3ATBEP/DKEHO
Haka3 MiHicTepcTBa OXOPOHHU
310pOB’s YKpaiHu

Ne

3minu
10 JesIKHX HOPMAaTHBHO-NPaBoBHUX akTiB MiHicCTepCTBa 0XOPOHH
3/10poB’s YKpainu

1. IMignyakr 1.1.2 mgoyekry 1.1 myskty 1 gomatka 22 go Ilopsaky
IPOBEJECHHS €EKCIIEPTU3H peECTpallifHUX MaTepialiB Ha JIKapchKi 3acoOH, IO
IOJAIOTEC Ha JEpiKaBHY peecTpaiiro (mepepeecTpamiio), a TaKoXK EKCIEPTH3U
MaTepialiB PO BHECEHHS 3MiH [0 PEECTpallifHUX MartepiajgiB MpoTAroM Aii
PEECTPALIHOrO ITOCBIMYEHHs], 3aTBEP/PKEHOTO Haka3oM MIHICTepcTBa OXOPOHHU
3m0poB’s Vipainu Big 26 ceprust 2005 poxy Ne 426, 3apeectpoBaHoro B MiHiCTEPCTBI
roctulii Ykpainu 19 Bepecus 2005 poky 3a Ne 1069/11349 (y penakuii Hakasy
MinictepcTBa 0X0poHH 3/10poB'st Yikpainu Big 23 mumnast 2015 poxy Ne 460), BUKIacTH
y Takid peJaKiii:

«1.1.2. Ha BTOpHMHHIN yMakKOBIli MOXYTh OYTH TaKO»X BMIIIEHI CHUMBOJHU a0o0
MIKTOrpaMM, sKi HalTh 3MOTY TMOSCHUTH iH(GOpMaliio, BKa3aHy B IiAMYHKTI
1.1.1 mignyskry 1.1 mpOro myHKTy, a TakoX iHma iHQopMmallis, ska BIIIOBIAAE
KOPOTKil XapaKTEepUCTHIII JIKapChbKOro 3acoly Ta/abo 3aTBepMKEeHIH 1HCTPYKIIT 1Isd
MEIUYHOTO 3aCTOCYBAaHHS Ta € KOPHCHOI [UIs TAIieHTa, 32 BHUHATKOM Oyab-sKOi
inopMarlii pekIaMHOTO XapakTepy, a Takox Oyxap-skoi iH(opMmamii mpo IHIIKX
IOPUAMYHUX a00 (i3MYHHX 0cCi0, sKi HE € BUPOOHUKOM JIIKAapChKOTO 3aco0y abo
3assBHMKOM (BJIACHHKOM PEECTPALIITHOTO MOCBIIYEHHS ) JIIKaPCHKOTO 3ac00y.

3a GakaHHSM 3asiBHHKA JI0ITYCKA€ThCSl HAHECCHHS:

JIOTOTHITy (TOProBeJIbHOI MapKH) KOoMIaHii — BHpoOHUKa abo (3a OaxaHHAM
3asBHHKA) JIOTOTUMY (TOPrOBENbHOI MapKH) KOMIIaHii — 3asBHHKa, a00 JIOTOTHUILY
(ToproBenbHOI MapKu) TpyNd KOMIaHiH (koprmopamii, KOHLEpHY, 0O0’€IHaHHS,
MDKHapOIHOI hapMalleBTUYHOT KOMITaHii), A0 sKOi Ha 3aKOHHHX MIJACTaBaX BXOJIUTh
BUPOOHHK Ta/ab0 3asABHHK TiKapChbKOTO 3aco0y, SIKIO JaHUH JOrOTHI (TOProBeIbHA
MapKka) Ha 3aKOHHHX IIiJICTaBaX 3aCTOCOBYEThCS KOMIIAHI€I0 — BHUPOOHHKOM a0o
KOMIIaHI€I0 — 3asBHMKOM Ta BHKOPHUCTOBYETHCS B O(IIiiHIN MLTOBIH TOKyMeHTaIll
KOMIIaHIi;

inpopmariii mpo Te, IO JIKAPCHKUK 3aci0 BUTOTOBJICHHH 3a IIIEH3ICIO BiJ
KOMIIaHii — BOJIOJUIbIA IAaTeHTy abo 3a 0OMEXEHOK NATEHTHOK JIIEH3I€0 Bil
KOMIIaHii — BOJIOJALIBL IATEHTY /IS BUKOPUCTAHHS Ha JIIIEH30BaHIA TepHUTOpIi 13
3a3HauEHHsSM Ha3BM KOMIAHIl — BOJIOAUIBLS TATeHTy Ta/abo 1i JsoroTumy
(TOproBeIbHOT MapKH).».
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2. 'V llopsaaxy BcTaHOBJIEHHS 3a00pOHH (THMYACOBOI 3a00POHH) Ta IOHOBJIEHHS
00iry miKapchbKuMX 3aco0iB Ha TepuTopil VYKpaiHu, 3aTBEpKEHOMY HAKa30M
MinicTepcTBa 0XOpoHHU 370poB’st Ykpainm Bixm 22 mmctomaza 2011 poky Ne 809,
3apeecTpoBaHOMy B MiHicTepcTBi foctuuii Ykpainm 30 ciums 2012 poky 3a
Ne 126/20439:

1) myskr 2.1 po3npimy II BukiacTH y Takiit pegakuii:

«2.1. 'V pasi BcTaHOBIEHHS (haKTy o0O0Iry HesKiCHUX, (arsch}piKOBaHUX,
HE3apEECTPOBAHMX JIKAPCHKHUX 3ac00iB, a00 JIIKAPCHKUX 3aC0O0IB, MAPKYBAHHA AKUX
MICTUTE Oyne-sKy iHGOpPMAIi0 pPEKJIAMHOTO XapakTepy, a TakKoX Oyab-sKy
iHGopMaNio Npo IHIKX IOPUANYHHX a00 (isMyHHMX 0cib, SKi HE € BHPOOHHKOM
JIIKAPCHEKOr0 3aco0y abo 3asBHUKOM (BJIACHUKOM PpeECTPALifHOrO MOCBiT4EHHS)
JIIKApCHKOro 3aco0y (KpiM BHIIAIKIB, BH3HAYEHMX 3aK0HOM YKpainu Bin 04 KBIiTHS
1996 poxy Ne 123/96-BP «IIpo nikapcbki 3aco6m»), Jlepamkcayxoa:

BCTaHOBIIIOE 3a00pOHY (THMUYacoBYy 3a00pOHY) 00iry JiKapchKOro 3acoly;

nonae 8 MO3 npono3uuii mono npuiHATTsE MO3 pillleHHs Ipo NpUNMHEHHS Oii
peecTpaniiHOro NocBiT4eHHS BiAOBIIHOTO JIIKAPCHKOIO 3ac00Y.

Jis 0bOro IyHKTY He NONIMPIOETHCS Ha JIKapChKi 3acO0M 3a HASBHOCTI y iX
MapKyBaHHi:

iH}opMalii, sKa BIINOBiZA€ KOPOTKill XapaKTEpPHCTHIN JHKAapChKOTO 3acoby
Ta/abo 3aTBep/DKEHiN iHCTPYKIIl A MEOUYHOTO 3aCTOCYBAaHHS, OKPIM iH(popMariii
PO NPEACTABHHUKA 3asABHMKA, AKUH 3[1HCHIOE QYHKIII BUPOOHHKA / 3asBHUKA LIOZ0
IIPUUHATTSA MIPETSH31H BiJ] CIIOKMBAYA;

JIOTOTHITy (TOPrOBENBHOI MapKM) KOMIaHii — BHpOOHHKA a00 (32 OakaHHIM
3asIBHUKA) JIOTOTHITYy (TOPrOBEJBHOI MapKH) KOMIAHii — 3asBHHKA, abo0 JOTOTHITY
(TOproBe/nbHOI MapkH) Tpymy KOMIaHii (Kopropalii, KOHIEpHy, 06’€IHAHH,
MDKHApOaHOi (papMaLeBTHYHOT KOMIIAHI), 10 SK0i Ha 3aKOHHMX TiJACTABAX BXOTHTh
BHPOOHHUK Ta/ab0 3asBHHK JIKApCHKOTO 3aco0y, SKIIO JaHH JOTOTHUII (ToproBeipHa
MapKa) Ha 3aKOHHMX [MiCTaBaX 3aCTOCOBYETHCS KOMIIAHI€I0 — BHPOGHHKOM a6o
KOMIIQHIEI0 — 3aiBHUKOM Ta BHKOPHCTOBYETbCS B O(illiiHil inoBil mokymeHTawii
KOMIIaHiI;

iHpopManii 1mpo Te, IO JHKApCHKUM 3aci6 BUTOTOBICHHMIA 3a JIIEH3IC0 Bin
KOMIIaHii — BOJIOJUIBIS IaT€HTy a00 3a OOMEXCHOI MATEHTHON JHIIECH3IEI0 B1J
KOMIIaHIi — BOJIOAUIBLS NATEHTy s BUKODHCTAHHS Ha JLEH30BaHiH TepHTOpii i3
3a3Ha4YCHHSM Ha3BM KOMIaHIi — BOJIOJUIBLS mareHty Ta/abo ii JIOTOTHUITY
(TOproBenbHOI MapKu).»;

2) myskr 3.1 pospiny Il 10TIOBHUTH HOBHMH ITiAIlyHKTAMK TAKOTO 3MICTY:

«3.1.6 onmepxanus JlepaliKcayx0010 MOBIIOMIEHHs Big il TepuUTOpianbHUX
OpraHiB PO BHUSBJIEHHs cepii abo cepiil Jlikapchkoro 3acoby, MapKyBaHHS SKOTO
MICTUTBE Oynp-iKy iHOOPMALII0 pPEKIAMHOTO XapakTepy, a TaKoK Oynab-sKy
iHpopMaLil Mpo iHmMX IopHAMYHMX a60 (i3udHUX 0Ci0, AKi HE € BHPOGHHKOM
JIKapCHKOro 3aco0y abo0 3agBHHKOM (BIACHHKOM pPEECTPAIifHOTO MOCBigYECHEHs)



JIKapchKOro 3aco0y (KpiM BHIMAIKiB, BU3HAYEHHX 3akoHOM Ykpainu Bin 04 KBIiTHA
1996 poky Ne 123/96-BP «IIpo nikapchki 3ac00m»);

3.1.7 HagxomkeHHs Big MO3 pilleHHSs OpO THUMYacoOBE 3yNHHEHHS il
peecTpariiiHOrO MOCBiqYEHHS Ha JTIKapChKHUH 3acih, MapKyBaHHA AKOTO HE BIAMOBIAAE
BuMoraM ctarti 12 3akony Vkpainm Bing 04 xBiTHA 1996 poky Ne 123/96-BP «IIpo
JTiKapchKi 3ac00M», 10 IPUBEIECHHS MapKyBaHHs JTiKapChKOTO 3ac00y y BIANOBIIHICTh
10 X BUMOT.»;

3) B a63aui nepmomy mignyskry 4.1.4 nynkry 4.1 posaity IV ciosa ta uudpu
«y myHKTi 3.1» 3aMmiHUTH croBamu Ta nudpamMu «y miamyskrax 3.1.1-3.1.5
MYHKTY 3.1»;

4) nyHKT 4.3 po3ainy IV TONOBHUTH peYCHHSM TaKOIo 3MICTY:
«Jlis 1[BOTO MYHKTY HE IOLIMPIOETHCS HAa BUIIAIKH, KOJIH THMYAcOBY 3a00pOHY
BCTAHOBJIEHO HA MiACcTaBi mianyHKTIiB 3.1.6—3.1.7 myHKTY 3.1 LIBOTO PO3ILILY.»;

5) myHKT 5.2 po3ainy V IOMOBHHATH HOBUM a03aI[OM TaKOTO 3MICTY:

«IToHOBIEHHST 00Iry JiKapchKoro 3aco0y, MO0 SIKOTO BCTAHOBJIEHO 3a00pOHY
srigHo 3 migmyHkTamu 3.1.6-3.1.7 myHkty 3.1 posgury III mworo Ilopsaaxy,
3MiCHIOETCS Ha MmijcTaBi Hakasy MO3 mpo 3aTBep/KEHHS 3MiH JI0 PEECTPALiHUX
MartepialliB JTiKapchKOro 3aco0y B YaCTHHI IPHUBEICHHS MapKyBaHHS JIIKAPCHKOIO
3aco0y y BiOHOBiIHICTE /10 BUMOT cTaTTi 12 3akoHy Ykpainu Big 04 kBiTHA 1996 poky
Ne 123/96-BP «IIpo nikapchki 3aco0m», 1aTa 3aTBEPIXKEHHSI SIKOTO € 1aTOK MPUNHATTS
pILIEHHS PO IMOHOBJICHHS [ii PEECTPALIHOTO MOCBIMYEHHS HAa TaKWW JIIKapChKHMA
3aci0.».

3. V llopsinky npunMHEHHS Oii PEECTPAIifHOrO MOCBIMYEHHS Ha JIKapChKUN
3aci0d, 3aTBEpMKEHOMY Haka3oM MIHICTEpCTBA OXOPOHH 3I0pOB’S YKpaiHH Bif
05 cepmust 2020 poky Ne 1801, 3apeectpoBanomy B MiHicTepcTBi OCTHIIIT YKpaiHU
28 xoBTHs 2020 poky 3a Ne 1062/35345:

1) ab3an TpUHAOUATHI MYHKTY 3 po3AuTy I micis ciliB «kKpUTEpPiiB, BUSHAYCHHUX)
JIOIIOBHUTH CIIOBaMHU Ta HUdpaMu «y NyHKTI 4 po3ainy 11 Tay;

2) poaain Il micnst myHKTY 2 TONOBHUTH MYHKTaMH 3 Ta 4 TaKOTO 3MICTY:

«3. Jlep>kaBHa peecTpallist JIikapchKOT0 3aco0y, 3apeecTPOBAHOTO BIIMOBIIHO /10
BUMOT YaCTHHM ABaHAAUATOI cTarTi 9' 3akoHy Ykpainu Big 04 kBiTHA 1996 poky
Ne 123/96-BP «llIpo mikapchkuii 3aci®» CKacOBYEThCS HUISXOM IPUIUHEHHS [ii
pPEECTPALIIfHOTO TOCBITUEHHS Ha JIIKAPCBKHUM 3aci0 y pa3si, SKIIO 3aiIBHUKOM He
BUKOHAHO HaJlaHe HUM IMHUChbMOBE 3000B'13aHHS OTPUMATH JJOKYMEHT, IO IMiITBEPIKYE
BIJMOBITHICTh YMOB BHPOOHHIITBA TAaKOTO JIKAapPCHKOro 3aco0y YMHHUM B YKpaiHi
BUMOTaM HAJICKHOI BUPOOHHYOI MPAKTUKU, Y TOMY YHCHII y 3B'S3KY 3 NMPUUHATTAM
JlepikciTy>k0010 BMOTHBOBAHOTO BUCHOBKY PO BIAMOBY B HOTO BHAAYI.
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4.V pasi opylIeHHs BUMOT 70 MapKyBaHH# Jikapchkoro 3aco0y MO3 npuiimae
pilleHHs PO THMYacoBE 3yMHMHEHHS Al PeecTpaliiiHOro NOCBIAYEHHS Ha TaKUH
JTiKapchKuii 3aci 10 NPUBEIEHHS MapKyBaHHs JTiKapChKOTO 3aco0y y BiINOBIIHICTh
1o BuMor crtarti 12 3akony Ykpaiuu Bix 04 kBitHa 1996 poky Ne 123/96-BP «Ilpo
JTiKapchKi 3aco0M» Ta HPUMHATTS DIillIEHHS NPO NOHOBIEHHS Mii PeeCTpaliiHOro
[IOCBITUEHHS.

MO3 He npuiiMae pilleHHS PO THUMYAacOBE 3YMUHEHHS il peecTpauifHOro
TIIOCBiYEHHS Ha JIKApPCHKUIA 3aci0 y pa3i HasiBHOCTI Y MapKyBaHHi:

norotuny (TOProBelbHOI Mapku) KOMIIaHii — BHPOOHMKA abo0 (3a OaxaHHIM
3asIBHUKA) JIOTOTHIY (TOProBeNBHOI MapKd) KOMIIaHii — 3asBHHKA, a00 JIOTOTHILY
(TOproBenbHOi MapKy) TpyIH KOMIaHiH (koproparii, KOHLEpHY, O00’€IHaHHS,
MIDKXHApOJHOI (apManeBTUYHOT KOMIIaHii), 10 sIKOI Ha 3aKOHHHUX IIJICTaBaX BXOAUTH
BUPOOHUK Ta/ab0 3asABHHK JIKAPCHKOTO 3ac00y, SKIIO JAHMH JOTOTUII (TOProBe/bHA
MapKa) Ha 3aKOHHHMX IIiJICTaBaX 3aCTOCOBYETHCS KOMIIAHI€I0 — BHPOOHHKOM abo
KOMITaHI€I0 — 3aBHUKOM Ta BUKOPHCTOBYEThCS B ODII[iiHINA ALTOBIN TOKyMEHTaIli
KOMIIaHii;

iHpopMalii po Te, IO JIKAPCHKUH 3aci6 BUIOTOBICHHH 3a JIIEH3IEI0 Bil
KOMIIaHii — BOJOIUIBI IAaTeHTy abo 3a OOMEXEHOK MaTEHTHOIO JIIEH3IEI0 Bl
KOMIIaHii — BOJIOJiIBLS NATEHTy Ui BUKOPHCTAHHS Ha JILEH30BaHIA TEpUTOpIl 13
3a3HaUYEHHSAM HAa3BUM KOMIIAHiI — BOJIOAUIBLS TAaTeHTy Ta/abo 1i JIOroTHILy
(TOpProBeIbHOT MapKu).».

VY 3B'S3KY 3 [IUM IYHKT 3 BBa)XaTH IMyHKTOM 3;

3) poszain Il miciist MyHKTY 4 TOTIOBHUTH IyHKTaMH 5 Ta 6 TaKOro 3MICTy:

«5. VYV Bumagxy HasBHOCTI MACTaB IS CKACyBaHHS [EPXKaBHOI peecTpamii
JTIKapChKOro 3aco0y IUISXOM MNPUIMHEHHS il PeecTpariifHOro MOCBIIYEHHs Ha
JTiKapchKMi 3aci® BigmoBigHO a0 MyHKTY 3 posauty II mporo Ilopsaaky nepxaBhe
HiIIpHEMCTBO «Jlep)KaBHHUM eKcIiepTHUi HeHTp MiHicTepcTBa OXOPOHH 30POB’S
Vkpaiau» 3BepTaerses 10 MO3 3 00rpyHTOBAaHOIO MPONO3ULIEI0 OO CKACyBaHHS
JIEPXKABHOI peecTpallii JiKapchbKOro 3aco0y IUIIXOM MPUIMHEHHS [ii PeeCcTpalliiHoOro
IOCBIIYEHHS Ha TAaKM# JKapChKUM 3acibd 3 IOCHJIAHHAM Ha BUSBJICHUHM (aKT
HEBUKOHAHHS 3aBHMKOM Y CTPOK, BCTAHOBJICHHI YaCTHHOIO TPUHAIATON CTATTI 9!
3akony Ykpainu Bix 04 kBitHs 1996 poky Ne 123/96-BP «IlIpo mikapcbkuii 3aci6»,
HAJaHOTO HUM IIMCEMOBOIO 3000B'S3aHHS OTPUMATH JOKYMEHT, IO MIATBEPIKYE
Bi/IOBiIHICT, YMOB BMPOOHMI[TBA TAKOTO JIKapChKOTO 3ac00y YMHHUM B YKpaiHi
BHMOI'aM HAJIEXXHOI BUPOOHHYOI MPAKTUKH, Y TOMY YHCIl Y 3B'SI3KY 3 INPUHHATTAM
JlepKIiKcayk0010 BMOTHBOBAHOTO BUCHOBKY IIPO BiZ]MOBY B HOro BHJadi.

PimeHHs Ipo CKacyBaHHS JE€P)KaBHOI PeecTpallii JIKapChKOro 3acoly IMUIIXOM
IPUIIMHEHHS il peeCTpaIliifHOrO MOCBITYEHHS Ha JIKapChbKUH 3acid 0OPMIIIOETHCS
HakazoM MO3 i3 BHeCeHHSM BiAmnoBigHOI iHQopMamii A0 Jlep:KaBHOTO peEECTpy
TiKapChKHX 3ac00iB Vkpainu, mpo mo MO3 npoTsrom 5 poOo4HX [JHIB 3 HACTYITHOTO
THS TIiCJIs IPUMHSATTS TaKOTO PIIICHHS MUCEMOBO MOBIIOMIISIE 3asiBHHKA.
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6. YV BHmagKy HAagBHOCTI IIiJCTaB JUis THMYacoBOTO 3YMHHEHHS i
peecTpalifHoro MOCBiTYEHHS Ha JiKapChKui 3aci6 BiIIOBiAHO 10 MyHKTY 4 pO3AlTy
II meoro Ilopsmxy Jepxuikciayx6a 3BepraeThes o MO3 3 0OrpyHTOBaHOHO
TIPOTIO3HILIEI0 M0N0 THMYACOBOrO 3yNHHEHHS Jii peecTpallifiHOoro IIOCBiYEeHHsA Ha
mikapchkuil 3acib 3 NOCHIAHHSM HAa BHSBJIEHI (aKTH MOPYIICHHA BHMOr [0
MapKyBaHHS JKapChKOro 3aco0y, BCTAHOBJIEHHX CTaTTel0 12 3aKoHy YkpaiHu BiJ
04 xsitHg 1996 poxy Ne 123/96-BP «IIpo mixapceki 3acobu», 3 ypaxyBaHHAM
KpHTepiiB, 3a3HaueHuX y MyHKTI 4 po3aiay II usoro [Mopsaxy.

PilmeHHs Npo THMYAcoBE 3yNMHMHEHHs il peecTpallifHOro MOCBIIYEHHA HA
nmikapcekuii  3aci6 odopmmoerscs Hakazom MO3 i3 BHeCEHHAM BIAMOBIAHOI
indopManii no JlepXaBHOro peecTpy JiKapchkux 3aco0iB YKpaiHH, PO IO MO3
NpoTAroM 5 poGOYMX IHIB 3 HACTYIHOrO AHs ICIAs NPUAHATTSA TaKoro pilICHHS
IIECHMOBO TTOBiJOMIISIE 3asIBHHKA.

3 naté 3aTBepiKeHHs HakazoM MO3 3MiH [0 peecTpauiiHHUX MarepiaiiB
niKapchKoro 3acofy B YacTHHi NPHBENEHHS MapKyBaHHA JiKapCBKOTO 3acoby y
BimmoBigHicTs mo BHMOr crarTi 12 3akoHy Vkpainu Bin 04 xBiTHa 1996 poky
Ne 123/96-BP «IIpo mikapchki 3aco6m» [is pPeecTpallifHOTO MOCBIMYEHHS
IOHOBIIIOETBCS Ta 3MIHCHIOETBCS BimmoBinHMHA 3amuc y JlepkaBHOMY peectpi
JMKapchKHX 3aco6iB Ykpainu, npo mo MO3 mporsrom 5 pobo4ux IHIB 3 OaTH
3aTBepIKeHHs HakazoM MO3 BifNoOBiNHMX 3MiH MHCEMOBO MOBiIOMJISIE 3asBHHUKA.».

V 3B'S3Ky 3 IUM IIyHKTH 5 Ta 6 BBXaTH IyHKTaMH 7 Ta 8 BIAMOBLIHO.

B.o. HaYaJIbHHKA /,f"’/
P

@apMaleBTHYHOIO yOPaBaiHAA Oanexcanap 'PIHEHKO
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