3ATBEP/IXKEHO
nocrtaHoBoro Kabinety MiHicTpiB
Ykpainu

Ne

HOPAJOK
Jep:KaBHOI peecTpailii (mepepeecrTpaitii) JikapcbKux 3aco0iB

3arajibHA YacTHHA

1. Le#t [lopsamox BCTaHOBIIOE MEXaHI3M IMPOBEACHHS JEp>KaBHOI peecTpaii
(mepepeecTpairii) JiKapChbKUX 3ac001B BIAMOBIAHO A0 3aK0oHY YKpaiHu Bijg 28 TumHS
2022 poky No 2469-1X «IIpo mikapcbki 3acobw» (gam — 3akoH), oOIr Ta
3aCTOCYBAHHS SIKMX B YKpaiHi I03BOJISIETHCS TUIBKH MICIIA iX Iep>KaBHOI peecTparlii.

2. et [Topsinox MOMIMPIOETHCS HA:

rOTOBI JIIKapChKi 3ac00H;

IMyHOO10JI0T14HI JIIKapPChKI 3aCO0H.

3a OaxxaHHSM 3asgBHHUKA, TMpOLENypH, nepeadadeHi muMm llopsakoM, MOXYTb
3aCTOCOBYBATHUCS JI0 aKTUBHUX (hapMarleBTUYHUX IHTPEAIEHTIB, MPOAYKIIIT «in bulky.

3. Leit [lopsaok He MOIIMPIOETHCS HA JIKAPChKI 3aCO0M, 3a3HAYEH1 Y YaCTUHI
BOCbMil cTarTi 13 3akony.

4. Tepmin «YkpdapMareHCTBO» BKHUBAEThCS Y 3HAYEHHI «OpraH JEp>KaBHOTO
KOHTpOJItOY». [HIT TepMmiHu y iboMy [lopsiiKy BXKUBaIOThCSA y 3HAUEHHSIX, HABEJCHUX
3aKOHOM.

5. VYV pa3l HeOOCTaTHOCTI BHYTPIIIHIX pecypciB YKphapMareHCTBO MOXe
3a]TydaTu 0 MPOBEJEHHS €KCIIePTU3 Ta €KCIEPTHUX JOCIIKEHB, Iepe10adeHIX UM
[Topsinkom, cmeriani3oBaHy €KCIEPTHY YCTaHOBY, IO HaJeXUTh 10 cdepu
ynpasiiaas MO3 abo YkpdapmareHcTsa.

JepxaBHa peecTpailisi JikapcbKHX 32c00iB

6. HepxaBHa peecTpartis JKapChKOTO 3aco0y 3MIMCHIOETHCS
YkpdapmareHcTBOM Ha MiJICTaBl 3asBU, MaTepialliB PEECTPALIIMHOTO JOChE, TOJTAHUX
CJICKTPOHHIN (PopMi BIMOBIIHO IO CTAaHAAPTY €IEKTPOHHOTO 3arajbHOTO TEXHIYHOTO
JIOKyMEHTa 3aco0aMu 1H(OpMAaIiHHO-KOMYHIKALIHHOI cUCTeMH Y KpdapMareHcTna i3
3aCTOCYBaHHSAM KBai()iKOBAHOTO E€IEKTPOHHOTO MIAMUCY a00 yIOCKOHAJIEHOTO
CJIEKTPOHHOTO  MIJAMUCY, M0 ©0a3yeTbcs Ha KBaJi(pikOBaHOMY cepTH]IKaTi
€JICKTPOHHOTO MIANUCY, 3asBHUKA (YNOBHOBA)KEHOTO HHUM TMPEACTaBHHUKA) Ta
pe3ynbTaTIB €KCIEPTHU3N MaTepialliB PEECTPAIIHHOTO JOChE HA TOTOBHM JIIKAPCHKUMN
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3aci0 momo HWOro SKOCTi, e(PEeKTUBHOCTI Ta OE3MEKH, MPOBEICHOI BIAMOBIAHO 0
opsAKy, 3arBepaxkenoro MO3.

Bumoru 10 06csary Ta 3MicTy MaTepiajiB peeCTparlifiHoro 10che Ta GOpMH 3asB
PO JIepKaBHY peecTpalliio (ImepepeecTpaliio) JIKapchbkoro 3aco0y, BHECEHHs 3MiH
JI0 MaTepiaiaiB PEECTPAIIHHOTO JTOChE, TOPSIOK MPOBEICHHS SKCIIEPTU3U MaTepialliB
peeCTpaliitHOTO 10Che Ha JiKapchbkuil 3acid BcTaHoBmOOTECS MO3 (nani — [opsamox
EKCTIEPTHU3H).

BiamoBinmHa 3asBa Ta JOKYMEHTH A0 HEl MOMAIOTHCA B EJIEKTPOHHIN Gdopmi
BIJIMOBITHO /10 CTaHJAPTY €JIEKTPOHHOTO 3arajIbHOTO TEXHIYHOTO JOKYMEHTA.

3asBa pa3oM 3 JOAAaHUMHU 70 Hel JOKYMEHTaMH pEECTPYETHCS B JICHD
HAJXO/DKCHHS Ta MEePEIAEThCS IS MMPOBEACHHS €KCIEpTHU3H BiAmoBiaHO 10 [Topsaky
CKCIICPTHU3H.

Ha Bumory 3asiBHHKA a00 yTOBHOBa)XKEHOI HUM 0coOu YKp(dapMareHcTBO y I€Hb
HAJXO/DKCHHS 3asBU BUJA€ (HAJCUiIAa€) 3adBHUKY a00 YMOBHOBaXEHIH HHUM 0C001
MTBEPKEHHS peecTpallil 3asBH 13 3a3HAYCHHSIM JaTH Ta HOMEpa peecTparlii.

VY pa3i nopaHHsA 3agBHUKOM a00 YMOBHOBaXXEHOIO HUM OCO0OI0 3asBH Ta
JNOJIaHUX 1O HEi JOKYMEHTIB 3 MOPYLIEHHSM BUMOTI MyHKTIB 6-10, 12, 14, 15, 19
uporo [lopsnky, nocagoBa ocoda YkpdapmareHCTBa, sKa pO3IIIAJaE CIIpaBy Npuilmae
PIIIICHHS TIPO 3aJIUIIICHHS 3asBU 0€3 pyXy.

YkphapmareHcTBO MPOTATOM TPhOX pOOOUMX JHIB 3 JTHS HAIXOKEHHS 3asBU
HaJa€ 3asBHUKY a00 YMOBHOBaKEHIM HUM 0COOl MHUCHMOBE IMOBIJIOMIJICHHS PO
3aJIMIIICHHS 3aBU 0€3 pyXy.

VY TOBIIOMJIEHHI TIPO 3alIMIIEHHS 3asBU 0€3 pyXy 3a3HA4yarOThCS BUSBJICHI
HEJIOJIIKH 3 TTOCUJIAHHSIM Ha HEBIJAMOBIIHICTD JOJAHUX 10 3asSBH JOKYMEHTIB, CIIOCIO
Ta CTPOK YCYHEHHs HEAOJIKIB, a TAKOX CIHOCOOM, MOPSAOK Ta CTPOKU OCKAp>KEHHS
PIIIICHHS TIPO 3aJTUIIICHHS 3asBU 0€3 pyXy.

YkpdapMareHcTBO BCTAHOBIIIOE CTPOK, JOCTATHIA [JIi YCYHEHHSI 3asiBHUKOM
a00 YITOBHOBa)XEHOIO HUM OCOOOI0 BUSIBJIEHUX HEJOJIIKIB.

3a KJIOMOTaHHSM 3asBHHKA a00 yINOBHOBa)XEHOI HUM 0co0M YKp(dapMareHCTBO
MO>KE MPOJTOBKUTH CTPOK YCYHEHHS BUSIBIICHUX HEOJIIKIB.

HeoOrpyHToBaHe 3aiMIlIeHHS 3asBH 0€3 pyXy HE I0IyCKAEThHCA.

Y pa3l  ycyHEHHS BUSBJICHHUX HEIOMIKIB Yy CTPOK, BCTaHOBJICHUM
YkpdapmareHcTBOM, 3asiBa BBAKAETHCA IMOJAHOIO B JEHb ii IEPBUHHOTO TMOJAHHS.
[Ipu 1IbOMY CTPOK PO3TIISAY CIPABH MPOJIOBKYETHCS HA CTPOK 3AHINICHHS 3asiBU 0€3
pyXy, ajie He Moe rnepeBuiryBaTy 30 KaneHJapHUX JHIB 3 JTHA il HaIXOJKEHHS 0
YkpdapmareHncrtna.

He nomyckaerbcsi MOBTOpHE 3aiuWIICHHS 3asBU 0e3 pyXy, B SKIH YCYHYTO
BUSIBJICHI HEJIOJIIKH, 3a3Ha4Y€H1 B MMOBIJIOMJICHHI TIPO 3aJIMIIICHHS 3asBU 0€3 PyXYy.

3a OaxxaHHSM 3asBHUKA JIep)KaBHA pPEECTpallis JIKapchKoro 3acoly y dopwmi
A®I Ta / abo mpoxykmii “in bulk™ 3giiicHioeThes YkpdapmareHCTBOM Ha MiACTaBl
3asiBM, MaTepialliB PEECTPAIlIMHOTO JOCh€, TOJAHWX B EJIEKTPOHHIN QopMi
BIJIMOBITHO IO CTaHJApTy EJIEKTPOHHOTO 3arajlbHOTO TEXHIYHOTO JIOKYMEHTa
3acobamu  1H(OpMAIIHHO-KOMYHIKaIIHOI ~ cuctemMu  YKpdapmareHcrra 13
3aCTOCYBAHHSAM KBaJII(pIKOBAHOTO €JEKTPOHHOTO MIAMUCY ab0 YyIOCKOHAJIEHOTO
€JIEKTPOHHOTO MiAnMcy, 1Mo Oa3yeTbcs Ha KBadipiKoBaHOMY cepTu(dikarti
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CJIEKTPOHHOTO IMMAMUCY, 3asiBHUKA (YIIOBHOBAXEHOTO HHM TNIPEICTABHHUKA), Ta
pe3yJIbTaTIB €KCIIEPTU3U MaTepialliB peecTpaiiitHoro nocke ADI Ta/abo mpoIyKIlio
«in bulk», npoBeneHoi BianoBiaHO 10 [Topsaky ekcrnepTH3H.

3a OakaHHSAM 3asBHUKA Jiep>kaBHA peectpaiis ADI, skuit BXoAUTHh 10 CKIaTy
TOTOBOTO JIIKAPCHKOTO 3aco0y, MOKE 3/A1MCHIOBATHCS OJHOYACHO 13 PEECTPAILIi€lo
TOTOBOTO JIIKAPCHKOTO 3aco0y 3a pe3yJbTaTaMH €KCIEPTU3H PEECTPALIHOTO JOChE
MO0 SIKOCTI, €)EKTUBHOCTI Ta  O€3MeKr TOTOBOTO  JIKApChKOrOo  3acody 3
npucBoeHHsIM A®DI okpemMoro peecTpamiiHoro Homepa, SKHUH BHOCHUTHCS [0
JlepkaBHOT'O peeCTpy JIIKAPChKUX 3aCO0I1B.

3asgBHUK Ma€ TPaBO BIJKJIMKATH 3asBY, IOBIIOMUBIIN YKphapMareHTCTBY
NPUYUHU BiAKIWKaHHA. [HQopMarlis nmpo BiAKIMKAHHS 3asBH 13 3a3HAYCHHSIM MPUYHUH
OTIPWITIOAHIOETHCS Ha odiliitHOMy BeOcaiTi YkpdapMareHTCTBa.

7. JlepkaBHY peecTpalliio JIKapChbKUX 3aco0iB, 10 MOXYTh 3aKyIOBYBaTHCSA
0Cc00010, YIIOBHOBa)KEHOIO Ha 3/IIMCHEHHS 3aKyIiBelb y cepi OXOPOHH 370pOB’s, Y
TOMY YHCJi 3a JIOTOBOpaMHU KEPOBAHOTO JOCTYIY, a TaKOXX Op(aHHUX JIKApCHKUX
3ac001B, OpUTIHAIBHUX (IHHOBAIIWHUX) JIKAPCHKUX 3ac001B, JIKApChKUX 3aco0iB
NepeIoBOi Tepartii, JiKapCbKUX 3aco01B I npodiakTuku Ta / abo nmikyBanHs BIJI,
JIKyBaHHS TeMOoQuIli, OHKOJIOTIYHMX 3aXBOPIOBaHb, BAKIMH, 3apPEECTPOBAHUX Y
KpaiHax 13 CTpPOruMHU peryinstopHumMu opradamu (SRAs) abo €poneiichkum
areHTCTBOM 3 JiKapchkux 3aco0iB (EMA), BakiuH, 100 SKUX BIJAMOBIIHO 0
pimeHHss BcecBiTHRO1 opranizaiili oxoponu 3710poB's (BOO3) 3niiicHeHo TpaHcdep
TEXHOJIOT1i B YKpaiHy, 3A11MCHIOE YKp(hapMareHCTBO Ha MIJACTaBl 3asBH, MaTepialliB
PEECTPALIAHOTO I0ChE Ta PE3YJIbTATIB €KCIEPTU3U MATEPIAIIB PEECTPALIHHOTO TOChE
II0JI0 SIKOCTI, €EeKTUBHOCTI Ta O0€3MEKH JIKapChKOro 3aco0y, MPOBEIECHOT BIAMOBITHO
1o Iopsiaky ekcnepTusu 3 ypaxyBaHHSAM O(]IIIHHOrO 3BITY MPO OLIHKY, CKIAAEHOTO
KOMIIETEHTHUM OPTaHOM KpaiHu, B SIKii JIIKapChKUM 3aci0 3apeecTpoBaHo.

Ha naty momaHHs 3asiBH Mpo AEp:KaBHY PEECTPAIIiIO JIKAPChKOTo 3ac00y, KU
MIJJISATaE 3aKyIMiBIi, 10 3I1ACHIOETHCS 0CO000, YIOBHOBAXEHOK Ha 31MCHEHHS
3aKymiBeNib y cdepi OXOpPOHM 3JI0pPOB’Sl, TAaKUM JIKApChKUM 3aci0 MOBHUHEH OYyTH
BKJIIOUEHUM J10 TIEpENiKy JIKapChKUX 3ac00iB, MEIUYHUX BUPOOIB Ta JOMOMIKHHUX
3ac001B 10 HUX, 110 3aKyTOBYIOTHCS 32 KOIITH JIEP>KaBHOTO OFOKETY TSI BAKOHAHHS
nporpam Ta 3[1MCHEHHS LIEHTPalTi30BaHUX 3aXOJIB 3 OXOPOHU 3JI0pOB’f, Ta/abo 10
MEepeiKy JIKAapChKUX 3aco0iB, IO 3aKyMOBYIOTHCS 3a JIOTOBOPAaMH KEPOBAHOTO
JIOCTYITy, 3aTBEp/KeHUX mocTtaHoBoro KaGinery MinicTpiB Ykpainu Big 7 OepesHs
2022 p. Ne 216 “Jlesiki muTaHHS 3aKyIIBII JIKAPCHKUX 3aC001B, MEIMUYHUX BUPOOIB Ta
JTOTIOMDKHUX 3ac001B 10 HUX (Odimiitauit BicHuk Ykpainu, 2022 p., Ne 25, ct. 1303,
Ne 99, ct. 6199; 2024 p., Ne 36, ct. 2267).

8. JlepxaBHy peecTparlito JIKapchKOro 3aco0y i 3000B’s3aHHS (mami —
peecTpaiiisi miag 3000B’s3aHHS) 3/1HCHIOE YKpdapMareHCTBO Ha MIACTaBl 3asiBH,
MaTepialliB PEECTPAIIHHOTO JIOChE, MOJAHUX B EJIICKTPOHHINH (PopMi BIAMOBIIHO 0
CTaHAApTy  €JEKTPOHHOTO  3arajJilbHOTO0  TEXHIYHOTO  JIOKyMEHTa 3aco0aMu
1H(OopMaIIiHO-KOMYHIKaIIiHHOT ~ cucTeMu  YKpdapMareHCTBa 3  HaKJIAJICHHAM
KBaTI(hiKOBAHOTO E€JIEKTPOHHOTO TMIAMUCY a00 YIOCKOHAJIEHOTO eJIEKTPOHHOTO
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OiANUCYy 3asBHUKA (YMOBHOBaXEHOTO HHUM TPEJCTaBHHUKA), HI0 0Oa3yeTbcs Ha
KBaJTi(hikoBaHOMY cepTU(IKATI €IEKTPOHHOIO MIJMKUCY, Ta PE3yJbTaTIB €KCIEPTU3H
MaTepiajliB  PEECTPAIIHOTO  JOChE IOJI0  SKOCTI, €hEKTUBHOCTI Ta  O€3IeKu
JIKapChKOT0 3ac00y, MPOBEICHOI BIAMOBIIHO 10 [Topsaky ekcrepTusu.

Peectparisa mig 3000B’s13aHHS MOXIIMBA JIUIIE Y pasil, SKIIO JaHl MPO YCIIIIHE
MPOBENCHHS JOKIIHIYHUX JOCHIIKEHb, OKpeMux ¢a3 KIIHIYHAX TOCHIIKEeHb
(BumpoOyBaHb) HasBHI, ajie KIIHIYHA YaCTHHA JIOChE € HEMOBHOI0. Y pa3i peecTparii
miJ 3000B’S3aHHS  JIIKAPCHKOTO 3aco0y, NPU3HAYEHOTO JUIsi BUKOPUCTAHHA Y
HAJ3BUYAHUX CHUTYyalllIX Yy BIAMOBIAb HA 3arpo3u 370pPOB’I0 HACEJICHHS, MOXKYTb
OyTH NMPUMHATI JO PO3TJSLAY HEMOBHI JOKIIHIYHI Ta ¢apMaleBTUYHI JaHl, SKIIO
HasiBHI Pe3yJIbTaTH IUX JOCIIPKEHb MICTATh Y CYKYIMHOCTI HAyKOBO OOIpYHTOBaHI
JTIOKa3H, BKIIIOYAIOUM JaHl aJeKBaTHUX Ta KOHTPOJIbOBAHUX JOCIHIKEHb, K1 AIOTh
3MOTy BBa)KaTH, IO JIKAPChKUI 3aci0 Moxke OyTH e(EeKTUBHUM JJisi IPOPITAKTUKH,
J1arHOCTUKHU a0o0 JIIKyBaHHA cepilo3HMX a00 HEOE3NEeYHUX ISl )KUTTSA 3aXBOPIOBaHb,
Kl 3alofisiM IIKOAY CYCHUIBHOMY 3JI0pOB’I0 Ta JKUTTIO JIIOJEH BHACIHIIOK
MPOTHO30BaHOTO a00 MiATBEP/HKEHOTO PO3MOBCIOKEHHS TATOTCHHUX AareHTIB,
TOKCHHIB, XIMIYHUX PEYOBUH a00 BUIPOMIHIOBaHb, a00 OYyJIb-SIKUX IHIIUX YNHHUKIB,
30KpeMa eniieMiil Ta maHjaeMii.

VY pimieHHI Mpo JAep)KaBHY PEECTpaIIiio JIKaApChKOro 3aco0y, 3apeecTpOBaHOTO
miJ 3000B’si3aHHS, BU3HAYAIOTHCS 3000B’SI3aHHS Ta TPAHUYHI CTPOKA BUKOHAHHS
TakuX 3000B’s3aHb. PimieHHS npo peecTpaumiio M 3000B’A3aHHSA NPUUMAETHCS
CTPOKOM Ha OJIMH piK. [To0BXEHHA CTPOKY Jli JIepKaBHOI peecTpallli JIIKapChbKOTro
3aco0y, 3apeecTpoBaHOrO Mmif 3000B’si3aHHS, IMepeadavyae MPOBEACHHS HIOPIYHOTO
OI[IHIOBAHHS ~ BUKOHAHHSA  BIJAMOBIIHMX  3000B’Si3aHb,  PE3YyJbTaTHU  SIKOTO
BIJIOOpaXKaroThCsl y 3BITI MPO pe3yJbTaTW oOLiHIOBaHHA. [liciss BUKOHAHHS BCIX
3000B’s13aHb 3aBHUKOM y BCTAHOBJIEHUM CTpPOK [l JIep>KaBHOI peecTpanii
JIKapCchKoro 3aco0y Moke OyTH TOJOBXKEHAa Ha II'SITh POKIB 3 TOJAJBIIOK
nepepeecTpaniero Ta BCTAHOBICHHSIM HEOOMEKEHOT0 CTPOKY 3aCTOCYBAHHS.

9. JlepkaBHY peecTpalliio JiKapchbKOro 3aco0y y BHHSATKOBHX 0OCTaBHHAX
3MicHIOE YKp(hapMareHCTBO Ha MiACTaBl 3asBU, MaTepialiB PEECTPALIIMHOTO JTOCKE,
MOJIAHKX B €JEKTPOHHIN (POpMI BIAMOBIAHO 0 CTAHIAPTY €JIEKTPOHHOTO 3araibHOTO
TEXHIYHOTO0  JIOKyMEeHTa 3aco0aMu  1H(GOpPMAIiTHO-KOMYHIKAIIHHOT ~ CHCTEMH
VYkphapmarencTBa 3 HakIaJeHHSIM KBaji()iKOBAHOTO €JIEKTPOHHOrO MIANUCY abo
YIOCKOHAJIEHOTO  €JEKTPOHHOIO0 MIANMUCY 3asBHUKA (YMOBHOBaXXEHOTO HHUM
MpeJCTaBHUKA), 10 0a3yeThcss Ha KBali(hikOBaHOMY cepTH(IKATI EJICKTPOHHOTO
nianucy, abo y mamnepoBid ¢opmi (3a MOroJKEHHsIM 3 YKpdapMareHCTBOM), Ta
pe3yabTaTiB eKCIIEPTU3U MarepiaiiB pEECTPALIITHOTO JIOChE 10]10
SKOCTI, €DEKTUBHOCTI Ta O€3MEeKH JIKAPChKOTo 3aco0y, MPOBEACHOI BIAMOBIIHO 0
[Topsiaky ekcnepTusu.

[Ipouienypa peectpaiiii y BUHATKOBUX OOCTaBMHAX JIOMYCKAETHCSA 32 YMOBH, IO
B UACTHHI MaTepialliB PEECTPAIIHHOTO JIOChE, HE OXOIUICHIN IiJICTaBaMH,
BU3HAYCHUMH YaCTHHOIO TPETHOIO CTATTi 24 3aKoHy, Taki MaTepiajid € MOBHUMH Ta
BIIITOBIJAIOTH BCTAHOBJIEHUM BUMOTaM.
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[Tpoueaypa peectpaiii y BHHATKOBHUX OOCTaBMHAX HE JOIMYCKA€THCS, SKILO
MOKJIMBO 3aCTOCYBATH MPOLEAYPY peecTparii iy 3000B’ 13aHHSI.

10. JlepxkaBHY peecTpallilo TOMEOMNAaTUYHOTO JIKAPCHKOTO 3aco0y 3/1HCHIOE
YkpdapMareHcTBO Ha IMiACTaBl 3asiBU, MaTepialiB peECTPAIITHOTO JI0ChE, MOJIAaHUX B
CJICKTPOHHIN (opMi BIMIOBIIHO O CTAaHAAPTY €IEKTPOHHOTO 3arajbHOTO TEXHIYHOTO
JIOKYMEHTa 3aco0aMu iH(popMaIliitHO-KOMYHIKaIIMHOI cucTeMu YKpdapmareHcTBa 3
HAKJIQJCHHAM KBaTi(iKOBAaHOTO €JIIEKTPOHHOTO MIiANUCY abo YIOCKOHAJIEHOTO
CJIEKTPOHHOTO IIJMKCY 3asBHUKA (YIMOBHOBRXEHOTO HHUM TIIPEACTaBHUKA), IO
0a3yeThcsl Ha KBaJi(hiKOBaHOMY cepTU(IKaTi €IEKTPOHHOTO MIAMKUCY, Ta PE3yIbTaTIB
EKCIIEPTU3H MaTepialiB PEECTPAIlifHOTO JOChE MIOAO0 SKOCTI, €hEeKTHBHOCTI Ta
0e3meKu JKapCchKoro 3aco0y, MpoBeAeHOI BIANOBIAHO 10 [lopsaky ekcnepTusu.

JepxaBHa peecTpallisi TOMEONAaTUYHUX JIKAPCHKUX 3aCO0IB 31MCHIOETHCS 3a
OKpPEMOI0 (CIPOIIEHOI0) MPOIEAYPOI0, SKIIO TOMEONMATHUYHUN JIKAPChKUU 3aci0
BIJIOBIJIa€ BCIM yMOBaM, BH3HAYEHUM YaCTUHOIO Jpyrow crarti 19 3akony, 3
BpaxyBaHHSIM OCOOJMBUX BHUMOT JI0 00CATYy Ta 3MICTy MarepiajiiB pPEeCTpaliifHOro
nocke Ta (GoOpMH 3asBU TMPO JCP’KaBHY PEECTPAII0 TaKUX JIKAPCHKUX 3aco0iB
B1AMOBIAHO 110 [TopsaKy eKcrnepTusu.

Jlep>kaBHa ~ peecTpallisi TOMEONATHYHMX  JIIKAPChKUX  3aco0iB, sKI  HE
BIJIOBIJIAIOTh yCIM yMOBaM, BH3HAYEHUM 4YaCTHUHOIO JIpyroro crarti 19 3akony,
3MIIACHIOETHCS 32 3aralIbHOI0 MPOIIEAYPOI0, BCTAHOBIECHOO M [TopsiikoM.

11. Indpopmamis mnpo mToxaHi 3aiBU MNP0  JIEPKABHY  PEECTPALIIO
(mepepeectpailito)  JIKapChbKUX  3aco0iB, BHECEHHS 3MIH JO  MarepialiB
PEECTPALIIfHOTO JOChE€ Ha JIIKApChKUW 3aci0, a TakoXK AeTalbHA 1H(OpMaLis Mpo
CTaTyC pO3rJsAy Takux 3asB, KpiM 1HQopMmauii 3 OOMEXKEHUM JIOCTYIOM,
OTIPUJIIOJIHIOETHCSI  Ta  TOCTIMHO  OHOBIIOEThCS HA  OQimiiiHOMY  BeOcaiTi
Ykpdapmarenctsa, a Takox y (GopMmi BIIKpUTHUX NAaHUX Ha €IMHOMY JIepKaBHOMY
BeOIOpTal BIIKPUTUX JAHUX.

Ha odimiitHomy BebGcaiiti YkphapMareHTCTBa TaKOK OMPIIIIOAHIOIOTHCS, KPiM

iH(Dopmartrii 3 0OMeXEeHUM JOCTYIOM, 3BITH 3 OIIIHKH JIIKapChKHX 3acC001B pa3oM i3
pe3ioMe, BUKJIAIEHUM Y 3pO3yMUTIM AJi TPOMaAChKOCTI (pOpMi, IO MICTUTH PO3ILT
PO YMOBHU 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y 3 OOIPYHTYBaHHSIM IIIOJI0 KOXKHOTO
3asIBJICHOTO MOKa3aHHS.

12. [Ins npoBeAeHHS €KCIEPTU3U MaTeplajiB peeCTPaIifHOTO JOChE 3asiBHUKOM
NoJIal0Thes A0 YKpapMareHcTBa:

1) 3asBa B eiekTpoHHIM (GopMi BIAMOBIIHO 0 CTAaHAAPTY EICKTPOHHOTO
3arajJpbHOTO TEXHIYHOrO0 JOKYMeHTa 3a (QopMoro, BcTaHOBieHO MO3, kpim
BUIIAJIKiB, BU3HAUCHUX 3aKOHOIABCTBOM;
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2) Marepianm pPEECTPAIlifHOTO JOChE B EIEKTPOHHIM (hopMi BIAMOBIAHO 10O
CTaHIApTy €JEKTPOHHOTO 3arajlbHOTO TEXHIYHOTO JTOKYMEHTa, BUMOTH JI0 3MICTy Ta
00csry sSIKOro BCTaHOBIIOIOTHCSI MO3, KpiM BUNA/IKiB, BA3HAYEHHUX 3aKOHOJIaBCTBOM;

3) JOKyMEHT, W0 MiATBEP/DKYE CIUIATy 300py 3a TNPOBEACHHS JCpXKaBHOI
peecTpaiiii JiKapCchbKOro 3aco0y (B €1eKTpOoHHIH Gopmi);

13. Tlix 9ac mpoBeACHHS EKCIEPTH3W MaTepialiB PEECTPAMIMHOTO JOCHE
YkpbapmareHCTBO MOXKe MEPEBIPSATH iX JOCTOBIPHICTH Ta BIAMOBIAHICTH HAJCKHUM
MpaKTUKaM (J1abopaTOpHOI, KIIIHIYHOT, BUPOOHNYOT) JIIKapChKuX 3aco0iB, kpim ADI,
y TOpsIIKY, BU3HadeHoMy ctarTeio 108 3akoHy, Ta B MeXaX CTPOKIB, BU3HAUYECHUX
cTaTTAMHU 26, 27 3aKkoHY.

14. Jlo 3asBU Tpo JEp>KaBHY PEECTpAII0 JIKapChKOro 3acoly, IO MOXYThb
3aKyMOBYBAaTHCS 0CO00I0, YIMOBHOBA)XCHOIO Ha 3MIMCHEHHS 3aKymiBenb y cdepi
OXOpPOHU 37I0POB’Sl, Y TOMY YHCIi 3a JIOTOBOpaMHU KEPOBAHOI'O JOCTYIYy, Pa3oM 3
JIOKyMEHTaMH, 3a3HaueHUMH Yy miamyHktax 1-4 nyHkty 12 mporo [lopsiaxy,
JOJJAIOTHCA:

1) odimiiiHM 3BIT MPO OIIHKY 3a3HAYCHOTO JIKAPCHKOTo 3aco0y, CKIIAICHHIMA
PEryJISTOPHUM OpPraHOM KpaiHu, B SKIM TakWil JIIKapChbKUW 3aci0 3apeecTpoBaHO
(SIKIIO TaKW# 3BIT MepeadaYeHnid 3aKOHOIaBCTBOM KpaiHm);

2) nNHChMOBE MIATBEPKECHHS BiJ 3asBHMKA, IO 3asSBJICHHH Ha PEECTPALIiIO
JIKApChKUil 3aci0 BIAMOBIAAE JIKAapChKOMY 3aco0y, IO 3apeecTpoOBaHUN Y
BIIMOBIAHIN KpaiHi peecTpariii;

3) KOpOTKa XapaKTEpHUCTHKA JIKapChbKOTO 3ac00y, TUCTOK-BKIaaKa, BUKIAACHI
MOBOIO OpHUTiHANy (MOBOIO, BIJIMIHHOIO BiJ I€p>KaBHOI);

4) MapkKyBaHHS TIEPBUHHOI Ta BTOPHHHOI (3a HAsBHOCTI) YIaKOBOK
JIKapChKOro 3aco0y, 3pa3KyW NaKyBaHHS JIKAPCHKOro 3aco0y, BHKJIAaJE€HI MOBOIO
opuriHaizy (MOBOIO, BIIMIHHOIO BiJl I€PKaBHOI);

5) mepeknamyd Jep)KaBHOIO MOBOIO MapKyBaHHS YIAKOBKH JIIKAPCHKOTO
3ac00y, KOPOTKOi XapaKTepUCTHKU JKAPCHKOTO 3aco0y, JHMCTKa-BKJIAJIKH,
3aCBIYEHHI MiAMUCOM YITOBHOBaXKEHOI 0COOM 3asiBHUKA Ta/ab0 iMmopTepa;

6) JIOKYMEHT, IO WIATBEP/DKYE PEECTpALi0 JIKApChKOro 3aco0y vy
BIJINOBIJIHINA KpaiHi a00 peecTpaliiro KOMIETEHTHUM opranoM €Bporneicbkoro Corosy
3a IIEHTPAJI30BAaHOIO MPOIIEAYPOI0 Ta 3aCTOCYBaHHS Ha TEPUTOPIi BIJAMOBIAHUX
Jiep KaB Ha JIaTy TOJaHHS 3asBU MPO JACPKaBHY PEECTPAIIIIO JIKapChKOT0 3ac00Y;

7) WOiATBEpJKEHHS  I[IJIbOBOTO  IPU3HAYEHHS BBE3CHHS  BiAMNOBIIHOIO
JKapChKOTo 3aco0y.
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[TonoskeHHss MIANYHKTIB 3 Ta 4 LBOr0 MYHKTY HE BUKJIIOYAE MOXKIUBOCTI
BUKJIQJICHHS KUTbKOMa MOBaMH, 32 YMOBH IO B TEKCTi BCiMa MOBaMH 3a3HadyeHa
171IeHTHYHa 1HpopMaITis.

15. 1o 3asBHM IIpO JiepsKaBHY PEECTpAIito JIIKAPChKUX 3aC001B 11 PO IIaKTHKU
ta/abo mikyBanHsa BIJI, nmikyBanHs remModuii, OHKOJIOTIYHUX 3aXBOPIOBaHb, BaKIIMH,
3apeECTPOBAHMX Yy KpaiHax 13 CTpPOruMHU peryistopuumu opraHamu (SRAs) abo
€BpOMENChKIM areHTCTBOM 3 JliKapchbkux 3aco0iB (EMA), a TakoX BakIMH, IIOAO
SKUX BIANOBIAHO N0 pimneHHs BcecBiTHROI opranizaiii oxoponu 310poB's (BOO3)
3I1ACHEHO TpaHcdep TexHOIOTIi B YKpaiHy, pa3oM 3 TOKyMEHTaMH, 3a3HAYCHUMH Y
nianyHkrax 1-4 mynkry 12 uporo Ilopsaky, qogaroTees:

1) odimiiiHui 3BIT MPO OIIHKY 3a3HAYCHOTO JIKAPCHKOTo 3aco0y, CKIIAICHHIMA
PEeryJsiTOPHUM OpraHOM KpaiHW, B SIKIM Takuil JIKapChKHM 3aci® 3apeecTpoBaHO
(SIKI0 TaKu# 3BIT Mepe0oadueHnii 3aKOHOIaBCTBOM KpaiHm);

2) nNKChMOBE MIATBEPKECHHS BiJ 3asBHHMKA, IO 3asABJICHHA Ha PEECTPALIiiO
JIKapChKUil 3aci0 BIAMOBIIAE JIKApChKOMY 3aco0y, IO 3apeeCTpOBaHUN B KpaiHi 13
CTPOTHM PETYJISTOPHUM OPTaHOM;

3) pimenas BcecBiTHROI opranizamii oxoponu 31m0poB’ss (BOO3) mpo
3/IICHEHHS TpaHCc(epy TEXHONOTrIT B YKpaiHy JJi1 BaKUUH;

4) kopoTKa XapaKTepHUCTHKa JIIKapChKOT0 3ac00Yy, TMCTOK-BKIaKa, BUKIAICH]
MOBOIO OpuUTiHaTy (MOBOIO, BIIMIHHOIO BiJl IEP>KaBHOI);

5) MapkyBaHHS TIEpBUHHOI Ta BTOPWUHHOI (32 HASIBHOCTI) YITaKOBOK
JIKapChKOro 3aco0y, 3pa3KuW NaKyBaHHS JIKAPCHKOro 3aco0y, BHKJIAaJE€HI MOBOIO
opuriHaizy (MOBOIO, BIIMIHHOIO BiJl I€PKABHO1);

6) TmepekiIamu JEpKABHOIO MOBOK MAapKyBaHHS YIAKOBKH JIKAPCHKOTO
3aco0y, KOPOTKOI XapaKTepUCTUKU JIIKAPCHKOro  3aco0y, JIMCTKa-BKJIAAKH,
3aCBIJYEHHI MIANMUCOM YIOBHOBa)XXEHOI 0COOU IMIIOPTEPA;

7)  IOKYMEHT, IO MIATBEP/DKYE PEECTPAIF0 Ta 3aCTOCYBaHHS JIKapChKOTO
3aco0y y BIAMOBIAHIM KpaiHi ab0 peecTpaiiro KOMIETEHTHUM OpPTaHOM
€pponeiicbkkoro Coro3y 3a IMEHTPai30BaHOIO MPOIEAYPOI0 Ta 3aCTOCYBaHHS Ha
TepuTOopii nepxkaB — uieHiB €Bponelickkoro Coro3y Ha JaTy TMOJAHHS 3asBU TPO
JepKaBHY PEECTpAILit0 JIIKAPChKOTO 3ac0o0y.

[TonoxeHHss MIANYHKTIB 4 Ta 5 IbOr0 NYHKTY HE BHUKIIOYAE MOXKIMUBOCTI
BUKJIQJICHHS KUJIbKOMa MOBaMH, 3a YMOBM III0 B TEKCTI BCiMa MOBaMH 3a3Hau€Ha
1I€HTHYHA 1H(QOpMaIlis.

16. YkpdapmareHcTBO mpuiiMae pillleHHS MpO JIepKaBHY  PEECTpalliio
(mepepeectpaitito) abo Tpo BIAMOBY B JEpKaBHINM peecTpallii (mepepeectpariii)
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JiKapchKoro 3aco0y mpotsrom 180 kaneHmapHUX AHIB 3 AHS OTPUMAaHHS HUM 3asBU
PO JIEp>KaBHY peecTpallito (epepeecTpailiio), Mo BKIIOYAE CTPOK ISl MPOBEICHHS
EKCIEPTU3U MaTepialliB  PEECTPALITHOTO JOChE IIOJ0 SIKOCTI, ePEKTUBHOCTI Ta
0e3MeKH JIIKapChKOro 3aco0y, SKIO 1HIIE He rnepeadadyeHo 3aKOHOM.

[Tepebir cTpoky, 3a3Ha4eHOro B ad3alli MepIIoMy [[bOTO MyHKTY, 3YIIUHSIETHCS Y
nopsiZIKy, BcTraHoBiIeHOMY MO3 BIANOBIHO 10 YaCTUHU APYroi crarTi 26 3akoHy, 3
JTOTPUMAHHSM OOMEXKEHHS, mepeadadyeHoro ad3alamMu M'STUM — CbOMUM YacTHHH
nepioi ctarTi 28 3aKkoHy.

17. PimeHHs 3a 3asdBOI0 MpO JepKaBHY peecTparlito (mepepeecTpartiio)
opaHHUX JIKaApChKUX 3ac001B, OPUTIHAIBHUX (IHHOBAIIMHUX) JIKApChKUX 3ac00i1B,
JIKapChKUX 3ac00iB MepenoBoi Teparii, JIKapChKUX 3aco0iB i1 MpodUITaAKTUKH
ta/abo nmikyBanHs BLJI, nmikyBaHHa reModiii, OHKOJIOTTYHUX 3aXBOPIOBaHb, BAKIIHH,
3apEECTPOBAHMX Yy KpaiHax 13 CTPOrMMHU peryisaTopHuMu opraHamu (SRAs) abo
€BpOINEUCHKUM areHTCTBOM 3 JIKapchkux 3aco0iB (EMA), BakiuH, MO0 SIKUX
BIJIIOBITHO 110 pimeHHs BcecBiTHROT opraxizaunii oxoponu 310poB's (BOO3)
3MIMCHEHO TpaHcdep TEXHONOrii B YKpaiHy, a TakoX JIKapChKUX 3aco01B, LIO
MOXKYTh 3aKyIHOBYBAaTHCSl 0COOOI0, YINOBHOBaXEHOI Ha 3IMCHEHHS 3aKyMHiBEIb Y
chepl OXOpPOHM 3J0pOB'S, y TOMY YHCII 3a JOTOBOpaMH KEPOBAHOTO JIOCTYIY,
npuiiMaeTbcsl YKphapMareHTCTBOM HE Mi3HilIe HiXK depe3 30 KaJlleHJapHUX IHIB 3
JTHSL OTPUMAaHHS BIJIMOBIIHOT 3a51BH, 1110 BKJIFOYA€E CTPOK JIJISl IPOBEACHHS €KCIIEPTU3H
MaTepiaigiB  peeCTpaIlifHOTO JIOChe€ W00  SKOCTi, €PEKTUBHOCTI Ta  OE3MEeKH
JKapchKoro 3aco0y, MpoBeeHO1 BIAMOBIIHO 10 [lopsiaky ekcrepTusu.

[TepeOir cTpoky, 3a3HaueHOro B ab3alll MepHIOMY I[bOTO MYHKTY, 3YHUHSIETHCS
BIIMOBIHO /10 a03ary Jpyroro myHKTy 16 1soro Ilopsaky.

18. VkpdapmareHcTBO mnpuiiMae pillleHHS NOpoO JEpKaBHY PEECTpALiio
(mepepeectpaiiito) abo po BIAMOBY B JIepKaBHIN peectparllli (nepepeectpairii) ADI
npotsroM 60 KaleHJapHWX IHIB 3 JHA OTPUMaHHS HUM 3asBH TIPO JEpKaBHY
peecTpalio (mepepeecTpailito), M0 BKIHOYAE CTPOK JJIsI TMPOBEIACHHS EKCIEPTU3U
MaTtepialliB PEECTPAIIHHOTO T0ChE, MPOBEACHOT BiIMOBiAHO 10 [Topsanky excrnepTusu,
AKIIO 1HIIE HEe TIepea0aueHo 3aKOHOM.

19. Jo 3asBu Tpo JepKaBHY PEECTPALI0 JIKAPCHKUX 3aco0iB  Jid
NeIaTPUYHOTO BUKOPUCTAHHS, PA30M 3 IOKYMEHTaMH, 3a3HAYCHUX Y MiAMyHKTaxX 1-4
nyHkty 12 mwporo Ilopsiaky, momaeThcst kxomist pimneHHs npo [lmaH memiaTpuaHOrO
JOCIIJKEHHST / BIAMOBY IIOJ0 KOHKPETHOTO JIKAPCHKOTO 3aco0y, MPHUIHSATOrO
KOMIIETGHTHUM OpPraHOM KpaiHuW peecTparlii, pa3oM 3 TIJACYMKOBUM 3BITOM,
nepe0aueHUM 3aKOHOJABCTBOM TaKOi KpaiHH.

[lnan mnemiaTpUYHUX JOCHIPKEHb IOJ0 JIKapChKOro 3acoly, SKuUH He
3apeeCTPOBAHMM KOMIIETGHTHUM opraHoM €Bpornelicbkoro Coro3y, AepKaBu — 4jcHa
€poneiicbkoro Coro3y abo KpaiHU 13 CTPOTrUM peryiasTopHuM opraHom (SRAs),
MOTOKYEThCA 3 YKp(apMareHTCTBOM y TOpSIKY 1 CTpoku, Bu3HadeHi MO3
BIJIMOBIHO /10 YaCTUHU Y€TBEPTOi cTatTTi 21 3aKoHy.

Bumoru a63aiiB nepuioro i Apyroro HbOro MyHKTY HE 3aCTOCOBYIOTHCS O
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TeHEPUYHUX JIIKAPChKUX 3ac001B, JIIKAPCHKUX 3aC001B 3 700pe BUBYECHUM MEIUYHUM
3aCTOCYBaHHSAM, TOMEOMATUYHHUX Ta TPAJAULIMHUX POCIMHHUX JIKaPChKUX 3aCO01B.

Jlo 3asBU TIpO JepkaBHY peecTparlifo ophaHHUX JIIKApPChKUX 3ac00iB pa3oM 3
JTOKyMEHTaMHU, 3a3Ha4eHUX y mianyHkTax 1-4 myHkty 12 mporo Ilopsnaky, momaeTbces
KOITiST DINICHHS, BUJAHOTO KOMIICTCHTHHM OPTaHOM KpaiHU peecTparii, o0
NPUCBOEHHS a00 BIIMOBHM Yy TIPUCBOEHHI CTAaTyCcy mpemnapary OOMEXEHOro
3aCTOCYBaHHS (Tpenapary-CUpOTH).

3a BIJICYTHOCTI pIllIEHHS KOMIIETEHTHOTO OpraHy KpaiHh peecTparii
YkpbapMareHTCTBO BCTAHOBJIIOE BUIMOBIAHICTh JIIKAPCHKOTO 3aco0y O3HaKam
op(haHHOTO JIKaPChKOT0 3ac00y, BA3BHAYEHUM ITYHKTOM 66 YacTUHU MEpIoi CTaTTI 2
3akoHy, /Ui 1iJIel 3acTocyBaHHA ctare 24 127 3akoHy.

JlepxaBHa peecTpallisi OpUTiHAJbHUX (IHHOBAI[IMHMX) JIKaApChKUX 3ac00iB Ta
JKApChKUX 3aco0iB TEpenoBOi Tepamii 3M1MCHIOEThCS 3 JOTPUMAaHHSIM BHMOT IO
MaTepiaiiB peeCTpaliiHOrO JIOChE Ha Ll JIKApChKi 3aco0u, nependayeHux Ilopsakom
eKCIIEPTU3H.

20. Ilpu momaHHi 3asiBU Ha JEpKaBHY PEECTPALIiI0 JIKAPCHKOTO 3ac00y, sSIKUN
CTAaHOBUTb 3HAYHUI IHTEPEC 3 TOUKU 30pY I'POMAJACHKOT0 3710pOB’ s, 30KpeMa, 3 TOUKHU
30py TEpaneBTUYHUX 1HHOBAlM, 3asgBHUK MOK€ HAJATH HAJCKHUM YHUHOM
oopmiieHe OOIPYHTYBaHHS. 3a HAsBHOCTI JOCTaTHbOIO OOIPYHTYBaHHS CTpPOK
IIPOBENICHHSI JEPKaBHOI peecTpallli bOro JIKapChbKOro 3aco0y ckopouyeTrbes a0 150
KaJICHJApHUX JHIB.

21. KpwurepissMu a1 3aCTOCYBaHHS CHPOLIEHOI MpOLEIypH JEp:KaBHOI
peecTpalli TpaaulifHUX POCIUHHUX JIKAPChKUX 3aCO0IB €:

1) mikapchKi 3acO0M MarOTh MOKa3aHHs, 3aCTOCOBHI BUKIIIOYHO J0 TPaAUIIIHHUX
JKApChKUX 3ac001B, K1 3aBASKA OCOOJUBOCTSIM CBOIX CKJIaAy Ta il po3poOJieH] Ta
MPU3HAYEH] I 3aCTOCYBaHHS 0€3 JIIKapChbKOTO CIOCTEPEKEHHS 3 J11arHOCTUYHOIO,
JKYBaJIbHOIO METOIO;

2) nmikapchbKi 3aco0U MPU3HAYEHI BUKIIFOUHO ISl 3aCTOCOBYBAHHS BIIMOBIIHO JI0
TOYHO BKA3aHMUX CHJIM Jii Ta 103yBaHHS (y BKa3aHMUX J03aX Ta BIAMOBIIHO JI0 PEKUMY
IpUIOMYy, SIK 3a3HaY€HO B IHCTPYKIIII AJI1 MEUYHOTO 3aCTOCYBaHH! );

3) mikapchbKi 3aco0M TpPU3HAYEH1 [JIsi TEPOpPajIbHOIrO, 30BHINIHBOTO a0o
IHTAJIALIIITHOTO 3aCTOCYBAHHS;

4) 3akiHUMBCS NEpi0J TpaauuUiiHoro 3actocyBanHs (30 pokiB y cBiTi Ta 15 pokiB
y €C ta/abo YkpaiHi);

5) nmaHMX TPO TpaJWIliiHE BUKOPUCTAHHS JIKAPCHKOTO 3aco0y JOCTaTHRO,
30KpeMa TMpemnapaT He € MIKIMBUM 32 3BUYAHUX YMOB 3aCTOCYyBaHHSA Ta
dapmakonoriyai edpextu abo ePEeKTHBHICTH JIKAPCHKOTO 3ac00y JOCTOBIPHI Ha
M1JCTaBl JOCBIAY HOTO TPUBAIOTO BUKOPUCTAHHS.
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Jna uineil mianyHKTy 4 LIbOTO IMYHKTY Meploj TPaauLIAHOTO 3acCTOCYBaHHS
MOXe OyTH MIJTBEPPKCHHUM IIOA0 JiKapChKOro 3aco0y, IO Ma€ TiI caMi aKTUBHI
IHTPEIIEHTH HE3aJIC)KHO BiJ JOMOMIXKHMX PEYOBHH, Take caMme abo IMoji0He IIJIbOBE
MPU3HAYCHHS, CKBIBAJICHTHI CWIIy Al Ta JO3YBaHHS, TaKui camMuii a0o Mo10HMIMA
IIJIIX BBEICHH.

HasiBHICTh y CKIIaji TIKapChKOTO 3ac00y POCIMHHOTO MOXOKCHHS BITaMIHIB Ta
MiHepaJliB, O0€3MeKy SKUX A00pe 3aI0OKyYMEHTOBAHO Ta IIJITBEP/PKEHO BIAMOBIIHO J10
BuMor [lopsiaky ekcmepTusu, 3a YMOBH, IIO iX il € JOMOMDKHOIO abo 37aTHa
MIJCUTIOBATHA [III0 aKTUBHUX IHTPEMIEHTIB BIAMOBITHO 110 3asBJIICHUX IOKa3aHb, HE
YHEMOXJIUBIIIOE€ PEECTPALIII0 TAKMX JIKAPCHKUX 3aC001B.

Ili xputepii HE 3aCTOCOBYIOTHCS MiJl Yac NPUUHATTS YKpdapmareHCTBOM
pillIeHHA Mpo Te, M0 TPaaWLIAHUN POCIMHHUNA JIKapChKUi 3aci0 BiAMOBiAae
KpUTEPISM, SIKI 3aCTOCOBYIOTBCS JIO JIIKAPCHKOro 3aco0y 3a MOBHHUM JOChE, a00 10
rOMEONATUIHOTO JTIKApCHhKOT0 3ac00y 0€3 KOHKPETHHUX TePAIIeBTUUHUX TTOKa3aHb.

22. Ilig yac NpPOBENECHHS EKCIEPTU3M MAaTepialliB PEECTPAIIMHOTO JOChE,
JOJAHUX JO 3asBH IIPO JEpKaBHY PEECTpaIliio JIKapChKOTro 3acoly, Moxe OyTH
MIPOBEICHO €KCHEPTHE MOCIIIKEHHS JIKApPChKOTO 3ac00y, BUXITHUX PEUYOBHUH JIJIA
Horo ofiep>kaHH4 1, SIKIIO HEOOX1AHO, MPOMIXKHUX MPOAYKTIB 200 1HIIMX 1HTPEIIEHTIB
3 METOI0 JOBEAEHHS, 1110 METOJMU KOHTPOJII0, BUKOPUCTAaHI BUPOOHUKOM 1 OMKCAHI Y
MaTrepiajgax peecTpaliifHOro J0Che, € 3aM0BUIBHUMHU. EKcmepTHe OCHiIKEHHS
MPOBOJIUTHCA JTOJATKOBO HA IUIATHIA OCHOBI BiAmoBigHO 10 [lopsiaky ekcrnepTusu.
Jlikapchkuil 3aci0, 3apeecTpoBaHUN B KpaiHi 13 CTPOTUM PETYJISTOPHUM OPTraHOM
(SRAs), skuii MOJAEThCS HA PEECTpalil0 B YKpaiHi, HE MAIArae eKCIepTHOMY
JOCIIJIKEHHIO JUIsl MiATBEPUKEHHS TOTO, IO aHAJITUYHI METOJIUKH, BUKOPUCTaHI
BUPOOHMKOM 1 OINHCAHI y MaTepiaiax peecTpariifHoro J0Che, MOAaH1 13 3as1BOIO PO
JepKaBHY PEECTPAILiIO JIIKAPCHKOTO 3ac00Y, € 3a0BITbHUMH.

23. PimeHHsa mpo peectpailito abo BIJIMOBY B PEECTpAIlii JIIKAPCHKOTO 3ac00y
npuiiMaeThcsi YKphapMareHCTBOM II0JI0 KOKHOI 3asBH PO JEP>KaBHY PEECTPAIliio
Ta JOJIaHUX JO HEi MarepiajiB PEECTPALIMHOTO OCKE 3a pe3ybTaTaMU EKCIEePTU3H
MaTepiajgiB  peeCTpaIliiHOTO JIOChE€ IIOJ0  SKOCTI, €PEKTUBHOCTI Ta  OE3IMEeKH
JIKapChKOTo 3aco0y, MpoBeAeHO1 BiAMOBIIHO A0 [lopsiaky ekcmepTusu, Ta 3BITY 3
OLIIHKH JIIKapChKOro 3aco0y.

24. PimenHsM YkpdapmareHcTBa MpO JEpP)KABHY PEECTpaAIliio JIIKApChKOro
3aco0y 3aTBEP/KYIOThCS KOPOTKA XapaKTEpUCTHUKA JIKAPCHKOTO 3acoly, 3BIT 3
OILIIHKM JIIKAPCHKOTO 3aco0y, a TaKoXX IPHUCBOIOETHCS HOMEpP peecTpanli, SKHi
BHOCHUTKCSI 10 Jlep>KaBHOrO peecTpy JIKapChKUX 3aco0iB BiamoBigHO 10 [lopsaky
BeJleHHs JlepKaBHOTO pPEECTpPy JIKAPChKUX 3aco0iB, 3aTBEPPKEHOTO TOCTAHOBOIO
Kab6inery MinictpiB Ykpainu Big 16 mumas 2025 p. Ne 901 «/lesiki muTaHHS BeICHHS
Ta (yHKIIOHYBaHHS JEPKABHUX PEECTPiB y cdepi Mikapchkux 3aco0iBy (Odimiitauit
BicHUK Ykpaiaum, 2025 p., Ne 65, ct. 4540). lo JlepkaBHOTO PEECTPY BHOCHUTHCS
iH(dopmarris, 3a3HadueHa B 4acTWHI mnepiriil crarti 31 3akoHy, a Takox 1HGOpMAITis
0JI0 OOMEXKEHHSI pEeKJIaMyBaHHS JIIKApChKOTO 3acoly, mepeadadyeHa YacTHHOIO
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nepioro cTaTTi 87 3aKoHy, Ta 00 HAJIEKHOCTI JIIKApPChKOTO 3ac00y /10 JTIKapChbKUX
3aco0iB, sIKI MOXYTh 3aKyHOBYBaTHUCS OCO0OI0, YIIOBHOBa)KEHOKO Ha 31HMCHEHHS
3aKyIiBelb y chepi OXOpOHU 3JI0pOB's, Y TOMY YHCII 3a IOTOBOPOM KEPOBAHOTO
JOCTYMY, IIOJ0 PEECTpallii JIKapChbKOTO 3aco0y Imia 3000B’s13aHHS 13 3a3HAYCHHSIM
TPaHUYHUX CTPOKIB iX BUKOHAHHS, IIOJO PEECTparii JIKapChKOro 3acody y
BHUHATKOBUX OOCTaBHHAX 3 JaTOIO IIOPIYHOTO MEPETIISAY CITiBBITHOMICHHS «KOPHUCTh
/ pu3uK» BiAMOBIAHO 10 [Topsaky ekcrepTusu.

25. Iicns mepkaBHOT peecTparlii JTIKapchKOTO 3ac00y 3a 3BEPHEHHSIM BJIaCHUKA
peecTpallii BUIAETHCS BUTAT 3 J[ep:KaBHOTO peecTpy JIKapChKUX 3ac001B BIAMOBITHO
no Ilopsnky BeneHHst Jlep:kaBHOTO peecTpy JHIKapChbKUX 3aco0iB, 3aTBEPAKEHOTO
noctanoBoro Kabinery MinictpiB Ykpainu Big 16 mumas 2025 p. Ne 901 «/leski
NUTaHHS BEJICHHA Ta (YHKIIIOHYBAaHHS JEpP>KABHUX PEECTPIB Yy cdepl JTIKapChKHUX
3aco01B» (Odiuiitauii BicHuk Ykpainu, 2025 p., Ne 65, ct1. 4540).

26. Jlikapchkuii 3aci0 BIAMOBIAHO 0 3aKOHY MO>K€ 3aCTOCOBYBATHCS B YKpaiHi
OpPOTATOM TI'SITW POKIB 3 JHS HOTO Jep’KaBHOI peecTparlii, KpiM BHUMAJKIB,
BU3HAYECHUX y 3aKOHI.

Crpok nii peectpartii mijg 3000B’s3aHHS CTaHOBUTH OJIMH PIK, 3 MOJAJBIINM
MPOBEICHHSIM WIOPIYHOTO OILIIHIOBAaHHS BUKOHAHHSA BIAMOBIAHUX 3000B’s3aHb.
[lepemik  BIAMOBIAHUX  3000B’s3aHb Ta  TIPaHUYHI  CTPOKM  BUKOHAHHA
ONPUJIIOJHIOETHCS Ha 0(iLiiiHOMY BeOcaiTi YKkpdapmareHCcTBa.

Ctpok nii jAep:kaBHOI peecTpalii JiKapchbKOro 3acoly, 3apeecTPOBAHOTO Y
BUHSTKOBUX OOCTaBMHAX, CTAHOBUTH I’ SITh POKIB 3 JHS HOr0 JepakKaBHOI peecTparii
Ta nepeadavae MOPIYHUM TIEPErJIsi CIIBBITHOIIEHHS «KOPUCTh / pU3UK» BIJINMOBIIHO
1o Ilopsnky exciepTusm.

27. 30epiraHHd  MaTepialliB  PEECTPAIIHHOTO  JOChE  3IIHCHIOETHCS
YkpbapMareHcTBOM, Y TOMY 4YHCJl 13 3allydeHHSM CIEIiai30BaHOi EKCIepTHOT
oprasizaiiii BiAMOBIIHO 10 MyHKTY 5 1boro llopsanky, y mopsiaky, 3aTBEpIKEHOMY
MO3.

BHeceHHs1 3MiH 10 MaTepiaJiiB peecTPaliiHOTO 10ChE

28. IlpoTsiroM CTpOKy il JIepKaBHOI peecTparlii JIKapChbKOro 3aco0y BJIACHUK
peecTpallii / BIaCHUK peecTpaliiHOro MOCBIYEHHS (J1alll — BIIACHUK peecTpallii) Hece
BIJIMOBIAAIBHICTD 32 AKICTh, €EKTUBHICTh Ta 0€3MEKY 3apEECTPOBAHOTO JIIKAPCHKOTO
3aco0y, BXKHMBA€ 3axXOJlIB TIJBUIICHHS HAYKOBO-TEXHIYHOTO pIBHS BUPOOHUIITBA,
3a0€3MeUeHHs] SIKOCTI 3apeecTpOBAHOrO JIIKAPCHKOTO 3aco0y Ta BHECEHHS BCIX
HEOOXITHUX 3MIH JO JOKyMEHTaIlli I[0J0 BUPOOHUIITBA 1 KOHTPOIIO SKOCTI
JIKapChbKOTo 3ac00y BIAMOBITHO /10 3aralbHONPUMHATHX HAYKOBHX METO/IB, BUMOT
HlepxaBHoi (apmakonei Ykpainu ta/abo €Bponeiickkoi ¢papmakomnei, bputancekoi
dapmaxkornei, papmakonei Cionyuenux [lItaTiB AMepukH.
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29. BrnacHuK peecTpamii Hece BIAMOBIAAIBHICTh 32 PO3MIIIEHHS Ha PUHKY
3apeeECTPOBAHUX JIIKAPCHKHUX 3aC001B.

30. V pasi BusBiaeHHs (akTiB (00CTaBUH) MO0 3apEECTPOBAHUX JKAPCHKUX
3ac001B, sIKI MOTPeOYIOTh BHECEHHsI 3MIH JO MaTepialiB PEeCTpaliiHOTO JOCHE, B
TOMY YHCJI 32 Pe3yJIbTaTaMH MPOIETyPH OIIHKYA NEPIOTAIHO OHOBIIFOBAHUX 3BITIB 3
Oe3MeKH JTIKapChbKUX 3aC001B Ta MPUUHSATTA B1AMOBIIHUX PillIEHb, BIACHUK pEECTparlii
3000B’s13aHUN ToAaTH 110 YKpdapMareHCTBa BIJIMOBIIHY 3asBy Ta BHYEPIHY
iH(opMaIIito PO MPUUYUHU BHECEHHS TaKUX 3MiH Ta X MOKJIMBUH BILUIMB Ha SIKICTh,
e()eKTUBHICTh, O€3MeKy JIKapChKOro 3acol0y B eJIeKTPOHHIM ¢dopmi BIAMOBIIHO 10
CTaHAApTy  €JEKTPOHHOIO  3arajJlbHOr0  TEXHIYHOTO  JIOKyMEHTa  3aco0aMu
1H(hOpMaIITHO-KOMYHIKAIIHHOT cUCcTeMH YKpdapMmareHcTBa 13 3aCTOCYBaHHSAM
KBaT1(hiKOBAHOTO EJIEKTPOHHOTO TMIAMUCY ab0 YJAOCKOHAJIEHOTO  €JIEKTPOHHOIO
NiAnUcy, mo 0a3yerbes Ha KBadl(IKOBAaHOMY CepTH(IKATI €IEKTPOHHOTO MiAMHUCY,
BJIACHUKA peecTpallii (YTOBHOBaKEHOTO HUM MPEICTABHUKA).

31. Excnepruza wmaTepialiB II0J0 BHECEHHS 3MIH [0 MarepiajiB
PEECTPALIIITHOTO JIOCKE MPOBOAUTHCS HA MIJCTaBl 3asBU, MaTEpiayliB peecTpaIliiHOro
Joche BIAMOBLAHO 70 [lopsiaky excriepTusy.

Excnieptusa matepiaiiiB MO0 BHECEHHS 3MIH JI0 MarepiajiiB PeecTpaliifHOro
JIOChE TOTOBOTO JIKApChbKOro 3aco0y y pasi goxaBanHs A®I BupoOHHUIITBA
BITUM3HSHOTO BUPOOHUKA 3A1MCHIOETHCA MPOTAroM 30 JTHIB.

3a pe3yJibTaTaMu €KCIEPTU3U MaTepiaiiB I10JI0 BHECEHHS 3MIH J0 MarepialiB
peecTpaifHoro J10che YKphapMareHCTBOM MNPUNMAETHCS PILMICHHS MPO BHECEHHS
3MIH JI0 MaTepiajliB PEECTPAIIHHOTO J10Che€ a00 BIAMOBY IPO BHECEHHS TaKUX 3MiH,
po M0 TOBIJIOMJIIETHCS BJIACHUK PEECTpallii B €JIEKTPOHHINH ¢opmi 3acobamu
1H(DOopMaIIHHO-KOMYHIKaIIHHOI cucTeMu Y KpdapmareHcTBa.

IIpuiiHATTA pillleHb PO NPU3YNIHHEHHS, CKACYBAHHS Ta IPUIIMHEHHS il
JAepP:KaBHOI peecTpalil JikapcbKOro 3acody Ta pillieHHs PO BiAMOBY B
AepakaBHiil peecTpauii JiKapcbKOro 3acody

32. YkpdapmareHcTBO mpuiiMae PIIICHHS MPO NPU3YNUHEHHS [ii Jep>KaBHOI
peecTpallli, 3a HasBHOCTI IIOHAWMEHIE OAHIET 3 TaKUX MiACTaB, SIKIIO 1HIIE HE
nepeadayeHo crarrero 39 3akoHy:

1) HEBIAMOBIIHICTh SKICHOTO Ta KIJIBKICHOTO CKJIQay JIKapChKOro 3acoly
3asBJICHUM XapaKTePUCTUKAM Y MaTepiajlax peeCcTparliiHOTO JOChE€ TPhOX Cepil

AP,

2) BHUPOOHMIITBO JIKAPCHKOTO 3aco0y HE 3AIMCHIOETHCS BIAMOBITHO O
TEXHOJIOT1i BUPOOHUIITBA Ta METOJMIB KOHTPOIIO, 3a3HAUYCHHUX Yy Marepiaiax
PEECTPAIIHHOTO JIOCHE;



13

3) BUSBJICHHS HEBIIOMUX paHilie HEOE3MEUHUX BIACTUBOCTEH JIKAPCHKOTO
3aco0y.

Crpox mnpu3ynuHEHHS il JepKaBHOI peecTpallii JIIKapchbKOro 3acoly
BCTAHOBIIOEThCA YKp(hapMareHCTBOM Ta € oOMexxkeHuM B 4aci. OO0Ir JiKapchbKOro
3aco0y, is JepKaBHOI peecTpailii SKOTO MPHU3YNMHHEHA, 3a00pOHSIETHCS MPOTATOM
CTPOKY MPHU3YTTHHCHHSI.

33. VkpdapmareHCTBO TMpHiiMae pillIeHHS PO CKacyBaHHS MAil Jep>KaBHOI
peecTparii, 3a HasBHOCTI IIOHAWMEHINIE OJHI€I 3 TaKWX IMiJICTaB, SKIIO IHINE HE
nependayeHo crarrero 39 3aKkoHy:

1) moTaHHS BITACHUKOM PEECTpaIlii BiIMTOBITHOT 3asBH;

2) miKBiaIis MOPUAUYHOI O0COOM — BIIACHHMKA peecTpalii abo MNpPUITMHEHHS
JISTTBHOCT1 (P13MYHOI0 0CO00I0 — IMiAMPUEMIIEM — BJIACHUKOM PEECTPAIIii;

3) IoBeACHHS HECHPUSTIMBOTO CIIBBIIHOMICHHS "KOpUCTh / pus3uk" 'y
pe3yJIbTaTi 3aCTOCYBaHHS JIIKAPCBKOTO 3aco0y BIJAMOBIAHO JIO 3aTBEPKEHOI
KOPOTKOI XapaKTePUCTHUKU;

4) noBeleHHS BIICYTHOCTI €(peKTUBHOCTI JIIKapChKOI0 3ac00Y;

5) BusiBNEHHs (akTy MOJAHHS BJIACHUKOM pEeCTparlii 3aBlJOMO HEIOCTOBIPHOI
iHdopMallli B 3asgBl  IpO peecTpaulilo  (MepepeecTpaulilo) 4Yd Marepianax
PEECTPALIAHOTO JI0CHE;

6) BHECEHHS BJIACHUKOM pPEECTpaIllii 3MiH J0 MaTepialiB PEECTPALIMHOTO JOChE,
10 JTIOAABAIKCS 10 3asBU MPO JEP>KaBHY PEECTPAIIO JUIsl TPUUHATTS PIIICHHS PO
JepKaBHY PEECTPAIIii0 JIKApChKOTO 3aco0y, 0e3 MpOBEACHHS 1X EKCIIEPTH3H, SKIIO
00OB’SI3KOBICTh TaKOi E€KCHEpPTH3W IepeadaueHa 3aKOHOJABCTBOM, KpPIM 3MiH, SIKI
nependayaroTh HEBIKIAHE BIPOBAIKEHHSI Ta MOAAJIBIIE MTOBITOMJICHHS BIACHUKOM
peecTpaiii YkpdapmareHcTBy y CTpOKH, BCTaHOBIIEH1 [lopsinkoM excriepTusu;

7) HEBUKOHAHHS BJIACHUKOM peecTpallii 3000B’s13aHb, BUBHAUYEHUX CTATTEIO 18
3akoHy, Ta/ab0 3000B’s13aHb, BU3HAYEHUX CTATTEI0 24 3aKOHY;

8) HaOpaHHs 3aKOHHOI CUJIU CYJOBHUM PILLIEHHAM MPO CKACYBAHHS JIii A€pKABHOI
peecTpallii JIIKapchbKOro 3acoly, sKe Moke OyTH yXBajeHEe Yy pa3l BCTaHOBJICHHS
cynoM ¢akTy MOPYIIEHHS TIpaB, 1110 BUIIMBAIOTH 13 JIEp>KaBHOI peecTpallii BUHAXOy
(kopuCcHOiI  Mojzenil), BHACHIIOK TPOMOHYBAaHHS J0 TPOJAXKy, MPOJAKY,
peKJiaMyBaHHs, MPOMOIIT JKapChbKOro 3aco0y Ta/abo 3MIACHEHHS I1HIUX i,
MOB'SI3aHUX 3 00ITOM JIIKapChKOTO 3aco0y;

9) He OynO JOCATHYTO METH TPHU3YNUHEHHS [ii JepKaBHOI peecTpartii
JKapChKOTO0 3ac00y MPOTATOM CTPOKY, BU3HaUE€HOTO MyHKTOM 32 mporo [lopsnky
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34. YkpdapMareHcTBO MNpuiiMae PIIICHHS MPO MPUIMHEHHS Mii JepKaBHOI
peectpalii JIKapCchKOro 3aco0y 3a HasSBHOCTI IIOHAWMEHINe OJHIET 3 ITiJICTaB,
3a3HAYCHUX B YACTUHI YeTBEPTii ctarti 39 3akoHy:

1) mikapceKkuii 3aci6 MPOTATOM TPHOX POKIB 3 JHS HOTO JIepKaBHOI peecTparllii He
OyJ0 BBEZICHO B 00Ir B YKpaiHi;

2) 3apeecTpoBaHUi JIKApCHKUH 3acid, paHimie BBeACHWN B 00ir B YKpaiHi,
BIJICYTHI/ B 00ITy Ha PUHKY MIPOTSATOM TPbOX POKIB MiAPSI.

Y BUHSATKOBUX BHUIAJIKaX Ta 3 MiCTaB, III0 CTOCYIOTHCS IPOMAJICHKOTO 3/10pPOB 1,
y BHIIaJKax, Mepe10aueHux UM IMyHKTOM, YKp(dapMareHcTBO Ma€ MpaBo MpUMaTH
OOIpYHTOBaHI 1HJMBIAyaJbHl pIMIEHHS MPO HE3aCTOCYBAaHHA MPUIMHEHHS il
JIep>KaBHOI peecTpallii JIiKapchbKUX 3ac001B.

35. PimeHHsa mnpo BIAMOBY B JEpKaBHIM peecTparii J1KapCbKOro 3acoly
MPUIMAETHCS Yy pasi, KOJIU MiJl 4ac €KCIEePTU3U MaTepialliB PEECTPAIIMHOTO JIOCKE HE
MIITBEPIAUIIACS BIJOMOCTI IIOJIO SKOCTI, €(EeKTUBHOCTI Ta OE3MEeKH TOTOBOIO
Jikapcbkoro 3acoOy (mast A®I momo SKOCTi), a TakoXX BPaxOBYHOYM IT1JICTaBH,
3a3Ha4YeH1 B YaCTHHI nepiii ctaTTi 37 3aKoHy:

1) CIIBBIAHOIIEHHS «KOPUCTh / pU3UK» € HECTIPUATIMBUM,;

2) TepaneBTMYHAa €(QEKTUBHICTh 3a PEKOMEHJIOBAaHUX 3aABHUKOM YyMOB
3aCTOCYBaHHS JIKapChbKOrO 3aco0y HEIOCTaTHhO OOIPYHTOBaHa YM JIOBEJICHA
3assBHUKOM,;

3) AKicHUM 1 KUTbKICHUHM CKJIaJ] HE BIJMOBIAAIOTH 3asBJICHUM XapaKTEPUCTUKAM Y
MaTepianax peecTpaliiHoro J0Che;

4) martepiaiu peecTpaIiiHoOro I0ChE, HAJaH1 JIsi €KCIIePTU3U, HE BiJIMOBIIAIOThH
BCTAHOBJICHUM BUMOTaM, II0 YHEMOXJIMBJIIOE€ HAJIaHHS BHCHOBKIB IIOJO0 SIKOCTI,
e(eKTUBHOCTI Ta 0€3MEeKH JIKapChKOro 3aco0y;

5) nep:kaBHa peecTparllisl JIKapCbKOro 3aco0y MpHU3BeNe 10 MOPYLIEHHS BUMOT
ctarTi 41 3akony.

[Ipo BiAMOBY B peecTpallii JiKapchbKOro 3acol0y YKpdapMareHCTBO y CTPOK, IO
HE TIEPEBUIIYE 11’ ATh pOOOYNX JHIB 3 MOMEHTY HOTO MPUAHATTS, HaJICHUJIA€ 3aIBHUKY
NMCbMOBY MOTHBOBaHy BIJINOBiJlb, 3BIT 3 OIIIHKK JIKapchbkoro 3acoOy. Jlns
JIKapChbKOro 3aco0y, M0 MOXYTh 3aKyHOBYBAaTHUCS OCOOOI0, YIOBHOBAXXCHOIO Ha
3MIMCHEHHS 3aKyIiBellb y cdepl OXOPOHHU 370pOB’Sl, Y TOMY YHCII 3a JOTOBOpaMHU
KEpOBAHOTO JIOCTymy, Ta OpQaHHUX JIKAPCHKUX 3ac00iB, OpPUTIHATHHUX
(iHHOBAIIMHUX) JIKAPCHKUX 3aco0iB, JKAapChKUX 3aco0IB TepemoBOi  Tepartii,
JiKapchkux 3aco0iB miusa mpodimaktuku Ta / abo mikyBanHs BIJI, mikyBaHHS
remMoiTii, OHKOJIOTIYHHMX 3aXBOPIOBaHb, BAKIIMH, 3apEECTPOBAHUX Yy KpaiHax i3


https://zakon.rada.gov.ua/laws/show/2469-20#n613
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CTpOTUMHU peryisTopHuMu opraHamu (SRAs) abo €BpomeiicbkUM areHTCTBOM 3
nikapcbkux 3aco0iB (EMA), a Takoxk BakIMH, IIOAO0 SKUX BIAMOBIIHO JIO PIIICHHS
BcecBiTHROT opranizaiiii oxoponu 370poB's (BOO3) 3aiiicHeno TpaHcdep TEXHOOTIi
B YKpaiHy, CTpPOK [Jis HaJACWJIaHHSA BIJAMOBLAI MPO BIAMOBY HE IIOBUHEH
MIepEBUIIYBaTH TPHOX POOOUYNX JHIB.

PimenHs mnpo BIIMOBY MoOXKe OYTH OCKApK€HO B  YCTAaHOBJICHOMY
3aKOHOJaBCTBOM TOPSJIKY.

IlepepeecTpanist JikapcbKOro 3aco0y, ONiHKA MEPioMYHO OHOBJIIOBAHUX
3BITIB 3 0e3NeKH JiKapCcbKHUX 3ac00iB

36. Ilicnst 3akiHUEHHS CTPOKY, MPOTATOM SIKOTO JIO3BOJISIETHCS 3aCTOCYBaHHS
JiKapCchbKOro 3aco0y B YKpaiHi, HOTO MOJaJIbIlie 3aCTOCYBAaHHSI MOJKJIMBE 3a YMOBH
nepepeecTparii.

37. IlepepeecTparlisi TIKapChKOTO 3aco0y 3AIMCHIOETbCA YKppapMareHCTBOM 3a
pe3ynbTaTaMu  €KCHEepTU3M  MaTepiajiB  pPEeCTpalifHOTO  JIOChE  LIOJ0
CHIBBIJIHOIIEHHSI KOPUCTHh / PHU3HK, SKOCTI Ta €(PEeKTUBHOCTI (3a HEOOXI1THOCTI)
JIKapChKOTo 3aco0y, SKI MICTATh, 30KpeMa, BIJOMOCTI IIMOJO CIHiBBIIHOIICHHS
OYIKyBaHOI KOPHUCTI JO MOKJIMBOIO PHU3UKY IIiJI 4aC 3aCTOCYBaHHS JIIKAPCHKOIO
3ac00y (KpiM aKTUBHOTO (papMalleBTUYHOIO 1HTPEAIEHTA), TPOBEACHOI BIAMOBIIHO 10
[Topsinky excriepTu3u, Ha MiACTaBl 3asBU 3 1IHPOPMALIEIO MO0 SKOCTI, OE3MeKu Ta
€(hEeKTUBHOCTI JIKAPCHKOTO 3ac0o0y, BKJIIOYAIOUM OLIHKY JaHHUX, L0 MICTATHCS Y
MOBIJOMJICHHSIX TpPO HebakaHl peakiii 1 B NEPIOJUYHO OHOBIIOBAHHUX 3BITaX 3
Oe3mexku, MO0 TMOJAIThCS B MeEXax mporenyp GapmakoHarisay, a TaKoX 3
BIJIOMOCTSIMU TIPO BCl 3MIHHM, BHECEH1 MIC/Isi OTPUMAaHHS PILIEHHA PO JEp:KaBHY
PEECTpAIIiIo JIIKAPCHKOTO 3ac00y, MaTepiaiiB PeecTPaIiitHOTO JOChE.

38. Ilepepeectpariiss ADI 3a1liCHIOETBCSA Ha MIACTaB1 3asBH 13 BIIOMOCTSIMHU ITIPO
BCl 3MiHHU, BHECEHI IMICIsi OTPUMAHHS PIIIEHHS TPO JepkaBHY peectpaiiito ADI,
MaTepiaiiB pPeecTpaliifHOrO JOChE, MOJAHUX B EJIEKTPOHHIM (GopMi BIAMOBIAHO 0
CTaHJApTy  €JEKTPOHHOTO  3arajJilbHOr0  TEXHIYHOTO  JIOKyMEHTa 3aco0aMu
1H(}OopMaIIHO-KOMYHIKAIIMHOT CHUCTEeMH YKpdapMmareHcTBa 13 3aCTOCYBaHHSAM
KBaJT1(DIKOBAHOTO €JICKTPOHHOTO TMIANUCY ab00 YIOCKOHAJIEHOTO E€JIEKTPOHHOIO
nianucy, mo 0a3yerbes Ha KBadi(iKOBAaHOMY cepTH(IKaTI €IeKTPOHHOTO MiJIHUCY,
BJIaCHUKA peecTpauii (YMOBHOBAXKEHOIO HHUM MpEJICTAaBHUKA), Ta pe3yJIbTaTiB
EKCIEPTU3U MaTepialliB peecTpaliitHoro aochke Mmoao skocti A®DI, mporeaeHoi
BiAMOBIAHO 10 [TopsiaKy eKcnepTusu.

39. VYxpdapmareHCTBO TpHiiMae pIllIEeHHS MPO MEPEPEECTPAII0 JTIKAPCHKOTO
3aco0y abo BIAMOBY Yy Takiii 3a pe3yJbTaTaMd eKCIepTU3M MaTepialliB
PEECTPALIIMHOTO J0ChE, MPOBEIECHOT BiANMOBIAHO a0 [lopsanky excriepTusu, y CTPOK,
BCTAHOBJICHUH cTaTTSIMU 26 Ta 27 3aKoHy.


https://zakon-pro.ligazakon.net/document/view/RE27655?ed=2015_07_23&an=777
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40. PimenHs mpo BIAMOBY B Jiep>KaBHIN nepepeecTpalii (IpoJgOBKEHHI CTPOKY
Jii Jep’KaBHOI peecTpallii) JiKapCcbKoro 3aco0y mpuitMaeThesi YKppapMareHCTBOM y
pasi, SKIO0 3a pe3ylbTaTaMH EKCIePTU3W MaTepialliB PEeeCcTPaIiifHOrO JOChE,
npoBefeHoi  BiamoBimHO 1m0 Ilopsaky ekcrmepTw3W, BIACHUKOM — PeeCcTpallii
(3assBHUKOM) HE JOBEACHO, IO KOPHUCTh BIJ 3aCTOCYBaHHS JIKapChKOTO 3aco0y
nepeBakae HaJl pU3UKOM (CITIBBIIHOIIEHHS «KOPUCTh / PU3HMK» € HECIPHUATINBUM),
BCTAaHOBJICHO, IO SKICHMH 1 KUIBKICHHHM CKJIaJ HE BIAIOBIIAIOTH 3asBJICHUM
XapaKTEPUCTHKAM Yy MaTepiajaX peecTpaIiiiHoOTO JO0ChE, MaTepiaid PEeECTPAIiitHOTO
JIOCh€, HaJaHl JUIsl €KCIePTH3U, HE BIIIMOBIJAIOTh BCTAHOBJICHHM BUMOTaM, IO
YHEMOXJIMBIIIOE HAaJaHHS BHCHOBKIB MIOJ0 SIKOCTI, €(EKTUBHOCTI Ta Oe3MeKu
J1KapChKOTO 3ac00y.

41. Ilicns mepepeecTpalii CTPOK 3aCTOCYBAHHS B YKpaiHI JIIKAPCHKOTO 3aco0y
BCTAHOBIIIOETHCA HA 0€3CTPOKOBUIM TEPMiH, KPIM BHUIIAJIKIB, SKIIO YKphapMareHCTBO
npuiiMae pilieHHs TPO JIOAATKOBY IEpepeecTpallito JIKapchbKOTro 3acol0y Ha I1'STh
POKIB 3 OOIPYHTOBAHUX MiACTaB, MOB’sI3aHUX 3 (hapMaKOHATJISIIOM.

42. 3asBa po MepepeecTpalio JIKAPChKOTO 3ac00y MOMA€ETHCS B €IEKTPOHHIN
dbopmi BIAMOBITHO JI0 CTAHAAPTY €JIEKTPOHHOTO 3arajlbHOTO TEXHIYHOTO JIOKYMEHTa
3acobamu  1H(OpMaIIHHO-KOMYHIKaliiHOI ~ cucteMu  YKpdapmareHcrBa 13
3aCTOCYBaHHSAM KBali()IKOBAHOTO E€JIEKTPOHHOIO MIANUCY a00 YyIOCKOHAJIEHOro
€JIEKTPOHHOTO MiANMCy, Mo Oa3yeTbCs Ha KBaldi(iKOBAaHOMY cepTU(diKaTi
€JIEKTPOHHOTO MIJIIKCY, BIIACHUKA peecTpalli (yIOBHOBaXEHOTO HUM IMPEACTABHUKA)
10 YkpdapmareHcTBa He paHilie Hixk 3a 12 MicsI1iB, ajie HE Mi3HiIIe HiX 32 9 MicCsIIIB
710 3aKIHUYEHHS CTPOKY JIIi IeP>KaBHOI peeCTpallii.

VY pa3i nogaHHs 3asBH MICIIA 3a3HAYEHOT0 CTPOKY NEpepeecTpallis 3M1HCHIOEThCS
3a MPOLETyPOro, IepeA0aUYCHOIO IS IepKABHOI peecTpallii JIIKapchbKoro 3acoly.

43. PimeHHs mpo BIAMOBY B IMepepeecTpanii Moxke OyTH OCKap»KEHO Y
BCTAHOBJICHOMY 3aKOHOJ/IaBCTBOM TOPSIKY.

44. Tlponeaypa OLIHKH MEPIOAMIHO OHOBIIFOBAHUX 3BITIB 3 OC3MEKH JIIKAPCHKUX
3ac001B Ta MPUUHATTS BIAMOBIHUX PIICHb 3IIHCHIOEThCS YKphapMareHCTBOM Ha
MIJCTaBl 3BEPHEHHS 3asBHUKA NP0 OILIHKY IMEPIOJIUYHO OHOBIIIOBAHUX 3BITIB 3
Oe3rneku, MarepiaiB Ta pe3yJbTaTiB OLIHKKM Ha TOTOBUW JIIKApChKUU 3aciO,
MpoBeIeHOT YKpdapMareHCTBOM y MOPSAAKY, 3aTBepakeHomy MO3.

CTpoku TIpOBEACHHS OLIHKA BCTaHOBIIOEThCS  [lopsakoMm  31iMCHEHHS
(dhapMakoHarJsiIy BiAMOBIHO 10 YACTUHU JAPYTroi cTaTTi 97 3aKoHy.

Po3mipu 300py 3a npoBeeHHS AePKABHOI peecTpauii (mepepeecrpaiii)
JIKapPCbKOro 3aco0y, IPAHMYHA BAPTICTh MOCJYT 3 eKCIIEPTU3M MaTepiaJliB
peecTPaliiHOTO0 J0ChE TA MOPSIAOK iX CIVIATH

45. 3a mpoBeAeHHS Jep>KaBHOI peecTparlii (TiepepeecTpariii) JIiKapchbKOTo 3aco0y
CILUTAYy€ETHCS 301D, SKUH IEPEPAXOBYETHCS 3aIBHIUKOM JI0 JEP>KAaBHOTO OIOJIKETY.
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46. Jlo 300py HE BKIIFOYAETHCS BAPTICTh EKCIIEPTU3H MaTepiajliB peecTpaliifHoro
JIOChE Ha JIKApChKUM 3aci0, a TAKOXK BapTICTh €KCIIEPTHOTO JTOCTIIKEHHS.

47. 36ip 3a mpoBeleHHS JEp:KaBHOI peecTpallii (mepepeecTpallii) J1KapCbKOro
3aco0y CIIa4y€ThCs B HAIIOHAJIBHIN BaJIIOTI.

[lepepaxyHOK y TPUBHSIX 31MCHIOETHCS 32 OPIIIHHUM KYypCOM, YCTaHOBJICHUM
Hamionansaum O6ankoM YKpaiHM Ha JI€Hb BUIHMCKH YKp(hapMareHCTBOM paxyHKa-
MOBIIOMJICHHS TPO TepepaxyBaHHs 300py 3a MPOBEICHHS JAEpKaBHOI peecTparii
(mepepeecTpatiii) TKapCbKOTo 3ac00y.

48. 30ip 3a mMpoBEIEHHS AepkKaBHOI peecTparii (mepepeectpartii) JiKapChbKUX
3ac001B, y TOMY YHCIl IMYHOOIOJIOT14HI JIIKAPChKI 3aCO0U CILIAYY€ThCS Y PO3MIpI
CKBIBaJICHTHI:

1) 100 eBpo 3a KOKHY JIKapCbKY (GOpMY;
2) 10 eBpo 3a KOXKHY HACTYITHY J03Y;
3) 10 eBpo 3a KOXKHY HACTYIIHY YITAKOBKY JIIKAPCHKOTO 3aC00Y.

49. BapricTh mociyr 3 OpOBEIEHHS EKCHEPTH3U MaTepialliB peecTpariiiHoOro
JIOChE Ta EKCHEPTHUX JOCIIKEeHb BU3HadaeThes Kabinerom MiHicTpiB YKpaiHu Ta
ONPUJIIOJHIOETHCS Ha OQilIiHOMY BeOcaiTi YKphapMareHcTBa.

50. Omnara 3a eKCHepTHU3y MaTepialliB PEECTPAIIHHOTO JOChE JIKAPCHKOTO
3aco0y 3IIHCHIOETbCS TICHS TOJAaHHS 3asBUM NP0 JEpPKaBHY PEeECTparliio
(mepepeectpalriro)  JIIKapCchbKOro  3acody, BHECEHHS 3MIH JI0 MarepiajiB
PEECTPALIITHOTO JTOChE JIKAPCHKOTO 3ac00y Ha MIJACTaBl paxyHKY, c(HOpPMOBAHOIO
YkpbapmareHCTBOM.




