JEPXUIIKCIIY XXBA

JAEPKABHA CJIIYKBA 3 TIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU Y KIPOBOI'PA/ICBKIN OBJIACTI

ByJ1. [IpeobpaxeHcrKka, 2, M. KpormuBauubKHI, 25006, Ten/daxc: (0522) 32-14-41,
e-mail; dis.kr@dls.gov.ua, https://www.dls.gov.ua, Kox €JIPTIOY 37059505

0P 2y, 2055 o 17500, 1/02. O 124 xe ([ 22)

KepiBHuKkaM Ta YNOBHOBaKeHHM 0cobaM
ANTEYHHUX TA MEAHYHHX 3AK1ALIB
Kiposorpaacbkoi o6.1acri

Jlo yBaru Y noBHOBaKeHHX 0cif!

Hanmaemo poznopsimkeHHs [lepxkaBHoi ciy:x0H YKpaiHH 3 JIKapChbKUX 3aco0iB Ta KOHTPOIIO
3a HAPKOTHKaMH 100 3a00poHH 00iry JiKapcbKoro 3acooy.

3a HASIBHOCTI, BKa3aHWX y pO3MOPS/UKEHHI JiKapchbkuX 3acobiB, HoBLiomMuTH epxanuy
CIIy>x0y 3 JIKapChKHUX 3aco0iB Ta KOHTPOJIO 3a HapkoTHkamu y Kiposorpaicbkiii obsacti  1po
“BXKHTI 3aX0/IY 111010 BUKOHAHHS PO3IOPSAIKEHHS.

IndbopMmanito HajlaBaTH Ha [anepoBUX HOCIAX [OLITO, 3a aapecoto: ey.1. [Ipeodparncencoka, 2,
M. Kponusenuyokuii, 25006, 3 1oJaTkamu:
a) IpH BMIIIICHHI B KapaHTUH A0AA€ThCA KOMis NpUOYTKOBOT HaKJIaIHOI;
0) IpH MOBEpPHEHHI NOCTayalbHUKY J0/IaK0ThCs: KOs NPUOYTKOBOT HaK/1a/1HOT;
KOMisi HAKJTaTHOT Ha MMOBEPHEHHS.

B) V BHIAAKY TMepesadi BiJIXO/IB JIKapchbKoro 3acofy Ha yTWlizauio ado 3HHUICHHA,
y JBOTHXXHEBHH cTpok moindopmyBat JlepikaBHy ciiyxOy 3 Jikapchkux 3aco0iB Ta KOHTPOIO 3
HapkoTHkamu y KipoBorpaacekiil o6sacTi Ta HaJaTH KOO NPHOYTKOBOI HaK/1a/IHOT.

[Ipy HaAcTYMHUX MOCTaBKax JIKApCbKUX 3aco0iB, BKa3aHHX Yy PO3IOPSAMLKCHHAX, CYO €Kl
rOCMONapIOBaHHs [IOBHHEH BKHMTH 3aXOAiB 1I0A0 3arnodiraHHs npuadaHHs, peaizauii Ta
3aCTOCYBaHHS JIIKApPChKMX 3aC001B, 3a3HAUEHUX Y POZHOPA/UKEHHSAX.

Y BHNAAKY BUACYTHOCTI JIIKapChKHX 3ac00iB, BKA3aHMX Y PO3INOPA/UKCHHAX Uit JIHCTAX
Jepskiikcnyx6u, BilmoBiai B MHCbMOBOMY BUIJIs] HAZABATH He NOTPiOHO.

OIHOYAaCHO HArajyeMo, II0 3 PO3MNOPSDKCHHAMH Ta JAucTaMu JepiulikeinyxxOH MoxHa
osHaffomuTHCs Ha odiuiiiHoMy BeOcaifTi [lepkaBHOT ciyKOM YKpaiHM 3 JIIKapcbKHX 3aco0IB Ta
kouTpomto 3a Hapkotukamu  (https:/www.dls.gov.ua/) B posaminmi  PO3INOPSAUKEHHA
JEPXKJIIKCITY XBMU.

Honarku:
1. Komist posnopsakeHHs [lepxaBHOT cilyO1 YKpailHH 3 JIIKAPCbKUX 3aC001B Ta KOHTPOJIIO 32
HapkoTukamu Bix 07.04.2026 Ne 181-001.2/002.0/17-26 na | apk.;
2. Koris posnopsypkeHHs JlepkaBHOT clTyON YKpaiHH 3 JIKapchKHX 3aco01B Ta KOHTPOJIIO 3a
HapkoTukamu Bif 07.04.2026 Ne 182-001.2/002.0/17-26 Ha 1 apk..

HavanabHHK ciayxOH Jlinis MAH®LIOBA

Ocranerko Banentuna 32 14 41 £y . Hepmanta ciryx0a 3 HKapCLKHX 3aC001B T3 KOHIPOIIO 34
2% paproTikamy y Kipoporpaichkiil 0daacT
Nol75-01.1/02.0/05.12-26 nist OR.04.2026
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JAEPKABHA CJIYXKBA YKPATHM 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM
(Aepxaixesyxoa)

npocnekt bepecreiicbkuit, 120-A, m. Kuis, 03115, ten/daxc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
https://www.dls.gov.ua, Kog €JIPTIOY 40517815

Ne Ha Ne BIJ
KepiBankam cy0’ekTiB
rOCIOAAPIOBAaHHS, AKI 3aiiMaIOTLCH
peaJiizanieo, 30epiranasam i
3aCTOCYBAHHAM JIKapChbKHX
3aco0iB
KepiBaukam TEePHTOPIAJIBLHHAX

opraniB [lep:iikesyxou
PO3NOPSAKEHHSI

Bignosiguo mo Koncrutynii Vkpainu, crareit 15, 22, 55 3akony Yxpainu
«OcHOBH 3aKOHOZABCTBA Y KPaiHH PO OXOPOHY 310pOB'si», cTareii 15, 17, 21 3akony
Yxpainu «IIpo mixapceki 3acobw», Ilonoxerns mpo JepxasHy cnyx0y Ykpainu
3 JIIKapChKUX 3ac00iB Ta KOHTPOJIIO 332 HAPKOTHKAMH, 3aTBEPIKEHOr0 TOCTAaHOBOIO
Kabinery MinicTpiB VYkpainu Bix 12.08.2015 Ne 647, Ilopsaaxy 3ailicHeHHS
JACPKaBHOTO KOHTPOJIO SJKOCTI JIKapChKHX 3aco0iB, 110 BBO3ATHCA B YKpaiHy,
3aTBepKeHoro nocranosoro Kabinery MinictpiB YVkpainu Bix 14.09.2005 Ne 902,
nyakty 3.2.3 Ilopsaxy BcraHoBiIeHHs 3a0OpoHM (TMM4acoBoi 3aGOpOHH)
Ta IIOHOBJIEHHS 00iry JliKapchKHX 3ac0o0iB Ha TEpHUTOPii YKpaiHM, 3aTBEPKEHOTO
HakasoM MiHicTepcTBa OXOpoHU 3/10poB’st Ykpainm Bixg 22.11.2011 Ne 809
(31 3miHamm), 3apeecTpoBaHoro MiHicTepcTBoM roctuiii Vkpainu 30.01.2012
3a Ne 126/20439, TlopsaKy KOHTPOJIO SKOCTi JTiKapChKHX 3aco0iB ITij 4ac ONTOBOY
Ta pO3/IpiOHOI TOPTiBII, 3aTBEPIKEHOro HakazoM MiHiCTepcTBA OXOPOHH 3[0POB'S
VYkpaiuu Big 29.09.2014 Ne 677, 3apeectpoBaroro MiHicTepeTBoM 1ocTHIIii YKpaiHu
26.11.2014 3a Ne 1515/26292, ITpaBun yTuiizauii Ta 3HUIIEHHS JTIKApChKUX 3aC00iB,
3aTBEp/DKEHUX HaKa3oM MinicTepcTBa OXOPOHU 370poB’st YKpainm Big 24.04.2015
Ne 242, 3apeecrpoBanux MinicTepcTBoM toctunii Ykpaimm Big 18.05.2015
3a Ne 550/26995, Ha mincraBi HaOXO/DKEHHS MiXKHAPOAHOTO ITOBITOMIICHHS
BifI peryJisiTopHoro oprany Taimanay Ne TH/I1/2026/06 mozo Biakiuky 3 o6iry cepii
1211286 nixapceroro 3acoby KYPOCYP®® (CUROSURF) 80 me, cyensHais et
CHIIOTpaxealbHoro BBeleHHs, 80 mr/mu, mo 1,5 mu y ¢uakoni; If’&‘all‘“’@ﬁggi@g Ta
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B KapToHHiN kopoOui, BupobHuuTBa CHIESI FARMACEUTICI S.P.A., Irams
(peectpanitine moceimyenHss Ne UA/10170/01/01), y 3B’SI3Ky 3 MOXIMBUM
IEPEBUILIEHHIM BCTAHOBIEHUX KOHTPOJBHUX MEX pe3yNbTaTiB MOHITOPHHTY
HABKOJIMIIHBEOTO Cepe/IOBUINA B IIeXy PO3JHBY Kiacy A.
3 METOIO aKTUBHOT MPOTH/IIT TIOIMTUPEHHIO JIIKAPChKUX 3ac001B, 3 OTJISAY Ha Te,

[0 TaKa MPOAYKIS € HeOe3[euHOI0 Ta MOXXe HEeCTH 3arpo3y XUTTIO Ta 30POB 0
HACEJICHH:

3ABOPOHAIO peanizauiro, 30epiradis Ta 3actocyBaHHs cepii 1211286
mikapcekoro 3aco0y KYPOCYP®® (CUROSURF) 80 mg, cyemensis aas
eH/0TpaxeajibHOro BBeAeHHst, 80 mr/mJi, mo 1,5 ma y duaakoni; mo 1 ¢guaaxony
B KapTouHiii kopo6ui, Bupoouunnrsa CHIESI FARMACEUTICI S.P.A., ITanis
(peecrpaniiine moceiguenns Ne UA/10170/01/01).

Cyb6’extaM rocrojapioBaHHs, sSKi 3IIHCHIOIOTh peatizailito, 30epiraHHsd
Ta 3aCTOCYBaHHS JIKApChKUX 3ac0o0iB, HEBIAKIAAHO, MICAS OJEPXaHHS aHOTO
PO3MOPAIKECHHS, IEPEBIPUTH HASIBHICTH BKa3aHOI cepil JIKapchKOro 3acoly, BXXUTH
3axodd IMOJO BHWIYYSHHA 11 3 00iry IUIAXOM IIOBEPHEHHA IIOCTa4vaJbHUKY
ab0 3HMINEHHsS, TPO IO TOBIJIOMUTH TepUTOpiaibHUA opraH Jlepkimikcayxou.
Y pasi 3HMINEHHS BiJXOJIB 3a3HAYEHOI cepii JiKapchKoro 3acody B JBOTHXHEBUI
CTPOK HaIlpaBUTH 1O TepHUTOpiaibHOro opraHy JlepxmkciayxOu Komito akra
PO 3HUINEHHS BiIXO/IB JIIKApCHKOTO 3ac00y.

KoHTpoJib 38 BUKOHAHHSIM AaHOTO PO3NOPSKEHHS 3/11HCHIOIOTEH TePUTOPialibHi
opranu Jlep>xiikciry>xOu Ha BiAITOBiIHIH TepUTOPIi.

HeBukoHaHHS [aHOTO PO3NOPSKEHHS TIrHE 32 COOOK BiANOBIAANBLHICTH

3riJ{HO 3 YNHHUM 3aKOHOJIaBCTBOM Y KpaiHH.

Komii gaHoro po3nopsjkeHHs HarpaBleHi:
MiHiCTEepCTBO OXOPOHHU 30POB'S YKpaum

Il «/lep>xaBHUM eKCIIepTHUI ueHTp lélHICTepCTBa OXOPOHU 3HO0POB'S
Ykpaiam».

3actynauk I'ojoBH ; 5 Tapac IIPOHIB

Onena BSI3OBChKA, Ten.(044) 422-55-76 (127)



JTEPJKABHA CJOYKBA YKPATHU 3 JIKAPCHKHUX 3ACOLIB
TA KOHTPOJIIO 3A HAPKOTHKAMHA
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Ne Ha Ne BiJI
KepiBankam cy0’exTiB
rocnojapioBaHHs, fAKi 3alHMaloThLCH
peasizanicio, 30epiranHaM i

3aCTOCYBAHHSM JiKapPCHKHX 32C00iB

Kepisnuxam | TepUTOPIAILHUX
opranis Jlepxiikcryxon

PO3NOPSJUKEHH S

BianosigHO 10 Koucturymii YkpalHy, crateit 15, 22, 55 3akony Ykpaiau
«OCHOBH 33KOHO/IaBCTBa Y KpaiHy PO OXOPOHY 3]10pOB'sy, cTated 15, 17, 21 3akony
Yipaiau «[Ipo mikapebki 3acobuy», Tonoxenus npo JlepxaBHy cayx0y Yxpainu
3 JiKapchKHX 3aC00iB T2 KOHTPOJIO 38 HAPKOTHKAMH, 3aTBEPKEHOr0 ITOCTaHOBOIO
Kabinery MinicTpiB YKpalHH Bin 12.08.2015 Ne 647, Ilopsnxy 3/IICHEHHS
JEPXKaBHOTO KOHTPOIIIO qKoCTi JKapchKuxX 3aco0iB, MO BBO3ATHCA B Ykpainy,
3aTBEPI’KEHOT0 IIOCTAHOBOO Ka6inery Minictpi Ykpaisu Bift 14.09.2005 Ne 902,
nyakry 3.2.3 [lopsaxky BCTAHOBJICHHA 3aboponu  (TEMYACOBOI 3a00POHM)
14 TIOHOBJICHHS 0Oiry JIKapchKHX 3acobiB Ha TepHuTOpii YKpaiHH, 3aTBEP/UKEHOTO
HaxaszoM MiHicTepcTBa OXOPOHHU smopos’s  Ykpaimm Big 22.1 1.2011 Ne 809
(3i 3miHamm), 3apeeCTPOBAHOIO MigicTepcTBoM fOCTHIIT YKpaiHu 30.01.2012
za Ne 126/20439, Iopsaxy KOHTPOJIIO SKOCTI JIKAapChKHX 3aco0iB i uac OIITOBOI
Ta pO3APIOHOI TOPriBii, 3aTBEP/KEHOTO HakazoM MiHICTepcTBa OXOPOHH 310POB'S
Ykpaiuu Big 29.09.2014 Ne 677, 3apeectpoBaroro MinicTepcTBOM FOCTHLIT YKpaiHH
26.11.2014 3a Ne 1515/26292, ITpasun yTHizalil Ta 3HULICHHA JTiKapchKUX 3ac00iB,
3aTBEP/PKEHUX HAKa30M MigicTepcTsa OXOPOHH 3/I0POB’ S Vkpainn Bin 24.04.2015
No 242, 3apeecTpoBaHuX MIiHICTEPCTBOM focTuidi  Ykpaimm Bix 18.05.2015
sa  Ne 550/26995, Ha TMifCTaBi HAIXOJOKCHHI MiXKHAPOIAHUX TIOBIJIOMJICHb
Biff pEryasTOPHOrO OpraHy Homemi Ne PL/I/140/01 1wiono  BHABICHHA
HeBiAMOBiIHOCTI (HAsBHICTH OCAy Ha JHI IUISINOK Y BUNIAAL KppCTa/IB caxa 2%513)

cepiit 01051714, 02051714, 03051714, 04051714, 05051714, 0605 ¥ 507 854614 4,
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08051714, 09051714, 01061714, 02061714, 03061714, 04061714, 05061714,
06061714, 07061714, 08061714, 09061714, 10061714, 11061714, 01071714,
02071714 nikapcekoro 3acofy INUPRIN FORTE (Inosinum pranobexum)
100 mg/ml, cupon 100 M, supobnunTea Mako Pharma Sp. z 0.0., Medicofarma
S.A.n, TMonbiia, oo odillidHO He BBO3KWBCS Ha TepUTODiI0 YKpalHu.

3 MeTOK AKTHBHOI MPOTHALl MOIMPEHHIO JIKAPChKMX 3ac00iB, 3 OITIALY
Ha Te, IO TaKa MPOAYKIis € HeOE3MEUHOI Ta MOXE HECTH 3arposy JKHUTTIO Ta
3/10pOB 10 HACEJICHHS:

3ABOPOHSIO peanizaiiito, 30epiranHs Ta 3aCTOCYBaHHA cepiii 01051714,
02051714, 03051714, 04051714, 05051714, 06051714, 07051714, 08051714,
09051714, 01061714, 02061714, 03061714, 04061714, 05061714, 06061714
nikapcskoro 3aco0y INUPRIN FORTE (Inosinum pranobexum) 100 mg/ml,
cupon 100 ma, sapoGuuursa Mako Pharma Sp. z o.0., Medicofarma S.A.n,
THoasma, 1o odhiniiHO HE BBO3KUBCS HA TEPUTOPIIO YKpaIHH.

Cy6’exTaM rocnojaploBaHHs, gKi 3IiMCHIOOTH peanizailiio, 30epiraHHs Ta
3aCTOCYBaHHS JIIKApCHKUX 3aco0iB HEBiIKIa[HO, Micls OJEPKaHHA IaHOTO
PO3MOPSDKCHHS, IEPEBIPUTH HASBHICTb BHINEBKA3aHUX Cepill MikapchKoro 3acoly,
BKUTM  3aXOMM MO0 BUWIydeHHs IX 3 00Iry IUIAXOM  TIOBEpHEHHA
OCTAYaIEHUKY/BUPOOHUKY ab0 3HUIIEHHS, MPO IO [IOBiJIOMUTH TEPUTOPIATBHUH
opran Jepxulikciyx6u. Y pasi 3HMIIEHHS BIOXOMIB Iperapatry B JABOTHXKHEBUI
CTPOK HANpPaBUTH JO TEPUTOPIANBHOTO OpraHy Jlepxikeny O Komilo akra Ipo
SHUIIEHHS BiIXOIiB JIKapCHKOro 3aco0y.

KoHTpOdb 33 BUKOHAHHSM  JAHOTrO  PO3MOPA/DKCHHA 3 CHIOIOTD
TepUTOpialibH1 OPraHU Tlepsktikci Ty k0¥ Ha Bi/INOBi AHIA TEPUTOPIL.

HepukoHaHHsS [aHOIO PO3MOPIIKEHHS TIrHE 3a co00I0 BiAMOBIAAIBHICTD
3TiHO 3 YMHHHUM 3aKOHOJABCTBOM YkpaiHu.

Komii JaHOTO PO3NOPS/DKEHHS HAMpaBiIeHi:
MiHicTepCTBO OXOPOHH 3/I0POB'sL VYkpajnu;

JIT «JlepxaBHul eKCIEpTHUHM HEHTP MinicTepcTBa OXOpPOHH 3710pOB'A
Yxpaluuw». ;

3acrynHuk I'ojioBH - Tapac IIPOHIB

Onena BA3OBCHKA, ten.(044) 422-55-76 (127)



