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KepiBHHKAaM Ta Y IOBHOBAKEHHM 0C00aM
ANTEYHHUX TA MEAHYHHX 3AKIA0IB
Kiposorpaacnbkoi 06.1acTi

Jo yBaru Y noBHOBaKeHHX 0Cif!

Hanaemo posnopsimkeHHs [lepaBHoi Clyk0n YKpaiHu 3 TKapchKUX 3aco6iB Ta KOHTPOIO
3a HApKOTHKaMH 10710 3a60poHH 06iry JikapcbKoro 3aco0y.

3a HASBHOCTI, BKa3aHHX Y PO3MOPS/UKEHHI JiKapchkuX 3acobiB, HOBLAOMUTH [lepikaBHY
ciyk0y 3 JHKapChKHX 3aC00IB Ta KOHTPOJIFO 33 HAPKOTHKaMH Yy KipoBorpa/cekiil 06aacti  1po
B)KMTI 33X0/H OO0 BUKOHAHHS PO3IOPSDKEHHS.

IHbopMallifo HAaBATH Ha [AIEPOBUX HOCIAX MOLITO, 3a aapecoto: ey [Ipeobpasrcencoka, 2,
M. Kponuenuyvkua, 25006, 3 101aTKaMK:
a) P BMILIICHH] B KApaHTHH J0Na€ThCA KOTis MPHOYTKOBOT HAaK/IaIHOI;
6) IpH MOBEpHEHH] NOCTAYAIbHUKY JONATHCA: KOMist IPHOYTKOBOT HAKJIaHOT;
KOITisi HaKJIaJHOT Ha NMOBEPHCHHS.

B) Yy BHUIAJKY Ilepejadi BiIXOJIB JIKAPCHKOro 3acoby Ha yTuidi3auilo abo 3HUUICHHS,
v IBOTHXHEBHil cTpoK noiHdopMysaTH JlepkaBHy ciiyxOy 3 JiKapchKHX 3ac0o01B Ta KOHTPOJIHO 34
HapkoTHKamu y KipoBorpaachkii 06;1acTi Ta HalaTH KO0 npuOyTKOBOI HaKJIaJIHOL.

[Ipu HACTYNHMX MOCTaBKaX JIKAapChKUX 3aco0iB, BKA3aHUX Y PO3MOPSIUKCHHAX, Cy0’€eKT
TOCIIONAPIOBAHHSA TOBHHECH BKHTH 3aXOMiB OO 3amoOiraHHd npuabanHsd, peanmizamii Ta
3aCTOCYBaHHS JHKapChKHX 3ac00iB, 3a3HAYCHUX Y PO3MOPAIKEHHSIX.

Y BHNAAKY BICYTHOCTI JIIKapchKUX 3aco0iB, BKa3aHHX Yy PO3MNOPALKCHHAX HH JIMCTAX
Jlepx1iKcTyx6H, BiINOBiAi B MHCHMOBOMY BHIJISA/li HAAABATH He NOTPidHO.

OHOYACHO HAaragyeMo, IO 3 PO3NOPSMKCHHAMH Ta NHCTaMu JIepiIKCnykOM MOxHa
o3HaloMuTHCS Ha odiniitHoMy BeGeaifti JlepkaBHOI cTyX6H YKpaiHH 3 JKapChKHX 3aco0iB Ta
KoHTpomo 3a HapkorTukamu  (https:/www.dls.gov.ua/) B posaini  PO3MOPAKEHHA
JEPXKJIIIKCITY XBH.

Honatku:

1. Komist posmopsmxenHs JlepxaBHOI CIyOH YKpaiHH 3 JKapChKHX 3ac00iB Ta KOHTPOJIKO 33
HapkoTHKaMH Bi 06.03.2026 Ne 125-001.3/002.0/17-26 Ha | apk.;

2. Komis posnopsmkenns JlepxkaBHOI cTyxOM YKpaiHH 3 JIKapChKHX 3ac0o0IB Ta KOHTPOIIIO 3a
HapKoTHKaMH Bij 06.03.2026 Ne 126-001.3/002.0/17-26 Ha 1 apK..

Hauansuuk ciayxOn Jlinis IAH®UIOBA

Ocrarenko Banenruna 32 14 41

v Jlepaasiia ci1ykGa 3 HKapebkHX 3300018 T4 KOHIPOO 34
X HAPKOTHKAMN Y Kiposorpanckkiil odnacti
Sl Nol12-01.1/02.0/05.12-26 nia 06.03.2026
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JAEPKABHA CJOYXBA VKPAIHHU 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM
(Il,epmnilccnymﬁa)
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Neo Ha Ne BiJL
KepiBaHukam cy0’exTiB
rocnoiapoBanH, AKi 3aHMaI0ThCHA
peaJiizanieo, 30epiraHHsaM i
3aCTOCYBAHHAM JiKapcbKHX
3aco0iB
KepiBaukam TepHTOPiaJIbLHHX

oprasis JlepaiikeTy>k0H
PO3MNMOPS/KEHHS

Binmosimeo n0 KoHCTHTYIII Vkpainu, craredt 15, 22, 55 Bakony YKpaiHH
«OCHOBH 3aKOHOJIABCTBA Y KpaiHH PO OXOPOHY 3/10pOB's», crated 15, 17,21 3axkony
Vkpainu «IIpo ikapchKi 3aco6my», [TonoxeH s PO JlepaBHy CIyxOy Vkpainu 3
nikapchKMX 3ac00iB Ta KOHTPOTO 32 HApKOTHKAaMH, 3aTBEPIKCHOr0 [IOCTaHOBOIO
KaGinery MiHicTpiB VKpaiHa Bifl 12.08.2015 Ne 647, Ilopsaaky 3MiCHEHHS
Jilep)KaBHOro KOHTPOIIO AKOCTi JKapchKMX 3aco0iB, IO BBOSATHCH B VYxpainy,
3aTBEP/KEHOTO TIOCTaHOBOO Ka6inery MinicTpis Ykpainu pix 14.09.2005 Ne 902,
nyukry 3.2.3 Tlopsaky BCTAHOBJEHHs 3a00pOHH (TEM4YaCOBOT 3a00pOHH) Ta
[OHOBJIEHHS 00Iry JKapChKHX 3aco6iB Ha TepUTOpil YKpaiHH, 3aTBEPIDKCHOIO
pakazoM MinicTepcTBa OXOpPOHH 30poB’st  YKpaiHH Big 22.11.2011 Ne 809
(3i 3MiHaMu), 3apCECTPOBAHOTO MiHicTepcTBOM FOCTHIL Vxpainu 30.01.2012
3a Ne 126/20439, TIopsaKy KOHTPOJIIO SKOCTI JIKapChKUX 32c06iB MiJ 9ac OIToBOi T2
pO3APiOHOI TOPriBi, 3aTBEP/UKEHOIO HAKasOM MiHicTepcTBa OXOPOHH 3JI0POB'S
Vxpaitu Bijt 79.09.2014 Ne 677, 3apeecTpOBaHOTO MiHiCTepCTBOM FOCTHII Vkpaiau
26.11.2014 3a Ne 1515/26292, I1pasuit yTHIT3a1lii T2 SHUIICHHA NiKapChbKHX 3aco0iB,
3aTBep/PKEHUX  HaKa3oM MinicTepcTBa  OXOPOHH 30poB’st  YKpaiHW
Bim 24.04.2015 Ne 242, 3ape€eCTPOBAHMX MiHicTepCTBOM FOCTHLI VkpaiHa BiJ
18.05.2015 3a Ne550/26995, wHa migcTaBi  HAIXOMKEHHA —MDKHAPOJHOTO
N1OB1JOMJICHHSA BiJl peryJATOpPHOIO oprasy Bpazuiii
No BR/ Desvios de qualidade classe 1/418.1.0 oo Biakmmxy 3 o6iry cepii 111770C
niKapchKoro  3acody KEFADIM (Ceftazidime pentahyd¥ite) [dgpsumOPATHOK

JKapCchKUX 3aco0iB Ta

. KOHTPOJIIO 3a
M2 ﬂepxzﬂl‘(c“ym a 26 Bin 06-03-2026 HapKOTHKaMHU y

W i s

NeA
“ ‘“ Nel159/02.12-26 Big 06.03.2026

et [[NIRITENANO A

002.0



s NPUTrOTyBaHHA PO3UMHY Iyis 10’ exii, BUPOOHUIITBA
ANTIBIOTICOS DO BRASIL LTDA, bpazuiisi, 110 odillifino He BBO3WBCA Ha
TepuTOpilo YKpaiHu, y 383Ky 3 [IOPYILEHHSIM TPOLECY MaKyBaHH, B pe3yJIbTari
sixoro npoaykt Kefazol (cefazolin sodium) 1g BUTOTOBIIABCAH B yHAKOBIIi IPORYKTY
Kefadim (ceftazidime pentahydrate) 1g.

3 METOIO AKTUBHOI IIPOTH/]I MOLIMPEHHIO iKapchKuX 3aco0iB, 3 OTIANY Ha TE,
[0 TaKa MPOAYKLif € HeGe3NeUHOo Ta MOXKE HECTH 3arpo3y XUTTIO Ta 37I0POB 10
HaCeJICHH!
3ABOPOHSIO peanizaiio, 3GepiranHs Ta 3aCTOCYBAaHHS cepii 111770C
JMKapChKOTO 3aco0y KEFADIM (Ceftazidime pentahydrate) 1g, MOpOIIOK
JJIsi TPUrOTYBaHHS PO3YMHY JAJis in’exuiii, BHPOOHUITBA ANTIBIOTICOS
DO BRASIL LTDA, Bpaszuais, 1o odi1lifiHo He BBO3MBCS HA TepuTOpit0 YKpaiHH.
Cy6’ekTaM rocrojaproBaHHs, aKi 3IHCHIOIOTH peali3aliio, 30epiraHHa Ta
3aCTOCYBAHHS JIIKapPChKUX 3acoGiB, HEBIMKIagHO, MiCIS ONEPXKAHHA [AHOro
PO3MOPAIKCHHSA, IIepeBipUTH HAsBHICTh BKa3aHoI cepii JIKapChKOro 32c00y, BXKUTH
3aXOA IIOZI0 BIUydeHHs il 3 006iry UUIAXOM MOBEPHCHHA nocTadanbHuKy abo
3HUITEHHSA, TIPO [0 TOBIIOMATH TepUTOpiaNbHUA OpraH Tlepxikcmyx6u. ¥ pasi
SHWUICHHS BIIXOMIB 3a3HadeHoOl cepii JIKapChKOro 3aco0y B JBOTHJKHEBUH CTPOK
HAIIPABHUTH JI0 TEPHTOPIabHOTO OPraty Jlep>KITiKCIty K01 KO0 aKkTa PO 3HAIIEHH
BiIXOJIiB JIIKapCBKOTO 3ac00y.
KOHTpOJIb 38 BAKOHAHHAM JIAHOTO PO3IOPsKEHHS 311HCHIOITE TepUTOpiaNbHi
OpraHu Tlepactikciyx6u Ha BiHOBiAHi# TEPHTOPIi.
HepukxoHaHHS IaHOrO PO3MOPADKEHHS TATHE 32 coBO0I0 BiAMOBIANBHICTE
3riJHO 3 YAHHUM 3aKOHOZIaBCTBOM Vkpaisu.

Konmii masoro po3nopsiKCHHA HanpaBneHi:

MiHiCTEpCTBO OXOPOHM 3MOPOB's YKpaiHy;

N1 «JlepxaBHui eKCIIEpPTHUH ICHTP MinicrepcTBa OXOPOHHU 37I0pOB's
VYKpaiaw».
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T.B.0. F'oji0BH '\ Bogopumup KOPOJEHKO

Onena JIMCAK, Ten.(044) 422-55-76 (133)



AEPXKABHA CJIIYKBA YKPAIHH 3 JIIKAPCHKHNX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA
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KepiBHukam cy6’exTiB
rocrnojaploBanHs, siki 3aiiMalOTLCs
peanizanicio, 30epiranHam i

32CTOCYBAHHAM JiKapCLKHX
3aco0iB
KepiBankam TePHTOPiaIbHUX

opranis [epimikciay:xou

PO3HOPSUKEHHST

Binnosigno no Koncruryuii Ykpainu, crateit 15, 22, 55 3akoHy Vkpainu
«OCHOBH 3aKOHO/I@BCTBA Y KPaiHH IIPO OXOPOHY 3/(0pOB's», crateld 15, 17, 21 3akony
Ykpainu «IIpo mikapceki 3acobm», [lonoxeHns npo [lepxasHy ciayx0y Ykpainn 3
JiKapChKUX 3aC00iB Ta KOHTPONIO 32 HAPKOTHKAMH, 3aTBEPIIKEHOTO IOCTAHOBOK)
KaGinety Minictpip Vkpainu Bin 12.08.2015 Ne 647, Topsanxy 3miiicHeHHs
ACPKaBHOTO KOHTPOIIO AKOCTI JIKapChKHMX 3aco0iB, IO BBO3ATHCA B YKpaiHy,
3aTBep/KEHOro 1mocTanosoro Kabinery MinictpiB Ykpaiuu Bix 14.09.2005 Ne 902,
nyHKTy 3.2.3 llopsaKy BCTaHOBJIEHHA 3a00pOHH (THMYacoBOi 3a6OpOHM) Ta
TMOHOBJIEHHsT O0Iry JiKapchkux 3aco6iB Ha Tepurtopil VKpaiHm, 3aTBepIKEHOTo
Haka3oM MiHicTepcTBa OXOpPOHM 370pOB’s Ykpainu Bixm 22.11.2011 Ne 809 (3i
3MiHaMH), 3apeecTpoBaHoro MinictepctBoM roctumii Yxpainm 30.01.2012 3a Ne
126/20439, Tlopsinky KOHTPOJNIIO SIKOCTI JIIKApCHKUX 3aco0iB I 4ac omToBoi Ta
po37piGHOI TOpriBNi, 3aTBEPIKEHOr0 Haka3oM MIHICTEPCTBA OXOPOHH 30POB'S
Ykpaind Bix 29.09.2014 Ne 677, 3apeectpoBanoro MinictepctBoM rocTuwii YxpaiHu
26.11.2014 3a Ne 1515/26292, Ipasun yTunizanii Ta 3SHHIIEHHS JTiKapChKHUX 3aC00iB,
3aTBEPIDKEHUX HakazoM MinicTepcTBa 0XopoHM 3/10poB’s Vkpainu Big 24.04.2015
Ne 242, 3apeectpoBanux MiHicrepcTBom toctunii  Vkpaiau Bix 18.05.2015
32 Ne 550/26995, na miacTtaBi HaIXOMKEHHS MiXXKHAPOAHOI0 ITOBiJOMIICHHS
BiZ peryistopaoro oprany Manaiisii Ne NPRA/SVA/P/22/2026-08 mmKapCLKHX ACHHE
HEBIANMOBiAHOCTI BAMoram crnermbikanii «CynyTi gomimkm» (3aGpyamenus
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TBEPAHMH acTHHKaMM) cepiit 2403300, 2403301, 2405293 JKapChKOTo 3aco0y
DOXYCILLIN TABLET 100 mg (Doxycycline hydrochloride),
Tabnetku Ne 10, No 50, BUpoOHMITTBa Duopharma Manufacturing (Bangi) Sdn. Bhd.,
Mannaitsis.

3 MeTOI0 aKTUBHOT IPOTHAL] OIKpPeHHIO JNKapChKHX 3ac06iB, 3 OIJIsNly Ha Te,
[0 Taka NMPOAYKIist € HeGe3neYHO Ta MOXKE HecTH 3arposy XHTTIO Ta 340pOB'10
HACEeJNeHHS :

3ABOPOHSIO peanizanito, 36epiranus Tta 3aCTOCYBaHHs cepiii 2403300,
2403301, 2405293 JNiKapChKOro 3aco6y DOXYCILLIN TABLET 100 mg
(Doxyeycline hydrochloride), Ta6iericn Ne 10, No 50, BupoGuunTBA Duopharma
Manufacturing (Bangi) Sdn. Bhd., Mauaiizis, mo odiuiitro e BBO3MBCSA Ha
TepUTOpito YkpaiHu.

Cy6’exTam I'OCTIONapIOBaHHS, fKi 3MiHCHIOIOTE peanizanito, 36epiranns Ta
3aCTOCYBaHHA JIKAPCBKUX 3aco6iB HEBIIKIAMHO, micis OlEpXaHHSI JaHOTO
PO3IOPAIKEHHS, ePEBIPUTH HAABHICTE BHIICBKA3aHUX CEPill TiKapchKOro 3aco0y,
BXHUTH ~ 3aXOM IIOJO BUNyYeHHS ix 3 o0iry  mursxom IIOBEPHEHH:
NOCTa4anbHUKY/BUPOOHUKY 260 SHUIIEHHSA, MPO IO NOBiIOMUTH TEPUTOPIATILHMIA
opran [lepxmixciyx6u. V pasi 3HHINEHHS Bimxonis Npenapary B JBOTHXHEBHiH
CTPOK HAaNpaBUTH JI0 TEPUTOPIANBHOrO oprany Jlepxmikciayx6u Koo axTa npo
SHUILEHHS BiIXOLIB JliKapchKoro 3aco0y.

Kontpons 32  Bukomammsm AIQHOTO  DO3NOPSAPKEHHS  3IiHCHIOIOTE
TEPUTOpiaJbHi Opranu Hepxnikcyx6u Ha BimnoBinuiit TEPUTOPIi.

HeBuxonanns nanoro PO3IOPSTKEHHS. TATHE 33 COBOoIO BiTOBI JaJIBHICTS
3TiJHO 3 YHHHUM 3aKOHOJJABCTBOM Y KpaiHu.

Kormii nanoro poznopsmxenns HaIIpaBJICHi:

Minictepctso oxoposu 3JI0pOB'st YKpaiuu;

HII  «lepxaBHuii CKCIepTHHH LeHTp MinicTepcrsa OXOPOHH  3]J0pPOB's
VYkpaium.

T.B.o. T'oji0oBR Bosoaumup KOPOJIIEHKO

Oneria JINCAK , ten.(044) 422-55-76 (133)



