3ATBEPJI’)KEHO
Haxka3 MinictepcTBa 0XOpOHU
310pOB’sl YKpaiHu
. 2025 poxy No

3MiHM 10 1eAKMX HOPMATHBHO-NIPABOBHUX aKTiB MiHICTEpCTBA 0XOPOHU
310POB’A YKPaiHU 1100 BPery/JII0BaHHA MUTAHb NAPAJIeJbHOI0 IMIIOPTY
JIKapCbKHX 32C00iB

1. YV Tlopsnky 3maificHeHHS (apMakoHAriIsay, 3aTBEPKEHOTO HaKa3oM
MinictepcTBa 0XOpoHH 310poB’st Ykpainu Bijg 27 rpyans 2006 poxy Ne 898,
3apeecTpoBaHoro y MinictepcTBl roctuiii Ykpainu 29 ciuns 2007 poky
3a Ne 73/13340 (y penakuii Hakazy MiHICTepCTBa OXOPOHHU 37I0pOB’sl YKpaiHu BiJl
26 BepecHs 2016 poky Ne 996):

1) y myHkTi 2 po3ainy I:

nicis adb3aiy 1’ aToro JOMOBHUTH a03alloM HIOCTHM TaKOTO 3MICTY:

«ETaIOHHUI JIKapChKUil 3aci0 — MKapChKUid 3aci0, 3apeecTpoBaHuil B Y KpaiHi,
3 SIKUM JIIKapChKUM 3aci0, Ha SKUH HAAA€ThCS JO03BLI, € 1ICHTUYHUM YU TTOAIOHUM
a00 01HOYaCHO peepEeHTHUM YU T€HEPUUHHM JIIKAPCHKUM 3aCO00M;;

VY 3B’s3Ky 3 MM ab3aly MIOCTUN — MIICTASCAT APYTUil BBaXKaTu ab3anaMu
ChOMHUM — ITICTASCAT TPETIM BIJIOBIIHO;

micis ad3alyy JIBaALSTOTO JOMOBHUTH a03alloM JBAAISATh IMEPIIUM TaKOTro
3MICTY:

«JTIIKapcbkui 3aci0, SKUl BBO3UTHCA Ha TEPUTOPI0 YKpaiHU [Js LijIeH
napajeabHOTO IMIOPTY — JIIKapPChKUM 3aci0, 110 BBO3UTHLCS HA TEPUTOPIIO YKpaiHU
3 JepkaBu - wieHa €Bporneiickkoro Corwo3y abo €Bporneichkoi acoriali BUTbHOI
TOPriBJIl, 110 € CTOPOHOK YTOAW Mpo €BPONEHWCHKY €KOHOMIYHY 30HY (Iaii -
KpaiHa-eKCTopTep), AKui OyB MpU3HaUYEHU (Ha HHOTO BUJAHO J03B1J HA MAPKETHHT
B KpaiHi-eKCropTepi) Ta BUMYIIEHUH B 00IT JJIsl 3aCTOCYBaHHS Ha TEPUTOPIT KpaiHU
- EKCTIOPTEPA, 3 SIKOT BIH BBO3UTHCS B YKpaiHy 3T1IHO 3 BAMOTaMH 3aKOHOaBCTBA;).

VY 3B’s3Ky 3 UM a03amy ABAAIATH MEPIINH — MIICTASCAT TPETId BBaXKaTH
a03amamMu ABAIIATh IPYTHM — IICTACCAT YSTBEPTUM BiAIOBITHO;

2) y po3aini II:
MYHKT 2 IONOBHUTH HOBUM a03aIl0M TaKOT'O 3MICTY:


https://zakon.rada.gov.ua/laws/show/z1649-16#n24

«Cucrema (¢apMaKkoHArIsAIy MapalieIbHOrO IMIOpTEpa INOJO JIKAPChKUX
3ac001B, 10 BBO3STHCS HA TEPUTOPII0 YKpaiHU 7S LiJIEH mapanaeiabHOro IMIIOPTY,
CTBOPIOETHCS 3riAHO 3 po3aiiaoMm VI nporo [Hopsiaky.»;

y MYHKTI 6:

MICIS MIAMYHKTY 3 JOMOBHUTH IMIAMMYHKTOM 4 TaKOTO 3MICTY:

«4) mpoBoauTh aHami3 1HQopMmaiii Tpo noOIYHI peakilii, BIACYTHICTb
e(heKTUBHOCTI, Ta MpO OYIb-IKI 1HII MUTAaHHS, TOB’s3aHI 3 OE3MEeKOoI Ta
e(hEeKTUBHICTIO 3aCTOCYBAaHHS JIIKAPCHKUX 3acO0IB, III0 BBO3SATHCS HAa TEPUTOPIIO
VYkpainu ayig el napajienbHOTro IMIOPTY, 3 YCIX JOCTYMHHUX JKepesd Ta yciMa
METO/IaMH, 10 BUKOPUCTOBYIOTHCS TIPH 3A1MCHEHH] (hapMaKOHATIISITY 3T1HO 3 IIUM
[Topsakom;».

VY 3B’S3Ky 3 UM HiANYHKTH 4—6 BBa)KATH MIAMYHKTaMH S5—7 BIJIIIOBIIHO;

MICTIS MAMYHKTY 6 TOMMOBHUTH MIIITYHKTOM 7 TaKOTO 3MICTY:

«7) IpOBOJIUTH AyAUT CUCTEMHU (DapMaKOHATJISIAY Y TTapajeabHOTO IMIIOPTEPA;.

VY 3B’43KY 3 IUM MIAMYHKT 7 BBa)KaTH MIJIYHKTOM &;

JIOTIOBHUTH 1I€H PO31T MyHKTOM 11 Takoro 3micTy:

«11. TlapanenbHuil IMIIOPTEp CTBOPIOE Ta KEPYE CHUCTEMOIO (CHCTEMaMM)
dbapmakoHarsy BiMOBIIHO IO 3aKOHOAABCTBA. Y,

3) micns po3auty V 10MoBHUTH po3aiioM VI Takoro 3Micry:
«3nilicHeHHs1 GapMaKOHATJISIY NapaJieJIbHUM IMIIOPTEPOM

1. Cy0’exTH rocnojaproBaHHsl, 110 OTPUMAJIHU JO3BLI HA MapalebHUNA IMIOPT
JIKApChKUX 3ac001B (MMapajienbHi IMIIOPTEPU) MOBUHHI CTBOPUTH Ta 3a0€3MEUHUTH
(GyHKIIIOHYBaHHS CUCTEMU (papMaKOHATIISITY.

2. Cucrema (apmakoHarisiy AJisl JIIKAPCHKUX 3aco0iB, IO BBO3SITHCS Ha
TEPUTOPII0 YKpaiHu IS IIJICH MapajaebHOTO IMITOPTY, CKJIAIA€ThCS 3 CIEMCHTIB,
10 JaI0Th 3MOTY 3JIIMCHIOBATA MOHITOPUHT O€3MEKH IUX JIKAPChKUX 3aC00IB Ta
BU3HAYATH Oy/Ib-SIK1 3MIHU CIIBBIIHOIIECHHS! KOPUCTH/PHU3HUK, a CaMe:

1) HasBHICTH B mITaTI (MOCTIMHO 1 O€3MEepPEPBHO) y MapalieIbHOrO IMIIOpPTEPA
YOB®, sxa noBMHHa MaTh BULLy MeAUYHY a00 (papMaleBTUUHY OCBITY
(bapmarieBT, KiIiHIYHUN (hapMalleBT). 3a HAIBHOCTI JIMIIEe BUIOI (hapMarleBTUYHO1
ocBiTd YOB® noBuHHa MaTH 3MOTY 3BEPHYTHUCH JO OCOOM 3 BUIIOK MEIUYHOIO
OCBITOIO (32 HEOOX1HOCT1). Mae OyTu nependadeHa npoieaypa 3amiieHas Y OBD
B pa3i ii BigcytHocTi Y pasi 3MiHM YOB® Ta/abo ii KOHTaKTHMX JaHUX,
napajielbHAN IMIOPTEP TMOBUHEH HETraitHO MoBimoMUTH Tipo 1ie LlenTp Ta HagaTu
OHOBJIEHY 1H(HOpPMAITiFO;

2) HasABHICTh CTPYKTYpPOBaHOI CHCTEMH Oprasizamii ¢apMakoHarisay, il
OHOBJICHHS 1 I ITPUMKA;


https://zakon.rada.gov.ua/laws/show/z0073-07?find=1&text=%D1%84%D0%B0%D1%80%D0%BC%D0%B0%D0%BA%D0%BE%D0%BD%D0%B0%D0%B3%D0%BB%D1%8F%D0%B4%D1%83+%D0%B7%D0%B0#w2_111

3) AOKyMEHTYBaHHS BCIX MPOIEAYPHUX MPOIIECIB;

4) cTBOopeHHs Ta 3a0e3meueHHs (YHKIIOHYBaHHS 0a3 JaHUX, IO
BUKOPUCTOBYIOTHCS MTApaJICIbHUM IMIIOPTEPOM TPH 3AiHCHEHH] (papMaKoHarIsy:;

5) 3amydenns (y pas3i HEOOXITHOCTI) A0 3MIMNCHEHHS (papMaKOHATISTY 1HIIAX
IOpUJIMYHUX Ta/a00 (i3UYHUX 0Ci0 Ha IOTOBIPHUX 3acajiax;

6) 3abe3meueHHsT HaBUaHHS T[EPCOHANY MapajelbHOTO IMIOpTepa A
BUKOHAHHS JI1¥, MOB'A3aHUX 13 (papMaKOHArISI0M;

7) CTBOPEHHS CUCTEMH SIKOCTI (papMaKoHAarIsy;

8) BeJeHHS JOKyMEHTaIll 13 (hapMaKoHarIsiAy, BKIIOYAl04H ii 30epiraHas Ta
apX1BYBaHHS.

Hoxymentn / iHdopMaris mnopaiotbes o lLlenTpy y mnameposiit Ta/abo
CJIEKTPOHHIN popmi.

3. [MapanenbHuii IMIIOPTEp MOBUHEH CTBOPUTH, MIATPUMYBATH 1 HaJaBaTH Ha
Bumory [eatpy MOCD. MOCO cknamaerbes BiAMOBIIHO 10 CTPYKTYPHU Ta BUMOT,
HaBeJICHUX Yy noaaTtky 16 mporo Iopsaxy.

4. YOB® B Ykpaini MaroTh 000B’SI3KH (aJie HE BUKIIFOYHO) LI0/0:

1) cTBOpeHHS Ta MIATPUMKH CUCTEMH 300py, OLIHKHM Ta HajaHHs 10 LleHTpy
1H(dopmarrii mpo mo6ivH1 peakilii, BiacyTHICTh edektuBHocTi, HIIIII, iHmux nanux,
MOB’sI3aHUX 3 Oe3Mekor Ta e(EeKTUBHICTIO 3aCTOCYBaHHS  MapayielibHO
IMIIOPTOBAHMUX JIKAPCHKUX 3ac001B, BAaKIMH, TYOEpKyINiHY, a TaKOX Oyab-sSKHX
JTAHUX, HEOOX1THUX JJIsl OI[IHKU PU3UKY 1 KOPUCTI TIPH 3aCTOCYBaHHI JIIKApCHKOTO
3ac00y, BaKIIMHU, TYOEPKYIIiHY, BKIIFOUHO 13 CHCTEMOIO SIKOCTI;

2) cKkJIaJlaHHA Ta OJIaHHs Ha BUMOTryY LIeHTpy peryisipHOTo 3BITY 3 O€3MeKu;

3) HamanHsa Ha Bcl 3anuTtH LleHTpy nomatkoBoi iHdopMaillii, HEOOX1THOI IS
OIIHKY CHIBBIIHOIIEHHSI KOPUCTH/PU3UK TApPAJIETFHO IMIOPTOBAHOTO JIIKAPCHKOTO
3aco0y, BakKIMHHU, TYOEpKyJiHYy, y TOMY YHCII JaHUX MPO OOCITU MPOJAKY
JKapchKoro 3aco0y ab0 eKCMO3UINI0 TMAIli€HTIB, SKi 3a3HAIH BIUIMBY IMapajeibHO
IMIIOPTOBAHOTO JIIKAPCHKOTO 3aC00y, BaKIIMHU, TYOCPKYIIHY;

4) 3abesneyeHHS HaJaHHSA OYIb-SIKUX JaHUX, HEOOXIAHUX ISl OLIHKU
CHIBBIIHOLIEHHSI KOPUCTH/PU3HK MapayesbHO IMIIOPTOBAHOIO JIIKAPCHKOTO 3aco0y,
BaKI[MHU, TYOEPKYJIIHY;
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5) namanHs moBimoMmusieHHS a0 LleHTpy y BuUmanky BUSBICHHS paHIIIe
HEBIJOMHUX HEOE3NMEeYHMX BJIACTUBOCTEH  JIKapChKOro 3aco0y, BaKIIMHH,
TYOCpKYIIiHY, II0 MPHU3BEIU ab0 MOXYTh NMPHU3BECTH A0 TIKKHX HACTIIKIB JIJIs
3I0POB’S 1 )KUTTS JIO/Ie a00 3MIHU OLIIHKU CIIBBITHOIICHHS KOPUCTh/PU3HUK Y OIK
pHU3HKY, 1po ki YOB® crano Bigomo;

6) cBoeyacHOTO moBigoMyIeHHS LleHTpy mpo Oyab-siKi 3MIHH BiJJOMOCTEH,
HABEJICHUX y MaTepiajiaXx JOChE JIIKAPCHKOTO 3ac00y NS MapaiebHOTO IMIIOPTY, 3
HAJaHHAM BHYEpNHOI 1HpopMaIii Npo NPUYHHM, XapakTep (BHUO) 3MIH Ta ix
MOJKJIMBUI BIUIMB Ha O€3IEKy JIIKapChbKOro 3aco0y, Ha SIKWH BHUJAHO JO3BLI, Ta
BHECCHHSI BIATIOBIIHUX 3MiH JI0 MaTepialiB JOChE HA TaKUH JIIKAPCHKHi 3aci0;

7) 3a0e3leueHHs HaBYaHHS TICPCOHATY IapaJieIbHOTO iMIopTepa IS
BUKOHAHHS JIIH, OB’ sI3aHMUX 13 (hapMaKOHATJISIIOM.

5. [NapanenbHuii IMOOPTEP M Yac 3A1MCHEHHS (DapMaKOHATIsLy TIOBUHEH:

1) mpu otpumanHi iH@oOpMauii npo MNoOIYHI peakuii Ta/abo BIACYTHICTb
e(eKTUBHOCTI JIKAPCHKOr0 3aco0y, IO BBO3UTHCS HA TEPUTOPI0 YKpaiHu JUis
I1JIEH MapajiesbHOro IMIIOPTY, MiJl 4Yac HOTO 3aCTOCYBaHHS Ha TEPUTOPIi YKpaiHw,
CBOEYACHO HAJIaBaTH JIOCTOBIPHY 1H(OpMaIlit0 PO BUNIAAKU MOOIYHUX PEAKIIN 110
[leHTpy BIAMOBIIHO J0 MYHKTY 6 I[LOTO PO3JILITY.

Axio cy0’eKT rocmnojaproBaHHs, II0 Ma€ JO3BUT HAa MapKETUHI B KpaiHi-
ekcrioptepi, Oyne mnorpedyBaTu Oyab-SKOi JOJATKOBOi 1H(oOpMaIi 11010
dbapmakoHarmaLy, mapaJeJbHUN IMIIOPTEp TOBHMHEH HagaTH WOMY TakKy
1H(popMaIlio;

2) y pa3l HasSBHOCTI JOJATKOBUX 3axOJIB 3 MIHIMI3alli pPHU3UKIB IS
JIKApChKOro 3aco0y, 110 BBO3UTbCA Ha TEPUTOPI0 YKpaiHW [ LuIel
napajieJIbHOTO IMIOPTY, Ha IKKI BUJIAHO O3B HA MApPKETUHT B KpaiHi-€KCIIOPTepI,
3a0€3MeUYUTH JOCTYI CHEUIAICTIB CUCTEMH OXOpPOHHU 3J0pOB'A, I'POMAJCHKOCTI,
METUYHUX Ta/a00 GapMalieBTUYHHUX MPAIIBHUKIB JI0 TOJAATKOBUX MaTepiajiB 1010
TaKoro JIKAapChKOro 3acoly, IO MarTh OyTH OpPIEHTOBaHI Ha Il MiHIMIZAIll
PHU3HKIB Ta 1ICHTUYHI MaTepiajgaM ISl JTIKapChKOro 3aco0y, Ha SKUH BHIAHO JO3B1I
Ha MapKETHHT B KpaiHi-eKcropTepi (KpiM iHopMarrii moa0 HaiiMeHyBaHb Cy0’ €KTIB
rOCIOJIapIOBAHHS, 110 3/I1MCHIOIOTH J0JIaTKOBI 3aXOJM 3 MiHIMI3allli PU3HUKIB JJIS
JKapChKOro 3aco0y, Ta iX KOHTAKTHUX JaHUX).

[Hdopmariis 3 Oe3neKu JKapchbKUX 3ac001B, BKIIOYAKOYM TOJATKOBI 3aX0U 3
MIHIMIi3alli PHU3UKIB Ta JUCTU-3BEPHEHHSI JO CHELIaNICTIB CUCTEMH OXOpPOHU
3JI0pPOB'sl, TPOMAJICHKOCT1, MEIMYHUX Ta/a00 (hapMalleBTUYHUX MPAIliBHUKIB, 1010
napajieJibHO IMIOPTOBAHOTO JIIKAPCHKOTO 3ac00y MaroTh OyTu nogani no LleHTpy,
Pa3oM 3 TUIAHOM III0JI0 PO3MOBCIOMKEHHS, IS X Y3TOJKSHHSI Ta OTPUITFOTHCHHSI.

VY pa3i OHOBJICHHS JOJATKOBHUX 3aXOJiB 3 MiHIMI3aIlli pU3UKIB MapaiebHUI
IMITIOpPTEp MOBUHEH MOaTH 10 LleHTpy OHOBNIEH1 MaTepiaiu I iX ONPUITIOAHEHHS.



Axmo B VYkpaiHi A0JaTKOBI 3aX0Ayd 3 MiHIMI3alii pPU3UKIB BKe OyI0
OTIPHITIOTHEHO Ta PO3MOBCIOKEHO JJISl CHEIIaNiCTIB CHCTEMU OXOPOHH 37I0pPOB'S,
IPOMAJICBKOCTI, MEIWYHUX Ta/abo QapManeBTUYHUX TMpaIiBHUKIB, 1010
€TaJOHHOTO JIKapChKOTo 3aco0y, Takl JOJAaTKOBI 3aXOAW HE MOTPeOyIOTh iX
MOBTOPHOT'O PO3MOBCIOKEHHS TapaieIbHUM iIMIOPTEPOM;

3) y pa3i He0OX1AHOCTI1, PO3POOJISATH JUCT-3BEPHEHHS JIO0 CIICIIaTICTIB CUCTEMHU
OXOPOHU  3JIOpPOB'S, TPOMAACHKOCTI, MEAUYHUX Ta/abo dapMaleBTUYHUX
MpaIliBHUKIB, 1010 JIKApChKOT0 3aC00Y, 1110 BBO3UTHCS HAa TEPUTOPIO Y KpaiHH JJIs
IiJIeH mapaaeabHOro IMIOPTY, Ta TIOaBaTH WOTO Ha y3TrouKeHH: 10 LleHTpy pazom
13 TJITAHOM TIIOI0 PO3TOBCIOKEHHS;

4) nonaBatu Ha BUMory lLlenTpy (3 oOrpyHTYyBaHHSM NMPUYMH HEOOX1THOCTI
MOJIAHHS 3 BUZHAYEHOIO YaCTOTOIO T TEPMIHAMHM) PETYJISPHO OHOBIIFOBAHUH 3BIT 3
0e3MeKH JIIKapChbKOTo 3aco0y, 110 BBO3UTHCS HA TEPUTOPIKO YKpaiHWU IS I[IeH
napajeNbHOrO IMIOPTY, 32 CTPYKTYpOIO, BU3HAUYEHOIO Yy JA0AATKy 12 110 LBOTO
[Topsinky. B iHmmx Bumagkax nojganHs A0 LleHTpy mporo 3BiTy mNapajieIbHUM
IMIIOPTEPOM HE € OOOB’SI3KOBUM IMPOTArOM IEpiofy NepeOyBaHHsS €TaJOHHOIO
JIKapChbKOTo 3ac00y Ha pUHKY YKpaiHu.

6. Bumoru 10 nojaHHs napajielibHUM IMIIOPTEPOM MOBIJJOMIICHD MPO MOO14HI
peakiii JKapcbKuUX 3aco0iB, BakKIMH, TyOepKyjiHy Ta/ab0o BiJCYTHICTh
€(EeKTUBHOCTI JIIKAPCHKUX 3aCO01B:

1) npu noganHi NapaneabHUM IMIIOPTEPOM MOBIOMIIEHB PO MOOIYHI peakiii
JIKApChKUX 3ac001B, BaKIMH, TYOEpKyJiHY Ta/ab0 BIJCYTHICTh €()EKTUBHOCTI
JKApChKUX 3aCc001B MapayiebHUN IMIOPTEP cBOeYacHO nojaae 1o Llentpy (y Oynb-
AKUM croci®) J0CTOBIpHY 1HGOPMAIIITO TIPO:

BCl BHUMAJKU CEPHO3HMX MOOIYHMUX pEaKiid Ha MapaiesbHO IMIOPTOBaHI
JKAapChK1 3ac00M, BaKIIMHU, TYOEpKYIIiH, K1 Oy 3a(iKCOBaH1 IPH X 3aCTOCYBaHH1
B YKpaiHi Ta MalTh MEAUYHE MIATBEPKCHHS 1 MPO AKI MOMY CTajao BiIOMO, 3a
HAsBHOCTI MPUYMHHO-HACIIAKOBOTO 3B’A3Ky MK MOOIYHOIO pEaKIi€ Ta
3aCTOCYBaHHSAM JIIKAPCHKOTO 3aco0y, BaKIUHU, TYyOEpKYJiHY - HE TI3HIIIe
15 xanengapHUX JIHIB 3 JHS OTPUMAaHHS TakKoi 1H(poOpMaIlii;

BCl BUIMAJKU HECEPUO3HMX MOOIYHMX pEeaKiliii Ha MapajesibHO IMIOPTOBaHI
JKapChKi 3acO00H, BaKIIMHU, TyOEpKYIIiH, Kl Oy 3adikcoBaH1 IPH X 3aCTOCYBaHH1
B YKpaiHl Ta MalOTh MEIUYHE MIATBEPKCHHS 1 MPO AKI HOMY CTajo BIOMO, 3a
HAsIBHOCTI TMPUYMHHO-HACIIAKOBOTO 3B'I3Ky MDK MOOIYHOIO peaklielo Ta
3aCTOCYBaHHSAM JIIKAPCHKOTO 3aco0y, BaKUWHU, TYOEpKyJiHYy - He Ii3HIIIe
90 kaneHgapHUX JHIB 3 THA OTPUMAaHHS Takoi 1HGOpMaIlii;



BUIAJIKK TIOPYIICHb, 0 BUHHUKAIOTH Yy MPOIECI BUPOOHUIITBA BAKIIWHH,
TyOepKyJIiHy, BKIIOYAIOUN TPUCTPINA JUIsl BBEJCHHS, - HE Mi3Hime 48 ToauH 3 THA
OTpUMaHHs Takoi iHdopMaIlii.

Skmo crpok mopaHHs 1H(oOpMaIli NMpuIlazae Ha BUXIAHUHN, HEpoOoUHnii abo
CBATKOBUM JIeHb, 1HGOPMaIlisl HAAAETHCS Y TEPIIHM MICIsS HOIo poOOUNid JICHb;

BUMAJIKK BIJCYTHOCTI €(EeKTUBHOCTI, 1m0 Oynu 3adikcoBani B YkpaiHi 1
BUHUKJIH TI1]1 Yac:

JIKyBaHHS CTaHIB, 110 3arPOXKYIOTh KUTTIO 00 HEBIKIAIHUX, KPIM BUIIAJIKIB,
KOJIM TEPIIOKEPENI0 TOBIAOMJICHHS 3a3Haydae, IO BHIAJOK BIACYTHOCTI
e(EKTUBHOCTI TMOB'I3aHUN 13 TMPOTPECyBaHHSAM 3aXBOPIOBaHHA, a HE 13
3aCTOCYBaHHSM JIIKapCHKOTO 3aco0y;

3aCTOCYBaHHS BaKITUH;

3aCTOCYBaHHS KOHTPALEITUBIB.

Crpok mojaHHs wi€i 1H(QOpMaILli HE MOXKE MEpPEBULIYBaTH 15 KajleHAapHUX
JIHIB 3 JTHA i1 OTpUMaHHs. SIKIIo 11e#l CTpOK Mpumnajae Ha BUXITHUN, HEpoOounit abo
CBATKOBHH JIeHb, IHPOPMAIli HAJTAETHCS y TMEPIITUH MICIsI HHOTO pOOOUYHH I€HbD;

PO BCl 1HIII 1IEHTU(IKOBAHI BUTIAIKH BIJICYTHOCTI €()EKTUBHOCTI JIIKAPCHKOTO
3aco0y, Mpo sKi HOMY CTaJIO BIJIOMO, - Y CKJIaJll Y€pPrOBOTrO PETYJSPHOTO 3BITY 3
Oe3MeKH, AKII0 BIH BUMAraeTbcs;

2) TOBILAOMJIEHHA MNpO TMOOIYHI peakiii JIKapChKUX 3aco0iB, BaKIUH,
TyOepKyJiHy Ta/ab0 BIACYTHICTh €(EKTUBHOCTI JIIKAPCHKUX 3aCO0IB MOJAETHCS 3
HaJaHHAM 1H(popMaIlli, 3a3HaYEHOI Y MIANYHKTI 7 UBOTO MYHKTY, Y HalepoBid
ta/abo enekTpoHHIN Gopmi 3a mocwanHsM https://aisf.dec.gov.ua;

3) MOBIIOMJICHHSI MPO BHUMOAAOK MMOOIYHOT peakiii JiKapChbKOro 3acoly,
BaKIIMHU, TYOEpKyJiHy Ta/ab0 BIACYTHOCTI €(EeKTHUBHOCTI JIKapChKOTO 3aco0y
napajiensHui iMnoprep nonae ao Llentpy y Burisnai indopmaiiii mpo moOivHi
peakiii JIIKapchKOro 3aco0y, BakIMHU, TYOEpKyJiHy Ta/ab0o BiJICYTHICTh
e(eKTUBHOCTI JIIKapChKOTo 3aco0y, 110 BUHUKAIW y OJHOTO MAIliEHTa B TEBHHM
MOMEHT 4acy;

4) mapanenbHUN IMIOPTEP BpPaxoBYE MOBITOMJICHHS MPO BUMAIKUA MOOIYHUX
peakuiii Jikapcbkoro 3aco0y, BakKIMHHM, TyOepKyJaiHy Ta/abo BIACYTHOCTI
€(EeKTHUBHOCTI JIIKAPCHKOrO 3aco0y, OTpPUMaHI HUM €JIEKTPOHHUM MLUISXOM a0o
1HITUM METOJIOM BiJ MAIl€EHTIB Ta/a00 iX 3aKOHHUX MPEJCTABHUKIB a00 MEAUYHUX
MpaIliBHUKIB;

5) mapanenbHui iMIIOpTEp cHiBOpamie 3 LleHTpomM 11010 BUSBICHHS
MOBTOPHUX TOBIIOMJICHh MIPO BHUMAJKU TMOOIYHUX PEAKIlINd JIIKApChKOTO 3aco0y,
BaKIIMHU, TYOEpKYJIiHYy Ta/ab0 BiJICYyTHOCTI €EKTUBHOCTI JIKapCHKOTO 3aco0y;
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6) TOBIIOMJICHHS TIPO BHITAJIOK IMOOIYHOI peakiii JiKapCchKoro 3acooy,
BaKIIUHM, TyOEpKYJIiHY Ta/a00 BiJICYTHOCTI €()eKTUBHOCTI JIIKAPCHKOTO 3ac00y Mae
MICTHTH IIIOHaMeHIe 1HpopMaIlito, 3a JOMOMOTOI0 SIKOi MOXKHA 1IeHTH(IKYBaTH
MOBIJIOMHMKA, TAIllEHTa, OJHY IOOIYHY peakIlito/BICYTHICTh €(PEKTUBHOCTI 1
1103proBaHmii(1) Jikapchkuii(i) 3acid(06m), BakiMHY(1), TYOCPKYIIiH;

7) Tpu TMOJaHHI MOBIJIOMJICHHSI PO BUMAJO0K MOOIYHOI peakiiii JiKapChKOTro
3aco0y, BakIMHH, TyOepKyJiHY Ta/a00 BiJICYTHOCTI €(EeKTUBHOCTI JIIKapChKOTO
3aco0y mapajeldbHH IMIOPTEp Haga€e BCIO HasBHY 1H(OpMAIIIO MPO KOXHUKN
OKpPEMUH BUNIAJIOK, BKIIFOYAOYU:

aAMIHICTpaTHBHY 1H(MoOpMalio (BUJ TMOBIJIOMJICHHS; JaTy; YHIKaJbHHM
imeHTUPiKaIiiHUE HOMEp BHUIIAJIKy; YHIKIBHUN 11EHTU(IKATOP BiJINPABHUKA,
BIJIMIPAaBHUKA; JIaTy, KOJM OYyJ0 BIepIie OTpUMaHO iHGOpMAIIio Bij JpKepena, Ta
JaTy OTpUMaHHS HaWHOBIIIOI 1HGopMarii (To4H1); 1HIIN iAeHTHU(IKATOPU Ta iX
JoKEpenia, a TaKoX MOCHJIAHHS Ha JOJaTKOBI JIOCTYIIHI JTIOKYMEHTH, 10 HAJIEkKATh
BIJIMPABHUKY IMOBIJIOMJICHHS, PO BUMAJ0K MOOIYHOI peakiiii J1KapChbKOTo 3aco0y,
BaKIMHU, TyOepKyliHy Ta/ab0 BiJICYTHOCTI €()EKTUBHOCTI JIKapChKOro 3aco0y,
KOJIM 3aCTOCOBAHO);

MOCUJIAHHA JI0 MIKHAPOJHUX Ta BITUU3HSIHUX BUMOT II0JI0 MyOJIKaIii - st
iH(dopMallli Npo BUNAAKA MOOIYHHUX pEaKIid JIKapChbKOro 3aco0y, BaKIMHH,
TyOEepKyIIiHy Ta/ab0 BIACYTHOCTI €()EeKTUBHOCTI JIIKAPCHKOTO 3aco0y (3a JaHUMU
JITEpPATYpHUX JHKEPEN), Y TOMY YUCIl BUYEPITHE PE3IOME CTATTI aHTIMCHKOIO 200
YKpaiHChKOI0 MOBOIO. Y pasl SIKIIO CTaTTS BUKJIAJEHA aHTJIIHCHKOIO MOBOIO, CIIIJT
HAJIaTH TEPEKIIaJl pe3toMe YKpPaiHChKO MOBOK. Ha 3anut LlenTpy mapanensHuii
IMITIOpTEp, SAKUH Iepe/iaB IEPBUHHE MTOB1IOMJICHHS, HaJ[a€ KO0 BIIMOBIAHOT CTATTI
3 ypaxyBaHHSIM OOMEXEHb aBTOPCHKOIO IMpaBa, a TaKOXK MOBHUU MepeKiaj] el
CTaTTl YKpaiHCHKOIO MOBOIO y pa3i, SIKIIO CTATTS BUKJIA/I€HA aHTJIIHCHKOIO MOBOIO;

iH(dopMaitito npo nepiomkepenno(a) (indopmaiiito, 1m0 1IEHTU(IKYE TKEPEIo
MOB1JIOMJICHHSI, BKJIIOUAI04YM KpaiHy Ta ioro npodeciiiny kpamidikaii);

iHopMmaltito, 1mo iAeHTU(DiIKye MarieHTa ¥ OgHOTO 3 OAaThKIB Yy BHUIAJKY
MTOBIJIOMJICHHS OATBHKH - JUTHHA, BKIIFOYAIOUH BIK HA MOMEHT BUHUKHCHHS ITOO1YHOT
peaxiii/BIACYyTHOCTI €(QEeKTUBHOCTI, BIKOBY Tpyly, TeCTalliHUA BIK, KOJHU
peaxiiisi/siBUIe criocTepiranacs(ocs) y 1mioaa, Bary, 3picT, CTaTh, JaTy OCTAHHBOTO
MEHCTPYaJIbHOTO Ta/a00 TeCTaI[ifHOTO MEepioy Ha MOMEHT BUHUKHEHHS TTOOIYHOT
peaxiii/BiacyTHOCTI €(heKTUBHOCTI;

aHaMHe3 1 CyIyTHI 3aXBOPIOBaHHS MAalll€HTA;



ToproBebHY(1) Ha3By(u) nikapchkoro(nx) 3acoOy(iB), BakIMHU (BaKIIMH),
TyOepKyJliHy, 110 MiJ03PIOEThCA(IOThCSA) Y CIPUUMHEHH] 1MOO14HOI peakiii Ta/abo
BIJICYTHOCTI €()€KTUBHOCTI, Y TOMY YHCJI CYIyTHIX JIIKAPCHKUX 3ac001B, BaKIUH,
TyOepKymiHy, a0o, SKIIO Ha3Ba HEBioma, akKTUBHUM(1) dapmareBTUUHUMI(1)
1HTpeaieHT(u) 1 0y ab-sK1 1HIII JIaHi, 10 IaI0Th 3MOTY 1ICHTU(IKYBaTH JIIKAPCHKUH(1)
3aci0(o0u), BakiuHy (1), TYOEpPKYIiH, Y TOMY YHCIII HallMEHYBaHHS IapajieibHOTO
iMnopTepa/BupoOHNKa, HOMEp J03BOJY Ha MapajelbHUN IMIOPT, KpaiHy, e
3apeecCTpOBAHMM JIIKApChKUI 3acid, BakiMHa, TyOepKysiH, (GOpMy BHUITYCKY Ta
CTI0Ci0 3aCTOCYBaHHS, IOKAa3aHHsI JJIs 3ACTOCYBAaHHS Y IbOMY BHIIAJIKY, 3aCTOCOBaHi
JI03H, AaTy MOYATKy 3aCTOCYBAaHHS 1 JaTy 3aKiHUCHHS 3aCTOCYBAaHHS, BXKHUTI 3aX0/I1
MIOJI0 YCYHEHHs TMposABIB MOOIYHOI peakiii, BKIOUYaouu (apMakoTepariio,
pe3ynbTaT  BIIMIHM Ta  TOBTOPHOTO  TPHW3HAYCHHS  IMI03PIOBAHOTO(MX)
JikapchKkoro(ux) 3aco0y(iB), BaKIIMHY;

JUTs O10JI0TTYHUX JIIKApChKUX 3ac001B - HOMep cepii. s Toro, mod otpumaru
HOMeEp cepli, SIKIIO BiH HE BKa3aHUI y IEPBUHHOMY MOB1JIOMJIEHHI, Y TapajielIbHOTO
IMIIopTepa Mae OyTH HasiBHa Mpoleaypa 300py 104aTKOBOT iH(hopMaIlii;

CYIyTH1 JIIKapChKl 3acO0U, BAKIMHU, TYOEpKYJiH, IO HE MIJO3PIOIOTHCS Y
CIPUYMHEHHI TOOIYHOT peakIlii/BiICyTHOCTI e(EeKTUBHOCTI, (papMakoTepario
naiieHTa (6aTbKiB) y MUHYJIOMY, Y pa3i JIOIIJIbHOCTI;

iHpopMalito nOpo migo3proBaHy(i) nNoOiIuHy(1) peakiito(i)/BIICYTHICTh
e(eKTHUBHOCTI (J1aTy MOYaTKy 1 JaTy 3aBEpIICHHS a00 TPUBAJIICTh, CEPUO3HICTD,
HACIIJIOK M103pI0BaH01(1X) MOO1YHOI(MX) peakiii(if)/BiACyTHOCTI €(pEKTUBHOCTI Ha
MOMEHT OCTaHHBOT'O CIIOCTEPEKEHHS MallleHTa, MPOMIXKOK 4Yacy, 10 MUHYB BiJl
MoYaTKy 3aCTOCYBaHHsSI  IIJO3PIOBAHOTO  JIIKAPCHKOTO  3ac0o0y,  BaKIIMHH,
TYOEpKyJIiHYy 1 TMOYaTKy MoO0IuHOi(KMX) peakiii(il)/BiicyTHOCTI €(pEeKTUBHOCTI,
TEpPMIHU Ta JIaH1, 3a3HaYCHI y JOKyMEHTaIlii mpo mooiuny(1) peakirito(i)/BiICyTHICTh
e(eKTUBHOCTI, SIKI BUKOPHUCTOBYBAJIO MEPIIOHKEPENIO ISl OMHUCY MOOIYHOI(MX)
peaxiii(if)/BiACyTHOCT1 €(heKTUBHOCTI,

pe3yJbTaTH TECTIB 1 MPOIEAYDP, IO CTOCYIOTHCS JTOCIIKEHHS MMaIli€HTa;

JaTy 1 TOBIJOMIIGHY TPUYHHY CMEpTi, Y TOMY YHCIl NPUYUHY CMEpTI,
BCTAHOBJICHY 3a pe3ybTaTaMy MaTOJIOT0-aHATOMIYHOTO JIOCIIiKCHHST,

ONMKC BUMAJAKY (HAJAETHCS 32 MOXKJIMBOCTI yCsl TOB’si3aHA 1HPOpMALIis).

[Hdopmaltis mogaeTbes B JIOTTUHIM TOCTITOBHOCTI (PO3BUTOK CUTYaIlll y Yaci,
y XpOHOJIOTIi HArJISAy 3a MaIllEHTOM, BKJIIOYAKOYW KIIHIYHUN Tepebir, Teparito,
HACJIIKM Ta OTPUMaHy y NOJAJbIIOMY JT0AATKOBY 1H(OpMaIito; OyIb-sKl TOpEeUHI
PE3YNBTAaTH MATOJIOT0-aHATOMIYHOTO JTOCIIKEHHS; 1H()OpMaIlis o0 MPUINHHO-
HACJIIKOBOTO 3B'SI3Ky MK MPOsIBAMU TTOOIYHOT PEaKIIii/BiICyTHOCTI €(heKTUBHOCTI



Ta 3aCTOCYBaHHSM I1JJO3PIOBAHOrO JIKAPCHKOTO 3aco0y, BaKIUHU, TYOECpPKYIiHY;
IpUYMHA aHYIIOBaHHS a00 BHECEHHS 3MiH JI0 MOBIIOMJICHHS MPO MOOIYHI peaKilii
JiKapCchKOro 3aco0y, BaKIMHH, TyOEpKyJiHY Ta/a00 BIACYTHICTh €(EKTUBHOCTI
JKapChKOT0 3ac00y);

8) mapajnenpbHul IMIIOPTEP PEECTPYE BIIOMOCTI, HEOOX1/IHI JJII OTPUMAHHS y
NoJabIIOMY JOJaTKOBOI 1H(OpMallii mpo MmoOiuHI peakilii JIKapchKoro 3aco0y,
BaKIIMHM, TYOEpKYyJIiHY Ta/ab0 BIACYTHICTh €(PEKTHMBHOCTI JIKApCHKUX 3aco0iB.
HacTymHi moBiOMJICHHS HaJIS)KHUM YHHOM JIOKYMEHTYIOThHCS.

7. lleHTp TPOBOIWUTH ayAUT CHUCTEMHU (apMaKOHAIIBIAY Y TMapaiebHOTO
IMITOpTEpa MIOJI0 JIKAPCHKUX 3ac001B, 110 BBO3SITHCS HAa TEPUTOPIIO YKpaiHU IS
IIJIeH MapajgeabHOTo IMIOPTY:

I 3°SCyBaHHS TWTaHb IIOJ0 HASBHOCTI Ta (YHKIIOHYBAHHS CHUCTEMU
(dbapMakoHarsiy;

3 MPUYMH HEJTOTPUMAHHS BUMOT, BU3HAYCHUX IIUM PO3ILIOM.

AyauT MOXe MPOBOAUTHCS SIK MO0 MEPEBIPKU CUCTEMU (DapMaKOHATsIy B
[IJIOMY, TaK 1 II0JI0 OKPEMHUX TPOIIeCiB hapMaKOHATIISTY.

8. AYI[I/IT IMPOBOAUTHCS 3 TOTPUMAHHAM TAKHX BUMOT':

1) nata mo4yaTtky NpoBEAEHHS ayJUTy BCTAHOBIIIOETHCS HE PaHIIE HIXK 4Yepes3
30 xasieHJapHUX JHIB 3 JTHS HAJICUJIAHHS MONEPEIHbOTO MOBIJOMIICHHS-3aIIUTYy Ta
Y3TOJKEHHS 13 apajieIbHUM IMIIOPTEPOM MOYATKy HOTO MPOBEJICHHS, 38 BUHATKOM
BUITAJIKIB, SIKIIO:

1ICHYy€ HEOOX1THICTh MPOBE/ICHHS ayAUTY 0€3 MONEePEKEHHS;

PO MPOBEJCHHS ayAUTy MapajelbHOro iMmoprepa OyJie TMOMEpeIKeHO Yy
CTpoK MeHule HDK 30 KajdeHIapHUX JHIB 3 JHS HAJCWIAHHSA IONEPEIHBOTO
NoBIIOMIICHHS-3anuTy. llpu 1pomy mnapanensHuil iMmmoptep Hazmae lLleHTpy
3aMMUTYBaHI JOKYMEHTH 3T1IHO 3 MONEPEIHIM MOBIIOMIICHHIM-3aIIUTOM y CTPOK HE
MI3HIIIE HI)K CTPOK, BCTAHOBJICHUH Y I[bOMY MTOBIJOMJICHH1-3aITUTI;

2) 3paiiicHIOEThCA (axiBUsAMU 3 (hapMakoHarisay LleHTpy, siki MaroTh JOCBIJ
pobotu y chepi papmakoHarisiay Ta AisUTbHICTh IKUX HE TPU3BOIUTH 10 KOHDIIIKTY
1HTEpeciB. Y pa3l HEOOXIAHOCTI 10 y4yacTi y MPOBEACHHI ayauTy MOXKYTb
3aiydatycs 1HIm ¢GaxiBiil (BiMOBITHO 10 OCOOIMBOCTEH 3aCTOCYBaHHS Ta OE3IMEKH
JKAapChKOTro 3aco0y, BaKIMHU, TyOepKyiIiHy) 3a 3ronofo. [Ipu mpoBeneHHi aynurty
000B’SI3KOBOI0 YMOBOIO € TpHuCyTHICTh YOB® mapanensHOoro iMmoprepa, TaKox
MOXXYTh OyTH TIPUCYTHI 1HIII 3aKOHHI MPEJACTABHUKU MapajieIbHOTO iMIIOpTepa y
pa3i HeoOX1THOCTI (3a 3r0J1010);

3) mix 9yac TPOBEACHHS ayAUTy BCTaHOBJIOIOTHCS, Yy pa3l HasSBHOCTI, Taki
HEBIIIOBIIHOCTI:
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KPUTHYHI - TMPUHIMUIOBI HEIOJIKH OJHOTO YM JAEKUIHKOX IMpoleciB abdo
nporenyp ¢dapMakoHArJsily, IO HETaTHBHO BIUIMBAIOTh HAa BCHO CHCTEMY
dhapMakoHarJsIIy Ta/4u npapa, 0e3neKy i 0Jaronoyqys MamieHTiB, Y1 MOTESHIIIHO
CTaHOBJISATh PHU3UK JJII CHCTEMH OXOPOHH 3JIOPOB'S, Ta/4M € CEepHO3HUM
MOPYIIEHHSM 3aKOHO/IaBCTBA Y cpepi OXOPOHU 370POB’s;

CYTTEBI - 3HAYHI HEJOJIKH OJHIET YW JACKUIBKOX MpOIeciB ab0 Mpouexyp
dbapMakoHarIAy, Y TPUHIMIIOBANA HEIOJIK YaCTHHH OJHOTO YU JEKUTBKOX
mporieciB abo mpouenyp ¢gapmMakoHarjsay, 10 HEraTUBHO B1IOOpakaloThCs Ha
YChOMY TIPOIIEC] Ta/9M MOXE TOTEHIIIMHO HETaTUBHO BIUIMHYTH Ha MpaBa, 0e3MeKy
Ta OJaromoyy4dsi MaIli€HTIB, Ta/9d TOTEHIIMHO CTAHOBHUTHh PHU3UK I CHUCTEMHU
OXOpPOHM 3JI0pOB'A, Ta/UW € TMOPYIICHHSM 3aKOHOAABCTBA y cdepl OXOpOHH
3JI0OPOB’sl, X04a IIe MIOPYIICHHS 1 HE BBAXKAETHCS KPUTUUHHM;

HECYTTEBI - HEJIOJIKN YACTHHH OJTHOTO YU JEKUTBKOX MPOIIECiB a00 TPOIeayp
dbapMakoHarJsI Iy, 1o, K OYIKYEThCS, HE CIIPUYUHATH HETATHBHOTO BIUIMBY Ha BCIO
cucteMmy (apMakoHarJs1y 4 ii IpolecH, Ta/uu mpasa, Oe3neKy Ta 0Jaronoayqus
MAlll€HTIB;

4) 3a pe3yiabTaTaMd ayAWTy CKJIATAEThCS 3BIT, SKUWA MIATBEPIXKYE (aKT
MIPOBEJICHHSI 1IOTO ayJIUTy Ta Y SIKOMY 3a3HA4alOThCs 3ayBXKCHHS 11010 CUCTEMHU
dbapmakoHarisay (3a HasIBHOCT1), BUSIBJICHI MOPYIICHHS/HE0IIKH,
HEBIJINIOB1THOCTI;

5) 3BIT, 3a3HAYEHWN Yy MIAMYHKTI S5 1[BOTO TWYHKTY, HAJCUIAETHCS
napajeabHOMY IMIIOPTEPOBI B CTPOK, 1110 He nepeBulye 30 KaleHIapHUX JTHIB 3 JTHS
MTOBHOT'O 3aBEPILICHHS ay/IUTY;

6) mapajieTbHUM IMIIOPTEPOM HajACUiIaeThesa N0 LleHTpy mis mOroKEeHHS
1H(popMaIlis MOA0 CTPOKIB KOPUTYBAIbHUX Ta 3alIOO1KHUX 3aXO/IIB ISl YCYHEHHS
HUM KPUTUYHUX 1 CYTTEBUX HEBIJAMOBITHOCTEM Ta BUSBICHUX MOPYIICHb
(HemOJIKiB) MMiJl Yac MPOBEICHOTO ayAUTY (HECYTTEBI HEBIAMOBIAHOCTI YCYBAIOTHCS
B p0OOUOMY TOPSIIKY).

9. IleHTp MO’Ke MPOBECTH MOBTOPHUHN ayJIUT JJIS IIATBEPKCHHS YCYHEHHS
HEBIAIOBITHOCTEMN.

10. V pa3i K010 NpoTArOM BU3HAYEHOTO JJISI YCYHEHHSI HENOMIKIB CTPOKY
napajieIbHUM IMOOPTEPOM HE YCYHEHO KPUTHYHI HEBIAMOBIAHOCTI, LleHTp nonae 1o
JepxaBHOi ci1y>K0u YKpaiHH 3 JIKapChKUX 3aC001B Ta KOHTPOJIIO 32 HAPKOTUKAMU
(oprany aep>kaBHOT'0 KOHTPOJIIO) MPOMO3HIIii 010 MPU3YIUHEHHS Jii 103BOJIY Ha
napajielbHUM IMIIOPT UUISIXOM TUMYacOBOTO MPUIIMHEHHS IpaBa NapaliebHOTO
IMIIOpTEepa Ha 3A1MCHEHHS MapajelbHOro IMIOPTY JIKApChKOro 3aco0y, Ha SKHii
oMY BHIaHO J03BIIL.Y;
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4) nonoBHUTH 11eH [1opsa10K HOBUM OJJATKOM TaKOTO 3MICTY:

«Jlogatok 16

1o Topsiaky 3a1icHeHHS
dbapMakoHarsI Iy
(myHKT 3 po3auty VI)

CTPYKTYPA
Maiictep-dailiia cucteMu ¢papMakoHarJIsAy NapajejbHOro imnoprepa

TuryiabHa cTOpiHKA.

Onuc cucremu papMaKkoHATJISIAY 32 Po3aijJaMu:

I. ITndopmarris mpo ynoBHoBaxkeHy 0coOy 3 (hapMaKOHAIJISI Ty

I1. Indopmariist mpo opraizailiiiHy CTpyKTypy MapajieiabHOro iMmmnoprepa
II1. Indopmariist mpo Jaxepesna naHux 3 Oe3neKu

IV. Indopmariist mpo KOMI'tOTepU30BaHI CUCTEMH 1 0a3H TaHUX

V. [ndopmaiiis npo nporecu hapMaKkoHarJsI Iy

VI. Indopmariist mpo NpoAyKTUBHICTh CUCTEMHU (PapMaKOHATIISTY

VII. Tadopmariisg npo cucremy sSIKOCTI y (papMaKOHATJIsI1

oparkmn.
BUMOI'A 10 SAITOBHEHHSA
Maiicrep-daiia

TuryabHa cTOpPiHKA MOBMHHA MiCTUTH TaKy iH(popManio:

yHIKaJIbHUI HOMED (Y pa3i HassBHOCTI);

HallMEHYBaHHS MMapajelIbHOTO IMIIOPTEPA;

Mpi3BHINE, BJIACHE 1M’s, IO OATHKOBI (3a HASBHOCTI) YIMOBHOBA)XXEHOI 0COOM
napajieIbHOTO IMIIOpTEpa, BIAMOBITAIBHOL 3a cucTeMy (hapMakoHarisgy (mam —
YOB®);

nepenik - maiictep-daitnie  cucremu ¢dapmakoHarsiny (mami - MOCD)
napajiebHOTO IMIIopTepa (1 JIIKApChbKUX 3ac001B, BAKIMH, TYOCpKyJiHY (Haui -
JIKapChKU 3ac10), 1110 MAaIOTh Pi3HI CUCTEMH (PapMaKOHATIIsLY);

naTa CKJIagaHHsg Ta/a00 OCTaHHHLOTO OHOBJIEHHS.

Omnuc cucremu papMakoHArJIsAay 3a po3aijiaMu:

I. Indopmanisa npo YOB®D

Hanaetbcs inpopmartis npo YOBO®, BkiItouaroyu KOHTaKTHY 1HGOPMAIIIIO PO
Hel, TaHi po KBamidikallito 1 J0CBiI poOOTH, PE3toMe 3 KIIOYOBOK 1HHOPMAIIIEIO
po poib YOB®, nepenikom 000B’sI3KIB IJisi TapaHTyBaHHs Toro, mo YOB® mae
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JIOCTAaTHI TIOBHOBAKEHHS II0JI0 CTBOPEHHS CUCTEMH (papMaKOHATIISATY, T1ATPUMKA
Ta MOKpaIeHHs i1 (yHKIIOHYBaHHSA, BIIOMOCTSIMH IPO PEe3epBHI MEXaHI3MH, IO
OyayTh 3aiisiH1 y BUNAAKY BiacyTHOCTI Y OB®.

I1. Indopmanisi npo oprauizamiiiHy CTPyKTYpy napaJjieJibHOro iMmnoprepa

HanaeThcst onuc opranizaniiHoi CTPYKTypU NapaieabHOro IMIopTepa, y TOMY
YUCII1 Y po3pi3i 3a1icCHEeHHS hapMaKoHArJIsIy, SIKKil TOBUHEH MICTUTH 1H(QopMaIlito
[0/I0 3AIyYEHUX MIAIPUEMCTB, YCTAHOB, OpTraHi3alliil He3ale)KHO Bi (opMm
BJIACHOCTI Ta B3a€MO3B’SI3KiB MI’)K HUMH, a TaKOX III0JI0 TPETIX 0¢i0, 3aIy4yeHHX J10
JISJIBHOCTI, TOB’SI3aHOi 31 3pilicHeHHSM (apmakoHariasay. 3okpema, MOCD
MTOBUHEH OMKCYBATH:

OpraHizaliiHy CTPYKTYpy IapajeIbHOIr0 IMIIOpTEpa, i3 3a3HAYCHHSIM ITO3HIT
YOB® B opranizariii;

Micie(s1), A€ MTPOBaAUTHCA MISUTBHICTh 3 (apMakoHArjsay, IO BKIIIOYAE
npouecH, Bu3HaueHi pos3auioM VI Tlopsanky 3mailicHeHHd (apMakoHarsay,
3aTBEP/KEHOT0 HaKa3oM MiHicTepcTBa OXOPOHHU 370pOB’st YKpainu Big 27 rpyaHs
2006 poky Ne 898, 3apeectpoBaHoro y MiHicTepcTBl IOCTHUINT YKpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y penakuii Hakazy MiHicTepcTBa OXOPOHU 3/10POB’s
VYkpaiuu Big 26 BepecHs 2016 poky Ne 996).

[ndopmariiss Mmoke OyTH TOJaHA y BUIJISII CIUCKY/TaONHIN 13 3a3HAUYCHHAM
3a]ly4€HHUX CTOPIH, iX 000B’S3KIB Ta BIAMOBIIHUX JIKapChKUX 3ac001B. CIIMCOK Ma€
OyTH CKJIQJICHWH BIAMOBITHO 10 IMOCTAYaJIbHUKIB MOCIYT (HANpUKIaa, MEIudHA
1H(opMallis, ayJuTOpH TOIIO), JOTOBIPHUX BITHOCUH (HAMPUKJIIA], TApTHEPH TOIILIO)
Ta 1HIINX TEXHIYHUX MOCTYT (XOCTHUHT KOMIT FOTEPHHUX CHCTEM TOINO). Y AoAaTKax
HaJIa€ThCSA TEpesIiK JOTOBOPIB, a caMi JOTOBOPH B YACTHHI IIpEaMETa JOTOBOPY
MaroTh OyTH JIOCTYITHI HA 3aMuT a0 MiJ] Yac MPOBEACHHS 1HCTIEKIIIN Ta ayIUTIB.

II1. Indopmanis npo pxepesia 1aHuX 3 0e3MeKH

HanaroTbcst onmric OCHOBHUX MMiIPO3ALTIB 31 300py JaHUX 3 O€3MEKH, 1110 TOBHHEH
BKJIFOYATH 1H(POPMAIIIIO CTOCOBHO YCiX CTOPiH, IO BiIMOBIIAl0Th 32 OPTaHi30BaHUMN
Ta CIOHTAaHHUU 30ip JaHUX 3 OE3MEKM JIKAPChKUX 3acO0IB B MiCI 3IIHCHCHHS
opranizaiii aisutbHOCTI 3 (papmakonarisay. [lepenik mkepen nanux 3 6e3neku Mae
OyTH BCEOCS)KHUM.

IV. Indopmanis npo KoMn’I0TepU30BaHi CHCTEMHU i 0a3U JTaHUX

Hanarotbcst onuc po3ranryBaHHs, (PYHKI[IOHAJIBHOCTI Ta BIANOBIAAJIBHOCTI 3a
eKCIUTyaTallil0  KOMITI'FOTEPU30BAaHUX  CUCTeM Ta/abo 0a3  JaHuX, MIO0
BUKOPUCTOBYIOTHCS JJI1 OTPUMaHHs, 0OpoOKH, 3amucy Ta HajgaHHS iHGopmarii 3
Oe3IeKU, a TAaKOoXK OIlIHKAa 3JAaTHOCTI TaKUX CHCTEM 1 0a3 JaHWX 11 BUKOHAHHS
(dhapMakoHarJisiIy napajaeibHUM IMIOPTEPOM. SKIIO BUKOPUCTOBYIOTHCS JCKLIbKA
KOMIT’ FOTEPU30BaHUX CUCTEM Ta/abo 0a3 JaHuXx, iX MPUIAATHICTH JJIs TISUIBHOCTI 3
dbapmakoHarysiny Mae OyTH ONMCaHa 3 ypaxyBaHHSM CTYMEHS KOMIT IOTEpH3allii B
pamMKkax cuctemMu (apMmakoHarisay. Takok mae OyTH ONMHCAHUM BaigaI(iiHUAN
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craryc 0a3 manux. [Hdopmartis mpo nporeypy KOHTPOITIO BHECEHHS 3MiH, XapaKTep
TECTyBaHHS, MPOIEAYPH PE3EPBYBAHHSI Ta €JICKTPOHHI CXOBHINA JAHUX, BAXKJIMBUX
JUIS. BIAMOBIAHOCTI (hapMakoHarJisiIy, MOBUHHA OYTH BKJIIOUYEHA B y3arajbHEHY
iHopmMmarrito. Kpim Toro, Mae 0yTu 3a3Ha4YC€HHI XapaKTep JOCTYIHOT TOKYMEHTAIl].
JlJIs cucTeM Ha OCHOBI IManepoBHX HOCIIB (KOJM €IIEKTPOHHA CHCTEMa MOKE
BUKOPHUCTOBYBATUCS TUILKHU JIJIsI TIOJIaHHS TEPMIHOBHUX IOBIJIOMJICHB IPO MOOIYHI
peakiiii) MaroTh OyTH OIKCaH1 MOPSIOK BEICHHS JaHUX 1 MEXaHI3MH 3a0e3MeUeHHS
IIJIICHOCTI Ta JOCTYIMHOCTI JIAaHUX TIPOo Oe3MeKy, 30KpeMa y3arajJibHeHHs 1HpopMarlii
PO MOOIYHI peakIrii JiKapchKUX 3ac001B.

V. Indopmauis npo npouecu papMaKkoHATJISATY

Hamaetbcss omuc ertamiB OOpoOKHM JaHUX 1 3amMCIB IS 3MIHMCHEHHS
(dhapMaKoHarIsIAy, IO OXOIUIIE MpolecH, Bu3HaueHi posaiioM VI Ilopsaky
3MilicHeHHs (hapMaKOHArjsay, 3aTBEPKEHOr0 Haka3oM MIHICTEpCTBA OXOPOHHU
3nopoB’st Ykpainu Big 27 rtpyaHs 2006 poxy Ne 898, 3apeecTpoBaHOTrO y
Minictepctsi toctuilii Yipainu 29 ciuns 2007 poky 3a Ne 73/13340 (y penakiii
Haka3zy MiHicTepcTBa OXOpOHU 3/10poB’s Ykpainu Bijg 26 BepecHs 2016 poky
Ne 996). Takuii omuc MOBUHEH CYNPOBOKYBATUCS TMEPEITIKOM IMPOIEITYPHUX
JIOKYMCHTIB.

[le#t mepemik Moke OyTH PO3MIIICHHM Yy J0JaTKax 1 Ma€ MICTUTH HOMED,
3aroJIOBOK, AaTy HaOpaHHs YMHHOCTI 1 M JokymeHTa (11 ycix COIL, iHcTpyKITiid,
pobouMX 1HCTPYKILK Tomo). Mae OyTH YITKO 1JIEHTU(]IKOBAHO MPOIEAYPH, IO
CTOCYIOTHCSI TOCTAQYaJIbHUKIB TOCIYr Ta TpeTiXx cTopidH. KpiM Toro, HEoOXigHO
3a3HAYUTHU MEPENK MPOIEAYPHUX JTOKYMEHTIB, $KI MOETHYIOTHCS 3 1HIIMMU
HanpsMamu poOOTH, IO BKJIIOYAE (ajie HE BUKIIIOUYHO) (YHKIIIOHATBHI 000B’A3KH Ta
BiANoOBiAaNbHICTE YOB®, BIANOBiI Ha 3alUTH YIOBHOBAXEHOTO OpraHy IMpo
HaJaHHs 1H(opMalii, JOroBopy Mpo 0OMIH JaHUMH 3 O€3MEKH, ApXIBYBAHHS TAHUX
3 Oe3neku, ayauT (hapMaKkoHarJIsIy, KOHTPOJIb SIKOCTI, HABYaHHS MEePCOHATY TOILO.

VI. Indopmaiisi npo npoayKTUBHICTH cucTeMH (p)apMAKOHATJISITY

HanaeTbcsi omuc MOHITOPUHTY TPOTYKTUBHOCTI CUCTEMHU (hapMaKOHATIISTY
napajiebHOTO IMIIOpTEpa, M0 3aCTOCOBYEThCS. HeoOXigHO omucaTu 1 MOSICHUTH
[IJTbOBl  TOKa3HUKU TMPOAYKTHBHOCTI cuctemu (apmakonarisgy. Ilepemik
MOKa3HUKIB MPOJYKTUBHOCTI MOTPIOHO Hamatu y gonatky g0 MOPCOD pazom 3
bakTHUHUMH pe3ybTaTaMu OILIHKK Takoi edekTuBHOCTI. Taka iHdopmarliss Moxe
OyTm HajaHa y BUIVIAAI UUM(POBUX JaHUX/TpadikiB, MO0 UIOCTPYIOTh Ta
NIATBEPKYIOTh MPOAYKTUBHICTh cHucTeMH (apmakoHariany. MOPCD mae
BKJIIOYATH ONUC METOJIB MOHITOPUHTY, WIO 3aCTOCOBYIOTHCS, 1 MICTUTH
IIOHAaMMEHIIIE:

OMUC TPOIEAYPU OILIHKA KOPEKTHOCTI TOJAaHHS TMOBIJIOMJIEHb IIPO
1HMBIIyalibH1 BUITQJIKU, TOB’s3aHi 3 Oe3mekoro. Y M0JaTKy MHOTpiOHO HaaaTH
udpoBi JaH1/Tpadiku, U0 UTFOCTPYIOTH 1 MIATBEPKYIOTh TOTPUMaHHS CTPOKIB Ta
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CBOEYACHICTh TMOJAHHS TOBIJOMJICHh MPO I1HAWBIAyaJbHI BUMAAKH, TIOB’sI3aHI 3
0e31eKo10, y mepeTHbOMY POIIi;

y BIANOBIIHUX BHUIAJKaX, BU3HaYeHUX po3aiaoM VI ITlopsaxky 3mificHeHHs
dapMaKkoHarsALy, 3aTBEPHKCHOrO Haka3oM MiHIiCTepCcTBa OXOPOHH 3JI0POB’S
Vkpainu Big 27 rpynua 2006 poxy Ne 898, 3apeectpoBaHoro y MiHicTepCcTBI
foctuiii Ykpainu 29 ciunsa 2007 poky 3a Ne 73/13340 (y pemakuii Hakazy
MiHictepcTBa 0XOpoHH 370poB’st Ykpainu Bif 26 BepecHsa 2016 poky Ne 996),
HAJAI0ThCS 3arajibHi BIJJOMOCTI MPO TOJIAHHS PETYJSPHO OHOBJIIOBAHMX 3BITIB 3
OC3MEeKN JI0 PEeryJIITOPHOTO OpraHy (J0JaTOK Ma€ MICTHUTH OCTaHHI JaHi, IO
BUKOPHCTOBYBAIHCS TapaJieIbHUM IMIIOPTEPOM JIJIsl OI[IHKU BiMTOBITHOCTI CTPOKIB
MIO/TAHHSI TAKWX 3BITIB).

VII. Indopmanis npo cucreMy sikocTi y papmakoHarjisiai

Onuc yrnpaBliHHS CUCTEMOIO SIKOCTI MOTPIOHO HAJATH B paMKax CTPYKTYpHU
opraHizailii 1 3aCTOCYBaHHSI CUCTEMHU SIKOCT1 710 (hapMakoHarsiny. Takuii onuc mae
BKJIFOYATH 1H(POPMAILIiIO TPO:

KOHTPOJIb IOKYMEHTAIIIi Ta 3aMuciB (HaJAa€ThCSl OMUC MEXaHI3MIB apX1BYBaHHS
CJIEKTPOHHUX Ta/abo npykoBaHux Bepciit MOCD, moBiqoMIIeHb PO 1HIUBITyalIbHI
BUIIAJIKH, TTOB’s13aH1 3 OE3MEKOI0, PETYJIIPHO OHOBIIOBAHUX 3BITIB 3 0€3MEKH (SKIIIO
BUMAraroThCs), IHIIKX 3aIKCIB 1 IOKYMEHTIB, III0 CTOCYIOThCS (hapMaKOHATJIsY);

MPOLETypHI JIOKYMEHTH (HAJA€ThCsl 3arajibHUM OMNHUC JOKYMEHTIB, IIIO
BUKOPUCTOBYIOThCA Yy dapmakoHarsiai (COIL, iHcTpykiii, poOodi i1HCTPYKIIT
TOIIO), OMUCYETHCA JIOCTYIHICTh PI3HUX JOKYMEHTIB B paMKax MIAIPUEMCTB,
YCTaHOB, OpraHi3alliil He3aJaexHo BiJ (POPM BIACHOCTI, @ TAKOX METOA1B KOHTPOJIIO
iX JOCTYImHOCTI, BOPOBAKCHHSI Ta CYIIPOBOIY; HAJAIOTHCS JIaHi MIOAO0 CHCTEMHU
BEJICHHS JOKYMEHTAIlil, 0 BUKOPUCTOBYIOTHCS IS BiJIMTOBITHUX MPOIECYATbHUX
JIOKYMEHTIB 1]l KOHTPOJIEM TPETIX 0Ci0);

HaBYaHHS (HAJAETHCS OMKC YIPABIIHHS pecypcamMu JUisi BAKOHAHHS JISTIbHOCTI
3 papmakoHarsay (opratizaiiifHa CTpyKTypa 13 3a3Ha4€HHSAM KIJTbKOCTI IEPCOHAITY
napajiebHOTO IMIIOpTEpa, 3AIy4eHOr0 JI0 JIsIbHOCTI 3 GapmakoHarisay. L1 mani
MOXYTh OyTH HaJaHi B pO3MIiIl, SKHH OMNHCYE OpraHi3aliiHy CTPYKTypy
oprasizailii); HaBOJAUTHCS CTUCIHUN ONMKC KOHIICTIT HaBYaHHS ITepCcoHay (HE JIUIIe
CHiBpOOITHUKIB MAPO3ILIIB 3 (hapMaKkoHArsiny, a W OyIb-sIKUX TMPAI[iBHUKIB, K1
MOXXYTh OTPUMYBATH TOBIJOMJICHHS TpPO 1HIWBIIyaJbHI BUIIQJKH, TIOB’S3aHl 3
0€e3MeK010), B TOMY YHUCII1 MOCUJIaHHS HA PO3MIIICHHS HaBYAJIbHUX (DaiisiiB);

aynuTH (HajgaeTbesl 1HpOpMaIlisa PO ayAUTH 3a0€3MEUCHHS SIKOCTI Y CHUCTEMI
dapmakoHarysny). Y  JOJAaTKy MOTPIOHO HAaJaTh OMUC  METOJIB, IO
BUKOPHUCTOBYIOTBCS JUISl IJIAaHYBaHHS ayJauTIB CcHUCTeMH (apMaKOHArJsIIy,
MEXaHI3MIB 3BITHOCTI 1 CTPOKIB, @ TaKOX MEpeNiK 3alUIAaHOBAHMX 1 MPOBEACHUX
ayUTIB, WO CTOCYIOTbCS cucTteMu (apmakoHarisay. Llei mepenik MOBUHEH
MICTUTH JaTH TPOBEACHHS ayJauTy, MOJAaHHS 3BITY, METy Ta iH(opMmailito mnpo
ayJIMTH TPETIX CTOPIH 3TiAHO 3 JOTOBIPHUMHM BIJHOCHHAMH, CIICHM(pIYHUX BHU/IIB
JTSTBHOCTI 3 apMakoHArIsaay ado MiAPO3AUIIB, IO 3AIHCHIOITH MISUTBHICTH 3
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dbapmakoHarysny, Ta iHGOPMAIIIO npo iX B3a€EMOJII0 3 THIIMMHU MiAPO3IITIAMU
oprasisamii, miSUTBHICTh SKHX TIIOB’s3aHa 13 BHUKOHAaHHAM 3000B’s3aHb 3
dbapmakoHarisay, i Ma€ OXOILUTIOBATH S-pIUHUM MEep1o.

MOC® noBUHEH Tak0X MICTUTH CTUCIY 1H(POpMAaIlil0 MPO BCl ayaWTH, B
pe3ynbTaTi sIKMX OyJo BHSBIECHO CYTTEBI Ta KPUTHUYHI HEBIJAMOBIIHOCTI, 13
HaJaHHSIM CTHCJIOTO OMKCY KOPUTYIOUMX Ta/a00 3amo01KHUX 3aXO0/1B 100 TaKUX
HEBI1/IMOBITHOCTEH, 3a3HAYEHHSM JIaT iX BUSBJICHHS Ta OYIKYBaHUX JIaT iX YCYHEHHS
3 TIEpEeXPECHUM TOCHJIaHHSAM Ha 3BIT 3 ayAUTy Ta 3aJ0KyMEHTOBaHUM(1) TUIaH(M)
KOPUTYIOUHX Ta 1HIITUX 3aXO0/I1B.

Y mepeniky MpOBEACHUX ayAuWTIB, IO HATAEThCS y MOAATKaX, Mae€ OyTH
MOo3HA4YeHO Ti ayauTd, iHpopMmaiis Tpo ski MicTuthess B MOCO. Crucna
iH(pOpMaIlis PO ayAuTH, B pe3yJbTaTi AKuUX OyJIo BHSBICHO KPUTHYHI JIaHi, Ta
CTUCIUI ONUC KOPHUTYIOUHX 1 3amOODKHHX 3aX0[iB MarOTh MicTUTHCI B M®PCO
JTOTH, JOKHM He OyJe IOCATHYTO TO3WTHBHOTO PE3yJbTaTy IICIS BXKHUTTS
KOPUTYIOUUX I Ta/abo HaJAaHO MIATBEP/KCHHS HE3aJIEKHOIO CTOPOHOKO MPO
1CTOTHE TIOKpaIlleHHs cucTeMu. JIOTIOBHEHHS, 3M1HM a00 BUIalieHHs 1H(popMallii po
aynutu B MOCD MaroTh peecTpyBaTUCS B KypHaAIl KOPUTYBaHHS.

Sk 3aci0 yrpaBiiHHS CUCTEMOIO (papMaKOHATJISy Ta MiCTABU JJIs IPOBEICHHS
aynuty MOC® mae TakoX OMHUCYBaTU MPOIEC OOJIKY, YIPABIIHHSI Ta YCYHEHHS
BUSIBJICHUX BIJXHJIEHb B CUCTEMI SKOCTI, @ TAKOXK JTOKYMEHTYBATH BIXUJICHHS BiJ
npouenyp dapmMakoHarjisay, iX BIUIMB 1 YNPaBIiHHA HUMHU JO iX BHUPIIICHHS.
BinxuieHHs MOXKHA TOKYMEHTYBATH Y BUTJISIIL TIEPEITIKY 3 MOCUJIAHHSIM Ha 3BIT PO
BIAXHWJICHHS, MOTO JaTy Ta MPOLEaypy.

Onuc mpolieciB yNpaBiIiHHSA CUCTEMOIO SKOCTI MOBUHEH CYIMPOBOKYBATHUCS
MEePETiKOM MPOUETYPHUX JTOKYMEHTIB, KU Ma€e OyTH BKJIIOYEHO Yy JOAATKH 10
pozainy V MOCO.

Onuc cucrtemMu ¢apMakoHarjisay IMnependayae HasBHICTh NOCWIaHb Ha
HOPMAaTUBHO-TIPABOB1 aKTH, Ha MIJICTaBl IKUX po3po0seHa 1 PYHKIIOHYE CHCTEMA
dbapmakoHarsy, Ta CTUCIOro OMUCY MapajieIbHOTO IMIOpTEpa.

[Hpopmariiss y MOCD mae Oyt mojaHa 3rigHO 31 CTPYKTYpOIO Ta 3MICTOM
nonatkiB. Jomarok E He Moxke OyTtu mepeiiMeHoBaHUWil y gojgaTtok D y Bumaaky,
KOJM JIOJATOK IIOJ0 KOMIT IOTEepU30BAaHUX CHUCTeM 1 0a3 JaHux He
BUKOPUCTOBYETHCSI, M0AaToKk D mae Oytu mosHaueHuid y 3micti 10 MOCD sk
HEBUKOPUCTAHUU NJIsi TOrO, 1100 onepxxyBadui MOC® Oynu BIEBHEHI, 110 TaKUi
JIOAATOK BIJICYTHIM HE BHACIIOK IIOMUJIKH.

Inpopmanis y nogatkax 10 MOCO mae OyTu moaaHa BIANOBIAHO 10 HOro
PO3/IIIB, B SIKMUX € IOCUJIaHHS Ha BIATOBIHUN JOAATOK, Ta MICTUTH TaKi BiJIOMOCTI
(aJie HE BUKIIFOYHO):

nonatok A npo posauty I. [adopmaiis npo ymoBHOBaxkeHy o0co0y 3
dbapmakoHarisny;

nonatok B go posputy II. Indopmarnis mpo oprasizauiiiHy CTpyKTypy
napajieIbHOTO IMITOpTEPa;

nonatok C no posniny III. Tndopmartis nmpo mxepena qanux 3 6e3MeKu;
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nonaTok D no po3ainy IV. Indopmaris mpo kKoM’ F0OTeprU30BaHi CUCTEMH 1 0a3u
TAHUX;

nonatrok E nmo pospiny V. IHdopmaris mpo mnporecu (hapMaKoHArsiay
(nepeniku COIl, iHCTpYKIIiH, poOOYUX IHCTPYKIIIH);

nonatok F mo posmimy VI. Indopwmariis mnpo NpOIYKTHBHICTH CHCTEMH
dbapMakoHarysiny (Tepeniku IMOKa3HMKIB €(PEeKTUBHOCTI, ITOTOYHI pe3yJbTaTH
OIIIHKH €()eKTUBHOCTI BITHOCHO IMOKA3HHKIB);

nonarok G o pozainy VII. [ndopmanis npo cucremy sikocTi y papmMakoHarsii
(rpadix aynuTiB, mepesik MPOBEASHUX Ta 3aBEPIICHUX ayIUTiB, IH(POpMAITis 11010
3aCTOCOBAHUX 3aXO/iB);

nonatok H no omucy cuctemu papmakoHarisiay (meperik JiKapChbKuX 3aco0iB,
10 OXOIUIEH] ITI€I0 CUCTEMOIO (hapMaKOHATIISY );

nonatok . KonTtponp noxkymeHTamii Ta 3amuciB (3KypHajdl KOPUTYBaHHS,

JIOKYMEHTAIllsl 1OA0 1CTOpii 3MiH 3MICTY (BIAMOBIIHO MPOIHJAEKCOBAH1) Ta OIHUC
TaKHUX 3MIH).».

2. Y 3asBi npo BUJa4y BUCHOBKY MPO SIKICTh BBE3EHUX B YKpaiHy JIKapChbKUX
3ac00i1B, 3aTBEPPKEHIN Haka3oM MiHICTepCcTBa OXOPOHHU 3710pOB’st YKpainu Big 21
ciyas 2013 poky Ne 39, 3apeectpoBanum y MiHicTepcTBi toctuilii Ykpainu 08
mororo 2013 poky 3a No 234/22766 (y penakiii Hakazy MiHiCTepcTBa OXOPOHU
3nopoB'st Ykpainu Big 20 BepecHst 2021 poxy Ne 1985):

cioBa «BupoOHunTBo 3a3HaueHuXx Yy Ilepemiky BBe3eHHMX B YKpaiHy
JiKapChbKHUX 3acO01B BIJIMOBIIA€ YUHHUM B YKpaiHi BUMOTraM HaJIe)KHOT BUPOOHHUYOT
MpakTUKU (HOMEp BUJAHOTO JlepKIIIKCIY>KO0K0 JOKYMEHTa, IO MiATBEPIXKYE
BI/IMOBIHICTh YMOB BUPOOHUIITBA JIIKAPCHKUX 3aCO0IB BUMOTaM J0 BUPOOHHUIITBA
JIKapChKUX 3aco0iB B YkpaiHi, 3a3HadeHo B Ilepemiky)» 3aMIHMTH CIIOBaMu
«BupoOHuuTBO 3a3HaueHux y Ilepeniky BBe3eHUX B YKpaiHy JIKapChbKUX 3aco0iB
BIJINIOBIJIa€ YUHHUM B YKpaiHl BUMOTaM HaJIEXHOI BUPOOHUYOI MPAKTUKHU (HOMEP
BUJIAHOTO JIepITKCITYKO0K0 MOKYMEHTA, IO MIATBEP/KYE BIAMOBIIHICTH YMOB
BUPOOHMIITBA JIIKAPCHKUX 3aC001B BUMOTaM J10 BUPOOHHUIITBA JIIKAPCHKUX 3aCO0IB B
VYkpaini, 3a3naueHo B [lepeniky, abo HoMep cepTudikara BiMOBIIHOCTI BUMOTaM
HajekHoi  BUpoOHMuoi mpaktuku (GMP), BugaHoro  yHmoBHOBa)KEHUM
KOMIIETGHTHUM OpraHoM JepxaBu - ujeHa €poneiicbkkoro Coro3y abo
€Bponeicbkoi acoriamii BIUIBHOT TOPTiBIl, IO € CTOPOHOI YTroau TMpo
€BponencrKy EKOHOMIYHY 30HY (7151 JTIKAPCHKUX 3aC001B, 1110 BBO3ATHCS JIJIS IT1ICH
napajeabHOTO IMIIOPTY))»;

y MYHKTI 5 micas ciiB «O(MIIiiHOro mpeacTaBHUKA» JOMOBHUTH CIOBaMU
«/BIacHUKA J03BOJIY Ha MapaJIeIbHUM IMIIOPT JIIKAPCHKOTO 3aCO0Y».

3. V Ilepeniky BBe3eHMX B YKpaiHy JIKApCbKUX 3aC001B, 3aTBEPIKEHOMY
Haka3oM MiHicTepcTBa 0XOpOHHU 3A0poB’st Ykpainu Bia 21 ciuns 2013 poky Ne 39,
3apeecTtpoBaHuM y MiHnictepcTBi foctuiii Ykpainm 08 mortoro 2013 poky 3a


https://zakon.rada.gov.ua/laws/show/z0234-13#n18
https://zakon.rada.gov.ua/laws/show/z0234-13#n18
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=81
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=81
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=88
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=88
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=88
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=88
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=88
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=88
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=88
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=88
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=88
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=88
https://zakon.rada.gov.ua/laws/show/z0234-13#n43
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Ne 234/22766, (y penaxiiii Hakasy MiHiCTEpCTBAa OXOPOHH 370pOB'ss YKpaiHU Bijl
20 BepecHs 2021 poky Ne 1985):

1) v Ha3Bl rpadu 2 micas ClIOBa «IOCBIAYCHHSM)» JTOTOBHUTH CIIOBAMH
«/103BOJIOM Ha MapaJIeIbHUHN IMITOPT JIIKAPCHKOTO 3aCO0y»;

2) y Ha3Bi rpadu 10 micis ciiB «Ha JIKapChKui 3aci0» JTOMOBHUTH CIOBaMU
«a0b0 HOMeEp J03BOJIy Ha MapajeIbHUN IMIOPT JIKaPCHKOTO 3aCO0y»;

3) y Ha3Bi rpadu 11 «rikapchkuil 3aci0» JOMOBHUTU CIIOBAMH «/I03BOJIY Ha
napajeabHUN IMIIOPT JIIKapChKOTO 3aC00y»;

4) y Ha3Bi rpadu 12 micins ciaiB «B YKpaiHi*» JIOTMIOBHUTH CJIOBAMH «a00 HOMEP
ceptudikara BiAMOBITHOCTI BUMOTaM HAJICKHOT BUPOOHUYOT TpakTuku (GMP)**y;

5) JOTIOBHUTH HOBOIO MTPUMITKOIO TAKOTO 3MICTY:

«**Homep ceptudikara BiIMOBITHOCTI BUMOTaM HAJICKHOI BUPOOHUUOI
npaktuku (GMP), BUgaHOro ynmoBHOBaKEHUM KOMIIETEHTHUM OPTraHOM JIEp>KaBH -
yneHa €Bponeiicbkoro Coro3y ado €BpomneichKoi acorialiii BUIbHOI TOPTiBII, IO €
CTOPOHOI0 YTOJU Mpo €BPONEHChKY €KOHOMIUHY 30HY (JJI JIIKAPCHKUX 3aco0iB,
110 BBO3SITHCA IS IUICH MapajebHOTO IMIIOPTY).».

4. V BHCHOBKY IMpO SIKICTb BBE3€HOIO0 B YKpaiHy JIIKapChbKOTO 3aco0y,
3aTBEP/KEHOMY Haka3zoM MiHiCTepCTBa OXOPOHU 370pOB’st YKpainu Bif 21 ciuHs
2013 poky Ne 39, 3apeectpoBanuM y MiHicTepcTBi toctullii Ykpainu 08 Jr0Toro
2013 poky 3a Ne 234/22766, micna ciiB «Homep peecTpaliiiHOro MOCBIIYEHHSD)
JIOTIOBHUTH CJIOBaMH «ab0 HOMEp JT03BOJY Ha MapajesibHUM IMIIOPT JIKAPCHKOTO
3aco0y».

5.V wna3ei rpadpu 10 tabmumi 3BiTYy cy0'€kTa TOCHOJApPIOBAHHS OO
pe3yibTaTiB  KOHTPOJIK  aKTUBHUX  (papMareBTUYHUX  1HTPEIIEHTIB
(cyOcranmiit) ta mpoaykiiii «in bulk» 3a mepion, sareepmkeniii Hakazom
MinictepcTBa OxopoHH 310poB’ss Ykpainu Bim 21 ciuas 2013 poky Ne 39,
3apeecTtpoBaHuM y MinictepetBi foctuiii Ykpainu 08 mortoro 2013 poky 3a
Ne 234/22766 (y penaxuii Hakazy MiHICTepCcTBa OXOPOHU 3MI0POB'St YKpaiHU Bijl
12 motoro 2016 poky Ne 91), micns ciiB  «Ha JIKapChbKUM 3aci0» JTOMOBHUTH
CJIOBaMU «a0b0 HOMEp JI03BOJTY Ha TapajeibHUN IMIIOPT JIIKAPCHKOTO 3aC00Y».

6. Y llopsaky 3a1iCHEHHSI KOHTPOJIO 32 BIAMOBIAHICTIO IMyHOO10JIOTTYHUX
npenapariB, 110 3aCTOCOBYIOThCSI B MEIWYHIM TPaKTUIll, BUMOTaM JEp>KaBHUX 1
MDKHApOJIHUX CTaHIAPTIB, 3aTBEP/KEHOMY Haka3oM MIiHICTEpCTBA OXOPOHU
3nopoB’ss Ykpainu Big 01 sxotHs 2014 poxy Ne 698, 3apeectpoBaHomMy B
Minictepctsi octuiii Ykpainu 29 xoBTHs 2014 poky 3a Ne 1356/26133:

1) y po3nini I:
y nyHKTi 1 cnoBa «"IIpo 3a0e3mneueHHs CaHITAPHOTO Ta €MiJIEMIYHOTO
0J1aronoyyy4si HaceJeHHs'"» BUKIIIOUUTH;


https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=81
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=81
https://ips.ligazakon.net/document/view/re28466?ed=2016_02_12&an=55
https://ips.ligazakon.net/document/view/re28466?ed=2016_02_12&an=55
https://ips.ligazakon.net/document/view/re28466?ed=2016_02_12&an=55
https://ips.ligazakon.net/document/view/re28466?ed=2016_02_12&an=55
https://ips.ligazakon.net/document/view/re28466?ed=2016_02_12&an=55
https://ips.ligazakon.net/document/view/re28466?ed=2016_02_12&an=54
https://ips.ligazakon.net/document/view/re28466?ed=2016_02_12&an=54
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y TyHKTI 2, a03amax dYeTBEepTOMY, IIIOCTOMY TYHKTY 3  CJIOBa
«IMyHOOI0JIOTIYHUX TIpenapaTiBy, «MEIUYHOTO IMYyHOOIOJIOTIYHOTO MpemapaTy»
3aMIHUTH cJIoBOM «MIBII»;

y MmyHKTI 3 a03ai JAeB’STUHA TICHs CHiB «(IJIs IMIIOPTOBAHUX BaKIIUH»
JIOTIOBHUTH CJIOBaMHU «, y TOMY YHCII1 BaKILIUH, 1110 BBO3AThCS HA TEPUTOPIIO YKpaiHu
JUTSL 1IJIeH MapaiesibHOrO IMIIOPTY»;

MYHKT 4 BUKJIACTH Y TaKik peaKiiii:

«4. KonTpodto miassraiots 3apeectpoBani B Ykpaini MIBII sk BiTun3HsiHOTO,
TakK 1 iH03eMHOT0 BUpOoOHUIITBA, Ta MIBII, 1110 BBO34ThCSI Ha TepUTOPiIO YKpaiHU
JUTSL ITIJIEH TTapaJIeNTbHOTO IMITOPTY, SIK1 MMPOTIOHYIOTHCS 10 3aCTOCYBAaHHS B YKpaiHi
Cy0'eKTaMU TOCIOJApPIOBAHHA HE3aJeKHO BIJ MIANOPAAKYBaHHS Ta (Qopm
BJIACHOCTL.»;

2) y posnaini II:

3aroJ0BOK PO3/1Ty BUKIJIACTH Y TaKill peaaKiii:

«II. KonTpoas 3a BinmoBignicTio MIBII, 110 3acTOCOBYIOThCSI B MeAMYHIH
NPaKTHIli, BUMOTraM JIeP;KaBHUX | MIZKHAPOIHMX CTAHAAPTIBY,

y MyHKTI 1:

y OiAMyHKTI 1:

a03a1] mepirii BUKIACTH Y TaKii peaKiiii:

«1) momaHHS 3asABHUKOM JIO OpraHy JEp>KaBHOTO KOHTPOJIO 32 MiCIEM
MPOBA/PKEHHS TOCHOJAPChKOI JISUIBHOCTI 3asiBU MPO BHJIa4yy BHUCHOBKY PO
BianoBigHicTe MIBII BUMoram fepkaBHHX 1 MDDKHAPOIHUX CTaHAAPTIB (104aToK 1);
nepeniky MIBII (mogaTtok 2); 3BeZIeHOTO MPOTOKOIY Cepii BaKIMHU; cepTUdiKaTa
PO BUITYCK CEpii BAKIIMHMU Ta PE3YyJbTATIB aHaII3y, MPOBEICHOr0 PETYISATOPHUM
opraHoM a0o0 HalllOHAJIBHOK J1abopaTopielo KpaiHW - BUPOOHHMKA OO
BIAMOBIIHOCTI 3pa3kiB cepii MIBIl mnokazHukam cnenudikamii  Skocti (3a
HasBHOCTI); cepTudikaTiB skocTi Ha wi cepili MIBII mignpuemcTBa-BHpoOHMKA
(komisi, 3acBiU€HAa 3asABHUKOM) 3 TMEPEKJIAJIoM YKPaiHCHKOI  MOBOIO;
peecTpanifHiuX TOCBIAYeHb Ha Jikapcbkuil 3aci6 (MIBII) (komii, 3acBimueHi
3asiBHUKOM)/iIHpOpMaIlii PO JaTy Ta HOMEpP J03BOJY Ha MapajeIbHUM IMIIOPT
nikapcbkux 3aco0iB (MIBII), mo BBO3STHCS Ha TEpUTOPItO YKpaiHW IS IIUIeH
napajiebHOTO IMIOPTY, a TAaKOX 3acCBIIUEH1 3asBHUKOM KOIIi JOKYMEHTIB, IO
MIATBEP/KYIOTh JOTPUMAHHS YMOB 30€piraHHs TijJ 4ac TPaHCHOPTYBaHHS BiJ
BUPOOHMKA JI0 iMIIOpTepa (TapajiensHOTo iMIopTepa) (Po3ApyKiBKU MpuiIaaiB ado
Korii xypHanuiB). J{ns imnoproBanux MIBII, y Tomy uncii MIBII, mo BBO3sITECS Ha
TEpUTOPII0 YKpaiHU I LUICH MapajeabHOTO IMIOPTY, TAaKOX JOAAIOThCS KOTMIi
MUTHOI JIeKjapallii, IHBOMCY Ta 3a HasBHOCTI KOTMIis JIOKYMEHTa, 1110 MiATBEPIKYE
BIJINOBIJIHICTh YMOB BUPOOHMIITBA JIIKAPCHKOTO 3aC00y BUMOTaM 10 BUPOOHUIITBA
JIKapChKUX 3aco0iB B YKpaiHl (KpiM akTUBHHUX (hapMaleBTUYHUX IHTPEHIEHTIB
(cyOcraniriit) Ta mpoaykiii «in bulky»).»;

B abzami TpeThOoMy Ticis ciioBa «IMmopTepw» TOMOBHUTH CJIOBaMHU
«(TrapanenbHi IMIOPTEPH )»;


https://zakon.rada.gov.ua/laws/show/z1356-14#n69
https://zakon.rada.gov.ua/laws/show/z1356-14#n71
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y TAMYHKTI 2:

micist ab3aiy APyroro JOMOBHUTH a03allaMy TPETIM — 1€B’ ATHAALSITHM TaKOTO
3MICTY:

«BizyansHuit koutposibs MIBII, 1m0 BBO3UTBHCS Ha TEpUTOPIIO YKpaiHU IS
[iJIed MmapalieIbHOro IMIIOPTY, KpIM TMEPEeBIPKH 30BHINIHBOTO (BTOPUHHOTO) Ta
BHYTPIIIHBOTO (IIEPBUHHOTO) MaKyBaHHS Ha IIIICHICTh, HAsIBHICTh IMOIIKO/KEHb,
BKJIIOUA€ TIEPEBIPKY HA BIAMOBITHICTH MaTepianaM, SKi MOJABAIMCh IO OpraHy
JIEP’)KaBHOTO KOHTPOJIIO JUJIE OTPUMAaHHS JIO3BOJIy Ha MapajeidbHUN IMIOPT
JiKapCchKOTo 3aco0y, a came:

mis MIBII, mapanensHui IMIOPT SKUX 3IIHCHIOETHCS B OPHUTIHAIBHIN
1HO3eMHIM ymakoBIll (yImakoBKa BUPOOHHKA JIIKAPCHKOTO 3aco0y, 110 BBO3HUTHCS B
VYkpainy 115 uuied mapajienbHOro iMInopTy, BUKOHaAHa MOBOIO OpHUTiHAITY (MOBOIO,
BIJIMIHHOIO B1J] JIep>KaBHO1)) 3 CYNPOBOJOM KOXKHOI YIAKOBKH KOITI€I0 TEepEeKIIay
JIEP’)KaBHOI0 MOBOIO TEKCTY MAapKyBaHHS, JHMCTKa-BKJIaJKH a00 aHaJOT14HOIO
JIOKyMEHTa B KpaiHi-eKCIOPTEP1, KOPOTKOT XapaKTEPUCTUKH (32 HASIBHOCTI):

KOITi MepeKIaay Jep>KaBHOI MOBOIO TEKCTY MapKyBaHHS;

KOIi Tepekiaay Iep>KaBHOI MOBOKO JIMCTKAa-BKJIAIKU a00 aHaJOT14HOTO
JIOKYMEHTa B KpaiHi-eKCopTepi;

KOITi1 IEPEKIIay KOPOTKOT XapaKTEPUCTUKH (32 HAIBHOCTI);

3pa3ky MIBII (mopiBusaHsa 3 ¢oTo MIBII, sike HagaBaoCch MpH OTPUMAaHHI
JTI03BOJIY Ha MapajieIbHUH IMIIOPT JIIKAPChKOT0 3aC00y/BHECEHHI 3MiH J0 HHOTO0);

nepBUHHOI Ta BTOpuHHOI ynakoBku MIBII (nmopiBHsiHHS 3 (OTO BCiX CTOpIH
NEPBUHHOI Ta BTOPMHHOI ynakoBku 1boro MIBII, sike HagaBanochk Npu OTpUMaHHI
JI03BOJTY Ha MapayielbHUN IMITOPT JIIKapChKOTo 3ac00y/BHECEHHI 3MIH JI0 HHOTO);

st MIBIL, mnapanenpHuil IMOOPT SAKUX 3AIMCHIOETHCS B OPUTIHAIBHIN
1HO3E€MHIM YIaKoBIl 3 10JaTKOBUM MAapKyBaHHSM (HAaHECEHHS €THKETKH 3 TEKCTOM
JIep’KaBHOIO MOBOIO Ha BTOPUHHY OPHUTIHAJIIbHY 1HO3€MHY YIIaKOBKY), 31HICHEHUM
BUPOOHUKOM ab0 mapaieTbHUM IMIIOPTEPOM:

nepeKyaay epKaBHOK MOBOIO JIMCTKA-BKIIAJIKK a00 aHAJIOTTYHOTO IOKYMEHTA
JI0 JIIKAPCHKOTO 3ac00y B KpaiHi-eKcropTepi;

TEKCTy €THUKETKH JIep’)KaBHOIO MOBOKO (SIKIIO JIOJaTKOBE MAapKyBaHHS
3MIICHEHO 32 MEKaMU TePUTOpIi YKpaiHu);

3pazky MIBII (nopiBHsiHHA 3 ¢oTo MIBII, sike HagaBanoch Mpu OTpUMaHHI
JI03BOJTY Ha MapajiebHUM IMIIOPT JIIKAPCHKOTO 3aC00y/BHECEHHI 3MIH JI0 HBOTO);

nepBUHHOI Ta BTOpUHHOI ynakoBku MIBII (mopiBHAHHS 3 (OTO BCiX CTOpiH
MEePBUHHOT Ta BTOPUHHOT ynakoBku 11boro MIBII, sike HagaBanoch mpu oTpUMaHHI
JI03BOJTY Ha TapaJIebHUN IMITOPT JIIKapChKOTO 3ac00y/BHECEHH1 3MiH JI0 HHOTO);

st MIBII, mapanenbHuii IMIOPT SKUX 3IIACHIOETHCS 3 TEpPErnaKyBaHHSIM
BTOPUHHOI OpUTIHAIBHOI 1HO3EMHOI YMAKOBKM BUPOOHWUKOM abo0 MapajeibHUM
IMIIOPTEPOM:



20

NepeKIaay IepKaBHOK MOBOIO JIMCTKA-BKJIAIKK a00 aHAJIOTTYHOTO TIOKYMEHTA
710 JIIKApChKOTO 3ac00y B KpaiHi-€KCIOpTEpi, 3 ypaxyBaHHAM 3MiHEHOI iH(popMarllii
PO BUPOOHHUKA, BIJMOBIIAJILHOTO 3a MepenaKkyBaHHs (SKIIO TAaKUK BUPOOHUK, HOTO
MICIIC3HAXO/DKEHHS, ajpeca MICId MPOBAIKEHHS MISIILHOCTI BIJPIZHSAIOTHCS BIJ
TUX, [0 3a3HA4YEH1 B JIUCTKY-BKJIA/Ill, BUKJIAJEHOMY MOBOIO OpHUTiHaIY (MOBOIO,
BIJIMIHHOIO BiJ] JIep>KaBHOT) B KpaiHi-eKcropTepi);

OpUTiHAJI-MakeTy rpadiqHoro oGopmMiieHHs JiKapchbKoro 3acody y ¢opwmi, B
SK1i BiH OyJie BBeJICHU B 001 Ha TepuTopli Ykpainu (y pasi sSKIo nepenakyBaHHs
3MIICHEHO 32 MEKaMU TepUTOpli YKpaiHu);

3pa3ky MIBII (mopiBastaEs 3 poro MIBII, ske HagaBamoch IpH OTPUMAaHHI
JIO3BOJTYy Ha IapajeibHUN IMIIOPT JIKApCHKOT0 3aC00Y/BHECECHHI 3MiH JI0 HHOTO);

nepBUHHOT Ta BTOpuHHOT ynakoBku MIBII (mopiBHsHHS 3 (OTO BCiX CTOpiH
MEPBUHHOT Ta BTOPUHHOT ynakoBku 11boro MIBII, sike HagaBamoch mpu OTpUMaHHI
JI03BOJIY Ha mapajelIbHUi IMIOPT JIIKapChKOTo 3ac00y/BHECEHHI 3MIH 10 HBOTO).).

VY 3B’s3Ky 3 UM ab3aiy TPETii - BOCbMUI BBakaTu ab3ariaMu JBAJLSITUM -
IBAJLATE I’ ITUM B1AIIOBIIHO;

B al3alli ABAAISMTOMY IIICIA CIIB «JI0 IMIIOpPTEpPa» JOMOBHUTH CIOBaMU
«(TapanesnbHOro IMIIOPTEPa)»;

a03a1] ABAISTh YETBEPTUI BUKJIACTH B TaKii peAaKilii:

«ns imnoproBanux MIBII nepeBipsieThest pakT HASIBHOCTI JIIIIEH31T HA IMITOPT
JiKapchkux 3aco0iB, a st MIBII, 1110 BBO3sITECA HA TEPUTOPIO YKpaiHU JJId HiJIeH
napajieIbHOTO IMIIOPTY, - (PaKT HAsBHOCTI JIIIEH31T Ha IMIIOPT JIIKAPCHKHUX 3aC001B
Ta J03BOJIYy Ha MapajielbHUM IMIOOPT JIIKAPChbKUX 3ac00iB. TepMmiH MpUIaTHOCTI
MIBII, 1mo BBO3STbCS Ha TEPUTOPIIO YKpaiHU, y TOMY YMCII JJs IIeH
MapajgelbHOTO IMIIOPTY, Ma€ CTAaHOBUTH HE MEHIIC IIOJOBUHH TEPMIiHY,
BU3HAYEHOr0 BUPOOHHUKOM, 32 YMOBH, SIKIIO BUPOOHHK BU3HAYUB TEPMIH MEHILE
OJIHOTO POKY a00 HE MEHIII K IIICTh MICSALIB, 32 YMOBH, SKIIO BUPOOHUK BU3HAUMB
TEPMiH OLJIbIIIE OJHOTO POKY.);

JIOTIOBHUTH 1€ PO3/IT MYHKTOM 2 TaKOTO 3MICTY:

«2. Kontpo:s 3a BinnosigHictio MIBII, 1110 BBO3STHCS Ha TEpUTOPi0 YKpaiHU
JUISL  [UJIH TapajelbHOTO IMIIOPTY, BUMOTAaM JIep)KaBHUX 1 MIDKHAPOIHUX
CTaH/apTIB, 3MIMCHIOETHCS OpraHaMU JEP>KaBHOTO KOHTPOJIIO Y TAKOMY TOPSJIKY:

1) mapanenpHi IMOOPTEPU MOAAIOTH IO OpPraHy JAEp>KaBHOIO KOHTPOJIIO 3a
MICIIEM TMPOBAKEHHSI TOCTIOIAPCHKOT AISUIBHOCTI 3asiBY Ta JOKYMEHTH, BU3HAYCHI
NIANTYHKTOM | myHKTY 1 1bOro po3ainy;

2) MIBII mig wuac 3aifiCHEHHS JAEepXKABHOTO KOHTPOJIIO 30epiraroThbes
napajieIbHUM IMIIOPTEPOM B YMOBaX KapaHTUHY, 3 TOTPUMAaHHS BUMOT, BU3HAYCHHUX
B JIUCTKY-BKJIQIIIL;

3) opraH nep)KaBHOTO KOHTPOJIO 3a MICIIEM MPOBAKEHHS TOCIOAAPCHKOI
JUSTBHOCTI  MPOBOAUTH TEPEBIPKY TMOJAHUX CYO €KTOM TOCIOAApIOBAHHS
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JIOKYMEHTIB Ta 3AIMCHIOE Bi3yaJlbHHM KOHTpPOdb 3paskiB cepii MIBII 3rigao 3
ab3aramMu TPeTiM — HIOCTUM TIAMYHKTY 2 MyHKTY | IIbOTO pO3Aily, Y CTPOK, 1110 HE
HEepEeBUIILYE CeMU pOOOYUX JHIB 3 THS OTPUMaHHS 3asIBU;

4) opraH AEp>KaBHOTO KOHTPOJIO 3a MICIEM MNPOBAKEHHS TOCHOAAPCHKOI
JUSTBHOCTI CyO’€KTa TOCIOJApIOBaHHA IPOBOJUTH TMEPEBIPKY BaHTAXKY Ha
BIIMOBIAHICT MUTHIN Jekiapamii mogo KuibkocTi MIBIT koxHOT cepii Ta
JOTPUMaHHS HaJIe)KHUX ymoB 30epiranHs MIBII mig gac iX TpaHcmopTyBaHHS,
BU3HAYCHHUX B JINCTKAX-BKJIAJIKAX;

5) opras Aep»aBHOTO KOHTPOJIIO 3[IIHCHIOE EKCTIEPTH3Y 3BEICHOTO POTOKOIY,
cepTudikaTa Ipo BUITYCK cepii BaKIIMHHU (32 HASBHOCTI) Ta 3a0e31eUye MPOBEICHHS
7a00paTOpHOTO KOHTpOMiO 3pa3kiB cepii MIBII 3 MeTol0 BCTaHOBJICHHS
edexTuBHOCTI Ta O6e3nexku Takux MIBII, y Bunagkax BuzHaueHux 1mum [opsiakom.
VY pa3i HagBHOCTI cepTU(dikata MNpO BUIYCK Ccepli BAKIMHH BPaXOBYIOTHCS
pe3yibTaTH aHaji3y MPOBEIECHOTO PEryJISTOPHUM OpraHoM abo HAaI[lOHAJIBHOIO
JabopaTopi€lo KpaiHM BUPOOHWKA 100 BIAMOBIIHOCTI 3paskiB cepii MIBII
MOKa3HUKaM crienudikaiii sskocTi.

JlabopaTopHuii KOHTpOJb sIKOCTI 3pa3kiB cepii MIBII 3a mokasHukamu,
BU3HAYCHUMH OPTaHOM JIEP>KaBHOTO KOHTPOJIIO, MPOBOAUTHCS Y pasi:

BUSIBJICHHS TOpYIIEHHsT YMOB 30epiranss cepii MIBII, Bu3zHaueHux Horo
BUPOOHUKOM (3asiBICHUX Yy crnenu@ikaiii sSKOCTI Ta 3a3HAYeHUX Y JIMCTKaX-
BKJIQJIKaxX 1 Ha YIMAKOBII1), MiJ 4ac TPAaHCIOPTYBaHHS a00 30epiraHHsl, 1110 HE MOTJIO
HEraTUBHO BIUIMHYTH Ha sikicTh MIBII;

BHSIBJIICHHS HEBIANMOBIIHOCTI MaTepiajlaM, SKI MOJaBaJIUCh 0 OpraHy
JIEP’KAaBHOTO KOHTPOJIO JJIsi OTPUMaHHS J03BOJIy Ha MapaleIbHHH IMIIOPT
JIKapChKOro 3aco0y;

HasIBHOCTI ()akTy 3a00pOHM MPOTSITOM OCTAHHIX JIBOX POKIB 00Iry IHIIUX cepiit
MIBII, siki 6yn0 BUIIy4eHO 3 00Ty B YCTAaHOBJICHOMY 3aKOHOJIaBCTBOM TOPSJIKY;

oTpuMaHHs o(iriitHoi 1H(pOopMAaIll PO MOPYIIEHHS BUMOT MO0 SKOCTI abo
oe3nexu MIBII Big KOMIIETEHTHUX PETYISITOPHUX OPTaHiB IHIIUX JEPKAB.

Y pa3i HEMOXIJIMBOCTI TpoOBeleHHs JiaboparopHoro anamizy MIBIT B
YIOBHOBXEHUX J1a0OpaTopisx Ha TepUTOpPii YKpaiHu, 32 3BEPHEHHSIM 3asBHHKA
JTO3BOJISIETHCSL 3IMCHEHHS J1a0OpaTOPHOTO KOHTPOJIIO B 3arajbHOEBPOICUCHKIN
Mepexi odiriitHux 1adopaTopiit KOHTPOIIIO JiKapchkux 3aco0iB (General European
OMCL Network, GEON).

BusiBneni mig yac BidyasibHOro koHTposito MIBIT opdorpadiuni Ta/abo
rpaMaTUyHl MOMUWJIKM y Marepiajax, L0 IMEpPEeBIPAIOThCSA, HE € MiJICTaBOI IS
BIJIMOBH B HaIpaBjI€HI OPraHOM JEp>KaBHOI'O KOHTPOJIIO Ha JIA0OpATOPHUI aHAI3
nux MIBII;

6) OpraHoM JIEp>KAaBHOTO KOHTPOIIO BHOCHUTHCS iH(opMarliis mpo MIBII, mo
BBO3SITRCS HA TEPUTOPIt0 YKpaiHU HJs IIIed TapaieabHOro IMIOpTy, [0


https://zakon.rada.gov.ua/laws/show/z1069-05?find=1&text=%D0%BF%D0%BE%D0%BC%D0%B8%D0%BB%D0%BA#w1_3
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JlepkaBHOTO pEECTPy BBEJACHUX B 0OIr JIKapChKHX 3ac00iB, IO BBO3SITHCS Ha
TEPUTOPiI0 YKpaiHU MPOTATOM TPHOX POOOYMX JHIB MICIs BHUJA4l BUCHOBKY IO
BianoBigHicTh MIBII BuMoram nepkaBHUX 1 MIKHAPOJHUX CTaHAAPTIB OpraHoOM
JIEP>KaBHOTO KOHTPOJIIO 32 MICLIEM MPOBAIHKEHHS TOCMOIAPCHKOI TISTTBHOCTIL.).

VY 3B’s13Ky 3 IMM NYHKTH 2—4 BBa)KAaTH MyHKTaMH 3—5 BIJTIOBIIHO;

B a03alli epuIomMy MyHKTY 3 MICIs CIiB «KOHTPOJIt0 skocTi MIBID» nornoBHUTH
CJIOBaMH Ta U(DPOIO «, a TAKOXK PE3yIbTaTIB €KCIEPTU3HU Ta MEPEBIPOK, BUSHAUCHUX
MyHKTOM 2 11b0ro po3aury (s MIBII, 1o BBO3sITECA Ha TepuTOpit0 YKpaiHu JJjis
1IJIeH MapajaeabHOTO IMIIOPTY).»

B aOz3armi mepmoMy nyHKTY 4 micas ciiB «llomampmmii o6ir cepii MIBII»
JIOTIOBHHUTH CIIOBAMHU «, Y TOMY YHCJI THX, III0 BBO3ATHCS HA TEPUTOPIIO YKpaiHu
JUTSL TIUTeH TTapasieIbHOTO IMITOPTY,»;

3) y po3aini II:

y OiANYHKTI 5 nyHKTy | micns cimiB «mist imnoproBanux MIBID» nonoBHUTH
CIIOBaMH «, Y TOMY YMCJIl TUX, 110 BBO3STbCA Ha TEPUTOPII0 YKpaiHM AJs LiIeH
napajenbHOro IMIOPTY,»;

y MYHKTI 3 MICIIs CJI0OBA «Tay JIOMOBHUTHU CIIOBOM «/ab0»;

4) y nopatkax a0 uporo Ilopsaky:

y goaatky 1:

y myHKTax 3, 4 micnst ciiB «imnoproBanux MIBID» nomoBHUTH cioBamu «Ta
MIBII, 110 BBO3ATHCS HA TEPUTOPiO YKpaiHU ISl IIJIeH apajieIbHOrO IMIIOPTY»;

y IyHKTI 5 micist udpu Ta ciaoBa «(2-X OpuMipHUKax)» TOMOBHUTH CIOBaMU
«/1HpopMallis MO0 JaTH Ta HOMEPY J03BOJIy Ha NapajieIbHUM IMIIOPT J1KAPCHKUX
3ac001B»;

JIOTIOBHUTH JTIOAATOK IMYHKTaMH 7, 8 TaKOTO 3MICTY:

«7. 3BefeHUI MPOTOKOJI cepli BaKIMHU Ta cepTU(iKaT Mpo BUIYCK cepii
BaKIMHM, PE3yJbTaTH aHaji3y, IPOBEACHOIO pETYJSATOPHUM OpraHoM abo
HaIlIOHAJIBHOIO J1a0OpaTopi€r0 KpaiHu - BUPOOHUKA IOJ0 BIAMOBIIHOCTI 3pa3KiB
cepii MIBII noka3zaukam criendikaiii sKoCTi (3a HAsIBHOCTI).

8. 3acBimueHl Cy0’€KTOM TOCHOAApPIOBAaHHSA KOMIl JOKYMEHTIB, IO
NIATBEPKYIOTh JOTPUMAHHS YMOB 30epiraHHsi MiJ Yac TPaHCHOPTYBaHHS
(po3apyKiBKHM NpUiiaiB a00 KOIii )KypHAIIIB).»;

y J0JaTKy 2:

y TaOmuII:

3aroJIOBOK rpadu 2 BUKJIACTH Y TaKii peaaKilii:

«IloBra  TtoproBembHa HazBa MIBIl  3rigHO 3 peecTpariitHum
MOCBITYCHHSIM/I03BOJIOM Ha MapaIeIbHUN IMITOPT JIIKAPCHKUX 3aC001BY;

3arosoBok rpadu 10 BUKIIACTH y TaKii peaaKiii:
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«Homep peectpariitnoro mocBimuenHs Ha MIbII/Homep pno3Bomy Ha
napayiebHAN IMITOPT JIIKAPChKUX 3aC00IBY;

3arojioBoK rpadu 11 BUKIACTH Y Takii peaakilii:

«Ctpok aii peectpariiinoro noceigueHHs Ha MIBII/no3Bony Ha mapanenbHUi
IMITOPT JIIKAPCHKUX 3aC001BY;

3arojioBOK rpadu 13 BUKIACTH Y TaKil peaakiii:

«Homep mutHOI nexmapaitii (a1st imnoproBanux MIBII, MIBII, 1o BBO3sTECS
Ha TepUTOPit0 YKpaiHu ISl IiJIeH mapaiebHOTO IMIIOPTY )»;

3arojioBOK rpadu 14 BUKIIACTH Y TaKid peaakiii:

«/lata Bumaui qys immoptoBaraux MIBII, MIBII, 1o BBO3SITBCSI HA TEPUTOPIFO
Ykpainu 1S mijiel mapaieibHOTO IMITOPTY)»;

3aroJIoBOK rpadu 15 BUKIIACTH y TaKkid pemaKilii:

«Howmep, nata BucHOBKY 1po BiamoBimHicTh cepii MIBIIT (mms cepiit MIBII, sxi
BBe3€H1 MOBTOPHO) AJist imnoptoBanux MIBII, MIBII, 110 BBO3SIThCSA Ha TEPUTOPIIO
VYkpainu Juis 1iiei napanesibHOro IMIIOPTY)»;

y I0JaTKy 3:

nicns ciiB «HaiitMenyBaHHs MIBII 3rimHO 3 peecTpamiitHuM IOCBIIUYEHHIM
JIOTIOBHUTH CJIOBAMHU «/I03BOJIOM Ha MapaJIeIbHUI IMITOPT JIIKAPCHKUX 3aC001BY;

micna ciaiB «Homep peecTpamiiHOro mMOCBITYEHHS» JOIMOBHUTH CIIOBaMH
«/I03BOJTY Ha MapaielbHUM IMIIOPT JIIKAPChKUX 3aC001BY;

MICIIS CHTIB «CTPOK Jii peecTpariifiHOro IOCBIIUYEHHS» JOIMOBHUTH CIIOBAMH
«/103BOY Ha MapajieTbHUN IMIIOPT JIIKAPCHKUX 3aCO01BY.

7.Y 3asBi npo BUJIauyy BUCHOBKY IPO SIKICTh BBE3CHUX B Y KpaiHy JIIKAPChKUX
3ac001B 3 METOIO iX 0€30IIaTHOTO NocTayaHHs (nepenayi) odaacHuM, KuiBcbkiii Ta
CeBacTononbChKI MICBKUM JI€pKaIMIHICTpaLIsIM a00 Cy0'eKTaM rocrioiaproBaHHs,
Kl MaloTh JIIEH31I0 Ha MPOBAKEHHS TOCMOAAPCHKOI MISUTBHOCTI 3 MEIUYHOI
MPaKTUKH, 3a pe3yJbTaTaMU 3aKymiBelb 3a KOIITH JEPKABHOTO OIOKETY,
3MIMCHEHUX 0CO000, YITOBHOBAKCHOIO Ha 3A1HCHEHHS 3aKyITiBelb y chepl 0XOpoHHU
3IOPOB'sl, JUIsi BUKOHAHHS TPOrpaM Ta 3/IMCHEHHS IEHTPaTi30BaHUX 3aXOJIB 3
OXOpPOHU 37I0OPOB'S, 3aTBEP/KEHIM HakazoM MiHICTEpCTBa OXOPOHH 3J0POB’S
VYkpainu Big 20 Bepecust 2021 poxy Ne 1985, 3apeectpoBanum y MiHicTepCTBI
roctuilii Ykpainu 18 mucronana 2021 poky 3a Ne 1513/37135, cnoBa «BupoOHUIITBO
3a3HayeHux y llepeniky BBe3eHMX B YKpaiHy JIIKapChKUX 3acO0iB BiJIIOBIJA€
YUHHUM B YKpaiHi BUMOTaM HajeHO1 BUPOOHUYOT MIPAKTUKI 3aMIHUTH CJIOBaMHU
«BupoOHuuTBo 3a3HaueHux y Ilepeniky BBe3eHUX B YKpaiHy JIKapChbKUX 3aco0iB
BI/IMOBIIa€ YMHHUM B YKpaiHi BUMOTaM HaJICKHOT BUPOOHUYOI MPAKTUKHU (HOMEP
BUJIAHOTO JlepKIiKCIy:K0010 JOKYMEHTa, 10 MiATBEPKY€E BIAMOBIAHICTH YMOB
BUPOOHMIITBA JIIKAPCHKUX 3aC001B BUMOI'aM J10 BUPOOHHUIITBA JIIKAPCHKUX 3aCO0IB B
VYkpaini, 3a3HaueHo B Ilepeniky, abo HoMep cepTudikara BiAMOBIIHOCTI BUMOraM
HajeXHOi  BUpoOHM4oi mpaktuku (GMP), BugaHoro  yHoBHOBa)XECHUM
KOMIIETGHTHUM OpraHoM JepxaBu - ujeHa €poneiicbkkoro Coro3y abo
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€Bponeicbkoi acoriamii BITBHOT TOPTiBIl, IO € CTOPOHOI YTroau TMpo
€BporelicbKy eKOHOMIYHY 30HY (AJIs1 TIKapChKUX 3aC001B, IO BBO3STHCS JUIA LIJICH
napajeabHOTO IMIIOPTY))»;

8. Y BHCHOBKY TIpo SIKiCTh BBE3CHOTO B YKpaiHy JIiKapChKOTo 3ac00y 3 METOIO
0e3011aTHOro MocTavyanHs (mepenadi) oomacuum, Kuisebkiii Ta CeBacTOMOMBCHKIN
MICBKUM JIep)KaJMIHICTpaIliiM abo cy0'ekTaM TOCIOJapIOBaHHA, SKI MaroTh
JITEH3110 Ha MPOBAHKEHHS TOCIOAAPCHKOI MisNTBHOCTI 3 MEAWYHOI MPaKTUKH, 32
pe3ylbTaTaMu 3aKyIiBeib 3a KOIITH JIEPKaBHOTO OFO/KETY, 3MIHCHEHUX 0CO00I0,
YIOBHOBO)KCHOIO Ha 3IIMCHEHHS 3aKyHiBelb y cdepl OXOPOHH 3A0pPOB’S, IS
BUKOHAHHS IMPOTPaM Ta 3MIMCHEHHS IIEHTPATI30BaHNUX 3aXO0/IIB 3 OXOPOHHU 37I0POB 1,
3aTBEPHKEHOMY Haka3oM MiHicTepCcTBa OXOPOHHM 370poB’s1 Ykpainu Bix 20 BepecHs
2021 poky Ne 1985, 3apeectpoBanmm y MiHicTepcTBi foctuiii Ykpainn 18
mucronana 2021 poky 3a Ne 1513/37135, micns cniB «Homep peectparriiitnoro
TIOCBITYCHHS» JOMIOBHUTH CIIOBAMH «a00 HOMED J03BOJIY HA MapajieIbHUN IMIIOPT
JKApChKOTO 3aC00y».

B.o. HayanbHUKA
dapManeBTUYHOTO YIIPABJIIHHA Oaexkcanap I'PIHEHKO
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