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KepiBHukaM anteynux Ta
JIKYBAJILHUX 3aKJIaiB 061acTi

Mo yBaru ynosHnoBaxenux oci6!

Hanaemo posnopsmxerns ta mucr Hepxasuoi cinyxGu Ykpainu 3 JIKapchKUX 3acobiB Ta
KOHTPOJIO 32 HADKOTHKAMH JOTIOBHEHHS! 10 PO3NOPSIKEHHS MO0 3a00pPOHHM Ta MOHOBNEHHS 06iry
TKapChKMX 3ac06iB. '

3a HasBHOCTI, BKa3aHHX y PO3MOPAIKEHHAX JIKApCHKMX 3ac06iB, MOBiZOMHTH HepxaBHy
cyx0y 3 Jikapcekux 3acobiB Ta KOHTPOIIO 32 HapkoTHKaMu y KipoBorpancekiit o6nacri Ipo
BXHTI 3aX0/IH I[0J0 BUKOHAHHS PO3MOPSKEHB.

Inpopmanito  HanmaBaty  Ha  mameposmx HOCIAX  MOWITOK,  3a aJIpecoro;
eyn. Ilpeobparxcencvka, 2, m. Kponuenuyskuii, 25006, 3 nonatkamu:

a) IPH BMIIICHHI B KADAHTHH NOJAETHCS KOs NPUOYTKOBOI HAKJIa[HOT;
0) IpK NOBEPHEHH] MOCTAYANBHAKY TOAIOTHCS: KOS NpUOYTKOBOT HAKJIAJHOT,
KOIIist HAKJTAZHOT Ha MTOBEPHEHHS,
B) Y BHMAJKy Nepenadi BiIXOMiB JHKADCHKOTO 3aco0y Ha yTWii3auio a6o 3HWIEHHS,
Y ABOTHXXKHEBMH CTPOK NoiHGoOpMyBaTH HepxaBHy cnyx6y 3 JIKapCchKHX 3aco6iB Ta KOHTPOJIO 33
HapkoTHkamH y Kiposorpazncekiit o6macti Ta Hanati kormimo pUOYTKOBOI HAKIIaTHOT.

Ilpy HacTynHux mocraBkax JTIKapCBKUX 3ac06iB, BKA3aHMX. Y PO3NOPSDKEHHNAX, Cy0 €KT
TOCIONApIOBaHHA TOBHHEH BXHUTH 3aXOiB MIONO 3amoGiraHHs npuabaHHs, peamiszamii Ta
3aCTOCYBaHHS JIIKAPCHKHUX 3ac00iB, 3a3HAUEHHX Y PO3TOPSIDKEHHSX.

Y_BHNAAKY BiNCYTHOCTI MiKapchbKHx 3ac001B, BKAa3aHHX y PO3MOPSKEHHIX M JIHCTAX
Hepxitikcmyx6u, BIINOBiAi B mucEMOBOMY BUTJISLI HAaBaTH He NOTPiOHO,

OmuouacHo waramyemo, wmio 3 PO3NOPADKEHHAMM Ta JiucTaMu Jlepxutikenyx6u moxua
‘O3HaHoMHTHCS Ha odiuilinoMy BeGcaifti Hepxasuoi ciyx6u Yxpainu 3 JTKapChKUX 3acobiB Ta
KOHTpo/lO 33 HapkoTukamu  (http://dls.gov.ua/) B posnini  PO3IOPSJDKEHHS
JAEPXXIIIKCITY XXBU.

OkpiM TOro, O3HaMOMHTHCS 3 MOBiOMITCHHIMMU PO BCTaHOBJICHHS 3a0OpPOHH Ta
TIOHOBIIEHHS 00Iry JiKapchbKUX 3aco6iB, ski BHmaHi Hepxikeay 6010, MOxHa Ha odiuiliHomy
BeOcaiti JlepxaBHOi ciyx6u 3 MKapChKUX 3acobiB  Ta KOHTPOJIO 3a HApKOTHKaMH y
Kiposorpancskiit o61acri (aus. muct six 28.05.2019 Ne 320/03-19).

Honarku:

1. Komis posnopsmxenns HepxaBHoi ciyx6n Vkpaiun 3 JKapchKUX 3acobiB Ta
KOHTPOJIIO 32 HapKoTHKamu Bix 03.01.2020 Ne 42-001.2/002.0/17-20 Ha 1 apk.

2. Kormis posnopsimkenns Hepxasroi cyx6u Ykpainu 3 JIIKapCBKUX 3aC00iB Ta
KOHTPOJIIO 32 HapkoTHKamH Bia 03.01.2020 Ne 44-001.2/002.0/17-20 Ha 1 apk.
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DepxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTpOMO
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AEP)KABHA CJIYXKBA YKPATHU 3 JIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU
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,J} Kepisuukam cy6’exriB rocrnojaproBaHHs,
! AKi 3aiMarTLCSH peaJizauicio,
30epiraHHsM i 32CTOCYBaHHAM JliKapebKHX
3aco0iB

Kepisnukam reputopiansuux opranis
Hepxaikenyxou

PO3NOPAIKEHHS

Binnosinno no Kouctutyuii Ykpainu, crareii 15, 22, 55 3akoHy Yxpaiuu
"OcHOBK 3aKkoHOZABcTBAa YKpainu [P0 OXOpOHY 370poB'a”, crateid 15, 21 3akony
Yxpainu "I1po nikapebki 3aco6u”, IMonoxeHHs npo MdepxasHy ciyx0y Ykpainu 3
JIKapChKKUX 3acO0iB Ta KOHTPOMO 3a HapKOTHKaMH, 3aTBEPAXKEHOr0 IIOCTAHOBOK
Kabinety Minictpis Ykpainn Big 12.08.2015 No 647, Tlopsaky 3mificHeHHs
AEPXXAaBHOTO KOHTPOJIIO 3a SKICTIO JIiIKAPChKHMX 3aco6iB, 11O BBO3ATLCH B Ykpainy,
3aTBEPJUKEHOTO 110cTaHoBO Kabinety MinicTpiB Ykpainu Bin 14.09.2005 Ne 902,
Ilopsinky BCTaHOBNEHHs 3a60pPOHM (TMMuacoBO} 3a00pOHM) Ta MOHOBIEHHS 06iry
niKapcbkux 3acobiB Ha TepuTopii Ykpainy, 3aTBEPIKEHOr0 HakaszoM MiHicTepcTaa
OXOpOHH 310pOB’s YKpainu Bia 22.11.2011 Ne 809, 3apeecTpoBaHiM B MiHicTepcTBi
roctuuii Ykpainn 30.01.2012 3a Ne 126/20439, [opsiaky KOHTPOJIIO SIKOCTI TiKAPChKHUX
3ac00iB niA 4Yac onToBOi Ta po3apiGHOL TOPriBil, 3aTBEPIKEHOrO HaKa30M
MisicTepcTBa 0XOpoHHU 310poB’s Ykpainu Bix 29.09.2014 No 677, 3apeecTpOBaHUM B
MinicTepersi toctuuii Yxpainu 26.11.2014 3a No 1515/26292, Ipasun yrunizauii ta
3HHLUEHHS JIIKapChKMX 3ac06iB, 3aTBEPIKEHMX HAKA30M MisnictepcTBa 0Xx0porH
310poB’s Ykpainu Bin 24.04.2015 Ne 242, 3apeecTpoBanuM B MinictepeTsi rocThuii
Ykpainu 18.05.2015 3a Ne 550/26995, y 3B'A3KY 3 HAAXOMKEHHAM iHopMaLil
i TOB "I'makcoCmitKnsiin ®apmaceioTikaic YkpaiHa" wono BUSABIEHHS (aKTy
peanisauii Ha Teputopii Ykpainu cepii AROLC206AA JiKapcbKoro  3acoby
"ROTARIX, 1.5 mL Oral Siispansiyon Iceren Aplikator", Bupo6sieHoi koMNaHieo
['nakcoCmitKnsiin Bionomxikans C.A., Benbris, ans peanizauii Ha puHKy Typeuunnu;
3 METOIO aKTHBHOI NIPOTHAIT NOWMPEHHIO HESIKICHUX J1IKapChKHX 3aC06iB Ta TAKMX, LLLO
O(iLiHHO HEe BBO3UIIUCE HA TEPHTOPIO Ykpaiuu:

lepxasHa cnyx6a 3 nikapcekux 3acobis Ta KOHTpOMo
M2 Depwnikcnyx6a M2 3a HapkoTukamu y Kiposorpaacekiit o6nacri
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3ABOPOHSIO peanizauito, 36epiranis Ta 3aCTOCYBaHHs BCiX cepiii
nikapcekoro 3acofy "ROTARIX, 1.5 mL Oral Siispansiyon Igeren Aplikator"
BUpoOHUuTBa ['nakcoCmitKnasiin Bionomxikans C.A., Benbris, 3 MapkyBaHHAM
TYPEUBLKOO MOBOIO.

Cy6’€eKTaM rocrofapchbkoi JisIbHOCTI, SKi 3Ai HCHIOKOTS peaisalito, 30epiraHus
Ta 3aCTOCYBAHHS JIIKApChKUX 3aC00iB, HeBIOKNALHO mMiciis OJIEPXKAaHHA JIaHOI'0
PO3MOPAIKEHHS IEPEBIPUTH HAABHICTb BKA3aHOTO TiKAPCHKOTO 3ac00y, BXKHUTH 3aX0,/1H
OO BHIYHYEHHS KHOro 3 o6ily IIIAXOM 3HHLIEHHS, NpO WO MOBiAOMHTH
TepUTOpialbHUH opran Jlepxkiikciayx6u. Y pasi 3sHULLEHHS BiAXOIB npenapary B
ABOTHXKHEBUH CTPOK HANPaBUTH 10 TEPUTOPIAILHONO OpraHy Hepxaikcnyx6u konito
aKTa Mpo 3HUILEHHS BIAXOAIB AiKapChKOro 3acoby.

KoHTpo:1b 32 BUKOHAHHSAM 1aHOTO PO3NOpPSAKEHHS 3AIHCHIOIOTH TEPUTOPIAbHI
opranu JlepxikciyxOu Ha Bianosiauii Teputopii.

HeBukonanns naHoro posnopskeHHs TArHe 3a coGOIO BIAMOBIAAIbHICTD
3TIAHO 3 YUHHUM 3aKOHO/aBCTBOM Ykpainu.

Komii nanoro po3nopsmkeHns HanpasieHi:

MiHiCcTepcTBO OXOpOHH 310p0OB's Y kpaiHu;

AIT " lepxaBHUit eKCrIepTHHH LEeHTp MiHicTepcTBa OXOpOHH 310pOB's YKpaiHK";
TOB "I'nakcoCmitKuaiin ®apmackiotikanc Ykpaina".

[lepwnii 3actynnuk MosloBn Baaaucnas HIJIMHA

Onis Kesanu
422-55-76
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fiKi 3afiMalOThCs peaJiizauicto,
30epiranHaM i 3aCTOCYBaAHHAM
Jikapchkux 3aco0iB

KepiBHukam repuTOpianbHHuX opranin
Hepaitikenyxou

PO3INIOPAVKEHILISA

BignosigHo no Konctutyuii Ykpainu, crateit 15, 22, 55 3axony Ykpaiuu
"OCHOBH 3aKOHONABCTBa YKpaiHH NpO OXOpOHY 3aopoB's", crateid 15, 21 3akouy
Ykpaiuu "I1po nikapcebki 3acobu"”, TlonoxenHst npo JlepxkaBHy ciyx0y Ykpaiuu 3
nikapcbkuX 3acobiB Ta KOHTPONIIO 32 HAPKOTHKAMH, 3aTBEPKEHOrO MOCTAHOROIO
Ka6inery MinictpiB Ykpainu Bix 12.08.2015 Ne 647, Tlopsaky 3iiichcuns
AEPXKaBHOTO KOHTPOJIKO SKOCTi JIIKapChKHUX 3acobiB, WO BBO3ATLCA B YKpalily,
3aTBepIXKeHOro noctaHoBolo Kabinery MiunictpiB Ykpainu Big 14.09.05 Ne 902,
[Topsaxy BcTaHoBjieHHs 3a00poHM (TMM4acoBoi 3a0OpOHM) Ta MOHOBJEHHS 00IIy
nikapchkux 3acobiB Ha TepuTopil YKpaiHM, 3aTBepIKEHOro Hakaszom Minicrepcria
OXOpOHHM 3710poB's Ykpainu Bix 22.11.2011 Ne 809, 3apeectposanum B Minicrepersi
tocthitil Ykpaiau 30.01.2012 3a Ne 126/20439, [Topsaxy KOHTPOJIO AKOCTI JIIKAPChKHX
3aco0iB IiJi 4Yac ONTOBOI Ta pO3APiOHOT TOPriBMi, 3aTBEPMKEHOIO 1HaKa3oM
MinicTepcTBa 0XOpoHH 310poB's Ykpainu Bin 29.09.2014 Ne 677, 3apeectponatinm B
MinictepcTsi ocTHuii Ykpainu 26.11.2014 3a Ne 1515/26292, Tpasun yruizaiit 1a
3HHMILIEHHS JiKapChKUX 3aco0iB, 3aTBepKEHHX HakazoM MiHicTepeTia OXOpolH
3n0poB's Ykpainu Big 24.04.2015 Ne 242, s3apeectpoBawuM B Minicreperni
loctuuii Yxpainu 18.05.2015 3a Ne 550/26995, 3 meTor0 aKTUBHOI HPOTUILIT
MOILMPEHHIO HEAKICHUX JIIKapChKUX 3aC06iB Ta TaKuX, 1O OQILIHHO HE BBO3MIIMCH 1ia
TepuTopito Yxpainu, Ha migcrasi indopmauil Bin TOB "Pow VYkpaina" 11010
BUSB/IEHHs Ha TepuTopii Ykpainu cepii B7246B09 nikapcbkoro 3acoby ABACTUH®,
KOHLEHTpAT [/s po3unHy s iHQysii, 400 Mr/16 mn y dnakoni, no | dnakony y
KapTOHHiK kopo6bui, BupoGHuursa "®.Xodpdmann-Jla Pow Jlta", [seiuapis, 3
MapKyBaHHAM BHKJIIOYHO POCICHKOI0 MOBOIO!

OepxasHa cnyx6a 3 nikapcbkux 3acobiB Ta KOHTPOSIHO
M2 i
M2 Aep)«nlxcnymsa 32 HapKOTUKaMu y KlposorpaACme obnacTi
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3ABOPOHSIIO peanisauio, 36epiranus Ta 3aCToCyBaHHs  BCix  cepiit
JIIKapCHKOro 3ac0by ABACTUH®, KOHLCHTpAT 11 po3uuny nig indysiit, 400 mr/16
MLy diakoHi, no | drakony y KapTOHHIit kopobi, BHPOOHHUTBA "®. Xoddmanu-ls
Pour Jitgn", Ulseiiuapis, 3 MAapKYBaHHIM BHKJIIOYHO pociiicbkoro MoBoo.

Cy6’exram rocrnofaproBaHus, sij 3MIHCHIOIOTD peainizaiio, 30epiranns ra
34aCTOCYBAHHS  JliKapCHKUX 3acobis, HeBigxnagHo MCIS  onepxaHHs JaHoro
PO3MOPSIDKEHHs  mepeBipuTH HasBHICTb  BKa3aHOro JIKapChKOro 3acoby 3

NIKapCLKOro 3aco0y.

KonTpons 3a Bukonanusy AGHOT'O PO3MOPIMKEHHS 31 HCHIOOTE TePUTOPIANbHI
opranu [depxnikenyx6u ya BIATIOBIAHi i1 TEPUTOPI|.

Hesukonanus nanoro PO3NOPSKEHHA TsrHe 3a coGojo BLANOBIAabHiCTL
3I'AHO 3 YHHHUM 3aKOHORABCTBOM YKpaiHu.

Konii nanoro PO3NOpsKEHHs HanpaBneH;: .

Minicrepcrro OXOPOHH 310poB's YkpaiHu;

HIT" depxasuuii CKCMEPTHUI UeHTp Minicrepcrsa OXOPOHH 370poB's Ykpainu";
TOB "Pow Ykpaina".

Hepiuuii 3acrynunk Conopy 9 Bnagucaas HIJIMHA

Mapuna Tapan 422-55-76



