Jonartok 2
710 TEHAEPHOI TOKYMEHTAIIli Ha 3aKYIIBIIIO:
33600000-6 ®apmaneBTUYHA TPOAYKIIS
(JIikapcbki 3aco0m 11 MPOBENCHHS €KCTPAKOPIIOPATIBHUX METO/11B JIIKyBaHHS MaIlIEHTIB
He(dponoriyHoro npoduto, 1 HaliMeHyBaHHS )

Inpopmaniss mpo HeoOXimHI TEeXHIUHI, SKICHI Ta KUIBKICHI XapaKTepPUCTHUKU MpeaMera
. . k%
3aKyIiBIII.

3amiza kapOookcumanbro3a (Iron, parenteral preparations), 50 mr/mut mo 10 mu, amrr., ¢ur., mmp. -
4594 on.

Cneyianvui 6umocu:

Pozumn mnst v’ exiii Ta iHdy3ii, S0 mr/mi, mo 10 M.

JUia migTBEp/UKEHHS YYaCHUK HaJa€ TapaHTIMHUM JMCT MPO BIAMOBIAHICTH BHILE3a3HAYEHUM
BUMOTaM.

3azanvhi 6umozu:

1. Jlikapcbkuil 3acid moBHHEH OyTH 3apeecTpoBaHuiM B YkpaiHi. [l MiATBEpIKEHHS Y4acCHUK
HaJa€ 3aBIpeHy KOO PEECTPAIIiHOTO MOCBIMYEHHS Ha JIIKAPChKUH 3aci0. Y pasi, AKII0 10 3aKiHYCHHS
CTPOKY [Iii peecTpalliifHOro NOCBITYEHHS Ha JIKapChbKUH 3aci0 3aIHMIIAETHCS:

- meHme 90 gHIB - 000B’s3k0Be HamaHHs Komii smcta MO3 Vikpaiau, a0 yHOBHOBaXEHOTO
oprany, mpo ¢GakT MoJaHHs 3asiBU PO MEpPepeecTparriio;

- Bix 90 AHIB 10 OJTHOTO POKY - 00OB’SI3KOBE HAJIaHHS TApAaHTIMHOTO JIMCTA 3asBHHUKA MPO TE, 1110
10 MO3 Vkpaian, ab0 ymoBHOBa)XEHOTO opraHy, Oyze MOoJIaHO 3asBYy MPO MEPEPeeCTpallito y mopsaKy,
Bu3HaueHoMmy MO3 Vkpainu.

2. Jlikapchkuid 3aci0 TIOBMHEH MAaTH IHCTPYKIIO I MEIWYHOTO 3acTocyBaHHsA. Jlis
MIATBEP/UKCHHS YYaCHUKOM HAJAa€ThCs KOIiS IHCTPYKUIT /Ui MEOUYHOIO 3aCTOCYBAHHS JIKapChKOTO
3aco0y.

3. TepmiH mpUAATHOCTI JIKAPCHKOTO 3aCO0y HA MOMEHT ITOCTAaBKH ITOBUHEH CTAHOBUTH HE MEHIIIE
75% abo He wMenme 12 wMicAliB BiJl BCTAHOBIEHOIO IHCTPYKII€IO TepMiHy mnpuaatHocTi. s
MIATBEP/DKCHHS YIaCHUK HaJla€ TapaHTIMHUN JUCT PO TEPMIH NPUIATHOCTI.

4. CTpoK MOCTaBKU TOBapy NOBUHEH CTAHOBUTH He Outbiie 10 IHIB 3 JaTH OTPUMaHHS MHUCbMOBOT
3asiBKM, ajne He mi3Hime 27.12.2024. J{ns minaTBepKeHHs yYaCHUK HaJa€ FapaHTIdiHUMN JIMCT MPO CTPOK
MIOCTaBKHU TOBapy.

5. Jlikapcbkuii 3aci®6 moBUHEH OyTH BHECEHUM 0 PEECTPY ONTOBO-BIAMYCKHUX IIIH HA JIIKapChKi
3acobu abo 70 peecTpy BIiOMOCTEH IIOAO TPaHUYHHUX OINTOBO-BIANMYCKHUX I[IH Ha JEAKl JIKapChKi
3aco0M, 10 3aKYMOBYIOTHCS 3a OMOKETHI KOLITH Ta MUIATaloTh peQepeHTHOMY LIHOYTBOPEHHIO, B
pamkax BukoHaHHs noctaHoBu KMV Bix 02.07.2014 Ne 240 «IlutanHs nekiapyBaHHS 3MiHU OITOBO-
BIIYCKHUX I[IH Ha JIiKapchKi 3acobu» Ta moctaHoBu KMV Bin 03.04.2019 Ne 426 «IIpo pedepentne
LIHOYTBOPEHHSI Ha JesdKi JKapcbki 3acoOH, IO 3aKylMOBYIOTbCA 3a OO/DKEeTHI KomTwy». Jlis
MIATBEP/DKEHHS YYaCHUK HaJa€ KO0 BUTATY 3 BiAMOBiMHOTO Hakazsy MO3 Vkpainu.

6. Jlikapcbkuii 3aci0 moBuHEH OyTH BHECEHUM J10 HarliloHanbHOTO nepesiKy OCHOBHUX JIKAPChKUX
3ac00iB, B paMKax BHKOHaHHs mnoctaHoBM KMYVY Bix 25 OGepesns 2009 Ne 333 «/leski muTaHHS
JIepKABHOTO PpETYIIOBAaHHS I[iIH Ha JIKapchbki 3acobu 1 BUPOOM MEOUYHOTO NpU3HAUeHHs». Jlms
MIATBEP/UKEHHS YYaCHUK HaJla€ KO0 BUTATY 3 HallioHambHOTO nepeltiky OCHOBHUX JIKapChKUX 3aC001B.

VY pa3i BiACYTHOCTI JiKapcbkoro 3aco0y B HamioHambHOMY mepeniky OCHOBHHMX JIKapChbKUX
3ac00iB, YJaCHUK HaJa€ KOIIiI0 BHCHOBKY YHMOBHOBA)XEHOTO OpraHy 3 JEp)KaBHOI OIIHKM MEIUYHHUX
TEXHOJIOTI Ha 3ampOTNOHOBAHWM JiKapChKUK 3aci®, mpoBeneHOi BiAMOBiAHO a0 BuMOr I[lopsaky
MIPOBEACHHS JIEpXKaBHOI OIIHKM MEAWYHMUX TEXHOJIOTIH, 3aTBep/pkeHoro mnoctanoBoro KMY Bixg 23
rpyaas 2020 Ne 1300 «IIpo 3artBepmxenHs [lopsaxy NpoBeIeHHs JepKaBHOI OIIHKM MEIUYHUX
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TEXHOJIOTIi», 10 BKIOYaja MEPBUHHY Ta (PaxoBy eKCHEepTH3U. BUCHOBOK yIIOBHOBaXXEHOTO OpraHy 3
Jep>KaBHOT OLIIHKK MEIMYHUX TEXHOJIOTIH Ha 3alpOIIOHOBAHUH JIIKApChKUH 3aci0 Mae MiCTUTH TO3UTHBHI
peKOMeHalii.

7. O00B’s13k0BE HAJaHHS YYACHHUKOM OPUTIHANy TapaHTIMHOIO JIMNCTAa, HAIAHOTO OE3MOCepeIHbO
BUPOOHHUKOM a00 HOTo YIMOBHOBA)XEHUM MPEACTAaBHUKOM B YKpaiHi (SKIIO YyJYaCHHK HE € BUPOOHHKOM
TOBapy), SAKUW MIATBEPIHKYE MOMIHMBICTh MOCTAaBKM TOBapy, IO € MPEIMETOM 3aKyIIiBIi, y HEOOXimHIH
KUTBKOCTI, SIKOCTI Ta y TEpMiHH, BU3HAUEHI JOKYMEHTALIIETO.

8. 3ampornoHOBaHM TOBap MOBHHEH OyTH sKiCHUM. J[JIsl MiATBEP/KEHHS MOCTAYaJbHUK HaJae
cepTH(diKaT BIINOBIIHOCTI, SIKMM BHUAAHUH BIAIOBIJHHM OpraHOM 3 cepTHdikamii, aKpeIuTOBaHUM
HAI[IOHAIBHUM OpraHoM YKpaiHu 3 akpeauTallii, 1 SKHid MiATBEpPKYE BCTAHOBIICHI BUMOTH J0 TOBapiB,
pobiT 1 mociayr Ta (4u) OO0’€KTiB, Yepe3 sIKi Peali3yloThCs IMOCITYTH, SKIO0 1€ MepeadadyeHo
3aKOHOJABCTBOM YKpaiHu. B pasi, Akmo 1e He mnepeadayeHO 3aKOHOJABCTBOM YKpaiHU, HEOOXIAHO
HaJaTH BIIMOBIIHUN JUCT-PO3’ ICHEHHS.

9. YyacHUK MOBHWHEH HAJaTH 3allOBHEHY (OpMY TEHAEPHOI MPOMO3HIIii 32 IMiIHCOM KepiBHUKA
abo yIMOBHOBAaXEHOIO MpeACTaBHMKA MIIIMPUEMCTBA, OpraHisalli, ycTaHOBU Ta 3aBIpeHY InedaTtkoro (y
pa3i HasiBHOCTI).

®opMa TeHAepHOI POIO3uLil

(Ha3Ba mpoIIEyPH 3AKYIIiBII)

Ne nory/ | HalimenyBaHHs npenmera TopriBesnbHa Ha3Ba BupobOHuk, kpaiHa OpuHuns Kinbkicts,
3/m 3aKyIiBJIi/TOBapy TOBapy BUMIpY ol.
(mocazna ocobu, wio mamucye hopmy) (ILLB.)
(miamnuc) M.I1.*

* Bumora MIONO MEYAaTKH HE CTOCYEThCS YYACHHUKIB, SIKI 3/IIHCHIOIOTH JISUIBHICTh 0€3 MeYaTKH 3TiHO 3 YHMHHHUM
3aKOHOJABCTBOM.

** YV pasi HasBHOCTI B TEXHIYHIA YACTHHI TOCWJIAHHA Ha KOHKPETHY TOPTiBeJbHY Mapky 4u ¢ipMmy, HKEpeno
MOXO/KEHHsI 200 BUPOOHHMKA — YUTATH 3 BUPA30M «ab0 eKBIBAJICHTY.
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