BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péoc lap - Tw do - Hanh phiic
S6: 24648¢/QLD-DK Ha Noi, ngay 29thang 08 nam 20 24

V/v thay d6i, bo sung d6i véi thube
da duoc cap GPKLH

Kinh gtri: Egis Pharmaceuticals Private Limited Company
Dia chi: 1106 Budapest, Kereszturi Ut 30-38, Hungary

Tra 101 ho so so tlep nhan so 92618/TT91 ngay 24/4/2024 va céc tai liéu lién
quan ciia cong ty vé viée thay doi, bo sung ddi véi thude da duogc cap gidy ding Ky
luu hanh;

Can cu Théng tu sd 08/2022/TT-BYT ngay 05/9/2022 cua B6 Y té quy dinh
viéc dang ky luu hanh thudc, nguyen lidu 1am thudc;

Can ct Bién ban tham dinh hd so thay ddi/bd sung cua cong ty, Cuc Quan ly
Dugc ¢6 y kién nhu sau:

Dong y voi ndi dung dé ngh1 thay d6i, bo sung duoc phé duyét kém theo cong
van nay doi v6i thude Pollezin, sé dang ky VN-20500-17.

Ngoai noi dung duoc phé duyét, cac ndi dung khac gitr nguyén nhu ho so ding
ky thudc luu tai Cuc Quan 1y Duoc.

Cac noi dung thay doi, bo sung néu trén dugc thyc hién ké tir ngdy ky cong van
nay. Riéng ndi dung thay d6i, sau 12 théang ké tir ngdy ky cong van ndy, cong ty
phai thyc hién theo ndi dung thay d6i da duoc phe duyét.

Cuc Quan ly Dugc théng bao dé cong ty biét va thuc hién dang c&c quy dinh vé
dang ky luu hanh thude./.

Noi nhén: KT. CUC TRUONG
- Nhu trén; PHO CUC TRUONG
- Cuc truong (dé b/c);

- Luu: VT, DKT ().
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Chi dinh, cach ding, chéng chi dinh va cac thong tin khac:
Xem trong t6' huéng dan st dung thudc kem theo.

Bao quan ¢ nhiét dé khdong qua 30°C.

Tiéu chudn chat lugng: TCCS

Co s& san xuét:
EGIS PHARMACEUTICALS PRIVATE LIMITED COMPANY
"EGIS Tru sd: 1106 Budapest, Keresztiri it 30-38., Hungary
Nha mdy: 1165 Budapest, Bokényfoldi ut 118-120., Hungary
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Chi dinh, cach dung, chdng chi dinh va cac thang tin khac:
Xem trong t& hwdng dan st dung thudc kem theo.

Bao quan ¢ nhiét do khéng quéa 30°C.

Tiéu chudn chat lugng: TCCS

Co s6 san xuat:
EGIS PHARMACEUTICALS PRIVATE LIMITED COMPANY
('EEIS Tru so: 1106 Budapest, Keresztiri it 30-38., Hungary
Nha mdy: 1165 Budapest, Bokényfaldi it 118-120., Hungary
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