NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALINHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, BEJIMKOI BPUTAHII, LUBENLAPCBHKOI KOH®EAEPALLI,

AMNOHII, ABCTPA/II, KAHAAWN, NIKAPCbKNX 3ACOBIB, LLO 3A LLEEHTPANISOBAHOLO MNMPOLIEAYPOIO 3APEECTPOBAHI
KOMMETEHTHM OPIrAHOM €BPOMNENCBKOIO COKO3Y

Ne Hassa MixHapoo Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Howmep
n/n JliKapcbK0o20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyeodypa Bionycky peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU yrnakosKa) nocBi0YeHHs
mosaHa
Hassa*
1. ENNOKC Bromfenac | 6pomdeH S01B Kpanni O4Hi, PO34uH, TOB «BAYL Ykpaina BMPOGHMLITBO HimeuunHa 3MiHa YacTotn Ta 3a UA/18429/01/01
ak HaTpito C11 0,9 mr/Mnno5mny XE/IC» nikapcbKoro TepMiHiB NogaHHsA peyenmom
CeKcBirigp nAswui 3 3acoby, NnepBuHHE perynsipHo
ar KpanenbHuueto, no 1 Ta BTOPWHHE OHOB/I0BAHOTO
naawyi 3 nakyBaHHs, 3BITY 3 6e3neku
KpanesibHULer y KOHTPO/b Cepil, BiANOBIAHO A0
KapTOHHIlA KopoobLi BMNyck cepii: 4p. nepioanYHOCTI
Fepxapa MaHH nogaHHA
XeMm.-thbapm. perynsipHo
dabpuk M'M6X, OHOB/THOBaHUX
HimeuumnHa,; 3BITiB 3 6e3nekn
OiNbHMUSA, Ha SKil NiKapCbKnx
npoBoANTLCA 3acob6iB y EC.
cTepunisauis:
BBd
CrepuniseiiiHcep
Bic M'M6X,
HimeuunHa;
ineHTudikauisn
HaTpito cynbity
Ta KiflbkicHe
BU3HaYeHHA: TBA
dapma M'v6X,
Himeyunna
2. KABA3UTAK Cabazitax | kabasutak | LO1C KOHUeHTpaT ans EBEP ABCTpIs BMPOBHULITBO HimeuuunHa 3MiHV nonaralTb 3a UA/19145/01/01
CEN EBEP el cen D04 PO34MHY ON15 iH'eKUI, Baninmpxekr roToBOro B Takomy: peyenmom
DPAPMA no 10 mr/mn, eX nikapcbkoro - AofaBaHHs
no 4,5 mn (45 mr 3acoby 3a NOBHUM BUpOGHMKa AdI
KabasuTakceny) y LUKIOM: Indena S.p.A,,
chnakoHi 3 EBEP dapma EHa Italy;
6e36apBHOro ckna 'M6X, HimeuunHa - BUNYYEHHA
(ripponiTnynuii knac 1), BMPOOHUKa A
3aKpuTUiA Cipoto BMPOGHMLTBO Chongging Taihao
npo6Koto 3 roToBOro Pharmaceutical
6poM6YTMNOBOI rymMK, nikapcbkoro Co,, Ltd. A
06TUCHEHWI 3aco6y 3a NOBHUM Division of
aNoMiHIEBOIO LMKNOM: Polymed

KPULLKOIO 3 6ipto30BUM

EBEP ®apma €Ha

Therapeutics Inc.,




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4yosUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
koBnaykom Tuny "flip- 'm6X, HimeuunHa China;
off"; no 1 donakoHy y - BUNpaB/eHs
KapTOHHI KopobL; oApyKy po3aini
no 5 mn (50 mr 3.2.P.5.2.
kabasuTakceny) y KinbkicHe
onakoHi 3 BU3HAYEHHS
6e36apBHOro ckna TaHony
(rigponiTnuHwnii knac 1), Lia 3miHa
3aKpUTUIA Cipoto cTocyeTbeA
npoo6Koto 3 METOAIB KOHTPO/I0
6pOMOYTMMIOBOI rymMu, AKOCTi Ta
06TUCHEHW

a/IIOMIHIEBOIO
KPWLLIKOIO 3 YEPBOHMM
koBnaykom Tuny "flip-
off'; no 1 donakoHy y
KapTOHHI Kopo6Lj;
no 6 mn (60 mr
KabasuTakceny) y
chnakoHi 3
6e36apBHOro ckna
(rigponiTuynnii knac 1),
3aKpuTHii Cipoto
npo6Koto 3
6pomMOYTWIOBOI F'ymMu,
06TVCHeHUIi
a/IOMIHIEBOIO
KPYILLKOO 3 XXOBTUM
koBnayvkom Tuny “flip-
off"; no 1 chnakoHy y
KapTOHHI Kopobuical

npu3BoAUTL A0
BHECEHHS 3MiH [0
Liboro
peecTpauiiiHoro
[OKyMeHTa.
BBegeHHs 3MiH
npoTArom 6-tn
micsuiB nicns
3aTBEPAKEHHS.
3MmiHa qoyHKUil
ANns BUPOBHMKa
roToBOro
nNiKapcbkoro
3acoby EBEP
dapma EHa ['M6X
Bptoccenep LWTp.
18, €Ha TiopiHris,
07747,
HimeuumnHa:
JonasaHHs
doyHKL,
"BunpobyBaHHs
KOHTPOJIO SKOCTI
Ta Bunyck cepii”
B pesynbTtari
BHECEHHS 3MiH
BMPOGHUK N3
EBEP ®apma €Ha
v6X (Bptoccenep
LTp. 18, EHa,
TiopiHria, 07747,
HimeuunHa) 6yae
BUKOHYBaTN
BUPOBHULTBO,
nakyBaHHs,




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4osUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
MapKyBaHHs,
KOHTPO/1b

NiKapcbkoro
3acoby 3a NOBHUM
LMKNOM. Y 3B?53KY

3 UMM NPOCUMO
3a3HaunNTV OYHKLT
LibOro BUPOGHUKa
AK «BUPOBHMLTBO
roTOBOrO
nikapcbkoro
3acoby 3a NOBHUM

LMKIOM» NO

aHanorii 3
doyHKLiAMN

BKa3aHNMU B

PeecTpauiiHomy
nocBigYeHHi ans
3aTBEPL)KEHOr0
Bupo6Hnka EBEP
dapma €Ha MTM6X
(OtTo-LWoTT-LTp.
15, €Ha, TtopiHris,
07743,
HimeuunHa).
3a3HaueHi 3MiHu
CTOCYHOTbCS
peecTpauinHoro

NoCBigYEHHS,

IHCTPYKLT anA

MeANYHOro
3aCTOCYBaHHS,
TeKcTy
MapKyBaHHS,
MeTOZjB KOHTPO/0
SAKOCTi Ta
npu3BOAATb [0
BHECEHHS 3MiH [0
Lmx
peecTpauinHmx
[LOKYMEHTIB.
BBeneHHs 3MiH
NpPOTArom 6-1n
MicauiB nmicns
3aTBEPAKEHHS.

3miHa doyHKUIN




Ne
n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsi0YeHHs

ANns BUPOBHMKa
roToBOro
NiKapcbkoro
3acoby EBEP
dapma EHa ['M6X
Bptoccenep LWTp.
18, €Ha TiopiHris,
07747,
HimeuumnHa:
JonasaHHs
doyHKL,
"BUPOGHULTBO ,
nakyBaHHs Ta
MapKyBaHHA" Ta B
3MiHax y npoveci
BMPOGHULTBA
nikapcbkoro
3acoby,
BK/IOYa0UN
36iMbLUEHHSA
MaKCMMaslbHOro
po3mipy cepii fo
57 niTpiB Ha
3anponoHoBaHil
BMPOGHMNUIi
LinbHUL.

B pesynbTtari
BHECEHHS 3MiH
BMPOGHUK N3
EBEP ®apma €Ha
v6X (Bptoccenep
LTp. 18, EHa,
TiopiHria, 07747,
HimeuunHa) 6yae
BUKOHYBaTN
BUPOBHULTBO,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b
nNiKapcbkoro
3acoby 3a NoBHUM
LMKIOM. Y 3B?43KYy
3 UMM NPOCMMO
3a3HauNTV OyHKLT
LibOro BUPOGHUKA
AK «BUPOBOHNLTBO




Ne
n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsi0YeHHs

roTOBOro
nikapcbkoro
3acoby 3a NOBHUM
LMK/IOM» NO
aHanorii 3
doyHKLiAMN
BKa3aH1MU B
PeecTpauiiHomy
nocBigYeHHi ans
3aTBEPLXEHOTO
Bupo6Hnka EBEP
dapma €Ha TM6X
(OtTo-LWoTT-LTp.
15, €Ha, TtopiHris,
07743,
HimeuuunHa).
3a3HaueHi 3MiHu
cTocytTbCA
peecTpauinHoro
NoCBigYEHHS,
IHCTPYKLT anA
MeANYHOro
3aCTOCYBaHHS,
TeKcTy
MapKyBaHHS,
MeTOZjB KOHTPO/0
SAKOCTi Ta
npu3BOAATb [0
BHECEHHS 3MiH [0
Lmx
peecTpauinHmx
[LOKYMEHTIB.
BBeneHHs 3MiH
NpPOTArom 6-1n
MicauiB nmicns
3aTBEPAKEHHS.

NPUBIAKEH

Immunogl|
obulins,
normal

human, for

intravascul
ar adm.

iMyHOrno6
YNiH
NOACHKNIA
HOPMaJTbH
win ans
BHYTPILLIHb
0CYyJVHHOT
0
BBE/eHHS

JO6BA

pO34nH ANs iHdysiit
100 mr/mn (10 %), no
25 mn, 50 mn, 100 mn,
200 mn, abo 400 mny
hnakoHax, no 1
(h/1aKOHY B KapTOHHii
Kopobu,i

LICN Bepinr
Al

LLiseiuapi
b

BMPOGHMLTBO
Hepo3acoBaHol
NpoAyKLUiT,
nepBuHHe
naxkyBaHHs
(acentnyHe
HanoBHEHHS),
KOHTPO/b AKOCTI,
Bunyck cepii: LICN
BepiHr AT,

LLiBefuapis

BHECEHHS 3MiH 0
peecTpauiiHnx
martepianis:
YTOUYHEHHSA
HanucaHHA
Lio4oi pevyoBUHU
B Hakasi MO3
YKpaiHu Ne 787
Big 12.06.2026 B
npoueci

3a
peyerimom

UA/18357/01/01




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4osUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
LLiBeliapisi; BHECEHHSA 3MiH
BTOPUHHE (Bmitn I Tall
nakysaHHs: LICJ1 Tuny,C.1.4.11. SL
BepiHr AT, Behring (CSL) is
LLiBefiuapis proposing the

addition of a class
monitoring
precaution for
recurrent Aseptic
Meningitis
Syndrome (AMS),
associated with
IVIg treatment,
potentially
progressing to
brain oedema
(cerebral
oedema). 3miHU
BHeCeHo 10
po3gainis
"Oco6nnBOCTi
3acTocyBaHHsa" Ta
"Mob6iuHi peakwyji"
IHCTPYKLT anA
MeaNYHOro
3acToCyBaHHSA
nNiKapcbkoro
3acoby, a came
LLIOZI0 MOHITOPUHTY
npenapary npu
CUHAPOMI
peumnavByHoro
acenTU4yHoro
MeHiHriTy (CAM),
nos'a3aHomy 3
nikyBaHHsm 1VIg,
AKWIA NOTEHUIAHO
nporpecye fo
Habpsky MO3KY).
Pepaxuisi B Hakasi
- BiNOK NtoACLKOT
nnasmu. BipHa
pefakuis -
iMyHOrno6yni
NOACHKNIA
HOpMa/ibHWI Ans




BHYTPILUHLOCY AWH
HOTO BBEAEHHSI.




