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JEPXJIIKCIIY)XBA
HEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM Y KIPOBOTPAJICBKIN OBJIACTI

By.1. [IpeoGpaxenchbka, 2, M. KponuBHuubkmii, 25006, Ten/dakc: (0522) 32-14-41,
e-mail: dls.kr@dls.gov.ua, https://www.dls.gov.ua, Koa €JIPTIOY 37059505
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KepisHukam Ta YnoBHoBaxkeHum ocodam
anTEeYHHX Ta MeIHYHHUX 3aKJIa/1iB
KipoBorpaacbkoi obmacri

o yBaru YnoBHoBakeHHX 0¢id!

Hanaemo posnopsikenns JlepxaBHoi ciyxOn YKpaiHn 3 JIKapcbKHUX 3ac06iB Ta KOHTPOJIIO
332 HAPKOTHKAMH 1110710 3a00poHH 00iry JikapcbKkoro 3aco0y.

3a_HAsBHOCTI, BKa3aHWX y PO3MOPSUKEHHI JiKapChKHX 3aco0iB, NOBiIOMUTH JlepKaBHY
cyx6y 3 JiKapchKuX 3acoBiB Ta KOHTPOJIO 3a HapkoTtukamu y KipoBorpajcekiéi obnacti mpo
BXXHTI 3aX0/IM 111010 BUKOHAHHS PO3TIOPSIIKEHHS.

[adopmaniio HaaBaTH Ha MaNepoOBMX HOCISX MOLITO, 3a aapecolo: éya. Ilpeobparcencoka,
2, m. Kponuenuyokui, 25006, 3 jogatkamu:

a) IIpY BMIILICHH] B KADAHTUH J0JA€THCS KOTisi PUOYTKOBOT HAKJIAIHOT;

0) Npy OBEPHEHHI MMOCTAYAIBHUKY JOAAIOTBCS: KOTTisi TPUOYTKOBOT HAKITAIHOT;

KOTTisi HAKJIAJIHOT Ha TTOBEPHEHHS.

B) Y BHIAAKYy Tepeiayi BiIXOMiB JIKAPChbKOTO 3aco0y Ha yTHii3alilo abo 3HHILEHHS,
Y ABOTHXXHEBHH CTPOK noindopmysatu JlepxkaBHy ciyx0y 3 JiKapCbKHX 3ac00iB Ta KOHTPOJIIO 3a
HapkoTukamu y KipoBorpaachkiit o6sacti Ta Haaat Komito npuOyTKOBOT HAKJIAIHOT.

[Ipy HacTymHHMX NOCTaBKax JiKapChbKHX 3aco0iB, BKa3aHWX Y pO3MNOPADKEHHSAX, Cy0 eKT
TOCTIONApIOBaHHs MMOBHHEH BXHTH 3aXOIiB WIOAO 3anobiraHHs npuabaHHs, peanizauii Ta
3aCTOCYBaHHS JTIKAPCHKHUX 3ac00iB, 3a3HAUEHHX Y PO3MOPSDKEHHSX.

Y _BHDAAKY BiICYTHOCTI JiKapChbKUX 3aco0iB, BKa3aHWX y pPO3MOPSDKEHHSX YW JIMCTax
Hepxikemyx6u, BIANOBiI B NHCHLMOBOMY BHTJIsi/li HAIABATH HE NOTPifHO.

OnHouacHO Haragyemo, IO 3 PO3MOPSDKEHHSIMH Ta Juctamu JlepiikenyxOu MoxHa
o3HaiiomuTHCA Ha odiniiHomy BebGcaiiti JlepxaBHoi ciyx6u YKpaiHW 3 jikapchkux 3acobiB Ta
KOHTpomo 3a HapkoTHkamu  (https://www.dls.gov.ua/) B posaimi  PO3ITOPSJDKEHHS
JIEPXJIIKCJIITY)XBU.

Jonarkw:

1. Komis posnopskenns JlepxkaBHoi ciyx6u YkpaiHu 3 JiKapcbkux 3aco6iB Ta KOHTPOIIO 3a
HapKoTHKaMu Bix 25.12.2024 Ne 12279-001.1/002.0/17-24 nal apk.;

2. Kormis posnopsimkenHs JlepxaBHoi ciyx6u YkpaiHu 3 JTikapcbKHX 3aco0iB Ta KOHTPOJIO 3a
HapkoTHKamu Bia 25.12.2024 Ne 12280-001.1/002.0/17-24 nal apk.;

3. Komis posnopsimkenns JlepxaBHoi ciyx6u YKpaiHu 3 JikapchbKHX 3aco0iB Ta KOHTPOJIO 3a
HapkoTHKaMH Bin 25.12.2024 Ne 12281-001.1/002.0/17-24 nal apk.;

4. Komis posnopskenns JlepxaBHoi cayxOn YkpaiHu 3 JIKapchbKUX 3aco0iB Ta KOHTPOJIO 3a
HapkoTHKamu Bix 25.12.2024 Ne 12282-001.1/002.0/17-24 nal apk.;

5. Komis posnopspkenns JlepxaBHoi ciyx6u YkpaiHu 3 JTiKapchkuX 3aco0iB Ta KOHTPOJIO 3a
HapKoTHKamu Bix 25.12.2024 Ne 12283-001.1/002.0/17-24 nal apk..
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AEP)KABHA CJIYKBA YKPAIHM 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH
(Mepxaikesy:xoa)

npocnekT bepecreticokuid, 120-A, m. Kuis, 03115, Ten/daxc: (044) 422-55-77. e-mail: dlsi@dls.gov.ua.
http://www.dls.gov.ua, Kox €JIPITOY 40517815
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3aCTOCYBAHHAM JIIKAPCHLKHX 3ac00iB

g/ B Gt 2o Kepisnukam TePHTOpPiaNbHAX

oprauis /lepxiikciyxou

PO3IOPSIKEHHS

Binnosiguo no Koscruryuii Ykpainu, crareii 15, 22, 55 3akoHy Ykpaiuu
«OcHOBH 3aKOHO1aBCTBA Y KpaiHH TPo OXOpOHY 310pOB's», cTaTeii 15, 17, 21 3akony
Ykpaiun «IIpo nikapeeki 3aco6uy», [TosoxeHHs npo JlepxaBHy ciyx6y Ykpainu
3 JIIKAPCHKUX 3aCOBIB Ta KOHTPOIIIO 3a HAPKOTHKAMM, 3aTBEPJUKEHOr0 NOCTAHOBOIO
Kabinery MinicTpis Vkpainu six 12.08.2015 Ne 647, [Topsnky 3nikicHeHHs
ACPXKABHOTO KOHTPOJIKO SIKOCTI JIIKAPCBKMX 3acO0iB, IO BBO3SATHCS B Ykpainy,
3aTBEP/DKEHOro noctaHoBoto Kabinety Minictpis Vkpaiuu sin 14.09.2005 Ne 902.
nmyHkty 3.2.2 Tlopsaky BCTAaHOBJIEHHS 3a00poHHM  (THM4YacoBOi  3a60poHH)
Ta MOHOBJIEHH: 00iry JiKapchbkux 3acoGiB Ha TepHTOpii YKpaiHH, 3aTBepIKeHOro
Haka3oM MiHicTepcTBa OXOpoHH 370poB’s Ykpaimu Bim 22.11.2011 Ne 809
(31 3MiHamMM), 3apeecTpoBaHOTO MinicrepetBoM toctuuii  Ykpainu 30.01.2012
3a Ne 126/20439, Topsiaky KOHTPOIO AKOCTI JIIKApChKUX 3ac00iB MiJ ¥ac onToBoi
Ta Po3zpi6HOI TOPriBIIi, 3aTBEPIKEHOr0 HAKA30M MinicTepcTBa 0XOpOHH 3710pOB's
Ykpainu Big 29.09.2014 Ne 677, 3apeecTpoBaHoro MinictepcTBoM rocTHLIT Yipaitu
26.11.2014 3a Ne 1515/26292, TIpaBun yTusizauii Ta 3HMILeHHS JIKapChKUX 3ac06iB,
3aTBEP/DKEHMX Haka3oM MinicTepcTBa 0XOpoHH 300poB’s Ykpaiuu Bia 24.04.2015
Ne 242, 3apeectpoBanux MinictepctBom toctunii  Ykpainu Bix 18.05.2015
3a Ne 550/26995, na niacrasi inpopmauii [lepxkasHol ciysx6u 3 JIKapChbKHUX 3aco0iB
T4 KOHTPOMIO 3a HapkoTxkamu y JIbBiBCbKili o6nacti (muer Big 12.12.2024
Ne 234-01.1.1/02.0/06.14-24); TonosHoro ynpasiines  Hauionansnoi nomiuii
Ykpaiau y JIbBiBCbKil 06macTi (muer Bixm 11.12.2024 Ne 113859-2024) wozmo
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BHSBIEHHS B 00iry Ha Teputopii Ykpainu cepiii 280009, 480593, 460080, 280009,
460093, 280006 HezapeecTpoBaHoro Jikapcbkoro 3aco0y Virgan R 1,5 mg/g zel do
oczu Tuba 5 g, BupoGunurBa Laboratories THEA, Francja, 3 wvapkysannam
[HO3EeMHOI0 MOB0I0, 3 METOK aKTHBHOI MPOTHIT MOUIMPEHHIO JTIKapChKUX 3acobiB,
UUIAXH HAAXOJUKEHHS Ta YMOBM 30epiraHHsi sIKUX HEBIJIOMI, BH3HA4YWUTH SKICTb
Ta Ge3sNeuHicTh SKMX HEMOXKIMBO, 3 OrJIsiAy Ha Te, IO Taka TMPOAYKLIs
€ HeDEe3MeYHOIO Ta MOXKEe HECTH NMOTEHLIIHHY 3arpo3y KHTTIO Ta 3/I0POB 10 HAaCEelleHHS:

3ABOPOHSKO peanizauito, 30epiraHHs Ta 3actocyBaHHs cepiii 280009,
480593, 460080, 280009, 460093, 280006 He3apeecTPOBAHOIO JIIKAPCHLKOTO 3ac00Y
Virgan R 1,5 mg/g zel do oczu Tuba 5 g, Bupo6uuurea Laboratories THEA,
Francja, 3 wmapkysannam inozemnolo mogoro, 1o OQILIHHO He BBO3UBCH
Ha TEPUTOPII0 YKpaiHHU.

Cy6’extam rocrnozjaproBaHHs, fKi 3IIHCHIOIOTH peanizalito, 36epiranus
Ta 3aCTOCYBaHHS JIKapChbKHX 3acobiB, HEBIAKIAIHO, MICAs OJEpKAHHS JaHOTO
PO3MOPSI/UKEHHS], IEPEBIPUTH HAsABHICTh BKa3aHUX cepiil JIikapchkoro 3acoby, BXKHTH
3aX0/M 1IOJI0 BUIIY4YeHHs 1X 3 00Iry LUISXOM 3HMIIEHHS abo [OBepHEeHHSs
NOCTayallbHUKY, NPO IO [OBIAOMHTH TEpPUTOpIAIbHUNA opraH JlepxikcayxkoHu.
Y pasi 3HUILIEHHS BiAXOJIB 3a3HAYEHUX Cepiil JIIKApChKOro 3aco0y B ABOTHIKHEBHII
CTPOK HAaIpaBUTH 1O TEPUTOPIANLHOTO oprany Jlepxiikciyx6u Komino akTa
PO 3HUILEHHS BIIXO/IB JIIKapChKOTo 3aco0y.

Kontpone 3a BHKOHaHHSM  JAHOrO  pPO3NOPSUKEHHS  3MiHCHIOIOTH
TepuTOpiabHi opranu Jlepikeiyx6u Ha BIANOBIAHIN TepuTOpIT.

~ HeBUKOHAHHS AHOTO PO3NOpsA/KEHHST TACHE 3a COOOK BIAMOBIAAIBHICTE

3TiZIHO 3 YUHHUM 3aKOHOJaBCTBOM YKpaiHu.

Konii nanoro po3nopsmkeHHs HanpaslieHi:
MiHiCTepCTBO OXOPOHH 3/10pOB’s Y Kkpaiuu;

AT «[lepxaBnuii excrnepTHuit ueHtp MiHicTepcTra OXOpPOHHM 3/I0pOB’s
Ykpainu».

T'onioBa //" Poman ICAEHKO

Onena BA3OBCBKA, Tes.(044) 422-55-76 (127)
’




AEPKABHA CIIY)KXBA YKPATHU 3 JIIKAPCLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM
- (Hepxmikeny:x6a)

npocnekt bepecreiicekuii, 120-A, m. Kuis, 03115, Ten/dbakc: (044) 422-55-77. e-mail: dIs@dls.gov.ua,
http://www.dls.gov.ua, Kon E€/PIICY 40517815
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-~ oprauie Jlepxikcayxoun

PO3NOPSIUKEHHST

Binnosinno no Koucratynii Vipainm, crareit 15, 22, 55 3akony Ykpaium
«OcHoBY 3aKOHOaBCTBA VKpaiHy [P0 OXOPOHY 3/10pOB's1», cTateii 15, 17, 21 3akony
Yxpainu «IIpo mikapceki 3aco6uy», [TogoxeHHs npo [lepxasny ciyx0y Ykpainp
3 JUKAPCHKAX 3aco0iB Ta KOHTPOIIO 32 HAPKOTHKAMM, 3aTBEPAKEHOrO MMOCTAHOBOK
Kabinery Minictpis Vkpainm Bix 12.08.2015 e 647, Tlopsuky s3nilicHeHHs
AACPXKABHOIO KOHTPOIO AKOCTI JIKApChKHX 3acobiB, 1O BBO3SATLCS B Ykpainy,
3aTBepukeHoro nocranosoto Kabinery Minictpis Vipainu Big 14.09.2005 No 902,
IyHKTY 3.2.2 TlopsiaKy BCTaHOBIEHHsS 3a6OPOHH (TuMuacoBol  3a60poHH)
Ta MOHOBJIEHHs 00iry JIiKapchKuX 3acobiB Ha TepUTOpii YKpailu, 3aTBep/KEeHOro
Haka3oM MIHICTepCTBA OXOPOHH 370pOB’S Ykpaiam Bix 22.11.2011 Ne 809
(31 3MiHaMu), 3apeecTpoBaHOro Minicrepetsom roctuuii Vipainn 30.01.2012
3a Ne 126/20439, ITopsiziky KOHTpOIIO SIKOCTI JiKapchKUX 3acobiB M yac onToBoi
Ta PO3/PIOHOI TOPTiBII, 3aTBEPIKEHOr0 HAKA30M MiHicTepcTBa 0XOpOHH 310pOB'st
Ykpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHoro MinictepcTBom foctuwii Vipainu
26.11.2014 3a Ne 1515/26292, TpaBun yTusisanii Ta 3HALEHHS NKapChKUX 3ac00iB,
3aTBEPIKEHNX Haka3oM MinicTepeTsa oxopoHn 31cpoB’s Ykpainu Bix 24.04.2015
No 242, sapeectpoBanux MinicTepcTBoM  oCTHLLT Ykpainn Big 18.05.2015
33 No 550/26995, Ha nincrasi indopmanii HepxaBHoi ciyxGu 3 nikapebkux 3acobis
Ta KOHTpOMIO 3a HapkoTHkamH y JIbBiBCbkid odmacti (nmer Bim 12.12.2024
Ne 234-01.1.1/02.0/06.14-24); Tonossoro ynpaBimines  HaniowansHoi mominii
Ykpaiun y JIpBiBebkift obmacri (et Bim 11.12.2024 No 113859-2024) wono
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BUABIICHHS B 06iry ma TepuTopii Vkpaiuu cepii 1402052 He3apeecTpoBanoro
JIKapChKOro 3acoby Izotek R 10 mg, 60 kapsulek, BHPOOHHUTBa Bausch Health
Ireland Limited Irlandia, 3 MApKysaruam inozem o MO€010, 3 METOK aKkTHBHO]
OPOTHAIT mommpermo TKapCHKHX 3aco0iB, 1raxy Ha/IXOLKEeHHA Ta ymoBy
30epiranns sxux HEBIJIOMI, BH3HaYHTH AKICTb Ta Gesnmeynicry SKUX HEMOXKITHBO,
3 OrIAny Ha Te, mo Taka Iponyxuis € HeGesneunoio Tg MOX€ HecTH NOTEHUIHHY
3aTpo3y KMTTIO Ta 310pos’ro HaCeJleHH

3ABOPOHSIO Peanizauiio, 36epiranus T4 3acTocyBanus cepii 1402052
He3apeecTpoBaHoro JKapchKkoro 3acoby Izotek R 10 mg, 60 kapsulek,
BUpoOHHNTBa Bausch Health Ireland Limited Irlandia, 3 MAapKyeanusim
THO3eMHOI MOBOIO, 1110 odiwiiiHo He BBO3MBCY Ha TE€PUTOPIiIO Y Kkpainu.

Cy6’extam rocrionaproBanug, gki 3MIHCHIOIOTE peanizariiio, 30epiranus
Ta 3aCTOCYBaHHs Jikapchkix 3aco0is, HEBIAKIIANHO, micuis OA€pXKaHHA JaHOIo
PO3NOpsiKeHus, MePEBIPUTH HasBHiCTE BKa3aHOI cepif JiKapcekoro 3aco0y, BxkuTH
3aXO0IH om0 BHIYYCHHS 11 3 06iry mmmsxonm SHUIICHHA abo noBepuenus

TPO 3HUILEHHS BiaxoxniR JKapchKoro 3aco0y.

Koutpoms 33 BUKOHAaHHSAM  fanoro PO3Nopsikenns . 3ailicHiooTy
TepUTOpianbHi opranu I[epxcnixcnyxcﬁn_ Ha BIJINOBI 1Hi TEPHUTOPIT,

HeBukonanns AQHOTO  PO3NOPSIKeHHSs TATHE 3a cob6oro BIJITOBI [ajibHiCT)
3CIIHO 3 YHHAUM 3aKOHONABCTBOM YKpaiHu,

Komii ganoro PO3NOpSDKeHAs Hanpagen;:

Minicreperso OXOPOHH 3710pOB’st Vkpainu;

Al «Jlepxasumii CKCOepTHHH neHTp Minicrepcrsa OXOpOHH  3710pOB’s
Yxpainmy.

lonosa P Poman ICA€EHKOQ

Onena BA30BCBHKA, Tei1.(044) 422-55-76 (127)
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JTEPKABHA CJIYVKBA VKPATHU 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM
(Nepaiiketysx0a)

_mpocnekt Bepecrelicbkuit, 120-A, M. Kwuis, 03115, Ten/daxc: (044) 422-55-77. e-mail: dis@d!ls.gov.ua,
http://www.dls.gov.ua, Ko €JIPTIOY 40517815

BiJl Ha Ne M BiJ
KepiBHrKam cy0’eKTIB
//7& o S e P /670/ rocnojapioBaHHs, siKi 3aHMalOTbCH
peaJizaui€io, 30epiraHHsaM i
/”C‘ Q%M 3aCTOCYBAHHSM JIIKAPCLKHX 32¢00iB
. ?C L IF—~2 2 L KepiBaukam TEPHTOPIAJIbHUX
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PO3IIOPSIKEHHST

Bignosizro no KoHctuTywii YKpainy, crateii 15, 22, 55 3akoHy Ykpaiuw
«OCHOBH 3aKOHOABCTRBA Y KPAiHH [P0 OXOPOHY 3/10POB'sI», CTaTeH 15, 17, 21 3aKoHy
Yipaina «IIpo jikapcbki 3aco0m», Tonoxenns: npo Jepxasuy cmyx6y Ykpainv
3 JIIKAPCHKMX 3ac00iB Ta KOHTPOJIIO 33 HAPKOTUKAMH, 3aTBEPIUKEHOTO MOCTAHOBOHKY
Kabinery Mimictpip Yikpainu Bin 12.08.2015 Ne 647, Tlopsaky 3AificHCHHS
epKaBHOTO KOHTPOJIIO AKOCTi JKapchKUX 3aco0iB, IO BBO3STECA B Ykpainy,
3aTBEpIKEHOr0 MOCTaHoBOK KabineTy MinicTpis Ykpainu Bix 14.09.2005 Ne 902,
nyakry 3.2.2 Ilopsizky BCTaHOBJICHHA 3a6oponM  (THMuacoBoi 3a00pOHH)
T4 [IOHOBJEHHS 06iry JiKapchKUX 3aco0iB Ha TepHTOPIi YKpaiHH, 3aTBEPAXKEHOTO
wakasoM MiHicTepcTBa OXOpOHH 310pOB’s VYKpaiHM Bifl 22.11.2011 Ne 809
(31 3MiHaMH), 3apeecTPOBAHOIO MinictepctBom toctuuii Yxpaisu 30.01.2012
3a Ne 126/20439, TlopsaaKy KOHTPOIIO AKOCTI JiKAPCHKHX 3aco6iB Mmij yac onToBOI
T4 .po311pi6Ho'1' TopriBii, 3aTBEP/PKEHOro Hakasom MisicTepeTsa OXOpOHK 3/10pOB'a
YKpaiHu BiJ 29.09.2014 Ne 677, 3apeecTpoBanoro MiHiCTepCTBOM IOCTUIT YKpaiHH
26.11.2014 3a Ne 1515/26292, Ilpasri yTrii3auil Ta 3HUILEHHA JNiKapChKUX 3aco0iB,
3aTBepIPKeHMX HaKa3oM MiHICTePCTBA OXOPOHHU 3r0poB’s Ykpainu Bin 24.04.2015
Ne 242, 3apeectpoBaHHX MiHICTEPCTBOM joctanii  Ykpainu Bixg 18.05.2015
3a Ne 550/26995, Ha mizcrasi indopmanii JlepKaBEoi ciyx6u 3 JIKapCBKAX 3ac00iB
Ta KOHTPONO 3a HApKOTHKaMH Y JIeBiBCBKilM oOnacti (et Bix 12.12.2024
Ne 234-01.1.1/02.0/06.14-24); TonopHoro ympaBnigHs HauioHanbHOT MOJIIT
Yxpainu y JIeBiBcbkifi obmacti (mHCT Big 11.12.2024 Ne 113859-2024) wono
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BUSBIIEHHss B 00iry Ha Ttepuropii VYkpainu cepiii X004, X003, X005
HesapeecTpoBaHoro Jyikapceskoro 3aco0y BENZETACIL 2.400.000 UI, 1 vial
y 1 ampolia de disolvente, BupoGunurea Laboratorio Reig Jofre, S.A. Espana,
3 MAapKy8aHHAM I[HO3EMHOI0 MO0, 3 METOK aKTUBHOI IPOTHIl MOMIMPEHHIO
JIKapCLKUX 3aC00iB, MUISXM HAJXOMKEHHS Ta YMOBH 30epiraHHs SKHX HEBifoMi,
BH3HAYUTH SIKICTh Ta OE3MEYHICTh AKMX HEMOXIIMBO, 3 OIJISAY Ha Te, 10 Taka
NPOAYKLIs € HeOE3[eYHOIO Ta MOYXKE HECTH MOTEHIIIiHY 3arpo3y XKHTTIO Ta 310POB’ 10
HaCeNeHHs:

3ABOPOHSIO peanizaiiio, 36epiranns Ta sacrocysaunns cepiit X004, X003,
X005 nesapeecTpoBaHOro Jikapebkoro 3acody BENZETACIL 2.400.000 UL, 1 vial
y 1 ampolla de disolvente, Bupo6uuuTBa Laboratorio Reig Jofre, S.A. Espana,
3 MApKy6AHHAM IHO3EMHOIO MO6010, MO OQILiHO He BBO3UBCS HA TEPUTOPIIC
Vkpainu.

~ CyG’extam rocrnofiapioBaHHs, sAKi 3MIACHIOIOTH peanizauilo, 30epiraHHs

Ta 3aCTOCYBaHHS JIKApChbKUX 3aco0iB, HEBIJKJIANHO, MiCis OJEp)KAaHHS JaHOro
PO3NOPSKEHHS, IEPEBIPUTH HAABHICTh BKA3aHHX CePiit IIKapchKOro 3aco0y, BKUTY
3aXO[M IUOAO BHIYyYEHHA I1X 3 0OIry NIUTAXOM 3HMILEHHs abo NOBEPHEHHs
NOCTa4albHUKY, TIPO IO MOBIIOMHTH TEepUTOpia.lbHUI opran JlepkiikcayxOu.
Y pa3si 3HULICHHS BiIXOZIB 3a3HaYECHUX CEPiil JIIKApChKOro 3aco0y B JABOTHIKHEBUI
CTPOK HAMpPaBUTH [0 TEPUTOPIabHOTO opraHy JlepXiikciayxOu KoM axTa
1TPO 3HUIIEHHS BiJIXO/IB JIIKapChbKOTO 3aco0y.

KoHTpone 3a BHKOHAHHAM  JAaHOI'O  PO3MOPS/DKEHHS  3AIWCHIOIOTH
TepuTopiaibHi opranu JlepxiikcayxOu Ha BiIIOBIIHIA TEpUTOPIi.

HeBukoHaHHS [aHOTO PO3MOPSA/KEHHS TArHe 3a coOO0I0 BiMOBIJATBHICTS
3riJIHO 3 YHHHUM 3aKOHOJIaBCTBOM Y KpaiHH.

Korii naHoro po3nopspkeHHs HalpaBJIeHi:

MiHiCTepCTBO OXOPOHH 310pPOB’s Y KpaiHu;

JIT «JlepxaBHuii ekcrepTHUM LEeHTp MidicTepcTBa OXOPOHH 3I0POB’A
Ykpainm».

-

IoaoBa Ty Poman ICA€EHKQ

Onena BSI30OBCBHKA, ten.(044) 422-55-76 (127)
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NEPKABHA CJIY JKBA YKPATHA 3 JMKAPCBKHX 3ACOBIB
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Oprasis Jepaikeayxou

PO3IOPS/UKEHHS

BigmosigHo 0 KoHCTHTYII Vkpainu, cratei 15, 22, 55 3axkoHy YKpalHH
«OCHOBH 3aKOHOJIABCTBA Y KpAlHHU TIPO OXOPOHY 3710poB's», crated 15, 17, 21 3axony
Vkpainu «lIpo nixapebki 3aco6u», TTooxKeHHs PO JlepxaBHy ciyx0y YKpaiHi
3 iKapchKHUX 3ac00iB Ta KOHTPOIIO 34 HApKOTHUKAMH, 3aTBEP/DKEHOT0 [IOCTaHOBOKO
KaGinery MinicTpis VYKpainu gigx 12.08.2015 Ne 647, Tlopsuky 3MIMCHEHHA
JIEpYKaBHOTO KOHTPOIIO gKOCTi JMiKapchKux 3acobiB, IO BBO3ATHC B Ykpainy,
3aTBEP/PKEHOr0 NOCTAHOBOKO KaGinery MinicTpis Y KpaiHu Big 14.09.2005 Ne 902,
nyukty 3.2.2 Ilopsaaky BCTAHOBNEHHs 3a00POHA (TMMUACOBOI 3a60pOHN)
Ta MOHOBJICHHS O0ITy JIKapCHhKUX 3acoGiB Ha TepuTopil YKpaiHH, 3aTBEPKCHOTO
HakazoM MigicTepcTBa OXOPOHH 370poB’s  YKpaiHHU gin 22.11.2011 Ne 809
(3i 3viHamu), 3apeecTpOBABOrO MigicrepcTBoM focTulil YKpaiin 30.01.2012
3a No 126/20439, TlopsaKy KOHTPOJIO gKOCTI JIKEPCHKMX 3ac00iB T ¥ac OITOBOI
T po3npi6Ho'1' TOpTiBJI, 3aTBEP/UKEHOTO gakazoM MiHIicTepcTBa OXOPOHU 3JJ0pOB'sl
Vkpaitu BiJ 29.09.2014 Ne 677, 3apeecTpOBAHOTO MinicTepcTBOM OCTHIT Y KpaTHH
26.11.2014 3a Ne 1515/26292, Tlpasun yTWi3alii Ta SHUILCHHA JiKapCHKHUX 3aC00iB,
3aTBEP/UKEHUX HAKa30M MigicTepcTBa OXOPOHU 370poB’s YKpaiHu Bill 24.04.2015
Ne 242, 3apeecTpoBaHHX MimicTepcTBOM FOCTAILI Vkpaiuu BiJ 18.05.2015
3a No 550/26995, Ha niacTasi indopmaii JlepkaBHOl ciTy k01 3 JIKapChKHUX 3ac00iB
Ta KOHTPOJIO 33 HAPKOTHKAMH ¥ Tepischkifi obnacti (micr Bix 12.12.2024
Ne 234-01.1.1/02.0/06.14-24); I'onosHOro yIpaBIlHHS HauioHanpsoi Tomiuii
Yipainn y JIbBiBCbKiH o6macti (mmer Bim 11.12.2024 No 113859-2024) mono
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BUABJICHHA B 00iry Ha Tepuropii Vkpainum cepii 1403195 mnesapeecTpoBaHOro
nikapeskoro 3acoby Izotek R 20 mg, 60 kapsulek, enpoGunurea Bausch Health
Ireland Limited Irlandia, 3 mapxyeannsm inosemnon mosow, 3 metoro AKTHUBHOT
NPOTHAIT HOUIMPEHHIO JKApCBKUX 3aco6iB, NUISXM HAIXODKEHHS Ta YMOBH
30epiraHHs SKMX HEBiJOMI, BU3HAYUTH SIKICTh Ta Ge3MEUHICTL SKMX HEeMOXXITHBO,
" 30y Ha Te, IO Taka MPOJAYKLIS € HEOE3MEUHOK) Ta MOKE HEeCTH NOTEHLIHHY
3arpo3y XHUTTIO Ta 3/IOPOB’I0 HACEIEHHS:

3ABOPOHSIIO peanisauito, 36epiranns Tta 3acTocyBanHs cepii 1403195
HE3apeECTPOBAHOIO JliKapchkoro 3acoby Izotek R 20 mg, 60 kapsulek,
BHpoOHunTBa Bausch Health Ireland Limited Irlandia, 3 mapkysannuam
IHO3eMHOIO 206010, IO OPILIHO He BBO3UBCA Ha TEPUTOPILO Ykpainu.

Cy6’extam rocnopapioBanus, sKi 34iHCHIOIOTEH peanisauiio, 30epiranHs
Ta 3aCTOCYBaHHs JIIKApCBKMX 3ac00iB, HEBIAKIAZHO, Micis OJIEpXKaHHS JaHOIro
PO3NOPSUKEHHS, NIEPEBIPUTH HAABHICTD BKAa3aHOi cepil JTiKapchkoro 3aco0y, BXUTH
3aX0H  IMONO BHIYYCHHA 1i 3 0Oiry OUIAXOM 3HHUIEHHA abo MOBepHEHHS
NOCTAYalbHUKY, NPO IO TMOBIAOMHUTH TEPUTOpiajikHME opran Jlepxitikcinyxou.
Y pasi sHMIIEHHs BiXOAIB 3a3HaueHol cepii JgikapchKoro 3aco0y B JBOTHIKHEBUM
CTPOK HAaIpaBUTH 1O TepHTOpialbHOro oprany Jlepkiikciyx6u konio akrta
MpO 3HUIICHHS BIAXO/iB JIIKapchKoro 3aco0y.

KoHTpone 32 BHKOHAHHAM  JaHOTO  POBMOPSJUKEHHS  3iHCHIOIOTH
TepuTopianbHi opranu Jlepskiikcmy 6y Ha BiAOBiAHii TEPHUTOPII.

HeBUKOHaHHS JaHOTrO PO3NOPAIKEHHS TATHE 3a COGOM BiANOBLAATBHICTE
3TI/IHO 3 YUHHMM 3aKOHOZABCTBOM YKpaiHH.

Komnii nanoro po3nopsiyukeHHs HanpapeHi:

MinicTepcTBO 0XOpOHH 310p0oB’s YKpainu;

T «/lepkasnuii excnepThuii nentp Minictepersa OXOPOHH 370pOB’sl
Vxpainny.

I'onora ) o Poman ICA€EHKO

Onena BA3OBCBKA, Ten.(044) 422-55-76 (127)
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opranis Jlep:kiikciyxou

PO3MOPSIKEHHS

Bignosinno no Koncruryuii Ykpainu, crateit 15, 22, 55 3akony Ykpaiuu
«OcHOBHM 3aKOHO/IaBCTBA Y KPAiHM PO OXOPOHY 310pOB's», cTateit 15, 17,21 3akony
Yxpainn «Ilpo nikapebki 3acobu», ITonoxernus npo depxkasny ciyx6y Ykpainu
3 JIIKAPCBKUX 3aC00iB Ta KOHTPOIIO 38 HAPKOTHKAMH, 3aTBEPAKEHOrO OCTAHOBOI
KaGinetry Minictpis VYxpainn Big 12.08.2015 Ne 647, [Topsanxy 3aiiicHeHHs
JepHKaBHOTO KOHTPOJIO SIKOCTI JIKapChbKMX 3aco0iB, WI0 BBO3STHCA B YKpaiHy,
3aTBep/pKeHOro nocraHosoro Kabinery MinictpiB Ykpainu Bix 14.09.2005 Ne 902,
nynkty 3.2.2 Ilopsaky BcTaHOBIeHHs 3a0opoHM (TMMYacoBoi 3a60pOHHM)
Ta MOHOBJICHHA ODIry JIKapChKUX 3aco0iB Ha TepuTOpil YKpaiHH, 3aTBEepKEHOro
Haka3oM MinicTepcTBa OXOpoHH 310poB’s Ykpainu Bia 22.11.2011 Ne 809
(31 3miHamu), 3apeectpoBaHoro MinictepcTBoM rocTuuii YVipainn 30.01.2012
3a No 126/20439, Topsinky KOHTPOMKO SKOCTI NiKapchKHX 3aco6iB i 4ac onToBOi
Ta po3apiGHOI TOPTiBII, 3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHH 310pOB's
Ypaiu# Big 29.09.2014 Ne 677, 3apeectpoBanoro MiHicTepcTBOM FOCTHILI Ykpainu
26.11.2014 3a Ne 1515/26292, INpaBun yTutisauii Ta 3HULIEHHS JTiKapChKUX 3aCOBIB,
3aTBEP/DKEHHX Haka3oM MiHicTepcTBa 0XOpOHH 310poB’s Ykpainu Bia 24.04.2015
Ne 242, 3apeectpoanux MinictepctBoM toctuuii  Ykpainm six 18.05.2015
3a Ne 550/26995, na nincrasi inpopmauii JepskaBHoi ciiysk6u 3 NIKapChKUX 3ac00iB
Ta KOHTPOJIKO 3a HapkoTWKaMu y JIeBiBChKil oOmacti (nmer Big 12.12.2024
Ne  234-01.1.1/02.0/06.14-24); TonosHoro ympasminus HanionansHoi nostinii
Ykpainu y JIbBiBCHKiM oﬁnacri (mcr Bin 11.12.2024 Ne 113859-2024) wmomo
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BUSABJIEHHs B 00iry Ha Teputopii Ykpainu cepii 356P HezapeecTpoBaHOro
nikapcekoro 3acody Daraprim R 25 mg, 30 comprimidos, BupoOHHUTBA
SmithKline Beecham Farma, S.A. Madrid, 3 vapxysannsmn inozemmnoro mogoio,
3 METOIO aKTUBHOI IPOTUIT TOLUIMPEHHIO JiKapChbKUX 3aCO01B, LIAAXH HAAX0AKEHHS
Ta yMOBH 30epiraHHs SIKUX HEBiJJOMi, BH3HAYUTH SKICTb Ta OE€3MeYHICTh SKUX
HEMOJKIUBO, 3 OTJISLy HA Te, WO Taka MPOAYKIis € HeGe3MeyHOo Ta MOKe HeCTH
MOTEHLIHHY 3arpo3y )XMUTTIO Ta 3J0POB’ 10 HACEIEHHS:

3ABOPOHANO peanizauito, 30epiranHs Ta 3acTocyBaHHs cepii 356P
HE3apeecTPOBAHOro Jlikapchkoro 3acoby Daraprim R 25 mg, 30 comprimidos,
BupobnuuTea SmithKline Beecham Farma, S.A. Madrid, 3 wvapxysanmsv
[HO3eMHOI0 M06010, IO OPILIHHO HE BBO3UBCSI Ha TEPUTOPIO YKpaiHH.

Cy6’extam rocnojaproBaHHs, $Ki 3IIHCHIOOTH peasnizaiilo, 30epiraHHs
Ta 3aCTOCYBaHHs JIKapChbKUX 3aco0iB, HEBIJKIAAHO, MICHs OJEp)KaHHS JaHOTO
PO3MOPSAIKEHHS, TIEPEeBIPUTH HAsBHICTh BKa3aHOI cepil 1iKapchbKOro 3acody, BXKUTH
3aXOAM IIOJ0 BHIIyYeHHS 11 3 00Iry WIISIXOM 3HHIUEHHS abo IMOBEepHEHHS
MOCTaYaJIbHUKY, NP0 IO TMOBIAOMHUTH TepUTOpianbHHUil opraH lepxmikcayxOu.
Y pa3i 3HHUILEHHS BIAXOAIB 3a3HaueHOl cepii JikapchbKoro 3acoly B ABOTHXKHEBHM
CTPOK HalpaBUTH A0 TEPUTOpiajibHOr0 opraHy JlepkimikcayxOu Koo akra
TpO 3HUILEHHS BIJIXO/IB JIIKApPChKOro 3acody.

KoHTponb 32 BHKOHaHHSIM  J@HOrO  PO3MNOPS/UKEHHS  3A1MCHIOIOTH
TepUTOpiaibHi opraHu [lepxiikeay0u Ha BIANOBIAHINA TepUTOPII.

HeBHKOHAHHS OA@HOTO PO3MOPS/DKEHHS TATHE 3a COOOK BINMOBIAAIBLHICTH
3riJIHO 3 YHHHIM 3aKOHOJABCTBOM YkpaiHu.

Komii 1aHoro po3nopsykeHHs HarmpaBieHi:

MiHicTepcTBO OXOPOHH 310pOB’st YKpaiHH;

JIT «JlepxaBHuii excrniepTHH# UeHTp MiHicTepcTBa OXOpPOHH 3[0pPOB’s
Ykpainm».

Co0Ba 7 Poman ICA€EHKO

Onena BA3OBCBKA, Ten.(044) 422-55-76 (127)
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