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CONG HOA xA HOI CHU NGHiA VIET NAM. . .
I>Qcl~p - TI! do - H~nh phuc

BQYTE
cu QUliN LY nuoc

na N9i, ngayJ!1 thdng lcruim 2018

QUYETI>~NH
Ve viec ban hanh danh muc 04 thuoc mroc ngoai

(th oc co hoat chat, pho] hQP hoat chat Ian dau dang ky tal Vi¢t Nam - so
da g ky co hieu II!c 03 nam) dUQ'Ccap so dang ky hru hanh tal Vi¢t Nam -

1>Q1101

CVC TRDONGCVC QUAN LYDVQC

Can err Luat Dtroc ngay 06/4/2016;

Can cu Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh hue nang, nhiem vu, quyen hlp}va co cau t6 clurc cua B¢ Y te;

Can cu Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua BQtnrong BQY
te qu dinh cluic nang, nhiem vu, quyen hlp}va co cau t6 chirc cua Cue QUID ly
diroc uocBQY te;

Can cu Thong nr s6 44/2014!IT-BYT ngay 25/11/2014 cua BQ Y te quy
dinh v ec dang ky thuoc;

an cu y kien cua HQi dong nr van cap gifty dang ky hru hanh thu6e,
lieu lam thuoc - BQ Y te;

et d~ nghi eua TruOng Phong Dang ky thu6e - C\le QUIDly Duqe,

QUYET I>~NH:

ieu 1. Ban hanh kern thea Quyet dinh nay danh m\le 04 thu6e nuae
ngoru thu6e co hOl;ltchat IAnd~u, ph6i hqp hOl;ltchat l~n d~u dang ky tl;liVi~t
Nam - s6 dang ky co hi~u lve 03 nam) duqe cap s6 dang ky lUll hanh tl;liVi~t
Narn - qt 101.

ieu 2. Nha san xuat va eong ty dang ky thu6e co tnich nhi~rn eung cap
thu6e ao Vi~t Narn thea dung cae h6 so tru li~u da dang ky vro BQY teoS6 dang
ky duq BQY te Vi~t Nam cap phai duqe in len nhan thu6e. S6 dang ky co ky
hi~u V 3- ... -18 co gia tri 03 nam ke til ngay ky Quyet dinh.

ieu 3. Trong qua trlnh lUll hanh, eong ty dang ky thu6e, nha san xuat
phai p 6i hqp vro cae co sa di~u tq de thve hi~n thea dung cae quy dinh hi~n
hanh v thu6e ke don va thea d5i an toim hi~u qua, tae dl:lngkhong rnong mu6n
eua thu 'e tren nguai Vi~t Narn va t6ng hqp, bao eao thea dung quy dinh hi~n
h~mhm i06 thang ffi9t Hill v~ (\Ie Qmln ly Duqe.



Dietl 4. Nha san xuat va cong ty dang ky thuoc phai chap hanh dily du
phap luat cua mroc CHXHCN Viet Nam va cac quy dinh cua B¢ Y te v~ nhap
kh~u thuoc va hru hanh thuoc tai Viet Nam; neu co b~t cu thay d6i gi trong qua
trlnh hru hanh thuoc a mroc sa tai va a Viet Nam thi phai bao cao ngay cho Cue
Quan ly DUQ'c- B¢ Y te Viet Nam.

Di~u 5. D6i voi cac thuoc ban hanh kern thea quyet dinh nay va thuoc
danh muc thuoc dQc va nguyen lieu dQc lam thu6c thea quy dinh tai Thong nr
06/2017 ITT -BYT ngay 03/5/2017 cua BQY t~ vS viec ban hanh danh muc thuoc
dQcva nguyen lieu dQc lam thuoc; cong ty dang ky, co sa san xu~t phai c~p nhat
quy dinh vS thuoc dQc tren nhan va huang dful su dVng thea quy dinh t~i Thong
tu 01/2018/TT-BYT ngay 18/0112018 cua BQ Y t~ quy dinh ghi nhan thu6c,
nguyen li~u lam thu6c va to huang dful su dvng thu6c va chi duQ'c san xu~t, luu
hanh thu6c tren thi tntang sau khi Cvc Quan ly DuQ'c phe duy~t nQi dung c~p
nh~t nay.

Dietl 6. Quyet dinh nay co hi~u hJc k~tit ngay ky ban hanh.

Dietl 7. Giam doc sa Y te cac tinh, thanh pho tl1!c thu¢c trung UOllg,giam
doc nha san xuat va c6ng ty dang ky co thuoc t~ Di~u 1 chiu trach nhi~m thi
hanh Quyet diM nay./.

Noi nh~n:
- Nhu Di~u 7;
- B9 trubng Nguy~n 'fhi Kim Tie'n (de b/c);
- TT. Truong Qu6c Cubng (d8 b/c);
- C~c Quan Y - B9 Quoc Phong, ~c Y te - B¢ Cong ; , ,:~_ '-I.:
- C1;lCY te' Giao thOng v~ tii -B9 Giao thong v~ tai; ~\ \~'8.- c .. ~.:).-. (,J

- T6ng C1;lCHai quan - B¢ T~tichinh; ('> \. 'l;;,i.;..~·.:
- Bao hiem Xii h¢i Vi¢t Nam; 00-N \.':'
- V1;lPhap che', C1;lCKhoa h<;>ccong ngh¢ va Dao t~o, ~c Quat'Pl... ~
ly Kham, chua b¢nh - B¢ Y te', Thanh tra B9 Y te';
- Vi¢n KN thuoc TW, Vi¢n KN thuoc TP. HCM;
- T6ng COng ty DuQ'cVN;
- Cac cong ty XNK DuQ'cphfun;
- cac B¢nh vi¢n va Vi¢n co giuOng b¢nh trl!c thu()c B9 Y te;
- Website cua Ct;1CQLD, T~p chi DuQ'cva MP - Ct;1CQLD;
- LUll: VT, KDD, DKT(lO).

CVCTRUONG
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BO'TE
CVC QuAN LY DUQC

CONGHOAxA HOI cnu NGHlA VIeT NAM
DQcl~p - TVdo - Hanh phtic

DANHMlJC 04 THUOCWOC NGOAl c6 HO~T CHATLANDAD, PHOIHOPHO~T CHAT
LANDADDANGKYDVOC cAP SODANGKY uru HANHHIeD LVC 03 NA.M- DOT 101

Ban hanh kern theo quyet dinh s6~.1~-lJQD-QLD,ngay)3../J.f),./.J.().d.,~

1. Cong y dang Icy: A. Menarini Singapore Pte. Ltd (Die: 30 Pasir Panjang Road, # 08-32
Mapletre Business City, (117440) - Singapore)

1.1Nha an xuit: Laboratorios Menarini, S.A. (Dlc: Alfons XII 587, 08918-Badalona
(Barcelo ~a)- Spain)

Ten thuac sa dang kYSTT

1 Sympal

Hoat chAt chinh -
Ham IU'Q1lg

Dang bao Tuai Tieu
ch~ thQ chu§n

Quy cach
dong goi

Dexketoprofen
(duoi dang
Dexketoprofen
trometamol) 25mg

BQt c6m pha 36 NSX HQp 10,20 goi
d';1ngdich thang
uong

VN3-93-18

2. Cdng tv dang Icy: Egis Pharmaceuticals Private Limited Company (Dlc: 1106 Budapest,
Kereszturi ut, 30-38 - Hungary)

2.1Nha ~an xuit: Egis Pharmaceuticals Private Limited Company (Ei/c: 1165Budapest,
Bokenyfo di ut 118-120 - Hungary)

11 thuBc Hoat ch§t chinh - Dang bao Tuai Tieu Quy each Sa dang kYSTT Te Ham IU'Q1lg ch~ the chu§n dong g6i

2 Aripegis Aripiprazole 10rng Vien nen 36 NSX HQP2 vi x 14 VN3-94-18
thang vien

3. Cong 1; dang Icy: Lundbeck Export AfS (Die: Ottiliavej 9DK-2500 Copenhagen - Valby. -
Denmark)

3.1 Nha san xuit: RottendorfPharma GmbH (Die: Ostenfelder Str. 51-61D-59320 Ennigerloh.
- German ~

STT rs thuBc SBdang ky

Memantin (duoi
dang Mematin
hydrochlorid 1Omg)
8,31mg

Hoat ch§t chinh -
Ham IU'Q1lg

Dang bao Tuai Tieu
ch~ thQ chu§n

Quy each
dong goi

3 Ebixa (dong goi: Merz
Pharma GrpbH & Co.
KGaA, dia chi:
Ludwigstr sse 22,

Vien nen bao 48 NSX
phim thang

Trang I

H9P 4 vi x 14
vien

VN3-95-18

I



• j

D-64354 Reinhim,
Germany; Xuftt xirong:
Lundbeck Export AlS;
dia chi: Ottiliavej 9
DK-2500 Copenhagen-
Valby, Denmark)

--- ----------1---------- ----- 1--- --- ------- --------
4 Ebixa (dong goi: Merz Memantin (diroi Vien nen bao 48 NSX H9P 4 vi x 14 VN3-96-18

Pharma GmbH & Co. dang Mematin phim thang vien
KGaA, dia chi: hydrochlorid 20mg)
Ludwigstrasse 22, 16,62mg
D-64354 Reinhim,
Germany; XuAtxirong:
Lundbeck Export AlS;
dia chi: Ottiliavej 9
DK-2S00 Copenhagen -
Valby, Denmark)

Trang 2


