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UBND THANH PHO HA NOI OI CHU NGHIA VIET NAM
SOYTE Tw do — Hanh phiic
S6:1794/SYT-NVD
V/v thu hdi cac thube chira hoat chét Ol, ngay 1 thang 4 nam 2022

Rosuvastatin 40mg.

Kinh gui:
- Thu trudng cac co sd y té trén dia ban;
- Phong Y té cac quén, huyén, thi x3.

Thuc hién Quyet dinh sb 186/QP- QLD ngay 19/4/2022 cia Cuc Quan ly
Duoc v/v thu hdi G1ay ding ky luu hanh thudc va thu hdi thude luu hanh trén thi
trudong d6i véi cac thubc c6 chira hoat chit rosuvastatin 40mg (thuoc chira hoat chét
rosuvastatin 40mg dé co chéng chi dinh cho ngudi Chau A). S¢ Y té thong bao thu
hdi tit ca cac thubc cé chira hoat chit rosuvastatin 40mg theo Quyét dinh sb
186/QD-QLD gtri kem.

S¢ Y té Ha Noi yeu cau:

1. Céc co s6 y té cong 1ap truc thudc nganh, cic co s& y t& ngoai cong lap,
cac doanh nghiép kinh doanh thuoc cac co sO ban 1& thube trén dia ban khan
truong ra soat, thu hoi triét dé tat ca cac thudc c6 chira hoat chét rosuvastatin 40mg
theo Quyét dinh 186/QP-QLD néu trén; giri bdo co thu hdi, hd so thu hdi vé& S&
Y &, Cuc Quén 1y Dugc trude ngay 01/5/2022. S& Y té s& kiém tra, giam sét viéc
thu hdi ctia cac don Vi

2. Phong Y té cac quan, huyén, thi xa: Thong béo dén céc co s& hanh nghé
trén dia ban quan ly; tién hanh kiém tra, gidm sat viéc thirc hién thu hdi cia co s&
(néu cd).

3. Giam dbc Trung tdm Klem soat bénh tat TP. Ha No§i dang thong tin va
phéi hop véi cac co quan truyen thong: théng tin tdi cac co s& kinh doanh, st
dung thube va nguoi dén biét dé khong budn ban, sir dung.

SG Y té Ha No¢i thong bao dé cac co s, don vi biét, thuc hién va bio co
viée thuc hién vé S& Y té.

Noi nhin: KT. GIAM POC
- Nhur trén; ke NGIAM POC
(SO Y :H?i

- B/c Giam dbc So (dé blc);
guyen Dinh Hung

- P. QLHN (théng bao co s0);

- Thanh tra Sé (dé xtr ly vi pham);

- BQL cic DNLK: 01 Ng Huy Tudng,
168 Ngoc Khanh;

- Hbi cac nha thudc HN, Hbi cac doanh
nghiép dugc HN;

- Luu: VT, NVDM Anh. 5
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HEEIC QUAN LY DUQC Poc lip — Tw do — Hanh phic
S6: 186 /QP-QLD Ha Néi, ngay 19 thdng 04 ndm 2022
QUYET DPINH

Ve viéc thu hoi Glay diing ky luu hanh thubc,
"~ thu hdi thudc lwvu hanh trén thi truong

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc s6 105/2016/QH13 ngay 06/04/2016;
Can ci Nghi dinh 54/2017/ND-CP ngay 08/05/2017 ciia Chinh phii quy dinh
chi’ tzet mot s6 diéu vé bién phap thi hanh Ludt Duoc;

- Can cir Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cia Chinh phi sita
~doi mét s6 quy dinh lién quan dén diéu kién ddu tw kinh doanh thudc Ppham vi qudn
Iy nha nuée ciia BY Y té;

Cdn cie Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 ctia Chinh phii quy dinh
chikc ndng, nhiém vy, quyen han va co cdu té chikc ciia B Y té;

Cén ciz Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 ctia B6 trieémg BO Y té
quy dinh viéc ding ky luu hanh thudc, nguyén lidu lam thudc;

Cancir T hong twsé 11/2018/TT-BYT ngay 04/05/2018 ciia B truémg B Y té
quy dinh vé chat luong thuéc, nguyén liéu lam thudc;

Cdn cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 ctia Bo trucng Bg Y 16
quy dinh chikc ndng, nhiém vy, quyén han va co cdu té chire ciia Cuc Quan Iy Duoc
thuéc Bo Y té;

Cdin ik két ludn ciia Hpi dong twvan cdp gidy ding ky luu hanh thude, nguyén
liéu lam thudc;

Xét dé nghi cia Trudng phong Phong Ddng ky thuéc - Cuc Quan ly Duoc,
QUYET PINH:

Piéu 1. Thu hdi glay ding ky luu hanh thubc, thu hdi thude luu hanh trén thi
trudng dbi v6i cac thudc chira hoat chit rosuvastatin 40 mg tai cadc danh muyc sau:

1. Thu hdi gidy /dang ky luu hanh thudc va thu hdi thudc Ivu hanh trén thi
trudng d6i véi cac thube thude danh muc tai Phy lyc 1 kém theo Quyét dinh nay.

2. Thu hdi thudc Iwu hanh trén thi trudng dbi voi cac thude thude danh muc
tai Phu luc 2 kém theo Quyét dinh nay.

* Ly do: Thudc chtra hoat chit rosuvastatin 40 mg d4 c6 chéng chi dinh cho
ngudi Chau A.

Diéu 2. Co s ding ky thubc, nhap khau thubc phdi hop v6i co sé san xuét cé
thubc trong Phu luc 1, Phu luc 2 ban hanh kém theo Quyet dinh nay guri thong béo
thu hdi t&i cic co s& ban budn, ban 1€, st dung thude, tién hanh thu hdi toan bd cac
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+ - TTr. D6 Xuan Tuyén (de b/c);

mit hang thudc néu trén, giri bao cdo thu hdi vé Cuc Quan 1y Dugc trude ngay
01/05/2022.

Pidu 3. S Y té céc tinh thanh phd truc thude Trung wong, Y té céc nganh
théng bao cho cac co s¢ kinh doanh, sir dung thubc, thu hdi thubc néu trén, cong bb
thong tin vé quyét dlnh thu héi thubc trén Trang thong tin dién tir ciia S, kiém tra
va gidm sat cac don vi thyc hién Quyét dinh nay; xir Iy nhitng don vi vi pham theo

quy dinh hién hanh, béo céo vé Cuc Quan ly Duoc va céc co quan chirc nang cé lién
quan. v

Didu 4, "Quyét dinh nay c6 hiéu Iyc k& tir ngay ky ban hanh.
© Pidu 5. Giam dbc S¢ Y té cac tinh, thanh phé trye thude Trung wong, cac co

s& kinh doanh duoc va Giam ddc co sé ¢6 thube néu tai Piéu 1 chiu trach nhiém thi
hanh Quyet dinh nay./.

Noi'nhgn:
- Nhu Bidu 5; KT CUC TRUONG
= Bo trudong N guyén Thanh Long (dé b/c); ZR T

- CT. Vii Tudn Cudng (dc ble);

-Cuc Quén Y - BS Qudc phong; Cuc Y té - By Céng
an; Cuc Y té GTVT - B6 Giao thong vén tai; Tong cuc
Hai quan - B4 Tai chinh;

- Bao hiém X4 hoi Viét Nam;

-Bd Y té: Vu Phép ché, Cuc QLYDCT, Cuc QLKCB,
Thanh tra B9, Van phong HPTV cp GPKLH thuée,
NLLT;

- C4c Vién: KN thudc TW, KN thuéc TP. HCM;

- Téng Céng ty Dugc Viét Nam - CTCP,

- Cac Bénh vién & Vién c6 giuong be;nh truc thude
Bo Y té;

- Cuc QLD: P.BKT, QLKDD, QLCLT, PCTTra,
QLGT; Website;

- Luu: VT, BKT.

Nguyen Thanh Laim




Phu luc I

DANH MUC TI-IUOC THU HOI GIAY PANG KY LUU HANH THUOC VA
THU HOI THUOC LITU HANH TREN THI TRUONG

(Ban hanh kem theo Ouyét dinh s6 186

ctia Cuc Quan Iy Duoc)

/OP-QLD ngay 19 thdng 04 ndm2022

1. Co s‘(f’y‘j?'éﬁng 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, ;ﬁlot 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).

[str

Tén thube

Hoat chit, ham lwong

Dang bao ché

S6 ding ky

1.

Rofast 40

Rosuvastatin (duéi dang
Rosuvastatin calci) 40mg

Vién nén bao
phim

VN-22058-19

* Tong s6: 01 thudc.




Phu luc II

DANH MUC THUOC
THU HOI THUOC LUU HANH TREN THI TRUONG
(Ban hanh kém theo Quyét dinh s6 186 /OD-QLD ngdy 19 thdng 04 ndm2022
] ctia Cuc Qudn Iy Dugc)

1. Co sé ding ky thuoc Céng ty C6 phian Dwgc phdm OPV (d/c: 86 27, duong
34, khu céng nghiép Bién Hoa II, phuong An Binh, thanh pho Bién Hoa, tinh Déng
Nai, Viét Nam)

1.1. Co' sé san xuit thudc: Cong ty C6 phin Dwge phdm OPV (d/c: S6 27, duong

34, khu céng nghiép Bién Hoa II, phwong An Binh, thanh phé Bién Hoa, tinh Pong
Nai, Viét Nam).

STT Tén thudc Hoat chét, ham lugng | Dang bao ché S6 ding ky

Vién nén bao

1. | Lipidorox 40mg Rosuvastatin 40 mg phim

VD-1507-06

2. Co s& ding ky thudc: AstraZeneca Singapore Pte., Ltd. (d/c: 7 Temasek

Boulevard, #31-01 Suntec Tower One, Singapore 038987, Singapore).

2.1. Co s& san xuit thudc: IPR Pharmaceuticals INC. (Pong goi: AstraZeneca
UK Ltd., UK) (d/c: Canovanas, PR 00729, Puerto Rico, USA).

STT Tén thude Hoat chit, ham lwong | Dang bao ché S6 ding ky
2 | Crestor Rosuvastatin calc'lum - Vién nén bao VN-8438-09
40mg Rosuvastatin phim

3. Co sé ding ky thude: Cong ty TNHH Thwong mai Thanh Danh (d/c: Phong

3, tangZ toa nha TAASAH, s6 749/14/4 Hupnh Tdn Phdt, P. Phii Thugn, Q. 7, TP.
Hé 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 thude Hoat chit, ham lugng Dang bao ché S6 diang ky
. Rosuvastatin (dudi dang Vién nén bao
3. | Avitop 40 Rosuvastatin calci) 40mg phim VN-19620-16

* Tong s6: 03 thube.
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