33600000-6 ®apmanesTuuHa npoaykuia (Jlikapcbki 3aco0u 1151 JTiIKyBaHHSA
AiTel, XBOPUX HA KOATYJIONATIl, 2 JTOTH)

1. OOIpYHTYBAHHSI TEXHIYHHUX Ta SIKICHMX XapaKTePHUCTHK IpeaMera
3aKyHiBJII**:

Jlor 1 - 33621000-9 Jlikapchki 3aco0m uis JTIKyBaHHSI 3aXBOPIOBaHb KPOBI U OpraHiB
KpoBOTBOpeHHs - PakTop koaryssuii kposi moauau VIII, mnasmosuii (Coagulation factor VIII),
250 MO, amr., ¢., ummp. - 325000 MO;

ot 2 - 33621000-9 Jlikapcbki 3acoOu JjIst JIIKyBaHHS 3aXBOPIOBaHb KPOBI W OpraHiB
KpoBOTBOpeHHs - @aktop koaryssuii kposi moauan VIII, mmazmoswmii (Coagulation factor VIII),
500 MO, awmm., ¢a., mrp. - 527500 MO.

Cneyianvui eumoeu:

[Ipenapar moBHHEH MaTH TIOKa3aHHS Ta MiATBEPKCHHN JTOCBIJl 3aCTOCYBaHHS Y JITCH,
0COOJHMBO NiTEH paHHBOTO BiKY (HamaHHs iHGopMalii Ipo MO3UTUBHUI JOCBIJ BUKOPUCTAHHS Y
XBOPHX JUTSAYOTO BIKY — JJOKa3aHa KJIiHIYHA e(DeKTUBHICTh Ta Oe3MeKa y BUKOPUCTAHHI Yy JIITEH B
CBITOBII MpaKTHIl, a came: B KpaiHax 3axigHoi €Bpomnu Ta IliBHiuHOT AMepuku abo B YKpaiHi y
(dhopmati myOsikarii, cTaTTi B CHEIiaTi30BaHUX MEIUYHUX BHIAHHIX).*

* 3a3HaueHa BUMOTa BUCYBAETHCA JIO NPEMapaTiB, IO B CBOiX IHCTPYKIISX HE MICTAThH
BKa31BKY I10JI0 BUKOPUCTAHHS Yy JIITeH, a OCOOIHMBO Y AITEH paHHBOTO BIKY.

3acanvui eumoeu:

1. Jlikapcekuii 3aci0 moBHHEH OyTH 3apeecTpoBaHuil B Ykpaini. Iy migTBepIKeHHS
YYaCHUK HaJa€ 3aBIpeHy KOMII PEeCTpaIliiHOTO MOCBIAUEHHS Ha JIIKapChbKUW 3aci0. Y pasi,
AKIIO JO 3aKiHUYeHHS CTPOKY [ii peecTpamiiHOro TOCBIAYEHHS Ha JIKapChKUH 3acid
3aITUIIA€THCS:

- Menme 90 nHiIB - 000B’s3koBe HamaHHs Komii Jucrta MO3  VYkpainu, abo
YIOBHOBaXEHOT'O OpraHy, npo ¢GakT NoJaHHS 3asBU PO NMEpepeeCTparliio;

- Big 90 AHIB 10 OJTHOTO POKY - OOOB’SI3KOBE HAJaHHS TAPAHTIMHOTO JIMCTA 3asBHUKA PO
te, mo 10 MO3 Vkpainu, ab0 yINOBHOBaXEHOTO oOpraHy, OyJe IMOJaHO 3asBy PO
nepepeecTpariio y nopsaky, suznadeaomy MO3 Vkpainu.

2. Jlikapcbkuii 3aci0 MOBMHEH MATH IHCTPYKIIIO JUII MEIMYHOTO 3acTocyBaHHs. Jlis
MiATBEP/UKCHHS. YYaCHUKOM HAJAE€ThCSl KOIMiSl 1HCTPYKIT JUIS MEIUYHOTO 3aCTOCYBAHHS
JKapChKOTO 3ac00Yy.

3. TepmiH mpUAATHOCTI JIKAPCHKOTO 3ac00y HA MOMEHT TOCTaBKH MOBUHEH CTAaHOBUTH
He MeHlne 75% abo He MeHme 12 MicsIiB BiJ BCTAHOBJICGHOTO I1HCTPYKIIEID TEPMIHY
npuAaTtHocTi. [t miATBepKEHHS yYaCHUK HAJa€ TapaHTIHHUKN JTUCT PO TePMiH IPUIATHOCTI.

4. CTpok MOCTaBKM TOBapy MOBHMHEH CTAHOBUTHU He Ounblie 10 AHIB 3 aTH OTPUMaHHS
NUCHMOBOI 3asBKH, ane He mizHime 29.12.2023. Jlnsg migTBEpHKEHHS YYaCHUK HaJae
rapaHTiiHUM JIMCT PO CTPOK MOCTAaBKHU TOBApY.

5. Jlikapcbkwuii 3aci®6 MOBHHEH OyTH BHECEHHMM JI0 PEECTPY ONTOBO-BIANMYCKHHUX IIH Ha
JiKapchbKi 3aco0u abo 70 peecTpy BIIOMOCTEH IMOJ0 TPAHWYHUX ONTOBO-BIIIYCKHHMX IIIH Ha
JesIKi JIIKapChKi 3aC00M, 10 3aKyTOBYIOTHCS 32 OFOJKETHI KOIITH Ta MiAJSATAI0Th pehepeHTHOMY
IIIHOYTBOPEHHIO, B paMKax BHKOHaHHs moctaHoBH KMY Bim 02.07.2014 Ne 240 «IlutanHs
JIeKJIapyBaHHs 3MIHM ONTOBO-BIAIYCKHUX I[iH Ha JIIKApChKi 3aco0m» Ta moctaHoBu KMY Bin
03.04.2019 Ne 426 «IIpo pedepeHTHE MMIHOYTBOpPEHHSI Ha JEAKI JIKApChKl 3acolu, 1o
3aKyMOBYIOTHCS 3a OIOJUKETHI KOIITH». J{Jsl MiITBEp/KEHHS YYacCHHUK HaJa€ KOMII0 BUTATY 3
Bi/IMmoBiTHOTO Hakazy MO3 Ykpainu.

6. Jlikapcbkwuii 3aci®6 moBUHEH OyTH BHeCeHHMM J10 HalioHalbHOTO Tepeliky OCHOBHUX
JiKapCchKuX 3ac00iB, B paMkax BUKOHaHHs nmoctanoBu KMV Bix 25 6epesns 2009 Ne 333 «/lesiki
NUTAHHS JIEP’KAaBHOT'O PETYJIIOBaHHA IIH Ha JIKApChki 3acobu 1 BUPOOM METUYHOTO
npu3HaueHHs». [ mATBepKEHHSI YIaCHUK HaJa€e KoM BUTATY 3 HallioHaapHOTO TepernmiKy
OCHOBHHX JIIKapChKHX 3aC00iB.

VY pas3i BiacyTHOCTI JiKapchbkoro 3aco0y B HarioHanpHOMY TeperiKy OCHOBHHX
JTIKapChKUX 3ac00iB yYaCHHMK HAJa€ KO0 BHCHOBKY YIOBHOBA)XCHOTO OpraHy 3 JAep>KaBHOI



OIIIHKY MEJMYHUX TEXHOJIOT1M Ha 3alpOIOHOBAHMI JIIKAPChKUIA 3aCi0, MPOBEACHOTO BiAMOBITHO
no Bumor [lopsaxy mpoBemeHHS ep)KaBHOI OLIHKA MEIWYHHUX TEXHOJIOTIH, 3aTBEPIKEHOTO
nocraHoBoro KMV Bix 23 rpyaus 2020 Ne 1300 «IIpo 3arBepmxenns Ilopsiiky mpoBeneHHS
JIEP>KaBHOT OLIIHKY MEIUYHUX TEXHOJIOT 1.

7. OOOB’SI3KOBE HAJAaHHA YYaCHUKOM OpWTiHANY TapaHTIHOrO JHUCTa, HaJaHOTO
Oe3nocepelHbO BUPOOHMKOM a00 HOro yNOBHOBaXEHHM NPEICTAaBHUKOM B YKpaiHi (SKIIO
Y4aCHUK HE € BUPOOHHKOM TOBapy), KWW MIATBEPIKYE MOXKIUBICTH MOCTAaBKH TOBapy, IO €
NpeAMETOM 3aKyMiBIi, Yy HEOOXIAHIM KUIBKOCTI, SIKOCTI Ta y TEpMiHH, BHU3HAUYECHI
JOKYMEHTAIIIEIO.

8. 3anmpornoHOBaHUI TOBAp MOBHHEH OyTH AKICHUM. J[JIs MigTBEpIKEHHS IMOCTaYaIbHUK
Hajae cepTudikaT BIAMOBITHOCTI, SKUW BUIAHWM BIAMOBITHUM OpraHoM 3 cepTudikaiii,
AaKpeUTOBAaHUM HAIlOHAJIbHUM OpPraHoM YKpaiHM 3 aKpeauTamii, 1 SKUH MiATBEPAXKYE
BCTAaHOBJIEHI BUMOTH JO TOBapiB, poOIT 1 mochayr Ta (4u) 00’€KTiB, 4epe3 sKi peani3yroTbCs
MOCJIYTH, SIKIIO 1€ MepeadadeHo 3aKOHOAABCTBOM YKpainu. B pasi, sikmio 1e He nependadeHo
3aKOHOJABCTBOM YKpaiHU, HEOOX1THO HAAATH BiIMOBIAHHIA JTUCT-PO3’ ICHEHHS.

9. YyacHUK MOBUHEH HAJIaTH 3allOBHEHY (GOpMYy TEHIEPHOI MPOMO3HUIIi 3a MiAMUCOM
KepiBHUKAa a00 YMOBHOBAXEHOTO NpPEICTaBHUKA MIAMPUEMCTBA, OpraHizallii, yCTaHOBH Ta
3aBipeHy neuyaTkoro (y pas3i HasBHOCTI).

dopma TeH1epHOI MPOoNo3u il

(Ha3Ba mpoIIeTypH 3aKYITiBIi)

Ne tory/ | HaiimeHyBaHHS IpeaMeT TopriBenbpHa BupoOHuk, kpaiHa OuHHISA KinbkicTs,
y YBaHHS TP y p p p
3/m 3aKyIIiBJIi/TOBapy Ha3Ba TOBapy BUMIpY ol
(mocazma ocodwu, 1o nixnucye Gopmy) (IL.LB.)
(mmipmmc) M. IL*

* BuMora miojo mevYaTku He CTOCYEThCSI YYACHHUKIB, SKi 3I1HMCHIOIOTH MisUIbHICTH 0€3 MedYaTKd 3TiAHO 3
YUHHHAM 3aKOHOZABCTBOM.

** 'V pasi HasBHOCTI B TEXHIYHIM YacTHHI NMOCWJIAHHS Ha KOHKPETHY TOPTiBENIbHY MapKy 4u (ipmy,
JOKEPEeIIo OXO0/PKEHHS a00 BUPOOHUKA — YUTATH 3 BUPA30M «a00 CKBIBAICHTY.

2. Po3mip 01015KE€THOTO NPU3HAYEHHS 32 KOIUTOPUCOM a00 O4iKyBaHa
BAPTICTH NpeIMETA 3aKYMiBJIi:
20 626 875,00 rpu (JBaamsaTh MiTBHOHIB IIICTCOT ABAIIATH IIICTh TUCSY BICIMCOT
cimaecsat n'sath rpuBeHb 00 komiiiok), 3 [IJIB, 30kpema:
ot 1 -7 887 750,00 rpu (CiM MiTBHOHIB BICIMCOT BICIMACCAT CIM THUCSY CIMCOT
n'staecsat rpuBers 00 xomiiiok) 3 [1/1B.;
jot 2 - 12 739 125,00 rpu (/IBaHaausTh MUTbMOHIB CIMCOT TPUIUATH JI€B'SITh TUCSY
CTO ABaaUATH I'aTh rpuBeHb 00 komiiiok) 3 IT/[B.




