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KepiBHHKaM anTeyHux 1a
JIKyBaJIbHUX 3aKJ/Ia1iB 00.J1acTi

Jlo yBaru ynoBHOBasKeHHX 0cif!

Hanaemo posmopsipkeHHs JlepxaBHoi ciyxOu YkpaiHu 3 JIIKapcbKHX 3aco0iB Ta KOHTPOTIO '

3a HAPKOTUKAMHU HIOA0 3a00pOHHU 00ITy JIIKapChKHX 3ac00iB. :

3a HasgBHOCTI, BKa3aHWX y PO3MOPS/DKEHHSX JIKapChbKUX 3aco0iB, MOBIIOMHUTH [Iepx(aBH)?"!"

cmyx06y 3 JiKapChKHX 3aco0iB Ta KOHTpONO 3a Hapkotukamu y KipoBorpazncekiit obmacti  mpo il

BXKHUTI 3aX0/H IIOA0 BUKOHAHHS PO3MOPSAIKEHb. ‘Q‘T B

[nbopMallilo’  HajaBaTH  HA _ MANepoOBHX _ HOCIAX  TOIITOK, 3@  aJpecoroiy

8yl Ipeobpaxncencvka, 2, m. Kponusnuuvkuii, 25006, 3 j101aTKamu: i
a) MpH BMILIEHHI B KAPAHTHH J101a€ThCS KON IPUOYTKOBOT HAKJIAIHOT:

0) npH MOBEPHEHHI MOCTAYATBHUKY J10/1al0ThCs: KOs HPUOYTKOBOT HAKJIA/IHOT:

KOTTisi HAKJIa/IHOT Ha TOBEPHEHHSI. i

B) ¥ Bpmam(y nepenaql BIJIXO/IIB JIIKAPCHKOTO 3ac06y Ha ymmzauuo abo 3HmueHHsIs

3a100IraHHs

roCroapiOBaHHs TOBMHEH BXHTH 3aXOJiB 110,10 la‘;,‘,fé

3aCTOCYBAHHS Jm(apcm(nx 3ac06113 3&3H3‘1€HMX Yy p()jll()p)l JUKCHHSX.

IIpH,lOdHHS{. pLd.Il 3ain

Hepxikemyx6w, B!gnosgg B IIHCHMOBOMY BHTJISIIi HauaBaTu HE n0Tp16Ho
Ozmoqacno HArajyemo, IO 3 PO3MOPS/DKEHHSMH Ta jucTamu Jlepatikemyxou Mom-néj‘
o3HaliomuTHes Ha odiuiitHomy BeGcaiiti JlepxaBHoi ciiyxOn YkpaiHu 3 JlikapChKHX 3ac001B 1‘5, i

KOHTpomo  3a  HapkoTukamu  (https:/www.dls.gov.ua/) B postini  PO3MOPSJOKEHHS (i
JIEPXJIIKCJTY XBMN. A
Oxpim TOrO. 03HaPIOMHTHC$1 3 noai IOMNIEHHSAMU  1PO  BCTAHOBIEHHS m(’)opOHw 'ra

BeOCaMTI IIepxcaBHol cnymGn 3 mKapcmmx 3aco0iB  Ta KOHTpOJHO 3a HapKOTHKaAMH y
KlpOBOl"paI[CBKII/I o6nacn (muB. muct Bix 16.06.2020 Ne 169-02.1/01.1.1/05.12-20).

Jonatok: Koris p03H0pﬂ£l)KeHH$I JlepxaBHOT ¢y )01 YKpaiHu 3 J1iKapcbKHUX 3ac00IB Ta KOHTPO! uo
3a HApKOTHKaMH Bm 17.02.2022 Ne 1388-001.3/002.0/17-22 na | apk.
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HauaibHUK CITy:KOH

Haranis Tysosceka 32 1441
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JNEPYKABHA CJYXBA YKPAIHH 3 JIIKAPCBKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA
(depxaikeayxba)
npocnekt [lepemoru, 120-A, M. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua, Kog €IPTIOY 40517815

Ha Ne BIJ

KepiBuukam cy0’ekTiB rocnoaaproBaHHs,
AKi 3aHMAaTbCH peasizauicto, |
36epiraHHsAM i 32CTOCYBAHHAM JiKAPCHLKUX | ¢
3ac06iB

KepiBHHkamM TepHTOpiaJbHHX OpraHis
Jepaxaikeayou

PO3IOPSKEHHS

BignosigHo no Konctutyuii Ykpainu, crareit 15, 22, 55 3akony Yxpa'l'HH”;t
"OCHOBH 3aKOHOZABCTBa YKpaiHW Npo OXOpOHY 340poB's", ctatedt 15, 21 3akoHy /g
YKpa'l'Hu "TIpo nikapceki 3acobu”, [Tonoxenus npo JlepxkabHy ciyx0y Ykpaiu 3 ;
NiKapchbKUX 3aco0iB Ta KOHTPOJIO 33 HAPKOTHKAMH, 3aTBEPIUKEHOTO MOCTAHOBOIO
Kabinery MinictpiB VYkpainu Bin 12.08.2015 Ne 647, Ilopsinky 3milCHEHHS ¢
Jep>KaBHOTO KOHTPOJIO 3a SIKICTIO JIIKApChKUX 3aco0iB, 11O BBO3ATHCS B YKpaiHy, ||
3aTBep/keHoro nocraHosoro KaGiHery MinictpiB Ykpainu Bix 14.09.2005 Ne 902, fii,‘
[lopsnKy BCTaHOBJIEHHS 3a60p0HH (TMuacoBoi 3a00pOHH) Ta MOHOBJIEHHS 00Iry : |
nikapchbKUX 3aco0iB Ha TepuTopii YKpaiHH, 3aTBep[XKeHOro HakazoM MiHicTepcTBa
OXOpOHH 310poB’s Ykpainu Big 22.11.2011 Ne 809, 3apeectpoBanuM B MiHicTepCTBI ‘fw 5
toctuuii Ykpainu 30.01.2012 3a Ne 126/20439, TTopsiiKy KOHTPOJO AIKOCTi JTIkapchKuX il
3aco0iB miA 4ac OMNTOBOI Ta po3,upi6Ho'1' TOPTriB/i, 3aTBEP/PKEHOr0 HaKa3oM |
MinicrepcTBa 0XOpoHH 310poB’s Ykpainu Bia 29.09.2014 Ne 677, 3apeecTpoBaHMM B | i i
MiHictepeTBi rocTuuil Ykpainu 26.11.2014 3a Ne 1515/26292, TlpaBun ytunizauii Ta i
3HHLIEHHS JiKapCchbKUX 3aco0iB, 3aTBEpKEHMX Haka3oM MiHicTepcTsa oxoponn_
310poB s Ykpainu Bix 24.04.2015 Ne 242, 3apeectpoBannM B MiHiCTepCTBi OCTHUIT |
Ykpainu 18.05.2015 3a Ne 550/26995, Ha miacTasi TEPMiHOBOrO MOBIAOMJIEHHS Bijl ‘f il
JlepxaBHOi ciyx0u 3 JiKapcbkMX 3aco0iB Ta KOHTPOJK 3a HApKOTHKaMH ¥
XMebHULBKIH 061acTi 11010 BHABIEHHs B 00ily HE3apeecTPOBAHOTO JiKAPCHKOIO |
3aco0y «Accofil®, 30 Mio.E/0.5 ml, Injektions- oder Infusionslosung Ne Sy, °
cepi'l' 3520008, BupobuuuTBa «Accord Healthcare S.L.U., Spanien», 3 MapkyBaHHsM |
[HO3EMHOIO MOBOIO, 3 METOK aKTHBHOI MPOTHMAII MOLIMPEHHIO HE3apeeCTPOBAHMX |
JMiKapchKMX 3aco6iB, mo odiuifiHO He BBO3WIHCH Ha TepUTOpito YKpaiHH, |
€ Hebe3NeYHUMH Ta MOXYTb CIPUYMHMTH PO3BMTOK XBOpobM abo HeHa.rIexcHe

IIleBaHHSI HECTH HOTCHUIPIH)’ 3arpo3y XXUTTHO Ta 3I10p0B KO HAaCECJICHHA.

o Oepxnikenywba [OepxasHa cnyx6a 3 anapCbKMX 3acobis Ta Kou‘rp  ‘ !
ar Ne1388-001.3/002.0/17-22 Bia 17.02.28'223a HapkoTukamu y K'poeorpaACme oﬁnacﬂ
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3ABOPOHSIIO peanizauiro, 30epiraHHs Ta 3acTOCYBaHHS Beix cepii
He3apeecmose§}191fo JIKapchKoro 3acoby «Accofil®, 30 Mio.E/0.5 ml, Injektions-
oder Infusionﬁflbjs'ung Ne 5», BupoGHuUTBa «Accord Healtheare 8.L.U., Spanien».

Cy6’eKTaM rocrnonapcekoi AisibHOCTI, siKi 3AIHCHIOKOTS peallizalio, 36epiraHns
Ta 3aCTOCYBAaHHSA JIKapChKMX 3acoiB, HEBIAKNIAAHO MiCNs ONepXKAaHHS AAHOrO
PO3MOPAIKEHHS MEPEBIPHTH HASBHICTh BKA3AHOLO BHLLIE JIIKAPCHKATO 3ac00y, BXHUTH
3aXO[M OO BHIYYEHHs HOrO 3 o6iry LUIAXOM 3HMLLEHHS, Npo WO MOBIAOMHTH
TEpPUTOpiaJIbHUH OpraH Hepxiikcnyx6u. ¥ pasi 3sHMILEHHS Bigxonis npenapary B
ABOTH)XHEBUH CTPOK HATIPABUTH 110 TEPUTOPIaNbHOro Oprany JlepxUIikcays«6u Kormiio
aKTa Mpo 3HHULIEHHS BiAXO0iB JiKapChKOro 3acoby. L

KoHTpots 3a BMKOHAHHSM 1aHOTrO PO3MOPSAMKEHHS 3MIKCHIOKTh TEPUTOPiabHi |
oprau JlepxIikeiyx6u Ha BiAnosiauiii Teputopii. 5

HeBukoHaHHS maHoro PO3NOPAMKEHHS TArHE 3a COOOK BIAMNOBIAAIBHICTD
3riJIHO 3 YHHHUM 3aKOHONABCTBOM YkpaiHu.
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Konii naHoro posnopsmkenss Hanpasneni:

MiHictepcTBo 0X0pOHH 310pOB’s VkpaiHH;

Al "ﬂepmaanﬂﬁ'éxmepmuﬁ ueHTp MiHicTepcTBa 0X0poHH 310poB’s Ykpaitu'.
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