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KepiBHHKaM anTe4HHX Ta
JIKyBaJbHUX 3aKJaiB 00/1acTi

o yBaru ynoBHoOBa’keHHX 0¢i0!

Hagaemo st O3HAWOMJIEHHS Ta BHKOHAHHSA posnopsyvkeHHsi [lepiaBHoi ciy:x0u
Vkpainn 3 JikapchKHX 3aco0iB Ta KOHTPOII0 332 HAPKOTHKaMH moio 3aboponu obiry
JiKapcbKHX 3ac00iB.

3a HASIBHOCTI, BKa3aHUX Y PO3MOPSKEHHSX JiKapChKHX 3aco0iB, NOBIIOMHUTH JlepkaBHy
cmyx6y 3 JiKapchKuX 3aco6iB Ta KOHTPONIO 3a HapkoTHkamu y KipoBorpaacekiit obnacti mpo
BXKMTi 3aXOJIH 100 BHKOHAHHS PO3MOPSIKEHb.

[HbopMaLil0  HaJaBaTH __ HA _ [aMEpOBHX  HOCIAX  MOWITOK, 33  aapecolo:
eyn. Ilpeobpasicencoka, 2, m. Kponuenuywvkuii, 25006, 3 norarkamu:

a) IpY BMIIIIEHH] B KAPAHTHH IOJA€THCS KOsl TpUOYTKOBOI HAKJIAIHOI,
6) Ipy OBEPHEHH] MOCTAYATBHUKY TOJAIOTHCS: KOsl MpUOYTKOBOI HAKJIaHOI;
KOIIisl HAaKJIaJHOT Ha TOBEPHEHHS.
B) Yy BHMIAJKy Iepeiadi BiAXOAiB JIiKapchKOro 3acofy Ha YTWIi3alilo abo 3HHUINCHHA,
Y IBOTIXKHEBHUH cTpok moindopmyBatu JlepikaBHy CIykOy 3 JiKapchbKHX 3ac00iB Ta KOHTPOJIIO 33
Hapkotukamu y KipoBorpaacekiit o6acTi Ta HaaTH KOIiro NpuOyTKOBOI HAKJIAIHO.

[Ipy HACTYNMHMX MOCTAaBKAX JIKApChKUX 3ac00iB, BKa3aHHX y PO3MOPSIKEHHSX, CYO’€KT
TOCMOJAPIOBAHHS TMOBMHEH B)KUTH 3aXOAiB WIONO 3amobiraHHs mpuabanHs, peanisauii Ta
3aCTOCYBaHHS JIiIKapChKUX 3ac00i1B, 3a3HAYEHUX Y PO3MOPSDKCHHSIX.

Y BHIAAKY BiICYTHOCTI JTiKapChbKHX 3ac0o0iB, BKAa3aHUX Y PO3MOPS/DKEHHSX YU JIHCTaX
Jlepxmikcay kOu, BiINOBii B MHCHLMOBOMY BHIJIAII HAAABATH He MOTPIOHO.

OHOYAaCHO HArajyeMo, IO 3 PO3IOPS/UKEHHSMH Ta JUcTaMu JlepxuiikciyxOu MoxHa
o3HalioMHTHCS Ha odimifinomy BeGcaiiti epmaBroi ciyxOn YkpalHH 3 JiKapchKuX 3aco0iB Ta
koHTpomo 3a Hapkotukamu  (https://www.dls.gov.ua/) B posmini  PO3IOPSJDKEHHS
JEPXIIIKCITYXBH.

OxpiM TOro, 03HaHOMHUTHCS 3 IMOBIIOMJICHHSIMH IIpO BCTAHOBJEHHsS 3a0OpOHH Ta
TIOHOBJIEHHS 00iry mkapchkuxX 3aco0iB, siki BumaHi JlepriimikciyxkO60r0, MOXHa Ha OQiuiiHOMY
BeOcaiiTi JlepkaBHOi cCiry)kOM 3 JIiKapChbKUX 3aco0iB Ta KOHTPOJIIO 32 HApKOTHKAMM Y
KipoBorpazcekiit o6macti (aus. muct Big 16.06.2020 Ne 169-02.1/01.1.1/05.12-20).

Jlonatoxk:

1. Komis posmopswkenns [epkaBHoi cayOn YKpaiHH 3 JKapChbKHX 3ac00iB Ta KOHTPOIIO 32
HapkoTukamu Big 13.09.2022 Ne 5633-002.0.1/002.0/17-22 Ha 1 apk.;

2. Komis posmopspkenss JlepxaBHoi ciyx0i YKpaiHH 3 JiKapchKuX 3aco0iB Ta KOHTpPOJIO 3a
HapkoTukam Bix 13.09.2022 Ne 5627-002.0.1/002.0/17-22 na 1 apk.;

3. Komis posmopsmkenss [epxaBHoi cayxOn YKpaiHH 3 JiKapchKMX 3aco0iB Ta KOHTPOJIO 3a
HapkoTukam# Bix 13.09.2022 Ne 5624-001.1/002.0/17-22 na 1 apk.

HavanbHuk cryx0m ' (,7/;9// Jlinis IAH®LIOBA
[epxasHa cnyx6a 3 nikapcbkux 3acobis TEKOHTPOMO

M2 3a HapkoTukamu y KipoBorpaacbkiii obnacri

Mypsax Harazis 32 14 41 N9240-01.1/02/05.12-22 Bia 16.09.2022
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HAEPKABHA CJIYKBA YKPATHHU 3 JIIKAPCHKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
(depaxaikesyskba)
npocnekt [lepemorn, 120-A, m. Kuis, 03115, Ten/daxc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua, Koa €IPTIOY 40517815

Al  fece S Ha Ne Bi
v :
fe |- C//* /c‘“‘u KepiBuukam cy6’exriB rocnogapioanus,
‘ AKi 3aHMaTbhes peafizauiero,
30epiranHsM i 3acTOCYBAHHAM JIIKAPCHKHX
A S 02 22 3aco0iB

KepiBunkam Teputopianbuux opramis
Hepaxaikenyxou

PO3ITOPSIIUKEHHS

Binnosinuo no Konctutyuii Vkpainm, crareit 15, 22, 55 3akoHy YKpaiHu
"OcHoBH 3aK0HOAABCTBA YKpaiHK PO 0XOPOHY 310poB's", cratelf 15, 17, 21 3aKoHy
Yxpaiuu "[Ipo nikapeeki 3aco6u”, Ionoxenus mpo Hepxasry ciyx0y Ykpainu 3
TKAPCHKMX 3aC00iB Ta KOHTPONIO 32 HAPKOTHKAMH, 3aTBEPIKEHOTO MOCTaHOBOIO
Kabinery MinictpiB Vkpainu Big 12.08.2015 Ne 647, [Topsinky 3nificHeHHSs
ACPHKABHOIO KOHTPOJIO 32 SAKICTIO JIKAPCHKUX 3acobiB, MO BBO3ATHCA B YKpaiHy,
3aTBEpIDKEHOro nocraHoBoto Kabinety MiHicTpis Ykpainn Big 14.09.2005 Ne 902,
[lopsnxy BcTaHOBNEHHS 3a60pOHM (THMYAcOBOT 3a00pOHM) Ta NOHOBIEHHs 00iry
NIKapcbkux 3aco6iB Ha TepuTopii YkpaiHH, 3aTBEPIKEHOro HaKa3oM MinictepcTBa
OXOpOHHM 3110poB’st YKpainu Bix 22.11.2011 Ne 809, 3apeecTpoBaHHM B MinicrepcTsi
focTuii Ykpainm 30.01.2012 3a Ne 126/20439, [Topsaxy KOHTPOIO AKOCTI IKAPCHKHX
3aco0iB. mim wac onToBoi Ta pO3JpiGHOI TOPriBINi, 3aTBEPHKEHOrO HAKA30M
MiricrepcTsa oXoponH 310poB’s Ykpaiuu Bix 29.09.2014 Ne 677, 3apeecTPOBAaHUM B
MinicrepeTsi rocTuuii Ykpainu 26.11.2014 3a Ne 1515/26292, [TpaBui yrumizauii Ta
SHUIUEHHS JIKapcbKuxX 3acobiB, 3aTBepIKEHHX HakasoMm MiHicTepersa OXOpOHH
310pOB’st Ykpainu Bix 24.04.2015 No 242, 3apeecTpoBaHiM B MinicTepeTsi rocTHLii
Yxpainu 18.05.2015 3a Ne 550/26995, Ha ninctasi HagXoKeHHS iH}opmauii wono
MPOJAXKY HE3aPeeCTPOBAHOro nikapcekoro 3acoby "Colchicina, 1 mg comprimate
40", Bupobunursa "SC BIOFARM SA, Romania", 3 MapxyBaHHAM iHO3EMHOIO
MOBOIO, T2 3 METOI0 aKTHBHOI NMPOTHIT MOMKPEHHIO HE3apPEECTPOBAHKX JIIKAPCHKHX
3ac001B, 1O OQILifiHO He BBO3MIMCH HA TepUTOPi0 YKpaiHH, € HeGe3NeyHHMH Ta
MOXYThb CIPHYMHHTH pPO3BHTOK xBopobu abo HeHanekHe JIKyBaHHS, HECTH
MOTEHLIIHY 3arpo3y XUTTIO Ta 310POB’I0 HACENIEHHS:
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3ABOPOHSIO  peanisauilo, 36epiranus Ta 3aCTOCYBaHHA Beix cepiii
He3apeecTpoBaHoro Jjikapcekoro 3acoby ''Colchicina, 1 mg comprimate 40",
BHPoOHuuTBa "SC BIOFARM SA, Romania".
- Cy6’exTam rocnionapcskoi JUSUTBHOCTI, SKi 3M1MCHIOIOTE peanisatito, 36epiraHas
Ta 3aCTOCYBaHHs JIKapChKUX 3acobiB, HEBIAKIANHO TMics ONE€PXKaHHS JAHOTO
PO3MOPA/KEHHS NMePEBIPUTH HASBHICTh BKA3aHOTO JKAPCHKOr0 3aco0y, BXXUTH 3aX011
HIONO  BHIY4eHHA HOro 3 OOIry UUIAXOM 3HHMIIEHHS, [P0 WO MOBiZOMHTH
TepUTOpianbHui opran [Jlepxikciyx6u. Y pasi 3HMILEHHS BiIXOAiB mpemapaty y
ABOTM)KHEBUH CTPOK HAIPABHTH /10 TEPUTOPIANBLHOTO OpraHy Hepxutikenyx6u Komiro
aKTa MpO 3HMLUEHHS BiAXOAIB JiKapchKoro 3acoby.
- Kontpons 3a BuKOHaHHSM 1aHOrO po3nopsmkeHHs 3ifCHIOOTS TePUTOpiabHi
opranu JlepxitikeiyxOu Ha BiAnoBsiauiit TepuTopir. '
HeBrKOHaHHA NaHOTO pO3MOpAIKEHHS TArHe 3a coBOIO BIJNOBIJABHICTH
3TIIHO 3 YHHHMM 3aKOHOJABCTBOM Ykpainu.
~ [laHe po3NOpsAIKEHHS He IOWMPIOETBCH HA cepii JIIKapChKOTo 3acoby, 1o
HaZiIUTA 3 MeTOIo 3a0e3neyeH s HaceeH s Ta 3aK/1a/iB OXOPOHHM 3[0POB’s B SKOCTI
ryMaHITapHOi 10TIOMOTH Ta He MiJIAraloTh peai3auil.

Komii nanoro posmopsiaxenss Hanpasmexi:

MiHicTepcTBO 0XOpPOHH 310poB’s YKpaiHu;
AI1" epxaBuuii excnepTHuUit LIEHTp MiHicTepcTBa 0XOpoHH 300poB’s Ykpainu".
|

I'osi0Ba Poman ICAEHKO

Oneuq [LleByeHko, T€1.422-55-76
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AEPKABHA CJIYKBA YKPATHHU 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJUIIO 3A HAPKOTUKAMM'
(depanikesy:k6a)
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I et dovoer Kepisnnkam cy6’exriB rocnogapiosanns,
K 3aimMalTbhes peaJisauielo,

30epirannsaM i 3aCTOCYBaHHSM JIIKAPCHKHX
/ /,& OG A2 3aco6iB

Kepisuukam Tepuropianbnux opranis
Hepanikesyx6u

PO3IOPSIDKEHHSI

Bignosinno no Kowcrurynii Ykpainm, crareii 15, 22, 55 3akoHy YkpaiHu
"OcHoBM 3aKOHONABCTRBA YKpaiHy PO OXOPOHY 310poB's", cTaTeit 15, 17, 21 3akony
Yxpainu "Ipo nikapceki 3aco6u”, [TonoxenHs npo MepxasHy ciyxOy Ykpaiuu 3
JIKApPCHKUX 3aCO0iB Ta KOHTPOMIO 3a HAPKOTHUKAMH, 3aTBEPKEHOr0 IIOCTAHOBOIO
Kabinery MinictpiB Ykpainn Bin 12.08.2015 Ne 647, Iopsinky 3milicHeHHS
ACPKABHOTO KOHTPOIIO 3a SKICTIO JIIKAPChKMX 3aco0iB, 1O BBO3ATECS B YKpaiHy,
3aTBEPIKEHOTO MOCTAHOBOIO Kabinery MinictpiB Ykpaiuu sin 14.09.2005 Ne 902,
[TopsimKy BCTaHOBIEHHS 3a00pPOHH (THMYAcoOBOL 3a0OpOHHM) Ta IOHOBJNEHHsA 06iry
NIKapChKMX 3aco6iB Ha TepuTopii YKpaiHH, 3aTBEPIKEHOr0 HAKa3oM MinicrepctBa
OXQPOHH 310poB’s YKpainu Bix 22.11.2011 Ne 809, 3apeectposanum B MinicTepersi
tocTuuii Ykpainu 30.01.2012 3a Ne 126/20439, Iopsiaxy KOHTPOJIK) IKOCTI JTIKapChKHX
3ac00iB MM 4ac onToBoi Ta po3ApiGHOI TOPriBNi, 3aTBEpIKEHOr0 HAKA3OM
MitictepcTBa 0X0poHH 310poB’s Yipainu Bix 29.09.2014 Ne 677, 3apeecTPOBAHUM B
MikicrepcTsi ocTruil Ykpainu 26.11.2014 3a Ne 1515/26292, ITpaBun ytunizauii ta
3HHLUCHHS JIIKAPCHKMX 3acobiB, 3aTBepXKEHHX HAKA30M MinicrepcTBa OXOpOHH
310poB’st Ykpaiuu Big 24.04.2015 Ne 242, 3apeecTpoBaHiM B MiHicTepcTBi OCTHLIT
Ykpainu 18.05.2015 3a Ne 550/26995, Ha mixcTasi HaaXOMKEeHHS iH}opMaii momao
HpOoAaXy He3apeecTpoBaHoro sikapcskoro 3acoby "COLCHICINA LIRCA, 1 mg
compresse 60", BHpOGHHUTBA "Acarpia Farmaceutici S.r.l., Italia",
3 MapKyBaHHSM iHO3EMHOIO MOBOK), Ta 3 METOI0 AKTHBHOI NPOTHUAIT MOLIUPEHHIO
HE3apeeCTPOBAHUX JIIKAPCBKUX 3aco0iB, WO o}ilifHO He BBO3MIIHCH Ha TEPUTOPIIO
YKpalHH, € HebGe3NeuyHHMH Ta MOXYTh CIPHYHHHUTH PO3BHTOK XBOpoGH abo
HEeHaleXKHe JIKyBaHHs, HECTH MOTEHIIfiHy 3arpo3y KHTTIO Ta 310POB’I0 HACENEHHS:

. :( ﬁz‘?g&%{g%‘g,a()J/ooz_o”?.zz Big 13.09.2022 [epxasHa cnyxba 3 nikapcbkux 3acobis Ta KOHTPONHO
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3ABOPOHSIIO peanizauiio, 36epiranns Ta 3aCTOCYBaHHs BeiX  cepiii
HE3apeecTpoBaHoro nikapchkoro 3acoby "COLCHICINA LIRCA, 1 mg compresse
60", Bupo6HHUTRA "Acarpia Farmaceutici S.r.lL, Italia".
 Cy6’ekram TOCTIONAPCHKOT MATBHOCTI, SIKi 311 CHIOIO TS peanisartito, 36epirauus
Ta 3aCTOCYBaHHs JiKapChKHX 3aco0iB, HeBiakmamHo micig OLICPXXaHHA JaHOro
POSHOPAIUKEHHS IePeBIPHTH HASBHICTH BKA3aHOTO JIKapPCBHKOro 3ac06y, BKUTH 3axoau
HIORO  BHJIy4eHHs Horo 3 o6iry muisxom SHUIIEHHS, MNP0 WO MOBiIOMMTH
TEpPUTOpianbHUM oprau Hepxikenyx6u. V pasi 3HMINEHHS Bixxonis npemnapary y
ABOTH)XHEBUH CTPOK HANPABUTH 110 TEPUTOPIANBHOro OpraHy Hepxuixenyx6u komito
aKTa MMPO 3HUILIEHHS BiaXomiB JIIKapCBKOro 3acoby.
Koutpons 3a Bukonanuam manoro POSIIOPA/UKCHHS 3AIHCHIOIOTh TepUTOPiaTbHi
opranu Jlepskmikemyx6u Ha Biznosinuiii TEPUTOPIT. _
HeBukonauns nanoro POSIOPADKEHHS TATHE 3a COGOIO  BiAMOBINANBHICTS
3T1IHO 3 YUHHUM 3aKOHOJABCTBOM YKpaiHu.
~ Hane posnopsmkenns e TMOIIMPIOETECS Ha cepii sikapchbkoro 3acoly, mpo
HaZiIIIH 3 MeTolo 3a6e3meyenns HACCIICHHS Ta 3aK/1aZiiB OXOPOHH 3/0POB’S B KOCT]
TYMaHITapHOT IONOMOTH Ta He MiAsraroTs peainizanji.

Konii ganoro PO3IOPSAUKEHHS HalpaBIeHi:
MiHicTepcTBo 0xopouu 3110poB’s Ykpainu;
HI1 ' NepxaBHuii EKCnepTHUH ueHTp Minictepcrsa OXOpPOHH 3110poB’s Ykpainu".

TonoBa  / Poman ICAEHKOQ

Onena Lllesyenko, Ten.422-55-76



JEP)XABHA CJIYKBA YKPAIHU 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA
(depxutikeny:xba)
npocnekt [lepemorn, 120-A, m. Kuis, 03115, ten/pakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua, Kog €IPTIOY 40517815

Ha Ne BiA
0 KepiBHukam cy0’e€kTiB rocrnoaaproBaHus,
e ///; ‘ sIKi 3aMAal0ThCs peadizauiero,
%L yg ee e 30epiraHHsM i 3aCTOCYBAHHAM JIiKapCbKHX
3aco0iB
7/ # O KepiBHHkamM TepHTOpiaJbHHX OpraHiB
Jepautikeay:xou
PO3MNOPSUKEHHS

Y BignosigHocti 1o Konerutyuil Ykpainu, crateit 15, 22, 55 3akoHy YKpaiHu
«OCHOBH 3aKOHOZABCTBa YKpaiHH MpO OXOPOHY 3M0pOB's», crated 15, 21 3akony
Ykpainu «[Tpo mikapceki 3acobu», [Tonoxenns npo JlepxaBHy ciyx0y YkpaiHu 3
NIKapChKUX 3aco0iB Ta KOHTPOJIKO 33 HAapKOTHKaMH, 3aTBEPIXKEHOIo IOCTaHOBOIO
Kabinery MinictpiB Ykpainu Bing 12.08.2015 Ne 647, ITlopsaky BCTaHOBJIEHHS
3a00poHH (THM4YacoBoi 3a0OpPOHM) Ta IOHOBJEHHsA 06iry sikapchkux 3acobiB Ha
TepuTopii YKpaiHM, 3aTBEPIKEHOTO Haka3oM MiHicTepcTBa OXOPOHH 3HOpOB’S
Ykpaian Big 22.11.2011 Ne 809 (3i 3minamu), 3apeectpoBaHoro MiHicTepcTBOM
roctuuil Ykpainu 30.01.2012 3a Ne 126/20439, [TopsiaKy KOHTPOITIO SIKOCTI JIIKAPCHKHUX
3aco0IB MmiJ dYac onToBol Ta po3apiOHOI TOpPriBii, 3aTBEPMHKEHONO HAKa30M
MiHicTepcTBa 0XOpOoHM 3710poB’s YKpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHOro
MinicteperBoM roctuuil Ykpainn 26.11.2014 3a Ne 1515/26292, [Tpasun ytumnianii
Ta BHHIIEHHS JIIKApChKUX 3aco0iB, 3aTBep/PKEHUX Haka3oM MiHicTepcTBa OXOPOHU
310poB’s Ykpainu Bin 24.04.2015 Ne 242, 3apeectpoBaHoro MiHicTepcTBOM FOCTHLIT
Vkpainu 18.05.2015 3a Ne 550/26995, ta na miacrasi inpopmauii TOB "CAHO®I-
ABEHTIC YKPAIHA" mono susisneHHs BupobHHKoM B cepii DA171 mikapcbkoro
sacoby HAEIIAKIH XPOHO® 500 wmr, TtaGaerku, BKpHTI 000/10HKOIO,
npoJsonrosanoi Aii mo 500 mr; Ne30: no 30 TabyeToK y KOHTeHHEpi, 3aKPHTOMY
Kpl;ﬂ.llKOlO 3 BOJIOTONOIJIMHAYEM, B KAPTOHHIN kopoOui, HEBIANOBIAHOCTI 3a
nokasuukomM MKST «Ornuey» (HasBHICTh y TableTKax 4aCTHHOK YOPHOTO Ta 6J1aKHTHOIO
KOJILOPIB):

3ABOPOHSIIO pearnizauito, 36epiranss Ta 3aCTOCY BaHHS JKapCBKOro 3acoby

ccccc

n0‘500 mr; Ne30: no 30 Tabserok y KoHTeHHepi, 3aKpPHTOMY KpPHIUKOIO 3

M2 flepxnikcnyx6a
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BOJIOrONOr/INHAaYeM, B KAPTOHHIii Kopobui, cepii DA171, BHpoOHuuTBa Canodi
Bintpon Inaacrpia, @panuis (peecrpauiiine rnocsinyerns Ne UA/101 18/01/01).

Cy6’exram FOCIIONapIOBaHHs, fKi 3MiHCHIOIOTH peanisaniio, 36epirasas Ta
3aCTOCYBaHHs  JIKAapChKHX 3aco6is, HEBIAKIAAHO Micis OJIepPXKaHHSA JaHOTo
PO3TIOPAIKEHHA NEPEBIPUTH HASBHICTb BKA3aHO] cepii nikapcbkoro 3aco0y, BXXHTH
3aXOIH LION0 BUIYYeHHS 11 3 06iry uumsxom TOBEPHEHHS 10CTaYallbHUKY/BUPOGHHKY
Ta/ab0 3HHUILEHHS, Mpo o MOBIXOMHUTH TEPUTOpiaNbHMUIL oprat [lepxiikciyx6u. V
pasi 3HHUINEHHS Bigxomip fIpenapaty B JABOTHXHEBUH CTPOK HanpaBUTH IO
TEPHTOPIAILHOrO Oprany Hepxmikenyx6u xomiro axra PO 3HHUILEHHA BiAXOMIB
niKapcpkoro 3acoGy.

KouTpons 3a Buxonanuam nanoro POSNOPAUKEHHSA 3NIHCHIOIOTH TepHTOpiabHi
oprauu Jlepxmikeiy>x6u Ha Bigmosigmiii TEPHUTOPII.

HeBukonanns nanoro POSIOPAKEHHS TATHE 3a COGOI BiAMOBimATBHICTS

3riAHO 3 YHHHMM 3aKOHONABCTBOM Ykpainu.

Konii naroro posmopsimxens HallpaBJeHi:

MinicTepcTBo oxopouu 3A0poB's Ykpainu; |
HIT" NepxaBuuit eKCIePTHUH LeHTp MiHicTepcTsa OXOpOHH 3110poB's YkpaiHu";
TOB "CAHO®I-ABEHTIC YKPATHA".

Poman ICAEHKO

Onena Llesyenko, Ten.422-55-76




