JEPXJIIKCIIYXBA

JIEPY)KABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM Y KIPOBOT'PAJICBKIU OBJIACTI

Byi1. [Tpeobpaxencrka, 2, M. Kporsruuskuii, 25006, Ten/daxc: (0522) 32-14-41,
e-mail: dls.kr@dls.gov.ua, https://www.dls.gov.ua, Kox €JIPTIOY 37059505

08 064043 Ne 143-07. ///0/ 7 //05 //—z}y{ ﬁe‘f/ Bix

KepiBHHKaM Ta YIOBHOBaKeHHM 0co0am
anTeYyHHX Ta MeMYHHUX 3aKJIa1iB
KipoBorpaacbkoi od1acri

Jlo yBarn YoBHOBasKeHHX 0¢i0!

HajraeMo posnopspkeHHs JlepxaBHOI cllyOn YKpaiHu 3 JIKapChKuX 3ac00iB Ta KOHTPOJIIO
3a HAPKOTHKAMH 100 3200pOHH 06iry danbcudikoBaHuX TIKAPCHLKAX 3ac00iB.

3a_HASBHOCTI, BKA3aHHX Y PO3IOPSUDKEHHI JiKapchKuX 3aco0iB, NOBiZIOMUTH [lepKaBHY
cinyx0y 3 JKapChbKUX 3aco0iB Ta KOHTPOJIO 33 HAPKOTHUKAMH Y Kiposorpajcekiii obnacti 1po
B)KHTI 3aX0JIM 100 BUKOHAHHS PO3MOPSHKCHHS.

[HbopMAaLiio HAIABATH Ha MANEPOBHMX HOCISX MOLITOO, 33 afpecoro: 8y. IlpeobpasicencbKa,
2, m. Kponusnuyskuii, 25006, 3 noatkamu:

a) IIpX BMiIlIeHHi B KADAHTHH I0JA€THCA KOMisl MPUOYTKOBOI HAK/IAIHOI;

6) Y [IOBEPHEHHi MOCTAYANBHIKY JONAIOTHCA: KOTis MPUOYTKOBOI HAK/IAIHOT;

KOIIisl HAKJIaTHOI Ha [IOBEPHEHHS.

B) Y BHIAJKy Mepejiadi BifXONiB JikKapchKoro 3acoby Ha yTHIi3alio a6o 3HUINEHHS,
v IBOTHOKHEBHH cTpok moindopMysatu JlepxkaBHy cayx0Oy 3 JiKapchKhX 3aco0iB Ta KOHTPOIIO 32
HapkoTukamu y KipoBorpa/cekiit 0671acTi Ta HaaaTi KO0 npuOyTKOBOI HAKJIa/IHOI.

IIpy HACTYMHHMX IOCTaBKaX JIKapChKUX 3aco0iB, BKa3aHHX Yy PO3MOPSIUKCHHAX, cy0’€ekT
[OCMOAAPIOBAHHSA TOBMHEH BXKHTH 3aXOMiB WIONO 3anobiraHHs npuabGaHHs, peanizauii Ta
3aCTOCYBAHHS JIIKApCHKUX 3ac00iB, 3a3HAYEHUX y PO3NOPAKEHHSX.

YV BHDAAKY BiICYTHOCTI JIKapchKHX 3aco0iB, BKa3aHHX Y PO3MNOPAKCHHAX YU JIHCTaX
JlepskikciTy k6u, BIANOBiAi B MICHMOBOMY BAIIISAi HAAABATH He noTPidHO.

OJHOYACHO HAragyeMoO, IIO 3 PO3MOPS/DKEHHSMH Ta JucTamu JIepiIiiKeiykOu MOkHA
o3HaifoMuTHCs Ha odimiiiHomy BeGcaiiti JlepkaBHOi caykOH YKpaiHH 3 JIKapChKHX 3aco0iB Ta
koHTpomo 3a Hapkortukamu  (https://www.dls.gov.ua/) B posaini  PO3ITOPADKEHH
JEPXJIIKCITYXXBU.

OKpiM TOT0, 03HaHOMUTHCS 3 [IOBIXOMJICHHAMHU NP0 BCTAHOBIICHH 3200POHU Ta MOHOB/ICHHS
o6iry mikapcekux 3acoGiB, siki Bumani Jlepiiikciyx00r0, MOXHa Ha odiuiiiHomy BebcaiiTi
JlepxaBHoi CiTyx0n 3 JiKapchKuX 3aco0iB Ta KOHTPOMO 32 HAPKOTHKaMH y KipoBorpazacekii
o6nacri (zuB. mucr Bix 16.06.2020 Ne 169-02.1/01.1.1/05.12-20).

JlomaTku:

1. Komis posnopsmkenns JlepxaBHOi cayx6u YKpaiHu 3 JiKapChKHX 3aco0iB Ta KOHTpPOJIO 3a
HapkoTHKamH Bix 05.06.2023 Ne 5313-001.3/002.0/17-23 Ha 1 apk.;

2. Komisi posmopsunkennst JlepxaBHoi ciyx6u YKpaiHu 3 JiKapChKHX 3aco0iB Ta KOHTPOJIO 3a
HapkoTHKamH Bix 05.06.2023 Ne 5315-001.3/002.0/17-23 na 1 apk.

3. Komisi posmopsymkeHHs JlepaBHOI CIyx6u YKpaiHu 3 JiKapChKHX 3ac00iB Ta KOHTPOJIKO 3a
Hapkotukamu Bix 05.06.2023 Ne 5319-001.3/002.0/17-23 na 1 apk.

B.o. HaYaIbHUKA c.rlaf)xﬁn Haranais MYP3AK
epxxaBHa cnyxba 3 nikapcbkux 3acobiB Ta KOHTPOMO

M2 33 HapkoTukamu y Kipoorpaachbkiih obnacri

Ne143-01.1.1/01.1.1/05.12-23 Bin 06.06.202
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KepiBHHKamM TepHTOpialbHHX oOpraHis
Hepanikemy:rou

PO3IIOPSI/KEHH ST

Bipnosigno no Komcrutynii Ykpainu, crareit 15, 22, 55 3akony Yxpaiuu
"OCHOBH 3aKOHOJABCTBA YKpaiHH IIPO OXOPOHY 3;10poB's", crareit 15, 21 3akoHy
Vkpainu "[Ipo nikapceki 3acobu", ITonoxenus npo lIepxcaBHy ciyx0y Yxpainu 3
JNKapchKUX 3aco0iB Ta KOHTPONIO 338 HApKOTHKAMH, 3aTBEPIXKEHOro MOCTAHOBOIO
Kabinery MinictpiB VYxpaimm Bim 12.08.2015 Ne 647, Ilopsaky 3ailicHeHHs
JIEPKABHOTO KOHTPOJIIO SKOCTI JIKapChbKUX 3aco(iB, INO BBO3ATHECH B YKpaiHy,
3aTBEpKEHOr0 1ocTaHoBow Kabinery MinictpiB Yxpainu Bim 14.09.2005 Ne 902,
myHkTy 3.2.2 Ilopsaxy BCTaHOBIEHHS 3a00poEW (THMM4YacoBoi 3a6OpoHM) Ta
TIOHOBJICHHA O0Iry JiKapchKHX 3aco0iB Ha TepuTopii YKpaiHH, 3aTBEPIKEHOTO
HakazoM MiHicTepcTBa OXOpOHHM 370poB’S VYkpainu Bixm 22.11.2011 Ne 809 (3i
3MiHaMH), 3apeecTpoBaHoro  MinicTepcTBoM rocTHuii Ykpaiau 30.01.2012 3a
Ne 126/20439, TlopsiaKy KOHTPOJIO SIKOCTI JIIKApCEKUX 3aco0iB ITif Yac onToBoi Ta
po3npiOHOT TOpriBimi, 3aTBepIXKEHOro Haka3oM MiHiCTepcTBa OXOpPOHHW 3/10pOB's
Ykpaiuu Big 29.09.2014 Ne 677, 3apeectpoBaHoro MiHiCTEpCTBOM IOCTULIT YKpaiHU
26.11.2014 3a No 1515/26292, ITpasun yTuiaizamii Ta 3HUIIEHHS JIIKApCBKUX 3ac00iB,
3aTBEP/DKCHUX Haka3oM MiHicTepeTBa OXOpOHH 3L,0poB’s Ykpainu Bin 24.04.2015
No 242, s3apeectpoBanux MiHicrepcTBoM roctulii Ykpainu 18.05.2015 3a
Ne 550/26995, na mincrasi inpopmarii TOB «Pomr YkpaiHay moao BUSBICHHS B 06iry
Ha TepuTopii Ykpainu ¢anscudikoanoi cepii H5170HO1 nikapcekoro 3acoly
Herceptin®, 150 mg 1 flakon, 3 mapkyBanHsM Roche iHozemHOI0 MOBOK (3a
iHdopmartiero Roche BkaszaHa cepist JlikapchKoro 3aco0y BUpOOHHKOM Oyiia BUITyLIeHa
TUIBKK A1 pUHKY TypeduumHH), 3 METO aKTUBHOI MPOTHAIl IOMIHPEHHIO
danscudhikoBaHUX JiKAPCBKKUX 3ac00iB, M0 MOXYTE CHPHYHHUTH PO3BUTOK XBOPOOH
ab0 HeHale)XHe JIKyBaHHS, HECTH IMOTEHLIHHy 3arpo3y J>KHTTIO Ta 3J0POB’I0
HaceNeHHs | € HeOe3euHuM:
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3ABOPOHSIIO peanizariito, 30epirasHs Ta 32CTOCYBaHHS dbanbcudikopanor
cepii HS170HO01 nixapcekoro 3acoby Herceptin®, 150 mg 1 flakon, 3
mapkyBaHHaM Roche iHO3eMHOM0 MOBOIO.

Cy6’exTam rocnoapesKoi MismbHOCTI, SIKi 31 SHIOIOTE peasisanio, 36epiranss
Ta 3aCTOCYBAaHHS JHKapChKUX 3aco0iB, HEBIOKIANHO Micis ONIEpPXKaHHS IaHOIo
PO3NOpAZKEHHS IIEPEBIPUTH HASBHICTh BUIIE3a3HAYECHOT cepii JTikapceKoro 3acoby Ta
Y pasi BUSBIEHHS, BUTYy4HTH ii 3 06iry mumxom PO3MIIEHHA B KapaHTHH, IIpO IO
HeraiiHo noBinomMuTH Jepxiikenyx6y Ta TepuTopiansuuit opran JepxiikciayxGu Ha
BIATMOBINHIN TepuTOpIi.

KoHTpoJib 32 BUKOHAHHAM 1aHOTO PO3MOPAMKEHHS 3IHCHIOOTS TEPUTOpPiaJIbHI
opranu Jlepxnikcayx6u Ha Bignosiauii TEPHUTOPIi.

HeBnkonanus aaHoro posnopsmkeHHs TATHE 3a co6oio BiIOBITaNBHICT
3TiIHO 3 YUHHUM 3aKOHOJABCTBOM Ykpainn.

Komii 1anoro po3nopsimkenns Hanpasiesi:

MiHicTepcTBO 0XOpPOHH 310pOB's YKpaiHu;

A1 " NeprxaBuuii excriepTHuii neHTp MiHictepcTBa 0xopoHu 310poB's Ykpainu'";
TOB "Pomw Vkpaina".

3acrynuuk osioBn

Bosogumup KOPOJEHKO

Onena LLleBuenko, Ten.422-55-76
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Kepisnukav  Tepuropianeuux opraHis
Hepautikenyx6u

PO3MOPSIIXKEHH S

Binnosixno no Koncrurymnii Yxpainu, crarsht 15, 22, 55 3akony Vkpainu
"OcHOBU 3aKOHOIABCTBA Ykpaiun mpo oxopony 370poB'a", crareif 15, 21 3axomy
Ykpainn "Tlpo sikapeski 3aco6u”, ITonoxeHHs npo [lepxasHy ciyxGy Ykpaiuu 3
JNiKapchKUX 3aco6iB Ta KOHTPOJIIO 32 HApKOTHKaMH, 3aTBEPKEHOTO IMTOCTAHOBOIO
Kabinery Minictpis Vkpaiuu six 12.08.2015 No 647, Ilopsmky 3gilicHeHHS
ACP’KABHOIO KOHTPOJIO SKOCTI JIKapChKHX 3acoBiB, IO BBO3ATHCH B Ykpainy,
3aTBEPIDKCHOrO MOCTaHOBOKO KaGinety Minictpis YVkpainu sin 14.09.2005 Ne 902,
nyHkty 3.2.2 Tlopsiaky BCTaHOBJIEHHS 3aboponn  (TMMYacoBoi 3aGopoHn) Ta
IIOHOB/ICHHS 00iry nikapchbkux 3aco6iB Ha TepUTOpii YKpaiHH, 3aTBepIKEHOro
Hakasom MiHicTepcTBa OXOpOHM 31OpOB’s Ykpainn Big 22.11.2011 Ne 809 (si
3MIHAMH), 3aPEECTPOBAHOrO MinicrepctBom roctuuii Vipaium 30.01.2012 3a
Ne 126/20439, Ilopsinky KOHTPOIO SKOCTI JiKapcLKUX 3aco6iB mij wac onrtosoi Ta
PO3IpPiGHOI TOPriBii, 3aTBepIKEHOro Haka3oM MinicTepcTBa OXOpoHM 31OpOB's
Ykpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHoro MiHicTepcTBoM tocTuuii Ykpainu
26.11.2014 3a Ne 1515/26292, Ipasu YTHII3aWii Ta 3HUINEHHS JTiKapChKHX 3acobis,
3aTBEP/LKCHNX Haka3oM MiHicTepcTBa OXOPOHH 300poB’s VYxpainu Big 24.04.2015
Ne 242, sapeectpoBanux MiHicTepcTBOM focruii  Ykpaiau  18.05.2015 3a
Ne 550/26995, na mixcrasi indopmarii TOB «Pom V KpaiHa» LI0/I0 BUABJEHHS B 06iry
Ha Teputopil Vkpainu ¢anscudikosanoi cepii H0041B27 JiKapceKoro 3acoby
Ocrevus 300 mg/10 ml, 1 flacon, 3 MapkyBaHHAM "Roche” iHozeMHOI0 MoBoIO (32
inQopmariero Roche Brazana cepist TiKapchKOro 3acoby BUpoGHUKOM Gy1a BHUIIyLLEHA
TIIBKH  JUISI  PUHKY Type4yunnu), 3 Meroro axTUBHOT IPOTHJIIT TOIIHPEHHIO
banbenpikoBanux ikapchKux 3aco6is, 1o MOXXYTb CIPUYMHHUTH PO3BUTOK XBOPOOH
a00 HeHale)KHe JiKyBaHHS, HECTH MOTEHIIHHY 3arpo3y XXWUTTIO Ta 3X0POB’IO
HaceJIeHHs 1 € Hebe3neyHuM:
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3ABOPOHSIO pearnizaniio, 36epiranHs Ta 3acTocyBaHHs ¢aabcudikopanoi
cepii H0041B27 nikapcekoro 3acoby Ocrevus 300 mg/10 ml, 1 flacon, 3
mapkyBanusM ""Roche' iHO3eMHOIO MOBOIO.

Cy6’exTaM rocroaapchKol MisIbHOCTI, AKi 3IHCHIOIOTH peanisallilo, 30epiratHs
Ta 3acTOCYBaHHA JIKapchKMX 3aco0iB, HEBIOKNAAHO MICHA OAEPKAHHA JaHOrO
pPO3TIOPS/KEHH s TIepeBipUTH HAsBHICTH BUIE3a3HaYeHol cepii Mikapcrkoro 3acoby Ta
y pa3i BUABJNEHHS, BIIYYHUTH 1i 3 06iry IUIAXOM PO3MIILEHHS B KapaHTHH, IO IO
Heraiizo nosigomuty Jepxiikciyx0y Ta TepuTopianbHui opran Jlepxiikcnyx6u Ha
BiMOBIAHIH TepUTOPIi.

KoHTpOo/h 32 BUKOHAHHAM JIRHOTO PO3NOPSIIKEHHS 3MiHCHIOIOTH Tepmopianbni
oprauu JlepiaUIikcmyx61 Ha BiINOBIHI# TepUTOPIi.

HeBUKOHAHHS JaHOTO PO3NOPSMKEHHS TArHE 3a co0OI0 BiATOBIAANBHICTH
3riJHO 3 YUHHUM 3aKOHO/IaBCTBOM Y KpalHH.

Komii JaHOro po3MOpsKEHHS HANPaBIeHi:

MiHiCTEPCTBO OXOPOHHM 3A0POB'A YKpaiHu;

JU[1 " JlepraBHuii excriepTHU HeHTp MiHicTepcTBa OXOPOHH 310pOB's YKpaiHH';
TOB "Pomr Yxpaina'.

3acTynHuk I'ojioBH

Onena llesuenko, Ten.422-55-76
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Bimgnosigno mo Koncrutynii Ykpainu, crated 15, 22, 55 3akoHy YKpaiHu
"OCHOBH 3aKOHOZABCTBA YKpalHU IO OXOpOHY 310poB's", crareil 15, 21 3axony
Vxpainu "TIpo nikapceeki 3acoou”, Tonoxxenus npo JepxaBHy ciyx0y Ykpainu 3
NiKapchKUX 3aco0iB Ta KOHTPOJIO 33 HapKOTHKaMH, 3aTBEPIVKEHOIO ITOCTAHOBOIO
KaGinery MinictpiB VYkpaimum Bix 12.08.2015 Ne 647, Tlopsaky s3nilcHeHHs
NepXKaBHOTO KOHTPOJIIO SIKOCTi JIKapChKUX 3acodiB, IO BBO3ATECS B YKpaiHy,
3aTBepKkeHoro mocranoBoro Kabinery MinictpiB Ykpainu Bix 14.09.2005 Ne 902,
nyukty 3.2.2 Tlopsiky BCTaHOBIEHHs 3a00poHH (THM4YacoBoi 3a00pOHH) Ta
MIOHOBJIEHHsT 00iry Iikapchkux 3aco0iB Ha TepuTOpil YKpaiHH, 3aTBEPIDKEHOTO
HakazoM MiHicTepcTBa OXOpOHM 310poB’s Ykpaiuu Bix 22.11.2011 Ne 809 (3i
3MiHamu), 3apeecTpoBaHoro  MigictepcTBoM octumii Yxpaimm 30.01.2012 3a
No 126/20439, ITopsaxy KOHTPOJIO SKOCTi JIKapChKUX 3aco0iB IMiJ Yac OINTOBOI Ta
po3piGHOT TOpriBIi, 3aTBEpKEHOro HakazoM MIiHiCTEpPCTBa OXOPOHH 3OpOB'S
Vkpainu Big 29.09.2014 Ne 677, 3apeectpoBaHoro MiHicTepcTBOM IOCTULIT YKpaiHK
26.11.2014 3a Ne 1515/26292, ITpaBun yTunisauii Ta 3HAILEHHS JiKapchKUX 3aco0iB,
3aTBepKEHMX Haka3oM MiHicTepcTBa OXOpPOHHM 3JI0poB’s Ykpainu Bix 24.04.2015
Ne 242, 3apeecrpoBanux MinicTepctBoM rocthmii Ykpaimum 18.05.2015 3a
Ne 550/26995, na mizfcrasi inpopmarii TOB «Pour Ykpaina» o0 BUABIEHHS B 06iry
na TepuTopii Yxpainu ¢anscudikosanoi cepii B2804B06 mixapcekoro 3acoly
Kadcyla®, 160 mg 1 flakon, 3 mapkysaxusM Roche inosemHo0 MoBONO (32
indopmariero Roche Bkasana cepis Jlikapcbkoro 3acofy BupoOHHKOM Oyia BUMYIIEHa
TINBKH i pUHKY TypeyduHH), 3 METOI0 aKTMBHOI NpPOTHUAIl MOIIMPEHHIO
danscudikoBaHUX JiKapChKUX 3ac06iB, WO MOXKYTh CIIPHYMHUTH PO3BHTOK XBOPOOH
abo HeHaleXXHe JIKyBaHHS, HECTH MOTEHLiiHY 3arpo3y J>XHTTIO Ta 3[0pOB’IO
HaceJleHHS 1 € HeOe3NeYHUM:
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3ABOPOHSIIO peanizaiiito, 36epiraHHs Ta 3acTOCyBaHHA (anbeudikoBanoi
cepii B2804B06 nixapcsxoro 3acoby Kadeyla®, 160 mg 1 flakon, 3 mapkyBanusm
Roche iH03eMHOI0 MOBOIO.

Cy6’ eKTaM rocmoapehKol AisIBHOCT], SKi 3/iHCHIOIOTE peaisaliiio, 30epiraHHs
Ta 3acTOCYBaHHA JIKapChKMX 3aco0iB, HEBIAKIANHO MiCls ONEPXKAHHA NaHOro
PO3MOPSHKEHHS NIEPEBIPUTH HAABHICTh BUILE3a3HAYEHOT cepii ikapcrKoro 3acody Ta
y pasi BUABJIEHHs, BUIy4uTH ii 3 o6iry LuIsIXoM PO3MILIEHHA B KapaHTHH, PO 110
HeraitHo mosizomutn Jlepixtikemyx6y Ta Teputopians>Huii opran Jlepxikciyx0u Ha
BiJMOBiHi¥ TepUTOPII.

KOHTpPOb 38 BHKOHAHHSIM JJAHOTO PO3MOPA/KEHHS 3AIHCHIOIOTh TEPUTOPiaABHI
oprauu [epiikcny)xGu Ha BiImoBi/HiH TepUTOPIi.

HeBUKOHAHHSA JAHOTO PO3IOPS/UKEHHS TATHZ 3a COGOI BilNOBIAAIBHICTH
3riIHO 3 YHHHMM 3aKOHOJaBCTBOM YKpaiHH.

Konii ZaHOro pO3MOpsKeHHS HaMpaBIIeHi:

MiHicTepcTBO OXOPOHH 370POB'S Y KpalHu;

JIIT " JlepxaBuuii excriepTHuit HeHTp MiHicTepeTBa OXOPOHH 3n0poB's Ykpainu";
TOB "Canpo3 Yxpaina".
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Onena Lllesyenko, Ten.422-55-76



