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Y BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phiic
S6: 744 /QDP-QLD Ha Néi, ngayos thangll ndm 2024
QUYET PINH

V& viéc thu hoi gidy ding ky lwu hanh thudc tai Viét Nam déi véi thude da
dworc cap giay dang ky lwu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Durge s6 105/2016/QH13 ngay 06/04/2016;

Can cu Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy
dinh chi tiét mot sé diéu vé bién phap thi hanh Ludt dwoc;

Can cit Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phii sira
doi mot sé quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi qudn
Iy nha nwée cia Bo Y té;

Can cuir Nghi dinh so 95/2022/ND CP ngay 15/11/2022 cua Chinh phii quy
dinh churc nang, nhiém vu, quyen han va co cdau t6 chirc ciia Bg Y té;

Can cir Quyét dinh so 1969/0D-BYT ngay 26/4/2023 cua B¢ truong B Y
té quy dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Qudn 1y
dioc thudc Bo Y té;

~ Can cir Thong tu 6 08/2022/TT-BYT ngay 05/9/2022 cuia Bo truong Bo Y
té quy dinh viéc dang ky luwu hanh thuoc, nguyén liéu lam thuoc;
Can cir don dé nghi thu héi gidy dang ky luu hanh thudc tai Viét Nam ciia
cdc co so dang ky thuoc,
Theo dé nghi ciia Truéng phong Phong Dang ky thuoc - Cuc Qudn 1y Dugrc.

QUYET PINH:
Piéu 1. Thu hoi gidy ding ky luu hanh thudc tai Viét Nam dbi voi 11 thude
tai phu luc dinh kém Quyét dinh nay.

Ly do: Céac co s& ding ky thude dé nghi tw nguyén thu hdi gidy ding ky
luu hanh thudc tai Viét Nam.

Piéu 2. Thudc nudc ngoai da nhap khau vao Viét Nam trudc ngay Quyét
dinh nay c6 hiéu luc duge phép luu hanh dén hét han dung cua thude. Co s dang
ky thudc, san xuat thudc phai c6 trach nhiém theo doi va chiu trach nhiém vé chat
lwong, an toan, hiéu qua cta thudc trong qua trinh luu hanh.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.



Picu 4. Giam d6c SO Y té cac tinh, thanh phd truc thudc Trung wong, cac
co s6 kinh doanh dugc va Giam dbc co so dang ky, co s¢ san xuat c6 thude néu
tai Piéu 1 chju trach nhiém thi hanh Quyet dinh nay./.

- Nhu biéu 4;

- B truong Pao Hong Lan (dé b/c);

- Th truong DS Xuan Tuyén (dé b/c);

- Cuc truong Vit Tuan Cuong (dé b/c);

-Cuc Quan Y - Bo Quéc phong; Cuc Y té - Bo Cong an;
Cuc Y té Giao thong van tai - B6 Giao thong van tai;

- Téng cuc Hai quan - B Tai chinh;

- Bao hiém Xa hoi Viét Nam;

-Bo Y té: Vu Phap ché, Cuc Quan 1y YDCT, Cuc QLKCB, N
Thanh tra Bo; Trung tam mua sdm tap trung thude Qudc gia; NgLIyen Thanh Lam
- Céac Vién: KN thuoc TW, KN thudc TP. HCM,;

- Tong Cong ty Dugc Viét Nam — Cong ty ¢d phan;

- Cac Bénh vién & Vién c6 giuvong bénh truc thudc Bo;

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

Cuc QLD;

- Luu: VT, BKT (Trg) (2b).

Noi nhgn: KT. CUC TRUONG




Phu luc

DANH MUC 11 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Kem theo Quyet dinh so744 [|QD-QLD ngay o5 /11 12024 ciia Cuc Qudan Iy Duoc)

STT

Tén thube

Hoat chat, ham hrong

Dang bao ché

S6 ding ky

1.

Co sé dang ky: Alcon Pharmaceuticals Ltd. (Pia chi: Rue Louis d'Affry 6, Case
Postale, 1701 Fribourg, Switzerland)
Co sé san xuat: S.A. Alcon-Couvreur N.V (Pia chi: Rijksweg 14, Puurs, 2870,

Belgium)
1 | Tears Naturale Il | Dextran 70 0,1% (w/v), Dung dich nhé mat | 540100442623
Hypromellose 0,3% (w/v) (VN-19384-15)

2. Co sé dang ky: B.Braun Medical Industries Sdn. Bhd. (Pia chi: Bayan Lepas free

industrial zone, 11900 Bayan Lepas, Pulau Pinang, Malaysia)
Co so san xuét: B.Braun Medical Industries Sdn. Bhd. (Pia chi: Bayan Lepas free
industrial zone, 11900 Bayan Lepas, Pulau Pinang, Malaysia)
2 | 10% Glucose Glucose monohydrate 10% | Dung dich truyén | VN-15226-12
Intravenous tinh mach
Infusion B.P.

3. Co'sé diing ky: Cong tw TNHH AstraZeneca Viét Nam (Pja chi: Tang 18, toa nha
A&B, s6 76, duong Lé Lai, phuong Bén Thanh, Qudn 1, Thanh phé Hé Chi Minh,
Viét Nam)

Co sé san xuat: Tekeda GmbH (Pia chi: Production Site Oranienburg,
Lehnitzstrasse 70-98, 16515 Oranienburg, Diic)
3 Daxas Roflumilast, micronized Vién nén bao phim | VN2-539-16
0,5 mg, Vién nén bao phim

4. Co s¢ dang ky: Cong ty TNHH Thuwong Mai Dich Vu ky thuat Pirc Viét (Dia chi:
S6 1, ngach 26/31 Nguyén Hong, phieong Lang Ha, qudn Pong Pa, thanh phé Ha
Noi, Viét Nam)

Co sé san xuat: Panpharma GmbH (Bja chi: Bunsenstrasse 4-D-22946 Trittau,
Germany)
4 Diazepam Diazepam 10mg/2ml Dung dich tiém VN-15613-12
Injection BP
10mg

5. Co s6 dang ky: Ever Neuro Pharma GmbH (Pja chi: Oberburgau 3, 4866
Unterach am Attersee, Austria)

Co sé san xuédt: Rottapharm Ltd. (Pia chi: Damastown Industrial Park,
Mulhuddart, Dublin 15, Ireland)
5 | Viartril-S Glucosamin sulfate 250mg | Vién nang VN-14801-12

6. Co s6 dang ky: MERCK SHARP & DOHME (ASIA) LTD (Dia chi: 27/F, Lee
Garden Two, 28 Yun Ping Road, Causeway Bay, Hong Kong, Hong Kong)

Co sé san xuat: MSD International GmbH (Puerto Rico Branch) LLC (Pja chi:
Pridco Industrial Park, State Road 183, Las Piedras, Puerto Rico 00771, Puerto Rico)
Co sé dong goi: Merck Sharp & Dohme B.V. (Dia chi: Waarderweg 39, Haarlem,
2031 BN, the Netherlands)
6 | Janumet XR Sitagliptin (dudi dang Vién nén bao phim | VN-20572-17
50mg/1000mg Sitagliptin phosphate giai phong cham

monohydrate) 50mg;
Metformin HCI 1000mg




2

Janumet XR
50mg/500mg

Sitagliptin (dud¢i dang
Sitagliptin phosphate
monohydrate) 50mg;
Metformin HCI 500mg

Vién nén bao phim
giai phong cham

VN-20573-17

7. Co s& dang ky: Tedis (Pia chi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette,

France)

Co sé san xuit: Laboratoires Galeniques Vernin (Bia chi: 20, rue Louis-Charles
Vernin 77190 Dammarie, Les Lys, France)

Cystine B6
Bailleul

L-Cystine 500mg;
Pyridoxine hydrochloride
50mg

Vién nén bao phim

VN-15897-12

8. Co so dang ky: Zuellig Pharma Pte. Ltd (Pia chi: 15 Changi North Way, #01-01,
Singapore 498770, Singapore)
Co sé san xuat: PT. Merck Tbk. (Pia chi: JI. TB. Simatupang No. 8, Pasar Rebo,
Jakarta Timur 13760, Indonesia)

Dolo-Neurobion

Diclofenac sodium 50mg,
Vitamin B6 (Pyridoxol
hydrochloride) 50mg,
Vitamin B1(Thiamine
nitrate) 50mg, Vitamin B12
(Cyanocobalamin) 1mg

Vién nén bao tan
trong rudt

899110022924
(VN-20189-16)

10

Neurobion

Vitamin B6 (Pyridoxol
hydrochloride) 200mg ,
Vitamin B1 (Thiamine
nitrate) 100mg, Vitamin
B12 (Cyanocobalamin)
200pg (mcg)

Vién bao duong

899110023024
(VN-20021-16)

11

Sangobion

Sit gluconat 250mg,
Mangan sulfat 0,2mg,
Pong sulfat 0,2mg,
Ascorbic acid (Vitamin C)
50mg, Folic acid 1mg,
Vitamin B12 7,5ug (mcg),
Sorbitol 25mg

Vién nang cung

899110023124
(VN-18562-14)
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