PEHTOCTIPOMOXHA eKOHOMiKa, eQexTUBHA Jepxasa : Yka3 [IpesunenTa Ykpainu
Bim 27.04.2011 Ne 504/2011.

3.Npo onTuMi3alilo CHCTEMH NEHTPAILHMX OpraHiB BHKOHABYOI BIamu
Vxas [pesunenta Yipainu Big 9 rpymsa 2010 p. Ne 1085/2010.

4, [TArasys onTHMI3aNil CHCTEMH HeHTPAIBHHX OpraHiB BUKOHABYOI BIagH
Va3 [pesugenta Ykpainn Bix 6 xsitaa 2011 p. Ne 370/2011 (I3 3minamu i mo-
HOBHEHHAMH, BHeceHuMu Yxazamu [Ipesumenta VYkpaimm Big 08.04.2011
Ne 4092011, Big 12.05.2011 Ne 580/2011).

5. TIpo [onoxenHs npo JepxasHy MHTHY cayx0y Ykpainu : Yxas IIpesu-
neHta Ypaiuu Big 12 tpasns 2011 p. Ne 582/2011.

6. Konuenuis pedopMyBaHs ILUTBHOCTI MHUTHOL CITyKGH Yx'paum “06-
TAEYSAM O MMOAei”: 3aTBepAKeHa pimeHHaM konerii JepxkaBHoOT MHTHOI CITyx-
6u Yxpaiun 29.10.2010.

7. Ipo onTuMizaLlilo CTPYKTYpPH Ta HiSTIBHOCTI OKPEMHX MUTHHX OPraHiB:
Haxkaz JlepxasHoi MUTHOI ciryx0On Yxpainu 8ing 01.03.2011 Ne 147

YIIPOBAKEHHS EJEKTPOHHOI'O ZEKJIAPYBAHHA
JIKAPCBKHX 3ACOBIB IK KPOK 10 CIIPOUIEHHSA
MUTHHEX DPOOEIYP
O. M. ldeBuyx
(HanionaabHuil yHiBepcaTeT
“FOpuauuna axagemis im. Spocaasa Myaporo”, m. Xapkis)

OmuuM 3 meplIO4eproBHX 3aBHaHb HesanexHol YkpaiHcbkoi [epxasu €
HaJlekHa peanisanuis npas i cBOOOA MOAMHY i IPOMaAsHUHA, 30KpeMa, [IpaBa Ha
OXOpOHY 310poB’a. BiTun3uaHa ¢apmaneBTH4Ha ramyss 6esmocepesHEO BILIH-
Bae Ha be3sneKy MOOWHH, CYCIIBCTBA Ta Aepykasu. HuHi rocTporo npo6neMoro €
TEHAEHILIA 10 3POCTAHHA IMIIOPTY NiKapchKux 3acobiB. Takoxx HarajgbHOro 3Ha-
YeHHs HaOyBae 3a6e3redeHns npas i cBOGOA JFOAUHY B CHTYALIsAX, KOIH SKHTTA
i 3MOpOB’s rpoManAH CTAIOTH NI 3arpo3y BHACHIAOK BUKOPHCTaHHA HEAKiCHHUX,
danscudikoBanux nikapcekux 3aco6iB. [I1g HiBemMOBaHHA TakWX (akTopis
JIEP’XaBOKO CTBOPEHO JOCHUTh IUUPOKHIA CIIEKTP MUTHO-NTPABOBUX 3aXOZAiB.

Tlopsanok nepemiinenHs nikapcbKux 3aco0iB Yepe3 MHTHHIE KOpAOH Yxpai-
HY OB’ A3aHM# 13 31ifiCHEHHAM MUTHHAMH OpPraHamMy NpOUEXYPH MHUTHOTO KOHT-
POMIO | MHTHOTO od;opwleﬂrm, SIKe PO3HOYHHAETHCA Mici MOAAHHA JO MUTHOIO
OpraHy MHTHOI gexapanii.

BaxnuBAM KPOKOM JIO CHIPOLEHEHS, PUCKOPEHES i rapmomsauu MMTHHX
HpOUERyp LLIIXOM 3alpoBaKEHHA Ge3anepoBUX TEXHONOrIH MHUTHOIO KOHT-
pomo # MHTHOro oQopMieHHS CTano BIPOBAKEHHS enexTpoHHoi dopmu ae-
knapysasns [1]. [Ipore nixapchkux 3aco6iB B HepemtiKy TOBapis, 10 AKAX MOXKHA
33CTOCOBYBaTH €/leKTPOHHE NeKIapyBaHHA — HEMAE.

IIHTaHHIO eNeXTPOHHOTO AeKNapyBaHHA nMiKapchiHX 3acobiB He MpHALIL-
7ock yBary 3 60Ky HayKOBLIB, 10O CTalN0 NPHIHHOK HAIIOTO JOCIIIKEHHA.

Jlixapcexi 3acobu motpe6yroTh 000B’43KOBOI0 TUCHMOBOTO JEKJIapyBaHHA
1 3aM0BHEHHs MHCHMOBOI MHUTHOI Hexiapauii — mix yac BBe3eHHS (iSHYHAMHE
ocobamu, abo BaHTaxXHOI MUTHOI Aexnapauii (aani — BMM) — nig yac nepemi-
IIeHHA JOPUAUYHMMHE ocoBamH.
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VY THX BUIIaZKax, KOIH ¢>13mmm ocobi Wi iHmABiNyansHOrO BUKOPHCTAHHS
no-rpmﬁo BBE3TH [0 YKpaiHM N0pori JKapchki 3acobM, MUTHA BapTicTh SKuX Ha
KYpC JiKyBaHHA NepeBrIIye cyMy B 100 €Bpo, 10 MUTHUX OpraHiB MORaETHCS BM,I{

Mg ropunuyrnx oci6 BMJI crocosHo mlcapcsxnx 3acobiB Mae MicTuTH
TaKy inpopmanito: y rpadi 31 3a3HavacTses cepif JIKapchKOro 3acoby Ta moBHe
¥oro HaiiMeHyBaHHs; y rpadi 44 — pexBisuTH cepTHQiKaTa AKOCTI TKAPCHKOTo
3acoby mij xogoM moxymenta 6005, y posaini 6 rpagm 44 — xox gokymenta
“6020”, oznaxa cepTuikaTa sxocTi “SLZ_”, Homep ceprudikara i mara ioro
sunagi. Cnix BiOMITATH, IO 3 MeToro 3abe3nedeHns ineHTHGIKamil Mikapchxux
3aco6iB rpaga 31 BM/I noBrHHa MiCTHTH IOAATKOBY: iHopMamiro: Komepiifiry
Ha3BY [IpeNiapaTy; rary3b 3aCTOCYBaHHs (UL ojeH Y4 y BeTepHHapil); Tvm me-
PBHHHOI YNaKOBKH; AilOYy Ta JONOMIXHY PEUOBHHH; GOpMY BHIYCKY; peecT-
pauiifnuil Homep; JaTH peecTpauil Ta 3aKiHYeHHs ii TepMiHy.

Y1poBamkeHHs elexTpoHHOI GopMH AeKknapyBaHHS TOBapiB 3abe3newiio
peaizamiio MUTHMMH OPraHaMH €JMHOTO aNrOpPHTMY aBTOMaTH30BaHOI 06pO6KH
BiflomocTeif, mo MicTaTecsa y BMJI, ananisy pusHkis i HafanHA HOCAJOBHM OCi-
6aM MHTHHX OpraHiB, 10 3[JiHCHIOIOTh MUTHHA KOHTPOJE Ta MHTHE O(OpMIIEH-
HA TOBapiB, 3aCTEPEXXEHb PO MOXUIMBICTh BHHHKHEHHS TAKUX PU3UKIB.

s ckopoyeHHA TEPMiHIB JOCTABKH JIKapChKHX 3acobiB Ha BHYTpiIUHi
MHUTHHLI, ¥ CBOIO Yepry, IMPOIIOHYEMO BIIPOBAMKEHHA €NEKTPOHHOro AeKiapy-
BaHHA NiKapChKHX 3ac06iB i 9ac NpoBeaeHHA 1X MUTHOIO KOHTPOIO T4 MHT-
HOTO 0OpMIIEHHS.

Enextponse fexnapyBaHHA jliKapchbkuX 3aco0iB JacTh 3MOFy:

— APOBOAHUTH noriepenHio o6pobxy BMJI B aBroMaTHIHOMY pexumi 6e3
BTPYYaHHS [I0CaJIOBHX 0Ci6 MHTHMX OpIaHiB;

— HiBENIOBATH BILTMB Cy0’€KTHBHHX (aKTOpIB IMiJ YaC MUTHUX OPOLERYD;

= CIIPOCTHTH Ta MPHCKODHTH MpOLEAYPY MHTHOTO KOHTPOIO Ta od)opM-
JeHH# JIKIB mijg 4ac nepemmeﬁﬂx Hepes MATHHH KODJIOH;

— 30iHCHATH rapMOHI3allil0 MUTHHX IpolieXyp B YKpaiHi 10 HOpM CBiTOBO~
o 3aKOHOJABCTBA.

BrpoBamxeHHs MpoLedypH eeKTPOHHOIO JEKNapyBaHHSA JIKapCBKHX 3a-
cobiB 3abe3nieyuTh peatizauilo ENEXTPOHHOIO JOKYMEHTOOOIry MiXK MHTHHMU
OpraHaMH Ta IOPHAHYHUMH 0C00aMH 3 BHKOPDHCTAHHSIM MEXaHi3MYy eJeKTPOHHO-
ro 1MOpPOBOro MiJIMHUCy Ta XO3BOIHTH CHOpMYBaTH HeobXixHI YMOBH Uit 3aCTO-
cyBaHnd iHbopMaUiifiHUX TeXHONOriH Ha AKICHO HOBCMY DiBHI.

Bucaosok, Ilix pexmapyBaHHIM NiKapchkKHX 3aco0iB CIIiZ po3yMiTH BCTa-
HOBJIEHHH YMHHHM 3aKOHOJABCTBOM ITOPAJOK iX HepeMilleHHS depe3 MUTHMM
KOpIOH YKpaiHH IiJ KOHTPOJAEM MUTHHX OpraHiB. YIIPOBa/DKEHHA eNeXTPOHHOI
¢dopmu HeiIapyBaHHA JiKapChKHX 3ac06iB, MO MEPEMILIYIOTECS depe3 MUTHHH
KOpAOH YKpaiHy, HO3BOIMTE 3HAYHO CIIPOCTHTH Ta IIPMCKOPHTH HpOLEAypy iX
MHTHOTO KOHTPOTIO if MUTHOrO 0OpMIIEHHA.
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