IMOPIBHAJIBHA TABJINIA
1o npoexkty nocranosu Kaodinery MinicTpiB Ykpainu «IIpo BHeceHHst 3MiH 10 moctaHoB Kadinery MinicTpiB
Yxkpainm Big 26 TpaBus 2005 p. Ne 376 Ta Bix 15 kBithHs 2022 p. Ne 471»

3MicT MOJIOKEHHS AaKTA 3aKOHOAABCTBA

‘ 3MicT BiAMOBITHOI0 MOJ10KEHHSA NMPOEKTY AKTA

Iopsaok nep:xaBHOI peecTpaiii (mepepeecTpaitii) JikapcbKkuXx 3aco0iB, 3aTBepaxennii noctanooio Kadinery MinicTpiB Ykpainu Bin
26 TpaBHs 2005 poky Ne 376

3. Y 3asgBi mpo AepkKaBHY PEeECTpaIlilo JIKapchbKOTro 3acoly, SKy
nogae g0 MO3 ropuauuna abo ¢ismuHa ocoba, 1m0 Hece
BIJIMOBIAANIBHICTE 33  SIKICTh, OC3MEYHICTh Ta e()EeKTUBHICTH
JKapChKOTO 3ac00y (1ali - 3asBHUK), 3a3HAYAIOTHCS HailMEHYBaHHS
Ta aapeca 3asdBHUKA, MOPUAMYHA ajapeca Ta ajpeca Micls
NPOBA/KEHHS iSJIbHOCTI BHUPOOHHMKA JIIKapChKOro 3acoly, Ha3Ba
JTKapChbKOTO 3aco0y, MHOro TOproBeslbHAa Ha3Ba, Ha3Ba MJIIOYOT
pPEYOBUHU, CHHOHIMHU, (hopMa BUMYCKY, TOBHUI CKJIaJ JTIKapCHKOTO
3aco0y, TIOKa3aHHsS JIO 3aCTOCYBaHHA Ta NPOTHIIOKA3aHHS,
JI03YBaHHs, YMOBH BIJIIIYCKY, CIIOCOOM 3acTOCYBaHHs, CTPOK Ta
yMOBH 30epiraHHs, iHpopMmalis Npo YHNAKOBKY, JaHl I10J0
peecTpallii JiKapchbKOro 3aco0y B 1HIIUX KpaiHax.

Jl1s mpoBeieHHs eKCIIEPTU3U PeeCTpalliiiHUX MaTepiajliB 3asiBHUKOM
nojarTecs 1o Llenrpy:

1) maTepianu peecTpariiHOTO JOCh€, BUMOTH JI0 3MICTy Ta 00CsTY
SIKOTO BCTAHOBJIIOIOTHCI MO3;

2) Matepiaiy MO0 METOIIB KOHTPOJTIO SIKOCTI JIIKapChKOTO 3aco0y;

3) BiIOMOCTI IIPO TEXHOJIOTiI0 BUPOOHHUIITBA JIIKAPCHKOTO 3ac00y Ta
Komist  O(iIifHOTO JO3BIILHOTO JOKYMEHTa Ha BHUPOOHHMIITBO,
BUJAHOTO YIIOBHOBAXXCHHM OPTaHOM JIEP)KaBU, 1€ 3IIHCHIOETHCS

3. V 3asBi po JAeprKaBHY PEECTPAILiIO JIIKApCHKOTro 3aco0y, SKy Moaae
10 MO3 ropuanyHa abo ¢i3uvHa ocoda, 0 HECe BiJIMOBIIAIbHICTD 32
AKICTh, O€3MEeYHICTh Ta €(PEKTHUBHICTH JIIKAPCHKOrO 3acoly (mami -
3asiBHUK), 3a3HAyaloTbCcsd HallMeHyBaHHsS Ta ajpeca 3asBHUKA,
IOpUJIMYHA aJpeca Ta ajpeca MICIs TMPOBAKEHHS ISUIBHOCTI
BUPOOHMKA JIIKapChKOTo 3aco0y, Ha3Ba JIIKApChKOro 3acoly, Horo
TOpProBejbHA Ha3Ba, Ha3Ba JII0YO0T PEYOBUHHU, CHHOHIMHU, (opma
BUIIYCKY, IIOBHMM CKJaJ JIKapchbKOro 3aco0y, IOKa3aHHS [0
3aCTOCYBaHHA Ta IPOTHIIOKA3aHHS, JO3YBaHHSA, YMOBH BiJIIyCKY,
CIOCOOM 3aCTOCYBaHHA, CTPOK Ta YMOBH 30epiraHHs, iHpopMalis npo
YIaKOBKY, JaHi WIOJI0 pEeCTpallii JIKapChKOro 3aco0y B 1HIIHMX
KpaiHax.

Jlisg mpoBelleHHsI eKCIIEPTH3U PEeeCTpalifHUX MaTepialiB 3asBHUKOM
nojarTecd 10 Llentpy:

1) Marepianm peecTpamiiiHOTO TOChE, BUMOTH JIO 3MICTYy Ta 00OCSTY
SIKOI'0 BCTaHOBJIIOIOTHECI MO3;

2) Martepiaiau 010 METOIIB KOHTPOJIIO SKOCTI JIIKAPCHKOTO 3ac00y;

3) BIAOMOCTI IPO TEXHOJIOTiI0 BUPOOHMIITBA JIIKAPCHKOTO 3aco0y Ta
Komisi  OIIifHOTO JO3BUTBHOTO JOKYMEHTa Ha BHUPOOHMIITBO,
BUJIAHOTO YIOBHOBKEHUM OPTaHOM JIEpXKaBH, € 3JIHCHIOEThCS TaKe




Take BUPOOHUIITBO;

4) TeKCT MAPKYBaHHS YIAKOBKH,;

BUPOOHMIITBO;

4) rpadiune 300pakeHHsI MaKeTa YIAKOBKH i TEKCTY MapKyBaHHS
NEePBMHHOI TA BTOPUHHOI (32 HASIBHOCTI) YIAKOBKH JIIKaAPCHKOI0
3aco0y;

IMocranoBa KMY Bin 15 kBiTHs1 2022 poky Ne 471 «/lesiki NMTAHHA €KCTPEHOI 1eP:KABHOI peecTpauii JiKapcbKHUX 32c00iB, MEeIUYHUX
iMyHOOioJIOTiYHUX NpenapaTiB, NpenapartiB KPoBi, 110 BUPOOJIAIOTHCA 200 NOCTAYAIOTHCS B YKPaiHy NPOTAroM nepioay il BOEHHOI0
CTaHYy, i 3000B'A3aHHSA»

4. YCcTaHOBHUTH, 1110:

NUTAHHS TPO BiJNOBINAIBHICTE BUPOOHHUKIB JIIKAPCHKUX 3ac00iB,
MEIUYHUX IMYHOOIOJOTIYHUX TMperapaTiB, TNpernapaTiB  KpoBi,
3apeecTpoBaHuX BiAMOBiAHO 10 [Topsaky, 3aTBEpAKEHOTO ITYHKTOM
1 1iel mocTaHOBH, PErVIAMEHTYIOThCS TMCBMOBUMHU 3000B'sI3aHHSIMH,
Ha/laHUMK MiHICTEPCTBY OXOPOHH 3/10POB'S;

nepeBipKa JIOKYMEHTIB, JIOJAaHUX 1O 3asBU 3 METOI EKCTPEeHOI
JEpKaBHOI ~ peecTpaiii  JIKapChbKUX 3aco0iB, MEJIMYHHIX
IMyHOOIOJIOTIYHMX ~ TpenapaTiB,  IpemapaTiB  KpoBi,  IIO
BUPOOJISIIOTECS 200 MOCTAYalOThCsl B YKpaiHy MPOTITroM Iepionay Aaii
BOEHHOTO CTaHy, MiJ 3000B'3aHHS, NPOBOAMTHCA JEpPKABHUM
nignpuemMctBoM "Jlep>kaBHuM excniepTHUM 1eHTp MiHicTepcTBa
OXOPOHH 3/10pOB'st YKpaiHu" Ha 0e30IJIaTHIil 0CHOBI;

eKCTpeHa Jep)KaBHA PEECTpallisl JIKaApChbKUX 3aco0iB, MEIUYHHUX
IMyHOOIOJIOTIYHMX ~ TpenapaTiB,  IpemapaTiB  KpoBi, 11O
BUPOOJISIIOTECS a00 MOCTAa4Yal0Thesl B YKpaiHy NMpOTIroM nepiofy il
BOEHHOTO CTaHy, MiAg 3000B'i3aHHsA, poO3pobneHHs Ta/abo
BUPOOHMIITBO SIKUX 3IIMCHEHO B Jepkami, mo oQiiiHO BU3HAHA
VYkpaiHolo 1ep:kaBOr0-arpecopom, 3a00pOHSIETHCS.

4. YCcTaHOBUTH, 1IO:

NUTAaHHS TPO BIAMOBIAAIBHICTH BHPOOHUKIB JIKAPCHKUX 3aco0iB,
MEIUYHUX IMYHOOIOJIOTIYHMX MpernapaTiB, IpenapariB  KpoOBi,
3apeecTpoBaHMX BiAMoBiaHO 10 [lopsaky, 3aTBepyKEHOT0 MyHKTOM |
i€l MOCTaHOBH, PETJIAMEHTYIOThCSI MHCbMOBHMHU 3000B'SI3aHHSAMU,
HalaHUMHA MiHICTEpPCTBY OXOPOHH 3/I0pPOB'S;

nepeBipka JOKYMEHTIB, NOJaHMX JO 3asBH 3 METOI0 EKCTPEHOi
JepKaBHOL peecTpariii JKapChKUX 3aco0iB, MEIMYHUX
iMyHOO10JIOTIYHUX TpenapariB, MpernapariB KpoBi, 10 BUPOOISIIOTHCA
abo0 mocravaroThcs B YKpaiHy MpOTIroM nepioay il BOEHHOTO CTaHy,
mig  3000B'i3aHHS, TNPOBOJAUTHCS  JIEPKaBHUM  MiAIPUEMCTBOM
"JlepxkaBHUI eKclepTHUM LeHTp MiHiCTepcTBa OXOPOHU 3I0POB'S
VYkpainn";

eKCTpeHa JIepXKaBHA pEeecTpallis JIKapChKUX 3ac0o0iB, MEIUYHUX
iMyHOO10JIOTIYHUX TpenapariB, MpernapariB KpoBi, 10 BUPOOISIIOTHCA
abo0 mocravaroThcsl B YKpaiHy MpOTIroM Iepiofy Jii BOEHHOTO CTaHy,
i 3000B'13aHHS, PO3pO0JIeHHs Ta/a00 BUPOOHULITBO SKUX 31HCHEHO
B JIepkaBi, MO OQIliifHO BU3HAHA YKPaiHOK JIePKaBOIO-arpecopoM,
3a00POHSETHCA.

ITopsinok ekcTpeHol AepKaBHOI peecTpallii JikapcbKUX 3ac00iB, MeAHYHHUX iMYHO00i0JIOTIYHUX Npenaparis, penaparis KPoBi, 1110
BUPOOJAIOTHCS 200 MOCTAYAKTHCH B YKPAiHy NPOTATOM Mepioay Ail BOECHHOIO CTaHy, I/l 3000B's13aHHA, 3aTBEePAKEHUI 0CTAHOBOIO
Kaobinery MinicTpiB Ykpainu Bix 15 kBiTHsa 2022 poxy Ne 471

2. ExcTpena fiep:kaBHa peecTpallist JiKapchbKHX 3aC001B MPOBOAUTHCS
MO3 Ha mifcTaBi 3asBU Ta BHCHOBKY JIE€P)KaBHOTO ITiAMPUEMCTBA

2. EkcTpeHa nepikaBHA peecTpartis JIKapChbKUX 3ac00iB MPOBOJIUTHCS
MO3 nHa miacraBi 3asBH Ta BHCHOBKY JEp)KaBHOTO MiANPHEMCTBA
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"Jlep>kaBHUHM eKcHepTHUM HEeHTp MiHicTepcTBa OXOPOHHU 3/10pPOB'S
VYkpaian" (mami - IlenTp) 3a pe3yabratraMu  NEPEBIPKH
peecTpalliitHux MaTepialiB Ha 6e30MIaTHIiil 0CHOBI.

"Jlep>)kaBHUIM eKCHEPTHHH IEeHTp MIiHICTepCTBA OXOPOHH 3/I0POB'S
VYkpainn" (mani - LleHTp) 3a pe3yiabpTataMu MEpeBipKU peecTpaIliitHuX
MaTepiaiB.

3. MO3 mpoBOAUTh E€KCTPEHY JEpKaBHY PEECTPAII0 JIKAPCHKHUX
3ac001B 32 YMOBU BUKOHAHHS TAKUX BUMOT:

3asIBHUK - FOpuIndYHa a00 (izuunHa ocoba, 10 Hece BiANOBIIaTbHICTh
3a SIKICTh, O€3MEYHICTh Ta €(PEKTUBHICTH JIKAPCHKUX 3aco0iB 1
3niACHEHHs ()apMaKOJIOTIYHOTO HATJISAY (Jalli - 3asiBHUK);
JiKapcbKi 3ac00M 3apeecTpPoOBaHi PeryJsirOpHUM OpPraHoM
KpaiHu 3asiBHMKA/BUPOOHHKa (KpiM JiKapcbKHX 3aco0iB,
BHUIOTOBJIEHUX BITYU3HAHUMH BUPOOHUKAMH);

BUMOTH 1O JIKapchbKOro 3aco0y BcTaHoBieHI /Jlep»aBHOIO
dapmakorieero Ykpaiau Ta/abo €Bponeiichkoro (gapmakorneero, ado
IHIIMMU TpoBiAHUME Qapmaxonesmu (bputancbkoro apmakomneeto,
¢dapmaxorneero Anonii Ta CHIA To1110);

3000B's13aHHS 1[0JI0 MTOATBIIIOTO 3aCTOCYBAHHS JIKAPCHKOTO 3ac00y
(32 HEOOX1THOCTI1) YKJIZIeH1 HAJIC)KHIUM YHHOM;

JTKApChKl 3aco0M TpHW3HAYEH! Ui 3aCTOCYBAHHS MEIMYHUMH
NpaliBHUKAaMH B 3aKJIaJaX OXOPOHHM 3JI0POB's, 0 MAlOTh JIIEH31I0
Ha TPOBAHKEHHS TOCIIOAAPCHKOI TisSUTBHOCTI 3 MEAMYHOI MPAKTHUKH,
MOXYTh OyTH TpuI0aHi cy0'eKTaMH TOCTOJApChKOl MisITBHOCTI, K1
3MIMCHIOIOTh ONTOBY TOPTIBIIO JIKAPCHKUMHU 3ac00aMH BIAMOBIIHO
no BuMor JlineH3iiHMX yMOB MPOBAKEHHS TOCIOAAPCHKOI
JIISIIBHOCTI 3 BUPOOHMIITBA JIIKAPCHKUX 3ac0o0iB, OMTOBOi Ta
pO31piOHOI TOPriBi JKAPCHKUMHU 3ac00aMH, IMIIOPTY JKapChbKUX
3aco0iB  (KpIM  akTUBHUX  (apMaleBTHUYHHMX  IHTPEI€HTIB),

3. MO3 mnpoBOAHTH EKCTPEHY JAEp)KaBHY PEECTPAII0 JIKapChKUX
3ac001B 32 YMOBU BUKOHAHHS TAKHUX BUMOT:

3asiBHUK - IOpuandHa abo ¢i3zuuHa ocoda, Mo Hece BiIMOBIAATBHICT
3a SIKICTh, O€3MEeYHICTh Ta e(EKTUBHICTh JIKAPCHKUX 3ac00iB 1
3MiACHEHHS (hapMaKOJIOTIYHOTO HArJIsAYy (Jaji - 3asiBHUK);

HasiBHE MiATBepPIKEHHSI  peecTpamii  JIKapcbKOro  3acody
PeryJiiTOpHUM OPraHoM KpaiHu 3asiBHMKa a00 BUpPOOHUKa, ado
iHmoi kpainm peecrpamii, ae TaKui JikKapcbkuil  3aci0
3aCTOCOBYEThCHA (KpiM  JliKapchbKUX 32c00iB, BUIOTOBJIEHHX
BITYM3HAHNMH BUPOOHUKAMHU);

BUMOTH JIO JIIKAPCHKOTO 3aco0y, 110 NMPONOHYEThCH 10 €KCTPEHHOI
Aep:kaBHOI peecTpauii, BcTaHoBieHi Jlep:kaBHOIO (apMaKoIeero
VYkpainu Ta/abo €Bpomeiicbkor0 (apmakomneero, abo  IHIIUMH
npoBiiHuMu  Qapmakonesmu  (bputancbkoro (dapmakoreero,
¢dapmakoneero Snonii Ta CIIA Tomo), MO MiATBEPIKYETHCS
cnenudikanisaMu HA roTOBMIA JiKapcbKUi 3acio Ta
cepru(dikaTaMu SIKOCTI;

3000B's13aHHS [IOJI0 TOJANBIIOTO 3aCTOCYBAaHHSA JIIKapChKOTO 3aco0y
(3a HEOOX1THOCT1) YKJIaJeH1 HAJICKHUM YHHOM;

JIKapCchKi 3aco0M TpU3HAYEHI IS 3aCTOCYBAaHHA MEIWYHUMU
MpaliBHUKAMU B 3aKJIaJaX OXOPOHH 370pOB's, 10 MAIOTh JIIIEH3110 Ha
MPOBA/DKEHHST TOCHOJAPCHKOI MISUTBHOCTI 3 MEIWYHOI TIPaKTHKH,
MOXYTh OyTH TpuadaHi cy0'€eKTaMH TOCMOAAPCHKOI MiSIBHOCTI, SKi
3MIMCHIOIOTH ONTOBY TOPTIBIIO JIKAPCHKUMHU 3aC00aMU BIJIIOBITHO 10
BuMor JlinleH31HHUX YyMOB MPOBAKEHHs TOCIIOAAPCHKOI JiSUIBHOCTI 3
BHPOOHUIITBA JIIKAPCHKUX 3ac00iB, OMTOBOI Ta pPO3ApiOHOI TOPTiBII
JTIKapChKUMU 3ac00aMu, IMIOPTY JKapChbKHUX 3ac00iB (KpIM aKTHBHUX
(hapmalleBTHUHUX IHIPEIEHTIB), 3aTBEPKEHHUX OCTAHOBOIO



https://ips.ligazakon.net/document/view/kp160929?ed=2021_12_24&an=21
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3aTBepUKeHUX rnoctaHoBolo Kabinery MinictpiB Ykpainu Bix 30
mucronaaa 2016 p. Ne 929 (Odimiitnuii BicHuk Ykpainu, 2016 p., Ne
99, ct. 3217), MOXYTh BIAITyCKAaTUCS Ta/a00 TepenaBaTUCS HUMU
3aKJia/iaM OXOPOHH 37I0POB'sl, 1[0 MAIOTh JILIEH31I0 Ha TPOBAKCHHS
rOCHOJAPChKOI  TiSUIBHOCTI 3 MEOUYHOI MPAaKTUKH, BiHCHKOBUM
aaMiHicTparisam, migposaiiam 30poitaux Cuil, IOpUIUIHIM 0co0aMm,
30KpeMa THM, IO MPOBAJAATH BOJOHTEPCHKY AISIIBHICTH 1 HAJArOTh
ryMaHiTapHy Ta/abo OjarofiiiHy aormomory, 06e3 mpaBa MoJaJbIIol
po3apidHOT peaizarii.

KaGinery MinictpiB VYkpaimu Bix 30 smctomama 2016 p. Ne
929 (Odiniitanit BichHuk Ykpainu, 2016 p., Ne 99, ct. 3217), MOXyTh
BIIIyCKaTUCS Ta/ab0 TmepegaBaTHCS HUMH 3aKjaJaM OXOPOHHU
3I0POB'S, MO0 MAalOTh JIIEH3IF0 Ha MPOBAPKEHHS TOCHOAAPCHKOL
TiSUTBHOCTI 3 MEAMYHOI TIPAKTHKH, BIHCHKOBUM aaMIiHICTpPAIisIM,
nigpo3aiiam 36poitanx Cuil, IOPUANYHUM 0co0aM, 30KpeMa THM, IO
MPOBAAATh BOJOHTEPCHKY AISUIBHICTH 1 HAJalOTh T'yMaHiTapHy Ta/abo
OJyiaroiitHy JomoMory, 6e3 rmpasa MoAaJIbIIoT PO3APiIOHOT peaizarlii.

BincyrHiit

3!, EkcTpeHa jJep:KaBHAa peecTpalis JIKapchbKHX 3ac00iB He
3MiCHIOETBCST Yy pa3i HasBHocTi B JlepkaBHOmMy peecTpi
JiKapchbKUX 3ac00iB YKpaiHM TpPbOX AHAJOTIYHMX JIKaApCbKHX
3ac00iB 32 MI’KHAPOJHOK HENATEHTOBAHOI0 HA3BOIO 3 OJIHAKOBOIO
JIKapchKo10 (OPMOIO Ta 103YBAHHSAM.

4. 3asBU MPO €KCTPEHY JEPKaBHY PEECTPAIliIO JIIKAPCHKUX 3ac001B
nogaroThest 10 MO3 uepe3 1HeHTp aaMiHiCTpaTUBHHUX mociayr MO3
“€auHe BIKHO”, .....

Bincyrniit

4. 3asgBU MPO EKCTpEHy AEpKaBHY PEECTpaliio JIKApChKUX 3aco0iB
nogarotbcst 10 MO3 uepe3 neHTp ammiHicTpatuBHHUX mocayr MO3
“CauHe BIKHO”,.....

Y 3asBi 3a3Ha4a€ThCs Ha3Ba JIKapPCHLKOro 3aco0y sIK y BiANOBiaAHIN
KpaiHi peecrpanii a0o y KpaiHi, 3 pUHKY sIK0i OyAe iMIOpTOBaHO
JikapcbKui 3aci0d

5. OgHOYACHO 13 3asIBOIO MPO EKCTPEHY JAEpKaBHY peeCTpaliio
JKapCchKOro 3aco0y, Ky 3asBHUK nojae 10 MO3 3a popmoro 3riJHO
3 noxatkoM 1, o LleHTpy nonaroTecs:

1) MOKyMEHT, IO MIATBEP/DKYE PEECTPAIlII0 JIKAPCHKOTO
3ac00y peryJsiTOpHMM OPraHoM BilINoOBiHOI KpaiHu peecTpanii
(kpiM  JIKapchbKMX  3ac00iB,  BHUIOTOBJIEHUX  BITUU3HSIHUMH
BUPOOHUKAMN);

2) 1HCTPYKUis MPO 3acTOCYBAHHA JIKapchKoro 3aco0y,
BUKIIaJIeHA MOBOIO OpHUTiHANY (MOBOIO, BIAMIHHOIO BiJl JIeP>KaBHO1)
(32 HaABHOCTI, SIKII0O TAaKWW  JOKYMEHT TmepeadadeHuit

5. OmHouacHO 13 3adBOI0 MPO EKCTPEHY JepKaBHY PEECTPAIIII0
JIKapChKOTo 3aco0y, Ky 3asBHUK mojae 10 MO3 3a ¢popMoro 3riJHO 3
noaatkoMm 1, no LleHTpy nomaroThcs:

1) TOKyMEHT, IO MATBEPIKYE PEECTPAIIIIO JIIKAPCHKOTO 3ac00y
PeryJisiTOpHUM OPraHoM KpaiHW 3asBHMKAa a00 BHpPOOHHKa, a0o
iHmoi kpainm peectpauii, Ae Takuii Jikapcbkuii  3aci0
3aCTOCOBYEThCSI, 200 KpaiHH, 3 PHMHKY fIKoI Oyae iMmoproBaHo
Jikapcbkui 3acid (KpiM JIIKapchbKuUX 3aco0iB, BHUTOTOBJIEHUX
BITYM3HSIHUMHU BUPOOHUKAMH);

2) IHCTPYKLis TMpO 3aCTOCYBaHHS JIIKapCbKOro 3acooy,
BHKJIa/IeHA MOBOIO OpHUTiHATY (MOBOIO, BIIMIHHOIO BiJl JepkKaBHO1) (3a
HasIBHOCTI, SIKIIO TakUil JOKYMEHT nependadyeHuil 3aKOHOAABCTBOM



https://ips.ligazakon.net/document/view/kp160929?ed=2021_12_24&an=21
https://ips.ligazakon.net/document/view/kp160929?ed=2021_12_24&an=21
https://ips.ligazakon.net/document/view/kp160929?ed=2021_12_24&an=21
https://ips.ligazakon.net/document/view/kp160929?ed=2021_12_24&an=21
https://zakon.rada.gov.ua/laws/show/1446-2021-%D0%BF#n83
https://zakon.rada.gov.ua/laws/show/1446-2021-%D0%BF#n83

5

3aKOHOJIABCTBOM BIiJNIOBITHOI KpaiHW; Yy pa3i BiJICYTHOCTI TaKoro
JOKyMEHTa B 3asBl MPO EKCTpEHYy JepXKaBHY DPEECTPALiI0
JIKapChKOT0 3ac00y pOOUTHCS BiIMOBiIHA BiIMITKA);

3) KOpOTKa XapaKTepUCTHUKA JIIKapChKOTo 3aco0y, BUKIIAICHA
MOBOIO OpuriHaidy (MOBOIO, BIAMIHHOIO BIJ Jep)kaBHOI) (3a
HasIBHOCTI, SIKIIO TAaKWH JOKYMEHT Iepen0adeHuil 3aKOHOJIaBCTBOM
BIJIMOBIIHOT KpaiHU; y pa3i BIACYTHOCTI TaKOTO JOKYMEHTa B 3asBi
PO €KCTPEHY JEPKaBHY PEECTPAIIiio JIIKapChKOTO 3ac00y pOOUTHCS
BIJIMTOB1/IHA BiAMITKA);

4) rpadiune 300pakeHHS MaKeTa (MaKeTiB) YIIAKOBKH 1 TEKCT
(TekcTH) MapKyBaHHs IIEPBMHHOI Ta BTOPHMHHOI (32 HasSBHOCTI)
VITAKOBKU JIIKAPCHKOTO 3aco0y. s mijiel eKCcTpeHoi Jep:KaBHOT
peecTparii Jiikapchbkoro 3aco0y 3asBHUK Ma€ IpaBO IOJATH
OJTHOYACHO KiIbKa TAaKWX MAaKETiB 1 TEKCTIB MapKyBaHHS 3 METOIO
3a0e3MeUeHHs] MOJMJIMBOCTI JIII  MaKCUMAJIbHO — OINEPAaTUBHOTO
MIOCTa4YaHHS B YMAKOBIIl Ta 3 MAapKyBaHHSM, HAasBHUM Ha MOMEHT
MOCTaYaHHS;

7) Matepianu peecTpaliifHOrO JI0ChE, 10 OyIO MOJAHO IS
peectpanii y BIANOBIAHIA KpaiHi peecTpamii (KpiM JIKapChKUX
3ac00iB, BUTOTOBJICHHMX  BITYM3HAHMMHU  BHpOOHHMKamH) (3a
HASIBHOCTI).

BIJINIOBITHOT KpaiHM peecTpalii Ta/a00 KpaiHu, 3 PUHKY SIKOi Oyae
iMmoproBaHo Jiikapchbkuii 3aci®; y pas3l BIICYTHOCTI TakKOro
JOKYMEHTa B 3asBi PO €KCTPEHY AEP>KaBHY PEECTPALIiIO JTIKAPCHKOTO
3aco0y poOHTHCS BIIMTOBITHA BiIMITKA);

3) KOpOTKa XapaKTepUCTHKA JIKapChKOro 3acoly, BHUKIaIeHa
MOBOIO OpHUTiHAITY (MOBOIO, BIIMIHHOIO BiJI Iep»aBHO1) (32 HAsSBHOCTI,
SKIIO TAaKUW JOKYMEHT MependadyeHruil 3aKOHOAABCTBOM BiAMOBITHOL
KpaiHu peecTpailii; y pasi BiICYTHOCTI TAKOTO IOKYMEHTa B 3asBi MPO
EKCTpEHYy JIep)KaBHY pEECTPALil0 JIKApCHKOTO 3aco0y poOHTHCsS
BIJITOBI1/IHA BiIMITKA);

4) rpadiyne 300pakeHHS MakeTa (MakeTiB) YHMaKOBKH 1 TEKCT
(TekcTH) MapKyBaHHS TEPBMHHOI Ta BTOPUHHOI (32 HASBHOCTI)
YIIaKOBKM  JIIKapCchKOro 3aco0y (rpadgiune 300paxeHHs Mae€
BiAnoBizaTn rpagivHoMy 300pa’keHHI0 3 BiINOBIAHOI KpaiHU
peectpanii Ta/abo 3 KpaiHM, 3 PUHKY sIKOi Oyde iMIOpTOBaHO
Jikapcbkuii 3aci®). Jlnsg 1ineit ekcTpeHoi JepikaBHOI peectpartii
JTIKapChKOTO 3aco0y 3asgBHUK Ma€ MPaBO MOJATH OJHOYACHO KiTbKa
TaKUX MaKeTiB 1 TEKCTiB MapKyBaHHS 3 METOI 3a0e3nedeHHs
MO>KJIMBOCTI JUISI MAKCHMAJIBHO ONIEPATHBHOTO TIOCTAYaHHS B YIIAKOBIII
Ta 3 MapKyBaHHSAM, HASBHUM Ha MOMEHT MOCTA4aHHS,

7) MaTepianu peecTpaLifHOro 10Che, 10 OYyII0 MOJAaHO JUI peecTparii
y BIANOBIAHIM KpaiHi peecTpanii (KpiM JKapcbKuX 3aco0iB,
BUTOTOBJICHUX BITYM3HSIHUMH BUPOOHUKAMH).

6. Ilicast oTpuMaHHs 3asBM IPO EKCTPEHY JAEp>KaBHY DPEECTpALlito
mikapcbkoro 3aco0y MO3  mpotsirom ogHOTO pobOoYoro AHS
Hajicuiae 10 LleHTpy Korito Takoi 3asiBH, Ky CYIPOBOJDKYE JTHUCTOM-
HANpaBJICHHSM B  E€JICKTPOHHOMY BUIJIS/II  NPO  MPOBEICHHS
NEepPEeBIPKU peecTpaLifHuX MaTepialiB.

BincyrHiit

6. Ilicns oTpumaHHsS 3asBU TPO EKCTPEHY JAEpkKaBHY pPEECTPAIiio
Jikapcbkoro 3aco0y MO3 mpoTsroM oaHOT0 poO0Yoro JHS HaACHIIAE
no llenTpy xomiro Takoi 3asBU, SKy CYNPOBOJKYE JIMUCTOM-
HaIPaBJICHHSM B €JIEKTPOHHOMY BWIJISII PO TPOBEACHHS MEPEBIPKH
peecTpariitHux MaTepiamis.

icas naaxomkenHsi a0 LlenTpy Komii 3asiBU Npo eKCTpeHy
AepKaBHY peecTpanilo Jikapcbkoro 3aco0y, Llentp, 3rigno 3
YKJIQ/IeHUM MiK HUM Ta 3asiBHHUKOM J0TOBOPOM, HAJa€ 3asiIBHUKY
PAXYHOK Ha CIUIaTy BapTOCTi NepeBIpKH  peecTpamiiiHUX




MarepiaJiB.

7. LleHTp y CTPOK, 110 HE MEPEBHIIYE IT'ITh POOOUNX AHIB 3 MOMEHTY
orpuMmanHs Bix MO3 nucTa-HampaBieHHS Ta BiJ 3asBHHKA a0o0
YIIOBHOB&KCHOTO HHUM NPEACTaBHUKA MaTepiajiB, BH3HAUYECHHX
nyHKTOM 5 1poro Ilopsiaky, MpoBOAUTE MEPEBIPKY peecTpamiiHux
MarepianiB Ta CKJaJa€ BMOTHBOBAaHHMH BHCHOBOK IIPO EKCTPEHY
JEp)KaBHY PEECTpAIlifo JIKapChKOTo 3acoly 3a (GopMOIO 3TifHO 3
nomatkoM 2 1 Haacwiae HWoro MO3 pa3om 13 mepeBipeHHUMH
nepexjazaMi  TeKCTy (TEeKCTiB) MapKyBaHHS NEpBUHHOI Ta
BTOPUHHOI YNAaKOBKH, I1HCTPYKILii PO 3aCTOCYBaHHS, KOPOTKOI
XapaKTEPUCTHKHN JIKApChKOTO 3aco0y, IO BUKJIAIEHI JIEPKABHOIO
MOBOIO (32 HassBHOCT1).

7. LleHTp y CTpPOK, IO HE MEPEBHINYE I'ATh pOOOUMX JTHIB 3 MOMEHTY
orpuMmanHsi Big MO3 nucTa-HampaBiCHHS Ta BiA 3asgBHHKA abo
YIIOBHOBAXCHOTO HHUM  TIPEJACTAaBHUKA MaTepiayliB, BH3HAYCHHX
nyHktoM 5 wnporo Ilopsanky, Ta cmiatm il BapToCTi IPOBOJUTH
MEPEeBIPKY PEECTPAIIMHUX MaTepialiB Ta CKJIaJla€ BMOTHBOBAaHUU
BHCHOBOK TIPO €KCTPEHY JIePKaBHY PEECTPALIiO JIIKapChKOTO 3ac00y 3a
dbopmoro 3rimHO 3 gomatkoMm 2 1 Hajacuiae doro MO3 pazom i3
NePEeBIPEHUMU MEePEKIaIaMU TEKCTY (TEKCTIB) MapKyBaHHS NIEPBUHHOT
Ta BTOPHHHOI YIIAKOBKH, IHCTPYKII PO 3aCTOCYBaHHS, KOPOTKOI
XapaKTePUCTHKHU (32 HASBHOCTI) JIKApCHKOTO 3aco0y, M0 BUKJIAJICHI
JIep>KaBHOIO MOBOIO.

Honarok 2 no [Mopsaxy:

BUCHOBOK
3a pe3yJibTaTaMu MepeBIPKU JOKYMEHTIB Ha JIIKapCchKuii 3acio,
MeIUYHUN IMyHOO10JIOTIYHUN TipenapaT, mpenapar KpoBi, MOAaHUH
Ha eKCTPEHY Jep KaBHY PEECTPALIio

3a pesyiabTaTaMH TEPEBIPKH pEECTpaLiHHUX MaTepialis,
JOAaHUX JO0 3asABH IPO EKCTPEeHy JEp)KaBHY pPEECTpPALiio
JIKapCchKOro 3aco0y, MEAMYHOrO IMYHOOIOJIOTIYHOTO IMpenapary,
npemnapary Kposi (JaJi - JIikapCchbKHi 3aci0):

Ha3Ba JIIKAPCHKOTO 3aco0y

JikapcbKka ¢popMma, cuiia aii (J03yBaHHS)

YIIaKOBKa:

IIEpBUHHA

BTOpPUHHA (32 HASIBHOCT1)

3asBHUK (BJIACHUK PEECTPALIITHOTO OCB1TUEHHS)

BUPOOHUK JIIKAPCHKOT0 3ac00y

Honarok 2 no [Mopsaxy:
BUCHOBOK
3a pe3yJbTaTaMH MepeBipKU JOKYMEHTIB Ha JIIKapChKHii 3aciO,
MeAWYHUN IMyHOO10JI0TTYHUM ITpenapaT, npenapaT KpoBi, OJaHui Ha
eKCTpPEHY JIepP’KaBHY PEECTpaLIio

3a pesynbTaTaMH TEpEeBIPKM pPEeCTpallifHUX MaTepialis,
JNOJAaHWX JO 3asgBH TPO EKCTPEeHY JepKaBHY pEECTpalliro
JIKapCchKOro 3aco0y, MEAWYHOro iMyHOOIOJOTIYHOTO Hpenapary,
npernapary KpoBi (JaJi - JJiKapCchbKHi 3aci0):

Ha3Ba JIIKapChKOro 3aco0y (3a3Ha4yaeThCsl Ha3Ba JIIKAPCHKOTO
3aco0y SIK y KpaiHi 3asBHMKa a00 BHpOOHHWKA, a00 1HIIOI KpaiHU
peecTparii, e Takui JiKapcbkuil 3acid 3acTocoByeTbes, abo y
KpaiHi, 3 pPHUHKY sKoi Oyae IMIOPTOBAaHO JIIKApChKHUM 3aci0)

Jliroya pedoBHHA (MbKHapoiHa HenaTeHToBaHa Ha3Ba (MHH) _
Jikapcebka opma, cuna aii (103yBaHHS)
yIaKoBKa:

NepBUHHA

BTOpPHHHA (32 HasIBHOCT1)

3asIBHUK (BJIACHHK PEECTPAIIHHOTO MTOCBITYCHHS)




PO3POOHHK JIKAPCHKOTO 3aC00y

JUIsL  JIIKAPCBKOTO 3aco0y, SIKUH TONAEThCSl HAa EKCTPEHY
JIEpIKaBHY PEECTPAIi0, BCTAHOBIICHO:

BUMOTH JIO JIIKapChKOro 3aco0y BcTaHOBIEHI JlepkaBHOIO
dapmakorieero Ykpaiau Ta/abo €Bponeiichkoro (gapmakomneero, abo
IHIIUMU TTpoBiTHUMH (papmakomnesimu (bpuTaHcbkor0 hapmakorieeto,
dapmakomneero Amnonii Ta CIIIA Tomro)

tak [ Hi[J

HAsBHICTh  JIOKyMEHTa, IO  IMIATBEP/DKYE  PEECTPAIIII0
JKapChKOTO 3ac00y PEryJsTOPHUM OPTaHOM BIIIOBIIHOI KpaiHU
peectpartii (KpiM JIiKapChbKUX 3ac00iB, BATOTOBJICHUX BITUYU3HSIHUMU
BUPOOHUKAMH), Ha JATy IOJAHHS 3asBU MPO CKCTPEHY JACpPKABHY
peECTpaItito JKapchbKoro 3aco0y, 3acBIUCHUH IMIAMUCOM 3asiBHUKA
a00 yIOBHOBa)XKCHOTO HUM IIPEJCTABHUKA

TaK [J Hi [

HasBHICTb 1HCTPYKLIi MPO 3aCTOCYBaHHA JIIKapChKOIO 3aco0y,
BUKIIaJICHOI MOBOIO OpHTiHaTy (MOBOIO, BIIMIHHOIO BiJl IepP:KaBHOI),
abo IHIIOTO JMOKYMEHTa MpO 3acTOCYBaHHS JIKapChbKOTO 3acoly
BIJIMOBIJIHO /10 3aKOHOJABCTBA KpaiHW, y AKIA BUIAHUN JOKYMEHT,
IO MIATBEP/KYE PEECTPAIIO JIKAPCHKOTO 3ac00y PEryiIsTOPHUM
OpraHoM BIJIOBIHOI KpaiHl peecTpalli, BUKIAJICHUH MOBOIO
opuriHainy (MOBOIO, BIIMIHHOIO B[l IEp>KaBHOI)

TaK [J Hi [

HAsBHICTh KOPOTKOi XapaKTEePUCTUKH JIKapChbKOTo 3acoly,
BUKIIQJICHOI MOBOIO OpHTiHATy (MOBOIO, BIIMIHHOIO BiJ] J€pP>KaBHOI)
(3@ HasgBHOCTI, SKIIO TakKUi  JIOKyMEHT  mependadeHuit
3aKOHOJIABCTBOM BiJIMTOBIHOI KpaiHN)

Tak [ Hi [

BUPOOHUK JIIKAPCHKOTO 3aC00y

JUIA  JIIKAPCBKOTO 3aco0y, SKUWA TOJAETHCS Ha EKCTPEHY
JIep>KaBHY PEECTPAIlif0, BCTAHOBIICHO:

HasBHICTh  JIOKYMEHTa, IO MIATBEPIKYE  PEECTpallito
JKapChKOToO 3ac00y PEryIsITOPHUM OpPraHOM KpaiHM 3asiBHHKA a00
BUpOOHMKA, a00 1HIIOI KpaiHW peecTpallii, A¢ TaKUK JIIKapChbKUN
3acib 3acTOCOBYEThCS, a00 KpaiHH, 3 PHHKY SKOi Oy/e iIMIIOpTOBaHO
JiKapcbKui  3aci0  (KpiM  JIKapChbKUX 3ac00iB, BHT'OTOBJICHHX
BITYM3HSAHMMHU BUPOOHWKAaMH), Ha Jary TOJAHHS 3asBH PO
EKCTPEHY JepkKaBHY PEECTpaLlilo JIIKapChKOro 3aco0y, 3acBiaueHuit
TITICOM 3assBHUKA 200 YIIOBHOB)KEHOTO HUM ITPE/ICTaBHUKA

tax 1 mi U

HasBHICTH B Jlep)kaBHOMY peecTpi JIIKapChbKUX 3ac00iB TPHOX

AQHAJIOTIYHUX  JIIKAPCBKHX  3aco0iB 32 MDKHapOJHOIO
HENATCHTOBAHOIO HA3BOI0 B OJHAKOBUX JIKAPChKid (opmi Ta
JTI03yBaHHI.

TaK i O

HasBHICTb 1HCTPYKLII PO 3aCTOCYBaHHS JIKapChbKOro 3aco0y,
BUKJIaJICHOI MOBOIO OpUTiHalTy (MOBOIO, BIAMIHHOIO BiJ] J€PKaBHOI),
a00 1HIIOro JOKYMEHTa NpO 3acCTOCYBAHHS JIIKAPCHKOrO 3acoly
BIJIMOBITHO /10 3aKOHOJABCTBA KpaiHU, y SKIH BUAAHUN JTIOKYMEHT,
10 MiJITBEPPKYE PEECTPALil0 JIIKAPCHKOIO 3ac00y peryisTOpHUM
OpraHoM BIJIOBIIHOI KpaiHl peecTpalii, BHUKJIAJEHUH MOBOIO
opuriHany (MOBOIO, BIIMIHHOIO Bij Jep>KaBHOI) Ta/abo KpaiHu, 3
PHUHKY sK0i OyJie IMIIOPTOBAHO JIKapChbKuit 3aci0)

TaK Hi ﬁ

HasIBHICTb KOPOTKOI XapaKTEPUCTUKU JIIKapChKOro 3aco0y,
BUKJIaJICHOI MOBOIO OpHTiHaNTy (MOBOIO, BIAMIHHOIO BiJ J€pKaBHOI)

i ) ) (32  HajABHOCTI, SKIIO Takuid  JOKYMEHT  mependaueHuid
HAsBHICTB rPaiqHOr0 300paKCHHS MaKeTa (MAaKeTiB) YIAKOBKH | .. o JTABCTBOM BiTMOBIHOT KpAiHH peecTpartii)
1 TeKCT (TeKCTH) MapKyBaHHsS MEpPBHHHOI Ta BTOPHUHHOI (3a rax L] Hi
HAsIBHOCTI) YITaKOBKH JIIKaPCHKOTO 3aC00y HasBHICTh TrpadiyHOro 300pa’keHHS MakeTa (MaKeTiB)
TaK L Hi [ YIaKOBKH 1 TEKCT (TEKCTH) MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI (32
HAsBHICTh  TEPEKJadiB  TEKCTY (TEKCTiB) MapKyBaHHs
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(inopmartii, HaHECEHOT Ha yNMAaKOBKY) NEPBUHHOI Ta BTOPUHHOI (3a

HAsBHOCTI) YIAKOBKM JIIKAPCHKOro 3acol0y, IHCTPYKLIi Tpo
3aCTOCYBaHHSA, KOPOTKOi  XapakTepUCTHKH (32  HasIBHOCTI)
JEP’)KaBHOKO ~ MOBOIO,  3acCBiU€Hl IMJAMKCOM 3asBHHKA abo

YIIOBHOBAXEHOTO HUM TIpEACTaBHHUKA (KpiM JIKapChKUX 3aco0iB,
BUT'OTOBJICHHX BITUU3HSIHUMH BUPOOHUKAMH )

Tak [ Hi [

HasBHICTh THCHMOBOTO 3000B’s3aHHSI BHPOOHHMKA  IOJIO
BUPOOJICHHS BIAMOBITHOTO JIKAPCHKOTO 3aco0y sl MOCTa4aHHS B
VkpaiHy Ha THX CaMHX BUPOOHUYMX TMOTY)KHOCTSAX, IO
3aCTOCOBYIOTBHCS MiJl YaCc BUPOOHUIITBA IBOTO JIKAPCHKOTO 3aco0y
JUIs BUKOPUCTaHHS Yy BIANOBIAHIN KpaiHi peectpamii  (Kpim
JIKapChKUX 3ac00iB, BATOTOBJICHUX BITYM3HIHUMH BUPOOHUKAMH )

TaK [ Hi [

HasBHICTH MaTepialliB PeeCTPaIiifHOrO I0ChE, 10 OYII0 MOAaHO
JUISL peecTpallii y BiAMOBIAHIN KpaiHi peecTpamii (KpiM J1KapChKUX

3ac00iB, BHUTOTOBJICHMX  BITYM3HSHUMH  BUpOOHWKaMHu) (32
HASIBHOCT1)
Tak [ Hi [

VY3arajipHeHH BUCHOBOK

VYci maTepianu HasBHI
VY pasi Koy BiNOBIIb “Hi”, 3a3HAYAIOTHCS BIJICYTHI MaTepiain

HasBHicTh mepeknafiB  TeKCTy (TEKCTIB) MapKyBaHHS
(iHdopmariii, HaHECEHOT HAa YNAKOBKY) MEPBMHHOI Ta BTOPHUHHOI
(32 HAsABHOCTI) YMAaKOBKU JIIKAPCHKOTO 3aco0y, HCTPYKLIi Mpo
3aCTOCYBaHHSA, KOPOTKOi  XapaKTepUCTUKH (32  HASBHOCTI)
JEP)KaBHOIO MOBOIO, 3aCBIYEHI MIAMUCOM 3asBHUKA abo
YIIOBHOBAXEHOT'O HUM IpEJICTaBHUKA (KpIM JIIKAPCHKUX 3ac00iB,
BUTOTOBJICHUX BITYM3HSIHUMHU BUPOOHHUKAMM);

Bumoru no nikapcekoro 3aco0y BcTaHOBIEH1 JlepkaBHOMO
dapmakorniero Ykpainu Ta/abo €Bpomneiichkoro hapmakorneeto, abo

HasIBHOCTI) YIaKOBKH JIIKapChbKOro 3aco0y (Tpadiune 300paskeHHs
Mae BiAmoBigaTH rpadidHOMY 300pa)K€HHIO 3 BIAMOBIAHOI KpaiHu
peectparnii Ta/abo 3 KpaiHH, 3 PUHKY $KOi OyAe IMIIOPTOBAHO
JKapChKUi 3aci0)

tax [ Hi

HasBHICTh TEpPEKJIaiB TEKCTy (TEKCTIB) MapKyBaHHS
(inopmariii, HaHECEHOT Ha YIAKOBKY) MEPBUHHOI Ta BTOPUHHOI (3a

HasBHOCTi) YIIAKOBKM JIIKAPChKOTO 3aco0y, IHCTPYKIIi TIpo
3aCTOCYBaHHS, KOPOTKOI  XapaKTePHCTUKH (32  HASBHOCTI)
JIEp’)KaBHOKO ~ MOBOIO,  3aCBiJUeHI  IIAMHCOM  3asBHHKa abo

YIIOBHOBAKEHOTO HUM TMPEACTaBHHUKA (KpiM JIKapChKUX 3aco0iB,
BUTOTOBJICHUX BITYM3HSIHUMU BUPOOHHUKAMM )

tak [] ui [

HasBHICTb IHCbMOBOIO 3000B'i3aHHS BHPOOHHMKA IIOJ0
BHUPOOJICHHSI BIIMOBITHOTO JIIKAPCHKOTO 3aco0y JUIsl MOCTadaHHS B
VKpaiHy Ha THX CaMUX BHPOOHMYMX THOTYXHOCTSX, ILO
3aCTOCOBYIOTBHCS il YaC BUPOOHMIITBA IBOTO JIIKAPCHKOTO 3ac00y
JUIs BUKOPUCTaHHSA Yy BIANOBIAHIM KpaiHi peecTpauii (kpiMm
JKapChKUX 3aC001B, BUTOTOBJIEHUX BITUU3HSIHUMU BUPOOHUKAMU)

tax [] i

HasBHICTb MaTepiajiB peecTpalifHOro JIoche, M0 Oyi0
MOJaHO JJIsl peecTpaulii y BIAMOBIAHINA KpaiHi peecTpauii (KpiMm
JIKapChKUX 3ac00iB, BUTOTOBJIEHUX BITYM3HAHUMH BHUPOOHHMKAMM)
(3a HasIBHOCT1)

TaK i 1

V3arajgpHeHnii BUCHOBOK

VYci Matepianu HasiBHI
V pasi konu BIAMOBIb “Hi”, 3a3HAaYaIOTHCS BIACYTHI MaTepiaiu

HasBHicTh mepexsafiB  TeKCTy (TEKCTIB) MapKyBaHHS
(iHpopmariii, HaHeCeHOi Ha yNaKOBKY) MEPBUHHOI Ta BTOPUHHOI (3a
HAsSBHOCTi) YMAaKOBKM JIKapchbKOTO 3acoly, IHCTPYKIii mpo
3aCTOCYBAaHHS, KOPOTKOI  XapaKTEepHCTUKH (32  HAasBHOCTI)




IHIIUMU POBIAHUMHU (bapmakonessMu (bpurancekoro
dapmaxkoreeto, papmakomneero Amnonii Ta CIIA To110)

3a pe3ynbpTaTaMM MEPEBIPKU MOJAHUX JOKYMCHTIB Ha JIIKAPCHKHUIA
3aci0

(Ha3Ba, JikapceKka Gopma, cuia Iii, yImakoBKa, BAPOOHHK)

HA 3acilaHHI TUMYacoBOTO Jopamuoro oprany LleHTpy vy

(npi3BuLIe, iM’s1 Ta M0 OaTHKOBI (32 HAIBHOCTI) OCOOM, HAliMEHYBaHHS ITOCA/IN)

20 p. (v dopmati Bigeo

KOH(epeHI1ii) BCTAHOBJICHO:

MpoBeJIcHa TIepeBipKa JOKYMEHTIB Ha JIIKapChKUU 3aci0, TMOJaHMid
Ha EKCTpEeHY JepKaBHY pPEeCTpallilo, Jae 3MOTy PEeKOMEHIyBaTH
MO3 npuiiHATH pilIeHHS PO €KCTPEHY JEp>KaBHY PpEeCTpariio
TaKOT0 JIIKapChKOT0 3ac00y CTPOKOM Ha OJIMH piK Ta/abo Ha mepiox
Jii BOEHHOTO CTaHy, Ta/ab0 Ha ILIICTh MICSLIB 3 JHS NMPUIUHEHHS
abo0 ckacyBaHHs BOEHHOTO CTaHy

Bix imeni
JIEPKaBHOTO
MITPUEMCTBA
“Jlep>kaBHUM
€KCIIEpTHHAN
LIEHTP
MinictepcTBa
OXOpOHU
310pOB’A
VYkpainn”

(mianuc yrmoBHOBaXXEHOT 0CO0M)

(mpizBHIIe, iM’4 Ta MO0 OAaTHKOBI (32 HATBHOCTI)
YIIOBHOBaXXEHOT 0COOM)

(HaliMeHyBaHHS ITOCAI YIIOBHOBAXEHOT 0COOM)

JEP’KaBHOIO ~ MOBOIKO, 3aCBIUEHI MIANMKUCOM 3asBHUKA  abo
YIOBHOBXEHOTO HHMM TMPEJACTAaBHUKA (KPiM JIIKApChKUX 3aco0iB,
BUTOTOBJICHUX BITYU3HSIHUMH BUPOOHUKAMHU).

Bumorn no nikapchkoro 3aco0y BcTaHoBIeHI [lepkaBHOIO
dapmakornero Ykpainu Ta/abo €Bpomneicbkoro (hapmakoreer, ado
IHITAMUA MIPOBITHUMU (hapmakormnessMu (bpuTancekor0
dapmakormieero, (dapmakoneero Amonii Ta CHIA Tomo), s
JKapChKOTO 3aco0y, SIKUH 3apeecTPOBAHO PETYJIATOPHUM OpPraHOM
CIOA (FDA) abo €spomeiicekoro Coro3y 3a IEHTPaTi30BaHOIO
nporenyporo (EMA), nomyckaeTbcsi HassBHICTh METOJMK KOHTPOITIO
SKOCTI JIIKAPCBKOTO 3ac0o0y, pO3pOOJIEHUX Ta 3aTBEPHKCHHX
BUPOOHHKOM («in house»)

BIICYTHICTb B JlepKaBHOMY peecTpi JiKapChKUX 3aco0iB
YkpaiHu TpbOX aHAJOTIYHHX JIKAPCHKUX 3aC00iB 3a Mi>KHAPOHOIO
HEMATCHTOBAHOI HA3BOIO 3 OJHAKOBOK JIKAPCHKOK (HOpMOIO Ta
JI03YBaHHSIM

3a pe3yapTaTaMu MEepPEeBIPKH MOJAHUX TOKYMEHTIB Ha
JiKapchKUi 3acio

(Ha3Ba, nikapchKka Gpopma, cuia Jiii, ynakoBKka, BUPOOHHK)

Ha 3acilaHHI THMYacoBOTo Jaopaadoro opraHy LleHTpy y ckiani:

(mpi3Bume, iM's Ta TIO
HallMEHYyBaHHS [TOCa/IN)

0aTbkoBi (32 HasBHOCTI) 0co0OH,

20 p. (y dopmati BizeokoH(pepeHIii)

BCTaHOBJICHO:

IpoBe/eHA IepeBipKa JOKYMEHTIB Ha JIKapchbKui 3acil,
MOJAaHWK Ha eKCTPEeHy JAEp)KaBHY pEeCTpalilo, Ja€ 3MOTry
pexoMenayBath MO3 npuUHHATH pillIEHHS PO €KCTPEHY JepiKaBHY
peeCTpaIlilo TAaKOro JIKAapChbKOro 3aco0y CTPOKOM Ha OAMH piK
Ta/a00 Ha mepioj i1 BOEHHOTO CTaHy, Ta/a00 Ha MIICTh MICSIIIB 3 THS
NPUIIMHEHHS 200 CKacyBaHHsI BOEHHOTO CTaHy
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Bix imeni
JIePKABHOTO
M ITPUEMCTBA (manuc ymoBHOBaXKEHOT 0co0M)
" lepxaBHUI
€KCIIEPTHUM (mpi3Bue, iM'st Ta IO 6ATHKOBI (3a
LEHTP HAsIBHOCTI) YIIOBHOBa)XEHOI 0COOM)
MinictepcTBa
OXOpPOHHU (HaliMEHYBaHHS  IOCaM  YIIOBHOBa)XXCHOT
310pOB'st 0Cco0u)».
Ykpainn"
MiHicTp 0XOpOHH 310pOB’s1 YKpaiHu Bikrop JIALIKO

« » 2023 p.




