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Kepisuukam Ta YIOBHOBaKEHHM 0€00aM
ANTEYHHUX TA MEAMYHMX 3aKJIaxiB
KipoBorpaacekoi obacri

Jlo yBaru YoBHOBaKeHHX 0Ci6!

Hajtaemo posmopsmkenHs JlepxaBHoi cIy’0u YKpaiHu 3 JTKapChKUX 3ac00iB Ta KOHTPOJIIO
33 HApKOTMKAMH LI0J0 3200POHM 00iry JiKapchKOro 3aco0y.

3a HASIBHOCTI, BKA3aHWUX Yy PO3LOPSA/KEHHI JMiKapCHKUX 3ac00iB, MOBIIOMHTH JlepiKaBHY
cIyx0y 3 JIKapChbKHX 3acO01B Ta KOHTPOIO 32 HAPKOTHKaMH Y KipoBorpaacekiii 061acTi  Ipo
BXKUTI 3aXO0/IM 1100 BUKOHAHHS PO3MOPSAIKEHHS.

" TudopMallito HAZABATH HA MANEPOBMX HOCIAX MOLITOK, 32 ajpecoro: gy lIpeobpasicercoka, 2,
m. Kponuenuypxuit, 25006, 3 nonarkamu:
a) Opy BMILICHHI B KAPDAHTUH 0/IA€ThCA KOTisi MpUOYTKOBOT HAKIIATHOI,
6) IpM I10BEPHEHHI MOCTAYAIBHUKY JT0AAIOTHCSA: KOIIL pUOYTKOBOI HAK/IAIHOL,
KOITis HaKJIaJHO1 Ha TOBEPHEHHS.

B) Y BHIAJKy Tepejadyi BiIXo/iB JIIKAPCBKOrO 3aco0y Ha YTHIi3alio abo 3HWIICHHS,
y IBOTIKHEBUH cTpoK noindopMysatu [lepxapHy cTyxkO0y 3 JIKapChKUX 3ac00iB Ta KOHTPOJIIO 3a
HapkoTHKaMu y KipoBorpachkiif 0671acTi Ta HaaTH KOTIi0 NprOYTKOBOI HaKIIaIHOI.

Mpy HACTYNHMX MOCTABKAX JIKAPCHKMX 3aCOOIB, BKA3aHMX y PO3MOPAIKCHHIX, cy0’eKkT
rOCTIONAPIOBAHHS TTOBHHEH BXKHUTH 3aXOfiB 100 3arobiraHuHs npuabaHHs, peanizamii Ta
3aCTOCYBAaHHs JIKapCHKUX 3ac001B, 3a3HAUYCHHUX Y PO3NOPS/KCHHAX.

Y BHIAAKY BiACYTHOCTI JiKapChKUX 3ac00iB, BKa3aHHWX Yy PO3NOPS/UKCHHAX 9H JIMCTaX
JlepxikcTyx0u, BIANOBiAi B MICLMOBOMY BT/ HAAABATH He NOTPiOHO.

OHOYACHO Haraayemo, IO 3 PO3MOPAIKEHHIMHM Ta JIUCTaMH Jep>kTKCITy>)KOU MOXKHa
o3HalomuTHCs Ha odiniifinomy BeGcaiiti JepxaBHoi ciyxOu YKpaiHu 3 NIKapChKUX 3ac001B Ta
KOHTPOJIFO 32  HAapKOTHKaMH (https://www.dls.gov.ua/) B  po3uii PO3ITIOPAJKEHHA
-~ IEPXKJIIKCIIYKBH.

JlomaTku:
1. Komis posnopsmkenns JlepxaBHoi cinyxOu YKpainu 3 1iKapChKuX 3ac001B Ta KOHTPOITIO 3a
HapKOTHKaMu Bia 23.06.2026 Ne 303-001.2/002.0/17-26 Ha 1 apk.;
2. Komist posnopsmxenns JlepaBHOI CIryk6u YKpaiHH 3 JIIKapChKHX 3ac001B Ta KOHTPOIIIO 34
HapkoTHKaMu Bift 23.06.2026 Ne 304-001.2/002.0/17-26 na 1 apk.

B. 0. HAYaTbHUKA CJIYKOH Jhroavmuaa INAJTIOK
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NEPKABHA CJIIYKXBA VKPATHM 3 JIKAPCBKNX 3ACObIB
TA KOHTPOJIIO 3A HAPKOTUKAMU
(depxtikemy:xba)

npocnekt Bepecreiicokuii, 120-A, m. Kuis, 03115, rex/daxc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua, Kex €IPTIOY 40517815

Ne Ha Ne BIJ
KepiBrukam cy6’exTIiB
rocnoJapoBaHHs, siKi 3aHMalOTbCH
peaJiizanicio, 30epiraHHaM i

32CTOCYBAHHSM JIiKAPCLKHX 32C00iB

KepiBnukam TePUTOPiaTLHHX
oprauis Jepiiikciyxon

PO3NOPAKEHHS

Bimmosimno mo Koscrutyuii Vkpaiuw, cratedt 15, 22, 55 3akoHy YKpaiHU
«OCHOBH 3aKOHOJABCTBa Y KpaiHH TIPo OXOPOHY 310poB's», cTated 15, 17,21 3akony
Yxpainu «IIpo sikapchki 3aco0m», TIOTOKEHHS HPO JlepxaBHy ciayx0y YKpaiHu
3 NiKapChKUX 3ac00iB Ta KOHTPOJIIO 33 HAPKOTHKAMM, 3aTBEP/KEHOTO MOCTAHOBOIO
Kabinery Minictpip Ykpainu Bin 12.08.2015 Ne 647, Tlopsaxy 3MiMCHEHHA
JepKaBHOTO KOHTPOMIO SIKOCTI JIKapChKAX 3aco0iB, IO BBO3ATHCA B YKpaiHY,
3aTBepkeHoro nocraHosoro Kabinery MinicTpiB Yipainu Big 14.09.2005 Ne 902,
nyakty 3.2.2 Tlopsnky BCTaHOBICHH 3aboponr  (TMMuacoBoi 3a00POHH)
Ta MOHOBJEHHs 00iry JiKapchKux 3acobiB Ha TepuTOpil YKPaiHH, 3aTBEPIKEHOTO
nakazoM MiHicTepcTBa OXOPOHH 30POB’R Y KpalHH Big 22.11.2011 Ne 809
(31 3minamm), 3apeectpoBaHoro MIHICTEPCTBOM toctunii Vkpaiam 30.01.2012
sa No 126/20439, TTopsaxy KOHTDPOIIO AKOCT1 JIKapChKUX 3acobiB IMij] 9ac ONTOBOI
Ta po3/ApiOHOT TOPTiBIi, 3aTBEPUKEHOTO HAKa30M MiHicTepcTBa OXOPOHH 30POB'S
Vkpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHOTO MiHICTEpCTBOM I0CTHLIT Y KpalHu
26.11.2014 3a Ne 1515/26292, TIpaBun yTuili3alii Ta 3HAMIEHHS JIKapPChKHX 3ac00iB,
3aTBEP/UKEHUX Haka3oM MiHICTepCTBa OXOPOHU 3popos’st Vkpainu Bin 24.04.2015
Ne 242, 3apeectpoBaHHX MIHICTEPCTBOM octruii  Vipainm  Bim  18.05.2015
3a No 550/26995, Ha WiJcTaBl HAAXO/DKEHHSA MIDKHAPOIHOTO TOBIIOMJIEHHS BIJ
perynaropHoro oprany bpasumii Ne BR/ Faisificacdo/437.1.0 1010 BHABJICHHA
B 06iry cepii Y019149 danbcndikopaioro NiKapehbkoro U%aco? KEYTRUDA

[TepxaBHa ciryx0a 3
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(Pembrolizumab), 100mg/4ml, acerruuno 00poOnieni napenTepanbHi PO34YMHM
MaJoro 06'eMy, 3 MAPKyBaHHIM Bupoburka MERCK SHARP & DOHME CORP.

3 METO aKTHBHOI mpoThmii NMOIINPEHHIO  JIKAPCHKUX 3ac0BiB, IUISXH
HaJIXOIDKEHHS Ta YMOBH 30epiranus  sicux HEBIOMi, BM3HAYNTH sKicTH Ta
OesneunicTh sKMX HEMOXIHBO, 3 OTIALY Ha Te, O TaKa NPOLYKLIS € HeGe3MeYHO0
Td MOKE HECTH 3arpo3y KHTTIO Ta 3A0POB [0 HACECHHS:

3ABOPOHSIO peanisaniro, 30epirans Ta 3acTocyBaHHs cepii Y019149
¢panbeudikopanoro Jikapebkoro sacoby KEYTRUDA (pembrolizamab),
100mg/4mi, acenrruuno 00poGaeni naperrepainui PO3YHHHE MaJjioro 06'emy, 3
MapKyBaHHsIM BUpoOHHKa MERCK SHARP & DOHME CORP.

Cy6’extam rocnonapropanns, sii 3AIHCHIOTE peartizauiro, 30epiranus Ta
3aCTOCYBaHHS JiKapChKUX 3acobis, EEBIAKAQAHO, TMichs OJIEpXKaHHSA JJAHOTO
POSTIOPATKEHHST NEPEBIPUTH HASBHICTE BKA3aHO] Cepil JIiKapchKoro 3aco0y BKHTH
3aX0au W00 BUIIYYEHHHA 17 3 00ITy LIIIXOM 3HHLIEHHS a6o ITOBEpHEHH]
TOCTAYATLHKKY, PO IO IIOBIIOMHTH TEPUTOPialibHuH oprad JAepxiikciyxou.

Y pasi 3HuHINEHHS BinxomiB 3azusuenci cepii niKapchKoOro 3aco0y, B
ABOTHIXKHEBHH CTPOK HANPABUTH [0 TEPUTOPIAIEHOTO Oprany Hepxikenyx6u
KOMIIO aKTa MO 3HUILEHHS BiAXOMiB JKapcsKoro 3acoby.

KounTpons 3a Bukonanusm ganoro POSLOPSIIKEHHS 3AIHCHIOIOTE TepUTOpiaibHi
opranu Jlepxitikcity6u Ha Bifmnosiguiii TePATOPI].

HeBukonanus manoro posnopaaceHIis Tirre 3a coboo BiANOBifaIBbHIiCTE
3riAHO YHUHHOTO 3aKOHOAABCTBA Y KpaiHu.

Konii nanoro posnopsimrenns HalpasJiei:
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MimnicteperBo oxoponu 310poB's Ykpainy, ( 7
AT «JlepxaBuuii  excrepruuit LEeHTP Miﬁie‘fépCTBa OXOPOHH 3I0pPOB'S
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AEPXKABHA CJIIYXKBA YKPAIHU 3 JIKAPCBKHX 3ACOBIB
TA KOHTPO.TIO 3A HAPKOTHUKAMMU
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Ne _ Ha No BiJl
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KepiBuukxam cy®’exriB
rocimoxapioBanns, si 3alMaIOThCH
peanizauicio, 30epirannam i

3ACTOCYBAHHAM JiKaPChKUX 32¢06iR

KepiBnnkam TepUTOpiaILHNX
oprauis Hepmiikenyxon

PO3IOPSI K EHHS

Binnosinro no Koncrurynit Ykpainr, crareii 15, 22, 55 3akoHy Ykpainu
«OcHOBH 3aKoHOaBCTRY Yxkpaiuu npo OXOPOHY 310pOB'sy, cTareii 15, 17,21 3akony
Yxpaiau «IIpo JMiKapchki 3acobuy, Honoxenns mpo Hepxagny Clyx0y VYkpaiuu
3 JIIKapChKHUX 3aco6iB Ta KOHTPOIIO 33 HapKoTHKamu, 3aTBEPDKEHOTO 1I0CTAHOBOO
Kabinery Minictpis  Vkpainu Big 12.08.2C15 Ne 647, Tlopsanxy sniticHenns
ACPXKABHOIO KOHTPOJIIO SKOCT] JIKAPCHKHX 3ac0BiR, IO BBO3ATECS B Ykpainy,
3aTBEPAXKEHOI0 IMOCTAHOBOIO KabGinery Mirictpis Vipainu Bz 14.09.2005 No 902,
IyHKTY  3.2.2  Tlopsaxy BCTAHOBJICHHA  3a00pOHH  (TUMuacoBo] 3a00poHK)
Ta ToHOBNeHHs 00iry mikapcbkux 3acoGis Ha Teputopii Ykpaiuu, 3aTBEPIKEHOTO
Haka3oM MiHicrepcrra OXOpPOHH 3710poOB’s Vkpainu Big 22.1 1.2011 Ne 809
(31 3Minamn), 3apeeCTpoBanoro  Mikictepersom focTuuii VYkpainn 30.01.2012
3a Ne 126/20439, Hopsnky koatponto sxocri JiKAPCBHKUX 3aC00iB MiJ 9ac OnToBOi
Ta po3xpibHOI Toprigii, 3aTBEPIDKEHOro Haxa3oM Minicrepetpa OXOpPOHH 37I0pOB'S
Ykpainu Bixn 29.09.2014 No 677 > 3apeecTposanoro MinicrepeTBom rocTHiii Ykpaiuu
26.11.2014 3a No 151 5/26292, Mpasun YTHI3aLiT Ta 3HHIeH s JKapCHKUX 3aC06iB,
3aTBEePJDKEHHX HAKA30M Minicrepcrra OXOPOHH 3/10pOB’st YKpainu Bix 24.04.2015
Ne 242, 3apeecTpoBaHUX  Mimicteperaom FOCTHLIT  Vkpainu  Big 18.05.2015
3a Ne 550/26995, ua mijcrasi HaJIXO/KEHHST MIXHApOIHOro OB JOMJIEHHS BiJ
PerylATOpHOrO  oprany Mexkcuxkn No 28/2026 1mono BUSBICHHS HegmB%Qigym“

U :
cepii 2051100, 1166523, 1130818, 3377806 (anscudikoBanoro THKHPLHERGHHO® T2

KOHTPOJIIO 3a
HapKOTUKaMH y
KipoBorpa/cbkii
M2 OepxnikcnyxGa . obmacTi
ﬁ9%04-001 .2/002.0/17-26 Bl,m”23.06.2026 Ne600/02.12-26 Bix 24.06.2026

OO0 IO S

0

002



3aco0y VECTIBIX® 100 mg/5 ml (Panitumumab), PO3YHH ISt i’ ekuii, duakon y
KapToHHIH Kopob1, 3 MAapKyBaHHAM BHpOOHIKa Amgen Manufacturing Limited.

3 MeTo akTuBHO} NPOTUI  moLHpeHHro JKapChKHX 33C0O0IB, mIIgXH
HaJIXOIKCHHS. Ta yMmoBH 30epiraHus  skux HEBIJIOMI, BH3HauHTH AKICTh T3
Oesneunicts sxux HEMOMKIIMBO, 3 OrIsify Ha Te, 1m0 Taka NPOayxuis € HeGesneyHoo
Ta MOX€ HECTH 3aIPoO3y KUTTIO T4 3J10POB 10 HaCeIeHHs:

3ABOPOHSIIO peanisauio, 36epiragus Tq 3acTocyBanus cepiit 2051100,
1166523, 1130818, 3377806 dasbcupivoranoro JIKAPCHKOro 3acoly
VECTIBIX® 100 mg/5 mL (Panitumuniab), PO3MHUH 13 iW’ekniii, duakon
Y KapToHHili Kopobui, 3 MAPKYBaHHM BHPOOHHKA Amgen Manufacturing
Limited.

Cy6’exTam TOCIIofaproBatus, sIKi 37iCHIOOTE peanizaniio, 36epiranus Ta
3aCTOCYBaHHs  JIiKApPChKHX 3aC00iB, HepinkmamHo, micis OICPXKaHHS NaHOro
POSIOPSIDKEHH s nepeBipuTy HasBHicTh BKa3&HAX cepiif nikapcskoro 3aco0y BxuTH
3aXOMW IIOJI0 BUNyYeHHs iX 1 00Iry muisIXOM 3HUINEHHS a0 TTIOBEPHEHHS
HOCTAYaNbHUKY, PO IO HOBIZOMUTH TEPUTOpianbHui opran Hepxiikenyx6m.

Y pa3i 3HHINEHHN BIIXOAIB 3a3Hatuenmx cepiit ikapcskoro 3acoly, B
ABOTIDKHEBMH CTPOK HAmpPaBHTH 10 TEPUTOPIATBHOrO opramy HepxrikcnyxGu
KOITi1O aKTa [IPO 3HUIUEHHS Binxoai JKapCHKOro 3aco0y.

Koutpons 3a Bukonanusmy AAHOTO POSNIGPSIKEHHS 30IHCHIOIOTE TEPUTOpIasIbHI
oprany Jepsxnixcyx6u na BIATOBITHi i1 TEPHUTOPII.

Hesukonanus namoro PosnopsaiKeHts Tarse 3a cooro BLATIOBINAbHICTB
3TiTHO IMHHOTO 3aKOHO/ABCTBA YKpainHy.

Konii nanoro PO3TIOPSIKEHHS HapaBieqi:

Minicreperso oxoponn 310pOB's Yipainu;

Al «JlepxaBuuii CKCOEPTHUH LiEHTp Minicrepcrpa OXOpOHU  310pOB'g
Yxpalany. [ /
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