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Ha Ne BIJ

KepiBHukam cy6’€kTiB rocnoiapioBaHHs,
siKi 3afiMaloThCs peaJiizauicro (TopriBaeio),
3GepiraHHAM i 3aCTOCYBaHHAM JiKkapcbKHX
3aco0iB

KepiBnnkam TepuTOPia/JILHUX oprasis
Nepacnikcayx6u Ykpainu

PO3NOPATKEHHSA

Ha mifcraBi BcTaHOBIEHHs GakTy HEBiIMOBIAHOCTI APXiBHHX 3pa3KiB cepii
130312 nixapcekoro 3acoly AMIAK, po3uuH AJifi 30BHIIIHBOTO 3aCTOCYBAHHI
10 % no 40 ma y ¢aaxoHax, BHPOOHHUTBA TOB "JKII '"d®apmanesTH1HA
¢abpuxa', VYkpaiHa, BUMOIaM aHATITUYHOI HOPMATHBHOL JOKyMeHTalii JIo
peecTpaliifHOTO nocimuenns Ne UA/3179/01/01 mpenapaty 32 nokasuukoM "'Cyxuii
saqmmoK" Ta y BimosimHocTi mo CT. 15, CT. 21 3axony Yxpaiuu "IIpo JMiKapChKi
zacobu", Ilonoxenus npo JlepxasHy cyx6y YkpaiHu 3 JiKapChKHX 3ac00iB,
saTBep/KeHOro YxasoM llpesunenra Ykpainu Big 08.04.2011 Ne 440, m. 3.2.1.
"[TopsKy BCTAHOBJIEHHs 3a0O0pOHH (TMdacoBoi 3a60pOHHM) Ta MOHOBICHH: obiry
nikapcekux 3aco6iB Ha Teputopii YKpainu", 3aTBEpP/PKEHOTO nakaszoM MO3 Ykpaitu
Bix 22.11.2011 3a Ne 809 (3i aMiHamu), 3apeecTpoBaHoro MiHiCTepCTBOM JoCTULl
Vxpainu Big 30.01.2012 3a Ne 126/20439, "ImcTpykuii mpo NOpAAOK KOHTPOIIO
SKOCTi JIiKapCEKUX 3acobiB Mix 4ac OITOBOI Ta po3/IpiGHOI Toprismi”, 3aTBEpIKEHOI
pakasoM MO3 Vxpainu Bix 30.10.01 3a No 436, 3apeecTpoBaHoi MiHICTEpCTBOM
foctumii Yxpainu Big 05.02.02. 32 Ne 107/6395 (3i 3MmiHaMmH), 3ABOPOHSIO
pearizauio (TOPriBIIo), 30epiraHHs Ta 3aCTOCYBaHHS nikapcskoro 3aco0y AMIAK,
PO34HH AJI5i 30BHIlIHLOrO 3aCTOCYBaHHi 10 % mo 40 ma y ¢aaxonax, cepii
130312, supo6unnrea TOB " JIKII "dapmaleBTHYHA ¢abpuxa', Ykpaina.

Cy6’exTaM rOCIOJapIOBaHHA, SKi 3MiMCHIOIOTH peanizalilo (TOpriBimo),
3GepiraHHs Ta 3aCTOCYBaHHI niKapchKUX 3ac00iB, HEBIMKIAIHO Hic/sAs OfepIKaHHA
AQHOr0 PO3MOPSIKEHHS TepeBipuTH HAABHICTH nixapcekoro 3acoly AMIAK,
pO34HH AJSA 30BHIIHLOrO 3aCTOCYBaHHI 10 % no 40 ma y ¢aaxoHax, cepii
130312, Bupo6auursa TOB "JIKII "PapMaLEeBTHIHA ¢abpuxa", Ykpaina.

IIpd BUSBIEHHI 3pasKiB LBOrO nikapchkoro 3acofy BXKHTH 3axOnH IIOAO
BTydeHHs Horo 3 O6iry HuIsiXoM 3HHINCHHS a60 TMOBepHEHHS MOCTaYAJIbLHHKY

(BHpPOGHHKY).
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Cy6’exty rocnonaproBaHHs, IIpH HAasBHOCTi BKa3aHOT'O JIIKAPCHKOTO 3acoby,
TIOBiIOMUTH TepuTOpiaysbHuii opran J[lepxuikcinyx6u VYxpainu 3a Micuem
PO3TalyBaHHS IPO BXMTI 3aXOAH 100 BUKOHAHHA NAaHOTO PO3IMOPSMKEHHS. V pasi
3HUILIEHHS BiJXOMiB JiKapchbKOro 3aco0y, B JBOTHXKHEBHH CTPOK HAIPaBHTH JO
TEepHTOpiaNbHOro oprady Jlepskiikciryx6u YkpaiHu 3a MiclieM pO3TalllyBaHHS KOIMil0
aKTa Ipo 3HHUINECHHS BiAXOXIB IikapceKoro 3aco0y. IlpM HacTymHuMX mocTaBKax
JiKapchKOro 3acofy Cy0’eKT , rOCIOAapiOBAHHSA IIOBHHEH BXHTH 3aXOMiB ILOZO
3anobiraHHs HpuAGaHHIO, pealisalii Ta 3aCTOCYBaHHIO JiKapChKOro 3acoby,
HaBeJICHOTO B JaHOMY PO3IIOPAIKEHHI.

Kontpone 3a BHKOHaHHAM  JAaHOTO  PO3NOPSIKEHHS  3MiMCHIOIOTH
TepHUTOpianbHi opranu JepiikcmyxOu YkpaiHu 3a MicLieM po3TalyBaHHs.

HeBuxoHaHHs [JaHOTO PpO3MOpPSKEHHS TATHE 3a COOOI0 BiANOBiZaNBHICTH
3riJHO YUHHOTO 3aKOHOAABCTBA YKpaiHH.

Komii 1aHoro po3nopsipkeHHs HalpasIeHi:
JI1 " TepxaBuuii excrieptauii ieutp MO3 Ykpaiuu";
TOB "IKII "®apmanestuuHa ¢abpuka", Ykpaina.
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