JEPAJIIKCITY KBA

AEP)KABHA CJIYKBA 3 JIIKAPCHKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMMY Y KIPOBOT' PAJICBKIH OBJIACTI

By1. IIpeobpaxeHcrka, 2, M. Kpormisammpkiii, 25006, Ter. (0522) 32-14-41
e-mail: dls.kr@dls.gov.ua, https://www.dls.gov.ua Koz 3rizmo 3 CIPIIOY 37059505
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KepiBHukaM Ta YnoBHoBaxkeHHM 0cobam
anTeYHHX Ta MeAHYHHX 3aKJIaxiB
KipoBorpaacbkoi o6aacTi

o yBaru YnoBHoBakeHHX oci6!

Hanaemo posmopsokenns Jlep:xaBHoi CITYX0H YKpaiHH 3 ITiKapchKHX 3acobiB Ta KOHTPOJTIO
32 HApKOTHKAaMH 00 3a60poHn o6iry JikapcbKoro 3acoby.
3a_HafIBHOCTI, BKA3aHHX y DO3HOPSIDKEHHI TKApCBKHX 3aco0iB, HOBIIOMHTH HepxaBHy
ciyx0y 3 JiKapchKuX 3acofiB Ta KOHTPOTIO 3a HapkoTHKaMH y KipoBorpascskilt o6acti mpo
BJKHTI 3X0/I ITOJO BHKOHAHHS PO3MOPSIKEHHS.

[Hopmariro HalaBaTH Ha ManepoBHX HOCIAX MOITOI, 3a azpecoro: éya. Ipeodpascencoka, 2,
M. Kponusnuyskui, 25006, 3 J0/1aTKaMH;
a) IpU BMIMICHH! B KADAHTHH J0MA€THCS KOs npHOYTKOBOI HaKJIaHOI;
0) n1pH MOBepPHEHHI NOCTAYaIBHIKY JOJAFOTHCS: KOIisg npHUOYTKOBOI HAKJIAHOT,
KOTlisl HAKJTaHOT Ha IIOBEPHEHH.

B) Y BHNAIKY mHepejadi BiXOAiB JKapChKOro 3acoby Ha VIWI3aIi abo 3HUImeHHS,
Y ABOTIDKHEBHH CTPOK moindopMyBaru lepkaBHY ciryx0y 3 JKapchKHX 3ac06iB Ta KOHTPOIIIO 3a
HapKoTHKaMH y KipoBorpaachkiit o6acTi Ta HamaTh KOMiko NpHOYTKOBOT HAK/IAIHO.

IIpn HacTYNHHX HOCTaBKax JKApChbKHX 3ac00iB, BKA3AHIX Y PO3NOPSIDKEHHAX, CYy0'€KT
TOCIIONAPIOBAHHA MOBHHEH BXNTH 3aXOIiB MO0 3amoBiraHHs NpHIGaHHS, pean3amii Ta
3aCTOCYBAHHS JTIKApChKIX 3ac00iB, 3a3HaYeHNX y PO3MOPAIKEHHSX.

Y BHmaaky BiAcyTHOCTi MKapchKHX 3aco0iB, BKa3aHMX Y PO3NOPS/UKEHHSX UH JHICTax
Hepxiikenyx6n, Binnosini B IHCbMOBOMY BHTTISTI HAAaBaTH He NOTPiGHO.

OnHouacHO HaragyeMo, WO 3 PO3NOPSDKEHHAMH T4 JIICTAMH Hepaukeryx0u MoxHa
O3HAHOMNTHCS Ha oQimifiHOMy BeGcaiiTi [{epiaBHOI CIy)O0H YKpaiHH 3 JiKapchbKHX 3ac06iB Ta
KOHTpO/IO 32 HapkoTHkamn  (https:/www.dls.gov.ua/) B pospini PO3IIOPSJIKEHH ST
HEPXJIIKCITYXKBH.

Honpatkn:
1. Komis posnopsxenns JlepxaBHoi cimyx61 YKpaiHu 3 JiKapchKHX 3aco0iB Ta KOHTPOJIIO 3a
HapKoTHKaMH BiJ 30.09.2026 Ne 471-001.001/002.0/17-26 ua 1 apk.;
2. Konist posnopsmxeHHs [lepxaBHoi cIryx6u YKpaiHH 3 JIIKapChKHX 3aCO6IB Ta KOHTPOITIO 3a
HapkoTHKamH B11 30.09.2026 Ne 472-001.001/002.0/17-26 Ha 1 apk.;
3. Komis posnopsymxerns JlepxaBHoi CITy:x0n YKpaiHu 3 JKapchKuX 3aco6iB Ta KOHTPOJIIO 3a
HapKoTHKaMi BiJ 30.09.2026 Ne 473-001.001/002.0/17-26 Ha | apK..

.
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L depwania caywGa 3 aikapehknx sacobin Ta KOHTPOIIO 33
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JEPXABHA CJIYKBA YKPAIHM 3 JIKAPCBKHUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMMH
(Mepaaikeryxba)

npocriekt bepecTeHChKH, 120-A, m. Kuis, 03115, Ten/daxc: (044) 422-55-71, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua, Kon CJIPTIOY 40517815

Ne Ha Ne BiJl
KepiBHHKaM cy0’ekTiB
rocnoJaploBaHHs, sKi 32iiMal0THCs
peaJiizaniero, 30epiraHHsaM i
3aCTOCYBaAHHAM JIKapcbKHX
3aco0iB
KepiBuukam TepUTOPIaJIbHUX

opranis JepKaikcry:KOu
PO3NOPA/UKEHHSA

BinnosiaHo o KoHCTHTYuUii Vipainu, crareit 15, 22, 55 3akony YKpaiHu
«OCHOBH 3aKOHO/IABCTBA Y KpaTHU PO OXOPOHY 310pOB'», cTaTel 15,17,21 3aKony
Vkpainu «Ilpo nikapcbKi 3acobm», TToNoXeHHs 1npo JlepkaBHy CIyXKO0y Yxpainu
3 MiKapChKEX 3aco0iB Ta KOHTPOJIO 32 HAPKOTHKAMM, 3aTBEPIKEHOTO OCTAHOBOKO
Kabinery MinicTpiB YkpaiHu pin 12.08.2015 Ne 647, Ilopsamky 3MiCHEHHS
JIEPXKaBHOTO KOHTPOJIO SKOCTi JiKapchKuX 3aco0iB, IO BBO3SITHCA B VYkpainy,
3aTBEP/PKEHOr0 II0CTaHOBOKO KaGinery MinicTpiB YKpaiHu Bix 14.09.2005 Ne 902,
nyskry 3.2.3 Tlopsiaky BCTaHOBIEHHI 3a6oponn  (THMYACOBOI 3a00pOHN)
T4 TOHOBJIEHHS 06iry JiKapchKux 3aco0iB Ha TepuTOpii YKpaiHy, 3aTBEP/UKCHOTO
pakazoM MiHiCTepcTBA OXOPOHH 3[0POB’S Vipainn Bix 22.11.2011 Ne 809
(3i 3MiHaMu), 3apeecTPOBAHOTO MigicTepcTBOM IOCTHIT Y KpaiHu Bix 30.01.2012
3a Ne 126/20439, [opsaKy KOHTPOXO SIKOCTI JIiKapCHKUX 3acobiB MiJ Hac OnTOBOL
Ta po3ApPiOHOI TOPTiBIi, 3aTBEP/DKEHOTO HAKA3OM MiHicTepcTBa OXOPOHH 31I0POB'
Vpainn Big 29.09.2014 Ne 677, 3apeecTpoBaHoro MiHiCTepCTBOM focTHIil YKpaiHu
Bix 26.11.2014 3a Ne 1515/26292, ITpapwn yTHmi3alil Ta 3HUIICHHS JTKapChKUX
3ac00iB, 3aTBEPKEHUX HAKa30M MiHicTepcTBa OXOPOHH 300pOB’s  YKpaiHu
Bim 24.04.2015 Ne242, 3apeecTpOBaHMX MiHiCTepCTBOM FOCTHILT  YKpaiHu
pigx 18.05.2015 3a Ne 550/26995, Ha MmiACTaBl HAIXOMKCHHA MiKHApOJHOTO
[OBLIOMJTEHHS  Bifi  PerylATOPHOTO  OpraHy Cag/]f(iBglgfg%ﬁf‘BHa IO
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Ne KSA//2026/17/01 1mono  BUSBJICHHA HEBIMOBIAHOCTI  HOPMATHBHUM
JIOKyMEHTaM 33 TIOKa3HMKOM «Onuc» (HasBHICTh YOPHUX BKpArjieHb HA NIOBEPXHI
Tabnetox) cepii 634Y04 nikapcbKOro 3aco0y MAGNESIUM OXIDE (Magnesium
Oxide), Ta6retkn Ne 120, supobuwuirsa Geri Care Pharmaceuticals Corp., CHIA.

3 METOI0 aKTMBHOI MPOTHIII MOMIMPEHHIO JTIKAPCHKHX 3aco0iB, 3 oIy Ha Te,
[0 Taka MPOAYKIls € HeGEe3MEUHOI Ta MOKE HECTH 3arposy KUTTIO Ta 3[0POB IO
HaCeJIeHHs:

3ABOPOHSIIO peanisaiiito, 30epiranHd Ta 3aCTOCYBAHHS cepii 634Y04

niKapchKoro 3acoby MAGNESIUM OXIDE (Magnesium Oxide), TabjieTku
Ne 120, supoonuursa Geri Care Pharmaceuticals Corp., CILIA.

Cy6’exTaM TOCTIOJapIOBAaHHS, aki 3ifiCHIOIOTH peanizauito, 30epiraHHs
Ta 3aCTOCYBaHHS JIKapChKUX 3ac00iB, HEBiAKIANHO, TICIs OICPXKaHHA AaHOro
PO3MOPSIKCHHS, TIepeBipUTH HAsSBHICTD BKa3aHOI cepil TIKapchbKOro 3aco0y, BXHUTH
3aXONd INOJO BHIIydeHHs 11 3 06iry ILUIIXOM [OBEpHEHHA TMOCTadaIbHUKY
260 3HMINEHHS, TpO IO IOBIIOMUTH TepUTOpiaNbHAM OpraH JlepKImKCITyxOu.
Y pasi 3HMMIEHHS BiIXO/IB 3a3Hauenoi cepii NiKapchkoro 3acody B JIBOTH)KHEBUH
CTPOK HAaNpaBHTH 0 TEPUTOPIaNbEHOTO OpraHy JlepsKITiKCIy)OU  KOTIiio  aKTa
PO 3HMILCHHS BIIXOIB JIIKapChbKOTO 3ac00y.

KOHTPONH 33 BUKOHAHHAM JIaHOTO PO3ITOPS/UKEHH 3 HCHIOIOTH TEPUTOPIANBHI
opranu JlepxiikcnyxOn Ha BiAMOBLAHIM TEPUTOPII.

HeBUKOHAHHS JAHOTO PO3NOPSA/DKEHHS TArHE 3a co6OI0  BiTIOBIANBHICTE
3riTHO 3 YAHHUM 3aKOHOJIABCTBOM VYkpaiHu.

Konii 1anoro po3nopsHKCHHA HaIpasJeHi:
MiHicTepCTBO OXOPOHH 3I0POB's Yxpainu,

T «JlepxaBHuid eKCIICpTHHH LCHTP MiHicTepcTBa OXOpOHH 3I0pOB's
YKpa'iHH». ' f {

TosoBa gikBiganiinoi koMicii ‘ 55 Tapac IPOHIB

Onena BSI3OBCHKA, Ten.(044) 422-55-76 (127)



JIEP)KABHA CJIYKBA YKPATHU 3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
(Aepaikciny:xoa)

npocnekT bepecrechkuit, 120-A, m. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua, Kog €JIPTIOVY 40517815

Ne Ha Ne Bil
KepiBaukam cy0’ekTiB
rocrnofapoBaHHs, AKi 3aiMal0TbhCs
peaJizaiielo, 30epiraHusaM i
3aCTOCYBAHHSAM JiKapebKUX
3acobiB
KepiBaukam TEePUTOPIAJILHUX

opramniB Jlepaxuikcnyx6u
PO3NOPAJKEHHS

BignoeigHo po Koncrutyuii Ykpainu, crareit 15, 22, 55 3akony Ykpainu
«OCHOBHU 3aKOHOJIaBCTBA Y KpaiHU IIPO OXOPOHY 370pOB'si», ctatet 15, 17,21 3akony
Vkpainu «[Ipo mikapcebki 3acobu», Tlomoxenus npo [epxasuy ciyx0y Ykpainu
3 JIIKApChKUX 3ac001B Ta KOHTPOIIO 338 HAPKOTHKAMH, 3aTBEPAYKEHOr0 IMOCTAHOBOIO
Kabinetry Minictpie VYkpainu Big 12.08.2015 Neo 647, Tlopsaxy 3mificHeHHs
JEPXKABHOTO KOHTPOJIFO SKOCT1 JIIKApCBKUX 3aco01B, 1[0 BBO3STbCS B YKpaiHy,
3aTBepkeHoro moctanoBoio Kabinery MinictpiB Ykpainu Big 14.09.2005 Ne 902,
nysakry 3.2.3 Tlopsaoxy BcTaHOBIGHHS 3a00OpoHHM (TUMYacoBOl 3a0OpoHU)
Ta TOHOBJICHHS O0ITy JIKapChKUX 3acC00IB Ha TEPUTOPIl YKpaiHU, 3aTBEPIKEHOTO
HaKa3oM MiHicTepcTBa OXOpPOHH 310poB’s Ykpainu Bim 22.11.2011 Ne 809
(31 3MiHamu), 3apeectpoBanoro MiHicrepcTBoM roctuuii Ykpaiau Big 30.01.2012
3a No 126/20439, Ilopsiaky KOHTPOJIIO SIKOCT1 JIIKAPCHKUX 3aco0iB MiJl 4ac ONTOBOL
Ta pO3JPiOHOI TOPTiBI, 3aTBEP/HPKEHOr0 Haka3oM MiHicTepcTBa OXOPOHU 30POB'S
Ykpaiuu Bijg 29.09.2014 Ne 677, 3apeectpoBaroro MiHicTepcTBOM IOCTHLIT YKpaiHu
B 26.11.2014 3a No 1515/26292, IlpaBun yTtwmiszaliil Ta 3HUMICHHS JIKapCHKUX
3aco0iB, 3aTBEpIPKCHMX Haka3oM MiHicTepcTBa OXOpPOHH 3/0pOB’s YKpaiHu
Bim 24.04.2015 Ne 242, 3apeecrpoBanux MiHiCTepCTBOM gocrﬁ%mma X TE%%I;‘I
Bim 18.05.2015 3a Ne 550/26995, ma mingcTtaBl HaAAXOJKEHHS HM@%II@O
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IIOB1JIOMJIEHHS BIl peryJsTopHoro oprany Hopnanii Ne JO/1/25/01 CTOCOBHO
BIIKIIMKY 3 06iry cepii 1202944A nikapckoro 3aco0y ARANESP 10 mcg/0,4 mi
(Darbepoetin alfa), posuun mist in'exmiit y TONEPEAHBO HANOBHEHOMY HIIPHIL,
BUpOOHHMITBA Amgen Manufacturing Limited, Y 3B’A3Ky 3 OTpUMaHHsAM iHdopMaIrii
IIOZI0  HEBIJNOBIAHOCTI BMMOraM HOPMATHBHHX JOKYMEHTIB  TIOKa3HHUKaMHU
(HasBHICTh BUIMMHUX YaCTHHOK).

3 METOIO0 aKTHBHOI IIPOTHIT MOMHUPEHHIO JNiKapChKUX 3ac06iB, 3 ONAy Ha Te,
IO TaKa MPORYKIlis € HeOE3MEUHOIO Ta MOYXe HEeCTH 3arposy KHTTIO Ta 3JI0pOB 10
HACEJICHHS:

3ABOPOHSIO peanizauiro, 36epiranns Ta 3acTocyBaHHs cepii 1202944A

JiKapcekoro 3acoby ARANESP 10 mcg/0,4 ml (Darbepoetin alfa), posunn gas
iH'ekuii 'y mnonepegnbo HANOBHEHOMY MIMPHUi, BUPOOHHUTBA Amgen
Manufacturing Limited.

Cy0’ekTaM rocmomaprioBaHHs, SKi 3/1HCHIOIOTE peanizauito, 36epiraHHs
Ta 3aCTOCYBaHHs JIKapChKUX 3aco0iB, HEBimKIamHO, micis OJICP’)KaHHA JIaHOTO
POSTIOPS/KEHHS, IEPEBIPUTH HASBHICTb BKA3aHOT cepil TIKapCchKOTro 3aco0y, BKUTH
3axXo4u WONO BMIYYeHHA 1i 3 00iry HIISIXOM [OBepHEHHS MOCTaYanbHUKY
ab0 3HHUIIEHHS, NPO IO MOBiZOMHTH TepUTOpiaibHuil oprad [lepxiliKkcnyx6Ou.
Y pasi 3HUIICHHA BiIXOZiB 3a3HaueHOi cepii JKApCHKUX 3aC00iB B ABOTHKHEBH
CTPOK HAMpPaBATH 1O TEPUTOPIANbHOrO opraHy JlepKITikcayx6H Komilo akTa
PO 3HUIIECHHS BIAXOIB JIiKapCHKOT0 3aco0y.

KOHTpOIIb 32 BUKOHAHHSM JAHOTO PO3NOPSIKSHHS 31 HCHIOIOTE TEPHUTOPiaJIbHI
oprany Jlepiikciyx6u Ha BiAIOBiiHil TepuTOpii.

HeBuKoHaHHS JaHOrO PO3NOPAIKEHHA TATHE 3a OGO BiATIOBIANBHICTS
3rIHO 3 YMHHUM 3aKOHOJABCTBOM VYkpainu.

Konmii nanoro po3nopsikeHHs HanpasieHi:
MinicTepcTBO 0XOpOHH 310pOB's YKpaiHu; |
AT «/lepxapanii  ekcnepTHUH LEHTp I\?ﬁHiCTepCTBa OXOPOHHM 3/I0pOB's

Ykpaium». :'

I'ostoBa JikBixaniiinoi xomicii Tapac IPOHIB

.
.

Onena BSI3OBCBKA, Ten.(044) 422-55-76 (127)



ALPANABHA CJYIKBA VKPAIHH 3 JUKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH

(Lepauineaymba)

npocnexT bepecterickknii, 120-A, . Kuis, 03115, Te/tarc: (044) 422-55-77, e-mail: d dlst@dls.gov.ua,
https://www.dls. gov.ua, Kog € JIPITOY 40517815

————— N HaNe mix
KepiBunkam cyb’exTin
roOCroaaprBaHH, AKI 3aliMalOThCs
peaJizauicio, 30epirannsm i
3ACTOCYBAHHSIM JIKapebKHX

3HC00IB

KepirHukam TePHTOpiaAbLHUX
oprauis [lep:iairkeny:x6n

PO3SHOPSLKEHHSI

Bianosinno 10 Koncruryiiy Yxpainu, crateit 15, 22, 55 3akoHy Ykpaiuu
«OcHOBI saKkono1aBcTRa YRpaiiy Apa oxopomy 310postn, ctareit 13, 21 3akony
Yrpaiun «llpo aikapeski 3aco0u», [1o10%ems npo Jepwxasny cayxby Ykpaiin 3
MKApChKUX 3aco6iB Ta KOHTpoOmo 3a HapKOTHKAaMH, 3aTBEP/HKCHOIO TOCTAHOBOIO
KaGinery Miuictpis Vipaian sia 12.08.2015 No 647, nynkty 3.2.3 [lopsiaiy
BCTAHOBICHHS 3000POHI (THMYACOBOT 3000POHH) Ta TTOHOBIEHHS! 00Iry JiKapeLKHX
3ac001B8 Ha TepH1opil YKpaiHu, 3aTBEpKCHON0 HAKA3OM MinicTeperBa 0xopoHH
30poB’st Yipaium Big 22.11.2011 Ne 809, 3apeECTPOBAHOIO MIHICTEPCTBOM FOCTHILT
Yxpainn siz 30.01.2012 Ne 126/20439. Hopsinky xkomTpomo sxocti mikaperxix
3ac0018 nia dac onToBoi Ta PO3APIBHOT TOPTiBili, 3aTBEPIUKEHOIO HAKA3OM
Migicrepersa oxopoHn 310pos'st Vipaiti si1 29.09.2011 Nv 677, SAPECC TPOBAHOTO
Minicreperson roctuuii Yipalnin si1 26.11.2014 sa Ao I515/26292, Tpasua
YTUII3ALIT Ta 3HHLLEHHS TIKapCbKUX 3ac00]B. 3aTBEP/UKeHUX Haka3oM MiHictepcTsa
OXOpOHH 31opoz IYI\palHH 811 24.04.2015 Ne 242, sapeecTpoBanux MinictepeTsom

oeriuil Yepalnn sid 18.05.2015 3a Mo 5502699, na niterari 18 IXO UK CHHS
MIKHADOIHOMO  MOBLIOMICHHS  Bif PEINISTTOPHOrO  oprany  HimeyduHu
Mo DEBY G 2020083001 crocusho BLAK.MRY JHKAPCHKUX 38C001B, BUPOOHMLLBA

Les Luboratoires Servier Industrie, ®panuis, Y 3B'M3KY 3 IeperyiyTyBaHHAM

NPOJLY KL Ha PIRHI OKPEMEX (DIaKOHIB Yepe3 HeJ0CTaTHIO CDEKTURIB CThRPRILRIY G 3
JiKapchKUX 3aco0iB Ta
KOHTPOIJIIO 3a

M2 [epxnikcnyxba HapKOTHKaMH y
N2473-001.001/002.0/17-26 Bin KipoBorpazachkiit
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OYMINCHHS JiHI] naKyBamms na BUPOOHMYIOMY Makinanuuky SC LAROPHAR SR,
(PymyHis).

HacCeNeHHs;

3ABOPOHSIIO peanizaniro, 36epiranns ta 3aCTOCYBaHH JiKapChKUX 3aco0is,
BUpoOHHNTBa Les Laboratoires Servier Industrie, Dpanuis:

- cepii  A501991 (bulk 6119518) JIKapChKOro 3aco0y COVERSUMP®
ARGININ 10 mg, Ta6aericu Ne 30;

- cepili A500361 (bulk 6105706), A400901 (bulk 6095314) JIKapChKOTro
3acoby COVERSUM® ARGININ 5 mg, Ta6rerkn Ne 30.

Cy6’exram TOCIIONAPIOBAHHSA, SIKi  3AIHCHIOIOTE peanisamiro, 36epiranus
Td 3aCTOCYBaHHS JiKapCBKmX 3acobiB, HEBIAKIAAHO, mics OACPXaHHS IaHOTO

KoHTpons 3a BukonanusM nanoro PO3NOPSAKEHHS 3M1HCHIOIOTE TEPHTOpiaJIbHI
opranu Jlepxxiikennyx6u na BIAIOBI [Hi TEPUTOPIT.

HeBuxonanns pmanoro PO3TIOPSIKEHHS. TATHE 3a co6oko BiJTOBINANbHICTE
3TIJTHO 3 YHHHUM 3aKOHOAABCTBOM YKpainw,

Konii nanoro posnopsupxenus HalpasJjieHi:
MinicTepcrso oxoponu 3710poB's Ykpainu;

Al «lepxaBuuit €KCNepTHHHA LenTp - MinicTepcraa OXOPOHH  3710pOB'st
- | ¢
Ykpaium».

I'onoBa nikBinaniiinoy komicii : L Tapac ITIPOHIB

Onena BSI3OBChHKA, Tei1.(044) 422-55-76 (127)



