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MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPATHU

HAKA3
No

Kuis

[1po BHeceHHs 3MiH j10 [Topsiiky NpoBeHeHHs KCIIEPTU3H peccTpalifiHiX MaTepialin
Ha NIKapchKi 3acobu, WO MOJAOTECS Ha ACPKABHY peecTpauiio (nepepeecTpauiin), a
TaKO’K E€KCIIEPTH3W MaTepialliB NP0 BHECEHHS 3MIH J0 PEECTpallifiHMX MaTepiasliB
POTArOM IUT peecTpaliffHOro NocBiNYeHHS

Binnogiiwo no crarm 9 3axony Ykpaiuu «[Ipo nikapeski 3acofu», NyHKTY 8
[Tonoxeunuss npo MiHICTepCTBO OXOpPOHHU 310poB’st  YKpaiHH, 3aTBEP/UKEHOIO
nocraHosow Kabinery Minictpis Yipainu Bia 25 6epesns 2015 p. Ne 267,

HAKA3VYILO:

1. 3arBepnuty 3miHn 1o [lopsaxky NMpoBeIeHHS EKCMEPTH3W peecTpaulifHUX
MarepianiB Ha JIiKapchki 3acobu, 10 TNOJAIOTLCHS Ha JAEPXKaBHY peecTpauiio
(nepepeecTpaliro), a TAKOX eKCIepTU3W MaTepianiB PO BHECEHHS 3MIH /10
peecTpaliiHUX — marepianiB  OpotsaroM Al peecTpanifiHOro  MOCBLAYEHHS,
3ATBEP/DKEHOr0 HakasoMm MiHicTepeTBa OXOPOHHM 310poB’st YKpaluy Bil 26 cepriHs
2005 poky Ne 426, 3apeectpoBaHoro B MinicTepeTsi tocTHUil Ykpainu 19 sepecns
2005 poky 3a No 1069/11349 (y pemaxnii nakasy MiHiCTepcTBa OXOPOHH 3/10pOB's
Ykpatuu Bia 23 aunns 2015 poky Ne 460), 110 noxal0ThCH.

2. YnpasniHHIO ¢apMaueBTHUHOT AIAIBHOCTI Ta SKOCTI (apMauleBTHYHO!
npoaykuii (JIsckoscekuit T.M.) 3abe3neunTy B YCTAHOBIECHOMY MOPSAKY MOJaHHS
11bOTO HAKa3y Ha depKaBHy peecTpaltiio 1o MiHicTepeTna ocTHIIT YKpalHy.



3. KOHTpONE 34 BUKOHAHHAM LLOTO HaKasy [IOKIAcTH Ha 3acTynHHKa MiHicTpa
Imuka P. P.

4. Ileit Haka3 Habupae YMHHOCTI 3 1A Horo oiLiHHOro ony0niKyBaHHS.

B.o. MiHicTpa /24/6\1/ Y.CYIIPYH



3ATBEPDKEHO
Hakaz MinictepcTsa oxoponu
340poB’s1 YKpaiHu

Ne

Iminn
Ao Tlopsiaky nposenenns exkepeprusn peecTpauiiinux martepiadis ua
AIKapCebKi 32c00H, UI0 NOXAKTLCA HA JEPIKABHY peccTpauilo (nepepecerpauimo),
@ TAKOXK CKCMEPTH3H MaTepianis npo BHeCeHH: 3MiH 00 peccTpauiifnux
mMaTepiasis IPOTAToM Aii peecTpauiliHoro mocBiaA4eH s

b [ynxr 1 pospiny 11 miens nianyHkTy 35 IOMNOBHUTH HOBMM MIANYHKTOM 36
TAKOI0 3MICTY:

«36) nenopisHiOBaNEHMI BloTeXHOMOMMHUA MiKapcbkuit 3acib — nikapchKHit
3acid, sxkuH pospobnsses Oe3 NOBHHMX MOPIBHANBHUX JOCAI/UKEHL 3 OGe3lekH Ta
¢(DEKTUBHOCTI Ta AKHH HE [eMOHCTPYE CBOK NOMAIOHICTE B YyCiX  TpbOX
bynaamentanbHUX chepax (akicTs, Gesrexa, eeKTHBHICT) 10 pedepeHTHOro
(610TEXHONOMYHOTO) NIKAPCHKOro 3acoby:».

Y 3B743Ky 3 MM NiANYHKTH 36 — 60 BBaXkaTH BIAMOBIAHO MIAMYHKTAMH 37 —
ol.

2. Afsaun gep’sTHH nimnyHkrty 3 mipnyuxty 1.3 nydkty 1 pozainy 1l
BUKIFOUHTH.

Y 3B'A3KY 3 UMM ad3aud JecsaTvi — ABaiusiTh BOCbMHUI BBa)KATH BIANOBIAHO
ab3alamMu 4eB STUM — IBAALATh COMHUM,

3. Y poznini 1V:

) nynxt 1 nicns ab3any m'aToro AOMOBHHTH HOBHM ab3alloM IOCTHM TAKOTO
3MICTY:

«PeecTpauiiina dopma noaaerscs 3agBHUKOM 10 LleHTpy y mamepoBoMy Ta
€JIEKTPOHHOMY BHIISLALY. J

Y 38’43y 3 1KMM ab3aud WOCTHR | CLOMME BBAXATW BIANOBIAHO ab3anamu
CbOMMM | BOCBMHM;

2)abzau n'srui nyHKTY 9 BUKJACTH Y Takid pejaxuii:

«¥Y pa3sl nepepeccrpauii MIBII, wo 6ys nepeksanidikoBaHUH y KaTeropiio
JNiKapcbKoro 3acody, excreprusa peecTpalifiHUX MaTepialiB [IPOBOAUTLCS Y OPSAKY
sk 1A JTikapebkoro 3acofy, 110 NOAAETLCS Ha PEEcTpaliio, BIAIOBIHO /10 NONOMKEHD



bOro po3aity Ilopanky Ta HamaeThes pekoMeHauis 1o peecTpauil JIKapChKoro
sacoby. Mna uiei rpynu aikapcekux 3acoBiB peecTpallifiHe 10CHE MONAETHCSA y
(bopmari, axuit nassuuii (abo y hopmari 4oTUPLOX uacTHH, a6o y hopmari 3TI).

Y  pasi BIAMOBI/IHOCTI MIBIT  xpurepism HEMOPIBHIOBAILHOTO
Giorexnosoriuboro Jikapcekoro 3acofy, ekcreprvsa peecTpauiiHux MaTeplaiiB
POBOANTLCA Y TIOPANKY SiK JUIsH JIIKAPCLKOro 3acoby, 110 MOJIA€TLCA Ha PeecTpaniio,
Ha NIACTaBi  eKcnepTHO! OLIHKM OHOBNGHMX JIAHMX LIOKO  CIIBBIAHOUIEHHS
KOPUCTL/PH3HK, MPoBeAeHol LleHTpoM BIAMOBIAHO 0 MONOXEHL LLOrO PO3IINY
Hopsiaky, i3 sunadeio peectpauliiHOro MOCBIAYEHHS TEPMIHOM Ha S pPOKIB 3
ypPaxyBaHHIM 3000B’93aHb Y 4acTHHI HaZaHHA PE3YNLTATIE NOBHUX MOPIBHATLHUX
AOCHKEeHL 3 sIKOCTI, Oesneku rta eGeKTUBHOCTI, LIO NATBEPIOKYIOTL  HOro
NoAiBHICTL 0 pedepeHTHOrO (610TEXHONOTIHHOro) NiKapehLKOro 3acoby.»;

3) nynkr 9 nicns ab3ally OeB’sTOrO JONOBHWUTH HOBUM ab3alloM AecsTHM
TaKOro 3MICTY:

«Pecctpauiitna dopma nopaethes 3asBuukoM a0 Llewrpy y naneposomy Ta
€1EKTPOHHOMY BHUIISL».

Y 3B753Ky 3 11MM ab3all JlecATHI BBaKaTh ad3a1loM OJIHHAALSITHM.

4. ABzan nepwmit nianyukry 10.2 nydkty 10 posainy V nicns cnis «abo
BUVCHIly,» nonoBuuTy ciiopamMu «abo BipyCHUX FelaTUTIB,».

5. Hynkr 4 pozuiny VI nicng a3ally neB’aTOro ACMOBHUTH HOBHM a03ailoM
JECATHUM TaKoro 3MICTYy:

«Peectpauiiina Qopma nopaernest 3agBHUKoM Ao LleHTpy y naneposomy Ta
e/eKTPOHHOMY BUTIISIAL Y.

Y 3B’43Ky 3 UMM ab3al AecATHH - TPUHAAUATHA BBaXaTW BLAINOBIAHO
a03alaMy OIMHAAUSITHM — YOTUPHALS THM.

Havansunk Ynpasainusa
dhapMaueBTHIHOT ASLILHOCTI TA
sKoCTi hapMaueBTHUHOT POy KT m T. M. JInckoBcbkui



NMOACHIOBAJNLHA 3AITUCKA
10 npoekTy naka3dy MiunicrepeTsa 0XopolH 300poB’st Yipainu
«1lpo Buecenms 3min xo Mopsiky npoBeacuns excrepTuin pecerpauiiinmx
MAaTepiaiB na nikapesxi 3acofi, WO NOAAI0TLEs HA AePKABHY peecTpauiio
(mepepeecTpanilo), a TAK0XK eKCNCPTHIN MATEPIAJiB PO BHECEHHs 3MiH 10
peecTpauifiHuX MaTepianie npoTsirom iV peecTpaniiinoro nocsiguennm»

1. Obrpyntyeanns neobxinnoeri npuiinatrs akTa.

[Tpoexr nakazy MO3 Ykpainu «[Ipo saecenns 3min no [Topsaky nposeaeHus
eKCHEPTH3KM peecTpallifHUX MaTepianiB ka Jaikapcehbki 3acofu, 10 MOAAITHCA Ha
AepXKaBHY peecTpaullo (mepepeecTpaliio), a TaKoX eKCrepTH3M MaTtepianiB npo
BHECCHHS 3MIH 20 peecTpaliffHUX MaTepianiB NpOTAroM Aii peectpaniiiHoro
NoCBI4EHHs» (faml — NpoekT Hakasy) pospobneno MO3 Vkpaiuu crinsro 3 JI1
«Jlepwapuaui excrieptauil wentp MO3 Yipainu» ta npodeciiHuMu rpoMaicsKEMH
opraHizalisMH 3 MeTOI0 YHOCKOHaNeHHs Ilopsaky TNpoBeneHHs eKCIEepPTH3H
peccTpallliHUX MaTepiasiB Ha JIKapCchbKi 3acobM, 110 NOJAIOTECH HA JIEPKABHY
peecTpallito (MepepeecTpallito), a TaKoX eKCepTH3XW MaTepianiB Npo BHECEHHS 3MiH
110 peecTpallifHUX MaTepianis MpoTAroM il peccTpaltifiHOro NMocBIAYeHHs, 30Kpema
78 BPEryarOBaHHS MpobleMHMX NMUTaHbL, L0 BUHUKAKOTH MiA 4ac peecTpauil
JAiKapcbkUX  3acoliB, skl OyiM  3apeecTpoBaHi K Meauudl  iMyHOOGIOMOriuHi
npenaparu (aani — MIBIT) Ta MatoTh TpHBanUil MOZUTUBHUIN JOCBIJ 3aCTOCYBAaHHS B
Ykpaiul, age y 3B°A3KY i3 3MiHAMM y HAUIOHATBHOMY 33@KOHOJNIABCTBI Ha CbOTO[HI
MANANA0Th Mijd BU3HAUSHHA JIKAPCHKOro 3acofy 1 MaloTh OYTH MepepeccTpoBaHi 3a
IIPOLIENYPOIO peecTpatlll HKapchLKUX 3ac00iB.

3a mannmu Jlep)KaBHOrO peecTpy JiKapchkHUX 3acofiB Ha CbOrOAHI B YKpaiHi
sapeectpoBaHo  6inbuie 30 GioTexXHONOTIMHMX  Jikapchkux  3acoblB  pi3HHX
BUPOOHUKIB, peeccTpailis SKUX 3aiiicHIOBaNack 3 Buaadero CepTudikary 1npo
JIEPXKABHY PEECTPalilo MeMYHOro IMyHOOI0NOrYHOTO Npenapary y BIANOBLAHOCTI
1o sumor [opsiaxy npoBeieHHs AepxaBHol peectpallli (nepepeecTpallil) MEAHYHHX
iMyHOGionoriunnx npenapartis B Ykpaiui, 3arepmkenoro Haxasom MO3 Ykpainu
Bia 06.12.2001 Ne 486, 110 BTpaTHB YHHHICTL Ha miacTasi Hakasy MO3 Ykpainu Bia
04.01.2013 Ne 3 «Ilpo BueceHHst 3MiH 10 Hakaly MIHICTEPCTBA OXOPOHH 340POBs
Yxpaiuun Bin 26 cepriusg 2005 poky No 426 Ta BH3HAHHA TaKHMU, O BTPaTHIH
YWHHICTB, AeIKMX Hakasiz MinictepcTBa OXOpPOHH 3J0poB’s YKpalHW 3 NHUTaHb
peecTpaii nikapchkux 3aco0iBy, 3apeecTpoBaHoro y MinictepcTsi tocTuuli Ykpainu
15 Gepesus 2013 p. 3a No 425/22957. Tepmin aii CepTudikaTi 1ipo AepKaBHY
peectpanito Takux MIBIT cnaupae y 2018-2019 poxax. [lpn usomy Taki npenapary
nepefypany Ha punky Ykpalud Oinsue 10 pokis, Oyian  HEOQHOPA3OBO
NepepeccTPOBaH] Ta 3a 4ac 3aCTOCYBAaHHS B Me/MUHIH TPaxkTHLI 3apeKOMEHAyBalH
cebe sx edpekTHBHI, Ge3neuHi Ta 3aTpedyBaHl Ipenapary.

Bignosigno no aBzauy 5 nymkty 9 posainy IV [lopaaxky npopeaeHHS
eKCIIePTH3N peecTpalifiiuX Marepianis Ha JIKapchki 3aco0M, WO MOAAIOTHCS Ha
JiepkaBHy peccTpauilo (nepepeccTpaniio), a TakoX eKCNepTH3d Matepiaiis npo
BHeceHHss 3MIH [0 peccTpalifiHMX MaTepiafis npoTsroM Jii  peecTpaliHHOro
nocBiaUEeHHS, 3aTBep/keHoro Hakasom MQO3 Ykpaiun sin 26 cepriaa 2005 p. Ne 426,
3apeecTpoBatoro y Minictepersl 1octuuii Ykpaimu 19 sepecns 2005 p. 3a
Ne 1069/11349, (y penakuil nakasy MO3 Yxpaiuu Big 23.07.2015 Ne 460) (mami -
[Topsiiok Ne 426), y pasi nepepeccrpauii MIBI, mo 6ys nepexsanidikosanuit y
KATeropiro NiKapchKoro 3acody, eKCrepTHsa peccTpalliiiuX MaTepiailiB MPOBOAHTHCS
y TIOPAAKY fK AJIs JIIKAPCHKOTO 3aco0y, 110 10JacThCsl Ha PEECTPALIIo, BIAMOBIAHO J10
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00A0KeHL UbOTO posainy ITopsaaxy Ta HajnaeThest pekOoMeHIalis Ao peecTpaitii
JUKapceKOro 3acody. Jlns uiei rpynu sikapchkux 3acobis peecrpauiiine Jocke
nonaeTees y dopmari, Akui uassanii (abo y (opmaTi HOTHPLOX HacTHH, abo y
(bopmari 3TJ]). ToGro, y 38°A3Kky i3 3Minamu Y 3aKOHOJ2BCTBI NMOAOBXKEHHS il
ﬂ?p}KaBHF)'I' peectpalil (daxTnyHo repepeectpanis) MIBIL, o repeknpanipikoBaHi y
TKapChK 3acobu, BINOYBAETHCS 1ILIAXOM iX peccTpauil sk NIKapcLKUX 3acobin Ha
MACTaBI  pesynbTaTiB  eKCNepTH3d PpeecTpauifinux Marepianis Ha  3aranbHHX
MACTaBax, U0 BCTAHOBNCH! U1 peecTpallll Jikapehkux 3acobiBb.

[pore, MaTepiany peecTpallifHOrO J0CLE TAKMX TPEMapaTis Ha ChOFOMHIIIHI
A€HL HE BUNOBIAAIOTL CYYACHHM BHMOMAM [0 CKIajy PeecTpauiiiHoro MoChe,
HEOOXIAHOTO /s 3AIMCHEHHS MpouenypH peectpauii NiKapchbkux 3acoBis, 10
YHEMOXKIIMBIIIOE 3ABEPUICHHS EeKCMEPTU3M peecTpallifiHix Marepianis 3 MeTolo
NOBTOpHO! peecTpaltil (MepepeecTpanii) Takux npenapatiB i Hece B MOAAIbLIOMY
3aTPO3Y 3HUKHEHHS X 3 PUHKY.

Bupiuienns nuTann 11000 HENOPIBHAHHAX GIOTEXHONOFYHIX IPOLYKTIB, SIKi
BXKE 3HAXOAATBCA HA PHUHKY, nponoHyc MixnaponHa deaepauis dapmaueBTHYHUX
BupobHukiB Ta acouianift (IFPMA). 3okpema, y nporpamuiil 3assi IFPMA Bin
24.07.2014 3a3znaueno, «IO PU3KMK A/ MALUIEHTIB Ta CHCTEMH OXOPOHH 3/10pPOB’S 3
Ooxy HernopisHAHHKHX GIOTEXHOJIOTIYHUX MPOAYKTIB HEOBXiAHO MiHiMi3yBaTH abo
3BECTM A0 HYJs 3a AOIOMOI0IO BIANOBIOHO! MOPIBHSILHOT OLIHKH IX AKOCTI,
eexTupHOCTI  Ta  Oesmexn  mimnomimHo go  kepiswuursa BOO3. Busnaua
HEOOXINHICTE 3aCTOCYBAHHS NEPeXiIHOro nepioay, NiA 4ac SKOr0 MOMHA NpOBECTH
wio outnky. Heldl nepexinuuii nepio BUMaraTuMe BIANOBIAHOIO Yacy AN KOXKHOIO
HENOPIBHIAHHOIO  OIOTEXHOJOrIUHHX  NpOAyKTy, wo® BIH  MaB  MOXKIUBICTD
3AMTKLUIATHCA Ha PUHKY, Ta 10TIM 3aCTOCOBYRATH Y KOXKHOMY BHUITaJIKy MOCTYNOBUI
niaxig, ulo BeranosneHuit y kepisauuyrel BOO3. Le#t niaxia MiniMizyBaTiMe pU3HKH
NEpepBM y MOCTA4aHHi, NpY LbOMY NOCHIIOIOMM TNPUHHATHI CTAHA&pPTH SKOCTI,
Oe3nexu Ta eheKTHRHOCTIY.

34CTOCOBYIOUM JIOCBIJL €BPONEHCHKUX Kpail Ta pekoMenaauil MixHapoaHol
beaepaull papmalleBTHUHUX BUPOOHUKIB Ta acoilialliif 111010 aHaNOTIYHKUX BUNAKIB,
3 METOH 3aDe3TeueHHs] MOXJIMBOCTI [OAASBINOr0 3aCTOCYBAaHHS Yy MEAUUHIHA
MPAaKTHLI NIpenaparis, Lo npoTarom 6araTb0X poKiB 3aCTOCYBAaHHS NMIATBEPIMIN CBIil
cTaTyc e(MeKTHBHUX Ta Oe3MeuHMUX JIKapchbKUX 3aco01B, NPOEKTOM 3aMpONMOHOBAHO
3aNpOBaJMTH TEPMIH «ICMOPIBHIOBATLHUH OlOTEXHOMOTIUHHN JIKapChbKKid 3acibn,
PA30M 3 THUM BBECTH HOPMY LI0/A0 OcoBAuBOCTeH 3AlACHEHHs peecTpalli Takux
AikapcehKUX 3acoBIB B yacTMHI 3A4iMcHeHHA 11 HA MIACTABl EKCIEPTHOT OILHKH
OHOBJIEHMMX JAHUX LIOJAO CIIBBIAMOUICHHES KOPUCTh/pU3nk, nposeaeHol [l
«depxapnuit excrniepruunit uentp MO3 Yxpaluu» (nami - IlenTp) BignosizHO 10
nonoxenb uboro pozniny [lopsaxy, 13 Buaadero peecTpailiffiHOro IMOCBIAYEHHS 3
ypaxyBaHHsaM Meiux 30008’ 13amHL BIANOBLIHO 0 nyHKTY 7 posainy [V [lopsaky
Ne 426,

TakuM YHHOM, KEpYIOYMCL JIOCBIJIOM BHpIIIIEHHA aHanoridHol npobnemu B
OKpPEMHUX €BpONeHlchbKUX aepxkanax (30xkpema, [onblli) Ta BpaxoBytoyu peKomerjauil
Mixnaponol deaepanit hapmaneBTHUHHX BUPOOHUKIB Ta acouialil, BUKNAxEH] Yy
nporpamHii - 3assl i 24.07.2014, 3anns BMpILIEHHS LIE] KPU30BOI CHTyaLll Ta
YHHKHEHHS HEraTMBHHUX HACHIAKIB 1A% THCAY NMALUCHTIB, L0 MOXYTb IEPEPBATH
BIINOBIHE JIKYBaHH, SKE BOHH OTPUMYBald pa3oM 13 3a3HAUYEHUMH BHILE
NIKaPChKUMU 3ac00aMU, HEOOXIAHUM € TIPHHHATTS 3a3HAYEHOr0 PEeryisTOpHOro aKTa.
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OmroyacHo, BpaxoByouu Cy4acHi BHMOrM Ta BreBHeHWH nepexiy ao
CNCKTPOHHOTO  OKYMEHTOO0Iry B oOpranax BHKOHABUYOI Biagu 3aMpPONOHOBAHO
BBECTH HOpMy M0N0 Hamawus  po  Llewrpy mns  3pificnenns EKCIIePTH3H
PEECTPatIMHIX MATeplanlB peecTpatiiHoi hopMu y naneposomy Ta €JIEKTPOHHOMY
BUIJBLAL - L0 JO3BOJIMTL  YHUKHYTH TeXHIYHUX [OMMIOK n0ig uac oopMIIeHHS
PEECTPALIHHUX HOKYMEHTIB 3a pe3ynbTaTaMu 3aTBEP/KCHHSI
peCCTpau.i'l'/nepepeec:'rpaui'l' NKapCLKUX 3aCOBIB Ta BHECEHHS 3MiH 110 peecTpalifiHmnx
MATeplaimBs, 3aHCCCHHS BIAOMOCTEH LIOAO 3apeccTpOBAHUX NiKapChkux 3acobis 1o
HlepxasHoro peectpy nikapchkux  3aco6in Ykpaiuu B eauHOMy opmari,
HEeOOXIAHOMY 118 BHMKOPMCTAHHS UMX  BIAOMOCTeH mhin  vac 3MACHEHHS
3aKYfIBESbHAX MPOLEYpP IMOAO JIKAPCHKMX 3acoBiB 3a KOWTU AEPXKABHOIO T4
MICIIEROTO GIOMKETIB.

2. MeTa i mJisixu 1f poesiraenys.

Merolo MpoeKTy Hakazy € CTBOPCHHS YMOB JUIS MOMIMBOCTI peecTpauil
JKApCLKKX  3acobis,  sAKi  mianajaloTh g 3&npofoHOBaHe  BU3HAYEHHS
«HEMOpIBHIOBANLHNA GioTepaneBTHYHNH Nikapehkuii 3acib» /10 3aKiHYeHHS TePMiHy
aif  ceprudikaTis  mpo  jJepwkaBHy peecTpauiio  Takux  MIBII, ki Oynu
nepekBaiipikoBani y Kareropito JiKapcekMX 3acoBiB, BIAMOBIAHO 40 JOCBILY
€BPONECHCBRUX Kpaill Ta pekomennauiii Mixuapoanoi henepallii hpapMaleBTHUHNX
BUPOOHMKIB Ta acouiauil samis  3abe3nedeHHs MOWUIMBOCTI  NOAATBLIONO
3aCTOCYBAHHS Yy MEAMMHIA MpaKTHUi NpernapaTis, W0 NpoOTAroM 0araTboX pOKIB
3aCTOCYBaHHS NIATBEPAWIN CBIH CTaTyc e(QeKTHBHMX Ta OE3NEUHUX JTIKAPCLKUX
3ac00iB, T4 YCYHEHUS 3arpo3u BIACYTHOCTI Takux npenapaTiB Ha PUHKY |
CIIPHYMHEHHS UIKO/IM JUIS NALICHTIB, SIKI OTPUMYIOTEH BIAMOBIAHE NiKyBaHHA pa3oMm i3
3aCTOCYBAHHAM TaKMX Mpernaparis,

Bperymosanna npobiemu MOXIHBE ILISXOM TIPHIHATT  3a3HAUEHOroO
IIPOEKTY Hakasy, ulo nepeabayac:

- HALAHHS BU3MAYEHWS HENOPIBHIOBANBHOTO OiOTepaneBTHYHOTO NiKApChKOro
3acoBy #K Jikapcbkoro 3acoby, sikuil 3apeccrposanuil ax MIBIL, wo € komieo
OPHITHANLHOTO JIiKapehKoro 3acofy Ta He HOPIBHIOBABCA Mix vac ioro peecrpauii
Oe3n0cepennbo 3 3apeecTpOBAHUM pedepeHTHUM/OPHITHANLHUM Bi0TEXHONOM I YHHM
NiKapCLKUM 3aC0B0M 3a rapaMeTpamu SKocTi, 6e3neKu Ta eeKTUBHOCTI;

- CIpoUIeHHE topsaok 1epepecctpauil MIBIL, o BianosigaioTs KpHTepisM
HCIIOPIBHIOBAILHOTO  BIOTEpaneBTHYHOIO  JiKapchKoro  3acoly, Ha  miacTasi
eKCNEPTHOT OWIHKM OHOBJIEHHUX AAHUX LO/I0 CIIBBLIHOIIEHHS KOPHCTH/PH3HK,
nposeAenol LlenTpoM, 13 Buiayero peecTpauifHOoro MOCBLIYEHHS 3 ypaxyBaHHsAM
nesHKUX 30008'13aHL BIAMOBIAHO 10 MyHKTY 7 po3uiny [V Hopsaky Ne 426,

3. [1paBosi acnexTw.

IlpaBoBiHOCHHKM B JaHIl cdepl perysioloThCsl HACTYMHMMH HOPMATHBHO-
NPaROBUMH aKTaMH:

3akon Ykpainn «[1po nikapcebkl 3acobu»;

[Mopsioox  mepxasHoOl peecTpauil  (nepepeccrpallil}  JNIKapCcbKHX  3acobis,
3aTBepkeHHH noctadosolo KaGiHety Minictpis Ykpaiuu Bia 26 Tpasus 2005 p.
Ne 376.

4. dinancoBo-ekonomiulle oBrpynTYBAIIIS,
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Peanizayis IpoekTy Hakazy MO3 Vkpaiuu ne NOTpedye M0aaTKOBUX BHUTpPAT i3
ACPKABHOTO Ta MICUEBMX B0 KETIB.

5. NNozuuisn 3aiTepecoBanux opramis,

Ipoext makazsy MO3 YkpaiHn notpeSye noromkenus i3 JlepxaBHow
PEIYIATOPHOW Cclly)6010 Vkpainu Ta AepXaBHOT peecTpauil MinicreperBom ocThnii
Ykpatuu.

6. Perionanunuii acnexr.

Ilpoexr mnakasy we CTOCYETbCS  NMUTAHHA  PO3BHTKY anMIHICTPaTHBHO-
TEPHTOPIATILHUX OJTHHHUILD,

6'. 3anobiranns ANCKpHMinaiy,

Y npoekri Hakasy BIICYTHI NONOXeHHs, sKi MIiCTSTh 03HAKH JHCKPUMIHaLL].
Ipoexr wakazy wme noTpebye NpoBeeHHS rPoManchKo] AHTHAMCKPUMIHALL AHOT
EKCIIePTHH,

7. 3anobiranus kopynuii,

Y npoexri Hakasy Bigcyrni MpaBuiIa 1 IPOUENYPH, AKI MOKYTh MICTHTH PH3HKH
BUMHEHHS! KOPYNUIHHUX IIPABONOPYIieHE.

8. I'pomancnike obrosopenns.

3 METOI  TIpPOManCcLKOro OOrOBOPEHHS NpPOEKT Hakasly po3MILIEHO Ha
opinifinomy caitri MO3 Yipaiiu (Www.moz.gov,ua).

8'. Posrasn HaykoBum komitetom Hauionanwnnoi paan Ykpainu 3
MATAaHL DOIBUTKY HAYKH | TEXIOM0TiH

Ipoexr naxazy He cTocyeTbes chepu HayKOBOT Ta HAYKOBO-TEXHIuHOT HisnbHOCTI,

9. Hoznuis conianbnx napruepis.

Ilpoext nakasy ue crocyerbes COLUANBHO-TPYAOBOI chepy Ta He norpebye
Y3rOMKEHHS 13 COMiaTbHUMK MapTHepamu,

10. Ouinka peryanropnoro BIIINBY.

Ipoexty wnakasy ¢ perynstopHum akrom, sKuii BIANIOBLOAE TTPHHLIMNAM
ACPKABROT peryasToprol nonitkku. Quikysani HaciakK ail HOPMAaTHBHO-1IPABOBOIO
aKTa He MpH3BENYTh 1O 30IMBLIEHHS BHTpaT cy6 eKTiB FOCIIOIaPIOBAHHS, TPOMAasiH
Ta JEPKABH,

10'. Brane peanizauii akTa na punoK npaui.

[IpHAHATTA npoekTy Hakasy He BIUBaE Ha PHHOK npatii.

1. Iporuos pesyasraris.

[pniinarta  npoexry wakasy MO3 YKpaiHH  JIO3BONKTL  3a6e3rnequTu
MOXNMBICTE PEECTPALIT IKApChKUX 3aCobiB, SIKi Oynu nepexnanicdikosaui 3 kareropii
MEIMYHUX IMYHOBIONOrYHUX Npenaparis, | NPOTSToM HaraTEOX POKIB 3aCTOCYBAHHS
NIATBEPAMIN CBili cTaTyc eDeKTHBHHX Ta Be3leuHux npenaparis.

B.o. MinicTpa oxopoun { ﬂ(
310poB’st Ykpainu AN~ Yanua CYIIPYH

« _ »2018p.



AHAJII3 PETYJATOPHOI'O BILJIUBY
A0 poeKTy Haka3y MinicTepcTaa oxoponn 300pOB’st YKpaiuu
«I1po BHecenHst 3miH 10 Ilopsaaky nposegenns CKCNEePTH3M peccTpaniiinux
MaTepianie Ha JlikapcbKi 3aco6u, Mo MOXAIOTLCS HA AepiKaBHY peecTpaniio
(nepepeecrpauirn), a Takosx €KCHEePTH3H MaTepiaJiB PO BHeCEHHs 3MiH /10
peecTpauiiinnx Marepiaais nporsirom aii peecTpaniiiHOro noceixyenus»

L. Busnavenus npoGaemu

3a manumu JlepxxaBHoTo peecTpy NKApCHKUX 3ac06iB HAa CHOTOAHI B Vkpaini
3apeecTpoBano  Ouibwe 30  GioTeXHONOMYHMX MKapcpKUX  3acobiB  pisHMX
BMUPOOHMKIB, peccTpalisi sKHX 3.ifCHIOBANACh 3 BILAYEIO Ceprudikaty mpo
ACPKABHY PEECTPALI0 MEAMYHOTO IMyHOGIONOrYHOrO npenapaty (aani — MIBIT) y
BIAMOBIAHOCTI A0  BUMOT Ilopsaaxy npoBemenns  mepxaBsrOl peecTpauii
(mepepeecTpauil)  MeamuHmx  iMyHOGionoriuHuX npenapaTis B YkpaiHi,
3aTBep/ukeHOro HakazoM MO3 Vkpaiuu sig 06.12.2001 Ne 486, wo BTpaTUB
YMHHICTh Ha mifcTasi makasy MO3 Vkpaiuu sig 04.01.2013 Ne 3 «IIpo BHecenHs
3MiH 110 Haka3y MinicTepcTaa oxopomu 300poB’s YKpainu Bix 26 cepnus 2005 poky
Noe 426 Ta BH3HaHHA TaKHMHU, 1[0 BTPaTHJIM YUHHICTh, JESIKUX Haka3iB MinicTepcTsa
OXOPOHM  370pOB’S  YKpaiHM 3 [HMTaHb peecTpalii JiKapchKux  3acobiBy,
3apeecTpoBaHoro y MinictepeTsi loctuuil Yxpainm 15 Gepesus 2013 p. 3a
No 425/22957. Tepmin nii Ceprudikaris npo aepxaBHy peectpaniro Takux MIBIT
cuBae y 2018-2019 pokax. Ilpu ubomy Taki npenapati nepebysanu Ha PHUHKY
Ykpainn 6Ginbwe 10 pokis, Gynd HeoAHOPA30BO MEPEPEECTPOBAH] Ta 3a uac
3aCTOCYBAHHA B MEAUHIN NPAKTULI 3apeKoMeHIyBalu cebe sk eheKTHBHI, Oe3neuni
Ta 3aTpedyBaHi npenapar.

Binnosinno o absamy 5 nyskry 9 posainy IV ITopsaxky npoBexeHHs
eKCIIEPTU3H peeCTpanifHUX MaTepiadiB Ha JiKapchki 3aco0H, MO IMOAAIOTLCA Ha
AEpKaBHy PECCTpaLiio (NepepeecTpalliio), a TAKOX eKCIePTM3H MarepialiB Nnpo
BHECEHHA 3MIH [0 peecTpalifiHMX MmatepianiB mnporsroMm Jii peectpawiiiHoro
NOCBIMEHHS, 3aTBepkeHoro Hakasom MO3 Ykpainu Bix 26 cepnius 2005 p. Ne 426,
3apeecTpoBanoro y Minictepetsi toctuuil VYkpainw 19 Bepecus 2005 p. 3a
Ne 1069/11349, (y peaakuii Hakasy MO3 Vkpainu Big 23.07.2015 Ne 460) (mani —
Hopsiok Ne 426), y pasi mepepeecrpauil MIBI, uio 6y nepexsamiikoBaHuit y
KaTeropiro Jiikapcbkoro 3acoly, eKCIepTH3a PeecTpalifHuX MaTepialiB MPOBOANTHCS
Y MOPSAKY SK JUIA JIIKApCchbKoro 3acoly, 110 MOAAEThCS HA peecTpallilo, BiAMOBiAHO 10
[OJIOXKeHb 1boro posainy Ilopsjiky Ta HamaeTbess pekoMeHIauis jo peecTpanil
JiKapcpkoro 3acoby. Jnms wmiel rpymu nikapchKux 3acoBiB peectpaliiiHe AOChE
mojaeTeest y dopmari, sxkuil HagBHui (aGo y dopmari 4oTMpboX wacTHH, abo y
dopmati 3TM). Tobto, y 38’s3Ky i3 3MiHAMU y 3aKOHOLABCTBI IOAOBXKEHHS i
Aep#aBHOI peecTpauii (pakTHurHo nepepeectpauis) MIBI, wo nepexsanidikosani y
niKapcbKi 3acobu, BinOyBaeThCs IIAXOM TX peectpauii sx Jnikapchkux 3aco6is Ha
MICTAaBl  pPe3y/NbTaTiB  eKCIepTH3H peecTpauiiHMX MartepialliB Ha 3aralbHHX
MACTaBaX, [0 BCTAHOBNCHI AN peecTpalll ikapchKHX 3acobiB.

ITpote, maTepianu peecTpallifiHOro 0CLE TAKUX NPEnapaTiB HA CHOTOIHIIIHIH
JIeHb HE BIANOBIJATL CYYaCHMM BHMOTaM JO CKIay pPeecTpaliiiHOro Ioche,
HEOOXIAHOIO anist 3AiHCHEHHS npouefypu peectpauii JMikapcbkuX 3acoBiB, Lo
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YHEMOXIHBIIOE  32BEPLICHHA EKCNIEPTH3U peecTpaLiHHuX marTepianiB 3 MeToio
TMOBTOPHOT peecTpauii (nepepeectpauii) Takux Npenaparis i Hece B NOAANbIIOMY
3arpo3y 3HUKHEHHS 1X 3 PUHKY.

. Bupimenns nurans wono HeropisHmoBaIbHM 0ioTexHOMOrMHUX NpoAyKTIB,
KL BXE  3HAXOAATHCS HA  PUHKY, MPONOHYE Mixnaponna  denepauis
hapMaLeBTHYHIX BUPOGHUKIB Ta acomianiii (IFPMA). 3okpema, y nporpamuiii 3assi
IFPMA Bin 24.07.2014 3a3naucHo, «iuo PU3HK JINs MAL€HTIB TA CHCTEMU OXOPOHH
300POB’S 3 GOKY HENOPIBHIOBAILHUX OI0TeXHOIOMIHMX IIPOAYKTIB HeoOXxiano
MIHIMi3yBaTi a6o 3BECTH [0 HyJIS 33 JOMOMOrOIo BI/INOBITHOT NOPIBHSJIBHOT OLIHKH
IX sikOCTi, eekTHBHOCTI Ta Ge3nexu BiAMOBIAHO 1O kepiBuuLTBa BOO3. Busnana
HEODOXiHICTh 3aCTOCYBaHHA NEPEeXi{HOro Mepiofly, IijJ 4ac sSKOro MOXKHA MPOBECTH
wo ouiHky. Iled nepexinHuil mepion Bumaratume BinmoBiaHoro TEPMIHY JUIs
KOXHOIO HEMOPIBHIOBANBHOIO Bl0TEXHOIOMYHOIO OpoayKkTy, wo0 BIiH 3MIr
SATHIMTHCA Ha PHHKY, Ta MOTIM 3aCTOCOBYBaTH y KOXHOMY BHITAJKy HOCTYNOBMIA
MAX1A, 10 BCTAHOBIIEHHMH y KepiBuuutei BOO3. Leit miaxin miniMizyBarume 36iit y
MOCTa4aHHI, MPH LBOMY IOCHIIOYH MPUIHATHI CTaHIapTH sKocTti, Oe3nexud Ta
e(heKTUBHOCTIY.

3aCTOCOBYIOUM JOCBIJ €BPONEHCHKUX KpaiH Ta peKOMeHpaLiif MbxHapoaHol
hesepauii papManeBTUUHUX BUPOBHHUKIB Ta acouiauiil N0 AHATOrYHUX BUIAKIB,
3 METOI0 3abe3NeyeHHs MOXIMBOCTI IIOAANBLIONO 3aCTOCYRAHHS Y MeAHYHiM
NPaKTHUi NPENaparis, 10 NPOTATOM 0araTboxX POKiB 3aCTOCYBAHHS MIATBEPAUIIH CBI
CTaTyC K e(peKTHBHUX Ta 6e3NeUHNX JIiKApChKUX 3ac06iB, MPOEKTOM 3alpOIIOHOBAHO
3aMPOBaMTH TEPMiH «HEMNOPIBHIOBANBHHI OGlOTEeXHONONUHMI JiKapchkuil 3aci6y,
pasoM 3 THUM BBECTH HOPMY LIORO OCOONMBOCTEH 3A1HCHEHHs peecTpauii Takux
JUKapCBKUX 3ac00iB B 4aCTMHI 3iHCHIOETBCA 1T HAa WiACTaBi EKCIEepPTHOT OUIHKH
OHOBJICHMX HaHWX WIOAO CITBBIAHOIEHHS KOPUCTH/PU3UK, MPOBENEHOT Lentpom
BIAMOBIAHO JI0 MOJONKEHb LBOro po3aily Ilopsaky, i3 Buaadero peecTpauiiHOro
MOCBIAYCHHS 3 YPaxyBaHHAM NeEBHUX 3000B’13aHb BIITOBIAHO 10 MyHKTY 7 po3aimy
[V Ilopsanky Ne 426.

TakuM 4MHOM, KEPYIOUHCH JIOCBIOM BMpIlIEHHS AHATOrYHOI npobremMu B
OKpeMHX €BPOTIEHCHKHX JepkaBax (3o0kpema, [lonbili) Ta BpaxoBylouu pekoMeHganii
Mikuaponnol denepanii GapmauesTHunuXx BUPOOGHUKIB Ta acouianiil, BUKIaeHi y
nporpamuifl  sassi sin 24.07.2014, samns supimeHHs uiei Kpu3osoi cuTyanlii Tta
YHUKHEHHS HEraTUBHHMX HACMIAKIB IS THCAY MaUi€HTIB, WO MOXYTh MEpepBaTH
BIANOBIAHE JiKyBaHIs, sK€ BOHM OTPHMYBAIM pa3’OM 13 3a3HAYEHUMH BULIE
JNIKapChKHMM  3ac00aMK, HEOOXITHHM € TpHIHATTS 3a3HAYeHOro PErynsaTOPHOro
aKTy.

OpHOYacHO, BPaxXOBYHOYH Cy4acHI BUMOIM Ta BIEBHEHHH nepexii 1o
€NCKTPOHHOTO JIOKYMEHTOOOIY B OpraHax BHMKOHABYOl BNAAM 3aNPONOHOBAHO
BBCCTH HOpMY 11040 Hauauus no Ilentpy nus  3gificHeHHs  excreprsm
peecTpanifinux MarepianiB peectpauiiinoi hopmu y NnanepoBOMY Ta €JIEKTPOHHOMY
BUITIAAL, 11O JO3BONUTH YHUKHYTH TEXHIUYHHX TNOMWIOK MiI Yac opopMIIEHHS
peecTpauniiHux JIOKYMEHTIB 3a pe3ynbTaTaMM 3aTBEPIKEHHS
peecTpauii/nepepeecTpanii JiikapcbKEX 3aco6iB Ta BHECEHHS 3MiH 10 peecTpauifHuX
MaTepialliB, 3aHECEHHA BiOMOCTEH LIOAO 3apEECTPOBAHHX JNIKapchKUX 3acobiB go
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,[[epxce-usﬂoro peecTpy nikapcekux  3acobis YKpainu B eanHOMY dbopwmari,
HeobxinHoMy  mns BUKOPHCTaHHS 1ux  BigoMocTredl mig wac  a;ificHeHHs
3aKYIBENBHEX IMPOLEAYD 1010 JUKapCchKUX 3acobiB 33 KOLITH IEpPXKaBHOTO Ta
MICLIEBOTO B0 IKeTiB,

OcHosHi rpynu (miarpymny), ga sxi nipobnemMa Mac BIUIUB:

Ipynu (nigrpynn) Tak Hi
[ 'poMasiu +
Hepxapa +
Cy0’extu +
TOCIONapIOBAHHSA
Y TOMY 4YHCH Cy0’€KTH +
MaJIoT0 TIAMPUEMHULUTBA

’ IIATOMY Bary Cy0’€KTiB MAloro MiANpHEMHHITBA BKa3aTu HEMOXUTHRBO,
OCKUIbKH npofneMa OJHAKOBO BILIMBAE HA BCix cy0’eKTiB rocronaproBaHs
HE3aJICKHO BI/l PIBHsI JOXO,1Y.

s npoGnema He Mosxe 6yTu po3s’s3ana 3a JOIOMOroIo PHHKOBHX MEXaHi3MiB,
4 TAKOX 32 IONOMOTOK HII0YHX PerysIssTOPHUX aKTiB.

IL. Uini pepkaBuore perynoanisn

Meroto mpoekty Hakasy MO3 Ykpaluu «Ilpo BreceHns 3min mo Ilopsaky
MPOBC/ICHHA  CKCNEPTH3M peecTpallifnuX MarepiafiB Ha NiKapchki 3acobM, 1o
HOJIAIOTECA Ha JepikaBHY peecTpaliio (nepepeectpalliio), a Takok eKCIEepTH3H
Marepianis Npo BHECEHHS 3MiH 70 peecTpauiinux Matepiamis mpoTsroMm  mii
peecTpaliiHOro MocBia4YeHHs» (Aani — HpoeKT HaKa3y) € CTBOPEHHA YMOB s
MOXJIMBOCTI peecTparlii jikapeskux 3aco6iB, sKi MiANAmaOTsh I1in 3alpPONIOHOBaHe
BM3HAYEHHS «HENOPIBHIOBANBHUHE OiloTexHomoriyHuil NIKapchbKUit  3acib», 1o
3aKIHYCHHS TepMiHy il cepTugikaTiB npo AepxaBHy peecTpalilo Takux MIBII, ski
Oyinu nepexsanigikosani y kareropiro nikapcekux 3acobiB, BiANoBiaHO 10 HOCBigy
EBPONEHCHKUX KpaiH Ta pekoMmeHjauiil Mikuapoaroi denepauil papmaneBTHYHUX
BUDOOHMKIB Ta acouianifl 3amans 3aGesmeucHHS  MONCIMBOCT MOJAJILLIOTO
3aCTOCYBaHHA y MEIMYHIH NpaKTWIi Hperaparis, WO NPOTArOM 6araTtbox POKIB
3aCTOCYBAaHHS INATBEPAMIIM CBIH cTaTyc ceKTUBHHMX Ta Ge3rmedHux NIKapCbKUX
3aco0iB, Ta YCYHEHHS 3arpo3sd BiJCYTHOCTI TaKmX [penapaTtiB Ha pHHKY |
CIPUMHEHHS WIKO/IK TS [TALICHTIB, SKi OTPUMYIOTH BiAMNOBIAHE NiKYBaHHS pasoMm i3
3aCTOCYBaHHAM TaKHX Mpernaparis.

BperymoBanus npo6aemu MoXTHBE LITAXOM NPHHHATTA  3a3HAYEHOTO
NPOEKTY Hakasy, Wwo nepenbayac:

- HAJAHHA BU3HAYCHHA HEMOPIBHIOBAIBHOTO GIOTEXHONOrMHOrO JiKapehkoro
3aco0y 8K JiKapckKoro 3acoly, skuii Gys 3apeecTpoBanuil sx MIBII, wo € konielo
OPHTIHANBHOrO JIIKapchkoro 3acofy Ta He MOPIBHIOBABCA MiA Hac #oro peecrparii
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Oesnocepeibo 3 3apeecTpoBaHNM pedepeHTHHM/OpUTiHATEHIUM 6i0TeXHOMOMYHAM
JIIKaPChKUM 3aco60M 33 apaMeTpaMH sIKOCTi, 6e3MeKH Ta eeKTHBHOCTI,

- CIPOLICHHMI nOpsmoK peectpauii MIBII, wuio BiAmoBinaroTH KpUTepiaM
HETHOPIBHIOBAILHOTO  GIOTEXHONOTIYHOrO  JKAapCHKOIo 3acoby, Ha mijcTaBi
CKCIIEPTHOI OWIHKHM OHOBIEHMX JaHHUX 00 CITIBBIIHOLIEHHS KOPHUCTH/PU3HK,
nposenenol LleHTpom, i3 BHOauero peecTpamiiiHoro mocigyenHs 3 ypaxyBaHHAM
NIEBHMX 3000B'13aHb BiANOBI/(HO 10 NyHKTY 7 posainy 1V ITopsizky Ne 426.

IT1. BusHa4yeHHs Ta OUiHKA aJbTepPHATHBHHX CNIOCOGIB NOCATREHHST uiei
|. BusnaueHHs anbTepHaTHBHUX CIOCOBIB.

ITlin yac niaroToBkH MPOEKTY Haka3y OyNo onpanboBaHo ABa anbTepHATHBHI
CIIOCOOU JOCATHEHHS BUIUE3a3HAYCHNX [[iN1eil:

Bujg Onuc aabTepHATHBH
aJIbTePHATHBH

AnbTepHaTuBa | | 3aNHIINTH YUHHE perynioBaHHS Ge3 3MiH.

Ilpore, neit cnoci6 He mpu3Bene N0 NOCATHEHHS METH, OCKibKY
He Oyne crBopeHo ymoB s mepepeectpauil MIBI, ski ne
[IPOJEMOHCTPYBATH NOPIBHAHHICTD J0 BIATIOBIAHOTO
pediepeHTHOTO  GiOTEXHOJOMIYHOrO  MPOAYKTY, IO  MOXKE
NPH3BECTH RO 3yNMHHEHHA X BHPOOHHULUTBA Ta TPOAAXY, [ SK
HACTI/IOK, 10 CIPHYMHEHHS HeNONpPaBHOI IIKOAM MAli€HTaM, AKi
OTPUMYIOTE BIANIOBiHE NiKyBaHHS.

Anptepnarusa 2 | IIpuiHATTA IPOEKTY HaKasy HO3BONUTH 3aGE3MEUUTH MOXIIHBICTD
ONIEpaTUBHOrO npoBeJeHHs uepepeectpauii MIBII, saxi He
MIPOJEMOHCTPYBAIH MOPIBHSAHHICTE hils) BIATIOBIAHOTO
pedepenTHoro  GiOTEeXHONONiYHOrO  NPOXYKTY Ta  Oynd
nepeKBati(hikoBanl y KaTeropilo jiKapchbKHX 3acofiB, paszom 3
THM 1IpOTAroM 0araTeoX pOKiB IX 3aCTOCYB&HHS MiJTBEPAMIH
CBili cTaryc edexkTUBHMX Ta Oe3NeuHux JiKapchbkux 3acobiB, a
TAaKOX TNPOJOBXWTH MNOAaNbLIEe 3aCTOCYBAHHA Y MeAUuHiil
pisibHOCTi Takux MIBIT 3 MeTOKw YHHKHEHHS CIpHYHHEHHS
LIKOJM [alICHTaM, fKi OTPUMYIOTh BiJIIOBIHE JiKyBaHHS TaKHMH
npenaparamy.

2. Ouinka BUOpaHKX aNbTePHAaTHBHUX CIOCOBIB JOCATHEHHS IIiJIeH.

Ouinka BruMBY Ha cepy iHTepeciB aepkaBH:

Bun Buroau Burtpatu




AJIbTePHATHBH

AlbTepuaTuba |

BincyTHi.

ITpobnema i3
nepepeectpaniero MIBIT
3aNIMIIATECS HE BUPILIEHOIO

Moxnusi npetensii uomo
HECIIPOMOXKHOCTI BHpilLIeHHS
npobiaeMu B coepi
nepepeectpanii MIBIT,
BIZICYTHICTB IIpenapaTy Ha pHHKY

AnprepHaTyBa 2

Byne BupimeHo npo6nemy i3
nepepeectpauiero MIBIT, mo
JO3BOJIUTE 3a0e3meunTH ix
nepepeecTpaiio ta
T0/1aJIbLIIE 3aCTOCYBAHHS Y
MEIHYHIN ImpakTuLl, Ta
YHUKHYTH CIIPHYHHEHHS
LUIKOAM s Malll€HTIB, L0
OTPUMYIOTE BiANOBijiHE
TKYyBaHHA

HoAaTKOBI BUTpaTH Y 3B’ 3Ky i3
NPUAHATTAM PETYNATOPHOIO
aKTy [/ Nep>KaBy HE
BUHUKAIOTE, OCKIJIBKH
BUKOHAHHS PEryJNATOPHOIO aKTy
3abe3MeUYEThCA B MEXKax
ICHYFOYHX KOLITOPUCHUX BUTPAT
Ha YTPMMaHHS BiXNOBIAHUX
OpraHiB JepKaBHOI BIaH

Ouinka BruBy Ha cdepy iHTepecis rpoMasy:

Bug
aJIbTEePHATHBH

Buroau

ButpaTn

AnprepHatypa 1

Bincythi

['poMansHu, WO OTPHMYIOTH
TIKYBaHHs pa3oM i3
BifgnoBigHuMu MIBIT,
IOHECYTh OAATKOBI BUTPATU
Ha MiHIMI3allifo CHpHYHHEHHS
LIKOJH 13 3B’ 3Ky i3
TIEPEPUBAHHAM JIIKYBaHHA

AnbprepHartusa 2

I'poMansiHu MOXYTE

Ta K Haci10K, YHUKHYTH
COPHYMHEHHS WKOAM AN 1X
310pOB’A

IIPOIOBXHTHU NiKyBanHs MIBIT,

HonaTkoBi BUTPATH B
NOPIBHSHHI 3 YHHHOIO
CUTYALIEIO HE OUiKYIOThCS

Brumvs Ha cepy iHTepecis cy6’exTiB rocogapioBaHHs.

IToka3nuk

Besnuki

Cepeani | Mani | Mixpo | Paszom

Kinekicts cy6’exTiB

30 30




rOCTIONAPFOBAHHS, 10 HiANAal0Th i
IiH0 PEryNOBaHHS, OAHHHIE

[TuToMa Bara rpynu y 3aranbHiit % % % | 0,23% | 0,23%
KUIBKOCTI, BiJJcOTKIB

Bun Buroan Burtparn
AllbTePHATHBH
AnbTepHaTuBa | Bigcyrai Bupobuukn MIBII, aki He

MOXYTb 3T1ACHUTH X
nepepeecTpauilo, MIOHECYTh
3HAYHi 30UTKH, B TOMY YHCII,
iCHy€ pH3HK Tx GaHKpyTCTBa

AnbrepHaruBa 2 Bupobuuku MIBIT 3amM0xyTE BiacyTHi, OCKiIbKH 101aTKOBI
3MIMCHUTH IX IIepepeecTpaLilo | BUTPATH y 3B S3KY i3

Ta TPONOBXHTH iX peanizaliro | NpUHHATTSAM peryJasTOPHOTO
aKTy He BUHUKAIOTb

IV. Bubip Haii6inbm ONTHMAALHOrO AJLTEPHATHBHOTO  crocoGy
JOCATHEHHH Uijtei

3a pesynbTaTaMM ONpAOBAHHS AIBTEPHATUBHUX CIOCOGIB JOCATHEHHS Liei
AEPXKABHOTO DEryNIOBaHHA 3MIACHERO BUOIp ONTHMANLHOIO AaIETEPHATHBHOTO
crocoly 3 ypaXyBaHHSM CHCTeMH GAThHOI OLIHKM CTYTEHS JOCATHEHHS BH3HAYEHUX
nine.

Baprictp Ganis Bu3HA4a€THCA 32 YOTHPUOAIBLHOK CHCTEMOIO OLHKM CTYNEHS
JIOCATHEHHA BU3HAYCHHX LilJIef, fe:

4 — uii IPUAHATTA PeryIATOPHOTO aKTa, AKI MOXYTh O6YTH LOCATHYTI IIOBHOIO
mipolo (npobnema Ginblue icHyBaTu He Oyae);

3 — uinl NpUHHATTS PErynasTOPHOTO aKTd, sIKi MOXKYTh OyTH JOCATHYTI Maibke
MOBHOIO Mipok0 (yci BaXXTHBI acieKTH npoGiieMy iCHYBATH 1€ OYAYTS);

2 — uini OpuBHATTS PeryISTOPHOrO akTd, AKi MOXyTb OyTH JOCATHYTI
YacTKOBO (mpobsieMa 3HaYHO 3MEHLIMTLCSH, JesKi BaXJIMBI T4 KPUTHYHI acleKTH
IpobNeMH 3aTHIIATHECS HEBUPIIICHMMHE);

| — uini OpudHATTA PerynasTOPHOro aKTa, SKi HE MOXYTb OyTH AOCATHYTI
(mpoGrneMa NpoaoBXKy€E iCHYBaTH).

Peittunr ban KomeHTapi 11010 NpHCBOCHHS
Pe3syNbTATHBHOCTI pPe3yabTATHBHOCTI BiANMOBiAHOrO Gana
(nocsrHeHHs winein (3a YoTHPHGANILHOIO
nia yac BUpileHHs CHCTEMOI0 OLiHKH)




npobiemu)

Anbrepnarusa |

AnbpTepHaTuBa | He J03BOJAE
JOCATHYTH ITOCTABJIEHHX L{iJIEH
JEPXKaBHOTO peryJoBaHHs,
OCKUIBKH NpoGiieMa 1100
HEMOXKJIMBOCTI NepepeecTpanii
MIBIT 3anumuTsCs
HEBUPILICHOIO, 1110 MOXE
CIIPUYHHUTH LIKOOY AK
BupoOHUKaM Takux MIBII, Tak i
rpoMajsiHaM, IO OTPUMYHOTh
BiAIOBiAHE IKYBaHHA

AnbTepHaruBa 2

AnbTepHaTHBa 2 103BOJISIE
MIOBHICTHO AOCATHYTH
NOCTaB/IEHUX LiJIel JepaBHOTO
perynmoBanHs 0e3 10aTKOBHX
BUTPAT U1 cy0 €KTIB
rOCIOAAPIOBAHHS Ta JEPKaBH
(npobnema Olnbine iCHYBaTH HE
Oyne).

PeiiTunr Buroau (miacymox) Burparn O6rpyHTYBaHHSA
pe3yJAbTATUBHOCTI (miacymox) BiAmoBigHoroO
Micus
albTePHATHBH Y
peHTHHIY
AnerepHaTtuBa 2 ITpoGnema 6yne Bupimena | BijcyTHi Jis BUpilleHHA
LIJIAXOM CTBOPEHHS YMOB npoGiemu
U TiepepeecTpanii Haib1LIb1I

MIBII, mo po3Boautk
3a0e3neuynTH ix
nepepeecTpauio 10
CIUIMBY TEpMIHY ail
cepTudikaTis npo ix
IEPKaBHY PEECTPaLlilo Ta
NOJIA/IbLIE 3aCTOCYBAHHS Y
MeIWYHi# rpakTul, a
TaKOX YHHKHYTH
CHPUYHMHEHHS IIKOIM I
NalLI€HTIB, SKi OTPUMYIOTD

BHIIPABJAHOK Ta
JIOLUIBHOIO €
AnbTepHaTHBa 2,
aJKe BOHA
npu3Bese 10
IOBHOTO
BUPIIIEHHS
npobiIeMH,
BHU3HAYEHO1
pozainom I aHamizy
PETyIATOPHOTO




BiINOBiAHE NiKyBaHHs BILJIUBY
AnstepHaruba | BIJICYTHI IIpobnema i | Anbrepuarusa 1 He
Hajgani CIIPUATHME

ICHYBaTHMe | BUPIILIEHHIO
npobGnemu ta
JNOCATHEHHIO HiNeH
JepHKABHOTO
peryJsoBaHHS,
TOMY BHOIp Li€l
alIbTEPHATHBH HE €
MOMIUBUM

V. MexanisMmu Ta 3axoxd, fKi 3aGe3neqaThb po3B’SA3aHHA BH3HAYEHOT
npodaemMu

BperymoBants npo6ieMi MOXIHBE LUISXOM NPUNAHSATTS MPOSKTY HAKA3Y, IO
nependavac:

- HaJaHHA BU3HAYEHHS HETIOPiBHIOBANBHOIO 6iOTEpaneBTHYHOrO JIiKApChKOTO
3aco0y sk nikapcbkoro 3acoly, skui 3apeectpoBanuil sk MIBIL o € komiero
OPHUTiHANBHOTO JIKApChKOTo 3acoby Ta He MOpPiBHIOBaBCA MiA 4ac iforo peectparii
Ge3nocepesHEo 3 3apPeecTPOBAaHUM pedepeHTHHM/OPHUTIHAIBHAM Gi0TeXHOIOT YHIM
JIKapChKUM 3aC000M 3a NapaMeTpamMu SKOCTI, Ge3reKu Ta epeKTHBHOCTI;

- MOXIUMBICTB 3/iHCHeHHs! peectpauil npenapatis (MIBIT), mo BigmosigawTs
KPUTEPIsIM  HENOPiBHIOBAILHOrO GI1OTEpaleBTHYHOIO  JKAPCHKOIO 3acoby, Ha
MACTABI  €KCHEPTHOI  OLIHKM  OHOBJIEHMX JIAHMX IOAO  CIIiBBiXHOLICHHS
KOPHCTB/pU3KK, npoBeneHol LleHTpom, i3 Buaaucio peecTpallifHOro MocBigYeHHs 3
YPaxyBaHHAM IeBHUX 3000B'A3aHb BiANOBINHO o TyHkTy 7 posmimy IV Ilopsaky
Ne 426.

3axonamu, AKi HeoOXiAHO 3AIHCHUTH IS IPUMHATTA HaKa3y €

- [IOrOJUKEHHS [MPOEKTY HaKa3y i3 3alHTEpECOBAHHMH LIEHTPAIEHIUMH OpraHaMH
BUKOHABYO] BIaIH;

- IepKaBHa peecTpalis NpuHHATOro Hakasy MiHicTepcTBOM HoCTHINT Y KpaiHu.

VI. OuiHka BHKOHAHHS BHMOI peEryJjsiTOPHOrO aKTa 3a/JeXHO Bia
pecypciB, SIKHMH pPO3NOPSIKAITbCA OPraHH BHKOHaBYOi BJaAH 9YH OpPraHu
MiCUEBOT0 CcaMOBpsiAyBaHufl, ¢i3H4Hi TA OPUAHYHI 0COOH, AKI NOBHHHI
BNpOBagKyBaTH a00 BHKOHYBATH Ili BAMOTH

BuKOHaHHS II0J0KeHb DPETyISTOPHOrO akTa He Imepeadayac JoJaTKOBHX
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biHaHCOBUX BUTpAT JUIA CY6’€KTiB roclogapioBatHs Ta OpraHiB JepKaBHOI BIaH, y
3B'A3KY 13 uMM Jomatku 2 — 4 10 MeTOAMKM NpOBENEHHS aHali3y BIUIUBY
PETYIATOPHOTO aKTa, 3aTBEP/PKeHOI NocTaHoBor Kabinery Minictpis Vkpainu Bin
11 6epesns 2004 p. Ne 308, He noTpeOyrOTh 3aTIOBHEHHS.

VII. OGrpyHTYBaHHS 3211 PONOHOBAHOTO CTPOKY Al PEryJATOPHOIO aKTa
Tepmin zii perynaTOpHOIo aKTa He 06MEXYETHCS.

VIIL. BuznaueHHs noka3HUKiB pe3yabTaTHBHOCTI Ail PeryJIiTOPHOro aKra
IIportosHi 3HaYeHHs OKA3HUKIB Pe3y/IBTATHEHOCTI PEryNsSTOPHOIO aKTa:

1) posMip HaaXOIKEHb IO NEePXABHOTO Ta MIiCIIEBHX GHOIKETIR i JepKaBHUX
UiTbOBHX (DOHAIB, NOB’sA3aHMX 3 Jicto akta. Cy6'eKTH rOCNONAPIOBAHHSA, IO
3aificHaTe nepepeecrpanito MIBIT Ha migctasi mpwuitHsToro PEeryIfaTOPHOIO akTa
NPOJIOBXATh IX peanisauiio, a oTKe, CINIAYyBATUMYThH BIAMOBIAHI NMOATKH Ta 360pu
13 0OcsTIB Takoi peanizauii;

2) piseHs noiHQopmoBaHocTI CyG’€KTiB  rocmojapioBaHHs.  PiBeHb
MOIHOPMOBAHOCTI  OIIHIOETBCS SIK  BUCOKHA. I[IPOEKT peryisTopHOro axrta
posMilleHo Ha odiuifinomy Beb-caiiti MO3 Ykpainu (Www.moz.gov.ua) B Mepexi
InTepHeT N1 OTpHMaHHA NPOMO3MIH Ta 3ayBaKeHb I'DOMAACHKOCTI. I[licis
NpHHHATTS aKkT Oyde ompwnogHeHWH y 3acofax Macooi imdiopmanii s
O3HaHOMJICHHS 13 HUM Cy0’€KTaMH rocrogapchbKol JisIbHOCTI;

3) KinbKicTh Cy6’€KTiB rOCHOAAPIOBAHHS, HA AKUX IONIHPIOBATHMETHCS Iif
akra,

[HII MOKAa3HKMKM pE3yNBTATUBHOCTI aKTa HE BCTAHOBJIIOIOTHCA, 30KpeMa, TaKMil
MOKa3HUK 5K pO3MIp KOWTIB 1 4ac, [0 BHUTPAuYaTHMyThca Cy6 eKTaMH
rOCIIOAAPIOBAHHS, ITOB’S3aHUMU 3 BUKOHAHHAM BHMOT aKTa, OCKiJIbKH Yy 3B’A3Ky i3
BUKOHAHHAM PETYISTOPHOTO aKTa He Mepea0ayacTbes JOAATKOBUX BHTPAT KOUITIB Ta
yacy cy0’€KTIB rocroJapioBaHHs,

IX. BuinadeHHs 3axoaiB, 3a JONOMOIoK $IKHX 3iCHIOBATHMETLCH
BiICTe;KEHHS Pe3y IbTATHBHOCTI il pery/isTopHoro akra

Y pasi NpUIHATTS pEryJsaTOPHOrO aKTa IOCHIAOBHO 3AiMCHIOBATUMYTHCS
ba3oBe, NMOBTOpHE Ta INepiOAHYHE BiJICTEXKEHHs HOro pe3ylbTaTHMBHOCTI 3TimHO 3i
crarreto 10 3akony Ykpainu Bia 11 Bepecus 2003 poxy Ne 1160-1V «Ilpo 3acaam
ACPXKaBHOI pPErylsTopHOl NOMTHKA Yy cdepi rocnomapchkoi AisnbHOCTI® Ta
MeToaukoro BiACTEXEHHS Pe3yJbTATHBHOCTI PETYISITOPHOIO 4aKTa, 3aTBEPHKEHOIO
nocranosoro Kabinety MinictpiB Yxkpainu Bin 11 Gepesus 2004 poxy Ne 308.

basose  BincTexeHHs  pe3yNBTATHUBHOCTI  peryiasaTOpPHOrO akTa Oyne
NPOBOAHTHCE Y BU3HAYEHWH 3aKOHOZABCTBOM TepPMiH 10 HabpaHHA YHHHOCTI
HaKa3oM, IIOBTOpHE BIACTEXEHHs — dUepe3 piK micad HaOpaHHs HAM YHHHOCTI,
MEPIOAMYHI — Y TTOAANBIIOMY KOXKHI TPH POKH.

ITosropHe Ta NepioM4HI BIACTEKEHHS Pe3yIbTaTHBHOCTI PErYNIATOPHOrO aKTa
Oyie NpoBOAMTHCE LLIAXOM 06po6ky Ta aHalli3y CTaTHCTHYHOT iHGopMalii.
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BukoHaseur i3 3axoniB Biacrexkemns — MinictepcTso OXOPOHH 310pOB’s
YKpaiHu. MeTox Ta BHI MaHMX NPOBEACHHS BiACTEXKEHHS pe3ynbTaTUBHOCTI -
CTaTUCTHYHI.

Y pa3si HaOXOJUKGHHA NPONMO3MIIH Ta 3ayBaKeHb WIOJO BUPILIEHHS
HEBPETYNLOBAHUX a00 mnpobieMHUX nuTtaHb Oylde PpO3DIIATHCh HEOGXiITHICTD
BHECEHHS BIJ{IIOBITHHX 3MiH.

B.o. MinicTpa oxoponn

380poB’a YKpainu Q /Kbl Yasna CYIIPYH

« » 2018 p.
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Fonoena Doxysaanm Tpomancexe obroacpenHa

FPOMANIAHAM MELHYHAM NPALIBHHKAM 0CBITA OPEC-UEHTP

> LNAMIDLEN 3 BALAMK 30PY

f vl w

NOKYMERTH

KOHTAKTH

NpoekT Hakasy MO Yupsinm <pe BHecaHHA aMiH Jo NopRAKY npoaseHks BKCNBNTHIN DRECTDAU ANV MATepiaNin HA NiKAPCLKi 30O, W NOAMOTECA Ha MR *adHy peecTpallio {nepepeecTpali),.«

FPOMALICBKE OBFOBOPEHHS

HAKAZM MO3

[POMAACEKE GETGBOPEHHA

TPOMAICHKA PATA MO3 v

TPOMANCHKA EXCNEPTHIA

ROKYMEHTA 3 NWTAHD
EKOHOMIKY TA BIHAKCIB

HAUIDHAMLHA PADA 3 UTAHG
NPOTHAM TYBEPKYNLOZY TA ~
BIN/CHIA

AOK¥MEHTH

NpoekT Hakaay MO3 Ykpaikm «\pe BHECEHHS 3Mik A6 Nopaaky
{:DUBBAEHHA EKCMEPTHIM PBECTDALIAHMX MaTepianis Ha NiKapChKi
33C00H, WO NOAZHOTECS HA REPXARKY PEECTPALI
[nepepeectpauiio)...»

14 awTore 2018 < 250

Neainomasnna npo anpunwgHexus

PeecTpayidnnx marepiania nporarom ol PBECTDAUIAHOMO NOCEIAYEHHA

MoacHigaansna 3anucka

Nopiananena rabauyn

MOBIACMAEHHA
NP0 GNPUMIBAHEHHA RpoeKTY Hakady MO3 Yxpaiiw
«MNpo BHOCBHHA IMiIH 10 Napanky RpaBEREHHA BKCHBRTHAM PEECTPELIAHUK
WaTepianis Ha NiKapCeni 38coGM, WO NOAAKTLCA Ha ROPXABHY pBECTPain
{nepepeecTpayio), a Takox AXCNIOPTHIN MaTepiania NPO BHEGAHHA 3MIN 1o
PeecTPaLifvx Matepiania npoTarom gif POECTPALIAHOrD NOCRIRYBHIA

MinicTepcreo oxopoHu 3popos'a YKpaiHu npononye Ank nyGnivvoro OhroBOpeHHR
NpoexT Hakasy Minictepctaa oxoponu snopes's Yipainm «Mpo BHECEHHA amin go
Nopagry nposenekHa excrepTian POECTRAUIAHUX Matepianin Ha NiKapCKi aacobin, WO
NOJAKTHCA Ha [epwagHy  pPeecTpaLlin {nepepeccTpaiyK), a Takox GKCNEpTHAK
Marepianis npo BHECEHHA IMH AC  peecTpaUiinux  maTepianie npoTarom g
PEECTPAUAHOrC NOCBIqYaHHS (fani ~ NpoakT Hanasy).

NpaekT Hakagy poapobneto MO3 Ykpainu cninbto a AN «Jlepxasnnil axcriepTHui
uetitp MO3 YepaiHus Ta npodeciiHumum FPOMAACHKAMA  CPTaHIZaliAMU 3 MeToK
YAcokoHaneHks FlopARKY RpoRreseHHA BKChepTHaW POECTRALMHUX  MaTepianis wa
NiKapGhKi 33006M, WE MOARDTLCA Ha [epxagHy peecTpauin (Nepepeccrpauiio), a
TAKOK KENSNTMIN MATePiANis NPC BHECEMHA MM A0 peecTpauiinm:  MaTepianis
RpOTAroM Al peecTpauiiHore nocain eHHs, IOKPEMa [NA BPOMYNIOBANHA NPOSNEMHUX
MdTaHb, WO BUHVKEIOTR Nig Yac  peecTpauil nikapcbkux  dacobis, Ak Gynw
JAPEECTPOBAH] AKX MeLHuHI IMyHOGionorivmi npanapath (gani — MIBM) Ta maioTh
TPHRANKA GOINTUBHUA [OCBIR 3ACTOCYBAHHA B YxpaiMi, ane y an'aaky iz aminamm y
HBUIOHANLHOMY JaKCHOAABCTRI Ha CBOroAH! NiANAABIOTE Nif BUIHAYGHHA MKAPCLKOMD
3scoby | MaTs GyTe NepepecCTROBAHI 33 NPOUSRYPOK  peecTpavli nikapzbrux
3aGoGiB. A TAKOMK 3 METOIO CTEOPAHHA YMOB [LNA MOXAWBOCT| TCALEXSHAR AOIABCNY Ha
2ACTOCYBAHHS TAKOTe NiKapCLKora aacely (Moro nepepeecTpaill AC 3aKiHYeHHA
TepwiHy Al ceprudikatia npe fepxasHy peecTpadllo Takax MIBM, sxi He
npo, TPYEank nopi iCTh e BipNOBIGHOMD PethaperTHOro BIDTAXHONOMYHOrO
NpPoRykTy Ta Gynu napeksanidikopani y Kareropld nikapcakux aacotis, pignoelnyo 4o
A[OCBYY  £BpOMOACLKMX  Kpaik  Ta pexomerfalid  MixnapogHoi  theapayii
PapMALSBTUYHAX  BHDOOHAKIE Ta acoujadiit 3amnm  3aGeansueHHA  MOMNMBOCT
NONANBWIOND IACTOCYBAHKS Y MEAKSHIA RpakTuyi MIBT, o npoTsroM GaraThox pokiB
X 3aCTOCYBAHHA NMIATBORAMNM CRiR CT&TYG 5K ebOKTHBHHX Ta 6OaNeuHux iKADCHKUX

3acofiB, T8 yHWKHOHHA CNPHUMHBHHE WKOAN AnA naulenTie, s OTpUMyIoTs BIgNoBIARe
NiKkyBarHA pascu 13 Taxumu MIBT.

MpoexT Haxaay. noscHKIBANLHA 3anucka Ta nosinoMAeHHS NPO CHPUMIGAHEHHA
nposicry PO3IMILLEBHO Ha canTi MikicTepctaa OXOPOHH 3nopoB'A
Mporicanuii Ta 3aysaxeHHs 1040 NPoOKTY Hakasy Haicknatw go 25,02.2018 wva
anpecy:

MOS Ykpainu a8 apecoio: eyn. Mylweackkoro, 7, u. Kuia, 01601,

KontaxTHl  ccebu:  JlAcKoackami Tapac Muxaancewy, Ten. (04d) 200-07-93,

{044) 223-58-20. (E-mail: nata.gutsal@gmail.com )
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