MIHICTEPCTBO OXOPOHH 3/I0POB’Al YKPAIHU
HAKA3

Kuis

31 murHsg 2026 poky Ne 1058

IIpo pAepxaBHY mnepepeecTparjil0 JIIKAPCHKUX 3aco0iB Ta BHECEeHHS 3MiH [0
peecTpanjiiHuXx  MarepiamdiB  JIKapcbKHX  3acoliB, fAKi  3apeecTpoBaHi
KoMnereHTHUMHM opraHamMu CnosyueHux IlItatiB Amepuku, Bennkoi BpuTranii,
IIBerinapcokoi Kondepepanii, fnmonii, Ascrpanii, Kanapu, €EBponencbkoro
Coro3y

BignoBigHo g0 cratrri 9 3akoHy Ykpainu «IIpo mikapcbki 3acobu»,
MyHKTIB 5, 26, 31, 33, 39 IlopsiaKy Aep>kaBHOI peecTpallii (epepeecTpaliii) TiKapCbKUX
3aco0iB, 3aTBep/KEHOr0 TO0CTaHOBOI KabiHeTy MiHicTpiB YKpainu Big 26 TpaBHS
2005 poky Ne 376 (B pemakijii moctaHoBu Kabinety MiHicTpiB YKpainu Bif 26 KBiTHS
2024 p. Ne 529), ab63a1fy ABaflATE IT’STOr0 MAMYHKTY 12 myHKTY 4 [TonokeHHS TIpO
MiHicTepcTBO OXOpOHU 370POB’s YKpaiHW, 3aTBepKeHOr0 I0CTaHOBOK KabiHety
MinictpiB Ykpainu Bifg 25 6epe3nst 2015 poky Ne 267 (B pefakiiii mocrtaHoBu KabiHety
MinictpiB Ykpainu Bif 24 ciuns 2020 poky Ne 90), nyHkTiB 5, 8 po3giny II, nynkry 12
po3giny III TTopsiAKy po3r/isify peecTpariiiHMX MaTepiasiB Ha TiKapcbki 3acobu, IIo
MO/IAF0THCS Ha Jlep)KaBHY peecTpalito (repepeecTpalito), Ta MaTepiasliB MPO BHECEHHS
3MiH [0 peecTpaljiiHUX MaTepialiB MPOTAroM il peecTpaljiiHOro TOCBiJUeHHS Ha
miKapchKi 3acobwm, siKi 3apeecTpoBaHi KoMIleTeHTHUMHU opraHamu CriosyuyeHux IllTatiB
Awmepuku, Benukoi bpuranii, IlIBeiijapcekoi Kondegepanii, fAmnonii, ABcrtparii,
Kanagu, €sponeiickkoro Coro3y, JTiKapChbKHUX 3aco0iB, IO 3a ILeHTpasi30BaHOIO
MpOLIe/IypOI0  3apeeCTpOBaHi KOMITETEHTHUM oOpraHoM €Bporencbkoro  Coro3sy,
3aTBEP KeHOro0 Haka3oM MiHicTepcTBa OXOPOHM 3[0POB'S YKpaiHu Bif 17 nmucromnaga
2016 poky Ne 1245, 3apeectpoBaHoro B MiHicTepcTBi rocTULii YKpaiHu 14 rpyaHs
2016 poky 3a Ne 1619/29749, Ha miAcTaBi CK/IafieHUX AepKaBHUM MiATIPUEMCTBOM
«/lep>kaBHMM eKCrepTHUM LeHTp MiHicTepcTBa OXOPOHU 3[0pOB’S  YKpaiHW»
BUCHOBKIB IJ0/I0 €KCIEePTHOI OLIHKWA CIIiBBiIHOLLIEHHSI KOPUCTL/PU3UK JIIKAPCHKOIO
3aco0y, 1110 MPOTOHYETLCS [0 JlepyKaBHOI repepeecTpallii, Ta PO pe3y/IbTaTH PO3TJIsAy
MaTepiasiiB TIpo BHECEHHsI 3MiH /10 peecTpaljifHuX MaTepiasiiB TiKapCbKUX 3aco0iB, sIKi
3apeecTpOBaHi KOMIIETEHTHUM OPraHOM Ta 3aCTOCOBYIOTBCSI Ha TEpPUTOPIl 1ji€l KpaiHU
yu Jiep)KaB — ujieHiB €Bporelicbkoro Cor3y,

HAKA3Y1O:



2

1. TlepepeectpyBaTH JliKapchbKi 3acobu (MeauuHi iMyHOoOionOTiuHi MpernapaTh),
AKi 3ape€eCcTpoBaHi KoMrieTeHTHUMU opraHaMmu CriosiyueHux IltaTtiB Amepuku, Benvkoi
bpuranii, IlIBeiijapcbkoi Kondenepariii, fAmnonii, ABcTtpanii, KaHaau, mikapcbKuUx
3aco0iB, 1170 3a IIeHTpasi30BaHOI0 MPOL[eAYPOI0 3apeeCTPOBaHi KOMIIETEHTHUM OpraHOM
€sporteiicbkkoro Coro3y, Ta BHECTH iX /0 [lep)KaBHOTO PeeCTPY JIiKapChKUX 3acobiB
3riZ{HO 3 AOAATKOM 1.

2. BHectu 3MiHUM 710 peecTpaljiiHUX MaTepialiB Ha JIiKapChKi 3acobu (MeauuHi
iMyHOGiosioriuHi  mipermapaTH), sKi  3apeecTpoBaHi KOMIIETEHTHUMM OpraHaMu
Cnonyuenux IlltatiB Amepuku, Bemukoi Bbpuranii, IIBelinapcekoi KoHdepepaii,
SAnonii, ABctpanii, KaHaau, yiikapcbki 3acobu, 1110 3a I[eHTpasli30BaHO0 TPOIie/IyPOro
3apeecTpoBaHi KOMIeTeHTHUM opraHoMm €EBpomneiicbkkoro Coro3y, Ta 10 [lep)kaBHOro
PeeCTpy JliKapChbKUX 3ac00iB 3rifiHO 3 J0AaTKOM 2.

3. BigMOBUTH y BHECEHHi 3MiH [0 peeCcTpalilHWUX MaTepiasiB Ha JiKapChKi
3acobu (MeguuHi iMyHOOiosOriuHi TperiapaTH), SIKi 3apeecTpoBaHi KOMITIETEHTHUMH
opraHamu Crnonyuenux IlltatiB Awmepuku, Benukoi bpuranii, IlIBeliapcbkoi
Kondenepariii, fnonii, Asbctpanii, KanHagu, mikapcbKux 3aco0iB, 1[0  3a
L[eHTpa/1i30BaHO0 TIpOLeIyPOO 3apeecTpoBaHi KOMITeTeHTHUM OpraHom
€sporeticbkkoro Coro3y, Ta 0 [lep>kaBHOTO PeecTpy JiKapCchbKHX 3acobiB 3rifHO 3
JI0IaTKOM 3.

4, ®apMalleBTUYHOMY  YIPAaBJ/IiHHIO (JIrogpmuni  Spko) 3abe3neunTu
OTIPU/TIFOJHEHHSI I1bOTO Haka3dy Ha odirifiHomy BebGcaiiTi MiHicTepcTBa 0XOpOHU

3710pOB’A YKpaiHu.

5. KOHTpO/ib 38 BUKOHaHHSIM L[bOT'O HaKa3y MOKJIACTHA Ha 3acTynHuUKa MiHicTpa
€sreHisa ['oHuapa.

MinicTp BikTop JIAILIKO



ITEPEJIIK

Hoparok 1

[0 Hakasy MiHicrepcTBa OXOpPOHM 3710pOB’S
Ykpainn «IIpo pgepxaBHy IepepeecTpaLito
JKapcbKUX 3acobiB Ta BHeCeHHs 3MiH [0
peecTpariiiHuX MarepiajiiB /iKapcbKuX 3aco0iB,
SKi 3apeecTpoBaHi KOMIIETEHTHUMH OpraHamMu
Cnonyuenux  IlraTtiB ~ Amepuku, Bemukoi
bpuranii, IlIBetijapcekoi Kondegepariii, Snowii,

Agctpanii, Kanagu, €sponeiicbkoro Corosy»

Big 31 nunHg 2026 poky Ne 1058

ITEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJUUYHNX IMYHOBIOJIOTTYHUX ITPEITAPATIB),

AKI BHOCATBCA A0 JEPKABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB, AKI BAPEECTPOBAHI

KOMIIETEHTHUMMU OPTAHAMM CIIOJIYUEHUX IITATIB AMEPUKU, BE/TMKOI BPUTAHII,
MIBENIIAPCHKOI KOH®EJEPAIIIL, ATIOHII, ABCTPAJIII, KAHA/IU, IIKAPCEKHNX 3ACORIB, IT[0 3A
IIEHTPAJII30BAHOIO ITPOIIEAYPOIO 3APEECTPOBAHI KOMIIETEHTHUM OPI'’AHOM

E€EBPOIIEMCHKOI'O COIO3Y

TeCTyBaHHA

ATX" (pegarosaHo

Ne Ha3ssa MiXHapooH Hassa ditouyoi Koo Popma 3asasHU Kpaina Bupo6HukK KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n | snikapcbkoe a peyoBuUHU ATX BUMYCKY K npoyedypa BionyckKy aHHs1 peecmpayiliHo2o
0 3acoby HenameHm (nikapcbka nocsioYyeHHs1
oBaHa ¢opma,
Ha3sa* ynakoska)
1. ANbTPEHO | Tretinoin TPETUHOIH D10ADO | nocbliioH, 0,05 TOB YkpaiHa | Bupo6HMLTBO, KaHapa/ MepepeecTpavis 3a He UA/18447/01/01
1 %;no45ry "BAYLU TeCTyBaHHA CnonyueHi Ha HeoBMeXeHWit peyenmom nignsrae
Ty6i; no 1 Ty6i B XENC BWXifHOT LWraTtn TEPMiH.
KapTOHHii YKPAIH CUPOBUHN, Amepukm OHoBeHo
KOpoo6Li A" nakyBaHHs, iHcbopmalito B
MapKyBaHHS, iHCTpYKLUii gns
BUNYyCK cepii MeauyHoro
Ta 3acTOoCyBaHHSA
OOCNiMKEHHS NiKapcbKoro
cTabinbHoCTi: 3aco0by B po3ginax
bayw Xenc "Cknag"
Komnaic IHk., (3a3HauveHHs
KaHaga Ha3BW Aitloyoi
peyvoBUHM
AnbTepHaTuBH YKpaiHCbKOlo
a OinbHUUSA, Ha MOBOI0),
AKIN "®apmakoTepanes
NpoBOAATLCA TuyHa rpyna. Kog,




Ne Hassa Mi)xHapoOH Hasga diroyoi Koo ®opma 3asBHU Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
n/n | nikapcbkoe2 a peqyosuHU ATX BuUnycKy K npoyedypa BiOnycKy aHHs peecmpayiliHo2o
0 3acoby HernameHm (nikapcbka nocsioYyeHHs
oBaHa ¢hopma,
Hassa* ynakoska)
BUXiQHOT TeKCT po3giny 6e3
CHPOBUHMU, hakTUUYHOT 3MiHK
BUMNYCK cepii Kogy ATX),

Ta "Moka3aHHA"
OOCNiMKEHHA (peparyBaHHs
CTabiNbHOCTI TEeKCTy Ta
(Bunyck cepii, YTOUYHEHHS
BMPOGNEHNX iHdhopmawir),

TiNbkM gns "Ocob6nmBocTi
KAiHIYHNX 3acTocyBaHHs",
LoCNimKeHb): "3acTocyBaHHA y
Bayw Xesnc nepiog, BariTHoCTi
Amepukac IHK., abo rogyBaHHs
CnonyJyeHi rpyaar”
Wratn (peparyBaHHs
AmepuiKn TEKCTy Ta
YTOUYHEHHS
AnbTepHaTUBH iHchbopmauii),
a [inbHUUSA, Ha "Cnoci6
AKiN 3acTocyBaHHA Ta
npoBoAATLCA nosun"
MiKpo6iosioriyH (peparyBaHHs
i TEeKCTy Ta
OOCNIKEHHSR: YTOUYHEHHS
Macundik iHchopmauir),
Bio/la6c, "Mo6iuHi peakwi
Cnony4eHi Bi4NOBIAHO A0
LWratn marepianis
Amepuikn peecTpaLiiHoro
[OCbE.
LinbHuus, Ha Pestome nnaHy
SKINA ynpaBniHHS
npoBoAATLCA pv3vkaMmn Bepcis
BMNPOGYBaHHSA 2.0 popaeTbCA.
po3mipy MepiognyHicTb
Kpanesnb noAaHHs
emy/ibCii Ta perynspHo
po3Mipy OHOBJ/10BAHOI0
YacToK: 3BITY 3 6e3neku,
MapTukan Bi4MNOBIAHO A0
TekHonoaxu MNopsaaky
Na6e, 3AilicHeHHs
CnonyyeHi thapmakoHarnagy,
Wratn 3aTBEPAKEHOr0
Amepukmn Hakasom
MiHicTepcTBa
AnbTepHaTuBH OXOPOHW 30P0B’A

i AinbHUL), Ha

Ykpainu Big 27




Kopob6ui; no 2,5
MY NAAWLI 3
KpanenbHuLEeto,
no 1 naswui 3
KpanenbHuLer y
KapTOHHiiA
KOpoo6Li

MiKpo6ionoriyH
UiA KOHTPO/b
niKapcbKoro

3acoby Ta
eKCUUNIEHTIB,

[OCNigKEHHSA
CTabifIbHOCTI.
BignosiganbH
niA 3a BUNYCK

nikapcbkoro
3acoby y posginax
"OcobnuBocCTi
3acTocyBaHHA" Ta
"Mo6ivHi peakui”.
Pestome nnaHy
yrnpaBniHHSA
pv3vkaMmn Bepcis
2.2 popaetbea.

cepii N13: MepiogunyHicTb
Bayw eng, noAaHHs
Nlom6 perynsipHo
IHKOpnopeviTe OHOBJ/1OBAHOI0
4, CnonyyeHi 3BiTYy 3 6e3neku,
LWratn BIANOBIAHO A0
AmepuKu; Mopagky
AnbTepHaTVBH 3AiicHeHHs
a [AifbHUUSA, Ha dhapmakoHarnsgy,

Ne Hassa Mi)xHapoOH Hasga diroyoi Koo ®opma 3asBHU Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
n/n | nikapcbkoe2 a peqyosuHU ATX BuUnycKy K npoyedypa BiOnycKy aHHs peecmpayiliHo2o
0 3acoby HernameHm (nikapcbka nocsioYyeHHs
oBaHa ¢hopma,
Hassa* ynakoska)
AKNX rpygHsa 2006 poky
npoBoAATLCA Ne 898,
BUNPOBYBaHHA 3apeecTpoBaHoro
L,0MOMIDKHUX B MiHicTepcTBi
peyvoBUH: HoCTULT YKpaiHu
EnemeHt 29 ciuna 2007
MarTipianc poky 3a Ne
TekHoNomKu 73/13340 (y
KaHaga IHK., pefakuii Hakasy
KaHaga MiHicTepcTBa
OXOPOHW 340POB'A
EcOxiEc Ykpainu Big 26
KaHaga IHK., BepecHs 2016
KaHapa poky Ne 996),
CTaHOBUTL: 3rifHO
EcxiEc 3i cTpokamu,
KaHaga IHK., 3a3HavyeHumun y
KaHapa nepioanYHoCTi
nofaHHs
Heodpapm perynspHux 3BiTiB
Nabe IHk., 3 6e3neku.
KaHaga
2. BIBYNTA Latanoprost | nataHonpocTeH SOL1E EO06 | kpansi ouHi, TOB YkpaiHa | Bupo6bHULTBO CnonyyeHi MepepeecTpauis 3a He UA/18307/01/01
ene bunod 6yHopq, po3uuH, 0,024 «BAYLL nikapcbkoro LWraTtn Ha HeoBMeXeHuin  |peyenmom nionisieae
%; no5mny XENC» 3acoby, Amepukn TEPMiH.
nAsAwWLj 3 nakyBaHHs, OHoBNEHO
KpanesibHuLeto, MapKyBaHHs, iHcbopmalito B
no 1 naswui 3 MixonepauiiiH IHCTpYKLUii gns
KpanenbHuLer y Ui KOHTPONb, MeAMYHOro
KapTOHHiiA aHanNiTMYHWiM, 3acTocyBaHHSA




Ne Hassa Mi)xHapoOH Hasga diroyoi Koo ®opma 3asBHU Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
n/n | nikapcbkoe2 a peqyosuHU ATX BuUnycKy K npoyedypa BiOnycKy aHHs peecmpayiliHo2o
0 3acoby HernameHm (nikapcbka nocsioYyeHHs
oBaHa ¢hopma,
Hassa* ynakoska)
SAKIR 3aTBEpPKEHOrO
NpoOBOANTLCA Hakasom
aHaNITUUHWIA, MiHicTepcTBa
MiKpo6iosioriyH OXOPOHU 340pPOB’SA
UiA KOHTPONb Ykpainu Big 27
Ta rpyaHsa 2006 poky
OOCNIMKEHHS Ne 898,
cTabinbHOCTI: 3apeecTpoBaHoro
Bayw eHp, B MiHicTepcTBi
Jlom6 HCTULT YKpaiHu
IHKOpropeiiTe 29 ciyHa 2007
A, Cnonyyei poky 3a Ne
LWTatn 73/13340 (y
AmepuKu; pefakuii Hakasy
Crepwunisauis MiHicTepcTBa
KOMMOHEHTIB OXOPOHW 30POB'A
YyNakoBKW: Ykpainu Big 26
Icomegikc BepecHs 2016
OnepennHs, poky Ne 996),
IHK., CTaHOBUTb: 3riAHO
Cnony4eHi 3i cTpokamu,
Wratn 3a3HaveHMn y
Amepukmn nepiognMyHocTi
nofaHHs
perynsipHux 3BiTiB
3 6e3neku.
NOTEN - notenpegHony SO01CA | kpanni ouHi, TOB YkpaiHa | Bupo6bHULTBO CnonyuyeHi MepepeecTpavis 3a He UA/18426/01/01
eTaboHar Ta cycneHsis, «BAYLU nikapcbkoro LWTatn Ha HEOOMEXeHWid | peyenmom nignsirae
To6paMiLmH 0,5%/0,3%; no 5 XENC» 3acoby, Amepukmn TEePMiH
My NAALWLI 3 nakyBaHHs, OHoB/eHO
KpanesnbHuLeo, MapKyBaHHS, iHcbopmaito B

no 1 nnawui 3
KpanesnbHuero y
KapTOHHii
KopooLi

MixonepaviiiH
WA KOHTPOSb,
aHanNiTYHWUIA,
Mikpo6ionoriyH
UiA KOHTPONb
nikapcbkoro
3acoby Ta
eKCLMMIEHTIB,
OOCNiMKEHHS
cTabinbHoCTI.

iHCTPYKLUiT AnA
MeLNYHOro
3acTocyBaHHsA
NiKapcbkoro
3acoby B po3ginax
"®apmakoTtepanes
TnyHa rpyna. Kopg,
ATX" (pegarosaHo
TeKCT po3giny 6e3
hakTUUYHOT 3MiHU

BignosigasnbH Kogy ATX),
niA 3a BUMYCK "dapmakosoriyHi
cepii N13: BNacTuBOCTI"
Bayw eHp, (peparyBaHHs
Nom6 TEKCTYy Ta
IHKOpnopeviTe YTOUYHEHHS
4, CnonyyeHi iHchopmauii),




Ne Hassa Mi)xHapoOH Hasga diroyoi Koo ®opma 3asBHU Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
n/n | nikapcbkoe2 a peqyosuHU ATX BuUnycKy K npoyedypa BiOnycKy aHHs peecmpayiliHo2o
0 3acoby HernameHm (nikapcbka nocsioYyeHHs
oBaHa ¢hopma,
Ha3sa* ynakoska)
LWtatn "Moka3aHHA"
Amepuikn (peparyBaHHs
TEKCTY),
AnbTepHaTUBH "Oco6nmBoCTI
a [inbHUUA, Ha 3acTocyBaHHs",
AKiN "3acTocyBaHHs y
npoBOAATLCSA nepiog, BariTHOCTi
aHaniTM4YHUIA, abo rogyBaHHS

MiKpo6ionoriyH
WA KOHTPO/Tb
Ta
[OCNigKEHHSA
cTabiNbHOCTI:
Bayw eHg,
Nom6
IHKopnopeiiTe
4, Cnony4eHi
LWratn
AmMepuKu

Crepwunisauis
KOMMOHEHTIB
yNaKoBKU:
Icomegikc
OnepennHs,
IHK.,
CronyyeHi
LWtatn
Amepukm

rpyanio”
(peparyBaHHs
TEKCTY Ta
YTOUYHEHHS
iHchopmauir),
"Cnoci6
3acTocyBaHHA Ta
nosun”, "ditn"
(peparyBaHHs
TEKCTy Ta
YTOYHEHHS
iHdhopmawir),
"Mo6iuHi peakwii"
Bi4MNOBIAHO A0
marepianis
peecTpadiiiHoro
[OCbE.

Pestome nnaHy
ynpaB/liHHSA
pu3nkammn Bepcis
1.1 popaetbea.
MepiognyHicTb
noAaHHs
perynsipHo
OHOBJ/10BAHOIO
3BiTYy 3 6e3neku,
BiANOBIAHO A0
MNopsagky
3[iiCHEHHS
thapmakoHarnagy,
3aTBepHKEHOro
Hakasom
MiHicTepcTBa
OXOPOHU 3/10POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi




Ne Hassa Mi)xHapoOH Ha3ssa ditoyoi Koo ®opma 3asBHU Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
n/n | nikapcbkoe2 a peqyosuHU ATX BuUnycKy K npoyedypa BiOnycKy aHHs peecmpayiliHo2o
0 3acoby HernameHm (nikapcbka nocsioYyeHHs
oBaHa ¢hopma,
Ha3sa* ynakoska)

HCTULT YKpaiHu
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHM 34,0POB'A
Ykpainu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMn y
nepiognyHocTi
nofaHHs
perynsipHmx 3BiTiB
3 6e3neku.

* giOnosioHo 0o iHghopmayii oghiyitiHozo calimy LjeHmpy BOO3 o cnisnpayi 8 Memodosioeii cmamucmuyHux docnioxeHs (https.//www.whocc.no/atc_ddd index/)

B.o. Haua/ILHUKA

dapmMaleBTUYHOI0 YNpaB/IiHHSA

JIrogvuia APKO



https://www.whocc.no/atc_ddd_index/

ITEPEJIIK

HopaTok 2

o Hakasy MiHicTepcTBa OXOpOHM 3[0pOB’s
Ykpainu «IIpo gepxaBHy IiepepeecTpaLito
JMKapcbKUX 3acobiB Ta BHeCeHHs 3MiH [0
peecTpariiHuX MarepiaiiB JiKapcbKuX 3acobiB,
SKi 3apeecTpoBaHi KOMIIETEHTHUMH OpraHamMu
Cnonyuenux  IlrariB  Amepuky, Bemukol
bpuranii, IIBetijapcekoi Kondegepariii, Anowii,

ABgcrpanii, Kanaau, €sporneiicekoro Coro3sy»
Biz 31 g 2026 poky Ne 1058

JIIKAPCBKUX 3ACOBIB MEANYHUX IMYHOBIOJIOT'TYHHUX ITPEITAPATIB), IKI 3APEECTPOBAHI
KOMIIETEHTHMMHA OPTAHAMM CIIO/TYYEHUMX IIITATIB AMEPHUKMU, BEJIMKOI BPUTAHII,
IIBEUIIAPCHEKOI KOH®EJEPAIII, ATTOHII, ABCTPAJIII, KAHA/IA, TIKAPCHKUX 3ACORBIB, 1[0 3A

OEHTPAJII3OBAHOIO ITPOLOE/NYPOIO 3APEECTPOBAHI KOMIIETEHTHNM OPI'’AHOM

EBPOITEMCHKOI'O COI03Y, L1010 AKX BYJIM BHECEHI 3MIHHU /10 PEECTPAIIIMHNX MATEPIAJIIB,

AKI BHOCATBHCHA 4O JEPKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB

KpanenbHuLe y
KapTOHHii
Kopoo6Li

eKCLMNIEHTIB,

[OCNIAKEHHSA

cTabinbHOCTI.
BignosigansHuii
3a BUNycK cepil

6e3nekn/ePeKTNBHOCTI Ta
thapmakoHarnagy (iHwi
3MiHW) - 3MiHM BHECEHI B
TEKCT MapKyBaHHS
BTOPWHHOI (NyHKTK 8, 12,

Ne Hassa MixHapoOH Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Howmep
n/n | snikapcbkoe2 a odiroyoi ATX Burnycky npoyeoypa BiOnycKy peecmpayjitiHo2o
0 3acoby HenameHm pe4yosuHuU (nikapcbka nocsioYyeHHs1
oBaHa c¢hopma,
Hassa* ynakoska)
1. BISYNTA Latanoprost | nataHonpoc | SOlE Kpansi OuHi, TOB «BAYLU Ykpaina Bupo6HMLTBO Cnony4eHi BHECEHHS 3MiH A0 3a UA/18307/01/01
ene bunod TeH 6yHon EO6 po3uuH, 0,024 XEJIC» nikapcbKoro LWratn peecTpaviiHnx peuyenmom
%; no5mny 3acoby, AmMepukn marepianis: 3miHu | Tuny -
naswuyi 3 nakyBaHHs1, AOMIHICTpaTVBHI 3MiHN.
KpanenbHULEelo, MapKyBaHHS, 3MiHa Ha3BW NikapcbKoro
no 1 naawui 3 MixonepavinHuii 3acoby - 3miHa Ha3su
KpanesibHULE Y KOHTPO/b, NiKapcbKoro 3acooy.
KapTOHHii aHaniTU4HUIA, 3ATBEP)XKEHO:
Kopo6ui; no 2,5 MiKpo6ionoriyHn BIBYNTA™ (VYZULTA™).
MY NAAWLi 3 1 KOHTPOJIb 3AMNPOMOHOBAHO:
KpanesibHuLeto, nikapcbKoro BISYNTA (VYZULTA™).
no 1 naswui 3 3acoby Ta 3MiHu | TURY - 3MiHK Woao
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Ne
n/n

Hassa
JliKapcbKo2
0 3acoby

Mi)xHapoOH
a
HenameHm
oBaHa
Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa
npoyeoypa

Ymosu
BionycKy

Homep

peecmpayjitiHo2o

nocsioYyeHHs1

n3:

Bayw eHp Jlom6
IHKOpnopeliTes,
CnonyyeHi
Ltatn AMepuku;
AnbTepHaTnBHa
LiNbHUUSA, HA
AKIN
npoBOANTbLCA
aHaniTU4HNIA,
MiKpO6iosIoriyHm
1 KOHTPO/b Ta
OOCNIMKEHHS
cTabinbHOCTI:
Bayw eHg Slom6
IHKOpnopeiiTep,
CnonyyeHi
Ltatn Amepuku;
Crepunizauis
KOMMOHEHTIB
YNaKoBKu:
Icomegikc
OnepenLnHs,
IHK., CnonyuyeHi
LTatn AmMepukun

13, 17) Ta NepPBUHHOI
(nyHkTM 3, 4) yNnakoBoOK
nikapcbKoro 3acoby.

HIHNAPO®

ixazomib

ikcasomib (y
BUrNAAI
ikcasomiby
uuTparty)

LO1XGO
3

Kancynu Teepai
no 2,3 wmr;no3
Kancynmy
6nicTepHil
cTpiyuj; no 1
6nicTepHil
CTpiyLi B
ynakoBLii-
dyTnsapi, no 1
ynakoBLi-
thyTnspy B
KapTOHHiiA
KopooLi

Takena
dapma A/C

[aHis

BMPOBHULTBO
N3, nepeuHHe
nakyBaHHS,
BTOPVHHE
naxkyBaHHs Ta
MapKyBaHHS,
KOHTPO/b SIKOCTIi
cepii,
BMNPOOYBaHHSA
ctabifnbHoCTI,
BUNYCK cepil:
Takepa lpnangis
Nivites,
IpnaHgis;
BMPOGHMLTBO
N3: Xaynt
dapma Amaper
rm6X,
HimeuuunHa;
nepBuHHE
nakyBaHHS,
BTOPVHHE
nakyBaHHs Ta

HimeuunHa/
Benuka
BpuTanis/
Ipnangis/
CLIA

3MiHY | TUNY - 3MiHK Woao
6e3nekn/edeKTNBHOCTI Ta
hapmakoHarnsagy (iHwi
3MiHu) (B. () 1A) (3rigHO
Haka3y MO3 Big,
17.11.2016 Ne 1245):
3MiHN BHECEHO Y TeKCT
MapKyBaHHs1 BTOPUHHOI Ta
npomixHoi (n. 17. IHLWE)
YNaKoBKM iKapCbKoro
3acoby. BBefeHHs 3MiH
NpoTArom 6-Tv MicsLiB
nicns 3aTBepIKeHHs.

3a
peyenmom

UA/20483/01/01
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Ne
n/n

Hassa
JliKapcbKo2
0 3acoby

Mi)xHapoOH
a
HenameHm
oBaHa
Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa
npoyeoypa

Ymosu
BionycKy

Homep
peecmpayjitiHo2o
nocsioYeHHs

MapKyBaHHS:
AHpepcoHbpeko
H (KOkei)
NimiTea, Benuka
BpuTaHis;
BTOPVHHE
nakyBaHHs Ta
MapKyBaHHS:
AHpepcoHbpeko
H (KOkelh)
NimiTen, Benvka
BpuTanis;
KOHTPO/1b SIKOCTI
cepii,
BMNPOBYBaHHSA
cTabinbHOCTI:
€BpodoiHC
Bio®apma
MpoaakT TecTiHr
IpnaHgis
Nimiten,
Ipnangis;
BMNPOGYBaHHS
cTabinbHOCTI:
€BpogoiHC
NaHkacTtep
Nab6opaTtopis,
IHK., CLLUA

HIHNAPO®

ixazomib

ikcasomib (y
BUrNAAI
ikcasomiby
uuTparty)

LO1XGO
3

Kancynu Teepai
no 3 mr; no 3
Kancynmy
6nicTepHil
cTpiydj; no 1
6nicTepHil
CTpiyLi B
ynakoBLii-
dyTnsapi, no 1
ynakoBLi-
thyTnspy B
KapTOHHiiA
KopooLi

Takena
dapma A/C

[aHis

BMPOBHULTBO
N3, nepeuHHe
nakyBaHHS,
BTOPVHHE
naxkyBaHHs Ta
MapKyBaHHS,
KOHTPO/b SIKOCTi
cepii,
BMNPOBYBaHHSA
cTabinbHoCTI,
BUNYCK cepil:
Takepa lpnangis
Nivites,
IpnaHgis;
BMPOGHMLTBO
N3: Xaynt
®Papma Amaper
v6X,
HimeuuunHa;
nepBuHHE

HimeuunHa/
Benuka
BpuTanis/
Ipnangis/
CLIA

3MiHY | TUNY - 3MiHK Woao

6e3nekn/edeKTNBHOCTI Ta
hapmakoHarnsagy (iHwi
3MiHu) (B. () 1A) (3rigHO

Haka3y MO3 Big,

17.11.2016 Ne 1245):
3MiHN BHECEHO Y TeKCT
MapKyBaHHs1 BTOPUHHOI Ta

npomixHoi (n. 17. IHLWE)

YNaKoBKM iKapCbKoro
3acoby. BBefeHHs 3MiH
NpoTArom 6-Tv MicsLiB

nicns 3aTBepaKeHHs.

3a
peyenmom

UA/20483/01/02
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Ne
n/n

Hassa
JliKapcbKo2
0 3acoby

Mi)xHapoOH
a
HenameHm
oBaHa
Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa
npoyeoypa

Ymosu
BionycKy

Homep
peecmpayjitiHo2o
nocsioYeHHs

nakyBaHHS,
BTOPVHHE
nakyBaHHs Ta
MapKyBaHHS:
AHpepcoHbpeko
H (KOkei)
Nimitea, Benvka
BpuTaHis;
BTOPVHHE
nakyBaHHs Ta
MapKyBaHHS:
AHpepcoHbpeko
H (KOkelh)
NimiTen, Benvka
BpuTanis;
KOHTPO/1b SIKOCTI
cepii,
BMNPOBYBaHHSA
cTabinbHOCTI:
€BpodoiHC
Bio®apma
MpoaakT TecTiHr
IpnaHgis
Nimiten,
Ipnangis;
BMNPOOYBaHHSA
cTabinbHOCTI:
€BpodoiHC
NaHkacTtep
Nab6opaTtopis,
IHK., CLLUA

HIHNAPO®

ixazomib

ikcasomib (y
BUrNAAI
ikcasomiby
uuTparty)

LO1XGO
3

Kancynu Teepai
no4wmr;no3
Kancynmy
6nicTepHil
cTpiydj; no 1
6nicTepHil
CTpiyLi B
ynakoBLii-
dyTnsApi, no 1
ynakoBLi-
thyTnspy B
KapTOHHiiA
KopooLi

Takena
dapma A/C

[aHis

BMPOBHULTBO
N3, nepeuHHe
nakyBaHHS,
BTOPVHHE
nakyBaHHs Ta
MapKyBaHHS,
KOHTPO/b SIKOCTIi
cepii,
BMNPOBYBaHHSA
cTabinbHoCTI,
BUNYCK cepil:
Takepa lpnangis
Nivites,
IpnaHgis;
BMPOGHMLTBO
N3: Xaynt
Papma Amaper

HimeuunHa/
Benuka
BpuTanis/
Ipnangis/
CLIA

3MiHY | TUNY - 3MiHK Woao

6e3nekn/edeKTNBHOCTI Ta
hapmakoHarnsagy (iHwi
3MiHu) (B. () 1A) (3rigHO

Haka3y MO3 Big,

17.11.2016 Ne 1245):
3MiHN BHECEHO Y TeKCT
MapKyBaHHs1 BTOPUHHOI Ta

npomixHoi (n. 17. IHLWE)

YNaKoBKM iKapCbKoro
3acoby. BBefeHHs 3MiH

NpoTArom 6-Tv MicsLiB

nicns 3aTBepaKeHHs.

3a
peyenmom

UA/20483/01/03
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Ne
n/n

Hassa
JliKapcbKo2
0 3acoby

Mi)xHapoOH
a
HenameHm
oBaHa
Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa
npoyeoypa

Ymosu
BionycKy

Homep
peecmpayjitiHo2o
nocsioYeHHs

6X,
HimeuuunHa;
nepBuHHe
nakyBaHHS,
BTOPVHHE
nakyBaHHs Ta
MapKyBaHHS:
AHpepcoHbpeko
H (KOkei)
Nimitea, Benvka
BpuTaHis;
BTOPVHHE
nakyBaHHs Ta
MapKyBaHHS:
AHpepcoHbpeko
H (KOkelh)
NimiTen, Benvka
BpuTanis;
KOHTPO/1b SIKOCTI
cepii,
BMNPOBYBaHHSA
cTabinbHOCTI:
€BpodoiHC
Bio®apma
MpoaakT TecTiHr
IpnaHgis
Nimiten,
Ipnangis;
BMNPOOYBaHHSA
cTabinbHOCTI:
€BpodoiHC
NaHkacTtep
Nab6opaTtopis,
IHK., CLLUA

MAKCNOBI
A

Nirmatrelvir
and ritonavir

HipmaTtpensi
p, puToHasBip

JO5AE3
0

TabneTkn, BKPUTI
NNiBKOBOH
060/10HKOHO, MO
150 mr Ta
TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, MO
100 mr; no 4
TabneTku, BKpUTI
NNiBKOBOK
060/10HKOI0, MO
150 mr Ta no 2
TabneTkn, BKPUTI
NNiBKOBOH

Mcpaiizep
Eiiy.Ci.Mi.
Kopnopeiiw
H

CWA

mabsiemku
Hipmampensip:
BVMPOGHMLTBO,
nepBuHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs1,
penis/TectyBaHH
A1 KOHTPOJIIO
AKOCTI cepil,
MapKyBaHHS,
BUMNYCK cepil,
CTabiNbHICTb:
Mdpaiizep

Himeuunna/
IpnaHgis/
ITania/
CuwA/
Inpis/
MasibTa

Type IBAA4. -
Administrative change -
Change in the name
and/or address of: a
manufacturer (including
where relevant quality
control testing sites); or an
ASMF holder; or a supplier
of the active substance,
starting material, reagent
or intermediate used in the
manufacture of the active
substance (where
specified in the technical

3a
peyenmom

UA/20163/01/01
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Ne Hassa Mi)xHapoOH Hasga Koo ®opma 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa Ymosu Howmep
n/n | nikapcbkoe2 a diroyoi ATX BuUrnycky npoyeoypa BiOnycKy peecmpayjitiHo2o
0 3acoby HernameHm peyoBuUHU (nikapcbka nocsioYeHHs
oBaHa c¢hopma,
Hassa* ynakoska)
060/10HKOHO, MO MeHwohekuypurH dossier) where no Ph. Eur.
100 mry r Joiunens Certificate of Suitability is
6nictepi, no 5 v6X, part of the approved
6nictepiB y HimeuumnHa; dossier; or a manufacturer
KapTOHHii BMPOGHMLTBO, of a novel excipient (where
Kopob6Li; no 6 nepBuHHe specified in the technical
TabneTtok, nakyBaHHs1, dossier) - To update the
BKPUTUX BTOPWHHE address of the site
NNiBKOBOO nakyBaHHs, responsible for supplying
060/10HKOHO, MO penis/TecTyBaHH the starting material PF-
150 mrtano 5 A KOHTPO/TI0 04349713-01, Laurus Labs
TabneTtok, AKOCTI cepil, Limited, Unit-3 (VSP3),
BKPUTUX MapKyBaHHS, from “Laurus Labs Limited,
NNiBKOBOIO BUNYCK cepii, Unit-3 (VSP3), Plot No.18,
060/10HKOI0, N0 cTabiNbHICTb: Jawaharlal Nehru Pharma
100 mry Mdpaiizep City, Parawada,
6nictepi, no 1 IpnaHgis Visakhapatnam-531021,
6nictepy y dapmacboTikau Andhra Pradesh, India” to
KapTOHHIM 3, Ipnangis; “Laurus Labs Limited,
KOpoo6Li BMPOGHMLTBO, Unit-3 (VSP3), Plot No.18,
nepsuHHe Jawaharlal Nehru Pharma
nakyBaHHs1, City, Parawada,
BTOPWHHE Anakapalli-531021,
nakyBaHHs, Andhra Pradesh, India”.
BMNyCK/TECTYyBaH There is no change in the
HS1 KOHTPO/TI0 location of the site.
AKOCTI cepii, Type IB A4. -
MapKyBaHHS, Administrative change -
BUNYCK cepii, Change in the name

CTabiNbHICTb:
Mdpaiizep ITanis
C.p.n., ltanis;
TecTyBaHHs
cTabinbHOCTI:
Mdpaiizep IHK.,
CLUA;
mabsemku
pumoHasip:
BMPOGHMLTBO in
bulk,
TeCTyBaHHS i
Bunyck in bulk:
XeTepo Jlabc
Nimiten, HAis;
npemikc
pUTOHAaBIpY:
Xetepo fparc
Nimiten, IHais;

and/or address of: a
manufacturer (including
where relevant quality
control testing sites); or an
ASMF holder; or a supplier
of the active substance,
starting material, reagent
or intermediate used in the
manufacture of the active
substance (where
specified in the technical
dossier) where no Ph. Eur.
Certificate of Suitability is
part of the approved
dossier; or a manufacturer
of a novel excipient (where
specified in the technical
dossier) - To update the
address of the site
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Ne Hassa Mi)xHapoOH Hasga Koo ®opma 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Howmep
n/n | nikapcbkoe2 a diroyoi ATX BuUrnycky npoyeoypa BiOnycKy peecmpayjitiHo2o
0 3acoby HernameHm peyoBuUHU (nikapcbka nocsioYeHHs
oBaHa c¢hopma,
Haszsa* ynakoska)
nepBuHHE responsible for supplying
nakyBaHHs, the starting material PF-
BTOPUHHE 07328614-01, Laurus Labs
nakyBaHHs1, Limited, Unit-4 (VSP4),
MapKyBaHHS, from “Laurus Labs Limited,
BUMNYCK/TECTYBaH Unit-4 (VSP4) Plot No.25,
HSA KOHTPOJI0 25A-25K, APSEZ De-
AKOCTI, BUNYCK Notified Area,
cepii, Lalamkoduru Village,
CTabifbHICTb: Rambilli Mandal
Mdpaiizep Visakhapatnam - 531011,
MeHtoekiuypuH Andhra Pradesh, India” to
r Joiiunens “Laurus Labs Limited,
rm6X, Unit-4 (VSP4), Plot No. 25,
HimeuuunHa; 25A-25K, APSEZ De-
nepBuHHE Notified Area,
nakyBaHHs, Lalamkoduru Village,
BTOPWHHE Rambilli Mandal,
nakyBaHHs1, Anakapalli-531011,
MapKyBaHHS, Andhra Pradesh, India”.
BUMYCK/TECTyBaH There is no change in the
HS1 KOHTPOJTIO location of the site.
AKOCTI, BUNYCK
cepii,
CTabifbHICTb:
Mdpaiizep ITanis
C.p.n., Itanis;
nepBuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHS,
MapKyBaHHS,
BUMNYCK cepil:
Mdpaiizep
IpnaHgis
dapmacbloTikan
3, IpnaHgisi;
TeCTyBaHHS i
Bunyck in bulk:
dapmagokc
Xenckeap /114,,
MaribTa,
TEeCTyBaHHS i
CTabiNbHICTb:
Mdcpaiizep IHK.,
CLIA
PEKCANTI Brexpiprazol | 6pekcninpa3 | NOSAX1 | Ta6netku, BkpuTi | X. JlyHA6€EK [aHis BMPOGHMLTBO, AnoHis/ 3MiHY | TUNY - 3MiHK Woao 3a UA/19347/01/01
e on 6 NNiBKOBOO AIC BMNPOBYBaHHSA [Oanis/ 6e3nekn/edeKTMBHOCTI Ta peyenmom
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Ne Hassa Mi)xHapoOH Hasga Koo ®opma 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Howmep
n/n | nikapcbkoe2 a diroyoi ATX BuUrnycky npoyeoypa BiOnycKy peecmpayjitiHo2o
0 3acoby HernameHm peyoBuUHU (nikapcbka nocsioYeHHs
oBaHa c¢hopma,
Hassa* ynakoska)
060/10HKOHO, MO KOHTPOJTH0 SIKOCTI dpaHuis hapMakoHaragy.
0,25 mr, no 14 Ta BUMycK BBefieHHs1 ab0 3MiHM [0
TabneToky Hepo3dacosaHo y3araslbHeHVX gaHnx npo
6nictepax, no 2 ro NikapcbKoro cuctemy chapmakoHarnsgy
6nictepu B 3acoby: Ouyka (BBEAEHHSA y3aranbHEHNX
KapTOHHiiA dapmacbloTikan [aHux npo cuctemy
KopoobUi Ko., NT4. hapmakoHarnagy, smiHa
Tokywima YMNOBHOBaXEHOT 0co6Y,
dekTopi, BiAANOBIAa/ILHOI 3a
ANOoHis; 3[iACHEHHS
BUPOOHWLTBO, dhapmakoHarnsagy;
BMNPOBYBaHHSA KOHTaKTHOI ocobu 3
KOHTPOJIIO AKOCTI dhapmakoHarnsgy
Ta BUNYyCK 3asBHUKa 415 3AICHEHHA
Hepo3acosaHo thapmakoHarnsgy B

ro NikapcbKoro
3acoby: Ouyka
dapmachbloTikan
Ko., /ITAa.
CekoHp,
Tokywima
hekTopi,
ANoHis;
BMNPOBYBaHHSA
KOHTPO/0
AKOCTI:
EypocpiHc
Biochapma
MpogakT TecTiHr
[JeHmapk A/C,
[Oanis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/1b SIKOCTI
Ta
BMNPOGYBaHHS
cTabinbHoCTI,
BUMNYCK cepii
roToBOro
nikapcbKoro
3acoby:

X. NyHabek A/C,
[aHis; nepBnHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUMNYCK cepii

YKpaiHi, SIKLLIO BOHA
BigMiHHa Bif
YNOBHOBAaXEHOT 0cobM,
BignoBigasIbHOI 3a
3[iACHEHHS
thapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHi
[aHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-
tpaiina cuctemu
thapmakoHarnagy) (3rigHo
Haka3y MO3 Big,
17.11.2016 Ne 1245)3miHa
KOHTaKTHOI 0co6u
3asBHUKA, BiANOBIAA/ILHOI
3a hapmakoHarnsg B
YkpaiHi. [itoya pegakuis:
OHuLLeHKo AMUTPO
Bonognmuposuy.
MponoHoBaHa pefakuis:
[JaHinosa lapuca
BonogmmupisHa. 3miHa
KOHTaKTHUX AaHuX
KOHTaKTHOI oco6u
3as1BHMKA, BignoBigasibHOI
3a (papmakoHarnsig B
YKpaiHi.
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ro nikapcbkoro
3acoby: Ouyka
dapmacbloTikan
Ko., Nita.
CekoHp,
Tokywima
chekTopi,
AnoHis;
BMNPOBYBaHHSA
KOHTpO/0
AKOCTI:
EypocpiHc
Biochapma
MpopakT TecTiHr
[JeHmapk A/C,
[JaHis;
nepBUHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/1b AKOCTI
Ta
BUNPOGYBaHHSA
cTabinbHOCTI,
BMMYCK cepil
roToBOro
nikapcbKoro

YKpaiHi, AKLWo BOHa
BiAMIHHA Bif
YMOBHOB&XEHOI 0coby,
BignoBiganbHOI 3a
3[iACHEHHS
dhapmakoHarnsgy
(BKTHOYAKOYMN KOHTAKTHi
[OaHi) Ta/abo 3MiHn y
PO3MiLLeHHI MacTep-
thaiina cuctemum
hapmakoHarnagy) (3rigHo
Haka3ly MO3 Big,
17.11.2016 Ne 1245)3wmiHa
KOHTaKTHOI 0co6u
3as1BHMKA, BignoBigaibHOI
3a hapmakoHarnsg, B
YkpaiHi. [itoua pegakuis:
OHuLLEeHKo AMUTPO
Bonogummnposuy.
MponoHoBaHa pefakuis:
[JaHinosa /lapuca
BonogumupisHa. 3miHa
KOHTaKTHUX AaHuX
KOHTaKTHOI 0co6bm
3asBHVIKa, BignoBiganbHOI
3a (hapmakoHarnag B

Ne Hassa Mi)xHapoOH Hasga Koo ®opma 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Howmep
n/n | nikapcbkoe2 a diroyoi ATX BuUrnycky npoyeoypa BiOnycKy peecmpayjitiHo2o
0 3acoby HernameHm peyoBuUHU (nikapcbka nocsioYeHHs
oBaHa c¢hopma,
Haszsa* ynakoska)
roToBOro
nikapcbKoro
3acoby:
Enasdhapm,
dpaHuis
7. PEKCANTI Brexpiprazol | 6pekcninpa3 | NOSAX1 | Ttabnetku, BkpuTi | X. JlyHA6€EK NaHis BMPOGHMLTBO, AnoHis/ 3MiHu | TURY - 3MiHK Woao 3a UA/19347/01/02
e on 6 NNiBKOBOIO AIC BMNPOOYBaHHSA Lanis/ 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOI0, MO KOHTPO/IO AKOCTI ®dpaHuis dhapmakoHarnsagy.
0,5 wmr, no 14 Ta BUMYCK BBefieHHs1 ab0 3MiHM [0
Tabnetoky Hepo3gacoBaHo y3arasibHeHNX JaHnx npo
6nictepax, no 2 ro nikapcbkoro cuctemy hapmakoHarnsgy
6nictepu B 3acoby: Ouyka (BBEAEHHSA Y3araslbHEHNX
KapTOHHii dapmacbloTikan [aHvX nNpo cuctemy
KopooLi Ko., N14. thapmakoHarnagy, smiHa
Tokywima YNOBHOBAaXEHOI 0COo6M,
dekTopi, BiANOBIAA/IbHOI 3a
ANoHis; 3[iACHEHHS
BMPOGHMLTBO, thapmakoHarnsgy;
BUNPOOYBaHHA KOHTaKTHOI 0cobm 3
KOHTPO/I0 AKOCTI chapmakoHarnsgy
Ta BUNYyCK 3asBHUKA AN1A 34ICHEHHSA
Hepo3gacoBaHo chapmakoHarnsgy B
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Kopob6Li abo no
14 TabneTtok y
6nictepax, no 2
6nictepu B
KapTOHHii
KopooLi

Ko., NT4.
Tokywima
chekTopi,
AnoHis;
BVMPOGHMLTBO,
BUNPOGYBaHHSA
KOHTPOJI0 SIKOCTI
Ta BUNYyCK
Hepo3acoBaHo
ro NnikapcbKoro
3acoby: Ouyka
PapmacbloTikas

thapmakoHarnsgy, 3amiHa
YMOBHOB&XEHOI 0coby,
BignoBiganbHOI 3a
3[iACHEHHS
dhapmakoHarnsagy;
KOHTaKTHOT 0co6u 3
thapmakoHarnagy
3as1BHMKA A1 34iACHEHHS
thapmakoHarnsgy B
YkpaiHi, AKLL0 BOHa
BigMiHHa Bif
YMOBHOBaXEHOI 0co6Y,

Ko., Nita. BignoBigasIbHOI 3a
CekoHp, 3iiCHEHHS
Tokywima thapmakoHarnsgy
dhekTopi, (BK/THOYAKOYMN KOHTAKTHi
ANoHis; [aHi) Ta/abo 3miHn y
BUNPOGYBaHHSA pO3MiLLEeHHI MacTep-
KOHTPOJIH0 thaiina cuctemm
SAKOCTI: thapmakoHarnsgy) (3rigHo
EypodpiHC Haka3y MO3 Big
Biochapma 17.11.2016 Ne 1245)3wmiHa
MpopakT TecTiHr KOHTaKTHOI 0co6u
Jenmapk A/C, 3asBHVIKa, BignoBiganbHOI
[JaHis; 3a hapmakoHarnag B
nepBUHHE Ta YkpaiHi. [ioya pegakuis:
BTOPUHHE OHuLWEeHKo AMUTpo
nakyBaHHs1, BonoaMmmpoBuy.

Ne Hassa Mi)xHapoOH Hasga Koo ®opma 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Howmep
n/n | nikapcbkoe2 a diroyoi ATX BuUrnycky npoyeoypa BiOnycKy peecmpayjitiHo2o
0 3acoby HernameHm peyoBuUHU (nikapcbka nocsioYeHHs
oBaHa c¢hopma,
Haszsa* ynakoska)
3acoby: YKpaiHi.
X. Nynp6ek A/C,
[JaHis; nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYyCK cepii
roToBOro
nikapcbKoro
3acoby:
Enasdpapm,
PpaHuis
8. PEKCANTI Brexpiprazol | 6pekcninpa3 | NOSAX1 | tabnetku, BkpuTi | X. JlyHA6€EK [aHis BVMPOGHMLTBO, Anonisa/ 3MmiHu | TURY - 3MiHK Woao 3a UA/19347/01/03
e on 6 NNiBKOBOIO AIC BUNPOGYBaHHSA [Hanisa/ 6e3nekun/edeKkTUBHOCTI Ta peyenmom
060/10HKOI0, N0 KOHTPOJIH0 AKOCTI ®paHuisa thapmakoHarnsgy.
1 mrno 10 Ta BUMycK BBegeHHs1 abo 3MiHU A0
TabneTtok y Hepo3gacoBaHo y3arasibHeHNX faHux npo
6nictepi, no 1 ro nikapcbKoro cucTemy thapmakoHarnagy
6nictepy B 3acoby: Ouyka (BBEAEHHSA y3arasibHEHNX
KapTOHHiiA dapmacbloTikan [JaHuxX nNpo cuctemy
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ro nikapcbKkoro
3acoby: Ouyka
dapmacbloTikan
Ko., /ITa.
CekoHp,
Tokywima
dekTopi,
AnoHis;
BMNPOBYBaHHSA
KOHTPO/0
AKOCTI:

EypocpiHc

YkpaiHi, SKLLO BOHA
BigMiHHa Bif,
YNOBHOBAaXEHOI 0CO6M,
BignoBigasIbHOI 3a
3[iACHEHHS
thapmakoHarnagy
(BK/IOYAKOUN KOHTaKTHI
[aHi) Ta/abo 3MiHK Yy
PO3MiLLEHHI MacTep-
thaiina cuctemm
thapmakoHarnagy) (3rigHo
Haka3y MO3 Big

Ne Hassa Mi)xHapoOH Hasga Koo ®opma 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Howmep
n/n | nikapcbkoe2 a diroyoi ATX BuUrnycky npoyeoypa BiOnycKy peecmpayjitiHo2o
0 3acoby HernameHm peyoBuUHU (nikapcbka nocsioYeHHs
oBaHa c¢hopma,
Haszsa* ynakoska)
KOHTPO/1b SIKOCTI lMponoHoBaHa pefakuis:
Ta [JaHinosa Napuca
BMNPOBYBaHHSA BonognmupisHa. 3MiHa
CTabinbHOCTI, KOHTaKTHUX JaHWX
BUNYyCK cepii KOHTaKTHOI 0co6u
roToBOro 3asBHMKA, BiANOBIAAILHOI
nikapcbKkoro 3a thapmakoHarnag B
3acoby: YkpaiHi.
X. Nynpbek A/C,
[aHis; nepBnHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
BUNYyCK cepil
roToBOro
nikapcbKkoro
3acoby:
Enasdpapm,
PpaHuis
9. PEKCANTI Brexpiprazol | 6pekcninpa3 | NOSAX1 | Ta6netku, BkpuTi | X. JlyHa6€EK [aHis BMPOGHMLTBO, AnoHis/ 3MiHY | TUNY - 3MiHK Woao 3a UA/19347/01/04
e on 6 NNiBKOBOO AIC BMNPOBYBaHHSA [Oanis/ 6e3nekn/edeKTMBHOCTI Ta peyenmom
060/10HKO10, NO KOHTPO/II0 SKOCTI ®paHujsa thapmakoHarnsgy.
2 mr, no 14 Ta BUMycK BeeneHHs1 a0 3MiHU A0
TabneToky Hepo3dacosaHo y3araslbHeHVX gaHux npo
6nictepax, no 2 ro nikapcbkoro cucTemy chapmakoHarisgy
6nictepu B 3acoby: Ouyka (BBELileHHSA y3arasibHeHUx
KapTOHHiiA dapmacbloTikan [aHux npo cucrtemy
Kopoo6Li Ko., NITa. chapmakoHarnsgy, 3miHa
Tokywima YMOBHOBaXEHOI 0co6Y,
dekTopi, BiANOBIAa/IbHOI 3a
ANoHis; 3iiCHEHHS
BUPOBHWLITBO, dhapmakoHarnsagy;
BMNPOBYBaHHSA KOHTaKTHOI ocobu 3
KOHTPOJIIO AKOCTI dhapmakoHarnsgy
Ta BUNYyCK 3asBHUKA 415 34ICHEHHA
Hepo3chacoBaHo hapmakoHarnsgy B
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Ne Hassa Mi)xHapoOH Hasga Koo ®opma 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Howmep
n/n | nikapcbkoe2 a diroyoi ATX BuUrnycky npoyeoypa BiOnycKy peecmpayjitiHo2o
0 3acoby HernameHm peyoBuUHU (nikapcbka nocsioYeHHs
oBaHa c¢hopma,
Haszsa* ynakoska)
Biochapma 17.11.2016 Ne 1245)3miHa
MpogakT TecTiHr KOHTaKTHOI 0co6u
[JeHmapk A/C, 3asBHMKA, BiANOBIAAILHOI
[Oanis; 3a thapmakoHarnag B
nepBrHHE Ta YkpaiHi. [itoya pegakuis:
BTOPUHHE OHULWEeHKo AMUTpo
nakyBaHHS, Bonognmuposuy.
KOHTPO/1b SIKOCTI MponoHoBaHa pefakuis:
Ta [JaHinosa Napuca
BMNPOGYBaHHS BonogmmupisHa. 3miHa
cTabinbHoCTI, KOHTaKTHUX JaHuX
BUMNYCK cepii KOHTaKTHOI oco6u
roToBOro 3aABHUKA, BiAMNOBiAaIbHOI
nikapcbKoro 3a (papmakoHarnsz s
3acoby: YkpaiHi.
X. NyHabek A/C,
[aHis; nepBnHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUMNYCK cepii
roToBOro
nikapcbKoro
3acoby:
Enasdpapm,
dpaHuis
10. PEKCANTI Brexpiprazol | 6pekcninpa3 | NOSAX1 | Ttabnetku, BkpuTi | X. JlyHA6€EK NaHis BMPOGHMLTBO, AnoHis/ 3MiHu | TURY - 3MiHK WoAao 3a UA/19347/01/05
e on 6 NNiBKOBOIO AIC BMNPOBYBaHHSA Lanis/ 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOI0, MO KOHTPO/I0 AKOCTI ®dpaHuis dhapmakoHarnsagy.
3 wmr, no 14 Ta BUMYCK BBefieHHs1 ab0 3MiHM [0
Tabnetoky Hepo3gacoBaHo y3arasibHeHNX JaHnx npo
6nictepax, no 2 ro nikapcbkoro cuctemy hapmakoHarnsgy
6nictepu B 3acoby: Ouyka (BBEAEHHSA Y3araslbHEHNX
KapTOHHii dapmacbloTikan [aHvX Mpo cuctemy
KopooLi Ko., N14. thapmakoHarnagy, smiHa
Tokywima YNOBHOBAXEHOT 0CO6M,
doekTopi, BiANOBIAA/IbHOI 3a
ANoHis; 3[iACHEHHS
BMPOGHMLTBO, thapmakoHarnsgy;
BUNPOOYBaHHA KOHTaKTHOI 0cobm 3
KOHTPO/IO AKOCTI thapmakoHarnsgy
Ta BMNycK 3asBHUKA AN1A 34ICHEHHSA
Hepo3gacoBaHo chapmakoHarnsgy B

ro nikapcbKoro

3acoby: Ouyka

dapmacbloTikan
Ko., Nita.
CekoHf

YKpaiHi, AKL0 BOHa
BiAMIHHA Bif
YMOBHOB&XEHOI 0coby,
BignoBiganbHOI 3a
3/jiACHEHHS
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Ne Hassa Mi)xHapoOH Hasga Koo ®opma 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Howmep
n/n | nikapcbkoe2 a diroyoi ATX BuUrnycky npoyeoypa BiOnycKy peecmpayjitiHo2o
0 3acoby HernameHm peyoBuUHU (nikapcbka nocsioYeHHs
oBaHa c¢hopma,
Hassa* ynakoska)
Tokywima hapmakoHarnsay
chekTopi, (BKTHOYAKOYMN KOHTAKTHi
AnoHis; [faHi) Ta/abo 3miHK y
BMNPOGYBaHHS PO3MiLLEHHI MacTep-
KOHTPO/0 dhavina cuctemu
AKOCTI: thapmakoHarnsgy) (3rigHo
EypodgiHC Hakasy MO3 Big
Biodhapma 17.11.2016 Ne 1245)3miHa
MpopakT TecTiHr KOHTaKTHOI oco6u
[Oenmapk A/C, 3as1BHMKA, BignoBigasibHOI
[JaHis; 3a (papmakoHarnsz s
nepBuHHe Ta YkpaiHi. [itoua pefakuis:
BTOPVHHE OHuLeHko IMMTpo
nakyBaHHs, Bonoanmuposuy.
KOHTPO/b SIKOCTI MponoHoBaHa pefakuis:
Ta [Janinosa Mapuca
BMNPOOYBaHHSA BonogmmupisHa. 3miHa
cTabinbHoCTi, KOHTaKTHUX AaHuX
BUNYyCK cepii KOHTaKTHOT 0co6un
roToBOro 3aABHUKA, BiAMOBIAANbHOI
nikapcbKoro 3a papmakoHarnag s
3acoby: YKpaiHi.
X. Nynp6ek A/C,
[JaHis; nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYyCK cepii
roToBOro
nikapcbKoro
3acoby:
Enasdpapm,
PpaHLis
11. PEKCANTI Brexpiprazol | 6pekcninpa3 | NOSAX1 | tabnetku, BkpuTi | X. JlyHA6€EK [aHis BVMPOGHMLTBO, Anonisa/ 3MmiHu | TURY - 3MiHK Woao 3a UA/19347/01/06
e on 6 NNiBKOBOK A/C BUNPOGYBaHHSA [Hanisa/ 6e3nekun/edeKkTUBHOCTI Ta peyenmom
060/10HKOI0, N0 KOHTPOJIH0 AKOCTI ®paHujs thapmakoHarnsgy.
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Ne Hassa Mi)xHapoOH Hasga Koo ®opma 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Howmep
n/n | nikapcbkoe2 a diroyoi ATX BuUrnycky npoyeoypa BiOnycKy peecmpayjitiHo2o
0 3acoby HernameHm peyoBuUHU (nikapcbka nocsioYeHHs
oBaHa c¢hopma,
Hassa* ynakoska)
4 wr, no 14 Ta BUMycK BBegeHHs1 abo 3MiHU A0
TabneToky Hepo3dacoBaHo y3araslbHeHVX AaHux npo
6nictepax, no 2 ro nikapcbKoro cucTemy thapmakoHarnagy
6nictepn B 3acoby: Ouyka (BBEAEHHSA y3araslbHEHUX
KapTOHHii dapmacbloTikan [aHnx npo cuctemy
KopooLi Ko., NiTa. hapmakoHarnagy, smiHa
Tokywima YMOBHOBaXXEHOT 0CO6H,
chekTopi, BignoBigasbHOI 3a
AnoHis; 3[jiACHEHHS
BMPOGHMLTBO, hapMakoHarnagy;
BMNPO6YBaHHSA KOHTaKTHOT 0cobu 3
KOHTPO/HO AKOCTI thapmakoHarnsgy
Ta BMMYCK 3asBHMKA /15 34iACHEHHS
Hepo3dacoBaHo thapmakoHarnsgy B

ro nikapcbKoro
3acoby: Ouyka
PapmacbloTikas
Ko., N1A4.
CekoHp,
Tokywima
dekTopi,
ANoHis;
BMNPOGYBaHHS
KOHTPO/IH0
AKOCTI:
EypodiHC
Biohapma
MpoaakT TecTiHr
Jenmapk A/C,
[JaHis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/1b SIKOCTI
Ta
BMNPOBYBaHHSA
cTabinbHoCTI,
BUNYyCK cepil
roToBOro
nikapcbKkoro
3acoby:

X. NyHpbek A/C,
[aHis; nepBnHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
BUNYyCK cepil
roToBOro

YKpaiHi, AKLLL0 BOHA
BigMiHHa Bif
YMOBHOBaXEHOI 0Cco6Y,
BiANOBIAa/ILHOI 3a
3[jACHEHHS
dhapmakoHarnsgy
(BK/HOYAKOYMN KOHTAKTHi
[AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemum
thapmakoHarnagy) (3rigHo
Hakaszy MO3 Big
17.11.2016 Ne 1245)3miHa
KOHTaKTHOI 0co6u
3asBHVKa, BignoBiganbHOI
3a (hapmakoHarnag B
YkpaiHi. [litoua pegakuisi:
OHuLWweHko AMnTpo
Bonogumunposuy.
lMponoHoBaHa pefakuis:
[JaHinosa Napuca
BonognmupisHa. 3MiHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0co6u
3asBHUKA, BiANOBIAA/ILHOI
3a thapmakoHarnsg B
YKpaiHi.
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Ne Hassa Mi)xHapoOH Hasga Koo ®opma 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa Ymosu Howmep
n/n | nikapcbkoe2 a diroyoi ATX BuUrnycky npoyeoypa BiOnycKy peecmpayjitiHo2o
0 3acoby HernameHm peyoBuUHU (nikapcbka nocsioYeHHs
oBaHa c¢hopma,
Hassa* ynakoska)
nikapcbKkoro
3acoby:
Enasdpapm,
PpaHuis
* 8iONoBioHO 00 iHghopmauii oghiyitiHozo calimy Lienmpy BOO3 rio cnisnpayi 8 Memodosiozeii cmamucmu4Hux oocsioxeHb (https:/www.whocc.no/atc_ddd index/)
B.o. HauanIbHUKA
dapManeBTUYHOT0 yIIPaB/JIiHHA JIrngmuna APKO



https://www.whocc.no/atc_ddd_index/

Hopatok 3

0o Hakazy MiHicTepcTBa OXOpPOHUM 3[J0pOB’s
Ykpainu «IIpo fepaBHy IepepeecTpaLito
JMKAapCbKUX 3acobiB Ta BHECEHHS 3MiH [0
peecTpaniiHiuX MaTepiasiB JIiKapChKUX 3acobiB,
AKi 3apeecTpoBaHi KOMIIETEHTHUMH OpraHaMu
Cnonyuenux  IrariB  Amepuky, Benukoi
bpuranii, [Iselirjapcekoi Kondepeparii, SmnoHii,
Asgcrpanii, Kanagu, €sporneiicekoro Coro3y»

Biz 31 nunnHsa 2026 poky Ne 1058

IIEPEJIIK
JITIKAPCBKHMX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), IKI 3APEECTPOBAHI
KOMITETEHTHUMUA OPTAHAMM CIIOJTYUYEHUX IIITATIB AMEPUKMU, IIIBEWMIIAPCEKOI
KOH®EJIEPAIIIL, ATIOHIL, ABCTPAJIII, KAHA/IH, JIIKAPCHKHNX 3ACORBIB, I1]0 3A IIEHTPA/II30BAHOIO
ITPOIIEYPOIO 3APEECTPOBAHI KOMITIETEHTHMM OPI'AHOM €BPOIIEMCHKOI'O COIO3Y, AKM
BIJIMOBJ/IEHO Y 3ATBEP/IDKEHHI 3MIH /10 PEECTPAIIIMHUX MATEPIAJIIB TA BHECEHHI /IO
JEP>XKABHOI'O PEECTPY JIIKAPCBKHMX 3ACOBIB

Ne Hassa MixxHapoOHa Hassa Koo ®dopma sunycky 3asnBHU Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Howmep
n/n JliKapcbKo20 HernameHmMos diroyoi ATX (nikapcbka ¢hopma, K npoyedypa Bionycky peecmpayjitiHo2o
3acoby aHa Hassa* peyqyosuHU YynakoBkKa) nocsioYyeHHs
1. TAMOKCU®PEH tamoxifen TamokcudpeH | LO2BAO | TabneTku, BKpUTI TOB YkpaiHa NOBHUIA LMK HimeuunHa 3minn | Ta ll 3a UA/19585/01/01
CAHAO3® 1 NNiBKOBOO "CaHpo3 BUpOOHMUTBA: Tuny,besneka, I6 | peyenmom
060/10HKO0 20 Mmr, YkpaiHa" Cantotac dapma
no 10 TabneTok, vM6X, HimeyunHa;
BKPUTUX M/1iIBKOBOO BTOPWHHE
060/10HKOI0 Y nakyBaHHs:
6nicTepi; no 3 abo Cantotac ®apma
no 10 6nicTepis B 'M6X, HimeuyunHa
KapTOHHI Kopobui

* 8iONoBioHO 00 iHghopmauii ogpiyitiHozo calimy Lienmpy BOO3 rio cnisnpayi 8 Memodosi0eii cmamucmuyHux 0oc/ioxeHb (https://www.whocc.no/atc_ddd _index/)

B.o. HauanbHUKa
dapManeBTUYHOr0 yIpaB/IiHHA JIrogmuiia APKO



https://www.whocc.no/atc_ddd_index/
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