N

NEPKABHA CIYKBA YKPATHU 3 JIIKAPCBKI/IX 3ACOBIB
(Tepxaikeayx6a Ykpainu)

npocnekT Iepemorn, 120, M. Knis, 031135, Ten/dakc: (044)450-12-66, e-mail: diklz@diklz.gov.ua,
http://www.diklz.gov.ua Kog €IPIIOY 37769480

Ha Ne Bifl

Kepisuunkam cy6’eKTiB rocnofapioBanus, axi
3aiiMaloThesl peastissiicio (Toprisieo),
3GepiranusaM i 3aCTOCYBaAHHAM JIKAPCHKHX
3aco0iB

KepiBunkam TepnTépiaﬂanx opraHis
HJepatixeny:xon YKpainu

PO3INOPS/UKEHHS

Y sixnosixsocti 1o cr. 15 3akony Yxpainu "TIpo nixapeski saco6u”, [Tonoxenns
npo Jepxapuy cayxGy YKpaiHH 3 NiKapChKHX 3aco0iB, 3aTBEPKEHOr0 YKa3oM
TpesunenTa YKpaiHy i 08.04.2011 Ne 440, n.m. 3.1, 3.1.1. "Ifopanxy BCTaHOBNECHH
3a60poHK (THM4acoBoi 3a00POHH) T4 TTOHOBJICHHS 0Biry nixapcbKux 3acobiB Ha TepuUTOpIi
Vxpaiuu", 3aTBEPIUKEHOr0 HAKa3oM MO3 VYxpaiau Big 22.11.2011 3a Ne 809,
3apeecTpoBanoro MinicTepcTom rocTullii Ykpainu Big 30.01.2012 3a Ne 126/20439,
"[HCTpyKuil TPO MOPSAOK KOHTPOMO AKOCTI JIKAPChKHX 3aco6ip mig wac onToBOI Ta
po3apibroi TOpriBmi", 3aTBEpUKEHOI HAKa3OM MO3 Vkpaism sin 30.10.01 3a Ne 436,
sapeecTpoBaHoi MinicTepcToM 1oCTHIII  YKpaitu Big 05.02.02 3a Ne 107/6395,
3i 3Mimamu, Ta y 3B’S3Ky 3 [MiJ03pOl0 IIOZIO danscudikanii, THMYACOBO
3ABOPOHSAIO peanizauito (TOpriBiio) Ta 3aCTOCYBaHHS nikapceKoro  3acoby
JUKJAK® ID, TaGaerku 3 MoAH(iKOBAHHM sueiasHenusam no 150 mr Ne 100
y Gnictepax, eepii CC6579, 3 MapKyBaHHAM pupobuuka "Camorac @apma I'moX",
HimMewunHa, NianpueMcTBo xommnanii "Cannos Jexk C.A.", Iloasuma, 10 OKpeMOro
pimmenns JlepxaBHol cTyx6u Ykpainu 3 mikapchxux 3acoGiB, Axuil migo3pimH Mmoo
danscudixanii 32 O3HaKaAMH:

"MapkyBanHs'':

- Ha TepBHHHIH ynakoBui (Gmicrepi) HasBHI nOIS 37iBa i crpaBa 3 IVAJKOIO
MOBEPXHEIO, ¢ HaHCCeHi cepis i TepMiH npupaTHocTi (3rifHo rpadivyHoro 306paxeHHs
AHJI (MKS) - nonst BifcyTHi);

- MapKyBaHHs, HAaHECEHE THHOrpad:ChKOIo hapboro Ha Oumicrepi, € HEUYITKHM,
YOPHO-CIPOro KoNLopy 3 Mpobinamu;

"YoakxoBka'':

- IUTPHXOBA JIiHisA pO37IOMy HaHECEHA Ha OuicTepi MOBEPXHEBO.
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Cy6’eKkTaM rocrojaproBanHsi, ki 3MHCHIOIOTE peatizalilo (Toprisimo), 36epiranHs
TAa 3aCTOCYBaHHA JIKAPCBKHX 3aco0iB, HEBIIKIAAHO IiCHA OJEPXKAaHHA JIAHOTO
PO3MOPAIDKEHHS NIepeBipUTH HasBHICTH Jikapcskoro 3aco0y JIHKJIAK® ID, tabaerkn
3 moaudikosanum BHBiNbHeHHaM mo 150 mMr Ne 100 y 6uaicrepax, cepii CC6579,
3 MapKyBaHHaM BupoOHuka "Camorac ®apma I'm0X", HimeuurHa, miAnpHeMCTBO
xomnasnii "Canpos Jlex C.A.", Iloabma.

IIpu BUsABJICHH] 3pa3KiB LBOrO MiKAPCHKOTO 3ac00y BXKUTHU 3aX0AN MIOAC BHIY4CHHA
foro 3 00iry HISXoM BMILEHHS B KAPAHTHH.

Cy0’ekTy TroOCIOOAPIOBaHHA, NPH BUSABIEHHI BKAa3aHOIO JIKApCchKOro 3acoby,
HOBIIOMUTH TepuTOpPiaNsHui oprad Jepxaikeny:x0n YKpaiHu 3a MicLEM po3TallyBaHHA
TIPO BXWTI 3aXO/M MIOKO BUKOHAHHS JAHOTO po3NnopsaxeHH:. IIpH HAaCTYNHMX IIOCTABKAX
miKapcekoro 3acol0y  cy0’exT rocmojapioBaHds IOBHHEH BXHTH 3axX0fiB  IIOJO
3an00iraHHg NpUAGaHHIO, peali3allii Ta 3aCTOCYBaHHIO JIKapChKOTO 3ac00y, HaBeIEHOro B
JIAHOMY PO3MOPSKEHHI.

KoHTpons 38 BHKOHAHHAM [aHOTO PO3MOPAPKEHHS 3AiHCHIOIOTH TEPHTOPIANbHI
opratu Jlepxmkcny0u YkpaiHy 3a MicIIEM po3TalIyBaHHs.

HepukoHaHHA JAHOTO PO3MOPAIKEHHS TATHE 3a COOOI0 BiANOBIAANBHICTB 3rifHO
YUHHOIO 3aKOHOAABCTBA Y KpaiHH.

Komii faHoro po3nops/DKeHHs HalpaBlIeHo:

JIT " Nepxasan#l excneptauil nentp MO3 Ykpaiuu®;
I[Ipencrasumnrey "Canpos A.4." B YkpaiHi.
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