cdepi nmpoTHiii HE3AKOHHOMY 00Iry HAPKOTHYHUX 3aC001B, ICUXOTPOMHUX PEUOBHUH 1
IPEKYPCOPIB.

27-29 aucronana 2019 poky Jepxikciyx0a B3suta yaacts y pyrii koHdepeHrii 3
HApKOMOJIITUKH. 3ax1]] BIIOYBCs 3a yuyacTi noctiinoro Koopaunaropa cuctemu OOH
B YkpaiHi, npoekty €Bpomneiicbkoro Corosy «EU-ACT», MO3 Vkpainu, MBC
VYkpainu, Min’tocty, ['eHepanibHOi npokypaTypu YKpaiHH, IHIIMX OpraHiB BIIaJH,
MPOBIIHUX BITYM3HSHUX Ta MIDKHAPOJHHUX EKCIEPTIB, HAYKOBIIIB Ta IPaIliBHUKIB
chepu npodiIakTHKY, JTIKYBaHHS 1 peadimiTalii HapKo3aJe)KHHX.

[Mpoext «IIA-€C: 3axomqu €C 3 nutanb TPOTUIli HAPKOTHKAM Ta OpraHi30BaHIii
3JI0YMHHOCTI, 1HTEHCHUBHE CIIIBPOOITHUIITBO Ta HAPOIIYBAaHHS TMOTEHINATY IS
OOpoTbOM 3 OpraHi30BaHOK 3JIOYMHHICTIO Yy c(depl HApKOTOPriBIl B3HOBXK
repoinoBoro Mapmpyty» (EU-ACT (EU Action Against Drugs and Organised
Crime) — cknaoBa BinnoinHoi mporpamu €C, METOO SKOT € MOCHIICHHS HAJICKHUM
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YUHOM MPOLEIAYPHO CYMICHMX MOXJIMBOCTEM KpaiH B3JOBXK TaK 3BaHOIO
«repoiHOBOrO Mapmipyty» 3 Adranicrany s Ouibil epekTuBHOT OOpPOTHOM 3
OPTraHi30BaHOIO 3JIOYMHHICTIO y chepl HAPKOTOPTiBIIl Ta CTBOPEHHS HAJIEKHOI TOBIpH
1 HaJaro/KeHHS MEpeki KOHTAKTIB MK KOMIIETEHTHUMH OpraHaMu BIaju, IIO
JI03BOJIUTH IM CHIBIPALIIOBATH Ha PETIOHAILHOMY Ta MIXKPET10HAIBHOMY PiBHSX.

29 umcromama 2019 poky 3a copusnas Odicy Pagun €Bponu B VYkpaiHi
npeacTaBHUKU JlepimikciykOu B3sUIM y4acTh B poOouiii 3ycTpiui MiHicTpa OXOpOHHU
3n0poB’st Ykpainu 3opstHu Ckanenpkoi 3 aeneramieto I'pynu [lomminy Ha gomi 3 1i
BUKOHAaBUUM cekpetrapeM Denis Huber. Byno oO6roBopeHo mnepcrnekTHBH CIIBIpaIl
VYkpainu 3 iHcTUTylisiMu Pamu €Bponm B pamkax aisuibHocTi ['pynu Ilomminy,
OoOMiHY JOCBIIOM 3 KpalHaMH-YYaCHHULIIMHM, MIDKCEKTOpPaJbHOI B3a€EMOJIi MI0J0
dbopmyBaHHS Ta peaiizailii HApKOMOTITHKH.

Komimem cmopin Koneenuii Paou €eponu w000 niopoook meouunoi

BPOOYKUIL ma NOOIOHUX BPAGONODYULEHb, WO CHIAHOEIAMb 342P03Y 2POMAOCHKOMY
300poe’to (0ani — Koneenuia MEDICRIME)

12-13 rpyans 2019 poky [epxmikciyx0Oa B3syia ydacth y Jpyromy 3acimaHHi
Kowmitety cropin KonBenuii Pagu €Bponu moa0 migpo6ok MeanyHOi MpOAyKLii Ta
NoMiOHUX TPABOIMOPYIIEHb, IO CTAHOBJATH 3arpo3y TPOMAICHKOMY 30POB’IO
(Kongentis MEDICRIME), sxe npoxomamno B M. CtpacOypr, ®paniiisi, mij €rigor
Pagu €Bpornu. Y 3axoni B3sUIM y4acThb KpaiHW, Kl MIANHCAIM Ta paTU(IKyBaIu
3a3HaueHy KouBeHrito, a came: Anbanis, Bipmenis, benbris, Xopsaris, @paniiis,
VYropmuna, Ilopryramis, Pecnybmika MonnoBa, Icnanis, IIBeitnapis, TypeuuuHa,
VYkpaina, benin, bypkina ®aco, I'Bides Ta Pociiickka deneparris.

VYyacHUKHM 3acilaHHs HAroJIOCHJIM Ha BaXJIMBOCTI KOOpAWHAINT [id, y3roJKEHHI
NO3UIH Ta NPUUHATTI CHIIBHUX PIIIEHb II0A0 3armo0iranus 06iry ¢aibcu(ikoBaHUX
JI3 ta monepemKeHHs MOAIOHNX 3JTOUYHHIB.

V. CUCTEMA VYIIPABJIIHHA AKICTIO

VY JlepKmikciay»01 MATPUMY€EThCS (PYHKIIIOHYBaHHS CHUCTEMH YIIPABIIIHHS SIKICTIO,
SIKa BPAXOBY€ BUMOTH TaKUX CTaHJIAPTIB:

- Pl1 002-3 «Pexomenparii PIC/S miomo BUMOr 10 CHCTEMH YMPABIIHHS SKICTIO
dbapmareBTUYHUX 1HCTIEKTOPATIBY;

-BOO3 TRS 902, Annex 8 «Bumorum no0 cucreM skocTi HalioHaabHuXx GMP
1HCIIEKTOPATIBY;

- ACTY ISO 9001:2015 «Cuctemu yrpaBiiHHS SKICTIO. BuMorny.
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BianoBigHicTh cucTeMu yrpaBiiHHS sikocTi Jlepxiikcnykou cranmaapry ACTY ISO
9001:2015 «Cuctemu ympaBiiHHS SIKICTIO. BuMoOrm» miITBEpPKEHO BIANOBIIHUM
ceptudikaToM (Tepmin aii 10 11 kot 2020 poky).

BigmoBimHO 10 BUMOT CHCTEMHU YIpaBIiHHA SKICTIO JlepxmikcayxOu, 3a
pe3yibTaTaMu IIOPIYHOTO TMEPEeryisgay TIMOTOYHOI MOMTHKK sKocTi, 10 ciuns
2019 poxky Oy1no 3aTBepmkeHo HOBY Bepcito [omituku y cdepi sIKOCTi, TOJTOBHA METa
AKO1 — 3aJ0BOJICHHS TTOTpeO Jroer y epexkTuBHuX, O6e3neunux Ta sikicaux JI3 1 MB
Ta peamizalis JepKaBHOI NOMTHKH Yy cdepi 00iry HApKOTHYHUX 3aco0iB,

12 Bepecusi 2019 poky ceprudikamiitaum opranom TOB «Mixramy3eBuii 1eHTp
akocti «[IPUPOCT» npoBeneHO HArjsioBUN ayauT CHUCTEMHU YINPABIIHHS SKOCTI
Hepxmikenyx6u Ha BianoBianicth ctanmapty JCTY ISO 9001:2015 «Cucremu
YHOPABIIHHS SKICTIO. BUMorny».

3a pesyibTaTaMH HaIrJISIIOBOTO ayAuTy TPYIIOI0 ayIUTOPIB OYJI0 HAJlaHO MO3UTUBHUI
3BIT 3 ayauty [epkaBHOi ciay>kOu YKpaiHH 3 JIKapChKUX 3acO0IB Ta KOHTPOJIIO 32
Hapkotukamu (Peectp. Ne 170122), saxum OyJio MIATBEPIKEHO BIJIMOBIIHICTh
CUCTEMHU ympaBliHHA sKkocTi JlepxkmikenyxkOu Bumoram crangapty JCTY ISO
9001:2015 «Cuctemu ynpasiiHHA KiCTIO. Bumoruy.

3aBepieHo poOOTH 11010 BUKOHAHHS 3aXO0/IIB IJIaHy KOPUTYBAJIBHUX Ta 3aMO01KHUX
A po3poOJjieHOro Ta 3aTBeppKeHOro JlepkIikciayk0010 3a pe3ysibTaTaMu
onpaloBaHHA 3BiTy aynuropcbkoi rpynu PIC/S mpo nepeoninky Jlep:xaBHoi ciry:x0u
VYkpainu 3 JiKapchbKuX 3ac00IB Ta KOHTPOJIIO 3a HapkoTukamu (SMDS), npoBenieHoi 3
22 mo 26 xoBTHa 2018 poky 3 METOW MIATBEPHKEHHS BIAMOBIAHOCTI
Hepxmikemyx0ou Bumoram PIC/S.

[IpoBeaeHo nomnepeaHe 0OCTEKEHHSI CUCTEMHU YTIPABIIIHHS SKICTIO JepaITKCIy»)ou 3
ypaxyBaHHAM METOAMYHUX PEKOMEHJAI IM0A0 TMPOBEIEHHS MOMEePEIHHOTO
00CTEKEHHSI CUCTEMH YIPABIIHHS SIKICTIO MIHICTEPCTBA, 1HIIOTO OpraHy BUKOHABYO1
BJa/IM, 3aTBEPPKCHHMX Haka3oM HallioHalbHOTO areHTcTBa YKpaiHW 3 TMHTaHb
nepxkaBHoi ciyx6m Big 26.04.2019 Ne 80-19 Tta Bumor wmomeni CAF. 3a
pe3ylibTaTaMi  MONEPEIHbOTO  OOCTEKEHHS pPO3pOO0JEHO 3axX0IW 3  METOH0
yIOCKOHAJIEHHSI CUCTEMH YIPABIIHHS SKICTIO JepaKITKCITy)KOu.

VY rpyani 2019 poky HarionanbHe areHTCTBO YKpaiHu 3 TUTaHb JEPKaBHOI CITyKOU
BII3HAYMJIO KOJIEKTUB JlepkiikciyxOu 3a e(peKkTUBHY 1 [KICHY Oprasizaliio Ta
npoBeneHHs y 2019 pori monepeaHbOro OOCTEKEHHSI CUCTEMU YIPaBIIHHS SIKICTHO
opraHy BUKOHaBYOi Biaju. [1naH BIOCKOHANEHHS AIsNIBHOCTI Jlepaxiikciyx0u 0yso
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BI/I3HAYEHO 3-TIOMDK IHIIUX IUIAHIB BJOCKOHAJCHHS IIEHTPAJbHUX OpTraHiB
BHUKOHABYO]I BJIAJIH.

VI. BHPOBA/IKEHHS IT-TEXHOJIOI'TH, BE3SIDAITEPOBOI'O
JOKYMEHTOOSBITY, EJIEKTPOHHUX ITOCJIYT

BrnpoBaJskeHHSI CHCTEMH eJJEeKTPOHHOI B3a€MOJIil MiK OpraHaMu BJIAIN
«TpemoiTa»

22 TpaBHsa 2019 poky JepxiikciyxOa mNepliow BIPOBAAMIA CUCTEMY
eJIeKTpoHHO1 B3aemonii «Tpembitay. Byayun oCHOBOIO €IEKTPOHHOTO YpsSAyBaHHS,
«TpemOita» 3a0e3neuye TrI00ANbHUNA PEIHXKUHIPUHT MPOLECIB  JIEPKABHOTO
yIOpaBIiHHSA 3 METOI iX onTuMizamii Ta mpo3opocti. Cuctema 3[1HCHIOE OOMIH
JaHUMH 0e3 ydacTi JIIOJWHHU, U0 3HAYHO MPUIIBHIALIYE IMPOLEC HAJaHHS TMOCIYT,
3MEHIIYE MOXJIUBICTh MEXAaHIYHUX IOMUJIOK Ta KOpPYMUiMHUX pusukiB. [lepmiuii
aBTOMAaTMYHUM  OOMIH  JaHUMM 3aBASKHM  «TpeMOITI»  BHOPOBAKEHO  MIiX
HamionanpHoto ciyx6010 310poB’ss Ykpainu (HC3Y) ta [lepxiikciyx00ro.
EnextponHa B3aemojisi MiX BIJOMCTBaMH JO3BOJIIE TIEPEBIPATH 3aKOHHICTh
OTPUMAaHHs anTEeYHUMHU 3aKJaJaMH BiJIIIKOJYBAaHHS 3 JEP:KOIOKETY 3a BIAMYILIEHI
JI3 rpomansHaM y Mexkax mporpamu. IIpeameToM mepeBipKd CIyrye JileH3is Ha
MIPOBAKEHHS JISTHHOCTI 3 po3aApiOHOT peamizamii JI3.

Biarenep HasBHICTB JILIEH31T aBBTOMAaTUYHO MEPEBIPAETHCA 3aBIASKH « TpemMOiTI» Tpuyi
1T Jac:

- peecTpalii Ta yKJIaJieHHs1 JoroBopy Mixk antekamu ta HC3VY;

- IOTAIICHHS €JIEKTPOHHUX PEIENTIB y anTeKax;

- mogaHHs antekamu 3BITIB g0 HC3Y mpo Binmymeni JI3, Ha miacTaBi sSKHX
3MIIACHIOETHCS BIJIIKOTyBaHHS X BapTOCTI.

MapxkyBanHs (2D-konyBanns (QR-konxyBanus) JI3

Pazom i3 MO3 VYkpainu Ta MIiHICTEPCTBOM PO3BUTKY €KOHOMIKH, TOPTIBJII Ta
CUTIBCBKOTO TrocrojapcTBa YkpaiHu Jlepxkiikciayx0a Oepe aKTUBHY yd4acThb ¥
peanmizamii ~ MUIOTHOTO OPOEKTY  MLIOJIO MapKyBaHHS KOHTPOJIbHUMU
(imeHTU(}IKAMITHIMEI) 3HAKaMH Ta TPOBEICHHS MOHITOpUHTY 00iry JI3, 3rimHo 3
nocraHoBoto KaOinery MinictpiB VYkpainn Bin 24.07.2019 Ne 653 «IIpo
3aMpOBAKEHHSI  MUIOTHOTO  TMPOEKTY IIOJA0 MapKyBaHHS  KOHTPOJIbHUMH
(imeHTU(dIKAITHUMHA) 3HAKAMU Ta TPOBEACHHS MOHITOPUHTY OOITY JIIKapChKUX
3aco01BY.
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BropoBamkenHs MapKyBaHHS ~ KOHTPOJbHUMHU  (1IeHTH(IKAIIMHUMU)  3HAKaMu
ynakoBok JI3, BiamoigHo no0 Konmemnmii peanizamii AepskaBHOI MOJITHKHA 1010
3ano6iranHs ganbcudikalii JiKapcbKUX 3ac001B Ta 3aTBEPHKEHHS TUIAHY 3aX0/iB 3 11
peamizamii, cxBaneHoi posnopsmkeHHsM KaGinery MinictpiB  Ykpainu BiA
03.04.2019 Ne 301-p, € ogHuM 3 MexaHI3MIB 3amoOiraHHs TMOTPAIUIIHHSA Ha
yKkpaiHchbkui ¢dapmpuHok ¢anbcudikoBanux JI3. Hanecenns Ha ymaxoBky JI3
MapKyBaHHS 3 KOHTPOJbHUMHU (1ICHTU(IKAMINHIMHU) 3HAKaMU, 3 MOJATBIIAM
BHECCHHSIM BHUPOOHMKAMHU BIAMOBIIHUX JaHUX JO €JAWHOI JEP’KaBHOI CHCTEMH
MOHITOpPHUHTY 00iry JI3, YHEMOXKJIMBUTH MOTPAIIIHHS HA MOJIMIl aNTeYHUX 3aKJIaJliB
danscudikoBanux JI3.

BnpoBamkenHs mTpUX-KOTyBaHHS BIIIMOBIA€ €BPOTICHCHKUM CTaHAApTaM, 30KpeMa,
Hupextusi 2011/62/ €C E€spomneticbkoro [Tapnamenty Tta Pagu €C Big 08.07.2011
«IIpo BHecenns 3Min y upextuBy 2011/83/€C mpo 3Bix 3akoniB CIiBTOBapHCTBA
BIJIHOCHO JIIKAPCHKUX IIpenapaTiB ISl JIOJWHHM IOJI0 3amo0iraHHsS MOTPAIUISTHHS
danbcuikoBaHUX MpenapaTiB y JerajibHi TOPTOBEIbHI MEPEXKI.

MapkyBanus JI3 koHTponbHUMHU (1A€HTU(DIKAIIMHUMN) 3HaKaMU B IUIAX peaizarii
MUJIOTHOTO TPOEKTY 3IIMCHIOEThCS iX BHUPOOHUKAMHU (IMIOpPTEpAMH) MIJISIXOM
HAHECEHHS Ha KOXKHY YIaKOBKY JIBOBUMIPHOTO IITPUX-KOJY.

JIBOBUMIpHUN MITPUX-KOJ KOHTPOJBHOTO (1AeHTHU(]IKAIIITHOTO) 3HAKY € MaTpPHIICIO
JaHUX, MPUAATHOIO MJIs MAIIMHHOTO 3YUTYBAaHHS, IO JA€ 3MOTY BHUSBHUTH Ta
MPOBECTU KOPEKI[II0 MOMUJIOK 3amu@poBaHUX JaHUX €KBiBaJlIeHTHO Data Matrix
ECC200 ta moBunen Bianosimatu cradaapty ISO/IEC 16022:2006, Tta micTtutu
inpopMmariito mnpo JI3, BusHaueny MO3 Vkpainu (HOMep peecTpariitHOro
nocBimueHHs JI3; yHIKanIbHUN HOMEp YIAaKOBKH; HOMEp MapTii; CTPOK NPUIATHOCTI).

24 rpyans 2019 poky 3a imimiatuBu [epximikciayxOu Oyna mpoBeneHa poOoua
3yCTpid, MiJ Yac sIKOi OyJM TPEeJCTaBJICH] KOHIEMII Ta MPOTOTHUIN IPOTrPaMHHX
npoaykTiB Jlep’kaBHOI aBTOMAaTHU30BaHOI CHCTEMH MOHITOPUHTY, aHami3y Ta
KOHTpOIIO 00iry ToBapiB (poOiT, MOCHyr, MOKYMEHTIB) Ta €AuUHOI Jep>KaBHOI
CHUCTEMHU MPOBEACHHS MOHITOPUHTY O0ITy JIKapChKUX 3aC00IB y paMKax MiJIOTHOTO
IPOEKTY IOAO MapKyBaHHS KOHTPOJbHUMH (1A€HTH(IKALIHHUMU) 3HAKaMH Ta
npoBefeHHs:  MoHiTopunry  obiry  JI3.  IlpeacraBuuku MO3  VYkpaiumy,
MiHekoHOMpO3BUTKY, €Bporeichbkoi 013Hec acorrialii, AMepUKaHCbKOI TOPTriBEeIbHOT
najgatd, Acoramii MpeacTaBHUKIB MIKXHAPOJAHUX (apMaleBTUUHUX BUPOOHUKIB,
IPOMAJICBKOCTI, OTIEpaTOPIB (papMPUHKY OOTOBOPHUIIM MUTAHHS 00 BIPOBAKCHHS
MapKyBaHHs, TE€HEpyBaHHs iHdopMallii, 311MCHEHHS MOHITOPUHTY TIIE€pPECyBaHHSI
NPOAYKINi BiJi BUPOOHHMKA JO CIOXKHMBaya, M0 JO3BOJUTH IIBUIAKO BHUSBUTH
MOXOJKEHHSI TOBapy Ta cTaHe Oap’epoM [JIsi TNpPOHUKHEHHs (ambcudikary 1
KOHTpadakry.
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HajaHHA eJ1eKTPOHHMX MOCJIYD

Hepxmikenyx6a crnuibHO 3 [IpoekToM  MiIXHApPOAHOI TEXHIYHOI JOTOMOTH
«[Ipo3opicTe Ta MiA3BITHICTH y AepxkaBHOMY ympaBiminHi Ta nociyrax (TAPAS)»
npotsrom 2019 poky mpoBena MojaepHizaiiio iHGOpMaIiitHO-aHATITUYHOI CHCTEMH
Jlepxiikciy>kOu B YacTHHI CTBOPEHHS «EleKmpoHHOI cucmemu OH-IAUH NOO0aui
cyb’ekmamu  20cno0apcokoi  OiAIbHOCMI 3as8 mMa OOKYMEHmMI8 HA OMPUMAHHS,
nepeopopmienHs, 6HeCeH s 3MIH mowjo 00 JiYeH3ill Ha BU3HAYEHT 8UOU OISLIbHOCHII,
wo eudaromvcs [epoicnikcaysxcooro». 3aBASKU 3a3HA4YCHIM MIATPUMIN PO3MOYATO
nepexig HagaHHs CI' aaMiHICTpaTUBHUX TOCHYT JIep KIIKCIY>KOU B €JIEKTPOHHOMY
Buriaal. g aBTeHTU]IKAIT BUKOPUCTOBYETHCS HAIllIOHAJIbHA CUCTEMA EJIEKTPOHHOT
inenTudikaii (id.gov.ua). KiHIieBoro METO0 € MOMJIMBICTH OTPUMAHHS BCIX TOCIYT
Hepxnikcnyx0u y 6e3narneposiit popmi Ta 6€3 KOHTAKTY 3 YUHOBHUKAMH.
BnpoBajkeHo MITOTHUNH NPOEKT IIOAO MPOBEACHHS MEPEBIPKU 3 OJHOYACHOIO
aynioBi3yanbHOWO  (ikcariero. Po3po0iieHO 1UIICHY CTpaTerito  MOKpalleHHS
€(heKTUBHOCTI 1 SIKOCTI pOOOTH IHCIIEKTOPIB 3a JIOMOMOIOK TEXHIYHMX 3ac00iB Ta
iH(popMarliiiHux TexHoJorii. [e 103Boauao 3poOuTy nepeBipku OUIbII TPO30PUMHU 1
00’€KTUBHUMHU, 3HAYHO 3HM3UTU KOPYMUIMHI PU3UKHU 1 yOE3MEeUUTH 1HCIEKTOpa Bij
MO>KJIMBHX MPOBOKAIlX 3 00Ky Cy0’ekTa mepeBipku. B 0CHOBY cTparerii mokJiaaeHo
JIOCBIJ] TUJIOTHUX TIPOEKTIB 3 BUKOPUCTAHHS BIJEOpEECTpaIlii Ta pe3yibTaTH
obcrexenns [ T-iHGpacTpyKTypH.

Hapasi B mocnianiii ekcrutyartailii 3HaXOJAThCS Taki €JIEKTPOHHI aAMIHICTPAaTUBHI
nociyru Jepxiikcinyxou:

- BUja4ya JIIeH31l Ha NpaBO MPOBAIHKEHHS T'OCHOAAPCHKOI  JISJIBHOCTI 3
IPOMHCIIOBOTO BUpoOHUIITBA JI3;

- BUJa4a JIIeH31] Ha mPpaBo MPOBAKEHHS TOCIOAAPCHKOT AisUTbHOCTI 3 iMmiopTy JI3
(xpim ADI);

- mepeoopMIIeHHS JIEeH311 Ha MPaBO MPOBAKEHHS TOCMOAAPCHKOI MISIIBHOCTI 3
MIPOMUCIIOBOTO BUpOOHUIITBA JI3;

- mepeoOopMIIeHHS JIEH311 Ha MpaBO MPOBAKEHHS T'OCMOAAPCHKOI HISIIBHOCTI 3
iMnopry JI3 (kpim ADI);

- aHYJIIOBaHHS JIIIEH311 Ha MpaBO TMPOBAHKEHHS TOCMOAAPCHKOI MISIBHOCTI 3
IPOMHUCIIOBOTO BUpoOHHUIITBA JI3;

- aHYJIIOBaHHS JIIEH311 Ha IPABO MPOBAKEHHS TOCTIOAAPCHKOT AISIIBHOCTI 3 IMIIOPTY
JI3;

- 3BY’KCHHSI TIPOBAJKEHHS BUJTy TOCIIOIAPCHKOI IsITLHOCTI 3 BUpoOHUIITBa JI3;

- 3BY’)KEHHSI TIPOBAJDKEHHS BHAY TOCHOAAPCHhKOI AisuIbHOCTI 3 immopty JI3
(kpim ADI);


https://e-services.dls.gov.ua/home/info?ReturnUrl=%2F
https://e-services.dls.gov.ua/home/info?ReturnUrl=%2F
https://e-services.dls.gov.ua/home/info?ReturnUrl=%2F
https://e-services.dls.gov.ua/home/info?ReturnUrl=%2F
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- PO3LIMPEHHS TPOBAJKEHHS BHJYy TOCMOAAPCHKOI ISNIBHOCTI 3 BUPOOHUITBA
npoMuciioBoro JI3;

- PO3LUIMPEHHST TPOBA/KEHHA BHUAY TOCHOJAPCHKOI MIsIBHOCTI 3 immopty JI3
(kpim ADI);

- BUJa4a JIIeH31i Ha MpaBo MPOBAKEHHSI TOCMOJAPCHhKOT AsNIBHOCTI 3 BUPOOHHUIITBA
(BurotoBieHHs) JI3 B yMoBax anrteku, onToBoi Ta po3apioHoi Toprisii JI3;

- nepeoOpMIIEHHS JIiLIEH31 Ha MPaBO MPOBAPKEHHS T'OCHOJAPCHKOI MISIBHOCTI 3
BUPOOHUIITBA (BUTOTOBJIEHHS) JI3 B yMOBax anTeku, ONTOBOI Ta PO3apiOHOT TOPTiBII
JI3;

- aHYJIIOBAHHS JIIIEH31T Ha TMpaBO TMPOBAHKEHHS TOCMOJAAPCHKOI MISIBHOCTI 3
BUPOOHUIITBA (BUTOTOBIJIEHH:) JI3 B yMOBax anTeku, ONTOBOI Ta po3ApiOHOT TOPTIBIII
JI3;

- 3BY’)KCHHSI TIPOBQDKEHHS BHUAY TOCHOJAPCHKOI ISIIBHOCTI 3 BUPOOHUIITBA
(BuroroBieHHs) JI3 B ymMoBax anrteku, onToBoi Ta po3apioHoi Toprisii JI3;

- PO3IIUPEHHS TPOBAKEHHS BHUJY TOCMOJAAPCHKOI AISTIBHOCTI 3 BHUPOOHUIITBA
(BurotoByieHHs1) JI3 B yMOBax anteku, ONTOBO1 Ta po3ApiOHoi Toprisii JI3.

Peanizaliisi HajlaHHsI BUIIIEBKa3aHUX QJMIHICTPATUBHUX MOCHYT JlepKIIiKCiIy)0010 B
€JIEKTPOHHINM (hOpMi Hapasl 3HAXOAMTHCS HA CTaAll BHYTPIITHHOTO TECTYBaHHS, JJIS
YaCTUHU 3 HUX — 13 3amydeHHsM CI', Opi€EHTOBHUN CTPOK BBEJCHHS B JOCIITHY
excrutyarairito — [ kBaptan 2020 poky.

[IpoekT peanizyeThcs 3a MATPUMKH [[epKaBHOrO areHTCTBA 3 MUTAHb €JIEKTPOHHOTO
ypsayBanHs Ykpainu, npoekty USAID/UK aid «IIpo3opicTe Ta MiA3BITHICTh Yy
nepkaBHOMY yrpaBiiHHi Ta nociayrax/TAPASy 1 ®onny Cxinna €Bpora.

Y 2020 pormi miaHyeThCs JTOAATKOBE BIPOBAHKEHHS TaKUX aMIHICTPATUBHUX
€JIEKTPOHHUX TTOCIIYT

- BU/Iaya BHUCHOBKY TIPO BIAMOBIIHICTh MEAUYHOTO IMYyHOOIOJOTIYHOTO Mpernapary
BUMOTaM JICpKaBHUX 1 MIXKHAPOIHUX CTaH/IAPTIB,;

- BU/Ia4a BUCHOBKY IpO SIKICTh BBe3eHUX JI3.

VIl. KomyHikaniiiHa akKTUBHICTh, iHbopManiiiHA JiILHICTH
Ta MIKrajgys3eBa CHiBIpans

1) Tpetiii pa3 mocminb [lepxiikcayx0a cTa€ OIHUM 3 JJEPiB PEHTHHTY MIOAO
1H(pOpMaLIIHOTO HAIOBHEHHS Ta MPO30pOCTi BeOCANTIB cepel OpraHiB BUKOHABYOI
BJIAAN YKpaiHU:

- 11 ciunsa, 4 gunusa 2019 poky Ta 3 ciuns 2020 poky /lepxaBHUII KOMITETOM
Tene0ayeHHs 1 paJlOMOBJICHHST YKpaiHu OyJIu ONPIIIFOHEH] aHATITUYHI JOBIJIKU 32
pe3yJibTaTaMu MNpOBeJAeHOTO Jlep)KKoMTeNnepaaio MOHITOPHHTIB 1H(OpMaIliitHOTO



29

HaroBHEHHs odiliiHUX BeOCaiTiB opraHiB BUKoHaB4oi Biaau y II miBpiuui 2018
poky Ta I-II miBpiyusx 2019 poky, 3rigHo 3 skuMHU Jlepxiaikciayxba € ogHuM 3
JiJepiB cepel OpraHiB EHTPAJIbHOI BUKOHABYO1 BiIaJu B PelTuHTY iHhOpMaIiifHOl
po30pocTi OPiiiHUX BeOCAWTIB MIHICTEPCTB Ta IHIIMX LEHTPAJbHUX OpPraHiB
BUKOHABYOi Biaau. JlaHWii pEWTHHT CKIIAIA€ThCs, 30KpeMa, 3TiJHO 3 TaKuMU
KPUTEPISIMU: MOKA3HUK HASBHOCTI 1H(OpMallii, TOKa3HUK SKOCTI iHQOpMaIiitHOro
HAllOBHEHHsI, MOKa3HUK 1H(OpMALIHOT MpPO30pOCTi, 3a SKUMU BeOCauT
Hepxmikeayxou (http://dls.gov.ua) orpumaB makcumansHu# mokasHuk — 100%.

2) 16 ciunas 2019 poky mignucaHo MeMopaHIyM TMpO  CHIBOPAIIO0  MiX
Hepxmikenyx6or0 Ta Ciyx60t0 Oe3neku YkpaiHu. OCHOBHMMH HampsMaMu
CHIBIIpalll y paMKax 3a3HaueHoro MemopaHiymy e:

* peastizallisi Iep>KaBHOT MOJIITUKU Y chepl KOHTPOJIIO SIKOCTI Ta 6e3neku JI3 ta MB;

* 3JICHEHHS JIEP>KaBHOTO HATJIAIY 3a SAKICTIO Ta Oe3nekor BukopuctaHHs JI3 ta
MB;

* npoTuais 00iry danscudikoBanux JI3;

* BUSIBJICHHS TIPUYUH Ta YMOB, 1[0 CIIPUSAIOTh HE3aKOHHOMY 00iry (anbcrudikoBaHHX
JI3, HapKOTHYHMX 3aCcO01B, ICUXOTPOIHUX PEYOBHH, IX aHAJIOTIB Ta IPEKYPCOPIB.

3) nakazom Jlepskmikcayxkou Big 25.01.2019 Ne 138 «IIpo crBopenns IlocTiitHO
J1F040i poOOUO0i TPYIKU» CTBOPEHO Ta 3aTBEPPKEHO CKJIQJl MOCTIMHO J11F040i poOoUoi
TpyOd 1O BIACTEXKEHHIO MNUISIXIB PO3MOBCIOMKEHHS (anbcudikoBanux JI3,
cyOcTaHIIi}i, BBE3€HHX Ha TEPUTOPII0 YKpaiHH, pyXy BUKOPHCTAHOTO Ta CIIMCAHOTO
TEXHOJOTIYHOTO OOJIaJHaHHS, [0 MOXXE OYTHM BHUKOpHUCTaHE s BUPOOHMIITBA
danbcudivoBanux JI3, a Takoxk mnporunii y cdepi HezakoHHOro ob6iry MB,
HApKOTUYHMUX 3ac00iB, TICUXOTPOIIHMX PEYOBMH 1 mpekypcopiB. o ckmany
3a3Ha4e€HOi poOodYoi Tpymu BXonATh mpeicTaBHuKM Hanmomimii Ykpainu, CBY,
HepxaBHoi (ickasibHOT ciryx0u Ta MO3 Ykpainu;

4) 1 mortoro 2019 poky Jlepxiikcimyx0a ta [epxaBHa ¢ickanbHa ciry:k0a YKpainu
nianucanu MemopaHayM Npo CHIBIIpali0 CTPOKOM Ha S5 pokiB. Meroro criBmpaili €
00’€THAaHHS 3yCUJIb, COIPSIMOBAHUX Ha MPOTUIIIO0 OOITY HE3apPEECTPOBAHUX, BBE3CHHUX
Ha TEpUTOpII0 YKpaiHM 3 MOPYIIEHHSM MWUTHUX [pPaBUJI, HESIKICHUX,
danbcudikoBanux JI3, mpoTuair0 00Ty HAPKOTHUYHHMX 3acO0IB, TCHUXOTPOIMHUX
PEUYOBHUH 1 IPEKYPCOPIB Ta MPOTHU/III0 HE3AaKOHHOMY BBEJICHHIO B 00IT Ta HAJaHHS Ha
puHKy MB.

5) 7 macronmaga 2019 poky ['omoBa Jlep:xkaBHOi ciyxOu YkpaiHu 3 JiKapChKUX
3ac001B Ta KOHTPOJIIO 32 HapkoTHKaMu Poman Icaenko ta nmpesuaeHT HarioHanbHOTO
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yHiBepcuteTy «KueBo-MorumnsiHchbka akajaemis» AHApiM MenemeBud mianucany
MemopaHayM TIpo CIiBIPAIIo.

JIOKyMEHT 3aKjiaja€ OCHOBY Ta CTPYKTYpy NapTHEPCHKUX B3aEMOBITHOCHH Ta
PO3BUTOK CHIBPOOITHHUIITBA y 3a0€3MEUYCHHI MPAKTUKO-OPIEHTOBAHOTO HaBYAHHS,
oprasi3aiii Ta MpoOBEJACHHS CHUIBHUX JOCTIIKE€Hb, KOMYHIKaTUBHUX 3aX0J1B (KpyTJii
CTOJIH, KOH(epeHIIil, IIKOIH), 30KpeMa 3 MOMyJIspu3alii 3MiH B OXOPOHi 37J0pOB 4.




