NMEPENIK

NIKAPCbKUNX 3ACOBIB LWOA0 AKX 3ABEPLUEHO PO3rNA4 PEECTPALINHNX MATEPIANIB NPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBW, AKI 3APEECTPOBAHI

KOMMNETEHTHMMW OPTAHAMW CMONYYEHUX LUTATIB AMEPUKW, BETMKOI BPUTAHII, LUBENLAPCbBKOI KOH®EAEPALII,

ANOHII, ABCTPANII, KAHAAWN, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPANIBOBAHOIO NMPOLIEAYPOLIO 3APEECTPOBAHI
KOMMETEHTHM OPITrAHOM €BPOMENCBKOIo COKO3Y

60 ry Ty6i, no 1 Ty6i B
KapTOHHI Kopoo6Lii; Mo
100 r y Ty6i, no 1 Ty6i
B KQPTOHHIlA KOpo6Li

JocnipKeHHsA
CTabifbHOCTI:
Bayw Xenc
KomnaHic IHk.,
KaHaga;

AnbTepHaTuBHa
LiNbHUUSA, Ha 5K
npoBOAATLCA
MiKpo6iooriyHi
LOCNIDKEHHS:
Macudik bio/labe
(MB), CnonyuyeHi
LTatn AMepuku;

LinbHnuA, Ha skl
npoBOAATLCA
BMNPOGYBaHHS
po3mipy Kpanesnb
eMy/IbCil:
MapTukan
TekHonogxu Nlabe
(NT), CnonyueHi
LWtatn AmMepuku;

AnbTepHaTUBHI
OiNbHAL, Ha AKNX
npoBOAATLCA
BMNPOOGYBaHHS
[LO0NOMDKHUX
pPeYoBUH:
EnemeHTt
Maripianc

npogykTamu Ta
NiKapCbKUmmn
3acob6amu CLUA
(FDA) y cknagij
rpynoBoi A04aTKOBOI
3asBku (grouped
supplemental New
Drug Application) 3a
Kateropieto Changes
Being Effected in 0
Days (CBE 0).
3MiHa nepenbavae
BU/TYYEHHSI
BMpO6HMKa Bayw
Xenc Amepukac
IHK. / Bausch Health
Americas, Inc.,
po3TaLloBaHoro 3a
afpecoto: 1330
PenByg Beif,
Metanyma,
KanidpopHisi 94954,
CnonyueHi LWtatn
Amepukm / 1330
Redwood Way,
Petaluma, California
94954, United
States of America.
®yHKLiT BUPOBHUKA:
anbTepHaTMBHA
OiNbHWLA, Ha sKili
NpoBOAUTLCSA
BXiIHNIi KOHTPO/b

Ne Hassa MixxHapoo Ha3ssa Koo dopma sunycky 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa Ymosu Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyeodypa Bionycky peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU ynakoska) nocBiOYeHHs
mosaHa
Hassa*
1. OYOBPII™ Tazaroten | rano6etas | DO5A NOCbLIOH, TOB "BAYLU Ykpaina Bupo6HuuTBO, Kanapa/ 3MiHy nogaHo Ao 3a UA/18956/01/01
e and ony X55 0,01%/0,045%; no 45 XENC nakyBaHHs, CnonyJeHi YnpasniHHa 3 peyenmom
ulobetasol | nponioHar, ryTy6i, no 1 1y6i B YKPAIHA" MapKyBaHHS, LWratn KOHTPO/II0 3a
TasapoTeH KapTOHHil Kopobuj; no BUMYyCK cepii Ta Amepukn Xap4oByMU




Ne Hassa MixxHapoo Hassa Koo ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyeoypa Bionycky peecmpayiliHo2o
3acoby HenameH | pe4yosUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
TeKkHOMo4XM akocTi Adl, Ta
KaHapa [HK., anbTepHaTuBHa
KaHapa; OiNbHUUS, Ha AKil
NpoBOAATLCA BUMYCK
EcxiEc KaHaga cepiii Ta
IHK., KaHaga; LOCNiMKEeHH:A
cTabinbHoCTi
EcxiEc KaHaga roToBOrO
IHK., KaHaga; NiKapcbKoro 3acoby.
BignosigHo
Heodhapm Nabe OHOBJ/IEHO PO34i/
IHK., KaHaga 3.28.21
Manufacturer(s) gns
BMPOGHUKa AdI
rano6ertasony

nponioHaTy Hovione
FarmaCiencia S.A.,
MopTyranis, Ta gns
BMPO6HMKa AdDI
TaszapoteHy PCAS
Finland Oy,
PiHNAHAIA, a TaKoX
po3gin 3.2.P.3.1
Manufacturer(s).
3MiH y po3gini
3.25S5.21
Manufacturer(s) gns
BMPO6HMKa AdDI
ranobetasony
nponioHaty Sterling
S.p.A,, Itanisa, Ta
Ons BupobHuka Ad|
TaszapoTteHy Olon
S.p.A,, ITanis, He
Big6yocs.
[opaTtkoBo B po3gini
3.28.21
Manufacturer(s) ans
BMpOGHUKa AdI
rano6ertasony
nponioHaTy Hovione
FarmaCiencia S.A.,
MopTyranis, Ta
BMPOGHUKa AdI
TasapoteHy PCAS

Finland Oy,




aHrNilicbkoo MOBOIO;
no 1 pnakoHy B
KapTOHHI Kopo6ui 3
MapKyBaHHAM
HiMeLbKOI MOBOIO 3i
CTUKEPOM
YKpPaiHCbKO MOBOKO

npv BUNYCKY,
BMNPOGYBaHHA Ha
CTabiNbHICTb,
nepBuHHe
nakyBaHHS:
MarteoH Itanis
C.n.A,, Itanis
BMNPOGYBaHHSA
npv BUNYCKY,
BUNYyCK cepil,
BTOPVHHE
nakyBaHHs,
36epiraHHs Ta
ancTpubyuis:
K'esi
dapmaveyTuLi
C.n.A., lTanis
BMNpPOGYBaHHSA
npv BUNYCKy:
e HEBUAUMI
4acTku:
KoHdhapma
®paHuis -
Fomb6ypr, ®paHuis
NAN-TecT,
HEBUAUMI YacTKu,
BMNpPOGYBaHHSA
LinicHoCTi
cmucTemu
KOHTelHep/3aKyno
ptoBasibHWIA 3aci6:
€spochiHc bionab
Cpn, ITanis

of an active
substance, starting
material/reagent/inte
rmediate used in the
manufacturing
process of the active
substance - Q.l.b.1.z
Other variation
Q.l.b.1.z type IB: To
delete the test for
total organic carbon
(TOC) from the
control of the raw
materials
Verd.P._HPW_001_
0.2 pm filtr. and
Verd.P._WFI_001_0
.2 um filtr. used as
process solvents in
the manufacturing
process of the active
substance
velmanase alfa.

Ne Hassa MixxHapoo Hassa Koo ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyeoypa Bionycky peecmpayiliHo2o
3acoby HenameH | pe4yosUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
PiHNAHAIA, a TaKoX
y po3gini 3.2.P.3.1
Manufacturer(s)
BHECEHO He3HauHI
3MiHN B KOHTaKTHUX
OaHNX BUPOBHNYMX
OiNbHULb.
2. NAM3ELE Velmanas | BenmaHas | A16A NMOPOLLOK A1 PO3UUHY K'e3i ABCTpiIfA BMPOGHMLTBO ITania/ Q.l.b.1.z Change in 3a UA/18519/01/01
e alfa a anba B15 Ans iHdoy3iii, 10 mr; no | ®apmac'toTike nikapcbKoro PpaHuin the specification peyenmom
10 mr y chnakoHi 3 n3 rv6Xx 3acoby, attribute and/or
MapKyBaHHAM BUNPOOYBaHHA acceptance criteria




