3ATBEP/IXKEHO
Haka3 MinictepcTBa OXOpOHH
310pOB’sl YKpaiHu

Ne

Iopsinok Benenns Ilepestiky cy0’€KTiB rocnogapoBaHHs,
10 MAKOTh PABO HA 3AIICHEHHS eJIEKTPOHHOI PO3Api0HOI TOPriBJIi
JIKApCHKUMHU 3ac00aMu

1. Le# Iopanok Bu3Havae npouenypy ¢popmyBaHHs Ta BeaeHHs [lepemiky
Cy0’€KTIB TrOCIOAAPIOBAHHS, 110 MAalOTh MPAaBO Ha 3/A1MCHEHHS EJIEeKTPOHHOI
PO31piOHOT TOPriBII JIKApChKUMU 3aco0amu (nani — [epenik).

2. [lepenmik CKIaga€eTbCs Ta BEACTHCS 3 METOI 3a0€3MEUCHHS €IMHHUX
MIIXO0/IB 0 MEXaHi3My OOJIIKy CyO’€KTIB TOCINOAApIOBaHHSA, 110 MAIOTh MPaBO
Ha 37[IACHEHHS eTIEKTPOHHOI pO3/piOHOT TOPTIBIIi JIKAPCHKUMH 3aCO0aMU.

3. BonoainelieM BimoMOCTel Ta BiAMOBITaIbHUM 3a BeaeHHs Ilepeniky €
Hepxuikenyx0a, 1mo 3abesneuye Horo (GopMyBaHHS Ta BEACHHS, a TaKOXK
BUKOHYE€ 1HII QYyHKIIT, mependayeHi um [lopsakom.

4.V Tllepeniky 3a3Ha4arOTbCs BIJOMOCTI IIOJ0 KOXXHOTO Cy0’€KTa
TOCTIOZIAPIOBAHHS, SKUH OTPUMAaB MIPABO HA 3/IIMCHEHHSI €JIEKTPOHHOT PO3AP10OHOT
TOPTiBIIl JIKAPCHKUMH 3aC00aMHU, SIK1 MICTSATD '

HallMEHYBaHHS Cy0’€KTa roCroaprOBaHHS;

kon €JIPTIOY abo, s ¢Gi3u4HOi OCOOHM-MIANPUEMIIS, — PEECTpAIiitHUI
HOMEp OOJIIKOBOI KapTKMU TUIaTHUKA MOAATKIB (s (Pi3uuHUX 0cCi0, sKI uepes
CBO1 peNiTiiiHl MEePEeKOHAHHS BIJAMOBIISIOTHCSA BiJl TPUUHATTS PEECTPAIiitHOTO
HOMeEpa 00JIIKOBOI KapTKH IJIATHUKA MOJIATKIB Ta O(IIiHHO MOBIAOMIIM TIPO 11e



BIJIMOBIAHOMY KOHTPOJIIOIOYOMY OpraHy 1 MarTh BIIMITKY B MacHOPTi, — cepis
Ta HOMEp MacIopTa);

aZpecy MICIIe3HaXOKECHHSI Cy0’ €KTa TOCIIOapIOBAHHS;

iHpopMaIlito Tmpo HaSABHICTH JIIEH31I Ha MNPOBAIKEHHS TOCHOAAPCHKOI
TISUTBHOCTI 3 po3ApiOHOT TOPriBIl JIKapCHKUMHU 3ac00aMU 13 3a3HAYEHHSIM J1aTH
MoYaTKy ii Jii;

iHpopMarlito Tpo HAABHICTH JIIEH31 Ha MPOBAPKEHHS TOCHOAAPCHKOI
TISUTBHOCTI 3 €JIEKTPOHHOI  po37piOHOI TOPriBii JIKapChbKUMHU 3aco0aMu i3
3a3HAYCHHAM JaTH MTOYaTKYy ii Jii;

aapecy OQIifHOTO BeOCANTY, MO BUKOPUCTOBYETHCS IS EICKTPOHHOI
PO31p1OHOT TOPTIBII JIKAPCHKUMU 3aCO0aMH;

Ha3By  CJIEKTPOHHOI  MeIMYHOI  1H(POpPMAIIMHOI  CHUCTEMH, IO
BUKOPUCTOBYETHCSI JUIsl  €JIEKTPOHHOI pO3ApiOHOI TOPriBil  JIKAPCHKUMU
3aco0amu (3a HassBHOCT1);

iHopMalil0 NOpo anTeyHl 3aKiaad JIleH3iata, [kl - 3A1MCHIOITH
€JIEKTPOHHY PO3ApIOHY TOPTIBIIO JIKAPCHKUMHU 3aco0amu, 13 3a3HAUYCHHSIM iX
HOMEpIB, HAWMEHYBaHHs (32 HASBHOCTI), X aApecH, AaTH MOYATKY JISIILHOCTI 3
€JIEKTPOHHO1 PO3JPIOHOT TOPTIBIl JIKApChKUMHU 3acobamu (i3 3a3HAYEHHSM
anTeYHUX 3aKJIa/IB, 3 IKUX 3/IIHCHIOETHCS TOCTABKA JIIKAPCHKUX 3aC001B);

iH(dOopMaIito nMpo 3yNMUHEHHs Mii JeH311 Ha MPOBaKEHHS TOCMOAapChKO1
TISUTBHICTE 3 PO3APIOHOT  TOPTIBAl JIIKAPCHBKUMHU 3ac00aMU, €JIEKTPOHHOI
pO3apiOHOT TOPTIBII JIIKAPCHKMMHU 3aco0aMu IMOBHICTIO, YacTKOBO abo 3a
MIEBHUM MICIIEM MPOBAJKEHHS JISIIbHOCTI.

5. [ndopmariis mpo cy6’ekTa rocrnogaproOBaHHs, SKUH OTPUMAB JIIEH31I0 Ha
MIPOBA/PKEHHS TOCHOJAPCHKOI AISUIBHOCTI 3 €IE€KTPOHHOI PO3APIOHOT TOPTiBIIi
JiKapChKUMU 3aco0amMu BHOCUTHCS Jleprkimikemyk0or0 o Ilepeniky HacTymHOTO
poOo4yoro AHS TMICAS BHECEHHS [0 JILEH3IHHOTO pEeecTpy  pIllICHHS
Jlepxumikenyk0u Mpo pO3MIMPEHHS MPOBAIKEHHS TOCMOAAPCHKOI ISUTBHOCTI B
YaCTHHI €JIEKTPOHHOT pO3/IpiOHOT TOPTIBII JIKAPCHKUMU 3aC00aMHU.

6.Y pasi cTBOpeHHS JiIEH31aTOM, SKUH TPOBAAUTH TOCHOJAPCHKY
TISTTBHICTE 3 PO3APIOHOT TOPTiBIL  JIKAPCHKUMHU 3ac00aMH, €JIEeKTPOHHOL
PO3IpIOHOT TOPTIBII JIIKAPCHKUMU 3aC00aMU 3T1JTHO 3 OTPUMAHOIO JIIEH31€I0 Ha
MPOBA/KCHHS MISUTBHOCTI 3 €JEKTPOHHOI PO37piOHOI TOPTiBIi JTIKAPCHKUMHU
3acobamu (mami — JIiEeH31s), HOBOTO MICISl TMPOBAKEHHS TOCMHOIapChKOT
TSTBHOCTI, 1H(OpMAIlE TPO Take MICIe TPOBAHKEHHS TOCMOAAPCHKOI
TisTbHOCTI BHOCHUTHCS Jlepskiikenmyxk0o0to0 1o Ilepeniky HacTymHOro po0o4oro
JTHSL TIICJISE BHECEHHS 10 JIIEH31MHOTO peecTpy pitneHHs Jlepximikenyx0u mnpo



PO3IIMPEHHS MPOBAKEHHSI TOCIOAAPCHhKOT AISIBHOCTI 3 PO3APiOHOI TOPriBii
JIKapChKUMHU 3aco0aMyd B YacCTHUHI CTBOPEHHS (BIAKPUTTSI) HOBOTO MICIIS
MIPOBA/KEHHS TOCTIOIAPCHKOI AISITBHOCTI 3 pO3PiOHOT TOPTIBIIL.

7.V pasi Hamipy JilleH3iaTa 3/1MCHIOBAaTH JOCTABKY JIKapChbKUX 3aC00IB 3
anTeYHOro 3akianay, BHeceHoro A0 [lepemniky, cy0’€KT rocrnomaproBaHHs MOJA€E
no JepxotikemyxOu TMOBIAOMIICHHS MpO 3MIHY JaHUX, 3a3HAYCHUX Yy 3asBi,
JOKYMEHTaxX Ta BIAOMOCTSX, 3a3HaueHuX y myHKTI 4 uporo Ilopsiaky, mio
J0JlaBaJIUCA /10 3asBM PO PO3IIMPEHHS MPOBAIKEHHS TOCMOAAPCHKOL
TISUTBHOCTI 3 PO3JApIOHOI  TOPriBii  JIKAPCBKUMU 3aco0aMM B YaCTHHI
MPOBAJKEHHSI TOCHOJAPCHKOI AISIIBHOCTI 3 €JIEKTPOHHOI PO3ApiOHOI TOPTiBIIl
JKapChbKUMU 3acobamu (1ali — TOKYMEHTH).

VY pasi BignoBigHOCTI JineH3iata JlineH31iHUM ymMoOBaM MpPOBaKEHHS
roCroAapchKoi MISUIBHOCTI 3 BUPOOHHUIITBA JIKAPCHKUX 3ac001B, ONTOBOI Ta
PO31p1OHOT TOPTIBII JIIKAPCHKUMU 3aC00aMU, IMIIOPTY JIIKAPCHKUX 3aC001B (KpiM
aKTUBHUX (DapMalEBTHUYHUX IHTPEAIEHTIB), 3aTBEPIKEHUM IOCTAHOBOIO
Kab6inety MinictpiB Ykpainu Bim 30 muctomana 2016 poky Ne 929, srigHo 3
MOJIaHUM TOBIAOMJICHHSIM TIPO 3MIHY JaHUX, 3a3HAYCHHX Yy JIOKYMEHTaXx,
Hepxmikeny:x0a MOpoTAroM I'STH pobouyux MAHIB BHOCUTH A0 I[lepeniky
iH(dOopMaIIito po MmpaBo JileH31aTa 311MCHIOBATU JOCTABKY JIKAPCHKUX 3aC001B
3 alTeYHOTO 3aKJIaJly, 3a3HAUYEHOT0 y MOB1IOMJIEHHI JIilIeH31aTa.

8.Y pasi mikBigamii (IpUNWHEHHS) JIEH31aTOM MICIl MPOBAKCHHS
rOCIOAAPChKOT MISUIBHOCTI, 3a SKHUM TMPOBajuiacs MisUIBHICTH 3 PO3APIOHOT
TOPTiBJl JIKAPCHKUMH 3aco0amMu Ta/ab0 eJIEKTPOHHOI pPO3ApPiIOHOT TOPTriBIii
JIKapChKUMHU 3aco0aMy 3TiJIHO 3 OTPUMAHOKO JIIEH31€10, 1HGOpMAIlisS Mpo
BUKIJIFOUEHHS TAaKOT'O MICIISl MPOBAHKEHHS TOCTIONAPCHKOT TisSTTHOCTI BHOCUTHCSA
Hepxuikenyx6o0t0 10 Ilepeniky HaCTymHOro poOO4Oro JHs MIiCis BHECEHHS J0
JUEH31MHOr0 peecTpy pilieHHs JlepxIiKcay>KOu Mpo 3BYXKEHHS MPOBAHKEHHS
TOCIIOAAPCHKOT MISITBHOCTI 3 PO3APIOHOI TOPTiBil JIKAPCHKUMHU 3ac00aMu B
yacTUHI  JiKBigamii (OPUNMHEHHS) BIAMNOBIAHOTO  MICUS  MPOBAHKEHHS
rOCIOAAPCHKOT NISUTBHOCTI 3 pO3piOHOT TOPTIBIII.

9.V pa3i aunymoBaHHSA JILEH3li Ha MPOBAIKEHHS TOCMOAAPCHKOL
TUSTBHOCT1 3 PO3APIOHOT TOPTIBIIL JIKAPCHKUMH 3aco0amMu Ta/ab0 eNeKTPOHHOI
pO3apiOHOT  TOPriBIi  JIIKAPCBKUMHU  3ac00aMM, 3BY)KEHHS IPOBAKCHHS
rOCTOAAPChKOT  MISUTBHOCTI B YacCTHHI PO3JAPIOHOI TOPTiBII JIKAPCHKUMHU
3acobamu Ta/abo eNneKTPOHHOI PO3APIOHOT TOPTIBII JIIKAPCHKUMHU 3aco0amH,
iHdopMaIiss NOpo BUKIIOYEHHS CYO0’€KTa TrOCHOJapIOBaHHS  BHOCHUTHCS



4

Hepxuikenyx6or0 10 Ilepeniky HacTymHOro poOOYOro JIHS TICHs MPUUHSITTS
Hepxmkenyx0010 pillieHHS TIPO aHYyJIOBaHHS JIIEH31l Ha MPOBaJKECHHS
rOCIIOIaPCHKOT AISTBHOCTI 3 PO3piOHOT TOPriBIi JIKAPCHKUMHU 3aco0amu Ta/abo
€JIEKTPOHHOI  pO3/piOHOI  TOPriBil  JIKAPCHBKUMHM  3aco0amu, 3BYKEHHS
MPOBAKEHHS TOCIOAAPCHKOI JISUTBHOCTI B YacTHHI PO3APIOHOI TOPriBii
JIKapChKUMU 3aco0amMu Ta/ab0 €IEKTPOHHOI PO3apiOHOT TOPTIBII JIKAPCHKUMHU
3acobamu.

10. Buecenns Bimomocteit 1o Ilepeniky 3aificHioeTbes Jlepaimikciyx00r0
0e30111aTHO.

11. Jleprkiikcinyx0a 3a0e3neuye Oe3nepepBHUIA Ta 0€30IIaTHUI JOCTYH 10

[Tepeniky Ha cBoemy o(iliiHOMY BeOCAMTI.

B.o. renepasgbHoro nupexkropa Jlupekropary
¢hapmaneBTHYHOIO 3a0e3MeYeHHS Isan 3A/IBOPHUX



