MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAITHA

HAKA3

Kuis

16 rpyzansa 2020 p. Ne 2931

IIpo jgep)kaBHY peecTpalliio (mepepeecTpaiiiio) JIKapCcbKHX 3aco0iB (MegMUHUX
iMmyHo0Oio/T0TiYHHX NpenapaTiB) Ta BHeCeHHs 3MiH /I0 peecTpaljiiHUX MaTepiajiB

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapchKi 3aco06m», MyHKTIB 5,
7, 10 Tlopsaky [mep>kaBHOI peecTpariii (miepepeecTpaiiii) JliKapCbKUX 3acobiB,
3aTBep/pKeHOro MocTaHoBoi0 Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376 «IIpo 3arBepmkeHHs IlopsigKy [epKaBHOI peecTpalii (mepepeecTpariii)
miKapcbKuX 3acobiB i po3mipiB  300py 3a iX fAepKaBHY peecTpariito
(riepepeecTpailito)», ab3ally ABaALATL CbOMOTO HiAMYHKTY 12 myHKTY 4 TTonoxeHHs
rnpo MiHiCTepCTBO OXOpPOHM 370pOB’S YKpaiHW, 3aTBepKeHOro II0CTaHOBOIO
Kabinery MinicTpiB Ykpainu Big 25 6epe3nsi 2015 poky Ne 267 (B pepakiiii
nocraHoBu Kabinety MiHicTpiB Ykpainu Biz 24 ciuns 2020 poky Ne 90), Ha mizcTaBi
pe3y/bTaTiB eKCIepTU3X peecTpalliiHUuX MarepiaiiB JMiKapchKUX 3aco0iB (MeAuUHUX
iMmyHobGiosioriuHMx  mperapariB), 10 TOAAHI Ha [lep)KaBHY  peecTpallito
(mepepeecTpaliit0) Ta BHECEHHS 3MiH [0 peeCcTpaliMHMX MaTepiajiB, TMPOBeJeHUX
[ep>kaBHAM TIANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUW LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIiB II0ZI0 edheKTUBHOCTi, Oe3reuyHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOILIEHHSI KOPUCTH/PU3MK JIIKAPCbKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCcTpalliiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpaiiii) abo BHeCeHHsI 3MiH [I0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOionoriuHi mperrapaTv) 3rigHO 3
riepesikoMm (go#aTok 1).

2. [lepepeecTpyBaT Ta BHECTU /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
riepesikoM (JoAaTokK 2).
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3. BHecTu 3MiHM [0 peecTpauiiHUX MarepiajiB Ta /lep)KaBHOTO peecTpy
MKapcbKUX 3aco0iB YKpaiHM Ha JiKapchkKi 3aco0w (MeguuHi imMyHoOiomoriusi
TriperiapaTH) 3TiJ{HO 3 MepeslikoM (JoAaTokK 3).

4. KoHTposb 3a BHUKOHAHHAM LbOIO0 Haka3ly I[IOK/JIaCTM Ha 3aCTyIHUKA
MiHicTpa 3 muTaHb €BPOIEUCHKOI iHTerpariii IBamenka I.A.

MiuicTp Makcum CTEITAHOB



AEPXXABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOI4YHUX NMPENAPATIB), AKI BHOCATbLCA A0

Jopartok 1
[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

16.12.2020 Ne 2931

Ne Hassa Popma 3assBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKO20 Bunycky 3asiBHUKa BUPOGHUKa BionycKky HHS peecmpayjiliHo2o
3acoby (nikapcbka nocsio4yeHHs
¢hopma,
yrnakoska)
1. A3AKT CNAN | nioginisat ans PP IHais Cn Akyp IHais PeecTtpauis Ha 5 pokis 3a He nionsizae UA/18492/01/01
pO34nHy Ans dapmacb Na6c MNeT. MepiognyHICTb NOAAHHS PerynsipHo peyenmom
iH'ekujn no 100 1oTikan3 nra. OHOBJ/IOBAHOTO 3BITY 3 6e3Mneku BigNoBIgHO 40
mr, no 1 MpaiiBeT Mopsaaky 34iicHeHHs chapmakoHarnaay,
hNakoHy B Nimiten 3aTBEpAKEHOro Hakaszom MiHicTepcTBa OXOPOHU
Kopoo6Li 300pOB’A YKpaiHu Bif, 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpCTBI locTuLi
Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB’'S
Ykpainu Bif 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHUMN y
nepiognMYHOCTI NOAAHHS PErynspHMX 3BiTiB 3
6e3neku.
2. ANAKOP po3uunH gnsa MpuBaTHe YkpaiHa MpuBatHe YkpaiHa peecTpadis Ha 5 pokis 3a He nionsizae UA/18493/01/01
iH'ewii, 50 aKLioHepH akuioHepHe MepioAnyHICTb MOA4AHHS PErYNsiPHO peyenmom
mr/mA, no 2 Mmn B e TOBapWCTBO OHOB/IIOBAHOTO 3BITY 3 6e3neku, BiANOBIAHO [0
amnyni, no 5 TOBapucTB "Nlekxim- MopsiaKy 34iicHeHHs hapmakoHarnaay,
amnyny 0 "Jlekxim- Xapkis" 3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
6nicTepi, no 2 Xapkis" 3/10poB’A YKpaiuu Big 27 rpyaHsA 2006 poky Ne
6nictepu B 898, 3apeecTposaHoro B MiHicTepcTsi tocTuLi
nauuj Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 3[10POB'A
Ykpaiuu Big, 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMK, 3a3HavyeHuMn y
nepiognYHOCTI NOAAHHSA PerynsapHuX 3BITIB 3
6e3neku.
3. CABIC Tabnetkv no 2 BAT YropumHa BAT YroplmHa peecTpauist Ha 5 pokis 3a He nidnsizae UA/18485/01/01
mr; no 14 "T'efeoH "TefeoH MepiognyHICTb NOAAHHA PerynspHo peyenmom
Tabnetok y Pixtep" PixTep" OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO [0
6nicTepi; no 2 Mopsaaky 34iicHeHHs chapmakoHarnagy,
6nictepa B 3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
KapTOHHiiA 30,0p0B’A YKpaiHu Bif, 27 rpygHa 2006 poky Ne
KOpoo6Li 898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
YKpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y




Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMM, 3a3Ha4YeHUMN Y
nepioguYHOCTI NOAAHHS PerynspHuX 3BITIB 3
6esneku.

Ne Hassa ®opma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JNlikapcbKo20 BUIYCKY 3asiBHUKa BUPOGHUKA BionycKky HHS peecmpayjiliHo2o
3acoby (nikapcbka NnocBi0YeHHs1
thopma,
yrnakoskKa)
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3Ha4YeHUMN y
nepiognMYHOCTI NOAAHHS PErynspHMX 3BiTiB 3
6e3neku.
4, TADPHEKCT TabneTku, BKPUTI leTepo IHais leTepo IHais peecTpaList Ha 5 pokis 3a He nidonsizae UA/18486/01/01
nNiBKOBOKO Na63 Na63 MepioAnyHICTb NOA4AHHS PEryNspHO peuyenmom
060/10HKO0, NO Nimiteq Nimiteq OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiAnoBiAHO A0
25 mr no 10 Mopsaaky 34iicHeHHs chapmakoHarnaay,
Tabnetok y 3aTBEPKEHOro0 Haka3oMm MiHicTepcTBa OXOPOHU
6nicTepi; no 3 3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006 poky Ne
6nictepn y 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
KapTOHHIN Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
Kopoo6Li pepakuii Hakady MiHicTepcTBa OXOPOHU 3[10POB'A

FeHepanbHUN AUpPEKTOp
AnpekToparty hapmayeBTUYHOro 3a6e3neyeHHs

OnekcaHpp KOMAPIOA




NMEPENIK

Jopatok 2
[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

16.12.2020 Ne 2931

NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIONOTTYHUX MNPEMAPATIB), AKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1. ACMNAPKAM- Tabnetkn, in bulk no | ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH - He UA/17437/01/01
340POB'A 1250 TabneTtok y 3 06MeXeHo MepioAnYHICTb NOAAHHSA pPerynspHO niosnsieae
nakeri obmexeHoro BiANOBIAA/IBHICTIO OHOBJIHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
nonieTueHoBoOMy y Bignosigasib "®apmaneBTuyHa Mopsaky 34iicHeHHs hapMakoHariaay,
KOHTElHepi HiCTIO KOMNaHis 3aTBepKEeHOro Haka3oMm MiHicTepcTBa OXOPOHU
naacTMacoBomy "®apmauesT "3p0pos'a" 340poB’A YKpaiuu Bif 27 rpyaHa 2006 poky Ne
nyHa 898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLi
KOMNaHis Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
"3popos'a" pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMn y
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3nekn
2. ACMAPKAM- Tabnetku, no 10 ToBapucTBO Ykpaina ToBapucTBo 3 YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHMNIA TEPMIH 6e3 nionsieae UA/4633/01/01
340POB'A Tabnetok y 6nictepi; 3 obmexeHor OHOB/EHO iHdhopMaL,io y po3ginax peyenma
no 5 6nictepiB y obmexeHor BiANOBIAA/TbHICTIO "MNMpoTrnokasaHHs", "B3aeMogis 3 iHLLIMMK
KapTOHHI Kopo6Lyj; Bignosigans "apmaveBTnyHa nikapcbk1MK 3acobamu Ta iHLWi BUAM B3aEMOSiid",
no 50 Tabnetok y HICTIO KOMMaHis "MepeposyBaHHs", "Mo6iYHI peakuii” iIHCTPYKLi
6nicTepi; no 1 "®apmaueBT "3popos's" A1 MeMYHOro 3aCTOCYyBaHHS NiKapCcbKoro 3acoty
6nictepy B N4Ha Bi4NOBIAHO 4,0 OHOBMEHOT iH(hopMaL,i LWoao
KapTOHHI Kopo6Lyj; KOMMaHis 6e3nekn 3acToCyBaHHSA Ail040i PEYOBUHM.
no 50 Tabnetok y "3po0pos'a” MepioanyHICTb NOAAHHSA PerynsipHo
6nictepax OHOBJIOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO A0
Mopsaky 34iicHeHHs hapmakoHariagy,
3aTBEPAKEHOI0 Haka3oM MiHiCTepcTBa OXOPOHM
370p0B’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU 310POB'A
Ykpainu Big 26 sepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku
3. BAKUWHA ANA | nopollok Ta "BIOMEA- Monbwa Brpo6HuK MonbLia MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/14884/01/01
MPO®ITAKTUK | po3unHHWK oNst NIOBNIH" BaKLMHWN: OHOB/IEHO iH(hopMaLLito B IHCTPYKUIT Ans peuyenmo niosnsieae
n NPUroTyBaHHS BuTBYpHSA "BIOMEA- MefIM4YHOro 3aCTOCYBaHHA NikapCcbKoro 3acoby B M
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
TYBEPKYNbO3 | cycneHsii ans CypoBiy, i NOBNIH" po3sginax “lNpoTunokasaHHsA", "B3aemogis 3
Y XUNBA, CYXA | BHYTPILUIHbOLLKIpHUX LLleniioHek ButBypHA Cyposil, iHLWIMMK NiKapcbkMK 3acobamu Ta iHLWi BUAW
BLK 10 iH'ekuin, no 0,5 mr Cnynka i LLleninoHek B3aemMogiin", "OcobaMBOCTI 3acTOCyBaHHS",
(10 po3), no 5 AkumnitHa Cnynka AkuuiiHa, "Cnoci6 3acTocyBaHHS Ta f03u" (pefaryBaHHs
amny 3 NOPOLLKOM Monbua; TEKCTY Ta YTOUHEHHS iHdhopMmaLii), "MobiyHi
Ta no 5 amnyn Brpo6HuK peakuii”, "YmoBu 36epiraHHa" (pegaryBaHHs
PO34YMHHMKA MO 1 MmN PO34YUHHKMKA: TekcTy 6e3 3miHu iHchopmaLiii) BianoBigHO J0
(i3oTOHIYHOIO MONb®APMA mMarepianis peecTpauiiHoro A0ChbeE.
PO34nHYy HaTpito C.A. MepioAnyHICTb NOAAHHSA PerynsipHo
xnopuay) y dapmacbloTikan OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBiagHO 40
KapTOHHIA KOopooLi Bopkc, Monblua Mopsaky 34iiCHEHHS hapMakoHariaay,
3aTBEPMKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOPOHY 3[40POB's
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMHN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6esneku.
4, ragPOKOPTU3 NOPOLLOK AT YkpaiHa TiaHmKWH TiaHs0 Kutaii MepepeecTpavis Ha HEOOMEXEHWNIN TEPMIH - He UA/15038/01/01
OHY ALETAT (cybcTaHuis) y "papmak” $apmac'toTikanc niossieae
nakeTax noABinHMX Ko., N114.
nonieTnIeHoBmX
ans
chapmaLeBTU4YHOro
3acTocyBaHHs
5. rPUN-XEENb PO34UH A5 iH'EKLLIA Bionoriwe HimeuuunH Bionoriwe HimeuunHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/4268/01/01
no 1,1 mn B amnyni; Xaiinbmitte a XalineMiTTens OHOB/IEHO iHGhopmaLito B IHCTpYKLiT ans peyenmo nionsieae
no 5 amnyny Nb Xeenb Xeenb M'M6X MeMYHOro 3acTOCYBaHHS /TiKapCbKoro 3acoby y M
KOHTYPHIl m6X po3ainax "lMNokasaHHA" (BUTyYEHO NPOiNaKTuky
YapyHKoBIl rpuny, naparpuny Ta 'PBI), "OcobanBocTi
ynakoBui; no 1, abo 3acTocyBaHHs", "Cnoci6b 3acTocyBaHHs Ta Ao3un"
no 2, abo 20 (yTouHeHHs iHdhopMaLii) BignoBigHO A0 matepianis
KOHTYPHUX peecTpauiiHoro Aocbe.
YapyHKOBUX MepiognyHICTb NOAAHHS PerynsipHo
yMakoBOK y KOpo6Lyi OHOB/IHOBAHOTO 3BITY 3 6e3Mneku, BignoBiaAHO A0
3 KapTOHY Mopsaky 34iicCHeHHs hapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
3[0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTposaHoro B MiHicTepcTsi tocTuLii
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHU 3[10POB'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMn y
nepiognuYHOCTI NOAAHHSA PEryssipHUX 3BITIB 3
6e3neku.
6. AEHTOKIHA Tabnetkn no 150 AnbneH HimeyunH | [foitye XomeonarTi- HimeyumHa [MepepeecTpalis Ha HEOOMEXEHNIA TEPMIH. 6e3 He UA/5193/01/01




7

TA KPACHYXI
XNBA

M1y KapPTOHHIi
Kopo6Li; 1 donakoH 3
nopotukom (1 fo3a)
Ta 1 nonepegHsLo
HamoBHEeHWI WnpuL,
3 PO3UUHHUKOM
(BoAa A5 iH'eKUilA)

nakyBaHHs1, BUMYCK
cepii BakuMHM Ta
PO3UMHHUKA
Mepk Wapn i
Joym B.B.,
HigepnaHngm

Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOr0 Hakas3oM MiHicTepcTBa OXOPOHM
340pOB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
YKpainu Bif 26 BepecHsi 2016 poky Ne 996),

Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
TabneTok y priakoHi; dapma a YHioH OXY- MepioanyHICTb NOAAHHSA PerynsipHo peyenma nionsizae
no 1 cpnakoHy B m6X ApuHaiimiTTens OHOBJ/IOBAHOrO 3BITY 3 6e3neku, BigNoBIgHO A0
KapTOHHI KopoobLi v6X & Ko. KT, Mopsaky 34iicHeHHs hapmakoHarnagy,
HimeyunHa 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
abo 370p0B’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
[p. N'yctas KnsiH 898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLi
v6X & Ko. KT, Ykpainu 29 ciuyHs 2007 poky 3a Ne 73/13340 (y
HimeyuunHa pefakuii Hakazy MiHicTepcTBa OXOPOHU 310POB'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.
7. AEPEBIIO TpaBa (cybcTaHLUis) MpAT Ykpaina MpAT "“NliktpaBn" YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWIA TEPMIH - He UA/5563/01/01
TPABA Y MilLKax, ToKax, "NikTpasun" niosnsieae
Kinax s
chapmaLeBTU4YHOro
3acTocyBaHHs
8. IMYHOKIH/, Tabnetkn no 150 AnbneH HimeuunH | [oitue XomeonarTi- HimeuunHa MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH. 6e3 He UA/5397/01/01
TabneToK y h/1akoHi; dapma a YHioH AXY- OHoB/EHO iHghopmauito y po3aini "Aitn" peuyenma niossieae
no 1 donakoHy B 6X ApuHaimiTTeNb (YTOYHEHHS) IHCTPYKLIT AN MeanYHoro
KapTOHHI KOpooLi 'm6X & Ko. KT, 3aCTOCyBaHHS NiKapCbKoro 3acoby BiAMOBIAHO A0
HimeyunHa 6e3nekn 3acToCyBaHHS [il040T PEYOBUHN.
abo MepioAnyHICTb NOAAHHA perynsipHo
[p. N'yctas KnsiiH OHOB/OBAHOrO 3BITY 3 6e3NeKkn, BigNoOBIgHO 40
v6X & Ko. KT, Mopsaky 34iiCHeHHs dhapMakoHarisay,
Himeuunna 3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHM
34,0p0B’sA YKpaiHu Bif 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTAHOBWTL: 3ri4HO 3i CTPOKamu, 3a3Ha4YeHUMU Y
NepiogNYHOCTI NOAAHHST PEry/IAPHUX 3BITIB 3
6e3neku.
9. M-M- MOPOLLIOK ANt Mepk Wapn i | LWseliuapi Brpo6HuK CLUA/ MepepeecTpaLlisi Ha HEOBMEXEHWIA TEPMIH. 3a He UA/14950/01/01
PBAKCMPO® cycneHsii gns Joym IOEA A BakuuHu in bulk Ta | HigepnaHngu OHOoB/EHO iHhopMaLito B IHCTPYKUIT Ans peyenmo niosisieae
BAKUWHA ONA | iH'ekyiin; 1 donakoH 3 m6X nepBuHHE MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby B M
MPO®PITAKTUK | nopoiukom (1 fo3a) nakyBaHHS: po3aini "Mo6iyHi peakuii” Bi4NOBIAHO A0
N KOPY, Ta 1 chnakoH 3 Mepk Wapn i mMarepianis peecTpauiiHoro JOCbE.
ENIAEMIYHOI PO34MHHMKOM (BOgA Ooym Kopn., CLUA; MepioAnYHICTb NOAAHHS pPerynsipHO
O NAPOTUTY Ans iH'ekuiid) no 0,7 BTopuHHe OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
no 0,7 mn B CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMn y
KOMNEKTi 3 ABOMa nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
rofikamv y KapTOHHIi 6e3neku.
kopo6bui; 10
onakoHIB 3
nopotukom Ta 10
h/1aKoHIB 3
pO34MHHMKOM (BOAA
Ans iH'ekuin) no 0,7
M/1 B OKpEMUX
KapTOHHMX KOpOGKax
10. HOBI FrENb® renb 2,5%,no30r AT YkpaiHa AT "dapmak” YkpaiHa MepepeecTpauis Ha HEOOMEXEHUA TEPMIH. 3a He UA/15144/01/01
y Ty6i; no 1 Ty6i y "papmak” OHOB/IEHO iH(hopmaLito B IHCTPYKUIT Ans peyenmo niossieae
nauui MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby y M
posginax: "®apmakonoriyHi BracTneocTi”,
"MpoTmnokasaHHA", "B3aemogis 3 iHWMun
nikapcbk1MK 3acobamu Ta iHWi BUAM B3aeMoSiid",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHA Ta fo3un”, "[iTn (3aTBepaxXeHo:
Mpenapar He 3aCTOCOBYIOTb AiTAM BiKOM [0 15
POKiB. 3anponoHOBaHO: be3neka Ta etheKTUBHICTb
3acTocyBaHHS npenaparty He BCTaHOB/EHI A1A L€l
BikOBOT rpynu.)", "Mo6ivHi peakuii" BignoBigHO 40
iHhopMmaLii WoA0 MeguyHoro 3acTocyBaHHs
pedhepeHTHOro nikapcebkoro 3acoby (KETOHA/®,
renb).
MepioAnyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6€3Mneku, BignoBiaAHO 40
Mopsaky 34ilicHeHHs hapMakoHarnaay,
3aTBEPMAKEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
3[,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHU 3[10POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMHN Y
nepiognYHOCTI NOAAHHSA PErynsipHUX 3BITIB 3
6esneku.
11. MPOTEKOH TabneTkn, BKpUTI OpraHocuH IHgis EBepTomxeH IHais MepepeecTpavisi Ha HEOOMEXEHWNIN TEPMIH 3a He UA/15396/01/01
PACT® NNiBKOBOIO Navidp Naiicp CaeHcnz BHeceHo oHOBNEHyY iHpopmaLito B IHCTPyKUio Ans | peyernmo niossieae
060/10HKO0; Ne 30: CaeHcus Niviten Me[MYHOro 3aCTOCYBaHHA NMiKapCbKoro 3acoby o M
no 10 TabneTtok y MeT. N74. posginis "MpoTunokasaHHs", "B3aemogist 3 iHwnmun

6nicTepi; no 3
6nictepy y nauui 3
KapToHy; Ne 60: no
10 TabneTok y
6nictepi; no 6
6icTepiB y nayui 3

nikapcbk1MK 3acobamu Ta iHLWi BUAM B3aeMoSiid",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acToCyBaHHS y
nepiog BariTHOCTi abo rogyBaHHs rpyaaro”
(monoBHeHo iHthopMalieto 3 6e3neku), “Cnocib
3acTocyBaHHA Ta f031" (YTOUYHEHHS),
"Mepeno3yBaHHA", "Mo6iYHI peakuii” BignoBigHO
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
kapToHy; Ne 90: no [10 OHOB/EHOT iHdhopMaLii 3 6e3nekn
10 TabneTok y 3aCTOCyBaHHSA Nikapcbkoro 3acoby, ska 3asHayeHa
6nicTepi; no 3 B MaTepianax peecTpaliiniHoro AoCkE.
6nictepn y nauuj 3 MepioanyHICTb NOAAHHSA PerynsipHo
KapToHy; No 3 navku OHOBJIOBAHOrO 3BITY 3 6€3neku, BigNoBIAHO A0
y nayui 3 KapTOHy; Mopsaky 34iicHeHHs dhapMakoHariagy,
no 30, 60 a6o 90 3aTBEPAXEHOro Haka3oM MiHiCTepcTBa OXOPOHM
Tabnetok y 370p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
KOHTeliHepi; no 1 898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLi
KOHTeliHepy y nauui Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
3 KapTOHY pefakuii Hakasy MiHicTepcTBa OXOPOHU 310POB'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMn y
nepioguYHOCTI NOAAHHSA PerynsapHUX 3BITIB 3
6e3neku
12. NMPOTEKOH TabneTku, BKpUTI OpraHocuH IHais EBepTomxeH IHais MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH - He UA/15397/01/01
DPACT® NNiBKOBOIO Naiicp Naiigp CaeHcnz MepioAnYHICTb NOAAHHS PErynsipHO nionsieae
o60noHkoto; in bulk: CaeHcus Niviten OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
no 1000 TabneTok y MeT. N14. Mopsaky 34iicHeHHs hapMakoHariaay,
naketax; no 1 3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
nakeTy y Kopoobui 340pOoB’A YKpaiuu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMN y
nepiogMyYHOCTi NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku
13. CKIHOPEH® Kpem 20 %,no 30ry | JIEO dapma [JaHis NEO dapma ITanisa MepepeecTpaLlisi Ha HEOBMEXEHWNI TEPMIH. 6e3 nionsi2ae UA/1074/02/01
Ty6i; no 1 Ty6i y AlC MaHydhakTypiHr OHOB/IEHO iHGhopMmaLito y posginax peuyenma
KapTOHHIA Kopoo6Li ITani CPN "apmakonoriyHi BnactusocTi’, "B3aemopis 3

HLIMMKM NikapcbKMKU 3acobamu Ta iHLWi BUAK
B3aemMogiit", "OcobaMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
rpyaar”, "3aatHicTb BNMBATU Ha LIBUAKICTb
peaxLii Npyn kepyBaHHiI aBTOTpaHCNoOpTOM abo
iHLWMMK MexaHi3mamMu”, "Crocib 3acTocyBaHHs Ta
posun”, "Oitn", "Mepepo3sysaHHA", "Mo6iuHi peakuii”
IHCTPYKLT AN MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby BignoBiAHO A0 MaTepianis
peecTpauiiHoro Aocbe.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3Mneku, BignoBiaAHO A0
Mopsaky 34ilicHeHHs hapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTposaHoro B MiHicTepcTsi tocTuLii
Ykpainm 29 ciyHs 2007 poky 3a Ne 73/13340 (y




10
Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
pepakuii Hakaly MiHicTepcTBa OXOPOHY 340P0B's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKamu, 3a3Ha4YeHUMHN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6esneku.
14. COJIKOCEPUN reflb OYHW; Mo 51y Maiinax Monbwa BUPOBHMLTBO in LLIseliapis/ MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3MiHK 6e3 niossieae UA/13751/01/01
Ty6i; no 1 Ty6i B Xenckea Cn. bulk, nakyBaHHs, HimeuyunHa Il TNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenma
nauti 3 KapToHy 30.0. KOHTPO/b SIKOCTI:
Neraci

PapmacbioTikan3
CaitceneHg MoxX,
LLBeiuapis;
BMNYCK cepil:
MEOA dapma
'M6X eHg Ko. K,
HimeuunHa

thapmakoHarnsgy. 3MiH1 y KOpoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKUiT A1 MeAUYHOro
3aCTOCYBaHHA Y 3B’A3KY i3 HOBUMM JaHUMK 3
AKOCTI, AOKNIHIYHUMU, KIHIYHMUN JaHUMN Ta
LaHumu 3 dpapmakoHarnsagy - 3MiHM BHECEHO [0
IHCTPYKLUIT ANA MeAMYHOro 3aCTOCYBaHHS
nNiKapcbKoro 3acoby Ao po3ainis: "®apmakonoriyHi
BNACTUBOCTI"(YTOYHEHHS), "lMpoTunokasaHHA",
"B3aemogis 3 iHWMMK nikapcbkumm 3acobammn abo
iHLWIi BUAW B3aemMogiin”, "3acTocyBaHHs y nepiog,
BariTHoCTi abo rogyBaHHs rpyaato”, "Cnocid
3acTocyBaHHA Ta o3un", "MobiyHi peakuii”
BiANOBIAHO A0 MaTepiasiB peecTpavuiliHoro foChe.
MepioAnyHICTL NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
Mopsaky 34jiicHeHHs dhapmMakoHariagy,
3aTBepKEeHOro Hakasom MiHiCTepcTBa OXOPOHU
37,0p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLi
YKkpainun 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTAHOBUTL: 3ri4HO 3i CTPOKaMW, 3a3Ha4eHUMU Yy

nepioguYHOCTI NOAAHHS PerynspHUX 3BITIB 3
6e3neku.

FeHepanbHUN gUpeKTop
AvpekTopaTty chapmaueBTUHHOro 3a6e3nevyeHHsA

OnekcaHpp KOMAPIAOA



AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

16.12.2020 Ne 2931

NMEPENIK

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIONIOTNYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 1O
PEECTPALIVMHNX MATEPIANIB, AKI BHOCATLCSA 40 AEPXXABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHA

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

L-TUPOKCWH-
DAPMAK®

Tabnetku no 25
MKr; no 10
Tabnetok y
6nictepi; no 5
6nicTepiB y nauui

AT
"Papmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asiBHMKa (B/laCHUKA pEECTPaLiiHOro
noceigyeHHs) 3MiHa HalilMeHyBaHHA Ta afpecy 3asBHMKa
(BnacHuKa peecTpauiinHoro NocBiAYeHHs)

TepMmiH BBeA,EHHS 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEpPXEHHS. 3MiHU | TUNY - AOMIHICTPaTUBHI 3MiHN.
3miHa HaliMeHyBaHHS Ta/abo agpecu micus npoBafkKeHHs
OiSNIbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3aco06y, BK/IKYaoumM 4inbHULL BUNYyCKy cepii abo micue
NPOBeAEHHS KOHTPOJIIO AKOCTI. (AisNbHICTb, 3a AKy
BiANOBiAa€e BNPOGHMK/IMNOpTEp, BKOYAUY BUMYCK CEpiid)
3MiHa HaliMeHyBaHHs Ta afipecu BUPOBHUKa, 6e3 3MiHN
Micus BUPO6HMLTBA: TEPMIH BBELAEHHS 3MiH NPOTAroM 6
MicsLiB nicnsA 3aTBepAKeHHs. 3MiHu | Tvny - 3MiHKU Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy (iHwi 3mMiHu)
OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBKM /liKapCbKoro
3ac06y 3 BHECEHHAM iHhopMaL,i LWoA0 3a3HaYeHHs
OAVHMLb BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 1o
po3ainy «MapkyBaHHs1» MKA /13 3aTBepakeHo:
MAPKYBAHHA Bignosigae HagaHoMy TekcTy
MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHO 3aTBEpAXEHOro TEKCTY
MapKyBaHHs. TepMiH BBEEHHS 3MiH MPOTAroM 6 Micauis
nicns 3aTBepKeHHs.

3a
peyenmom

UA/2551/01/01

L-TUPOKCWUH-
DAPMAK®

Tabnetku no 50
MKr; no 10
Tabnetoky
6nictepi; no 5
6nicTepiB y naui

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasnis: 3MiHu |
TUny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecy 3asiBHMKA (B/laCHUKA PEECTPALiiiHOro
noceigyeHHs) 3miHa HaliMeHyBaHHS Ta afpecu 3asBHUKa
(BnacHvKa peecTpauiiHoro NocBigYeHHs)

TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsAuiB nicns
3aTBepMKEHHS. 3MiHM | Tuny - AOMIHICTPaTUBHI 3MiHN.
3miHa HaliMeHyBaHHS Ta/abo agpecu Micus NpoBaKeHHS
LisiNIbHOCTI BUPOGHMKa/iMnopTepa roToBOoro J1ikapCbKoro
3aco6y, BKIOUaUM AinbHNL BUNYCKY cepii abo Micue
NpoBeAEHHS KOHTPOSIH AKOCTI. ([iANIbHICTb, 3a AKY

3a
peyerimom

UA/2551/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

BiANOBigae BUPOGHMK/IMNOPTEp, BK/IOUAKUM BUMYCK CEPiid)
3miHa HaliMeHyBaHHS Ta agpecu BUPO6HUKa, 6e3 3MiHK
MicUs BUPOGHMLTBA: TEpPMiH BBELEHHS 3MiH NPOTAroM 6
MicALiB nicnsa 3aTBepMKeHHs. 3MiHK | Tuny - 3MiHW Woa0
6e3nekn/echekTMBHOCTI Ta thapmakoHarnsagy (iHLwi 3mMiHn)

OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKM /TiKapCbKoro
3acoby 3 BHeCEHHSM iHdhopMaLlil LWoA0 3a3HAaYeHHS
OAVHWLb BUMIPIOBaHHS Y cucTemi Sl. BHeceHHs 3MiH Ao
po3ainy «MapkyBaHHs» MKA 13 3atBepaxeHo:
MAPKYBAHHSA Bignosigae HafgaHOMy TeKCTY
MapkyBaHHS. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEpAXEHOr0 TEKCTY
MapKyBaHHs. TepMiH BBeZleHHS 3MiH NPOTArom 6 MicsiLis
nicns 3aTBepkKeHHs.

L-TUPOKCWUH-
DAPMAK®

Tabnetku no 100
MKT; no 10
Tabnetok y
6nicTepi; no 5
6nicTepiB y nauui

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
UMy - AGMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSI
Ta/abo agpecu 3asBHUKA (BNacHMKa peecTpauiniHoro
nocBeigyeHHs) 3miHa HaliMeHyBaHHS Ta afpecu 3asBHUKa
(BnacHvka peecTpauiiHoro nocBigYeHHs)

TepmiH BBEAEHHS 3MiH MPOTAroM 6 MicAuiB nicns
3aTBepXeHHSA. 3MiHU | TUny - AgMIHICTPaTUBHI 3MiHU.
3MiHa HalimeHyBaHHs Ta/abo agpecy MicLs NPOBaAXEHHSI
AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro J1ikapCbKoro
3aco6y, BKIHYaKUU AibHULL BUNYCKY cepii abo MicLe
NPOBeAEHHS KOHTPOIO AKOCTI. (4iSANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/iIMNopTep, BKIOYaUM BUMYCK Cepii)
3MiHa HaliMeHyBaHHS Ta afpecy BUPOOHUKa, 6e3 3MiHK
MicLst BUPOBGHULTBA: TepMiH BBEAEHHS 3MiH NPOTAroM 6
MicsLiB nicnsa 3aTBepAyKeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu)
OHOB/EHHA TEKCTY MapKyBaHHS yNakoBKM /liKapCbKoro
3ac06y 3 BHECEHHAM iHhopMmaL,i WoA0 3a3HaYeHHs
OAVHULb BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH o
po3ainy «MapkyBaHHs1» MKA /13 3aTBepaxeHo:
MAPKYBAHHSA BignoBigae HagaHoOMy TEKCTY
MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHO 3aTBEpAXEHOro TEKCTY
MapKyBaHHS. TepMiH BBEAEHHSA 3MiH MPOTAroM 6 Micauis
nicnsa 3aTBepKEHHS.

3a
peyenmom

UA/2551/01/03

ALAXNO®

TabneTku, BKpUTI
nAiBKOBOIO
060n10HKO0, N0 5
mr; in bulk Ne
11760 (7x1680):
no 7 Tabnetok y
6nictepi; no 1680
6nictepiB y

AT
"®apmak”

YkpaiHa

Brpo6HMLTBO
roToBOro
nikapcbKkoro 3acooby,
KOHTPO/Ib SIKOCTI,
BUMYCK cepii:
AnoTekc IHK,
KaHaga;
[NepBrHHE Ta

KaHapa

BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3mMiHW | TUnNy
- AOMIHICTpaTVBHI 3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo
afipecy 3asBHVKa (BNacHWKa peecTpauiiHoro
NOCBIAYEHHS) - 3MiHA HaliMeHYBaHHS Ta afpecu 3asaBHUKa
(BnacHvKa peecTpauiiiHoro noceigyeHHs1) TepmiH
BBEJEHHS 3MiH - MPOTATOM 6 MICALIB NiC/A 3aTBEPAXEHHS;
3MiHM | TUNY - 3MiHK LWoAo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHaragy (iHwi 3miHn) - OHOB/IEHHA BXe

UA/15809/01/01
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KapTOHHI KOpoOL;ji

NpoTSArom 6 MicsLiB MiCNs 3aTBEPAKEHHST; 3MiHM | TNy -
3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay.
BBefeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX Npo
cuctemy chapmakoHarisgy (BBeAeHHS y3arasibHEHUX

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
KOpo6Li BTOPWHHE 3aTBEPAKEHOrO TEKCTY MapKyBaHHS BTOPVHHOT YNakoBKM
nakyBaHHs in bulk Ne 11760 (7x1680): no 7 TabneTtok y 6sicTepi; no
nikapcbKoro 3acoby : 1680 6nicTepiB y kopobLji (a came: BHECEHHS 3MiH 0
AnoTekc IHK, po3ainy «8. IHwe) TepmiH BBEAEHHS 3MiH - MPOTAroM 6
KaHaga; MicsLiB MiCNsA 3aTBEPAYKEHHS
KoHTponb skocTi,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs
nNiKapcbKoro 3acoby:
AnoTekc IHK,
KaHapga;
Mikpo6ionoriuHuii
KOHTPO/b
nikapcbKoro 3acoby:
AnoTekc IHK, KaHaga
5. AJAXNO® TabneTku, BKpUTI AT Ykpaina Brpo6HMLTBO KaHaga BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny - UA/15809/01/02
NNiBKOBOKO "papmak” roToBOro - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
06010HKO10, no 10 NiKapcbKoro 3acooby, afpecy 3asiBHMKa (BnacHUKa peectpauiliHoro
mr; in bulk Ne KOHTPO/Ib SIKOCTI, NOCBIAYEHHS) - 3MiHa HaliMeHyBaHHS Ta aApecu 3asiBHMKa
11760 (7x1680): BUMYCK cepii: (BNacHvka peecTpauiiHoro noceig4yeHHs)) TepMiH
no 7 Tabnetok y Anotekc [HK, BBEJEHHS 3MiH - MPOTATOM 6 MICALIB NiC/A 3aTBEPAKEHHS;
6nictepi; no 1680 KaHaga; 3MiHK | TNy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
6nicTepiB y [MepBuHHE Ta thapmakoHarnagy (iHwi 3mMiHn) - OHOBJIEHHA BXe
KOpO6Li BTOPVHHE 3aTBEPAKEHOTO TEKCTY MapKyBaHHS BTOPVHHOT yNakoBKM
nakyBaHHs in bulk Ne 11760 (7x1680): no 7 TabneTok y 6sicTepi; No
nikapcbKoro 3acoby : 1680 6nicTepiB y kopobLji (a came: BHECEHHS 3MiH 0
AnoTekc IHK, po3ainy «8. IHwe) TepmiH BBEAEHHS 3MiH - MPOTAroM 6
KaHaga; MicsLiB MiCNsA 3aTBEPAYKEHHS
KoHTpOsb SIKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs
nNiKapcbKoro 3acoby:
AnoTekc IHK,
KaHapga;
Mikpo6ionoriuHuii
KOHTPO/b
nNikapcbKoro 3acoby:
Anotekc IHK, KaHaga
6. AOQBAHTAH® kpem 0,1 %; no5r | JIEO dapma [anis JIEO dapma ITanis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHa 6e3 UA/0784/01/01
a6o no 15 r y Ty6i; AlC MaHydakTypiHr 3asBHMKa (BNacHvka peecTpauiiHoro noceigyeHHs) (3rigHo peyenma
no 1 Ty6i B ITani CPN Haka3y MO3 Big 23.07.2015 Ne 460) BeefeHHs 3MiH
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

[aHux nNpo cucTemy chapmakoHarnsgy, 3miHa
yNOBHOB&XeHOT 0c0obM, BiANoBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsagy
3asiBHUKA [AN15 3AiICHEHHSA hapMmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsay
(BK/IKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLLEeHHI
macTtep-caiina cuctemu dhapmakoHarnagy) - 3miHa
YMOBHOBaXEHOT 0C06Y 3aABHMKa, BiANoBifabHOT 3a
thapmakoHarnsag. fitoya pegaxuis: Dr. Michael Kayser.
MponoHoBaHa pegakuis: Line Alleslev Larsen. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOT 0COOU 3asBHUKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3MiHa KOHTakTHOT
0cobun ynoBHOBaXXEHOT 0CO6M 3asBHVKa, BigNOBigabHOT
3a hapmakoHarnag B Ykpaini. [itoua pefakuis:
BepemiioBa PeHaTa E€BreHisHa. MponoHoBaHa pefakLis:
Haywmosa IpuHa OnekcaHgpiBHa. 3MiHa KOHTaKTHUX AaHNX
KOHTaKTHOT 0CO6M YNMOBHOBaXXEHOT 0CO6YM 3asBHMKA,
BignoBiga/IbHOI 3a hapmakoHarnsag B YkpaiHi. 3miHa Micus
3[iACHEHHS OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLe3HaxomKeHHs MacTep-aiina Ta ilioro
HoMepa; 3MiHW | Tuny - AAMIHICTPaTMBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
LOiSNIbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3aco06y, BK/IYaoumn 4inbHULL BUNYyCcKy cepii abo micue
NPOBeAEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBiAae BNPOGHMK/IMNOpTEp, BKOYAUY BUMYCK CEpiid)
- 3MiHa Ha3BuW Ta agpecu BupobHuka M3, 6e3 3amiHn micus
BMPOGHMLTBA (BBEAEHHS 3MiH NPOTATOM 6 MicALIB nmicns
3aTBEPMKEHHS); 3MiHU | Tuny - 3MiHK Woao
6e3nekn/echekTMBHOCTI Ta thapmakoHarnagy (iHWwi 3miHu) -
BHECEHHS 3MiH A0 po3giny “MapkysaHHs” MKA N3:
3aTtBeppkeHo: Po3ain «TekcT MapKyBaHHs»: TeKCT
MapKyBaHHs. TEKCT MapKyBaHHA BTOPUHHOI Ta NepBUHHOT
YMakoBOK NiKapCbKoro 3acoby A0AaETbCS.
3anponoHoBaHo: Po3gin «MapkyBaHHs»: MapKyBaHHS.
3rigHO 3aTBEpKEHOr0 TEKCTY MapKyBaHHS. OHOBMEHHS
TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro 3acoby 3
BHECEHHAM iHhopMaLii LLoA0 3a3HaYeHHS OANHMLb
BUMIpIOBaHHA y cucteMi Sl (BBefeHHS 3MiH NPOTArom 6-1u
MiCALIB MiCNsa 3aTBEPKEHHS)

ANEPIroniK

TabneTkn, BKpUTI
060/10HKOI0, N0 5
mr no 10 TabneTok
y 6nictepi; no 1
a6o no 3 6nictepu
y nayui 3 KapTOHY

MpAT
"TexHosnor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny
- aAMiHIiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy Micus NPoBaKEHHS AisiNIbHOCTi BUPOGHMKA
(BKtOYatoUM, 3a HEOHXIAHOCTI, MicLe NPoBEAEHHS
KOHTPOJO SIKOCTi), a60 BacHuka mactep-caiina Ha Adl,
abo noctavanbHuka A®l/BuxigHoro

6e3
peyenma

UA/14441/02/01
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Ne

Hassa

3asaBHUK

MKT,

in bulk: no 50 a6o
100 chnakoHiB y
KOpO6Lii 3 KAPTOHY

"IHTepcapmbioTek"

BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/IOYAIOUY AiNbHULi BUNYCKY cepil abo micue
NpPOBeAEHHS KOHTPOJTHO SKOCTI. (4isANbHICTb, 3a AKY
BiANOBigae BPOGHMK/IMNOpTEp, BK/IOUAKUY BUMYCK CEpiid)
3MiHa agpecu BupobHuka 13 TOB "HaykoBo-BMpPOGHMYA
KoMnaHis "lHTepdrapmbioTek”, 6€3 3MiHN Micus
BMPOGHMLUTBA. 3MiHM | TUNy - AAMIHICTPaTUBHI 3MiHU.
3MiHa HalilmeHyBaHHSA Ta/abo agpecy MicLs NPOBaKEHHS
AiSNbHOCTI BUPOOHUMKa (BK/THOYaK0UK, 3a He0bXigHOCTI,
MicLie NPOBeAEHHS KOHTPOJIHO SIKOCTi), abo BnacHuka
mMacTep-chaiina Ha A®l, abo noctayanbHUKa
AdI/BNXigHOrO MaTepiany/peareHTy/NpOMIXKHOrO NMPOAYKTY,
LL|0 3aCTOCOBYIOTbCA Y BUPOOHNLTBI AD| (AKLLO 3a3HaYeHO
Y AOCbE Ha NikapCbKWii 3aci6) 3a BiACYTHOCTI cepTudikaTa
BigNOBiAHOCTI €Bponelichbkili hapmakonei y
3aTBEepPKEHOMY [10CbE, a60 BUPOGHMKA HOBOI AONOMIXKHOT

®opma surnycky Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
mMartepiany/peareHTy/NpoMbKHOIoO NPOAYKTY, WO
3aCTOCOBYHOTLCS Y BUPOOHMUTBI ADI (SIKLLO 3a3HaYeHo y
[0CbE Ha Nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikaTa
BiANOBIgHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, a60 BUPOOHMKA HOBOT AOMOMDKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y [OChE) - 3MiHa
HaliMeHyBaHHs BUPOo6HUKa A®| NeBoLETUPU3NHY
avrigpoxnopugy, 6e3 3MiH1 MicLA BUPOOGHMLTBA;
3anponoHoBaHo: GLENMARK LIFE SCIENCES LIMITED,
India
8. ANEPIronik Kpanni opasibHi, MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3mMiHu | Tuny 6e3 UA/14441/01/01
po34uH, 5 Mr/mn; "TexHonor" - aAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenma
no1l0 mny afpecu Micus NpoBaMKEHHS AisNbHOCTI BUPOGHMKaA
chnakoHi 3 (BKtOvatoun, 3a HeOHXiAHOCTI, MicLe NpoBefeHHS
npo6Koto- KOHTpO0 AKOCTI), abo BnacHuka mactep-chaiina Ha Adl,
KpanesibHULEID; abo noctavyasibHuka Ad®l/BuxigHoro
no 1 conakoHy y marepiany/peareHTy/npomMKHOro MPOAYKTY, Lo
nauti 3 kKapToHy 3aCTOCOBYIOTLCA Y BUPOGHULITBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha Nnikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIgHOCTI €Bponeiichkili hapmakonei y
3aTBEpIAXEHOMY [1OCbE, 60 BUPOGHMKA HOBOI [OMOMIKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
HallMeHyBaHHs BUpobHUka APl neBoLeTUpn3nNHYy
avrigpoxnopugy, 6e3 3MiH1 MicLA BUPOGHMLTBA;
3anponoHoBaHo: GLENMARK LIFE SCIENCES LIMITED,
India
9. ANb®PANEr®-C niodpinizat ans TOB Ykpaina TOB "HaykoBo- Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/17996/01/01
MErNHTEP®EPO po3unHy anA "BanapTiH BMPOGHMYA ™ny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
H AJIb®A-2B iH ekuii, no 100 dapma” KOMNaHis Ta/abo agpecu micus NPOBamKeHHs AisSIbHOCTI
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

pPEYOBUHM (AKLLO 3a3HAYEHO Y 0CbE) 3MiHa agpecu
BMpobHUka A®I neriHtepdepoHy anbga-2b TOB
"HaykoBo-BMpO6HMYa KoMnaHis “lHTepchapmbioTek”,
YkpaiHa, 6e3 3mMiHM MicLs BUPOGHULTBA. 3MiHK | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHLWIi 3MiHW) OHOBMEHHS BXe 3aTBEPAXKEHOr0 TEKCTY
MapKyBaHHS A/19 ynakoBku no 100 mkr, 120 mkr a6o 150
MKr in bulk: no 50 a6o 100 dhakoHiB y KOPO6L,i 3 KAPTOHY
(BHECEHHSA NO3HaYeHb OAMHULb BUMIPIOBaHHS, 3
BUKOPUCTAHHSAM J1iTep NaTUHCLKOro andasity)
BBefeHHs1 3MiH npoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHS.

10.

ANb®ANEr®-C
MNEFIHTEP®EPO
H AlTb®A-2B

niocpinizat ans
pO3unHy Ans

iH ekuili, no 120
G

in bulk: no 50 a6o
100 dpnakoHis y
KOpOoO6Li 3 KAPTOHY

TOB
"BanapTiH
dapma”

YKpaiHa

TOB "HaykoBo-
BMPOGHMYa
KoMMaHis
"IHTepdrapmbioTek"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3MiHu |
TUny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyu MicLs NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa roToBOro fikapcbKoro 3acoby,
BK/IOYAIOUY AiNbHULj BUNYCKY cepii abo micue
NpoBeAeHHSA KOHTPOJIH0 AKOCTI. (4iSANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEpP, BK/OUAOUM BUMYCK CEpiid)
3MiHa agpecu Bupob6Huka 13 TOB "HaykoBo-B1pobHMYa
KomMaHis "IHTepdrapmbioTek”, 6e3 3MiHM Micus
BUPOGHMLTBA. 3MiHV | TUNY - AAMIHICTPATUBHI 3MiHW.
3miHa HaliMeHyBaHHs Ta/abo agpecu micus NpoBafKeHHs
AiSnbHOCTI BUpO6OHMKa (BK/THOYatoum, 3a HeobXiaHOCTI,
MicLie NpoOBeAleHHA KOHTPO/IO AKOCTI), ab0o BNacHuka
macTep-haiina Ha A®l, abo noctavanbHuKa
Adl/BnxigHOro matepiany/peareHTy/NpoMiKHOTro NPoAyKTY,
LLI0 3aCTOCOBYIOTLCS Y BUPOOHNLTBI AD| (AKLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a BifCYTHOCTI cepTudikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAXEHOMY [0CbE, 260 BUPOGHMKA HOBOT AOMNOMDKHOT
PeYOBUHM (SIKLLO 3a3HAYEHO y A0CbE) 3MiHa agpecu
BMpo6HUKa A®I neriHTepdepoHy anbga-2b TOB
"HaykoBo-B1po6HMYa koMnaHisa "IHTepdapmbioTek”,
YkpaiHa, 6e3 3MmiHM micus BUpobHuuTea. 3miHu | Tuny -
3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHM) OHOBNEHHS BXe 3aTBEPKEHOIO TEKCTY
MapKyBaHHS AN ynakosku no 100 mkr, 120 mkr a6o 150
MKr in bulk: no 50 a6o 100 ¢h/1akoHIB y KOPOOGLLi 3 KApPTOHY
(BHECEHHS NO3HAYeHb OAMHULLL BUMIPIOBaHHS, 3
BVIKOPVCTaHHSAM JliTep NaTUHCbKOro andhasiTy)
BBeeHHs 3MiH NpoTAroM 6-tn micAuis nicns
3aTBEPKEHHS.

UA/17996/01/02

11.

ANNb®ANEr®-c
MErHTEP®EPO
H Allb®A-2B

niocpinizat ans
pO34nHy ans

iH e, no 150
MKT

TOB
"BanapTiH
dapma”

YkpaiHa

TOB "HaykoBo-
BMpPOGHMYA
KOMNaHis
"IHTepdrapmbioTek"

YkpaiHa

BHECEHHS 3MiH A0 peecTpayiiHnx matepiasi: 3MiHu |
TUny - AGMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaKEHHNA AiSNIbHOCTI
BMpPO6GHMKa/iMNopTepa roToBOro Jlikapcbkoro 3acoby,

UA/17996/01/03
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
in bulk: no 50 a6o BKJ/THOYAKOUM AiNbHULI BUMYCKY cepii abo micue
100 chnakoHiB y NPOBeAEHHS KOHTPOJIIO AKOCTI. (fiANbHICTb, 3a AKy
KOpOO6L|i 3 KapTOHY BiANOBiAae BNPOGHMK/IMNOpTEp, BKOYAOUY BUMYCK CEpiid)
3MiHa agpecu BUpobHuka 13 TOB "HaykoBo-B1po6HMYa
KomnaHis "IHTepdhapmbioTek”, 63 3MiHM Micus
BMPOGHMLTBA. 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHU.
3MiHa HalilMeHyBaHHs Ta/abo agpecy MicLs NPOBaXEHHSI
LiSiNbHOCTI BUpOOHUMKa (BK/IHOYaK0UK, 3a HEOOXIAHOCTI,
MicLie NpOBeAEHHS KOHTPOJIIO SIKOCTi), abo BnacHuka
MacTep-halina Ha A®l, abo nocTavanbHuKa
Adl/BuxigHoro matepiasy/peareHTy/NMPOMiXXHOro NPoAayKTyY,
LLL0 3aCTOCOBYIOTLCA Y BUPOOHNLTBI AD| (AKLLO 3a3HaYeHO
y [lOCbE Ha Nikapcbkuii 3aci6) 3a BifCYTHOCTI cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei y
3aTBEpIAKEHOMY [OCbE, 260 BUPOGHMKA HOBOI [OMOMIKHOI
PEYOBUHM (AKLLO 3a3HAYEHO Y A0CbE) 3MiHa agpecu
BMpobHUka A®I neriHtepdepoHy anbga-2b TOB
"HaykoBo-BMpO6HMYa KoMnaHis “lHTepchapmbioTek”,
YkpaiHa, 6e3 3mMiHM MicLs BUPOGHULTBA. 3MiHK | Tuny -
3MiHuM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHLWIi 3MiHW) OHOBMEHHS BXe 3aTBEPAXKEHOr0 TEKCTY
MapKyBaHHS A/19 ynakoBku no 100 mkr, 120 mkr a6o 150
MKr in bulk: no 50 a6o 100 dhnakoHiB y KOPO6L,i 3 KAPTOHY
(BHECEHHSA NO3HaYeHb OAMHULb BUMIPIOBaHHS, 3
BUKOPUCTAHHSAM J1iTep NaTUHCLKOro andasity)
BBefeHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHS.
12. AMAHTWH TabneTku, BKPUTI TOB YkpaiHa TOB "®dapma Crtapt" Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 3a UA/6991/01/01
naiBKOBOIO "ACIHO - 3MiHu 3 akocTi. A®l. KoHTponb A®I (iHLWi 3MiHM) - peyenmom
06010HKOI0, N0 YKPAIHA" NnoJaHHA OHOB/IEHOTO MacTep-dhaiina Ha A®| amaHTaguHy
100 mr; no 10 cynbhaTty (Bepcisa Ne O-ADS-1907-s0002) BMpO6HULITBA
Tabnetok y Moehs Cantabra S.L., IcnaHis. (3atBepaxeHo: Bepcis
6nicTepi; no 3 abo OM® Ne O-ADS-1811-0001)
no 6 6nictepis B
KapTOHHI nayui
13. AMITPUNTUNIHY | TabneTkn no 25 TOB Ykpaina ToBapucTtso 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLiliHix maTepianiB: yTOYHEHHA 3a UA/5160/01/01
rigpoxnoprump Mmr, no 25 "XapkiBcbke o6meXeHolo HanucaHHA Ha3BU BUPOOHMKa B Hakasi MO3 YkpaiHu peyenmom
Tabnetok y hapmaueBT BignoBigasIbHICTIO Ne 2669 Big 18.11.2020 B npoLeci BHECEHHA 3MiH
6nicTepi; no 1 N4He "XapkiBcbke (3MiHu | TMNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
6nictepy y nignpueMcTs hapmaLleBTUYHe HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaIKEHHS
Kopo6ui; no 10 0 "340poB'a nigNPUEMCTBO LisiNIbHOCTI BUPOBGHMKa/iMnopTepa roToBOro J1iKkapCbKoro
Tabnetok y Hapoay" "340poB’a Hapoay" 3acoby, BKIHYauM AibHULL BUNYCKY cepii abo MicLe
6nicTepi; no 5 NPOBeEHHSI KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKY
6nictepiB y BignoBigae BUPOGHMK/iMNOpTep, BKIOUYAKUM BUNYCK Cepiit)
Kopoo6Li 3MiHa HalimeHyBaHHs Ta apecu BupobHuka 13, 6e3

3MiHM Micus BUPOOHULITBA. BBEAEHHA 3MiH NPOTArOM 6-Tu
MicsiLiB Mmicns 3aTBepapkKeHHs). Pefakuis B Hakasi: TOB
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
"XapkiBcbke (hapmaLeBTUYHe NignprMeMCTBO "340p0B's
Hapogy". BipHa pepakuin: ToBapucTBO 3 0GMEXEHO
BignoBiga/bHiCcTIO "XapKiBCbke (hapmMaueBTUYHE
nignpuemMmcTtso "3g0poB’s Hapoay".
14. AMAoaunniH Tabnetkn no 5 mr; CaHpo3 CnoseHis ek CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/11166/01/01
CAHAO3® no 15 TabneTtok 'y PapmacbHoTi dapmaueBTUYHa TypeuuuHa/ | - 3MiHu 3 AkocTi. CepTudikar signosigHocTi/IE-cepTudikar | peyernmom
6nictepi; no 2 Kan3 a.4. KOMnaHis 4.4. PymyHis BiANoBigHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
6nictepn y CnoBeHis; MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
KapTOHHI Kopo6Lyi BMPOBHULITBO 3a BiANOBIAHOCTI 260 BUNyYEHHS cepTudikaTa BignoBigHOCTI
NOBHUM LMK/IOM: €Bponeiicbkili hapmakonei: ana A®l; ans BUXigHOro
nepBUHHE i marepiany/peareHTy/npomMKHOro MPOAYKTY, WO
BTOPUHHE BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT
nakyBaHHs: peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
BMPOGHMLTBO in thapmakonei) - HoBuii cepTudikat Bif HOBOrO BUPOGHMKA
bulk: (3amiHa abo [ONOBHEHHS) - NogaHHs HoBoro CepTudiikaTy
CaHpo3 Inak CaHai BiAnNoBigHOCTI EBponeiickkili hapmakonei RO-CEP 2016-
Be TikapeT A.C. , 077-Rev 02 gns fjit0y0i pevyoBUHU TEBOMEHTOY Bif,
TypeyuunHa; CaHfo3 HoBoro Bupo6Huka HETERO DRUGS LIMITED, India
pyn Carnuk
YpyHnepi lnaknapi
CaH. Be Tik. A.C.,
TypeyunHa
KOHTPO/b cepii:
C.K. CaHpgos C.P.11.,,
PyMyHis
15. AMnoaumniH Tabnetku no 10 CaHpo3 CnoBeHis Nex CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHux martepiasis: 3miHu | Tuny 3a UA/11166/01/02
CAHAO3® mr; no 15 dapmacbHoTi dapmaueBTUYHaA TypeuuuHa/ | - 3MiHu 3 AkocTi. CepTudikar BignosigHocTi/IE-cepTudikar | peuyernmom
Tabnetok y Kan3 A.4. KomnaHia A.4. PymyHis BifNOBigHOCTI €Bponelickkili hapmakonei/MoHorpadii.
6nictepi; no 2 CnoBeHis; MogaHHA HOBOrO abo OHOB/IEHOTO cepTudlikaTa
6nictepu y BMPOBHULITBO 3a BiANOBIAHOCTI 260 BUNyYEHHs cepTudikaTa BignoBigHOCTI
KapTOHHi KopobLyi NOBHUM LK/IOM: €Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
NepBuHHE i mMaTtepiany/peareHTy/MpoMKHOro NPOAYKTY, WO
BTOPUHHE BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT
nakyBaHHs: peyoBMHM (cepTuddikaT BiANoBiAHOCTI EBponeiichkili
BUPOBHMLTBO in thapmakonei) - HoBwin cepTudikat Big HOBOro BUPOGHMKA
bulk: (3amiHa abo fONOBHEHHS) - NodaHHs HoBoro CepTudiikaTy
CaHpo3 Inak CaHaii BifnoBigHOCTI €Bponelicbkilt hapmakonei RO-CEP 2016-
Be TikapeT A.C. , 077-Rev 02 ans fjto4oi pevyoBMHM JIEBOMEHTOSY Bif,
TypeuuunHa; CaHpao3 HoBoro Bupo6Huka HETERO DRUGS LIMITED, India
Ipyn Carnvk
YpyHnepi lnaknapi
CaH. Be Tik. A.C.,
TypeyunHa:
KOHTPO/b Cepil:
C.K. CaHpo3 C.P.J1.,
PyMyHis
16. AHTUTYCUH Tabnetkn, no 10 TOB YKpaiHa TOB "TepHodhapm" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux martepianis: 3miHu | Tuny 6e3 UA/8984/01/01
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Ne

Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
Tabnetoky "TepHodap - 3MiHM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy peyenma
6nictepax; no 10 Mm" (iHLWi 3MiHW) - 3MiHW BHECEHI B TEKCT MapKyBaHHS yMakoBKM
Tabnetok no 2 nNikapcbKoro 3acoby Wo0 3a3HaYeHHs MiXXHapOAHWX
6nictepu y nauui nosHayeHb OAMHULb BUMIPIOBaHHSA. BBeeHHS 3MiH
NPOTArom 6-T1 MIiCALIB MiCNSA 3aTBEPIKEHHS
17. APrEgVH Kpem 1 % no 40 r BocHanek BocHis i BocHanek a.a. BocHis i BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/4768/01/01
BOCHAJ/EK® y Ty6i; no 1 1y6i B a.a. lepuerosu lepueroBuH TMnNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HAa3BW NiKapCbKOro peuenmom
KapTOHHI Kopo6Lyi Ha a 3acoby 3aTBepaKeHo:
ApreavH BocHanek 3anponoHoBaHo: ApreanH bocHanek®
BBeneHHs 3MiH NpoTAroM 6-tn micAuiB nicns
3aTBEPMKEHHS. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu)
BHeceHHs 3MiH A0 po3giny “MapkyBaHHs" MKA N3
3arBepoxeHo: Mapkuposka. Mpunaraetca
3anponoHoBaHo: MapKyBaHHs. 3rigHO 3aTBEPAKEHOr0
TeKCTy MapkyBaHHA OHOBMEHHS TEKCTY MapKyBaHHS
yMakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM iHdhopmaLii
00 3a3HaYeHHS OAVHWLB BUMIPIOBAHHA Y cucTemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tn micAuiB nicns
3aTBEPKEHHS.
18. ACAKON® cynosuTopii Tinotc LLiBeiiuapi B1pOGHMK, LliBeiiuapis/ | BHECEHHSI 3MiH 40 peecTpaLiiiHMX MaTepiasiB: 3MiHu | Tuny 3a UA/4770/02/01
pekTanbHi no 500 Papma Al ] BiANoBigabHUI 3a HimeuunHa - 3MiHU Woao 6e3nekn/eddeKTMBHOCTI Ta thapmakoHariagy. peyernmom
Mmr no 5 BMNycCK cepiit: Tinotc BBegeHHs1 abo 3MiHM [0 y3arasibHeHVX AaHWNX Npo
CynosuTopiiB y dapma AT, cuctemy hapmakoHarnsagy (BBefileHHs y3araribHeHNxX
6nicTepi; no 4 LBeliuapis; [aHnx npo cuctemy chapmakoHarnsagy, smiHa
6nictepn B Bunpo6HMK, YMOBHOBaXXEHOI 0CO6M, BifMnoBigaibHOI 3a 34iACHEHHS
KOpo6Lii 3 KapTOHY BiNOBigabHWIA 3a chapmakoHarnsgy; KOHTakTHoi ocobu 3 hapmakoHarnagy
[030BaHy dhopmy Ta 3asBHUKa 419 34iliCHeHHs hapMakoHarnagy B YkpaiHi,
nakyBaHHs: SIKLL,0 BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0cobu,
Xaynt ®apma BiANOBIAa/IbHOI 3a 34iicCHEHH: hapmakoHarnsgy
BronbhiHr MM6X, (BKHOYAIOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
HimeuunHa mMacTep-gaiina cucteMmn hapmakoHarisgy) - 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBiAaIbHOI 3a
3pjiicHeHHs hapmakoHarnagy B YkpaiHi: NMponoHoBaHa
peaakuist — Muxainntok MapvHa CTaHicnasiBHa. 3MiHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asBHNKa,
BiiNOBIgaNbHOI 3a 3filiCHEHHs hapmakoHarnsay B YKpaiHi
19. ACTPAUUTPOH NOPOLLIOK A5 TOB YkpaiHa TOB "AcTpachapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3miHu | Tuny 6e3 UA/10402/01/01
Opas1bHOTr0 "AcTpadapm - 3MiHUM Wopo 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy peyenma
posunHy no 20 ry " (iHLWi 3MiHKW) - BHECEHHSA 3MiH [0 po3giny “MapkysaHHs"
cawe; no 10 cawe MK$A N13: 3anponoHoBaHo: MapkyBaHHs. BignosigHo o
y Kopobu,i 3 3aTBEPKEHOrO TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
KapTOHY MapKyBaHHS yMakoBKM IKAPCbKOro 3acoby 3 BHECEHHAM
iHchopmawii WoA0 3a3HaYEHHS OAUHULIL BUMIPIOBAHHS Y
cucremi Si
20. ATPOIMIH- pO34unH Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiHix maTtepianis: 3miHu | Tuny 3a UA/3928/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
AAPHULA® iH'ekuili, 1 mr/mn; "®apmaueBT "papmaLeBTUIHa - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay peuenmom
no 1 mn B amnyni; nuyHa thipma dipma "AapHuus” (iHWi 3MiHW) - OHOBNIEHHS TEKCTY MapKyBaHHS yMakoBKM
no 5 amnyn y "NapHuus” nikapcbKoro 3acoby 3 BHECEHHSM iHdhopMaL,i Woao
KOHTYPHIli 3a3HayeHHs OAVHMLB BUMIPIOBaHHSA Y cucTemi Sl.
YapyHKOBIl BHeceHHs 3MiH fo po3giny “MapkysaHHsa" MKA 13.
ynakoBLj; no 2 3arsepmxeHo: MAPKVPOBKA TekcT MapkupoBku
KOHTYpHI yNakoBKM NTEKaPCTBEHHOrO CPeACTBa, KOTOpPbIi
YapyHKOBI cogepxmTca B MeTofax KOHTPONsA KayecTBa
ynakoBk1 B nayLi NekapCTBEHHOTO cpefcTBa. 3anponoHOBaHO:
MAPKYBAHHSA BignosigHo [0 3aTBEPIKEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micauis
nicnsa 3aTBepKeHHs
21. AUNKNOBIP masb 2,5 %; no 10 TOB "OKM Ykpaina TOB "OKNM Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 6e3 UA/11566/01/01
ry Ty6i; no 1 Ty6i "PapmaueBT "PapmaueBTuyHa - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy peyenma
B nauuj N4Ha thabpuka" (iHWi 3MiHW) - BHECEHHSA 3MiH A0 po3ainy “MapkyBaHHS"”
habpuka" MKSA N13": 3anponoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPKEHOr0 TEKCTY MapkyBaHHSA. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapCbKOro 3acoby 3 BHECEHHAM
iHhbopmaLii WoA0 3a3HAaYEHHS OAMHULL BUMIPIOBaHHSA Y
cucTemi Sl. BBeeHHS 3MiH NPoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
22. AUVKNOBIP Kpem A4ns Benyno, XopsarTist Benyno, nikn Ta XopsarTis BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3MiHu | Tuny 6e3 UA/14085/01/01
BENYNO 30BHILUHLOTO nikn Ta KOCMeTuKa, A.4. - 3MiHU Wo[0 6e3nekn/eddekTUBHOCTI Ta thapmakoHariagy. peyenma
3acTocyBaHHsA 5%, KOCMeTUKa, BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX npo
no2rab6onobsr, a.o. cucTemy thapmakoHarnsgy (BBefeHHs y3arasibHeEHUX
a6o no 10 r y Ty6i; OaHuX Npo cuctemy hapmakoHarisgy, 3miHa
no 1 Ty6i B yMNOBHOBaXXeHOT 0c0obM, BiANOBiAaNbHOT 3a 34iACHEHHS
KapTOHHIN nayui hapMakoHarnaay; KOHTakTHoOI 0cobu 3 chapmakoHarnsagy
3asiBHMKa AN 34iCHeHHA hapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobwm,
BiNOBIfa/IbHOT 3a 34iICHEHHS hapmakoHarnsgy
(BK/KOUAOYM KOHTAKTHI faHi) Ta/abo 3MiHM Yy PO3MILLEeHHI
macTep-gaiina cuctemm hapmakoHarnsay) - aMmiHa
KOHTaKTHOI 0CO6M YNOBHOBaXEHOT 0COOU 3asBHUKA,
BiANOBIAA/IbHOI 32 34iCHEHHSA hapmakoHarnsgy B
YkpaiHi. lNponoHoBaHa pefakuis: BonowmnHa AHactacis
AHatoniiBHa. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
YMOBHOBaXXEHOT 0COOU 3asBHMKA, BifnoBigabHOI 3a
3AiicCHEHHs1 (papMakoHarnsay B YkpaiHi
23. BAKTOK/IAB TabneTku, BKpUTI Mikpo Jlabc IHAiA Mikpo Nla6c Nimites IHAiA BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis: 3mMiHW | TUNY 3a UA/10001/01/01
060/10HKOI0, No 10 Niviteq - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom

TabneTtok y cTpuni;
no 1 ctpuny y
KOpoo6Li

agpecu Micus NpoBaMKEHHS AisNIbHOCTI
BMPOBHMKa/iMNnopTepa roToBOro likapcbKoro 3acoby,
BK/IOUAI0UM AiNbHMLj BUNYCKY cepil abo micue
NpoBeAeHHSA KOHTPOIH0 AKOCTI. (LisANbHICTb, 3a AKY
BiiNOBiga€e BUPOGHMK/iMIOPTEp, BKIOYAKUM BUMYCK Cepii)
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

- YTOUYHEHHS azpecy BUpobHuKa Mikpo Jlabe Jlimites,
IHAiA, 6€3 3MiHn Micua BUpo6HMLTBA (BBEAEHHS 3MIH
NpPOTArom 6-x MicsiLiB Nic/is 3aTBepAKEHHS)

24,

BA/Ib3AM
"BIFOP"

PO34YUH OpasIbHUIA,
no 200 mn, abo
250 mn, abo 500
M1y NAsLLKax

TOB
"ABeTpa"

YKpaiHa

MpAT "Bionik"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny
- 3MiHM W80 6e3nekn/ethekTMBHOCTI Ta hapMakoHarisay.
BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX npo
cucTemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX
[aHvX Npo cuctemy capmakoHarnsgy, sMmiHa
yMNOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapmakoHarnsy; KOHTakTHOT 0cobum 3 chapmakoHarnsgy
3asBHUKA ANA 34iICHEHHA hapmakoHarnsay B YKpaii,
AIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobwm,
BiANOBIAa/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy
(BK/IHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
macTep-gaiina cuctemm hapmMmakoHarnsay) - 3aMiHa
YNOBHOBaXXEHOT 0CO6U 3asBHMKA, Bi4NOBiAaNbHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Kanbmbax Bionetta
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
ocob6u, BiANOBIAaUIbHOI 3a hapMakoHarnag

no 200 mn —
6e3
peyenma.
rno 250 mn,
500 m1 —3a
peyenmom

UA/4074/01/01

25.

BENOCAIK

Masbno 30ry
Ty6i; no 1 Ty6i B
KapPTOHHIN navuj

Benyno,
nikn Ta
KOCMeTHKa,
Aa.a.

Xopsaris

Benyno, niku Ta
KOCMeTuKa, A.4.

Xopsaris

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny
- 3MiHM WoA0 6e3nekun/ethekTUBHOCTI Ta hapMakoHariaay.
BBefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX npo
cuctemy chapmakoHarnagy (BBefeHHs y3arasibHeHNX
[aHnx npo cuctemy chapmakoHarnsagy, smiHa
YMOBHOBaXXEHOI 0CO6M, BifMnoBigaibHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3 hapmakoHarnagy
3asBHUKa 419 34iliCHeHHs hapMakoHarnagy B YkpaiHi,
SIKLL,0 BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iicCHEHH: hapmakoHarnsgy
(BKHOYAIOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
mMacTep-gaiina cucteMmn hapmakoHarisgy) - 3miHa
KOHTaKTHOT 0CO6M YNOBHOBaXXEHOT 0COOYM 3asBHMKA,
BiZJNOBIAAbHOI 3a 3AiiCHEHHSs hapmakoHarnagy B
YKpaiHi. NponoHoBaHa pegakuisi: BonowwnHa AHacTtacis
AHatoniiBHa. 3MiHa KOHTAKTHUX AaHNX KOHTaKTHOI 0co6u
YNOBHOBaXXEHOT 0CO6U 3asBHMKa, BigNOBigaNbHOI 3a
3[iicCHEHHS (papMakoHarnsay B YkpaiHi

3a
peuyenmom

UA/10370/01/01

26.

BIB/TIOK

PO34MH Ans
iHdpy3iid, 10 mr/mn;
no 50 mn a6o 250
M/ Y KOHTelHepi
noniMepHomy; no
1 KoHTeliHepy
nosiMepHomy y

TOB "tOpis-
Papm”

YKpaiHa

TOB "Opia-®apm”

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHu |
TMny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) OHOBIEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapCbKOro 3acoby 3 BHECEHHSM
iHchopMmawii WoA0 3a3HaYEHHA OAUHULIL BUMIPIOBAHHSA Y
cucTeMi Sl. BBeieHHS 3MiH NPOTArom 6-T1 MicAuiB micns
3aTBEepAKEHHSA. 3MiHN | TUNy - AAMIHICTPaTUBHI 3MiHW.

3a
peyenmom

UA/16313/02/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
BakyyMOBaHOMYy 3MiHa HalilmeHyBaHHs Ta/abo agpecu MicLsA NPOBaXEHHSI
nakeri 3 LisiNIbHOCTI BUPOGHMKa/iMnopTepa roToBOro J1ikapCbKoro
NaMiHOBaHOi 3acoby, BKIH0YAKUU AibHUL BUNYCKY cepii abo Micue
donbru; no 1 NPoBeAEeHHS KOHTPOJIHO AKOCTI. (LisANbHICTb, 3a AKY
nakeTty y nauj 3 BiANoBigae BMPOGHMK/iIMNOpTEp, BKIOYAOUM BUMYCK CEpii)
KapToHY 3MiHa agpecy BUPO6HMKa FOTOBOTO NiKapCbKOro 3acoby
TOB "tOpia-®apm", YkpaiHa, 6e3 3MiHu micus
BMPOOHULTBA. TakoX 3MiHM BHECEHI B iHCTPYKL,it0 ANs
MeAMYHOr0o 3aCTOCYBaHHS Ta KOPOTKY XapakTepucTtuky /13
LLOA0 MicLe3HaxXoMKeHHA BUPOOHUKA 3 BigNoBigHMU
3MiHaMu B TEKCTi MapkyBaHHS yNnakoBOK. BBefeHHs 3MiH
NpPOTSArom 6-Tv MicsLiB Mic/1s 3aTBEPAKEHHS.
27. BI-TON cycneHsis TOB "OKM Ykpaina TOB "OKNM Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 3a UA/7807/01/01
opasibHa, 200 "®apmauesT "papmaLeBTUIHa - 3MiHM WoAo 6e3nekn/edpekTBHOCTI Ta thapmakoHarnsgy peyenmom
Mr/40 mry 5 mn, N4Ha thabpuka" (iHWi 3MiHW) - BHECEHHSA 3MiH A0 po3ainy “MapkyBaHHS"”
no100ry habpuka" MKSA N13": 3anponoHoBaHo: MapkyBaHHS. 3rigHO
hnakoHi abo y 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS OHOBMEHHS TEKCTY
6aHu; no 1 MapKyBaHHS YNakoBK/ NiKapCbKOro 3acoby 3 BHECEHHAM
thnakoHy abo iHhbopmaLii WoA0 3a3HAaYEHHS OAMHULL BUMIPIOBaHHSA Y
6aHuji pasom 3 cucTemi Sl. BBeeHHS 3MiH NPoTArom 6-T1 MicAuiB nicns
[03YH04O0I0 3aTBEPAKEHHS
CK/ISIHOYKOIO B
navui
28. BhniCc PO34YUH OpasTbHUIA, AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/17819/01/01
1 mr/mn no 100 mn "®papmak” ™ny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom

y thriakoHi 3
afantepom abo
6e3 aganTepa, no
1 conakoHy 3i
LUINPULOM-
[03aTOpOM Y
nauuj

Ta/abo agpecy 3asiBHUKA (BNacHMKa peecTpauiiHoro
noceigyeHHs) 3MiHa HalilMeHyBaHHA Ta afpecy 3asBHMKa
(BNacHuKa peecTpauiiiHoro nNocBig4eHHs). BBeAeHHS 3MiH
NPOTArom 6-T MiCAILiB MicAsi 3aTBEPAKEHHS. 3MiHM | Tuny

- AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afipecyt MicLs NPOBaKEHHSA AisNIbHOCTI

BMPO6HMKa/iMNopTepa roToBOro JlikapCcbkoro 3acoby,

BK/IOHAKUM AiNbHULj BUNYCKY cepil abo micue
NPOBeEHHSI KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKY
BignoBigae BUPOGHMK/iMNOpTep, BKIOUYAKUM BUNYCK Cepiit)
3MiHa HaliMeHyBaHHS Ta afpecy BUPOOHUKa, 6e3 3MiHK

Micus BUPO6HULITBA: BBEAEHHA 3MiH NPOTAroM 6-Tu

MiCSILiB MicNnsi 3aTBEPAKEHHS.

3MmiHu | TMNY - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn) BHeceHHs 3MiH [0 po3giny
«MapkyBaHHs1» MKA /13 3atBepgxeHo: Po3gin BiacyTHil
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpaXeHoro

TEKCTY MapKyBaHHsi. OHOB/MIEHHS TEKCTY MapKyBaHHS

yMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM iHchopmali
LLLOA0 3a3HaYeHHA OAVHWLbB BUMIPIOBAHHSA Y cucTemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHS.
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
29. BOHAEPM Masb, 20 Mr/r no Benyno, Xopsartis Benyno, niku Ta Xopsaris BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 3a UA/15555/01/01
15ryT1y6i, nol nikn Ta KocMeTuka, A.4. - 3MiHU Wo[0 6e3nekn/eddekTUBHOCTI Ta thapmakoHariagy. peyernmom
Ty6i y KAPTOHHIi KOCMeTUKa, BBefeHHs1 abo 3MiHUM J0 y3arasibHeHUX AaHNX Npo
naui a.n. cuctemy chapmakoHarnagy (BBeAeHHs y3arasbHeHNX
[aHvx Npo cuctemy dapmakoHarnsagy, smiHa
yMOBHOB&XeHOT 0cobu, BiANoBiAanNbHOT 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 chapmakoHarnagy
3asBHUKa 4NA 34iCHEHHA hapmakoHarnsay B YKpaii,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXKeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BK/IHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLLeHHi
macTep-ghaiina cuctemm hapmakoHarnsay) - 3MiHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT 0CO6U 3as1BHYKA,
BiANOBIAAbHOI 3a 34iliCHEHHA thapmakoHarnagy B
YkpaiHi. MponoHoBaHa pefakuyis: BonowwrHa AHacTacis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
YNOBHOBaXXEHOT 0COOU 3asBHMKA, BifNOBigabHOI 3a
3pjificHeHHs hapmakoHarnsgy B YkpaiHi
30. BPAKCOH po3ynH ans TOB "tOpis- YkpaiHa TOB "lOpia-®apm” YKkpaina BHECEHHS 3MiH [0 peecTpauiitHux martepianis: 3MiHu | Tuny 3a UA/14026/01/01
iH'eku;inn, 40 mr/mn, Papm"” - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy peyernmom
no 1 mna6o 2 mn (iHWi 3MiHM) - OHOBJ/IEHHA TEKCTY MapKyBaHHS YNakoBKu
B amnyni; no 5 NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Wwoao
amnyn B KOHTYPHii 3a3Ha4yeHHs OAVHWLb BUMIPIOBaHHS Y cuctemi Sl.
YapyHKOBIli BHeceHHs 3MiH [0 po3giny “MapkyBaHHS” MKA N3:
ynakosLi; no 2 3anponoHoBaHo: MapKyBaHHS. 3rigHO 3aTBEPIKEHOr0
KOHTYPHI TEKCTYy MapKyBaHHs. BBegeHHs 3MiH NpoTsArom 6-x micsuis
YapyHKOBI nicnsa 3aTBepAXXeHHs
yNakoBKM B nauii 3
KapToHY
31. BPY®EH® PANIA | kancynu m'ski no A6GOTT HimeyuunH Dxentek MpaiiBeT IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny 6e3 UA/17980/01/01
400 wmr, no 10 Na6opaTopi3 a Niviten - 3MiHM WoA0 6e3nekun/ethekTUBHOCTI Ta hapMakoHariaay. peyenma
Kancysny 6nicrtepi, m6X 3MiHa y KOpOTKiil XapaKTepucTULi Nikapcbkoro 3acooby,

no 1 6nictepy y
KapTOHHI Kopo6bLyi

TEKCTi MapKyBaHHS Ta iHCTPYKLiT 4151 MegnyHOro
3acTOCyBaHHs Ha MifcTasi perysspHO OHOB/IIOBAHOTO 3BITY
3 6esnekun Nikapcbkoro 3acoby, abo gocnigpkeHb 3 6esneku
3acToCyBaHHS Nikapcbkoro 3acoby B MicnspeecTpauiiivii

nepiog, abo sk pe3ynbTat OLiHKM 3BiTY 3 AOCNIAXKEHD,
npoBeAeHNX BigNoBigHO A0 N1aHy NegiatpudHnx
pocnigpkeHb (PIP) (3MiHY y3rofi)XeHo 3 KOMNeTEHTHUM
YNOBHOBaXEHVIM OPraHoM) - 3MiHV BHECEHI [0 IHCTPYKLT
AN MeAUYHOro 3acToCyBaHHs NiKapCbKoro 3acoby y
po3gainu "OcobnmBocTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta f03u" (pegarysaHHs) BifgnoBsigHoO Ao
OHOBJIEHOT iHChopMaLlii 3 6e3nekn 4ilo4oi peyoBUNHU.
BBefeHHS 3MiH NpoTsAroM 6-Tu MicsuiB nicns
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
3aTBEPAKEHHS

32. BiIBPOLNN Kpanni HasasibHi; FCK LLiseiiuapi 'CK KoHcbtomep LLiseiiuapis BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny 6e3 UA/4564/01/01

nol1s5mny KoHcblomep A Xenckep C.A. - AgMiHiCTpaTuBHI 3MiHW. 3MiHa Kogy ATX - 3MiHW BHECEHO peyenma

CKNSAHOMY Ch/1aKOoHi Xenckep 00 [HCTPYKLiT ANA MeauyHOro 3acTocyBaHHA npenapaty [0

3 C.A. po3giny "®apmakoTepanesTuuHa rpyna. Kog ATX"

noninponizieHoBo BiANOBIAHO A0 MXHapOoAHOro knacudgikaropa BOO3

10 KPULLIKOLO- (http://www.whocc.no/atc_ddd_index/): 3aTBepaxeHo —

KpanesibHULEelo; "MpoTMHABPSKOBI Ta iHLWI PUHONOTIYHI NpenapaTn Ans

no 1 dpnakoHy B MiCLLeBOro 3actocyBaHHs. CMNaToOMiMETUKM, KOMBIHaLiT,

KapTOHHI Kopo6Lyi 3a BUHATKOM KopTuKocTepoiais. Kog ATX RO1AB.",

3anponoHoBaHo — "MpPOTUHAOPAKOBI Ta iHLUI PUHONOTIYHI
npenapartu 415 MiCLEeBOro 3acTOCyBaHHS.
CumMnaToMiMeTUKKN, KOMBIHaLi, 38 BUHATKOM
KopTukocTepoigis. Kog ATX RO1AB01." (BBeaeHHS 3MiH
NpoTArom 6-T1 MicsAUIB NicNsA 3aTBEPAKEHHS)
33. BIKC AKTUB cnpei HasanbHuiA, MpokTep LBeliuapi | MpokTep eng Femén HimeuunHa/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis: 3MiHu | 6e3 UA/10927/01/01
CUHEKC 0,5 mr/mn no 15 eHg Fembn A MaHydhek4ypiHr Yecbka Tvny - 3MiHK 3 AKOCTI. FOTOBUIA NliKapPCbKMiA 3aCi6. 3MiHN y peyenma

M/1Y o1aKoHi 3 IHTEepHeLUHN mM6X, HimeuunHa; Pecny6nika BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI AiNbHUL

PO3NUAYUM OnepenwH3 Tesa Yex IHgacTpi3 BMPOGHMLITBA A1 YACTUHM abo BCbOro BUPOGHUYOTO

npucTpoem; no 1 CA C.p.o., Yecbka npoLiecy roToBOro fikapcbkoro 3acoby (4inbHuuUa ans

hNakoHy y Pecny6nika NEepPBMHHOIO NakyBaHHS) BBELAEHHA A0AaTKOBOT AiNbHULL

Kopoo6Li BMPOGHULTBA - MpokTep eHp Membn MaHydekuypiHr

Mm6X, HiMeuyurHa 418 NepBUHHOTO NakyBaHHS rOTOBOrO
nikapcbkoro 3acoby. BeBegeHHs 3MiH NpoTArom 6-tu
MiCALIB MIiCNA 3aTBEPLYKEHHS.
3MiHu | TMNy - 3MiHK 3 AKOCTI. [OTOBWMIA NiKapCbKMii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3amiHa abo BBeAEeHHS [0AaTKOBOI
AiNbHULI BUPOBHMLTBA A1 YacTUHM abo BCbOro
BMPOBGHNYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(BiNbHULUA 4N BTOPUHHOTO NakyBaHHS)
BBEEHHA A0AATKOBOI AiNbHULI BUPOGHMLTBA - [MpokTep
eHa Mem6n MaHydekuypiHr M'meX, HimeuunHa gns
BTOPWHHOTO MakKyBaHHS rOTOBOTO NiKapCbkoro 3acooy.
BBefieHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPLKEHHS. 3MiHM | TNy - 3MiHK 3 SIKOCTI. [O0TOBMIA
nikapcbkuii 3aci6. 3MiHM Yy BUPO6HMLTBI. 3amiHa abo
BBE/IEHHS 40aTKOBOI AiNIbHULI BUPOOHULTBA 415
4acTuHM abo BCbOroO BUPOBGHNYOTrO NPoLEecy roToBoro
nikapcbKoro 3acoby (AinbHULA, Ha SIKili NPoBOAATLCSA
6y b-5iKi BAPOGHMWUI CTagii, 32 BUHATKOM BUMYCKY Cepil,
KOHTPOJIHO AKOCTI, NEPBUHHOTO Ta BTOPUHHOIO NakyBaHHS,
[N HECTEPUIbHMX NiKAPCbKNX 3aC06iB) BBEAEHHS
[04aTKOBOT AiNbHUL BUPOBGHMLTBA FOTOBOIO J1iKapCbKOro
3aco6by, BignoBiganbHoi 3a BUPOGHULTBO
Hepo3dhacoBaHOro NPoaykTy - MpokTep eHg MFembn
MaHydekuypiHr 'mM6X, HimeuunHa. BBegeHHS 3MiH
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
NPOTArom 6-Tv MicAILiB Micns 3aTBepPKEHHSA. 3MiHK | Tuny
- 3MiHM 3 sKoCTi. [OoTOBWIA NiKapCbKuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiH, L0 CTOCYIOTbCA
BUNYCKY Cepii Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foAaBaHHsl BUPOOHMKA, L0
BiANOBIAAa€e 3a BBE3€HHS Ta/abo BMnyck cepii) -
Bktoyaloum KOHTPOb/BUNPOOYBaHHS cepii - fofaBaHHS
BMPOGHUKA, LU0 BifnoBiAae 3a BBE3eHHS Ta/abo BMMYCK
cepii - MpokTep eHg N'em6n MaHydekuypiHr TM6X,
HimeyunHa. BBeeHHs 3MiH NPOTAroM 6-T1 MicsALiB nicns
3aTBEPAKEHHSA
34. FENAPUH NOPOLLIOK MpAT Ykpaina Xebeii YaHrwaH KuTaii BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | - UA/16499/01/01
HATPIIO (cybeTaHuin) y "®apmaueBT Biokemikan TMny - 3MiHK 3 AKocTi. CepTudikaTt BignosigHocTI/ME-
naketax nuyHa thipma dapmac toTukan Ko., cepTudikaT BignoBigHOCTI EBpoNeinchKii
noAgiliHnx "OapHuus” nra. thapmakonei/moHorpadii. NMogaHHs HoBOro abo
nonieTuIeHoBmxX OHOB/IEHOTO cepTudiKaTa BifgnoBigHOCTI a60 BUYyYEHHS
ans cepTuchikaTa BiANOBIAHOCTI E€BpoNeiichkili hapmakonei:
hapmaueBTUHHOT ansa A®l; ana BuxigHoro marepiasy/peareHTy/npomMixHoOro
0 3aCTOCYyBaHHsA NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHUUTBI ADI; ans
[0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA cepTuddikar Bif
yXXe 3aTBepA)KeHoro BUpobHuKa - MNogaHHA OHOB/IEHOTO
cepTudpikaTy BignoBigHOCTI €EBponeiickkiii hapmakonei Ne
R1-CEP 2005-270-Rev 08 Bif 3aTBEpAXEHOro BUpPOOHMKa
A®I| CenapuHy HaTpito BUpo6HULTBa Xebeit HYaHrwaH
Biokemikan ®apmac totukan Ko., /ta., Kutai
(3aTBEpMXEHWIA cepTudikaT BiANOBIAHOCTI EBpoNeichbkili
hapmakonei Ne R1-CEP 2005-270-Rev 07). Y 3B’3ky 3
HOBUM aAMIHICTPaATUBHVM M/1aHyBaHHAM 3MiHEHO Ha3BYy
agpecy BupobHuka A®I FenaprH HaTpito.
35. raPOKOPTU3O NOPOLLIOK AT YkpaiHa TiaHmKWH TiaHs0 KnTaii BHECEHHS 3MiH 0 peecTpaviiiHnx matepianis: 3MiHu | - UA/15038/01/01
HY ALETAT (cybeTaHuin) y "dapmak” dapmac'toTikanc My - AGMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSI
nakertax Ko., 174, Ta/abo agpecu 3asaBHUKa (BNacHNKa peecTpauiiiioro
noaBiNHNX noceifyeHHs) 3MiHa HaliMeHyBaHHA Ta afipecy 3asBHMKa
nonieTuIeHoBMX (BnacHvKa peecTpauiiHoro nocBig4YeHHs)
ans
hapmaLeBTUyHor
0 3aCTOCYBaHHS
36. FNIBEHKNAMIA, Tabnetku no 5 mr, AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/6631/01/01
no 10 TabneTok y "®papmak” - AIMiHICTpPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo peyenmom

6nicTepi; no 5 abo
no 10 6nicTepis y
nauj 3 KapToHy

afpecy MicLs NPOBaKEHHS AiS/TIbHOCTI
BUPOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOYAIOUY AiNbHULj BUNYCKY cepii abo micue
NMPOBeAEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBiAae BUPOGHMK/IMNOpTEp, BK/IOUAKUM BUMYCK CEpiid)
- 3MiHa HaliMeHyBaHHs Ta afpecy BUPOGHUKa, 6e3 3MiHN
Micus BUPOGHMLUTBA. 3MiHM BHECEHI Y po3dinv "BupobHuK"
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

Ta "MicLe3HaxoMKeHHs1 BUPOGHMKa Ta iioro agpeca micus
NPOBaKEHHA AiS/IbHOCTI" B IHCTPYKLitO A1 MEAUYHOTO
3aCTOCYyBaHHS NiKapcbkoro 3acoby Ta Ak HacnifokK - y
TEKCT MapKyBaHHS yNakoBK/ NikapCbKoro 3acoby
(BBeggeHHsA 3MiH MpOTAroM 6-Tv micsAuiB nicns
3aTBEPKEHHS); 3MiHU | TUMY - AGMIHICTPaTUBHI 3MiHW.
3miHa HaliMeHyBaHHS Ta/abo afpecu 3asiBHUKA (BNacHuKa
peecTpaLinHOro NOCBiAYEHHS) - 3MiHA HaiMEHyBaHHA Ta
afpecy 3asiBHVKa (BlacHuKa peectpaviiiHoro
noceig4eHHs) BBeeHHSA 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPLKEHHS; 3MiHM | TURY - 3MiHM LWOA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
OHOB/EHHA TEKCTY MapKyBaHHS yNakoBKM /liKapCbKoro
3ac00y i3 3a3Ha4YEeHHAM MDKHAPOAHUX NO3HAYeHb OAVHULb
BMMipOBaHHSA. 3amiHa po3ainy «[padiyHe opopMneHHs
ynaKkoBKW» Ha po3ain «MapkyBaHHA» MKA /13
3areeppxeHo: TPAPIYHE OPOPM/IEHHA YMAKOBKU
Bignosigae HagaHoMy rpadiiuHOMY 306paXeHHI0
ynakoBku. 3anponoHosaHo: MAPKYBAHHSA 3rigHo
3aTBEPLKEHOrO TEKCTY MapKyBaHHs. BBeieHHs 3MiH
NpoTSArom 6-TM MicALiB Mic/1a 3aTBepAKEHHS

37.

r/IFOKO3A-
JOAPHULA

po3uunH ans
iHdpy3in, 50 mr/mn,
no 200 mn a6o no
400 mn abo no
250 mn1 abo no
500 mny
thnakoHax

MpAT
"PapmaueBT
nyHa chipma

"fapHuus"”

YKpaiHa

MpAT
"papmaLeBTUIHa
ipma "dapHnus”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiitHux matepianis: 3MiHu |
TMny - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHU Y NpoLieci BUPOGHMLTBA FOTOBOIO
NikapcbKoro 3acoby, BK/IHOYa0UM NPOMiIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NMPY BUPOGHULTBI FOTOBOrO NiKapCbKoro
3ac006y (iHLWi 3MiHK) BHECEHHS 3MiH A0 po3giny 3.2.P.3.3
Onuc BUPOGHMYOro NpoLecy Ta KOHTPO/IK NpoLecy, a
came BHECEHO a/ibTepHATUBHWI BapiaHT nakyBaHHS
iHAMBIAYa/IbHOT YNaKoBKN 3 MOX/IMBICTIO HAHeCeHHs 2D-
KO4y Ta BHOCSATLCA HE3HAYHI pedakLiliHi npaBku Ta
YTOYHEHHS O CXeMW Ta OMUCY TEXHOJOTMYHOro npoLiecy.
3miHu | TUNY - 3MiHM Woao 6e3nekn/eddeKTMBHOCTI Ta
hapmakoHarnsaay (iHwi 3miHn) BHeceHHs 3MiH 10 p.
«MapkyBaHHA» MKA /13: 3aTtBepakeHo: MapkmpoBka.
TeKCT MapKUPOBKY NEPBUYHON 1 BTOPUYHOI yNakoBKu
NlekapCTBEHHOro CPesCcTBa, KOTOPbIV COAEPXKUTCS B
MeToaax KOHTPO/IA KauecTBa /IekapCTBEHHOTO CpeacTBa
npv yCNoBKsX, onpegeneHHbIX NoANnyHKTom 2.1.4.
Pasgena XVIII npukasa M3 o1 04.01.13 Ne3.
3anponoHoBaHo: MapkyBaHHs. BignosigHo o
3aTBEPKEHOr0 TEKCTY MapkKyBaHHs. BBefeHHs
albTEPHATUBHOIO TEKCTY MapKyBaHHS yNakoBKU
nikapcbKkoro 3acoby (3 HaHeceHHsAM 2D kogy) ans
[04aTKOBMX yNnakoBok (chsiakoHu no 250 ma Ta 500 m).
3MiHV BHECEHI B TEKCT MapKyBaHHS BCiX po3MipiB
YNaKOBOK NiKapCbKOro 3acoby L0A0 3a3Ha4YeHHs

3a
peyenmom

UA/14001/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

MDKHapOAHWUX NO3HAYeHb OAVHMLb BUMIPIOBAHHS.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBepMXeHHs. 3MiHu Il Tvny - 3miHu 3 SKocTi. FoToBUiA
nikapcbkuii 3aci6. CucteMa KoHTelnHep/3akynoproBasibHUIA
3aci6. 3miHa po3Mipy ynakoBKM rOTOBOrO NiKapCbKoro
3acoby (3miHa macu/o6'emy BMICTy KOHTeliHepa
6araTo1030BOro CTEPUILHOIO NiKapcbkoro 3acoby (abo
0[IHOZ,030BOT0, YaCTKOBOrO BUKOPUCTaHHS) Ta
6araTo030B0Oro Jlikapcbkoro 3acoby
6i0N10ri4YHOro/iMyHO/IONYHOTO NOXOKEHHSA ANs
napeHTepasibHOro 3aCTOCYBaHHS) A0 PO34iay YnakoBka Ha
[0[aToK [0 BXe 3aTBepAKeHnx 06'emiB cpnakoHis 200 M
Ta 400 M1 BHOCATLCA A0AATKOBI 06'€eMU (priakoHiB - 250
M Ta 500 M1, 6e3 3MiHM SKICHOTO Ta KiJIbKICHOTO cknagy
marepiany, 3 BignoBiAHUMMN po3Mipamu cepiii. BBegeHHs
3MiH NPOTAroM 6-TW MiCALIB Nic/a 3aTBEPAKEHHS

38.

OVKNAK®
NINOreNb

renb1%no50ry
Ty6i; no 1 Ty6i B
KapTOHHI KopooLyi

CaHpo3
dapmacbHoTi
kan3 g.a.

CnoBeHis

Cantotac ®apma
m6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny
- 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3miHK y
BUPOGHMLTBI. 3MiHM Yy NpoLeci BUPO6HULTBA FOTOBOrO
NiKapcbKoro 3acoby, BK/IOUAUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOGHMULITBI FOTOBOTO NiKapPCbKOro
3acoby (He3HayHa 3MmiHa y npoueci BUpobHMUTBA) -
BHECEHHS HE3HAYHMX 3MiH Y npoLec BUpoGHULTBA
roTOBOrO NiKapcbKoro 3acoby, 30kpema: 3MiHu B
NnocniA0BHOCTI AoAaBaHHSA KOMMOHEHTIB/PO34KHIB; 3MiHK |
TMny - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHM BUNPObyBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuundikadisx, nig yac BMpobHULTBa
rOTOBOrO /liKapCbkoro 3acoby (iHLWi 3MiHW) - BHECEHHS
He3Ha4YHWX 3MiH B p. 3.2.P.3.4. KOHTPO/Ib KPUTUYHUX
cTagili i NpOMiXHOT NpoAyKLii, 30KpeMa: BHECEHHS 3MiH [0
METOAMK/ BUNPOGYBaHHS 3a NOKA3HUMKOM "“OMOreHHicTb"

6e3
peyenma

UA/0981/02/01

39.

ANDPEPENIH®

nopoLuokK no 3,75
Mr Ta PO3UYUHHUK
ONs cycnensii gns

INCEH
PAPMA

PpaHuis

MopoLuok:
Bnpo6HMLUTBO Ta
nakyBsaHHs: INCEH

PpaHuis/
ITanisa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK LWoao 6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - 3aTBepAKEHHSsI

iH'exuil PAPMA BIOTEK, a/IbTEPHATUBHOIO TEKCTY MapKyBaHHA yNakoBKu
NpPOJSIOHrOBaHOro ®paHuisa; Namma- nNikapcbKoro 3acoby i3 3a3Ha4eHHAM MKHaPOAHUX
BUBI/IbHEHHS, 1 BUMPOMIHIOBaHHS: Nno3HavyeHb OAVHNLbL BUMIPOBaHHA. BBeAeHHS 3MiH
hNakoH 3 INMCEH ®APMA NPOTAroM 6- T MiICALIB NiCNA 3aTBEPKEHHS.
NOPOLLKOM Yy BIOTEK, ®paHuis

KOMNekTi 3 abo

PO3YMHHUKOM MO 2 CTEPIO>KEHIKC

M (MaHiT (E 421), ITANIA C.INL.A,,

BOJa A5 iH'EKLR) ITanis; BropmHHe

B amny/ni, nakyBaHHs,

Lwnpuuom ans KOHTPO/Ib AKOCTi Ta

0/1HOPa30BOro BUMYCK /1iKaPCbKOro

3a
peuyenmom

UA/0695/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
BUKOPUCTaHHA Ta 3aco6y: INCEH
LBOMa rosikamm (y PAPMA BIOTEK,
6nicTepHil dpaHLis;
ynakosLi) y Po3unHHuK:
KapTOHHI Kopo6Lyi Brpo6HMLTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI:
CEHEKCI, ®paHuis;
BTopuHHe
nakyBaHHs Ta
BMNYCK cepil:
INCEH ®APMA
BIOTEK, ®paHuis
40. ANPEPENIH® nopoLuok no 0,1 mr INCEH PpaHuis Mopouok: PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/0695/02/01
Ta PO3YMHHUK A1A PAPMA Brpo6bHu1uTBO, TMny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuenmom
po3unHy AnA TEeCTyBaHHH, hapmakoHarnagy (iHwi 3MiHn) - 3aTBepA)KEHHS
iH'eKUilA, no 7 nakyBaHHS1, BUMYCK a/IbTEPHATUBHOIO TEKCTY MapKyBaHHS yNakoBKu
hakoHiB 3 cepii: INCEH NiKapcbKoro 3acoby i3 3a3HaYEHHAM MiXXHAPOAHUX
nopoLukom Ta 7 PAPMA BIOTEK, no3HayYeHb OAMHVLb BUMIPIOBaHHSA. BBegeHHs 3MiH
amnyn 31 mn PpaHuis; NPOTAroM 6- T MiICALIB NiCNA 3aTBEPAXKEHHS.
PO34MHHMKa Po34nHHNK:
(PO34MH HaTpito Bupo6bHuMuTBO,
xnopugy 0,9 %) y nepBuHHE
KapTOHHI KopooLli nakyBaHHs Ta
KOHTPO/Ib SIKOCTI:
CEHEKCI, ®paHuis;
BTopuHHe
nakyBaHHs, BUNYyCK
cepii: INCEH
®APMA BIOTEK,
PpaHuis
41. ANPEPENIH® NnopoLLokK no 22,5 INCEH PpaHuis Brpo6HMLTBO, LLBenuapis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/9454/01/02
M Ta PO3YMHHUK PAPMA nepeBuHHe HimeuuunHa/ TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyernmom
ONs cycnensii gns nakyBaHHs1, dpaHuis hapmakoHarnagy (iHwi 3MiHn) - 3aTBepAKEHHSsI

iH'ekwin 3
NPOJIOHTOBaHUM
BVBIIbHEHHAM; 1
hNakoH 3
MOPOLLKOM Y
KOMMJIEKTI 3
PO3YMHHUKOM
(Boga ans i
'eKujin) no 2 mn B
amnynax Ne 1, 1
6nictepom, Lo
MiCTUTb 1 Wwnpuy

KOHTPO/1b SIKOCTi Ta
BMMNPOOYBaHHA Ha
CTabiNbHICTb:
NOPOLLIOK:
[e6iochapm Picepu

eHf, MaHyhakuypuHr

C.A., WBeiiuapis;
Brpo6HMLTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/b AKOCTI:
PO3YNHHWK:

a/IbTEPHATUBHOIO TEKCTY MapKyBaHHS yNaKkoBKu

nNikapcbKoro 3acoby i3 3a3Ha4eHHAM MKHaPOAHUX

Nno3HavyeHb OAVHNLbL BUMIPOBaHHA. BBeAeHHS 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPKEHHS.
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KapTOHHI KOpoOL;ji

BMPO6HMKa/iMNopTepa roToBOro JlikapCbkoro 3acoby,
BK/IOHAKUM AiNbHULj BUNYCKY cepil abo micue
NPOBeEHHSI KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKY
BignoBigae BUPOGHMK/iMNOpTep, BKIOUYAKUM BUNYCK Cepiit)
3miHa Ha3BuW Ta agpecu BUpobHuka N3, 6e3 3miHn micus
BMPOGHMLTBA. 3MiHN BHECEHO B IHCTPYKLitO A1A
Me[IMYHOr0 3aCTOCYBaHHS LL0A0 HAaliMEHYBaHHS Ta

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
ONs iH'eKUi Ta 2 CEHEKCI, ®paHuis;
iH'EKLiMHI ronkn y 3IrerPIg XAMENbH
KapTOHHI Kopo6Li mM6X, HimeuunHa;
BTopuHHe
nakyBaHHs Ta
Bunyck cepii: IMCEH
®APMA BIOTEK,
PpaHuis
42, ANDPTANB® Kpanni o4Hi 0,1%, AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny 3a UA/10548/01/01
no 5 mn aéo 10 mn "papmak” - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
y thnakoHi; no 1 agpecu 3asBHUKaA (BNacHMKa peectpauiniHoro
hnakoHy B nauuj nocBiAYeHHS) - 3MiHa HaliMeHyBaHHS Ta afpecu 3asBHUKa
(BNacHvKa peecTpaLiiHoro nocBig4yeHHs1) BBeaeHHs 3MiH
NPOTAroM 6-TW MiCALIB MiC/A 3aTBEPMKEHHS; 3MiHN | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
agpecy Micus NPoBaMKEHHS AiSNIbHOCTI
BMPO6GHMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOUAKUY AiNbHULj BUNYCKY cepil abo micue
NPOBeAEHHS KOHTPOIO AKOCTI. (4isANbHICTb, 3a AKY
BiANoBigae BMPOGHMK/iIMNopTep, BKIOYaUM BUMYCK Cepii)
- 3MiHa HaliMeHyBaHHs Ta agpecy BUpoGHMKa, 6e3 3MiHn
MicLsi BAPOOHULTBA; 3MiHWN BHECEHI Yy po34isn "BUPOGHUMK"
Ta "MicLe3HaxoMpKeHHs1 BUPO6HMKa Ta 1ioro agpeca micus
NPoBaPKEHHSA Ai/IbHOCTI" B IHCTPYKLi0 4151 MeAUYHOro
3aCTOCYBaHHSA Ta K Hac/ifoK - BiANOBIAHI 3MiHN y TEKCTi
MapKyBaHHS yNakoBKM MikapcbKoro 3acoby (BeegeHHs
3MiH NPOTATOM 6-TW MICALB NIiC/A 3aTBEPIKEHHS); 3MiHN |
TMny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - BHeceHHs 3MmiH fo po3giny
«MapkyBaHHs» MKA /13 3atBepgxeHo: MAPKYBAHHA
Bignosigae HagaHoOMy TEKCTY MapKyBaHHS.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXEeHOro
TEKCTy MapKyBaHHA. 3MiHW BHECEHi B TEKCT MapKyBaHHS
yNakoBKM NMiKapCbKOro 3acoby LL0A0 3a3HaYeHHs
MDKHapPOAHUX MO3Ha4YeHb OANHULLL BUMIPHOBAHHS
(BBeAEHHS 3MiH NpPOTAroM 6-T MicALiB nicns
3aTBEPKEHHS)
43. AONOKCEH Masb, 61,1 mr/r; no €Bpo Benvka NabopaTtopiyc baci - MopTyranis BHECEHHS 3MiH A0 peecTpayiiHnx matepiasi: 3MiHu | 6e3 UA/15394/01/01
DPACT 20rabono50ry Naiidokep BpuTaHis IHoycTpia TUny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
Ty6i; no 1 Ty6i B nrh ®apmacsbioTika, C.A. Ta/abo agpecu Micus NPOBaKEHHNA AiSNIbHOCTI
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
MiCLLe3HaX0MKEHHSI BUPOOHMKA i 3 BIAMNOBIAHUMW 3MiHAMMN
y TEKCTi MapKyBaHHS yNnakoBKM NikapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 3 MicsALiB NicNs 3aTBEPAXKEHHS.
3MiHu | TYNYy - 3MiHK Wopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn) BHeceHHs 3MiH 4o po3giny
«MapkyBaHHsA» MKA /13 3arBepaxeHo: MapKyBaHHS.
MapkyBaHHsA fofa€eTbCsA. 3anponoHOBaHO: MapKyBaHHSI.
3rigHo 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby.
BBefieHHA 3MiH NpOTArom 3 MicsiLiB NicAs 3aTBEPAXKEHHS.
44, AHOPOIE3IK® nnactup TOB YkpaiHa AHcceH Benbris BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/1362/01/01
TpaHcaepMasbHUI "[I>KOHCOH i $apmaueBTrka HB - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
, 25 mkr/rog; 1 J[>KOHCOH afpecy 3asiBHMKa (BnlacHUKa peecTpaviliHoro
nnactup YkpaiHa" NOCBIAYEHHS) - 3MiHa aApecu 3asiBHMKa
TpaHcAepMasTbHUi
y naketi; no 5
nakeTiB y
KapPTOHHI Kopobui
45, AHOPOIE3IK® nnactup TOB YKpaiHa AHcceH Benbris BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/1362/01/02
TpaHcaepMasibHWi "[PKOHCOH i dapmaueBTrka HB - AOMIHICTpaTVBHI 3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo peyenmom
, 50 mkr/rog; 1 J>KOHCOH afpecy 3asiBHMKa (BnacHuKa peectpaviiiHoro
nnactmp YkpaiHa" noceifyYeHHs) - 3MiHa agpecy 3asBHUKa
TpaHcAepMasIbHUi
y naketi; no 5
nakeTis y
KapPTOHHI KopobUi
46. AHOPOrE3IK® nnactmp TOB Ykpaina AHcceH Benbris BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUNy 3a UA/1362/01/04
TpaHcaepMasibHUi "[IXOHCOH i dapmauesTvka HB - AIMiHICTpPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo peyenmom
, 75 mkrirog; 1 [bxoHCcoH ajpecy 3asiBHVKa (BllacHuKa peecTpaviiiHoro
nnactup YkpaiHa" NocBiAYEHHS) - 3MiHa agpecu 3asBHMKa
TpaHcaepMasibHUi
y nakeTi; no 5
naketiB y
KapTOHHi Kopobui
47. AIOPOrE3IK® nnacTtvp TOB YkpaiHa AHcceH Benbris BHECEHHS 3MiH [0 peecTpavliiiHix maTtepianis: 3MiHu | Tuny 3a UA/1362/01/03
TpaHcAepMasibHUI "[I>KOHCOH | $apmaueBTrka HB - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenmom
, 100 mkr/rog; 1 J[KOHCOH agpecu 3asBHUKa (BNacHUKa peectpauiiHoro
nnactup YkpaiHa" nocBiAYeHHS) - 3MiHa agpecy 3asiBHUKa
TpaHcAepMasibHUi
y nakeTi; no 5
nakeTiB y
KapTOHHI Kopo6Lii
48. 3040AK® TabneTkn, BKPUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHn | Tuny 6e3 UA/4070/03/01
060/10HKO0, N0 10 "CaHodi- Pecny6nika - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3miHK y peyenma
mr; Ne30 (10x3): ABeHTIC BMPOBHULTBI. 3MiHa po3Mmipy cepii (BkIOYaroum gianasoH
no 10 TabneTtok y YkpaiHa" po3Mipy cepii) roTOBOro nikapcbkoro 3acoby (36iNbLUeHHs

6nictepi, no 3

00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNUM PO3MIPOM) -
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
6nictepn y BBEJEHHSA [,04aTKOBOro po3mipy cepii roToBoro
KapTOHHI KOpOOL; niKapcbKoro 3acoby; 3anponoHoBaHo: 240 kr (2 000 000
Tabnetok) 300 kr (2 500 000 TabneTtok) 450 kr (3 750 000
TabneTtok)
49, 304AK® TabneTkn, BKPUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: TEXHIYHA 6e3 UA/4070/03/01
o060n0Hkoto, no 10 "CaHoi- Pecny6nika nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyenma
mr; Ne30 (10x3): ABeHTIC BUNPaB/IEHO TEXHIYHY NOMUKY B IHCTPYKLIT ANs
no 10 TabneTtok y Ykpaina" MeAnyHoro 3actocysaHHA J13; 3ANPONOHOBAHO:
6nicTepi, no 3 YnakoBka. Ne 30 (10x3): no 10 TabneTok y 6nictepi, no 3
6nictepn y 6nicTepy y KapTOHHIl KOpPOOGLi.
KapTOHHI KOpoOL; 3a3HaueHe BUMpaB/IEHHS BignoBigae marepiaiam
peecTpaLiiHoro Aocbe
50. IBAHOPOHOBA po3ynH ans TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu |1 3a UA/15955/02/01
KWUCNOTA - iH ekuin, 1 mr/mn "®APMEKC reyn" MYy - 3MiHK 3 kocTi. A®l. BupobHuuTBO. 3MiHa peyenmom
DPAPMEKC no 3 mns reyn BMPOGHMKA BUXIAHOr0/MPOMIXXHOIO NPOAYKTYy/peareHTy, Wwo
nonepegHL0 BMKOPUCTOBYIOTbCSA Y BUPOBHNYOMY npoueci A®l, abo
HanoBHEHOMY 3MiHa BUPOGHKMKa (BKItOHaouu, ge HeobxigHo, micue
wnpwui; no 1 NpoBefeHHA KOHTPOS0 AKoCTi) AP (3a BigCyTHOCTI
nonepeaHLO cepTudikaTa BignoBigHOCTi EBponeiickkivi hapmakonei y
HanoBHEHOMY 3aTBEPAKEHOMY [0CLE)(BBEAEHHS HOBOTO BUPOGHMKa ADI
wnpuuy B 3 HagaHHAM MacTep-chaiina Ha A®l) - BBeAEHHS
KOMM/IEKTi 3 [04aTKOBOrO BUPOOHUKA fil040i peyoBUHW i6aHAPOHOBOT
rosikoto B KMCNOTN y oopMi iBaHApOHATY HaTpilo MOHOrigpaTy
KOHTYpHilA Maprimed S.A., ApreHTrHa
YapyHKOBIli
ynakosui; no 1
KOHTYpHilA
YapyHKOBIl
ynakoBLji B nauuj 3
KapTOHY
51. IHFANINT-H cnpei gns TOB Ykpaina TOB "Mikpochapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | Tuny 6e3 UA/0938/01/01
poTOBOI "Mikpochbapm - 3MiHM WoAo 6e3nekn/edpeKTNBHOCTI Ta chapmakoHarnsgy peyenma
NOPOXHWHK, Nno 30 " (iHWi 3MiHM) - BHECEHHSA 3MiH [0 po3ainy «MapKyBaHHs»
ry 6anoHi; no 1 MK$ N13; 3anponoHosaHo: MAPKYBAHHSA. 3rigHo
6a10oHy 3 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHN BHECEHI B
posnunioBavem Ta TEKCT MapKyBaHHS yNakoBKMN NiKapCbKoro 3acoby oo
3aXUCHUM 3a3HayeHHs OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl.
KOBMA4KoM Y nauuj BBefeHHs1 3MiH NpoTArom 6-Tv MicAUiB nicns
3 KapTOHY 3aTBEPAKEHHS
52. IHOAHPUKC cycneHsia (DTPa- nakcoCwmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHn | Tuny 3a UA/16235/01/01
FEKCA™/INFANR | HBV-IPV) ans KnsiiH BputaHis Bionoaxikans C.A. - 3MiHUM 3 AKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTposb peyenmom
IX HEXA™ iH’ekuili no 0,5 mn Ekcnopt [OMNOMIXXHMX peyoBUH. 3MiHa NapameTpiB crewmdikauii
KOMBIHOBAHA (1 posa) Ta Nimiteq Ta/abo fonycTMMUX MeX AN AONOMIXHOI pevyoBUHM
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)

BAKUVHA And niocpinizat (Hib); 1 (AonoBHEHHS cneumndikaLii HOBUM NOKA3HUKOM 3

NMPODITAKTUKU nonepegHL0 Bi4NOBIAHMM METOA4OM BMNPOOYBaHHS) - AO4ABaHHS TECTy

DUNOTEPII, HanoBHEHUIA Ha BMicT 3ani3a (Limit test Iron) 3 kpUTepieEM NPUIAHATHOCTI

NMPABLA, 0HOpPAa30BuiA «He Binblue 15 ppm» 418 AOMNOMDKHOI PeYOBUHU a/TtoMiHIK0

KALLUJTIOKY wnpuy (o 0,5 mn hocdat (AIPO4). PepakuiitHi npaskv B po3gini 3.2.P.4

(ALENONAPHA (1 poza)) y Control of excipients; 3miHW | TRy - 3MiHW 3 AKOCTI.

N KOMMOHEHT), | komnnekTi 3 [OTOBWIA Nikapcbkuii 3aci6. KOHTPOsIb AOMOMKHUX

FENATUTY B, [,BOMa rosikamu ta peyoBuH. 3MiHa napameTpiB cneumdikauiin Ta/abo

noniomMienity chnakoH 3 [ONYCTUMUX MEX A/18 AOMOMDKHOI PEYOBUHM (4OMOBHEHHS

TA
3AXBOPIOBAHD,
3B6YAHUNKOM
AKNX €
HAEMOPHILUS
INFLUENZAE
TANY B

niodpinizatom (Hib)
ona 1 nosu, wo
3MiLLYHOTbCSA
nepef
BMKOPUCTaHHSM
(wnpwy, 3 ronkamu
3aKpUTi 'yMOBMMY
KoBnaykamu); Asi
ronku (ogHoro
po3Mipy), wnpuLy
Ta hakoH
repMeTuyHO
3anakoBaHi y
nnacTVKOBWIA
KOHTeliHep; no 1
a6o no 10
NIacTUKOBUX
KOHTElHepiB y
KapTOHHii
Kopob6ui; 1
nonepeaHLo
HanoBHeHWI
OofHOpa3oBwui
wnpuy (Mo 0,5 mn
(1 Aoza)) y
KOMMNIEeKTi 3
ABOMa rosikamu Ta
hnakoH 3
niogpinizatom (Hib)
ana 1 nosu, wo
3MiLLYIOTbCA
nepef
BVKOPUCTaHHAM
(wnpwy, 3 ronkamu
3aKpUTi TYMOBUMU
KoBnaykamu); ABi
rofikn (ogHoro
po3mipy), Wwnpuy,
Ta ps1akoH

crneundikaLii HOBUM NOKA3HMKOM 3 BiNOBIAHUM METOAO0M
BMNPOGYBaHHS) - A0AABAHHSA TECTY Ha BMICT a30Ty
(Nitrogen test) 3 kpUTEpIEM NPUIAHATHOCTI «He binbwe 173
ppm» A15 4ONOMDKHOI peqoBUHM altoMiHito dhocdat
(AIPO4); 3MiHu | TNy - 3MiHM 3 AKOCTI. FOTOBWUIA
nikapcbkuii 3aci6. KOHTPO/Ib AOMOMIXHMX PEYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MeX AN
[OMOMDKHOT peYOBMHY ([OMOBHEHHSA cneundikaLii HoBUM
NoKa3HUKOM 3 BifMOBiAHNM METOAOM BUMNPOOYBaHHS) -
[ofaBaHHsA TecTy Ha BMICT HiTpartiB (Limit test Nitrates) 3
KpUTepieM NPUAHATHOCTI «He Ginblie 100 ppm»
[OMNOMDKHOT peyoBMHY astomiHito hocdpat (AIPO4)
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)

repMeTuyHO
3anakoBaHi y
NI1acTUKOBUIA
KOHTeliHep; no 1
a6o no 10
N1acTUKOBUX
KOHTEWHepiB y
KapTOHHI Kopo6Lii

53. KABEP/IH Tabnetku 0,5 mr; CaH IHais CaH IHais BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHu | Tuny 3a UA/18103/01/01
no 2 abo no 4 dapmacbioT dapmacboTukan - 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsay peuenmom
Tabnetkn y nKan IHgacTpi3 Nimiteq (iHWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yMakoBKM
6nictepi abo IHOacTpi3 nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaL,i LLoao
cTpwuni, no 1 Nimitep 3a3HauyeHHs OAMHULb BUMIpIOBaHHSA Y cuctemi Sl. TepmiH
6nictepy abo BBE/EHHS 3MiH - MPOTAroM 6 MicALB NiCNs 3aTBEPAXEHHS
cTpuny B
KapTOHHii
yMaKoBLi

54, KAHABIT po34nH ons BB dapma Yecbka EiuBiEm ®apma CnoBaubka | BHECEHHS 3MiH 10 peecTpaviiiHux maTepiasiB: 3MiHu | Tuny 3a UA/12630/01/01
iH'ekuili, 10 mr/mn a.c. Pecny6nik c.p.o. Pecny6nika | - 3MiHu Wopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay peyernmom
no 1 mn B amnyni a (iHWi 3MiHW) - OHOB/IEHHST TEKCTY MapKyBaHHS yNakoBKW
3 KOPUYHEBOrO nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaL,i LWoao
ckna; no 5 amnyn 3a3HavyeHHs OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl.
BMILLylOTb B BBefeHHs 3MiH MPOTAroM 6-Tn MicsAUiB nicns
yNakoBKy 3 NiBKu 3aTBEPAKEHHS
PVC;no 1l
NIacTUKoBIl
ynakosLi B
KapTOHHi Kopobui

55. KAMNEUWBEKC TabneTkn, BKpUTI Akkopg, Benuka Akkoppg, Xenckea Benuka BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3miHu | Tuny 3a UA/14799/01/01

150 nniBKOBOKO Xenckea BpuTaHis Nimiten, Benvka BpuTanis/ - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarniagy. peuyenmom

060/10HKOI0, N0 Nimiteq BputaHis (BupobHuk | Itanis/ IHgis/ BeefeHHs1 ab0 3MiHK [0 y3araslbHeHUX AaHnx npo
150 mr no 10 BiANOBIAa/IbHMI 3a Icnanis cucTemy chapmakoHarnsigy (BBeAEHHS y3araslbHEHUX
Tabnetok y BUNYyCK cepii); OaHux npo cuctemy hapmakoHarnsgy, amiHa

6nictepi; no 3, 6
abo 12 6nictepiB y
KapTOHHI KopooLli

AkKoppg, Xenckea
Nimiten, Benvka
BpuTaHisa (nepsuHHe
Ta BTOPUHHE
nakyBaHHs); AJIC
Na6opaTtopic
(FOKeit) Nimites,
Benvka BputaHis
(KOHTPO/b SAKOCTI
cepii); ACTPOH
Pe3bopu JlimiTepg,
Benuvka bputaHis
(KOHTpOSb AKOCTI
cepii); 44N Canni

YNOBHOBaXKEHOI 0CO6U, BiNOBIAANBHOI 33 34iICHEHHS
chapmakoHarnsgy; KOHTaKTHoOi 0cobu 3 hapmakoHarnsagy
3asBHUKA ANA 34iiCHEHHA hapMmakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsay
(BKKOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLLEeHHI
macTep-aiina cuctemu papmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06YM 3a8BHMKa, BiANoBifabHOT 3a
thapmakoHarnsg.

MponoHoBaHa pefakuis: Agata Gesiewicz. 3miHa
KOHTaKTHUX AiaHNX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiANoBiAa/IbHOT 3a (hapmakoHarnsa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOI 0COOU 3asiBHUKA,
BiANOBiAA/IbHOI 32 hapmakoHarnsg B YkpaiHi. 3miHa
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

Yeiin, ITania CMA,
ITania (BropuHHe
nakyBaHHS); IHTac
dapmacbloTikan3
Nimitea, IHaia
(BMpPOGHMLTBO
roToBOro
NiKapcbKoro 3acooy,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b SKOCTI
cepil
(anbTepHaTMBHUI
BMPO6HUK)); IHTac
dapmacbloTikan3
Nimitea, IHaia
(BMpOGHMLTBO
roToBOro
NiKapcbKoro 3acooby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b SIKOCTI
cepii ); Nabopartopi
dyHaacio Jay,
IcnaHis (KoHTponb
AKOCTI cepil)

MicLie3Hax0MKeHHs1 MacTep-haiina cucremu
hapmakoHarnsgy. 3miHa Micusi 34ilCHEHHS1 OCHOBHOT
LOiSIbHOCTI 3 chapmakoHarnsgy

56.

KAPBOMNNATUH
MEAAK

KOHLeHTpaT ans
PO34MHyY Ans
iHdpy3iid, 10 mr/mn;
no 5 mn a6o 15
M, abo 45 mn,
a6o 60 mn, abo
100 mn 'y chiakoHi;
no 1 dpnakoHy B
KapTOHHI KopooLyi

Megpak
lesenblad
T chrop
KniHiwe
Lneuiansnp
enaparte
M6X

HimeyunH
a

BTopuHHe
nakyBaHHs,
MapKyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepii:

Mepak Nesenbliadt
dhrop KniHiwe
Lneujansbnpenapar
e M6X, HimewunHa
Brpo6HMUTBO "in
bulk", nepBuHHe
nakyBaHHs Ta
KOHTPO/b cepiii:
OHkoTek ®apma
MpogakwiH M'm6X,
Himeuyunna

HimeyunHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3mMiHu | Tuny
- 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS yNakoBKW
NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmal,ii Wwoao
3a3HayvYeHHs OAVHMLb BUMIPIOBaHHSA Y cucTemi Sl.
BHeceHHs 3MiH [0 po3giny «MapkyBaHHs» B MKA /13:
3aTrBepmkeHo: MapkmpoBka MapkyBaHHS NiKapCbKoro
3aco0y, Lo MICTUTbCA Y MeTofax KOHTPO/IO AKOCTI
nikapcbKkoro 3acoby. 3anponoHoBaHo: Mapkuposka B
COOTBETCTBUU C YTBEPXKAEHHBIM TEKCTOM MapK/VpPOBKW.
BBeeHHs 3MiH NpoTAroM 6-tn micauis nicns
3aTBEPAKEHHSA

3a
peyerimom

UA/10829/01/01

57.

KATEOXE/b 3
NIAOKAIHOM

renbno125ry
rocpoBaHomMy
wnpui-Ty6i; no 1

PapmaveyTi
e Pabpik
MoHTaBIT

ABCTpIs

dapmaueyTiwe
habpik MoHTasiT
m6X

ABCTpiIs

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny
- 3MiHM Wopao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy
(iHWi 3MiHW) - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNaKoBKM

3a
peuyenmom

UA/4660/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
rocpoBaHomy m6X NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaL,ii Wwoao
LnpuLy-Ty6i y 3a3HayeHHs OAVHVLb BUMIPIOBaHHSA Y cuctemi Sl
6nicTepi; no 1,
abo no 5, abo no
25 6nictepiB y
KapPTOHHI Kopobui
58. KBATTPEKC kancynu no 250 TOB YkpaiHa TOB "®dapma Ctapt" Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 6e3 UA/12875/01/01
™mr; no 10 kancyn y "ACIHO - 3MiHM 3 AIKoCTi. FOTOBWIA NikapcbkuiA 3aci6. Onuc Ta peyenma
6nicTepi; no 2 YKPAIHA" cknag. 3miHa y cknagi (4onomMiKHUX pevyoBUHax) roToBoro
6nictepu y nauui 3 nikapcbKoro 3acoby (iHLi 4oNOMDKHI pevyoBuHY) - Byab-saKa
KapTOHY; He3HayHa 3MiHa KiflbKiCHOro ckiafy [OMOMDKHUX PEYOBUH
y FOTOBOMY JlikapCbKOMy 3aco6i - BHeCeHHs 3MiH A0 p.
«Cknag; JonomikHi pe4oBUHM», a came 3MEHLLEHHS
KiNbKOCTi MarHito cteapaTty Ta KOMMneHcauist ioro
MIKPOKPUCTa/TiYHOK LLeN103010
59. KETOJIOHT - Tabnetkv no 10 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3MiHu | Tuny 3a UA/2190/02/01
AAPHUNLA® mr, no 10 "®hapmaueBT "hapmaleBTUYHa - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy peyenmom
Tabnetok y n4yHa chipma ipma "dapHnus” (iHWi 3MiHM) - OHOBJ/IEHHA TEKCTY MapKyBaHHS YNakoBKu
KOHTYpHil "NapHuus" NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaL,ii Wwoao
YapyHKOBIl 3a3HaYeHHs OAMHULb BUMIPIOBaHHSA Y cucTemi Sl.
ynakosi, rno 1 BBefeHHs 3MiH NpoTAroM 6-tn micauis nicns
KOHTYPHIlA 3aTBepAKEHHSA
YapyHKOBIl
ynakoBLji B nayi
60. KNEKCAH®300 po3unH ans TOB YkpaiHa PAMAP XEJNC Icnanis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | Tuny 3a UA/10143/01/01
iH’ekuii no 10 000 "CaHodi- KEAP CEPBICI3 HimeuunHa - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
aHTn-Xa MO/mn ABeHTIC MAOPWA, C.AY., azpecu Micus NpoBaMKeHHS AisNbHOCTI BUPOGHMKA
Ne 1 (no 1 YkpaiHa" Icnanisa (BKtOYAtOUN, 3a HEOOXIAHOCTI, MicLe NPoBefeHHS
6aratof030BOMYy CaHodpi-ABeHTiC KOHTPO/O AKOCTI), abo BnacHuka mactep-caiina Ha Adl,

hnakoHy no 3 mn
B KapTOHHiA
Kopoo6Lj)

[Hoiunang Mm6X,
Himeuunna

ab6o noctavansbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
3aCTOCOBYIOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha Nnikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BifnNoBigHOCTI EBponelickkili hapmakonei y
3aTBEPIAKEHOMY [OCbE, @60 BMPOGHMKA HOBOI [OMOMIKHOI
pPeyoBMHM (AKLLO 3a3HAYEHO Y 0CLE) - 3MiHa agpecu
noctavajibHUKa BUXigHOro martepiasny, LWo
BMKOPVCTOBYETLCA NPU BUPOOHWLTBI [iH0HOT PEYOBUHY
(oHoBNEHHA aapecy komnaHii Bioiberica S.A.U.,
3aTBEPLPKEHOr0 NocTavasibHNKa YACTOro renapuiHy) B
3B’A3KY 3 3MiHamy y Hymepaluii Ta kapTu By UL MiCLEBOIO
BNafl010; MiCLLe BUrOTOB/IEHHS Ta BCi BUPOOHUYI onepauii
3a/MLLIATbCA OAHAKOBUMU; Lie N1Lle aAMiHicTpaTVBHa
3MiHa ANs aganTauii NOTOYHOT agpecy A0 3MiH,
3aTBEPKEHMX MICLLEeBOK BNaA00; 3MiHW | Tuny - 3MiHK 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y napameTpax
cneundikauii Ta/abo 4ONYCTUMUX MEX, BU3HAYEHUX Y
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
cneuudikayisx Ha Adl, abo BUXigHWA/NPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLECI
BMPO6HULTBA AP (3BY)KEHHS AOMYCTUMUX MEX,
BM3HaYeHuX y crneundikadii) - 3miHa napameTpis
cneuudikaLii BUXigHoro matepiasy, L0 BUKOPUCTOBYETLCSA
B MPOLIECi BUrOTOB/IEHHS AiH0HOT PEYOBUHY (3BY)XXEHHSA MEX
crneuudikaLii); MeTol 3MiHV € BUMPaBNEHHS KpUTepis
MPUAHATHOCTI TECTY Ha ifEHTUYHICTb renapuHy Hatpito C:
1H NMR, sika Bignosigae moHorpadii €& 0333.; 3MiHu |
TMny - 3MiHK 3 AkocTi. API. KoHTposnb APl. 3miHa y
mMeTogax BunpobysaHHsA A®l abo BUXiAHOrO
mMarepiany/npomMiXKHOr0 NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpo6HuLTBa AP (HE3HauHI
3MiHW Y 3aTBEPAKEHNX METofax BUNPOo6yBaHHS) -
Y3rofxeHHs cneuudikaii A58 YNCTOro renapuHy HaTpito
ons nokasHuka Nitrogen 3 BuMoramu moHorpadii EP 0333
(31,3-2,5 0o 1,5-2,5%) Ta Ha OCHOBI CTATUCTUYHMX JAHNX
61. KNO®PAPABIH- KOHUEeHTpaT ans Mictpan AHrNIA xeHedapm CA, peuisi/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHu | Tuny 3a UA/16862/01/01
BICTA pO34nHy Ans Kenitan Ipeuis HimeuunHa/ | - 3miHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy peuenmom
iHdpysin, 1 mr/mn, MeHemkmeH (BpOGHMLTBO, Icnanis (iHLLi 3MiHW) - OHOBNEHHSA TEKCTY MapKyBaHHS ynakoBKu
no 20 mn (20 mr) y T NimiTep, nepBrHHE, BTOPVHHE nikapcbKoro 3acoby 3 BHECEHHSIM iHdhbopMaL,i LWoao
dhnakoHi; no 1 nakyBaHHs1, 3a3HayeHHs OAVHMLL BUMIPIOBaHHA Y cucTemi Sl.
chnakoHy B KOHTPO/b SKOCTI); BBefeHHs1 3MiH NpoTArom 6-Tv MicsAuiB nicns
KapTOHHI Kopo6Lyi Mega-X-Tpecc M'v6X, 3aTBEPAKEHHS
Himeuunna
(BTOPUHHE
nakyBaHHs); CiHTOH
XicnaHisi, C.J1.,
Icnania (Bunyck
cepil)
62. KOPHEPEFE/Ib® | renb o4HwWiA, 50 TOB YkpaiHa [Op. F'epxapa MaHH HimeuunHa | BHECEHHS 3MiH A0 peecTpauiiiHux MaTtepianis: 3MiHW | TUny 6e3 UA/8545/01/01
Mmr/r, no 51y Ty6i; «BAYLU XeMm.-chapm. dabpuk - 3MiHM Wwogo 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay peyenma
no 1 Ty6i B XENC» 6X

KapTOHHI Kopo6bLyi

(iHWi 3MiHW).
3MiHM BHECEHi B TEKCT MapKyBaHHS YNakoBKW NiKapcbKoro
3aco0y W00 3a3HauYeHHA MKHAPOAHMX NO3HaYeHb
O MHWLb BUMIPIOBaHHS. BHeceHHs 3MiH [0 po3giny MKA
N3: M'pachmnyeckoe ohopmaeHne ynakoBku. BBeaeHHs 3MiH
NPOTArom 6-T MiCAILiB MicAsi 3aTBEPAKEHHS. 3MiHM | Tuny
- AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afipecyt MicLs NPOBaKEHHSA AisNIbHOCTI
BMPO6HMKa/iMNopTepa roToBOro JlikapCbkoro 3acoby,
BK/IOHAKUM AiNbHULj BUNYCKY cepil abo micue
NPOBeEHHSI KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKY
BiNOBiAA€ BUPOOHMK/iIMNOPTEP, BKOUYAKOUM BUNYCK
cepiii). 3miHa B HaliMeHyBaHHI Ta agpeci BUpo6Huka M13.
3MiHW BHECEHI Y po34in "BUpobHKK" Ta
"MicuesHaxomKeHH BUPOGHMKa Ta Moro agpeca Micus
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
NPOBaPKEHHSA AiS/IbHOCTI" B IHCTPYKLi0 4151 MeAUYHOTO
3aCTOCYBaHHSA Ta K HAC/IAOK - BIANOBIAHI 3MiHW Y TEKCTI
MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-tu micAuis nicns
3aTBEPKEHHS.
63. Kocont Kpansi o4Hi, CaHTeH AT PiHNAHAIA Na6opaTtopii Mepk PpaHuia/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny 3a UA/12581/01/01
po34nH, N0 5 Mny LWapn i Joym HigepnaHan | - 3miHu woao 6e3nekn/edekTMBHOCTI Ta papMakoHarnsaay. peuenmom
nn1acTMKoBOMY LLinbpe, ®paHuis; / Anowisa/ BBefeHHst abo 3MiHM [0 y3araslbHeHUX AaHnx Npo
hnakoHi Tuny MaHydakTypiHr PiHnaAHaifa cuctemy hapmakoHarnsagy (BBefeHHs y3arasibHeHNxX
OkymeTp lMnoc® MaxkariHr ®apmaka [aHux npo cuctemy hapmakoHarnsgy, 3amiHa
abo 6inomy (MNo) b.B., yNOBHOB&XeHOT 0cobu, BiANoBiAanbHOT 3a 34iACHEHHS
Hanisnpo3opomy Higepnangu chapmakoHarnsgy; KOHTaKTHoi 0cobum 3 hapmakoHarnagy
nnacTuKoBomy (anbTepHaTuBHUIA 3asBHUKa 419 3AiliCHeHHs hapMakoHarnagy B YkpaiHi,
dhnakoHi Trny 6 3 BMPOGHMK, AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
6isIOK0 KPULLIKOHO; BignoBiganbHWii 3a BiANOBIAa/IbHOI 3a 34iicCHEHHs hapmakoHarnsgy
no 1 dpnakoHy B BTOPVHHE (BK/KOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLLEeHHI
KapTOHili Kopobu,i nakyBaHHs); CaHTeH mMacTep-gaiina cucteMmn hapmakoHarisgy) - 3miHa
AT, ®iHnaHgia KOHTaKTHUX JaHuX YMOBHOBaXeHOI 0cobu, BignosigansHoT
(anbTepHaTUBHUIA 3a (papmakoHarnag,. 3MiHa KOHTakTHOT 0cobun
BMPOGHMK, YMOBHOBaXEHOI 0CO6VM 3aABHWKa, BigNoBifa/IbHOT 3a
BiANoOBigaIbHMI 3a hapmakoHarnsag B Ykpaii.
BTOPUHHE MponoHoBaHa pepakuis: CaByeHKo AMUTPo. 3miHa
nakyBaHHSA Ta KOHTaKTHUX AaHWNX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT
BUMYCK cepii, 0cobu 3asBHKKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg, B
BK/IHOYaA0UN YKpaiHi. 3MiHa MicLle3HaxomKeHHs1 MacTep-haiina
KOHTpO~b cepii); cucteMu dhapmakoHarnsgy. 3MiHa Micus 34iCHEHHS
CaHTeH OCHOBHOI AissNbHOCTI 3 hapmakoHarnsgy
PapmacbTukasc Ko.,
T4 HoTo MnaHT,
AnoHia
(anbTepHaTUBHUIA
BMPOGHUK,
BignoBiganbHWi 3a
BUPOGHMLTBO in
bulk, nepBuHHe Ta
BTOPUHHE
nakyBaHHs)
64. KCANNATAH® Kpansi ouHi, Mdpaiizep CWA Mdpaiizep Benbris BHECEHHS 3MiH A0 pPEeECTpaLiiHNX MaTepiasliB: TEXHIYHA 3a UA/11617/01/01
po3unH 0,005 %; IHK. MeHtohekuypuHr nomusika (3rigHo Hakasy MO3 Big, 23.07.2015 Ne 460) peuyenmom
no25mMny Benbria HB BunpasneHo TeXHi4YHy NOMUKY B TEKCTI MapKyBaHHS

nonieTuaeHoBoMy
thnakoHi; no 1
dNaKoHy B
KapTOHHI KOpoOL;ji

nikapcekoro 3acoby. SATBEP)KEHO: 2. KI/IbKICTb
AIK0YOT PEYOBKHN
1 mn (ml) po3umHy micTuTb 50 MKr (mcg) nataHonpocTy;
naraHonpocT latanoprost 0,005 %
3AMNPOMNOHOBAHO: 2. KIJIbKICTb AIK04Ol PEHOBUHN
1 mn (ml) po3unHy micTuTb 50 MKr (1g)
naraHonpocTy; naraHonpocT latanoprost 0,005 %
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
3a3HaueHe BUMNpaB/ieHHSA Bignosigae marepianam
pPeECTPaL,iHOro A0CbE
65. KCANONTUK Kpansi o4Hi, dapmanesT Monbwa Bupo6HuuTBO M3, Kopes/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUny 3a UA/13411/01/01
KOMBI po34unH, no 2,5 mn NYHWIA nepBrHHE Ta Monbwa - 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuid 3aci6. (iHWi 3MiHK) - peuenmom
y chnakoHi 3 3aBog BTOPUHHE KopuryBaHHs posginis 3.2.P.3.1. BupobHwuku Ta 3.2.P.7.
KpanenbHULElo; "Monbthapm nakyBaHHs, CuctemMa KoHTelHep/3aKynoptoBasibHWi 3aci6, a cave:
no 1 a6o no 3 a"C. A. KOHTPO/b SKOCTi: Po3gin 3.2.P.3.1. BupobHuku:
chnakoHm 3 TaexyH ®APM. Ko. [OOMNOBHEHHSA pO3Ainy 3a BiACYTHOCTI iHdhopmaLii npo
KpanesibHuLEe B Nta, Kopes; dapmaneBTuuHMiA 3aBog, "Monbapma” C.A., Monblua aK
KapTOHHI KopobLyi BTopuHHe albTepHATUBHONO BUPOOHYKA LLOAO NakKyBaHHS, KOHTPOSIO
nakyBaHHs, SIKOCTi Ta BUMYyCKy cepii. ogaATKoBO BUAAIEHO
KOHTPO/b AKOCTI iHbopmauito npo crapy agpecy TaexyH ®APM. Ko. /1T,
'N3 Ta BUNYyCK cepii: Kopest Ta gofaHo dyHkuii. Po3gin 3.2.P.7. Cuctema
dapmaueBTUYHNI KOHTeliHep/3aKyrnoptoBasibHWii 3aci6: BunpasBneHHs
3aBop, NOMW/IOK BiHOCHO BUCOTM KparnenbHuui 3 18,8 mm (= 0,5
"Monbchapma” C. A, MM) Ha 18,8 mm (+0,5 mm, -0,3 MM), BUCOTK Binoro
Monbwa rBuHTOBOrO Kosnauka 3 31,5 + 0,6 mm Ha 31,9 = 0,6 mm.
CrieundikaLis noctavasibH/Ka He 3MiHIBa1acChb.
BBeneHHs 3MiH NpoTAroM 6-Tn micAuiB nicns
3aTBEpPAKEHHSA
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHM Yy BUpO6HULTBI. 3amiHa abo BBeAEHHS [04aTKOBOI
AinbHULI BUPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(giNnbHULSA ANA BTOPUHHOTO NakyBaHHS) -
BBE/EHHS A0AAaTKOBOI AiNbHULI BUpobHuyTBa /13, a came
dyHKLT BTOPMHHOTO NakyBaHHA A4/15 BUPOOHMKa TaexyH
®APM. Ko. T4, Kopes. BeeaeHHs 3MiH NpoTAroM 6-tu
MiCSLIB NiCNSA 3aTBPMAKEHHS.
66. KCANTO®AN po34nH ons A/T Hoso [Janis BMPOGHUK [JaHis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny 3a UA/18253/01/01
iH'ekyiii, 100 Hopgaick BiANoBigabHUI 3a - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta chapMakoHarnsay peyernmom
Oof/mn T1a 3,6 36UpaHHs, (iHWi 3miHM)- OHOBEHHST TEKCTY MapKyBaHHS yNaKoBKU
Mmr/mn; no 3 mny MapKyBaHHs Ta nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaLi LWoao
KapTpuaXi, Ak BTOPUHHE 3a3HavyeHHs OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl.

MIiCTUTBLCS B
nonepeaHLo
3anoBHeHil
6araTo030Bili
o4HOpa3oBili
LNpuL-pyYL, no
1,3a6o5
nonepeaHLo
3anoBHEHUX
LUNPWL-PYYOK B
KapTOHHI Kopo6Lyi

nakyBaHHS rOTOBOrO
NPOAYKTY, KOHTPO/Ib
AKOCTI rOTOBOrO
NPOAYKTY:

A/T Hoso Hopgick,
[JaHis
BUPOBHMK
Hepo3dacoBaHoro
NPoAyKTY,
HanoBHEHHS,
nepBUHHA ynakoBka,
nepesipka Ta
KOHTPO/Ib SKOCTI,

BBefeHHs 3MiH MPOTAroM 6-Tn MicsAUiB nicns
3aTBEPAKEHHS
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Ne

Hassa

dopma sunycky

3asaBHUK

Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
BiANOBIgabHUI 3a
BMNYCK Cepiit
KIHLLeBOro NpoayKTy
A/T Hoso Hopgick,
[JaHis
67. KCENOAA® TabneTkn, BKpUTI ®.XocpcpmaH | LUBeiiuapi Ekcenna 'M6X eHp, HimeuuunHa/ BHECEHHS 3MiH [0 peECTpaLiiiHMX MaTepiasiB: TeXHIYHA 3a UA/5142/01/01
nNiBKOBOKO H-/19 Powwu A Ko. KI', HimeuunHa LLIBeiiuapis nomusika (3rifHo Hakasy MO3 Big 23.07.2015 Ne 460) - peuenmom
060/10HKOI0, N0 nrg (BupobHuuteo BMMNpPaB/IEHO TEXHIYHY NOMUIIKY Y TEKCTi MapKyBaHHS
150 mr, no 10 Hepo3acoBaHo! ynaxkoBku J13.
Tabnetoky npoAykLii, nepBrHHe 3AIMPOIMNOHOBAHO: BIAOMOCTI, WO BKA3YKOTbCHA
6nicTepi, no 6 nakyBaHHs, HA 30BHILLHIN YNAKOBLI IKAPCbKOIrO 3ACOBY
6nicTepiB y BTOPVHHE KCENOAA®, Ne 60 (10 x 6) y 6nicTepax kapTOHHa
KapTOHHii nakyBaHHs, Kopobka — BTOPVIHHA YMNAKOBKA 3a3HaueHe
ynakoBLj BMNPOOGYBaHHS BUNPAaB/IEHHS BiAMNoBigae maTepiasiaMm peecTpauiinHoro
KOHTPOJO SIKOCTI); [ocbe
Pow ®apma Arl,
Himeuunna
(BunpobyBaHHs
KOHTPO/O SIKOCTI);
®.XothpmaHH-/15
Pow /Ta,
LLiBeiiuapis
(NepBuHHE Ta
BTOPUHHE
naxyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI,
BMNYCK cepii)
68. KCUNTOMETAS30 NMOPOLLIOK AT YkpaiHa YxaHb Y510 Kutaii BHECEHHS 3MiH A0 pPEeECTpaLiiHNX MaTepiasliB: TEXHIYHA - UA/15039/01/01
niHY (cybcTaHuis) ans "papmak” dapmac'totukan Ko., nomusika (3rifHo Hakasy MO3 Big 23.07.2015 Ne 460) -
rigPpoxnoprump hapmaueBTUYHOT nrg BUNPAB/IEHHS TEXHIYHWUX NOMWOK, 3rigHO Nn.4 n.2.4.
0 3aCTOCYBaHHS Y po3giny VI Hakazy MO3 YkpaiHu Big, 26.08.2005p. Ne 426
noAgiliHnx (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460)
nonieTuneHoBmx — NOMWJIKV NOB'A3aHI 3 Nepeknafom abo nepeHeceHHsM
naketax iHdhopmawii, siki 6y gonyLleHi nig yac NpoBeAeHHS
npoueaypun peecTpadii nikapcbkoro 3acoby (Haka3 Ne288
Bif 31.03.2016p.). Ha TuTyNnbHIl cTopiHyi MKA, npn
3a3HayeHHi Ha3BW BUPOGHYMKA YKPaiHCLKOI0 MOBOI, 6Y/10
NOMWJIKOBO BKasaHo «®apmac'toTikan», 3aMiCTb
«®dapmMac'toTukas»; 3anpornoHosaHo: BUpo6HuK, kpaiHa:
YxaHb Y0 ®apmac'totukan Ko., /itg, Kutain 3asHaueHe
BMMNpaB/IEHHS BiANOBiJae MaTepianiam peecTpaviiHoro
[ocbe. BignosigHo [0 3aABKM NPO AepXaBHY peecTpaLiio
Ad| ab0o fitouoi peyoBMHM, 3a3HAUYEHO «YXaHb Y510
dapmac'totukan Ko., ita, Kntaii»
69. KY3IMO10/1® Kpanni o4Hi, 0,5%; Hosapric LLIBeiiuapi AnkoH Kysi, C.A. IcnaHis BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3miHu | Tuny 3a UA/2767/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
nos5wmny dapma Al A - 3MiHU Woao 6e3nekn/eddeKkTMBHOCTI Ta thapmakoHariagy. peuenmom
hNaKoHi- 3MiHa y KOpOTKiil XapaKTepuCcTULi Nikapcbkoro 3acooby,
KpanenbHuui; no 1 TEKCTi MapKyBaHHS Ta iHCTPYKL,i 415 MeauyHOro
dhnakoHy- 3aCTOCYBaHHA Ha MifCcTaBi PerynspHO OHOB/IOBAHOTO 3BITY
KpanesibHWLj B 3 6e3nekn nikapcbKkoro 3acoby, abo AOCMiMKEHb 3 6e3nekn
KOpOO6L|i 3 KapTOHY 3acTOCyBaHHSA NiKapCbKoro 3acoby B Mic/ispeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MnaHy negiaTpuyHmnX
pocnipxeHb (PIP) (3MiHy y3rofpkeHo 3 KOMNeTEHTHUM
YNOBHOB&XXEHUM OpPraHoM) - 3MiHW BHECEHO [0 po3finis
"3paTtHICTb BIIMBATU Ha LIBMAKICTb PeakLiil Npu KkepyBaHHi
aBTOTpaHCMNopTOM abo iHWUMK MexaHismamu', "To6iuHi
peakuii" BiaNoBiAHO 4O OHOBNEHOI iHChopMaLii 3 6e3neku
3aCTOCyBaHHA Ail040i peyoBVHU. BBEAEHHS 3MiH NPOTArom
6-TV MiCALIB MiC/1A 3aTBEPKEHHS
70. NAMIKOH® Kkpem 1 %, no 15r AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 6e3 UA/2714/04/01
AEPMIE/Nb y Ty6i; no 1 1y6i y "®papmak” - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenma

nayui

afipecy 3asBHMKa (BNacHWKa peecTpauiiHoro
NOCBIJYEHHS) - 3MiHa Ha3BY Ta afpecu 3asBHUKA
(BBeggeHHs 3MiH MpoTAroM 6-Tv micsAuiB nicns
3aTBEPKEHHS); 3MiHW | TUNY - AOMIHICTPATUBHI 3MiHU.
3MiHa HalimeHyBaHHs Ta/abo agpecy MicLs NPOBaAXEHHSI
AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro J1ikapCbKoro
3aco6y, BKIHYaKUU AibHULL BUNYCKY cepii abo MicLe
NPOBeAEHHS KOHTPOIO AKOCTI. (4iSANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/iIMNOpTep, BKIOYaUM BUMYCK Cepii)
- 3MiHa Ha3BW Ta agpecy BUPO6HWKa, 6e3 3MiHM Micus
BUPOGHMLUTBA. 3MiHM BHECEHI Y po3ainn "BUpobHuK" Ta
"Micue3HaxomkeHHs1 BUPO6HMKa Ta oro agpeca micus
NPoBaPKEHHSA AiS/IbHOCTI" B IHCTPYKL,i0 4151 MeAUYHOro
3aCTOCYBaHHSA Ta K Hac/ifoK - BiANOBIAHI 3MiHN Y TEKCTi
MapKyBaHHS yNakoBKM MikapcbKoro 3acoby (BeegeHHs
3MiH NPOTATOM 6-TW MICALB NIiC/A 3aTBEPIKEHHSR); 3MiHN |
TUNy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3MiHa y metogax
BUMPOOYBaHHA rOTOBOTO NiKapCcbKoro 3acoby (414
npuBeaeHHs y BiAnoBigHicTL 3 APY abo EBponeiicbkoro
hapMakoneern Ta BUAYYEHHS NOCUIAHHSA Ha 3acTapinuii
BHYTPILLHI MeToA, BUNPO6GYBaHHS i ioro Homep) -
BHeceHHs 3MiH fo Cneumdikayii/MeToaiB KOHTPOO
SIKOCTi NikapCbKOro 3acoby 3a NOKa3HMKOM
«MikpobionoriyHa unctoTa», a came AOMNOBHEHHS
nocunaHHam Ha @Y Ta BUNyYeHHs NOBHOMo BUKIaay
NpoBefeHHS METOAVKM; 3MiHU | TUMY - 3MiHN LWOAO
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
BHeceHHs 3MiH A0 po3giny “MapkysaHHa” MKA /13
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
3arBepmkeHo: MapkyBaHHs. Bignosigae HagaHoMy TeKCTy
MapKyBaHHS 3anponoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS1 OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby i3 3a3HauyeHHAM
MDKHapPOAHUX MO3HAYeHb OAUHULIb BYMiPIOBAHHS.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUiB nicns
3aTBEPAKEHHS
71. NAPHAMIH® KOHUEeHTpaT ans AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasnis: 3MiHu | 3a UA/13304/01/01
pOo34nHy Ans "papmak” TUny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
iHdpysii, 500 Ta/abo agpecy 3asBHKKa (BNacHMKa peecTpaviiHoro
mr/mn, no 10 mn B noceigyeHHs) 3miHa HaliMeHyBaHHS Ta afpecu 3asBHuKa
amnyni; no 5 a6o (BNacHvka peecTpauiiHoro NocBig4YEHHs)
no 10 amnyny BBeneHHs 3MiH NpoTAroM 6-tn micsAuiB nicns
nauj 3 KapToHy; 3aTBepMKEHHS. 3MiHM | Tuny - AOMIHICTPaTUBHI 3MiHN.
no 10 mn B 3miHa HaliMeHyBaHHS Ta/abo agpecu Micus NpoBaKeHHS
amnyni; no 5 LiSiNIbHOCTI BUPOGHMKa/iMnopTepa roToBOro J1ikapCbKoro
amnyn y énictepi; 3aco0y, BK/IYaoun AiNbHNL BUMYCKyY cepil abo micue
no 1 a6o no 2 NpoBeAeHHSA KOHTPOJIH0 AKOCTI. (4iSANbHICTb, 3a AKY
6nictepun B nauui 3 BiANoBigae BUPOGHMK/IMNOPTEpP, BK/OUAOUM BUMYCK CEpiid)
KapTOHY 3miHa HaliMeHyBaHHS Ta agpecy BUPO6HUKa, 6e3 3MiHK
MiCLil BAPOOHMLITBA: 3MiHW BHECEHI B IHCTPYKLil0 ANs
MeauyYHOro 3actocyBaHHs 13 'y p. "BMPOGHMK",
"Micue3HaxomkeHHs1 BUPO6HMKa Ta oro agpeca micus
NpoBapKeHHA Aif/IbHOCTI" 3 BiANOBIAHUMMY 3MiHaMU B
TEKCTi MapKyBaHHs yNakoBOK. BBeieHHsA 3MiH NpoTArom 6-
TN MiCALiB Nicns 3aTBepMKeHHS. 3MiHW | Tuny - 3MiHn
Loao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHN) BHeceHHs 3MiH f0 po3giny «MapkyBaHHs» MKA /13
3aTtBeppxeHo: MAPKYBAHHA Bignosigae HagaHomy
TEKCTy MapKyBaHHA ynakoBku. 3anponoHOBaHO:
MAPKYBAHHSA 3rigHO 3aTBEpAXEHOro TEKCTY
MapKyBaHHS1.
OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKM /TiKapCbKoro
3acoby 3 BHECEHHSM iHdhopMaLil LLoA0 3a3HAYEHHS
OAMHULIb BUMIPIOBAHHS Y cuctemi Sl. BBefeHHs 3MiH
NPOTArom 6-Tv MiCALIB MicNs 3aTBEPXEHHSA. 3MiHK | Tuny
- AAMiHICTpaTVBHI 3MiHW. 3MiHa HAa3BW NikapCbKOro 3acoby
- 3MiHM BHeceHi Wwoao Ha3sw J13: 3aTBepakeHo:
NAPHAMIH (LARNAMIN) 3anponoHosaHo: JJAPHAMIH®
(LARNAMIN) BBegeHHs1 3MiH NpoTAroM 6-Tu MicsALiB nicas
3aTBEPAKEHHS.
72. NA®PEPOBIOH cnpeii HazasbHUI TOB "$3 Ykpaina TOB "$3 Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 6e3 UA/13779/03/01
no 100000 "BIO®PAPMA "BIO®PAPMA" - 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay peyenma
MO/mn; no5mny " (iHWi 3MiHW) - OHOB/IEHHST TEKCTY MapKyBaHHS yNakoBKW
hNaKoHi, nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaLi LWoao
3aKyrnopeHomy 3a3Ha4yeHHs OAVHMLb BUMIPIOBaHHSA Y cuctemi Sl.

MiKp0/103aTOPOM-

BHeCeHHs1 3MiH A0 po3ainy “MapkyBaHHs” MKA N13:
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
po3nuoBaYvem; 3arsepaxeHo: MAPKYBAHHSA. TekcT MapKyBaHHA
no 1 conakoHy y NepBUHHOT Ta BTOPUHHOI YNaKOBKW JOAAETHCA.
nauyj 3 KapToHy 3anponoHoBaHo: MAPKYBAHHSA. BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBELEHHS
3MiH - He ni3Hiwe HiX 3 Micaui nicnsa 3aTBEpAKEHHS 3MiH
73. NA®PEPOBIOH Kpanni HasasibHi TOB "®3 Ykpaina TOB "$3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny 6e3 UA/13779/02/01
no 100000 "BIO®PAPMA "BIO®APMA" - 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsay peyenma
MO/mn; no 5 mny " (iHWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yMakoBKM
hN1aKoHi, nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaL,i LWoao
3aKynopeHomy 3a3HayeHHs OAVHMLL BUMIPIOBaHHA Y cucTemi Sl.
MiKpoZ03aTopoM- BHeCeHHs 3MiH A0 po3ainy “MapkyBaHHs" MKA N3:
KpanesibHuLEelo, 3aTtBepmkeHo: MAPKYBAHHSA. TekcT mapkyBaHHSA
no 1 dpnakoHy y NepBUHHOI Ta BTOPUHHOI YNaKoBKWN A0AAETHCS.
nauui 3 KapToHy 3anponoHoBaHo: MAPKYBAHHA. BignosigHo o
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBELEHHS
3MiH - He ni3Hile HiX 3 MicALi nicns 3aTBEPAKEHHS 3MiH
74. NEBOMIUETUH- Tabnetkn no 250 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux martepiasis: 3miHu | Tuny 3a UA/3470/01/01
AAPHULA mr; no 10 "®apmauesT "PapmaueBTuyHa - 3MiHM Woao 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnsagy peyernmom
Tabnetok y n4yHa thipma ipma "fapHuua” (iHLWi 3MiHW) - OHOBNEHHA TEKCTY MapKyBaHHS ynakoBKu
KOHTYPHIl "NapHuus” NiKapCcbKoro 3acoby 3 BHECEHHAM iHchopmal,ii Wwoao
YyapyHKOBIi 3a3HayeHHs OAVHMLbB BUMIPIOBaHHA Y cucTemi Sl.
ynakosLi, no 2 BHeceHHs 3MiH Ao po3giny “MapkysaHHsA" MKA N13.
KOHTYPHI 3anponoHoBaHo: MAPKYBAHHSA BignoBigHo Ao
YyapyHKOoBI 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBELEHHS
ynakoBKW B nauL; 3MiH - MPOTAroM 6 MiCALIB MicNa 3aTBEPAKEHHS
no 10 TabneTtok y
KOHTYPHUX
YapyHKOBUX
ynakoBkax
75. NEBOMILUETUH- Tabnetkn no 500 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 3a UA/3470/01/02
AAPHUNLUA mr; no 10 "®apmauesT "papmaLeBTUIHa - 3MiHY WoAo 6e3nekn/eeKkTBHOCTI Ta thapmakoHarnsgy peyenmom
Tabnetok y n4yHa thipma dipma "AapHuusa” (iHLWi 3MiHW) - OHOB/IEHHSA TEKCTY MapKyBaHHS ynakoBKu/
KOHTYpHilA "dapHuus” nikapcbKoro 3acoby 3 BHECEHHSIM iHhopMaLi LWoao
YyapyHKOBI 3a3HavyeHHs OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl.
ynakosLi, no 2 BHeceHHs 3MiH A0 po3giny “MapkyBaHHsA" MKA /13.
KOHTYPHI 3anponoHoBaHo: MAPKYBAHHA BignosigHo ao
YapyHKOBI 3aTBEPKEHOr0 TEKCTY MapKyBaHHA. TepMiH BBEAEHHSA
yNakoBKM B nauyy; 3MiH - MPOTAroM 6 MicALIB MicNs 3aTBEPMKEHHS
no 10 TabneTtok y
KOHTYPHUX
YapyHKOBUX
ynakoBkax
76. NEBO®JIOKCAL, | nopotuok MpAT Ykpaina XKetiiaHr IcT-Asis Kutaii BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny - UA/11176/01/01
WHY FEMITCIAPAT | kpucTastiuHuii "TexHonor" dapmacstoTtikan Ko., - 3miHu 3 sKocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy
(cybeTaHuin) y nra. NOBTOPHMX BUNPOBYBaHb/Nepiogy 36epiraHHA abo ymoB
noaBiiHNX 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPAXEHOMY A0ChE

nakertax i3 naisku

cepTuduikarta BignoBigHOCTI €Bponeichkiin hapmakonei,
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
nonieTuneHoBol LLIO BK/IKOYAE nepios NOBTOPHOr0 BUNPO6YBaHHs) (nepios,
ans NMOBTOPHOrO BMNPoGyBaHHsA/Nepio 36epiraHHs) -
thapmaveBTUYHOT 36inbLueHHs abo BBeAEHHS Nepiody NOBTOPHOIO
0 3aCTOCYBaHHs BMNpOo6YyBaHHs/Nepiogy 36epiraHHsA Ha OCHOBI pe3ynbTartiB
OOCNiKeHb y peasibHOMY Yaci - 36inbLIeHHs nepiogy
NMOBTOPHMX BUMPOGyBaHb 4518 A®| neBochiokcaumHy
remirigpaty: 3atBepapxeHo: Mepios peTecTtyBaHHs — 3
poku 3anponoHoBaHo: MNepiof peTecTyBaHHSA — 4 poku
77. NEWKOBOPWH po34nH ons Amaxkca T4 Benuvka KOHTPO/1b SIKOCTI, HimeuunHa | BHeCeHHS 3MiH 0 peecTpaviiiHMx maTepiasis: 3MiHu | Tuny 3a UA/16827/01/01
AMAKCA iH'ekuili, 10 mr/mn; BpuTaHis BTOPVHHE - 3MiHM 3 AkocTi. CepTudpikat BignosigHoCTI/IE- peuenmom
no 20 mn, 50 mn nakyBaHHs, cepTudikaT BignoBigHOCTI EBponeichKii
a6o 100 mny MapKyBaHHs, BUMYCK thapmakonei/moHorpadii. NMogaHHs HoBOro abo
thnakoHi; no 1 cepii: OHOB/IEHOTO cepTudikaTa BignoBIgHOCTI a60 BUYyYEHHS
chnakoHy y Cragachbapm M'mM6X, cepTuchikaTa BiANOBIAHOCTI E€BpoNeiichkili hapmakonei:
KapTOHHI Kopo6Lyi HimeyuunHa ansa A®l; ana suxigHoro marepiasy/peareHTy/npoMixxHoro
BUPOGHMLITBO NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULUTBI ADI; ans
po3unHy bulk, [0MNOMDKHOT peyoBuHK (cepTudikaT BignoBigHOCTI
HanoBHEHHS, €Bponelicbkiin hapmakonei) - OHOBIEHWIA cepTuddikar Bif
nepBuHHe Ta yXXe 3aTBep)KeHoro BUpo6HuKa - MNogaHHA OHOBIEHOTO
BTOPVHHE cepTudpikaTy BignoBigHOCTI €Bponeiickkiii hapmakonei Ne
nakyBaHHs, R1-CEP 1996-055-Rev 06 Bif 3aTBepAXeHOro BUPOOHMKa
KOHTPO/Ib SIKOCTI: A®I Kanbujto dponiHat BupobHuuTtea Merck & CIE,
Xaynt ®apma LLiBeiiuapis (3aTBEpXEHNI cepTudikaT BiANOBIAHOCTI
BonbthparcxayseH €poneiicbkiii hapmakonei Ne R1-CEP 1996-055-Rev 05).
v6X, HimeuunHa [onaHo HoBWit BUPOGHMYMIA MaiilaHurK 3 BUPOGHULTBA
npomixHoro npoAaykTy Dottikon Exclusive Synthesis AG,
LLIBeliLapisi, 3MiHV B onuci ynakoBku Adl.
78. NETPOBICTA TabneTku, BKpUTI MicTtpan AHrnis CiHTOH XicnaHis, Icnanis BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | Tuny 3a UA/16706/01/01
NNiBKOBOKO Kenitan C.J. - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta dhapMakoHarnsay peyenmom
06010HKO0, N0 MeHempxkmeH (iHWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKW
2,5 wmr, no 10 T NimiTepn, NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaL,ii Wwoao
TabneTok y 3a3HayYeHHs OAVHMLB BUMIPIOBaHHA Y cucTemi Sl.
6nicTepi, no 3 BBefeHHs1 3MiH NpoTAroM 6-t1 micauis nicns
6nictepa B 3aTBepAKEHHSA
KapPTOHHI KopobUi
79. niB.52® Tabnetku no 100 Ximanas IHais Ximanasa Opar IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 6e3 UA/2292/01/01
Tabnetok y [Opar KomnaHi - 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy peyenma
nnacTyKoBil Komnawi (iHWI 3MiHKW) - BHECEHHS 3MiH 4,0 po3ainy «MapkyBaHHS»
6aHuj; no 1 6aHLi MK4A N3: 3atBepmkeHo: MAPKYBAHHSA Tekct
B KapTOHHiA NepPBUHHOIO Ta BTOPUHHOTO MapKyBaHHS YNakoBKM
KOpoo6Li popaeTtbes. 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPKEHOrO TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
MapKyBaHHS yMakoBKM IKAPCbKOro 3acoby 3 BHECEHHAM
iHchopmawii WoA0 3a3HaYEHHS OAUHULIL BUMIPIOBAHHS y
cuctemi Sl. BBeieHHs 3MiH NPOTArom 6-T MicsLiB nicns
3aTBEPAKEHHSA
80. NIBOCTOP TabNeTKN, BKPUTI AT YKpaiHa AT "KUIBCbKUA YKpaiHa BHECEHHS! 3MiH 10 peecTpauiiHux martepianiB: 3MiHu | Tuny 3a UA/6452/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
nniBKOBOIO "KNIBCbKW BITAMIHHAIA - 3MiHUM 3 AKOCTi. FOTOBWIA NikapcbkuWii 3aci6. 3MiHK y peuenmom
060/10HKO0, No 20 " 3ABO" BMPOGHMLTBI. 3MiHa po3Mmipy cepii (BkIOYarun gianasoH
mr, no 10 BITAMIHHN po3Mmipy cepii) roToBOro NMikapcbkoro 3acoby (36i/bLIeHHSs
Tabnetoky 1 3ABOA" 00 10 pasiB NOPIiBHAHO i3 3aTBEPIKEHUM PO3MIPOM) -
6nicTepi; no 3 abo BBEAEHHSA AOAATKOBMX PO3MIpiB Cepil roToBoro
no 7 6nictepiB y nikapcbkoro 3acoby. MNponoHoBaHa peaakuis. Po3mip
nauuj cepii: Ans ynakosky Ne 30 8 000 yn. Ne 30 [JoaaTkoBuii
po3mip cepii 16 000 yn. Ne 30 Ans ynakosku Ne 70 3 428
yn. Ne 70 JogaTkoBuii po3mip cepii 6 856 yn. Ne 70
81. NniBOCTOP TabneTku, BKPUTI AT YkpaiHa AT "KMUIBCbKUIA Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 3a UA/6452/01/03
nNiBKOBOKO "KNIBCbKW BITAMIHHUIA - 3MiHUN 3 AKOCTI. FOTOBUIA Nikapcbknii 3aci6. 3MiHN y peyernmom
o060n0Hkoto, no 40 i 3ABO4" BMPOGHMLTBI. 3MiHa po3Mmipy cepii (BkIHoYakun gianasoH
mr no 10 Tabnetok | BITAMIHHU po3Mipy cepil) roToBOro nikapcbKoro 3acoby (36iNnbLUeHHs
y 6nictepi; no 3 1 3ABOA" [0 10 pasiB NOPIBHSHO i3 3aTBEPAYKEHNM PO3MIPOM) -
6nictepy y nauui BBE[EHHSA [0AAaTKOBMX PO3MIpIB cepii roTOBOro
nikapcbkoro 3acoby. MNMponoHoBaHa pefakuis. Po3mip
cepii: Ans ynakoskn Ne 30 4 000 yn. Ne 30 [jogaTkoBuii
po3mip cepii 8 000 yn. Ne 30.
82. niBOCTOP TabneTku, BKpUTI AT YkpaiHa AT "KUIBCbKWW Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | Tuny 3a UA/6452/01/01
NNiBKOBOKO "KNIBCbKN BITAMIHHUIA - 3MiHUN 3 AKOCTI. FOTOBUIA Nikapcbknii 3aci6. 3MiHK y peyenmom
o060n0Hkoto, no 10 i 3ABO4" BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIHOYakum fianasoH
mr, no 10 BITAMIHHW po3Mipy cepil) roToBOro nikapcbkoro 3acoby (36iNnbLUeHHs
Tabnetok y 1 3ABOA" 00 10 pasiB NOpiBHSAHO i3 3aTBEPAKEHUM PO3MIPOM) -
6nicTepi; no 3 abo BBEJIEHHSA [0AATKOBUX PO3MIpIB cepii roTOBOro
no 7 6nictepis y nikapcbkoro 3acoby. MNponoHoBaHa peaakLis. Po3mip
nauuj cepii: Ans ynakoBku Ne 30 14 000 yn. Ne 30 JogaTkoBuii
po3mip cepii 28 000 yn. Ne 30 Ansa ynakosku Ne 70 6 000
yn. Ne 70 logaTkoBuid po3mip cepii 12 000 yn. Ne 70
83. NIAOKCAH cnpeii gns TOB YkpaiHa Na6opaTtopia Benebrisi/ BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3miHu | Tuny 6e3 UA/16227/01/01
JIMOH CIPEN poToBoi "CaHpo3 Ksanichap HB CnoseHisa - 3MiHM 3 AKocTi. CepTudikaT BignoBigHOCTI/I E-cepTudikaT peyenma
NOPOXHUHN, 2 YkpaiHa" (Keanidpap HB), BifNOBigHOCTI €Bponelickkili hapmakonei/MoHorpadii.
Mr/0,5 Mr Ha 1 mn; Benebris MoaaHHA HOBOro abo oHOBNEHOrO cepTudikata

no 30 Mmny
chnakoHi, no 1
chnakoHy B
KopooLi

(BUPOBHMLTBO 3a
MOBHVM LMK/IOM);
Nex
dapmMaueBTUYHa
KomnaHia g.4.,
CnoBeHisa (BUMycK
cepii)

BiANOBIAHOCTI 260 BUNYYEHHS cepTudpikaTa BifgnoBigHOCTI
€Bponelicbkiii hapmakonei: ans A®l; ana BUXigHOro
matepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BUKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANs [ONOMDKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI EBpONEiChKiit
thapmakone’) - OHOBMeHUIA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA -

NnoAaHHA OHOB/IEHOTO cepTudiikaty BiANOBIAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 1996-020-Rev 07
Bif, 3aTBEpAXeHOro BUpo6HuMka Ad| JligokaiHy
rigpoxnopuay BupobHuutea Moehs Catalana S.L., Icnanis
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsBi0o4YeHHs

(3aTBEpMXEHWIA CepTUdDIKaT BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 1996-020-Rev 06). logaHo
BMPOGHUYY AinbHMuto Moehs BCN, S.L., IcnaHisa

84.

nonpeun
BOCHANEK® H
10

Tabnetku; no 10
Tabnetok y
6nicTepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

BocHanek
A.A.

BocHis i
epuerosu
Ha

BocHanek a.a.

BocHis i
lepueroBuH
a

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny
- 3MiHK Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT ANns
MeAMYHOro 3aCTOCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/IIOBAHOTO 3BiTY 3 6e3nekn Nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3neky 3acTocyBaHHSA NMikapCcbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysbTar OLiHKN
3BiTY 3 OCNiAXeHb, MPOBeAEeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimxkerb (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHUM YNOBHOB&XXEHVIM OpraHoM) - 3MiHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ainm "dapmakosoriyHi
BractmsocTi", "Oco6nBOCTi 3acTocyBaHHs", Mo6iuHI
peakuii” BiANOBIAHO 4O OHOBMEHOT iHGhopMaLii 3 6e3neku
Lito40i pevoBUHY; 3MiHW | TMNY - 3MiHK WOA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTunLj NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT AN MeANYHOro 3aCTOCYBaHHS
Ha NigcTaBi peryisipHO OHOB/IKOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHs NiKapCbKOro 3acoby B nic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb,
npoBeAeHVX BiAnoBigHO 40 NniaHy negiatpudHnx
pocnigpkeHb (PIP) (3MiHY y3rofi)eHo 3 KOMNEeTEHTHUM
YNOBHOB&XEHVM OpraHoM) - 3MiHU BHECEHO [0 IHCTPYKLiT
AN MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y
po3zinu "OcobnmBocTi 3acTocyBaHHA", "MobIuHI peakwii”
BiANOBIAHO [0 OHOBMEHOI iHChopMaLii 3 6e3nekun Ajtoyol
peyoBVHM

3a
peyenmom

UA/3233/01/01

85.

nonpun
BOCHA/EK® H
20

Tabnetkv no 10
Tabnetok y
6nicTepi; no 2
6nictepu B
KapTOHHI KOpoOL;i

BocHanek
o.a.

BocHis i
lepuerosu
Ha

BocHanek a.4.

BocHis i
epuerosuH
a

BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3MiHu | Tuny
- 3MiHW BHECEHO A0 IHCTPYKLIi AN MeguyHoro
3aCTOCYBaHHSA MiKapcbKoro 3acoby y po3ginm
"®apmakonoriyHi BnactusocTi”, "OcobmMBoCTI

3acTocyBaHHs", Mo6ivHI peakuii™ BigNOBIAHO 4O OHOB/IEHOI

iHcbopmaLii 3 6e3nekun AjtoyoT pevoBUHY;

3MiHV | TUMY - 3MiHW BHECEHO [0 IHCTPYKLIT 4718 MeANYHOro
3acTOCyBaHHS MikapCbKoro 3acoby y po3ainm

"Oco6nmBOCTI 3acTocyBaHHS", "MobiuHi peakwi
BiANOBIAHO [0 OHOBMEHOT iHhopMaLii 3 6e3nekun Ajtoyol
peyoBVHM

3a
peyenmom

UA/3233/01/02

86.

ME3AKAP®SR

TabneTkn
NPOJIOHrOBaHOI fji

KYCYM
XENTXKEP

IHais

Kycym Xentxkep
Met 1A, IHAiS; TOB

IHais/
YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny

- 3MiHM WoAo 6e3nekn/edeKkTUBHOCTI Ta chapmakoHarnsgy

3a
peyenmom

UA/9832/02/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
no 400 mr no 10 NBT NTA4 "KYCYM ®APM", (iHWi 3MiHM) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
Tabnetok y Ykpaina NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii Wwoao
6nicTepi; no 5 (anbTepHaTMBHUI 3a3Ha4yeHHs oAVHMLb BUMIpIOBaHHS Y cuctemi Sl.
6nictepiB y BUPOBHUK, L0 BHeceHHs 3MiH A0 po3ainy “MapkyBaHHs” MKA N3;
KapTOHHIM 3[jACHIOE BTOPVIHHE 3anpornoHosaHo: MAPKPOBKA B cooTBeTCTBUU C
ynakoBLi nakyBaHHs, YTBEPXAEHHBIM TEKCTOM MapK1pOoBKW. TepMiH BBEAEHHS
KOHTPO/Ib AKOCTI Ta 3MiH: NPOTAroM 6 MicALiB NicNa 3aTBEPAKEHHS; 3MiHW |
BMNYyCK cepii’) TMny - 3MiHKM Woao 6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHN) - BHECEHHS 3MiH 40 po3ainy
“MapkyBaHHa" MKA /13; 3anponoHosaHo: MAPKVIPOBKA
B cooTBeTCTBUN C YTBEPXKAEHHBIM TEKCTOM MapKMPOBKM.
TepMmiH BBeA,EHHS 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS
87. ME3AKAP®SR Tabnetkun KYCYM IHAisA Kycym Xentxkep IHpis/ BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3mMiHu | Tuny - UA/15790/02/01
NPOJIOHroBaHoI Al XENTXKEP Mt NTa, IHAia; TOB Ykpaina - 3MiHM WoAo 6e3nekn/edpeKTUBHOCTI Ta chapmakoHarnsgy
no 400 wr in bulk: NBT NTA4 "KYCYM ©APM", (iHWi 3MiHM) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
Ne10x240: no 10 Ykpaina NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmal,ii Wwoao
TabneTok y (anbTepHaTUBHUIA 3a3HayeHHs OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
6nictepi; no 240 BUPOBHUK, L0 BHeceHHs 3MiH A0 po3ainy “MapkyBaHHS" MKA N3;
6mcTepiB y 34iiCHI0OE BTOPUHHE 3anpornoHoBaHo: MAPKPOBKA B cooTBeTCTBUM C
KapTOHHI KopobLyi nakyBaHHs, YTBEPXAEHHbIM TEKCTOM MapK1poBKW. TepMiH BBEAEHHS
KOHTPO/Ib SKOCTI Ta 3MiH: NPOTAroM 6 MiCALiB NicNa 3aTBEPAKEHHS. 3MiHN |
BWMYCK cepii ) UMY - 3MiHK Wwoao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH 10 po3ainy
“MapkyBaHHs” MKA N13; in bulk: Ne10x240: no 10 TabneTok
y 6nicTepi; no 240 65MCTePIB Y KAPTOHHII KOPOOLi:
3anpornoHoBaHo: MAPKPOBKA B cooTBeTCTBUU C
yTBEPXAEHHLIM TEKCTOM MapKnpoBk/. MapkvupoBka ans
ynakoBku in bulk npunaraetcsa. TepmiH BBEAEHHS 3MiH
npoTarom 6 mMicauis nicns 3aTBepoKEHHs
88. MENOKC po3ynH ans Megpokemi Kinp Mepokemi NTA Kinp BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3MiHu | Tuny 3a UA/15382/01/01
iH'ekuin, 15 mr/1,5 nTa (AMNybHWI - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy peyenmom
M1 no 5 amnyny IH eKUiiHNiA 3aBog) (iHLWi 3MiHM) - BHECEHHSA 3MiH [0 po3ainy «MapKyBaHHs»
hacoHHOMY MKA N13: 3atBepmxeHo: TeKCT mapKyBaHHA. [JogaeTbes.
6nicTepi; no 1 abo 3anponoHoBaHo: TeKCT MapKyBaHHS. 3rigHo
2 6nictepn y 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
KapTOHHi KopobLyi OHOB/EHHS TEKCTY MapKyBaHHS YNaKoBKW J1iKapCbKOro
3aco6y 3 BHECEHHSIM iHjhopMaLil LWoA0 3a3HaYeHHs
OMHWLb BUMIPIOBAHHSA Y cucTeMi Sl. BBejeHHSA 3MiH
npoTArom 3-x MicsLUIB MiCNsA 3aTBEPKEHHS
89. MEPOHEM NOPOLLIOK A5 Mdpaiizep CLIA Brpo6Huk "in bulk": ITanis/ BHECEHHS 3MiH 10 peecTpaviliHiX MaTepianiB: yTOUHEHHSA 3a UA/0186/01/01
po34nHy Ans Eiau. Ci. Ni. EliCiEc [o6dap AnoHis/ nikapcbKoi popmu B Hakasi MO3 YkpaiHu Ne 2669 Big peuyenmom
iH'EKLl a60 Kopnopeiiwu Cna, ITanisa Lselivapis/ 18.11.2020 B npoveci BHECEHHA 3MiH (3MiHu || TUny -
indysiii no 500 H a6bo Benuka BHECEHHS pefakuiiiHoi npaBku y p. «Jlikapcbka chopma» 3
mr; no 10 CymiTomo BpuTaHis MeTOI0 NpUBEAEHHS 40 MOBHOI BifNOBIAHOCTI A0

(h1aKoHIB 3

[leiiHinnoH ®apma

€BPONENCbKOI KOPOTKOI XapakTEPUCTUKK, a caMe 3
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
NOPOLLKOM Yy Ko., NiTa., AnoHis; «MOPOLLIOK A1 PO34MHY A5 iH'EKLiA» Ha «NOPOLLOK AN
KapTOHHI Kopo6Lyi B1po6HMK, PO34nHY A5 iH'eKLin abo iHdy3ii», 6e3 3mMiHM camoi
BiANoBigaIbHMI 3a nikapcbkoi hopMu. 3MiHM BHECEHO A0 IHCTpYKLii ANs
NepBUHHY YMakoBKy, MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby 0 po3ginis
BTOPVHHY YMaKoBKY, "Nikapcbka dhopma” (BHECEHO pefakLiiiHi npasku),
BMNYCK cepil: "Mo6iyHi peakuji”. BBeAeHHS 3MiH NPOTArom 6-Tu MicALiB
3am60H nicns 3aTBepkeHHs). Pefakuis B Hakasi: NopoLIoK Ans
CeiTuepnang /1ta, po3umHy Ans iH'ekuii no 500 mr, no 1000 mr no 10
LLiseiiuapis; (bN1aKoHIB 3 NOPOLLKOM Y KapTOHHIli kopobLi. BipHa
Br1po6HMK, pefakLis: NOPOLLOK ANA PO3UUHY ANA iH’eKUilh a6o
BiANOBIAaIbHUI 3a iHpy3ili no 500 mr no 10 ch/1aKOHIB 3 MOPOLLKOM Y
BTOPUHHY YMaKoBKY, KapTOHHI KopooLii.
BMNYCK cepil:
AcTpa3eHeka HOK
Nimiten, Benvka
BpuTaHis
90. MEPOHEM NOPOLLOK AN Mdpaiizep CLWA Bupo6Huk "in bulk™: ITania/ BHECEHHS 3MiH 40 peecTpaLiiHnx maTepiasiiB: yTOUHEHHS 3a UA/0186/01/02
po34nHy Ans Eiau. Ci. Ni. EliCiEc [o6dap AnoHis/ nikapcbKoi popmu B Hakasi MO3 YkpaiHu Ne 2669 Big peyenmom
iH'eKuUili a6o KopnopeiiL Cna, ITania LLseiuapis/ 18.11.2020 B npoueci BHeCEHHA 3MiH (3MiHu Il Tuny -
iHdpysiii no 1000 H abo Benvka BHECEHHS pefakuiiiHoi npaBkn y p. «Jlikapcbka dhopma» 3
mr; no 10 CymiTomo BpuTaHis MeTOI0 NpUBEAEHHS 4,0 NOBHOI BifNOBIAHOCTI A0
(hNakoHiB 3 [eiitHinnoH ®apma €BPONECbKOI KOPOTKOI XapaKTepUCTUKK, a came 3
NOPOLLIKOM Y Ko., NITa., AnoHis; «MOPOLLIOK A/15 PO3YMHY [/15 iH'EKLiVi» Ha «MOPOLLOK A5
KapTOHHI Kopo6Lyi B1pOGHMK, PO34UHY A5 iH'EKLA ab0 iHdy3ii», 6e3 3MiHM camoi
BiANoOBIgaIbHUI 32 nikapcbKoi hopMu. 3MiHM BHECEHO [0 IHCTpyKLUii Ans
NepBUHHY YNakoBkKy, MeJMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby [0 po3ainis
BTOPWHHY yNaKoBKY, "Nikapcbka hopma” (BHECEHO pefakLiiiHi npaBku),
BUMYCK cepii: "Mo6ivHi peakui”. BBeeHHA 3MiH NPOTArom 6-Tu MicALiB
3amb0oH nicns 3aTBepmkeHHs). Peakuis B Hakasi: MOpOLLOK A5
CeiTuepnang /1ta, pO3umnHy Ans iv'ekuii no 500 mr, no 1000 mr no 10
LLiseiiuapis; (p1aKOHIB 3 NOPOLLKOM Y KapTOHHIli KopobLi. BipHa
B1po6HMK, peAakLisi: NOPOLLOK ANA PO3YUHY ANA iH’EKLiiA a6o
BiANoOBigaIbHMIA 3a iHpy3iii no 1000 mr no 10 dhakoHIB 3 MOPOLUKOM Y
BTOPWHHY YNakKoBKY, KapTOHHI KopooL,i.
BUMYCK Cepii:
AcTtpa3eHeka HOK
Nimiten, Benvka
BpuTaHis
91. METAMAKC kancynu no 250 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny 3a UA/3572/01/01
mr; no 10 kancyny | "®apmavesT "papmaLeBTUYHa - 3MiHM Wopao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy peyenmom
KOHTYPHIl nyHa hipma ipma "dapHuus” (iHWi 3MiHW) - OHOB/IEHHST TEKCTY MapKyBaHHS yNakoBKW
YapyHKOBIli "OapHuus” nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaLi LWoao
ynakosLi; no 4 3a3HavyeHHs OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl.
KOHTYPHI BHeceHHs 3MiH g0 po3giny “MapkyBaHHa” MKA N13.
YapyHKOBI 3arsepaxeHo: MAPKNPOBKA TeKCT MapKnpoBKu

ynakoBK/ B naqu,i

ynakoBKU NekapCTBEHHOro cpeacTBa, KOTOprVI
cofiepxuTtca B MeTofax KOHTPO/S KavyecTBa
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
NeKkapcTBEHHOro cpefcTBa. 3anponoHOBaHo:
MAPKYBAHHSA BignosigHo [0 3aTBEPAXEHONO TEKCTY
MapKyBaHHS. TepMiH BBEAEHHS 3MiH - MPOTAroM 6 MicauiB
nicnsa 3aTBepKeHHs
92. METAMAKC po34vH Ans MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3mMiHu | Tuny 3a UA/3572/02/01
iH'ekuin, 100 "®GapmaueBT "papmaLeBTUYHa - 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy peyenmom
mr/mn; no 5 mn B n4yHa hipma ipma "OapHuus" (iHWi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKW
amnyni; no 5 "NapHuus” NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmal,ii Wwoao
amnyn y KOHTYpPHIiA 3a3HayvYeHHs OAVHMLb BUMIPIOBaHHSA Y cucTemi Sl.
YapyHKOBIli BHeceHHs 3MiH A0 po3giny “MapkysaHHa” MKA 3.
ynakosLij; no 2 3arsepaxeHo: MAPKVPOBKA TekcT MapKupoBku
KOHTYpHI yNakoBKN IeKapCTBEHHOTO CPeacTBa, KOTOpbIi
YapyHKOoBI cofiepxunTca B MeTofax KOHTPONs kayecTsa
yNakoBKM B nauLyi NlekapCTBEHHOro cpecTea. 3anpornoHoOBaHoO:
MAPKYBAHHSA BignosigHo [0 3aTBEP)XEHOr0 TEKCTY
MapKyBaHHs. TepMiH BBEEHHS 3MiH - NPOTArom 6 MicsiLis
nicns 3aTBepAkKeHHs
93. MIKOHA30/1- Kpem, 20 mr/r; no MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 6e3 UA/1642/01/01
AAPHULA 15rabono30ry "®apmaueBT "PapmaueBTuyHa - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta chapMakoHarnsay peyenma
Ty6i; no 1 Ty6i B nyHa hipma ipma "dapHuus” (iHWi 3MiHW) - OHOB/IEHHST TEKCTY MapKyBaHHS yNakoBKW
nauuj "OapHuus” nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaL,i LWoao
3a3HavyeHHs OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl.
BHeceHHs 3MiH g0 po3giny “MapkyBaHHa” MKA N13.
3arsepaxeHo: MAPKNPOBKA TeKCT MapKupOBKU.
3anponoHoBaHo: MAPKYBAHHA
BianosigHO [0 3aTBEPMKEHOIO TEKCTY MapKyBaHHS.
TepMiH BBEEHHS 3MiH - NPOTArOM 6 MicALiB nicnis
3aTBEPAKEHHSA
94. MIPAKCON Tabnetku no 0,25 My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3miHu | Tuny 3a UA/12123/01/01
mr; no 10 akuioHepHe akuioHepHe - 3MiHUM Wopo 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy peuyenmom
Tabnetok y TOBapuCTBO TOBapuCTBO (iHLLi 3MiHW) - OHOBNEHHA TEKCTY MapKyBaHHS ynakoBKu
6nicTepi, no 3 "HaykoBo- "HaykoBo- NikapcbKoro 3acoby 3 BHECEHHSM iHdhopMmaL,i Woao
6nictepy y nauui BUPOGHNYNIA BUPOGHNUNIA LEEHTP 3a3HayeHHs OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
LeHTp "BopLuariBCbkuii BHeceHHs 3MiH Ao po3giny “MapkysaHHsa" MKA N13;
"Bopuyariscb Ximiko- 3anponoHoBaHo:MapkyBaHHs. BignosigHo o
KNI Ximiko- thapmaueBTUYHUI 3aTBEPAKEHOrO TEKCTY MapKyBaHHS ynakoBku. TepMiH
thapmauesT 3aBof" , YKpaiHa BBE/IEHHS 3MiH: NPOTArOM 6 MIiCALIB 3 faTh 3aTBEPKEHHSA
WNYHWI (dbacyBaHHs i3
3aBog" chopmu "in bulk"
hipMmn-BMpPOGHMKa
"Synthon Hispania
S.L.", IcnaHis)
95. MIPAKCON Tabnetkn no 1,0 My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHn | Tuny 3a UA/12123/01/02
mr; no 10 akKuioHepHe akuioHepHe - 3MiHM WoAo 6e3nekn/edpeKTUBHOCTI Ta chapmakoHarnsgy peyenmom
Tabnetoky TOBapuCTBO TOBapuCTBO (iHWi 3MiHM) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
6nicTepi, no 3 "HaykoBo- "HaykoBo- nNikapcbKoro 3acoby 3 BHECEHHSAM iHhopMmaLi LWoa0
6icTepy y nayui BMPOGHWYMI BMPOGHUYMNIA LLEHTP 3a3HaYeHHs OAVHMLb BUMIpOBaHHSA Y cucTemi Sl.
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
LeHTp "BopLyariBcbkuii BHeceHHs 3MiH A0 po3ainy “MapkyBaHHS” MKA N3;
"BopLuariscb XiMiKo- 3anponoHoBaHo:MapkyBaHHs. BignosigHo go
KW Ximiko- hapmaLeBTUYHNI 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS yNakoBku. TepMiH
hapmaueBT 3aBof", YkpaiHa BBEJEHHS 3MiH: NPOTAromM 6 MicsLIB 3 AaTW 3aTBEPAXKEHHS
NYHWIA (chbacyBaHHs i3
3aBog" dhopmm “in bulk"
ipMn-BMpoBOHUKaA
"Synthon Hispania
S.L.", IcnaHis)
96. MO/ECKIH® kpem 0,1 %, no 15 AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 3a UA/7002/01/01
ry Ty6i; no 1 Ty6i "®papmak” - 3MiHM WoAo 6e3nekn/edpekTBHOCTI Ta thapmakoHarnsgy peyenmom
y nayi 3 KapToHy (iHWi 3MiHM) - OHOBJ/IEHHA TEKCTY MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaL,ii Wwoao
3a3Ha4yeHHs oAMHWLb BUMIPIOBaHHS Y cuctemi Sl.
BBefeHHs 3MiH nNpoTAroM 6-tm micauis nicns
3aTBEPAKEHHS
97. MOMETA3O0HY NOPOLLIOK AT YkpaiHa Cumbaiiotek IHgis BHECEHHS 3MiH [0 peecTpauiiHux martepiasis: 3miHu | Tuny - UA/6204/01/01
DPYPOAT (cybcTaHuis) B "papmak” dapmaneb lMpisat - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
MIKPOHI3OBAH nonieTuNeHoBmX NimiTen afpecy 3asiBHMKa (BlacHMKa peecTpaviliHoro

nn

naketax
BKNafIeHUX B
anoMiHiesi abo
noninponifieHoB.i
KOHTelHepu

nocBigYeHHs). 3MiHa HaliMeHyBaHHS Ta agpecy 3asiBHMKa.
3MiHu | TUNY - 3MiHK 3 aKocTi. CepTudikar
BiNoBigHOCTI/IE-cepTudpikat BignoBiAHOCTI EBponechkiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBigHOCTI EBponeiickkivi hapmakoner:
ans A®l; ona BuxigHoro martepiany/peareHTy/npoMixXHoro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULUTBI ADI; ans
[0MNOMDKHOT peyoBuHK (cepTudikaT BignoBifHOCTI
€Bponeiicbkiii hapmakonei) - HoBuii cepTudikar Big, BXxe
3aTBEPAKEHOr0 BUPOGHMKa. MogaHHA OHOBIEHOrO
Ceptucpikata R1-CEP 2007-194-Rev 02 Big, BXe
3aTBEpAKeHOro BMpobHmka Symbiotec Pharmalab Private
Limited A®l MomeTasoHy chypoat MiKpoHi3oBaHuiA. Ak
Hacnifok 3MiHn B Cneumdpikauii / MeTogax BunpobyBaHHs
A®| 3a NOKA3HUKOM "“3a/IMLLIKOBI KiNIbKOCTi OpraHiyHnx
PO3YMHHKKIB"; 3MiHa afpecn BUPOOHMKA; 3MiHU B
p."Ynakoska". 3miHu | Tvny - 3miHun 3 AkocTi. CepTudikar
BignoBigHOCTI/IE-cepTucpikar BignoBigHOCTI €BpoNeiichbkil
thapmakonei/MoHorpadii. 3MiHU, NOB'sI3aHi 3 HEOOXiAHICTIO
npuBefeHHs y BiANOBIAHICTL A0 MoHorpadii PY abo
€Bponeiicbkoi thapmakonei, abo iHWOI HalioHa/IbHOT
thapmakonei gepxasu €C (3miHa y cneuudikauisx,
nos'a3aHa 3i 3amiHoo BuMor moHorpacii dY abo iHLwoi
HauioHas1bHOT hapmakonei gepxasn €C Ha BUMOrn
MoHorpadii €Bponeiicbkoi hapMakonei) - BHECEHHS 3MiH
A0 cneundikauii A®I MomeTasoHy cypoar
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

MiKpOHi30BaHuii, 06YMOB/IEHO NPUBEAEHHSM Y
BiANOBIAHICTb A0 BMMOr EP, 30kpema: - npuBeAeHHs p.
Cknag BiANOBiAHO HOPMYBaHHS 3a nokasHukoMm "KinbkicHe
BU3HAYEHHS" (3aTBEPKEHO: Cy6CTaHLia MICTUTb
MomeTa3oHy dpypoary Big 97,0 % go 103,0 % B
nepepaxyBaHHi Ha CyXy pe4yoBUHyY; 3anponoOHOBaHO:
cybCcTaHLUis MICTUTb MOMeTa30Hy dhypoary Big 98,0 % fo
102,0 % B nepepaxyBaHHi Ha CyXy pey0oBuHY);

- 3a NoKa3HUKOM "laeHTudikalia": BBeAeHO ABa AOAATKOBI
TecTu nepLloi ifeHTudikauii (MeTos piguHHOT
xpomarorpacii, BTpara B Maci npu BUCYLLYBaHHI), MeTOg,
TLWX BMNyYeHO; - 3a NOKa3HMKOM "CynpoBifHi AOMILLKN":
3MiHa B Npo6oniAroToBLi PO34YMHIB, 3MiHa CKNagy pyxomoi
hasm, 3MiHa HOPMYBaHHS AOMILLIOK; - 32 MOKA3HWKOM
"KinbkicHe BU3HaYeHHS": MeToAvKa Ta HOpMyBaHHS
npuBefeHa y BignoBigHicTb 40 BUMOr MoHorpadii EP; -
BUJTYYEHHS NoKasHuKa "Temneparypa nnasfeHHs"
06yMOB/IEHO NPYBEAEHHAM Y BiAMNOBIgHICTb 4O BUMOT
MoHorpadii EP. - BUny4eHHs1 nocuiaHHA Ha gjtove
BMAaHHA BP 3a nokasHukamu "lgeHtudikauis”,
"CynpoBigHi gomiwkun", "KinbkicHe Bu3HaueHHs", "Tntome
onTuyHe obepTaHHA", "BTpata B Maci Npy BUCYLLYBaHHI";
- 3@ NOKasHUKamu «MUTomMe ONTUUYHE 06EPTaHHS»,
«BTpara B Maci npy BUCYLLYBaHHi» — MeToAMKa
BMNPO6YBaHHSA NpuBeeHa Y BiANoBIAHICTb 40 BUMOT
MoHorpadii EP.

98.

M'ATHI
TABJIETKUN

TabneTkn no
0,0025r, no 10
Tabnetok y
6nictepax

TOB
"TepHodpap
e

YKpaiHa

TOB "TepHodapm"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHu | Tuny
- 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay
(iHwWi 3miHK) - 3amiHa po3giny «IpadiyHe ochopmneHHs
YyNakoBKM» Ha po34in « MapkyBaHHA» y MKA N13:
3aTtBepmxeHo: Po3ain «FPAPIYHE OPOPM/IEHHA
YNAKOBKW» logaeTbes. 3anponoHoBaHo: Po3gin
«MAPKYBAHHS#A» BignosigHo [0 3aTBepAXeHOro TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS YNakoBKu
niKapcbKoro 3acoby WoA0 3a3HaYeHHs OAVHNLb
BMMIpIOBaHHA y cucteMi Sl. BBeeHHS 3MiH NpoTAroM 6-tu
MiCALIB Micna 3aTBepAKEHHS

6e3
peyenma

UA/8920/01/01

99.

O3E/IbTAMIBIP

Kancynu, 75 mr no
10 kancyny
6nictepi, no 1
6nictepy B
KapTOHHI Kopo6Lyi

Crpaiiac
Papma
CaileHc
Niviteg

IHgis

Crtpaingc ®apma
CalieHc JliviTeq,

IHgis

BHECEHHS 3MiH [0 peecTpauiiHux martepiasis: 3miHn | Tuny
- 3MiHM Wwopo 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yMakoBKM
nNikapcbKoro 3acoby 3 BHECEHHSAM iHdhopMmaL,i Woao
3a3Ha4yeHHs OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl.

3a
peyerimom

UA/18208/01/01

100.

OKOMICTUH®

Kpanni
OYHi/BYLUHI/ANA
Hoca, po3unH 0,01
%; no 5 mn a6o 10
MY doNaKoHI

MeraiHchapm
6X

ABCTpIs

AT «Papmak»

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny
- 3MiHM Wopao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy
(iHWi 3MiHW) - BHeceHHs 3MiH 40 po34iny «MapKyBaHHS»
MK#A N13: 3arsepaxeHo: MAPKVPOBKA lMpunaraetcs.
3anponoHosaHo: MAPKVPOBKA B cOOTBETCTBUY C

3a
peuyenmom

UA/7537/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
nonimepHomy 3 YyTBEPXAEHHLIM TEKCTOM MapK1pOBKW. 3MiHV BHECEHI B
KpanesnbHULEe; TEKCT MapKyBaHHS yNakoBKN NikapcbKoro 3acoby Lwoao
no 1 chnakoHy B 3a3HaYeHHs MXHapPOAHUX NO3HaYeHb OAUHULb
nauui 3 KapToHy BMMIpIOBaHHA BBeAeHHS 3MiH NpoTAroM 6-Tu micsauiB nicns
3aTBEPAKEHHSA
101. | NAHTOKPUH EKCTpaKT pigkuii, TOB Ykpaina TOB "TepHodapm" Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny 6e3 UA/3237/01/01
cnupToBwuiA, no 50 "TepHodpap - 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsay peyenma
My doNaKoHi Mm" (IHWWi 3MiHW) - 3MiHV BHECEHI B TEKCT MapKyBaHHS
CKNsiHOMY abo yNaKoBKM MiKapCbKOro 3acoby LL0AO0 3a3HaYeHHS OAUHNLb
nonimepHomy 3 BMMIpIOBaHHA y cucteMi Sl. BBegeHHS 3MiH NpoTAroM 6-Tu
npo6koto- MicsLiB MiCNsA 3aTBEPAYKEHHS
KpanenbHULElo;
no 1 dpnakoHy B
naui 3 KapToHy
102. | NACTA nacra, no25ry TOB Ykpaina TOB "TepHodapm" Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 6e3 UA/1089/01/01
TEAMYPOBA Ty6i a/IlOMiHIEBI; "TepHodhap - 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay peyenma
no 25 ry Ty6i Mm" (iHWi 3MiHW) - 3MiHN BHECEHI B TEKCT MapKyBaHHS
anomiHiesiin; no 1 yNakoBKM NiKapCbKOro 3acoby LL0A0 3a3HaYeHHS OAUHNLb
Ty6i B nauyj 3 BMMIpIOBaHHSA Y cuctemi Sl. BBefeHHa 3MiH npoTsaroM 6-Tu
KapTOHY MiCSILiB Mic/1A 3aTBepAKEHHS!
103. | NEHTOKCU®INIH | po3uunH ans TOB "lOpis- Ykpaina TOB "Opia-®apm” Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 3a UA/16196/01/01
iH eKUiiA, 20 mr/mn Papm” - 3MiHM WoAo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy peyernmom
no 5 mn B amnyni; (iHWWi 3MiHK) - BHECeHHs 3MiH A0 po3ainy “MapkyBaHHS"
no 5 amnyn MK#A N13: 3arBeppxeHo: Mapkuposka. CornacHo
pO34nHy B YTBEPXAEHHOMY TEKCTY MapKUPOBKY, KOTOPbIV
KOHTYPHIli npunaraeTcs. 3anponoHoBaHo: MapkyBaHHS. 3rigHo
YyapyHKOBIi 3aTBEPIKEHOr0 TEKCTY MapKyBaHHSA. 3MiHN BHECEHI B
ynakosLi; no 2 TEeKCT MapKyBaHHS YNakoBKM JlikapCbKoro 3acoby Lioao
KOHTYpHI 3a3HaYeHHs MKHapPOAHUX NO3HaYeHb OAUHULb
YapyHKOBI BMMIpIOBaHHS. BBeeHHs 3MiH NPOTAroM 6-Tn Micsuis
ynakoBKku B nauii 3 nicns 3aTBepikKeHHs
KapTOHY;
104. | NEPHAONPUN Tabnetku no 4 KPKA, a.4., CnoseHis BMPOGHULITBO "in CnoseHisa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/14821/01/01
4]AMNoauNIH mr/10 mr; no 10 HoBso mecTo bulk", nepsnHHe Ta - 3MiHM 3 AKOCTi. FOTOBWI NiKapCbkuii 3aci6. 3MiHN Y peyernmom
10 KPKA Tabnetok y BTOPUHHE BMPOGHMLTBI. 3MiHN y NpoLieci BUPOGHMLTBA FOTOBOTO
6nictepi; no 3 abo nakyBaHHs, NikapcbKoro 3aco6y, BKIOUaKUy NPOMIKHUIA NPOAYKT, L0
no 9 6nictepis y KOHTPOb cepii Ta 3aCTOCOBYETHLCA MPY BUPOGHULTBI FOTOBOIO NiKapCbKoro
KapTOHHI Kopo6Li BMNYCK cepil: 3acoby (He3HayHa 3MiHa y npoLeci BUpO6HULTBA) -

KPKA, a.4a., Hoso
mecTo, CnoBeHis;
KOHTpOsb cepii
(hiznuHi Ta XimiyHi
MEeTOAMN KOHTPOSIH0):
KPKA, a.4a., Hoso
mecTo, C/ioBeHis

He3HayHa 3MiHa Y npoLeci BUPOOHULITBA: BKA3YETLCA
po3mip cepii Npu onuci BUPO6HMYOro npoLecy; AofaTkose
3MillyBaHHS rpaHy ATy, NPOCilOBAHHSA Ta 3MiLLyBaHHS
CyMiLLli; BigKopuroBaHa KinbKicTb Lenonosu,
MiKPOKPUCTa/IMYHOT PEYOBWHM BiAMOBIAHO A0
3aTBepaxeHoro po3sginy 3.2.P.1 onuc Ta cknag.; 3MiHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHN, L0 CTOCYHOTbCA
BUNYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOTO iKapCbKOro
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)

3acoby (3amiHa abo AofaBaHHA AifbHUL, Ha Kl
3[iICHIOETLCA KOHTPO/b/BUNPOBYBaHHSA cepil) -
[0[aBaHHA AiNbHULI, Ha 5K 3AiCHIOETLCA KOHTPO/Tb
cepil (pisunyHi Ta XiMiuHi MeToau KoHTponto): KPKA, a.4.,
Hoso mecTto, CrnoseHis, MNoexosa yniua 5, 8501 Hoso
mecTo, C/oBeHis Ta NpuBeAeHHs Po34iny 40 AOKyMeHTauii
BMPOOHUKA; 3MiHM | TUNY - 3MiHK 3 AKkOCTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI EBpONEChKii
chapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudiKaTa BifgnoBigHOCTI a60 BUTYyYEHHS
cepTuchikaTa BiANOBIAHOCTI €BpONeiichkili hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/mpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULUTBI ADI; ans
[0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOB/IEHUIA cepTudikar Big
yXe 3aTBeppKeHOro BUpo6HUKa - BBeeHHsi OHOBNEHW
cepTudiikaTt BiANOBIAHOCTI E€Bponeichbkili hapmakonei: Big
y)Xe 3aTBeppKeHOro BUpobHMKa; 3MiHW | Tuny -
AAMiHICTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo
afpecy Micus NpoBaKEHHS AisiNIbHOCTI BUPOGHMKA
(BKItOYatOUM, 3a HEOOXIAHOCTI, MicLe NpoBeAeHHS
KOHTPO/O SIKOCTI), a60 BacHuka mactep-caiina Ha Adl,
abo noctavanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha fikapCbKunii 3acib) 3a BiACYTHOCTI cepTuddikata
BiANoOBIgHOCTI €Bponeiickkili hapmakonei y
3aTBEpPXEHOMY [10Cbe, a60 BUPOGHMKA HOBOT AOMNOMDKHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHAa agpecu
BMPOOHYKA Ait040T peYOBUHN NepUHAONPUY TepT-
6ytnunamivy Zhejiang Menovo Pharmaceutical Co., Ltd.,
China y 3B A3Ky 3i 3MiHOK Ha3BW TEPUTOPIa/IbHNX 30H B
KpaiHi BUpO6HUKa; 3MiHW | Tuny - 3MiHK 3 skocTi. AdI.
KoHTposb A®I. 3miHa y napameTpax cneuudikauili Ta/abo
[ONyCTUMUX MEX, BU3Ha4YeHnX y crneumdikauisx Ha Adl,
abo BUXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTBa AdI
(BUAYYEHHS HE3HAYHOrO NOKa3HMKa SIKOCTi (Hanpuknag,
BW/TyYEHHS 3aCTapifioro nokasHuka)) - BUAJIEHHS
PO3UMHHMKA eTunaweTar i3 cneyudikauii akTMBHOT
PEYOBMHM, OCKINbKN PO3UMHHKK HE BUKOPUCTOBYBABCS B
BMPOGHWLTBI; 3MiHW | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHM y NpoLieci
BMPOBGHULTBA FOTOBOrO NiKapCbKOro 3acoby, BKIOUYaum
NPOMDKHWIA MPOAYKT, WO 3aCTOCOBYETLCSA NPY BUPOOHULITBI
rOTOBOrO NikapcbKoro 3acoby (iHLi 3MiHK) - 3MiHN Y
npoueci BUPOOHULITBA, a camMme BHECEHHS Yac YyTPUMaHHS

NPOMIXXHOro NpoAyKTY (rpaHysuiiHa pignHa 4 rog,.,
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
rpaHynsat 14 mic., cymiw ons npecyBaHHs 1 mic., in bulk
TabneTkun 6 mic.) 4na ontTumisauii npouecy (BeegeHHs 3MiH
NpPOTArom 6-x MicsiLiB Nic/is 3aTBepAKEHHS)
105. | NEPHAONPUN Tabnetku no 4 KPKA, a.4., CnoseHis BMPOGHULITBO "in CnoseHisn BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUny 3a UA/14822/01/01
4]AMNOAUNIH 5 mr/5 mr; no 10 HoBso mecTo bulk", nepenHHe Ta - 3MiHM 3 AKOCTi. FOTOBWI NiKapCbkuii 3aci6. 3MiHN y peyernmom
KPKA TabneTok y BTOPWHHE BMPOOHWLTBI. 3MiHW Y NpoLieci BUpO6HULTBA rOTOBOIO
6nictepi; no 3 abo nakyBaHHs, nikapcbKoro 3aco6y, BKIOUaKUY NPOMIXKHUIA NPOAYKT, WO
no 9 6nictepis y KOHTPOb cepii Ta 3aCTOCOBYETLCA NMPY BUPOGHULTBI FOTOBOrO NiKapCbKoro
KapTOHHI Kopo6Lyi BUMYCK cepii: 3acoby (He3HayHa 3MiHa y npoLeci BUPO6HULTBA) -

KPKA, a.4a., Hoso
mecTo, CnoBeHis;
KOHTpONb cepii
(thiznyHi Ta ximiyHi
MEeTOAMN KOHTPOSIH0):
KPKA, a.4., Hoso
mMecTo, C/oBeHis

He3HayHa 3MiHa y npoLeci BUPOBHMLTBA: BKA3YETLCA
po3mip cepii Npu onuci BUPO6HMYOro npouecy; AoaaTkose
3MillyBaHHS rpaHy ATy, NPOCiIlOBaHHSA Ta 3MiLLyBaHHS
CyMiLLli; BigKOpyroBaHa KinbkicTb Lenonosu,
MiKPOKPUCTa/IMYHOT PEYOBWHU BiAMOBIAHO A0
3aTBepxeHoro posginy 3.2.P.1 onvc Ta cknag.; 3miHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHN, L0 CTOCYHOTbCA
BUMYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo AofaBaHHA AifbHUL, Ha SKil
3[iICHIOETLCA KOHTPO/b/BUNPOBYBaHHS cepil) -
[ofaBaHHA AiNbHULI, Ha SAKI 3AiACHI0ETLCA KOHTPO/Tb
cepii (isvnyHi Ta XiMiuHi MmeToan KoHTponto): KPKA, a.4.,
Hoso mecTo, CrnoseHis, MNoexosa yniua 5, 8501 Hoso
MecTo, C/l0BeHiA Ta NpuBeAEeHHS Po34iny A0 AOKYMeHTaL,i
BMPOBHUKA; 3MiHM | TUNY - 3MiHK 3 AKkOCTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTi EBponeiichkii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudiKaTa BigNoBIAHOCTI a60 BUTyYEHHS
cepTuchikaTa BiANOBIAHOCTI E€BpoNeiichkili hapmakonei:
ansa A®l; ana BuxigHoro marepiasy/peareHTy/npoMixxHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULUTBI ADI; ans
[0MNOMDKHOT peyoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA cepTuddikar Bif
y)Xe 3aTBeppKeHOro BUpo6HUKa - BBeieHHsi OHOBNEHW
cepTudiikaTt BiANoOBIgHOCTI E€Bponeiichkili hapmakonei: Big
yXXe 3aTBeppKeHOro BUpo6HMKa; 3MiHW | Tuny -
AZMiHICTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs1 Ta/abo
agpecy Micus NPoBaKEHHS AisiNIbHOCTI BUPOGHMKA
(BKtOYatoUM, 3a HEOHXIAHOCTI, MicLe NPoBEAEHHS
KOHTPOJO SIKOCTi), a60 BlacHuka mactep-caiina Ha Adl,
abo noctavanbHuka A®l/BuxigHoro
mMartepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha /ikapCbKunii 3acib) 3a BiACYTHOCTI cepTudhikata
BiANoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAXEHOMY [0CbE, a60 BUPOGHMKA HOBOT AOMNOMDKHOT

PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CLE) - 3MiHa agpecu
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BMPOOHYKA Ait040T peYOBUHWN NepUHAONPUIY TepT-
6ytTunamivy Zhejiang Menovo Pharmaceutical Co., Ltd.,
China y 3B A3Ky 3i 3MiHOK Ha3BW TEPUTOPIa/IbHMX 30H B

KpaiHi BUPO6HWMKa; 3MiHU | TRy - 3MiHK 3 iKocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneumdikauiin Ta/abo
[ONyCTUMKX MEX, BU3Ha4YeHnX y crneumdikalisx Ha Adl,
a60 BUXIQHWIA/NPOMKHUIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCA Y Npoueci BupobHuytea Ad|
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,

BWJ/TyYEHHS 3aCTapiforo nokasHyka)) - BUAasIeHHs

PO3UMHHMKa eTunaueTar i3 cneumdikaii akTuBHOT
PEYOBMHW, OCKINbKN PO3UMHHVK HE BUKOPUCTOBYBAaBCS B

BMPOGHUWLTBI; 3MiHM | TUMy - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM y NpoLeci
BMPOGHMLITBA FOTOBOrO /iKapCbKOro 3acoby, Bk/ovatoun

NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCSA NPY BUPOGHULITBI

rOTOBOrO /1iKapCbKOro 3acoby (iHLLi 3MiHK) - 3MiHW Y
npoLeci BUPOGHULITBA, & CaMe BHECEHHS Yac YTPUMaHHS

NPOMIXHOro NpoAyKTy (rpaHynsyiiiHa piavHa 4 rog,.,
rpaHynsat 14 wmic., cymiw gns npecysaHHs 1 mic., in bulk

TabneTku 6 mic.) 4na onTumisauii npouecy (BBegeHHs 3MiH
NPOTAroM 6-X MicsLiB Nicnsa 3aTBepAXEHHS)

106.

NEPUHAONPUN
8/AMnoanniH
10 KPKA

Tabnetkv no 8
Mr/10 mr; no 10
Tabnetok y
6nictepi; no 3 abo
no 9 6nictepiB y
KapTOHHI KopooLyi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BMPOBHULITBO "in
bulk", neperHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUMYCK cepii:
KPKA, a.4., Hoso
mecTo, CrioBeHis;
KOHTPONb cepil
(chi3nyHi Ta XimiyHi

MEeTOAMN KOHTPOJH0):

KPKA, a.4., Hoso
mecTo, CroBeHist

CnoBeHisa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny
- 3MiHu 3 siKoCTi. [O0TOBMIA Nikapcbkuii 3aci6. 3MiHU Y
BUPOGHMLTBI. 3MiHM Yy NpoLeci BUPO6HULTBA FOTOBOrO
NiKapcbKoro 3acoby, BK/IOUAUM NPOMDKHWUIA NPOAYKT, L0
3aCTOCOBYETHLCA NPV BUPOGHMULITBI FOTOBOTO NiKapPCbKOro
3acoby (He3HayHa 3MmiHa y npoueci BUpobHMUTBa) -
He3HayHa 3MiHa y npoLeci BUPO6HMLITBA: BKA3YETbCA
po3Mip cepii Npu onuci BUPO6HNYOro npovecy; AoAaTkoBe
3MillyBaHHS rpaHyIATy, NPOCilOBaHHSA Ta 3MiLLyBaHHS
CyMiLLi; BiAkopuroBaHa KisibKiCTb Liefton103u,
MiKPOKPUCTUINYHOT PEYOBMHU BiANOBIAHO A0
3aTBepxeHoro posginy 3.2.P.1 onuc Ta cknag.; 3miHun |
TMny - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3aMiHN, L0 CTOCYHTbCA
BUMYCKY Cepii Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKAPCbKOro
3aco6y (3amiHa abo AofaBaHHA AifbHUL, Ha AKil
3[iICHIETbCA KOHTPO/L/BUNPOGYBaHHSA cepil) -
[ofaBaHHsA AiNbHUL, Ha SIKil 30iCHI0ETLCA KOHTPO/Tb
cepii (hisnyHi Ta XimiyHi meTogmn koHTponio): KPKA, a.4.,
Hoso mecTo, CrioseHis, NoBxoBa yniya 5, 8501 Hoso
mecTo, C/OBeHis Ta NprBeAeHHs PO34iny A0 AOKyMeHTauii
BMPOGHMKA; 3MiHM | Tuny - 3MiHK 3 AkocTi. CepTudiikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnoBigHOCTi ab0 BUTyYEHHS

3a
peyerimom

UA/14822/01/02
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cepTucpikaTa BigNoBIAHOCTI EBponeiickkili hapmakonei:
ana A®l; ans BuxigHoro matepiany/peareHTy/npoMixHoro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI APl; aons
[0MOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHOBEHW cepTudikar Big
yXe 3aTBepKeHOro BUpo6HuKa - BBeieHHsi OHOBEHW
cepTudikaT BiAgnNoBigHOCTI EBponeiickkili hapmakonei: Big
yXKe 3aTBEPA)KEHOr0 BUPOBHMKA; 3MiHN | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecu Micus NpoBaMKEeHHS AisNbHOCTI BUPOGHMKA
(BKtOYatouN, 3a HEOHBXIAHOCTI, MicLe NPoBefEHHS
KOHTPO/IO AKOCTi), abo BlacHuka mactep-caiina Ha Adl,
abo noctavyasibHuka A®l/BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, Lo
3aCTOCOBYIOTLCA Y BUPOGHULITBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha Nnikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI €Bponeiichkili hapmakonei y
3aTBEpAXEHOMY [OCbE, 260 BUPOGHMKA HOBOI JOMOMIKHOI
pPevYoBUMHM (AKLLO 3a3HAYEHO Y OCLE) - 3MiHa agpecu
BMPOGHMKa Ajt0H0T PEYOBVHN NEpPUHAONPUY TepT-
6yTunamiHy Zhejiang Menovo Pharmaceutical Co., Ltd.,
China y 3B A3Ky 3i 3MiHOK Ha3BW TEPUTOPIa/IbHNX 30H B
KpaiHi BUPOOHUKA; 3MiHW | Tuny - 3MiHK 3 skocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
L0NyCTUMMX MEX, BU3HAYEHUX Y creundikalisax Ha Adl,
ab60o BUXIAHWA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTHCSA Y Npoueci BupobHuutea Ad|
(BMyYEHHA HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BWYYEHHS 3aCTapifioro nokasHuka)) - BUAIEHHS
PO3UYMHHMKA eTunaueTar i3 cneumdikaii akTuBHoT
PEYOBMHM, OCKINbKN PO3UYMHHMK HE BUKOPUCTOBYBABCS B
BMPOGHWLTBI; 3MiHW | TURy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHW y NpoLieci
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro 3acoby, Bkovatoun
NPOMDXHWUI NPOAYKT, LU0 3aCTOCOBYETLCS NPY BUPOOHULITBI
rOTOBOrO JliKkapCbKoro 3aco0y (iHLWi 3MiHKW) - 3MiHW Y
npoLeci BUPOGHULITBA, & CaMe BHECEHHS Yac YTPUMaHHS
MPOMIXHOro NPoAyKTy (rpaHynsuiiHa pignHa 4 rog,.,
rpaHynsaT 14 wmic., cymiw ans npecyBaHHs 1 mic., in bulk
Tabnetkn 6 Mic.) 4ns ontumisawii npouecy (BBefeHHs 3MiH
NpoTArom 6-x MicsLiB MiC/1A 3aTBEPKEHHS)

107.

NEPUHAONPUN
8/AMNOAMMIH 5
KPKA

Tabnetkv no 8
mr/5 wr; no 10
Tabnetok y
6nicTepi; no 3 abo
no 9 6nictepis y
KapTOHHI Kopo6Lii

KPKA, a.4.,
HoBo mecTo

CnoseHis

BMPOBHULITBO "in
bulk", nepsnHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOb cepii Ta
BMNYCK cepil:

CnoseHisa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUny
- 3MiHU 3 siKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLieci BUPOGHMLTBA FOTOBOrO
NiKapCbKoro 3acoby, BK/IKOHa0UM NPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETHLCS NPV BUPOGHMLITBI FOTOBOTO NiKapPCHKOro
3aco6y (He3HayHa 3MmiHa y npoueci BUpobHMUTBA) -

3a
peyenmom

UA/14823/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)

KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTpOsb cepii
(hiznuHi Ta XimiyHi

MEeTOAMN KOHTPOSIH0):

KPKA, a.4a., Hoso
MecTo, CnoBeHisa

He3HayHa 3MiHa y npoLeci BUPOOHMLTBA: BKA3YETHCA
po3mip cepii Npu onuci BUPO6HMYOro npoLecy; AofaTkose
3MillyBaHHS rpaHy ATy, NPOCilOBAHHSA Ta 3MiLLyBaHHS
CYMiLLli; BigKopuroBaHa KinbKicTb Lenonosu,
MiKPOKPUCTa/IMYHOT PEYOBWHU BiAMOBIAHO A0
3aTBepaxeHoro po3sginy 3.2.P.1 onuc Ta cknag.; 3MiHu |
TMNy - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHN, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo AofaBaHHA AifbHUL, Ha Kl
3[iICHIOETLCA KOHTPO/b/BUNPOBYBaHHSA cepil) -
[0faBaHHA AiNbHULI, Ha SKI 3A4iCHIOETLCA KOHTPO/Tb
cepil (pisunyHi Ta XiMiuHi MmeToau KoHTponto): KPKA, a.4.,
Hoso mecTo, CrnoseHis, MNoexosa yniua 5, 8501 Hoso
mecTo, C/oBeHis Ta NpuBeAeHHs Po34iny 40 AOKyMeHTaLii
BMPOOHUKA; 3MiHM | TUNY - 3MiHK 3 AKkOCTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI EBpONECHKii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudiKaTa BifgnoBigHOCTI a60 BUTyYEHHS
cepTuchikaTa BiANOBIAHOCTI E€BpONeiichkili hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULUTBI ADL; ans
[O0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOB/IEHUIA cepTudikar Big
yXe 3aTBeppKeHOro BUpo6HUKa - BBeieHHsi OHOBNEHW
cepTudikaTt BiANOBIAHOCTI €Bponeichbkili hapmakonei: Big
yXe 3aTBeppKeHOro BUpo6HMKa; 3MiHW | Tuny -
AAMiHICTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo
afpecy Micus NpoBaKEHHS AisiNIbHOCTI BUPOGHMKA
(BKItOYatOUM, 3a HEOOXIAHOCTI, MicLe NpoBeAeHHS
KOHTPO/O SIKOCTI), a60 BacHuka mactep-caiina Ha Adl,
abo noctavanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOGHULITBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha fikapCbKunii 3acib) 3a BiACYTHOCTI cepTuddikata
BiANoOBIgHOCTI €Bponeiickkili hapmakonei y
3aTBEpPXEHOMY [10Cbe, a60 BUPOGHMKA HOBOT AOMNOMDKHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHAa agpecu
BMPOOHYKA Ait040T peYOBUHN NepUHAONPUY TepT-
6ytTunamivy Zhejiang Menovo Pharmaceutical Co., Ltd.,
China y 3B A3Ky 3i 3MIHOK Ha3BW TEPUTOPIa/IbHNX 30H B
KpaiHi BUpO6HUKa; 3MiHW | Tuny - 3MiHK 3 skocTi. AdI.
KoHTposb A®I. 3miHa y napameTpax cneuudikauili Ta/abo
[ONyCTUMUX MEX, BU3Ha4YeHnX y crneumdikauisx Ha Adl,
abo BUXIigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea AdI
(BUAYYEHHS HE3HAYHOrO NOKa3HMKa SIKOCTi (Hanpuknag,
BW/TYYEHHS 3aCTapifioro nokasHuka)) - BUAaseHHs
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
PO3UMHHMKA eTunaweTar i3 cneyudikauii akTMBHOT
PEYOBUHM, OCKISIbKN PO3UMHHKK HE BUKOPUCTOBYBABCSH B
BMPOGHWLTBI; 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHM Y NpoLieci
BMPOBGHULTBA FOTOBOrO NiKapCbKOro 3acoby, BKIOUaum
NPOMDKHWIA MPOAYKT, WO 3aCTOCOBYETLCSA NPY BUPOOHULITBI
rOTOBOrO NikapcbKoro 3acoby (iHLi 3MiHK) - 3MiHN Y
npoueci BUPOOHULITBA, a camMme BHECEHHS Yac YyTPUMaHHS
NMPOMIKHOro NpoAyKTy (rpaHynsuiiHa pigvHa 4 rog,.,
rpaHynsat 14 mic., cymiw ons npecyBaHHs 1 mic., in bulk
TabneTkun 6 mic.) 4na ontumisauii npouecy (BeegeHHs 3MiH
NpPOTArom 6-x MicsiLiB Nic/is 3aTBepAKEHHS)
108. | MEPCEH® TabneTku, BKPUTI AnBoreH ManbTa Nex CnoseHisn BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 6e3 UA/9536/01/01
060/10HKOI0; No 10 ManbTa PapmaueBTUYHa - 3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy peyenma
Tabnetok y OnepeiiweH KoMnaisa g.4., (iHWi 3MiHW) - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW
6nictepi; no 4 c (POY) N1pg, CnoBeHist NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaL,ii Wwoao
6nictepn y (BMpo6HMLTBO in 3a3HayeHHs OAVHULb BUMIpIOBaHHS Y cuctemi Sl. TepmiH
KapTOHHI Kopo6Lli bulk, nakyBaHHs, BBEJEHHS 3MiH - MPOTAroM 6 MicALiB Nic/A 3aTBEePAKEHHS
BMNycK cepii); Jlek
PapmaueBTUYHa
KomnaHis a.4.,
CnoseHis
(MakyBaHHs, BUMYCK
cepil)
109. | NIKONMAKC® Tabnetku no 5 mr, AT YKpaiHa AT "®dapmak” YKpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: | Tuny - 6e3 UA/11778/01/01
no 10 TabneTtok y "dapmak” AZMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenma

6nicTepi; no 1
6nicTtepy B navui 3
KapTOHY

afipecy 3asBHVKa (BNacHWKa peecTpauiiiHoro
NOCBIAYEHHS) - 3MiHA HaliMeHyBaHHS Ta afpecu 3asaBHUKa
(BnacHvKa peecTpauiiiHoro noceig4yeHHs1) BBegeHHs 3MiH
NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPKEHHS; 3MiHM | TUNy -
AAMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy Micusi NPOBafKEHHS 4isiSTIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acooy,
BK/IOYAIOUY AiNbHULi BUNYCKY cepil abo micue
NpPOBeAEeHHS KOHTPOJTHO SKOCTI. (AisANbHICTb, 3a SKYy
BiANOBigae BUPOGHMK/IMNOpTEp, BK/IOUAKUY BUMYCK CEpiid)
- 3MiHa HaliMeHyBaHHS Ta afpecy BUPOOHUKa, 6e3 3MiHN
MicUst BAPOOGHNLTBA. 3MiHW BHECEHI B IHCTPYKLitO 4715
MeJM4YHOro 3actocyBaHHs J13 y p. "BUpo6HUK",
"Micue3HaxopkeHHsi BUPOGHMKA Ta iioro agpeca Micus
NPOBaKEHHS AiS/IbHOCTI" 3 BiANOBIAHMMM 3MiHaMK B
TEKCTi MapKyBaHHs1 ynakoBoK (BBegeHHs 3MiH NpoTsrom 6-
TN MIiCALIB NiCNA 3aTBEPMKEHHS); 3MiHM | TUNY - 3MiHK
oo 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHU) - BHeceHHs 3MiH A0 po3giny «MapkysaHHs» MKA
N3 3aTBEpXeHO: Po3ain BiACYTHI. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TeKCTy
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MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii Wwoao
3a3HayeHHs OAVHVLbB BUMIPIOBaHHA Y cucTemi Sl
(BBEAEHHS 3MiH NPOTAroM 6-T MicsLiB nicns
3aTBEPKEHHS)

110.

MIKONAKC®

Tabnetku no 7,5
mr, no 10
Tabnetok y
6nicTepi; no 1 abo
no 3 6nictepu B
nauj 3 kKapToHy

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: | Tuny -
AZMiHICTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo
agpecu 3asBHUKaA (BNacHMKa peectpauiiHoro
NOCBIAYEHHS) - 3MiHA HaliMeHyBaHHS Ta afpecu 3asaBHUKa
(BNacHvKa peecTpaLiiHoro nocBig4eHHs1) BBeaeHHs 3MiH
NPOTAroM 6-TW MiCALIB MiC/A 3aTBEPMKEHHS; 3MiHN | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy Micus NPoBaMKEHHS AiSNIbHOCTI
BMPOGHMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOUAKUY AiNbHULj BUNYCKY cepil abo micue
NPOBeAEHHS KOHTPOIO AKOCTI. (4iSANbHICTb, 3a AKY
BiANoBigae BMPOGHMK/iIMNOpTep, BKIOYaOUM BUMYCK Cepii)
- 3MiHa HaliMeHyBaHHs Ta agpecy BUpPOGHMKa, 6e3 3MiHn
Micus BUPOBGHULTBA. 3MIHW BHECEHI B IHCTPYKLitO A5
MeAUyYHOro 3actocyBaHHs 13 'y p. "BMPOGHUK",
"MicLe3HaxomkeHHs1 BUPOGHMKa Ta iioro agpeca micus
NpoBaPKEHHS AiSNIbHOCTI" 3 BIANOBIAHUMM 3MiHaMK B
TEKCTi MapKyBaHHs1 ynakoBok (BBeAeHHS 3MiH NpoTarom 6-
TN MiICALIB Nicna 3aTBEPAXKEHHS); 3MiHU | TUNY - 3MiHK
oo 6e3nekv/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi
3MiHM) - BHeceHHs 3MiH A0 po3ainy «MapkyBaHHs» MKA
N3 3aTtBepmxeHo: Po3ain BiacyTHIlA. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHO 3aTBEpAXEHOro TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM
nikapcbKoro 3acoby 3 BHECEHHSIM iHdhbopMaLi LWoao
3a3HavyeHHs OMHNLb BUMIPIOBaHHSA Y cnuctemi Sl
(BBeggeHHs 3MiH MpoTAroM 6-Tu micsAuiB nicns
3aTBEPKEHHSA)

6e3
peyenma

UA/11778/01/02

111.

NMPOCKAP®

TabneTku, BKpUTI
nAiBKOBOIO
060n10HKO0, N0 5
Mmr no 14 tabneTok
y 6nicTepi; no 2
6nictepu B
KapPTOHHIi
ynakoBLj

Mepk Wapn i

Joywm IJEA
m6X

Lseliuapi
A

Brpo6HuK
Hepo3dacoBaHHOT
npogykuii: AIAC
IHTepHelwwHN dapma,
TOB, CLWA;
MepBuHHE
nakyBaHHs:
Mepk LWapn i Joym
Nimitepn, Benvka
BputaHis; BTopuHHe
nakyBaHHs1, BUMYCK
cepii: Mepk Wapn i
[oym B.B.,
Higepnanan

CLUA/
Benvka
BpuTanis/
Higepnangm

BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu |1
TMny - 3MiHK Wop[o 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb
Ta YMOB Bujaui peectpauiliHoro noceif4eHHs, BK/IHOHa0um
MnaH ynpae/iHHA pusmkaMm (3acTocyBaHHS 3MiH(1), siki(a)
BMMaratTb(€) NoJasbLIOro 06r'pYHTYBaHHS HOBUMM
[04AaTKOBUM AaHUMW, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKi/IbKW BUMaraeTbCsi CyTTeBa
OLliHKa KOMMNEeTEHTHUM opraHom) - OHoBeHo MnaH
ynpasniHHA pu3nkamu, Bepcis 5.1 3MiHn BHeceHi Ao
yacTuHM «Cneymdikauis 3 6e3neku» BignoBigHO 40
pekomeHgauiii Guideline on good pharmacovigilance
practices (GVP) Module V — Risk management systems
(Rev 2).

3a
peyenmom

UA/0485/01/01




59

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
112. | NPOTAPIron NOPOLLOK A5 TOB "VcTok- YkpaiHa BUPOGHULTBO, Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB: yTOUHEHHA 6e3 UA/15042/01/02
BEBI® PO3UnNHY Ansa Mntoc" nepBuHHe Ta cTatycy peknamyBaHHA B Hakasi MO3 YkpaiHu Ne 2759 peyenma
iHTpaHasasnbHOro BTOPUHHE Big 30.11.2020 B npoveci nepepeecTpadii. Pegakuis B
3aCToCyBaHHA Nno nakyBaHHs1, Hakasi: nignarae. 3anponoHoBaHa pegakLia: He
0,111 chnakoH 3 KOHTPO/Ib SIKOCTI, nignsarae.
MOPOLLKOM Y BiANoBigaIbHMI 3a
KOMMNNEKTI 3 BUMYCK cepil:
PO3UYNHHWKOM MO TOB "WcTtok-TMmoc”
10 mn (Boga gnsa YKpaiHa,;
iH'ekuil) B BMPOGHUK
O[IHOZ,030BOMY PO3UYNHHKIKA:
KOHTEliHepi 3 BVMPOGHMLTBO,
KPYULLIKOHO- nepBuHHe
KpanenbHUUew y naxkyBaHHs,
KOpOO6Li 3 KapTOHY MapKyBaHHS,
KOHTPO/b AKOCTI:
TOB "lOpis-®apm",
YKpaiHa
113. | NPOTEKOH TabneTku, BKpUTI OpraHocuH IHAin EBepTomkeH Naiich IHAis BHeceHHs 3MiH 10 peecTpauiliHix maTtepianis: 3miHu | 3a UA/15396/01/01
PACT® nNiBKOBOKO Naiidp CaeHcunz flimiteq TMny - 3MiHKM Woao 6e3nekn/edheKTUBHOCTI Ta peuyenmom
060n0Hko0; Neo CaeHcu3 hapmakoHarnagy (iHwWi 3MiHW) - 3a3HaYeHHA Y TeKCTi
30: no 10 MeT. N14. MapKyBaHHi 0AMHULb BUMIpY BignosigHO Ao cuctemu Cl.
Tabnetok y 3MiHn fo MeTogis kKOHTponto SKocTi /13 po3ain
6nicTepi; no 3 "MapkyBaHHA": 3aTBepKeHO: TeKCT MapKyBaHHs
6nictepu y nauui 3 NepBUHHOI Ta BTOPUHHOI YNakoBOK A04A€ETLCS.
KapToHy; Ne 60: no 3anponoHoBaHo: 3rigHO 3aTBEPAKEHOr0 TEKCTY
10 TabneTok y MapkKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS ynakoBKu
6nictepi; no 6 NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaL,ii Wwoao
6nicTepiB y naui 3a3Ha4yeHHs OAMHWLb BUMIPIOBaHHS Y cuctemi Sl.
3 KapToHy; Ne 90: BBegeHHA 3MiH NpoTarom 3-x micauis nicns
no 10 Tabnetok y 3aTBEPKEHHSA.
6nictepi; no 3
6nicTepu y nauui 3
KapToHy; no 3
naukv y nauui 3
KapToHy; no 30, 60
a60 90 TabneTok y
KOHTeliHepi; no 1
KOHTeliHepy y
nauui 3 KapToHy
114. | NPOTEKOH TabneTkn, BKPUTI OpraHocuH IHgis EBepTogxeH Jlaiid IHgis BHeceHHs 3MiH J0 peecTpauiinux matepiania: 3MiHu | - UA/15397/01/01
PACT® NNiBKOBOKO Navidp CaeHcuns Jlimiteq TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
060/10HKOI; in CaeHcus thapmakoHarnagy (iHwi 3MiHK) - 3a3HaYEeHHS Y TEKCTI
bulk: no 1000 MeT. N74. MapKyBaHHi 04VMHULb BUMIpY BignoBigHo Ao cuctemu Cl.
Tabnetok y 3MiHM 1,0 MeToAiB KOHTPOS0 AKOCTI /13 po3ain

naketax; no 1
nakeTy y kopobui

"MapkyBaHHA": 3aTBepKeHo: TeKCT MapKyBaHHsA
NepBUHHOI Ta BTOPMHHOI YNaKoBOK A0A43ETHLCA.
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
3anponoHoBaHo: 3riHO 3aTBEP)KEHOro TEKCTY
MapKyBaHHS. OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKM
nikapcbKoro 3acoby 3 BHECEHHSM iHdhopMaL,i Woao
3a3HayeHHs OAVHMLB BUMIPIOBaHHSA Y cucTemi Sl.
BBefeHHs1 3MiH NnpoTarom 3-x MicAuiB micns
3aTBEPAKEHHS.
115. | NYNIbMIKOPT NOPOLLOK AN1A AcTpa3eHek Lseuis AcTtpa3eHeka Ab Lsewis BHECEHHS 3MiH [0 peecTpauiiiHuX MaTepianis: yTOUHEHHA 3a UAI5552/02/02
TYPBYXANEP iHranauin, 200 a Ab peecTpauiiiHoro Homepa B Hakasi MO3 YkpaiHu Ne peyenmom
MKr/pgo3a, no 100 2779 Bia 02.12.2020 B npoueci BHECEHHA 3MiH
nosy (yTouHeHHs fo3yBaHHA B Hakasi MO3 YkpaiHn Ne 2338 Big,
nn1acTMKoBOMY 15.10.2020 B npovueci BHECEHHS 3MiH (3MiHM | TURY - 3MiHK
iHranaTopi, no 1 Loao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHuwi
iHransaTopy B 3MiHW) - BHECEHHS 3MiH [0 po3ainy «MapkyBaHHs» MKA
KapTOHHI KOpOOL;j N3 : 3anponoHoBaHO: MapkKyBaHHs 3rigHO 3aTBEPLKEHOTO
TEKCTY MapKyBaHHs. 3aTBeppKeHHs a/lbTepHaTUBHOIO
TEKCTY MapKyBaHHS yNakoBKMW /likapCbKoro 3acoby i3
3a3HauYeHHAM MiKHapOAHWX NO3HAaYeHb OAUHULb
BMMIipIOBaHHA. BBeAeHHs 3MiH npoTaromM 6 micAuis nicns
3aTBepXeHHs.). Pepakuis B Hakasi: 6y/10 nponyLLeHo.
BipHa pefakuis: NopoLoK Ans iHranauiin, 200 mkr/gosa, no
100 03 Yy NNacTMKOBOMY iHransATopi, no 1 iHranatopy B
KapTOHHI Kopobui). Pepakuisi B Hakasi: UA/5552/02/01.
BipHa pegakuin: UA/5552/02/02.
116. | PEMICUA renb, 10 mr/r no MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/3980/01/01
30 ryTy6i; no 1 "®apmaLesT "papmaLeBTUYHa TMNYy - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
Ty6i B nauw,i nyHa hipma ipma "dapHuus” CTabinbHicTb. 3MiHa y TepMiHax NPUAATHOCTI abo ymoBax
"OapHuus” 36epiraHHsA roTOBOro MiKapCcbKoro 3acoby (36i/bLUeHHS

TEepPMiHy NPUAATHOCTI FOTOBOrO NiKapCbKoro 3acoby) - Ans
TOProBoi yNakoBKW (NiATBEPMKYETLCA AAHVMU PeasibHOro
yacy) 36iNbLUeHHS TepMiHY NPMAATHOCTI FOTOBOrO
nikapcbKkoro 3acoby,
3aTBEPKEHO: TePMIH NPUAATHOCTI 2 POKU,
3anponoHOBaHO: TEPMiIH NPUAATHOCTI 3 POKU. TaKoX 3MiHN
BHECEHI B IHCTPYKLj0 AN MeAMYHOro 3acTocyBaHHA 13 'y
p. "TepmiH npuaaTtHocTi". BBeAEHHS 3MiH MPOTATrOM 6-Tu
MiCALiB Nicnsa 3aTBepAKeHHS. 3MiHN | Tuny - 3MiHW 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. KOHTPONb roToBoOro
nikapcbkoro 3acoby. 3MiHa y meToAax BUNpobyBaHHs
roTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW y MeToaax
BMNpOGYBaHb (BK/IOYaUM 3amiHy abo AONOBHEHHS))
CynyTHS 3MiHa 3MiHM 3 IKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpOb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadili Ta/abo 4ONyCTUMUX MEX
roTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHK) - BHECEHHS 3MiH
[0 cneumdikauii Ta MeTofiB KOHTPOSIHO AKOCTi /13
BHAC/NIAOK NpUBELEHHS Y BIANOBIAHICTL A0 BUMOr DY Ta
EP 3 BignoBigHMMM pefakuiiHinHMMKM NpaBkaMmn 3a
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
nokasHukamu «lgeHTudikauis», «pH», «CynposigHi
LOMiLKM», «MikpobionoriyHa unctoTa», «KinbkicHe
BU3HAYEHHSA»
117. | PEOCOPBINAKT po34nH ons TOB "HOpis- YkpaiHa TOB "HOpia-®apm” Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 3a UA/2399/01/01
® iHdpysiin no 200 mn Papm” - 3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy peyenmom
a6o 400 mny (iHWi 3MiHW)- BHECeHHA 3MiH [0 po3ainy “MapkyBaHHS"
NNALWKAX CKNAHUX; MKS#A N13: 3arBepaxeHo: Mapkuposka. MpunaraeTtcs.
no 200 mn a6o 3anponoHoBaHo:
400 mn y nnsAwui MapkyBaHHS. 3rifHO 3aTBEPXEHOr0 TEKCTY MapKyBaHHS.
CKNsHIlA; no 1 3MiHV BHECEHI B TEKCT MapKyBaHHS YakoBKW NikapCbKoro
naswui B navi; 3aco6y 040 3a3HaYEHHSA MDKHAPOAHNX MO3HAYeHb
no 250 mn a6o OAVHWLb BUMIPOBAHHSA
500 mny BBeneHHs 3MiH NpoTAroM 6-tn micsAuiB nicns
KOHTelHepax 3aTBEepKEHHSA
noniMepHNx
118. | PUH3A® NOPOLLOK A4/1A TOB YkpaiHa FOHiK IHAi BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3MiHu | Tuny 6e3 UA/4336/01/01
xoTcun 3 opasibHOro "[PKOHCOH i dapmacbloTukan - AOMIHICTpaTVBHI 3MiHW. BulydeHHs1 BUpOOHMYOT AinbHuUUi |  peyenma —
BITAMIHOM C 3I po3unHy no 5r JHKOHCOH NabopaTopis (Brntovaroum ginbHuL ans A®I, npomixHoro npoaykty aéo | Ne 5, Ne 10.
CMAKOM NOPOLLIKY Y YkpaiHa" (BippineHHs dipmun roTOBOrO /iKapCbKOro 3acoby, AiNbHUL 415 NPOBEeAEHHS 3a
AMNENbCUHY nakeTuky; no 5 "x. B. Kemikana nakyBaHHs1, BUPOOHWKa, BifNoBigasIbHOro 3a BUNYyCK Cepiit, | peyenmom —
a6o 10, a6o 25 eHf, MicL,e NPOBeAEHHSI KOHTPO/HO cepii) abo nocTavanbHMKa Ne 25.
nakeTukis y PapmacboTukan3 BUXiAHOrO Martepiany, peareHTy abo AonoMiXHOT
KapTOHHI KOpoOLji Nt PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - BunyyeHHs
BMPOGHUYOI AinbHULi anst AD| KodpeiH - Kudos Chemie
Limited, India i3 maTepianis peecTpauiiiHoro focke, y
3B'5I3KY i3 BUPOOHMYOK HEObXigHICTHO
119. | PUCNONENT NOpPOLLIOK Ta TOB Ykpaina Brvpo6HMuTBO Ta LliBeiiuapis/ | BHECEHHSI 3MiH 40 peecTpaLiiiHMX MaTepiasiB: 3MiHu | Tuny 3a UA/1683/01/01
KOHCTA® PO3UUHHUK AN "[IXOHCOH i nepBMHHA ynakoska CLWA - AIMiHICTpPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo peyenmom
cycnensii gns [bKoHCOH PO3YMHHYIKA: afipecy 3asBHVKa (BN1acHMKa peecTpauiiiHoro
iH'exuili YkpaiHa" Cinar Al NocBiAYEHHS) - 3MiHa agpecu 3asBHMKa
NPOJIOHrOBaHOI fji LBeliuapis;
no 25 wr; Brpo6HMLUTBO Ta
KOMMNIEKT, Lo nepBMHHA ynakoBka
MicTUTb: 1 donakoH NMOPOLLIKY:
3 NopoLukom, 1 Ankepmec IHk.,
wnpuy, 3 2 mn CLUA;

PO34MHHMKA
(Hatpito
Kkapmenosa 40
mMa.c;
nonicop6ar 20;
HaTpito
rigpococdpart,
avrigpar; kuenota
JIMMOHHa
6e3BoAHa; HaTpito
Xxaopug; HaTpito

BTopuHHa ynaxkoBka
Ta BUNyCK cepii:
Cinar Ar’,
LBeliuapis
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

rigpokcmg; Boga
ans iH'ekyin), 1
6e3rosiKoBuii
npucTpii
West/Medimop
ANSA NPUroTyBaHHA
cycneHsii Ta 2
TO/IKN [LOBXUHOI
25 mm T1a 51 mm (i3
3aXMCHUMU
npucTposmu) Ans
BHYTPILUHbOM'I30B
VX iH'eKLi Y nayui

120.

PUCNONENT
KOHCTA®

NMOPOLLIOK Ta
PO3UMHHVWIK AN1A
cycneHsii ans
iH'exuin
NPOJIOHroBaHoI Al
no 37,5 wr;
KOMM/IEKT, L0
MiCTUTb: 1 donakoH
3 NopoLukom, 1
wnpuy, 3 2 Mn
PO3UMHHUKA
(HaTpito
kapmenosa 40
mla.c;
nonicop6ar 20;
HaTpito
rigpochocdart,
avrigpar; kuenota
NIMMOHHA
6e3BoHa; HaTpito
xnopug; HaTpito
rigpokcna; Boga
ons iH'ekyin), 1
6e3ronikoBuii
npucTpii
West/Medimop
ONA NPUroTyBaHHsA
cycneHsii Ta 2
TOJIKM JOBXWHOO
25 mm Ta 51 mm (i3
3aXVCHUMM
npucTposamu) ans
BHYTPILLHLOM'AI30B
WX iH'eKUi y nayui

TOB
"[XKOHCOH i
J[>KOHCOH
YkpaiHa"

Ykpaina

Brpo6HMLUTBO Ta
nepBrHHA yrnakoBKka
PO3UYNHHVIKA:
Cinar Ar,
LLiBeiiuapis;
Brpo6bHmuTBO Ta
nepBrHHA yrnakoBka
MOPOLLIKY:
Ankepwmec IHK.,
CLLA;
BTopuHHa ynakoska
Ta BMNYCK cepil:
Cinar Ar’,
LLiBefuapis

Lsenuapis/
CLWA

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afipecy 3asiBHMKa (BNnacHWka peecTpaviiiHoro
noceigyeHHs) - 3MiHa agpecy 3asBHUKa

3a
peyerimom

UA/1683/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
121. | PUCNONENT® TabneTku, BKPUTI TOB YkpaiHa Anccen-Cinar C.n.A. ITania BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHU | TUNYy 3a UA/0692/01/02
060/10HKOI0, N0 2 "[IXOHCOH i - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
mr; no 10 [bKoHCOH afipecy 3asBHMKa (BNacHVKa peecTpauiiiHoro
Tabnetok B YkpaiHa" NoCBIAYEHHS) - 3MiHa agpecu 3asiBHUKa
6nicTepi; no 2 abo
no 6 6nictepiB y
KapTOHHIN nayui
122. | CEAA®PITOH® Kancysiu; rno 6 MPAT Ykpaina BiANOBiAaIbHMI 3a Ykpaina BHECEHHS 3MiH [0 peecTpaviliHiX maTepianiB: YTOYHEHHA 6e3 UA/4826/02/01
POPTE Kancyny 6nictepi; | "®ITODAPM BVMPOGHMLTBO, Ha3BMU JlikapcbKoro 3aco6y B Haka3si MO3 YkpaiHu Ne peyenma
no 2 a6o 4, a6o 8 " nepBYHHE/BTOPUHHE 2779 Bia 02.12.2020 B NpoLeci BHECEHHS 3MiH (3MiHW |
6nicTepiB y nauui nakyBaHHs, TMNYy - 3MiHW 3 SKOCTi. [OTOBMIA Nikapcbkuii 3aci6.
KOHTPO/Ib AKOCTI Ta CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
Bunyck cepii: MPAT 36epiraHHs roTOBOro Nikapcbkoro 3acoby (3miHa B ymoBax
"OITOGAPM", 36epiraHHs roToBOrO JlikapCbKOro 3acoby abo nicns
YkpaiHa; PO3UYMHEHHS/BIAHOBNEHHS) - BHECEHHS 3MiH 0 pO34iny
BiANOBIgaIbHUI 32 «YMOBW 36epiraHHsA» BHacNiA0K onTuMisaui
BVMPOGHMLTBO, TemneparypHoro pexumy; 3anpornoHosaHo: YMOBW
nepBYHHE/BTOPVHHE 3BEPIFTAHHSA 36epirati B opuriHasibHiil ynakoBLi, npu
nakyBaHHs, Temnepartypi He Bule 25 °C. 3MiHM BHECEHI B pO34in
KOHTPO/Ib SIKOCTI: "YMOBWU 36€epiraHHA" B iHCTPYKLiIO A5 MeANYHOro
MAT "BitamiHn", 3acToCyBaHHSA NikapcbKoro 3acoby, sik HacnigokK -
Ykpaina Bi4MNOBIAHI 3MiHW Yy TEKCTI MapKyBaHHS yNakoBKU
nikapcbkoro 3acoby). Pegakuis B Hakasi: CEAA®ITOH
OOPTE. BipHa pegakuis: CEAJAPITOH® POPTE.
123. | CUNAEHA®IN TabneTku, BKpUTI AHaHTa Benuvka Aptypa IHAi BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianisa: 3MiHu | 3a UA/15398/01/01
100 AHAHTA NNiBKOBOKO Megikeap BpuTaHis dapmacboTikan3 TMNy - AGMIHICTPATUBHI 3MiHW. BunyyeHHs1 BUPOGHNYOT peyenmom
06010HKO0, N0 nra. MeT. N14. AinbHULI (BKNOYaoun AinbHULi ana APl NpoMiXHOro
100 mrno 4 NpoAyKTy abo roToBOro NiKapcbKoro 3acoby, AibHULL ANs
Tabnetkn y NpoBeAEeHHA NakyBaHHS, BUPOOHMKa, BiANOBIAA/IbHOIO 3a
6nicTepi; no 1 BWMYCK Cepiii, MicLle NPOBELEHHSI KOHTPO/HO cepii) abo
6nicTepy B nayi nocTavasibHMKa BUXiAHOro maTepiasy, peareHTy abo
[LOMOMIDKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCHE)
BunyuyeHHsi BUpo6HUYOI ainbHULi 13 — F'eTepo /1a63
Nimite, IHais.
3MiHV BHECEHIi B iHCTPYKLit0 /151 MeAN4YHOro 3acToCyBaHHs
N3y p. "BupobHUK", "MicLe3HaxoKeHHs1 BUpOGHMKa Ta
oro agpeca Micus NpoBafKeHHs AisNbHOCTI" 3
BigMNOBIgHMMUN 3MiHAMK B TEKCTi MapKyBaHHS yNaKoBOK.
BBefeHHs 3MiH NpoTAroM 3-X MicsLiB NicNsA 3aTBEPAKEHHS
124. | CUNAEHA®IN 50 | TabneTku, BKPUTI AHaHTa Benuka ApTypa IHAiA BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3MiHu | 3a UA/15398/01/02
AHAHTA nAiBKOBOIO Megikeap BputaHis dapmacbloTikans TMny - AGMIHICTPaTVBHI 3MiHW. BuiyyeHHs BUpoGHUYOT peyenmom
060/10HKO0, Mo 50 nra. MeT. N14. AinbHULI (BKNtOYaoun AinbHULi ana APl npoMiXHOro

Mr 1o 4 Tabnetku
y 6nictepi; no 1
6nicTepy B naui

NpoAyKTy abo roTOBOro NiKapcbKoro 3acoby, AibHULL oNs
NpoBefieHHS NaKyBaHHs, BUPOGHYKa, BiNOBiAaIbHOMO 3a
BWMYCK Cepiii, MicLle NPOBELEHHSI KOHTPO/IHO cepii) abo
noctavajibHuMKa BUXigHOro martepiasy, peareHty abo
[0MOMIDKHOT pEYOBMHM (SIKLLO 3a3HAYEHO Y AOCHE)
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
BunyyeHHs1 BUpo6HMYOT ginbHuui M3 — Metepo J1a63
Nimiten, IHais.
3MiHU BHECEHI B iHCTPYKLil0 4519 MeANYHOro 3acTOCyBaHHS
N3y p. "BupobHuk", "MicLe3Haxo4KeHHs BUPOOHUKaA Ta
oro agpeca MicusA NpoBaKEHHS Ais/IbHOCTI" 3
BiAMNOBIAHMMMM 3MiHAMMW B TEKCTi MapKyBaHHS! YNakoBOK.
BBefeHHs 3MiH NpoTAroM 3-x MicsiLiB Nicns 3aTBEPIKEHHS
125. | CKIHOPEH® renb 15%, no5r NNEO dapma [anis NNIEO dapma ITanis BHECEHHS 3MiH 4O PEECTpaLiiHNX MaTepianis: 3MiHa 6e3 UA/1074/01/01
abo no 30 ry Ty6i; AlC MaHydakTypiHr 3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo peyenma
no 1 1y6i B ITani CPN

KapTOHHI nayui

Haka3y MO3 Big 23.07.2015 Ne 460) BeefeHHS 3MiH
NPOTAroM 6-TW MiCALIB MiC/A 3aTBEPMKEHHS; 3MiHN | TUny -
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.

BeefieHHs1 a60 3MiHK [0 y3araslbHeHUX AaHnx npo
cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX
[aHuX npo cuctemy chapmakoHarnsagy, smiHa
YNOBHOBaXKEHOT 0Cc06M, BiANOBIAaNbHOT 32 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3asBHUKa A5 34iiCHEHHA hapMmakoHarnsgy B YkpaiHi,
SKLLO BOHA BiAMIHHA Bif YyNOBHOBaXKEHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay
(BK/IHOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
macTep-gaiina cuctemm chapmakoHarnsay) - aMmiHa
YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BifNoOBigabHOI 3a
thapmakoHarnsag. fitoya pegaxuis: Dr. Michael Kayser.
MponoHoBaHa pegakuis: Line Alleslev Larsen. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOMN 3asBHUKA,
BignoBigas1bHOI 3a papmakoHarnsag. 3MiHa KOHTakTHOT
0coby yNnoBHOBaXXeHOI 0cobu 3asBHMKa, BIANOBIAa/IbHOT
3a hapmakoHarnag B Ykpaini. [litoua pegakuis:
BepemiioBa PeHaTa EBreHisHa. [ponoHoBaHa pefakuis:
HaymoBa IpvHa OnekcaHgpiBHa. 3MiHA KOHTaKTHUX gaHWX
KOHTaKTHOT 0CO6M YNOBHOBaXXEHOT 0COOM 3asBHMKA,
BignoBigas/IbHOT 3a hapmakoHarnsag B YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTi 3 hapMakoHarnsay.
3MiHa Micue3HaxomKeHHs macTep-aiina Ta lioro
HoMepa; 3MiHW | Tuny - AAMIHICTPaTMBHI 3MiHX. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHSI
AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro J1ikapCbKoro
3aco6y, BK/IHYaKUU AibHULL BUNYCKY cepii abo MicLe
NPOBeAEHHS KOHTPOIO AKOCTI. (4iSANbHICTb, 3a AKY
BiANoBigae BMPOGHMK/IMNOpTep, BKIOYaOUM BUMYCK Cepii)
- 3MiHa HaliMeHyBaHHS1 BUPOGHMKa rOTOBOTO J1iKapCbKOro
3acoby, 6e3 3MiHM MicLA BUPOGHMLTBA. 3MiHN BHECEHO B
IHCTPYKL0 A48 MeAMYHOro 3acTocyBaHHS LL0A0
HaliMeHyBaHHs Ta MiCL,e3HaxOoMKEeHHS BUPOOHYKa 3
BiANOBIAHUMU 3MiHAMU Y TEKCTI MapKyBaHHS YNakoBKu

niKkapcbKoro 3acoby (BBeAeHHs 3MiH NpoTsrom 6-1u
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
MicALiB Nicnsa 3aTBepMKeHHs); 3MiHK | Tuny - 3MiHK Woa0
6e3nekn/echekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKM /TiKapCbKoro
3acoby 3 BHECEHHSM iHdhopMaLlil LWoA0 3a3HAYeHHS
OAMHNLb BUMIpOBaHHA y cuctemi S| (BBeAeHHS 3MiH
NpPOTSArom 6-Ty MicsILiB Micnsi 3aTBEPAKEHHS)
126. | CKIHOPEH® Kpem 20%, no 30 r | JIEO dapma [anis NEO dapma ITania BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHa 6e3 UA/1074/02/01
y Ty6i; no 1 1y6i y AIC MaHydhakTypiHr 3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo peyenma
KapTOHHI Kopo6Lyi ITani CPN

BiANoOBigae BUPOGHMK/IMNOPTEp, BK/OUAKOUM BUMYCK CEPiid)
- 3MiHa Ha3BuW Ta agpecu BupobHuka M3, 6e3 3amiHn micus

6e3nekn/echekTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -

Haka3y MO3 Big 23.07.2015 Ne 460) BeefeHHA 3MiH
NPOTArom 6 MicsiLiB NicNs 3aTBEPKEHHS; 3MiHW | Tvny -
3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX npo
cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX
[aHvx Npo cuctemy apmakoHarnsgy, sMmiHa
yMNOBHOBaXeHOT 0cobu, BiANoBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsagy
3as8BHUKa ANA 34iICHEHHA hapmakoHarnsay B YKpaii,
AIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy
(BK/IHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
macTep-ghaiina cuctemm hapmakoHarnisay) - 3amiHa
YNOBHOBaXXEHOT 0CO6U 3asBHMKA, BigNOBiAaNbHOI 3a
dhapmakoHarnag. fitoua pegakuisa: Dr. Michael Kayser.
MponoHoBaHa pepakuis: Line Alleslev Larsen. 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXEHOT 0COOM 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3MiHa KOHTaKTHOI
0Cco6U YNoBHOBaXKEHOT 0C0OM 3aABHMKA, BiAMoBigas/IbHOT
3a (hapmakoHarnag, B Ykpaini. [itoua pegakuis:
BepemiioBa PeHaTa E€BreHisHa. [ponoHoBaHa pefakuis:
HaymoBa IpnHa OnekcaHgpiBHa. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT 0CO6U 3asIBHVIKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi. 3MiHa Micua
3[iiCHEHHS1 OCHOBHOI AiANIbHOCTI 3 hapMakoHarsay.
3MiHa MicLe3HaxoMKeHHs1 MacTep-haiina Ta inoro
Homepa; 3MiHW | Tuny - AOMiHICTPaTMBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu MicuA NPOBaMKEHHS
LisiNIbHOCTI BUPOGHMKa/iMnopTepa roToBOro J1ikapcbKoro
3aco6y, BKIOUaUM AinbHNL BUNYCKY cepii abo Micue
NpoBeAeHHSA KOHTPOJIH0 AKOCTI. (4iSANbHICTb, 3a AKY

BMpPOGHMLUTBA (BBEAEHHS 3MiH NPOTAroM 6 MicAuiB nmicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHK WoA0

BHECEHHSA 3MiH [0 po3ainy “MapkyBaHHA" MKA N13:

3arBepmKeHo: Po3gin «MapkyBaHHs»: MapkyBaHHs. TekcT

MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNaKoBKM
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
nikapcbKoro 3acoby fofaeTbecsA. 3anponoHoBaHo: Po3ain
«MapkyBaHHs»: MapkyBaHHS. 3rifHO 3aTBEPAXXEHOTO
TEKCTY MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
yNaKkoBKU NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmali
LLIOAO 3a3HAYEHHS OAMHULb BUMIPIOBaHHS y cuctemi Sl
(BBeggeHHsA 3MiH MPOTAroM 6-Tv micsUiB nicns
3aTBEPKEHHS)
127. | CONKOCEPUN reflb OYHWin; no 5r MaiinaH Monbwa BMPOGHMLTBO in Lsenuapis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3miHa 6e3 UA/13751/01/01
y Ty6i; no 1 1y6i B Xenckea Cn. bulk, nakyBaHHs, HimeuunHa | 3asBHMKa (BnacHUKa peecTpaviliHoro nocsigyeHHs) (3rigHo peyenma
nauui 3 KapToHy 30.0. KOHTPO/b SKOCTi: Haka3y MO3 Big 23.07.2015 Ne 460). 3miHu | Tuny - 3MiHK
Neraci LoAo 6e3nekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi
PapmacbloTikan3 3MiH1) 3MiHW BHECEHO B iIHCTPYKLiO 415 MeANYHOro
CaitceneHg MvoX, 3aCTOCYBaHHS MikapCcbKoro 3acoby LWoA0 BUIyYEHHS
LLBeiuapis; 3a8BHMKA Ta MOro MiCLE3HaXOXKEHHS.
BMNYCK cepil:
MEJA ®apma M'mbeX
eHp Ko. KT,
HimeyumnHa
128. | CONNKOCEPUN refib O4HWA; no 51 MaiinaH Monblwa BMPOGHMLTBO in Lselivapis/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis: 3MiHu | 6e3 UA/13751/01/01
y Ty6i; no 1 Ty6i B Xenckea Cn. bulk, nakyBaHHs1, HimeuunHa My - AGMIHICTPATUBHI 3MiHW. 3MiHa HaliMEeHYBaHHSI peyenma
nauui 3 KapToHy 30.0. KOHTPO/b AKOCTi: Ta/abo afpecyn MicLs NPOBaKEHHS AiSNIbHOCTI
Neraci BMPOGHMKa/iMNnopTepa roToBOro NikapcbKoro 3acoby,
dapmacboTikan3 BK/THOYAKOUM AiNbHULI BUMYCKY cepil abo micue
CsitceneHg Mv6X, NpoBeAEeHHS KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
LBeliuapis; BiNOBifa€e BUPOGHMK/iIMIOPTEp, BKIOYAKOUMN BUMYCK CePild)
BMNYCK cepil: 3MmiHa agpecy BMpobHuka fleraci ®apmachloTikan3
MEJA ®apma 'm6X CsitceneHg Nm6X, LBeiiuapis, 6e3 3mMiHW Micus
eHf Ko. KT, BMPOGHMLITBA. 3MiHM BHECEHI B IHCTPYKLiIO A1 MeANYHOro
HimeyunHa 3aCTOCYBaHHS LLOAO MiCLE3HaxX0oMKEHHS BUPOOHMKa 3
BiANOBIAHVMU 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby.
129. | CONNIKOCEPUN reflb OYHMM no 5r MaiinaH Monbwa BVMPOGHMLTBO in LLBenuapis/ BHECEHHS 3MiH 0 peecTpauiiiHux matepiasis: 3MiHu | 6e3 UA/13751/01/01
y Ty6i; no 1 Ty6i B Xenckea Cn. bulk, nakyBaHHs, HimeuyunHa TMNy - 3MiHK 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y peyenma
nauui 3 KapToHy 30.0. KOHTPO/b SKOCTi: BUPOBHMUTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHThCA

Neraci
dapmacboTikan3
CaitceneHg Mbx,
LLiBeiuapis;
BMNYCK cepil:
MEJA ®apma M'm6X
eHg Ko. KT,
HimeuunHa

BUMYCKY Cepii Ta KOHTPO/IIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHs BUPOOHUKA, LLO
BignoBigae 3a BBe3eHHS Ta/abo BMNycK cepii) - He
BK/IO4A0UM KOHTPOSb/BUMPOGYBaHHS cepii - 3amiHa
BMPOGHMKa BiANoBifasIbHOro 3a BUMycK cepii Jleraci
dapmacbloTikan3 Ceitceneng Mv6X, LWseiuapis Ha MEJA
dapma N'v6X eHg Ko. KIM, HimeuyuunHa, Ta 3a3HauyeHHs
(hyHKLi1 3aTBEpAKEHOrO BUPO6HUKa fleraci
dapmacbtoTikans Ceitcenens Mvo6X, LLseiiyapis
(Bnpo6HMLTBO in bulk, NnakyBaHHS, KOHTPOb SKOCTI).
3MiHV BHECEHO B IHCTPYKLiO A1 MeAUYHOro
3aCTOCYBaHHS LLOAO HaliMeHyBaHHA Ta
MicLie3HaxX0MKEHHS1 BUPOOHMKA, SIK HAC/ifgoK — BiANOBiAHI
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

3MiHW Y TEKCT MapKyBaHHs YNaKoBK/ JliKapCbKOro 3acooy.

3miHu | TUny - 3miHn Wwogo 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHu) OHOBNEHHS BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHs BTOPUHHOI Ta

NepBMHHOT ynakoBku /13, 3 BHECEHHSM iHGhopMayii fo

TEeKCTY MapKyBaHHS NEePBMHHOI Ta BTOPUHHOI yrnakoBku /13
LLIOA0 3a3HaYeHHs OAMHUL BUMIpIOBaHHSA Yy cuctemi Sl
naTuHWUEero, Ta 3MiHa iHdhopmalii 3a3HaveHoi y po3gini

“Mapkuposka” MKA J13. OHOB/IEHHA BXe 3aTBepXeHOro

TEKCTY MapKyBaHHA BTOPUHHOT Ta NepPBUHHOT ynakosku /13
3 BHECEHHSM iHhopMmaL,i LWOoA0 3a3HaYEHHA OAUHULIb

BMMIipIOBaHHsA y cuctemi Sl.

130.

CYMAO®IKC

Tabnetkn 50 wr,
no 4 Tabnetkn y
6nicTepi, no 5
6nictepiB y
KapTOHHI Kopo6Lyi

AypobiHao
dapwma J/ITa

IHais

AypobiHao Papma
Nimiteg — OHIT I

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny
- 3MiHK Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT ANns
MeAMYHOro 3aCTOCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn Nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3nekn 3acTocyBaHHSA NMikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysbTar OLiHKN
3BiTY 3 JOCNiAXeHb, MPOBeAEeHUX BiANOBIAHO A0 NnaHy
negiatpuyHmx gocnimxkerb (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHUM YNOBHOB&XXEHVIM OPraHOM) - 3MiHW BHECEHI
[0 IHCTPYKUIT 415 MeANYHOro 3aCTOCyBaHHSA NiKapCbKoro
3acoby y po3gain "Mo6iyHi peakuii" BiANOBIAHO A0
OHOBJIEHOT iH(hopMaLlii 3 6e3nekn Ailo4oi peyoBUNHU.
BBeeHHs 3MiH npoTAroM 6-tn micAuis nicns
3aTBEPAKEHHS

3a
peyenmom

UA/17276/01/01

131.

CYMA®IKC

Tabnetku 100 wr,
no 4 Tabnetkn y
6nictepi, no 5
6nictepiB y
KapTOHHI Kopo6Lyi

AypobiHao
Papma /114

IHgis

Aypob6iHao dPapma
Nimiteq — FOHiT Il

IHgis

BHECEHHS 3MiH [0 peecTpauiiHux martepiasis: 3miHn | Tuny
- 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKUiT A1si
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3nekun nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro 3acoby
B nicnspeecTpaLiiinii nepiog, abo sk pe3ysibTat OLiHKN
3BITY 3 fOCNiAKeHb, NPOBEAEHNX BifNOBIAHO A0 NNaHy
negiatpnuHmx gocnigpkerb (PIP) (3MiHy y3rogpkeHo 3
KOMMNETEHTHUM YMOBHOB&XEHNM OpraHoOM) - 3MiHWN BHECEHI
[0 HCTPYKUIT 418 MeANYHOro 3acToCcyBaHHs NiKapCbKoro
3acoby y po3gin "Mo6iyHi peakyji" BigNoBigHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku Aiko4oi peHOBUHN.
BBefieHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/17276/01/02

132.

TEBAIPACTAM

PO34nH ana
iH'eKUili abo
iHdpy3ini no 30 MAaH

TeBa
dapmaunesTi
Kau

13painb

TeBa
dapmaveBTikan
IHgacTpi3 /114,

I3paine/
HigepnaHngm
/

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- AgMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHNYOT AiNbHULL
(BKAKOYaKuM ginbHuLi ans A®I, NpoMiXXHOro NPoAykTy abo

3a
peyenmom

UA/15237/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
MO/0,5 mn; no 0,5 IHaacTpi3 (BMpo6HMLTBO 3a NnuTtBa roTOBOrO NiKapCbKOro 3acoby, AiNbHULi 4718 NPOBEAEHHS
mn (30 maH MO) B nra. MOBHVM LMK/IOM), nakyBaHHs, BUPOBHYKa, BifNOBIAaNIbHOIO 3a BUMYCK Cepiid,
CKMSIHOMY LUNPULL I3paine; MicL,e NpoBeAEHHS KOHTPO/IO cepii) abo nocTavanbHrKa
0/4HOPa3oBOro Tesa ®apma B.B. BUXIAHOIO MaTepiasly, peareHTy abo LONOMIXHOI
BUKOPUCTAHHSA 3 ([o3Bin Ha BUNyCK PEYOBUHM (SIKLLO 3a3HAYEHO Y [OCbE) - BUTYYEHHSAM
nepMaHeHTHO cepii), Higepnanaw; BMPOGHMYOT AinbHuLi TeBa ®apmMaueBTikan IHAacTpi3
npuegHaHo 3AT TeBa banTikc Nta., 13painb, agpeca Byn. Kipbsat XaMaga 20, Xap
rofIKoK Ta (KoHTponb AKocTi), Xo3Bim Npom. 30Ha, Epycanunm, I3painb (20 Kiryat
3aXVUCHUM NutBa HaMada St., Har Hozvim Ind. Zone, Jerusalem, Israel), wo
KOBMavkom, 3 abo BiANoBiAae 3a KOHTPO/Ib AKOCTI (BUNPOBYBaHHSA Ha
6e3 npuctporo ans BM3HAYEHHA KOHLUEHTpauii AueTaTis). K Hacnigok
6e3neyHoro BHECEHO BifMNOBiAHI pefakuiiHi NpaBku A0 po34iniB
BBEJEHHSA Ta 3.2.P.3.1 Bupo6Huku, 3.2.P.5.1. CrneundikaLis, 3 aKkmx
3anobiraHHs BUyYa€eTbCA iH(hOpMAaLLisl LWOAO BULLEe3a3HAYEeHOI
nopaHeHb ro/IKo BMPOGHMYOI Nnowaaku. BignosigHe BunpobyBaHHs 113 3a
41 NOBTOPHOrO NokasHUKOM «AueTaT» 6yae NpoBoAMTUCS HA
BUKOPUCTAaHHS; No 3aTBepAXeHin ainbHuui 3AT TeBa banTike, J/lutea.
1 wnpuuy y BBefeHHs1 3MiH NpoTArom 6-Tv MicAUiB nicns
KapTOHHIN Kopo6Lii 3aTBEepAKEHHS
133. | TEBATPACTUM PO34uMH 48 TeBa I3painb TeBa I3paine/ BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/15237/01/02
iH'eKLin abo PapmaueBTi dPapmaLeBTikas Higepnavgn | - AOMiHiCTpaTVBHI 3MiHW. BUny4YeHHS BUPOGHMYOT AiNbHUL peyenmom
iHdpy3iil no 48 mnH Kan IHpacTpi3 T4, / (Bkovatoum ginbHULi gns A®l, NnpoMiXXHOro NpoaykTy abo
MO/0,8 mn; no 0,8 IHpacTpi3 13painb NutBa rOTOBOrO /liKapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
M (48 mnH MO) B nra. (Bupo6HuTBO 3a nakyBaHHs, BUpOGHYKa, BifNoBigaNbHOro 3a BUMYCK Cepiid,
CKNSAHOMY LUNPULL NMOBHUM LMK/IOM); MicLLe NpoBeAEHHS KOHTPO/IO cepil) abo nocTavasnbHuKa
0iHOPa3oBOoro TeBa ®apma b.B., BMXi4HOrO Martepiany, peareHTy abo AONOMiXHOT
BWKOPWUCTaHHSA 3 HigepnaHngn PEYOBMHM (SIKLLIO 3a3HAYEHO Y OCBE) - BUTYYEHHAM
nepMaHeHTHO (Jo3Bin Ha BUNYCK BUPOGHMYOT AinbHUL TeBa ®apmaleBTikan IHoacTpi3
NpUeSHaHO cepii); NTa., 13paink, agpeca Byn. Kippat XaMaga 20, Xap
rofIkoto Ta 3AT TeBa banTikc, Xo03BiM Npom. 30Ha, Epycanum, I3painb (20 Kiryat
3aXUCHUM NutBa HaMada St., Har Hozvim Ind. Zone, Jerusalem, Israel), wo
KoBMaykom, 3 abo (KoHTponb SKOCTi) BiANOBIAAE 3a KOHTPO/Ib AKOCTi (BUNPOOYyBaHHA Ha
6e3 npucTpoto Ans BM3HAYEHHS KOHUEeHTpaLi AueTarTis). Ak Hacnigok
6e3neyHoro BHECEHO BiZNOBiAHI peaakuiiHi npaBku [0 po3Ainis
BBe[lEHHA Ta 3.2.P.3.1 Bupo6Huku, 3.2.P.5.1. Cneuudpikauis, 3 akmx
3anobiraHHs BU/TyYaETbCA iHpopmaLis LWoa0 BULLEe3a3HAYEeHOT
nopaHeHb roJiKo BMPOBHUYOT nnoLwaakum. BignosigHe BunpobyBaHHs /13 3a
4M MOBTOPHOTO NMoKasHUKOM «ALeTaTn» 6yae NpoBOANTUCSA Ha
BUKOPUCTAHHS; No 3aTBepaxeHin ainbHuui 3AT TeBa banrTike, /luTBa.
1 wnpuuy y BBeneHHs 3MiH NpoTAroM 6-tn micsAuiB nicns
KapPTOHHI KopobUi 3aTBEPKEHHSA
134. | TIAPA TPIO® TabneTkn, BKpUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15070/01/01
nniBKOBOO "®apmaLesT "papmaLeBTUYHa TMny - 3MiHK LWoao 6e3nekn/edekTBHOCTI Ta peyenmom
060/10HKO0, M0 5 nyHa hipma ipma "dapHuus” thapmakoHarniagy. BeegeHHs abo 3MiHM [0 y3arasibHEHUX
Mmr/12,5 mr/160 wr; "OapHuus” [aHux npo cuctemy hapmakoHarnsagy (BBefeHHs

no 14 tTabneTok y
KOHTYPHIli

y3araJibHeHVX AaHnx Npo cucTemy chapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M, BignoBiganbHOI 3a
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YapyHKOBIli 3[jiCHEHHsT hapMakoHarsay; KOHTaKTHOI 0cobu 3
ynakosLi; no 1 a6o thapmakoHarnagy 3asBHuka Ans 34iiCHEHHA
N0 2 KOHTYpHI thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YapyHKOBI YMNOBHOBaXXEHOT 0Cc0o6M, BiANOBiAaNbHOT 3a 34iACHEHHS
yNakoBKM B nauLyi thapmakoHarnagy (BKIHYatoun KOHTaKTHI AaHi) Ta/abo
3MiHW Y PO3MilLEeHHI MacTep-thaiina cuctemu
hapMakoHarnsgy) - 3mMiHa ynoBHOBaXxeHOo! 0cobu
3asBHMKa, BIANOBIAA/IbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: Cipaxos Irop OnekcaHapoBuY.
lMponoHoBaHa pefakuis: Typok B'sayecnas B'ayecnaBoBuy.
135. | TIAPA TPIO® TabneTku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasnis: 3MiHu | 3a UA/15069/01/01
NNiBKOBOIO "®PapmaueBT "papmaLeBTUYHa TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKO10, Mo 10 n4yHa hipma ipma "OapHuus” thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranibHEHUX
mr/12,5 mr/160 wr, "NapHuus"” AaHux npo cuctemy hapmakoHarnsagy (BBeAeHHs
no 14 Tabnetok y y3ara/lbHeHUxX faHvx npo cuctemy hapmakoHarnagy,
KOHTYpHil 3MiHa YNOBHOBaXEHOT 0CO6M, BignoBiganLHOI 3a
YapyHKOBIli 3[jiCHEHHSs hapMakoHarsay; KOHTaKTHOI 0cobu 3
ynakosLj, no 1 a6o dhapmakoHarnsgy 3asaBHuKa Ana 34ilCHEHHS
Nno 2 KOHTYpPHi hapMakoHarnsgy B YkpaiHi, KO BOHa BigMiHHA Bif,
YapyHKOBI yNOBHOB&XeHOT 0cobu, BiAgNoBiAanbHOT 3a 34iNCHEHHS
yNakoBKMW y nayui thapmakoHarnsgy (Bkouvatoum KOHTakTHi aaHi) Ta/abo
3MiHW Y PO3MIiLLEHHI MacTep-thaiina cuctemu
hapmakoHarnsay) - 3mMiHa ynoBHOBaXXeHOT 0cobun
3asBHIKa, BiANoBigaibHOI 3a hapMakoHarnsag.
[Oitova pepakuis: Cipaxos Irop OnekcaHapoBuy.
[MponoHoBaHa pefakuis: Typok B'syecnas B'ayecnaBoBuy.
136. | TOP-NYN Tabnetku no 10 Aypo6iHao IHais Aypo6iHao ®apma IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 3a UA/14721/01/01
mr; no 10 Papma JITa Nimiten (FOHIT III) - 3MiHM Wopao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy peyenmom
TabneTtok B (iHWi 3MiHW) - OHOB/IEHHST TEKCTY MapKyBaHHS yNakoBKW
6nicTepi; no 3 nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaL,i LWoao
6nictepu B 3a3HavyeHHs OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl.
KapTOHHI KOpooL;i BHeCeHHs1 3MiH A0 po3ainy “MapkyBaHHs" MKA N3:
3arsepaxeHo: MAPKNPOBKA YIMAKOBKW TOTOBOIO
NNEKAPCTBEHHOI'O CPE/ACTBA B cooTBeTcTBUM C
yTBEPXAEHHbIM 06pa3L/oM. 3anponoHOBaHO:
MAPKYBAHHSA 3rigHO 3aTBEpAXEHOro TEKCTY
MapKyBaHHs. BBeieHHSA 3MiH NPOTAroM 6-X micsuis nicns
3aTBEPAKEHHS
137. | TPUBEPAM® 10 TabneTku, BKPUTI ne PpaHuis BUPOGHULTBO, PpaHuis/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 3a UA/15517/01/01
Mr/5 Mr/5 M nniBKOBOIO NNABOPATY KOHTPO/Ib SKOCTI, Ipnangis - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
obonoHkoto, no 10 | AP CEPB'E nakyBaHHs, BUMYyCK thapmakoHarnagy. 3MiHa y KOPOTKiil xapakTepucTuLi

Mr/5 mr/5 mr; no
30 Tabnetok y
KOHTelHepi gns
Tabnetok; no 1
abono 3
KOHTeliHepu ans

cepii:
Na6opaTtopii Ceps'e
IHpacTpi, PpaHuis
nakyBaHHs1, BUMYCK
cepii:
Ceps'e (IpnaHgis)

niKkapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLIT ANns
MeAMYHOro 3acTOCyBaHHA Ha MiAcCTaBi perynsipHo
OHOBJ/THOBAHOrO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
JocnifmxeHb 3 6e3nekn 3acToCcyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpaLiiinii nepiog, abo sk pe3ynbTar OLiHKM
3BIiTY 3 10C/i)KeHb, MPOBEAEHUX BiAMOBIAHO A0 NaaHy
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Tabnetoky IHpacTpic 114, negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rompkeHo 3
KOpOO6Li 3 KapTOHY Ipnangis KOMMETEHTHUM YNOBHOBaXKEHVM OpPraHoM) - Ans

Ao3yBaHHa 20 mr/10 mr/5 mr
3MiHM BHECEeHO A0 [HCTPYKLUiT Ana MeanuyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemogis
3 iHWWMWM flikapcbKMMK 3acobamu Ta iHLWi BUAn
B3aemogiit”, "Ocob6MBOCTi 3aCTOCYBaHHA" 3rifHO
pekomeHgauii PRAC wopao fgogasaHHSA No6iyHOI peakuit
"theHomeH PeliHo" Ans fitoyoi peyoBMHW NePUHAONPWIT;
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acToCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo
OOCnigpKeHb 3 6e3MeKn 3acTocyBaHHS NikapCcbKoro 3acoby
B nicnsipeecTpaLiiiuii nepiog, abo sk pe3ysibTat OLiHKM
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negjatpnyHux gocnigpkeHs (PIP) (iHwi 3miHW) - aons
no3yBaHHs 20 Mr/10 Mr/5 Mr; 3MiHW BHECEHO A0 IHCTPYKUIT
0151 MeUYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWIMMM NikapCbKuMK 3acobamm Ta
iHWI BMAay B3aemogijin”, "OcobMBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y Nepiof BariTHOCTI abo roflyBaHHs
rpyaato”, "MobivHi peakyii” 3rigHo pekomeHgauin CMDh
LLLOZ10 OHOBJ/IEHHS iHhopMaLii 3 6e3neky amnoaunivy -
B3aemogis 3 CYP3A4 Ta 6e3nekv 4ONOMIXHOI PeyOBUHM;
3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku nikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHK/
3BIiTY 3 OC/IXeHb, MPoBeAEeHUX BiANOBIAHO A0 NnaHy
negjatpnyHux gocnigpkeHb (PIP) (iHwi 3miHW) - ona
[o3yBaHHs 20 mMr/10 mr/5 Mr. 3miHW BHeCeHO A0 IHCTpyKui
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby A0
po3ginis "B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta
iHWi BMAW B3aemogiin", "Ocob6nnBoCTi 3aCTOCyBaHHA"
3rigHo pekoMeHgauii CMDh 1040 oHOBNEHHS iHGhopMaLii
3 6e3nekn 04HOYaCHOro 3acTOCyBaHHS iHribiTopis AMd 3
KO-TPUMOKCa30/10M; 3MiHV | TNy - 3MiHK LWoAo
6e3nekn/edpekTMBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTaBsi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHS /likapcbKoro 3acoby B nicnsipeecTpauiiHnii
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nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,

npoBefeHnX BiANOBIAHO A0 MnaHy negiaTpuyHmnx
pocnipxeHb (PIP) (3MiHy y3rofpkeHo 3 KOMNeTEHTHUM
YNOBHOB&XEHUM OpraHom) - Ans fo3ysaHHsA 20 mr/10 mr/5
Mr. 3MiHV BHECEHO A0 IHCTPYKUIT 4518 MeANYHOro
3aCcToCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemMogis
3 iHWKXMK NiKapCcbKMMK 3acobamu Ta iHWi BUan
B3aemMogiin", "OcobanBOCTi 3acTocyBaHHA" 3rigHO
iHchopmaL,ii CTOCOBHO OHOYACHOrO 3aCTOCyBaHHSA
CTaTWHIB 3 NpenapaTtamu, LWo MiCTATb y3n40BY KACNOTY;
3MiHM | TUny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKUIT ANns
MeAMYHOro 3aCTOCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/THOBAHOrO 3BITYy 3 6e3neku nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3neku 3acTocyBaHHSA NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysbTar OLiHKN
3BITY 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 NaHy
negiatpnyHux gocnimxkerb (PIP) (iHwi 3miHK) - Ans
[o3yBaHHa 20 mMr/10 mr/5 Mr. 3miHn BHeceHo A0 IHCTpykui
AN9 MeAMYHOro 3acToCyBaHHA ikapCbKoro 3acoby [0
po3zinis "B3aemogis 3 iHLWMMK fikapcbknMu 3acobamu Ta
iHLWI BMAW B3aemogiin", "OcobmBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakuii” 3rigHo pekomeHgauii PRAC woao
3acToCyBaHHA 3 pauekafoTpusiom, iHribitopamy mTOR,
AofaBaHHA NO6IYHOT peakLi "NoCMNeHHs CUMMNTOMIB
ncopiasy"; 3mMiHu | TMny - 3MiHK Woao
6e3nekn/edpeKkTMBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHSA NiKapCbKoro 3acoby B Mic/ispeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MaaHy negiaTpuyHmnX
pocnimkeHs (PIP) (iHwi 3miHW) - onsa gosysaHHsA 20 mr/10
Mr/5 Mr. 3MiHX BHECEHO [0 IHCTPYKLUIT 4715 MeANYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemogis
3 iHWMMWM flikapcbKMMK 3acobamu Ta iHLWi BUAn
B3aemogiit”, "MobivHi peakuii” 3rifHo pekomeHaauiii CMDh
LLLOA0 OHOBJ/IEHHS iHhopMaL,ii 3 6e3neky amnoauniny -
B3AEMOZT 3 KNapPUTPOMILIHOM, TakponiMycoMm, A0AaBaHHsA
no6ivHOT peakuii "ekcTpanipamigHi posnaaun'; amiHu | Tuny
- 3MiHK Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOPOTKiil XxapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAMYHOro 3acTOCyBaHHA Ha MiACTaBi perynsipHo

OHOB/HOBAHOIO 3BiTY 3 6Ge3NeKn Nikapcbkoro 3acoby, abo
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[ocnimkeHb 3 6e3neky 3acTocyBaHHSA NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysbTar OLiHKN
3BITY 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM OpraHom) - Ans
[o3yBaHHs 20 Mr/5 mr/5 mr; 40 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUi ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMmn 3acobamu Ta iHLWi BUan B3aeMogiii",
"Oco6MBOCTI 3aCTOCYBaHHA" 3rifiHO pekomeHaauiii PRAC
040 AofaBaHHa NobivHOT peakuii "deHomeH PeliHo" ans
L0401 peYOBVHN NepUHAONPUI; 3MiHW | TUNy - 3MiHK
oo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKiA XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHSA NiKapCbKoro 3acoby B Mic/iApeecTpauiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MnaHy negiaTpuyHmnx
pocnimkens (PIP) (iHwi 3MmiHW) - Ansa gosysaHHsA 20 Mr/5
Mr/5 mr; 40 Mr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTpyKLi
0151 MeMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWMMM NikapCbKuMK 3acobamm Ta
iHWI BMAay B3aemogijit”, "Oco6MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y Nepiof BariTHOCTI abo roflyBaHHs
rpyaato”, "MobiuHi peakyii” 3rigHo pekomeHgauin CMDh
LLIOZ10 OHOBJ/IEHHS iHhopMaLii 3 6e3neky amnoaunivy -
B3aemogis 3 CYP3A4 Ta 6e3nekv 4ONOMIXHOI PeyOBUHM;
3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku nikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHKN
3BiTY 3 OC/iXeHb, MPOBeAEHUX BiANOBIAHO A0 NnaHy
negjatpnyHux gocnigpkenb (PIP) (iHwi 3miHW) - ona
[o3yBaHHs 20 Mr/5 mr/5 mr; 40 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUii ANA MeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMun 3acobamu Ta iHLWi BUan B3aeMogiii",
"Oco6MBOCTI 3acTocyBaHHS" 3rigHO pekomeHaauiin CMDh
LLIOA0 OHOBJIEHHS iHGhopMaLii 3 6e3nekn ogHO4YaCHOro
3aCTOCyBaHHS iHribiTopis AM® 3 KO-TPMMOKCA30/10M; 3MiHN
| TMNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapCbKOoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLIT Ans
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MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3nekn nikapcbkoro 3acoby, abo
OOCnigpKeHb 3 6e3Mnekn 3acTocyBaHHS NikapCcbKoro 3acoby
B nicnsipeecTpaLiiinii nepiog, abo sk pe3ysibTat OLiHK1
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVIM OPraHoM)- 415 A03YBaHHSA
20 mr/5 mr/5 mr; 40 mr/10 mr/10 Mr. 3MiHM BHECEHO A0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NiKapcbkoro
3acoby [0 po3ainis "B3aemMogis 3 iHLWMMU NiKkapCbKMu
3acobamu Ta iHLWi BUAY B3aemogiin”, "OcobamsocTi
3acTocyBaHHSA" 3rigHO iHdhopMaLlii CTOCOBHO O4HOYACHOro
3aCTOCYBaHHA CTaTWHIB 3 NpenapaTtamu, Lo MiCTATb
doy3naoBy KMCNOTY; 3MiHW | TURY - 3MiHM LWOAO
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT A1 MeAMYHOro 3acTOCyBaHHS
Ha niAcTaBi perynspHo OHOBJ/THOBAHOIO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHSA NikapCbKoro 3acoby B MicspeecTpauiiHmi
nepiog, abo sik pe3ynibTaT OLiHKM 3BiTY 3 AOCNILKEHb,
npoBefieHnX Bi4NoBigHO A0 NAaHy negiatpudHnx
pocnigmkens (PIP) (iHwi 3MmiHW) - ona gosysaHHsA 20 mr/5
mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby A0
po3ginis "B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta
iHWi BMAW B3aemogiit”, "MobivHi peaxuii” 3rigHo
pekomeHaauiii CMDh o0 OHOBNEHHS iHhopMaLii 3
6e3nekn amnoguniHy - B3aEMOZii 3 KNapuTpoOMILUHOM,
TakposiMycoMm, AoAaBaHHS NobGiYHOI peakLil
"ekcTpanipamigHi po3naamn"; 3miHu | Tuny - 3miHu Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuLj NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi peryisipHO OHOB/IKOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHs NiKapCbKoro 3acoby B Mic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb,
npoBefeHVX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnipxeHs (PIP) (iHwi 3miHW) - ona nosyBaHHA 20 Mr/5
mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLiT
ANA MeAUYHOro 3acToCyBaHHA NikapCbKoro 3acoby [0
po3zinis "B3aemogis 3 iHLWMMK NikapcbkrMu 3acobamu Ta
iHLWI BMAW B3aemogii", "OcobmBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakuyii” 3rigHo pekomeHgauii PRAC woao
3acToCyBaHHA 3 pauekafoTpusiom, iHribitopamy mTOR,
AofaBaHHA NO6IYHOT peakLi "NoCMNeHHs CUMNTOMIB
ncopiasy"; 3miHu | TMny - 3MiHK WoA0
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6e3nekn/edpekTMBHOCTI Ta thapMakoHarnsagy. 3miHa y
KOPOTKIll XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHSA NiKapCbKoro 3acoby B Mic/ispeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MnaHy negiaTpuyHmnX
pocnigmkens (PIP) (iHwi 3miHW) - Ansa gosysaHHsA 10 mr/5
Mr/5 mr; 20 Mr/10 mr/10 mr. 3MiHWM BHECEHO A0 IHCTpyKLi
0151 MeMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWIMMWK NiKapCbKuMy 3acobamm Ta
iHWI BMAay B3aemogiit”, "OcobMBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
rpyaato”, "MobivHi peakyji” 3rigHo pekomeHgauin CMDh
LLIOZ10 OHOBJIEHHS iHhopMaLii 3 6e3nekr amnoaunivy -
B3aemogis 3 CYP3A4 Ta 6e3nekv 4ONOMiIXHOI Pe4OBUHM;
3MiHN | TURY - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku nikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHK/
3BiTY 3 OC/IXeHb, MPoBeAEeHUX BiANOBIAHO A0 NnaHy
negjatpnyHux gocnigpkeHb (PIP) (iHwi 3miHW) - ona
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLii ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMmn 3acobamu Ta iHWi BUan B3aeMogiii",
"Oco6nMBOCTI 3acTocyBaHHS" 3rigHO pekomeHaauiin CMDh
LLIOA0 OHOBJIEHHS iHGhopMaLii 3 6e3nekn ogHOYaCHOro
3aCTOCyBaHHS iHribiTopis AM® 3 KO-TPMMOKCA30/10M; 3MiHN
| TMNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3nekn nikapcbKoro 3acoby, abo
OOCnigpKeHb 3 6e3MeKn 3acTocyBaHHS NikapCcbKoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo sk pe3ysibTat OLiHKN
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETeHTHUM YNOBHOBAXEHUM OpraHom) - Ans
[o3yBaHHst 10 mr/5 mr/5 mr; 20 mr/10 Mr/10 mr. 3miHn
BHECEHO A0 IHCTPYKUiT 418 MEeAUYHOro 3aCTOCyBaHHS
niKkapcbKoro 3acoby Ao po3ainis "Bsaemogia 3 iHWKMMK
nikapcbkMmn 3acobamu Ta iHLWi BUan B3aemogiii",
"Oc06/MBOCTI 3acTOCcyBaHHA" 3rigHO iHdhopmaLlil CTOCOBHO
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0/IHOYACHOTrO 3aCTOCYBaHHS CTaTUHIB 3 NpenaparamMu, Lo

MICTATb (Dy3MA0BY KMCAOTY; 3MiHU | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TEKCTI

MapKyBaHHS Ta iIHCTPYKLT A1 MeANYHOro 3acTOCyBaHHS
Ha niAcTaBi perynsipHo OHOBJ/THOBAHOIO 3BiTYy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHSA NikapCbKoro 3acoby B MicspeecTpauiiHui
nepiog, abo sik pe3ynibTaT OLiHKM 3BTy 3 AOCNIAKEHb,
npoBefieHVX Bi4noBigHO A0 NAaHy negiatpudHnx
pocnigmkens (PIP) (iHwi 3MmiHW) - ona gosysaHHsA 10 mr/5
mr/5 mr; 20 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby [0
po3ginis "B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta
iHWI BMAy B3aemogiin”, "OcobMBOCTi 3aCTOCYBaHHSA",
"Mo6iuHi peakyii” 3rigHo pekomeHgauii PRAC wono
3aCTOCYBaHHSA 3 paLekagoTpuniom, iHrieitopamm mTOR,
[0faBaHHsA MO6IYHOT peakLi "NocMNeHHs CUMMNTOMIB
ncopiasy"; 3miHu | TMny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTunLj NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi perynsipHO OHOB/IKOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHs NiKapCbKoro 3acoby B nic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAXKEHb,
npoBefeHVX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnigpkeHb (PIP) (3MiHY y3rofi)eHo 3 KOMNeTEeHTHUM

YMNOBHOB&XEHWM OpraHom) - Ans gosysaHHA 10 mr/5 mr/5
mr; 20 mr/10 Mr/10 mr. 3miHu BHeceHo [0 IHCTpyKuii ans

MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis

"B3aemogis 3 iHWMMM flikapCbKumuy 3acobamu Ta iHLWi BUAW
B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHA" 3rigHO
pekomeHpauili PRAC oo foAaBaHHA No6GiyHOI peakuil
"theHomeH PeliHo" Ans fitoyoi peyoBMHW NEPUHAONPWIT;
3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA Ha NiACTasi perynspHo

OHOB/IOBAHOIO 3BITY 3 6e3nekun nikapcbKoro 3acoby, abo

LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHK/
3BIiTY 3 OC/IXeHb, MPoBeAEeHUX BiANOBIAHO A0 NnaHy

negjatpnyHux gocnigpkeHb (PIP) (iHwi 3miHW) - ona
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLii ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn

NiKapcbknmy 3acobamu Ta iHLWi BUAK B3aemogin”, "Mo6ivHi
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peakuii” 3rigHo pekomeHgauii CMDh 11040 OHOBNEHHS

inchopmawuii 3 6e3neku amnoauniHy - B3aEMOogji 3
K1apUTPOMILMHOM, TakpoiMycoMm, foAaBaHHS NoGi4HOI
peaxuii "ekcTpanipamigHi posnagn”; 3miHu | Tuny - 3MiHn

Loao 6e3snekn/epekTnBHOCTI Ta chapmakoHarnagy. 3MiHa
Y KOPOTKili XapakTepucTuLi /likapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT N5 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi peryisipHO OHOB/IKOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHs NiKapCbKoro 3acoby B nic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb,
npoBefeHVX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnipxeHs (PIP) (iHwi 3miHW) - ona nosyBaHHA 20 Mr/5
mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLiT
ANA MeAUYHOro 3acToCyBaHHA NikapCbKoro 3acoby [0
po3ainis "®apmakonoriyHi BNacTueocTi",
"MpoTunokasaxHa", "B3aemogis 3 iHWMMK NiKkapCbKumu
3acob6amu Ta iHWi BuAy B3aemogiii”, "OcobamBocCTi
3acTocyBaHHs", "Cnoci6b 3acTocyBaHHA Ta o3un", "MobiyHi
peakuii” 3rigHo pekomeHgauin CMDh w040 OHOB/IEHHS
iHchopMmawii 3 6e3nekn atopBacTaTuHy - B3aEMogii 3
npoTMBIpyCHUMM 3acobamu Ans NikyBaHHA renatuty C,
[ofaBaHHsA No6iYHNX peakuii "po3pus M'asy",
"BOBYaKONOAi6HNIA cMHAPOM"; 3MiHu | TURY - 3MiHU WOA0
6e3nekn/edpeKTMBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iIHCTPYKLT A1 MeNYHOro 3aCTOCyBaHHS
Ha nigcTaBsi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapCbKoro 3acoby B Mic/ispeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIIKEHD,
npoBefeHVX BiANOBIAHO A0 MnaHy negiaTpuyHmnX
pocnimkens (PIP) (iHwi 3miHW) - onsa gosysaHHsA 10 mr/5
Mr/5 mr; 20 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTpyKLi
0151 MeMYHOro 3acToCyBaHHS NikapcbKoro 3acoby Ao
po3gainis "®apmakosnoriyHi BnactTueocTi",
"MpoTunokasaHHA", "B3aeMogia 3 iHWMMKN NiKapCbKUMu
3acobamu Ta iHLWi BUAY B3aemogiin”, "OcobamsocTi
3acTocyBaHHs", "Cnocib 3actocyBaHHs Ta fo3n", "TMobiuHi
peakuii” 3rigHo pekomeHgauii CMDh 11040 OHOBNEHHS

iHhopMmawii 3 6e3nekn atopBacTaTvHy - B3aEMOZi 3

npoTMBIpyCHUMM 3acobamu Ans NikyBaHHA renatuty C,
[ofaBaHHsA NoGiYHUX peakLiii "po3pus M'A3y",
"BOBYaKONOAIGHNI cMHAPOM"; 3MiHU | TURY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuLj NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT AN MeANYHOro 3acTOCyBaHHS
Ha NigcTaBi perynsipHo OHOB/IKOBAHOTO 3BiTY 3 6e3neku
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nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHSA NikapCbKoro 3acoby B micspeecTpauiiHmi
nepiog, abo sik pe3ynibTaT OLiHKM 3BiTY 3 AOCNILKEHb,
npoBefieHnX Bi4NoBigHO A0 NAaHy negiatpudHnx
pocnigpkenb (PIP) (iHwi 3miHW) - onsa gosysaHHsA 20 mr/10
Mr/5 Mr.
3MiHM BHECEeHO A0 [HCTPYKLUiT Ana MeanyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BractusocTi", "lMpoTunokasaHHsa",
"B3aemopis 3 iHLWMMK NiKapcbknmuy 3aco6amu Ta iHLWi BUAn
B3aemMogiin", "OcobnnBocTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHs Ta go3n"”, "MobiuHi peakwii” 3rigHoO
pekomeHaauiii CMDh o0 OHOBNEHHS iHhopMalLii 3
6e3nekn atopBacTaTuHy - B3aeMogii 3 NPOTUBIPYCHNMM
3acobamu gns nikysaHHA renatuty C, gofasaHHs
No6iYHKX peakLiii "po3puB M'A3y", "BOBYAKOMNOAIGHWI
cmHApoM"; 3MiHu Il TMny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy. 3miHm y
KOPOTKIili XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT A/19 MEANYHOIO 3aCTOCYBaHHA y
3B'AA3KY i3 HOBYMU JaHVWMU 3 SKOCTi, JOKMiHIYHUMU,
KNHIYHUMY faHMK Ta faHuMK 3 papMakoHarnsagy - ans
[o3yBaHHst 20 Mr/10 mr/5 wmr.
3MiHV BHECEHO A0 IHCTPYKLiT 47189 MeaNYHOro
3acTocyBaHHSA NikapcbKoro 3acoby Ao po3ainis "B3aemopis
3 iHWMMW NliKapCbKMMK 3acobamu Ta iHLWi BUAN
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IN06IYHi
peakujii" BiANoBigHO A0 MaTepianiB peecTpauiiiHoro f1ocke
(wopmo iHhopmauii 3 6e3nekn amnoauniHy - B3aemogii 3
iHribitopamy mTOR); 3MiHu Il TRy - 3MiHK WoAo
6e3nekn/edpekTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIll XapaKTepnCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ans
[o3yBaHHsA 20 mMr/10 mr/5 mr.
3MiHM BHEeCeHO A0 [HCTPYKUiT Ana MegnuyHoro
3aCcTOCYyBaHHS MikapCbKOoro 3acoby Ao po3giny
"MpoTunokasaHHa", "B3aemogis 3 iHWMMK NliKkapCbKUMM
3acobamu Ta iHWi B1uamn B3aemogiii”, "Ocob1mBOCTi
3actocyBaHHs", "MobiuHi peakuyii" BignoBsigHO A0
Marepianis peecTpaujiiiHoro gocbe (oo iHdopmadii npo
B3aEMO/jI0 3 KOMOGIHaL e cakybiTpun/BancapTaH,
3actocyBaHHs npu CMAAN, peHoBacKyApHii rinepTeHsii,
ekcTpakoprnopasibHUX MeTogax NikyBaHHsA); 3MiHu Il Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM Y KOPOTKiil XapaKTepuCTULi Nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLT 4151 MegnyHoro
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3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMM AaHUMK 3 SIKOCTI,
OOKAIHIYHUMK, KNIHIYHAMW JaHUMK Ta AaHuMu 3
hapmakoHarnsgy - gns gosyBaHHs 20 mr/10 mr/5 wr.
3MiHM BHECEeHO A0 [HCTPYKLUiT Ana MeanuyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemogis
3 iHWWMWM flikapcbKMMK 3acobamu Ta iHLWi BUAn
B3aemogiin", "Oco6mBocTi 3acTocyBaHHs", “IM06iYHi
peakuii" BiANoBIigHO A0 MaTepianis peecTpauiiHoro 4oCbe
(wopo iHdhopmauii 3 6e3nekn amnoanniHy — HEMOX/IMBOCTI
BMBEEHHS Nif vac Agianisy, B3aeMofii 3 LMKIOCNOPUHOM,
[0faBaHHA 4acToTU NPOBIYHMX peakLiit); 3miHu Il Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy.
3MiHM Y KOPOTKIil XapaKTepuCTu1Li NikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLi 415 MeanyHoro
3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMU AaHUMK 3 SKOCTI,
LOKNIHIYHUMW, KNIHIYHUMW JaHUMU Ta AaHUMK 3
hapmakoHarnsgy - gnsa gosysaHHs 20 mr/5 mr/5 mr; 40
Mr/10 Mr/10 mr. 3miHu BHeceHo [0 IHCTpyKuii ans
MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMM flikapCbkumuy 3acobamm Ta iHLWi BUAW
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IN06i4YHi
peakujii" BiANoBigHO A0 MaTepianiB peecTpauiiiHoro 1ocke
(wopmo iHhopmauii 3 6e3nekn amnoauniHy - B3aemogii 3
iHribitopamy mTOR); 3MiHu Il TRy - 3MiHK WoAo
6e3nekn/edpekTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ns
po3yBaHHa 20 mr/5 mr/5 mr; 40 mr/10 Mr/10 Mr; 3MiHK
BHECEHO A0 IHCTPYKLUii ANA MEeAUYHOTO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby go po3ainy "MNpoTnnokasaHHs",
"B3aemogis 3 iHWMMM flikapcbkumy 3acobamu Ta iHLWi BUAn
B3aemogiit", "OcobmBocTi 3acTocyBaHHs", “IM06iYHi
peakuii" BiANoBigHO A0 MaTepianis peecTpauiiHoro 4oCbe
(wozo iHdhopmaLii Npo B3aeMOA;jio 3 KOMGiHaL e
cakybiTpun/BancapraH, 3actocyBaHHs npyu CMAANN,
PEHOBACKYNSIPHIi rinepTeHsii, ekcTpakopnopasibHMX
mMeToAax NikyBaHHS); 3MiHu Il Tuny - 3miHW Wwoao
6e3nekn/edreKkTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ans
fo3yBaHHs 20 Mr/5 mr/5 mr; 40 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLii ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
NiKapcbknMy 3acobamu Ta iHLWi BUAM B3aEMOgin",
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"Oco6u1BocTi 3acTocyBaHHA", "Mo6IYHI peakwii”
BINOBIAHO 4O MaTepiasiB peecTpauiiHoro focbe (LLoa0
iHchbopmawii 3 6e3nekn amnoauniHy — HEMOX/IMBOCTI
BMBEEHHS Nif vac gianisy, B3aeMofii 3 LMKI0CMOPUHOM,
[0faBaHHA 4acToTU NPOBIYHMX peakLiit); 3miHu Il Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy.
3MiHW Y KOPOTKIil XapakTepuCTu1Li NikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLi 415 MeanyHoro
3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMU AaHUMK 3 SKOCTI,
LOKNIHIYHUMW, KNIHIYHUMW JaHUMU Ta JaHUMK 3
dhapmakoHarnagy - 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr.
3MiHN BHECEHO A0 IHCTPYKLiT 4718 MeanYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby Ao po3ainis "B3aemopis
3 iHWWMW NliKapCbKMMy 3acobamm Ta iHLWi BUAN
B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", “IM06IYHI
peakuii" BiANoBigHO A0 MaTepianiB peecTpauiiiHoro f1ocke
(wopmo iHhopmauii 3 6e3nekn amnoauniHy - B3aemogii 3
iHribitopamy mTOR); 3MiHu Il TRy - 3MiHK WoAo
6e3nekn/edpeKTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIll XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCyBaHHA Y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 dhapmakoHarnsagy - ons
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLIi ANA MEeAUYHOIO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby o po3ainy "MNpoTnnokasaHHs",
"B3aemogis 3 iHWMMM flikapcbkumuy 3acobamum Ta iHLWi BUAn
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IM06iYHi
peakuii" BiANoBigHO A0 MaTepianis peecTpauiiHoro 4OCbe
(wozo iHdhopmaLii Npo B3aeMof;jio 3 KOMGiHaL e
cakybiTpun/BancapraH, 3actocyBaHHs npyu CMAAN,
PEHOBACKYNSIPHIi rinepTeHsii, ekcTpakopnopasibHUX
mMeToAax NikyBaHHS); 3MiHu Il Tuny - 3MiHW Wwoao
6e3nekn/edreKkTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ns
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUii ANA MeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMun 3acobamu Ta iHLWi BUan B3aeMogiii",
"Oco6umBocTi 3acTocyBaHHA", "Mo6IYHI peakwii”
BINOBIAHO 4O MaTepiasiiB peecTpauiiHoro focke (LLoa0
iHchbopMmawii 3 6e3nekn amnoauniHy — HEMOX/IMBOCTI
BMBEEHHS Nif vac Agianisy, B3aeMofii 3 LMKIOCNOPUHOM,
[0AaBaHHsA YacToTu NPobiYHMX peakuili
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138. | TPUBEPAM® 20 TabneTku, BKPUTI ne PpaHuis BUPOGHULTBO, PpaHuia/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 3a UA/15517/01/02
Mr/10 Mr/10 Mr nNiBKOBOKO JNABOPATY KOHTPO/Ib SIKOCTI, IpnaHgis - 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta peyernmom
obonoHkoto, no 20 | AP CEPB'E nakyBaHHs, BUMYyCK thapmakoHarnagy. 3MiHa y KOPOTKiil XxapakTepucTuui

Mr/10 mr/10 mr, no
30 TabneTtok y
KOHTelHepi gns
Tabnetok; no 1
abono 3
KOHTelHepu ans
Tabnetok y
KOpOoO6Li 3 KAPTOHY

cepii:
Na6opaTtopii Ceps'e
IHpacTpi, PpaHuis
nakyBaHHs1, BUMYCK
cepii:
Cepg'e (IpnaHgis)
IHpacTpic 114,
Ipnangis

niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKUIT ANns
MeAMYHOro 3acCTOCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/IHOBAHOIO 3BITYy 3 6e3neku nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3neky 3acTocyBaHHSA NikapCbKoro 3acoby
B nicnspeecTpauiiHnii nepiog, abo sk pe3ysibTar OLiHKN
3BITY 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 NaHy
negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM OpraHom) - Ans
po3yBaHHa 20 mr/10 mr/5 mr
3MiHV BHECeHO A0 [HCTPYKLUii Ana MeanuyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemogis
3 iHWMMWM flikapCbKMMK 3acobamu Ta iHLWi BUAn
B3aemogiit”, "Ocob6MBOCTi 3aCTOCyBaHHA" 3rifHO
pekomeHgauii PRAC woao fgogasaHHA No6iyHOI peakuit
"theHomeH PeliHo" Ans fitoyoi peyoBMHW NEPUHAONPWIT;
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekn nikapcbKoro 3acoby, abo
OOCnigpKeHb 3 6e3Mekn 3acTocyBaHHS NikapCcbKoro 3acoby
B nicnsipeecTpaLiiiuii nepiog, abo sk pe3ysibTar OLiHKM
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negjatpnyHux gocnigpkeHs (PIP) (iHwi 3miHW) - aons
no3yBaHHs 20 Mr/10 Mr/5 Mr; 3MiHW BHECEHO A0 IHCTPYKUIT
0151 MeMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWIMMM NikapCbKuMK 3acobamm Ta
iHWI BMAay B3aemogijin”, "OcobMBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
rpyaato”, "MobivHi peakyii” 3rigHo pekomeHgauin CMDh
LLIOZ10 OHOBJIEHHS iHhopMaLii 3 6e3nekr amnoaunivy -
B3aemogis 3 CYP3A4 Ta 6e3nekv 4ONOMIXHOI PeyOBUHM;
3MiHW | Tuny - 3MiHK Woao 6e3nekn/etpekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3nekun nikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHK/
3BIiTY 3 OC/IXeHb, MPoBeAEeHUX BiANOBIAHO A0 NnaHy
negjatpnyHux gocnigpkeHb (PIP) (iHwi 3miHW) - ona
[o3yBaHHa 20 mMr/10 mr/5 Mr. 3mMiHW BHeCeHO A0 IHCTpyKui
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby [0
po3ginis "B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta

iHWi B1nAn B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS"
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3rigHo pekoMeHauii CMDh 11040 oHOBNEHHS iHGopMaLii
3 6e3nekn 04HOYACHOro 3acTOCyBaHHS iHribiTopis AMd 3
KO-TPUMOKCa30/10M; 3MiHV | TNy - 3MiHK LWoAo
6e3nekn/edpeKTMBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIll XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA NiKapCbKoro 3acoby B Mic/iAspeecTpauiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIIKEHb,
npoBefeHnX BiANOBIAHO A0 MnaHy negiaTpuyHmnX
pocnipxeHb (PIP) (3MiHy y3rofpkeHo 3 KOMNeTEHTHUM
YNOBHOB&XEHUM OpraHom) - Ans fo3ysaHHA 20 mr/10 mr/5
Mr. 3MiHV BHECEHO A0 IHCTPYKUiT A718 MeANYHOro
3acToCyBaHHS NiKapcbKoro 3acoby Ao po3ainis "B3aemogis
3 iHWKXMK NiKapCcbKMMKW 3acobamu Ta iHWi BUan
B3aemMogiit", "OcobamMBOCTi 3acTocyBaHHSA" 3rigHO
iHchopmaL,ii CTOCOBHO OHOYACHOrO 3aCTOCyBaHHS
CTaTWHIB 3 NpenapaTtamu, Wo MiCTATb y3140BY KACNOTY;
3MiHM | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOPOTKiil XxapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKUIT ANns
MeAMYHOro 3aCTOCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/IHOBAHOIO 3BITYy 3 6e3neku nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3neky 3acTocyBaHHSA NikapCbKoro 3acoby
B nicnspeecTpauiiHnii nepiog, abo sk pe3ysibTar OLiHKN
3BITY 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnimxkerb (PIP) (iHwi 3miHK) - Ans
[o3yBaHHa 20 mr/10 mr/5 Mr. 3miHn BHeceHo A0 IHCTpykui
AN9 MeAMYHOro 3acToCyBaHHA ikapCbKoro 3acoby [0
po3zinis "B3aemogis 3 iHLWMMK fikapcbknMu 3acobamu Ta
iHLWI BMAW B3aemogiin", "OcobmBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakuyii” 3rigHo pekomeHgauii PRAC woao
3acToCyBaHHA 3 pauekafoTpusIom, iHribitopamy mTOR,
AofaBaHHA NO6IYHOT peakLi "NoCMNeHHs CUMMNTOMIB
ncopiasy"; 3mMiHu | TMny - 3MiHK Woao
6e3nekn/edpeKkTMBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHSA NiKapCbKoro 3acoby B Mic/ispeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MaaHy negiaTpuyHmnX
pocnimkeHs (PIP) (iHwi 3miHW) - onsa gosyBaHHsA 20 mr/10
Mr/5 Mr. 3MiHX BHECEHO [0 IHCTPYKLUIT 418 MeAnYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemogis
3 iHLIMMW NTiKapCbKMMKM 3aco6amu Ta iHWi BUan
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B3aemogiit”, "MobivHi peakuii” 3rifHo pekomeHaauiii CMDh
LLLOZ0 OHOBJ/IEHHS iHhopMaL,ii 3 6e3nekn amnoauniny -
B3AEMOZT 3 KNapPUTPOMILIHOM, TakponiMycoMm, A0AaBaHHsA
no6ivHOT peakLii "ekcTpanipamigHi posnaaun'; amiHu | Tuny
- 3MiHK Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOPOTKiil xapakTepucTumLi
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUIT ANns
MeAMYHOro 3aCTOCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/IHOBAHOrO 3BITYy 3 6e3neku nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3neky 3acToCcyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiHnii nepiog, abo sk pe3ysibTar OLiHKN
3BITY 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 NaHy
negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHUM YNOBHOBaXKEHVM OpPraHoM) - Ans
fo3yBaHHs 20 Mr/5 mr/5 mr; 40 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUii ANA MeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMKn 3acobamu Ta iHLWi BUan B3aeMogiii",
"Oco6MBOCTI 3aCTOCYBaHHA" 3rifHO pekomeHaauiii PRAC
o040 AofaBaHHa NobivHOT peakuii "deHomeH PeliHo" ans
L0401 PeYOBVHN NEpPUHAONPUI; 3MiHW | TUNy - 3MiHK
oo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKIA XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA NiKapCbKoro 3acoby B Mic/iAspeecTpauiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MnaHy negiaTpuyHmnX
pocnimkens (PIP) (iHwi 3MmiHW) - Ansa gosysaHHsA 20 Mr/5
Mr/5 mr; 40 Mr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTpyKLi
011 MeUYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWMMM NikapCbKuMK 3acobamm Ta
iHWi BMAay B3aemogiit”, "Oco6MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y Nepiof BariTHOCTI abo roflyBaHHs
rpyaato”, "MobiuHi peakyii” 3rigHo pekomeHgauin CMDh
LLIOZ10 OHOBJ/IEHHS iHhopMaLii 3 6e3neky amnoaunivy -
B3aemogis 3 CYP3A4 Ta 6e3nekv 4ONOMIXHOI PeyOBUHM;
3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku nikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHK/
3BIiTY 3 OC/IXeHb, MPOBeAEeHUX BiANOBIAHO A0 NnaHy
negjatpnyHux gocnigpkenb (PIP) (iHwi 3miHW) - ona
[o3yBaHHsi 20 Mr/5 mr/5 wmr; 40 mr/10 mMr/10 mr. 3miHK
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BHECEHO A0 IHCTPYKLii ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMmn 3acobamu Ta iHWi BUan B3aeMogiii",
"Oco6nMBOCTI 3acTocyBaHHS" 3rigHO pekomeHaauiin CMDh
LLIOA0 OHOBJIEHHS iHGhopMaLii 3 6e3nekn ogHOYaCHOro
3aCTOCyBaHHS iHribiTopis AM® 3 KO-TPMMOKCA30/10M; 3MiHN
| TMNy - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3aCTOCyBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3nekn nikapcbKoro 3acoby, abo
OOCnigpKeHb 3 6e3MeKn 3acTocyBaHHS NikapCcbKoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo sk pe3ysibTat OLiHKN
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkerb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHoM)- 415 A03YBaHHSA
20 mr/5 mr/5 mr; 40 mr/10 mr/10 Mr. 3MiHM BHECEHO A0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3acoby [0 po3ainis "B3aemMogis 3 iHLWMMU NiKkapCbKMu
3acobamu Ta iHLWi BUAW B3aemogiin”, "OcobamsocTi
3acTocyBaHHSA" 3rigHO iHdhopMaLlii CTOCOBHO OAHOYACHOro
3aCTOCYBaHHA CTaTWHIB 3 NpenapaTamu, LWo MiCTATb
doy3naoBy KMCNOTY; 3MiHM | TURY - 3MiHM LWOAO
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLT AN MeAVMYHOro 3acTOCyBaHHS
Ha niAcTaBi perynsipHo OHOBJ/THOBAHOIO 3BiTYy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHSA NikapCbKoro 3acoby B MicspeecTpauiiimi
nepiog, abo sik pe3ynibTaT OLiHKM 3BiTY 3 AOCNILKEHb,
npoBefieHnX Bi4NoBigHO A0 NAaHy negiatpudHnx
pocnigmkens (PIP) (iHwi 3MmiHW) - ona gosysaHHsA 20 mr/5
mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby A0
po3ginis "B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta
iHWi BMAW B3aemogiit”, "MobivHi peaxuii” 3rigHo
pekomeHaauiii CMDh o0 OHOBNEHHS iHhopMaLii 3
6e3nekn amnoguniHy - B3aEMOZii 3 KNapuTpoOMILUHOM,
TakposiMycoMm, AoAaBaHHS NobGiYHOI peakLil
"ekcTpanipamigHi po3naamn"; 3miHu | Tuny - 3miHu Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLj NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi peryisipHO OHOB/IKOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHs NiKapCbKoro 3acoby B nic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb,
npoBeAeHVX BignoBigHO A0 M1aHy NegiaTpudHnx
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pocnipxeHs (PIP) (iHwi 3miHK) - ona nosyBaHHA 20 Mr/5
mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLT
AN9 MeAMYHOro 3acToCyBaHHA ikapCbKoro 3acoby [0
po3zinis "B3aemogis 3 iHLWMMK fikapcbknMu 3acobamu Ta
iHLWI BMAW B3aemogii", "OcobmBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakuii” 3rigHo pekomeHgauii PRAC woao
3acToCyBaHHA 3 pauekafoTpusIom, iHribitopamy mTOR,
AofaBaHHA NO6IYHOT peakLi "NoCMNeHHs CUMMNTOMIB
ncopiasy"; 3mMiHu | TMny - 3MiHK Woao
6e3nekn/edpeKTMBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTaBsi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapCbKoro 3acoby B Mic/iApeecTpauiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MnaHy negiaTpuyHmnx
pocnigmkens (PIP) (iHwi 3MmiHW) - Ansa gosysaHHsA 10 mr/5
Mr/5 mr; 20 Mr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTpyKLi
0151 MeUYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWIMMM NikapCbKuMK 3acobamm Ta
iHWI BMAay B3aemogijin”, "OcobMBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y Nepiof BariTHOCTI abo roflyBaHHs
rpyaato”, "MobivHi peakyii” 3rigHo pekomeHgauin CMDh
LLLOZ10 OHOBJ/IEHHS iHhopMaLii 3 6e3neky amnoaunivy -
B3aemogis 3 CYP3A4 Ta 6e3nekv 4ONOMIXHOI PeyOBUHM;
3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku nikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHK/
3BIiTY 3 OC/IXeHb, MPoBeAEeHUX BiANOBIAHO A0 NnaHy
negjatpnyHux gocnigpkeHb (PIP) (iHwi 3miHW) - ona
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLii ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMmn 3acobamu Ta iHWi BUan B3aeMogiii",
"Oco6nMBOCTI 3acTOCyBaHHS" 3rigHO pekomeHaauiin CMDh
LLIOA0 OHOBJIEHHS iHGhopMaLii 3 6e3nekn ogHOYaCHOro
3aCTOCyBaHHS iHribiTopis AM® 3 KO-TPMMOKCA30/10M; 3MiHN
| TMNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acToCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3nekn nikapcbKoro 3acoby, abo
[ocnimkeHb 3 6e3nekn 3acToCcyBaHHS /likapcbKoro 3acoby
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B nicnsipeecTpaLiiinii nepiog, abo sk pe3ysibTat OLiHKM

3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHb (PIP) (3MiHy y3rompkeHo 3
KOMMNEeTeHTHUM YNOBHOBAXEHUM OpraHom) - Ans
[o3yBaHHst 10 mr/5 mr/5 mr; 20 mr/10 Mr/10 mr. 3miHn
BHECEHO A0 IHCTPYKUiT 418 MEeAUYHOro 3aCTOCyBaHHS
niKkapcbKoro 3acoby Ao po3ainis "Bsaemogia 3 iHWKMMK
nikapcbkMmn 3acobamu Ta iHLWi BUan B3aeMogiii",
"Ocob6nMBOCTI 3acTOCyBaHHS" 3rigHO iHhopMaL,ii CTOCOBHO
0/IHOYACHOTO 3aCTOCYBaHHS CTaTUHIB 3 NpenaparamMu, Lo
MICTATb (Dy3MA0BY KMCAOTY; 3MiHU | Tuny - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT A1 MeAMYHOro 3acTOCyBaHHS
Ha niAcTaBi perynspHo OHOBJ/THOBAHOIO 3BiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHSA NikapCbKoro 3acoby B MicspeecTpauiiHvi
nepiog, abo sik pe3ynibTaT OLiHKM 3BTy 3 AOCNISKEHb,
npoBefeHnX Bi4NoBigHO A0 NAaHy negiatpudHnx
pocnigmkens (PIP) (iHwi 3MmiHW) - ona gosysaHHsA 10 mr/5
mr/5 mr; 20 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLT
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby A0
po3ginis "B3aemogis 3 iHWMMK NikapCbkumy 3acobamm Ta
iHWI BMay B3aemogiin”, "OcobMBOCTi 3aCTOCYBaHHSA",
"Mo6iuHi peakyii” 3rigHo pekomeHgauii PRAC wono
3aCTOCYBaHHSA 3 paLekagoTpuniom, iHrieitopamm mTOR,
O0faBaHHA MO6IYHOT peakLi "NocMNeHHs CUMNTOMIB
ncopiasy"; 3miHu | TMny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTunLj NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi perynsipHO OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHs NiKapCbKoro 3acoby B nic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAXKEHb,
npoBefeHVX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnigpkeHb (PIP) (3MiHY y3rofi)eHo 3 KOMNeTEeHTHUM
YMNOBHOB&XEHWM OpraHom) - Ans gosysaHHA 10 mr/5 mr/5
mr; 20 mr/10 Mr/10 mr. 3miHu BHeceHo [0 IHCTpyKuii ans
MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMM flikapCbkumuy 3acobamu Ta iHLWi BUAW
B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHA" 3rigHO
pekomeHpauili PRAC oo foAaBaHHA No6GiyHOI peakuil
"theHomeH PeliHo" Ans fitoyoi peyoBMHW NEPUHAONPWIT;
3MiHN | TURY - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns

MeIMYHOTO 3aCTOCYBaHHS Ha NiacTaBi perynspHo
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OHOB/IOBAHOIO 3BITY 3 6e3neku NikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHK/
3BIiTY 3 OC/IXeHb, MPOBeAEHUX BiANOBIAHO A0 NnaHy
negjatpnyHnx gocnigpkenb (PIP) (iHwi 3miHW) - ona
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUi ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbknMmn 3acobamu Ta iHWi Buan B3aemogiii”, "TMobiuHi
peakuii” 3rigHo pekomeHgauii CMDh 11040 OHOBNEHHS
iHchopmawuii 3 6e3neku amnoauniHy - B3aEMogji 3
K1apUTPOMILMHOM, TakposiMycoMm, foAaBaHHS NoGi4HOI
peaxuii "ekcTpanipamigHi posnagn”; 3miHu | Tuny - 3MiHn
Loao 6e3snekn/epekTnBHOCTI Ta chapmakoHarnagy. 3MiHa
Y KOPOTKili XapakTepucTuLi /likapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi perynsipHO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHs NiKapCbKoro 3acoby B Mic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynibTaT OLiHKM 3BTy 3 AOCNIAXKEHb,
npoBefeHVX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnipxeHs (PIP) (iHwi 3miHK) - ona nosyBaHHA 20 Mr/5
mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLiT
ANA MeAUYHOro 3acToCyBaHHA NikapCbKoro 3acoby [0
po3ainis "®apmakonoriyHi BNacTueocTi",
"MpoTunokasaxHsa", "B3aemogis 3 iHWMMK NikapCbKumu
3acob6amu Ta iHWi Buay B3aemogiii”, "OcobamBocCTi
3acTocyBaHHs", "Cnoci6b 3acTocyBaHHA Ta o3un", "MobiyHi
peakuii” 3rigHo pekomeHgauin CMDh w040 OHOB/IEHHS
iHchopMmawii 3 6e3nekn atopBacTaTuHy - B3aEMogii 3
npoTMBIpyCHUMM 3acobamu Ans NikyBaHHA renatuty C,
[ofaBaHHsA No6iYHNX peakuii "po3pus M'asy",
"BOBYaKONOAi6HNIA cMHAPOM"; 3MiHu | TURY - 3MiHU WOA0
6e3nekn/edpekTMBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iIHCTPYKLT A1 MeNYHOro 3aCTOCyBaHHS
Ha nigcTaBsi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapCbKoro 3acoby B Mic/ispeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIIKEHb,
npoBefeHnX BiANOBIAHO A0 MnaHy negiaTpuyHmnX
pocnimkens (PIP) (iHwi 3miHW) - onsa gosysaHHsA 10 mr/5
Mr/5 mr; 20 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTpyKLi
0151 MeMYHOro 3acToCyBaHHS NikapcbKoro 3acoby Ao
po3gainis "®apmakosnoriyHi BnactTueocTi",
"MpoTunokasaHHA", "B3aeMogia 3 iHWMMUN NiKapCbKUMu
3acobamu Ta iHLWi BUAY B3aemogiin”, "OcobamsocTi
3acTocyBaHHs", "Cnoci6b 3acTocyBaHHsl Ta go3un”, "MobiyHi
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peakuii” 3rigHo pekomeHgauii CMDh 11040 OHOBNEHHS
iHhopMmawii 3 6e3nekn atopBacTaTvHy - B3aEMOZIi 3
npoTMBIpyCHUMM 3acobamu Ans NikyBaHHA renatuty C,
[ofaBaHHA NoGiYHUX peakuiii "po3pus M'A3y",
"BOBYaKONOAIOHNI cMHAPOM"; 3MiHU | TURY - 3MiHK WoL0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT 419 MEANYHOIO 3aCTOCYBaHHS
Ha niAcTaBi perynsipHo OHOBJ/THOBAHOIO 3BiTYy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHSA NikapCbKoro 3acoby B MicspeecTpauiiimi
nepiog, abo sik pe3ynibTaT OLiHKM 3BiTy 3 AOCNILKEHb,
npoBefeHnX BignoBigHO A0 NAaHy negiatpudHnx
pocnigpkenb (PIP) (iHwi 3miHW) - onsa gosysaHHsA 20 mr/10
Mr/5 Mr.
3MiHV BHECeHO A0 [HCTPYKUii Ana MeanuyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BractusocTi", "lMpoTunokasaHHsa",
"B3aemMopis 3 iHWMMK NiKapcbknmuy 3aco6amu Ta iHLWi BUAn
B3aeMogiin", "OcobnmnBocCTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHs Ta go3n", "MobiuHi peakwii” 3rigHoO
pekomeHaauiii CMDh o0 OHOBNEHHS iHhopMalLii 3
6e3nekn atopBacTaTuHy - B3aeMogii 3 NPOTUBIPYCHNMM
3acobamu gns nikysaHHA renatuty C, gofasaHHsS
No6iYHKX peakLiii "po3puB M'A3y", "BOBYAKOMNOAIGHWI
cmHApoM"; 3MmiHu Il Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
KOPOTKIili XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT A/19 MEAMNYHOIO 3aCTOCYBaHHA y
3B'AA3KY i3 HOBYMU JaHVWMU 3 SKOCTi, JOKMiHIYHUMU,
KNHIYHUMY faHMK Ta faHuMK 3 papMakoHarnsagy - ans
[o3yBaHHst 20 Mr/10 mr/5 wmr.
3MiHV BHECEHO A0 IHCTPYKLiT 47189 MeaNYHOro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainis "B3aemopis
3 iHWMMW NliKapCbKMMK 3acobamu Ta iHLWi BUAN
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IN06IYHi
peakujii" BiANoBigHO A0 MaTepianiB peecTpauiiiHoro f1ocke
(wopmo iHhopmauii 3 6e3nekn amnoauniHy - B3aemogii 3
iHribitopamy mTOR); 3MiHu Il TRy - 3MiHK WoAo
6e3nekn/edreKkTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ans
[o3yBaHHsa 20 mMr/10 mr/5 mr.
3MiHM BHECeHO A0 [HCTPYKUii Ana MeanuyHoro
3aCTOCYyBaHHS NikapCbKoro 3acoby Ao po3giny
"[MpoTrnokasaHHa", "B3aemMogis 3 iHWMMK NiKapCbKUMM
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3aco6amu Ta iHWi B1uamn B3aemogiii", "OcobmBoCTi
3actocyBaHHs", "MobiuHi peakuyii" BignoBsigHO A0
Marepianis peecTpaujiiiHoro gocbe (oo iHdopmadii npo
B3aEMOZjI0 3 KOMOGIHaL e cakybiTpun/BancapTaH,
3actocyBaHHs npu CMAAN, peHoBacKy IApHii rinepTeHsii,
ekcTpakoprnopasibHUX MeTogax NikyBaHHs); 3MiHu Il Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsmy.
3MiHM Y KOPOTKiil XapaKTepuCTULi Nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKL,i 415 MeauyHOro
3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMU AaHUMK 3 SIKOCTI,
OOKAIHIYHUMK, KNIHIYHAMW JaHUMK Ta AaHuMu 3
hapmakoHarnsgy - gns gosyBaHHs 20 mr/10 mr/5 wr.
3MiHV BHECeHO A0 [HCTPYKLUii Ana MeanuyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemogis
3 iHWMMWM flikapCbKMMK 3acobamu Ta iHLWi BUAn
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IM06iYHi
peakuii" BiANoBigHO A0 MaTepianis peecTpauiiHoro 4oCbe
(wopo iHdhopmauii 3 6e3nekn amnoanniHy — HEMOX/IMBOCTI
BMBELEHHS Nif vac Agianiy, B3aeMofii 3 LMKIOCNOPUHOM,
[0faBaHHA 4acToTU NPOBIYHMX peakLiit); 3miHu Il Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy.
3MiHW Y KOPOTKIil XapakTepuCTu1Li NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeanyHoro
3aCTOCyBaHHSA Yy 3B’A3KY i3 HOBUMM AaHUMK 3 SKOCTI,
LOKNIHIYHUMW, KNIHIYHUMW JaHUMU Ta JaHUMK 3
hapmakoHarnsgy - gnsa gosysaHHs 20 mr/5 mr/5 mr; 40
Mr/10 Mr/10 mr. 3mMiHu BHeceHo f0 IHCTpyKuii ans
MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMM flikapCbkumuy 3acobamu Ta iHLWi BUAW
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IN06i4YHi
peakujii" BiANoBigHO A0 MaTepianiB peecTpauiiiHoro 1ocke
(wopmo iHhopmauii 3 6e3nekn amnoauniHy - B3aemogii 3
iHribitopamy mTOR); 3MiHu Il TRy - 3MiHK WoAo
6e3nekn/edreKkTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ns
po3yBaHHa 20 mr/5 mr/5 mr; 40 mr/10 Mr/10 Mr; 3MiHK
BHECEHO A0 IHCTPYKLUii ANA MeAUYHOTO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby o po3ainy "MNpoTnnokasaHHs",
"B3aemogis 3 iHWMMM flikapcbkumy 3acobamu Ta iHLWi BUAn
B3aemogiit", "OcobmBocTi 3acTocyBaHHs", “IM06iYHi
peakuii" BiANoBigHO A0 MaTepianis peecTpauiiHoro 4oCbe
(wozo iHdhopmaLii Npo B3aeMof;jio 3 KOMGiHaL e
cakybiTpun/BancaptaH, 3actocyBaHHs npyu CMAAN,
PEHOBACKYNSIPHIi rinepTeHsii, ekcTpakopnopasibHMX
MeTodax NikyBaHHS); 3miHM |l Tuny - 3MiHK Woa0
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6e3nekn/edpekTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIll XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi

MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCyBaHHA Y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 dhapmakoHarnsagy - ans
[o3yBaHHs 20 Mr/5 mr/5 mr; 40 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUi ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMmn 3acobamu Ta iHLWi BUan B3aeMogiii",
"Oco6u1BocTi 3acTocyBaHHA", "Mo6IYHI peakwii”
BIAMNOBIAHO 4O MaTepiasiiB peecTpauiiHoro focke (LLoa0
iHchbopmawii 3 6e3nekn amnoauniHy — HEMOX/IMBOCTI
BMBEEHHS Nif vac Agianiy, B3aeMogii 3 LMKI0CNOPUHOM,
[0faBaHHA 4acToTU NPOBIYHMX peakLiit); 3miHu Il Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy.
3MiHM Y KOPOTKIil XapakTepuCTu1Li NikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLi 415 MeanyHoro
3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMM AaHUMK 3 SKOCTI,
LOKNIHIYHUMW, KNIHIYHUMW AaHUMU Ta JaHUMK 3
dhapmakoHarnagy - 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr.
3MiHV BHECEHO A0 IHCTPYKLiT 4718 MeanYHOro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainis "B3aemopgis
3 iHWMMW NliKapCbKMMK 3acobamu Ta iHLWi BUAN
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IN06iYHi
peakujii" BiANoBigHO A0 MaTepianiB peecTpauiiiHoro 1ocke
(wopmo iHhopmauii 3 6e3nekn amnoauniHy - B3aemogii 3
iHri6itopamy mTOR); 3MiHu Il TRy - 3MiHK WoAo
6e3nekn/edpeKTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCyBaHHA Y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ns
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUii ANA MeAUYHOTO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby o po3ainy "MNpoTnnokasaHHs",
"B3aemogis 3 iHWMMM flikapcbkumuy 3acobamm Ta iHLWi BUAn
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IM06iYHi
peakuii" BiANoBigHO A0 MaTepianis peecTpauiiHoro 4OCbe
(wozo iHdhopmaLii Npo B3aeMof;jio 3 KOMGiHaL e
cakybiTpun/BancapTaH, 3actocyBaHHs npyu CMAAN,
PEHOBACKYNSIPHIi rinepTeHsii, ekcTpakopnopasibHMX
mMeToAax NikyBaHHS); 3MiHu Il Tuny - 3MiHW Wwoao
6e3nekn/edreKkTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMW AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,

KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ns

Ao3yBaHHst 10 Mr/5 mr/5 mr; 20 mr/10 mMr/10 mr. 3miHK
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BHECEHO A0 IHCTPYKLii ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMmn 3acobamu Ta iHWi BUan B3aeMogiii",
"Oco6umBocTi 3acTocyBaHHA", "Mo6IYHI peakwii”
BIANOBIAHO 4O MaTepiasiiB peecTpauiiHoro focbe (LLoa0
iHchbopmawii 3 6e3nekn amnoauniHy — HEMOX/IMBOCTI
BMBELEHHS Nif vac Agianiy, B3aeMofii 3 LMKIOCNOPUHOM,
[0AaBaHHsA YacToTK NPobIYHMX peakuili
139. | TPUBEPAM® 20 TabneTkn, BKpUTI ne PpaHuis BVMPOGHMLTBO, PpaHuia/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHu | Tuny 3a UA/15515/01/01
Mr/10Mr/5 Mr nniBKOBOO NABOPATY KOHTPO/Ib AKOCTI, Ipnangis - 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta peuenmom
ob6onoHkoto, no 20 | AP CEPB'E nakyBaHHs, BUNYyCK

Mr/10 mr/5mr; no
30 Tabnetok y
KOHTelHepi gns
Tabnetok; no 1
abono 3
KOHTeViHepu ans
Tabnetoky
KOpOoO6Li 3 KAPTOHY

cepii:
Na6opaTopii Ceps'e
IHpacTpi, PpaHuis
nakyBaHHS1, BUMYCK
cepii:
Ceps'e (IpnaHgis)
IHpacTpic /14,
IpnaHgis

thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3neKkn nikapcbkoro 3acoby, abo
pocnifmxeHb 3 6e3nekn 3acToCcyBaHHS NikapcbKoro 3acoby
B nicnsipeecTpaLiiiuii nepiog, abo sk pe3ysibTat OLiHKM
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimxkeHb (PIP) (3MiHY y3rogpkeHo 3
KOMMNETEeHTHUM YNOBHOBAXEHUM OpPraHoMm) - Ans
[o3yBaHHs 20 mr/10 mr/5 mr
3MiHV BHEeCeHO A0 [HCTpYKLUii Ana MeguyHoro
3acTocyBaHHA NikapcbKoro 3acoby Ao posainis "B3aemopis
3 iHWMMW NiKapCbkMMy 3acobamu Ta iHLWi BUAN
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHA" 3rigHO
pekomeHpauii PRAC oo foAaBaHHsA No6GiyHOI peakuil
"theHomeH PeliHo" Ans fitoyoi peyoBnMHW NEPUHAONPWIT;
3MiHM | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiACcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun nikapcobKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHKM
3BiTy 3 OC/iAXEeHb, NPoBeAEeHUX BiANOBIAHO A0 NnaHy
neajatpnuHnx gocnigpkeHs (PIP) (iHwi 3miHW) - ons
no3yBaHHs 20 Mr/10 Mr/5 Mr; 3MiHW BHECEHO [0 IHCTPYKUiT
AN MeAMYHOro 3acTOoCyBaHHSA NikapCbKoro 3acoby [0
po3ginis "B3aemogis 3 iHWMMK NiKapCbkuMy 3acobamm Ta
iHWI BMAay B3aemogiit”, "Oco6MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
rpyaato”, "MobiuHi peakyii” 3rigHo pekomeHgauin CMDh
LLI0A0 OHOBJIEHHS iHChOpMaLlii 3 6e3nekn aMnoauniHy -
B3aemogis 3 CYP3A4 Ta 6e3neku fOMOMDKHOI peHOBUHM;
3MiHW | TUny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT ANns
MEeAMYHOro 3acTOCYBaHHA Ha MiACTaBi perynsipHo
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OHOB/IOBAHOIO 3BITY 3 6e3neku NikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHK/
3BIiTY 3 OC/IXeHb, MPOBeAEHUX BiANOBIAHO A0 NnaHy
negjatpnyHnx gocnigpkenb (PIP) (iHwi 3miHW) - ona
po3yBaHHs 20 mMr/10 mr/5 Mr. 3mMiHW BHeCeHO A0 IHCTpyKui
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby A0
po3ginis "B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta
iHWi BMAW B3aemogiin", "Ocob6nBoCTi 3aCTOCyBaHHA"
3rigHo pekoMeHauii CMDh 1040 oHOBNEHHS iHGopMaLii
3 6e3neKkn 04HOYACHOro 3acTOCyBaHHS iHribiTopis AMd 3
KO-TPUMOKCa30/10M; 3MiHV | Tuny - 3MiHK LWoAo
6e3nekn/edreKkTMBHOCTI Ta thapMakoHarnsagy. 3miHa y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHSA NiKapCbKoro 3acoby B Mic/iApeecTpauiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MnaHy negiaTpuyHmnx
pocnipxeHb (PIP) (3MiHy y3rofpkeHo 3 KOMNeTEHTHUM
YNOBHOB&XEHUM OpraHom) - Ans fo3ysaHHsA 20 mr/10 mr/5
Mr. 3MiHV BHECEHO A0 IHCTPYKUIT 4518 MeANYHOro
3aCcToCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemMogis
3 iHWKXMK NiKapCcbKMMK 3acobamu Ta iHWi BUan
B3aemMogiin", "OcobanBOCTi 3acTocyBaHHA" 3rigHO
iHchopmaL,ii CTOCOBHO OHOYACHOrO 3aCTOCyBaHHSA
CTaTWHIB 3 NpenapaTtamu, Wo MiCTATb y3140BY KACNOTY;
3MiHM | TUny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOPOTKiil XxapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKUIT ANns
MeAMYHOro 3aCTOCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/IHOBAHOIO 3BITYy 3 6e3neku nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3neku 3acTocyBaHHSA NikapCbKoro 3acoby
B nicnspeecTpauiiHnii nepiog, abo sk pe3ysibTar OLiHKN
3BITY 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnimxkerb (PIP) (iHwi 3miHK) - Ans
[o3yBaHHa 20 mr/10 mr/5 Mr. 3miHn BHeceHo A0 IHCTpykui
AN9 MeAMYHOro 3acToCyBaHHA ikapCbKoro 3acoby [0
po3zinis "B3aemogis 3 iHLWMMK fikapcbkrMu 3acobamu Ta
iHLWI BMAW B3aemogii", "OcobmBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakuyii” 3rigHo pekomeHgauii PRAC woao
3acToCyBaHHA 3 pauekafoTpusIom, iHribitopamy mTOR,
AofaBaHHA NO6IYHOT peakLii "NoCMNEeHHs CUMMNTOMIB
ncopiasy"; 3miHu | TMny - 3MiHK Woao
6e3nekn/edreKkTMBHOCTI Ta thapMakoHarnsagy. 3miHa y
KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLIT A1 MeAW4HOro 3aCTOCYBaHHS
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Ha nigcTaBsi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapCbKoro 3acoby B Mic/ispeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MaaHy negiaTpuyHmnx
pocnimkeHs (PIP) (iHwi 3miHW) - onsa go3ysaHHs 20 mr/10
Mr/5 Mr. 3MiHX BHECEHO [0 IHCTPYKLUIT 418 MeANYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemogis
3 iHWMMWM flikapcbKMMK 3acobamu Ta iHLWi BUAn
B3aemogiit”, "MobivHi peakuii” 3rifHo pekomeHaauiii CMDh
LLLOZ0 OHOBJ/IEHHS iHhopMaLii 3 6e3nekn amnoauniny -
B3AEMOZ|T 3 KNapUTPOMILIHOM, TakponiMycoMm, A0AaBaHHsA
no6ivHOT peakuii "ekcTpanipamigHi posnaaun'; 3miHu | Tuny
- 3MiHK Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUIT ANns
MeAMYHOro 3acTOCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/IHOBAHOrO 3BITYy 3 6e3nekn nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3neky 3acTocyBaHHSA NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysbTar OLiHKN
3BITY 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM OpraHom) - Ans
[o3yBaHHs 20 Mr/5 mr/5 mr; 40 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLIi ANA MEeAUYHOIO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMun 3acobamu Ta iHLWi BUan B3aeMogiii",
"Oco6MBOCTI 3aCTOCYBaHHA" 3rifHO pekomeHaauiii PRAC
040 AofaBaHHa NobivHOT peakuii "deHomeH PeliHo" ans
L0401 PeYOBVHN NEpPUHAONPUI; 3MiHW | TUNy - 3MiHK
oo 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKiA XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA NiKapCbKoro 3acoby B Mic/iAspeecTpauiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHVX BiANOBIAHO A0 MnaHy negiaTpuyHmnx
pocnimkens (PIP) (iHwi 3MmiHW) - Ansa gosysaHHsA 20 Mr/5
Mr/5 mr; 40 mr/10 Mr/10 mr. 3MiHWM BHECEHO A0 IHCTpyKLi
0151 MeMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWMMM NikapCbKuMK 3acobamm Ta
iHWi BMAay B3aemogiit”, "Oco6MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y Nepiof BariTHOCTI abo roflyBaHHs
rpyaato”, "MobiuHi peakwyii” 3rigHo pekomeHgauin CMDh
LLIOZ10 OHOBJIEHHS iHhopMaLii 3 6e3nekr amnoaunivy -
B3aemogis 3 CYP3A4 Ta 6e3nekv 4ONOMIXHOI PeyOBUHM;
3MiHM | TMNY - 3MiHK Woa0 6e3nekn/eddekTUBHOCTI Ta
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thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku nikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHKM
3BiTY 3 OC/IXeHb, MPoBeAEeHUX BiANOBIAHO A0 NnaHy
negjatpnyHux gocnigpkeHb (PIP) (iHwi 3miHW) - ona
fo3yBaHHs 20 Mr/5 mr/5 mr; 40 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUIi ANA MEeAUYHOIO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMun 3acobamu Ta iHLWi BUan B3aeMogiii",
"Oco6nMBOCTI 3acTOCyBaHHS" 3rigHO pekomeHaauiin CMDh
LLIOA0 OHOBJIEHHS iHGhopMaLii 3 6e3nekn ogHOYaCHOro
3aCcTOCyBaHHS iHribiTopis AM® 3 KO-TPMMOKCA30/10M; 3MiHN
| TMNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3nekn nikapcbkoro 3acoby, abo
OOCnigpKeHb 3 6e3Mnekn 3acTocyBaHHS NikapCcbKoro 3acoby
B nicnsipeecTpaLiiinii nepiog, abo sk pe3ysibTat OLiHK1
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NAaHy
negiatpuyHux gocnimkeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVIM OPraHoM)- 415 A03YBaHHSA
20 mr/5 mr/5 mr; 40 mr/10 mr/10 Mr. 3MiHM BHECEHO A0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NiKapcbkoro
3acoby [0 po3ainis "B3aemMogis 3 iHLWMMU NiKkapCbKMu
3acobamu Ta iHLWi BUAY B3aemogiin”, "OcobamsocTi
3acTocyBaHHSA" 3rigHO iHdhopMaLlii CTOCOBHO OAHOYACHOro
3aCTOCYBaHHA CTaTWHIB 3 NpenapaTamu, LWo MiCTATb
doy3naoBy KMCNOTY; 3MiHW | TURY - 3MiHM LWOAO
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT AN MeAVMYHOro 3acTOCyBaHHS
Ha niAcTaBi perynsipHo OHOBJ/THOBAHOIO 3BiTYy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHSA NikapCbKoro 3acoby B MicspeecTpauiiimi
nepiog, abo sik pe3ynibTaT OLiHKM 3BiTY 3 AOCNILKEHb,
npoBefieHnX Bi4NoBigHO A0 NAaHy negiatpudHnx
pocnigmkens (PIP) (iHwi 3MmiHW) - ona gosysaHHsA 20 mr/5
mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby A0
po3ginis "B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta
iHWi BMAW B3aemogiin”, "MobivHi peaxuii” 3rigHo
pekomeHaauiii CMDh o0 OHOBNEHHS iHhopMalLii 3
6e3nekn amnoguniHy - B3aEMOZii 3 KNapuTpoOMILUHOM,
TaKponiMycoM, AoAaBaHHs NOGIYHOI peakuil
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"ekcTpanipamigHi po3naamn"; 3miHu | Tuny - 3miHu Woao

6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTunLj NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi perynsipHO OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHs NiKapCbKoro 3acoby B nic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKM 3BTy 3 AOCNIAXKEHb,
npoBefeHVX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnipxeHs (PIP) (iHwi 3miHW) - ona nosyBaHHA 20 Mr/5
mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLiT
AN9 MeAUYHOro 3acToCyBaHHA MikapCbKoro 3acoby [0
po3zinis "B3aemogis 3 iHLWMMK fikapcbkrMu 3acobamu Ta
iHLWI BMAW B3aemogiin", "OcobmBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakuyii” 3rigHo pekomeHgauii PRAC woao
3acToCyBaHHA 3 pauekafoTpusIom, iHribitopamy mTOR,
A0faBaHHA NMO6IYHOT peakLii "NoCMNEeHHA CUMMNTOMIB
ncopiasy"; 3miHu | TMny - 3MiHK Woao
6e3nekn/edpeKkTMBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIll XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHSA NiKapCbKoro 3acoby B Mic/ispeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MaaHy negiaTpuyHmnX
pocnigmkens (PIP) (iHwi 3miHW) - Ansa gosysaHHsA 10 mr/5
Mr/5 mr; 20 Mr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTpyKLi
0151 MeMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWIMMM NikapCbKuMK 3acobamm Ta
iHWI BMAay B3aemogijin”, "OcobMBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
rpyaato”, "MobivHi peakyii” 3rigHo pekomeHgauin CMDh
LLIOZ10 OHOBJIEHHS iHhopMaLii 3 6e3nekr amnoaunivy -
B3aemogis 3 CYP3A4 Ta 6e3nekv 4ONOMIXHOI PeyOBUHM;
3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3nekun nikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHK/
3BIiTY 3 OC/IXeHb, MPoBeAEeHUX BiANOBIAHO A0 NnaHy
negjatpnyHux gocnigpkeHb (PIP) (iHwi 3miHW) - ona
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLii ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn

NiKapcbknMy 3acobamu Ta iHLWi BUAM B3aEMOgin",
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"Oco6nMBOCTI 3acTocyBaHHS" 3rigHO pekomeHaauiin CMDh

LLIOA0 OHOBJIEHHS iHGhopMaLii 3 6e3nekn ogHOYaCHOro
3aCTOCyBaHHS iHribiTopis AM® 3 KO-TPMMOKCA30/10M; 3MiHN
| TMnNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLyi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekn nikapcbKoro 3acoby, abo
OOCnigpKeHb 3 6e3MeKn 3acTocyBaHHS NikapCcbKoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo sk pe3ysibTat OLiHKM
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHb (PIP) (3MiHy y3rogpkeHo 3
KOMMNETeHTHUM YNOBHOBAXEHUM OpraHom) - Ans
[o3yBaHHst 10 mr/5 mr/5 mr; 20 mr/10 Mr/10 mr. 3miHn
BHECEHO A0 IHCTPYKUiT 418 MeAUYHOro 3aCTOCyBaHHS
niKkapcbKoro 3acoby Ao po3ainis "Bsaemogia 3 iHWKMMK
nikapcbkMmn 3acobamu Ta iHLWi BUAn B3aeMogiii",
"Oco6nMBOCTI 3acToCyBaHHS" 3rigHO iHhopMaL,ii CTOCOBHO
0/IHOYACHOTrO 3aCTOCYBaHHS CTaTUHIB 3 NpenaparamMu, Lo
MICTATb (Dy3MA0BY KMCAOTY; 3MiHU | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT AN MeAVMYHOro 3acTOCyBaHHS
Ha niAcTaBi perynsipHo OHOBJ/THOBAHOIO 3BiTYy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHSA NikapCbKoro 3acoby B MicispeecTpauiiHui
nepiog, abo sik pe3ynibTaT OLiHKM 3BTy 3 AOCNIAKEHb,
npoBefeHnX Bi4NoBigHO A0 NAaHy negiatpudHnx
pocnigmkens (PIP) (iHwi 3MmiHW) - ona gosysaHHsA 10 mr/5
mr/5 mr; 20 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLT
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby A0
po3ginis "B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta
iHWI BMay B3aemogiin”, "OcobMBOCTi 3aCTOCYBaHHSA",
"Mo6iuHi peakyii” 3rigHo pekomeHgauii PRAC wono
3aCTOCYBaHHSA 3 paLekagoTpuniom, iHrieitopamm mTOR,
O0faBaHHA MO6IYHOT peakLi "NocMNeHHs CUMNTOMIB
ncopiasy"; 3miHu | TMny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTunLj NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT A1 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi peryisipHO OHOB/IKOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHs NiKapCbKoro 3acoby B nic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAXKEHb,
npoBefeHVX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnipkeHb (PIP) (3MiHY y3rofi)XeHo 3 KOMNeTEHTHUM
YMNOBHOB&XEHWM OpraHom) - Ans gosysaHHA 10 mr/5 mr/5
Mr; 20 mr/10 mr/10 mr. 3MiHM BHECEHO A0 IHCTPYKUIT Ans




96

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)

MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMM flikapCbkumuy 3acobamm Ta iHLWi BUAW
B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHA" 3rigHO
pekomeHpauii PRAC o0 foAaBaHHA No6GivYHOI peakuil
"theHomeH PeliHo" Ans filoyoi peyoBMHW NEPUHAONPWIT;
3MiHN | TURY - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3nekun NikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHKM
3BIiTY 3 OC/iXeHb, MPOBeAEeHUX BiANOBIAHO A0 NnaHy
negjatpnyHnx gocnigpkenb (PIP) (iHwi 3miHW) - ona
[o3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUii ANA MeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbknMmn 3acobamu Ta iHWi Buan B3aemogiii”, "TMobivHi
peakuii” 3rigHo pekomeHgauii CMDh 11040 OHOBNEHHS
inchopmawuii 3 6e3neku amnoauniHy - B3aEMOogji 3
K1apUTPOMILMHOM, TakpoiMycoMm, foAaBaHHS NoGi4HOI
peaxuii "ekcTpanipamigHi posnagn”; 3miHu | Tuny - 3MiHn
LoAo 6e3snekn/epekTBHOCTI Ta chapmakoHarnagy. 3MiHa
Y KOPOTKili XapakTepucTuLi /likapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT N5 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi peryisipHO OHOB/IKOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHs NiKapCbKoro 3acoby B Mic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb,
npoBefeHVX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnipxeHs (PIP) (iHwi 3miHK) - ona nosyBaHHA 20 Mr/5
mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLiT
ANA MeAUYHOro 3acToCyBaHHA NikapCbKoro 3acoby [0
po3ainis "®apmakonoriyHi BNacTueocTi",
"MpoTunokasaxHsa", "B3aemogis 3 iHWMMK NikapCbKumu
3acob6amu Ta iHWi Buay B3aemogiii”, "OcobamBocCTi
3acTocyBaHHs", "Cnoci6b 3acTocyBaHHA Ta o3un", "MobiyHi
peakuii” 3rigHo pekomeHgauin CMDh w040 OHOB/IEHHS
iHchopMmawii 3 6e3nekn atopBacTaTuHy - B3aEMogii 3
npoTMBIpyCHUMM 3acobamm Ans NikyBaHHA renatuty C,
[ofaBaHHsA No6iYHNX peakuii "po3pus M'asy",
"BOBYaKONOAi6HNIA cMHAPOM"; 3MiHu | TURY - 3MiHU WOA0
6e3nekn/edpekTMBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTaBsi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku

3acTOCyBaHHS /likapcbKoro 3acoby B nicnsipeecTpauiiHnii
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nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MnaHy negiaTpuyHmnx
pocnigmkens (PIP) (iHwi 3miHW) - Ansa gosysaHHsA 10 mr/5
Mr/5 mr; 20 Mr/10 Mr/10 mr. 3MiHVM BHECEHO A0 IHCTpyKLi
0151 MeMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao
po3gainis "®apmakosnoriyHi BnactTueocTi",
"MpoTunokasaHHA", "B3aeMogia 3 iHWMMKN NiKapCbKUMu
3acobamu Ta iHLWi BUAW B3aemogiin”, "OcobamsocTi
3acTocyBaHHs", "Cnocib 3actocyBaHHs Ta fo3n", "TobiuHi
peakuii” 3rigHo pekomeHgauii CMDh 11040 OHOBNEHHS
iHhopMmawii 3 6e3nekn atopBacTaTvHy - B3aEMOZi 3
npoTMBIpyCHUMM 3acobamu Ans NikyBaHHA renatuty C,
[ofaBaHHA NoGiYHUX peakLiii "po3pus M'A3y",
"BOBYaKONOAiGHNI cMHAPOM"; 3MiHU | TUNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT 4719 MEANYHOIO 3aCTOCYBaHHS
Ha niAcTaBi perynspHo OHOBJ/THOBAHOIO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHSA NikapCbKoro 3acoby B MicspeecTpauiiHmi
nepiog, abo sik pe3ynibTaT OLiHKM 3BiTY 3 AOCNILKEHb,
npoBefieHnX Bi4NoBigHO A0 NAaHy negiatpudHnx
pocnigpkenb (PIP) (iHwi 3miHW) - onsa gosysaHHsA 20 mr/10
Mr/5 Mr.
3MiHM BHECEeHO A0 [HCTPYKLUiT Ana MeanyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BractusocTi", "lMpoTunokasaHHsa",
"B3aemMopis 3 iHWMMK NiKapcbknmuy 3aco6amu Ta iHLWi BUAn
B3aemMogiin", "OcobnnBocTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHs Ta go3n", "MobiuHi peakwii” 3rigHoO
pekomeHaauiii CMDh o0 OHOBNEHHS iHhopMalLii 3
6e3nekn atopBacTaTuHy - B3aeMogii 3 NPOTUBIPYCHNMM
3acobamu gns nikysaHHA renatuty C, gofasaHHsS
No6iYHKX peakLiii "po3puB M'A3y", "BOBYAKOMNOAIGHWI
cmHApoM"; 3MmiHu Il Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
KOPOTKIili XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT A/19 MEAMNYHOIO 3aCTOCYBaHHA y
3B'AA3KY i3 HOBYMU JaHVWMU 3 SKOCTi, JOKMiHIYHUMU,
KNIHIYHUMY faHMK Ta faHuMK 3 papMakoHarnsagy - ans
[o3yBaHHs 20 Mr/10 mr/5 wmr.
3MiHV BHECEHO A0 IHCTPYKLiT 47189 MeaNYHOro
3acTocyBaHHA Nikapcbkoro 3acoby Ao po3ainis "B3aemopgis
3 iHWMMW NliKapCbKMMK 3acobamu Ta iHLWi BUAN
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IN06i4YHi
peakujii" BiANoBigHO A0 MaTepianiB peecTpauiiiHoro 1ocke
(wopmo iHhopmauii 3 6e3nekn amnoauniHy - B3aemogii 3
iHriiTopamn MTOR); 3miHK |l TMNY - 3MiHK WOA0
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6e3nekn/edpekTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIll XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCyBaHHA Y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 dhapmakoHarnsagy - ans
[o3yBaHHsa 20 mMr/10 mr/5 mr.
3MiHM BHECEeHO A0 [HCTPYKLUiT Ana MeanyHoro
3aCTOCYyBaHHS NikapCcbKoro 3acoby Ao po3ainy
"MpoTunokasaHHa", "B3aemogis 3 iHWMMK NlikapCbKUMM
3aco6amMu Ta iHWi B1uam B3aemogiii”, "Ocob1mMBOCTi
3actocyBaHHs", "MobiuHi peakuyii" BignoBsigHO A0
Marepianis peecTpaujiiiHoro gocbe (oo iHdopmadii npo
B3aEMO/jI0 3 KOMOGIHaL e cakybiTpun/BancapTaH,
3actocyBaHHs npyu CMAAN, peHoBacKyApHii rinepTeHsii,
ekcTpakoprnopasibHUX MeTogax NikyBaHHsA); 3MiHu Il Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM Y KOPOTKiil XapaKTepuCcTULi Nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKL,i 415 MeauyHoro
3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMM AaHUMK 3 SIKOCTI,
OOKAIHIYHUMK, KNIHIYHAMW JaHUMK Ta AaHuMu 3
hapmakoHarnsgy - gns gosyBaHHs 20 mr/10 mr/5 wr.
3MiHM BHECEeHO A0 [HCTPYKLUiT Ana MeanuyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemogis
3 iHWWMWM flikapcbKMMK 3acobamu Ta iHLWi BUAn
B3aemogiin", "Oco6mBocTi 3acTocyBaHHs", “IM06iYHi
peakuii" BiANoBigHO A0 MaTepianis peecTpauiiHoro 4oCbe
(wopo iHdhopmauii 3 6e3nekn amnoanniHy — HEMOX/IMBOCTI
BMBELEHHS Nif vac Agianiy, B3aeMofii 3 LMKIOCNOPUHOM,
[0faBaHHA 4acToTU NPOBIYHMX peakLiit); 3miHu Il Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy.
3MiHW Y KOPOTKIil XapakTepuCTu1Li NikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLi 415 MeanyHoro
3aCTOCyBaHHSA Yy 3B’A3KY i3 HOBUMM AaHUMK 3 SKOCTI,
LOKNIHIYHUMW, KNIHIYHUMW JaHUMU Ta AaHUMK 3
hapmakoHarnsgy - gnsa gosysaHHs 20 mr/5 mr/5 mr; 40
Mr/10 Mr/10 mr. 3mMiHu BHeceHo f0 IHCTpyKuii ans
MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMM flikapCbkumuy 3acobamm Ta iHLWi BUAW
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IN06i4YHi
peakujii" BiANoBigHO A0 MaTepianiB peecTpauiiiHoro f1ocke
(wopmo iHhopmauii 3 6e3nekn amnoauniHy - B3aemogii 3
iHribitopamy mTOR); 3MiHu Il TRy - 3MiHK WoAo
6e3nekn/edreKkTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMW AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ns
n03yBaHHs1 20 Mr/5 mr/5 mr; 40 mr/10 mMr/10 mr; 3MiHK
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BHECEHO A0 IHCTPYKLii ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby o po3ainy "MNpoTnnokasaHHs",

"B3aemogis 3 iHWMMM Slikapcbkumy 3acobamu Ta iHLWi BUAn
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IM06iYHi
peakuii" BiANoBigHO A0 MaTepianis peecTpauiiHoro 4oCbe
(wozo iHdhopmaLii Mpo B3aeMOf;jio 3 KOMGiHaL e
cakybiTpun/BancapTaH, 3actocyBaHHs npyu CMAANN,
PEHOBACKYNSIPHIi rinepTeHsii, ekcTpakopnopasibHMX
mMeToAax NikyBaHHS); 3MiHu Il Tuny - 3MiHW Wwoao
6e3nekn/edpeKTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMU AAHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ns
fo3yBaHHs 20 Mr/5 mr/5 mr; 40 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUii ANA MeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMKn 3acobamu Ta iHLWi BUan B3aeMogiii",
"Oco6u1BocTi 3acTocyBaHHA", "Mo6IYHI peakwii”
BIANOBIAHO 4O MaTepiasiB peecTpauiiHoro focbe (LLoa0
iHchbopmawii 3 6e3nekn amnoauniHy — HEMOX/IMBOCTI
BMBEEHHS Nif vac gianisy, B3aeMofii 3 LMKI0CMOPUHOM,
[0faBaHHA 4acToTU NPOBIYHMX peakLiit); 3miHu Il Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy.
3MiHW Y KOPOTKIil XapakTepuCTu1Li NikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLi 415 MeanyHoro
3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMU AaHUMK 3 SKOCTI,
LOKNIHIYHUMW, KNIHIYHUMW AaHUMU Ta JaHUMK 3
dhapmakoHarnagy - 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr.
3MiHV BHECEHO A0 IHCTPYKLiT 4718 MeanYHOro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainis "B3aemopgis
3 iHWWMW NliKapCbKMMy 3acobamm Ta iHLWi BUAN
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IN06iYHi
peakuii" BiANoBigHO A0 MaTepianiB peecTpauiiiHoro f1ocke
(wopmo iHhopmauii 3 6e3nekn amnoAauniHy - B3aemogii 3
iHri6itopamy mTOR); 3MiHu Il TRy - 3MiHK WoAo
6e3nekn/edpeKTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCyBaHHA Y
3B’A3KY i3 HOBUMU AAHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ans
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUii ANA MeAUYHOTO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby o po3ainy "MNpoTnnokasaHHs",
"B3aemogis 3 iHWMMM Slikapcbkumuy 3acobamum Ta iHLWi BUAn
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IM06iYHi

peakuii" BiANoBigHO A0 MaTepianis peecTpauiiHoro 4OCbe
(oo iHGhopMaLlii Mpo B3aEMOoito 3 KOMGiHaLiE
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cakybiTpun/BancapraH, 3actocyBaHHs npyu CMAANN,
PEHOBACKYNSIPHIi rinepTeHsii, ekcTpakopnopasibHMX
mMeToAax NikyBaHHS); 3MiHu Il Tuny - 3miHW Wwoao
6e3nekn/edpekTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIll XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMW AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ans
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUIi ANA MEeAUYHOIO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMun 3acobamu Ta iHLWi BUAn B3aeMogili
"Oco6umBocTi 3acTocyBaHHA", "Mo6IYHI peakwii”
BIAMNOBIAHO 4O MaTepiasliB peecTpauiiHoro focbe (LLoa0
iHchbopMmawii 3 6e3nekn amnoauniHy — HEMOX/IMBOCTI
BMBELEHHS Nif vac Agianiy, B3aeMogii 3 LMKI0CMOPUHOM,
[0AaBaHHsA YacToTK NPobIYHMX peakuili

140.

TPUBEPAM® 20
Mr/5 Mr/5 M

TabneTku, BKpUTI
nniBKOBOKO
060/10HKOI0, N0 20
Mmr/5 mr/5 mr; no
30 Tabnetok y
KOHTelHepi gns
Tabnetok; no 1
a6ono 3
KOHTeViHepu ans
Tabnetoky
KOpoO6Li 3 KAPTOHY

ne
NABOPATY
AP CEPB'E€

PpaHuis

BVMPOGHMLTBO,
KOHTPO/b AKOCTI,
nakyBaHHs, BUNYyCK
cepii:
Na6opaTtopii Ceps'e
IHpacTpi, PpaHuis
nakyBaHHs, BUMYyCK
cepii:
Ceps'e (IpnaHgis)
IHpacTpic /14,
IpnaHgis

PpaHuia/
IpnaHgais

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHu | Tuny
- 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiAcTaBi perynspHo
OHOB/OBAHOrO 3BiTY 3 6Ge3neKkn nikapcbkoro 3acoby, abo
[ocnifmxeHb 3 6e3nekn 3acToCyBaHHS NikapcbKoro 3acoby
B nicnsipeecTpaLiiinii nepiog, abo sk pe3ysibTat OLiHKN
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rogpkeHo 3
KOMMNETEeHTHUM YNOBHOBAXEHUM OpPraHoMm) - Ans
[o3yBaHHs 20 mr/10 mr/5 mr
3MiHV BHEeCeHO A0 [HCTpYKLUii Ana MeguyHoro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainis "B3aemopis
3 iHWMMW NliKapCbKMMK 3acobamu Ta iHLWi BUAN
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHA" 3rigHO
pekomeHpauii PRAC oo foaaBaHHsA No6GiyHOI peakuil
"theHomeH PeliHo" Ans fitoyoi peyoBnMHW NEPUHAONPWIT;
3MiHM | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiACcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo
LocniopKeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHKM
3BiTy 3 OC/iAXEeHb, NPoBeAEeHUX BiANOBIAHO A0 NnaHy
neajatpnuHnx gocnigpkeHs (PIP) (iHwi 3miHW) - ons
no3yBaHHs 20 mMr/10 Mr/5 Mr; 3MiHW BHECEHO [0 IHCTPYKUiT
AN MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby [0
po3ginis "B3aemogis 3 iHWMMK NiKapCbkuMy 3acobamm Ta

3a
peyenmom

UA/15516/01/01
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iHWI BMAay B3aemogijit”, "OcobMBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y Nepiof BariTHOCTi abo roflyBaHHs
rpyaato”, "MobivHi peakwyji” 3rigHo pekomeHgauin CMDh
LLIOZI0 OHOBJ/IEHHS iHhopMaLii 3 6e3neky amnoaunivy -
B3aemogis 3 CYP3A4 Ta 6e3nekv 4ONOMIXHOI Pe4OBUHM;
3MiHN | TURY - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3nekun NikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHKM
3BIiTY 3 OC/iXeHb, MPOBeAEeHUX BiANOBIAHO A0 NnaHy
negjatpnyHnx gocnigpkenb (PIP) (iHwi 3miHW) - ona
[o3yBaHHa 20 mMr/10 mr/5 Mr. 3mMiHW BHeCeHO A0 IHCTpyKui
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby A0
po3ginis "B3aemogis 3 iHWMMK NiKapCbkumuy 3acobamm Ta
iHWi BMAW B3aemogiin", "OcobnBoCTi 3aCTOCyBaHHA"
3rigHo pekoMeHauii CMDh 11040 oHOBNEHHS iHGopMaLii
3 6e3nekn 04HOYACHOro 3acTOCyBaHHS iHribiTopis AMd 3
KO-TPUMOKCa30/10M; 3MiHV | TNy - 3MiHK LWoAo
6e3nekn/edpekTBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIll XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA NiKapCbKoro 3acoby B Mic/iAspeecTpauiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MnaHy negiaTpuyHmnX
pocnipxeHb (PIP) (3MiHy y3rofpkeHo 3 KOMNeTEHTHUM
YNOBHOB&XEHUM OpraHom) - Ans fo3ysaHHsA 20 mr/10 mr/5
Mr. 3MiHV BHECEHO A0 IHCTPYKUiT A718 MeANYHOro
3aCcToCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemMogis
3 iHWKXMK NiKapCcbKMMKW 3acobamu Ta iHWi BUan
B3aemMogiin", "OcobanBOCTi 3acTocyBaHHA" 3rigHO
iHchopmaL,ii CTOCOBHO OHOYACHOrO 3aCTOCyBaHHSA
CTaTWHIB 3 NpenapaTtamu, LWo MiCTATb y3140BY KACNOTY;
3MiHM | TUny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOPOTKiil XxapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKUIT ANns
MeAMYHOro 3acTOCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/IHOBAHOIO 3BITYy 3 6e3neku nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3neku 3acTocyBaHHSA NikapCbKoro 3acoby
B nicnspeecTpauiiHnii nepiog, abo sk pe3ysibTar OLiHKN
3BITY 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnimkernb (PIP) (iHwi 3miHKW) - Ans
[o3yBaHHa 20 mr/10 mr/5 Mr. 3miHn BHeceHo A0 IHCTpykui
A8 MeANYHOro 3acToCyBaHHA ikapCbKoro 3acoby [0
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po3zinis "B3aemogis 3 iHLWMMK fikapcbknuMu 3acobamu Ta
iHLWI BMAW B3aemogii", "OcobmBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakuyii” 3rigHo pekomeHgauii PRAC woao
3acToCyBaHHA 3 pauekafoTpusIom, iHribitopamy mTOR,
AofaBaHHA NMO6IYHOT peakLi "NoCMNeHHs CUMNTOMIB
ncopiasy"; 3mMiHu | TMny - 3MiHK Woao
6e3nekn/edpeKTMBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iIHCTPYKLT A1 MeNYHOro 3aCTOCyBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS NiKapCbKoro 3acoby B Mic/ispeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIIKEHb,
npoBefeHVX BiANOBIAHO A0 MnaHy negiaTpuyHmnX
pocnimkens (PIP) (iHwi 3miHW) - onsa gosysaHHs 20 mr/10
Mr/5 Mr. 3MiHX BHECEHO [0 IHCTPYKLUIT 415 MeAnYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemogis
3 iHWMMWM flikapcbKMMK 3acobamu Ta iHLWi BUAn
B3aemogiit”, "MobivHi peakuii” 3rifHo pekomeHaauiii CMDh
LLLOZ0 OHOBJ/IEHHS iHhopMaL,ii 3 6e3nekn amnoauniny -
B3AEMOZT 3 KNapPUTPOMILIHOM, TakponiMycoMm, A0AaBaHHsA
no6ivHOT peakLii "ekcTpanipamigHi posnaaun'; amiHu | Tuny
- 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOPOTKiil xapakTepucTumLi
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUIT ANns
MeAMYHOro 3aCTOCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/IHOBAHOrO 3BITYy 3 6e3neku nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3neky 3acTocyBaHHSA NikapCbKoro 3acoby
B nicnspeecTpauiiHnii nepiog, abo sk pe3ysibTar OLiHKN
3BITY 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHUM YNOBHOBaXKEHVM OpPraHoM) - Ans
[o3yBaHHs 20 Mr/5 mr/5 mr; 40 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUii ANA MeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMun 3acobamu Ta iHLWi BUan B3aeMogiii",
"Oco6MBOCTI 3aCTOCYBaHHA" 3rifHO pekomeHaauiii PRAC
040 AofaBaHHa NobivHOT peakuii "deHomeH PeliHo" ans
L0401 PeYOBVHN NEpPUHAONPUI; 3MiHW | TUNy - 3MiHK
oo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKiA XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapCbKoro 3acoby B Mic/iApeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIIKEHb,
npoBefeHVX BiANOBIAHO A0 MnaHy negiaTpuyHmnx
pocnigpkeHb (PIP) (iHwi 3miHW) - ans Ao3yBaHHA 20 mr/5
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Mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTpyKLi
0151 MeUYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWIMMM NikapCbKuMK 3acobamm Ta
iHWI BMAay B3aemogiji”, "Oco6MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
rpyaato”, "MobivHi peakyji” 3rigHo pekomeHgauin CMDh
LLLOZ10 OHOBJ/IEHHS iHhopMaLii 3 6e3nekr amnoaunivy -
B3aemogis 3 CYP3A4 Ta 6e3nekv 4ONOMIXHOI PeyOBUHM;
3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3nekun nikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHKN
3BIiTY 3 OC/IXeHb, MPoBeAEeHUX BiANOBIAHO A0 NnaHy
negjatpnyHux gocnigpkeHb (PIP) (iHwi 3miHW) - ona
fo3yBaHHs 20 Mr/5 mr/5 mr; 40 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLii ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMmn 3acobamu Ta iHWi BUan B3aeMogiii",
"Oco6nMBOCTI 3acTocyBaHHS" 3rigHO pekomeHaauiin CMDh
LLIOA0 OHOBJIEHHS iHGhopMaLii 3 6e3nekn ogHOYaCHOro
3aCTOCyBaHHS iHribiTopis AM® 3 KO-TPMMOKCA30/10M; 3MiHN
| TMnNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3nekn nikapcbKoro 3acoby, abo
OOCnigpKeHb 3 6e3Mnekn 3acTocyBaHHS NikapCcbKoro 3acoby
B nicnsipeecTpaLiiinii nepiog, abo sk pe3ysibTat OLiHK1
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHoM)- 415 A03YBaHHSA
20 mr/5 mr/5 mr; 40 mr/10 mr/10 Mr. 3MiHM BHECEHO A0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NiKapcbkoro
3acoby [0 po3ainis "B3aemMogis 3 iHLWMMU NiKkapCbKMu
3acobamu Ta iHLWi BUAY B3aemogiin”, "OcobamsocTi
3acTocyBaHHSA" 3rigHO iHdhopMaLlii CTOCOBHO OAHOYACHOro
3aCTOCYBaHHA CTaTWHIB 3 NpenapaTtamu, Lo MiCTATb
doy3naoBy KMCNOTY; 3MiHK | TURY - 3MiHM LWOAO
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT AN MeAVMYHOro 3acTOCyBaHHS
Ha niAcTaBi perynsipHo OHOBJ/THOBAHOIO 3BiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHSA NikapCbKoro 3acoby B MicspeecTpauiiimi
nepiog, abo siKk pe3ynbTar OUiHKM 3BiTY 3 AOCIMKEHb,
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npoBefeHnX Bi4NoBigHO A0 NAaHy negiatpudHnx
pocnigmkens (PIP) (iHwi 3MmiHW) - ona gosysaHHsA 20 mr/5
mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby A0
po3ginis "B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta
iHWi BMAW B3aemogiin”, "MobivHi peaxuii” 3rigHo
pekomeHaauiii CMDh o0 OHOBNEHHS iHhopMaLii 3
6e3nekn amnoguniHy - B3aEMOZii 3 KNapuTPOMILUHOM,
TakposiMycoMm, AoAaBaHHS NobGiYHOI peakLil
"ekcTpanipamigHi po3naamn"; 3miHu | Tuny - 3miHu Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTunLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi perynsipHO OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHs NiKapCbKoro 3acoby B nic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAXKEHb,
npoBefeHVX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnipxeHs (PIP) (iHwi 3miHW) - ona nosyBaHHA 20 Mr/5
mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLT
AN9 MeAMYHOro 3acToCyBaHHA ikapCbKoro 3acoby [0
po3zinis "B3aemogis 3 iHLWMMK fikapcbknMu 3acobamu Ta
iHLWI BMAW B3aemogiin", "OcobmBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakuii” 3rigHo pekomeHgauii PRAC woao
3acToCyBaHHA 3 pauekafoTpusiom, iHribitopamy mTOR,
AofaBaHHA NO6IYHOT peakLi "NoCMNeHHs CUMMNTOMIB
ncopiasy"; 3mMiHu | TMny - 3MiHK Woao
6e3nekn/edpeKkTMBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHSA NiKapCbKoro 3acoby B Mic/ispeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MaaHy negiaTpuyHmnX
pocnigmkens (PIP) (iHwi 3miHW) - Ansa gosysaHHsA 10 mr/5
Mr/5 mr; 20 Mr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTpyKLi
0151 MeMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWIMMM NikapCbKuMK 3acobamm Ta
iHWI BMAay B3aemogiit”, "OcobMBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y Nepiof BariTHOCTI abo roflyBaHHs
rpyaato”, "MobiuHi peakwyii” 3rigHo pekomeHgauin CMDh
LLIOZ10 OHOBJIEHHS iHhopMaLii 3 6e3nekr amnoaunivy -
B3aemogis 3 CYP3A4 Ta 6e3nekv 4ONOMIXHOI PeyOBUHM;
3MiHN | TURY - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCYBaHHA Ha NiACTaBi perynspHo
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OHOB/IOBAHOIO 3BITY 3 6e3neku NikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHK/
3BIiTY 3 OC/IXeHb, MPOBeAEHUX BiANOBIAHO A0 NnaHy
negjatpnyHnx gocnigpkenb (PIP) (iHwi 3miHW) - ona
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUi ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMmn 3acobamu Ta iHLWi BUan B3aeMogiii",
"Oco6MBOCTI 3acTocyBaHHS" 3rigHO pekomeHaauiin CMDh
LLIOA0 OHOBJIEHHS iHGhopMaLii 3 6e3nekn ogHOYaCHOro
3aCcTOCyBaHHS iHribiTopis AM® 3 KO-TPMMOKCA30/10M; 3MiHN
| TMNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acToCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekn nikapcbKoro 3acoby, abo
OOCnigpKeHb 3 6e3MneKn 3acTocyBaHHS NikapCcbKoro 3acoby
B nicnsipeecTpaLiiinii nepiog, abo sk pe3ysibTat OLiHKM
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHb (PIP) (3MiHy y3rompkeHo 3
KOMMNEeTeHTHUM YNOBHOBAXEHUM OpraHom) - Ans
[o3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 Mr/10 mr. 3miHn
BHECEHO A0 IHCTPYKUiT 418 MEeAUYHOro 3aCTOCyBaHHS
niKkapcbKoro 3acoby Ao po3ainis "Bsaemogia 3 iHWMMK
nikapcbkMmn 3acobamu Ta iHLWi BUan B3aeMogiii",
"Ocob6nMBOCTI 3acTOCyBaHHS" 3rigHO iHhopMaL,ii CTOCOBHO
0/IHOYACHOTrO 3aCTOCYBaHHS CTaTUHIB 3 NpenaparamMu, Lo
MICTATb (Dy3MA0BY KMCAOTY; 3MiHU | Tuny - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT A1 MeAMYHOro 3acTOCyBaHHS
Ha niAcTaBi perynsipHo OHOBJ/THOBAHOIO 3BiTYy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHSA NikapCbKoro 3acoby B MicispeecTpauiiHui
nepiog, abo sik pe3ynibTaT OLiHKM 3BTy 3 AOCNIAKEHb,
npoBefeHnX Bi4NoBigHO A0 NAaHy negiatpudHnx
pocnigmkens (PIP) (iHwi 3MmiHW) - ona gosysaHHsA 10 mr/5
mr/5 mr; 20 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLT
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby [0
po3ginis "B3aemogis 3 iHWMMK NikapCbkumy 3acobamm Ta
iHWI BMAy B3aemogiin”, "OcobmBOCTi 3aCTOCYBaHHSA",
"Mo6iuHi peakyii” 3rigHo pekomeHgauii PRAC wono
3aCTOCYBaHHSA 3 paLekagoTpuniom, iHrieitopamm mTOR,
[0faBaHHsA MO6IYHOT peakLii "NocMNeHHs CUMNTOMIB
ncopiasy"; 3miHu | TMny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIll XapaKTepuCTULLi NiKapCbKoro 3acoby, TEKCTI
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Ha nigcTaBi perynsipHO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKoro 3acoby B Mic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb,
npoBefeHVX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnipkeHb (PIP) (3MiHY y3rofi)eHo 3 KOMNeTEHTHUM
YMNOBHOB&XEHVM OpraHom) - Ans gosysaHHA 10 mr/5 mr/5
mr; 20 mr/10 Mr/10 mr. 3miHu BHeceHo [0 IHCTpyKuii ans
MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMM flikapCbkumuy 3acobamu Ta iHLWi BUAW
B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHA" 3rigHO
pekomeHpauii PRAC o0 fofaBaHHA No6GiyHOI peakuil
"theHomeH PeliHo" Ans filoyoi peyoBMHW NEPUHAONPWIT;
3MiHN | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiACTaBi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku NikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHK/
3BIiTY 3 OC/IXeHb, MPOBeAEHUX BiANOBIAHO A0 NnaHy
negjatpnyHux gocnigpkeHb (PIP) (iHwi 3miHW) - ona
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLIi ANA MEeAUYHOIO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbknMmn 3acobamu Ta iHWi Buan B3aemogiii”, "TMobiuHi
peakuii” 3rigHo pekomeHgauii CMDh 11040 OHOBNEHHS
iHchopmawuii 3 6e3neku amnoauniHy - B3aEMogji 3
K1apUTPOMILMHOM, TakpoiMycoMm, foAaBaHHS NoGi4HOI
peaxuii "ekcTpanipamigHi posnagn”; 3miHu | Tuny - 3MiHn
Loao 6e3snekn/epekTnBHOCTI Ta chapmakoHarnagy. 3MiHa
Y KOPOTKili XapakTepucTuLi /likapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi peryisipHO OHOB/IKOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHs NiKapCbKoro 3acoby B Mic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb,
npoBefeHVX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnipxeHs (PIP) (iHwi 3miHW) - ona nosyBaHHA 20 Mr/5
mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLiT
ANA MeAUYHOro 3acToCyBaHHA NikapCbKoro 3acoby [0
po3ainis "®apmakonoriyHi BNacTueocTi",
"MpoTunokasaxHsa", "B3aemogis 3 iHWMMK NikapCbKumu
3aco6amu Ta iHWi Buay B3aemogiii”, "OcobamBocCTi
3acTocyBaHHs", "Cnoci6b 3acTocyBaHHA Ta o3un", "MobiyHi
peakuii” 3rigHo pekomeHgauin CMDh w040 OHOB/IEHHS

iHdbopMmalii 3 6e3nekn atopBacTaTVHy - B3aEMOZi 3

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
MapKyBaHHS Ta iIHCTPYKLT AN MeANYHOro 3aCTOCyBaHHS
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)

npoTMBIpyCHUMM 3acobamm Ans NikyBaHHA renatuty C,
[ofaBaHHsA No6iYHNX peakuii "po3pus M'asy",
"BOBYaKONOAiGHNIA cMHAPOM"; 3MiHU | TUNY - 3MiHU WOA0
6e3nekn/edpeKTMBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIll XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA NiKapCbKoro 3acoby B Mic/iAspeecTpauiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIIKEHb,
npoBefeHnX BiANOBIAHO A0 MnaHy negiaTpuyHmnX
pocnimkens (PIP) (iHwi 3miHW) - Ansa gosysaHHsA 10 mr/5
Mr/5 mr; 20 Mr/10 mMr/10 mr. 3MiHWM BHECEHO A0 IHCTpyKLi
011 MeUYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao
po3gainis "®apmakosnoriyHi BnactTueocTi",
"MpoTunokasaHHA", "B3aeMogia 3 iHWMMKN NiKapCbKUMu
3acobamu Ta iHLWi BUAY B3aemogiin”, "OcobamsocTi
3acTocyBaHHs", "Cnoci6 3actocyBaHHs Ta fo3u", "TMobiuHi
peakuii” 3rigHo pekomeHgauii CMDh 11040 OHOBNEHHS
iHhopMmawii 3 6e3nekn atopBacTaTvHy - B3aEMOZIi 3
npoTMBIpyCHUMM 3acobamu Ans NikyBaHHA renatuty C,
[ofaBaHHA NoGiYHUX peakuiii "po3pus M'A3y",
"BOBYAKONOAIOHNI cMHAPOM"; 3MiHU | TURY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT 419 MEANYHOIO 3aCTOCYBaHHS
Ha niAcTaBi perynsipHo OHOBJ/THOBAHOIO 3BiTYy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHSA NikapCbKoro 3acoby B MicspeecTpauiiimi
nepiog, abo sik pe3ynibTaT OLiHKM 3BiTY 3 AOCNILKEHb,
npoBefieHnX Bi4NoBigHO A0 NAaHy negiatpudHnx
pocnigpkenb (PIP) (iHwi 3miHW) - onsa gosysaHHsA 20 mr/10
Mr/5 Mr.
3MiHM BHECeHO A0 [HCTPYKUii Ana MeanuyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BractusocTi", "lMpoTunokasaHHsa",
"B3aemopis 3 iHWMMK NiKapcbknmuy 3aco6amu Ta iHLi BUAn
B3aemMogiin", "OcobnnBocTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHs Ta go3n", "MobiuHi peakwii” 3rigHoO
pekomeHaauiii CMDh o0 OHOBNEHHS iHhopMalLii 3
6e3nekn atopBacTaTuHy - B3aeMogii 3 NPOTUBIPYCHNMM
3acobamu gns nikysaHHA renatuty C, gofasaHHsS
No6iYHKX peakLiii "po3puB M'A3y", "BOBYAKOMNOAIGHWI
cmHApoM"; 3MmiHu Il Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
KOPOTKIili XapakTepucTuLj NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT A/19 MEAMNYHOIO 3aCTOCYBaHHA y
3B'S13KY i3 HOBMMW AAHUMW 3 IKOCTi, AOKAIHIYHUMMU,
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n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)

KNHIYHUMY flaHMK Ta faHuMK 3 papMakoHarnsagy - ans
[o3yBaHHst 20 mMr/10 mr/5 wmr.
3MiHV BHECEHO A0 IHCTPYKLiT 4718 MeanYHOro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainis "B3aemopgis
3 iHWMMW NliKapCbKMMK 3acobamu Ta iHLWi BUAn
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IN06iYHi
peakujii" BiANoBigHO A0 MaTepianiB peecTpauiiiHoro 1ocke
(wopmo iHhopmauii 3 6e3nekn amnoauniHy - B3aemogii 3
iHri6itopamy mTOR); 3MiHu Il TRy - 3MiHK WoAo
6e3nekn/edpeKTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMU AAHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ns
[o3yBaHHsA 20 Mr/10 mr/5 mr.
3MiHV BHECeHO A0 [HCTPYKUii Ana MeanuyHoro
3aCcTOCYyBaHHS MikapCbKOoro 3acoby Ao po3ainy
"MpoTunokasaHHa", "B3aemogis 3 iHWMMK NlikapCbKUMM
3aco6amu Ta iHWi B1uamn B3aemogiii", "OcobmBoCTi
3actocyBaHHs", "MobiuHi peakuyii" BignoBsigHO A0
Marepianis peecTpaujiiiHoro gocbe (oo iHdopmadii npo
B3aEMOZjI0 3 KOMOGIHaL e cakybiTpun/BancapTaH,
3actocyBaHHs npu CMAAN, peHoBacKyIApHii rinepTeHsii,
ekcTpakoprnopasibHUX MeTogax NikyBaHHs); 3MiHu Il Tuny -
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM Y KOPOTKiil XapaKTepuCTULi Nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKL,i 415 MeauyHOro
3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMU AaHUMK 3 SKOCTI,
OOKAIHIYHUMK, KNIHIYHAMW JaHUMK Ta AaHuMu 3
hapmakoHarnsgy - gns gosyBaHHs 20 mr/10 mr/5 wr.
3MiHM BHECEeHO A0 [HCTPYKLUiT Ana MeanuyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemogis
3 iHWWMWM flikapcbKMMK 3acobamu Ta iHLWi BUAn
B3aemogiit", "OcobmBocTi 3acTocyBaHHs", “IM06iYHi
peakuii" BiANoBigHO A0 MaTepianis peecTpauiiHoro 4oCbe
(wopo iHdhopmauii 3 6e3nekn amnoanniHy — HEMOX/IMBOCTI
BMBELEHHS Nif vac Agianiy, B3aeMofii 3 LMKIOCNOPUHOM,
[0faBaHHA 4acToTU NPOBIYHMX peakLiit); 3miHu Il Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy.
3MiHW Y KOPOTKIil XapaKTepuCTu1Li NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeanyHoro
3aCTOCyBaHHSA Yy 3B’A3KY i3 HOBUMM AaHUMK 3 SKOCTI,
LOKNIHIYHUMW, KNIHIYHUMW JaHUMU Ta AaHUMK 3
hapmakoHarnsgy - gnsa gosysaHHs 20 mr/5 mr/5 mr; 40
Mr/10 Mr/10 mr. 3miHu BHeceHo [0 IHCTpyKuii ans
MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMM flikapCbkumuy 3acobamm Ta iHLWi BUAW

B3aemogiin", "OcobamBocTi 3acTocyBaHHs", “Mo6iYHi
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peakujii" BiANoBigHO A0 MaTepianiB peecTpauiiiHoro f1ocke
(wopmo iHhopmauii 3 6e3nekn amnoauniHy - B3aemogii 3

iHribitopamy mTOR); 3MiHu Il TRy - 3MiHK WoAo
6e3nekn/edpekTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIll XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMW AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ans
po3yBaHHa 20 mr/5 mr/5 mr; 40 mr/10 Mr/10 Mr; 3MiHK
BHECEHO A0 IHCTPYKLUIi ANA MEeAUYHOIO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby go po3ainy "MNpoTnnokasaHHs",
"B3aemogis 3 iHWMMM flikapcbkumuy 3acobamum Ta iHLWi BUAn
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IM06iYHi
peakuii" BiANoBigHO A0 MaTepianis peecTpauiiHoro 4oCbe
(wozo iHdhopmaLii Npo B3aeMOf;jio 3 KOMGiHaL e
cakybiTpun/BancapTaH, 3actocyBaHHs npyu CMAAN,
PEHOBACKYNSIPHIi rinepTeHsii, ekcTpakopnopasibHMX
mMeToAax NikyBaHHS); 3MiHu Il Tuny - 3MiHW Wwoao
6e3nekn/edpeKTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIll XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCyBaHHA Y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 dhapmakoHarnsagy - ons
[o3yBaHHs 20 Mr/5 mr/5 mr; 40 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLIi ANA MEeAUYHOIO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMun 3acobamu Ta iHLWi BUan B3aeMogiii",
"Oco6u1BocTi 3acTocyBaHHA", "Mo6IYHI peakwii”
BIAMNOBIAHO 4O MaTepiasiiB peecTpauiiHoro focke (LLoa0
iHchbopmawii 3 6e3nekn amnoauniHy — HEMOX/IMBOCTI
BMBEEHHS Nif vac gianisy, B3aeMofii 3 LMKI0CMOPUHOM,
[0faBaHHA 4acToTU NPOBIYHMX peakLiit); 3miHu Il Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy.
3MiHM Y KOPOTKIil XapakTepuCTu1Li NikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLi 415 MeanyHoro
3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMU AaHUMK 3 SKOCTI,
LOKNIHIYHUMW, KNIHIYHUMW AaHUMU Ta JaHUMK 3
dhapmakoHarnagy - 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr.
3MiHV BHECEHO A0 IHCTPYKLiT 4718 MeanYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby Ao po3ainis "B3aemopis
3 iHWMMW NliKapCbKMMK 3acobamm Ta iHLWi BUAN
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IN06iYHi
peakuii" BiANoBigHO A0 MaTepianiB peecTpauiiiHoro f1ocke
(wopmo iHhopmauii 3 6e3nekn amnoAauniHy - B3aemogii 3
iHribitopamy mTOR); 3MiHu Il TRy - 3MiHK WoAo
6e3nekn/edreKkTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TeKCTi

MapKyBaHHS Ta iHCTPYKLUIi A1 MEAUYHOrO 3aCTOCYBaHHSA Y
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

3B’A3KY i3 HOBUMW AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ans
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUii ANA MEeAUYHOTO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby o po3ainy "lMNpoTnnokasaHHs",
"B3aemogis 3 iHWMMM flikapcbkumy 3acobamu Ta iHLWi BUAn
B3aemogiin", "Oco6mBocTi 3acTocyBaHHs", “IM06iYHi
peakuii" BiANoBIigHO A0 MaTepianis peecTpauiiHoro 4oCbe
(wozo iHdhopmaLii Npo B3aeMOA;jio 3 KOMGiHaL e
cakybiTpun/BancapraH, 3actocyBaHHs npyu CMAAN,
PEHOBACKYNSIPHIi rinepTeHsii, ekcTpakopnopasibHMX
mMeToAax NikyBaHHS); 3MiHu Il Tuny - 3MiHW Wwoao
6e3nekn/edreKkTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 dhapmakoHarnsagy - ns
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLii ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMmn 3acobamu Ta iHWi BUan B3aeMogiii",
"Oco6umBocTi 3acTocyBaHHA", "Mo6IYHI peakwii”
BIAMNOBIAHO 4O MaTepiasliB peecTpauiiHoro focbe (LLoa0
iHchbopmawii 3 6e3nekn amnoauniHy — HEMOX/IMBOCTI
BMBELEHHS Nif vac Agianiy, B3aeMofii 3 LMKIOCNOPUHOM,
[0AaBaHHsA YacToTK NPobIYHMX peakuili

141.

TPUBEPAM® 40
MI/10 Mr/10 M

TabneTkn, BKpUTI
nniBKOBOKO
060/10HKOI0, NO 40
Mr/10 mr/10 mr; no
30 Tabnetok y
KOHTelHepi gns
Tabnetok; no 1
a6ono 3
KOHTeViHepu ans
Tabnetoky
KOpoO6Li 3 KAPTOHY

ne
NABOPATY
AP CEPB'E€

PpaHuis

BVMPOGHMLTBO,
KOHTPO/b AKOCTI,
nakyBaHHs, BUNYyCK
cepii:
Na6opaTtopii Ceps'e
IHpacTpi, PpaHuis
nakyBaHHs, BUMYyCK
cepii:
Ceps'e (IpnaHgis)
IHpacTpic /14,
IpnaHgis

PpaHuia/
IpnaHgais

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHu | Tuny
- 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiAcTaBi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3neKkn nikapcbkoro 3acoby, abo
[ocnifmxeHb 3 6e3nekn 3acToCyBaHHS NikapcbKoro 3acoby
B nicnsipeecTpauiiiuii nepiog, abo sk pe3ysibTat OLiHK1
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rogpkeHo 3
KOMMNETEeHTHUM YNOBHOBAXEHUM OpPraHom) - Ans
[o3yBaHHs 20 mr/10 mr/5 mr
3MiHV BHEeCeHO A0 [HCTpYKLUii Ana MeguyHoro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainis "B3aemopis
3 iHWMMW NliKapCbKMMy 3acobamu Ta iHLWi BUAn
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHA" 3rigHO
pekomeHpauii PRAC oo foaaBaHHsA No6GiyHOI peakuil
"theHomeH PeliHo" Ans fitoyoi peyoBnMHW NEPUHAONPWIT;
3MiHM | TURY - 3MiHK Woao 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans

3a
peyenmom

UA/15516/01/02
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MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3nekn nikapcbkoro 3acoby, abo
OOCnigpKeHb 3 6e3Mnekn 3acTocyBaHHS NikapCcbKoro 3acoby
B nicnsipeecTpaLiiinii nepiog, abo sk pe3ysibTat OLiHK1
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negjatpnyHux gocnigpkeHs (PIP) (iHwi 3miHW) - aons
no3yBaHHs 20 Mr/10 Mr/5 Mr; 3MiHM BHECEHO [0 IHCTPYKUIT
0151 MeMYHOro 3acToCyBaHHS NikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWIMMM NikapCbKuMK 3acobamm Ta
iHWI BMAay B3aemogiji”, "OcobMBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y Nepiof BariTHOCTi abo roflyBaHHs
rpyaato”, "MobivHi peakyji” 3rigHo pekomeHgauin CMDh
LLLOZ10 OHOBJ/IEHHS iHhopMaLii 3 6e3nekr amnoaunivy -
B3aemogis 3 CYP3A4 Ta 6e3nekv 4ONOMiIXHOI PeyoBUHM;
3MiHN | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiACTaBi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku NikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHK/
3BIiTY 3 OC/IXeHb, MPOBeAEHUX BiANOBIAHO A0 NnaHy
negjatpnyHux gocnigpkeHb (PIP) (iHwi 3miHW) - ona
[o3yBaHHs 20 mMr/10 mr/5 Mr. 3miHW BHeCeHO A0 IHCTpyKui
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby A0
po3ginis "B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta
iHWi BMAW B3aemogiin", "Ocob6nBoCTi 3aCTOCyBaHHA"
3rigHo pekoMeHauii CMDh 11040 oHOBNEHHS iHGopMaLii
3 6e3neKkn 04HOYACHOro 3acTOCyBaHHS iHribiTopis AMd 3
KO-TPUMOKCa30/10M; 3MiHV | TNy - 3MiHK LWoAo
6e3nekn/edpekTBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIll XapaKTepnCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA NiKapCbKoro 3acoby B Mic/iAspeecTpauiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHVX BiANOBIAHO A0 MnaHy negiaTpuyHmnx
pocnipxeHb (PIP) (3MiHy y3rofpkeHo 3 KOMNeTEHTHUM
YNOBHOB&XEHUM OpraHom) - Ans fo3ysaHHA 20 mr/10 mr/5
Mr. 3MiHV BHECEHO A0 IHCTPYKUIiT 4518 MeANYHOro
3aCcToCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemMogis
3 iHWKXMK NiKapCcbKMMKW 3acobamu Ta iHWi BUan
B3aemMogiin", "OcobanBOCTi 3acTocyBaHHA" 3rigHO
iHchopmaL,ii CTOCOBHO OHOYACHOrO 3aCTOCyBaHHS
CTaTWHIB 3 NpenapaTtamu, LWo MiCTATb dy3140BY KACNOTY;
3MiHM | TUny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
dpapmakoHarnsay. 3miHa y KOpoTKiil XxapaKTepucTuLL
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niKkapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKUIT ANns

MeAMYHOro 3acTOCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/IHOBAHOrO 3BITYy 3 6e3nekn nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3neky 3acTocyBaHHS NikapCcbKoro 3acoby
B nicnspeecTpauiiHnii nepiog, abo sk pe3ysbTar OLiHKN
3BITY 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnimxkernb (PIP) (iHwi 3miHKW) - Ans
[o3yBaHHa 20 mMr/10 mr/5 Mr. 3miHn BHeceHo A0 IHCTpykui
ANA MeAUYHOro 3acToCyBaHHA ikapCbKoro 3acoby [0
po3zinis "B3aemogis 3 iHLWMMK fikapcbkrMu 3acobamu Ta
iHLWI BMAW B3aemogiin", "OcobmBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakuyii” 3rigHo pekomeHgauii PRAC woao
3acToCyBaHHA 3 pauekafoTpusom, iHribitopamy mTOR,
AofaBaHHA NOBIYHOT peakLi "NoCMNeHHs CUMNTOMIB
ncopiasy"; 3miHu | TMny - 3MiHK Woa0
6e3nekn/edpekTMBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIll XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4715 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBsi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapCbKoro 3acoby B Mic/ispeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIIKEHD,
npoBefeHnX BiANOBIAHO A0 MaHy negiaTpuyHmnx
pocnimkeHs (PIP) (iHwi 3miHW) - onsa go3ysaHHs 20 mr/10
Mr/5 Mr. 3MiHX BHECEHO [0 IHCTPYKLUIT 418 MeANYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemogis
3 iHWMMWM flikapcbKMMK 3acobamu Ta iHLWi BUAn
B3aemogiit”, "MobivHi peakuii” 3rifHo pekomeHaauiii CMDh
LLLOZ0 OHOBJ/IEHHS iHhopMaLii 3 6e3nekn amnoauniny -
B3AEMOZT 3 KNapPUTPOMILIHOM, TakponiMycoMm, A0AaBaHHsA
no6ivHOT peakLii "ekcTpanipamigHi posnaaun'; amiHu | Tuny
- 3MiHK Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOPOTKiil xapakTepucTumLi
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUIT ANns
MeAMYHOro 3aCTOCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/IHOBAHOrO 3BITYy 3 6e3neku nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3neky 3acTocyBaHHSA NikapCbKoro 3acoby
B nicnspeecTpauiiHnii nepiog, abo sk pe3ysibTar OLiHKN
3BITY 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHUM YNOBHOBaXKEHVM OpPraHoM) - Ans
[o3yBaHHs 20 Mr/5 mr/5 mr; 40 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUii ANA MeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMKn 3acobamu Ta iHWi BUan B3aeMogiii",
"Oco6MBOCTI 3aCTOCYBaHHA" 3rifiHO pekomeHaauiii PRAC
040 AofaBaHHa NobivHOT peakuii "deHomeH PeliHo" ans
L0401 PeYOBMHM NEPUHAONPWIT; 3MiHM | TUNY - 3MiHK
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oo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKiA XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHSA NiKapCbKoro 3acoby B Mic/ispeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MnaHy negiaTpuyHmnX
pocnimkens (PIP) (iHwi 3miHW) - Ansa gosysaHHsA 20 Mr/5
Mr/5 mr; 40 mMr/10 Mr/10 mr. 3MiHVM BHECEHO [0 IHCTpyKLi
0151 MeMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWIMMWK NiKapCbKuMy 3acobamm Ta
iHWI BMAay B3aemogiit”, "OcobMBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
rpyaato”, "MobivHi peakyji” 3rigHo pekomeHgauin CMDh
LLIOZ10 OHOBJIEHHS iHhopMaLii 3 6e3nekr amnoaunivy -
B3aemogis 3 CYP3A4 Ta 6e3nekv 4ONOMiIXHOI Pe4OBUHM;
3MiHN | TURY - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku nikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHK/
3BiTY 3 OC/IXeHb, MPoBeAEeHUX BiANOBIAHO A0 NnaHy
negjatpnyHux gocnigpkeHb (PIP) (iHwi 3miHW) - ona
fo3yBaHHs 20 Mr/5 mr/5 mr; 40 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLii ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMmn 3acobamu Ta iHWi BUan B3aeMogiii",
"Oco6nMBOCTI 3acTocyBaHHS" 3rigHO pekomeHaauiin CMDh
LLIOA0 OHOBJIEHHS iHGhopMaLii 3 6e3nekn ogHOYaCHOro
3aCTOCyBaHHS iHribiTopis AM® 3 KO-TPMMOKCA30/10M; 3MiHN
| TMNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3nekn nikapcbKoro 3acoby, abo
OOCnigpKeHb 3 6e3MeKn 3acTocyBaHHS NikapCcbKoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo sk pe3ysibTat OLiHKN
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHoM)- 415 A03YBaHHSA
20 mr/5 mr/5 mr; 40 mr/10 mr/10 Mr. 3MiHM BHECEHO A0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NiKapcbkoro
3acoby [0 po3ainis "B3aemMogis 3 iHWMMU NiKkapCbKnMu
3acobamu Ta iHLWi BUAY B3aemogiin”, "OcobamsocTi
3acTocyBaHHs" 3rigHo iHopmaLii CTOCOBHO 0HOYACHOTO
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3aCTOCYBaHHA CTaTWHIB 3 NpenapaTtamu, Wo MiCTATb
doy3naoBy KMCNOTY; 3MiHK | TURY - 3MiHM LWOAO
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT A1 MeANYHOro 3acTOCyBaHHS
Ha niAcTaBi perynsipHo OHOBJ/THOBAHOIO 3BiTYy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHSA NikapCbKoro 3acoby B MicspeecTpauiiHui
nepiog, abo sik pe3ynibTaT OLiHKM 3BTy 3 AOCNIAKEHb,
npoBefieHVX Bi4noBigHO A0 NAaHy negiatpudHnx
pocnigmkens (PIP) (iHwi 3MmiHW) - ona gosysaHHsA 20 mr/5
mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby [0
po3ginis "B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta
iHWi BMAW B3aemogiit”, "MobivHi peaxuii” 3rigHo
pekomeHaauiii CMDh o0 OHOBNEHHS iHhopMaLii 3
6e3nekn amnoguniHy - B3aEMOZi 3 KNapuTpoOMILUHOM,
TakposiMycoMm, AoAaBaHHS NoBGiYHOI peakLil
"ekcTpanipamigHi po3naamn"; 3miHu | Tuny - 3miHu Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTunLj NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi perynsipHO OHOB/IKOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHs NiKapCbKoro 3acoby B nic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAXKEHb,
npoBefeHVX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnipxeHs (PIP) (iHwi 3miHW) - ona nosyBaHHA 20 Mr/5
mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLiT
AN9 MeAMYHOro 3acToCyBaHHA ikapCbKoro 3acoby [0
po3zinis "B3aemogis 3 iHLWMMK fikapcbknMu 3acobamu Ta
iHLWI BMAW B3aemogiin", "OcobmBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakuyii” 3rigHo pekomeHgauii PRAC woao
3acToCyBaHHA 3 pauekafoTpusIom, iHribitopamy mTOR,
AofaBaHHA NO6IYHOT peakLi "NoCMNeHHs CUMMNTOMIB
ncopiasy"; 3mMiHu | TMny - 3MiHK Woao
6e3nekn/edpeKkTMBHOCTI Ta thapMakoHarnagy. 3miHa y
KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHSA NiKapCbKoro 3acoby B Mic/ispeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MaaHy negiaTpuyHmnX
pocnigmkens (PIP) (iHwi 3miHW) - Ansa gosysaHHsA 10 mr/5
Mr/5 mr; 20 Mr/10 mMr/10 mr. 3MiHVM BHECEHO A0 IHCTpyKLi
0151 MeMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWMMK fikapCbkMK 3acobamn Ta
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iHWI BMAay B3aemogijit”, "OcobMBOCTi 3aCTOCYBaHHSA",

"3acTocyBaHHs y Nepiof BariTHOCTi abo roflyBaHHs
rpyaato”, "MobivHi peakwyji” 3rigHo pekomeHgauin CMDh
LLIOZI0 OHOBJ/IEHHS iHhopMaLii 3 6e3neky amnoaunivy -
B3aemogis 3 CYP3A4 Ta 6e3nekv 4ONOMIXHOI Pe4OBUHM;
3MiHN | TURY - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns

MeAMYHOro 3acTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3nekun NikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHKM
3BIiTY 3 OC/iXeHb, MPOBeAEeHUX BiANOBIAHO A0 NnaHy

negjatpnyHnx gocnigpkenb (PIP) (iHwi 3miHW) - ona

[o3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn

BHECEHO A0 IHCTPYKLUii ANA MeAUYHOTO 3aCTOCYBaHHS

NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMKn 3acobamu Ta iHLWi BUan B3aeMogiii",
"Oco6nMBOCTI 3acTocyBaHHS" 3rigHO pekomeHaauiin CMDh
LLIOA0 OHOBJIEHHS iHGhopMaLii 3 6e3nekn ogHOYaCHOro
3aCTOCyBaHHS iHribiTopis AM® 3 KO-TPMMOKCA30/10M; 3MiHN
| TMnNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekn nikapcbKoro 3acoby, abo
OOCnigpKeHb 3 6e3MeKn 3acTocyBaHHS NikapCcbKoro 3acoby
B nicnsipeecTpaLiiinii nepiog, abo sk pe3ysibTat OLiHKM
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHb (PIP) (3MiHy y3rompkeHo 3
KOMMNEeTeHTHUM YNOBHOBAXEHUM OpraHom) - Ans
[o3yBaHHst 10 mr/5 mr/5 mr; 20 mr/10 Mr/10 mr. 3miHn
BHECEHO A0 IHCTPYKUiT 418 MEeAUYHOro 3aCTOCyBaHHS
niKkapcbKoro 3acoby Ao po3ainis "Bsaemogia 3 iHWKMMK
nikapcbkMmn 3acobamu Ta iHLWi BUan B3aeMogiii",
"Ocob6nMBOCTI 3acTOCyBaHHS" 3rigHO iHhopMaL,ii CTOCOBHO
0/IHOYACHOTrO 3aCTOCYBaHHS CTaTUHIB 3 NpenaparamMu, Lo

MICTATb (Dy3MA0BY KMCAOTY; 3MiHU | Tuny - 3MiHK Woa0

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT AN MeANYHOro 3acTOCyBaHHS

Ha niAcTaBi perynsipHo OHOBJ/THOBAHOIO 3BiTYy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHSA NikapCbKoro 3acoby B MicispeecTpauiiHui
nepiog, abo sk pe3ynibTaT OLiHKM 3BTy 3 AOCNILKEHb,
npoBefieHnX Bi4noBigHO A0 NAaHy negiatpudHnx
pocnigmkens (PIP) (iHwi 3MmiHW) - ona gosysaHHsA 10 mr/5

Mr/5 mr; 20 mr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTpyKLi
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AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby A0
po3ginis "B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta

iHWI BMay B3aemogiin”, "Oco6MBOCTi 3aCTOCYBaHHSA",
"Mo6iuHi peakyii” 3rigHo pekomeHgauii PRAC wono
3aCTOCYBaHHSA 3 paLekagoTpuiom, iHrieitopamm mTOR,
[0faBaHHsA MO6IYHOT peakLii "NocMNeHHs CUMNTOMIB
ncopiasy"; 3miHu | TMny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi perynsipHO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCyBaHHs NiKapCbKoro 3acoby B Mic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAXKEHb,
npoBefeHVX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnipkeHb (PIP) (3MiHY y3rofi)XeHo 3 KOMNeTEHTHUM
YMNOBHOB&XEHVM OpraHom) - Ans gosysaHHA 10 mr/5 mr/5
mr; 20 mr/10 Mr/10 mr. 3miHu BHeceHo [0 IHCTpyKuii ans
MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMM flikapCbkumuy 3acobamm Ta iHLWi BUAW
B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHA" 3rigHO
pekomeHpauili PRAC o0 foAaBaHHA No6GiyHOI peakuil
"theHomeH PeliHo" Ans fitoyoi peyoBMHW NEPUHAONPWIT,
3MiHN | TURY - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku NikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHK/
3BIiTY 3 OC/IXeHb, MPOBeAEHUX BiANOBIAHO A0 NnaHy
negjatpnyHnx gocnigpkenb (PIP) (iHwi 3miHW) - ona
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUii ANA MeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbknMmn 3acobamu Ta iHWi Buan B3aemogiii”, "TMobiuHi
peakuii” 3rigHo pekomeHgauii CMDh 11040 OHOBNEHHS
iHchopmawuii 3 6e3neku amnoauniHy - B3aEMogji 3
K1apUTPOMILMHOM, TakpoiMycoMm, foAaBaHHS NoGi4HOI
peaxuii "ekcTpanipamigHi posnagn”; 3miHu | Tuny - 3MiHn
Loao 6e3snekn/epekTnBHOCTI Ta chapmakoHarnagy. 3MiHa
Y KOPOTKili XapakTepucTuLi /likapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi peryisipHO OHOB/IKOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHs NiKapCbKoro 3acoby B nic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb,

npoBeAeHVX BignoBigHO A0 M1aHy NegiaTpudHnx
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pocnipxeHs (PIP) (iHwi 3miHK) - ona nosyBaHHA 20 Mr/5
mr/5 mr; 40 mMr/10 mr/10 mr. 3MiHVM BHECEHO A0 IHCTPYKLT
AN9 MeAMYHOro 3acToCyBaHHA ikapCbKoro 3acoby [0
po3ainis "®apmakonoriyHi BNacTueocTi",
"MpoTunokasarHsa", "B3aemogis 3 iHWMMK NiKkapCbKMMu
3aco6amu Ta iHWi Buay B3aemogiii”, "OcobamBocCTi
3acTocyBaHHs", "Cnoci6b 3acTocyBaHHA Ta o3un", "MobiyHi
peakuii” 3rigHo pekomeHgauin CMDh w040 OHOB/IEHHS
iHchopMmawii 3 6e3nekn atopBacTaTuHy - B3aEMofii 3
npoTMBIpyCHUMM 3acobamm Ans NikyBaHHA renatuty C,
[ofaBaHHsA No6iYHNX peakuii "po3pus M'A3y",
"BOBYaKONOAiGHNIA cMHAPOM"; 3MiHU | TUNY - 3MiHU WOA0
6e3nekn/edreKkTMBHOCTI Ta thapMakoHarnsagy. 3miHa y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTasi perynspHo OHOB/OBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHSA NiKapCbKoro 3acoby B Mic/iApeecTpauiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 MnaHy negiaTpuyHmnx
pocnigmkens (PIP) (iHwi 3MmiHW) - Ansa gosysaHHsA 10 mr/5
Mr/5 mr; 20 Mr/10 Mr/10 mr. 3MiHVM BHECEHO A0 IHCTpyKLi
0151 MeMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao
po3gainis "®apmakosnoriyHi BnactTueocTi",
"MpoTunokasaHHA", "B3aeMogia 3 iHWMMKN NiKapCbKUMu
3acobamu Ta iHLWi BUAW B3aemogiin”, "OcobamsocTi
3acTocyBaHHs", "Cnocib 3actocyBaHHs Ta fo3n", "TobiuHi
peakuii” 3rigHo pekomeHgauii CMDh 11040 OHOBNEHHS
iHhopmawii 3 6e3nekn atopBacTaTvHy - B3aEMOZi 3
npoTMBIpyCHUMM 3acobamu Ans NikyBaHHA renatuty C,
[ofaBaHHA NoGiYHUX peakuiii "po3pus M'A3y",
"BOBYaKONOAiGHNI cMHAPOM"; 3MiHU | TUNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT 419 MEANYHOIO 3aCTOCYBaHHS
Ha niAcTaBi perynsipHo OHOBJ/THOBAHOIO 3BiTYy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHSA NikapCbKoro 3acoby B MicspeecTpauiiimi
nepiog, abo sik pe3ynibTaT OLiHKM 3BiTY 3 AOCNILKEHb,
npoBefieHnX Bi4NoBigHO A0 NAaHy negiatpudHnx
pocnigpkenb (PIP) (iHwi 3miHW) - onsa gosysaHHsA 20 mr/10
Mr/5 Mr.
3MiHM BHECeHO A0 [HCTPYKUii Ana MeanuyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BractusocTi", "lMpoTunokasaHHsa",
"B3aemopis 3 iHWMMK NiKapcbknmuy 3aco6amu Ta iHLWi BUAn
B3aemMogiin", "OcobnnBocTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHsA Ta Ao3mn”, "MobiyHi peakujii" 3rigHo
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pekomeHaauiii CMDh o0 OHOBNEHHS iHhopMaLii 3
6e3nekn atopBacTaTuHy - B3aeMogii 3 NPOTUBIPYCHNMM
3acobamu gns nikysaHHA renatuty C, gofasaHHs
No6iuHKX peakLiii "po3puB M'A3y", "BOBYAKOMNOAIGHWI
cmHApoM"; 3MmiHu Il Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT A/19 MEANYHOIO 3aCTOCYBaHHA y
3B'AA3KY i3 HOBYMU AaHWMU 3 SKOCTi, JOKMIHIYHMMU,
KNHIYHUMY flaHMK Ta faHuMK 3 dapMakoHarnsagy - ans
[o3yBaHHs 20 mMr/10 mr/5 wmr.
3MiHN BHECEHO A0 IHCTPYKLiT 4718 MeanYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby Ao po3ainis "B3aemopis
3 iHWWMW NliKapCbKMMy 3acobamm Ta iHLWi BUAN
B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", “IM06IYHI
peakuii" BiANoBigHO A0 MaTepianiB peecTpauiiiHoro f1ocke
(wopmo iHhopmauii 3 6e3nekn amnoauniHy - B3aemogii 3
iHribitopamy mTOR); 3MiHu Il TRy - 3MiHK WoAo
6e3nekn/edpeKTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIll XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCyBaHHA Y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 dhapmakoHarnsagy - ons
[o3yBaHHsa 20 mMr/10 mr/5 mr.
3MiHM BHECEeHO A0 [HCTPYKLUiT Ana MeanyHoro
3aCTOCYBaHHS MikapCbKoro 3acoby Ao po3ainy
"MpoTunokasaHHa", "B3aemogis 3 iHWMMK NlikapCbKUMM
3aco6amu Ta iHWi B1uamn B3aemogiii", "OcobmBoCTi
3actocyBaHHs", "MobiuHi peakuyii" BignoBsigHO A0
Marepianis peecTpaujiiiHoro gocbe (oo iHdopmadii npo
B3aEMOZjI0 3 KOMOGIHaL e cakybiTpun/BancapTaH,
3actocyBaHHs npu CMAAN, peHoBacKy IApHii rinepTeHsii,
ekcTpakoprnopasibHUX MeTogax NikyBaHHs); 3MiHu Il Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM Y KOPOTKiil XapaKTepuCTULi Nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKL,i 415 MeauyHOro
3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMU AaHUMK 3 SKOCTI,
OOKAIHIYHUMK, KNIHIYHAMW JaHUMK Ta AaHuMu 3
hapmakoHarnsgy - gns gosyBaHHs 20 mr/10 mr/5 wr.
3MiHM BHEeCeHO A0 [HCTPYKUii Ana MeanuyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis "B3aemogis
3 iHWWMWM flikapcbKMMK 3acobamu Ta iHLWi BUAn
B3aemogiit", "OcobmBocTi 3acTocyBaHHs", “IM06iYHi
peakuii" BiANoBigHO A0 MaTepianis peecTpauiiHoro 4oCbe
(wopo iHdhopmauii 3 6e3nekn amnoAuniHy — HEMOX/IMBOCTI
BMBEEHHS Nif vac Agianisy, B3aeMofii 3 LMKIOCNOPUHOM,
[0faBaHHA 4acToTU NPOBIYHMX peakLiit); 3miHu Il Tuny -
3MiHM Woao 6e3nekn/edeKTMBHOCTI Ta dpapMakoHarnsay.
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3MiHM Y KOPOTKIil XapakTepuCTu1Li NikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLi 415 MeanyHoro
3aCTOCyBaHHSA Yy 3B’A3KY i3 HOBUMM AaHUMK 3 SKOCTI,
LOKNIHIYHUMK, KNIHIYHUMW JaHUMU Ta JaHUMK 3
hapmakoHarnsgy - gnsa gosysaHHs 20 mr/5 mr/5 mr; 40
Mr/10 Mr/10 mMr. 3mMiHu BHeceHo 0 IHCTpyKuii ans
MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMM flikapCbkumuy 3acobamu Ta iHLWi BUAW
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IN06IYHi
peakujii" BiANoBigHO A0 MaTepianiB peecTpauiiiHoro 1ocke
(wopmo iHhopmauii 3 6e3nekn amnoauniHy - B3aemogii 3
iHribitopamy mTOR); 3MiHu Il TRy - 3MiHK WoAo
6e3nekn/edreKkTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 dhapmakoHarnsagy - ns
po3yBaHHa 20 mr/5 mr/5 mr; 40 mr/10 Mr/10 Mr; 3MiHK
BHECEHO A0 IHCTPYKLii ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby o po3ainy "MNpoTnnokasaHHs",
"B3aemogis 3 iHWMMM Slikapcbkumy 3acobamu Ta iHLWi BUAn
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IM06iYHi
peakuii" BiANoBigHO A0 MaTepianis peecTpauiiHoro 4oCbe
(wozo iHdhopmaLii Mpo B3aeMOf;jio 3 KOMGiHaL e
cakybiTpun/BancapTaH, 3actocyBaHHs npyu CMAAN,
PEHOBACKYNSIPHIi rinepTeHsii, ekcTpakopnopasibHMX
mMeToAax NikyBaHHS); 3MiHu Il Tuny - 3MiHW Wwoao
6e3nekn/edpeKTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCyBaHHA Y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ns
[o3yBaHHs 20 Mr/5 mr/5 mr; 40 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLUii ANA MeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMun 3acobamu Ta iHLWi BUan B3aeMogiii",
"Oco6u1BocTi 3acTocyBaHHA", "Mo6IYHI peakwii”
BIANOBIAHO 4O MaTepiasiiB peecTpauiiHoro focke (LLoa0
iHchbopmawii 3 6e3nekn amnoauniHy — HEMOX/IMBOCTI
BMBEEHHS Nif vac Agianiy, B3aeMogii 3 LMKI0CNOPUHOM,
[0faBaHHA 4acToTU NPOBIYHMX peakLiit); 3miHu Il Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy.
3MiHM Y KOPOTKIil XapakTepuCTu1Li NikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLi 415 MeanyHoro
3aCTOCyBaHHSA Yy 3B’A3KY i3 HOBUMM AaHUMK 3 SKOCTI,
LOKNIHIYHUMK, KNIHIYHUMW JaHUMK Ta JaHUMK 3
dhapmakoHarnagy - 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr.
3MiHV BHECeHO A0 IHCTpYKUii Ans MegnyHoro
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3acTocyBaHHSA NikapcbKoro 3acoby Ao po3ainis "B3aemopis
3 iHWMMW NliKapCbKMMK 3acobamu Ta iHLWi BUAN
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IN06i4YHi
peakujii" BiANoBigHO A0 MaTepianiB peecTpauiiiHoro 1ocke
(wopmo iHhopmauii 3 6e3nekn amnoauniHy - B3aemogii 3
iHribitopamy mTOR); 3MiHu Il TRy - 3MiHK WoAo
6e3nekn/edpekTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMU A@HUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ns
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLii ANA MeAUYHOTO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby go po3ainy "MNpoTnnokasaHHs",
"B3aemogis 3 iHWMMM flikapcbkumu 3acobamm Ta iHLWi BUAn
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", “IM06iYHi
peakuii" BiANoBigHO A0 MaTepianis peecTpauiiHoro 4oCbe
(wozo iHdhopmaLii Npo B3aeMOZjio 3 KOMGiHaL e
cakybiTpun/BancapraH, 3actocyBaHHs npyu CMAANN,
PEHOBACKYNSIPHIi rinepTeHsii, ekcTpakopnopasibHMX
mMeToAax NikyBaHHS); 3MiHu Il Tuny - 3miHW Wwoao
6e3nekn/edpekTMBHOCTI Ta thapMakoHarnagy. 3MiHn y
KOPOTKIll XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMW AaHUMW 3 SKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMW A@aHMKn Ta JaHumn 3 doapmakoHarnsagy - ans
fo3yBaHHs 10 mr/5 mr/5 mr; 20 mr/10 mr/10 mr. 3MiHn
BHECEHO A0 IHCTPYKLii ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHWyMmn
nikapcbkMmn 3acobamu Ta iHWi BUan B3aeMogiii",
"Oco6umBocTi 3acTocyBaHHA", "Mo6IYHI peakwii”
BIAMNOBIAHO 4O MaTepiasliB peecTpauiiHoro focbe (LLoa0
iHchbopmawii 3 6e3nekn amnoauniHy — HEMOX/IMBOCTI
BMBELEHHS Nif vac Agianiy, B3aeMogii 3 LMKI0CMOPUHOM,
[0AaBaHHsA YacToTK NPobIYHMX peakuili

142.

TPUMETONPUAM

MOPOLLIOK
(cybeTaHuin) B
MiLLKax noABiliHMX
nonieTNeHoBux
ans
hapmaveBTUYHOT
0 3aCTOCyBaHHSA

AT
"®apmak”

YKpaiHa

LoyryaH ®ykaH
$apmacstoTikan Ko.,
nra.

Kutait

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
BUNPaBEHHS TEXHIYHOI NOMU/KM B OHOBNEHUX MKHA, siki
3aTBepmxeHi Hakazom MO3 YkpaiHu Ne 2488 Big,
17.12.2019 npuv NpoBefeHHI Npouefypy BHECEHHS 3MiH
(3MiHn | TMNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa - 3MiHa Ha3BY Ta
aapecy 3asBHVKa). Ha TUTy/bHil cTopiHui MKA
NOMW/IKOBO 6Y/10 3a3HAYEHO HEBIPHE NPU3HAYEHHS
cybcTaHLji, a came: pegakuisi Ha TUTY bHIM cTopiHui MKSA:
AN BUPOOHNLTBA HECTEPUIBHUX NiKaPCbKUX GhOpM;
3anpornoHoBaHa pefakLisi (3rigHo peecTpauiinHoro
NOoCBiJYEHHS): Ana hapMaleBTUYHOro 3aCTOCYBaHHS.

UA/14285/01/01
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143. | TPUTTIKO Tabnetku AsieHpe ITanis AsieHpe Kimike ITania BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 3a UA/9939/01/02
NPOJIOHrOBaHOI fji Kimike PiyHiTe AHxeniHi - 3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
no 150 wr; no 10 PiyHiTe ®paHyecko KOHTeliHep/3akKyrnopoBaibHWii 3aci6. 3MiHa y NepBUHHIl
Tabnetoky AHXeENiHi AKP.A®. C.nA. yMaKoBL{i FOTOBOro NikapCbKoro 3acoby (sKicHWi Ta
6nicTepi; no 2 dpaHyecko KinbKiCHWIA cknag) - Teepai nikapcbki hopmm - BHeceHHs
6nictepu B AK.P.AD. 3MiH 8o p.3.2.P.7 Cnuctema KoHTelHep/3aKynoproBasibHUIA
KapTOHHIM nauui C.n.A. 3acib, a came: goaBaHHsA [0 BXe iCHY4Ol
Tepmodhopmytoyoi nonisiHinxnopugHoi (MBX) donbrun
(ToBLMHOKO 300 MKM * 5%), TepmodhopmMytoUoil
nonisiHinxnopugHoi (MBX) thonbru, TOBLLMHOW 250 MKM +
5%
144. | TPOCAH TabneTkn, BKpUTI Aypo6iHao IHais Aypo6iHgo ®apma IHais BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHu | Tuny 3a UA/11737/01/01
nNiBKOBOKO $apwma /114 Nimiten - FOHIT 1 - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay peuenmom
06010HKOt0, Mo 25 (iHLWi 3MiHW)- OHOBMEHHSA TEKCTY MapKyBaHHS YMakoBKM
mr, no 10 nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaL,i LWoao
TabneTok y 3a3HayeHHs OAVHMLL BUMIPIOBaHHA Y cucTemi Sl.
6nicTepi; no 3 BHeceHHs 3MiH fo po3giny “MapkysaHHsA" MKA 13.
6nictepu B 3arsepmxeHo: MAPKVPOBKA YTMAKOBKW FOTOBOIO
KapTOHHI KopooLyi NNEKAPCTBEHHOI'O CPEACTBA B cooTBeTcTBUM C
yTBEPXAEHHbIM 06pa3LoM. 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo 3aTBEpAXXEHOro TEKCTY
MapKyBaHHs. TepMiH BBeZ,eHHA 3MiH NPOTArom 6 MicsiLis
nicns 3aTBepAkKeHHs
145. | TPOCAH TabneTkn, BKpUTI Aypo6iHao IHais Aypo6iHao ®apma IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 3a UA/11737/01/02
nNiBKOBOKO Papma /114, Nimiten - FOHIT I - 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsay peyernmom
060/10HKO0, M0 50 (iHWi 3miHM)- OHOBNEHHST TEKCTY MapKyBaHHS yNaKoBKU
mr, rno 10 nikapcbKoro 3aco6y 3 BHECEHHSIM iHdhopMmaL,i LWoao
TabneTok y 3a3HavyeHHs OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl.
6nicTepi; no 3 BHeCeHHs1 3MiH A0 po3ainy “MapkyBaHHs” MKA N3.
6nictepu B 3arsepaxeHo: MAPKNPOBKA YIMAKOBKW TOTOBOIO
KapTOHHi KopobLyi NNEKAPCTBEHHOI'O CPEACTBA B cooTBeTcTBUM C
yTBEPXAEHHbIM 06pa3L/oM. 3anponoHOBaHO:
MAPKYBAHHSA 3rigHO 3aTBEpAXEHOro TEKCTY
MapKyBaHHS. TepMiH BBEAEHHSA 3MiH NPOTAroM 6 Micauis
nicnsa 3aTBepKeHHs
146. | TPOCAH TabneTku, BKPUTI Aypob6iHa0 IHais Aypo6iHao ®apma IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 3a UA/11737/01/03
nNiBKOBOKO Papma /114, Nimiteg - FOHIT I - 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsay peyernmom
060/10HKO0, MO (iHLWi 3MiHW)- OHOBMEHHS TEKCTY MapKyBaHHS YMakoBKM
100 mr, no 10 nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaLi LWoao
Tabnetok y 3a3HayeHHs OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl.
6nicTepi; no 3 BHeceHHs 3MiH A0 po3giny “MapkyBaHHsA" MKA /13.
6nictepu B 3arBepaxeHo: MAPKNPOBKA YIAKOBKW TOTOBOIO

KapTOHHi Kopo6bLy

NEKAPCTBEHHOIO CPECTBA B cooTBeTCTBUM C
yTBEPXAEHHbIM 06pa3L/oM. 3anponoHOBaHO:
MAPKYBAHHSA 3rigHO 3aTBEpAXEHOro TEKCTY

MapKyBaHHS. TepMiH BBEAEHHSA 3MiH NPOTAroM 6 Micauis
nicnsa 3aTBepKeHHs
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
147. | YPOTON® TabneTku, BKPUTI TOB YkpaiHa BUpo6HULTBO /13, Yecbka BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHU | TUNYy 3a UA/6706/01/02
06010HKOt0, M0 2 "CaHodi- nepBuHHe Ta Pecny6nika - 3MiHM 3 sKoCTi. [OoTOBWIA NiKapCbKuii 3aci6. 3MiHN Y peyenmom
mr; Ne 28 (14x2), ABeHTIC BTOPUHHE BMPOGHMLTBI. 3MiHa iMNopTepa/3MiH, L0 CTOCYIOTbCA
Ne 56 (14x4): no YkpaiHa" nakyBaHHs, BMNYCKY cepii Ta KOHTPOIO AKOCTi rOTOBOrO NiKapCbKoro
14 TabneTok y KOHTPO/Ib SIKOCTI, 3acoby (3amiHa abo AofaBaHHA AifbHUL, Ha Kl
6nicTepi; no 2 abo BWMYCK Cepiii: 3[iICHIOETLCA KOHTPO/L/BUNPOBYBaHHS cepii) - MeToto
no 4 6nictepu B TOB "3eHTiBa", [aHoi 3MiHU € foAaBaHHA BUPOOHUYOT AinbHuU QUINTA -
KapTOHHI Kopo6Lyi Yecbka Pecnybnika; ANALYTICA s.r.o., Czech Republic, Ha skil1 34ilicHIOETbCS
KOHTPO/b AKOCTI: KOHTPOb AKOCTi [N13; 3MiHM | TUNY - 3MiHK 3 AKOCTI.
KBiHTa-AHaniTuka loTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
c.p.o., Yecbka nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHS
Pecny6nika rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW y MeToaax
BMNpo6yBaHb (BK/1OHAOUM 3aMiHy ab0 AONOBHEHHS)) -
MeToto faHOoi 3MiHM € 3aMiHa MeTo4y KaniiipHOro
enekTpochopesy Ha BEPX npu Bu3HaueHHi xipanbHoi
YNCTOTK; 3MiHU | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA
nikapcbknii 3aci6. KOHTPONb roTOBOrO NikapCbkoro 3acoby.
3MmiHa y meTogax BunpobyBaHHA roOTOBOTO /liKapCbKOro
3acoby (iHLWi 3MiHK y MeToAax BUNpobyBaHb (BKIOUaUn
3aMiHy abo 4OMOBHEHHS)) - MeTOK AaHoi 3MiHU € 3aMiHa
MeToAy KaninsipHoro enekTpodyopesy Ha ioHOOMiHHY
Xpomatorpadqito npu ineHTudikauii TapTparis.
148. | PABPA3NM® NOPOLLOK A/1A [hxeHsalim Higepnax BTOPVHHA YnakoBKa, Benvka BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny 3a UA/10306/01/01
NpUroTyBaHHsA tOpon B.B. on [,03BiN Ha BMNYCK BpuTania/ - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT AiNbHUL peyenmom
KoHueHTparty (5 cepii: IpnaHgais (Bkovatoum ginbHUL gns A®l, NnpoMiXXHOro NPoaykTy abo
mr/mn) ans [xeHsaiim flimites, rOTOBOrO /iKapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
PO34MHY Ans Benvika bputanis; nakyBaHHS, BUPOBGHWKa, BifjNOBIAaIbHOMO 3a BUMYCK Cepil,
iHdpy3ii; no 5 mr BUPOBHULTBO MicLLe NpoBeAEHHS KOHTPO/IO cepii) abo nocTavasnibHuKa
abono 35 mry KIHY4EBOro NPOAYKTY BUXiAHOTO MaTepiasty, peareHTy abo fONOMIXXHOI
thnakoHi; no 1 (fill/finish), KOHTpONb PEYOBUHM (AKLLO 3a3HAYEHO Y [OCbE) - BUTYYEHHS 3
hNakoHy B cepii/BunpobyBaHHs, peecTpavuiiHoro Aocke BUPOGHMYY AinbHUL0 Xocnipa
KapTOHHI Kopo6Lyi nepBrHHa Ta C.n.A,, ITanisa (4inbHWUA, Ae 34iCHIITLCA BUNPOOYBaHHSA
BTOPVHHA YNakoBKa, Ha CTEPU/IbHICTL); 3MiHW | TUNY - AAMIHICTPaTVBHI 3MiHW.
[L,03BiN Ha BMNYCK BunyuyeHHs BUPOGHMYOI AibHULI (BKIOYAKUMN AiNbHULL
cepii: Ans A®l, npomikHOro NpoayKTy abo roToBoro AikapcbKoro
[bxeHsalim Ipnang 3aco0y, AiNbHUL AN NPOBEAEHHA NakyBaHHS, BUPOOHUKA,
Nimites, lpnaHais BiANOBiAA/ILHOIO 3a BUMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo nocTayaibHVKa BUXigHOTO
marepiany, peareHTy abo AONOMIKHOT pe4yoBUHY (SIKLLO
3a3HaYeHo y [J0CbE) - BUNYUYEHHS 3 peecTpaLiliHoro AoCbe
BMPOGHUWYY AinbHUL0 Xocnipa IHK., CnonyueHi LWTatn
AmMepyKM (BUPOBGHMLITBO, NEPBMHHA YNaKoBka)
149. | ®PITONIT POPTE kancynu no 10 ToBapuncTBO YkpaiHa ToBapucTBo 3 BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu | 6e3 UA/3650/02/03
H Kancysny 6nictepi; 3 06MEXEHO0 TMny - 3MiHK Wop[o 6e3nekn/edheKTUBHOCTI Ta peyenma
no 3 abo 6 obMexeHo BiANoBiga/IbHICTIO thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH 10 po3ainy
6nicTepiB y Bignosigasib "papmaLeBTUYHa “MapkyBaHHs" MKA J13: 3aTBepmxeHo: MAPKYBAHHA
KapPTOHHI Kopobui HiCTIO KOMNaHis TeKCT MapKyBaHHA A0AAETbCS. 3anponoHOBaHO:
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
"®apmaueBT "300poB'a”, YkpaiHa MAPKYBAHHSA BignosigHo [0 3aTBEPIKEHOr0 TEKCTY
nyHa MapKyBaHHS. OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKM
KOMMaHis nikapcbKoro 3acoby 3 BHECEHHSM iHdhopMaL,i Woao
"380pos'a”, 3a3HaYeHHs OAMHMLb BUMIPIOBaHHS Y cucTemi Sl.
YkpaiHa BBefeHHs 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHS.
150. | ®/TIOPUCEA- cupon, no 50 mn, ToBapucTBO YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3MiHu | 6e3 UA/8853/02/01
340POB'A no 100 mn a6o no 3 BVMPOGHMLTBA, TMny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta peyenma
200 mn y chnakoHi; | obMexeHot KOHTPO/1b SIKOCTI, thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH 10 po3ainy
no 1 dpnakoHy B Bignosigans BUMYCK cepii: “MapkyBaHHs” MKA N13: 3aTBepaxeHo: MAPKYBAHHA
KapTOHHIN HiCTtO ToBapucTBO 3 BignoBigHO 40 3aTBEpAXEHOro TEKCTY MapKyBaHHS, L0
Kopo6ui; no 10 mn "®PapmaueBT 06MEeXeHO nofaetbes. 3anponoHosaHo: MAPKYBAHHSA BignosigHo
y cawe, no 20 nyHa BiNoBigaNbHICTIO [10 3aTBEPXEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS
calle y KapTOHHil KOMNaHis "PapmaueBTuyHa TEKCTY MapKyBaHHS1 yNakoBKM /likapCbKOro 3acoby 3
Kopoo6Li "3popos'a” KOMNaHis BHECEHHAM iHhopMaLii LWoA0 3a3HaYeHHS OAVHULb
"3p0poB'a”, YkpaiHa; BMMIpIOBaHHA y cucteMi Sl. BBegeHHS1 3MiH NpoTAroM 6-Tu
BCi cTagil MiCALIB MiCNA 3aTBEPAXKEHHS.
BMPOGHMLTBA,
KOHTPO/b AKOCTI:
ToBapucTBO 3
obMexeHo
Bi4NoBiAa/IbHICTIO
"XapkiBcbke
thapmaueBTNyHe
nigNpPUEMCTBO
"300poB'a Hapoay",
YKpaiHa
151. | ®/IOPUCEA- kancynu no 10 ToBapuncTBO YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu | 6e3 UA/8853/01/02
340POB'A Kancysny 6nictepi; 3 06MEXeEHO TMny - 3MiHKM Wop[o 6e3nekn/edheKTUBHOCTI Ta peyenma
POPTE no 2 6nictepu B obMexeHo BiANoBiga/IbHICTIO thapmakoHarnagy (iHwi 3mMiHn) - OHOBJIEHHA BXe
KapTOHHI Kopobui | Bignosiganb "papmaLeBTUYHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHs 15 ynakosku in bulk:
HiCTIO KoMnaHis "3popos'a” no 3000 kancyn y nakeTi NonieTIEHOBOMY Yy KOHTeHepi
"®apmaLeBT (BHECEHHS NO3HAYeHb OAMHULb BUMIPIOBaHHS, 3
nuHa BVKOPVCTAHHAM JliTep NaTUHCLKOro andasiTy, TOLLO);
KOMNaHis BHECEHHS 3MiH [0 po3giny “MapkyBaHHs" MKA N13:
"3popoB'a” 3areepoxeHo: MAPKYBAHHSA BignosigHo no
3aTBEPKEHOr0 TEKCTY MapKyBaHHS, L0 A0AAETLCA.
MAPKYBAHHSA woao npoaykuii in bulk TeKCT mapkyBaHHS
pofaetbes. 3anponoHosaHo: MAPKYBAHHSA BignosigHo
[0 3aTBepP)KEHOro TeKCTy mapkyBaHHsa. MAPKYBAHHA
wogo npoaykuii in bulk TekcT mapkyBaHHA [OAAETLCS.
OHOB/EHHA TEKCTY MapKyBaHHS yNakoBKM /iKapCbKoro
3ac06y 3 BHeCEHHAM iHhopmaLi WoA0 3a3HaYeHHs
OAMHWLb BUMIpIOBaHHS Y cuctemi Sl. BBegeHHS 3MiH
NPOTArom 6-Tu MicsAUIB NicNs 3aTBEPAYKEHHS.
152. | ®IOPUCEA- Kancynm in bulk: ToBapucTso YkpaiHa TosapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3MiHu | - UA/14685/01/01
340POB'A no 3000 kancyny 3 06MEXEHO TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
®DOPTE nakeri 06MEXeHO BigNoBigaIbHICTIO thapmakoHarnagy (iHwi 3mMiHn) - OHOB/IEHHSA BXe
nonieTuneHoBomy Bignosigasib "papmaLeBTUyHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHs 415 ynakosku in bulk:
Y KOHTeiiHepi HicTIO KommMaHisa "3g0poB's” no 3000 karcyn y nakeTi NonieTMIeHOBOMY Y KOHTelHepi
"®apmaLeBT (BHECEHHSA NO3HAYeHb OAMHULLL BUMIPIOBaHHS, 3
nyHa BVIKOPVCTaHHAM JliTep NaTUHCLKOro andiasiTy, TOLLO);
KOMMaHis BHECEHHS 3MiH 0 po3giny “MapkyBaHHs” MKHA N3:
"3popos'a” 3aTtBepmxeHo: MAPKYBAHHA BignosigHo no
3aTBEPKEHOr0 TEKCTY MapKyBaHHS, L0 A0AAETbCS.
MAPKYBAHHSA wopao npoaykuii in bulk TekcT mapkyBaHHS
nofaetbes. 3anponoHosaHo: MAPKYBAHHSA BignosigHo
[0 3aTBEPA)KEHOro TeKCTY MapkyBaHHA. MAPKYBAHHA
LoAo npoaykuii in bulk TekcT mapkyBaHHs AoAa€eTbCS.
OHOB/EHHA TEKCTY MapKyBaHHS yNakoBKM /liKapCbKoro
3ac06y 3 BHECEHHAM iHhopMmaL,i WOoA0 3a3HaYeHHs
OAMHULb BUMIpIOBaHHSA y cuctemi Sl. BBefeHHs 3MiH
NPOTArom 6-Tv MicALIB Mic/A 3aTBEPAKEHHS.
153. | XJ/IOPAM®EHIKO | kpucTaniyHumi TOB "TK YKpaiHa HopsicT Kutai BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny - UA/13710/01/01
n NOPOLLIOK "ABPOPA" PapmacboTikau - 3MiHK 3 gKocTi. A®l. Bupo6HuLTBO. 3MiHa BUPOGHMKA
(cybeTaHuin) y Ipyn Co., N4, BMXIZAHOrO/NPOMIXHOr0 NPOAYKTy/peareHTy, Lo
nonieTUIeHoBMX BMKOPUCTOBYIOTLCS Y BUpO6HMYOMY npoueci AdDI, abo
Milkax gns 3MiHa BUpO6HUKa (BK/TKOYaoum, ie HeobxigHo, Micue
BUPOGHMLTBA npoBeAeHHs KOHTPosto AkocTi) APl (3a BigCyTHOCTI
HecTepusibHUX cepTtudpikaTa BiANOBIAHOCTI E€Bponelickkii hapmakonei y
niKkapcbkux hopm 3aTBEpPAXEHOMY [0ChE)(3anponoHOBaHNI BUPOOHUK
HanexuTb A0 TiEl camoi BUPOBGHWUYOI rpynu NignpuemMcTB,
LLLO 1 3aTBEpPAXKEHNIA) - 3MiHA BUPOBGHUYOT AinbHULI ADI
(BK/IKOYALOYM MiCLEe NMPOBEAEHHSI KOHTPOJIO SAKOCTI).
3anponoHoBaHWii BUPOBHUK HaNeXuTb Ao Tiel camoi
BMPOGHWYOI rpynu NigNPUEMCTB, WO 11 3aTBEPMAKEHWIA.
Brpo6HMLUTBO NpoBoAATL 6€3 3MiHU TEXHONOTIT
BMpo6HULUTBa API, 6e3 3MiHM po3mipy cepil, 6e3 3MiH Y
cneumdikauii
154. | UEHTPABIH® TabneTkn, BKpUTI AT Ykpaina Brpo6HMLTBO, IHais/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUny 3a UA/16757/01/02
nniBKOBOO "®papmak” nepBrHHe Ta Manbta - AIMiHICTpPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo peyenmom
060/10HKO0, NO BTOPVHHE agpecu 3asBHUKaA (BNacHUKa peectpauiiHoro
300 wmr; no 10 nakyBaHHs: NnocBiAYeHHS) - 3MiHa HaliMeHyBaHHS Ta aipecu 3asiBHUKa
Tabnetok y IHTac (BnacHuKa peecTpauiiiHoro noceig4eHHs). 3MiHW BHECEHI B

6nicTepi, no 6
6nicTepiB y naui

dapmacbtoTikasc
Nimiten, HAis;
KoHTponb Ta Bunyck
cepii:
dapmakea Mpemiym
Nta, ManbTta

IHCTPYKLiIO AN151 MeIMYHOTo 3acTocyBaHHA /13 y p.
"Brpo6HMK", "MicLe3HaxomKeHHs BUPOOHMKa Ta ioro
agpeca MicLs NpoBaMKEHHS AisNbHOCTI™ 3asABHUK",
"Micue3HaxomKeHHs 3asiBHMKA" 3 BigNOBIAHNMY 3MiHAMW B
TEKCTi MapKyBaHHs1 ynakoBoK (BBegeHHs 3MiH NpoTsrom 6-
TN MIiCALIB NiCNA 3aTBEPMKEHHS); 3MiHM | TUNY - 3MiHK
oo 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHW) - BHECEHHSA 3MiH [0 po3finy «MapkyBaHHs» MKA
N3 3ateepmxeHo: MAPKYBAHHSA Bignosigae
3aTBEPKEHOMY TEKCTY MapKyBaHHS, L0 JOAA€ETLCS.
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXeHoro
TEeKCTy MapkyBaHHs. OHOBIEHHSA TEKCTY MapKyBaHHS
YMakKoBKU NiKapCbKOro 3acoby 3 BHECEHHAM iHdhopmaLii
LLLOA0 3a3HAaYEeHHA OAVHULbB BUMIPIOBaHHS Y cucTemi Sl
BBefeHHs 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHSA
155. | OHOPM® cupon, 4,0 mr/5 TOB "HOpis- YkpaiHa TOB "HOpia-®apm” Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny 3a UA/14069/01/01
M/, no 50 mny Papm” - 3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy peyenmom

thnakoHi; no 1
(hN1akoHy 3 MipHUM
NPUCTPOEM Y
nayui

(iHWi 3miHK) - BHeceHHA 3MiH g0 po3ainy “MapkyBaHH:A"
MK#A N13: 3arsepaxeHo: Mapkuposka. MNMpunaraeTtcs.
3anponoHoBaHo: MapkyBaHHS. 3riHO 3aTBEPKEHOr0
TEKCTY MapKyBaHHs. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby o0 3a3HaYeHHs
MiXXHapOAHWX NMO3HaYeHb O4MHULIb BUMIPIOBAHHS.
BBefeHHs 3MiH nNpoTAroM 6-tm micauis nicns
3aTBEPKEHHSA

FeHepanbHUN AUpPEKTOp
AnpekToparty hapmayeBTUYHOro 3a6e3neyeHHs

OnekcaHpp KOMAPIOA
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