UBND TINH BINH PHUGC CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Doc 1dp — Ty do — Hanh phiie

56:34U/8YT-NVD Binh Phute, ngdy 0/ thing 3 nim 2019
V/v thu hoi thuée Fenspirol

Kinh giri:
- UBND céc huyén, thij x4;
- Céc co sd kham chira bénh trén dja ban tinh;
- Céc cé s& kinh doanh, phéan phdi thudc;
- Trung tim Kiém nghiém Dugc pham-M§ phim.

"Thl_IC hién Céng vin s6 1969/QLD-CL ngay 25/02/2019 V/v BDinh chi luu
hanh tat ca cac 16 thudc Fenspirol (Fenspi;ide pydrochloridp 2 mg/ml) do Céng
ty Polfaonex S'A: san xuéit,‘ Cong ty cd phan duge pham Trung wong 1 -
Pharbaco nhap khau. Do thuoc ’géy roi loan nhip tim cia ngudi sir dung va ¢o
nguy co cao hon lgi ich cia thuoc.

- Hoat chét Fenspiride d4 bj dinh chi va thu hdi trén toan quéc.

S& Y té yéu cau cac don vi khin trvong thu hdi cac thudc c6 chira hoat
chét Fenspiride (néu cé sir dung kinh doanh) tra lai noi cung tng, dam bao san
phém trén khéng con luu théng trén thi trudmg trong pham vi toan tinh; béo céo
két qua thuc hién vé SO Y té.

Bé phén phu trach vé Y té chia UBND huyén, thi x3, thanh phé chiu trach
nhiém théng béo dén céc co sé kinh doanh dugc trén dia ban; ting cudng kiém
tra, giam sat cac co s& kinh doanh dugc trén dia ban thuc hién thdng béo thu hdi
thudc chira hoat chét Fenspiride; xir Iy cac co s& vi pham theo quy dinh hién
hanh.

Thanh tra S& Y t& va phong Nghiép vu Dugc chiu trach nhiém kiém tra,
giam sat viéc trién khai thuc hién cua cac don vi, co s& kinh doanh va xir Iy vi
pham theo quy dinh hién hanh./

Noi nhin:

- Nhu trén;

- Ban Giam déc;

- Chi cyc QLTT tinh;
- Thanh tra S¢&;

- Website SYT;
-Luu VT, NVD.




/ ‘ ‘BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
UC QUAN LY DUQC Pic Kp - Ty do ! Hanh phiic
S6:4469 /QLD-CL Ha N§i, ngay 5 thdng g0 ndm 2019

V/v thu héi thubc Fenspirol

s8 Y TE TiNH BINH% ..
- - - 31T
X s5.494

-------- - 8& Y té céc tinh, thanh ph tryc thu§c Trung wong;

BEN NgayZé/2fs4| - Congty Polfarmex S.A.;

- Céng ty ¢b phin dugce phdm Trung wong 1 - Pharbaco,

-------------------------

-------------------------- II

Ngay‘13/02/2019, cin cir théng bdo cia Co quan quan ly Dugc Phép
(ANSM) v& viéc thu hdi thubc Pneumorel (chira hoat chit Fenspiride
hydrochloride) va d& nghj thu héi thuéc Pnecumoret cia Viin phang dgi dién Les
Laboratories Servier tai Tp. Ha N§i do nguy co gdy rdi l(gan nhip tim cua nguoi
sit dyng, Cue Quan ly Duge & c6 cdng vin s6 1784/QLD-CL vé viée thu hdi
thuéc Pneumorel. .

Ngay 21/02/2019, Cyc Quén Iy Dugc nhén dugc vgn thu s6 01-19/Pol @&
ngay 20/02/2019 ciia Cdng ty Polfarmex S.A: d& nghi tam dimg luu hanh va thu
hdi tit ca cac 16 thubc Fenspirol (Fenspiride hydrochloride 2 mg/ml), SDK: VN-
16884-13 tai Vigt Nam. Van thur cia Cong ty Polfarmex S.A. kém theo Quyét
dinh s6 2/WS/2019 ngay 11/02/2019 ciia Co quan quén 1j Dugc Ba Lan vé viée
tam dimg luu hanh thudc sird Elofen (Fenspiride hydrochloride 2 mg/ml) tai Ba
Lan do Fenspiride ¢4 nguy ca cao hon 1¢i ich ciia thube. |

Pé dam bao an toan cho ngudi sir dung, Cuc Quan 1y Dugc thdng bao:

1. Dinh chi luu hanh tht c4 céc 18 thudc Fenspirol (Fenspiride hydrochloride
2 mg/ml) do Cong ty Polfarmex S.A. san xudt, Cong ty 6 phan dugc phim Trung
wong | - I'harbaco nliip Klidu.

2. Yéu ciu Cong ty ¢ phin dugc phim Trung wong Eh — Pharbaco phdi hop
v6i nha phan phéi: .

- Trong thoi han 48h ké tir ngay ky cong van nay, gui thdng bao thu hdi téi
che co s ban budn, bén 18, sit dung va tién hanh thu héi toan b céc 16 thude
Fenspirol do Céng ty Polfarmex S.A. san xuit ¢ nguy ¢o khéng dam bao an todn
néu trén. '

- Giri bao céo thu hdi v& Cuc Quan ly Duge trong vong 30 ngay ké tir ngay
ky cong vin ndy, hd so thu hdi bao gdm s6 lwgng nhép khau, ngay nhép khay, 6
lwong thu hdi, cic bing chimg vé vige thye higu thu 11di tai céo cu 5O bau budn,
bén 16, sit dung da mua thubc theo quy dinh tai Thong tu s6 11/2018/TT -BYT

»

ngay 04/5/2018 cita B$ Y té quy dinh vé chét hrgng thude, hguyén liéu 1am thube.



S

VAN PHONG UBND TiNH
TT HANH CHINH CONG

Sé: 07001 618007471 / KSHS

nmm e s oo e

. a1,
Kém theo ho s¢ cua:

|
PHIEU KIEM SOAT QUA TRINH GIAI QUYET HO SO

pO THI MUOL

R SRTREEES

: l
S6 dién thoe_&i:

01644886006

Tan Hiép, X3 Tan Hiép, Huyén Hén Quan, Tinh Binh Phuée

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Ty do - Hanh phiic

Binh Phudc, ngay 11 thang 12 ndm 2018

Pia chi:
M s6: 07001618007471 N
! 1. Cip Chirng chi hanh nghé duqc (bao gbm c4 truong hop cip Chung chi hanh nghé
Nbi dung giai quyét:  dugc nhung Chimg chi hanh nghé duoc bj thu héi theo quy dinh tai cic khoan 1, 2, 4,
' 5,6,7,8,9, 10, 11 Didu 28 cua Ludt dugc)theo hinh thirc xét hd so.
Ngay nhén: 11/12/2018 08:20 !
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3. P& nghi S& Y t céc tinh, thanh phé, ¥ t cdc nghnh:

- Théng bio vu—;ec thu héi tét ca cac 16 thube Fenvplrol téi cac co s¢ kinh
, S dung thubc trén dia bén;

- Céng b thdng tin vidc thu hdi tit ca cdc 16 thuoc Fenspxrol trén trang
hg tin dién tir cia S&; I

- Kiém tra va gi4m sat cdc co s& kinh doanh, sir d'l,mg thudc trén dia ban
hlcpn thdng béo ndy; xir ly nhiing don vj vi pham theo' quy dinh.

— T —

§-_....

;'- doa;

SR

=
> —
By

'ﬂ

gty

"é"
s

i il 4. D& nghi S& Y té Tp. Ha NQI klem tra va giam sat Cong ty cb phén dugc
..pham Trung wong 1 thyc hién thu héi tht ca céc 16 thudc F enspuol

i 5. Céc co s kham chita bénh dimg ngay vige ké don va sir dyng cac thubc
l chua hoat chat Fenspiride hydrochlonde thu h01 dé tra lai thubc cho céc co s

.phﬁn phéi, cung tmg theo tinh thin cdng vin sb 1784/QLD CL ngay 15/02/2019
va ¢0ng van nay.

y ll Cue Quén Iy Duge (hdng bdo dé cac don vi biét va thue hién./,
Il Noi nhin: KT. CUC TRUONG
- N'hu trén;

PHO CUC TRUONG

|
t - Cyic trwdng Vi Tuln Cudng (48 blc);

: VKN thude TW, VKN thugc Tp. HCM;

Cuc QuinY - BH quéc phong; Cue Y ¢ - By Cong
ari; Cye Y t GTVT - B6 GTVT;

.- Léc phong BK'T, QLKDD, ‘Thanh tra Duge-MP,
Websne Cuc QLD;
Llru VT, CL (PT).
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VO HOANG MINH S dién thoai:

07001618007694

Al QUYET HO SO
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Binh Phudc, ngay 14 thang 12 nam 2018

0983339312
Thanh Binh, X3 Thanh Binh, Huyén Hén Quan, Tinh Binh Phuée

Ngay nhin: ’ 14/12/2018 09:25 N
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