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JEPXJIIKCIIYKBA

JEPXXABHA CJIY)KBA 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM Y KIPOBOI'PAJICHKINA OBJIACTI

By.1. [IpeobpaxeHchbKa, 2, M. KponuBHULbKHiA, 25006, Ten/dakc: (0522) 32-14-41,
e-mail: dls.kr@dls.gov.ua, https://www.dls.gov.ua, Koa €JIPITOY 37059505
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KepiBHHKkam Ta YIOBHOBaKeHHM 0c0o0am
anTevYHHX Ta MeIHYHHX 3aKJIaliB
KipoBorpaacekoi obacri

J1o yBarn YNnoBHOBaKeHHX 0ci0!

Hanaemo posnopsiokeHHst JlepkaBHoT ciyx6u YKpaiHu 3 JiKapChKuX 3aC00iB Ta KOHTPOJIIO
3a HAPKOTHKaMH 1110710 3a60poHu 00iry Jiikapcbkoro 3aco0y.

3a_HASBHOCTI, BKa3aHWX y PO3MOPS/DKEHHI JIKapchKUX 3acobiB, MOBLIOMUTH JlepxkaBHy
cmyx6y 3 JiKapchKMX 3acobiB Ta KOHTPOJO 3a HapkoTHkamu y KipoBorpaacekiit obnacti  1po
BXKWTI 3aXO0JIM 1010 BUKOHAHHS PO3IOPSAKEHHS.

[ndopmalliio HaaBaTH Ha ManepoOBUX HOCISX MOIITONO, 3a anpecoio: ey llpeobpasicencoKa,
2, m. Kponusnuywkuit, 25006, 3 noj1aTKamMu:

a) IpY BMIIIIEHH] B KAPAHTHH J01a€ThCs KOMisi MPHOYTKOBOT HAKJIAIHOT;

6) IpH MOBEPHEHHI [MOCTAYAIbHUKY JI0IAI0ThCA: KOTlis MPUOYTKOBOT HAK/IAHOT;

KOTIIisl HAKJIAJAHOT HA MOBEPHEHHS.

B) y BMNAJAKy Mepejadi BiAXOJiB Jikapchbkoro 3aco0y Ha yTuilisaiilo abo 3HHMLICHHS,
y IBOTH)KHEBHI cTpok noindopmysatu JlepxaBHy ciyxOy 3 JiKapchbKHX 3ac00iB Ta KOHTPOJIIO 32
napkotukamu y KipoBorpazcekiii o6acti Ta Hazatu KOmito npuOyTKOBOT HaKJIaHOT.

[Ipy HaCTYNHHX TOCTAaBKaX JiKapChKMX 3aco0iB, BKa3aHWX y PO3MOPSDKEHHAX, CYO’€KT
rOCIIO/IAPIOBAHHS TIOBMHEH BXHMTH 3aXOMiB [mI0A0 3arobiraHs npuabanHs, peantizauii Ta
3aCTOCYBaHHS JTIKAPCHKUX 3ac00iB, 3a3HAUCHUX Y PO3MOPS/DKCHHSX.

Y BHDAAKY BiUICYTHOCTI JIiKapChbKUX 3aco0iB, BKa3aHWX Y pPO3MOPS/DKEHHSX YW JIMCTax
Jlepxtikcenysx0u, BUINOBLLI B MHCLMOBOMY BHIJIs/li HAIABATH He NOTPIOHO.

OIHOYacCHO HArajyeMo, MO0 3 PO3MOPS/DKEHHSMU Ta JucTamu JlepxiikerykOn MoxHa
o3HalfomuTHCs Ha odiuiliHomy BebGcaiiti JlepxaBHoi cinyxOu YKpaiHu 3 jlikapcbkuX 3aco0iB Ta
koHTpomo 3a Hapkothkamu  (https://www.dls.gov.ua/) B posaini  PO3IOPAJDKEHHSA
JIEPXJIIKCJTYXXBU.

Jlonatku:

1. Komis posnopskents JlepkaBHoi cayx6u Ykpaihu 3 Jikapcbkux 3aco0iB Ta KOHTPOIIO 3a
HapkoTHKamu Bix 27.12.2024 Ne 12439-001.1/002.0/17-24 nal apk.;

2. Konis posnopskeHns JlepxaBHoi ciyx0u YkpaiHu 3 JikapcbKMX 3ac00iB Ta KOHTpOJIO 3a
HapkoTHKamH Bix 27.12.2024 Ne 12440-001.1/002.0/17-24 wal apk.;

3. Komisi posnopsimkenns JlepxaBHoi ciyx6u YKpaiHu 3 JliKapchkuX 3ac00iB Ta KOHTPOIIO 3a
HapKoTHKaMH Bix 27.12.2024 Ne 12441-001.1/002.0/17-24 wal apk.;

4. Komis posnopskeHHs JlepxaBHoi ciyx6u YkpaiHu 3 Jikapcbkux 3aco0iB Ta KOHTpPOJIO 3a
HapkoThkamu Bix 27.12.2024 Ne 12443-001.1/002.0/17-24 wal apk..

5. Komis posnopsiokenHs JlepxaBHoi ciyOu YKpaiHu 3 JlikapChbKHX 3ac00iB Ta KOHTPOIIIO 3a
HapKoTHKamu Bix 27.12.2024 Ne 12444-001.1/002.0/17-24 nal apk..

Haua bHuK Cayx6n 9[/ Jlinis MAHOLIOBA

’

Ocranedko Banentuna 32 14 41 Mmg/’ //ﬂog_ﬂ/ﬁ/jéz.&
bf . 7R-L2024/



AEPAKABHA CJIY)KEA YKPAIHH 3 J11 KAPCBKHX 3ACOEIB
TA KOHTPOUIIO 3A HAPKOTUKAMM
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3ACTOCYBaHHAM JliKapchKHX 3ac06ip
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KepiBnukam TEPHTOpIaJIbHKUX
oprauis [lepactixenyx6u

PO3NOPSI I)KEHHS

Bimnosinro no Koncrutynii Ykpainu, crareii 15;°22. 558 3akouny Ykpaiuu
«OcHOBH 3aKkoHONABCTRA Ykpainu npo OXOPOHY 310pOB's1y, cTateii 15, 17,21 3akony
Ykpainu «IIpo MKapchKi 3aco6my, [onoxenns npo Hepxasuy cnyx0y Ykpaiuu
3 JIIKapCHKHX 3ac06iB Ta KOHTPOJIIO 32 HApPKOTHKaMmu, 3aTBEPIKEHOI0 MOCTaHOBOO
Kabinery Minictpis  Vipainu Bin 12.08.2015 No 647, Tlopsaky 3piticHenns
ACPKAaBHOrO KOHTPOMIO sKOCT] TKapChKHX 3acoBiB, o BBO3ATECS B Ykpainy,
34TBEP/DKEHOTO MOCTAHOBOIO Kabinery MiHicTpis Vipainu Bin 14.09.2005 Ne 902,
NyHKTY 3.2.2 [Mopsnxy BcranoBNeHHS 3a00pOHH  (TUMuacoBoj 3a00poHH)

HakaszoM MiHicrepcrra OXOPOHH 3110POB’s Vkpainm Big 22.] 1.2011 Ne 809
(31 3miHamm), 3apeECTPOBAHOIO MinicrepcTrom PcThLii Vkpainun 30.01.2012
3a Ne 126/20439, Iopsnky kouTpomo sxocri JKapChbKUX 3ac0o6iB MiJ 4ac onrosoj
Ta po3api6HOT TOPriBi, 3aTBepaKeHOro Haka3oMm Minictepcraa OXOPOHH 310pOB's
YKpainu Bix 29.09.2014 No 677, 3apeecTpoanoro MiHicrepersom rocTunii Ykpaiun
26.11.2014 3a Ne 151 5/26292, Tpasun YTHI3aLi] Ta 3HUINe HHy JKapChKHX 3aco0iB,
3aTBEP/DKEHUX HaKa3oM Minicrepctga OXOpOHH 3710poB’s Vkpaiuu Bin 24.04.2015
Ne 242, 3aPEECTPOBaHKX MiHicTepcTBom IOCTHLIT  Vkpaiun Big 18.05.2015
3a Ne 550/26995, na migcrasi iHpopmauii JlepxaBHoi ciyx6u 3 NKapCBKHX 3ac06iB
Ta KOHTPONIO 3a HapKOTHKaMu Y JIbBiBCBKili 06nacri (et Bix 12.12.2024
Ne 234-01.1.1/02.0/06.14-24); l'onosroro  ynpagpninus Hauionansnoi moiwjy
Vkpainu y Jlusisceii obuacti, (uer Big 11.12.2024 No 113859-2024) oo
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3ABOPOHSIIO peanizaiio, 30epiranns Tg 3aCTOCYBaHHA cepii S-06

MO6010, 110 odiniiino ge BBO3MBCS Ha TepuTopito Ykpainy.

Cy6’exram rocnonaproBanns, sij 3AiHCHIOTE peanizarizo, 30epiranus
Ta 3acTocyBanysg JKapchKux 3aco0is, HEBIKNAAHO, micng OL€pXaHHA naHoro
PO3n0psiKeHHs, NepEeBipUTH HasBHiCTE BKazaHoi cepii JiKapchKkoro 3acoby, BxuTH
3aX0aM mogo BHIIyYeHHs i 3 obiry msxom SHHIIEHHS a6o NIOBEPHEHHY

Kontpony 34 BHKOHaHHAM  pamoro PO3MopsimKenny 3AIHCHIOOTS
TePHTOpiansHi oprany Hepxikeny 6y ua BIAIOBI Hij TEepHTOPIi.

HeBukonauny AAHOTO  po3nopsmKeHHg TATHE 3a coboro BLAMOBI fanbHicTy
3rIZHO 3 YUHHEM 3aKOHO/1aBCTBOM Yxpaiuu.

Konii nanoro PO3Mnopsmkenus Harpagsjienj:
Minicreperro OXOpOHH 3710poB’s Ykpainy;
AT «[lepkaBuuii CKCOEPTHHE nenTp Minicrepcrga OXOpoHH 3510pOB’s
Ykpaiuny.

I'onosa Poman ICACHKO

Onena B}BOBCBKA, Ten1.(044) 422-55.7¢ (127)



AEPI)KABHA CJIY)XKBA YKPATHH 3 JIIKAPCbKHX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMU
(Aepxnikcaysxoa)

npocnekT bepecteiicokuii, 120-A, m. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
http://www.dls.gov.g, Kon €IPTIOY 40517815
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KepiBaukam cyb’exriB
/ > rocnojapoBaHHsA, fAKi 3aiiMaTbes
Cestaane ey Hol peaJizaniero, 30epiranusam i
/p . /k adiic 3aCTOCYBAHHAM JIIKAPCLKHX 3ac00iB
7/ A2 2 - KepiBaukam TEPHTOPiaNbLHUX

7 oprauis Jlepxikcay:x6u

PO3NOPA/DKEHHS

Bignosinno no KoHcTurynii Ypainn, crareii 15, 22, 55 3axony Ykpaiuu
«OcHOBH 3aK0HOaBCTBA Ykpainu npo oxopony 310pOB's», cTaTeit 15, 17, 21 3akonHy
Ykpainu «IIpo mikapceki 3aco0u», [Tonoxenus mpo Hepxasny ciyx6y Ykpaiuu
3 JIIKAPCHKHX 3ac00IB Ta KOHTPOJTIO 3a HapKOTHKaMH, 3aTBEPIKEHOr0 MOCTAHOBOO
Kabinery: Minictpis Vkpainu Bix 12.08.2015 Ne 647, TMopsnaky s3niiicnenns
AICPKABHOTO KOHTPOMO SKOCTi JIKAPCHKUX 3ac06iB, MO BBO3STHCS B YKpainy,
3aTBEPJLKEHOTO nocTaHoBolo KaGinery Minictpis Ykpainu Big 14.09.2005 No 902,
nyHKTy 3.2.2 Tlopsaky BCTaHOBITEHHs 3a60poHH  (TMMuacoBoi 3a00poHH)
Ta TIOHOBJICHHs 06iry nikapchKHX 3aco6iB Ha TepUTOPii YKpaiHH, 3aTBepmKkeHoro
Haka3oM MiHicTepcTBa 0XOpOHH 300poB’s Vkpainu Bim 22.11.2011 Ne 809
(31 3MiHamu), 3apeecTpoBaHoro  MiHicTepeTBOM  roCTHIT Yxpainun 30.01.2012
3a Ne 126/20439, Tlopsanky kouTponio skocrti JMKapChKUX 3ac06iB Mia Yac onToBof
Ta po3apibHOT TOPTiBJi, 3aTBEPKEHOTO HAKA30M Minictepcrsa oxoponu 3/10pOB's
Ykpainu Bin 29.09.2014 Ne 677, 3apeecTpoBaHoro MinicrepcTBoM rocTunii Ykpainu
26.11.2014 3a Ne 151 5/26292, TpaBun yTHNI3aLil Ta 3HUIEHHS NKapChKUX 3aco0iB,
3aTBEp/DKEHUX Haka3oM MiHictepcTsa OXOpOHH 310poB’st YKpaiuu Bix 24.04.2015
Ne 242, 3apeectpoBanux MiuicreperBoM  rocTunii Ykpainu Bix 18.05.2015
3a Ne 550/26995, nHa nixcrasi iHdopMauii JlepxxasHoi CITyOH 3 Jikapchkux 3acob6is
Ta KOHTPOMIO 3a HAapKOTHKaMu y JIbBiBCHKiii obnacti (nucr Big 12.12.2024
Ne 234-01.1.1/02.0/06.14-24); TonosHoro ynpasniHHs  HauiosameHoi mominii
Ykpaiuu y JlbBiBChKiii 06acri ¢macT Bin 11.12.2024 Ne 113859-2024) wono
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BUSBIIEHHS B 00iry Ha TepUTOpii Ykpainu cepii 4075113 He3apeecTpoBaHoro
JIKapCBKOro 3aco0y RozexR, 0,75% (7,5) mg/g), krem 30 8, BUpoOHuuTBa Galderma
Polska, 3 mapryeannsm IHO3eMHOI0 MOB0IO, 3 MEeTOIO aKTHBHOI IPOTHIT noumpermo

HaCeNIeHHS:

3ABOPOHSIIO peanisaniio, 36epiranns Ta 3acTocyBaHHs cepii 4075113
HE3apeECTPOBaHOrO JliKapCchKOro 3aco0y RozexR, 0,75% (7,5) mg/g), krem 30 g,
BHPOOHHUTBa Galderma Polska, 3 mapxysannam IHO3eMHOI0 MO80IO, IO odiuiitHo
HE BBO3UBCS Ha TePUTOPII0 Ykpaiuy.

Cy6’exram rocnonaproBanus, ski 3AilcHIOIOTE peanizaniro, 36epiranns
Ta 3aCTOCYBaHHs JiKapchKHX 3acobiB, HEeBIIKNaAHO, micis OZEpXaHHS OaHOro
PO3NOPAIDKEHHS, EPEBIPUTH HaSBHICTE BKa3aHoI cepii sikapcekoro 3acoby, BXUTH
3aXOMH  WIONO BUIYy9e€HHA 1i 3 06iry uuigxom 3HUIIEHHA abo noBepHeHHs
TIOCTA49alIbHUKY, TIPO IO NOBIAOMUTH TepUTOpiaNbHUi Oprau Hepxnikenyx6u.
Y pasi sHHmenns sinxoxis 3a3Ha4eHoi cepil ikapchkoro 3ac00y B IBOTHXKHEBHI
CTPOK HamnpaBHTH 10 TEPUTOPIATBHOIO oprany Jlepxikcayx6u komilo akra
NP0 3HHIIEHHS BIIXOMIB NiKapchKoro 3aco0y.

Kontpone 32 Bukonamusm AQHOTO  pO3MOPS/KEHHS  3IHCHIOITE
TEPHTOpIANbHI OpraHu Hepxnikenyx6u ua BiJINOBi/1Hiit TEPHUTOPIT.

HeBukonanns panoro PO3NOPAIKEHHS TArHE 3a co6oko Bi/INOBI Aa/IbHICTE
3TiIHO 3 YHHHHUM 3aKOHOJABCTBOM YKpaiHH.

Konii ganoro PO3MOPAKEHHS HanpaBieHi:

Minicrepcrso OXOpOHH 310poB’s YKpaiHu;

T «Jlepxasuuit CKCIEPTHHH LEeHTp Minicrepcrsa OXOPOHM 3110pOB’s
Ykpaiuu».

Tonosa ,V/{/' Aetamaah Poman ICA€CHKO

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



AEP)KABHA CJIY)KBA YKPAIHHU 3 JIKAPCBKHWX 3ACOBIB
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PO3NOPSIKEHHSI

Bianosinzo ao Konetutynii Vipaium, crateii I5, 22, 55 3akony Ykpainu
«OcHoBH 3aK0HOaBCTBa Yxpaitu npo OXOpOHY 310pOB's», cTareii 15, 17, 21 3aKoHy
Ykpainu «IIpo JKapchKi 3aco6u», [Tonoxkenns npo [lepxasny ciyx6y Ykpainu
3 MKapChKUX 3acobiB Ta KOHTPOIIIO 32 HAPKOTHKAMH, 3aTBEpPIKEHOro MIOCTaHOBOIO
KaGinery Minictpis Ykpainu Big 12.08.2015 Ne 647, Tlopsaky 3aiiicHenHs
ACPKABHOTO KOHTPOJIO SKOCTI JMIKapChKHUX 3acobis, mo BBO3ATBCS B YKpaiHy,
3aTBEPIKEHOrO NocTaHoBoko Kabinery MiHicTpiB Vkpainu Bin 14.09.2005 Ne 902,
MyHKTY 3.2.2 Tlopsaky BCTAHOBJICHHA  3a60POHH  (TWMYacoBoj 3a00poHH)
Ta IOHOBIEHHSA 00Iry MiKapchKHX 3acoBis Ha TepUTOpii YKpaiHu, 3aTBEpKEHOro
HakaszoM MinictepcrBa OXOpOHH 370poB’s  Vkpainm Big 22.11.201] Ne 809
(31 3miHamu), 3apEECTpoBaHoro  MinicreperBoM rocTHui] Ykpainu 30.01.2012
3a Ne 126/20439, Iopsaxy kouTpomo sxocri JKapChKHX 3ac06iB 1in yac OITOBOT
Ta po3api6HOI TOPTiBIIi, 3aTBEPIKEHOTO HAKA30M Minicrepcrga OXOPOHH 310pOB's
Ykpainu Bix 29.09.2014 No 677, 3apeecTpoBaHoro MiHicrepcTBom rocThuji Ykpaiuu
26.11.2014 3a Ne 151 5/26292, INpasun YTHJi3auii Ta 3HUmeHHS MKapChKHX 3aco6iB,
3aTBEP/DKEHUX Haka3oM MinictepcTsa OXOPOHH 3710poB’s Ykpaiuu Bin 24.04.2015
Ne 242, 3apeectposanux MinicteperBoM  rocTHui] Ykpainu Bim 18.05.2015
3a Ne 550/26995, Ha nincrasi iHpopmauii epxaprof CiryOH 3 nikapchbkux 3aco6ip
Ta KOHTPONIO 3a HApKOTHKaMM Y JIbBiBChKili 06nacTi (mier Big 12.12.2024
Ne 234-01.1.1/02.0/06.14-24); l'onoBroro  ynpasninus Hauionanbnoi noninij
Ykpainu y JIbBiBchkiii obmacti {nucr Big 11.12.2024 Ne 113859-2024) mono
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BUAB/NCHHA B 00iry Ha TepHTOpii Yxpaiuu cepii R22068A HE3apeecTpoBaHOTO
JikapceKoro 3aco6y Salofalk R 500 mg, 50 tabletek, Bupo6ruuTBa DR. Falk Pharma
GmbH Niemcy, 3 MAPKYBAHHAM THO3EMHOIO MOBOIO, 3 METOIO aKTHBHOI MPOTHIT
NOLUMPEHHIO JTiKaPChKHUX 3ac06iB, MUIIXK HaIXOMKEHHS Ta YMOBH 36epiranus sKux
HEBIJIOMi, BU3HAYUTH AKICTE Ta Oe3neynicTs gKux HEMOXITHBO, 3 OITIANY Ha Te, wio
TaKa NMpONyKUisA € HeGe3NeYHO0 Ta MOXe HecTH NOTEHUi#HY 3arpo3sy HTTIO Ta
3,&0}503’10 HACEJICHHS:

3ABOPOHSIIO peanisauito, 36epiranus Ta 3acToCyBaHHs cepii R22068A
HE3apeeCTpPOBaHOTO  JTiKapCHKOTO 3aco0y Salofalk R 500 mg, S50 tabletek,
BHpoOHHuTBa DR. Falk Pharma GmbH Niemcy, 3 mapysannsm IHO3eMHOW0
MO6010, O ODilliiHO He BBO3MBCS Ha TEepHTOpi0 YKpainu.

Cy6’exram FOCNIOapIoBaHHs, fAKi 34IHCHIOIOTH peainizauiio, 36epiranmus
Ta 3aCTOCyBaHHA JIIKapChKHX 3acobiB, HEBIAKIANHO, micjs OZIePXaHHA JIaHOIrO
POSNOPSAIDKEHHS, IEPEBIPUTH HAABHICTH BKa3aHO] Cepii J1ikapchkoro 3acoby, BxHTH
3aXONM IMONO BWIYYeHHA i 3 06iry msixom SHUILEHHA abo MoBepHeHHs
NIOCTaYaJIBHUKY, MpO IO MOBIJOMHTH TEPUTOpIAbHKI OpraH Hepxnikcnyx6wu.
Y pasi 3HUMINEHHS BiaxoxiB 3a3HAYEHOI cepii JikapchKkoro 3ac00y B JABOTHXXHEBHIA
CTPOK HANpPaBHTH [0 TEPUTOPiaIbHOrO oprany Jlepxiikcnyx6u komito akra
NPO 3HHIUEHHS BIXOAIB JIIKApCHKOro 3aco0y.

Koutpone 3a  Bukonauusm AQHOTO  pO3NOPAMKEHHS  3iIHCHIOIOTE
TEPHUTOpIaNIbHI OpraHu Hepxnikcnyx6u Ha Bi anosinxiii TEPUTOPI].

HeBukonanus nanoro POSTOPAIDKEHHS TATHE 3a oGO0 BiAMOBIAAILHICTE
3TiHO 3 YHHHUM 3aKOHONABCTBOM VYkpainu.

Komii nanoro posnopsaxenns HarnpasleHi:

MinicrepctBo oxoporu 310pOB’s YKpaiHu;

Al «[lepxapHuii CKCNePTHUH UeHTp MiHicreperaa OXOPOHH 310pOB’s
Ykpainm».

lonoBa / [/// . Poman ICA€EHKO

Oneta BSISOBCBKA, Ten.(044) 422-55-76 (127)
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Big Ha No Bijg
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(// AL 8 KepiBuukam TepHTOpiaAbHuX
~ oprais Jlepxaikcuyxou

PO3IOPSKEHHS

Bianosigao a0 Konctutynii Ykpaiuu, crareii 15, 22, 55 3axomny Ykpainu
«OCHOBH 3aKOHOaBCTBA Yxpaiuun npo OXOpOHY 310pOB's», cTareii 15, 17,21 3akony
Ykpaiuu «IIpo TKapchKi 3aco6uy, [onoxernus npo Hepxasny cayx6y Ykpainu
3 NiKapChKUX 3aco6iB Ta KOHTPO/IIO 32 HapKOTHKaMu, 3aTBEPIKEHOrO MOCTAHOBOO
Kabinery Minictpis  Vipainu Bil 12.08.2015 Ne 647, Tlopsaaky s3giiicHenns
ACPKABHOIO KOHTPOJIO SKOCT] TKapChKUX 3aco0iB, 110 BBO3ATHCS B Ykpainy,
3aTBEPIDKEHOr0 MOCTaHOBOK Kabinery Minictpis Ykpainu sin 14.09.2005 Ne 902,
OyHKTy 3.2.2  Tlopsaky BCTAHOBIIEHHS  3a60pOHM  (TMMYacoBojf 3ab0ponu)
Ta TIOHOBJIEHHs 06iry JliKapchbkHX 3aco6is Ha TepuTopii Ykpainw, 3aTBEPIKEHOTO
HakazoM Minictepcria OXOPOHH 3710p0OB’s Vkpainw Big 22.] 1.2011 Ne 809
(31 3MiHamm), 3apeecTpoBaHOro MiHicrepcrom locTHUii Yipainn 30.01.20]2
3a Ne 126/20439, Hopsiaky konTpomo sxocrti JMKapCeKHX 3aco6is i1 9ac onToBoj
Ta po3pi6Hoi TOPTiBJl, 3aTBepIKeHOro HakasoM MiHicTepcTga OXOPOHH 3[0pOB's
Ykpaiun Bin 29.09.2014 No 677, 3apeecTpoBanoro MiHicrepctBoM rocTuii Ykpainu
26.11.2014 3a No 1515/26292, ITpaBun yruniszanii ta SHHUILEHHS JTiIKapChbKHX 3acobis,
3aTBEPIDKEHUX HAKa30M Minicrepcrra OXOPOHH 3110pOB’s Vkpainu Big 24.04.2015
Ne 242, 3apeECTpoBaHKX MiHicTepcTBoM IOCTHLIT  Vkpaiuu Big 18.05.2015
3a Ne 550/26995, na nigcragi iHpopMmarji JlepxaBHoi ciryx6u 3 JIKapCBKHX 3aco6iB
Ta KOHTPOMIO 3a HapKOTHKamu Y JIbBiBChKil 06acTi (mact Bim 12.12.2024
Ne 234-01.1.1/02.0/06.14-24); ["onosHOro ynpaBniuus  Hanionansuof MO
Ykpainu y JlspiBchkiis obuacti / (et iy 11.12.2024 Ne 113859-2024) 1oa0
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BUABJICHHS B 00iry Ha Tepuropii Ykpainu cepii NZF7NQ7 HE3apeecTpOBaHOro
Jlikapcbkoro 3acoby Saxenda R 6 mg/ml 3, Bupo6HuuTBa Nordisk Dania,
3 MAPKYBAHHAM IHO3€MHOI0 MOB0I0, 3 METOK AKTHBHOL NPOTHAII MOUIMPEHH!O
NiKapChKUX 3acoBiB, MUIAXH HAJIXOIDKEHHs Ta YMOBH 30epiraHHs SKHX HEBiJl0MI,
BU3HAYUTH SIKICTh Ta OE3MeYHICTh SKHX HEMOXIIMBO, 3 OIVISAAY Ha Te, 1O Taka
MPOAYKIis € HeGEe3MEeYHOIO Ta MOKe HECTH NOTEHUIHHY 3arpo3y >KHTTIO Ta 3J10pOB’10
HaCeJIeHHs:

3ABOPOHSIIO peanizauiro, 30epiraHHs Ta 3acTOCYBaHHSA cepii NZF7N0O7
He3apeecTpoBaHOro Jikapcekoro 3acoby Saxenda R 6 mg/ml 3, Bupo6HuLTBa
Nordisk Dania, 3 mapxysannam inozemuorn Moe6010, O oQiuiliHO He BBO3MBCH
Ha TepUTOPi0 YKpaiHu.

Cy6’exram rocniomapioBanns, ski 3MIHCHIOITL  peanizariifo, 30epiranus
Ta 3aCTOCYBaHHS JiKapChKHMX 3acobis, HeBIAKNA/IHO, IiCNA ONEPkaHHA JaHOIO
PO3NOPSZNKEHHS, TIEPEBIPUTH HASABHICTH BKA3aHO] cepii JikapchKoro 3acoby, BXHTH
3aXO[M  IMONO BHUIYYeHHS 11 3 06iry wusxoM 3HULIEHHA ab0 MOBepHEeHHs
MNOCTa4YallbHUKY, PO L0 MOBiAOMHTH TEPUTOpiaNbHUA OpraH Hepxnikcnyx6u.
Y pasi 3HUINEHHS BiAXO4iB 3a3HAYeHHX Cepilt NikapchKoro 3acofy B ABOTHKHEBMUI]
CTPOK HanpaBUTH [O TEPHTOPialbHOro oprany Jlepxnikcnyx6u konilo akta
1IpO 3HHIEHHS BiAXOMiB JiKapchKOro 3aco0y.

Kourpons 32  Buxonammsm AAHOTO  PO3NOPAKEHHS  3iHCHIOIOTE
TEPUTOpIalbHi Opranu Hepxrikcyx6u Ha BigmosiHiii TEPHUTOPII.

HeBuxonanns nanoro PO3MOPSIDKEHHS TATHE 3a co60K BiANOBinaNbHICTE
3TiHO 3 YHHHHM 3aKOHOJABCTBOM YKpaiHH.

Kormii ganoro PO3MOPSAHKEHHs HanpaBJieHi:

MinicTepctBo oxoporu 300poB’st YKpaiHu;

I «lepxaBHwuii eKCNepTHHH wueHTp MinicTepcrsa OXOPOHHM 310pOB’s
VYkpaium.

IlonoBa Poman ICAEHKO

Onena BSI3OBCEHKA, Ten.(044) 422-55-76 (127y



AEPXXABHA CJIY)KEA YKPAIHMU 3 JIKAPCBKHX 3ACOEIB
TA KOHTPOJTIO 3A HAPKOTHKAMH
(,lIepxmilccnyxcﬁa)
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BiJ Ha Ne BiJ

Kepisunkam cyb’exriB
” | rocnonapiosauns, ski 3alimalorneg
e i palie peaaizauieio, 30epirannsm i
/@ PRy S 3ACTOCYBAHHAM JliKapcLKHX 3aco6ip
7/ KepiBuukam TepHTOpiaNbLHuX

-7 opraHis Jlepxtikcyx6u

RS2l
PO3MNOPSIDKEHHS

Bianosigxo no Koncturynii Ykpainu, crareii 15, 22, 55 3akoHy Ykpaiuu
«OcHOBH 3aK0HO1aBCTRA Ykpaiuu npo OXOpOHY 3110pOB'st», cTateif 15, 17,21 3akony
Ykpainu «ITpo JIKapchKi 3aco6uy, INonoxenns npo /lepxasny Cayx0y Vpaiuu
3 JIIKAPCBKHUX 3ac06iB Ta KOHTpOIIIO 32 HapkoTHKamuy, 3aTBEP/DKEHOI0 MOCTAHOBOK
Kabinery Minictpis  Vipaiuy Bix 12.08.2015 No 647, Tlopsnky s3miiichenns
ACPKABHOTO KOHTPOMIO SKOCT] NKapCBKUX 3acobis, O BBO3ATECA B Ykpainy,
3aTBEPIKEHOr0 MOCTAHOBOIO Kabinery Minictpis Ykpainu Bix 14.09.2005 No 902,
OYHKTY 3.2.2 HNopsinky Bcranopnenns 3a00pOHH  (THMuacoBoj 3a00pOHH)

HakasoM Minictepcrsa OXOPOHH 310pOB’s VYkpainu Big 22.11.2011 Ne 809
(31 3Minamu), 3apeecTpoBaHOro Minicrepcteom OCTHUIT Vipaiun 30.01.20]2
3a Ne 126/20439, IMopsinky xonTpomo sixocri NIKapChKUX 3acobip Mix 4ac ontosof
Ta poz,npiéno’f TOPriBNi, 3aTBepIXKeHOro Haka3oM MiHicTepcTra OXOPOHH 310pOB's
Ykpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHOro MinictepcTom FOCTHLIT YKpaihu
26.11.2014 3a No 151 5/26292, Ipagun YTHII3aLiT Ta 3HMmenHs NiKapchKux 3acobiB,
3aTBEPIXKEHHUX HAKA30M Miuicrepcrsa OXOPOHH 310pOB’s Vkpainu Bin 24.04.2015
Ne 242, 3apeecTpoBaHux Minicrepcrsom IOCTHLIT  Vkpaiuu Bij 18.05.2015
3a Ne 550/26995, na niacraei iHpopMmanii HepxaBHoi CITyXOH 3 nikapcekux 3acobiB
Ta KOHTPOMO 3a HapKoTHKamu ¥ JlbBiBCBKiii 06macti (et Bin 12.12.2024
No 234-01.1.1/02.0/06.14-24); [onosroro YnpaBnines  Hanionansuoi noJuif
Ykpaitu y JIbsiBchkiii obnacti (mucr pig 11.12.2024 Ne 113859-2024) mono
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BUABIICHHA B 06iry ma TepUTOpii  Ykpainu cepii HO8T He3apeecTposanoro
JIKapchKOro 3aco0y Duac 10 mg + 50 mg/g zek 30 g, BUPOOGHHIITBA Irlandia,
3 Mapkyeannam inosemuow MO60i0, 3 MeTOW akTHBHO] NPOTHAIT NOIIHpeHH O

3ABOPOHSIO peanisaiiro, 30epiranHs Ta 3aCTOCYBaHHA cepii H98T
He3apeecTpoBanoro NiKapchbKoro 3aco0y Duac 10 mg + 50 mg/g zek 30 g,
BHPOOHHUTBa Irlandia, > MAPKYSaHHAM  inozemuorn MO60i0, 10 odiuiiino
HE BBO3UBCA Ha TepUTOpIto Vkpainu,

Cy6’extam rocnonaprosanns, gki 3AiIHCHIOIOTE peanizauyiro, 30epirannus
Ta 3acTocyBaHus TKapchKux 3aco0iB, HeBIAKNanHO, micng OZI€pPXXaHHA nmaHoro
po3nopskenns, N€PeBIPHTH HasBHiCTE BKa3aHoi cepii JKapchKoro 3aco0y, BxuTH
3aX0IM w00 BUIIyYeHHS i 3 o0iry umsxom SHHLIEHHS a6o NOBEpHEHHS

Konii naroro PO3NOpsmkeHns Hanpagnen;:
Minicreperso OXOPOHH 310poB’y Yxpainy;
T «epsxasnuii CKCNIEPTHHA  1enTp Minicrepcrga OXOpOHH  3710pOB’g
Ykpainuy.
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