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[Ipo BHeceHHsS 3MiH [0 peECTpALliiHUX MarepiasiB J/iKapCbKUX 3aco0iB, sKi
3apeecTpoBaHi  KOMIleTeHTHUMH opraHamMu Crionyuyenux IllrtaTiB  AMepuky,
[MIBerinapii, Anonii, ABctpanii, Kanagu, €spornenicbkoro Coro3y

BignoBigHo g0 crarti 9 3akoHy Ykpainu «IIpo sikapcbki 3acobu»,
nyHkty 5 IlopsiiKy Aep>kaBHOI peectpatiii (riepepeecTpaliii) Jiikapcbkux 3aco0iB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 «Ilpo 3atBepmkeHHsi IlopsiiKy meprkaBHOI peecTpauii (repepeectparii)
nmikapcbkux — 3acobiB i po3mipiB  300py 3a iX Jep)kaBHY peecTpailito
(mepepeecTpaiiito)», ab3aily ABaAISATbL CbOMOTO MMiAMYHKTY 12 nyHKTY 4 [TonoxkeHHs
rnpo MIiHICTEPCTBO OXOPOHM 3[0pOB’S YKpalHW, 3aTBepKeHOro TI10CTaHOBO)
Kabinery MinicTpiB Ykpainu Bim 25 Gepesns 2015 poky Ne 267 (B pemakiii
roctaHoBu Kabinety MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), myHKTY 5
po3ainy II Ta myHkrty 12 po3sginy III TTopsigky po3rasfly peecTpalliiiHAX MaTepiasiB
Ha JIiKapchKi 3aco6w, 1110 TI0Jal0ThCSl Ha [iep>KaBHY peecTpaliito (repepeecTpariito), Ta
MaTepiasiB MNpPO BHECEHHs 3MiH [0 peecTpalliiHuX MarepiasiB MpPOTIroM il
peecTpaliiiHoro  TIOCBiJUeHHsI Ha JIiKapChKi 3acobu, siKi  3apeecTpoBaHi
KoMIleTeHTHUMU opraHamMud CnonyueHux IlltatiB Amepuku, IlBeinapii, fAnoHii,
Ascrpanii, KaHaau, mikapcbkux 3aco0iB, 10 3a II€HTPaJIi30BaHOIO IPOIieypOr0
3apeecTpoBaHi KOMIETEHTHUMM opraHom Epporericbkoro Coro3y, 3aTBepAKeHOI0
Haka3oM MiHicTepcTBa OXOPOHU 370pOB'S YKpaiHu Bifg 17 mucromaga 2016 poky
Ne 1245, 3apeectpoBaHoro B MiHicTepcTBi rocTyLiii Ykpainu 14 rpyansa 2016 poky 3a
Ne 1619/29749, Ha migcTaBi cKnageHUX [lep)kKaBHUM TiJANPUEMCTBOM «/lep>kaBHUM
eKCIepTHUM LieHTp MIiHicTepcTBa OXOPOHM 370pOB’Sl YKpaiHW» BHCHOBKIB TIPO
pe3y/ibTaTy PO3IJIsly MaTepiasiiB MPO BHECEeHHS 3MiH /10 peeCTpaljiiHuX MaTrepiaiiB
Ha JIKapCbKWM  3acid, SKW  3apeecTpOBaHUM  KOMIIETEHTHHM  OpPraHOM
€spornencekoro Coro3sy,

HAKA3Y1O:

1. BHecTn 3MiHM [0 peecTpaliiHUX MarepiamiB Ta [lepXKaBHOTO peecTpy
niKapCchbKMX 3aco0iB YKpaiHM Ha JiikapChKi 3ac00M 3rifiHO 3 repeikoM (JoAaTok 1).



2. BiAMOBUTH y BHECeHHI 3MiH [0 peecTpalliiHUX MaTepiasiB Ta [lep>KaBHOTrO
peecTpy miKapchbKux 3acobiB YKpaiHM Ha J/iKapchKi 3aco0M 3rifHO 3 mepesiikoM
(mopaTok 2).

KoHTpo/Ib 3a BUKOHAHHSIM 1[bOTO HaKa3y 3aJuiliaio 3a Co00t0.

MiHuicTp Inna EMELLb



Hupextop /leriapramMmeHTy
peavtizarjii moIiTUK

['eHepabHUM AUPEKTOD
dapMalieBTUYHOIO JUPEKTOPATy

HauasibHUK BiJi/ly 3 IUTaHb
(hapMaLleBTUYHOI AisS/TbHOCTI
[enaprameHTy peaJii3aLjii MOJITUK

HauasnbHUK YTipaB/iHHS IPaBOBOI'O
3abe3rneueHHs

3acTyrnHuUK gupektopa [leraprameHTy
oprasi3aliiHoro 3abe3reueHHs

B.o. 3aBigyBaua CeKkTopy 3 IuTaHb
3amo0iraHHs Ta BUSIBJIeHHsI KOPYTILIii

HauanpHuK Bigainy Cryxou
3abe3reueHHs JisiTIbHOCTI 3aCTYITHUKIB
MiHicTpa (CaMOCTiVHUU BiAfin)

Peectp po3cunku:

Jl0 CrIpaBy

Bigain 3 nuranb apmarieBTUUHOI Ais/TbHOCTI
JenaptameHTy peasi3aLii NOMITUK

OIT «lep>kaBHuii ekcriepTHUM 1leHTp MO3 YKpaiHu»
HepkaBHa cmykba YKpaiHu 3 iKapcbKUX 3acobiB

Ta KOHTPOJIO 32 HAPKOTUKaMH

T'yuyan H.B.
200-07-93

A. TI'aBpusiok

O. Komapiza

T. JISCKOBCHLKUN

JI. [lem1lieBCbKa

I. Benuuko

O. Tyuak

C. AHTOHOB

- 2 IPUMIipPHUKHA

- 1 npyuMipHUK
- 1 npyuMipHUK

- 1 mpuMipHHUK



MNEPEJIIK

Hoaarok 1

J0 Haka3y MiHicTepcTBa 0X0poHH
3A0pOB’A YKpaiHu
11.03.2020 N: 633

NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIOJTOMNYHUX MPEMNAPATIB), LLOAO AKX BYNN BHECEHI 3MIHA
0O PEECTPALINHNX MATEPIANIB, AKI BHOCATBLCA A0 AEPXXABHOI'O PEECTPY NNIKAPCbKUX 3ACOBIB
YKPAIHU, AKI 3BAPEECTPOBAHI KOMNETEHTHUMUW OPFAHAMUW CMNOJTYYEHUX LUTATIB AMEPUKWN,

LUBEMNLUAPII, ANOHII, ABCTPANII, KAHALW, NIKAPCbKX 3ACOBIB, LLIO 3A LLEEHTPA/II3OBAHOO
NMPOLEEAYPOIO SAPEECTPOBAHI KOMNETEHTHUM OPIrAHOM EBPOMENCBLKOI'O COKO3Y

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n | nikapcbKoz20 (nikapcbka ¢hopma, Bionycky |peecmpayitiHo2
/n 3acoby ynakoska) 0 NoCBI0OYEHHs
1. | AOBENT NOPOLLOK Ta PO3UYNHHUK Bakctep | ABcTpist BTOPVHHE NakKyBaHHSA roTOBOrO JIiKapCbKOro 3acoby Ta Benbris/ 3MiHM | TMNY: 3MiHK 3 AKOCTI. 3a UA/16801/01/01

015 PO3UUHY ANA Al PO3UMHHIKA, YaCTKOBUIA KOHTPOJIb AIKOCTI FOTOBOTO NikapcbKoro (LLBeliuapis/ A®I. KoHTponb A®I. 3miHa y peyenmom

iH ekuiii no 250 MO; 1 3acoby, BMNyCK cepii roTOBOr0 NikapCbkoro 3acoby Ta AscTpisi/ MeToAax BUNpobyBaHHs Ad|

(h1aKOH 3 MOPOLLKOM Y po3unHHUKa: BakcanTta bengxiym MaHydekTypiHr CA, benbrist;| HimeyunHa a60 BuXigHOro

KOMMNAeKTi 3 1 BMPOBHULTBO HEPO3hacoBaHOro NPOAYKTY, MEPBUHHE martepiany/npombKHOro

dhnakoHom 3 nakyBaHHS rOTOBOTO J1iKapCbKOro 3acoby Ta YacTKOBUIA npoAayKTy/pearenTy, Lo

PO34MHHKKOM (BoAa AN KOHTPO/b SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakcanta BUKOPWCTOBYETLCA Y NPOLIECI

iH'ekuili) no 5 mn Tano 1 ManydpakTypuHr Capn, LLiBeiiLapisi; BUPOGHULTBO BUPOGHMLTBA AD| (HE3HAUHI

NPUCTOCYBaHHIO AN Hepo3hacoBaHOro NPOAYyKTY, NEPBUHHE NaKyBaHHA rOTOBOTO 3MiHW Y 3aTBEPKEHUX METoAax

po3BefeHHs nikapcbKoro 3acoby Ta 4acTKOBWI KOHTPO/b AKOCTi FOTOBOrO BUMPOOYBaHHS)

BAKCIDKEKT Il'y Inikapcbkoro 3acoby: bakcTep AlT, ABCTPisi; YHaCTKOBUIA KOHTPO/b

KOpoo6Li SIKOCTi FOTOBOTO NiKapCbKOro 3acoby:

BakcTep Al', ABCTpisi; BUPOOHMLTBO, NEPBUHHE NakKyBaHHSA Ta
KOHTPO/Ib SKOCTi PO3UnHHMKa: 3irdpif XamenbH Mv6X,
Himeyunna

2. | ABBEUT NOPOLLOK Ta PO3YNHHUK Bakctep | ABcTpist BTOPVHHE NakKyBaHHSA roTOBOrO JIiKapCbKOro 3acoby Ta Benbris/ 3MiHM | TMNY: 3MiHK 3 AKOCTI. 3a UA/16801/01/02

L1153 PO3UNHY ANA Al PO3YMHHIKE, YACTKOBMWIA KOHTPO/Ib SIKOCTi FOTOBOTO Jlikapcbkoro (LLseiiuapis/ A®Il. KoHTponb A®I. 3miHa y peyenmom

iH ekuiii no 500 MO; 1 3acoby, BMNyCK cepii roTOBOro NikapCbKoro 3acoby Ta AscTpisi/ MeToAax BUNpobyBaHHs Ad|

(h/1aKOH 3 MOPOLLKOM Y po3unHHKKa: BakcanTta benmxiym MaHydekTypiHr CA, benbrist;| HimeyunHa a60 BuXigHOro

KOMMAeKTi 3 1 BMPOBHULTBO HEPO3hacoBaHOro NPOAYKTY, MEPBUHHE marepiany/npomikKHOro

dhnakoHom 3 nakyBaHHS rOTOBOTO J1iKapCbKOro 3acoby Ta YacTKOBUiA npoAyKTy/peareHTy, Lo

PO34MHHKKOM (BOAa AN KOHTPO/b SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakcanta BUKOPWCTOBYETLCA Y NPOLIECI

iH'ekyin) no5mnTtano 1 MaHydaktypuHr Capn, LLseiiuapis; BUpo6HNLTBO BMPOGHMLTBA AD| (HE3HauHI

NPUCTOCYBaHHIO AN Hepo3hacoBaHOro NPOAYKTY, NEPBUHHE NakKyBaHHA rOTOBOTO 3MiHW Y 3aTBEPKEHUX MeToaax

po3BefeHHs NikapcbKoro 3acoby Ta 4acTKOBWIA KOHTPO/b SAKOCTi FOTOBOrO BUMNPOBYBaHHS)

BAKCIDKEKT Il'y nikapcbkoro 3acoby: bakctep Al, ABCTpisi; YaCTKOBWIA KOHTPO/Ib)

Kopoo6Li SIKOCTi FOTOBOTO NiKapCbKOro 3acoby:

BakcTep Al', ABCTpisi; BUPOOHMLTBO, NEPBUHHE MakKyBaHHSA Ta
KOHTPO/Ib SIKOCTi PO3UnHHMKA: 3irdpig XamenbH Mv6X,
HimeyunHa

3. | AABENT NOPOLLIOK Ta PO3UNHHUK Bakctep | ABcTpis BTOPUHHE MaKyBaHHSA roTOBOro NikapCbKoro 3acoby Ta Benbrisi/ 3MiHM | TMNY: 3MiHK 3 AKOCTI. 3a UA/16801/01/03

L5 PO3UNHY ANA Al PO3YMHHIKE, YACTKOBMWIA KOHTPO/Tb SIKOCTi FOTOBOTO Jlikapcbkoro (LLseiiuapis/ A®I. KoHTponb A®I. 3miHa y peyenmom

iH ekuiii no 1000 MO; 1 3acoby, BUMYCK cepii rOTOBOro /iKkapcbKoro 3acoby Ta ABcTpisi/ MeToAax BUNpo6yBaHHs AdI

(h1aKoH 3 MOPOLLKOM Y po3urHHKKa: BakcanTta benmxiym MaHydekTypiHr CA, benbrist;| HimeyunHa a60 BuxigHOro
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Ne Hassa Popma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n | nikapcbKoz20 (nikapcbka ¢hopma, gionycky |peecmpayiliHo2
/n 3acoby ynakoska) 0 NOCBIOYEHHS
KOMM/IeKTi 3 1 BMPOGHMLITBO HEp03dhacoBaHOr0O NPOAYKTY, MEPBUHHE Marepiany/npoMixHOro
dhnakoHoMm 3 nakyBaHHS rOTOBOrO /liKapCbKOro 3acoby Ta YacTKOBUiA NpoAyKTy/peareHTy, Lo
pO34nHHMKOM (BOAA ANs KOHTPO/b SKOCTi FOTOBOTO NikapCbkoro 3acoby: bakcanta BMKOPVCTOBYETLCA Y NPOLIECI
iH'ekyin) no5mntano 1 MaHydakTypuHr Capn, LUBeliuapisi; BUpOOGHNLTBO BMPOGHMLTBA AD| (HE3HAYHI
NpUCTOCYBaHHIO AN Hepo3hacoBaHOro NPOAYKTY, MEPBUHHE NaKyBaHHA rOTOBOrO 3MiHW Y 3aTBEpMKEHUX MeToaax
po3BefieHHsA NikapcbKoro 3acoby Ta 4acTKOBWIA KOHTPO/Ib AKOCTi FOTOBOrO BUNPOBYBaHHSA)
BAKCO)KEKT Il'y Inikapcbkoro 3acoby: bakctep All, ABCTpisi; 4aCTKOBWIA KOHTPOJIb)
KopooLi SIKOCTi FOTOBOrO NiKapCbKoro 3acoby:
Bakctep Al', ABCTpisi; BUPOOHULTBO, NEPBUHHE NaKyBaHHA Ta
KOHTPO/Ib SIKOCTi PO34nHHMKA: 3irdpig XamenbH Mv6X,
HimeyunHa
4. | ADBEUT NOPOLLOK Ta PO3YNHHUK Bakctep | ABcTpis BTOPUHHE MaKyBaHHS rOTOBOro NikapCbKoro 3acoby Ta Benbrisi/ 3MiHu | TURY: 3MiHK 3 AKOCTI. 3a UA/16801/01/04
01151 pO34VHY A4S Al PO34YMHHIKA, YACTKOBUIA KOHTPO/Ib SIKOCTi FOTOBOTO Jlikapcbkoro (LLBeiiuapis/ A®I. KoHTponb A®I. 3miHa y peyenmom
iH ekuili no 1500 MO; 1 3aco6y, BUMYCK cepii roTOBOro NikapcbKoro 3acoby 1a ABcTpisi/ MeTofax BunpobysaHHa Ad|
dp/1aKoH 3 NOPOLLKOM Y po3unHHuKa: bakcanta benmkiym ManydekTtypiHr CA, Benebris;| HimeuunHa abo BuxigHoro
KOMM/IeKTi 3 1 BMPOGHMLITBO HEp03dhacoBaHOTO NPOAYKTY, MEPBUHHE Marepiany/npoMixHOro
dhnakoHom 3 nakyBaHHS rOTOBOTO /likapCbKoro 3acoby Ta YacTKOBUiA NpoAyKTy/peareHTy, Lo
pO3unHHMKOM (BOAA ANs KOHTPO/b AKOCTi FOTOBOrO NikapCbkoro 3acoby: bakcanta BMKOPWCTOBYETLCS Y NPOLIECI
iH'ekyin) no5mnTtano 1 MaHydhakTypuHr Capn, LLBeliuapisi; BUpo6HNLTBO BMPOGHMLTBA AD| (HE3HAYHI
NPUCTOCYBaHHIO AN Hepo3hacoBaHOro NPOAYKTY, NEPBUHHE NakKyBaHHA rOTOBOrO 3MiHW Y 3aTBEPKEHUX MeToAax
po3BefieHHsA NiKapCbKOro 3acoby Ta YaCcTKOBUIA KOHTPO/Ib SKOCTi FOTOBOrO BMNPOBYBaHHS)
BAKCO)KEKT Il'y Inikapcbkoro 3acoby: bakctep All, ABCTpisi; 4YaCTKOBWIA KOHTPOIb)
KopooLi SAKOCTi rOTOBOrO flikapCbKoro 3acoby:
Bakctep Al', ABCTpisi; BUPOOHNLTBO, NEPBUHHE NaKyBaHHSA Ta
KOHTPO/Ib SIKOCTi PO34nHHMKA: 3irdpig XamenbH Mv6X,
HimeyunHa
5. | ADBEUT NMOPOLLOK Ta PO3YNHHUK Bakctep | ABcTpis BTOPUHHE MaKyBaHHS rOTOBOro NikapCbKoro 3acoby Ta Benbrisi/ 3MiHu | TUNY: 3MiHK 3 AKOCTI. 3a UA/16801/01/05
[A19 PO3UNHY ANA Al PO34YMHHIKA, YACTKOBMIA KOHTPOJIb SIKOCTi FOTOBOTO Jlikapcbkoro (LLBeiiuapis/ A®I. KoHTposib A®I. 3miHa y peyenmom
iH ekuili no 2000 MO; 1 3aco6by, BUMYCK cepii roTOBOro Nikapcbkoro 3acoby Ta ABcTpisi/ MeTofax BunpobysaHHa Ad|
dp/1aKOH 3 NOPOLLKOM Y po3unHHuKa: bakcanta benmkiym ManydektypiHr CA, Benebris;| HimeuunHa abo BuxigHoro
KomnaekTi 3 1 BMPOGHMLITBO HEPO3(hacoBaHOro NPOAYKTY, NEPBUHHE matepiany/npomMixxHOro
dhnakoHom 3 nakyBaHHS! rOTOBOTO /likapCbKOro 3acoby Ta YacTKOBUiA NpoAyKTy/peareHTy, Lo
pO34nHHMKOM (BOAa Ans KOHTPO/b SKOCTi FOTOBOTO Nikapcbkoro 3acoby: bakcanta BMKOPWCTOBYETHLCS Y NPOLIECI
iH'ekyin) no5mntano 1 MaHydhakTypuHr Capn, LUBeliuapisi; BUpo6HULTBO BMPOGHMLTBA AD| (HE3HAYHI
NpUCTOCYBaHHIO ANs Hepo3hacoBaHOro NPOAYKTY, NEPBUHHE NakyBaHHA rOTOBOTO 3MiHW Y 3aTBEPKEHUX METoAaxX
po3BefeHHsA nNiKapcbKoro 3acoby Ta YacTKOBUIA KOHTPO/Tb SKOCTi FOTOBOrO BMMNPOBYBaHHS)
BAKCIDKEKT Il'y Inikapcbkoro 3acoby: bakctep All, ABCTpisi; 4YaCTKOBWIA KOHTPOIb)
KopoobLi SAKOCTi rOTOBOrO flikapcbKoro 3acoby:
Bakctep Al', ABCTpisi; BUPOOHULTBO, NEPBUHHE NaKyBaHHSA Ta
KOHTPO/Ib SIKOCTi PO34MHHMKA: 3irdpig XamenbH Mv6X,
HimeyunHa
6. | AODBEUT NOPOLLOK Ta PO3UYNHHUK Bakctep | ABcTpist BTOPVHHE NakKyBaHHS rOTOBOrO JIiKapCbKOro 3acoby Ta Benbrisi/ 3MiHM | TMNy: 3MiHK 3 SKOCTI. 3a UA/16801/01/06
[A19 PO3UNHY ANA Al PO34YMHHIKA, YACTKOBMIA KOHTPOJIb SIKOCTi FOTOBOTO Jlikapcbkoro (LLBeiiuapisi/ A®I. KoHTposib ADI. 3miHa y peyenmom
iH ekuili no 3000 MO; 1 3acoby, BMNycK cepii roToBOro nikapcbkoro 3acoby Ta ABcTpisi/ MeTofax BunpobyBaHHa Ad|
(h/1aKOH 3 MOPOLLKOM Y po3urHHMKa: BakcanTta bengxiym MaHydekTypiHr CA, Benbrist;| HimeyunHa ab60 BUXigHOTO

KOMMNNeKTi 3 1
h1akoHOM 3
PO34MHHMKOM (BOAa Ans
iH'ekyin) no5mntano 1
NpUCTOCYBaHHIO ANst
po3BefeHHs

BMPOGHMLITBO HEPO3(hacoBaHOro NPOAYyKTY, NEPBUHHE
nakyBaHHS rOTOBOTO /likapCbKoro 3acoby Ta YacTKOBUiA
KOHTPO/1b IKOCTi FOTOBOTO Jlikapcbkoro 3acoby: bakcanta
MaHydpaktypuHr Capn, LLBeliuapisi; BUpo6GHULTBO
Hepo3hacoBaHOro NPoAyKTY, NePBUHHE NakyBaHHS roToBOro

NiKapCbKOro 3acoby Ta YaCcTKOBWIA KOHTPO/b SIKOCTi TOTOBOrO

MaTepiany/npomiKHOro
npoayKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLLECI
BUPOGHMLTBA AD| (HE3HAYHI
3MiHV Y 3aTBEpPKEHNX MeToax
BMNPOGYBaHHS)
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Ne Hassa Popma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n | nikapcbKoz20 (nikapcbka ¢hopma, gionycky |peecmpayiliHo2
/n 3acoby ynakoska) 0 MoCcBi0O4YeHHs
BAKCO)KEKT Il'y Inikapcbkoro 3acoby: bakctep All, ABCTpisi; 4YaCTKOBWIA KOHTPOJIb)
KopooLi SIKOCTi FOTOBOrO NiKapCbKOro 3acoby:
Bakctep Al', ABCTpisi; BUPOOHULTBO, NEPBUHHE NaKyBaHHA Ta
KOHTPO/Ib SIKOCTi PO34nHHMKA: 3irdpig XamenbH Mv6X,
HimeyunHa
7. | BOPTE3OMI | niodinizat gns po3unHy TOB YkpaiHa CiHpgaH ®apmva CPJ1 PymyHis BHECEHHS 3MiH [0 3a UA/16610/01/01
B-TEBA Ons iH'ekuii no 3,5 mMry "TeBa peecTpauiiHux MaTepiasis: peyenmom
thnakoHi; 1 chnakoH 3 YkpaiHa" 3MiHa agpecu 3asiBHMKa
niocpinizatom y kopobu,i
8. | BA3AP TabneTku, BKpUTI TOB YkpaiHa nepBrHHE, BTOPVHHE NakyBaHHSA, 4O3BiN Ha BUNYCK cepil: YropwmHa/ BHECEHHS 3MiH 0 3a UA/17422/01/01
NNiBKOBOK 060/I0HKOIO, «TeBa AT dapmaneBTnyHuii 3aBos TEBA, YropLmHa,; Yecbka peecTpauiiiHux maTepianis: peyenmom
no 80 mr no 14 Tabnetok | YkpaiHa» BMPOBHMLTBO Hepo3dhacoBaHOi NPOAYKLIT, KOHTPO/b SIKOCTi:  |Pecny6nika 3MiHa agpecw 3asiBHMKa
y 6nicTepi, no 2 abo no TeBa Yex IHgacTpis c.p.o., Yecbka Pecnybnika
7 6nicTepis y KOpoo6Li
9. | BA3AP TabneTku, BKPUTI TOB YkpaiHa nepBrHHe, BTOPVHHE NakyBaHHS, 4O3BiN Ha BUNYCK cepil: YropwmHa/ BHECEHHS 3MiH 0 3a UA/17422/01/02
NNiBKOBOK 060J1I0HKOIO, «TeBa AT dapmaueBTnyHUiA 3aBoa TEBA, YropumHa,; Yecbka peecTpauiiHux maTepianis: peuenmom
no 160 mr no 14 YkpaiHa» BMPOGHMLTBO Hepo3diacoBaHOl NPoAYKLii, KOHTPO/b AKOCTi:  |Pecny6nika 3MiHa agpecu 3asBHUKa
Tabnetok y 6nictepi, no TeBa Yex IHgacTpi3 c.p.o., Yecbka Pecnybnika
2 abo no 7 6nictepis y
KOpoo6Li
10.| PIKCYBIC NMOPOLLOK Ta PO3YNHHUK Bakcanta | ABCTpis MapKyBaHHs1, BTOPMHHE NakyBaHHA Ta BuUnyck cepii 13 Ta Benbrisi/ B.ll.b.2.a IB Change to importer, 3a UA/16879/01/01
0151 PO3YKHY ANs IHHOBeLW PO3YMHHMKA: ClwA/ batch release arrangements and | peyenmom
iH ekuiid, no 250 MO, 1 H3 TM6X Bakcanta Bengpxiym MaHydekTypiHr CA, benbrisi; ABcTpisi/ quality control testing of the FP —
dp/1aKOH 3 NOPOLLKOM Y BMPOGHWLTBO, KOHTPO/Ib SKOCTi Ta NEPBMHHE NakyBaHHa MN13: | HimeuunHa Replacement/addition of a site
KOMMNNeKTi 3 1 Bakcanta tOC IHK, CLUA, where batch control/testing
h1akoHOM 3 YacTKOBWIA KOHTPOSb SIKOCTI M13: takes place - transfer of a testing
pO34nHHMKOM (BOAa Ans Bakctep Al', ABCTpis; site Ofi Technologie &
iH'ekyin) no5mntano 1 YacTKOBWIA KOHTPOSb SKOCTI M13: Innovation GmbH responsible
NPUCTOCYBaHHIO AN BakcTep Al', ABCTpisi; for Particulate Matter testing of
po3BefeHHs 4aCTKOBUIA KOHTPOb AKOCTI [N13: Rixubis from their current
BAKCIDKEKT 11y Odpi TexHONoAXM eHf IHHOoBeliWIoH TM6X, ABCTpIS; location at Brehmstrabe 14a at
KOpO6Li 3 MapKyBaHHAM BMPOBHULTBO, KOHTPO/Ib AKOCTi Ta NEPBMHHE NakKyBaHHS 1110 Vienna, Austria to Franz-
YKPaiHCBbKOK MOBOIO PO3UYNHHVMKA: Grill-Strabe 5 at 1030 Vienna,
3irdopig XamenoH M'M6X, HimeyunHa Austria
11.| PIKCYBIC NOPOLLOK Ta PO3UNHHUK Bakcanta | ABCTpis MapKyBaHHS, BTOPUHHE NakyBaHHA Ta BUNyck cepii 13 Ta Benbrisi/ B.ll.b.2.a IB Change to importer, 3a UA/16879/01/02
[O151 PO34MHY 415 IHHOBeMLW PO3YMHHMKA: ClA/ batch release arrangements and | peyenmom
iH ekuiii, mo 500 MO, 1 H3 TM6X Bakcanta bBengxiym MaHydekTypiHr CA, benbrisi; ABcTpisi/ quality control testing of the FP —
hNakoH 3 MOPOLLUKOM Y BUPOBHMLTBO, KOHTPO/Ib SIKOCTi Ta NEPBUHHE NakyBaHHA [N13: | HimeuunHa Replacement/addition of a site

KOMM/IeKTi 3 1
(h1aKoHOM 3
PO34MHHKKOM (BOAa NSt
iH'ekuin) no5mn tano 1
NpUCTOCYBaHHIO ANsi

BakcanTta tOC IHK, CLUA,
YacTKOBWIA KOHTPOSb SIKOCTI M13:
Bakctep Al', ABCTpis;
4aCTKOBUIA KOHTPOSb AKOCTI [N13:
Bakctep All, ABCTpis;

where batch control/testing
takes place - transfer of a testing
site Ofi Technologie &
Innovation GmbH responsible
for Particulate Matter testing of
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Ne Hassa Popma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n | nikapcbKoz20 (nikapcbka ¢hopma, gionycky |peecmpayiliHo2
/n 3acoby ynakoska) 0 NOCBIOYEHHS
po3BeeHHs 4acTKOBW KOHTPO/b AkoCTi [N13: Rixubis from their current
BAKCIDKEKT Il'y Odpi TexHONOMAXM eHf IHHOBelWIOH TM6X, ABCTpIS; location at Brehmstrabe 14a at
KOpOO6Li 3 MapKyBaHHAM BMPOBHULTBO, KOHTPO/Ib AKOCTi Ta NEPBMHHE NakKyBaHHS 1110 Vienna, Austria to Franz-
YKPaiHCBLKOK MOBOI PO34YUHHKKA: Grill-Strabe 5 at 1030 Vienna,
3irgopig XamenoH Mv6X, HimeyunHa Austria
12.| PIKCYBIC MOPOLLIOK Ta PO3UNHHMK Bakcanta | ABCTpisi| MapKyBaHHs, BTOPYHHE nakyBaHHSA Ta Bunyck cepii M3 ta Benbrisi/ B.ll.b.2.a IB Change to importer, 3a UA/16879/01/03
01151 pO34VHY A4S IHHOBeMLW PO34YUHHKMKA: CLUA/ batch release arrangements and | peyenmom
iH ekuiiA, no 1000 MO, 1 H3 TM6X Bakcanta Bengxiym MaHydekTypiHr CA, benbrisi; ABcTpisi/ quality control testing of the FP —
dp/1aKoH 3 NOPOLLKOM Y BMPOGHWLTBO, KOHTPO/Ib SKOCTI Ta NEPBUHHE NakyBaHHa MN13: | HimeuunHa Replacement/addition of a site
KOMM/IeKTi 3 1 BakcanTta FOC IHk, CLUA,; where batch control/testing
(h1akoHOM 3 YaCTKOBWi1 KOHTPO/b sikoCTi [N13: takes place - transfer of a testing
pO3unHHMKOM (BOAA ANs Bakctep Al', ABCTpis; site Ofi Technologie &
iH'ekyin) no5mntano 1 4aCcTKOBWi KOHTPO/b AKoCTi [N13: Innovation GmbH responsible
NPUCTOCYBaHHIO AN BakcTep Al', ABCTpisi; for Particulate Matter testing of
po3BefeHHs YacTKOBWIA KOHTPOSb AkocCTi MN3: Rixubis from their current
BAKCO)KEKT Il'y Odpi TexHONoAXM eHf IHHOoBelWIoH TM6X, ABCTpIS; location at Brehmstrabe 14a at
KOpOOLi 3 MapKyBaHHAM BMPOBHULTBO, KOHTPO/Ib AKOCTI Ta NEPBUHHE NakKyBaHHs 1110 Vienna, Austria to Franz-
YKPaiHCBbKOK MOBOIO PO3UYNHHKIKA: Grill-Strabe 5 at 1030 Vienna,
3irdopig XamenoH Mv6X, HimeyunHa Austria
13.| PIKCYBIC NOPOLLIOK Ta PO3UNHHUK Bakcanta | ABCTpis MapKyBaHHS, BTOPUHHE NakyBaHHA Ta BuUnyck cepii 13 Ta Benbrisi/ B.Il.b.2.a IB Change to importer, 3a UA/16879/01/04
0715 pO34VHY AnA IHHOBeMLW PO3UYNHHKMKA: CLUA/ batch release arrangements and | peyenmom
iH ekuiiA, mo 2000 MO, 1 H3 TM6X Bakcanta bengxiym MaHydekTypiHr CA, benbris; ABcTpisi/ quality control testing of the FP —
(h/1aKOH 3 MOPOLLKOM Y BUPOBHMLTBO, KOHTPO/Ib SIKOCTi Ta NEPBUHHE NakyBaHHSA [N13: | HimeuunHa Replacement/addition of a site
KOMMIekTi 3 1 BakcanTta FOC IHk, CLUA, where batch control/testing
(h1aKoHOM 3 4acTKOBWi KOHTPO/b AkocTi [N13: takes place - transfer of a testing
PO34MHHMKOM (BOAa ANs BakcTep Al', ABCTpisi; site Ofi Technologie &
iH'ekyin) no5mnTtano 1 4acTKOBWI KOHTPOSb AKoCTi [N13: Innovation GmbH responsible
NPUCTOCYBaHHIO N5 BakcTep Al', ABCTpisi; for Particulate Matter testing of
po3BefeHHs YaCTKOBWi1 KOHTPO/b siKOCTi [N13: Rixubis from their current
BAKCO)KEKT Il'y Odpi TexHONOMKMN eHf IHHoBelWIoH TM6X, ABCTpIS; location at Brehmstrabe 14a at
KOpOO6Li 3 MapKyBaHHAM BMPOGHULITBO, KOHTPO/Ib IKOCTi Ta NEPBUHHE NaKyBaHHS 1110 Vienna, Austria to Franz-
YKpaiHCbKOK MOBOH PO3YMHHMKA: Grill-Strabe 5 at 1030 Vienna,
3irdpig XamenbH MM6X, HimeuunHa Austria
14.| PIKCYBIC NOPOLLOK Ta PO3YNHHUK Bakcanta | ABCTpist MapKyBaHHS, BTOPMHHE NakyBaHHA Ta BuNyck cepii N3 Ta Benbris/ B.Il.b.2.a IB Change to importer, 3a UA/16879/01/05
019 pO34KHY AnA IHHOBENML PO3UYNHHVIKA: CLUA/ batch release arrangements and | peyenmom
iH ekuii, no 3000 MO, 1 H3 TM6X Bakcanta bengxiym MaHydekTypiHr CA, benbrisi; ABcTpisi/ quality control testing of the FP —
(h1aKOH 3 MOPOLLKOM Y BMPOGHMWLTBO, KOHTPO/b SIKOCTi Ta NEPBUHHE NakyBaHHsA N13: | HimeuunHa Replacement/addition of a site

KOMMAekTi 3 1
h1akoHOM 3
pO34MHHKKOM (Boga Anst
iH'eKkuili) no 5 mn Tano 1
NPUCTOCYBaHHIO A1
po3BeeHHs
BAKCIKEKT Il'y
KOpO6Li 3 MapKyBaHHAM
YKPaiHCbKOI0 MOBOO

Bakcanta tOC IHK, CLUA,
YacTKOBWIA KOHTPOSb SkOCTi M13:
BakcTep Al', ABCTpisi;
4aCTKOBW KOHTPONb AKOCTi MN3:
BakcTep Al', ABCTpisi;
4aCTKOBWi1 KOHTPO/b siKoCTi [N13:

Ochi TexHoNnomkmn eHp, IHHOBeLWioH MMGX, ABCTpIS;
BUPOGHMLITBO, KOHTPO/Ib SIKOCTi Ta NEPBUHHE NaKyBaHHS
PO3UYNHHYIKA:
3irdpig XamesnbH MM6X, HimeuunHa

where batch control/testing
takes place - transfer of a testing
site Ofi Technologie &
Innovation GmbH responsible
for Particulate Matter testing of
Rixubis from their current
location at Brehmstrabe 14a at
1110 Vienna, Austria to Franz-
Grill-Strabe 5 at 1030 Vienna,
Austria
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Ne Hassa Popma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n | nikapcbKoz20 (nikapcbka ¢hopma, gionycky |peecmpayiliHo2
/n 3acoby ynakoska) 0 MoCcBi0O4YeHHs
15. CAUMBACTA | Tabnetku, BKpUTI TOB YkpaiHa AT dapmaueBTyHuii 3aBog TEBA YropuHa BHECEHHS 3MiH 10 3a UA/17477/01/01
TUH-TEBA NNiBKOBOK 060JI0HKOIO, «TeBa peecTpauiiHux maTepiasis: peyenmom
no 20 wr, no 10 YkpaiHa» 3MiHa agpecwu 3asiBHMKa
TabneTtok y 6nictepi, no
3 a6o no 10 6nictepiB y
KapTOHHi KopobLyi
16.| CUMBACTA | TabneTku, BKpUTI TOB YkpaiHa AT dapmaneBTunyHUlA 3aBog TEBA YropwmHa BHECEHHS 3MiH 40 3a UA/17477/01/02
TUH-TEBA NNIBKOBOK 060J1I0HKOIO, «TeBa peecTpavuiiiH1x MaTepiasiis: peyenmom
no 40 wr, no 10 YkpaiHa» 3MiHa agpecy 3asiBHUKa
Tabnetok y 6nictepi, no
3 abo no 10 6nictepiB y
KapTOHHI Kopo6Lyi
17.| CUMBACTA | TabneTtku, BKpUTI TOB YkpaiHa AT dapmaueBTUyHUIA 3aBog TEBA YropLumHa BHECEHHS 3MiH [0 3a UA/17477/01/03
TUH-TEBA NNIBKOBOK 060J1I0HKOI0, «TeBa peecTpavuiiiH1X MaTepiasiis: peuyenmom
no 80 wmr, no 10 YkpaiHa» 3MiHa apecy 3asiBHMKa
TabneTtok y 6nictepi , no
3 6AicTepn y KapTOHHiIl
KOpoo6Li

HauvanbHUK Bigainy 3 nutaHb
chapmaueBTUUYHOI AiANbHOCTI
AenapTameHTy peasisauii NONITUK

T.M. JIACcKOBCbKUiA
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MNMEPEJIIK

NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOIN4YHUX MPEMNAPATIB), LLOAO AKUX BIAMOBJIEHO Y BHECEHI
3MIH 4,0 PEECTPALINHNX MATEPIAJIB, AKI BHOCATbLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOEIB
YKPAIHW, SIKI BAPEECTPOBAHI KOMNETEHTHUMW OPITAHAMW CMOJTYYEHUX LUTATIB AMEPVKW, LUBENLAPII,

AMNOHII, ABCTPAII, KAHAOW, NIKAPCbKNX 3ACOBIB, O 3A LLEHTPA/TI3OBAHOIO NPOLEAYPOIO

3APEECTPOBAHI KOMNETEHTHAM OPFAHOM E€EBPOIMENCBLKOIO CO3Y

Hoaarok 2

Ao Haka3y MiHicTrepcTBa 0X0poHHU
300pOB’A YKpaiHu

11.03.2020 N° 633

Ne Hassa ®opma surnyckKy (/ikapcbka gpopma, 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Howmep
n/ | nikapcbko20 ynakoska) npoyeoypa Bionycky | peecmpayiliHo2o
n 3acoby nocBi0O4Y€eHHs
18. | ®ENBA NOPOLLOK Ta PO3YNHHWK A1 PO3UNHY A/1A BakcTep AscTpist Bakctep Al', ABcTpisi (6ionorivuHe AscTpisi/ BUMNpPaBIEHHSA TEXHIYHOI 3a UA/16954/01/01
iH ekt no 500 Op,; NOpPOLOoK Y doiakoHax Al TecTyBaHHs1); BakcTep All, ABCTpis HimeuunHa NOMWJ/IKM Y HaNUCaHHi | peyenmom
Ta pO34MHHUK (BoAa ANS iH exuili) no 20 mn (bionoriyHe TecTyBaHHS, cTepunisauis, BMPOGHWKIB NiKapCbKoro
y thnakoHax; no 1 dpnakoHy 3 NOPOLLKOM Y KOHTPO/Ib SIKOCTIi, NePBMHHE MaKyBaHHS, 3aco6y Ta ix yHKLUii y
KOMNAekTi 3 1 p1akOHOM 3 PO3UMHHMKOM Ta BTOPWHHE NakKyBaHHS, BUPOOHULTBO peecTpaLjiiiHomy
3 MPUCTOCYBaHHAM /151 PO3BELEHHS roToBOro nikapcbkoro 3acoby); bakctep Ar, nocBiAYeHHi Ha
BAXJECT Il Xaii ®noy Ta Habopom ans AscTpis (Bunyck cepii); bakctep Al', ABCTpist nikapcbkuii 3acié
BBeAeHHS (1 ogHopasoBuit wnpuy, 1 (BMPOGHMLTBO rOTOBOTO JTiKAPCLKOTO
ofHopas3oBa rosika, 1 rosika-meTesnuk) y 3acoby); 3ircdopug MamensH Mm6X,
Kopoo6Li HiMeyunHa (BUPOOGHULITBO PO3UYNHHMKA)
19. | PEVBA MOPOLLOK Ta PO3YNHHWK A1 PO3UUHY A5 Bakctep ABcTpist Bakctep Al', ABcTpisi (6ionoriyHe AscTpisi/ BWMNpPaB/IEHHS TEXHIYHOI 3a UA/16954/01/02
iH ekuili no 1000 Of.; MOpoLUOK y hiakoHax Al TecTyBaHHs); bakctep All, ABCTpis HimeuunHa NOMWJ/IKW Y HanucaHHi | peyenmom
Ta PO34MHHWK (BOAA ANA iH eKLiiA) no 20 mn (6ionoriyHe TecTyBaHHs, cTepunisadis, BMPOGHUKIB NiKapCbKOro
y donakoHax; no 1 pnakoHy 3 MOPOLLKOM Y KOHTPO/Ib SIKOCTi, MEPBVHHE MaKyBaHHS, 3acoby Ta ix qyHKuji y
KomnaekTi 3 1 pNakoHOM 3 PO3YUMHHMKOM Ta BTOPWHHE MakKyBaHHS, BUPOOHULTBO peecTpaLjiiiHomy
3 NPUCTOCYBaHHAM A1 PO3BEAEHHA roTOBOrO /liKapCcbkoro 3acoby); bakctep Arl, nocBifyeHHi Ha
BAXJECT Il Xain ®noy Ta Habopom Ais AscTpis (Bunyck cepii); Bakctep Al', ABCTpist nikapcbkuii 3acio
BBefeHHs (1 ogHopasoswii wnpuy, 1 (BMPOBHMLTBO FOTOBOTO NiKAPCHKOro
oflHOpa30Ba ronka, 1 ronka-meTenuk) y 3acoby); 3irdopug FamensH MM6X,
Kopo6Ui HimeyunHa (BUPOOGHMLTBO PO3YMHHMKA)
20. | PENBA NOPOLLOK Ta PO3YMHHUK A1 PO3UUHY A/1A BakcTep ABCTpist Bakctep Al', ABCTpist (6ionoriyHe ABcTpisi/ BUNPAaBNEHHS TEXHIYHOI 3a UA/16954/01/03
iH eKuiii no 2500 Of.; NopoLwoK y thnakoHax Al TecTyBaHHs); bakctep Al, ABCTpis HimeuunHa NOMWUJIKW Y HaNMCaHHI peyenmom
Ta PO34MHHUK (BOAa ANS iH exuili) no 50 mn (bionoriyHe TecTyBaHHS, cTepunisavis, BMPOGHWKIB NiKapCbKOro
y dhnakoHax; no 1 psiakoHy 3 NOPOLLKOM Y KOHTPO/Ib SIKOCTi, NepPBUHHE NaKyBaHHS, 3acoby Ta ix yHKuUii y
KOMM/1ekTi 3 1 h1akoHOM 3 PO3UMHHMKOM Ta BTOPWHHE NaKyBaHHS, BUPOOGHNLTBO peecTpaujiiHomy
3 MPUCTOCYBaHHAM /151 PO3BELEHHS roToBOro fikapcbkoro 3acoby); bakctep Ar, nocBiAYeHHI Ha
BAXJECT Il Xait ®noy Ta Habopom A/is ABcTpis (Bunyck cepii); bakctep Al', ABCTpisi nikapcbkuii 3aci6
BBefeHHs (1 ogHopasosuit wnpuy, 1 (BMPOGHMLTBO rOTOBOrO NiKAPCbKOro
ofHopasoBa rosika, 1 ronka-meTenuk) y 3aco0by); 3ircdopug MamensH M6X,
KopoobLi HimeyuunHa (BUPOGHMLTBO PO3YMHHMKA)
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HauanbHUK Bigginy 3 nutaHb
chapmayeBTUYHOT AiANBHOCTI
[denaptamMeHTy peanisauii NoOAITUK T.M. NIAacKkoBCbKUin
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