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QUYET PINH

vé viéc stra doi thong tin thuoc dugc cap, gla han glay dang ky luu hanh tai
Viét Nam ban hanh kém theo Quyet dinh cap, gia han giay ding ky lvu hanh
cua Cuc Quan ly Duwgc

CUC TRUONG CUC QUAN LY DUQC

Can cwr Ludt Duwoc ngay 6/4/2016, Ludt sua doi, bé sung mot s6 dieu ciia
Luat Duoc ngay 21/11/2024;

Can cir Nghi dinh s6 42/2025/ND-CP ngay 27/2/2025 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cau to6 churc cua Bo Y té;

, Can cir Théng tw 56 1 2/2025/TT-BYT ngay 16/5/2025 cua Bo truong Bo Y
té quy dinh viéc dang ky thuoc, nguyén liéu lam thuoc

Can cir Nghi dinh s6 30/2020/ND-CP ngay 05/3/2020 ciia Chinh phii vé
cong tac van thu,

Can cir Quyét dinh sé 2386/0OD-BYT ngay 22/7/2025 cua B¢ truong Bo Y
té quy dinh chirc nang, nhiem vy, quyén han va co cau t6 chire ciia Cuc Quan Iy
Duegc thude Bo Y té;

Can civ y kién cia Hgi dong tw van cdp gidy dang ky lweu hanh thudc,
nguyén lieu lam thuoc Bo Y té;

Can cir vao hé so dang ky leu hanh thuéc luu tai Cuc Quan 1y Duoc;

Theo dé nghi ciia Truwéng phong Pang ky thuéc, Cuc Quan 1y Duorc.

QUYET PINH:

Piéu 1. Sira d6i mot sb thong tin thude duoc cip, gia han gidy ding ky
luu hanh tai Viét Nam ban hanh kém theo Quyét dinh cip, gia han gidy ding ky
lwu hanh cta Cyc Quén Iy Duogc (Phu luc kém theo Quyét dinh nay).

Céc thong tin khac cua thube duoc cép, gia han gidy dang ky luu hanh tai
Viét Nam ban hanh kém theo Quyét dinh cip, gia han gidy dang ky luu hanh
thudc tai Phu luc kém theo Quyét dinh nay khong thay doi.

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



DPiéu 3. Giam doc S¢ Y t€ cac tinh, thanh phd truc thudc Trung uwong va
Gidm doc cac co sd san xuat, co s& dang ky cé thudce tai Picu 1 va cac co sé

kinh doanh duoc chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhgn: KT. CUC TRUONG
- Nhu Diéu 3; ___PHO CUC TRUONG
- Bo trudng (de b/c); :,;;, H o

- Thu truéng Nguyén Tri Thirc (dé b/c);
- Cuc truong Vii Tudn Cudng (dé b/c); /cJ
- Cuc Quany - Bo Qudc phong, Cuc Y té - Bo Con%;[ /
an; Cuc Y té GTVT - By Xay dung; ’!.; \
- B Tai chinh: Cyc Hai quan; Bao hiém Xa hoi Vit \
Nam; X *
-Bo Y té Vu PC; Cuc QLYDCT; Cuyc QLKCB
Trung tdm mua sim tap trung thude quoc gia, Van
phong HPTV cip GPKLH thudc, NLLT;

_ Vién KN thube TU, Vién KN thubc TP. HCM;

- Tong Cong ty Duoc VN-CTCP;

- Cac Bénh vién & Vién c6 giuong bénh truc thudc
BYT;

- Cuc QLD: QLGT, QLKDD, QLCLT, PCHN, VP
Cuc; Website Cuc QLD;

- Luu: VT, BKT (02b).



Phu luc

DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC PUGC CAP, GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM BAN HANH KEM THEO CAC QUYET DPINH CAP, GIA HAN GIAY PANG KY LUU HANH CUA
CUC QUAN LY DUQC

(Kém theo Quyét dinh sé 543 /OP-QLD ngay 08 /7

/ 2026 cua Cuc Quan ly Duoc)

Quyét dinh s6 864/QP-QLD ngay 26/12/2024:

- Tén thudc: NuTRIflex Lipid special

- Co sé dang ky: B. Braun Medical Industries Sdn. Bhd.
- S6 ding ky: 400110346500

Histidine hydrochloride monohydrate tuong duong
vai histidine 1,753g, Isoleucine 3,284¢g, Leucine
4,384¢g, Lysine hydrochloride tuong duong véi
lysine 3,186g, Magnesium acetate tetrahydrate
0,91g, Methionine 2,736g, Potassium acetate
3,689g, Proline 4,76g, Phenylalanine 4,916g, Serine
4,2g, Sodium acetate trihydrate 0,25 gam, Sodium
chloride 0,378g, Sodium dihydrogen phosphate
dihydrate 2,496g, Sodium hydroxide 1,171g, Soya -
bean oil refined 20g, Threonine 2,54¢,
Triglycerides, medium chain 20g, Tryptophan 0,8g,
Valine 3,604¢g, Zinc acetate dihydrate 7,024g

STT | Noi dung Thong tin tai danh muc da ban hanh Thong tin sira doi
sira doi
1 Hoat chat | Alanine 6,792¢g, Arginine 3,78g, Aspartic acid Mbi 1000 ml chira: Alanine 6,792g, Arginine 3,78g,
chinh - 2,1gam, Calcium chloride dihydrate 0,623g, Glucose | Aspartic acid 2,1gam, Calcium chloride dihydrate
Ham monohydrate twrong duong véi anhydrous glucose 0,623g, Glucose monohydrate (twong duong voi
lugng 144¢g, Glutamic acid 4,908g, Glycine 2,312g, anhydrous glucose 144g) 158,4g, Glutamic acid

4,908g, Glycine 2,312¢g, Histidine hydrochloride
monohydrate (twong duong voi histidine 1,753g)
2,368g, Isoleucine 3,284g, Leucine 4,384g, Lysine
hydrochloride (twong duong voi lysine 3,186g) 3,98¢g,
Magnesium acetate tetrahydrate 0,91g, Methionine
2,736g, Potassium acetate 3,689g, Proline 4,76¢g,
Phenylalanine 4,916g, Serine 4,2g, Sodium acetate
trihydrate 0,25 gam, Sodium chloride 0,378g, Sodium
dihydrogen phosphate dihydrate 2,496g, Sodium
hydroxide 1,171g, Soya-bean oil refined 20g,
Threonine 2,54g, Triglycerides, medium chain 20g,
Tryptophan 0,8g, Valine 3,604g, Zinc acetate
dihydrate 7,024mg
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