33600000-6 ®apmaneBTHYHA MPOAYKIList
(JlikapchbKi 3aco0u 1J1 IPOBe/IEeHHS eKCTPAKOPNOPAIBLHUAX METOAIB JIiIKyBaHHA
nanieHTiB HedpoJioriunoro npodint, 1 HaiiMeHyYBaHHS)

1. OOrpyHTYBAaHHSI TeXHIYHHX Ta SAKICHHUX XAPAKTEePHCTHK MpeaMeTa
3aKYHIBJI**:

3aniza kapOokcumansTo3a (Iron, parenteral preparations), 50 mr/ma o 10 mu,
amit., ¢., mmp. - 1805 og.

Cneuianvui 6umoau.

Po3umn nns 16’ ek ta iHy31i, 50 mr/mi, mo 10 mo.

JIns miaTBEpKEHHS yYacHUK HAJa€ TapaHTIMHUN JUCT MPO BIAMOBIAHICTH
BHILI€3a3HAYEHUM BHUMOTaM.

3azanvhi sumoau:

1. Jlikapcbkuii 3aci0 moOBMHEH OyTu 3apeecTpoBaHMil B VYkpaini. [lns
NIATBEP/KEHHSI YYACHMK HAJa€ 3aBIPEHY KOMIIO PEECTPAlIiHOTO MOCBIAYEHHS Ha
JiKapchbkuil 3acid. Y pasi, AKI0 A0 3aKIHYEHHS CTPOKY i peecTpariiiHoro
MOCBIJJYEHHS Ha JIIKAPChbKUH 3ac10 3aJIUIIAETHCA:

- meHme 90 mgHiB - 000B’s3k0Be HajmaHHs komii jucta MO3 VYkpainu, abo
YIOBHOBa)XCHOT'O OpTaHy, nMpo (GakT IMOoJAaHHs 3asBH PO IEPEePeeCTParliio;

- Big 90 nmHIB 70 OJHOTO POKY - OOOB’SI3KOBE HAJaHHSI TapaHTIMHOTO JIMCTa
3asiBHHKA Tpo Te, 1110 10 MO3 Ykpainu, abo yIoBHOBaXEHOTO OpraHy, OyJie moaHo
3asBy MPO MEPEePEeECTpalliio y NopsaKy, BuzHaueHomy MO3 Ykpainu.

2. Jlikapcekuili 3aci0 TOBMHEH MaTH IHCTPYKIIO IS MEIUYHOTO
3acTocyBaHHA. [[7s MIATBEpIKEHHS YYAaCHUKOM HAJA€TbCS KOMis 1HCTPYKIIT MJist
MEJIMYHOTO 3aCTOCYBaHHS JIIKAPCHKOT'O 3ac00Yy.

3. TepMmiH mpUAATHOCTI JIIKAPCHKOTO 3acO0y HAa MOMEHT MOCTAaBKH MOBWHEH
CTaHOBUTH He MeHme 75% abo He MeHme 12 WMicAImiB Bi BCTaHOBIECHOTO
IHCTPYKLIEID TEpMiHY HOPUAATHOCTI. JIIs MIATBEp/UKEHHS YYaCHUK HaJa€e
rapaHTIMHUI JTUCT PO TEPMIH MPHUIATHOCTI.

4. CTpoK MOCTaBKH TOBapy MOBUHEH CTAHOBUTU He Ouibmie 10 AHIB 3 maTu
OTpUMAaHHS MHUCHMOBOI 3asBKHU, aje He misHime 27.12.2024. Jlns miaTBepaKeHHs
YYaCHHMK HaJa€ TapaHTIHHUHN JIUCT PO CTPOK MOCTABKU TOBApY.

5. Jlikapcekuit 3aci0 MOBUHEH OyTH BHECEHUM J0 PEECTPY ONTOBO-BIIIMYCKHUX
I[IH Ha JIIKapChKi 3aco0u abo 10 PEeecTpy BIIOMOCTEH I0JI0 TPAHUYHHUX OMTOBO-
BIJIMMYCKHUX II1H Ha JesK1 JIKapChKi 3aCO0H, 110 3aKYIOBYIOTHCS 3a OFOJKETHI KOIITH
Ta MIATaTh pedepeHTHOMY I[IHOYTBOPEHHIO, B paMKaxX BHKOHAHHS MOCTAHOBU
KMV Big 02.07.2014 No 240 «IlutanHs nexnapyBaHHS 3MIHHM ONTOBO-BIAIYCKHHX
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I[IH Ha JIKapchKi 3acob0m» Ta mocraHoBu KMY Bim 03.04.2019 Ne 426 «IlIpo
pedepeHTHE MIHOYTBOPEHHS Ha JESIKI JIKApChKI 3aco0M, IO 3aKYIOBYIOTHCS 3a
OromkeTHi KomTw». JIms TATBEpPIKEHHS YYaCHUK HAJa€ KOMIK BUTATY 3
BiZmoBigHOTO Hakazy MO3 Ykpainu.

6. Jlikapcbkuil 3aci6 moBuHEH OyTu BHeceHMM a0 HarioHanbHOTO mepeniky
OCHOBHHUX JIKapChbKUX 3aco0iB, B paMKax BHUKOHaHHsS mnoctaHoBu KMYVY Big 25
oepe3ns 2009 Ne 333 «/lesiki MUTaHHS AEPAKABHOIO PETYJIIOBAHHS I[IH HA JIKAPCHKI
3aco0u 1 BUPOOM MEIUYHOrO Npu3HayeHHs». JlId MiATBEpIKEHHS Y4YacHUK Hajaae
KOIito BUTATY 3 HallioHanbHOTo nepeniky OCHOBHUX JIIKAPChKUX 3aC001B.

VY pas3i BiJIcyTHOCTI JiikapchbKoro 3aco0y B HarioHansHOMY TIepestiky OCHOBHHUX
JIKapChKUX 3ac00iB, YYaCHUK HaJa€ KOMII0 BHUCHOBKY YIOBHOBa)KEHOI'O OpraHy 3
Jep>KaBHOI OIIIHKM MEJIMYHHX TEXHOJIOTIH Ha 3alpONOHOBAaHUM JIKApChKUM 3acio,
MPOBEJECHOT BIAMOBIAHO 10 BHMOTr [lopsaky TIpoBeaeHHS JACp)KaBHOI OIIHKH
MEIMYHUX TEXHOJIOT1H, 3aTBepkeHoro noctaHoBoo KMV Big 23 rpyans 2020 Ne
1300 «IIpo 3arBepmxkenHs Ilopsaky mnpoBeneHHS IEp:KaBHOI OIIHKM MEIMYHUX
TEXHOJIOTIi», M0 BKJIOYaJia TEpBUHHY Ta (axoBy exkcnepTtu3u. BucHOBOK
YIOBHOBO)XCHOTO OpraHy 3 JIepKaBHOI OIIIHKM MEAWYHHMX TEXHOJIOTi Ha
3amMpONOHOBAHUH JIIKAPChKUH 3aci0 Mae€ MICTUTH TTO3UTHUBHI PEKOMEH IAITI].

7. OOOB’A3KOBE HAJaHHA YYaCHUKOM OpUTIHaJIy TapaHTIHOro JHCTA,
HaJaHOTO Oe3MoCcCepeTHHO BUPOOHUKOM a00 MOT0 YITOBHOBKEHUM MPECTABHUKOM B
VYkpaiHi (SKIIO yYaCHUK HE € BUPOOHUKOM TOBApY), SIKUW MIATBEPAKYE MOMKIUBICTh
MOCTaBKU TOBApy, L0 € MPEAMETOM 3aKyMiBJl, Y HEOOXIIHIA KUIBKOCTI, SIKOCTI Ta y
TEpPMiHH, BUBHAYCHI JOKYMEHTAIIIEIO.

8. 3amporoHoBaHUM TOBap MOBHMHEH OyTH sAKICHUM. [[ns miaTBepmKeHHS
nocTadalbHUK Hagae cepTUudIKaT BIAMOBIIHOCTI, SKUH BHJIAHUN BIAMOBIIHUM
opraHoMm 3 cepru(ikamii, aKpeIUTOBAHMM HAIIOHAJIBHUM OpPraHOM YKpaiHu 3
aKpeauTaIlii, 1 SKUil MATBEPKY€E BCTAHOBJICHI BUMOTH JI0 TOBApiB, pOOIT 1 MOCTYT Ta
(un) o0O0’eKTiB, dYepe3 SAKi peami3yloTbCs TMOCIYTH, SKIO 1€ mepeadadyeHo
3aKOHOJIABCTBOM YKpaiHu. B pasi, skmo 1e He mnepeadaueHO 3aKOHOJaBCTBOM
VYkpainu, HeoOX1JHO HAAATH BiAMOBIAHUIA JTUCT-PO3’ ICHEHHS.

9. YuacHWK TMOBHWHEH HAJAaTH 3alOBHEHY (OpMy TEHACPHOI IMPOIO3WIi 3a
OIJOMCOM  KEepIBHMKAa ab0  YINOBHOBaXXEHOTO MPEACTAaBHUKA  MIJIPUEMCTBA,
oprasizailii, ycTaHOBH Ta 3aBIpeHy Ne4aTKoo (y pa3i HasBHOCTI).

dopma TeH1epHOI MPOMO3uLii

(Ha3Ba mporeIypH 3aKyIIiBIIi)
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Ne nory/
3/m

HailiMeHnyBaHHs npeamera
3aKyIIiBII/TOBapy

TopriBenbHa Ha3Ba
TOBapy

BupoOHuk, kpaina

Onunuis
BUMIpY

KinbkicTs,
oIl

(nmocazna ocobu, o nianucye Gopmy)
(mimmc)

3aKOHOIaBCTBOM.

(ILLB.)
M. IL*

* Bumora 1o/10 evaTkyd He CTOCY€EThCS YYACHHUKIB, SIKI 3A1HCHIOIOTh AisIbHICTh 0€3 MeYaTKU 3TiAHO 3 YHHHUM

** Y pasi HasBHOCTI B TEXHIUHIH YaCTHWHI MOCHJIAHHS HAa KOHKPETHY TOPTiBEJIbHY MapKy 4 (ipMy, JKeperno
HOXOJKEHHsT 200 BUPOOHHMKA — YUTATH 3 BUPA30M «a00 €KBIBAICHT).

2. Po3mip OI0’KeTHOr0 NPHU3HAYEHHHA 32 KOIITOPHCOM a00 OYiKYBAHA

BapPTICTh NPeIMeTAa 3aAKVIIBJII:

cimuecsT aBi rpuBHi 30 komiiiok), 3 IIJIB.

- sizdws ENIEKTPOHHUM niaAMuCcom )

':EE OOKYMEHT ITC €INK CEA ACKOZ, ( NIANUCAHO KBANTI®IKOBAHUM
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