BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap — Tu do — Hanh phiic
Sé: 528 /QP-QLD Ha N¢i, ngay 10 thdngo9 nam 2021
QUYET PINH

Vé viéc sira doi thong tin tai Danh muc thudc dwoc cap gidy ding ky lwu
hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy diang Ky luu
hanh cua Cuc Quéan ly Dwgc

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc s6 105/2016/0H13 ngay 06/4/2016;

Can cit Nghi dinh s 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phii
quy dinh chivc ndng, nhiém vu, quyén han va co cdu té chirc ciia Bé Y té,

Can cit Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii
quy dinh chi tiét mét sé dieu va bién phap thi hanh Ludt Dwoc;

Can cit Nghi dinh sé 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii
sika doi, b6 sung mot so quy dinh lién quan dén diéu kién dau tw kinh doanh
thudc pham vi quan 1y nha nwée ciia B6 Y té;

Can cir Nghi dinh s6 30/2020/NP-CP ngay 05/3/2020 ciia Chinh phii vé
cong tdac van thuy;

Can civ Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia BY trudng
Bé Y té quy dinh viéc ding ky heu hanh thuoc, nguyén liéu lam thudc;

Can civ Théng tw s6 29/2020/TT-BYT ngay 31/12/2020 ciia BY trudng
B§ Y té sira doi, b6 sung va bdi bé mét s6 van ban quy pham phdp ludt do B
truong Bo 'Y té ban hanh, lién tich ban hanh;

Can cir vao hé so diang ky luu hanh thudce lwu tai Cuc Quan Iy Dwoc;

Theo dé nghi ciia Trieong phong Pang ky thuéc, Cuc Quan Iy Duorc.

QUYET PINH:

Piéu 1. Stra d6i mot sé thong tin tai Danh muc thude dugc cip gidy
dang ky luu hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap giay
dang ky Iuu hanh ctia Cuc Quan 1y Dugc (Danh muc cu thé tai Phyu luc kém
theo Quyét dinh nay).

Cac thong tin khac tai Danh muc thudc duogc cip gidy diang ky luu hanh
tai Viét Nam ban hanh kém theo cic Quyét dinh cép gidy dang ky luu hanh
thudc tai Phu luc kém theo Quyét dinh nay khong thay doi.



Piéu 2. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 3. Giam ddc S¢ Y té cac tinh, thanh phd truc thudc Trung wong va
Giam dbc co s¢ san xuat va co s¢ dang ky co6 thudce tai Diéu 1 chiu trach nhi¢m
thi hanh Quy¢ét dinh nay./.

Noi nhgn: KT. CUC TRUONG
- Nhu Dicu 3;
- B truéng BYT (dé bc); PHO CUC TRUONG
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N/ cuc

- Cuc tru:orng Vil Tuan Cuong (dé blc);

- Cuc Y té GTVT B0 Giao thong van tai; Tong Cuc Hal
quan - B¢ Tai chinh;

- Bao hiém xa hoi Viét Nam;

-B06 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra ‘Vguyen Thanh Lam
Bo;

- Vién KN thuée TW, Vién KN thudc TP. HCM;

- Téng Cong ty Dugc Viét Nam — Cong ty CP; Céc cong

ty XNK duogc pham;

- Cac Bénh vién, Vién c6 giwong bénh tryc thudc BYT;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCTTra, VP Cuc; Website Cuc QLD;

- Luu: VT, BKT.




PHU LUC

Danh muc cic thong tin sira doi clia cic thudc duge cip gidy ding ky luu hanh tai Viét Nam
ban hanh kém theo cac Quyét dinh cap giay dang ky luu hanh cia Cuc Quéin ly Dwgc

(Ban hanh kém theo Quyét dinh s

1. Quyét dinh s6 92/QP-QLD ngay 22/03/2012:

528

/QDb-QLD ngay 10 /09 /2021)

STT

Tén thube

Co sé dang ky

S6 ding ky

Noi dung sira doi

Thong tin tai danh muc da
ban hanh

Théng tin sira d6i

Tracutil

B. Braun Medical
Industries Sdn. Bhd

VN-14919-12

Dang bao ché

Dung dich tiém truyén

Dung dich dam dac dé pha
dung dich truyén tinh mach

2. Quyét dinh sé 536/QD-QLD ngay 19/09/2014:

Thong tin tai danh muc da

STT Tén thuoc Co sé dang ky So dang ky | Noi dung sira doi ban hanh Thong tin svra doi
Dang bao ché Dung dich truyén tinh mach Dung dich tiém truyén
) Aminoplasmal B. Braun Medical 18161-14
B.Braun 5% E Industries Sdn. Bhd VN-18161-1 bia chi Coso'san | Carl - Braun - Strasse 1, Carl - Braun - Strafe 1,
xuat 34212 Melsungen 34212 Melsungen
3 | Nutriflex peri B. Braun Medical VN-18157-14 | Dang bao ché Dung dich truyén tinh mach Dung dich tiém truyén

Industries Sdn. Bhd

3. Quyét dinh s 82/QP-QLD ngay 09/02/2015:

Thoéng tin tai danh muc da

STT Tén thuoc Co sé dang ky S0 dang ky | Noi dung sira doi ban hanh Thong tin svra doi
4.2% w/v Sodium | B. Braun Medical \ £ . A s A A
4 Bicarbonate Industries Sdn. Bhd VN-18586-15 | Dang bao ché Dung dich truyén tinh mach Dung dich tiém truyén




4. Quyét dinh s6 433/QP-QLD ngay 05/09/2016:

Thoéng tin tai danh muc da

STT Tén thudc Co sé diang ky S6 ding ky | Noi dung sira ddi ban hinh Théng tin sira doi
Tén thudc Aminoplasma Hepa 10% Aminoplasmal Hepa 10%
Mobi 500ml chira: Isoleucin
4,4g; Leucin 6,8g; Lysin
(dudi dang lysin acetat)
3,755g; Methionin 0,6g;
M&bi 500ml chira: Isoleucin Phenylalanin 0,8g; Threonin
4,4g; Leucin 6,8g; Lysin 2,3g; Tryptophap Q,75g;
B.B Medical (dudi dang lysin acetat) gflslgldffzgé?gg 211;(2243&15 g;
Aminoplasma e adn Bhd | YN-19791-16 3,755¢; Methionin 0,6; Alanin 4.15g; Prolin 3.55g;
S Hepa 10% Industries Sdn. B Hoat chét Phenylalanin 0,8g; Threonin A oS

2,3g; Tryptophan 0,75g; Valin
5,3g; Arginin 4,4g; Histidin
2,35g; Glycin 3,15g; Alanin
4,15g; Prolin 3,55g; Acid
aspartic 1,25¢g

Acid aspartic 1,25g;
Asparagine (dudi dang
Asparagine.H20) 0,24¢;
Cystein (dudi dang
acetylcystein) 0,295g; Acid
glutamic 2,85g; Ornithine
(dudi dang ornithine HCI)
0,65g; Serine 1,85g;
Tyrosine (dudi dang N-
acetyltyrosine) 0,35g

5. Quyét dinh s6 210/QD-QLD ngay 08/06/2017:

STT

Tén thube

Co sé diang ky

S6 ding ky

Noi dung sira doi

Thong tin tai danh muc da
ban hanh

Théng tin sira d6i

Calcium
Gluconat 10%
w/v Injections

B. Braun Medical
Industries Sdn. Bhd

VN-20384-17

Tén thubc

Calcium Gluconat 10% w/v
Injections

Calcium Gluconate 10% w/v
Injection

6. Quyét dinh sb 748/6/QD -QLD ngay 29/10/2018:




Thong tin tai danh muc da

STT Tén thuoc Co sé dang ky S0 dang ky | Noi dung sira doi ban hanh Thong tin svra doi
Dang bao ché Dung dich truyén tinh mach Dung dich tiém truyén
. . Quy cach dong Chai nhya 500ml, Hop 10 Chai nhya 50ml, Hop 10 chai
7 | Midazolam B. Braun Medical |y 51567 18 | goi chai nhya 50ml nhya 50ml

B.Braun Img/ml

Industries Sdn. Bhd

bia chi Co so san
xuat

Carretera de Terrasa, 121
08191 Rubi, Barcelona.

Carretera de Terrassa, 121
08191 Rubi, Barcelona.

7. Quyét dinh sb 293/QD-QLD ngay 26/06/2020:

Thong tin tai danh muc da

STT Tén thuoc Co sé dang ky S0 dang ky | Noi dung svra doi ban hanh Thong tin stra doi
Lipofundin ® B. Braun Medical N X Nhii tvong tiém truyén tinh - A A
8 MCT/LCT 20% | Industries Sdn. Bhd VN-22496-20 | Dang bao ché mach Nhil tuong tiém truyén




