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V/v thu hdi tu nguyén Gidy dang ky

Iru hanh thudc tai Viét nam déi v6i

thudc da duoc cip gidy dang ky luu
hanh

Kinh gtri: ’
- Céac don vi truc thudc SO Y t€; )
- Phong Y té huyén, thi x&, thanh phd;
- Co s& kham bénh; chita bénh ngoai cong 14p trén
dia ban tinh;
- Y té cic nganh trén dia ban tinh Binh Duong;
- Cong ty phéan phéi thudc trén dia ban tinh.
(Sau ddy goi tdt la don vi)

Céan cua Quyet dinh s 307/QD-QLD ngay 14 thang 5 nam 2024 cua Cuc Quan
ly Dugc—Bo Y te vé ‘viéc thu hdi Gidy ding ky luu hanh thuéce tai Viét Nam ddi voi
thudc da duoc cAp gidy ding ky luu hanh.

Theo d6, S& Y té théng béo:

1.Thu hdi gidy dang ky luu hanh thudc tai Viét Nam ddi véi 10 thude theo phu
luc Danh muc 10 thudc thu hdi gidy dang ky luu hanh tai Viét Nam.

(Danh sdch cu thé tai Phu luc dinh kém Quyét dinh sé 307/QD-QLD ngay 14
thang 5 nam 2024).

Ly do: Co s& ding ky thudc dé nghi tu nguyén thu hdi gidy dang ky luu hanh
thudc tai Viét Nam.

2.Thubc duge san xut trude ngay Quyét dinh ‘nay c6 hiéu lyc duoc phép luu
hanh dén hét han ding cuia thube. Co so dang ky thudc, san xuét thuéc phai c6 trach

nhiém theo d&i va chju trach nhiém vé chit luong, an toan, hiéu qua ctia thudc trong
qua trinh luu hanh.

Pé nghi Phong Y té huyén, thi x4, thanh phd théng béo cho céc co sé kinh
doanh, st dung thubc trén dia ban biét va thuc hién. Kiém tra, giam sat cac don Vi

thue hién thong bao nay, xir ly cac don vi vi pham theo quy dinh hién hanh. Bao cio
vé SO Y té va cac co quan chirc nédng c6 lién quan.

S& Y té thong béo dé cac don vi biét va thuc hién./. l%"

Noi nhin:

- Nhur trén;

- BGD SO Y té;

- Thanh tra SYT;

- Website SYT;

- TT Kiém nghiém;

- Luu: VT, NVD (G).
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Vé viéc thu hdi G éty ng ky luru hanh thudc tai Viét Nam d6i voi thudce da dwoc cap
S gidy ding ky lwu hanh
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Céh cit Lugt Duge s6 105/2016/QH13 ngay 06/04/2016;
@an cir Nghz dinh 54/2017/NP-CP ngay 08/05/2017 ctia Chinh phii quy dinh chi tiét

N4
A

mot,so 0 diéu vé bién phdp thi hanh Ludt duoc;
\§ Can cir Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii sira déi mét
“so quy dinh lién quan dén diéu kién dau ti kinh doanh thuéc pham vi quan Iy nha nuéce cia
-,f.%? Bo Y 16,

Can cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cia Chinh phu quy dinh
churc nang, nhiém vu, quyén han va co cdu té chire ciia BoYté:

Can cir Quyét dinh s6 1969/0D-BYT ngay 26/04/2023 ciia Bé truéng Bo Y 16 quy
dinh chirc nang, nhiém vu, quyé;n han va co cdu 6 chire cia Cuc Quan ly duoc thuéc Bé 'Y
té;

Can cir Théong tu s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bo trucng Bo Y té quy
dinh viéc ddng ky lwu hanh thuéc, nguyén liéu lam thuéc;

Theo d@é nghi cua Truéng phong Phong Bang ky thuéc - Cuc Quan 1y Duoc.

QUYET PINH:

Pic¢u 1. Thu hdi gidy ding ky luu hanh thudc tai Viét Nam ddi véi 10 thude theo
phu luc dinh kém Quyét dinh nay.

Ly do: Co s& ding ky thudc dé nghi tu nguyén thu hdi gidy ding ky luu hanh thudc
tai Viét Nam.

Piéu 2. Thubc dugc san xuit trude ngay Quyét dinh nay c6 hiéu luc dwoc phép luu
hanh dén hét han duing cua thubc. Co sé ding ky thudc, san xuét thude phai cé trach nhiém
theo ddi va chiu trach nhiém vé chit luong, an toan, hiéu qua cua thude trong qua trinh luu
hanh.

Pitu 3. Quyét dinh nay c6 hiéu Iyc ké tir ngay ky ban hanh.
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Didu 4. Giam dbc S& Y té céc tinh, thanh phé truc thudc Trung wong, céc co s&

kinh doanh duoc va Giam dbe ¢ so dang ky, san xudt c6 thube néu tai Piéu 1 chiu trach
It =%
nhiém thi hanh Quyét dinh néay:f/.
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gt & KT. CUC TRUOGNG
- BY trudng Do Héng Lan (@€ b/c); HO CUC TRUONG
- TTr. D& Xuan Tuyén (dé blc);

- Cuc truéng Vi Tuén Cifong (dé blc);

- Cuc Quén Y - B§ Qubc phong; Cuc Y té - B§ Cong an;
Cuc Y té Giao thongVan tai - B Giao thong van tai; Téng
cuc Hai quan - B§ Tai chinh;

- Bao hiém Xﬂg‘:i Viét Nam;

- BO Y t&Vy Phap ché, Cyc Quan ly YDCT, Cuc - x . .
QLKCB‘ofha.nh tra BY; Nguyen Thanh Lam
- Trurig\;?im mua sim tap trung thuéc Quéc gia;
- Cég Vién: KN thubc TW, KN thuée TP. HCM;
-&;P%ng Cong ty Dugc Viét Nam — Cong ty cb phén;

S Cac Bénh vién & Vién c6 giudng bénh tryc thudc Bo;

A/
A

&y QLG, Van phong; Website Cuc QLD;
- Luu: VT, BKT (QN).
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Phu luc
DANH MUC 10 THUOC THU HOI GIAY PANG KY LUU HANH TAI
%’ VIET NAM
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1. Co sé& d{u@«y’: Céng ty cb phin duwgc phim Medbolide (Pia chi: Phong 09, lau
10, toa nh@;“?‘he EverRich 1, sé 968 duong Ba Thang Hai, phuong 15, qudn 11, thanh
phd Ho Chi Minh, Vigt Nam)

1.1. Coss& sin xudt: Cong ty c6 phin dwge phdm 2/9 (Dia chi: 930 C4, duong C, khu
congghiép Cdt Ldi, Cum 2, phwong Thanh My Loi, qudn 2, thanh phé Hé Chi Minh,
Vg’éff\’am)

}\3 Solizep 5 Solifenacin succinat 5Smg Vién nén bao phim | QLDB-754-19

2 | Solizep 10 Solifenacin succinat 10mg Vién nén bao phim | QLDB-753-19

2. Co s& diing ky: Céng ty c6 phan dwgc phim OPV (Bja chi: S6 27, duong 34, khu
cong nghiép Bién Hoa II, phuwong An Binh, thanh phé Bién Hoa, tinh Péng Nai, Viét
Nam)

2.1. Co sé san xuit: Cong ty cb phian dwgc phim OPV (Dia chi: S6 27, dwong 34,
khu céng nghiép Bién Hoa II, phuong An Binh, thanh phé Bién Hoa, tinh Pong Nai,

Viét Nam)
3 | Opemucol | Mobi Sml chira: Ambroxol Siro VD-26225-17
0,6% HCI 30mg
4 | Re-zoom Tadalafil (duéi dang com Vién nén dai bao VD-18991-13
Tadalafil 8%) 20mg phim

3. Co s diing ky: Cong ty c6 phan duge phim Trung wong I — Pharbaco (Dia chi:
160 Tén Dirc Theing, phuong Hang Bot, quin Pdng Pa, thanh phd Ha Ngi, Viét Nam)
3.1. Co s& san xuit: Céng ty cb phin dwgc phim Trung wong I — Pharbaco (Dia
chi: Thén Thach Léi, xd Thanh Xuén, huyén Soc Son, thanh pho" Ha N¢i, Viét Nam)

5 | Streptomycin | Streptomycin (duéi dang Bot pha tiém VD-15830-11
Streptomycin sulfat) 1g

6 | Colistimax Colistimethat natri B6t pha tiém VD-17544-12
1.000.000IU

7 | Colistin Colistimethat natri Bo6t pha tiém VD-19946-13
1.000.000dvqt

4. Co s¢ ding ky: Cong ty c6 phin dwge phim Phong Phi (Pia chi: Lé s6 12,
duong s6 8, khu cong nghiép Tdan Tao, phuong Tén Tao A, qudn Binh Tdn, thanh phé
H6 Chi Minh, Viét Nam)
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4.1. Co s& san xuit: Cong ty co phén du’q’c phim Phong Phii — Chi nhianh nha may
Usarichpharm (Dia chi: Loga 12, duong s6 8, khu cong nghiép Tan Tao, phuong Tan

Tao A, qudn Binh Tdn, tha@h ‘phé H6 Chi Minh, Viét Nam)
8 | Paracetamol | Paracétamol 500mg Vién nén VD-26233-17

5
5. Co s& diing ky: Cong ty cb phin dwgc phim Quing Binh (Dia chi: S8 46, duong
Hiru Nghi, phu'o'n%&fzc Ly, thanh pho Péng Héi, tinh Quang Binh, Viét Nam)

5.1. Co s& saanat Cong ty ¢ phin dwgc phim Quing Binh (Pia chi: Sé 46,

duong Hitu Ng?u phwong Béc Ly, thanh phé Pong Héi, tinh Quang Binh, Viét Nam)
9 C1prqviflbxac1n Ciprofloxacin 500mg Vién nén bao phim | VD-19932-13
&
6. Co.50 dﬁng ky: Cong ty TNHH Lién doanh Stellapharm (Pia chi: K63/1 Nguyén
Thi, 86c, ap My Hoa 2, xa Xudn Théi Péng, huyén Héc Mén, TP. H6 Chi Minh, Viét
Mc%)
n\$ 1. Co sé& san xuidt: Céng ty TNHH Lién doanh Stellapharm (Pia chi: K63/1
:\\'\/ Nguyén Thi Séc, dp My Hoa 2, xd Xudn Théi Péng, huyén Héc Mén, TP. Ho Chi Minh,
 Viét Nam)
10 | Novofungin | Metronidazol 500mg Vién nén bao VD-23989-15
500 phim
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