MIHICTEPCTBO OXOPOHMU 3[10POB’Al YKPAIHU
HAKA3

KuiB

11 nannHs 2026 poky N2 945

IIpo pAepxaBHY mnepepeecTparjil0 JIKAPCBKHX 3aco0iB Ta BHECEeHHs 3MiH [0
peecTpanjiitHuXx  MaTepiamiB  JIiKapCcbKHX  3acobiB, #AKi  3apeecTpoBaHi
KoMneTeHTHUMHU opraHaMu CnosyueHux IlltaTiB Amepuxku, Benukoi bpurasii,
IIBeiiijapcekoi  Kondepepanii, fAnonii, ABcrpanii, Kanaau, €EBpomeicbKoro
Corosy

BigmoBizHo g0 crarri 9 3akoHy Ykpainu «IIpo mikapcbki  3acobm»,
MyHKTIB 5, 26, 31, 33, 39 Ilopsigky fep>kaBHOI peecTpalil (repepeecTtpariil) JiKapCbKUX
3acobiB, 3aTBeppKeHOro ToctaHoBoro KabGiHery MinicTpiB Ykpainu Bif 26 TpaBHs
2005 poky Ne 376 (B pemakiiii mocraHoBu KabiHety MiHicTpiB YKpainu Bij 26 KBiTHS
2024 p. Ne 529), ab3aiy ABaALSATb IT’STOr0 MAMYHKTY 12 myHKTY 4 Tlos0)KeHHS TIpO
MiHicTepcTBO OXOpOHH 37I0pOB’S YKpaiHHW, 3aTBEepPpKeHOro IT0CTaHOBOIO KabiHeTy
MinictpiB Ykpainu Big 25 6epe3nst 2015 poky Ne 267 (B pemakiiii moctaHoBu KabiHeTy
MinictpiB Ykpainu Bif 24 ciuns 2020 poky Ne 90), nyHKTIB 5, 8 po3giny II, myHkTy 12
po3ziny III TTopsiaKy po3risiiy peecTpaliiiHMX MaTepiasiB Ha JiKapcbki 3acobu, IIio
MO/IAl0THCS Ha Jlep)KaBHY peecTpalito (IepepeecTpaliito), Ta MaTepiasiB PO BHECEHHS
3MiH [0 peecTpaliHUX MarepiajiB MPOTArOM [ii peecTpaljiitHOro MOCBiZlUeHHS Ha
JiKapceKi 3acobu, sIKi 3apeecTpoBaHi KomrieTeHTHUMU opraHamul Criosyuenux IlltariB
Awmepuky, Bemukoi bpuranii, IIBennapcekoi Kondepepauii, fAnonii, ABcTtpanii,
Kanaau, €sponeiickkoro Coro3y, JiKapchbKHUX 3aco0iB, 1110 3a IieHTpasi30BaHOIO
MpOLIelypOI0  3apeeCcTpPOBaHi KOMMETEeHTHUM opraHoM €Bpornericbkoro Corosy,
3aTBepA KeHOro Haka3oM MiHicTepcTBa OXOPOHU 3[0pPOB'a YKpaiHu Bif 17 jmvcromnaza
2016 poky Ne 1245, 3apeectpoBaHoro B MiHicTepcTBi HOCTHULIT YKpaiHu 14 rpyaHs
2016 poky 3a Ne 1619/29749, Ha miAcTaBl CK/IafeHUX [AepPKaBHUM ITiATIPUEMCTBOM
«/lep>kaBHUM eKCMepTHUM 1leHTp MiHicTepcTBa OXOpPOHUM 3/I0POB’S  YKpaiHW»
BUCHOBKIB 11[0ZJ0 €KCIIePTHOI OL[IHKU CITiBBiJHOILLIEHHSI KOPHUCTh/PU3UK JIIKAPCHKOT'O
3aco0y, 1110 MPOTOHYETLCS [0 [lepyKaBHOI MepepeecTpallii, Ta PO pe3y/ibTaTH PO3TJIsiAy
MaTepiajiiB TIpo BHECeHHsI 3MiH /10 peecTpaljifHuX MaTepiasiiB JiKapCbKUX 3aco0iB, sKi
3apeeCcTpoBaHi KOMIIETEHTHUM OpPraHOM Ta 3aCTOCOBYHOTHCS Ha TepUTOPIi L€l KpaiHu
yM Jlep>kaB — useHiB €Bpornericbkoro Coro3y,

HAKA3YIO:



1. TlepepeecTpyBaT NiKapcbKi 3acobu (MeauyHi iMyHobionoriyHi npenapatu),
SIKi 3apEECTPOBaHI KOMNETEHTHMMU opraHamm Cnonyvyenumx LUtaTtiB AMepuku, Benmkoi
BputaHnii, LlBenuyapcbkoi KoHdbepepauji, Anoxii, AscTpanii, KaHagn, nikapcbKmx
3acobiB, WO 3a LEHTPasi30BaHOK MPOLEAYypO0 3apeECTPOBaHi KOMMETEHTHUM
opraHoM €Eporneincbkoro Cotosy, Ta BHECTU iX A0 Jlep>KaBHOro PEECTpy NiKapCbKMx
3aco0iB 3rigHoO 3 AoaaTkoMm 1.

2. BHecTM 3MiHM [0 peecTpaliHUX MaTepianiB Ha NiKapcbKi 3acobu (MeanyHi
iMyHOGioONOriYHi  nNpenapaTtun), SAKi  3apPeecTpoBaHi  KOMMETEHTHUMU  OpraHamum
CnonyyeHux LTatiB Amepuku, Benukoi bpwutaHii, LlBenuapcbkoi KoHpepepauii,
Anonii, ABcTpanii, KaHaau, nikapcbki 3acobu, WO 3a LEeHTpasi30BaHOK NMpoLeayporo
3apEECTPOBAHI KOMMNETEHTHUM OpraHoMm €Esponencbkoro Cowo3sy, Ta A0 [eprKaBHOro
PEeeCTpy NikapCbKMx 3acobiB 3rifHO 3 A04aTKOM 2.

3. BigMOBUTU Yy BHECEHHI 3MiH A0 PEECTpaLiMHMX MaTepianiB Ha NiKapCbKi
3acobun (MeamyHi iMyHObGIONOriYHi NpenapaTtu), AKi 3apeecTpoBaHi KOMMNETEHTHUMMU
opraHamu Cnony4vyeHux LUratiB AmMepuku, Benukoi Bputanii, LlBenuapcbKoi
KoHdepepauii, AnoHii, ABcTpanii, KaHaau, nikapcbkmx 3acobiB, WO 3a
LLeHTPani3oBaHoO npoLeaypoto 3apEeECTpPOBaHi KOMMNETEHTHUM opraHom
€ponencbkoro Coto3y, Ta A0 [eprKaBHOro PEECTPY NiKApCbKUX 3acobiB 3rigHO 3
[00AaTKOM 3.

4. ®apMaueBTMYHOMY  ynpaBaiHHO  (OnekcaHapy [piueHky) 3a6e3neuntu
OMPUNOAHEHHS LbOro Hakaly Ha oodiuinHoMy BebcanTi MiHicTepcTBa OXOPOHMU

30poB’a YKpaiHu.

5. KOHTpO/ab 332 BUKOHaAHHSIM LIbOrO HaKa3y MOKAaCTU Ha 3acTynHuKa MiHictpa
€BreHis l'oH4apa.

MiHicTp BikTop JIALLKO



Oopatok 1

[0 Hakasy MiHicTepcTBa OXOpPOHM 3[0pOB’s
YkpaiHn  «Mpo  pgep)kaBHY nepepeecTpaLito
NiKapCbKMX 3acob6iB  Ta BHECEHHs 3MiH g0
peecTpaLiH1X MaTepianiB NikapcbKux 3acobis,
AIKi 3apEECTPOBaHi KOMMETEHTHUMU OpraHaMm
Cnony4yeHux LUTtaTtie AMepukn, Benvkoi BpuTanii,
LLeenuapcokoi KoHpenepauii, Anowii, ABcTpanii,
KaHagu, €Bponericbkoro Cotosy»

Bia 11 nunHsa 2026 poky N2 945

ITEPEJIIK
MEPEPEECTPOBAHUX JIIKAPCbKUX 3ACOBIB (MEOUYHUX IMYHOBIONOTYHUX MPEMNAPATIB),

AKI BHOCATLCA 0 AEPYXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB, AKI 3BAPEECTPOBAHI KOMMETEHTHUMW OPTAHAMM CMOJTYYEHUX
LLTATIB AMEPUKW, BEJINKOI BPUTAHIT, LLIBENLLAPCbKOT KOH®EAEPALLIT, ANOHIT, ABCTPAJIT, KAHAZU, NIKAPCbKUX 3ACOBIB, LLIO 3A

LLEHTPAJTI30BAHOIO MPOLEAYPOIO 3APEECTPOBAHI KOMMNETEHTHUM OPIFAHOM EBPOINEMNCBKOIO COKO3Y

KOHTPO/Ib AKOCTI

npu BANYCKY iHchopmawuii 3
cepii 3a 6e3neku gitoyoi
NoKasHWKamm peyoBMHM, a
"CTepwbHicTb" TakoX B po3gini
Ta "Mo6ivHi peakuii”
"BakTepiasbHi LL{0A0 BaXK/IMBOCTI
€HAO0TOKCUHKN"; 3BITYBaHHS Npo

KOHTPO/1b AKOCTI
nakyBa/lbHUX

"[iTn" BigNoBigHO

no6iyHi peakui,
YTOYHEHO YMOBU

Ne Hassa MixHapod Hassa Koo dopma 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina YmoBu Peknamys Homep
n/n JliKapcbKO20 Ha diroyoi ATX BUMYCKY npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3acoby HernameH | pe4yosUHU (nikapcbka nocsioyeHHs1
mosaHa c¢hopma,
Hassa* YrnaKkoBskKa)
1. BEPJAN Indocyanin | iHgoujaHiH [VO4CX01 | nopoLok Ans LIATHOCTUK | lpnaHgis BMNYCK cepil: Ipnangis/ MepepeecTpadis 3a He UA/17974/01/01
e green 3e/1eHnit NpUroTyBaHHA F'PIH NIMITEL PeHblo ITanis/ Ha HeobMeXeHw peyenmom nionsieae
PO34unHy ons dapmachbloTikan CnonyyeHi TEPMiH.
iH'ekyjn no 25 3 /ITa., IpnaHgis; Wratn OHoB/EHO
Mmr, o 25 mry KOHTPO/Ib AKOCTI AmMepuku iHchopmawito B
doNaKoHi BUXIiQHWX (ClwA)y/ IHCTpyKUii ans
TEeMHOro ckna, marepianis; HimeuunHa MeanYHOro
no 5 donakoHis BVPOGHNLTBO 3acTOCyBaHHA
Y KapPTOHHIl Hepo3dacoBaHo nikapcbkoro
KOpooLi ro NPoAyKTY; 3acoby y posginax
KOHTPO/Ib AKOCTI "lMpoTunokasaHHsA
Hepo3dacoBaHo , "OcobnuBocCTi
ro NPOAYKTY; 3aCTOCyBaHHA",




Ne HasBa MixHapoo HasBa Koo ®opma 3asaBHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JNliKapcbKo20 Ha odiroyoi ATX Burnycky npoyeoypa BiOnycKy aHHs peecmpayjiliHo2o
3acoby HerlameH | pe4yosBUHU (nikapcbka nocsioYyeHHs
mosaHa c¢hopma,
Hassa* ynakoska)
marepianis; 36epiraHHs
nepBuHHe NikapcbKoro
nakyBaHHS; 3acoby (po3gin
BTOPUHHE "YMoBU
nakyBaHHs: 36epiraHHA").
MATEOH MepiognyHicTb
ITANA C.IN.A., nogaHHsa
ITanis; perynsipHo
KOHTPO/Ib SIKOCTI OHOBJ1IOBAHOr0
nakyBasIbHMX 3BiTYy 3 6e3neku,
marepianis; BiAnoBigHO A0
BTOPVHHE Mopsigky
nakyBaHHS: 3[iACHEHHS
Cikcapn, JI/IC thapmakoHarnagy,
(Mpakcic 3aTBEPKEHOr0
MexigpKiHr Hakasom
COIoLLHC), MiHicTepcTBa
CnonyJeHi OXOPOHU 3[10POB’A
LTatn AMepuku Ykpainu Big 27
(CWA); rpyaHa 2006 poky
BTOPUHHE Ne 898,
nakyBaHHs: 3apeecTpoBaHoro
Jokckececc B MiHicTepcTBi
dapma N'vbX, tocTuLil Ykpainm
HimeuunHa; 29 ciuHsa 2007
KOHTPO/Ib SIKOCTI poky 3a Ne
npu BUNYCKy 73/13340 (y
cepii 3a pegakuii Hakasy
BUHATKOM MiHicTepcTBa
MOKa3HUKIB OXOPOHW 340P0B'sA
"CTepwbHicTb" YKkpainu Big 26
Ta BepecHs 2016
"BakTepiasibHi poky Ne 996),
€HA0TOKCUHN" CTaHOBUTb: 3riAHO
YmdopaHa 3i cTpokamu,
Nab6op drop 3a3HavYeHVMun y
AHaNITUK yHA, nepioguyHocCTi
AyhTparcdopLu nofaHHs
yHr F'm6X i Ko. perynsipHux 3BiTis
KI, Himeuunna 3 6e3neku.
2. ENNOKC Bromfenac | 6pomdpeH |SO01BC11 | kpansi OuHi, TOB «BAYLU YkpaiHa BUPOBHMLTBO HimeyunHa MepepeecTpavis 3a He UA/18429/01/01
aky po3uuH, 0,9 XENC» nikapcbkoro Ha HeobMeXeHwi peyenmom nionsi2ae
HaTpito Mr/mn no 5 mn 3acoby, TEPMIH.
CeckBiriap y NAAWwi 3 nepBuHHe Ta OHOBNEHO
aT KpanesibH1Ue BTOPUHHE iHhopmalito y




Ne HasBa MixHapoo HasBa Koo ®opma 3asaBHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JNliKapcbKo20 Ha odiroyoi ATX Burnycky npoyeoypa BiOnycKy aHHs peecmpayjiliHo2o
3acoby HerlameH | pe4yosBUHU (nikapcbka nocsioYyeHHs
mosaHa c¢hopma,
Hassa* ynakoska)
lo,nol nakyBaHHs, posginax "Cknag"
nnawuyi 3 KOHTPO/b cepil, (pepaxuiiHi
KpanesbHuue BUMYCK Cepii: npasku),
10 Y KApPTOHHIN [p. F'epxapa "dapMaKosIorivHi
KOpOO6L MaHH Xem.- BNacTuBOCTI",
thapm. Pabpuk "Oco6uBi 3ax04u
v6X, 6e3nekn”,
HimeyunHa,; "3acTocyBaHHA Y
AinbHUUA, Ha nepiog, BariTHOCTI
AKIN ab0 rogyBaHHsi
npoBoAUTLCA rpypar”
cTepunisauis: (BHECEHHS
Bb® [04aTKOBUX
CrepunizeiillHc 3acTepexeHb),
epsic MM6X, "Cnoci6
HimeyuunHa; 3aCToCyBaHHA Ta
iaeHTudiKaLis nosn",
HaTpito cynbiTy "Mepepno3yBaHHA",
Ta KinbKicHe "Mo6ivHi peakuii”
BU3HAYEHHS: IHCTpYKLUIT Ana
'BA dapma MeuyHoro
m6X, 3acToCyBaHHS
HimeuyunHa niKapcbKoro
3acoby.
Pesiome nnaHy
ynpasniHHA

pu3nkamm Bepcis
10.2 popaetbcs.

MepiognyHicTb
noAaHHs
perynsipHo
OHOBJ1IOBAHOr0
3BiTYy 3 6e3neku,
BiAnoBigHO A0
Mopaaky
3[jACHEHHS
dhapmakoHarnsagy,
3aTBEPKEHOr0
Haka3om
MiHicTepcTBa
OXOPOHU 3[10POB’'A
Ykpainu Big 27
rpyaHsa 2006 poky

Ne 898

3apeecTpoBaHoro




B/1acTmMBoCTi",
"Moka3aHHA",
"MpoTunokasaHHA"
, "B3aemogis 3
iHLWIMK
nikapcbknuMmm
3acob6amu Ta iHwWi
BMAM B3aemogjn”,
"Oco6nmBoCTI
3aCcToCyBaHHA",
"3acTocyBaHHA Y
nepiog, BariTHOCTi
abo rogyBaHHs
rpyaat”, "Cnocié
3acToCyBaHHA Ta
posu", "Aitn",
"lNepenosysaHHs",

Ne HasBa MixHapoo HasBa Koo ®opma 3asaBHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JNliKapcbKo20 Ha odiroyoi ATX Burnycky npoyeoypa BiOnycKy aHHs peecmpayjiliHo2o
3acoby HerlameH | pe4yosBUHU (nikapcbka nocsioYyeHHs
mosaHa c¢hopma,
Hassa* ynakoska)
B MiHicTepcTBi
tocTuLil Ykpainm
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHW 3[0POB'SA
Ykpainu Bif, 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmn y
nepioguyHocTi
noAaHHs
perynsapHux 3BiTiB
3 6esneku.
3. NAHTACAH pantopraz | naHtonmpa3 |A02B C02 | Tabnetku, CaH IHAjs CaH IHAjA MepepeecTpauis 3a He UA/18448/01/01
ole on (y BKPUTI PapmacbTHK dapmacboTukan Ha HeobMeXeHuit peuenmom niosnsieae
BUTNAAI 060/10HKO10, an lHgacTpis IHpacTpi3 TEPMiH
naHTonpas KMLLKOBOPO34K Nimiteq Nimiteq OHoBeHO
ony HHi no 40 mr, iHhopmawuito B
HaTpito, no 10 IHCTpYKUiT gns
ceksirigpa TabneToky MeZNYHOro
TY) 6nicTepi, no 3 3aCTOCYBaHHA
6nictepu B niKapcbKoro
KapTOHHii 3acoby B po3sginax
KOpooL "®apMaKkoorivHi




Ne

Hassa

MixHapoo

Hassa

Koo

Popma 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa YmoBu Peknamys Homep
n/n JNliKapcbKo20 Ha odiroyoi ATX Burnycky npoyeoypa BiOnycKy aHHs peecmpayjiliHo2o
3acoby HerlameH | pe4yosBUHU (nikapcbka nocsioYyeHHs
mosaHa c¢hopma,
Hassa* ynakoska)

"Mo6ivHi peakuii”
BiAnoBigHO A0
iHcpopmauiii
pedyepeHTHOro
niKapcbKoro
3acoby
(KOHTPOJIOK®,
Tabnetku
racTpopesnCTeHTH
i no 20 wmr, no 40
Mr); 4O po3diny
"Oco6n1BOCTi
3acTtocyBaHHsA"
[opaHo
3acTepeXeHHs
oo 6esneku
[LONOMDKHOT
peyoBuHY;
OHOB/IEHO
iHhopmawuito B
po3gini "Mo6iuHi
peakuii” iHCTpyKuii
ANns MeguyHoro
3acToCyBaHHS
NiKapcbKoro
3acoby woao
BaX/IMBOCTI
3BiTyBaHHS Mpo
NoGiYHi peakuii;
YTOYHEHO
peaakuito posgainy
"Cknag”";
pPO34iNeHo chifbHy
IHCTPYKLito gns
MeZMNYHOro
3acTocyBaHHS
NiKapcbKoro
3acoby ans
[03yBaHHA 20 Mr
Ta fo3yBaHHs 40
MF.
Peslome nnaHy
ynpaB/iHHS
pu3nkamm Bepcis
3.0 popaetbeA.
[MepioAnyHICTb




Ne
n/n

Ha3sa
JNliKapcbKo20
3acoby

MixHapoo
Ha
HerameH
mosaHa
Hasga*

Hassa
odiroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeoypa

Ymosu
BiOnycKy

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

noAaHHs
perynsipHo
OHOBJ1IOBAHOrO
3BiTYy 3 6e3neku,
BiANoBigHO A0
Mopsaky
3[iACHEHHS
dhapmakoHarnsagy,
3aTBEPKEHOr0
Haka3om
MiHicTepcTBa
OXOPOHU 3[10POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
tocTuuil Ykpainu
29 ciuHsa 2007
poky 3a Ne
73/13340 (y
pegakuii Hakasy
MiHicTepcTBa
OXOPOHW 340POB'sA
YKkpainu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUn y
nepioguyHocCTi
noAaHHs
perynspHux 3BiTiB
3 6e3neku.

MAHTACAH

pantopraz
ole

naHTonpas
on(y
BUrNALj
naHTonpas
ony
HaTpito,
ceksirigpa
)

IA02B C02

Tabnetku,
BKpUTI
060/10HKOH0,
KMLLKOBOPO34M
HHi no 20 wmr,
no 10
Tabnetoky
6nictepi, no 3
6nictepu B
KapTOHHii
KOpoo6Li

CaH
dapmacboTUK
an lHgacTpis
Nimiten

IHais

CaH
dapmMacboTUKas
IHpacTpi3
Nimiteq

IHais

MepepeecTpadis
Ha HeobMeXeHw
TEPMiH
OHoBrieHo
iHchopmawiito B
IHCTpYyKUIii ans
MeAnYHOro
3acTocyBaHHsA
nikapcbkoro
3acoby B po3ginax
"®dapMaKoorivHi
BN1ACTVBOCTI",

3a
peyenmom

He
nionsieae

UA/18448/01/02




Ne HasBa MixHapoo HasBa Koo ®opma 3asaBHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JNliKapcbKo20 Ha odiroyoi ATX Burnycky npoyeoypa BiOnycKy aHHs peecmpayjiliHo2o
3acoby HerlameH | pe4yosBUHU (nikapcbka nocsioYyeHHs
mosaHa c¢hopma,
Hassa* ynakoska)
"Moka3aHHA",
"MpoTunokasaHHA"
, "B3aemogis 3
HWIMK

nikapcbknMmn
3acob6amu Ta iHLWi
BMAMW B3aemogjn”,
"OcobnuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHsA Y
nepiog, BariTHOCTi
abo rogyBaHHs
rpyaar”, "Cnocié
3acTOCyBaHHS Ta
nosun”, "Oitn",
"MNepepnosyBaHHA",
"Mo6iyHi peakwyii"
BiANOBIAHO A0
iHchopMmaui
pedyepeHTHOro
niKapcbKoro
3acoby
(KOHTPOJIOK®,
TabneTkun
racTpope3nNCTEeHTH
ino 20 wmr, no 40
Mr); 4O po3ainy
"Oco6nuBOCTI
3acTocyBaHHs"
fopaHo
3acTepexeHHs
Loao 6e3nekn
[0NOMDKHOT
PEeYOBUHY;
OHOB/IEHO
iHcbopmalito B
po3gini "MoGiyHi
peaxkui iHCTpyKuii
ANna MeAnyHoro
3acTocyBaHHs
niKapcbKoro
3acoby woa0
BaXX/IMBOCTI
3BiTyBaHHS Mpo
no6iyHi peakLii;

YTO4YHEHO
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Ne HasBa MixHapoo HasBa Koo ®opma 3asaBHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JNliKapcbKo20 Ha odiroyoi ATX Burnycky npoyeoypa BiOnycKy aHHs peecmpayjiliHo2o
3acoby HerlameH | pe4yosBUHU (nikapcbka nocsioYyeHHs
mosaHa c¢hopma,
Hassa* ynakoska)

peaakuito posgainy
"Cknag”";
PO3AiNeHo chifbHy
IHCTPYKLito gns
MeZMNYHOro
3acTocyBaHHsA
NiKapcbKoro
3acoby ans
[03yBaHHA 20 Mr
Ta fo3yBaHHs 40
MF.
Peslome nnaHy
ynpaB/liHHS
pu3nkamm Bepcis
3.0 popaetbeA.
MepioanyHiCTb
nojaHHs
perynspHo
OHOB/1IOBAHOTO
3BiTY 3 6e3neky,
BiANOBIAHO A0
Mopsaky
3[iACHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOTO
Haka3oMm
MiHicTepcTBa
OXOPOHM 3[4,0POB'A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTsi
tocTuuii Ykpainm
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pepakuii Hakasy
MiHicTepcTBa
OXOPOHU 3[0POB'A
Ykpainu Big 26
BepecHst 2016
poky Ne 996),
CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMU y
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Ne HasBa MixHapoo HasBa Koo ®opma 3asaBHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JNliKapcbKo20 Ha odiroyoi ATX Burnycky npoyeoypa BiOnycKy aHHs peecmpayjiliHo2o
3acoby HerlameH | pe4yosBUHU (nikapcbka nocsioYyeHHs
mosaHa c¢hopma,
Hassa* ynakoska)
nepioguyHocCTi
nofaHHs
perynspHux 3BiTiB
3 6e3neku.
* gidnosioHo 0o iHghopmauii ogbiyitiHoz2o caiimy Lienmpy BOO3 o crisnpayi 8 Memodosioaii cmamucmuyHux docioxers (https://www.whocc.no/atc ddd _index/)
HayanbHuK

dapManeBTUYHOT0 yIIPaB/IiHHA Onekcanap I'PIHEHKO



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

IIEPEJIIK

Jopatok 2

O HaKasy MiHicTepcTBa OXOpPOHM 340pOB’s
pit Y p p Jile]o)

YKpaiHu

«Mpo  pepXaBHY

nepepeecTpaLi;ito

NiKapcbKMX 3aco6iB Ta BHECEHHS 3MiH [0
peecTpauiiHMx MaTepianiB Nikapcbkux 3acobis,
AKi 3apEECTPOBaHi KOMMETEHTHUMU OpraHaMmu
Cnony4yeHux LUTtatie AMepukn, Benvkoi BpuTanii,
Leenuapcbkoi KoHpenepauii, Anowii, ABcTpanii,
KaHagu, €EBponericbkoro Cotosy»
Bia 11 avnHs 2026 pokky N2 945

JIKAPCbKUX 3ACOBIB (MEAUYHMX IMYHOBIOJIOTYHUX NPEMAPATIB), AKI 3APEECTPOBAHI KOMMETEHTHUMU OPTAHAMU
CMONYYEHUX LUTATIB AMEPUKW, BEJIMKOT EPUTAHIT, LUBEMLAPCbKOT KOH®ELEPALLIT, ANOHIT, ABCTPAIT, KAHAZMN, NIKAPCbKUX
3ACOEIB, LUO 3A LLEHTPAJII30BAHOIO MPOLIEAYPOIO 3APEECTPOBAHI KOMIMETEHTHUM OPFAHOM €BPOMENCLKOIO COO3Y, LWOA0

AKUX BYJIN BHECEHI 3MIHU 4,0 PEECTPALLIMHNX MATEPIANIB, SIKI BHOCATLCA [0 AEPYXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB

Ne Ha3ssa MixHapooHa Ha3ssa Koo Popma sBunyckKy 3asasHUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 | HenameHMosB ditoyoi ATX | (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby aHa Hassa* pevoBUHU ynakoska) nocsio4yeHHs
5. ABIPATEPOH Abiraterone abipatepo |LO02B | Tabnetku, BKpUTI ToBapucTso 3 YkpaiHa [03Bin Ha Bunyck | CnoeHis/ AkicTb, 1B 3a UA/19750/01/02
CAHOO3® Hy aueTtar | X03 NAiBKOBOO obmexeHo cepiii: Jlek Kinp Type IB, B.l.a.2. e). - Minor peuenmom
060/10HKO, Mo 250 BignoBigasbHi PapmaLeBTUYHA change in restricted part of
mr, no 10 TabneTok cTio "CaHpo3 KoMnaHisa 4.4., ASMF for section 3.2.s.2.5
y 6nictepi, no 12 Ykpaina" CnoBeHis; and 3.2.s.2.6.
6nictepiB y BUPOGHMLTBO in AkicTb, 1B
KapTOHHi Kopobuyi bulk, nepsuHHe Ta Type IB, B.l.a.2. e) - Minor
BTOPUHHE change in restricted part of
nakyBaHHs, ASMF for section 3.2.5.2.2,
TECTYBaHHA, 3.2.5.2.3, 3.2.5.2.5,
[03Bi/T HAa BUMYCK 3.2.5.2.6.
cepiii: Pemegika AkicTb, 1B
N1, Kinp Type IB, B.l.z. - Other
changes to Applicant part of
the dossier (including
changes in 3.2.s.2.5,
3.25.4.4,3.25.7.1,
3.2.5.7.3)
6. ABIPATEPOH Abiraterone abipatepo |LO2B | TabneTku, BKpUTI ToBapucTso 3 YkpaiHa [03Bin Ha Bunyck | CroeHis/ AkicTb, IB 3a UA/19750/01/01
CAHOO3® Hy aueTtar | X03 NAiBKOBOO obmexeHo cepiii: Jlek Kinp Type IB, B.l.a.2. e). - Minor peuenmom
060/10HKO10, Mo 500 BignoBigasnbHi $apmaLeBTUYHA change in restricted part of
Mmr, no 14 TabneTok cTio "CaHpo3 KoMnaHis 4.4., ASMF for section 3.2.s.2.5
y bnicTepi, no 4 YkpaiHa" CnoBeHis; and 3.2.s.2.6.
6nictepu y BUPOGHMLUTBO in HAkictb, 1B
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Ne Hassa MixHapoOHa Hassa Koo ®dopma Bunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n NliKapcbKo20 | HenameHmMos diroyoi ATX | (nikapcbka gpopma, Bionycky | peecmpayitiHo2zo
3acoby aHa Hassa* pevdoBsuUHU yrnakoBkKa) nocsio4yeHHs
KapTOHHI Kopo6Lyi bulk, nepsuHHe Ta Type 1B, B.l.a.2. e) - Minor
BTOPUHHE change in restricted part of
nakyBaHHs1, ASMF for section 3.2.s.2.2,
TeCTyBaHHs4, 3.2.5.2.3,3.28.2.5,
[,03BiN Ha BMNYCK 3.2.5.2.6.
cepiin: Pemegika AkicTb, 1B
Nta., Kinp Type 1B, B.l.z. - Other
changes to Applicant part of
the dossier (including
changes in 3.2.s.2.5,
3.2.5.4.4,325s.7.1,
3.2.5.7.3)
7. ANbTPEHO Tretinoin TPETUHOIH D10 | nocbliioH, 0,05 %; no TOB "BAYLU YkpaiHa Bupo6HMLTBO, Kanapa/ BHECEeHHS 3MiH 10 3a UA/18447/01/01
ADO | 451y Ty6i; no 1 Ty6i XENC TecTyBaHHSA CnonyJeHi peecTpavuiiHix maTepianis: peyenmom
1 B KAPTOHHI kopobu,i YKPAIHA" BUXigHOT LWratn 3minu | Tuny -
CMPOBUHMU, Amepukm AOMIHICTPaTUBHI 3MiHW.
nakyBaHHs, 3MiHa Ha3BM NikapcbKoro
MapKyBaHHS, 3aco0by, (3rigHo Hakazy MO3

BUNYCK cepii Ta
[OCNifKeHHA
cTabiNbHOCTI:

Bayw Xenc
Komnasic IHk.,
KaHaga
AnbTepHaTBHa
OiNbHWLA, Ha sIKili
npoBOAATLCA
TecTyBaHHs
BUXigHOT
CUPOBWHW, BUMYCK
cepii Ta
[OCNifKeHHA
CTabiNIbHOCTI
(Bunyck cepii,
BMPOBGIEHNX
Tinbkn gns
KMIHIYHUX
[OCNigKeHb):
Bayw Xenc
AmepuKac IHK.,
CronyyeHi WraTn
Amepukn
AnbTepHaTBHa
OiNbHWLA, Ha sIKili
npoBOAATLCA
MiKPOGiooriyvHi
[OCNIMKEHHS:

BiA 17.11.2016 Ne 1245):
3miHa Has3ew N13: [itova
pepakuis: AIbTPEHO™
ALTRENO™ TlMponoHoBaHa
pegakuis: AlIbTPEHO
ALTRENO®

Macudpik BioJla6ce,
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHapoOHa
HenameHmMos
aHa Hassa*

Hassa
diroyoi
peyqyosuHU

Koo
ATX

dopma sUMyCKy
(nikapcbka cpopma,
yrnakoBkKa)

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2zo
nocsio4YeHHs

CnonyyeHi Wratn
AmMepuku
LinbHnus, Ha skin
NpoBOAATLCA
BMNPOBYBaHHSA
po3Mipy Kpanenb
eMy/ibCii Ta
PO3Mipy YacToK:
MapTukan
TekHonoaxu
Na6e, CnonyuyeHi
LTatn Amepukun
AnbTepHaTUBHi
AiNbHUL, Ha AKUX
NMpPOBOAATLCA
BMNPO6YBaHHSA
[OMNOMDKHUX
PEYOBUH:
EnemeHTt
Maripianc
TekHomomxun
KaHaga IHK.,
KaHaga
EcxiEc KaHaga
IHK., KaHaga
EclxiEc KaHaga
IHK., KaHaga
Heodhapm Nabe
IHK., KaHaga

BPIXATI™

Ulobetasol

rano6ertas
ony
nponioHat

DO7A
c21

nocbiioH, 0,01 %, no
100 ry Ty6i, no 1
Ty6i B KAPTOHHIl
Kopoo6Li

TOB "BAYLU
XENC
YKPAIHA"

YkpaiHa

anbTepHaTMBHa
OinbHUUSA, Ha K
NpoBOAATLCA
BUMNYCK cepii Ta
LOCNiMKeHHA
CTabiNbHOCTI:
Bayw Xenc
AmepuKac IHK.,
CronyyeHi WraTn
AwmepuKu,
anbTepHaTMBHa
AiNbHUUSA, Ha AKi
npoBOAATLCA
MiKPOGiooriyvHi
[OCNIMKEHHS:
Macwudik Bio/labe
(NBN), CnonyyeHi
Ltatn Amepuku;
LOiNbHULS, Ha SKi

CnonyJeHi
LWratn
Amepukun/
KaHaga

1) OHOBNEHO KOHTaKTHI AaHi
ons ainbHuLi Bausch Health
Companies Inc., Ha sikiii
NPOBOAATLCSA BXiAHWIA
KOHTPO/Ib SAKOCTI, BUNYCK
cepii A®I ans BupobHULTBa
N3 A®l. BignosigHo
OHOBNEHO po3gin 3.2.5.2.1
Manufactureras).

2) OHOBEHO KOHTaKTHI AaHi
ons ainbHuLi Bausch Health
Companies Inc., Ha sikiii
BiAOyBaETbCA BUPOGHMLTBO,
TeCTyBaHHS BUXiAHOT
CMPOBUWHW, NaKyBaHHS,
MapKyBaHHs, BUNycK cepii Ta
OOCTiHKEHHS cTabiNbHOCTI.
BignosigHoO oHOBNEHO
po3gin 3.2.P.3.1

3a
peyernmom

UA/18952/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHapoOHa
HenameHmMos
aHa Hassa*

Hassa
diroyoi
peyqyosuHU

Koo
ATX

dopma sUMyCKy
(nikapcbka cpopma,
yrnakoBkKa)

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2zo
nocsio4YeHHs

npoBOAATLCA
BMNPOBYBaHHSA
po3Mipy Kpanenb
eMy/IbCil:
MapTtukan
TekHonogxn Jlabe
(NTN), CnonyueHi
Ltatn Amepuku;
BUPOGHMLTBO,
nakyBaHHs,
MapKyBaHHs,
BMNYCK cepii Ta
LOCNIMKEHHA
cTabinbHOCTI:
Bayw Xenc
KomnaHic IHk.,
KaHaga;
anbTepHaTMBHa
OiNbHUUS, Ha AKil
NpoBOAATLCA
BMNPOOGYBaHHS
[LO0NOMDKHUX
PEeYOBUH:
EnemeHT
MarTipianc
TekHoMo4KN
KaHaga IHK.,
KaHaga;
EclxiEc KaHaga
IHK., KaHaga;
EcOxiEc KaHapa
IHK., KaHaga,
Heodhapm Jlabe
IHK., KaHaga

Manufacturer(s).

3) MpeacTaBneHo OHOB/EHI
LaHi 4OC/iIKeHHs
cTabinbHOCTI 3a 3BITHWIA
nepiog, November 6, 2024 -
November 5, 2025.
BignosigHo oHOBNEHO
po3zinu 3.2.P.8.1 Stability
Summary and Conclusion Ta
3.2.P.8.3 Stability Data y
surnagi Stability Summary
Matrix report.

TAPOACUN®
9 BAKLIVHA
nPoTU
BIPYCY
NAMINOMM
NIOAVHM 9-
BA/MEHTHA
(PEKOMBIHA
HTHA,
AJCOPBOBA
HA)

Papillomavirus

(human types

6, 11, 16, 18,

31, 33, 45, 52,
58)

Bipyc
naninomm
NoanHnt
L1 6inok
Tvny 62°;
Bipyc
naniziomu
noanHnt
L1 6inok
™ny 11%3;
Bipyc
naniziomu
NIOANHN!
L1 6inok

Jo7B
Mo1

cycneHsia ans
iH'ekuiin, no 0,5 mn
(1 posa); no 0,5 mn
cycnexsii y
nonepeHLo
HanoBHEHOMY
wnpuui (ckno) 3
obmexyBadem xomy
NOPLUHSA
(cnnikoHizoBaHwiA
6pombyTnnoBwMii
enacTtomep i3
NOKPUTTSIM
FluroTec) Ta

Mepk Wapn i

Joym IAEA
M6X

LBeliuapi
P

06'egHaHHSA
roTOBOro NPOAYKTY
(noBTOpHE
CyCrneHayBaHHA Ta
06'eqHaHHSA
KiHLLeBOro
cchopMyiboBaHOM
0 6anky,
OTPVMaHoro 3
AinbHuLi Bect
MoAHT),
HanoBHEHHS
Lwnpuuis
(nepBuHHE

CLIA/
HigepnaH
anl
IpnaHgis/
Icnaxis

B.l.a.1l.z, 1B

To add Denarase as an
alternative endonuclease to
Benzonase, qualified for use

in the HPV purification
process.
TepMmiH BBELlEHHS 3MiH -
nnneHb 2027.

3a
peyenmom

UA/20128/01/01




16

Ne Hassa MixHapoOHa Hassa Koo ®dopma Bunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n NliKapcbKo20 | HenameHmMos diroyoi ATX | (nikapcbka gpopma, Bionycky | peecmpayitiHo2zo
3acoby aHa Hassa* pevdoBsuUHU yrnakoBkKa) nocsio4yeHHs
Ny 16%°; KOBMaukoM naKyBaHHs),
Bipyc (cMHTEeTMUHA TeCTyBaHHS npu
naniziomu i3onpeH- BUNYCKY A5
noanmHnt 6pombyTunosa Lnpuuis,
L1 6inok cymiw). Mo 1 HanoBHEHUX Ha
™ny 1823; nonepeaHLo AinbHuLi CimTpa
Bipyc HanoBHEHOMY (e
naninomu Lunpuuy 3 2 ronkamu €HAO0TOKCUHN Ta
noanHnt abo no 10 CTEePW/IbHICTb):
L1 6inok nonepesHL0 CimTpa HOC NNC,
Tvny 31%3; HanoBHEHNX CLlA
Bipyc wnpuyis 3 2 TeCTyBaHHs npu
naninomu ronkamu gns BUMYCKY ANS
NOANHN! KOXHOrOo Wwnpuua B Lnpuuis,
L1 6inok KapTOHHI kopooL;i 3 HaMoBHEHUX Ha
TNy 33%3; IHCTpYKLUieo ans AinbHuui Kapnoy,
Bipyc MeAnYHOro TeCcTyBaHHS npu
naniziomu 3acTOCyBaHHs BBE3€EHHi (415
noanmHnt wnpuuis,
L1 6inok OTpUMaHnX 3
™ny 4523; AOinbHULi BecT
Bipyc MoWHT Ta AinbHUL
naniziomu Cimtpa)?,
noanHnt MapKyBaHHA Ta
L1 6inok BTOPUHHE
TNy 52%3; nakyBaHHS,
Bipyc cepTudikauis Ta
naniziomu BUNYCK cepi:
NOANHN! @ TecTtyBaHHA npu
L1 6inok BBE3EHHI BK/l04aE
Tvny 58%3 NnpoBeAeHHs BCixX
TecTis npu
Bipyc BMNYCKY cepil
naniziomu KiHLLeBOro
noanHn=B NPOAYKTY
nn. Mepk LWapn i
2L1 6inok Joym B.B.,
y BUrnsagi Higepnanam
Bipyconogi BUPOGHMLTBO:
BHMX hopmynauis,
4acTok, HanoBHEHHS Ta
o nepBuHHE
npoaykKyto nakyBaHHs
TbCA B LnpuuiB,
KMiTUHaX TecTyBaHHS npu
LpbKaXiB BUNYCKY
(Saccharo (kiHueBoro
myces cropmyiboBaHor
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Ne Hassa MixHapoOHa Hassa Koo ®dopma Bunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n NliKapcbKo20 | HenameHmMos diroyoi ATX | (nikapcbka gpopma, Bionycky | peecmpayitiHo2zo
3acoby aHa Hassa* pevdoBsuUHU yrnakoBkKa) nocsio4yeHHs
cerevisiae 0 banky Ta
CANADE Lnpuis,
3C-5 HanoBHEHUX Ha
(wtam ninbHuUUi Bect
1895)) 3a MoWHT Ta Ha
TEeXHOOTi AinbHuui CimTpa),
€0 TeCcTyBaHHs
pekombiHa cTabinbHOCTI:
HTHOT Mepk LWapn i
[OHK. [Loym NNC, CLIA
*Ancop6os BUMPOGHULTBO:
aHuii Ha chopmynsuis,
af'loBaHTi HanoBHEHHA Ta
amopdHor nepBuHHE
0 nakyBaHHs
Q/TIOMIHI0 Lnpuis,
rigpokcund TecTyBaHHSA npu
ocghar BUNYCKY
cynbary (kiHueBoro
(0,5 mr Al). cchopmyiboBaHor
0 Gasiky Ta
Lnpuis,
HanoBHEHWX Ha
AinbHuui Kapnoy),
TeCcTyBaHHs
cTabinbHOCTI:
MC[ IHTepHeLwHN
rM6X/MC/],
IpnaHgis
(Kapnoy),
IpnaHgis
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHS:
Posi ®apma
IHgacTpian
Cepsicec, C.A.,
Icnanis
10. 3IPABEB Bevacizumab 6eBauusy |LO1F | koHueHTpar gns Mdpaiizep CLIA 36epiraHHa A, CLUA/ Type Il B.l.a.1.e - Change in 3a UA/18148/01/01
Mab G01 pO34nHYy OoNs Eiiu.Ci.Mi. BMPOGHMLTBO, IpnaHpis/ | the manufacturer of AS or of | peyenmom
iHdpy3iid, 25 mr/mn; KopnopeiiwH nepBuHHE Benebrisa a starting material/
no 100 mr/4 mny nakyBaHHs, reagent/intermediate for AS

dhnakoHi; no 1
donakoHy y
KapTOHHiI kopobui 3
MapKyBaHHAM
YKparHCbKO Ta
aHTNIiCbKO0

TECTYBaHHS npu

BUMYCKY, BUMYCK

cepii, BTOPUHHE
nakyBaHHs1,
MapKyBaHHS:
dapmaus i

— The change relates to a
biological AS or a starting
material [-] used in the
manufacture of a
biological/immunological
product.
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Ne Hassa MixHapoOHa Hassa Koo ®dopma Bunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n NliKapcbKo20 | HenameHmMos diroyoi ATX | (nikapcbka gpopma, Bionycky | peecmpayitiHo2zo
3acoby aHa Hassa* pevdoBsuUHU yrnakoBkKa) nocsio4yeHHs
MoBamu; no 400 AnmpkoH KomnaHi To add Samsung Biologics
Mr/16 Mn 'y donakoHi; NNc, CWA Co. Ltd. 300 (Plant 4),
no 1 chakoHy y TecTyBaHHS npu Songdo bio-daero, Yeonsu-
KapTOHHiI Kopobui 3 BUNYyCKy cepii, gu, Incheon, 21987,
MapKyBaHHAM TecTyBaHHsA npu Republic of Korea as an
YKpaiHCbKOK Ta LOCHIMKEHHI alternative site responsible
aHrnincoLKo cTabinbHOCTI: for WCB storage and
MoBamMu Baet bio®apma manufacture and QC testing
LiBbkH och Baet of the bevacizumab active
dapmaceyTukasc substance.
J1C, CWA In addition, the applicant has
TecTyBaHHS npu taken the opportunity to
BUNYyCKy cepii, bring editorial updates to the
TeCTyBaHHA nNpwu eCTD 3.2.S sections.
LOCHIMKEHHI
cTabinbHOCTI:
Mdpaiizep IpnaHgais
dapmacbtoTikans,
IpnaHgis
Bunyck cepii:
Mdpaiizep Cepsic
KomnaHi BB,
Benebrist
11. KABA3UTAK Cabazitaxel Kabasutak | LO1 KOHLeHTpaT Ans EBEP ABcTpis BMPOGHMLTBO HimeuunH 3MiHV nonsAraTb B TaKOMy: 3a UA/19145/01/01
CEN EBEP cen CDO | posunHy ans BaniHgxekT roToBOro a - fofaBaHHA BUPO6HMKa APl |  peyenmom
DPAPMA 4 iH'eKuili, no 10 M6X nikapcbKoro Indena S.p.A., ltaly;

mr/mn,

no 4,5 mn (45 mr
KabasuTakceny) y
dhnakoHi 3
6e36apBHOro ckna
(rigponiTyHMiA kKnac
1), 3aKkpnTWiA cipoto
npo6koto 3
6pombyTnNoBOT
rymu, O6TUCHEHNIA
atoMiHiEBOIO
KPWLLIKOHO 3
6ipt030BMM
KOBMaYKoM Tuny
"flip-off"; no 1
hakoHy y
KapTOHHi kopobuy;
no 5 mn (50 mr
KabasuTtakceny) y
donakoHi 3
6e36apBHOro ckna
(rigponiTnyHmii knac

3aco6y 3a NoBHUM
LMK/TOM:

EBEP ®apma €Ha

'M6X, HimeuunHa

BMPOGHMLTBO
roToBOro
nikapcbKoro
3acoby 3a NOBHUM
LIMK/TOM:
EBEP ®apma €Ha
'mM6X, HimeuyunHa

- BUJIyYeHHS BUPOGHUKa A
Chongging Taihao
Pharmaceutical Co., Ltd. A
Division of Polymed
Therapeutics Inc., China;

- BUMPAaB/IEHS OAPYKY
po3gaini 3.2.P.5.2. KinbkicHe
BWU3HAYEHHS TaHoNy
Lis 3miHa cTocyeTbes
MeTOZjiB KOHTPOJII0 IKOCTi Ta
NpV3BOANTL 0 BHECEHHS
3MiH [0 LbOro
peecTpaviiiHoro AoKyMeHTa.
BBefeHHSA 3MiH NPOTArom 6-
TV MicAuiB nicna
3aTBEPMKEHHS.
3MiHa hyHKLili ans
BVPOGHMKA rOTOBOTO
nikapcbkoro 3acoby EBEP
dapma EHa T'M6X
Bptoccenep WTp. 18, €EHa
TtopiHrisa, 07747,
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Ne Hassa MixHapoOHa Hassa Koo ®dopma Bunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n NliKapcbKo20 | HenameHmMos diroyoi ATX | (nikapcbka gpopma, Bionycky | peecmpayitiHo2zo
3acoby aHa Hassa* pevdoBsuUHU yrnakoBkKa) nocsio4yeHHs
1), 3aKpWTWiA cipoto HimeuuunHa:
npoo6koto 3 [JonaBaHHsA dyHKLl
6pombyTnIoBOT "BunpobyBaHHS KOHTPOJIHO

rymu, 06TUCHEeHNA
atoMiHIEBOIO
KPYLLIKOIO 3
4epBOHUM
KOBMaYKoM Tuny
“flip-off*; no 1
dhnakoHy y
KapTOHHi kopobuyj;
no 6 mn (60 mr
kabasutakceny) y
donakoHi 3
6e36apBHOro ckna
(rinponiTuyHWiA Knac
1), 3aKpuTWiA cipoto
npo6Koto 3
6pombyTunoBoi
rymMu, 06TUCHEHUIA
anoMiHiEBOIO
KPYILLIKOIO 3 XXOBTUM
KOBMaYKoM Tuny
“flip-off*; no 1
dhnakoHy y
KapTOHHiiA
Kopobuicai

SAKOCTi Ta BUNyck cepii”

B pe3ynbTati BHECEHHS 3MiH
BMpO6HUK N3 EBEP ®apma
€Ha 'm6X (Bptoccenep
LWTp. 18, EHa, TiopiHris,
07747, HimeyunHa) byge
BWKOHYBaTV BUPOOHWLITBO,
nakyBaHHS, MapKyBaHHS,
KOHTPO/Tb NiKapCbKOro
3ac00y 3a NOBHVIM LK/IOM.
Y 3B?43Ky 3 LM NPOCMMO
3a3HaAYMTU PYHKLIT LbOro
BMPOGHMKA SIK
«BUPOGHULITBO rOTOBOrO
NiKapcbKoro 3acoby 3a
MOBHUM LMK/TOM» NO
aHanorii 3 oyHKLiasMn
BKa3aHUMU B
PeecTpauiitHomy
noceifyeHHi ans
3aTBep/mxeHoro BupobHuka
EBEP ®apma €Ha 'm6X
(OTtTO-WoOTT-LTp. 15, EHa,
TtopiHrisa, 07743,
HimeuunHa).
3a3HayeHi 3MiHu
CTOCYHTbCSl peecTpauiiiHoro
NOCBIAYEHHS, IHCTPYKUiT AN
MeMNYHOro 3acTOCyBaHHS,
TEKCTYy MapKyBaHHS, METO/iB
KOHTPOSIIO AKOCTi Ta
npu3BOAATL 10 BHECEHHS
3MiH [0 LMX peecTpauiinHmx
[OKYMEHTIB.
BBefieHHs 3MiH NpoTArom 6-
TV MicAUiB nics
3aTBEPMKEHHS.
3MiHa dhyHKL;iA gns
BUPOOHWKa rOTOBOrO
nikapcbkoro 3acoby EBEP
Papma EHa M'm6X
Bptoccenep WTp. 18, EHa
Tiopinria, 07747,
HimeyumHa:
[lofaBaHHs1 PyHKLUIN
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NliKapcbKo20
3acoby

HenameHmMos
aHa Hassa*

diroyoi

pedyosuHuU

ATX

(nikapcbka ¢hopma,
yrnakoBkKa)

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2zo
nocsio4YeHHs

12.

NAM3ELE

Velmanase

BeJsiMaHa3

"BMPOGHMLTBO , NaKyBaHHs
Ta MapKyBaHHs" Ta B 3MiHax
y npoueci BUpo6HMLTBa
nikapcbkoro 3acoby,
BK/0YAKOUY 36iMbLUEHHS
MaKCMMaslbHOro po3Mipy
cepii go 57 niTpiB Ha
3anponoHOBaHii BUPOGHNYIl
AinbHUUI.
B pe3ynbTarti BHECEHHS 3MiH
BMpo6HUK N3 EBEP ®apma
€Ha 'mbX (bptoccenep
LWTp. 18, €Ha, TiopiHris,
07747, HimeuunHa) 6byae
BUKOHYBaTV BUPOOHULITBO,
nakyBaHHS, MapKyBaHHS,
KOHTPO/1b NiKapCbKoro
3aco0y 3a NOBHUM LVIK/IOM.
Y 3B743Ky 3 LM MPOCMMO
3a3HauUTV PYHKLT LibOro
BMPO6HMKA 5K
«BUPOGHULITBO rOTOBOrO
nikapcbKoro 3acoby 3a
MOBHUM LIMK/TIOM» NO
aHasorii 3 PYHKUiAMU
BKasaHUMu B
PeecTpaujiitHomy
nocBigYeHHi ans
3aTBepxeHoro BupobHuka
EBEP ®apma €Ha TM6X
(OtTOo-WoTT-LWTp. 15, €HA,
Tiopiria, 07743,
HimeuunHa).
3a3HayeHi 3miHu
CTOCYOTbCA peecTpav,iiHoro
NOCBIAYEHHS, IHCTPYKUiT ANs
MeAMYHOr0o 3aCTOCYBaHHS,
TEKCTY MapKyBaHHs, METO/iB
KOHTPO/IIO AKOCTi Ta
Npu3BOAATL [0 BHECEHHS
3MiH [0 LUX peecTpavyiHmnx
[OKYMEHTIB.
BBefeHHA 3MiH NpoTArom 6-
TV MicAuiB nicns

alfa

a anba

A16A
B15

NOpPOLLIOK ANs
PO3unHy Ansi

K'esi
dapmac'toTike

iHdysiiA, 10 mr; o

n3 rmex

ABCTpis

BUPOBHULTBO
nikapcbKoro
3acoby,

ITania/
PpaHuis

3aTBEPKEHHS.
B.l.b.L.f Change outside the
approved specifications

3a
peyenmom

limits range for the active

UA/18519/01/01
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Ne Hassa MixHapoOHa Hassa Koo ®dopma Bunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n NliKapcbKo20 | HenameHmMos diroyoi ATX | (nikapcbka gpopma, Bionycky | peecmpayitiHo2zo
3acoby aHa Hassa* pevdoBsuUHU yrnakoBkKa) nocsio4yeHHs
10 mr y dpnakoHi 3 BMNPO6YBaHHSA substance - Variation type I
MapKyBaHHAM npwn BUMYCKY, To change the Mannose-6-
aHINiNCHKOK MOBOIO; BMNPOOYBaHHS Ha Phosphate (M6P) (mol/mol
no 1 cpnakoHy B CTabiNbHICTb, LAMAN) specification limits
KapTOHHi Kopobui 3 nepBuHHE from "0.4 - 0.8" to "0.30 -
MapKyBaHHSIM nakyBaHHs: 0.75" in the specification of
HiMeLbKOI0 MOBOIO 3i MaTeoH ITanis the active substance
CTUKEPOM C.n.A., Itania Velmanase alfa.
YKparlHCbKOI0 MOBOHO BMNPOOGYBaHHS B.l.b.2.z Other changes -
npu BUMYCKY, Variation type Il
BUMNYCK cepil, To replace the test
BTOPWHHE procedure Mannose-6-
nakyBaHHs, Phosphate (M6P) RP-HPLC
36epiraHHs Ta with a new HILIC-HPLC
ANcTpubyuis: procedure for the active
K'e3i substance Velmanase alfa.
PapmaueyTui
C.n.A,, Itanis
BMNPO6YBaHHSA
npv BUNYCKY:
nviwe HeBuauMI
4yacTku:
KoHchbapma
®paHuis -
Fomb6ypr, ®paHuis
NAN-TecT,
HeBMANMI YacTKK,
BMNPO6YBaHHSA
LjinicHocTi
cuctemm
KOHTelHep/3aKyno
ptoBasibHUiA 3aci6:
€BpoguiHc bionab
Cpn, ITanis
13. HIKOPETTE® Nicotine HIKOTWH NO7 | cnpeii gnsa poToBoi MakHin Ab Lseujs BMPOGHMLTBO Lsewis B.ll.e.2 c) IA Quality 6e3 UA/18446/01/01
PPYKTOBO- BAO | MOpPOXHWUHM, rOTOBOrO NPOAYKTY changes. Finished product. peyenma
M'STHUI 1 [030BaHuit, 1 (BKNOYaOUM Container closure system.
Mmr/posa; KOMMNeKTaLito, Changes to the specification
no 150 o3 cnpeto y KOHTPO/Ib AKOCTI, parameters and/or
MET- cpnakoHi BMNYCK cepil): specification limits for the

€MHICTIO 15 M.
MET- donakoH 3
MeXaHi4yH1M
po3nusoBayeM i
3axXVICHVM K/1anaHoMm
NOMILLYIOTb Y
NAacTUKOBUIA

dyTnsp i3

MakHin Ab

primary packaging of the
finished product. Deletion of
a non-significant
specification parameter
(e.g., deletion of an obsolete
parameter):
3MiHM BHECEHI 40 po34iny
3.2.P.7. Mogyns 3
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Ne Hassa MixHapoOHa Hassa Koo ®dopma Bunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n NliKapcbKo20 | HenameHmMos diroyoi ATX | (nikapcbka gpopma, Bionycky | peecmpayitiHo2zo
3acoby aHa Hassa* pevdoBsuUHU yrnakoBkKa) nocsio4yeHHs
noninponineny. Mo 1 peecTpaujiiiHoro Aocke, a
abo 2 nNacTuKoBumx came: BUAa/IeHHS KiNlbKOX
dyTnspn y HEKPUTUYHMX NapameTpiB 3i
nnacTMKoOBOMY cneuuqikaLii KOMNOHEHTIB
KOHTYpHOMY nakyBa/lbHOro mMatepiasny,
KOHTeliHepi i3 Takux siK dp1akoH, Hacoc,
KapTOHHOI0 OCHOBOIO KoBnayok. Lie 3pobneHo ans
rapmoHisaLi AoCbe B YCiX
KpaiHax Ta BugasieHHs
HEeKpPUTUYHMX NapameTpiB 3
N1aCTUKOBUX KOMMOHEHTIB.
14. NMPUBIOXXEH Immunoglobuli | imyHorno6 |JO6B | po3uvH ans iHdysii LICN Bepinr LLiBefuapi BMPOGHMLTBO LLiseiiuapi BHECEHHS 3MiH 0 3a UA/18357/01/01
ns, normal YNiH A02 100 mr/mn (10 %), Al A Hepo3schacoBaHoi A peecTpavuiiHux MaTepianis: peyenmom
human, for NOACHKNIA no 25 mn, 50 mn, NPOAYKUii, YTOYHEHHA HanncaHHA
intravascular | HopmasibH 100 mn, 200 mn, abo nepBuHHE Ail0Y0i pe4YOBUHU B HaKasi
adm. nii pns 400 MmN y hnakoHax, nakyBaHHs MOS3 Ykpainu Ne 787 Big
BHYTPILLHb no 1 donakoHy B (acenTnyHe 12.06.2026 B npoueci
OCyAMHHOT KapTOHHI Kopo6Lyi HanoBHEHHS), BHECEHHS 3MiH (3MiHn | Ta
o] KOHTPO/1b SIKOCTI, I Tuny,C.1.4.11. SL Behring
BBEAEHHS Bunyck cepii: LIC/ (CSL) is proposing the

Bepinr AT,
LLiBeiiuapis;
BTOPVHHE
nakysaHHs: LIC/1
BepiHr AT,
LBeliuapis

addition of a class
monitoring precaution for
recurrent Aseptic Meningitis
Syndrome (AMS),
associated with 1VIg
treatment, potentially
progressing to brain oedema
(cerebral oedema). 3miHn
BHECEHO [0 po3ainis
"OcobnueocTi
3acTocyBaHHs" Ta "Mo6iyHi
peakuii" iHCTpyKuji Ans
MeAMYHOro 3aCTOCyBaHHSA
nikapcbkoro 3acoby, a came
LLIOA0 MOHITOPUHTY
npenapary npu CMHAPOMI
peumnanByo4oro
acenTUYHOro MeHIHrTy
(CAM), nos'sizaHomy 3
nikyBaHHsAM 1VIg, siknii
noTeHUiliHO Nporpecye Ao
HabpsKy Mo3Ky). Pefakuis B
Hakasi - 6i/10K NoACHKOT
nnasmu. BipHa pepakuis -
iMyHOr06YNiH /TI0ACHKUIA
HOpMasbHUIA Ans
BHYTPILLUHbOCYAMHHOIO
BBE/IEHHS.
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Ne Hassa MixHapoOHa Hassa Koo ®dopma Bunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n NliKapcbKo20 | HenameHmMos diroyoi ATX | (nikapcbka gpopma, Bionycky | peecmpayitiHo2zo
3acoby aHa Hassa* pevdoBsuUHU yrnakoBkKa) nocsio4yeHHs
15. COJNIKBA Insulin IHCYyniH A10A | po3uuH Ans iH'ekuiin, | TOB "CaHodi- YkpaiHa CaHodi-ABeHTIiC HimeuuunH Type IA A.7 Deletion of 3a UA/16775/01/01
glargine and rnapriH ta | E54 100 Opg,./mn+33 ABeHTIC Loiunang rmeX a manufacturing sites for an peyenmom
lixisenatide nikcnceHa MKr/M1; Ne3 abo YkpaiHa" active substance,
™a, Ne5: no 3 mny intermediate or finished
KapTpuaxi, product, packaging site,
BMOHTOBaHOMY B manufacturer responsible for
0/lHOpPa30BY LUMNPULL- batch release, site where
pyuky; no 3 a6o no 5 batch control takes place, or
LUNPUL-PYHOK B supplier of a starting
KapTOHHi kopobuy. material, reagent or
[0/1KM B ynakoBKy He excipient (when mentioned
BKJ/THOYEHI in the dossier):
Deletion of Celonic
Deutschland GmbH & Co.
KG, Czernyring 22, 69115
Heidelberg, Germany as
active substance QC site for
E. coli proteins (ECP).
Type |l B.l.b.2.d Substantial
change to or replacement of
a biological/ immunological/
immunochemical test
method or a method using a
biological reagent for a
biological active substance:
Replacement of immuno-
ligand assay (ILA) test
method for the active
substance by a new ELISA
method for E. coli proteins
(ECP). ECP testing with the
new ELISA will continue at
the currently registered
active substance QC site,
Sanofi-Aventis Deutschland
GmbH and consequently,
the currently registered
alternative testing site for E.
coli proteins (ECP) using ILA
method, Celonic
Deutschland GmbH is
proposed to be replaced.
16. COJNIKBA Insulin IHCYyniH A10A | po3unH ans iH ekuid, | TOB "CaHodi- YkpaiHa CaHodi-ABeHTiC HimeuuunH Type IA A.7 Deletion of 3a UA/16774/01/01
glargine and rnaprin ta | E54 100 Og,./mn+50 ABEHTIC Loiunang X a manufacturing sites for an peyenmom
lixisenatide nikcuceHa Mkr/mn; Ne3 abo Ykpaina" active substance,
™a Ne5: no 3 mny intermediate or finished
KapTpuaxi, product, packaging site,

BMOHTOBaHOMY B

manufacturer responsible for
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Ne Hassa MixHapoOHa Hassa Koo ®dopma Bunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n NliKapcbKo20 | HenameHmMos diroyoi ATX | (nikapcbka gpopma, Bionycky | peecmpayitiHo2zo
3acoby aHa Hassa* pevdoBsuUHU yrnakoBkKa) nocsio4yeHHs

0flHOpPa30BY LUMNPWLL-
pyuky; no 3 aéo no 5
LUNPUL-PYYOK B
KapTOHHi kopobuy.
[onkv B ynakoBky He
BK/TIOYEHI

batch release, site where
batch control takes place, or
supplier of a starting
material, reagent or
excipient (when mentioned
in the dossier):
Deletion of Celonic
Deutschland GmbH & Co.
KG, Czernyring 22, 69115
Heidelberg, Germany as
active substance QC site for
E. coli proteins (ECP).
Type |l B.l.b.2.d Substantial
change to or replacement of
a biological/ immunological/
immunochemical test
method or a method using a
biological reagent for a
biological active substance:
Replacement of immuno-
ligand assay (ILA) test
method for the active
substance by a new ELISA
method for E. coli proteins
(ECP). ECP testing with the
new ELISA will continue at
the currently registered
active substance QC site,
Sanofi-Aventis Deutschland
GmbH and consequently,
the currently registered
alternative testing site for E.
coli proteins (ECP) using ILA
method, Celonic
Deutschland GmbH is
proposed to be replaced.

* BidnosioHo do iHghopmauyii ogiyitiHozo calimy Lienmpy BOO3 rio criisnpayi 8 Memodosiozil cmamucmuyHux docioxeHs (https://www.whocc.no/atc_ddd_index/)

HavanbHUK

dapMaLeBTUYHOro ynpaBaiHHSA

OnekcaHap NPILLEHKO
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NIKAPCbKMX 3ACOBIB (MEAWNYHUX IMYHOBIOJIOTIYHUX MPEMAPATIB), IKI 3APEECTPOBAHI KOMMETEHTHUMMW OPTAHAMU
CMOJIYYEHUX LUTATIB AMEPUKM, LLUBEMLAPCLKOT KOHOELEPALLIT, AMOHIT, ABCTPAIT, KAHAOM, IKAPCbKUX 3ACOBIB, LLIO 3A

INEPEJIIK

JopaTok 3
00 Haka3zy MiHicTepcTBa OXOpOHM 340pOB’s
nepepeecTpaL,io

YKpaiHu

«Mpo

NiKapcbkMXx 3acobiB  Ta
peecTpauinHnUX MaTepiafiB NikapcbKMX 3acobis,
SKi 3apeecTpoBaHi KOMMETEHTHMMW oOpraHamm
Cnony4yenux LUtatiB AMepukn, Benmkoi bpuTtanii,
LLisefuapcbkoi KoHdeaepalii, Anowii, Actpanii,
KaHagu, €sponeicbkoro Cotosy»
Big 11 avnHg 2026 pokky N2 945

LepKaBHy
BHECEHHS

3MiH g0

LLEHTPAJTI30BAHOIO MPOLEAYPOIO 3APEECTPOBAHI KOMMETEHTHUM OPIFAHOM EBPOIMENCBKOI O COKO3Y, AKUM BIAMOBJIEHO Y
3ATBEPIXXEHHI 3MIH O PEECTPALLIMHUX MATEPIAJIB TA BHECEHHI O IEPYKABHOI'O PEECTPY JIIKAPCbKUX 3ACOEIB

Ne Hassa MixHapoOoHa | Ha3sa ditoyoi | Koo ATX ®dopma surnyckKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Howmep
n/n | nikapcbko2 | HemameHmos pe4yosuHuU (nikapcbka npoyeoypa Bionycky peecmpayitiHo
0 3acoby aHa Ha3Ba* c¢hopma, 20
yrnakoska) nocsi0YeHHs1
17. €ENNOKC Bromfenac 6pomdeHak S01BC11 Kpanni ouHi, TOB YkpaiHa BUPOBHULTBO HimeuuunHa 3MiHa YacToTn Ta 3a UA/18429/01/01
HaTpito po3uuH, 0,9 mr/mn «BAYLU nikapcbKoro 3acoby, TEPMiHiB NOAAHHSA peyenmom
cekcBirigpar no 5 mny naswuyj XEJIC» nepBUHHE Ta BTOPUHHE

3 KpanesnbHuLelo,
no 1 naswui 3
KpanenbHULer y
KapTOHHI KopobLi

nakyBaHHs!, KOHTPO b
cepii, BunyckK cepii: Ap.
Fepxap MaHH XewMm.-
thapm. Pabpuk MM6X,
HimeuuunHa; ginbHuus,
Ha Skl NpoBOANTLCA
cTepwnisauis: BB®
CrepuniseiiwHcepsic
m6X, HimeuunHa,
iLeHTuikauia HaTpito
CynbiTy Ta KiflbKicHe
BU3HaUYeHHA: TBA
dapma M'M6X,
Himeuunna

perynspHo

OHOBJ/IKOBAHOrO 3BITY 3
6e3neku BigNOBIAHO

[0 nepiognyHoCTI

noAaHHs perynspHo

OHOB/IIOBAHUX 3BITIB 3
6e3nekn nikapcbkUx

3acobiB y €C.

* BidnosioHo Ao iHghopmayii ogiyitiHozo caiimy Lienmpy BOO3 rio criignpayi 8 Memodosozii cmamucmuyHux docsioxeHs (https://www.whocc.no/atc_ddd_index/)

HavyanbHUK



https://www.whocc.no/atc_ddd_index/
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dapManeBTUYHOr0 yIpaB/JIiHHA Onekcanpap I'PIIIEHKO
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