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™ CyC QUAN LY DUQC Pjc 1ap - Tu do - Hanh phiic
Sb: 287 /QP-QLD Ha Néi, ngay 03 thang o5 nam 2024
QUYET PINH

Vé viéc cong bé Danh muc thudc biét duge goc - Pot 3 nim 2024

CUC TRUONG CUC QUAN LY DUQC

Cdn cir Ludt Duoc s6 105/2016/QH13 ngay 06/04/2016;

Can cir Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 cuia Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cau té chire ciia Bo Y té;

Can cir Théng tw so 08/2022/TT-BYT ngay 05/9/2022 ciia Bé truéng Bé Y
té quy dinh viéc ding ky lwu hanh thudc, nguyén lidu lam thudc;

Can cir Quyét dinh so6 1969/0D-BYT ngay 26/4/2023 ciia Bé trueong Bé Y
té quy dinh chikc néing, nhiém vu, quyén han va co cdu t6 chirc ciia Cuc Qudan 1y
Duoc thuée Bo Y té;

Theo dé nghi ciia Truéng phong Phong Ddang ky thuéc - Cuc Quan Iy Duroc.
QUYET PINH:

Piéu 1. Cong bd Danh muc 68 thudc biét duoc géc Pot 3 - nam 2024 tai
Phu luc kém theo Quyét dinh nay.

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

Picu 3. Giam dbc SO Y té cac tinh, thanh phd truc thudc Trung wong, cac
co s& kinh doanh duoc va Giam ddc co sé ¢ thude néu tai Diéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRUONG

- Nhu Diéu 3;
- B6 trudng Dao Hong Lan (dé b/c); “O CUC TRUONG

- Thir truéng D6 Xuan Tuyén (dé b/c);
- Cuc trudng Vil Tudn Cuong (dé ble); /=
- Cuc Quan 'Y - Bo Quédc phong; Cuc Y té - Bo Cong an; Cuc

Y té GTVT - B9 Giao thong van tai; \\ &
- Téng cuc Hai quan - Bo Tai chinh;
- Bao hiém X4 hoi Viét Nam; >
- BO'Y té: Vu Phép ché, Cuc QLKCB, Thanh tra B; Nguyén Thanh LAm
- Cac Vién: KN thuoéc TW, KN thuoc TP. HCM,;
- Trung tAm mua sam tap trung thudc quéc gia;
- Téng Cong ty Dugc Viét Nam- CTCP;
- Cé&c co so kinh doanh duoc;
- Cac Bénh vién & Vién co6 giwong bénh tryc thuoc B Y té;
- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT, VPC, Website;
- Luu: VT, BK (02b).




Phu luc

DANH MUC 68 THUOC BIET DUQC GOC PQT 3 - NAM 2024
(Kem theo Quyét dinh so 287 /QP-QLD ngay 03 /05 /2024 ciia Cuc Qudan Iy Duoc)

STT| Tén thubc Hoat chit/ Ham Dang bao ché; S6 ding ky Co sé san xuit Dia chi co sé san xuat/ Nwéc san
lwgng Quy cach dong goi xuat
1 |Aclasta Mdi 100ml chira: acid | Dung dich truyén |VN-21917-19 |- Co s¢ san xuat va dong |- Dia chi co s& san xuat va dong goi
zoledronic khan tinh mach; 201 S0 cap: SO cAp:
(twong mg 5,33mg  |Hop 1 chai 100ml Fresenius Kabi Austria  |Hafnerstrasse 36, 8055 Graz, Austria
acid zoledronic GmbH - Pia chi co s¢ dong goi thir cap va
monohydrate) 5mg - Co s dong goi tht cap |xudt xuong:
va xuét xudng: Verovskova ulica 57, Ljubljana,
Lek pharmaceuticals d.d. | 1526, Slovenia
2 |Advagraf Tacrolimus (duoi Vién nang cung VN-16290-13 |Astellas Ireland Co., Ltd. | Killorglin, Co. Kerry, V93 FC86,
dang Tacrolimus phong thich kéo Ireland
monohydrate) 0,5 mg |dai;
Hop 5 vix 10 vién
3 |Advagraf Tacrolimus (duoi Vién nang cung VN-16498-13 |Astellas Ireland Co., Ltd. | Killorglin, Co. Kerry, V93 FC86,
dang Tacrolimus phong thich kéo Ireland
monohydrate) 1 mg | dai;
Hop 5 vix 10 vién
4 | Advagraf Tacrolimus (duoi Vién nang cung VN-16291-13 | Astellas Ireland Co., Ltd. | Killorglin, Co. Kerry, V93 FC86,
dang Tacrolimus phong thich kéo Ireland
monohydrate) 5 mg | dai;
Hop 5 vix 10 vién
5 |Anzatax Paclitaxel 30mg/5ml |Dung dich dam dac 930114132624 |Hospira Australia Pty Ltd |1-5, 7-23 and 25-39 Lexia Place,
30mg/5ml pha dung dich tiém |(VN-20848-17) Mulgrave VIC 3170, Australia.
truyén;
Hop 1 1o Sml
6 |Azopt MOéi 1ml hon dich Hon dich nho mat; [001110009924 |Alcon Research, LLC 6201 South Freeway,
chura: Hop 1 1o Sml (VN-21090-18) Fort Worth, Texas 76134, USA

Brinzolamide 10mg
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STT| Tén thubc Hoat chit/ Ham Dang bao ché; S6 ding ky Co s san xuat Pia chi co sé san xuat/ Nwdc san
lwgng Quy cach dong goi xXuét

36 |Omnipaque lohexol 647 mg/ml;  |Dung dich ti€m; 539110067223 |GE Healthcare Ireland IDA Business Park Carrigtohill, Co
(twong duong lod Hop 10 chai x 50 |(VN-20357-17) |Limited Cork, Ireland
300mg/ml) ml, Hop 10 chai x

100 mi

37 |Otrivin Xylometazoline Thubc xit miii c6 |VN-22704-21  |Haleon CH SARL Route de I’Etraz 2, 1260 Nyon,
hydrochloride phan lidu; Switzerland
10mg/10ml Hop 1 1o 10 ml

38 |Otrivin Xylometazoline Dung dich nho VN-22914-21 |Haleon CH SARL Route de I’Etraz 2, 1260 Nyon,
hydrochloride miii; Switzerland
10mg/10ml Hop 1 1o 10 ml

39 |Otrivin Xylometazoline Dung dich nho VN-22705-21 |Haleon CH SARL Route de I’Etraz 2, 1260 Nyon,
hydrochloride milii; Switzerland
5mg/10ml Hop 1 1o 10 ml

40 |Otrivin Xylometazoline Thubc xit miii c6 |VN-22706-21 |Haleon CH SARL Route de I’Etraz 2, 1260 Nyon,
hydrochloride phan liéu; Switzerland
5mg/10ml Hop 1 1o 10 ml

41 |Phosphalugel |Aluminium phosphate |Hon dich u6ng; 300100006024 |Pharmatis Zone d’ Activités Est No 1, 60190
20% gel 12,38g/g6i  |[Hop 26 go6i x 20g | (VN-16964-13) Estrées-Saint-Denis, France
209

42 |Pradaxa Dabigatran etexilate |Vién nang cing; |VN-16443-13  |Boehringer Ingelheim Binger Str. 173, 55216 Ingelheim am
(dudi dang Hop 1 vi, 3 vi, Pharma GmbH & Co.KG |Rhein, Germany
Dabigatran etexilate |hodc 6 vi x 10 vién
mesilate) 110mg

43 |Pradaxa Dabigatran etexilate |Vién nang cing; |VN-17270-13  |Boehringer Ingelheim Binger Str. 173, 55216 Ingelheim am
(dudi dang Hop 3 vi x 10 vién Pharma GmbH & Co.KG |Rhein, Germany
Dabigatran etexilate
mesilate) 150mg

44 |Pradaxa Dabigatran etexilate |Vién nang cung; |VN-17271-13  |Boehringer Ingelheim Binger Str. 173, 55216 Ingelheim am

(dudi dang
Dabigatran etexilate
mesilate) 75mg

Hop 1, 3 hoac 6 vi
X 10 vién

Pharma GmbH & Co0.KG

Rhein, Germany
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