TEPXJTIKCITY KBA

HEPKABHA CJIYKBA 3 JITKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMH Y KIPOBOI'PAICBKIN OBJIACTI

By IlpeoBpaxenceka, 2, M. KpormiBHuubkHit, 25006, Ten/dakc: (0522) 32-14-41.
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KepiBHHKAaM Ta YIOBHOBAKEHUM 0C06aM
ANTEYHHUX TA MEIHYHHUX 3aKJIATIB
Kiposorpaacekoi o6aacri

Jo yBaru YnoBHoBaskeHHX 0Ci0!

Hanaemo posnopsixkenns JepxabHoi ciyx6u YKpaiHHU 3 JIKapchKUX 3aco6iB Ta KOHTPOIIO
3a HApKOTHKaMH 100 3a00poHH 00iry JikapcbKoro 3acody.

3a_masBHOCTI, BKa3aHuX Yy PO3NOPAKEHHI JiKapchKuX 3aco6iB, moBimomutd JlepikaBHy
cimyx0y 3 JIKapchKUX 3aco0iB Ta KOHTpPONIO 3a HapkoTHkamu y KipoBorpajacekiii o6nacti mpo
BJKHTI 3aXO0/IM LIO/I0 BUKOHAHHS PO3IOPSKEHHS.

IHpopMallito Ha/laBaTy Ha NAepOBUX HOCIAX MOLITOK, 3a ajpecoto: éy. Ipeobparcencoka, 2,
M. Kponuenuysxuii, 25006, 3 nogatkamu:
a) IpH BMIIlIeHH] B KAPaHTUH JOJAE€ThCS KOsl TPHOYTKOBOT HAKTaIHOT;
0) IpH NOBEpHEHH] NOCTaYaNbHUKY A0AAKOTHCS: KOs NPUOYTKOBOT HAKJIA[HOT;
KOIIist HaKJIa{HOT Ha NOBCPHECHHS.

B) Y BHMIAJKy Mepejayi BiXOMiB JKapchkoro 3acoby Ha yTuiisalio abo 3HHIICHHS,
Y ABOTHXXHEBHH CTPOK moiHdopmyBaty JlepxkaBHy cTyx0y 3 JIiKapchbKHX 3ac06iB Ta KOHTPOIO 3a
HapkoTHkaMy y KipoBorpazchbkiit o61acTi Ta HajaTH KoOmik npubyTKOBOI HAK/IaAHOI.

llpy HacTynHMX MOCTaBKaX JIKapChKMX 3aco0iB, BKA3aHHX Yy PO3MOPSDKEHHSX, CYy6’eKT
TOCTOJApIOBAaHHA TIOBHHEH BKMTH 3aXOMiB MO0 3amobiraHHA npuabaHHs, pealizauii Ta
3aCTOCYBaHHS JIKapCbKHX 3aC001B, 3a3HAYCHHUX Y PO3NOPAIKEHHAX.

Y BUIAAKY BIICYTHOCTI JIIKapChbKUX 3aco6iB, BKa3aHUX Yy DO3MNOPAUKEHHAX UM JINCTaX
HepxiikciayxOu, BiTnoBii B MHCHMOBOMY BHUIIISIi HAIABATH He NOTPIOHO.

OpmHOYacHO Haraayemo, WO 3 PO3NOPSAIKCHHAMH Ta JHUCTaMH JlepIikcayxkOu MoxkHa
O3HaHOMHUTHCS Ha odiuifiHomy BebcaiTi JlepkaBHol cy)6u YKpaiHu 3 JikapchbKuX 3acobiB Ta
KOoHTpomto 3a  Hapkotukamu  (https://www.dls.gov.ua/) B  poszmini  PO3ITOPADKEHHS
JAEPXKJIIKCITY XBU.

Honarku:

1. Komis posnopsmkeHHs epxaBHoi ciy)Ou Ykpainu 3 jikapchbkux 3aco6iB Ta KOHTPOJIKO 3a
HapkoTUKaMH Bifl 04.03.2026 Ne 115-001.3/002.0/17-26 Ha | apk.;

2. Komist posmopsmxenHs epxkaBHoi ciyOn Ykpainu 3 NMiKapchkHX 3acobiB Ta KOHTpOJIIO 3a
HapkoThkamH Bia 04.03.2026 Ne 116-001.3/002.0/17-26 na 1 apk.;

3. Komis posnopskenns JlepxaBHoi cnyxkOn YkpaiHu 3 JiKapchbKux 3acoGiB Ta KOHTPOIO 3a
HapkoTHKaMmH Bi 04.03.2026 Ne 119-001.3/002.0/17-26 Ha 1 apk..

Havyanbauk cayxou Jlinia IAH®LJIOBA

Ocranenko Banentina 32 14 41
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AEP)KABHA CIAYXKEBA yKp IHHA 3 JIKAPCHhKHX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTUKAMHU
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_ e
Kepisaukam cy0’exTiB
rocnojapoBanns, ki 3aHMaIOThCs

peauizamnicro, 30epiranusm i
3aCTOCYBaHHSIM JIKAPCLKHX 3ac06iB

KepiBankam TEePHTOpiaIbHIX
opranis Hepscnixcayxen

PO3MOPSKEHHS

Kabinery Minictpis  Vxpainn Bin 12.08.2015 No 647, Iopsnky smiticHenns
ACPXABHOTO KOHTPOJIIO 32 SKiCTIO TiKapChKHX 3ac00iB, O BBO3ATHCY B Ykpainy,
3aTBEPIKEHOIO IIOCTAHOBOIO Kabizety Minictpis Ykpainu Bin 14.09.2005 Ne 902,
OyHkTy 3.2.1 Topsiaky BCTaHOBICHHA  3a60poHH (TiMYacoBof 3a00pouH)
Ta TIOHOBICHHS 06iry JiKapchkux 3acofin Ha Tepuropii Ykpaiuu, 3aTBEPIKEHOTO
Haka3oM MiHictepcrra OXOPOHM 3710pOB’s Vkpainu Big 22.11.2011 Ne 809,
3apecCTpoBanuM B MiHicTepcTsi foctunii Vipaiaun 30.01.2012 Ne 126/20439,
Hopsnxy xonTpomo sxocri MIKapChKHX 3aco6iB OiJl 9ac onToBoi Ta po3api6HOT
TOPriBi, 3aTBEpKEHOTO HakasoM MiHicrepcrra OXOpOHH 310pOB'S  Vkpainu
Bix 29.09.2014 No 677, 3apeecTpoBanmm B Miricrepersi  rocrunii YKpainu
26.11.2014 3a No 1515/26292, IlpaBun yrumizamii ta SHUIICHHS JTIKapChKUX 3aco0is,
3aTBEP/DKEHUX HAKa30M Minicrepcrra OXOpOHH 3710poB’st YKpainu Big 24.04.2015
Ne 242, 3apeecTpoBaHuM B MiHicTepersi IocTuii  Ykpainm Big 18.05.2015
32 Ne 550/26995, Ha MACTaBi HaZXO/mKEHH  iHpopMarrii Bl YIIOBHOBAa)KEHO]
naboparopii (mict Big 26.02.2026 No 2/241) crocosno HEBIiIMOBINHOCT] BHMOram
METO/iB KOHTPOIIO  sIKOCTi 3a NOKasHUKOM: «O06'em, moyp BHTHPAGTLCHY02 3

TiKapGhKYX 3ac00iB Ta

(3anmxenuii) cepii 010724 JTIKapCHKOTo 3acoby JIEBOITPO®, PO3YHH IS tHgyysidiza

KOTUKAMU Yy

500 mMr/100 mi; o 100 wp Y KOHTe#Hepi; no 1 KoHTetiHepy B monieryga OBOMYKiii

M2 flepsnikcnyx6a 06Ha~CT14 03.2026
Ne115-001.3/002.0/17-26 gig 04.03.2026 Ne144/02.12-26 Bix 04.03.
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IaKeri B KkopoGi, BHPOOHHITRBA J[T «Dapmatpeiiny, Ykpaina (peectpamiiine
nocsiggenns Ne UA/11924/01 /01):

3ABOPOHSIIO peamisauiio, 36epiranus 1a 3aCTOCyBaHHs cepii 010724
JIKapChKOro 3aco0y JEBOIIPO®, PO3YMH i indysiii, 500 mr/100 mu;
no 100 ma y KOHTeHHepi; mo 1 KOHTeiiHepy B NOieTHIEHOBOMY maKkeri
B KopoOui, BHpoGHHNTEa A «®Dapmarpeiiy, YKpaina (peecpaniiine
nocBixyenns Ne UA/11924/01/01).

Cy6’extam TOCTIONapIOBAHHS, sKi 3MiHCHIOIOTE peanisaiiio, 36epiramms
Ta 3aCTOCyBaHHA JikapchKkOro 3aco0y HeBinkmagmo, micis OJEpXaHHS HaHOTO
PO3NOPSIOKEHHSI, NepeBipUTH HasBHICTE BHIIE3a3Ha49€eHO] cepii Jikapcskoro 3ac00y,
BXUTH  3aX0OH  Imomo BUIIYYeHHS i1 3 obiry  mursxom TIOBEPHEHHS

(V]

KonTtposns 3a Bukonanmsam AGHOTO PO3MOPSIKSHHS 311 HCHIOIOTE TEPUTOpiaTIbHi
opranu [lepxumikenyx6u Ha BLANOBIAHI i TEPUTOPIi.

HeBuxonauns mamoro POSIIOPAIKEHHS. TATHE 3a coGoro BiJITIOBi nabHiCTS
3TiJHO 3 YHHHUM 3aKOHOJABCTBOM YKpaiH.

Kormii ganoro PO3NOPSAIKEHHS HAapaBiiewi:

Minicreperso OXOpOHH 37I0POB'S YKpaiHu;

ALl «JlepxaBuuii CKCIIEPTHUM 1eHTp MiHicrepcrra OXOPOHH 3HOPOB's
VYkpaiuum»;

TOB «Konapk IarenMeny», Vipaina.

/
T.B.0. 'osioBn Boaoanmup KOPOJIEHKO

Ounena BSI3OBCHKA, Tei.(044) 422-55-76 (127)



AEPKABHA CIIYXKBA YKPATHHU 3 IIKAPCHKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
(Aepaxaikcay:xoa)
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Ne Ha Ne BiJ
KepiBnukam cy®’exTiB
rocnojapioBaHHA, fiKi 3aliMalOTbes
peaJiszauicio, 30epiraHHsIM i
3aCTOCYBaAHHSAM JIKapCHLKHX
3aco0iB
KepiBHukam TePHTOPiadbLHUX

oprasie [lep:iikciy:xou
PO3HOPAKEHHSA

Bignosinno mo Koucrutynii Vkpaiuu, crareii 15, 22, 55 3akoHy VYkpainu
«OcHOBH 3aKOHOZABCTBA YKpaiHy PO OXOPOHY 310pOB's», cTateii 15, 17, 21 3akony
Ykpainn «IIpo nikapcbki 3aco6m», Ionowenns mpo epkasHy cinyx0y Ykpaiuu 3
MKapCbKAX 3acobiB Ta KOHTPOJIO 33 HAPKOTUKAMH, 3aTBEPIKEHOTO MOCTAHOBOKO
Kabinery MinictpiB Vkpainm Bim 12.08.2015 Ne 647, Iopsiaky 3pilicHeHHS
AICPIKABHOIO KOHTPOIIO SKOCTI JKAPCBKHX 3aco0iB, IO BBO3ATECA B YKpaiHy,
3aTBEPIDKCHOrO MocTaHoBoro Kabinery MinicTpiB Vipainu six 14.09.2005 Ne 902,
nyrkty 3.2.3 Ilopsaky BCTaHOBIeHHS 3aGOpPOHH (THMYacoBOi 3a00poHH) Ta
IIOHOBJICHHS 00iry ﬂiKapCLka 3aco0iB Ha TepuTOpil YKpaiHH, 3aTBEpIKEHOro
Haka3oM MiHicTepcTBa OXOpOHM 310poB’s Ykpainum Bim 22.11.2011 Ne 809
(31 3miHamm), 3apeecTpoBaHOro MinicTepetBom tocTuuii Vkpainm 30.01.2012
3a Ne 126/20439, IopsiaKy KOHTPOJIIO SKOCTI JiKapCHKHX 3ac06iB I 4ac omToBoL Ta
po3api6bHoOi TopriBmi, 3aTBepiUKeHOro Hakazom MinicTepcTsa OXOPOHH 3JI0POB'S
Yxpainu Bin 29.09.2014 Ne 677, sapeecrpoBanoro MinictepersoM roctumii Ykpainu
26.11.2014 3a Ne 1515/26292, Tlpasun yTunizanii Ta 3HAIECHHS JIKapCHKHX 3aC00iB,
3aTBCP/UKCHUX Haka3oM MinicTepcTBa 0XOpOHH 310poB’s Ykpainu Bix 24.04.2015
Ne 242, 3apeectposannx MinicTepcrBoM roctmmii Ykpainu Bin 18.05.2015 3a
Ne 550/26995, wa migctaBi  HaAXOIKEHHS MIKHApOJHOIO  IOBiJOMJIEHHS
Bif{ perynsaToproro oprany bpasmiii Ne BR/ Desvios de qualidade classe 11/419.1.0
HI0A0  BIAKIMKY 3 00iry cepi'l' 24112378 JHKaPCHKOT QfepxaBREOPNGa 3

DIPIRONA (Metamizole) 500 mg/ml, posums must in’exuii, mo 2 M 5 ARa. ™

HAPKOTHKaMHU y
2 OepxnikcnyxSa ‘ KipOBorpaI[CI.xKH/I
N°116 001.3/002.0/17-26 Bin 04.03.2026 obmacTi
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BupobHuLTBa HYPOFARMA - INSTITUTO DE HYPODERMIA E FARMACIA
LTDA, Bpasuiis, mwo odiui#iHo He BBO3MBCS Ha TepuTopilo YKpainu, y 3B’SI3KY 3
BUSBIICHHSAM BHUIMMUX YacTOK y (JIAKOHi.

3 METOI0 aKTUBHOI IPOTUIT IOMIMPEHHIO JTIKAPCHKHUX 3aC00iB, 3 OIJIsAAy Ha Te,
IO TaKa MPOAYKIisi € HeGE3NMEUHOO Ta MOXKE HECTH 3arpo3y JKHTTIO Ta 30pOB' 0
HaCeJeHHS:

3ABOPOHAAMO peanizaniio, 36epiranna Ta 3actocyBaHHA cepil 24112378
nikapcekoro 3aco6y DIPIRONA (Metamizole) 500 mg/ml, pozann aus in’exniii,
mo 2 ma B amnyaax, Bupoomuutea HYPOFARMA - INSTITUTO DFE
HYPODERMIA E FARMACIA LTDA, Bpa3suuis, uo odiniiino He BBO3UBCS HA
TEPUTOPiIO YKpainy.

Cyb’exram rocnonaproBanHs, fKi 3AIHCHIOIOTH peanizamiro, 36epiraHss Ta
3aCTOCYBaHHs JIKapChbKMX 3acobiB, HEBIIKIAAHO, MiCHs OJEpPXAaHHSI NAHOTO
PO3MNOPATKCHHS, IEPEBIPMTH HAsABHICT BKa3aHOI cepii JIiKapchKoro 3acoby, BXUTH
3aXOfU INONO BWIYYEHHS ii 3 0OOIry HIISXOM IOBEPHEHHS NOCTAYANBLHHKY abo
3HUIIEHHS, PO 1O HOBiIMOMHTH TEpUTOpiambHUN opraH [epxutikciyx6u. Y pasi
3HHUIICHHs BiIXOMiB 3a3Ha49eHOi cepii Jikapchkoro 3aco0y B JBOTHXKHEBHM CTPOK
HAIIPABUTH JIO TEPUTOPIATBHOrO oprasy JepXiiiKciayx0u KOMiio aKkTa Ipo 3HAIIEHHS
BiJIXOZiB JiKapChKOro 3aco0y.

KoOHTpOIIBb 32 BUKOHaHHSIM JTAHOTO PO3TIOPSIDKEHHS 311 CHIOIOTH TEPUTOPIaNIbHi
opranu Jlepxikciyx6u Ha BiIITOBiIHIN TEPUTOPII.

HeBukoHaHHs [aHOTO PO3MOPSAIKEHHS TATHE 3a COOOK BiNOBIAANBHICTE
3riIHO 3 YUHHUM 3aKOHOJABCTBOM YKpaiHH.

Komii faHOT0 po3nopskeHHS HarpaBIeHi:

MiHicTepCcTBO OXOPOHU 310POB'S YKpaiHu;
AIl  «JlepkaBHMH €KCIEpTHHM LeHTp MiHICTepcTBa OXOPOHH 370pOB's

VYkpainm».

T.B.o. l'onoBu Boaonumup KOPOJIEHKO

Onena JIMCAK, ten.(044) 422-55-76 (133)



JEP)XABHA CJIYXBA YKPATHM 3 JJIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMN
(Mepaxciikemyxoda)
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Ne Ha Ne Bil
KepiBHuKkam cy®’ekTiB
rocnofiapioBaHHs, fKi 3aidMaloThesl
peaiizauniero, 30epiraHHsAM i

32CTOCYBAHHSIM JIIKAPCHKHX 32€00iB

KepiBaukam TepPHTOPiaNbHHX
opranip JepatikcryxOn

PO3MOPSJUKEHHS

Bimmosiguo o KoHctuTymii YKpaiHH, crated 15, 22, 55 3akoHy YKpaiHu
«OCHOBH 3aKOHOJABCTBA Y KpaiHU IIPO OXOPOHY 3710pOB'a», cTatei 15, 17, 21 3akoHy
Vxpaiau «IIpo mikapceki 3acobuy, TTonoxeHHs Ipo JlepKaBHY cinyx0y Ykpainu 3
NKAapCHKHX 3aCO0iB T2 KOHTPOIIO 32 HApPKOTHKAMH, 3aTBEPDKEHOTO TOCTaHOBOIO
Ka6inery Minictpis Ykpainu Bif 12.08.2015 Ne 647, Tlopsaaxy 3miCHEHHA
JEPKABHOTO KOHTPOJIIO AKOCTI JTKAapChKHMX 3aco6iB, IO BBO3ATECSA B Vkpainy,
3aTBEP/PKCHOT0 ITOCTAHOBOKO KaGizery MinictpiB YKpainu Bij 14.09.2005 Ne 902,
nyakty 3.2.3 Tlopsaky BCTaHOBICHHA 3a60poHK (TUMHYACcOBOL 3a00poHH) Ta
[IOHOBIIEHHS OOIry JiKapchKMX 3aco0iB Ha TepuTOpii YKpaiHu, 3aTBEPIKCHOTO
HakazoM MiHICTEpCTBA OXOPOHH 3[0POB’S Vipaimm Big 22.11.2011 Ne 809
(3i  3miHamm),  3apEECTPOBAHOIO MigicrepcTBoM ~ FOCTHII  YKpaiHH
30.01.2012 3a Ne 126/20439, IlopsnaKy KOHTPOIO SKOCTI JTIKApCHKUX 3ac00iB MijT 4ac
ONITOBOI T4 PO3ZPiOHOI TOPriBi, 3aTBEPIOKEHOrO HAKA3OM MinicTepcTBa OXOPOHU
3710pOB's Y KpaiHH Bijt 29.09.2014 Ne 677, 3apeecTposaroro MinicrepcTBoM FOCTHIIT
Vxpainm 26.11.2014 3a Ne 151 5/26292, TIpaBun yTuIi3alii Ta 3SHUICHH JTIKapChKHAX
3ac06iB, 3aTBEPIKCHMX HaKa30M MiHicTepcTBa OXOPOHM 3I0POB’S Ykpainu
Bim 24.04.2015 Ne242, 3apeecTpOBaHUX MinicTepcTBOM HOCTHIT  YKpaiH#
Bigx 18.05.2015 3a Ne 550/26995, Ha IMiACTaBl HAJXOIKCHHS MDXHapOTHOTO
HOBiJOMJIEHHS BiJl peryJIATOPHOIO Oprafy CIIA 111010 BUSBJIEHHA HEBiATIOBIIHOCTI
yMoB 306epiraHHs JiiKapChKOro 3acoby UDENYCA (Pegﬁlgr%sgim)ggp m%l;/g)e% i,
PO3UMH UL iH’ €Ki, supoOuuiirBa ACCORD BIOPHARMA INC, @Iﬂﬂf{%{;ﬁ% O%gg’g?f@

HapKOTHUKaMHU 'y
4 pia 14032028 KipoBorpachkiii
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aKTMBHOI NPOTHIIl TOIUPEHHIO mikapchkux 3acoiB, 3 OrAdy Ha Te, O Taka
TPOAYKList € HEOE3MEYHOIO T2 MOXE HECTH 3arpo3y JKUTTIO TA 3I0POB 10 HAaCEIICHH!

3ABOPOHSIO peaitizaiio, 30epiranHs Ta 3aCTOCYBaHHs
naptii 2199821 (116 cepi#t 3ri[HO 3 JOJATKOM) JKapChKOTO 3aco0y UDENYCA
(Pegfilgrastim) 6 mr/0,6 mux, po3amH NJs in’exniii, upodauurea ACCORD
BIOPHARMA INC, CHIA, mo odili#Ho He BBO3UBCS Ha TEpUTOPII0 YKpaiHH.

Cy6’eKTaM TOCIOAApIOBAHHS, fKi 3MifiCHIOIOTH peaiszallifo, 30epiranHs Ta
3aCTOCYBaHHS JIKapChKHX 3acobiB HEBiOKIANHO, TiCig OJepXaHHd JaHOro
PO3TOPS/UKCHHS, TIEPEBIPUTH HasBHICTH BKA3aHUX Cepill TiKapchKoro 3aco0y, BIKUTH
3axogd  IOAO  BWIyYeHHd  1X 3 0o6iry  IUIIXOM  MOBEPHEHHS
HOCTaYAIbHIKY/BUPOGHUKY ab0 3HHUIICHHS, PO 1O TIOBI/IOMHUTH TEPUTOPIANTbHUHA
opran Jlepxmkcimyx6u. Y pasi 3HHMINEHHS BIIXOMIB Mpernapary B JIBOTHXKHEBUA
CTPOK HAIpPAaBHTH O TEPUTOPianbHOIO OpraHy Jlep*TiKCITy)KOU KOIito aKra IIpo
3HUIIEHHS BiXO/IiB JIIKApPCHKOTO 3aco0y.

KoHTponb 3a BHUKOHAHHSIM  JIaHOTO  PO3TOPADKCHHA 31CHIOIOTH
TepuUTOpiaibHi Oprasu JleprcTikciTy>KxOu Ha BiOBINHIA TePUTOPIi.

HerukoHAaHHS JAHOTO PO3MOPSDKEHHS TATHC 3a co6OI0 Bi/IOBIANBHICTH
3riTHO 3 YAHHUM 3aKOHOJIaBCTBOM VYkpainu.

Kormii JaHOTO PO3IOPS/DKEHHS HAIPABIICHI:

MiHicTepCTBO OXOPOHH 37I0pOB's Y KpaiHH;

T «JlepxaBHUM E€KCNIEPTHUH LEHTP MiHicTepcTBa OXOPOHH 3IOpPOB'S
Ykpainum».
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1/ ‘ [ ~., BoJgoaumup KOPOJIEHKO

T.B.0. I'oJi0oBH

Ouena JINCAK , Tem.(044) 422-55-76 (133)



