UBND TINH HA TINH CONG HOA XA HOI CHU NGHIA VIET NAM

SOY TE Poc 1ap — Tu do — Hanh phic
Sé: 1317/SYT- NVD Ha Tinh, ngay 22 thang 4 nim 2022

VIV thu hdi Gidy dang ky luu hanh
thudc, thu hoi thude Iuu hanh trén thi
truong d6i véi cac thude chira hoat
chét rosuvastatin 40mg

Kinh gui:
- Cac Bénh vién trén dia ban tinh;
- Trung tam Y té cac huyén, thi xa, thanh phé;
- UBND céc huyén, thi x3, thanh phd;
- Céc Cong ty, Chi nhanh duoc trong tinh.

Can cu Quyét dinh s6 186/Qb-QLD ngay 19/4/2022 cua Cuc Quan ly
Dugc — B Y té vé viéc thu hoi Gidy dang ky luu hanh thudc, thu hoéi thude luu
hanh trén thi truong;

1. S¢' Y té théng bao:

Thu hoi gidy ding ky luu hanh thude, thu hoi thude lwu hanh trén thi
trudong doi voi cac thuoc chira hoat chat rosuvastatin 40mg tai cac danh muc sau:

- Thu héi gidy dang ky luu hanh thudc va thu hoi thudc luu hanh trén thi
treong doi voi cac thuoc thudc danh muc tai Phu luc I kém theo Cong van nay.

- Thu hdi thude lwu hanh trén thi truong ddi vé6i cac thude thudc danh muc
tai Phu luc II kem theo Cong van nay.

Ly do thu hdi: Thubc chira hoat chat rosuvastatin 40mg da c6 chong chi
dinh cho nguoi Chéau A.

2. Bé dam bao an toan cho ngudi st dung, SO Y té dé nghi:

- Giam doc cac Bénh vién, Trung tdm Y té c6 givong bénh thdng bao
rong rdi cho can bg, vién chirc cac khoa phong, bo phén biét, kiém tra trong kho
thudc ctia don vi, thu hdi cac thude chira hoat chat rosuvastatin 40mg tai phu luc
I, Il kem theo Cong van nay.

- Giam ddc Trung tdm Y té cac cac huyén, thi xa, thanh phd théng bao
cho cac Tram Y té trén dia ban biét, thu hoi cac thudc chira hoat chat
rosuvastatin 40mg tai phu luc I, I kém theo Cong van nay.

- UBND céc huyén, thi xa, thanh phd chi dao Phong Y té théng bao cho
cac nha thude, quiy thudc, cac co sé hanh nghé y dugc trén dia ban thu hoi cac
thudc chira hoat chit rosuvastatin 40mg tai phu luc I, II kém theo Cong van nay;
kiém tra, giam sat cac don vi thuc hién thong bao nay; xur 1y cadc don vi vi pham
theo quy dinh hién hanh.

- Céc Cong ty, Chi nhanh dugc thong bao cho cac nha thudc, guﬁy thude
trong hé thong phan phoi ciia minh, kiém tra trong kho ctua don vi, tién hanh thu
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hoi va tra vé co so cung g cac thudc chira hoat chat rosuvastatin 40mg tai phu
luc I, IT kém theo Cong van nay.

- Céc don vj kinh doanh, sir dung néu c6 thuoc bi thu hoi néu trén; phai
khan truong thu hoi, tra v€ co s cung ng, bao cao thu héi vé Phong Nghiép vu
duogc - S6'Y té trude ngay 28/4/2022.1.

Noi nhan: KT. GIAM DOC
- Nhu trén; T

- Thanh tra S¢&;

- Trung tam KN thuéc, MP, TP;
- Website SYT;

- Luu: VT, NVD.

Guri van ban gidy + dién tir.
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Phu luc I

DANH MUC THUOC THU HOI GIAY PANG KY LUU HANH THUOC
VA THU HOI THUOC LUU HANH TREN THI TRUONG
(Ban hanh kém theo Céng van sé 1317/SYT-NVD ngay 22 thang 4 nam 2022
cia So' Y té)

1. Co s& ding ky thudc: Aurobindo Pharma Limited (d/c: Plot No. 2,
Maithrivihar, Behind Maithri Vanam Ameerpet, Hyderabad, India).

1.1. Co s& san xuét thudc: Aurobindo Pharma Limited (d/c: Unit - VII,
SEZ, TSIIC, Plot No.S1, Survey No's: 411/P, 425/P, 434/P, 435/P & 458/P,
Green Industrial Park, Polepally Village, Jedcherla Mandal, Mahaboobnagar

District, Telangana State, India).

STT Tén thubc Hoat chit, ham lwong Dang bao ché S6 ding ky
1 | Rofast 40 Rosuvastat}n (du:ql dang Vién nen bao VN-22058-19
Rosuvastatin calci) 40mg phim

* Tong s6: 01 thude.
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Phu luc IT

DANH MUC THUOC
THU HOI THUOC LUU HANH TREN THI TRUONG
(Ban hanh kém theo Céng vin sé 1317 ISYT-NVD ngdy  thang 4 ndam 2022
ciia S¢ Y té)

1. Co s& diang ky thudc: Cong ty Co phian Dwoc pham OPV (d/c: So 27,
duong 34, khu céng nghiép Bién Hoa II, phwong An Binh, thanh phé Bién Hoa,
tinh Bong Nai, Viét Nam).

1.1. Co s& san xuat thude: Cong ty C6 phan Dwoc pham OPV (d/c: S6 27,
dwong 34, khu céng nghiép Bién Hoa II, phirong An Binh, thanh phé Bién Hoa,
tinh Pong Nai, Viét Nam).

STT | Tén thudc Hoat chit, ham lwong Dang bao ché | S6 diing ky
1. | Lipidorox 40mg | Rosuvastatin 40 mg ;/r:?r?] nen bao VD-1507-06

2. Co s6 ding ky thudc: AstraZeneca Singapore Pte., Ltd. (d/c: 7 Temasek
Boulevard, #31-01 Suntec Tower One, Singapore 038987, Singapore).

2.1. Co sé san xuit thudc: IPR Pharmaceuticals INC.

(Pong goi: AstraZeneca UK Ltd., UK) (df/c: Canovanas, PR 00729, Puerto Rico,
USA).

STT | Tén thudc Hoat chit, ham lwong Dang bao ché | S6 diang ky
5 | Crestor Rosuvastatin caI_C|um - Vlc_an nén bao VN-8438-09
40mg Rosuvastatin phim

3. Co s6 ding ky thudc: Cong ty TNHH Thwong mai Thanh Danh (d/c:
Phong 3, tang 2, toa nha TAASAH, s6 749/14/4 Huynh Tan Phat, P. Phu Thudn,
Q. 7, TP. Ho Chi Minh, Viét Nam).

3.1.Co s& san xuit thudc: Ferozson Laboratories Limited (d/c: P.O.
Ferozsons Amangarh, Nowshera (KPK), Pakistan).

STT | Tén thudc Hoat chét, ham lwong Dang bao ché | S6 diing ky

Rosuvastatin (dudi dang| Vién nén bao

3. | Avitop 40 Rosuvastatin calci) 40mg | phim

VN-19620-16

* Tong sb: 03 thudc.
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