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Ne Ha Ne BiJ

JenapramMeHTaM, ynpaBJiHHAM Ta Biaijiam
oxoponu 310poB’s [loaTaBchbKoOi 001aCTI

Cy0’exTaM rocnogapooBaHHs, sKi
3aiiMal0ThCs BUTOTOBJICHHSM
(BHpOOHULITBOM), peaJi3alicto (TOprisJiero),
30epiraHHsIM TPAHCIIOPTYBAHHAM Ta
BHKOPHCTAHHAM JIKAPCHKHUX 32c00iB

IloBigomaennss Ne 46//1P

3 meToro 3a0e3MedeHHs] KOHTPOJIO SIKOCTI JIIKApChKUX 3ac00iB Ha TEPHUTOPIl
[TontaBchkoi oOmacTi B mopsAaKy iH(OpMyBaHHsI HampaBisieMo Bam y3arajbHeHy
inpopmaniro /lepkaBHOi cay:k0M YKpaiHM 3 JiKaApCHKHX 3aC00iB Ta KOHTPOJIIO
32 HApPKOTHMKaAMM II0JA0 MOMXJIMBOCTI peaJidanii JikapcbKHX 3ac00iB 3
HEe3HAYHUMH BiIXHJIEHHSIMH, 110 HE MOXKYTh CIPUYMHUTH 3HAYHOI IIKOIM JJIsI
310pOB’s JIIOANHU 3a niepioa 3 12.05.2026 no 15.05.2026

BpaxoByroun, 110 BCTAHOBJICHI HEBIAMOBIAHOCTI BHUMOTaM, BHU3HAUYCHUM
MeToaMu KOHTpoito sikocTi (mam — MKS) mikapcebkux 3aco0iB, BIZHOCSTHCS 10
TPETHOT'O KJIACY HEBIAMOBIIHOCTEH, IO HE MOXKYTh CIPUUYUHUTU 3HAYHOI IIKOAM IS
3I0pOB's IIOAUHM, 3TiHO 3 1. 1.4.3 [lopsinky BcTaHOBIIEHHS 3a00pOHH (TUMYACOBOI
3a00pOHM) Ta TOHOBJEHHS O0O0Iry JIKapCchKUX 3aco0iB Ha TepuTopli YKpaiHw,
3aTBEP/KEHOTO Haka3oM MiHiCTepCcTBa OXOPOHU 30poB’st Ykpainu Big 22.11.2011
Ne 809, 3a nHasBHOCTI mMO3UTHBHUX eKcriepTHUX BUCHOBKIB J[I1 «llenTpanpHa
nabopaTopis 3 KOHTPOJIO SKOCTI JIIKAPChKUX 3acO0IB 1 MEIUYHOI MPOAYKIi» Ta
[Iporokomy 3acimaHHs poOOYOi Trpymu 3 MNHUTaHb OOIry JIKapChKUX 3ac00iB,
Hepxmikenyx0a BOadae 3a MOXJIIMBE iX peali3alilo Ha TepuTopli YKpaiHu 3a
OpPU3HAYEHHSAM JIIKaps, 3a YMOBHU BianoBigHocTi BuMoram MKS 3 ypaxyBaHHAM
BiIXWJICHb 3a3HAYEHUX B JOJATKY.

OnunovacHo iH(DOpPMYEMO, 110 3 JaHOIO 1HGOPMAIIIEI0 MOKHA 03HAMOMUTHUCS HA
caiti Jlep>kaBHOi ciy’)kOM 3 JIKapChKUX 3ac00IB Ta KOHTPOJIO 32 HAPKOTUKAMH Y
[TonTaBchkiit obnacti y posauii «llogioomnenns oo CI/]» > «llogidomnenna npo
JI3, wio 3naxo0amuyca Ha 0epPHCABHOMY KOHMPOD).

Honatok Ha 1 apk.

HavajabHuk Harania AHAPIEHKO

» JlepkaBHa city>x0a 3 JIIKapchKHX 3aC00IB Ta KOHTPOJIIO 3a
" HapkoTkamu y [TonTaBebkiii obnacri
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Ne pitmenns Jlara pimenns Ne PII Hasga JI3 ®opma umycky JI3 Cepis Ne Hazpa Kpaina Omnuc Bigxuiaennb Bin MKSI 3 siknumu 103B0J1eH0 peatisaiiio
BHPOOHHMKA BHPOOHHKA J3
HeBinnoBinHicTe BKa3aHOI cepii JiKapcbKOro 3aco0y BHMOTaM
HOPMAaTHBHUX JOKYMCHTIB CTOCYETBCSI MAPKYBAaHHS BTOPHHHOT
Kparuil 0'IH1, pO34HH 10 25 dapmacesexT YIAKOBKHM, a caMe TEKCTy MAapKyBaHHsA, Ha BTOPUHHIN
- - M1y drakoHi 3 TIAKOBIIi, 3aMiCTh 3aTBepLKEHOr0 «J{1s1 eranbHo1 iHdopManii
A861-132.17- 115 652006 A/18606/01/01 AKICTAH JIYO KpATIETBHHLIEIO T2 KPHILIKOIO; F180 Inrepremn Actpis YHAKOBLL 3aMI¢ P A dop
26 -\ Bereniranrs IMB. IHCTPYKI[IO Ui MEIUYHOTO 3aCTOCYBAaHHS» HAaHECCHO
1o 1 diakoHy B KapTOHHIi . . .
KopobLi I'm6X «[eranpHa  iHopmamis B IHCTPYKUii JUISL MEIMYHOTO
3aCTOCYBaHHS JIIKAPCHKOTO 3aCO0Y».
karcynu 1o 50 mr; mo 12 MoskiiBa peaiizalisi JTiKapCbKOTO 3aco0y IMiCIs IPOLeXypU
4711-13/2.1/17- | 12.05.2026 UA/2787/01/01 CTPE3AM® waneyry g“?”ep?’ 1o 50 3817 BIOKOJIEKC DpanHuis nepenaxysaHui - (3amina  inctpywuii - ami - MeudHoro
% Kancyst y Gaicrepi, no 3acTOCYBAHHH).
OmicTepu y mauri
HeBinnoBinHicTs BKa3aHOi cepii JIiKapchbKOro 3aco0iB BUMOTram
HOPMaTHBHUX JTOKYMEHTIB CTOCYETHCS IIEPBUHHOI YITAKOBKH Ta
IHCTPYKIIi Ui MEIMYHOTO 3aCTOCYBaHHS (Nali — iHCTpyKil),
a caMe TEKCTY MapKyBaHHs, Ha [EPBHHHIA yIaKoBIi
JIONATKOBO 3aHAYECHO JIOTOTHI BHpoOHMKa «Bayer».BimHocHO
TabJIETKH, BKPHTI ILTiBKOBOIO 3aTBepKeHoro HakazoM MO3 Vkpainu Binm 13.12.2024 Ne
oboroxoro, o 10 mr; Ne 10 . . 2085 TekcTy iHCTPYKIIl,y BKJIaJieHiH B yakoBKy iHCTpPYKILIl, y
4710-1.3/2.1/17- 12.05.2026 KCAPEJITO® (10x1): mo 10 Tabnerok y BXKB1R2 baiiep A" Himeuunna - . N
UA/9201/01/01 . . . po3aini«Bupobuuk. Micie3Haxo/[pKkeHHs BUPOOHHMKa Ta HOro
26 Outicrepi; mo 1 Gmicrepy y . . .
KapTORHii mawm agpeca Miclsi IPOBA/DKCHHS ASUIBHOCT» HE 3a3HA4YCHO
JI0JJATKOBOTO ~ BUpOoOHMKAa Ta  Horo axpecy  («baiiep
Birrepdensal MoX», «Oprwrrainsl penmin,
Ceitnracreplllocce 1, 06803 Bitrepdenbn - Bonbden,
Himeuunnay).
kparuti ouni 0,1%, mo 5 M y Tpomen MosknuBa peanizanist JIiKapcbKOro 3aco0y Micst MpouexypH
4709-1.3/2.1/17- 12.05.2026 UA/2905/01/01 JTUKJI0-® (bHaKOHl-KpaHeJILHI/IHI,AHO 1 N25338C Excriopre ITeT. Tris nmepenakyBaHHs — (3aMiHa  IHCTPYKIii I8 MEAHYHOrO
% (hi1akoHy- KpalelbHALI B Tt 3acToCyBaHHs).
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