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UBND TINH PONGNAI  CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Doc 1ap — Tw do — Hanh phic
So: 3 002 /SYT-NV Péng Nai, ngay /4 thang ¢ ndm 2023
V/ thu héi Gidy dang ky luu hanh
thuéc, dinh chi luvu hanh, thu hdi
thude dbi véi thude Myomethol,
s6 diang ky VN-17397-13

Kinh gtri:
- Céc don vi truc thudc S6 Y té;
- Tru6ng phong Y té cac huyén, TP. Long Khénh,
thanh phd Bién Hoa;
- Céc don vi kinh doanh, st dung thudc trén dia ban tinh.
(Sau day goi la cac don vi)

Thuc hién Quyét dinh sb 350/Qb-QLD ngay 24/05/2023 ciia Bd Y té vé viéc thu
hdi Gidy dang ky luu hanh thube, dinh chi luu hanh, thu h01 thubc dbi vé6i thudc
Myomethol s6 dang ky VN-17397-13. Giam dbc S& Y té Pdng Nai thong béo y
kién chi dao ctia Cuc Quan ly Duoc - B6 Y té nhu sau:

1. Thube Myomethol sb dang ky VN-17397-13, do cdng ty TNHH thuong
mai Duoc phim Uc Chau (dia chi 74/18 Truong Quéc Dung, P. 10, Q. Phii Nhuén,
TP. Hb Chi Minh, Viét Nam) ding ky va Coéng ty R.X. Manufacturing Co., Ltd
(dia chi 76 Moo 10, Salaya—Bangpa51 Road, Naraplrom Banglane, Nakornpathom
73130-Thai Lan) san xuat di bj thu hdi Gidy ding ky luu hanh thudc tai Viét
Nam.

2. Pinh chi luu hanh va thu hdi toan bd mit hang trén trén dia ban tinh.

3. Truong Phong Y té cac huyén, thi x4 Long Khanh, thanh phd Bién Hoa
c6 trach nhiém giri théng bao cho céc co s& ban 18, cic co s¢ sir dung thudc ngoai
cong lap trén dia ban quan ly, kiém tra va gidm sat cac don vi thuc hién thong béo;
xi 1y, G phat nhitng co s& vi pham theo quy dinh hién hanh.

4. Cac don vi gti bao cao két qua thuc hién vé S& Y té - Phong Nghiép vu
Dugc (ke ca trudng hop khong c6 hodc khéng phét hién duoc cac san phim no6i

tré
Nt wlifin: KT.GIAM B(‘)g

- Nhur trén;
- BGD SYT (bao cao0);
- Coéng an Dong Nai;
- Cuc QLTT Dong Nai;
- BVDK Cao su Pdng Nai;
- Bv tAm than TW2;
- TTKN, Thanh tra So;
- Trung tdm kiém so4t bénh tat tinh Pdng Nai;

- Website S& Y té Dong Nai; Le Quang Trung
- Luu: VT, NV.

S4 2 - Phan Dinh Phiing, phudng Quang Vinh, thanh phd Bién Hoa, tinh Pdng Nai
PT: (02513) 942641, Fax: (02513) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn
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CUC QUAN LY DUQC Doc 14p — Ty do — Hanh phiic
S6: 350 /QD-QL_]?{;‘"F Ha N¢i, ngay24 thang 05 ndm 2023
QUYET PINH

Vé viée thu h01 Glay dang ky Iuu hanh thuoc, dinh chi lwu hanh, thu hoi
thuoc 'ddi véi thude Myomethol, s6 ding ky: VN-17397-13

Bn
ING

S CUC TRUONG CUC QUAN LY DUQC
Can cit Lugt Duge 105/2016/QH13;

Can cir Nghi dinh so 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy
d‘mh chi tiét mot s6 diéu vé bién phdp thi hanh Ludt duoc;

S

& Cdn cir Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cia Chinh phi sira
= doz bo sung mét sé quy dinh lién quan dén diéu kién dau tw kinh doanh thuc
pham vi quan Iy nha nudc cua B6'Y 1é;

Can cir Nghi dinh so 95/2022/ND CP ngay 15/11/2022 cia Chinh phii quy
dinh chirc nang, nhiém vu, quyen han v co céu t6 chire ciia B Y té;

Cén cir Quyét dinh s6 1969/QP- BYT ngay 26/04/2023 cua Bj trudng Bo Y
1é quy dinh chitc nang, nhiém vy, quyen han va co cdu té chite ciia Cuc Quan Iy
duoc thuée B6 Y té;

Cén ctk Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B¢ truong Bo ¥
1é quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuéc;

Cdn cik Quyét dinh s6 192/0D-XPHC ngay 24/3/2023 ciia Cuc truéng Cuc
Quan 1y Duogc xir phat vi pham hanh chinh;

Theo dé nghi ciia Trueomg phong Phong Dang ky thuéc - Cuc Qudn Iy Duoc.
QUYET PINH:

Piéu 1. Thu hdi Gidy dang ky luu hanh thudc tai Viét Nam dbi véi thudce
Myomethol sb dang ky: VN-17397-13 do Cong ty TNHH thuong mai Dugc
pham Uc Chau (dia chi: 74/18 Truong Quéc Dung, Phudng 10, Quan Phi Nhuén,
TP. HO Chi Minh — Viét Nam) ding ky va Cong ty R.X. Manufacturing Co.,
Ltd. (dia chi: 76 Moo 10, Salaya-Bangpasi Road, Narapirom, Banglane,
Nakornpathom 73130 — Théi Lan) san Xuét.

|
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Ly do: Thuc hién theo quy dinh tai dlem b khoan 1 Piéu 58 Luat Dugc.

Pidu 2. Dinh chi luu hanh trén toan qubc va thu hoi toan bo mit hang thube
bi thu hdi Gidy ding ky luu hanh thudc néu tai Piéu 1. Yéu ciu céc co s¢ ding ky
thuéc, co s& nhap khau thudc phdi hop véi co sé san Xudt gui thong bao thu héi
t6i cac co s& ban budn, ban ¢, st dung thudc bi thu héi Glay dang ky Iuu hanh
thudc néu tai Dleu 1, tién hanh thu hdi toan by mit hang thudc néu trén, giri bao
céo thu hdi vé Cuc Quan ly Dugc.
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Pilu 3. Quyét dinh nay cé hiéu luc ké tir ngay ky ban hanh.

Pidu 4. Giam ddc S& Y té cdc tinh, thanh phd truc thudc Trung wong, Gidm
dbc cac don vi kinh doanh thudc, Giam ddc co so ding ky va co s& san xuit thudc

néu tai Piéu 1,2 chiu: ﬁ‘ach nhiém thi hanh Quyét dinh nay./.

.»\‘.

Noi nhin: g \‘:

- Nhu Diéu 4;

- BT. Pao Hong Lan] Zae b/e);

- TTr. B Xuin Tuyen (dé blc);

- Cuc trudng (de‘b/c),

- Céc Phoé Cuc.tv nidng Cuc QLD (dé b/c);

- Cyc Quin, Y\ B4 Qudc phong; Cuc Y té - B4 Cong an;

CucYte Glao théng vén tai - B§ Giao thong vén tai;

- Tong C\}c Hai quan - B9 Tai chinh;

- Bao hiem X4 hoi Viét Nam;

- Bb.Y {é: Vu Phép ché, Cuc QLKCB, Thanh tra Bo;

- Céc'Vién: KN thuéc TW, KN thudc TP. HCM;

-»“(I' ong Coéng ty Duogc Viét Nam; Hiép héi SXKD Dugc;
\Cac Cong ty XNK Dugc pham

< - Céc Bénh vién & Vién c6 giuong bénh truc thuée Bo;

- Cac phong Cuc QLD: QLKDD, QLCLT, PCTTra,
QLGT,Vin phong; Website Cuc QLD;
- Luu: VT, BKT (NTH).

KT. CUC TRUONG
QA CUC TRUONG

Nguyen Thanh Lam
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