BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUGC Poc Iap - Tu do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM I depetll dence - Freedor - Happincss

138A Gidng VG - Ha N§i - Viét Nam
Tol: 84.4.37366483/38464413 - Fax: 84435234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION
Tén thude : Gamalate B6
Name of Drug: . .
Thanh phan chinh, ham lugng  :Magnesium glutamate HBr, Acid gama amino butyric,
Active Ingredients, Strength: Acid gama amino beta hydroxy butyric, Pyridoxin HCI,
0,075mg;0,075mg;0,0379,0,037g
Qui cach déng goi, bao ché& : Hop 2, 6 vi x 10 vién nén bao
Packing Size, Dosage form:
Tigu chudn chét lugng : NSX
Qualily Specification:
Han ding : 60 thang
Shelt- life:

S6 giéy phép luu hanh sén phém (SBK)Z VN-15642-12

Marketing Authorization Number:

86 quyét dinh : 164/QB-QLD Ngay cap: 22/06/2012
Approval Decision Number: Date of Issuance:

Hiéu fyc clia gidly phép [uu hanh san phdm: c6 gié tri 05 nam k8 tir ngay cép
Expiration Date of this Marketing Authorization:

Tén nha san xuét * Ferrer Internacional S.A.

Name of Manufacturer: _

Dia chi : Joan Buscalla, 1-9 08173 Sant Cugat del Vallés,
Address; Barcelona., Spain

Sé dién thoal : S8 facsimile:

Tel. No. Fax. No.

Tén nha dang ky : Tedis

Name of Marketing Authorization Holder

Bia chi '8 bis, rue Colbert-ZAC Montavas 91320 Wissous,
Address: France

S8 dién thoal : S facsimile:

Tel. No. Fax. No.

Ha N6i, ngay 22 thang 06 ném 2012,

. CUC TRUGNG CUC QUAN LY bUgC
Ghi chul: (Note) GENERAL-DIRECTOR OF THE DRUG ADMINISRATION OF VIETNAM

1~ Gifly phép luu hanh san phdm nay duge ¢dp dua trén hé so " 1
dang ky da duge Cuc Quén Iy duge - B Y t& chdp nhén, ‘
This merkeling authorization has been issuad based on lhe dosslers
approved by tha Drug Administration of Vistnam.

2- T4t ca cac thay a8i vé: co sd san xu#lt, dang bao ché, ham
lugng, chi dinh... ddu phai ducge dang ky lai d8 cép gidy
phépmdi,

All changes to the manufacturing site, dosage form, strenglh, Indication,
el are subjoct to re-ragisiralion for a new marketing autherization.

3- Mau nhan da dudc duyét va td hudng dan sir dung duge
dinh k&m theo gidly phép nay.
The approved labels end packege inseri are aftached.




BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phuc
Sb: 7825e/QLD-PK Ha Noi, ngay 14 thang 05 nam 2021
Vv duy tri hiéu luc giay
dang ky luu hanh
Kinh gui: TEDIS
biachi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette, Phap

Cuc Quan Iy Duogc nhan duoc don dé nghi ngay 07/01/2021 va céc tai liéu
lién quan cta Cong ty vé viéc duy tri hiéu luc gidy dang ky luu hanh dbi Vo
thuéc Gamalate B6, s6 dang ky VN-15642-12 do Céng ty dang ky (Ma tiép
nhan: 24924/TT88);

Can cir Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo
Y té quy dinh viéc dang ky luu hanh thude, nguyén liéu l1am thudc;

Can ctr Thong tu s6 29/2020/TT-BYT ngay 31/12/2020 cua Bo truong Bo
Y té stra d6i, bo sung va bai bo mot s6 van ban quy pham phap luat do Bo truong
Bo6 Y té ban hanh, lién tich ban hanh;

Cuc QUan Iy Duoc ¢ y kién nhu sau:

1. Bong y dé cong ty duoc tiép tuc duy tri hiéu luc gidy dang ky luu hanh
12 thang ké tir ngay ky cong van nay ddi véi thudc Gamalate B6, sé diang ky
VN-15642-12.

2. Thubc dugc phép san xuat trong thoi han duy tri hiéu lyc gidy dang ky
luu hanh phai thuc hién theo ding ho so dang ky da duoc By Y té (Cuc Quan ly
Duoc) phé duyét va dugc phép luu hanh dén het han dung cua thudc. Co s dang
ky, co s& san Xuat phai dam bao duy tri cac diéu kién hoat dong cua co s& dang
Ky, co s& san xuit theo quy dinh.

3. Trong thoi han hiéu luc duy tri cta gidy dang ky luu hanh ci ma co s¢
dang ky duoc gia han glay dang ky luu hanh méi thi hiéu luc gidy dang ky luu
hanh cii duoc tlep tuc co hiéu luc ddng thoi Vo glay dang ky luu hanh maéi trong
06 thang ké tir ngay gidy dang ky luu hanh méi ¢ hiéu lyc.

Cuc Quan Iy Duoc thong béo dé cong ty biét va thuc hién theo dung cac
quy dinh hién hanh vé san xuat va leu hanh thuéc./.
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