3ATBEPJI’KEHO
Hakaz  MinictepctBa  0XOpOHU
310pOB’A YKpaiHu

Ne

HOPAAOK
HAJAHHA 103BOJIy HA MapaJieIbHUM IMIIOPT JIKAPCHKOI0 3ac00y, BHECEHHS
3MiH /10 103B0JIy HA MapaJeJIbHIUH iMIIOPT JIKAPCHKOTr0 3ac00y,
NPU3yNUHEHHS], CKACYBAHHS Ta MPUIIUHEHHS il 103B0OJIy Ha MapaJieJibHuil
IMIIOPT JIiKApCHKOTO0 3200y

1. 3arajbHi OJI0KeHHA

1. et [Topsinok BU3Hauae npoueaypy Buaadi abo BiIMOBHU Y BUAa41 JO3BOJIIB
Ha TapajieIbHUi IMIOPT JIIKApChbKUX 3aco0iB (maji - J03B1J), BHECEHHS 3MiH,
MPU3YNUHEHHS, BIJHOBJICHHS, CKACyBaHHA Ta TMPUIMUHEHHS il J03BOJIB
JlepxkaBHOIO CIyk000 VYKpaiHH 3 JIKapChbKUX 3aco0iB Ta KOHTPOJIIO 3a
HapKOTUKaMH (J1ajii - opraH JAep>KaBHOTO KOHTPOJIIO).

2.V ubomy llopsiaky TepMiHU BKUBAIOTHCS B TAKOMY 3HAYEHHI:

BUJIa4ya JTI03BOJIY - HAaJIaHHs Cy0’€KTY TOCIOJapIOBaHHA, SIKHI Mae€ JIIEH3110
Ha TIPOBAKEHHS TOCMOAAPCHKOT MISUIBHOCTI 3 IMIOPTY JIKApChKUX 3ac00iB (KpiM
aKTUBHUX (hapMaIeBTUYHUX IHTPEIIEHTIB) (Z1aji — JIIIEH31s Ha IMIIOPT JIIKAPChKHUX
3aco0iB), MpaBa Ha MapajeJbHUN IMIOPT TOTOBOTO JIKAPCHKOTO 3acO0y HMUISIXOM
MPUUHATTS OPTraHOM JIEP>KaBHOTO KOHTPOJIIO PIIIEHHS PO BUIa4Yy 103BOJTY, TIPO 1110
pobuthecs 3anuc y JepxkaBHOMY peecTpl JIKapChKUX 3ac00iB, 110 TMapajieibHO
BBO3SITHCS HA TEpUTOPit0 YKpainu (aani — Peectp);

BIJIHOBJICHHS [I1i I03BOJIY - TIOHOBJICHHSI MapaJIeIbHOMY IMIIOPTEpY TpaBa Ha
napajeiabHUN IMIIOPT JIKApChKOTo 3ac00y, Ha KU HOMY BUAAHO J03BLJI, ILIIXOM
MPUIHATTS OPraHOM JIEPKABHOTO KOHTPOJIO PIIIEHHS NpO BIJHOBIEHHS AOii
J03BOJTY, PO 110 poOUTheA 3anuc y Peectpi;

BTOPHHHA YIIAKOBKA - YIIAKOBKA, B AKY BMiH_IeHa IICpBUHHA YIIAKOBKA,

J03BUT - PpINIEHHS OpraHy Jep>KaBHOTO KOHTPOJIIO, SIKUM CYyO'€KTy
rOCIIOJAPIOBAHHSA, IO MAa€ Jilo4uy JIIEH31I0 Ha IMIOPT JIKAPChKUX 3ac00iB,
HAJAEThCS TPABO Ha TapaJieNbHUN IMIIOPT TOTOBOTO JIKApChKOTO 3acol0y Ha
TEPUTOPII0 YKPATHU MPOTATOM Jii J03BOITY;

JIOCKE JIIKAPCHKOT0 3ac00y (Haii — Joche/MaTepialid JOChE) — 3asiBa Ta I0daH1
710 Hei MaTepiain/JOKyMEHTH, 110 MOAAIOTHCS 3asBHUKOM JI0 OPTaHy JIEePKABHOTO
KOHTPOJIIO /ISl OTPUMAaHHS, BITHOBJICHHS YU CKaCyBaHHS i1 JI03BOJTy a00 BHECEHHS
3MiH JI0 MaTepiaiiB JOCKE;
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eTAJIOHHM JIIKapChKHii 3ac10 — JIIKapChbKHii 3ac10, 3apeecTpoBaHUil B Y KpaiHi,
3 AKUM JIKapChKUM 3aci0, Ha KWW HAZAEThCS AO3BLI, € 1ICHTUYHUM YU TTOAI0HUM
a00 0JTHOYACHO pePePEHTHUM UM TCHEPUIHUM JIIKAPCHKUM 3aC000M;

3aralbHONpPHUIfHATA Ha3Ba - MDKHapoJHa  HEMAaTCHTOBaHa  Ha3Ba,
pekoMeH0BaHa BCcecBITHROIO OopraHizalii€ro 0XopoHu 3710poB’s (naiai - MHH), a6o,
SKIIIO TaKO1 HEMae, 3BUYaifHa 3aralbHONPUIHSITA HA3BA,

3asBHUK - 3/100yBay 103BOTy a00 MmapaneabHUi iMIopTep (BJIACHUK J03BOJTY);

3100yBay 03BOIY - Cy0’ €KT roCroapioBaHHs, SKHH Mae€ JiI04y JIICH3110 Ha
IMITOPT JTIKAPCHKHUX 3aC001B Ta 3BEPHYBCS BIMOBITHO 10 11b0TO [lopsiaky 1o oprany
JIEp>KaBHOTO KOHTPOJIIO 13 3asIBOIO IMMPO OTPUMAHHS JI03BOJTY Ha TTapayIeIbHAN IMIOPT
JKapChKOTro 3aco0y (ali — 3asBa Mpo OTPUMAHHS JJO03BOITY);

3MIHHU, MOXJIMBI MPOTSATOM /il JO3BOJY - 3alpONOHOBaHI NapajieibHUM
IMITIOPTEPOM  (BITACHUKOM JI03BOJIy) 3MIHHU, fKI CTOCYIOThCSI MaTepiaiiB JI0ChE
JKapChKOro 3aco0y, Ha SIKWW BUJIAHO J103B1JI;

3pa30K JIKapChKOTO 3aco0y - (OoTO JKapChKOro 3aco0y Ta Oyab-sKOTo
BKJIFOUEHOTO JI0 BMICTY YIIAKOBKHU JIO3YIOUOTO MPUCTPOIO, MPUCTPOIO JJI BBEACHHS
JKapChKOTro 3ac00y TOIIIO;

KOPOTKa XapaKTepUCTHKA JIKapChKOTro 3aco0y - iHpopMallis Mpo JiKapChbKUi
3aci0 11 MEIMYHUX Ta (papMarleBTUYHUX MPaIliBHUKIB;

KpaiHa-eKcropTep - JepxkaBa - uieH €Bponeiicbkkoro Coro3y abo
€Bporneiicbkoi  acoriianii BUIBHOI TOPriBJi, IO € CTOPOHOK YTroau TWIpo
€BponencbKy €KOHOMIYHY 30HY, KOMIIETEHTHUM OPIaHOM $IKOi BUJAHO JO3BLI Ha
MapKETUHT JIIKapChKOTO 3aco0y, 110 IUIAHYEThCS JO BBE3EHHS/BBO3UTHCS Ha
TEPUTOPII0 YKpATHU 715 L1JI€H napaneabHOro iMIopry;

JUCTOK-BKJIQJIKA - JOKYMEHT, 1110 MICTUTh 1H(POPMAIIiIO PO JIIKAPChKUH 3aci0
JUTSI CTIIOYKUBAYIB 1 CYIPOBOJIKYE JIKAPChKUI 3aci0;

MapKyBaHHS - 1H(OpMaIlis, 3a3Ha4eHa Ha IEPBUHHIN 1 BTOPUHHIHN YITaKOBKax
JKapChKOTro 3aco0y;

MapKyBaHHS J0JaTKOBE (I0IaTKOBE MapKyBaHHS) - HAHECEHHS €TUKETKU 3
TEKCTOM JIEP>)KaBHOI0 MOBOIO HAa BTOPWHHY OpWIIHAJIBHY 1HO3EMHY YIaKOBKY
JKapChKOro 3aco0y, 1110 BBO3UTHCS B YKpaiHy IJIs IIJIeH mapaneabHoro iMIopry;

OpuriHaJIbHa 1HO3€MHA YIIAKOBKA - YIIAKOBKA BUPOOHHKA JIIKAPCHKOTO 3aC00Y,
10 BBO3UTHCS B YKpaiHy JUid LJIEH NapajelbHOTO IMIOPTY, BUKOHAHA MOBOIO
opuriHaizy (MOBOIO, BIIMIHHOIO BiJl IEP>KAaBHOI);

napajieTbHUM IMIOPTEpP (BIACHUK JO3BOJTY) - CYO’ €KT TOCIIOAAPIOBAHHS, AKUN
Mae JIIEH3110 Ha IMIIOPT JIIKAPChKUX 3aC001B Ta O3B,

NEpPBUHHA YITAKOBKA - OY/b-sAKa YIAKOBKa, 110 OE3MMOCEPEIHBO KOHTAKTYE 3
JKapChKUM 3aC000M;
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MOKa3aHHs JIIKAPChKOTO 3aco0y - TepaneBTUYHI MOKA3aHHS, a TAKOXK BIKOBI
Kateropii Ta rpymu ocid, Jjs SKUX BCTAHOBJIICHO OCOOJIMBOCTI 3aCTOCYBaHHS
JIKapChKOro 3aco0y, 3a3Ha4yeHl B JIUCTKY-BKJIAJIIl JIIKAPCHKOTO 3aco0y, Ha SIKUM
BUJIA€THCS/BUIAHO JIO3BLI, Ta B IHCTPYKIIIT PO 3aCTOCYBAaHHS JIIKAPCHKOTO 3aC00y
(maum - IHCTPYKITis AJISI METMYHOT'O 3aCTOCYBaHHS ) €TAJIOHHOTO JIIKapChKOT0 3aco0Y;

OpU3yNUHEHHST [ii J03BOJIy - THUMYAacOBEe MPUIUHEHHS MapajeibHOMY
IMIIOpTEpY TpaBa Ha MapajelbHUIl IMIOPT JIIKAPCHKOTro 3acoly, Ha AKUN HOMY
BHJIAHO JIO3B1JI, TUISIXOM TMIPUHHSTTSI OPTraHOM JIEP>KaBHOTO KOHTPOJIIO PIMICHHS PO
MPU3YIUHEHHS Jii J03BOJTY, PO 10 POOUTHCA 3anuc y Peectpi;

MIPUTTUHEHHS A1 T03BOJTY - 3aKIHYEHHS CTPOKY il T03BOJTY Yepe3 M'sTh POKiB
3 JaTH HOTO BUOAUI;

MPOEKT JIMCTKA-BKJIAJKU - TIEPEKJIa] JUCTKA-BKJIAJAKH a00 aHAJIOTI9HOTO
JIOKYMEHTa B KpaiHI-€KCIOpPTEpl JEpP>KaBHOI MOBOIO, ABTEHTHUYHICTH SIKOTO
MIJITBEP/IPKEHA YIIOBHOBAXXEHOIO OCO0OI0 3asBHUKA, SIKa € BIJIMOBIIAIBHOIO 32
BUJa4y JI03BOJly Ha BHUIYCK (peani3ailito) cepii JIKapchKOro 3acoly, pa3oMm 3
JI0JIaTKOBOIO  1H(OpMAIII€l0, IO 3a3HAYAETHCS B MPOEKTI JIMCTKA-BKIIAJKH
BIJIMOBITHO JIO JOAATKY 2 110 11boro [lopsinky (SKIIO MOJaloThCsl MaTeplaiu I0ChE
JUTSI OTPUMAHHS J103B0JTY ) 200 101aTKy 3 110 1150T0 [TopsiaKy (SIKI0 BHOCSTHCS 3MIHU
JI0 MaTepiajiB JOChE JIKAPCHKOT0 3ac00y, Ha KU BUIAHO JO3BLN);

PO3IJIS]T MaTepiaiiB JOChE JIKAPCHKOTO 3aco0y /IS MapajielIbHOrO IMIIOPTY
abo0 3MIH 70 HUX - TnepeBipka JlepkaBHUM MIANPUEMCTBOM «Jlep:kaBHUM
eKcrepTHUl 1eHTp MiHicTepcTBa OXOPOHU 370poB’a Ykpainu» (mami - LleHtp)
dakTy peecTpallii JiKapchbKOTo 3aco0y, M0 MJIaHYETHCS 10 BBE3CHHS/BBO3UTHLCS Ha
TEPUTOPII0 YKpaiHU AJIA LJIeH MapaiesbHOro IMIOPTY 1 Ha KU KOMIETEHTHUM
OpraHOM KpaiHU-EKCIIOpPTepa BHJIAHO JO03BIJ Ha MApKETUHT, BUKOHAHHS BHMOT
3akony Ykpainu «IIpo mikapceki 3acobu» Ta mporo Ilopsaky mogo martepiaiiB
JI0OChE JIKAPCHKOTO 3aco0y/3MIH JO HHX, a TaKOX JOTPUMaHHS KPUTEPIiB
BIJIMTOBITHOCTI JIKAPCHKOTO 3aco0y I IUIeH TapajieNbHOTO IMIOPTY 0
€TaJIOHHOTO JIIKapChKOTO 3ac00y, BCTAHOBJICHUX 3aKkoHOM Y kpainu «IIpo mikapchki
3acobu» ta po3aiioM VII mporo Ilopsaky (mani - Kputepii BIATOBIAHOCTI);

CKacyBaHHsI [l JO3BOJIY - TT030aBJIEHHS NapaJieTbHOTO IMIIOpTEPa MpaBa Ha
napajieTbHUN IMIOPT JIKApChKOTo 3ac00y, Ha KUl HOMY BUIAHO J03BLI, HMUIIXOM
IPUIHATTS OPTaHOM JIEPKABHOTO KOHTPOJTIO PIIIEHHS MPO CKaCyBaHHS Jiii J03BOITY,
po 10 pobuTthes 3amuc y Peectpi;

TOpProBa Ha3Ba JIIKAPCHKOIO 3aco0y - Ha3Ba, MiJA SIKOIO JIKAPCBKUN 3aciOd
JO3BOJICHUM Ui LUJIEH MapajielibHOro IMIOPTY 1 SIKa J1a€ MOXJIMBICTH HOTO
11eHTU(IKYBATH.

[HII1 TepMiHHU, SIKI BUKOPUCTOBYIOThCS y LIboMYy llopsnKy, BKMBAaIOThCSA y
3HAYEHHSX, HABEJIEHUX BIAMOBIIHO 10 3akoHy YKpainu BiJ 16 numnusg 2024 poxy Ne
3860-1X «IIpo BHeceHHs 3MIH 10 AESKHUX 3aKOHIB YKpaiHU MO0 MapajeIbHOTO
IMITOPTY JIIKapChKUX 3ac00iB», 3akoHIB Ykpainu «IIpo mikapceki 3acobm», «IIpo
JIEp’)KaBHY PEECTpaliio IOPUANYHUX O0cCi0, (I3UYHUX O0cCi0 - MANPUEMIIB Ta
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rpoMajickkux (popmyBaHb», «[Ipo JileH3yBaHHS BUIIB TOCTIONAPCHKOI AISITLHOCTI
ta «IIpo anMmiHICTpaTHBHY TMPONEAYPY», a TaKOX BIAMOBIIHO JO IHIIHX
HOPMAaTUBHO-TIPABOBHUX aKTIB Y cpepi 00Iry JIKapCchbKUxX 3aco0iB.

3. Pimenns oprany nep>kaBHOT'O KOHTPOJIIO TIPO 3aJUIICHHS 3asiBU 0€3 pyXy,
PO BCTAHOBJICHHS HAsIBHOCTI a00 BIJICYTHOCTI MiJICTaB JIJIsl BIJIMOBH B 33JI0BOJICHHI
3asBM, BHJa4y a00 BiAMOBY y BHWAadi J03BOJY, MPU3YITUHEHHS, BiIHOBJICHHS Ta
CKaCyBaHHS J1i J03BOJy, BHECEHHS 3MIH J0 MaTepialliB JI0Ch€ O(GOPMITIOIOThCS
HaKa3aMU OpraHy JIep>KaBHOTO KOHTPOJIIO, SIKi PO3MINTYIOTHCS Ha Horo odimiitHoMy
Be0-caiiTi He mi3Hie 3 poOOYHX JAHIB, HACTYITHUX 32 JHEM iX PUHHATTSL.

Haka3su oprany aep>kaBHOTO KOHTPOJTIO, 3a3HAYCHI B a03alll MEePIIOMY I[bOTO
MYHKTY, MOXYTb OyTH MOBHICTIO a00 B YaCTHHI OCKap KeHi B aJMiHICTPaTUBHOMY
Ta/ab0 CyI0BOMY MOPSAKY BIAMOBITHO O 3aKOHOAABCTBA.

4. J103B1J1 BBAXKAETHCS BUJIAHUM, 3MIHEHUM, MPU3YNUHEHUM, BiJIHOBJICHUM
a00 CKAacoOBaHMM 3 MOMEHTY BHECEHHS BlIomocTed mpo 1e 10 Peectpy 3rimHo 3
BctaHoBiIeHUM KabGinetom MinicTpiB Ykpainu mopsiakoM BeaeHHs Jlep:KaBHOTO
PEECTPY JIIKAPCHKUX 3aC001B, IO MapayiesIbHO BBO3SITHCS HA TEPUTOPIO Y KpaiHU.

5. 3asgBuU mpO OTpHUMAHHS JI03BOJIY, BHECEHHS 3MIH JO MaTepiajiB JOChE,
BIJIHOBJICHHS Ta CKaCyBaHHsI JIii JJ03BOJIy Ta PEIlTa MaTepiaiiB JOChE/3MIHM 10 HUX
MOJAIOThCS 3asgsBHUKAMU JO OpraHy JAEp>KaBHOI'O KOHTPOJIO B IamepoBiii abo
€JIEKTPOHHIN PopMi (32 HAIBHOCTI TEXHIYHOI MOMJIMBOCTI).

Marepianu 10Ch€/3MIHM 10 HUX BUKIAAAIOTHCA 3aBHUKAMU 3 TOTPUMAHHIM
BUMOT /10 3a0€3Me4eHHs (PYHKIIOHYBaHHS YKPAlHChKOi MOBH fIK JEpPXaBHOI, KpIM
BUMNAAKIB, KOIU 3aKoHOM YKkpainu «IIpo mikapceki 3acoou» ta/abo uum [opsakom
J03BOJISIETHCS] BUKJIAZIEHHSI OKPEMHUX MaTeplaiiB J0ChE JIIKAPCHKOT0 3ac00y/3MIH 10
HUX JUIS LIJIeH MapajesbHOro iMIOPTY MOBOKO OpUTiHATY (MOBOIO, BIJIMIHHOIO BiJl
JEP>KaBHOI).

Marepiaiu 10Ch€/3MIHH 10 HUX BUKJIAAIOTHCS 3aIBHUKAMH 3 IOTPUMaHHIM
BUMOT YMHHUX B YKpaiHi KI1acu(ikatopiB, CIIOBHUKIB, JOBIIHHUKIB, CTAHJAPTIB, 1110
BUKOPUCTOBYIOTHCS JIJIsI CTPYKTYPYBaHHS BIJIOMOCTEH Ta yHiikailii 3amuciB mpo
JiKapchKi 3ac00H, 110 BHOCATHCS/BHECEH] 10 PeecTpy.

Marepianu [OChE/3MIHM [0 HHX TIOJAIOThCS 3asBHUKAMH [0 OpraHy
JIEP’)KaBHOTO KOHTPOJIIO Pa3oM 13 CYIPOBIAHUM JIMCTOM, IO CKJIAJA€ThCA 3a
3pa3KoM, PO3MIIIEHUM Ha BeO-CailTi oprany Aep>KaBHOTO KOHTPOJIIO, TaTyEThCs Ta
MiTACYETHCS 3aTBHUKOM.

Kosxna cTopiHka maTtepiajiB I0Ch€/3MIH 10 HUX, 1110 TIOIaI0ThCS 3assBHUKAMU
70 OpraHy Jep>KaBHOTO KOHTPOJIO, TOBMHHA MICTUTH BJIACHE IM'Sl Ta MpPI3BHILE,
HallMEHYBaHHA MOCaau (SKIIO 3aCTOCOBHO) Ta BJIACHOPYYHHUI MiANUC OCOOH, fKa
MMHUCY€E MaTepialid JOChE/3MIHU JI0 HUX B1J IMEHI 3asiBHUKA.

Bci mamepoBi komii JIOKYMEHTIB B MaTepiajiaX JOCh€/3MIH J0 HHUX, IO
MOTAIOTHCS 3asBHUKAMU JI0 OpraHy Jep>KaBHOTO KOHTPOJIIO, TMOBHHHI MICTUTH
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nepes peKBi3UTaMu, 3a3HaYCHUMH B a03alll I’ITOMY LbOTO IMMYHKTY, TAaKOX HaInC
“3riiHo 3 OpUTiHATIOM .

Opran nepxaBHOro KOHTpodto Ta LleHTp KepyroThCs BUMOraMH 3aKOHY
Vkpainu «lIpo mikapceki 3aco0u», uporo Ilopsnky, a Takox KpuTepisiMu
BIJIMOBIAHOCTI MiJ Yac HaJIaHHS JO3BOJIB Ta PO3IVISIY MaTepialiB JOChE/3MIH J10
HUX.

6. HaI[aHHH ,ZIO?)BOJ'IiB OpraHoM ACPKAaBHOI'O KOHTPOJIIO € OC30MIaTHUM.

7. Posrmam matepialliB JOChE/3MIH JO HHUX 3IIACHIOETBCS Ha MiACTaBl
JIOTOBOPY, YKIAJACHOro MiX 3asgBHHKOM Ta LleHTpoM, BiamoBigHO A0 po3aity IV
uporo [lopsnky.

8. Matepianu/g0KyMeHTH, KOMIil SKUX MOAABAINCS JI0 OpraHy Jep>KaBHOTO
KOoHTpoto abo lleHTpy 3asiBHMKamu BiANoOBiAHO 10 1boro Ilopsiaxky, a Takox
MaTepiayin/IOKyMeHTH (KOmii), M0 MIATBEPKYIOTh JOCTOBIPHICTh JaHUX,
3a3HAYCHMX 3asBHUKAMU B MaTepiajax J0Ch€/3MIH 10 HUX, IO MOIaBAIUCS OpPTaHy
JIEp>)KaBHOTO KOHTpot0 abo LleHTpy, 30epiraioThCsi 3asiBHUKAMHU MPOTATOM il
J03BOJLY.

9. 3amnucu npo pilIeHHs] OpraHy JAEPKABHOT'O KOHTPOJIIO MI0/I0 BUIa4l/3MIHU
J103BOJTY 200 MpU3yNMHEHHS/B1IHOBIICHHS/CKAaCyBaHHS Jii J03BOIY BHOCSTHCS HUM
1o Peectpy Ta BimoOpaxkaroTbcs y BUTATY 3 Peectpy, 110 MICTUTh BIJIOMOCTI 3T1IHO
3 Bcra"oBiieHuM KabGinetom MiHicTpiB Ykpainu nopsiikom BeAeHHs JlepaBHOTO
peecTpy JKapChKUX 3ac001B, 10 MapalieIbHO BBO3ATHCSI HA TEPUTOPII0 YKpaiHHu.

10. Jlikapcbkuit 3aci0, Ha AKUH BUAAHO JIO3BLI, MOKE 3aCTOCOBYBATHCS Ta
3aMmaTUCs B 00Iry Ha TepUTOpli YKpaiHu MPOTAroM CTPOKY Jii 103BOJYy abo 110
3aBEpIIEHHS TEPMIHY MPUIATHOCTI JIKApChKOTro 3aco0y, BBEJIGHOTO B 00IT MiJ Yac
Iii 103BOJTY, KpIM BUMAJKIB, BU3HAYCHUX:

1) mignyakrtamu 1-5 nyskty 1 posminy V mporo llopsaky B pasi
OpU3YITUHEHHS J1i 103BOJLY;

2) miamyHkTamu 2-7 myHKTy 7 po3aity V uporo [lopsaky B pa3i ckacyBaHHS
Tii T03BOJTY.

11. 3asgBHuK BianoBijae 3a €heKTUBHICTh, OE3MEKY Ta SKICTh JIIKAPCHKOTO
3aco0y, Ha KWW BUJAHO JO3BLI, MPOTITOM CTPOKY MOT0 3aCTOCYBaHHA B 00Iry Ha
TepuTOpii YKpaiHu, 30KkpeMa MUIIXOM:

3a0e3nedeHHs] (QYHKIIOHYBaHHSI CUCTEMHU (hapMaKOHArJsAy BIiJIMOBITHO J10
BUMOT, BCTaHOBIEHUX [lopsakom 3miiicHeHHs (apMaKOHATISIy, 3aTBEPAKEHUM
Haka3oM MiHicTepcTBa OXOPOHHM 370poB’st Ykpainu Bix 27 rpyans 2006 poxky Ne
898, 3apeectpoBanuM B MiHicTepcTBi toctuuii Ykpainu 29 ciuns 2007 poky 3a
Ne 73/13340 (y pemakuii Haka3zy MiHICTEpCTBa OXOpPOHHU 3J0POB’S YKpaiHu
Biz1 26 BepecHs 2016 poky Ne 996), 3 ypaxyBaHHSM OCOOJIMBOCTEHN /10 31HCHEHHS
dbapMakoHaris Iy o0 JiKapChKUX 3ac001B, BBE3CHUX HA TEPUTOPIO YKpaiHU JJIs
Ii7IeH mapaneIbHOro IMIOPTY;
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HaJaHHS OPTaHy JIeP>KaBHOTO KOHTPOJTIO Ta BIACHUKY JTO3BOJTY HA MAPKETHHT
JIKapChKOro 3aco0y B KpaiHI-€KCIIOPTEP1/HOro yIMOBHOBAXXEHOMY IPE/ICTABHUKY
iHpopMarii npo aeexTH SKOCTI JIKAPChKOTO 3aco0y, Ha SKUM BHUJIAHO JIO3BLI,
npoTsaroM 15 kajgeHgapHUX JIHIB 3 JaTH BUSBJICHHS BIAMOBIAHOTO AChEKTY SKOCTI
(K110 BUPOOHHUK €TAJIOHHOTO JIIKAPCHKOTO 3ac00y Ta JIIKAPCHKOTO 3ac00y, Ha SAKUN
BUJIA€THCS/BUIAHO JIO3B1J, BIIPI3HAETHCSA);

CBO€YACHOI'O0 BHECEHHS 3MiH JI0 MaTepiaiiB JOChE JIKapChKOro 3acoly, Ha
KWW BUJAHO JTO3BLI, TPOTATOM CTPOKY JIii T03BOJTY;

HaJaHHS OpraHy JAepaBHOTO KOHTPOJO Ta LlenTpy noctoBipHoi iHpopMarii
B MaTrepiajax J0Che/3MiHAX J0 HUX;

CBOE€YACHOTO  IIOBIJJIOMJICHHS OpraHy JEp’KaBHOTO KOHTPOJIO  IIPO
MPU3YNUHEHHS, TPUIMMHEHHS a00 CKaCyBaHHsI I03BOJY Ha MapKETHHT JIIKAPCHKOTO
3aco0y IS mapaJieIbHOTO IMIIOPTY B KpaiHi-eKCHopTepi.

12. Opran aep»aBHOTro KOHTpouIto Ta LIeHTp He HecyTh BIANOBIIAIBHICTD 32
NOPYIICHHS 3asBHUKAMH TIPaB 1HTEJEKTYyaJIbHOI BJIACHOCTI MpH 3A1MCHEHH1
npouenyp 3 HajaHHs J03Boily. OpraH Jep:KaBHOTO KOHTPOJIIO HE PO3TIIsIAE
NUTAHHS, YU TMOPYIIYE HAJAaHHS J03BOJy OyIb-siKi mpaBa TpeTix ocib. Hamanus
JI03BOJIy HE 3BUIbHSIE 3asiBHUKIB BiJ HEOOXIJHOCTI JOTPUMYBATUChH TPaB TPETIX
CTOpIH Ha TOPTrOBEJIbHY MapKy Ta/a00 mateHT (1HIINI aHAJOTIYHUN JOKYMEHT) Ha
JiKapchkuit 3acio.

13. Ctpok msig BUJayl JA03BOTY/BIAMOBU B MOro BUaadl abo It BHECEHHS
3MiH 10 MaTepiaiiB JOChE/BIIMOBH B iXHbOMY BHECEHHI CTAHOBUTH 45 KalleHJapHHUX
IHIB 3 JIHS TOJAHHS 3asBHUKOM JO OPraHy JIE€pKaBHOTO KOHTPOJIIO 3asiBU MPO
OTPUMAaHHS JJ03BOJIY YH PO BHECEHHS 3MIH JO MaTepiaiiB I0ChE Ta MaTepiaiiB, 1110
JOAA0ThCs 10 Hel 3rigHo 3 uM [lopsiakom, 3 IKMX HE OUTbIIE HIXK:

10 xaneHmapHuX AHIB JJIs BCTAHOBJIEHHSI OPraHOM JIEPKABHOI'O KOHTPOJIIO
HassBHOCTI a00 BIJICYTHOCTI MiACTaB JJis BIJMOBH B 3aJ0BOJICHHI 3asBU TPO
OTPUMAaHHS JI03BOJIY YM PO BHECEHHs 3MIH JI0 MaTepialliB JOChE Ta TMPUUHITTS
BIJIMIOBIAHOTO PIIICHHS;

30 xaneHAapHUX JIHIB (T1CIIST BCTAHOBJICHHS] OPTaHOM JIEPKABHOTO KOHTPOJIIO
B1JICYTHOCTI IiJICTaB JIJIsl BIIMOBH B 33JIOBOJICHHI 3a5BH ITPO OTPUMAaHHSI TJO3BOJIY UH
PO BHECEHHS 3MIH JI0 MaTepialliB IOChE Ta OIJIATH 3aaBHUKOM LleHTpy BapToCTi
poOiT 3 po3risgy) ans npoBeneHHs LleHTpoMm — po3risimy matepialiiB JJOChE
JIKapCchKOro 3aco0y Ta/ab0 3MiH /0 HHUX 13 3aTBEPKEHHSIM 3a pe3yJbTaTaMu
PO3IIISAly BIANOBIAHOTO BUCHOBKY;

5 xanengapHux JAHIB (michs onepkaHHs Bifg LleHTpy BHCHOBKY 3a
pe3yJbTaTaMu po3TJIsiy MaTepiaiiB J0ChE JIKaApChKOro 3aco0y Ta/abo 3MiH J0 HUX)
JUTSI TPUMHSATTS. OpraHOM JEP>KaBHOTO KOHTPOJIIO PIIIEHHS PO BUIAYY J103BOJTY/TIPO
BIJIMOBY B OT0 BHJ1a4i a00 MPO BHECEHHS 3MIH J0 MaTepiaiiB 10ChE/TIPO BIIMOBY B
iXHPOMY BHECEHHI.
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14. Sxio ocTanHHil AeHb OyIb-IKOTO CTPOKY, BCTAHOBJICHOTO BIJMOBIIHO 110
nporo Ilopsimky, 30Kkpema Juisi TMOjAayi 3asBHUKAMH [0 OpraHy JIep>KaBHOTO
kKoHTponto uu lleHTpy MarepiamiB/iHpopmaliii abo TPUHHATTI OpPraHoM
JePKABHOTO KOHTPOJIIO PIllICHb, MPHUIMAae Ha BUXIMHUN a00 CBATKOBHI J€HB, TO
OCTaHHIM JTHEM CTPOKY BBa)KA€ThCS POOOUMI JIeHB, IO HACTAE 3a BHXITHUM a00
CBATKOBUM JHEM.

15. Ctpok Aaii 103BOJTy CTAHOBUTH I1’SITh POKiB. Ilicis m'siTu pokiB CTpoOK Aii
J03BOJTy IPUMHUHSIETbCA aBTOMaTH4YHO. [1i yac mpusynuHeHHs aii 103BOITy mepedir
HOT0 M'ATUPIYHOTO CTPOKY 1T HE 3yMHUHSIETHCA.

SIKIo mapanienbHUM IMIOpPTEp Mae€ HaMip TPOAOBXKYBATH 3I1HCHIOBATH
TISUTBHICTh 3 TapajelbHOro IMIOPTY BIAMOBIAHOTO JIIKApCHKOTO 3aco0y, BiH
MOBUHEH OTPUMATH HOBUHM JO3BUI 3a MPOLEAYpOro, mependadeHoro posaiiom 11
1poro [lopsiaky Asis OTpUMaHHS T03BOJY.

I1. Bugaua no3BoJry

1. ®opma 3asBM MpPO OTPUMAHHSA JO3BOJY Ha MapaJICIbHUN IMIIOPT
JIKapChKUX 3ac00iB pa3oM 3 MarepiajlaMu, IO JOJAI0ThCS JI0 3asBU, BH3HAUYCHI
noaatkoM 1 1o uporo Ilopsnky.

2. OpraH Aep:KaBHOTO KOHTPOJIO B MOPSAKY, BCTAHOBIIEHOMY CTaTTero 43
3akony Ykpainu «lIpo anMiHicTpaTUBHY POLEAYPY», IPOTIroM 3 poOOUYUX JHIB 3
IHS OJIEp’KaHHS 3asBU MPO OTPUMAHHS J03BOJY Ta JOAAHUX /0 HEl MarepiaiB
BCTAHOBIIIO€ HASABHICTH 200 BIICYTHICTh MIACTaB JJI 3aJIMILICHHS ii 0€3 pyXy.

[TincraBaMu J71s1 3aJIMIIIEHHS 3asBU PO OTPUMAaHHS JJO3BOJY 0€3 pyXy €:

1) nogaHHs 3asBHUKOM HE B IOBHOMY 00CsI31 MaTepialliB JOChE, 1110 3a3HAYEH1
B CYIIPOBIJTHOMY JIUCTI, IKUU MOJAETHCS /10 OPraHy JIePKaBHOTO KOHTPOJIIO pa3oM 3
MarepiajiaMu J0ChE;

2) maTepiaiu A0Che (xo4a O OJUH 3 MaTepialiB/IOKYMEHTIB):
MIAIIMCaHl 0Cc00010, IKa HE Ma€ Ha 11€ HOBHOBAXKEHD;

odopmIIeH] 3 MOPYIICHHSIM BUMOT I1b0r0 ITopsaaky, 30kpeMa CKiIajJieHl He 3a
BCTAHOBJICHOIO (DOPMOIO.

3. ¥V pa3i ycyHEeHHS 3asBHHUKOM BHSBJICHHX HEIOJIKIB y BCTaHOBJICHUMU
OpraHoM JIEP’KaBHOTO KOHTPOJIIO CTPOK, OPTaH JIEPKABHOTO KOHTPOJIIO PO3IIOYHNHAE
PO3TJIA 3asIBU TTPO OTPUMAHHS J03BOJIY Ta IOJAHUX J0 HEl MaTepiais.

PimenHs mpo BiIMOBY B 3a/J0BOJICHHI 3asiBU PO OTPUMAHHS J03BOITY
IPUIMAETHCS OPTaHOM JIEP>KAaBHOTO KOHTPOJIIO y pasi:

1) HeycyHeHHsI a00 YCYHEHHS 3asBHUKOM HE B MOBHOMY 00Cs31 HEIOJIKIB,
BCTAHOBJICHUX a03allaMy TPETIM — IIOCTUM ITYHKTY 2 I[bOTO PO31ITY;

2) BiacytHocTi y JlineH3iiiHOMY peecTpi 3 MPOMHUCIOBOTO BHUPOOHHUIITBA
JIKapChKUX 3aco0iB, IMIOPTY, ONTOBOI Ta PO3ApiOHOI TOPriBii, BUPOOHUIITBA
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JTKapChKUX 3ac001B B yMOBax anrteku (fgam — JIineH31iHuil peecTp) BiIOMOCTEH Mpo
JI0YY JIIEH3110 Ha IMIIOPT JIIKAPChKUX 3ac001B, BUAaHy 37100yBauy 103BOJY;

3) 3aKiHYEHHsI CTPOKY Jii a00 MPUITMHEHHS A11 peECTPAIiTHOTO TTOCBITUEHHS
Ha CeTAJIOHHUM JIKapChKUK 3acid, y ToMy 4YHCIl 3a OaXaHHSM BJACHHUKA
peecTpaliiHOro  TMOCBIAYEHHS  Ha  €TaJOHHUM  JIIKapChbKUM  3aciO/Moro
YIIOBHOBa)XCHOTO MIPEICTABHUKA.

VY pasi BIIMOBH B 33JI0BOJICHHI 3asIBU PO OTPUMAHHS JI03BOJIY MaTepiaii, 1110
OyJu To/1aHi 3aIBHUKOM (3100yBadeM JI03BOJTY) 10 OPTaHy ACP>KaBHOTO KOHTPOJTIO
JUTSI OTPUMAaHHS JI03BOJTY, TTOBEPTAIOTHCS 3asABHUKY, KPIM 3asfBH MPO OTPUMAHHS
J03BOITY.

4. B pimieHH1 Mpo 3aJHIIeHHs 3as1BU PO OTPUMaHHS T03BOITY 0€3 pyxy Ta/abo
B pIIICHHI TPO HAasABHICTh MIACTaB JJs BIIMOBU B 3aJOBOJICHHI 3asiBH PO
OTPUMaHHS J03BOJY OpraH JEp>KaBHOTO KOHTPOIIIO 3a3Haya€ MPUYNHH (BHBIICHI
HEJOJIIKM 3 TMOCWJIaHHSAM Ha MOPYUIEHI BHMOTM 3aKOHOJIaBCTBA), IO CTaJH
[1CTaBOIO JUISl IPUMHSATTS TAKOTO PIILIEHHS.

5. Y pa3i BCTaHOBJIEHHS BIJICYTHOCTI MIJCTaB JUIsl 3QJIUIIEHHS 3asBH TPO
OTpUMaHHs J03BOJy 0e3 pyxy abo BIAMOBU B 3a/I0BOJICHHI TakKoi 3asBU OpraH
JEpKABHOTO KOHTPOJIIO MpoTaroM 1 pobodoro ans Hampasisie 1o LlenTpy awucr-
HaIpaBJICHHS Pa30M 13 KOIIIE€IO 3asiBU PO OTPUMaHHS J03BOJY Ta JOJAHUMHU JI0 HEl
MaTepiajJamMH, IOJAHUMU 3asiBHUKOM JI0 OpraHy JAep:KaBHOIO KOHTPOJIO, JIst
ixHporo po3risiay LleHTpoM Ta miArOTOBKKM BUCHOBKY IIOAO PO3IJIAY MaTepialiiB
JOChE JIKapChKOr0 3ac00y ISl MapajiesibHOro IMIOPTY BIAMOBIAHO A0 po3ainy IV
uporo [Hopsanky.

B nwucTi-HanpaBiieHHI TOBMHHO OYTH 3a3Ha4y€HO, 10 3a JaHUMU
JlinensiiHoro peectpy Ta Jlep’kaBHOTO PEECTPY JIKAPCHKUX 3aC00IB OpraHoM
JePKABHOTO KOHTPOJIIO BCTAHOBIICHO:

HASIBHICTh BIJOMOCTEH TIPO A1I0UY JIIIEH31I0 Ha IMIIOPT JIKAPCHhKUX 3aCO0IB Y
3asIBHUKA,

HasIBHICTH 200 BIJICYTHICThH BIIOMOCTEH MPO J1t0Yy BIAMOBIIHY JIIIEH3110 Ha
BUPOOHHUIITBO JIIKAPCHKUX 3ac00iB y 3asBHUKaA (y pa3l mepeMapkKyBaHHS Ta/abo
nepenaKyBaHHs JIIKAPChbKOTO 3aco0y /Ui BEJCHHS HOTO B 00Ir HAa TepUTOPIi YKpaiHu
JUTS TIUJIeH TTapasieIbHOTO IMITOPTY);

BIJICYTHICTh BIJIOMOCTEH MpO 3aKiHYEHHS CTPOKY Jii ab0 MpUIMMHEHHS il
PEECTPALIITHOTO MOCBIIYEHHS HA €TAaJTOHHUMN JIIKAPChKUil 3aci0.

6. [lizmcTaBoro AJ1si NPUUHATTS OPTaHOM JEP>KaBHOTO KOHTPOJIIO PIIICHHS TTPO
BIJIMOBY Y BHJ1auil JI03BOJTY 3a pe3yiabTaToM po3risiay LleHTpom maTepiaiiB 10Che €
BUSIBJICHHS HEBIAMOBITHOCTI MaTepiajiiB JOChE Ta/ab0 3a3HaueHOI B HUX 1H(popMaIlii
BuMoram 3akony Ykpainu «IIpo mikapceki 3acoou» ta/abo uporo Ilopsiaky Ta/abo
HAsBHICTh JIaHMX, IO CBIYaTh PO BUSBJICHHS HEOE3NMEUYHUX BIIACTUBOCTEN
JKapChKOTO 3ac00y, 10 TUTAHYETHCS BBO3UTUCH HA TEPUTOPIO YKpaiHU A IMiJIeh
MapajieIbHOTO IMIOPTY, 3 ypaxyBaHHSM MIDKHAPOJHOI TMPAKTHUKA Ha OCHOBI
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odimiiiHMX  mOBiAOMJIEHb  Ta/abo  3a00poH, BUAAHUX  KOMIETEHTHUMU
pPEeryJaTOPHUMH OpraHaMH 1HO3EMHHUX JepkaB y cdepi peecTparlii (I0mycKy Ha
PHHOK) Ta KOHTPOJIIO SIKOCTI JIIKapChKHUX 3aCO01B.

7. Y pa3i BCTaHOBJICHHsI HASBHOCTI IMIJICTaB JJISI BIIMOBU y BUJa4l JO3BOJY
OpraH JIep>KaBHOTO KOHTPOJIIO MpHUMAaEe OOTPYHTOBAHE PIIICHHS MPO BiJIMOBY Y
BUJA4i JO03BOJY, IO Ha0Mpae YMHHOCTI 3 JHS HOTO MPUUHATTS Ta MiJIsIrae
000B’SI3KOBOMY ONPIIIOJHEHHIO Ha OQiliiiHOMYy BeO-caiiTi opraHy Jep>KaBHOTO
KOHTPOJTIO HE Mi3Hile 3 poOoYrX JIHIB, HACTYITHUX 32 THEM HOTO MPUIHSTTA.

8.V pimeHHi Mpo BiIMOBY y BUIadi TO3BOTY 3a3HAYAIOTHCS:
1) pexBi3uTH 3asiBU TIPO OTPUMAHHS JT03BOJY;
2) maHi po 3100yBada 103BOY;

3) mepeik Ta onuc miacTaB (OOTPYHTYBAHHS) JUIsl IPUMHATTA PILICHHS MPO
BIIMOBY y BHJ1aul JO3BOJLY.

9. 3asBHHK MOJKE MTOJATH JI0 OPTaHy JACP>KaBHOTO KOHTPOJIIO HOBY 3asBY PO
OTPUMaHHS JI03BOJIY B MMArepoBiii a00 eJeKTpOHHIN (HOopMi MicIis YCYHEHHS TPUYKH,
I10 CTAJIH ITiJICTABOO JIJIsl IPUHHSATTS OPTaHOM JIEPKaBHOTO KOHTPOJIIO PIIIEHHS PO
BIJIMOBY Yy BUJIaul JO3BOIIY.

10. Y pasi BcTaHOBIIEHHS BIJICYTHOCTI MiACTaB ISl BIIMOBH y B4l I03BOJTY
Opras JIep»aBHOTO KOHTPOJIIO MIPUMAaE PillIeHHS PO BUAAUY JT03BOITY.

11. Ha mixcraBi pilieHHs PO BUAUy JT03BOJIY OpraH JI€p>KaBHOI'O KOHTPOJIIO
BHOCUTh 110 Peectpy Ta po3Millye B HbOMY Ha yMOBaxX BIJKPUTOTO JOCTYITY
BIJIOMOCT1 3rigHO 3 BcTaHoBieHMM KaOinerom MiHicTpiB YkpaiHu NOPSIKOM
BeJIeHHs JlepaBHOTO peecTpy JIIKapChKUX 3ac001B, 10 MapaJiebHO BBO3SATHCA Ha
TEPUTOPII0 YKpATHHU.

12. PimeHHsSIM opraHy Jep>KaBHOTO KOHTPOJIO MpO BUAAUY JJA03BOIY
3aTBEPIIKYETHCS JIMCTOK-BKIIAAKA JE€P>KABHOIO MOBOIO, MPOEKT SKOTO, HAlaHWUN
3asIBHUKOM BiAMOBIIHO A0 1boro [opsaky.

13. Homep mA03BOJly NPHUCBOIOETHCA PIIIEHHSM OpraHy Jep>KaBHOIO
KOHTPOJIIO TpO BUAAUy J03BOJIy, BHOCHUTBhCS 10 PeecTpy Ta ckiamaetscs 3
peecTpaliiiHoro Homepa, IO HAJAETbCSI OPraHOM JEpPKABHOTO KOHTPOJIIO
(3a3HavaeThCA TEPIIUM), Ta PEECTPAIMHOTO HOMEpa ETAIOHHOTO JIKApCHhKOTO
3aco0y (3a3HAYa€THCS IPYTUM Yepe3 3HAK «//»).

14. PimenHs npo BuUjady J03BOJIY ONPIIIIOJIHIOETHCS Ha OQiliiHOMY BeO-
CaiTi oprany JAep>KaBHOTO KOHTPOJIIO, a IH(POopMaIlis Ipo TaKe PillleHHS BHOCUTHCS
1o Peectpy He mizHime 3 poOo4nX JHIB, HACTYITHHUX 3a THEM HOTO IPUHHSTTS.

15. Iicas oTpuMaHHs 103BOJTY MapaiesbHUM iMIopTep 30008’ I3aHUIA:

1) mpotsirom 15 xanengapHUX AHIB HAJAATH BIACHUKY JI03BOJY Ha MAPKETUHT
JiKapchkoro 3aco0y B KpaiHi-€KCIOpTepl HAAPyKOBaHI 3pa3Ku BCIX CTOPIH
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BTOPUHHOI Ta IEPBUHHO1 YIIAKOBKH JIIKAPCHKOTO 3ac00y, Ha SIKUH BUAAHO TO3B1I (Y
pasi BBeJICHHS B 00IT Ha TEPUTOPIi Y KpaiHU JIKAPCHKOT0 3ac00y ISl MapajiebHOro
IMIIOPTY 3 TMEpeMapKyBaHHSM Ta IEepernakyBaHHSIM BTOPUHHOI OPHUTIHAIBHOI
1HO3eMHO1 YIaKOBKM BHPOOHHUKOM a0o0 MapajielbHUM IMIOpTEepoM (3a yMOBHU
HAsIBHOCTI B HbOT'O BIJITOB1THO1 JIIIIEH311 HA BUPOOHUIITBO JIIKAPCHKHUX 3ac001B)), 200
HAJPYKOBAHUM 3Pa30K TEKCTY €TUKETKHU JEPHKABHOIO MOBOIO JIIKAPCHKOTO 3ac00y,
Ha SIKUI BUJIaHO 103B11 (Y pa3i BBEJEHHS B 00Ir HA TEpUTOPil YKpaiHU JT1KaPCHKOTO
3aco0y Mg MapajiebHOro IMIOPTY B OPUTIHAIBHIA 1HO3EMHIN YIaKoOBI 3
CYNIPOBOJIOM  KOXKHOI YMAKOBKH JINCTKOM-BKJIQJKOIO JEpPKABHOI MOBOIO,
3aTBEPHKEHUM OPTaHOM JIEPKABHOTO KOHTPOJIIO, Ta JTOJATKOBUM MapKyBaHHSIM
BUPOOHUKOM a00 MapajieIbHUM IMIIOPTEPOM (32 YMOBU HAsIBHOCTI B HBOTO
BIIMOBITHOT ~ JIIEH311 HAa BUPOOHUIITBO JIKAPCHKUX 3aco0iB) BTOPHUHHOI
OpUT1HAJIBHOI 1IHO3eMHOT YITAaKOBKH JIIKapChKOTO 3ac00Y);

2) mpOTATOM CTPOKY JIii 103BOJIy rapaHTyBaTH Ta 3a0e3MeuyBaTh BUKOHAHHS
BUMOT, BCTaHOBJIEHUX ITyHKTOM 11 po3ainy I usoro [opsanky.

II1. BHeceHHsI 3MiH 10 MaTepiaiB 10ChE

1. ®opma 3asiBU MpPO BHECEHHS 3MIH J0 MaTepialliB JOChE JKAPCHKOTO
3aco0y, Ha SIKUM BUJIAHO JIO3BUI Ha MapajesbHUIM IMIOPT JIKapChbKUX 3aco0iB, a
TaKOX 1HIII MaTepiaiu, U0 MOJAI0THCS 3aIBHUKOM (TIapajieIbHUM IMIIOPTEPOM) A0
OopraHy Jep>KaBHOTO KOHTPOJIO JJisi BHECEHHS 3MIH JIO MarTepialliB JOChE€ B
MarepoBidl UM eNeKTPOHHIN (opMi, BU3HAYEH1 AOJATKOM 2 110 11boro [lopsaky.

2. IlapanenbHuii iMooptep 3000B'sI3aHUII CBOEYACHO TMOBIIOMIISITU OpraH
JEP’KaBHOTO KOHTPOJIIO PO Oyb-sKl 3MIHH BIIOMOCTEH, HABEACHUX Y MaTepiaiax
JIOChE JIIKAPCHKOTO 3ac00y ISl MapajelibHOro IMIOPTY, 3 HaJaHHSIM J0 OpraHy
JEepP>KaBHOTO KOHTPOJIKO BHU3HAYEHUX 3TiAHO 3 UM [lopsiakoM BiJMOBIAHUX
MarepiaiaiB 3 BUUEPIHOIO 1H(OPMALIEI0 PO NPUUUHH, XapakTep (BUI) 3MiH Ta iX
MO>KJIMBUM BIUIMB Ha €(QEKTUBHICThH, O€3MEKy Ta SIKICTh JIIKAPCHKOTO 3aco0y, Ha
SKAW BUJAHO JO3BUI, JII1 BHECEHHS BIAMOBIIHUX 3MiH JIO MaTepialiB JOChE Ha
TaKWi JIIKapCchKui 3acio.

VY pasi 3akiHUEHHS CTPOKY Jlii peecTpaliifHOro MOCBIAYCHHS HAa €TaJIOHHUHN
JiKapchkuil 3aci0 abo TpUOMHEHHS Woro fii 3a OaxaHHSIM BJIacHHUKA
peecTpalliiHOro  IMOCBIAYCHHS  HAa  €TaJOHHUW  JIIKAapChKUM  3aciO/Horo
YIOBHOB)XEHOTO TPEACTaBHUKA 3 MPUYWH, 10 HE TOB’s3aHl 13 3arpo3010 s
3I0pOB’Sl HACEJICHHS, TOKa3aHHsS, SKICHUM Ta KUIBKICHUN CKJIaa Ait04oi(uXx)
PEYOBHH, H03yBaHHsI, CIOCIO BBEJEHHS Ta/ad0 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y,
Ha SIKUM BUJIAHO JI03B1JI, IOBUHH1 3aJIUIIIATUCS HE3MIHHUMHU MOPIBHIHO 3 €TaJJOHHUM
JIKapChKUM 3aCO00M MPOTSTOM JIii I03BOJTY.

3. Jlo 3MiH, 110 BHOCSITbCSI 3asBHUKAMHU 3a MPOIEAYypPOI0, BCTAHOBJIEHOIO
BiAnmoBiAHO 110 po3ainy Il iisoro Ilopsaky st oTprUMaHHS 103BOJTY, HAJIEKATh:

1) 3miHa KpaiHu — eKCIopTepa;

2) 3MiHa apaJIeTLHOTO IMIIOPTEPA;
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3) 3miHa/gonaBaHHS BHUPOOHHMKA, BIAMOBIJATBHOTO 3a BHIIYCK cepii
JKapChKOTo 3ac00y, Ha SIKUM BUAAHO JI03BLI;

4) 3miHa (KpiM BUJIYYEHHsI YIAKOBKHM MEBHOTO pPo3Mipy) Ta/abo JojaBaHHS
PO3Mipy YHAKOBKH JIIKAPCHKOTO 3aco0y, Ha KWW BUIAHO J03BUI, Y TOMY YHCI Y
BUIA/IKaX, KOJU TaKUil caMHUi po3Mip yIMaKkoOBKH Oyje 3apeecTpoBaHUM B YKpaiHi
1] 1HIIUM PEECTPAIiiHIM HOMEPOM JIJIsi €TAJIOHHOTO JIIKAPCHKOTO 3aco0y abo B
KpaiHi-eKcrmopTepi Mij IHIIKM JI03BOJIOM Ha MapKETHHT JJIsI JIIKapChKOro 3aco0y B
KpaiHi-eKCIopTepi, [0 BBO3UTHCS HA TEPUTOPIO YKpaiHH /Ui LiIeH mapajieabHOro
IMIIOPTY;

5) 3MiHa MMOKa3aHb, 3a3HAYEHUX y THCTPYKIIi AJI1 MEIUYHOTO 3aCTOCYBaHHS
€TAJIOHHOTO JIIKapChKOTO 3ac00y, 0e3 3aTBEPKCHHS TaKMX CaMHUX 3MiH MTOKa3aHb,
3a3HaYEHUX Y JIMCTKY-BKJIA/II JIIKapChKOTO 3aco0y B KpaiHi-eKCIopTepi;

6) 3MiHM B MOKa3aHHAX, SIKICHOMY Ta/a00 KUIbKICHOMY CKJIaJl A1H0Y0i(HX)
PEUYOBHH, 103yBaHHI, CIOCO01 BBEJAEHHS Ta/ab0 3aCTOCYBaHHI JIIKApChKOTO 3ac00y,
Ha SKUW BHUIAHO JIO3BLJI, MOPIBHAHO 3 €TAJOHHHUM JIKapChKUM 3acO00M, y pasi
3aKIHYEHHSI CTPOKY JIii PEeCTpalliifHOTO MOCBIAYEHHA HA €TAJOHHUM JIIKaApChKUN
3aci0 abo mnpunmuHEeHHs HWoro [ii 3a OaXaHHAM BJIACHHKA PEECTPAIIAHOTO
MOCBIIUCHHS HAa  €TaJOHHUW  JIKApChbKUK  3aciO/HOro  yIMOBHOBA)KEHOTO
IpeICTaBHUKA 3 MPUYKH, 1110 HE MOB'sI3aH1 13 3arPO3010 TSl 3/I0POB'S HACETICHHS;

7) 3miHa crocoOy, SKUM JIIKapChKUil 3aci0, Ha SIKMWA BUJAHO J03BLI, Oyze
BBOJIUTUCA B OOIr Ha TepUTOPil YKpaiHU B YACTHHI MOr0O MepernaKyBaHHS Ta/abo
nepeMapKyBaHHs, 3a3HAYEH1 B MaTepianax JOChE.

4. Jlexinpka 3MiH (KpiM 3MIH, 3a3HaY€HUX y MYHKTI 3 mporo Po3ainy) s
OJIHOTO JIIKAPCHKOTO 3ac00y, Ha KU BUAAHO J03BUI, MOXHA MOJATH B OJIHIN 3asB1
PO BHECEHHS 3MIH JI0 MaTeplajiiB JIO0ChE JIIKAPChKOro 3aco0y, Ha SKUN BHJIAHO
JI03BUT Ha TapajelbHUN IMIOPT JIIKAPCHKUX 3aCO0IB (ayli — 3asiBa MPO BHECEHHS
3MiH 10 MaTepiaiiB J0ChE).

5. OpraH nep:KaBHOTO KOHTPOJIIO B MOPSJIKY, BCTAHOBJIEHOMY cTaTTero 43
3akony Ykpainu «IIpo amMiHicTpaTUBHY IPOLIETYPY», TPOTIToM 3 poOOYMX THIB 3
JTHSL OJIep KaHHS 3asiBU PO BHECEHHS 3MiH J0 MaTepiajiB JIOChE Ta JOJAaHUX JI0 Hel
MaTepiaiiB BCTAHOBIIOE HAsIBHICTH 200 BIJICYTHICTD IMIICTAB I 3aJUIICHHS ii 03

pyxy.

[TigcraBamMu 1JIs 3aJIMIICHHS 3asBU TIPO BHECEHHS 3MiH JI0 MaTepialliB JOChE
0e3 pyxy €:

1) momaHHs 3asBHUKOM HE B MIOBHOMY OOCSI31 3MIH JI0 MaTepialiB IOChE, IO
3a3HA4Y€HI B CYNPOBIJHOMY JIHCTI, SKUW TOJAETHCA [0 OpraHy JepiHaBHOTO
KOHTPOJTIO Pa30M 31 3MiHAMHU JI0 MaTepiajiiB I0ChE;

2) 3MiHU 70 MaTepiajiiB J0Che (Xoua O OAUH 3 MaTepiatiB/JOKyMEHTIB):

MIAIUCaH1 0CO00I0, KA HE MA€ Ha 1[€ HOBHOBAXKEHD,
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ogopmIIeH1 3 MOPYIIEHHSIM BUMOT 11b0r0 [lopsiaky, 30kpema ckiafieHi He 3a
BCTaHOBJICHOIO (POPMOIO.

6. Y pa3i yCyHEHHs 3asBHUKOM BHSIBICHUX HEJOJIIKIB Y BCTaHOBJICHUIA
OpTraHOM JIep>KaBHOTO KOHTPOJITIO CTPOK, OPraH JIeP>KaBHOTO KOHTPOIIIO PO3IIOYHHAE
pO3TIIsiA 3asBH MPO BHECEHHS 3MiH JIO0 MaTepialliB IOChE Ta JOJAHUX OO0 Hei
MatepiaiB.

PimenHs mpo BiZMOBY B 3aJI0BOJICHHI 3asBU PO OTPUMAHHS JO3BOJIY
MIPUIMAETHCS OPTAaHOM JIEPKABHOTO KOHTPOJIIO y pasi:

1) HeycyHeHHST a00 yCYHEHHS 3asiBHUKOM HE B TIOBHOMY OOCsI31 HEJOJIKIB,
BCTAHOBJICHUX a03aIiaMu TPETIM — IIIOCTUM ITYHKTY S IIOTO PO3ILTY;

2) MPUMHUHEHHS [1i peECTPAIIHOTO MOCBITYCHHS Ha €TAIOHHUN JIIKapChKUN
3aci0, KpiM BHUNAJAKIB, KOJHM IO PEECTPAIlIfHOTO IOCBITYEHHS HAa E€TaJOHHUU
JKapCchKui 3aci0 MPUIMMHEHO 3a OaKaHHSM BJIACHUKA PEECTPALIIMTHOTO MOCB1TYEHHS
Ha €TAJIOHHUHU JIKApChKHM 3aci0/HOT0 YIOBHOBAXKEHOTO MPEJACTaBHUKA 3 MPUYUH,
1110 HE MOB’513aHI 13 3arpo3010 JUIs 3710POB sl HACEJICHHS.

VY pa3si BiIMOBH B 33JJ0BOJICHHI 3as1BH ITPO BHECEHHS 3MiH JI0 MaTEePialliB IOChE
Marepiaii, O OyJaud MOJaHi 3asiBHUKOM (BJIACHUKOM JI03BOJIy) 1O OpTraHy
JIEp’KaBHOTO KOHTPOJIIO JJII BHECEHHS 3MIH JO MaTepiaiiB JOChE, TOBEPTAIOTHCS
3asIBHUKY, KPIM 3asiBU ITPO BHECEHHSI 3MIH JI0 MaTepialliB JOChE.

7. B pimieHH1 npo 3a1UIIeHHs 3asBU ITPO BHECEHHSI 3M1H 10 MaTepialiB 10ChE
0e3 pyxy Ta/abo B pIllIEHHI MPO HASBHICTH MiJCTaB JIJIsl BIJIMOBH B 3aJJ0BOJICHHI
3asiBM TIPO BHECEHHS 3MIH JI0 MaTepialiiB JOChE OpraH JEPKABHOTO KOHTPOJIIO
3a3Ha4ya€ MPUYUHMU (BUSIBICHI HENONIKM 3 TOCWJIAHHSIM Ha TOPYIIEHI BUMOTHU
3aKOHOJIAaBCTBA), 110 CTAJH MIACTABOIO JJIA MPUNHSATTS TAaKOTO PIIIICHHS.

8. ¥V pasi BCTaHOBJICHHS BIJICYTHOCTI MIJCTaB JJI 3aJUIICHHS 3asBU IPO
BHECEHHS 3MiH JI0 MaTepiaiiB Joche 0e3 pyxy abo BiIMOBH B 3aJI0BOJICHHI TaKoOi
3asiBU OpTaH JEP>KAaBHOTO KOHTPOJIO MPOTAToM | poOodYoro IHS Hampasisie 0
entpy nucT-HampaBiEHHS pPa3oM 13 KOMIEI 3asBU TPO BHECEHHS 3MIiH IO
MarepialiB JOChE Ta JIOJAHMMH JO0 HEl MarepiajiaMH, MOJAaHUMU 3aIBHUKOM 0O
Oopra’y Jep>KaBHOTO KOHTPOJIIO, JUIsl iXHbOro po3riisany LleHTpom Ta miarotoBku
BHCHOBKY WIOJI0 PO3MJVISIAY 3MIH JIO MareplajiB JOChE JIKAPChKOro 3aco0y s
napajiesbHOTrO IMIIOPTY BIAMOBIAHO 110 po3ainy IV uporo [opsiaky.

B nucri-HanpaBieHHI TOBMHHO OYTH 3a3HA4€HO, W0 3a JIaHUMHU
JlinensiiiHoro peectpy Ta Jlep>KaBHOTO pEeECTpy JIIKAPCHKUX 3ac00IB OpraHoM
JIEP>KaBHOTO KOHTPOJIIO BCTAHOBJICHO:

HasBHICTH a00 BIICYTHICTh BIJOMOCTEH MPO JIIF0OYY BIAMOBIAHY JIIIEH31I0 HA
BUPOOHUIITBO JIIKAPCHKUX 3aco0iB Yy 3asBHUKA (BJIaCHHWKA J03Boiy) (y pasi
nepeMapKyBaHHs Ta/a00 TepernmaKyBaHHs JIIKAPChKOTO 3ac00y MJisi BEACHHS MOTO B
00ir Ha TepuTopii YKpaiHu A 1iJiel napajeabHoro IMIopTy);
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HasBHICTb a00 BIJCYTHICTb BIJOMOCTEM MpO 3aKIHYEHHS CTPOKY il
peecTpalifHOro IMOCBIAYEHHS Ha €TAJIOHHUM JIKApChbKUM 3aci0 YW MpUIUHEHHS
fioro nii 3a OaxaHHSIM BJIACHUKA PEECTPAIIHHOTO IOCBITYCHHS Ha ETAJIOHHUM
JIKapChKUM 3aciO/HOTro YIOBHOBaKEHOT OCOOM 3 MPHYMH, IO HE IIOB’s3aHI 13
3arpo3010 JUIS 3I0pOB’ ST HAaCEJICHHS.

9. IlizcraBoro AJis NPUUHATTS OPraHOM JEP>KaBHOTO KOHTPOJIIO PIILIEHHS [IPO
BiIMOBY (TOBHY a00O 4YacTKOBY) y BHECEHHI 3MIH JI0 MarepiajiB JOChE 3a
pesynbTaToM po3risany lLleHTpoM 3MiH 10 MartepialiB JOChE€ € BHUSBIICHHS
HEBIJMOBIIHOCTI 3MIH JI0 MaTepiaiiB AOCkE Ta/abo 3a3HaueHOi B HUX 1H(oOpMaIli
BHMOTaM 3aKOHY Ta/a00 1poro [lopsaky Ta/abo HasBHICTh IaHUX, IO CBITYATH PO
BUSBIICHHSI HEOE3MEYHHX BIACTHUBOCTEH JIKapChKOTO 3aco0y, Ha SKUH BHUIAHO
JI03B1J1, 3 ypaxyBaHHSIM MIKHAPOIHOT MPAKTUKUA HA OCHOB1 O(IIIIITHIX TTOB1IOMJICHD
Ta/ab0 3a00pOH, BUIAHUX KOMIIETEHTHUMH PETYISTOPHUMH OpraHaMu 1HO3EMHHUX
nepkaB y cdepl peectpailii (IONyCKy Ha PUHOK) Ta KOHTPOJIIO SIKOCTI JIKAPChKUX
3ac001B.

10. VY pa3i BcTaHOBJICHHS HassBHOCTI M1JICTaB JIJIs1 BIIMOBHU Y BHECEHH1 3MiH JI0
MaTepiaiiB JIOChE OPraH JEP>KAaBHOTO KOHTPOJIO NpUiiMae OOTpyHTOBaHE PIillICHHS
Ipo BiIMOBY (TMOBHY a00 4YacTKOBY) Yy BHECEHHI 3MiH JI0 MarTepiajiiB JIOChE, IO
HAaOMpae YWHHOCTI 3 JHS WOro MNPUUHATTS Ta NUISIrae  000B’SI3KOBOMY
OTIPUJTIOJTHEHHIO Ha OQIliHOMY BeO-CaiiTi opraHy JAEp>aBHOTO KOHTPOJIO HE
mi3Hie 3 poOoUYrX HIB, HACTYINHUX 3a JHEM MOro MPUHAHATTA.

[TapanenpHuii IMIIOPTEP HETaHO MPUIIMHSIE 3aCTOCYBAHHS 3MIHU (TTOBHICTIO
a00 YaCTKOBO) MIOAO SIKO1 OyJIO MPUIHATE PILIEHHS, 3a3Ha4eHE B a03alll Mepromy
[[BOTO IYHKTY, 3 THS HOTO OMPUITIOTHEHHS.

11. ¥V pa3i BigMoBH (ITOBHOI a00 YaCTKOBOi) Y BHECEHHI 3MIH JI0 MaTepialliB
J0Ch€ TapalieNbHUM 1MOopTep (BJIACHUK J03BOJy) MOXE MOJATU JO OpraHy
JIEp>KaBHOTO KOHTPOJIIO HOBY 3asBY MPO BHECEHHS 3MIH JI0O MaTepiaiiB JOChE MiCIis
YCYHEHHS IPUYHH, II0 CTaJIM MiACTABOIO JUIS IPUIHSATTS TAKOTO PIlLIEHHS.

12. V pimenHi npo BiIMOBY Y BHECEHHI 3MIH JO MarepiaiiB JJ0Che
3a3HAYAIOTHCS

1) pexBi3uUTH 3asiBM TIPO BHECEHHSI 3MIH JI0O MaTepiajiB JOChHE;

2) HOMEp NT03BOJy Ha JIKApChKHUH 3aci0, 10 MaTepialiB JOChE SKOTO Maju
BHOCHUTHCS 3MIHH;

3) nmaHi mpo mapajieIbHOro iMImopTepa (BIaCHHUKA JIO3BOJIY) JIKAPCHKOTO
3aco0y, 10 MaTepiaiiB JOChE KOO MajIl BHOCUTHUCS 3MIHU;

4) nmepenik Ta onuc miAcTaB (OOTPYHTYBaHHS) JJIsl IPUUHSTTS PILICHHS PO
BIJIMOBY Y BHECEHHI1 3MIH JI0 MaTepialliB IOChE.

13. Y pasi BCTaHOBJIEHHSI BIJICYTHOCTI MiJICTaB JIJIsl BIZIMOBH y MIOBHOMY a00
YaCTKOBOMY 3a/IOBOJICHH1 3asBU MPO BHECEHHS 3MiH JI0 MaTepialiB JOChe Ta
JIOJTaHUX JIO0 HEi MaTepiajiB OopraH JEPKABHOTO KOHTPOJIO MPUNMAE BiIMOBITHE
pIIIIEHHS TIPO BHECEHHSI 3MIH JI0 MaTepiajiB JJOChE.
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14. Ha miacraBi pilieHHS MpO BHECEHHS 3MIH JI0 MaTepialiB JOChE€ OpraH
JIepKABHOTO KOHTPOJIO BHOCUTH 10 PeecTpy Ta po3Millye B HbOMY Ha yMOBax
BIJIKPUTOTO JIOCTYITY BIJOMOCTI MPO Taki 3MIHM 3T1IHO 3 BcTaHOBJIeHUM KabineTom
MinicTpiB YKpaiHu mopsaKoM BelieHHs JlepiKaBHOTO peecTpy JIIKapChbKUX 3aC001B,
110 TIapajieIbHO BBO3SATHCS Ha TEPUTOPIIO YKpaiHH.

15. PimeHHs Ipo BHECEHHS 3MiH JI0 MaTepialiB J0ChE OMPIITIOIHIOETHCS HA
odimiitHoMy BeO-caliTi opraHy JepKaBHOT'O KOHTPOJIIO, a 1HdopMaIlis Ipo Take
pilIeHHs BHOCHUTHCS 70 PeecTpy He mi3Hime 3 poOounx THIB, HACTYMHHUX 3a JTHEM
HOT0 NMPUHUHSATTA.

IV. Po3rasia matepiaJjiB 10Che€ JiKaApPCbKOro 3aco0y 1Jisl NapaJiejibHOTo
iMmnopry Ta/ad0 3MiH 10 HUX

1. Po3rasi maTepiaiiB JOChE JIKapChKOTO 3aC00y ISl HapajieIbHOTO IMIIOPTY
a00 3MIH J10 HUX IPOBOAUTHCA LIeHTpOM miciid OI1aTi HOro BapTOCT1, BCTAHOBJIEHOT
JIOTOBOPOM MDXK 3asiBHUKOM Ta LleHTpom, Ha mMiACTaBl JIMCTa-HAMPABIECHHS Bij
OpraHy Jep>KaBHOI'O KOHTPOJIIO Pa30M 3 KOIIIEIO 3asBU [P0 OTPUMAHHS JO3BOJY YU
3asBM NPO BHECEHHS 3MIH JI0 MaTepialiiB JOChb€ Ta JOJAaHUX O HEI MaTepiais,
HA/IaHUX 3asBHUKOM.

Skmo 3asgBHUK OpoTsroM 90 kaneHJapHUX JHIB 3 JIaTU HAAXOJDKEHHS JI0
LlenTpy nMcCTa-HampaBJICHHS BiJ OpraHy JEp>KaBHOTO KOHTPOJIO HE 31HCHIOE
OIJIaTy BapTOCTI PO3IJSAY MaTepiaiB  JIOChE JIKApPChKOTO 3acoly st
MapajuesbHOro iMIopTy abo 3MiH 10 HuUX, LleHTp y cTpok 1o 3 poOouux AHIB
MMCbMOBO MOBIIOMJISIE€ 3asBHUKA Ta OPraH JIEPKABHOTO KOHTPOJIIO MPO 3HATTA 3
PO3IIIAly TAKUX MATeplajiB 1OChE/3MIH A0 HUX. Y TakoMy BUNIaAKy LleHTp nmoBepTae
OpraHy JIep>KaBHOTO KOHTPOJIIO MaTepialiy, 110 HaIIAIuIK Ha po3risia LlenTpy, kpim
KOITi1 BIIMOBIAHOT 3asiBH, & OPTraH JEP>KaBHOTO KOHTPOJIIO MOBEPTAE iX 3aIBHUKY Ta
MPUIIUHSE TPOLEAYPY BHUAAUl JO3BOIY/BHECEHHS 3MiH JI0 MaTEPialliB IOCKE.

2. Slxmio B porteci posrisiay LleHTpoM MatepiamiB 10ChE JIKapChKOTo 3aC00y
JUISL TTapajieIbHOTO IMIIOPTY a00 3MiH JI0 HMX BiJ 3asBHUKA HEOOXITHE HaAaHHS
MOSICHeHB, JIOJATKOBUX JIaHMX Ta/abo iHdopMalii 3 OKpeMHX IHUTaHb, IO
nOTpeOYIOTh MiATBEPKEHHS/PO3’ ICHEHHS I BUAAYl J03BOJIY/BHECEHHS 3MIH JI0
MaTepiaiiB JOCkeE (Jalll - 3aMuTyBaHa 1H(oOpMaIlis), CTPOK pO3IJIsi1y, BCTAHOBIICHUN
ab3arom TpetiM TyHKTYy 13 posaity I mporo Ilopsnaky, mpu3ynuHSEThCS 0
orpuManHs LleHTpom Bij 3asBHUKA 3aMUTYBAaHOI 1H(POpMAITi.

LleHTp Mae mpaBoO ABOPA30BO 3BEPHYTHCS 10 3asBHUKA LIOJI0 3alUTYBaHOI
iH(dopmanii (y manepoBiil UM eleKTpOoHHIM ¢opmi) B mpoueci pos3risay Llentpom
MatepialliB JOChE JIIKAPChKOT0 3ac0o0y J1Jis mapaieibHOroO iMIOpTy abo 3MiH JI0 HUX.

3asBHUK Mae Hajnatu lLlenTpy 3anutyBaHy iH(popmarliiio y ctpok a0 30
KaJeHIapHUX JHIB 32 KO)KHUM 3BepHEHHsM LleHTpy.

3. Skmo 3a 3BepHeHHAM(u) LleHTpy 3adBHUK HE HaJlae 3alUTyBaHy
iHpOpMaIlil0 B CTPOK, YCTAaHOBJICHUH a03allOM TPETIM MYHKTY 2 LbOTO PO3.ILTY,
[leHTp 3HIMAE 3 PO3TIISIAY MaTEpiain TOCKE JIIKAPCHKOTO 3acO0y JJIsl apaieIbHOTO
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IMITOpTY 200 3MIHM 10 HUX, SKMX CTOCyBajacs 3alWTyBaHa 1HGOpMAIlis, PO M0
LleHTp MUCHMOBO MOBIIOMJISIE OPTaH JePKAaBHOTO KOHTPOJTIO Ta 3asSBHHUKA IPOTATOM
3 pobouux AHIB. Y TaKOMy BHUIIQJIKy OpraH JEpP>KaBHOTO KOHTPOJIIO MPHUITHHSE
poIeAYpPy BHUAAYl JO3BOIY/BHECEHHS 3MiH J0 MaTepiaiiB JOCKE.

4. Slkmio 3a 3BepHeHHAM(M) LIeHTpy 3asIBHUK Haja€ 3aUTyBaHy 1HGOpMaIlio
B CTPOK, yCTAaHOBJICHHU a03aloM TPeTiM MyHKTY 2 IMBOTO pO3ALTy, ajlieé Taka
iH(opMallis He BIAMOBIAAE CYTI 3BepHEHHsI/3BepHEHb L{eHTpy 10 3asBHHKA Ta/abo
BuMmoram 1poro I[lopsaky Ta/abo Hamana 3assBHUKOM 10 L[eHTpy B HEmoBHOMY
o0cs31, LleHTp po3risgae MaTepialid TOCKhE JTIKAPCHKOTO 3aco0y I TapaiebHOTO
iMITopTy ab0 3MIHHM 10 HUX, BUXOISYHM 3 OJCPIKAHOI BiJl 3asBHUKA 3alUTyBaHOI
iH(dopmarrii, Ta TOTye€ BUCHOBOK IIOAO PO3MVISIAY MarepiaiiB JOChE JIIKAPCHKOTO
3aco0y AJIsl mapajieabHOTo IMIOPTY 200 3MiH JI0 HUX.

5. 3a pe3ynbTaTaMu 3I1ACHEHHS PO3TJSAY MaTepialliB JOChE JIKAPCHKOTO
3aco0y ISl mapajieIbHOro iMIOPTY a0o 3MiH J0 HUX Ha MIJCTaBl OJIEpKAHUX
entpom BigmoBigHO 10 1boro Ilopsiaky matepianiB, JOKYMEHTIB, 3allUTYBaHOI
iH(dopMaIli (KO0 3aCTOCOBHO), Y TOMY 4YHCHI OQIUIMHUX MOBIIOMJIEHb Ta/a0bo0
3a00pOH, BUJIaHUX KOMIIETEHTHUMH PETYJIATOPHUMHU OpraHaMy 1HO3EMHUX JIepkKaB
y cepi peectpallii (IOMycKy Ha PUHOK) Ta KOHTPOJIO SIKOCTI JIIKapChKUX 3aC001B,
LleHnTp rotye, po3risaae Ta 3aTBepLKYye (1111 4ac 3aciJlaHb Ta y CKJIaJ1 BIAMOBIAHOTO
nopagyoro oprany LleHTpy) BHCHOBOK IWIOJO PO3IIISAAY MarepiaiiB J10Che
JIKapChKOro 3aco0y Juisl MmapajeiabHOTOo IMIOpTy ado 3MIH 10 HHUX 3a (popMmoro,
BCTAHOBJICHOIO J10JaTKOM 3 10 115010 [lopsaky.

6. Lentp mpotarom 1 pobGodoro aHs micisl 3aTBEPAKEHHS BUCHOBKY LI0JIO
O3Sy MaTepialliB JOChE JIKApChKOro 3aco0y ISl MapajeabHOro iMIopTy ado
3MiH JI0 HUX HallpaBJisg€ MOro KOIII 3asBHUKY BIJMOBIAHO /10 YMOB JIOTOBOPY Ta
3acobamMu  1H(GOPMALIITHO-KOMYHIKAIIMHUX CHUCTEM JO OpraHy JAep>KaBHOIO
KOHTPOJIIO JIJIsi IPUUHSATTS PIIICHHS MPO BHUIayy/BIIMOBY y BHJaul J03BOJIy a0o
pIllIEHHSI MPO BHECEHHS 3MIH/BIAMOBY y BHECEHHI 3MIH JI0 MaTepialliB JOChE
JKApChKOro 3aco0y s TapalieTbHOTO IMIOPTY. BUCHOBOK IMIOAO0 pO3TISAY
MaTepiaiiB I0ChE JIIKAPCHKOTO 3aC00Y /IS MapaiebHOTO IMITIOPTY 200 3MiH 10 HUX
Ma€ peKOMEH/IAIHII XapakTep.

7. 3a pe3yabTaTOM pPO3MIISly MaTepialliB JIOChE JIIKAPCHKOTO 3aco0y s
napasiensHoro iMrnopty lLleHTp, y BuUmaaky BiAMOBITHOCTI JIIKAPCHKOTO 3aco0y
3asBJICHUM yMOBaM, HampaBlisi€ OpraHy Jep:KaBHOTO KOHTPOJIO TOJATKOBO O
BHUCHOBKY Takl NEpeBipeHl HUM AOKYMEHTH (KOmii) 3 marepiajiB AOChe (maii -
KOHTPOJIbHI TPUMIPHUKH):

1) y pa3i BBeaeHHs B OOIr Ha TepUTOpIli YKpaiHU JIKapChKOro 3aco0y s
napajesbHOTO IMIIOPTY B OPUTiHAIBHIM 1HO3EMHIM YIIaKOBIIl 3 CYIIPOBOJOM KOXKHOT
YIaKOBKH KOMIEIO MEePEKIIaay Iep>KaBHOI MOBOIO TEKCTY MApKYBaHHS Ta KOPOTKOi
XapaKTEPUCTHUKH (32 HasIBHOCTI), @ TAKOK JTUCTKOM-BKJIAJIKOIO JIEP>KaBHOIO MOBOIO,
3aTBEPKEHUM OPTaHOM JIEPKaBHOTO KOHTPOJIIO:
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nepexyaa Aep>KaBHOIO MOBOFO JTMCTKA-BKJIAIKH a00 aHAJIOTTYHOTO IOKYMEHTa
710 JIIKAPChKOTO 3ac00y B KpaiHi-eKcropTepi;

IPOEKT JIMCTKA-BKIIAJIKH, HAJTaHWA 3asBHUKOM 3 JOTPUMAHHSIM BHMOT
BIJIMOBIAHO 10 1150TO [TOpsiaky;

nepexsiaa 1ep>KaBHOK MOBOIO TEKCTY MapKyBaHHS B KpaiHi-eKCIOpTEPi;
nepexsiaa 1ep>kaBHOK MOBOIO KOPOTKOI XapaKTEPUCTUKU (32 HASIBHOCTI);

3pa30K JIIKAPCHKOTO 3aC00y B TOMY BHIJISAII, B SIKOMY BiH BBEJICHUM B OOIr B
KpaiHi-eKkcropTepi;

¢GoTo BCIX CTOpIH MEPBUHHOI Ta BTOPUHHOI YITAKOBKH JIIKAPCHKOTO 3ac00y B
KpaiHi-eKkcropTepi;

1HIT TOKyMEHTH (Komii) 3a MHUChMOBHM 3allUTOM OpraHy JIep>KaBHOTO
KOHTPOJIIO;

2) y pasi BBeIeHHS B 00ir Ha TepuTopii YKpaiHW JiKapChKOro 3acoly s
napajeiabHOTO IMIIOPTY B OPUTIHAIBHINM 1HO3EMHIN YITaKOBIIl 3 CYITPOBOJAOM KOKHOI
YIaKOBKHU JINCTKOM-BKJIQJIKOIO JIEP>KaBHOIO MOBOIO, 3aTBEPKEHHM OPTraHOM
JIEpP’)KaBHOTO KOHTPOJIIO, Ta JOJATKOBUM MAapKyBaHHSM BHUPOOHUKOM abo
napajieTbHUM IMIIOPTEPOM (32 YMOBHM HasIBHOCTI B HBOTO BIJMIOBITHOI JIIIIEH31T Ha
BUPOOHHUIITBO JIIKAPCHKUX 3aC00IB) BTOPUHHOI OPUTIHAJIIBHOI 1HO3EMHOI YIIaKOBKH
JKapchKoro 3aco0y:

nepeKsaa AepKaBHOI MOBOIO JTUCTKA-BKJIAJIKM a00 aHAJIOTTYHOTO IOKYMEHTa
710 JIIKAPCHKOTO0 3ac00y B KpaiHi-eKCHopTepi;

MPOEKT JIMCTKA-BKJIAJKU, HAJaHUW 3asgBHUKOM BIJNOBIJHO JO ULBOTO
[Topsnky;

IMPOEKT €TUKETKHU 3 TCKCTOM JACPKABHOIO MOBOIO;

3pa30K JIIKAPCHKOT0 3ac00y B TOMY BUTJISA/I1, B IKOMY BiH BBEJICHUI B OOIr B
KpaiHi-eKcropTepi;

($OTO BCIX CTOPIH MEPBUHHOI T4 BTOPUHHOI YITAKOBKH JIIKAPCHKOTO 3aC00Y B
KpaiHi-eKkcropTepi;

1HII JTOKyMEHTH (Komii) 3a MHUChbMOBHM 3allUTOM OpraHy JIep>KaBHOTO
KOHTPOJIIO;

3) y pa3i BBeJieHHS B OOIr Ha TepUTOpii YKpaiHU JIIKAPCHKOTO 3aco0y IS
napajgenbHOro IMIOPTY 3 NEpeMapKyBaHHSM Ta MepenaKkyBaHHSIM BTOPUHHOI
OpUTIHAJIBHOT 1HO3EMHO1 YITAKOBKH BUPOOHUKOM a00 MapaieibHUM IMIIOpTEpOM (3a
YMOBHM HAasBHOCTI B HBOTO BIAMOBIJHOI JIIIEH3li HA BUPOOHMIITBO JIKAPCHKHUX
3ac00i1B):

MPOEKT JIUCTKA-BKJIAJAKUA, HAJAHUW 3asBHUKOM 3 JIOTPUMAHHSIM BUMOT
BIIMOBIAHO 110 11b0TO [TOpsiaky;
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opuriHajg-mMakeT rpadiyHoro OQOpPMIIEHHSA JIIKApChKOrO 3acoly, w10
BBO3UTHMETHCS HA TEPUTOPIIO YKpaiHU [ LN MapajiesbHOro IMIopTy, y hopmi,
B sIK1}l BiH OyJle BBeICHH B 00IT Ha TepuTOopii YKpainu;

3pa30K JIIKAPCHKOTO 3aC00y B TOMY BHTIJISAII, B SKOMY BiH BBEJICHHI B 00Ir B
KpaiHi-eKkcropTepi;

¢$hoTO BCIX CTOPIH NMEPBUHHOI Ta BTOPUHHOI YIAKOBKH JIIKAPCHKOTO 3ac00y B
KpaiHi-eKkcropTepi;

1HIT TOKyMEHTH (Komii) 3a MHChMOBHM 3allUTOM OpraHy JIep>KaBHOTO
KOHTPOJIIO.

8. 3a pe3yipTaTOM PO3TIISALY 3MiH JO MaTepialiB JOCKE JIKAPCHKOTO 3aC00y
T4 TapaiensHoro iMnopty LleHTp, y BUMaaky BiAMOBIAHOCTI JIKAPCHKOTO 3aC00y
3asBJIICHUM yMOBaM, HaIlpaBiisi€ OpraHy JEp>KaBHOTO KOHTPOJIIO TOJATKOBO O
BHCHOBKY KOHTPOJIbHI IPUMIPHHUKH, BU3HAUEHI ITYHKTOM 7 I[bOT'O PO3JLTY, 10 SIKUX
BHOCATBHCSI 3MIHHU.

V. lIpu3ynuHeHHs, BiTHOBJICHHSI TA CKACYBAaHHA [Iil 103BOJLY

1. PimenHs mpo NpU3YNMUHEHHS J1i JTI03BOJIy IMPUHMAETHCS 3a HASBHOCTI
OJIHI€] 3 TAKUX M1JICTaB:

1) HEeBIAMOBIAHICTh CKJIAAY JIKApChKOTO 3aco0y, Ha KU BHJIAHO JIO3BIJ,
CKJIaJly, 3a3HaYE€HOMY B MaTepiajiax J0Che, I TPhOX CEepii;

2) BUSIBIICHHS HEBIJOMHX paHillle HEOE3MEYHUX BIACTHUBOCTEH JIIKAPCHKOTO
3aco0y, Ha SIKUW BUJIAHO JIO3B1J;

3) HasBHICTH BIAOMOCTEN PO MPUIUHEHHS A1l peecTpaliiHOro NOCBIAYEHHS
Ha €TAJIOHHUH JIKapChKUil 3aci0 (TMMYacoBa 3a00pOHa 3aCTOCYBAHHS J1KaPChKOTO
3aco0y);

4) HasgBHICTb BIIOMOCTEH NpPO MPU3YNMHUHEHHS Mli TO03BOJY Ha MapKETHHT
JKapChKOro 3aco0y AJid MapajiebHOro IMIIOPTY B KpaiHi-€KCIOPTEpI;

5) He YCYHEHO MPOTATOM BH3HAYEHOTO CTPOKY KPUTHYHI HEBIJMOBITHOCTI,
BUSBJICHI TI1J] 4ac MPOBEJCHHS ayJUTy CUCTEeMHU (apMaKOHATJSAIy 3asBHUKIB, Y
3B’SI3KYy 3 BIICYTHICTIO y MapajieIbHOTO IMIIOpTepa (BJIACHUKA J03BOJY) CUCTEMHU
dapmakoHnarsany ado ii CKJIaJoBUX;

6) HasBHICTh B JIiIIEH31MHOMY PEECTPl BIIOMOCTEH MPO MPUIYMUHEHHS il
J1eH311 Ha IMIOPT y MapaiesibHOTO IMIIOPTEpA.

2. Y pa3i BCTaHOBJICHHSI HAIBHOCTI MIJCTaB JJIsl MPU3YIMHEHHS JIii JO3BOIY
OpraH JIep>KaBHOTO KOHTPOJIO TpoTsaroM 10 kaneHAapHUX IHIB 3 JAHS BUSBICHHS
TaKHX MI1JCTaB MpUiiMae OOIPYHTOBAHE PIIICHHS MPO NPU3YyNMUHEHHS i1 103BOJTY.

3. Jlist 103BOY MPU3YNUHAETHCSA A0 TOBHOTO YCYHEHHS MIJCTaB, BA3HAYEHUX
NYHKTOM | IbOTO pO3/ILTY, 1110 CTAJIM MPUYUHOIO NPU3YITUHEHHS 1T 103BOJTY, ajie He
Oinbiie HK Ha 180 KajeHIapHUX IHIB 3 JHSA HaOpaHHS YMHHOCTI PILIEHHSM IPO
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npu3ynuHeHHs 1ii 703Boxy. CTpoK mpu3ynuHEHHS 000B’S3KOBO 3a3HAYAETHCS Y
BIJIMOBITHOMY PIIIICHH] OpraHy Jep>KaBHOTO KOHTPOJIIO.

3a O0OrpyHTOBaHMM 3BEpPHEHHSM TMapaliebHOTO iMIopTepa (BJIACHUKA
703BOJTy) cTpok y 180 kaneHmapHUX JHIB, 3a3HAYCHHUN B a03alli MepIioMy IbOTO
IYHKTY, MOX€ OyTH TOJOBXKEHO OPTraHOM JEpP)KaBHOTO KOHTPOJIIO HAa TEPMiH,
HEOOX1THUH MapajieIbHOMY IMIIOPTEPY (BJIACHUKY JI03BOITY) JIJIsI YCYHEHHS MiACTaB,
10 OyJHM MPUYHUHOIO /ISl IPU3YITMHEHHS /Tii T03BOITY.

4. Ha cTpok NpU3ynuHEHHS A1 103BOJIY 3 MiJICTaB, 3a3HAYCHUX Y MiAMyHKTaX
1-5 myskTty 1 1mpOoro po3aily, 3aCTOCYBaHHsS Ta OOIr JIKapChbKOTo 3aco0y Jis
napaneiabHOro IMIOPTY Ha TepuTOpii YKpaiHu 3a00pOHIETHCS.

5. Jlis [103BOJIy BIAHOBIIOETHCS B pa3l HaJaHHS OpraHy JIep>KaBHOTO
KOHTPOJIIO TapajieIbHUM IMIIOPTEPOM 3asBU B JOBUIbHINA (pOpMi 3 MiATBEPAHUMU
MarepiagaMu/JOKyMEHTaMH MpPO YCYHEHHS MIJICTaB, IO CTajdd MPUYUHOK IS
MPU3YIUHEHHS 11 J03BOJTY.

6. Opran Jep>kaBHOTO0 KOHTPOJIIO MpoTsaroM 10 kameHJapHUX [HIB 3 JIHS
OTPUMAaHHS 3as1BU MPUNMAE PIlICHHS PO BITHOBJICHHS JIii T03BOJY.

7. PimieHHs mpo ckacyBaHHS Jii JO3BOJIY IPUMMAETHCS 32 HASBHOCTI OJIHIET 3
TaKHX I1JICTaB:

1) momaHHs MmapajeNbHUM IMIOPTEPOM JIO OpraHy JEp>KaBHOTO KOHTPOIIO
BIJIMTOBITHOT 3asiBM B JIOBUIbHIM (hOpMi 3 MiJITBEPHKYBAIBHUMH JOKYMEHTaMH (3a
HEOOXI1JTHOCTI) MPO TOCTPOKOBE MPUIIUHEHHS 111 T03BOJY;

2) [OBEINEHHS HECHPUSATIMBOIO CIIBBIAHOIIEHHS «KOPUCTH/PU3UK» Y
pe3yJbTaTi 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y, Ha KU BUJIAaHO O3B,

3) noBeAeHHs BIJACYTHOCTI €(PEKTUBHOCTI JIIKAPCHKOTO 3aco0y, Ha SKUU
BHJIAHO JIO3B1JI;

4) BusiBiaeHHs (akTy MOJaHHS 37100yBaueM JI03BOJIy Ta/ab0 mapalielbHUM
IMIIOPTEPOM 3aBIJIOMO HEIOCTOBIpHOI 1H(OpMaIli B MaTepiajiax JI0Che Ta/abo
3MIHAX JIO HHX;

5) HemOCSATHEHHS METH NPU3YNUHEHHS [ii J03BOJIy MPOTITOM CTPOKY,
BHU3HAYEHOTO BIAMOBIIHO J0 MyHKTY 3 1OTO PO3LIY;

6) HasBHICTh BIJJOMOCTEN MIPO MPUMTUHEHHS J11 peeCTPaIlitHOTO TTOCBIIYECHHS
Ha €TaJOHHWI JiKapchkuil 3aci0d (moBHa 3a00pOHA 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y), KpiM BUNAAKIB, KOJIU [0 PEECTPAIIHOTO TOCBITYCHHS Ha €TAJOHHUN
JKapChKui 3aci0 NpUIMMHEHO 3a OaKaHHSAM BJIACHUKA PEECTPALIIMHOTO MOCBIAYEHHS
Ha €TAJIOHHUH JIIKapChKUM 3ac10/M0oro yImoBHOBa)KEHOTO MPEICTAaBHUKA 32 BJIACHUM
Oa)kaHHSIM 3 IPUYMH, 110 HE MOB’S3aHi 13 3arpo3010 AJIs 310POB’ S HACEIEHHS;

7) HasIBHICTb BIJIOMOCTEH MpPO MPUIIMHEHHS YU CKAaCyBaHHS [Ili 103BOJY Ha
MapKETHHT JIIKApChKOTO 3ac00y /ISl TapajeibHOTO IMIOPTY B KpaiHi-eKCIopTepi 3
PUYMH, 1110 TTOB’A3aH1 13 3arpo3010 JIJIsl 3JI0POB’sl HACEJICHHS;
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8) HasBHICTH B JlileH31HOMY peecTpi BIIOMOCTEH MpPO MPUIUHEHHS il
J1eH31i Ha TPOBAKEHHS TOCIIOAAPCHKOT JISTILHOCTI 3 IMITOPTY JiKapChKHUX 3aC001B
(KpiM aKTUBHUX (papMalleBTUYHUX 1HTPEIIEHTIB) y MapajieIbHOTO IMIIOPTEpA.

8. Y pa3l BCTaHOBJICHHsSI HAsSBHOCTI MIJICTaB JJI CKAaCyBaHHS Jiii J03BOJY
opraH JCp>KaBHOT'O KOHTPOJIIO MpoTsaroM 10 KajleHIapHUX JHIB 3 JHS BUSBJICHHS
TaKHX IiJCTaB MpUiiMae OOIPYHTOBAHE PIICHHS PO CKACyBaHHS JIii T03BOIY.

9. PimmenHs npo Npu3yNUHEHHS, BITHOBJICHHS a00 CKacyBaHHs il J03BOJY
000B’SI3KOBO Ma€ MICTUTH IiICTaBY/MIACTaBH JUIsl HOTO MPUNAHATTS, BU3HAUYCHI LIUM
PO3ILIOM.

10. PimenHst mpo mpu3ynuHEHHS, BITHOBICHHS a00 CKacyBaHHS il JO3BOJIY
OTIPUJTIOTHIOETHCST HAa OQiIiiHOMYy BeO-calTi opraHy JEp>KaBHOTO KOHTPOIIIO, a
iH(GOpMaIlis PO Take pillleHHs BHOCUTHCS 10 PeecTpy He mi3Hime 3 poOouux JHIB,
HACTYITHHX 3a JHEM HOTO MIPUUHATTS.

VI. IIpaBoBuii pe:kuMm iHdopMmaiii, 110 MICTUTHCH B MaTepiajax 10Chbe
a00 3MiHAX 10 HUX

1. Indopmariis, 1110 MiICTUTBCS B MaTepiajiax I0Ch€/3MIH 0 HUX, HAJIGKUTH 10
KOH(D1IeHIIMHOI 1H(hOpMAaIlil BIAMTOBIIHO 10 3aKOHOJABCTBA Ta MiJIJISITAE OXOPOHI
OpraHoM Jep>KaBHOTO KOHTpoyto Ta IleHTpom Big pO3rOJONMICHHS Ta
HEJOOPOCOBICHOTO ~ KOMEPLIMHOTO  BHKOPHUCTAHHS, KpiM  1H(opMaIlii,
OTIPUJTIOJTHEHHS SIKOI nependadyeHo 3akoHoM, IuM I[lopsiakom Ta/abo I[lopsaxom
BeJieHHS Jlep>KaBHOTO peecTpy JiKapChKUX 3aco0iB, 110 MapalieIbHO BBO3STHCS Ha
TEpUTOPII0 YKpainu, 3aTBepakeHuM Kabinerom MiHicTpiB YKpaiHu.

2. Opran nep’aBHOTO KOHTPOJIIO 3a0e3rnedye BUIBHUM JOCTYN A0 3MICTY
BIJIOMOCTEH II0/I0 JIIKAPCHKOTO 3aco0y, siki MICTATbCS B PeecTpi, BIAMOBIIHO A0
3akoHy, poro Ilopsaky ta Ilopsnky BeneHHsi Jlep» aBHOTO peecTpy JiKapChKHX
3ac001B, 110 MapaiesibHO BBO3ATHCS HA TEPUTOPII0 YKpaiHW, 3aTBEPAKEHOTO
Kab6inetrom MinicTpiB Ykpainu.

3. Opran aepxaBHOTo KOHTpoJit0 Ta LleHTp 3a0e3neuyroTh B MeXaxX CBO€EL
KOMIIETEHIIIT:

1) 3axucT kKoH(IAEHIIIHHOI 1HPOpMaIli MaTepialliB IOChE/3MIH JI0 HUX BiJ
PO3TOJIONICHHS 1 HETOOPOCOBICHOTO KOMEPIIITHOTO BUKOPUCTAHHS;

2) HemomyIleHHS O3HAaWOMJICHHS TpeTiXx oci0 3 KOH(IACHIIITHOIO
iHpopMariero mMartepiaiaiB JOChE/3MIH 10 HHMX, TOJAaHMX 3asBHUKAMH 10 OpPTraHy
JIep>KaBHOTO KOHTPOJIIO Ta/abo oneprkaHux LleHTpom, 3HATTSA KOMid 3 MaTepiaiiB
TaKUX JIOChE/3MIH O HUX Ha MalepoBUX, €JEKTPOHHUX a00 1HIIMX HOCISIX Oe3
MMCHbMOBOI1 3T0O/JIY BIIACHHMKA TaKO1 IHPOpMaIIli YM B THIIMX BUIAKAX, BCTAHOBJICHHUX
3aKOHOJIaBCTBOM,;

3) HemomylleHHS 10 POoOOTH 3 MarepiajamMHu JOCh€/3MIHAMHU J10 HHX, IIO
MICTATHh KOH(DIJIEHLIHY 1H(POPMAILit0, 0C10, Kl MOXYTh MaTU KOHQIIKT 1HTEPECIB
13 3asIBHUKOM.
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4. Marepianu/I0KyMeHTH, TIOTaHHS STKUX VISl HAJaHHS TO3BOJIY Mepe0adeHo
3aKOHOM Ta/abo 1uM IlopsiikoM Ta sIKi MPUMHSATI OPraHOM JePKaBHOTO KOHTPOJIIO
JUIS. BHJa4dl JI03BOJIY, BHECEHHS 3MIH JO0 MaTepiaiiB JIOCh€, BIIHOBJICHHS YU
CKaCyBaHHS JIii J03BOJIy, a TaKOXX JOJATKOBI MaTepiaju/IOKyMEHTH, OJepiKaHl
IlenTpoMm Oe3mocepeTHbO BiJl 3asIBHUKIB, HE MIJIATAIOTh IIOBEPHEHHIO 3asBHUKAM,
KpIM BUIIAJKIB BCTAaHOBJICHUX NMYHKTOM 4 po3ainy II, mynkrom 7 poszainy III Ta
nyHkToM 1 po3ainy IV nporo Iopsaky.

5. 3a po3royomieHHs Ta HEMPaBOMIpHE BUKOPUCTaHHS iH(OpMaIlii, M0
MICTUTBCSL Yy Marepiajiax JOoCb€/3MIHaX JO HHX, BHHHI 0coOM HECyTh
BIJIMOBIAAIBHICTH BIJMOBIIHO 10 3aKOHO/IaBCTBA.

VII. Kpurepii BiinoBiiHOCTI JIikKapcbKOro 3aco0y AJis nijieil napaJiejbHOro
IMIIOPTY 10 €TAJIOHHOI'0 JIKAPCHKOI0 32c00y

1. BBesenns B VYkpaiHy 3 KpaiHHU-€KCHOpTEpa JIKApChKOTo 3acoly st
napajiebHOTO IMIIOPTY, IO OyB MpU3HAYEHWW Ta BUIYHICHUH B 00Ir s
3aCTOCYBaHHS Ha TEPUTOPIi KpaiHU-eKCIIopTepa, MOXKE 3/I1ACHIOBATUCS BUKIIOYHO
32 YMOBH JOTPUMAHHS OJHI€T 3 TAKUX YMOB:

JIKApChKU 3aci0 JIs1 mapajieabHOro IMIOPTY € IACHTUYHUM a00 MOIOHUM
JI0 €TaJIOHHOTO JIIKapChKOTo 3ac00y; abo

JIKApChKUI 3aci0 U1 mapajenbHOro IMIOPTY Ta €TAJIOHHUN JIIKAPCHKHMA
3aci0 € 0JHOYACHO peepeHTHUM ad0 TeHEPUYHUM JIKapChKUM 3ac000M B YKpaiHi
1 B KpaiHi-€KCIOPTEPI, 3 IKOI MJIAHYETHCS] BBE3EHHSI/BBO3UTHCS JTIKAPChKHM 3ac10 151
napajeabHOTO IMIIOPTY.

Jlikapchkuii 3aci0 Uil apaiebHOTO IMIOPTY € 1IEHTUYHUM ab0 MoAI0HUM
JI0 €TAJIOHHOTO JIIKApChKOTo 3ac00y 3a YMOBHM 1110 BiH Ma€ OJJHAKOBUM SKICHUM Ta
KUIbKICHUHM CKJIaJl 100 J1F0Y0i peYOBUHU a00 JII0YUX PEUOBUH, MMOCTABIISETHCS B
Takiii camiii JiKapchkii ¢Gopmi, Mae Takli caMmi TIOKa3aHHsS, TaKy caMmy
KOHIICHTPAI[i}0/103yBaHHs, TaKui caMuil crmoci®d BBEJACHHS, IO 1 €TaJOHHUU
JKapChKUil 3aci0, Mae, MoAI0OHy JIIKapCchKy GopMy, sKa HE MPU3BOAUTH JI0 SIKOICh
TEepaneBTUYHOI PI3HUIIl TOPIBHAHO 3 ETAJIOHHUM JIKApChKUM 3aco0oMm (s
MOAIOHUX JIIKAPCHKUX 3aC001B).

Jlikapchkuit 3acid ayig mapajieabHOro IMIIOPTY Ta €TAJOHHHUM JIIKAPCHKUMA
3aci0 € 0/HOYacCHO pedepeHTHUM ad0 TeHEPUYHUM JIKapChKUM 3ac000M B YKpaiHi
1 B KpaiHi-€KCIOPTEPI, 3 IKOi MJIAHYETHCSI BBE3EHHSI/BBO3UTHCS JTIKAPChKHM 3aci0 J71s1
napajeiabHOTO IMIOPTY, 32 YMOBH, 1110 TEHEPUUHUHN JTIKAPCHKUM 3aci0, Mae Takui
caMuM SIKICHUM 1 KIJTbKICHUM CKJIaJl AIFOYMX PEUOBHUH 1 Ty caMy JIIKapchbKy Gopmy,
mo M pedepeHTHUN NiKapChbKUM 3aci0, a TakoX OIOCKBIBAJIEHTHICTh SKOTO 3
pedepeHTHUM JKApChbKUM 3aCO00M  JIOBEIEHO B PE3yJbTaTi MNPOBEICHHS
BIIIOBITHUX JOCHIIKEHbD.
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2. SIkmo icHye pi3HUIA MOA0 JiHIT moaiaku (B i HasBHOCTI, BIICYTHOCTI,
3MiHI Ta/ab0 (PYHKITISIX) MK JIIKAPCHKUM 3acO00M JIJIsl MapajiebHOTO IMIIOPTY Ta
CTAJIOHHUM JIIKAapCHhKUM 3ac000M, iCHy€ PHM3MK HETIOBHOTO JOTPHMAaHHS BHMOT
10710 JO3YBaHHSI.

VY Bumajakax, KOJM ICHY€ PI3HMIIS MO0 (PYHKIIHM JIiHIT MOIIIKK (3 METOIO
MOy TaOJETKH Ha YacTKU JJIsl JI03yBaHHs Ta/ab0 MOJIETHICHHsS KOBTaHH:S) abo
JIHISI TTOIIIKM BIJICYTHS Y JTIKapChKOT0 3ac00Y JIJIsl MapayieIbHOTO IMIIOPTY, 3aBHUK
Ma€ MATBEPAUTH, IO JIKAPCHKUN 3aci0 Il mapaiebHOrO IMIOPTY Ta €TATOHHUMN
JIKapChKUi 3aci0 € B3a€EMO3aMiHHUMU. 3 €0 METOI0 TAKOX HEOOXiTHO OIIHUTH
MOXXJIUBICTh ~ JOTPUMAHHS  JIUCTKA-BKJIQJAKH/IHCTPYKINi IS  MEAUYHOTO
3aCTOCYBaHHS IOJI0 JI03YBAHHS Ta BCiX IMOKa3aHb.

Skuio nmikapchbkuil 3acid Ui MapaienbHOro IMIOPTY, Ha BIAMIHY Bij
€TaJOHHOTO JIIKApChKOTO 3aco0y, Mae€ JIHIIO0 MOJUIKK, HEOOXITHO OI[IHUTHU, YU
MICTUTD JIMCTOK-BKJIAKa JTIKAPCHKOI0 3ac00y ISl MapajebHOro IMIIOPTY B KpaiHi-
eKcropTepi iHpopMallio Tpo PyHKINT JiHIT MOAUIKU. SKIIO Tak, TO 14 iHGOopMAaIis
NOBUHHA OyTH TaKOX BKJIIOUEHA /10 JIUCTKA-BKJIAJIKU JIKAPCHKOTO 3acoly s
napajieIbHOTO IMIIOPTY B Y KpaiHi.

3. Cnoci0 BBelIeHHS JIKapChKOro 3acoly i MapayielIbHOTO IMIIOPTY Mae
OyTH TakuUM caMuM, SIK 1 JiJIsl €TaJIOHHOTO JIKapchKoro 3aco0y. Pi3HuIs B crnocobi
BBEJICHHSI HE JIOITYCKAETHCSI.

4. Pi3HULSI B CKJaAl JONOMIXHUX PEYOBUH JIIKAPCHKOTO 3acoly st
NapajIeIbHOTO IMIOPTY Ta €TAJIOHHOTO JIIKAPCHKOTO 3aC00y € MPUIHATHOIO, JIUIIE
SKIIO 11€ HE MPU3BOAUTH J0 PI3HUII B Oe3merli Ta/abo epeKTUBHOCTI TOPIBHIOBAHUX
JIKApChKUX 3aCcO0IB.

Y Bunagky 3 JIIKapCbKUMM 3aco0aMu [IJIsi MICIIEBOIO 3aCTOCYBaHHS Ta
JIKApCbKUMU 3aco0amMu 3 KOHTPOJbOBAaHWM BHBUIBHEHHSIM, HaBITh KiJIbKICHA
pI3HMIISI B JOMOMDKHHUX PEUOBHMHAX MOXE TMPHU3BECTH JO BIAMIHHOCTEH Yy
010JI0T1YHIA JOCTYMHOCTI Ta TMOJAJBIINX BIIMIHHOCTEH Yy €(eKTHUBHOCTI Ta/ado
Oe3relll MopiBHIOBAaHUX JIIKAPCHKUX 3aCO0IB.

5. YmoBH 30epiraHHs JiKapChbKOTO 3ac00y IS MapajesibHOTO IMIIOPTY Ta/ado
HOro TepMiH MpHUIATHOCTI (Tepioa CTabUIBHOCTI) MarOTh OyTH Taki cami, K IS
€TAJIOHHOTO JIIKapchKkoro 3acoOy. Pi3Huilst B ymoBax 30epiraHHs Ta/ab0 TepMiHi
npuaaTHOCTI (Tepiofil CTabiIBbHOCTI) JJIsl €TAJOHHOTO JIKAPCHKOTO 3aco0y Ta
JIKApChKOro 3aco0y ISl MapajesNbHOro IMIOPTY € MNPUHHATHOIO JIMILIE B TOMY
BUMAJIKY, AKIIO OYIKYETHCS, 1110 11 HE BIUIMHE Ha O€3MeKY, KICTh 400 e(DEKTUBHICTh
JKapChKOT0 3ac00y IS MapajeabHOTO IMIIOPTY.

Jlikapchkuil 3acid [uisi mapaieibHOro IMIOPTY Mae 30epiraTucs B yMoOBax,
3aTBEP/PKEHUX KOMIIETEHTHHM OpraHOM y KpaiHi-ekcmopTepi. Lle crocyeThes sk
yMOB 30€epiraHHs 0 BIAKPUTTS, TaK 1 YMOB 30€piranHs, 10 3aCTOCOBYIOThCS MICIs
MEPIIOT0 BUKOPUCTAHHS JTIKAPCHKOTO 3ac00Y (TICIIs BIIKPUTTS T4, AKIIO HEOOX1THO,
MOAAJbIIOT MAroToBKK). KpiM TOro, JIiKapchkuii 3aci0 i mapaieabHOro iMIopTy
Mae 30epiratucs BIAMOBIIHO O TEPMiHY NPHUIATHOCTI (Mepiogy CTabUIBHOCTI),
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3aTBEP/KEHOT0 B KpaiHi-€KCIOpTepl, SKIIO0 TaKUl TEpMIH MPUAATHOCTI (Tepion
CTabiIbHOCTI) BCTAHOBJICHO. [IpHUMHOIO IBOTO € T, MO0 KOMIETCHTHUH OpraH y
KpaiHi-eKcropTepl BHKOPUCTOBYBAaB JlaHI B JOChE JIIKAPCBKOTO 3aco0y s
napajebHOTO IMIIOPTY ISl BCTAHOBJICHHS YMOB, SIKi TapaHTYIOTh SKICTh TaKOTO
JKapChKOT0 3ac00y.

YMoBH 30epiraHHs Ta, SKIIO 3aCTOCOBHO, TEPMIH MPUIATHOCTI (IE€pioj
CTaO1ILHOCTI) JIIKAPCHKOTO 3aco0y IS  MapalieIbHOTO  IMIOPTY MOXKYTh
BIJIPI3HATHCS TOPIBHSHO 3 yMOBaMH 30epiraHHs/TepMiHy TPHUAATHOCTI (Tepiomy
CTaOlIbHOCTI) €TAIOHHOTO JiKapchbkoro 3aco0y. [Ipu mpoMy, SKIIO pi3HUI Taka,
M0 Tepexia BiJ] €TAIOHHOTO JIKApCHKOTO 3aco0y M0 JIKAapChKOTO 3acoly s
napayieIbHOTO IMIOPTY 200 HABMAKH B MOBCSIKACHHIN MPAKTHII MOKE TIPU3BECTH JI0
MOMMJIOK y 30€piraHHi 3 pU3MKOM I KOPUCTYyBaya, OpraH JAep>KaBHOTO KOHTPOJIIO
BIIMOBJISIE y BUJIa4l I03BOJTY, BHECEHHI 3MiH JI0 MaTepialiB JIOChE.

K110 icHY€ pI3HULA B yMOBaX 30€piraHHs 000X JIKapChKUX 3ac001B, 3asIBHUK
Mae B MaTepiajiaX JOCh€ JIKApChKOTO 3aco0y i IMapajebHOIro IMIOPTY, IO
MOJAIOTHCS IO OpraHy JIep>KaBHOTO KOHTPOJIIO JIJIT OTPUMAaHHS J03BOJy/BHECCHHS
3MiH JI0 MaTepiaiiB JOChE, YITKO OMKMCATH Ta OOTPYHTYBATH, 1110 1€ HE IIPU3BEIE 10
PHUBHUKY JUISl KOPUCTYBaUiB TAKOTO JIIKAPCHKOTO 3aC00Yy.

SAxio eTanoHHUN JIKApCHhKUM 3aci0 Mae CyBOpillli YMOBU 30epiraHHs, He
BUMAra€TbCsi iXHE MPUNUHATTSA/3aCTOCYBaHHS JO JIIKApPChKOTO 3aco0y s
napajeabHOTO IMIIOPTY.

6. Po3Mip NEpBUHHOI/BTOPUHHOI YIAKOBKH JIKAPCHKOro 3acoly s
NapajieIbHOTO IMIIOPTY Ma€ OyTH TakuWil CaMHid SIK PO3MIP YIIAKOBKH €TAJIOHHOTO
JiKapchbKoro 3aco0y. Pi3HMIIE B po3MiIpi NEPBUHHOI/BTOPUHHOI YNAKOBKH €
NPUIHATHOIO, SIKIIO MOXKHA JOTPUMYBAaTHUCA Ti€i caMOi CXEMH JI03yBaHHS
(TpUBAJIOCTI JIIKYBaHHS), sika OyJia cCXBajeHa JJisl €TaJOHHOTO JIKapChKOro 3aco0y.

Bun ta po3mip nepBUHHOI/BTOPUHHOI YIMAKOBKU JIIKAPCHKOTO 3aco0y IS
napajielbHOTO IMIIOPTY B YKpaiHi oOupae 3asBHUK. {15 oTpuMaHHS 03BOJY B
VYkpaini MOXyTh TOJaBaTUCS a00 BCl BUJAM Ta PO3MIpU MEPBHUHHOI/BTOPUHHOI
YIaKOBKHU JIIKAPCHKOTO 3aco0y ISl MapajiesibHOro IMIIOPTY, IO 3aTBEP/KEHI B
KpaiHi-eKkcropTepi, ado IesKl 3 HUX.

7. Jlikapchkuii 3aci0 [l mapajebHOro IMIIOPTY BBOJMTHCS B 0OIr Ha
TepuTopii YKpaiHU MiJl TAKOIO CAMOIO0 TOPrOBOIO HA3BOIO, 10 BUKOPUCTOBYETHCS B
KpaiHi-eKcropTepi, 3 SKOi Ha TEepUTOpit0 YKpaiHW IUIAHyeTbCs  JUIS
BBE3EHHS/BBO3UTHCS JIIKAPCHKUM 3aci0 K mapaneabHUi IMIOPT.

B marepianax gocke/3mMiHax 0 HUX, 110 HAJAIOThCS 3assBHUKOM 0 OpraHy
JIEP>KaBHOTO KOHTPOJIIO JIEPKaBHOKO MOBOIO, TOPTOBa Ha3Ba JIIKAPCHKOTO 3aco0y
JUIS. TIapasiesIbHOTO IMIIOPTY 3a3HAYa€ThCS JICP’KAaBHOIO MOBOIO BIJNOBIIHO 0
BCTAHOBJIEHOT ~ 3aKOHOJABCTBOM  TaOJUI[l  BIOOPSAKYBaHHS  TpaHcIiTeparii
yKpaiHChKOTO an¢aBiTy JaTHHUIICIO Ta MOBOIO OpHUTiHAITY (MOBOIO, BIIMIHHOIO BiJl
JIep>KaBHOT ), HABOJAUTHCS B Ty)KKaX.
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8. ITokazaHHs JIKapCHKOTO 3ac00y [UIsl MapajebHOTO IMIIOPTY MalOTh OyTH
TaKUM CaMUM, SIK 1 JIJIsl €TaJIOHHOTO JIIKapchbKoro 3aco0y. Pi3HMIIA B OKa3aHHAX HE
JIOITyCKA€ETHCSL.

B.o. HayanbHUKA
dapManeBTUYHOTO YIIPABJIIHHA Oaexkcanap I'PINEHKO



