MEPENIK
NIKAPCbKUNX 3ACOBIB LWOA0 AKX 3ABEPLUEHO PO3rNA4 PEECTPALINHNX MATEPIANIB NPO BHECEHHSA 3MIH A0
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBW, AKI 3APEECTPOBAHI
KOMNETEHTHUMW OPFAHAMW CMOJTYYEHUX LUTATIB AMEPUKW, BE/IMKOI BPUTAHII, LUBENLAPCbKOI KOH®ELEPALLI,
ANOHII, ABCTPANII, KAHAAWN, NNIKAPCbKNX 3ACOBIB, LLIO 3A LLEEHTPAJTISOBAHOIO MPOLIEAYPOIO 3APEECTPOBAHI
KOMMETEHTHUAM OPIFAHOM EBPOMENCBLKOIrO COK3Y

Ne Hassa MixHapoo Hassa Koo dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyedypa Bionycky peecmpayitiHo2o
3acoby HerlameH | pe4yoBUHU yrnakoska) nocsioYeHHs
mosaHa
Hassa*
1. TPIMBOY Formoterol | 6eknomeT | RO3AL | po3uuH Ans iHransawii K'esi AscTpist BTopuHHe AscTpisi/ Type Il - B.Il.b.3.b:  Ba peyenmom UA/21075/01/01
, a30Hy 09 nig Tuckom, 87+5+9 dapmac'toTike nakyBaHHs (36ip dpaHuisn/ Substantial changes
glycopyrro | aunponioH MKr/,03y; n3 rméx HanoBHEHMNX ITanis to a manufacturing
nium at, no 120 po3y KOHTEliHepiB Ta process that may
bromide dopmoTep KOHTeliHepi; no 1 nakyBaHHs): have a significant
and ony KOHTEliHepy 3 I.J1. dapma impact on the
beclometa | cymapary [03YH04MM K/1anaHom 'M6X, ABCTpIsi; quality, safety and
sone ourigpat B N1aCTMKOBOMY Bupo6bHMuTBO, efficacy of the
Ta iHranaTopi i3 nepBuHHE medicinal product -
rNiKOMipoHi BOYyA0BaHNMM nakyBaHHs, Substantial changes
n(y NiYNIbHUKOM [03 i BTOPVHHE to the manufacturing
BUrNAAI PO3NUIIOIYO0I0 nakyBaHHs (36ip process of the
rNiKOMipoHi HacafKoto Ta HanoBHEHUX finished product
10 3aXMCHMM KOBMAYKoM KOHTeliHepiB Ta related to reversing
6pomiay) Y KapTOHHiIli kopobLi 3 nakyBaHHs), the order of active
MapKyBaHHAM KOHTpO/b cepil, substance and HCI
iHO3EeMHUMK MOBaMMU BUNYCK cepil: addition in the bulk
3i CTUKEpPOM K'esi C.A.C., manufacturing of the
YKparlHCbKOI MOBOIO; PpaHLs; inhalation solution
no 180 go3y Bunyck cepii: and to introduce a
KOHTeliHepi; no 1 K'esi filtration step in the
KOHTEliHepy 3 dapmac'ioTikens bulk solution
[03YH4UMM K/1anaHom 'M6X, ABCTpISi; preparation phase.
B MN1aCTUKOBOMY Bnpo6HuuTBO, Both changes are
iHransaTopi i3 nepBuHHe aimed at reducing
BOYOBaHUM nakyBaHHs, the potential
iHOuKaToOpoOM 03 i BTOPVHHE formation of
PO3MUOIYOI0 nakysaHHs (36ip undissolved
HacagKot Ta HanoBHEHMNX formoterol- related
3aXUCHMM KOBMavKoM KOHTeliHepiB Ta particles in the
Y KapTOHHii KopobL,i 3 nakyBaHHs), finished product.
MapKyBaHHAM KOHTPO/b Cepil,
iHO3eMH1MU MOBamu BUMYCK cepii:
3i CTUKEpOM K'esi
YKPaiHCbKOK MOBOIO; dapmaveyTuLi




Ne Hassa MixxHapoo Hassa Koo ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyedypa Bionycky peecmpayitiHo2zo
3acoby HernameH | pe4yosUHU yrnakoska) nocsioyeHHs
mosaHa
Hassa*
no 120 po3y C.n.A,, Itanis

KOHTeliHepi; no 1
KOHTeliHepy 3
[03YI0UUM K/lanaHom
B M1aCTUKOBOMY
iHranaTopi i3
BOYA0BaHNMM
NiYnNNbHUKOM 003 i
PO3NUIOIYOI0
Hacagkow Ta
3aXMCHUM KOBMAYKOM
Y KapTOHHiIl kopobL,i 3
MapKyBaHHAM
YKPaiHCbLKO MOBOIO;
no 180 go3y
KOHTeliHepi; no 1
KOHTEliHepy 3
[03Y4MM KnanaHom
B MN1aCTVKOBOMY
iHranaTopi i3
BOYAOBaHUM
iHOVKaTOpOM A03 i
PO3NMIOKYHOI0
Hacafkoto Ta
3aXMCHUM KOBMAYKOM
Y KapTOHHiIli kopobLi 3
MapKyBaHHAM
YKPaiHCbKOK MOBOK




