NMEPENIK

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

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

KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3assHuK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka BionyckKy peecmpayiliHo2o
3acoby ¢hopma, nocsio4yeHHs
ynakoska)
1. NAPCABIB™ PO34MH ANns AMIKEH HigepnaHgn MapKyBaHHs1, BTOPVHHE Higepnangu/ A.4 type IA - Administrative change - 3a UA/17068/01/01
iH'ekyii, 5 mr/mn; €spona b.B. nakyBaHHs, BUMYCK cepii: Ipnangis/ Change in the name and/or address of a peuyenmom
no 0,5 mn (2,5 mr) AmpxeH €spona b.B., CLWA manufacturer or an ASMF holder or

y thrakoHi, no 6
dhnakoHiB y
KapTOHHil
Kopobui; no 1 mn
(5 ™mr) y donakoHi,
no 6 doakoHiB y
KapTOHHIN
KOpoo6Li; no 2 mn
(10 mr) y dpnakoHi,
no 6 chsiakoHiB y
KapTOHHiA Kopoo6Li

HigepnaHaw;
KOHTPO/b AKOCTi Npnt
BUMYCKY:

AMIKeH TekHonoaXxi
(AleneHp) AHnimitTeq
KomnaHi, Ipnangis;
BUPOBHWNLITBO, NEPBUHHE
nakyBaHHS, KOHTPO/b AKOCTI
Ta BUNPO6YBaHHSA
cTabinbHOCTI:
MaTeoH MaHydekuypiHr
Cepsices En.En.Ci., CLUA;
BUPOBHWNLITBO, NEPBUHHE
nakyBaHHS, KOHTPO/b AKOCTI
Ta BUNPO6YBaHHSA
cTabinbHOCTI:
AmvmkeH MaHydekyypiHr
Nrta, CWA

supplier of the AS, starting material,
reagent or intermediate used in the
manufacture of the AS or manufacturer of
a novel excipient.

A.4 - To change the name of the site
responsible for supplying the starting
material N-(9-fluorenylmethoxy carbonyl)-
Dalanine monohydrate, used in the
manufacturing process of the active
substance, from Suzhou Tianma Specialty
Chemicals Co., Ltd., 199 East Huayuan
Road, Mudu Town, 215101, Suzhou,
China (corporate address), to Zenji
Pharmaceuticals (Suzhou) Ltd., No. 122,
Xuging Road, Xuguan Town, Suzhou,
Jiangsu, China (manufacturing address).
There is no change in the location of the
site.

A.4 type A - Administrative change -
Change in the name and/or address of a
manufacturer or an ASMF holder or
supplier of the AS, starting material,
reagent or intermediate used in the
manufacture of the AS or manufacturer of
a novel excipient.

To update the name and the address of
the site responsible for quality control
testing of the active substance, from Labor
L+S AG Mangelsfeld 4-6, Bad Bocklet,
Bavaria 97708, Germany, to Labor LS SE
& Co. KG, Mangelsfeld 4, 5, 6, 97708 Bad
Bocklet-Grossenbrach, Germany. There is
no change in the location of the site.




