BUKOHABUYHI OPI'AH KMIBCHKOI MICBKO PA I
(KMIBCBKA MICBKA IEPYKABHA AJIMIHICTPAITIS)
AEAPTAMEHT OXOPOHH 3JOPOB’SI

HAKA3
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1Ipo Posnogin mixapcekoro 3acoly
«HATJIAZHUM» ma TiKyBaHHS TPOMAJSH,
AK1 CTPaXAAIOTh HA MYKOIIOIlicaxapuos,
3aKYIIEHOTO 32 KOIITH JlepkaBHOro
bromxery Vipainy na 2016 pix

Ha Buxomanms mHakasy Minicteperea  oxoponu 300poB’s  Ykpaium Big
01 motoro 2018 poxy Ne 172 «IIpo  BHECemHs 3MiH no Posnoginy nikapcrkoro
3acoby «HATJIASHMM» mis MiKyBaHHS TPOMamsH, sKi CTPaXAAIOTE Ha
MYKOIIONICAXapHI03, 3aKyIIEHOTO 33 KOLITH Hepxasroro Gromxery Yipaium na
2016 pik, 3aTBepmKEHOr0 Hakasom MinicteperBa oxoponu 370pOB'S YKpaiHu Bin
19 ciunsg 2017 pokxy Ne 46», 3 meToro palioHanbHOrO Ta IiIBOBOTO BHKODHCTAHHS
MiKapcrkoro 3acoby «HATIAZM AT NKyBaHHA POMaIsH, fKi CTPaXKIAIOTE Ha
MYKOIOJICaXapHa03, 3aKyHICHOTO 33 KOLITH Hepxasnoro Gromxery Ykpainn Ha
2016 pix 3a GromKxeTHOO nporpamoro KITKBK 2301400 «3a6esmevenns MEIVYHHX
3aXOJIB OKpPEMUX JepXKABHHX pOTpaM Ta KOMIIEKCHHX 3aXOMNiB IPOrpamHOro
XapaKTepy» 3a HaupsMoM «LlenTpanizoBana 3aKymiBng MemKkamMenTis JUTA TPOMAIsH,
AKi CTPaXKmaroTh Ha MYKOHOJiCaXapyiIo3», Ha TMigcTasi Hakazy Jlemapramenry
OXOPOHY 30pOB’S BUKOHABIOIO Oprany KuiBchkoi Michkol pamd (KuiBeskol Micbkoi
AepxaBHOI aaMiHicTpanii) Big 24 Oepesna 2017 poxy Ne 120 «I1Ipo 3aTBepmxenHs
nepeniky Ga3oBHX 3aKNaiiB 0XOpOHH 3M0POB’sl, IO OTPHMYIOTE JIKAPChKi 3acO6H Ta
MEJH4H] BUPOOH, 3aKyImIeHi 3a G10KeTHI KOMTY T4 OTPHMaHI B SIKOCTi r'yMaHiTapHOT
JOIIOMOT¥

HAKA3VIO:

1. 3arBepauTu Posmoxnin JKapCEKOro 3aco0y «HATJIASUM>» mna TKYBAHHS
TPOMaZsH, fAKI CTPAXKIAIOTE Ha MYKOIIOJIICaXapHI03, 3aKy[IeHOT0 34 KOIITH
Hepxasroro Gromkery Yipainu ma 2016 pik 3a GromxerHO© nporpamor KITKBK
2301400 «3abesmeuenus MemuaHHX 33XONiB OKPEMHX [IepIKABHEX oporpaM Ta
KOMIUTCKCHHX 32XOAIB NPOTPAMHOTO XapakTepy» 3a HanpsMoM  «LlenTpanizoBana
3aKyMiBIII MEMKAMEHTIB [ TPOMansH, AKi CTPaXXAAIOTh Ha MYKOIIOJiCaXapHI03»
(mani — nikapeskmit 3aci6), mo ONAETHCS.



2.'onoBroMy nikapro OnexcaHApiBchkoi Kinimiamoi mikapri M. Kuesa
3a0€e3TeUHTH:

2.1. OrpumanHd Bif VYTpPaBNTiHHI OXOPOHH 3HOpOB’S TepHOMINBCHKOL
obnacHoI AepkaBHOI anMinicTpanii nixapcskoro 3acoy y KiNbkocTi, 3aTBeppxeniit
Posnozinom 1s0ro Hakasy, o611k, onpubyTKYBAHHS Ta B3STTs Ha GaTaHC 3aKnazy.

2.2. IlepcoHanbHy  BiANOBIZANBHICTE 3a  306epeiKCHHA Ta  ILIHOBE
BHKOPMCTAHHS JIIKApCBKOT0 3aco0y.

2.3. Hapgaunusa po Basu cHerialbHOrO MENUYHOTO MOCTAYaHHS HenapramenTy
OXOPOHH 3[I0POB’st BUKOHABYOTo oprany KuiBcrkol micekoi pagy (KuiBchkol Michkol
AepXkaBHO! ajMiHicTpanii) y TpumeHHHH TepMiH indopmanii mpo oTpEMaHHS
JIKapchKOTro 3aco0y.

2.4. Haganns momicans, no 05-ro uwmcna Micsus HACTYIIHOTO 3a 3BITHHM, 0
Basu cremianbHOrO MENWYHOTO TIOCTAYaHHA JlemapTaMeHTy OXOpOHM 3I0pOB’s
BUKOHaBIoro oprady Kuiscekoi Micekoi pamw (KuiBcekoi Micekoi pepixaBHOL
aAMiHICTpaIlil) aKTy CIIMCAHHS JiKapChKOro 3acoby.

2.5. Hapauns momicans, go 10-ro gucna micss HACTYITHOTO 3a 3BiTHHMM Ta [I0
20 ciyES HaCTYHNHOIO 32 3BITHHM PpOKY, A0 basH CHemialbHoro MeINYHOTrO
nocrauaHHs JIemapTaMeHTy OXOPOHHM 37I0pOB’S BHKOHABYOTO oprany KwuiBcokoi
micexol pazu (Kuisckkol Mickkol epixaBHOI aaMiHicTpanii) 3BTy Npo BHKOPHCTAHHS
IKapcbKoro 3acody 3rinHo 3 gomatkom 7 mo Hakasy I'VO3 Bix 21 mucromana
2012 poxy Ne 490 «IIpo 3aGesmeueHH:A KOHTPONIO 32 LUTBOBHM Ta e(DEeKTHBHAM
BHKOPUCTAHHAM 3aKTaZaMH OXOPOHH 3[0POB’S MiCTa JiKapChKHX 3ac06iB, BUpoGiB
MEJMYHOr0 NPU3HAYECHHA Ta MEAMYHO! TEXHIKH, 3aKYINICHHX 3a KOIITH JepKaBHOTO
Ta MICBKOTO OXOIKETIBY.

3. HMupexropy basu crmemianrbHOTO MeAHYHOTO MoCTa4aHHsA JlemapTamMeHTy
OXOpPOHM  3/0POB’S BHMKOHaB4oro oprany KwuiBcekoi micekoi pagm (KuiBcwxoi
MiCBKOI AepKaBHOI afMiHicTpanii) 310poB’ g 3abe3meunT:

3.1. HloMicsug, no 06-ro umcna MicAId HACTYITHOTO 32 3BiTHMM, HAJIAHHS JO
HepxaBHoro rminnpuemcrBa «YKpBakKumHA» MiHicTepcTBa OXOPOHH 3H0POB’sI
YKpaiHd aKkTy CIHCaHHA JiKapchKoro 3acoby.

3.2. Hlomicsamg, go 15-ro umcna Micsaud HACTYITHOTO 32 3BiTHHM, Ta IO
01 JoTOro HacTymHOTO 3a 3BiTHEM pOKY, Ha WiACTaBi OTPMMAHOrO Bix
Onexcanzapiscskoi Kiinianof Mixapui M. KreBa 3BiTy npo BEKOpHCTaHEA TIKApCHKOTO
3aco0y, HaZlalHa 10 Biamimy crenianbHoro GOHIY Ta MiTFOBUX IIpoOrpaM Ta BTy
byxranrepcekoro obmiky Ta 3BiTHOCTI /[lemapTamMeHTy OXOpOHH 3H0pOB’ A
BUKOHaB4Oro oprany KmiBcskoi Micsxoi pamm (KuiBcskoi Mickkoi pepxaBHOI
anMiHicTpanii) indopmanil srigHo 3 gomatkom 1 g0 makasy I'YO3 Bix 21 mucTonana
2012 poxy Ne 490,

4. HavansHeKy Binmimy BHyTpimHBOrO (iHaHCOBOrO aymuTy Henapramenty
OXOPOHHM 3JI0pOB’S BHKOHAaBYOTO opraHy KwuiBchkoi Micekoi pamu (KuiBeskoi
MIiCBKOI mepxaBHOi ajaMimicTpanii) 3a6es3sMmeduTH KOHTPONB 33 WiNBOBHM
BUKOPHCTAHHAM JIIKapCEKOrO 3ac00y.



5. Mupextopy Kuischkoro wicbkoro indopmaniiino-o6uncIIOBATEHOTO
UEHTPY JlemapTaMeHTy OXOpPOHH 3HOpOB’S BHKOHABYOIO oprany KwuiBchbkol
micekoi pagu (KuiBcbkol Micekoi AepXkaBHOI aaMiHicTpanil) 3abesmeuntn
OIPUIIIONHEHHA Ha odimiiHOMy web-caiiti Jlemapramenty OXOPOHH 37I0pOB’g
3MICTy BOT'O HaKa3y.

6. KOHTpONp 32 BHKOHAHHSAM Haka3y IIOKIACTH Ha 3aCTYyNHHUKIB TUpeKTOpa
3TIHO 3 PO3MOALIOM 0BOB’ S3KiB.

IixcraBa: mmer OnexcaHApiBebKOi KiiHiumHOL mikapai M. Kuesa Bixm 02.02.2018
Ne 262/01.

Hupextop B. I'imz0ypr



3ATBEP/DKEHOQ
Haxas Jlemaptamenty oxoporn 30pOB's
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Posnoain nikapcskoro 3acoby « HATJIASHUM» st JIKYBaHHS IPOMAJISH, K| CTPAKAAIOTE HA

MYKOIIOJTICAXaPHI03, 3aKYIIIEHOTO 34 KOMITH Hepxasroro 6rojpKety Ykpainu na 2016 PiK 3a OI0/KETHOO
nporpamoro KITKBK 2301400 «3abesnedcHrs Meqiranmx 3ax01iB OKPEMUX JCPKABHUX IPOrpaM Ta

KOMIUICKCHHAX 33XO/IiB IPOTPaMHOTO XapakTepy» 3a HalpsMOM «lleHTpanizoBaHa 3aKyIiRIT MEAUKAMEHTIE

JULL TPOMAJISH, SKi CTPasKIAFOTE Ha MYKOMOJicaxapunosy

HATJIASUM KOHIEHTpAT 1A PO3UHHY IS indysiit,

1 Mr/mMi o 5 My dhraoni, no 1 draxony B
KapToHHiH kopobni / NAGLAZYME concentrate for
solution for infusion 1 mg/ml, 5 m! in vial, one vial in

carton box Karanent FOK Ilexepxuar JimiTen,
Ne ol 3aKman-onepiysad Bemuka Bpuranis, Exsiro Asanitke Jlimiten, Bemika

TKAPCKOTO 3¢06y Bpnaranis, bioMapun IH'{‘epHe.Im.m Jlimiten, Ip.na.rmiz /
Catalent UK Packaging Limited, Great Britain,
Envigo Analytics Limited, Great Britain, BioMarin
international limited, Ireland
Iina 3a gpaaxon 37 993,47 rpupens

3araabna
BapTiCTh, FPH.

K-CTb (1. B-CTB, [PH.
] 2 3 4 5
Onexcanzapischka KiIiHigHA
1 nixapHs 33 1253 784,51 1253 784,51
M. Kuena
Hupexrop B. I'imsoypr
Haganenwx Bifupty crenjamsHoro $hoHIy Ta HiNb0BUX IporpaM Qﬁ% I. THmenko




