Jopatok 2
710 TEHAEPHOI TOKYMEHTAIIli Ha 3aKYIIBIIIO:
33600000-6 ®apmaneBTUYHA TPOAYKIIS
(Jlikapchki 3aco0u /TS JTIKyBaHHS JiTeH, XBOPHX Ha KOAryJomnarii, 3 jora)

Inpopmanis mpo HeoOXimHI TEeXHIUHI, SKICHI Ta KUIBKICHI XapaKTepPUCTHUKU MpeaMera
. . K%
3aKyIiBIII.

Jlor 1 - 33621000-9 Jlikapcbki 3aco0u st JIIKyBaHHS 3aXBOPIOBaHb KpOBI il oprauiB
KpoBOTBOpeHHs1 - Dakrop koaryswii kposi jgroaunau VI, pekombinanThuii (Coagulation factor VIII),
250 MO, awmr., ¢ur., mmp. - 117000 MO;

nor 2 - 33621000-9 Jlikapceki 3acobu uisi JTIKYBaHHS 3aXBOPIOBaHb KpOBI W OpraHiB
KpoBOTBOpeHHs - Pakrop koarynsauii kposi mogunu VIII, mnazmosuit (Coagulation factor VIII), 250
MO, amm., ¢, mmp. - 970250 MO;

mor 3 - 33621000-9 Jlikapceki 3acobu uist JTIKyBaHHS 3aXBOPIOBaHb KpOBI W OpraHiB
KpoBoTBOpeHHs - Dakrop koarymsmii kposi moaman VIII, mrasmosuit (Coagulation factor VIII), 500
MO, awmr., ¢ur., mmp. - 908000 MO.

Cneuyianoni éumozcu 00 1omie NoNe [-3:

[IpenapaT moBHHEH MaTH MOKa3aHHs Ta MIATBEPKEHUI JOCBIJ 3aCTOCYBaHHS y AITeH, 0COOIUBO
JiTel paHHBOTO BIKY (HajaHHs 1H(OpMaIlll Mpo MO3UTUBHUM JOCBIJI BUKOPUCTAHHS Y XBOPUX JAUTAYOTO
BIKy — JlOKa3aHa KJIIHIYHAa e(eKTHUBHICTh Ta Oe3neka y BUKOPUCTAHHI y JiTe€d B CBITOBIM NpakTwuili, a
came: B KpaiHax 3axigHoi €Bporu Ta [liBHIYHOT AMepuku abo B Ykpaini y ¢opmari myOiikariii, cTaTTi B
CrieIiaTi30BaHUX MEINYHUX BUIAHHSAX). ™

* 3a3HaueHa BHMOTa BHCYBA€THCA JIO MpEnapariB, M0 B CBOIX IHCTPYKIIISIX HE MICTATh BKa3iBKY
10/10 BUKOPUCTAHHS Y JIIT€H, a 0COOIMBO y JITEH PaHHBOTO BIKY.

3azanvhi 6umozu:

1. Jlikapcekuii 3aci® moBuHEH OyTH 3apeecTpoBaHMil B YkpaiHi. JIJis miATBEp/KEHHS YYaCHHK
HaJae 3aBIpeHy KOIIIO PEECTPAIIMHOTO MOCBIMYSHHS Ha JIIKapChbKUM 3aci0. Y pasi, SKIo 10 3aKiHYCHHS
CTPOKY Jii peecTpaIiiHOro MOCBITYEHHS Ha JTIKAPChKHUK 3aci0 3aIUIIAEThCS .

- meHme 90 gHIB - 000B’s3k0Be HamaHHs Komii jucta MO3 VYkpainu, ab0o yrmOBHOBaKEHOTO
oprany, npo ¢axT HoJaHHs 3as8BU PO IepepeecTparlio;

- Big 90 AHIB 10 OAHOTO POKY - 00OB’A3KOBE HAJaHHS TapaHTIMHOTO JKCTa 3asBHUKA PO Te, LIO0
10 MO3 VYkpainu, abo ymoBHOBaXEHOTO OpraHy, OyJe MOJIaHO 3asBY MPO MEPEepeecTpaliio y Mopsky,
Bu3HaueHOMy MO3 Vkpainu.

2. Jlikapcbkuit 3aci0 MOBHMHEH MaTH IHCTPYKIIIO Ui MEIUYHOro 3acrocyBaHHsA. Jlis
MIATBEP/DKCHHS] YYaCHUKOM HAJA€ThCSA KOIiS IHCTPYKLII UIsI MEIUYHOTO 3aCTOCYBaHHS IIKapChbKOTO
3aco0y.

3. Tepmin mpuUaATHOCTI JIKAPCHKOTO 3ac00y HA MOMEHT MOCTaBKH MOBUHEH CTAHOBUTH HE MEHIIIE
75% abo He MeHme 12 MiCAIIB BiJ BCTAaHOBJIEHOIO IHCTPYKII€O TEpMiHYy HOpuaaTtHocTi. Jns
MIATBEP/UKEHHS YYaCHUK HAJa€ TapaHTIiHUI JTUCT PO TePMiH NPUAATHOCTI.

4. CTpoK NMOCTaBKH TOBapy MOBHHEH CTAaHOBUTHU He Ounbiie 10 1HIB 3 1aTH OTpUMaHHS MMCbMOBOL
3a8BKH, aje He mi3Hime 29.12.2023. J{ns miaTBepAKEeHHs YYaCHUK HaJla€ rapaHTIMHUNA JMCT PO CTPOK
MOCTaBKU TOBapYy.

5. Jlikapcbkuii 3aci0 MoBHHEH OyTH BHECEHHM JI0 PEECTPY ONTOBO-BIANYCKHUX IIiH Ha JIIKApChKi
3acobu abo 10 peecTpy BIIOMOCTEH I0JI0 TPAHUYHUX ONTOBO-BIAMYCKHUX IIIH Ha JEsSKl JIKapChKi
3aco0u, II0 3aKyMOBYIOTHCS 3a OIO/KETHI KOIITH Ta MAIATaloTh pedepeHTHOMY I[IHOYTBOPEHHIO, B
pamkax BukoHaHHs noctaHoBH KMY Big 02.07.2014 Ne 240 «IlutaHHs AekIapyBaHHS 3MiHU OINTOBO-
BIIMYCKHUX I[iH Ha JIKapchKi 3acobm» Ta moctaHoBu KMY Bixg 03.04.2019 Ne 426 «IIpo pedepenTHE



IIHOYTBOPEHHS Ha JAEsSKl JIKapchKi 3aco0u, IO 3aKylMOBYIOThCS 3a Oro/pkeTHI Komtu». Jlis
MIATBEPUKCHHS YYaCHUK HAJIA€ KO0 BUTATY 3 BiANOBiIHOTO Hakazy MO3 Ykpainu.

6. Jlikapcbkuii 3acid moBuHeH OyTH BHeceHUM /10 HarioHaapHOTO mepesniky OCHOBHHX JIIKapChbKHX
3aco0iB, B pamkax BHWKOHaHHS moctaHoBu KMY Bim 25 Oepesnss 2009 No 333 «Jlesixki muTaHHS
JCPKABHOTO PETYITIOBAaHHS IIiIH Ha JIKapchbki 3aco0W 1 BHPOOM MEIUYHOTO NpH3HAYCHHs». [lis
MIATBEP/UKCHHS YYaCHUK HAJa€ KO0 BUTATY 3 HarioHansHOTO niepeniKy OCHOBHHX JIIKapChKHUX 3aCO0IB.

VY pasi BigcyTHOCTI Jikapchkoro 3aco0y B HarioHaibHOMY TepeniKy OCHOBHHX JIIKapCHKHX
3ac00iB y4aCHHMK HaJa€ KO BHCHOBKY YIOBHOB2)KEHOTO OpraHy 3 JEpXKaBHOI OLIHKH MEIHYHUX
TEXHOJIOTIl Ha 3amporOHOBaHWI JKapChKUi 3acid, MpoBeAeHOro BimMoBimHO 10 BUMOr Ilopsaxy
MIPOBEJICHHS JICPKABHOI OIIHKA MEIWYHUX TEXHOJIOTIH, 3aTBEpIPKEHOTO MocTaHoBo0 KMY Bim 23
rpymas 2020 Ne 1300 «IIpo 3arBepmxenns [lopsiaxy NpoBeICHHS NepKaBHOI OLIHKKA MEIUYHUX
TEXHOJIOT 1.

7. O00B’s13K0BE HAJaHHS YYACHHUKOM OpUTIHAJIy TapaHTIMHOTO JIMCTA, HAJaHOTO Oe3MocepeaHbo
BUPOOHUKOM a00 HOro yNOBHOBa)XKEHMM MPEACTaBHUKOM B YKpaiHi (SKIIO0 y4YacCHUK HE € BUPOOHUKOM
TOBapy), SAKUNA MIATBEP/HKYE MOXIMBICTh MOCTAaBKU TOBApY, IO € MPEIMETOM 3aKyMiBiIl, y HEOOXiTHIN
KUIBKOCTI, SIKOCT1 Ta y TEPMIHHU, BU3HAUEHI IOKYMEHTAIII€IO.

8. 3anpornoHoBaHUIl TOBap MOBHHEH OyTH SKICHUM. J[sl migTBep/KEHHS NMOCTAdaJIbHUK HAaJa€e
ceptu(ikar BIANOBITHOCTI, SKUM BUIAAHWNA BIANOBIAHUM OpraHoM 3 cepTu(ikaiii, aKkpeIuTOBAaHUM
HaI[IOHAJILHUM OpraHoM YKpaiHW 3 akpeauTallii, 1 SKUi MiATBEp/Ky€e BCTAaHOBJIEHI BUMOTHU J0 TOBApIB,
pob6ir 1 mocayr Ta (uM) O0O’€KTIB, dYepe3 SAKI peali3yloThCA TMOCIYrd, SKIIO 1€ MepeadadyeHo
3aKOHOJ/JIAaBCTBOM YKpaiHu. B pasi, skmo me He mepeadadyeHo 3aKOHOJABCTBOM YKpaiHW, HEOOXITHO
HaJaTH BIMOBITHUHN JTUCT-PO3’ ICHEHHS.

9. YyacHUK MOBMHEH HAJaTH 3allOBHEHY (OpMY TEHAEPHOI MPOMO3MILIi 3a MIAMHUCOM KEpiBHHKA
a00 YIMOBHOBa)KCHOTO MPEJACTaBHUKA MIANPHEMCTBA, OpraHizaiii, yCTAHOBU Ta 3aBIPEHY IeYaTKoOw (y
pasi HasIBHOCTI).

®opma TeHAePHOI MPONMmo3uIii

(Ha3Ba TpoIIEypH 3AKYITIBII)

Ne nory/ | HailimenyBaHHs npenMera TopriBesibHa Ha3Ba Bupo6nuk, kpaina OnuHuIs KinbkicTs,
3/m 3aKyIiBJIi/TOBapy TOBapy BUMIpY ofl.
(mocama ocobu, mio mamucye hopmy) (ILLB.)
(miamuc) M.I1.*

* BuMora mom0 TMEYaTKH HE CTOCYETHCA YYACHHKIB, SKi 3MIMCHIOIOTH MisUIBHICTH 0€3 TEYaTKH 3TiTHO 3 YHHHUM
3aKOHOJIaBCTBOM.

** YV pa3i HasgBHOCTI B TEXHIYHIA YaCTHHI IMOCHJIAHHS Ha KOHKPETHY TOPTiBEIbHY MapKy 4um (ipMmy, mIKepeno
TTOXOJKEHHS a00 BUPOOHMKA — YUTATH 3 BHPA30M «a00 CKBiBAICHT.

Kwuis 2023



