33600000-6 ®apmaneBTHYHA POAYKIIiA
(JlikapchKi 3aco04 1JI IPOBe/ICHHS eKCTPAKOPNOPAIbLHUX METOAIB JIIKyBaHHA
nanieHTiB HedpoJioriunoro npodint, 1 HaiilMeHyYBaHHS)

1. OOIpyHTYBAHHS TEeXHIYHUX Ta SAKICHHUX XapaKTepHCTHK IpeaMeTa
3aKyHiBJII**:

3aniza kapbokcumanbsTo3a (Iron, parenteral preparations), 50 mr/ma o 10 mu,
amiL., ¢, mmp. - 4594 on.

Cneuyianvui 6umoau.

Po3umn nis 16’ ek ta iHdy31i, 50 mr/mi, mo 10 mo.

JIns miaTBEp KEHHS yYacHUK HaJa€ TapaHTIMHUN JIMCT MPO BIAMOBIAHICTH
BHILI€3a3HAYEHUM BUMOTaM.

3aeanvhi eumoaeu.

1. Jlikapcbkuit 3aci6 moBwHEH OyTu 3apeecTpoBaHuil B Ykpaini. Jlns
HiATBEP/DKCHHS YYaCHUK HAJla€ 3aBIPEHY KOII0 PEECTPALIHOIO MOCBITYEHHS Ha
JiKapchbkuil 3acid. Y pasi, AKI0 A0 3aKIHYEHHS CTPOKY i PEeeCTparliiHOro
NOCBIUEHHS Ha JIIKAPChbKUH 3ac10 3aJIMIIAETHCA:

- meHme 90 ngHiB - 000B’s3k0Be HajmaHHs komii jucta MO3 VYkpainu, abo
YIOBHOBa)XEHOT'O OpraHy, nMpo (GakT MoJAaHHs 3asBH MPO TEPEPEECTPAIIiio;

- Big 90 nmHIB 0 OJHOTO POKY - OOOB’SI3KOBE HAJaHHSI TApaHTIMHOTO JIMCTa
3asiBHHKA po Te, 1m0 A0 MO3 Ykpainu, abo yroBHOBaXEHOTO OpraHy, 0yJie moaaHo
3asBY IPO MEpepeecTpalliio y NopsaKky, BusHaueHomy MO3 Vkpainu.

2. Jlikapcekuii 3aci® TMOBHMHEH MAaTH IHCTPYKIUIO I MEIUYHOIO
3acTocyBaHHA. [l MiATBEpIKEHHS YYAaCHUKOM HAMA€THCS KOMis 1HCTPYKIIT st
MEJIMYHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00Yy.

3. TepMmiH MpUAATHOCTI JIIKAPCHKOTO 3acO0y HAa MOMEHT MOCTAaBKH TMOBHWHEH
cTaHOBUTH He MeHme 75% abo He Menme 12 MicsiB BiJ BCTaHOBJIEHOI'O
IHCTPYKLI€I0 TEepMiHy MpHIaTHOCTI. [l MWiATBEpIKEHHS y4YaCHUK HaJae
rapaHTIMHUKI JTUCT IPO TEPMIH MPHUIATHOCTI.

4. CTpoK MOCTaBKH TOBapy MOBUHEH CTAHOBUTU He Ouibiie 10 AHIB 3 naTu
OTpUMaHHS MHUCHMOBOI 3asBKHU, aje He mi3Hime 27.12.2024. Jlns miaTBepaKeHHS
YYaCHHMK HAaJa€ TapaHTIHHUHN JIUCT PO CTPOK MOCTABKU TOBAPY.

5. Jlikapcbkuit 3aci6 MOBUHEH OyTH BHECEHUM JI0 PEECTPY ONTOBO-BIAMYCKHHUX
I[IH Ha JIIKapChKi 3aco0u abo 10 PEeecTpy BIIOMOCTEH I0JI0 TPAHUYHHUX OMTOBO-
BIJIMYCKHUX II1H Ha JEsAK1 JIKapChKi 3aCO0H, 110 3aKYIMOBYIOThCS 3a OFOJPKETHI KOIITH
Ta MIATal0Th peepeHTHOMY IIHOYTBOPEHHIO, B paMKaxX BHUKOHAHHS ITOCTAHOBH
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KMY Big 02.07.2014 No 240 «IlutanHs nexnapyBaHHS 3MIHHM ONTOBO-BIAIYCKHHX
I[iH Ha Jikapcbki 3acobu» Ta moctanoBu KMY Bim 03.04.2019 Ne 426 «IlIpo
pedepeHTHE MIHOYTBOPECHHS Ha JEsIKiI JIKapChKi 3aco0M, IO 3aKYIOBYIOTHCS 3a
OromKeTHI KomTw». [ miATBEpIKEHHS YYaCHUK HAJa€ KOMII0 BUTATY 3
BiZmoBigHOTO Hakazy MO3 Ykpainu.

6. Jlikapcekuil 3aci0 moBMHEH OyTH BHeceHMM 10 HarioHalbHOro nepesniky
OCHOBHHUX JIKapChbKUX 3ac00iB, B paMKax BHUKOHaHHsS mnoctaHoBu KMYVY Big 25
oepe3ns 2009 Ne 333 «/lesiki MUTaHHS AEPAKABHOTO PETYJIIOBAHHS I[IH HA JIKAPCHKI
3aco0M 1 BUPOOM MEIWYHOTO TpHU3HAYeHHs». JIJIS MiATBEp/DKEHHS YYaCHUK HaJae
Korito BUTATY 3 HalliloHanbHOTo nepeniky OCHOBHUX JIIKAPChKUX 3aC001B.

VY pasi BiJicyTHOCTI JiikapchKoro 3aco0y B HarioHansHOMY TIepestiky OCHOBHHUX
JIKapChKUX 3ac00iB, YYaCHUK Ha/Ja€ KOMII0 BHUCHOBKY YIOBHOBa)KEHOT'O OpraHy 3
Jep>KaBHOI OIIIHKM MEJMYHHMX TEXHOJIOTIH Ha 3alpONOHOBAHUM JIIKApCHKUM 3acio,
POBENCHOI BIAMOBIAHO 10 BuUMOT [lopsinky mpoBeAeHHS Jep>KaBHOI OIIHKH
MEJUYHUX TEXHOJIOTIH, 3aTBepIKeHoro nocranoBoto KMV Bix 23 rpyans 2020 Ne
1300 «IIpo 3artBepmxkenHs Ilopsaky mpoBeneHHS IEp>KaBHOI OIIHKH MEJIMYHUX
TEXHOJIOTIi», M0 BKJIIOYaJIa TEpBUHHY Ta (axoBy ekcnepTtu3u. BucHOBOK
YIOBHOB)XCHOTO OpraHy 3 JepKaBHOI OIIIHKM MEAWYHHUX TEXHOJIOTiM Ha
3aMpOIIOHOBAHM JIIKAPCHKUH 3aCci0 Ma€e MICTUTH MO3UTHUBHI PEKOMEH1alli1.

7. OOOB’A3KOBE HAaJlaHHd YYaCHUKOM OpUTiHaJy TapaHTiHOro JHCTa,
HaJaHOTO 0e3MoCcCepeIHhO BUPOOHUKOM a00 HOT0 YITOBHOBKEHUM MPEICTABHUKOM B
VYkpaiHi (SKIIO YyYaCHUK HE € BUPOOHUKOM TOBApY), SIKUW MIATBEPAXKYE MOKIUBICTh
MIOCTaBKH TOBapy, 10 € MPEAMETOM 3aKyIiBIi, Y HEOOX1IHIM KUIBKOCTI, SIKOCT1 Ta Y
TEPMiHH, BUSHAYCHI JOKYMEHTAIIIETO.

8. 3amporoHOBaHUW TOBap MOBHHEH OyTH AKICHUM. J[s miaTBeppKeHHS
MocTadalbHUK Hagae cepTUdIKaT BIAMOBIAHOCTI, SKWUH BHJIAHWN BIAMOBIIHUM
opraHoM 3 cepru(ikamii, aKpeIUTOBAHMM HAI[IOHAJIBHUM OpPraHOM YKpaiHu 3
aKpeauTaIlii, 1 AKUil MATBEPKY€E BCTAHOBJICHI BUMOTH JIO TOBApiB, pOOIT 1 MOCTYT Ta
(un) o0O0’ekTiB, dYepe3 SAKi peami3yloTbCs TMOCIYTH, SKIO 1€ mepeadadeHo
3aKOHOMABCTBOM YKpaiHu. B pasi, koo 1e He mnependadyeHo 3aKOHOJIaBCTBOM
VYkpainu, He0OX1JHO Ha/JaTH B1AMOBIIHUNA JTUCT-PO3’ ICHEHHS.

9. YyacHUK MOBHWHEH HAJaTH 3alOBHEHY (OpMy TEHACPHOI IMPOIO3WIIi 3a
HIIMACOM  KepiBHUKAa a00  yHNOBHOBAXKEHOTO TMPEJICTaBHUKA  MIANPUEMCTBA,
oprasizailii, ycTaHOBH Ta 3aBIpeHy Ne4aTKkoro (y pa3i HasiBHOCTI).

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)

(ILLB.)
M. IL*

* Bumora 1o/10 evaTkyd He CTOCY€EThCS YYACHHUKIB, SIKI 3A1HCHIOIOTh AisIbHICTh 0€3 MeYaTKU 3TiAHO 3 YHHHUM
3aKOHOJaBCTBOM.
** Y pasi HasBHOCTI B TEXHIUHIH YaCTHWHI MOCHJIAHHS HAa KOHKPETHY TOPTiBEJIbHY MapKy 4 (ipMy, JKeperno
MOXOJKEHHS 200 BUPOOHUKA — YUTATH 3 BUPA30M «a00 CKBIBAICHTY.

2. Po3mip OI0’KeTHOr0 NPHU3HAYEHHHA 32 KOIITOPHCOM a00 OYiKYBAHA

BapPTICTh NPeIMeTAa 3aAKVIIBJII:

14 625 136,82 rpu (HoTupHaausaTh MUTBHOHIB IIICTCOT ABAAIATH I’ SITh TUCSY
CTO TPUALATH IICTh TPUBEHB 82 Komiiikn), 3 [IJIB.

A3 ENEKTPOHHMM MIANMCOM )

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