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Kepisankam Ta YnoBHoBakeHuM ocodam
ANTEeYHHX TA MEIHYHHX 3aKJIA/iB
Kiposorpaacekoi obacri

Jlo yBarn YnoBHoBaKeHHX 0Ci0!

Hanaemo posnopsimkenns JlepxaBHoi cmyx6n YKpaiHu 3 iKapchKuX 3aco6iB Ta KOHTPOJIIO
32 HAPKOTHUKAMH 111010 3200POHHU 00iry JJiKapchbKHX 32c00iB.

Jani po3nopsaukeHHs He NOWMPIOIOTHES HA cepil JiKapchbKkoro 3acoby, mo HAMIIN B
SIKOCTI T'YMAHITAPHOI JIONOMOTIH.

3a_nasiBHOCTI, BKa3aHWX y PO3NOPSIKEHHI JiKapchkKuX 3acoliB, moBizomutH JlepikaBHY
ciyx0y 3 JKapchbKuX 3aco0iB Ta KOHTPOJIO 3a HapkoTHkamu y KipoBorpasacekiii o6macti mpo
BJKMTI 3aX0/IM I010 BUKOHAHHS PO3MOPSKEHHS.

[Hopmauio HajaBaTH Ha NaMepoOBHX HOCIAX IOLITOIO, 3a anpecoro: ey IpeoGpasicencoka,
2, m. Kponuenuuskuit, 25006, 3 nogatkamu:

a) Ipu BMilIEHH] B KADAHTHH J0JAETHCS KOIIis MPUOYTKOBOI HAKJIAIHO;

0) npu NoBepHEHH] MOCTAYAIBHUKY I0IAI0TCS: KOIIisi MPUOYTKOBOI HAKIIAHOT;

KOIIiSl HAKJIAJTHOT Ha TIOBEPHEHHS.

B) Y BMINAJAKY IHepejadi BIIXOMIB JIKAPCHKOro 3acoby Ha yTHii3amiio abo 3HHIIEHHS,
Yy ABOTH)KHEBUH CTPOK moindopmyBatu JlepxkaBHy ciyx0y 3 niKapchKuX 3aco0iB Ta KOHTPOIIO 3a
HapkoTHkamu y KipoBorpascekiii o6acti Ta HazaTu KOmiio npuOyTKOBOT HAKJIaIHOI.

[lpy HacTymHuMX mocTaBkax JiKapcChbKMX 3ac00iB, BKa3aHHUX y PO3MOPSIKEHHAX, CY6’€KT
rocroJapioBaHHs TMOBHHEH B)KMTH 3aXOMiB INOAO 3amobiraHHs npuAGaHHS, peamizamii Ta
3aCTOCYBaHHA JIiIKAPCHKUX 3acO0iB, 3a3HAYEHUX Y PO3NOPSIKEHHSIX.

Y Bunajky BiICYTHOCTI 1iKapchbKHX 3aco0iB, BKA3aHHUX Y PO3NOPS/DKEHHAX UM JIHCTAX
HepixnikcenyxOu, BiANOBIAI B MHCLMOBOMY BUIJISII HAABATH HE MOTPiOHO.

OaHOYacHO Haraayemo, IO 3 PO3MOPSUDKCHHSMH Ta JUCTaMH JIepiKITiKCIyOH MOXHA
o3HaloMUTHCs Ha odiuiiHomy BeOcaiiti JlepkaBHOI ciy)xOu Ykpainu 3 JikapchkuX 3acobiB Ta
KOHTpomo 32  Hapkotukamu  (https://www.dls.gov.ua/) B posmini  PO3IIOPSJDKEHHS
JIEPXJTTIKCJTYKBU.

Okpim TOro, 03HaHOMMTHCS 3 OBIJOMJICHHSIMU [IPO BCTAHOBJIEHHS 3a00POHH Ta MOHOBJICHHS
00iry smikapcbkux 3aco0iB, ski Buani Jlepxuikcmyx6oi0, MokHa Ha odiuiiiHoMy BeGcaiTi
[lepxaBHoi ciyxOu 3 JiKapchKuX 3aco0iB Ta KOHTPOJIO 3a HapkoTukamu y KipoBorpaiachbkiit
obnacti (aus. nucT Bia 16.06.2020 Ne 169-02.1/01.1.1/05.12-20).

Jlonartok:

1. Konis posnopskenns [lepxaBHoi cayxOn YKpaiHu 3 JiKapchbKHX 3ac06iB Ta KOHTPONIO 3a
HapkoTukamu Bix 14.07.2023 Ne 6739-001.1/002.0/17-23 ua 1 apk.

2. Konisi posnopskenns JlepxaHol ciykOu YkpaiHu 3 JIIKApChbKMX 3ac00iB Ta KOHTPONIO 3a
HapkoTukamu Bia 14.07.2023 Ne 6743-001.1/002.0/17-23 Ha 1 apk.

HavanbHuk ciykou _/»P Jlinist TAH®IJIOBA

Myp3ak Haranis 32 14 41
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Binnosinno no Kowncruryuii Ykpaium, crareit 15, 22, 55 3axoHy Ykpainu
"OcHoBH 3akoHOnaBcTBa YKpaiHu 1po oXopoHy 3m0poB's", crareii 15, 21 3akony
Ykpainu "TIpo mikapeski 3aco6u”, TToM0KeHHS npo [lepxaBHy cnyx0y Ykpaiuu 3
JKapchKUX 3aco6iB Ta KOHTpomo 3a HapKOTHKaMH, 3aTBEpPIKEHOr0 MOCTAHOBOIO
Kabinery Minictpis Ypaiuu sig 12.08.2015 Mo 647, mynxry 3.2.3 TMopsaky
BCTaHOBJICHHS 3a00pOHHU (TUMYacoBOT 3aD0pOHH) Ta IOHOBJIEHHS obiry nikapcekux
3acobiB Ha TepuTopii YkpaiHm, 3aTBep/pKeHoro Haxa3oM MiHicTrepcTBa oxopoHn
300poB’s Yxpainn Big 22.11.2011 Ne 809, 3apeecTpoBaHUM B MiHicTepeTsi ocTuil
Ykpainu 30.01.2012 3a Ne 126/20439, IMopsinky kKoHTpOIO sIKOCTI NiKApCHKHX 3ac06iB
il 9ac ONTOBOI Ta po3apiGHOT TOPTIBIi, 3aTBEPIXKEHOT0 HAKA30M Minicrepcrsa
OXOPOHH 310poB’st YKpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHuM B MiHicTepcTsi
rocTHUil Ykpainu 26.11.2014 3a Ne 1515/26292, ITpaBun yTuniszauii Ta 3HHImMeHHS
JMIKAapChKUX 3aCOGIB, 3aTBEPIKEHUX HAKA30M MinicTepcTBa OXOpOHH 370poB’s
Ykpainu Big 24.04.2015 Ne 242, 3apeecTpoBaHuM 3 MiHicTepeTsi rocTuuii Yikpainu
18.05.2015 3a No 550/26995, Ta ua mincrasi 3BiTy r:po posciixypanus TOB "3enTipa
Ilpara", naganoro mmcrom TOB "Canodi — Asenrtic Vkpaina" sig 10.07.2023
Ne 10.07.23/3, womo HeBiamosigHocTi Jikapebkoro 3acoby JIAKOPIUH® 90
PETAPJI, Trabnerku, BKpUT 000JIOHKOIO, TIPOJIOHrCBaHol il mo 90 Mr Ne 30 (10x3):
no 10 tabnerok y Gictepi; mo 3 Gmicrepu y KapTOHHi# KopoGui, cepiii 3520121,
3510121, Bupo6uuursa TOB "3enriBa”, Yecbka PecnyGmixa, 3a mnokasHukom
"PosunnenHs", min yac nocnmimkenns crabitpHoCT] BUPOOHUKOM:

3ABOPOHSIIO peanizariio, 30epiranus Ta 3acTOCYBaHHS JIIKapChKOro 3acoly
AIAKOPAUH® 90 PETAPJ, Tabaerxn, BKPHTi 060,10HK0I0, NPOJIOHrOBaHOT Ail
mo 90 mr Ne 30 (10x3): no 10 Ta6aerok y Onicrepi; mo 3 Gaicrepn y kaprouniii
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Kopobui, cepiii 3520121, 3510121, BUpoOHHUTBAa TOR "3enTiBa", Yecpia
Pecny6utika (peecTpauiiine nocsigyenns No UA5731/01/02).

Cy6’exram ToCnonapioBanhs, ski 3niiicHionTE peanisauiro, 30epiranus Ta
34CTOCYBaHHs  JikapchKux 3aco0iB, HeBimknamHO MCns  ofepxanms JlaHOrO
POSTIOPALKEHHS NepeBipuTH HasgBHicTy BKa3aHUX cepil mikapchbkoro 3aco0y, BXUTH
3aXO1IM OO BUNYyYeHH TX 3 00Iry msxom NIOBEPHEHHS HOCTa'{aJILHHKy/BHpoﬁHHKy
a0bo 3HUIIeHHS, PO 1110 NMOBILOMUTH TEPUTOPianbHmIT Opran Hepxikenyx6u. Y pasi
SHUIUCHHSA  Biaxonis lpenapaty B  nBOTHXXHEBHIl CTPOK  HampaBuTH j0
TEPUTOpPIaNBHOrO opray Jlepxtikcnyx6u kormiro dKTa 1pO 3HMIIEHHS Bigxomis
NIKapChKOro 3aco0y.

KouTposs 3a Bukonannsy AGHOTO PO3NOPSIKEHHS 3iHCHIOIOTE TePUTOpiabHi
Opranu Jlepxutikcnyx6u na BIATIOBIHI TEPUTOPIT.

HeBukoHauHs nanoro POSNOPAIKEHHS TATHE 33 coGoro Bi/IIOBINQBHICTS
3TIAHO 3 YHHHUM 3aKOHONAaBCTBOM YKpaiHu.

Konii nanoro PO3NOPsAKeHHs HanpaBney;:
MinicTepcrso OXOPOHH 3110pOB’s YKpaiHu;

HIT " Nepsxasuuii CKCIIEePTHUH LeHTp MinicTepcTBa OXOPOHH 3110pOB’s VKpainu",
TOB "CAHO®I-ABEHTIC YKPAIHA",

TosoBa /1/// Poman ICAEHKO

Onena LLesyenko, 1¢11.422-55-76
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Hepaxnaikenvikon
PO3IOPSIIKEHEST

Bignosinno no Komcruryuii Vkpaimm, crateit 15, 22, 55 3akoHy YxpaiHu
"OcHOBYM 3aKOHONABCTBa YKpaiHK NPo OXOpOHY 370poB’s”, cratedt 15, 17, 21 3akoHy
Yxpaiau "Ilpo nikapceki 3acoGu", ITonoxenns mpo JlepaBHy ciyx0y YxpaiHu 3
JIKapChKUX 3acO6iB Ta KOHTPOMIO 3a HAPKOTHKAMH, 3aTBEPIKEHOIO IOCTAHOBOIO
Kabinery Minictpis Yxpatuu iz 12.08.2015 Ne 647, [opsiaky 3ailicHeHHs JEepXKaBHOIO
KOHTPOIIO 3a SIKICTIO JIKapChKUX 3ac00iB, 1O BBO3AThCA B YKpaiHy, 3aTBEPKEHOTO
nocranosoro Kabinery Minictpis Vipainm Bin 14.09.2005 Ne 902, mymkry 3.2.2.
[Topsinky BCTaHOBNEHHs 3a60OpOHM (THMYAcOBOi 33GOPOHH) Ta TOHOBJEHHS o0iry
TIKapChKUX 3aco0iB Ha Teputopii YkpalHu, 3aTBEpKEHOro HaKa3oM MinictepcTBa
OXOpOHHU 3110poB’s Ykpainu Bin 22.11.2011 Ne 809, 3apeectposanum B MiHicTepcTsi
toctuuii Ykpainn 30.01.2012 3a Ne 126/20439, ITopsinky KOHTPOJIO SKOCTI JiKapChKUX
3aco0iB Mijt 9ac onToBoi Ta po3APiGHOT TOPTiBIi, 3aTBEPIKEHOrO HAKAZ0M MinicrepcTBa
OXOpOHH 310poB’a Ykpainu Bin 29.09.2014 Ne 677, 3apeectpoanum B MiHicTepcTsi
toctuutii Ykpainm 26.11.2014 3a No 1515/26292, ITpaBun yrwmizauii Ta 3HEIEHHS
JIKapChbKUX 3ac00iB, 3aTBEP/UKEHHX Haka3oM MiHicTepcTBa 0XOPOHH 3I0pOB’s YKpaiHu
B4 24.04.2015 Ne 242, 3apeectpoBaruM B MinictepeTsi rocTuuii Yipainu 18.05.2015
3a Ne 550/2699S5, na mincrasi imdopmauii TOB «COHA-O®APMEKCIM» Bin
10.07.2023 Ne 106 1wozo obiry Ha Teputopii YKpaiHu He3apeecTPOBAHHX JTiKapCHKHUX
3ac001B 3 MAPKyBaHHsM iHO3EMHOIO MOBOIO Ta 3 METO:0 aKTUBHOT MPOTUIIT IIOMHPEHHIO
He3apeccTPOBAHKX JIKapChKUX 3acobiB, mo odiLifiHO He BBO3MIMCE HA TEPHTOPIIO
YkpaiHu, € Hebe3ne4HuMU Ta MOXYThb CIIPHIHHHTH PO3BUTOK XBOPOGH a60 HEHANEKHE
JiKyBaHHSA, HECTH MOTEHUIHHY 3arpo3y XKUTTIO Ta 340POB’ 0 HACEICHHS:

3ABOPOHSIO peanizanito, 36epiraHHs Ta 3acTocyBaHHs Beix —cepiii
HEe3apeeCTPOBAHMUX JIIKAPChKHUX 3aC00iB 3 MAPKYBaHHsIM iHO3EMHOIO MOBOIO:

M2 [lepxnikenyx6a

Ne6743-001.1/002.0/17-23 Bin 14.07.2023
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Hasga : CataLa s
NikapcLKOro ®opma JiKapebKOro 3acody - | -
3aco0y g TR Lk e e % s
KCUPAKCAH
(pucpaxcumun)/ BKPMTI [L1IBKOBOKO 000IOHKOIO, ; :
XIFAXAN 110 200 mr Ne 12 Norgine Pharma, Gpatii
‘ (rifaximin)
| KCUPAKCAH
(pudpaxcumun)/ BKPUTI [L1iBKOBOIO 000JIOHKOIO, : .
XIFAXAN 10 550 Mr Ne 28 Norgine Pharma, @patui
(rifaximin)
KCN®AKCAH
(pudakcumun)/ BKPMTI [J1iBKOBOIO 000JIOHKOIO. : .
XIFAXAN 1o 550 mr Ne 98 Norgine Pharma, &pasmis
(rifaximin)

Cy6’exTam rocnofapehbKol JisbHOCTI, SKi 3AIMCHIOTE peanizaliio, 36epiraHHs
Ta 3aCTOCYBaHHS JIIKapChKHUX 3ac00iB, HEBIAKIAQHO IiCJsA OJepIKaHHS JAHOTOo
PO3MOPS/VKEHHs MEPEeBIPUTH HASBHICTH BKa3aHUX BHINE JiKAapChbKHX 3acoliB, BXKUTH
3ax0AM IMOAO BUMyueHHs ix 3 o0iry WIAXOM 3SHMINCHH:H, IPO 10 TIOBIOMMTH
TepUTOpiaibHUK OpraH Jlepxcnikcnyx6u. YV pasi SHHIICHHS BiZXOiB mpemapatry y
JIBOTH)KHEBHH CTPOK HAIlpaBUTH 10 TEPUTOPIANIBHOTO OPraHy Jlepiikery0u Komito
aKTa Mpo 3HUILEHHA BiAXOAIB nixapcekoro 3acofy.

KOHTpOIb 3@ BUKOHAHHSM JAHOTO PO3NOPAIKEHHA 31CHIOIOTh TEPUTOPiabHI
oprasu Jlepxixcnyxou Ha BiIMOBIIHi# TEpUTOPIL.

HeBMKOHAHHS JAHOTO PO3MOPSIKEHHS TATHE 3d c06010 BiANOBIAAIBHICTB 3riIHO
3 YMHHMM 3aKOHOIABCTBOM Y KpalHH.

Jlane po3NOPAOJCEHH He NOWUDIOEMbCA HA cepii nikapcokux 3acobis, wjo
naditnuau 3 memolto 3abe3neverHa HaceNeHHa ma 3aKk120i8 OXOPOHYU 300D L 8 AKOCMI
eymanimapHoi  0OnoOMo2u, CYNpOoBOOAHCYIOMbCA giONOGIOHUMU  NIOMEEPOdXCYIOHUMU
doKyMeHmamu ma cepmuixamom akocmi 8UPOOHUKA.
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IosoBa | Poman ICAEHKO

Onena Lleuerxo, Ten.422-55-76



