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KepiBHHKam anTeyHux ta
JIKYBAJIbHUX 3aK/JIa1iB o0sacTi

Jlo yBarn ynoBHoBakeHHX 0Ci0!

Hanaemo 171 o3naiOMIIEHHS Ta BUKOHAHHS po3nopsizkenns JlepxaBuoi ciayx6u Ykpainu
3 JIKapCHKHUX 3ac00iB Ta KOHTPOJIIO 32 HAPKOTHKAMH INO0A0 3a60opoHH 00iry JiKapchbKoro
3aco0y.

3a_HasiBHOCTI, BKa3aHUX y PO3MOPS/DKEHHSX JIIKapchbKHX 3aco0iB, moBimoMuTH JlepkasHy
cayx0y 3 JKapchKuX 3aco0iB Ta KOHTPOMIO 3a HapkoTHkamu y KipoBorpancekiii obmacti mpo
BXKMTI 3aX0/M 010 BUKOHAHHS PO3IOPSKEHb.

Inopmaniro HalaBaTH Ha NaNepOBHX HOCISX MOIITOIO, 3a aipecolo: éyi. Ilpeobpacencoka,
2, m. Kponuenuuskuit, 25006, 3 nogarkamu:

a) NpH BMILEHH] B KAPAHTUH JI0JAETHCS KOs MPUOYTKOBOT HAKJIAIHOT;

0) npu NOBEPHEHHI NOCTAYAIBLHUKY JI0JAOTHCS: KOsl MPUOYTKOBOI HAKJIAIHOT;

KOIisl HAKJIaJIHOT Ha MOBEPHEHHSI.

B) Y BHMNAAKYy Mepeaayl BIJAXOJIB JIKApChKOro 3aco0y Ha yTJi3auilo abo 3HMIIEHHS,
y JABOTH)KHEBUH cTpok noindopmyBatu JlepkaBHy ciyk0y 3 JiKapChKHX 3aC00iB Ta KOHTPOJIO 3a
HapkoTukamu y KipoBorpazcekiit o6acti Ta HagaTé KO0 MprOyTKOBOI HAKIIAHOL.

[Ipn HacTynmHHX MOCTaBKax JIiKapChbKUX 3aco0iB, BKa3aHMX Yy PpO3MOPSKEHHSX, Cy0’eKT
roCIoJaproBaHHs IIOBHHEH B)XXUTH 3axOiB 11040 3armoliraHHs mnpuadaHHs, peamizamii Ta
3aCTOCYBaHHS JIIKapChbKHX 3ac00iB, 3a3HAYECHHUX Y PO3TOPSKEHHSIX.

Y BHIAAKY BIACYTHOCTI JIKapChbKHX 3ac00iB, BKA3aHUX Yy PO3MOPSIDKEHHSX UM JIUCTAX
HepxikenyxOu, BiAoOBili B NHCbMOBOMY BUTJISI/II HAJABATH HE MOTPiOHO.

OnHouyacHO HaragyemMo, L0 3 PO3NOPSKEHHSAMH Ta JHCTaMu JIepXKIiKkciyOu MoxKHa
o3HaifomuTucs Ha odiuiiHoMy BeOcaiTi [lepkaBHOI ciyOu YkpaiHu 3 JIKapchbKHX 3aco0iB Ta
KoHTpomo 3a Hapkotukamu  (https:/www.dls.gov.ua/) B  po3mini  PO3IIOPAJDKEHHA
JEPXJIIKCITYKBMN.

Oxpim TOro, 03HaHOMHUTHUCS 3 MOBIJOMJICHHSMH TPO BCTAHOBJICHHS 3a00pOHH Ta MOHOBIEHHS
obiry mikapchkux 3aco0iB, ski Bumani Jlepmikcimyx6ot, MoxHa Ha odiuiitHomy BeGcaiTi
JlepaBHOT ci1y)kOM 3 JTKapchbKHX 3aco0iB Ta KOHTpOIO 3a HapkoTHkamu y KipoBorpaicekiit
obmacti (auB. mucT Bix 16.06.2020 Ne 169-02.1/01.1.1/05.12-20).

Jonmatku: Komist po3nopsiwkenHs [lepxaBHoi ciy0u YkpaiHu 3 JikapchbKHX 3ac00iB Ta KOHTPOJIIO
3a HapKkoTUKaMu Bix 15.03.2023 Ne 2331-001.1/002.0/17-23 na 1 apk.

HauaabHuK cayx6n %/ Jisist TAHOLIOBA

Myp3ak Haranis 32 14 41

AepxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTPONIO
M2 3a HapkoTukamu y KIpOBOl’paACbKM o6nacn
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JEP)XABHA CJIYXBA YKPAIHHM 3 JIIKAPCbKUX 3ACOFBIB
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Binnosigno mo Koncruryuii Ykpainu, crareit 15, 22, 55 3akony Ykpaiuu
"OcHOBH 3aKOHOaBCTBA Y KpaiHH PO OXOPOHY 310poB’s", crareii 15, 17, 21 3akony
Yxpaiuu "IIpo nikapceki 3aco6u”, ITonoxeHHs mpo IlepxcaBHy cnyx0y Ykpainu 3
NIKapchbKUX 3ac00iB Ta KOHTPOJIO 3a HAPKOTHKAMH, 3aTBEPKEHOIO MOCTAHOBOK
KabGinery MinictpiB Ykpainu Bin 12.08.2015 Ne 647, [lopsiaky 3aificHeHHs
JIEPXKaBHOTO KOHTPOJIIO 3a SKICTIO JIIKapChbKUX 3aco0iB, 110 BBO3ATHCA B YKpaiHy,
3aTBepAXXeHoro rnocraHoBoro Kabinery MinictpiB Ykpainu Big 14.09.2005 Ne 902,
ITopsinky BCTaHOBIEHHA 3a0OpOHM (THM4acoBOI 3a0OpOHH) Ta TOHOBIEHHsS 00iry
NiKapcbKUX 3aco0iB Ha TepuTopii YKpaiHu, 3aTBep)KEHOro Hakazom MiHicTepcTBa
0XOpOHH 310poB’s Ykpainu Bifg 22.11.2011 Ne 809, 3apeectpoBanum B MiHicTepcTBI
toctuuii Ykpainu 30.01.2012 3a Ne 126/20439, ITopsaaky KOHTPOJTIO SIKOCTI JIIKAPCHKHX
3acobiB mig Yac ONTOBOI Ta po3ApiOHOI TOPriBili, 3aTBEPIKEHOTO0 HaKa3oM
MiHicTepcTBa OXOpPOHH 310poB’st Ykpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHHM B
MinictepcTBi roctuuii Ykpainu 26.11.2014 3a Ne 1515/26292, I1paBun ytumnisawii Ta
3HUIIEHHs JIIKapChKUX 3aco0iB, 3aTBep/UKeHMX Haka3oM MIiHiCTepcTBa OXOPOHH
3nopoB’ss Ykpainu Bin 24.04.2015 Ne 242, 3apeectpoBaHuM B MiHicTepcTBI IOCTHLIT
VYkpaiau 18.05.2015 3a Ne 550/26995, nHa nigctasi MiXkHapoAHOTO MOBIJOMJIEHHS Bifl
BcecBiTHBOT oprasizauii oxopoHu 310pos s Bia 22.02.2023 Ref. RPQ/REG/ISF/Alert
Ne 2/2023 Ta Big 08.03.2023 Ne 404/23 momo HEBIAMOBIAHOI SKOCTI JiKapChKOro

sacoby TETPAIHUKJIIHY TI'TIPOXJIOPHAY OYHOI MA3I USP 1 %/
TETRACYCLINE HYDROCHLORIDE OPHTHALMIC OINTMENT USP 1

%, cepiii AF22025, AF22026, AF22061, BupoouuurBa Galentic Pharma (India)
Pvt. Ltd, 3 MapKyBaHHSAM 1HO3€MHOIO MOBOIO, Ta TAKHM, IO € HE3apEECTPOBAHUM Ha

TepuTopii YKpaiHu:

ﬁii HNepxasHa cnyxba 3 nikapcbkux 3acobie Ta KOHTpONio
H M2 3a HapkoTukamu y Knpoaorpa,chn oGnacn
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3ABOPOHSAIO peanizanito, 30epiraHHs Ta 3acTOCYBaHHS BCix _cepiii
nikapeskoro 3acoby TETPALMKJIHY TTIPOXJOPHUAY OYHOI MA3I
USP 1 %/ TETRACYCLINE HYDROCHLORIDE OPHTHALMIC
OINTMENT USP 1 %, Bupo6nuurBa Galentic Pharma (India) Pvt. Ltd, 3
MapKyBaHHSM 1IHO3EMHOIO MOBOIO.

Cy6’€exTaM rocrnoaapchbkoi qisbHOCTI, K1 3A1HCHIOIOTH peatisallilo, 30epiraHHs
Ta 3aCTOCYBaHHS JIIKAPCHKHUX 3aco0iB, HEBIAKJIAJHO IICHs OJepXaHHsS JaHOro
PO3MNOPSIKEHHS NEPEeBIPUTH HAIBHICTh BKa3aHOI'O JIIKAPCHKOTo 3acody, y3arajlbHeHy
iHdopMalilo HagaTH Ha angpecy JlepxiikcayxOu. BXUTH 3aX0oAu 1100 BUILyYEHHS
3a3HAYEHOT0 BHIIE JIKapChbKOro 3acoby 3 00iry uUISXOM 3HHUIIEHHS, NpPO MI0
MOBIIOMHUTH TepHTOpianbHHi opraH [epxiikcayxOu. Y pa3i 3HULIEHHS BIIXOIIB
mpenapaty y [ABOTH)XHEBHH CTPOK HANpaBUTH [0 TEPUTOPIaJbHOTO OpraHy
Jlepxuikenyx6u KOMilO akTa Mpo 3HULIEHHS BIAXO/IB JIIKapChKOro 3acody.

KoHTposb 32 BAKOHAHHSM JJaHOTO pO3MOPSIKEHHS 31IHCHIOIOTE TEPUTOPiaIbHI
opranu [epxotikenyxOu Ha BIANOBIAHIN TepUTOPII.

HeBUKOHAHHS [aHOTO PO3MOPSIXKEHHS TATHE 3a cOO0OK BiJAMOBIAAIBHICTH
3riIHO 3 YUHHUM 3aKOHOJABCTBOM YKpaiHH.

Konii 1aHOro po3nopsKeHHs HalpaBJieHi:
MiHicTepCTBO OXOPOHH 310pOB’s YKpaiHH;
JII1 "JlepxaBHui ekcriepTHHH LeHTp MiHicTepcTBa OXOPOHH 3/10pOB’s YKpaiHu'.

I'onoBa Poman ICAEHKO

Minasya Jlroamuna Anapiisua, Ten.044-422-55-04



