HEPXJIIKCITYKBA
JAEPKABHA CJYXKBA 3 JIKAPCBKHUX 3ACOBIBU
TA KOHTPO.IIO 3A HAPKOTUKAMU Y KIPOBOTI'PAJICHKIN OBJIACTI

By IIpeobpaencrka, 2, M. Kponmsaumskimit, 25006, Te/hake: (0522) 32-14-41,
e-mail: dIs.kr@dls.gov.ua, https://www.dls.gov.ua, Kox €HPIIOY 37059505
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KepisBnukam Ta YmoBHOBaskeHHM 0co6anm
ANTEYHHUX TA MEAHYHHX 3AKJIAAIB
Kiposorpaachkoi o6acri

o yBaru YuosnoBaxenux oci6!

Hapaemo posnopsmkenus Hep:xaBHoi crmyx6u Yipainu 3 MIKapChKHX 3ac06iB Ta KOHTPOIIO
34 HAPKOTHKAMH 0110 3a60ponu 06iry rikapcsKoro 3acody.

3a_nassuocti, BrasaHmx y POSIOPAIDKEHHI JIKapchkuX 3aco6iB, moBimoMuTH HepxaBny
CIyx0y 3 nikapchkux 3acobis Ta KOHTpOIII0 32 HapkoTHkamu y KipoBorpascekiii o6mnacri 1po
BXKUTI 3aX0/H 1010 BUKOHAHHS PO3MOpsAIKEHHS.

__Indopmariro Hagasaty Ha [1alepoBHX HOCIAX MOMITO0, 33 a/PECOIo:; eyn. Ilpeobpasicencoka, 2,

M. Kponuenuywruii, 25006, 3 nonatkamu:

a) IPH BMillleHH] B KapaHTHH A0A€THCH KOs NpuOYTKOBOI HAKIIATHOI;

0) npu noBepHeHHi NOCTAYAIIEHHKY JI0/IAK0THCH: KOITis NPHUOYTKOBOI HAKJIAAHO;

KOIIist HAKJTaTHOT HA IOBEPHCHHS,

B) Y BHNAAKY nepeaadi Binxomis TKAPCHKOTo 3acoby Ha yTumisamiio aGo 3HUIIEHHS,
Y ABOTHXXHEBHH CTPOK MOIHMOPMYBATH JlepkasHy cinyx6y 3 mikapcskux 3aco6is 1a KOHTPOITIO 3a
HapkoTukamH y KipoBorpancekiii o6nacti Ta Hanati komiro HpHOYTKOBOI HaK/IaHO¥.

llpu HacTynmuux nocraskax JKapChKUX 3acobiB, BKazaHHX Y PO3NOPSIKEHHAX, Cy6’eKT
TOCIONAPIOBAHAS TOBHHCH BXHTH 3aXONiB IIOAO 3afoBiraHHs npuabanns, peanmizanii Ta
3aCTOCYBaHHs JIIKAPCHKUX 3ac00iB, 3a3HAYCHMX Y PO3NOpsAKEHHSX.

Y Bunaaky siacyruocri JIKapchKNUX 3aco6iB, BKa3aHMX Y PO3NOPSA/UKEHHAX YK JIMCTax
Hepsxnikenyx6u, BiANOBIzi B MHCHMOBOMY BHIVISAI HAZABATH He MOTPiGHo.

OpHouacHo Haramyemo, mo 3 POSIOPAIKCHHAME Ta JHCTaMH Jlepiikenyx6u MoskHa
O3HAHOMHTHCS Ha odiuiltHOMy Be6caifTi HepxkasHoi ciyx6u Yipainum 3 TiKapChKUX 3acobiB Ta
KOHTPOIIIO 33 HApKOTHKAMH (https://www.dls.gov.ua/) B posaini  PO3IIOPSKEHHS
HEPXIIIKCITYKBU.

Honarku:

L. Komis posnopamkerns [lepxasroi ciy®6n YkpaiHu 3 mikapchKux 3acoGiB Ta KOHTpPOIIO 34
HapKOTHKaM# Bif 15.12.2025 Ne 1040-001.1/002.0/17-25 ga 1 apK.;

2. Konist posnopsvkenns HepxaBHoi ciyxGu Ykpainu 3 mikapchkux 3acobiB Ta KOHTPOJIIO 3a
HapKOTHKaMH BiA 15.12.2025 Ne 1041-001.1/002.0/17-25 na 1 apK.. ‘
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EP)KABHA CJIYIKBA YKPAIHM 3 JIKAPCBKHMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU
(Jepatikey:xba)

npOCHeKT BepecteiichbKui, 120-A, m. Kuis, 03115, test/pake: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua, Kox €JIPTI0Y 40517815

Ne Ha Ne Bi
KepiBHHKaM cy0’€KTIB
rocnojiaploBaHHs, siKi 3afiMaloThes
peaJjizauieio, 30epiraHHAM i
32CTOCYBAHHAM JiKapcbKHX
3ac00iB
KepiBHHKaM TepUTOPIAIbHHX

opraHis JlepsKaikeay:kou

PO3IOPAKEHHS

BignosiHO JI0 Koucturyuii YKpaiHH, careit 15, 22, 55 3akoHy YKpainu
«OCHOBY 3aKOHOJIABCTBA Y KpaiHu PO OXOpOHY 370POB'SD, crareii 15, 17,21 3axony
Vipainu «IIpo mikapebki 3acobmw», 1lonoxenHs 1po JlepxaBHy CIyxKOY VYkpalau
3 JiKApCHKKX 3ac00iB Ta KOHTPOIO 32 HApKOTUKAMH, 3aTBEPIUKEHOTO [IOCTAHOBOIO
KaGinery MiHICTpiB YKpaiHu BiJ 12.08.2015 Ne 647, Ilopsaaky 3J[1CHEHHS
[epKaBHOIO KOHTPOJIIO SKOCTI JiKAapchKux 3acobiB, 11O BBO3ATHCH B Yxpainy.
3aTBEPIPKEHOT0 T10CTaHOBOKO Kab6inery Migictpis YKpaiiu Bin 14.09.2005 Ne 902,
nyakty 3.2.3  Ilopsaaky BCTaHOBNCHHA 3a00pOHU (TUMYACOBOL 3a00pOHH)
T4 TIOHOBJEHHS OBITy JNiKapChKMX 3ac06iB Ha TepuTOpii YKpaiHu, 3aTBEPIUKEHOTO
gakasoM MiHICTEpCTBA OXOPOHH 310poB’sl Y KpalHu Big 22.11.2011 Ne 809
(31 3MiHamm), 3apeecTpoOBAHOIO MinicTepcTBOM FOCTHALLT Vxpainu 30.01.2012
3a No 126/20439, Tlopsiiky KOHTPOJIO SKOCTI JIIKapChKUX 3aco0iB i 9ac ONTOBOI
Ta po3ApiOHOI TOpriBi, 3aTBEPUKEHOr0 HakasoM MiHicTepcTBa OXOPOHHU 3I0pOB'A
VY kpallu Bif 29.09.2014 Ne 677, 3apeecTpOBaHOr'o MiHicTepcTBOM FOCTHIII YKpaiuu
26.11.2014 3a Ne 151 5/26292, IlpaBui yTuizalii Ta 3HUIIEHH TiKapChKUX 3ac00iB,
3aTBEP/DKEHUAX HaKa3oM MinicTepcTBa OXOPOHU 3q0poB’s YKpainu Bift 24.04.2015
Ne 242, 3apeecTpOBaHUX MiHicTepcTBOM  FOCTHIII Vkpaind Bil 18.05.2015
sa  Ne 550/26995, na migcTaBi  HAJAXOJKEHHS MiKHAPOAHOTO NOBIJIOMJICHHS
Biji peryNsaTOPHOIO OpraHy Janii Ne DK/1/2025/02/01 oo BiAKIKMKAHHA 3 o01iry
HesIKiCHUX JIKapCHKUX 3ac00iB, prpoGHMITBA Aesica Pharmaceuticals S.r.1., ITamis.

3 MeTOO AKTHBHOI [POTHU/Iii HOIMPEHHIO niKapchKHX 3aco0iB, 3 OrAdy Ha T¢,
[0 TaKa MpOJIyKIs € HeOe3MedHo Ta MOJKE HECTH 3arpo3y XKUTTIO Ta 37I0POB 10
HaCeJIEHHS:

UB . [lepxaBHa ciyx6a 3
JKapchKUX 3aco0iB Ta
KOHTPOJTIO 3a

Mz [epwnikcnyxoa . HapKOTHKaMH
Ne A 0/17-25 BiA, 15.12.2025 KIPOBOFpancLKi}I;I
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3ABOPOHSIIO peaiizauito, 30epiraHHs Ta 3acTOCYyBaHH: TKapChKKX
3aco6iB, BUPOOHHITBA Aesica Pharmaceuticals S.r.l., ITania:
— cepiit 6103667, 6103669 (TepMmiH puAaTHOCTI 31 TpaBHs 2028), 6095280 (TcpmiH
npupatHocTi 31 rpyaHs 2025) mikapcbkoro 3aco0y ABBOTICIN GRANULAT
TIL ORAL SUSPENSION 100 mg/ml (ERYTHROMYCIN), rpanyan 4
nepopanbHoi cycnensii, 100 MI/MJ, WIAKA, 1o 50 mJ, no 100 mu;
— cepii 6103664 (TepmiH npugatHocTi 31 TpaBHA 2028) aikapchKoro 3acoly
ABBOTICIN GRANULAT TIL ORAL SUSPENSION 40 mg/ml
(ERYTHROMYCIN), rpanyJu 1is nepopaJibHoi cycnensii, 40 MI/MJI, IUISILIKA,
100 mu;
— cepit 241229, 241230, 241231 (tepMin mpupaTtHocTi 31 3KOBTHS 2028)
nixapeskoro 3aco6y ABBOTICIN FILMOVERTRUKNE TABLETTER 500 mg
(ERYTHROMYCIN), no 20 tabaerox y Oaicrepi, mo 100 Tadjietok y
KOHTelHepi.

Cy6’exTaM TroCrnojapioBaHHs, aKki 3miACHIOOTH peanizauito, 30epiraHHs
Ta 3aCTOCYBaHHS JIKaPCHKAX 3ac06iB, HEBIIKJIAZHO, MICJA OJEPXNKaHHA 1aHOro
PO3IIOPSIIKCHHS, TIEPEBIPHTH HaSBHICTB BKA3aHUX Cepili JiKapchKuX 3acobiB, BKUTH
3aXONM IIOJ0 BWIyHeHHs iX 3 00Iry IIAXOM 3HHMIICHHA ab0 T[IOBCPHECHHS
OCTaYaNbHUKY, MPO IO MOBLIOMHTH TepuTOpiadbHUi OpraH Jlepkikesnyxon.
Y pasi 3HULIEHHS BiJIXOJIiB 3a3HAYCHHX cepiii nikapchKux 3aco0iB B JIBOTUAHCBUI
CTPOK HAIpPaBUTH N0 TEPUTOPIANILHOTO OpraHy JlepsKaiKciy»Ou KOIilo aKra 1po
sHWIIEHHS BiIXOJiB JiKapchKoro 3acody.

KOHTpOIb 32 BUKOHAHHAM JIAHOTO PO3MOPAKCHHA 3 i CHIOIOTE TEPUTOPiabHI
opranu Jlepxikciyx0ou Ha BiJ(IOBIAHI} TepUTOPIl.

HerukoHaHHS JIAaHOTO pPO3NOpPsJ/UKEHHsS TATHE 34 co6ol0 BIANOBIAAIBHICTD
3M1AHO 3 YMHHUM 3aKOHOJABCTBOM Y KkpalHH.

Kormii 1agoro po3nopsaKeHHs HaIpaBJIEHi:
MiHicTepcTBO OXOPOHY 30POB'S YpaiHu,

JIIT «JlepkaBHUH eKCTIEPTHUAH  LEHTP MinicTepcTBa OXOPOHU  3/10POB's
Y kpaitHum».

TonoBa e Poman ICAEHKO

Hina YOPHEHLKA, Ten.(044) 422-55-76 (133)
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NEPKABHA CJIYXKBA VKPAIHN 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU
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Ne Ha Ne BiJI
KepiBHukaMm cy0’eKkTiB
rocnojapioBaHHs, siKi 3aiiMal0ThCH
peaJiizaui€io, 30epiraHHsIM i
32CTOCYBaHHAM JiKapcbKHX
3ac00iB
Kepienukam TepuTOpiaIbHUX

opraHis JleptiKeyKOu

PO3NOPAKEHHS

BinmnoBigHO 10 KoHCTUTYII VxpaiHu, crareit 15, 22, 55 3aKoHy Ykpainu
«OCHOBY 3aKOHOJABCTBA Y KPaiHK I1PO OXOPOHY 3J0POB'D, crateii 15, 17,21 3akony
Vipaian «IIpo iKapChKi 3aC00m», Tonoxernns 1po JepxaBHy cnyx0Oy YKpainu
3 JiKapCHKUX 3acO0iB Ta KOHTPOIIO 32 HapKOTUKAMH, 3aTBEPKCHOTO TIOCTAHOBOKO
Kabinety MiHicTpiB VkpaiHu BiJ 12.08.2015 Ne 647, llopsnky 301 ACHEHHA
JIepKaBHOTO KOHTPOIO aKocTi JiKapchKHX 3aco0iB, IO BBO3ATHCH B VYkpainy,
3aTBEPDKEHOTO OCTAHOBOO KaGinery MinicTpis YKpainy in 14.09.2005 Ne 902,
nyskry 3.2.3  lopanky BCTAHOBJECHHs 3a00pOHH (TMMUACOBO1 3a60pOHN)
ra HOHOBJICHHS 06iry JIKapChKUX 2aco6iB Ha TepuTOpii YKpaitu, 3aTBEPIUKEHOIO
pakaszoM MiHicTepcTBa OXOPOHHM 3m0poB’st  YKpaiHH gig 22.11.2011 Ne 809
(3i 3miHaMu), 3apeecTpOBAHOTO MiHicTepcTBOM FOCTHLII Vipaiau 30.01.2012
22 Ne 126/20439, TlopsaKy KOHTPOJIO gKOCTI TiKapchKux 3acobiB mia yac ONTOBOI
Ta po3apIOHOL TOPriBi, 3aTBEPIKEHOTO HAKa3OM MinicTepcTBa OXOPOHU 30pOB'A
Vkpaidu BiJl 79.09.2014 Ne 677, 3apeecTpOBaHOro MiHicTepCTBOM FOCTHIII Ykpainu
26.11.2014 3a Ne 1515/26292, IIpaBun yTunizamii Ta 3HAMCHH niKapchKUX 3aco0iB,
3aTBEp/KEHMX HAKa30M MiHicTepCTBA OXOPOHU 3n0pos’s YKpainu Bia 24.04.2015
Ne 242, 3apeecTpOBaHUX MiHicTepcTBOM jocTumii  YKpaiHu  Bil 18.05.2015
sa No 550/26995, Ha HijcTaBl HaIXOJDKECHH Mi’KHApOJHOTO TIOBIIOMIEHHA
Bijl perynsTOpHOIO OpraHy Pecny6mixu Kinp Ne CY/1/25/1 mono BIAKIMKaHHS 3
06iry HesKICHHX JIKapChKuX 3ac00iB, BUPOOHUITBA REMEDICA LTD, Pecnyfutika

Kn-[p. UB HepxaBHa ciyx6a 3
JKapchKUX 3aco0iB Ta
M depxnikenyxba H pKoTHKaNI
N21041-001.1/002.0/17-25 Bin 15.1 2.2025 o BOrPANCEKd
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3 METOLO AKTHUBHOI 1poTHAil MOMKPEHHIO NiKapChKUX 3acobiB, 3 OISy Ha TE,
[0 TaKa MPORYKLis € HeGe3reuHO Ta MOXKe HECTH 3arpo3y KHUTTIO Ta 3710POB 10
HaCeJIeHHS!

3ABOPOHSAIO peatizallito, 30epiraHis Ta 3aCTOCYBaHHA JHKAPCHKUX
3ac001B, BHPOOHHUITBA REMEDICA LTD, Pecny6uixa Kinp:
— cepiti 108721, 108393, 117185, 113107, 109309, 111462, 119814, 122050,
124558, 124574, 125118, 116997, 119832, 116996, 119833, 124955 miKapchKoro
3aco0y CLARITHROMYCIN 250 mg (CLAREM), Tabnerkd, BKPHTI
[L1iBKOBOIO 000JIOHKO10, 10 14 Ta0/1eTOK B oaicrepi ;
— cepiit 114388, 108957, 124831, 116948, 119009, 109392, 116997, 119833,
122047, 124588, 113449, 117108, 122047, 109391, 111468, 119832, 114135,
110921, 108393, 114134, 114135, 119851, 108360, 109393, 110918, 110919,
110920, 110922, 111467, 114814, 114815, 116994, 116995, 116996, 114134,
111467, 111468, 114135, 116997, 109392, 119851, 108360, 111469, 109391,
116996, 109391, 109390, 119851 nixapcbkoro 3acoly CLARITHROMYCIN
500 mg (CLAREM), TaGaerKH, BKPHTI IJ1iIBKOBOIO 0Go10HKO10, N0 14 TA0NETOK
B Gaicrepi.

Cy6’extaMm TOCTION@PIOBAHHS, gki  3AiMCHIOIOTH pealizaliio, 30epiraHns
Ta 3aCTOCYBAHHA JTKApCBKUX 3ac00iB, HEBIAKIAAHO, micias OfepXaHHs AaHoro
pO3NOPSIDKEHH, nepeBipuUTH HasBHICTS BKA3aHUX cepill JiKapChKuX 3ac001B, BAKUTH
3aX0OM 1LOJO BHIIYHEHHS ix 3 00iry uuisaXoM 3HULICHHS abo MOBEPHCHHS
nocTaYajbHUKy, Mpo Lo [OBIIOMUTH TEpUTOpIaNbHUM OpraH JlepiiiKeyKOU.
V pa3i 3HUILEHHA BiIXOJiB 3a3HaUCHUX cepiil niKapChkuX 3ac06iB B ABOTHKHCRUH
CTPOK HampaBuUTH 10O TepUTOPialbHOro  Opramy Jleprkikemysx0on KOMilo aKTa
IpO 3HMIEHHS BI/IXO/I1B JIIKAPCBKOTO 3ac00y.

KOHTpOJIb 38 BUKOHAHHAM JIAHOTO PO3MNOPAIKCHHA 371i/iICHIOIOTh TepUTOpianbHi
OpraHu JlepxtikcmyxOu Ha BiArIOBIAHIN TepUTOPIT.

HeBUKOHAHHS [@HOTO PO3NOPSUKEHHA Targe 3a coboro BiJITIOB1AaJIbHICTD
3rifHO 3 YMHHUM 3aKOHOABCTBOM Vkpaid.

Korii faHoro po3nopsiiKeHHA HaTIpaBJieni:

MIiHicTEpCTBO OXOPOHH 370poB'st Y KpaiHu;

JU1 «/lepxaBHui eKCriepTHU LEHTP MiHicTepcTBa OXOpPOHU 3,10pOB's
YkpalHu». 7
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Tos0oBa Poman ICACHKO

Hina YOPHEHBKA, Ten.(044) 422-55-76 (133)



