UBND TiNH PONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Do¢ lap - Tuw do - Hanh phic

S6:0/94%/SYT-NVD | Déng Nai, ngay A3 thdng Fndim 2018

V/v thu hdi thubc san xuét tr
nguyén liéu Valsartan do Cong ty
Zhejiang Huahai Pharmaceutical —
Trung Quédc san xuét.

Kinh guri: ]

' - Céac don vi truc thudc SO Y té;
5 c——‘a - Truéng phong Y té cac huyén, thi xa Long

6 ATO Khanh vi thanh phé Bién Hoa;
“ - Céc don vi kinh doanh, sir dung thubc trén
dia ban.

Thyc hién van ban sb 13125/QLD-KD ng%ly 10/7/2018 cua Cuc Quan ly Dugce
— B0 Y té vé viéc thu hdi thudc san xuét tir nguyén liéu Valsartan do Cong ty Zhejiang
Huahai Pharmaceutical — Trung Quéc san xuét. E\Iguyen liéu nay dugc phat hién cé
chira N-nitrosodimethylamine (NDMA) c6 nguy q:or gy ung thu.

Pé dam an toan cho ngudi sir dung, Giéq‘x dbc S& Y té tinh Pdng Nai thong
béo: J
1. Dinh chi luu hanh tit ca cc thubc thanh phim dugc san xuét tir nguyén li€u

Valsartan do Cong ty Zhejiang Huahai Pharmaceutical — Trung Qudc san xuit theo
danh muc dinh kém. ) |

2. Céc co s& kinh doanh, sir dung thubc trén dia ban tinh: khéng dugc mua,
ban, sir dung cac thudc néu trén, thyc hién thu‘i;)l thudc trong hé thdng kinh doanh
ctia co s&. Bao cao két qua thu hdi vé S& Y té tr 0c ngay 31/07/2018 .

3. Trudong Phong Y té cac huyén, thi x4 Long Khéanh, thanh phb Bién Hoa c6
trach nhiém giri thong béao cho cédc co s& kinh doanh, cic co s& sir dung thudc ngoai
cdng 14p trén dia ban, kiém tra va giam sat cac don vi thuc hién théng bao nay; téng
hop béo cao két qua thu hdi vé& S& Y té |

Yéu chu céc don vi nghiém tic trién khai thuc hién./.

(Dmh kém vadn bdn sé 13125/QLD-KD ngay‘ 10/7/2018 cua Cuc Quan ly Dugc —
BoY te)

(

Noinhén 4 | KT:GIA’I\’I DQC
- Nhu trén; 3 PHO GIAM POC
- BGP SYT (Béo céo);

- Webside SYT (déang tai);

-Luu: VT, NVD.
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S6 2 - Phan Dinh Phung, phudmg Quang Vinh, thanh phd Bién Hoa, tinh Ddng Nai



BOY TE CQNG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Dée ldp - Tw do - Hanh phic
( Al 5 /QLD-CL Ha Néi, ngay A thang F ndm 2018

V/v thu hdi thude san xudt tir
nguyén liéu Valsartan do Cong ty
Zhejiang Huahai Pharmaceutical —

Trung Qudc san xuét

Kinh gui:
o ‘ W f"f. S - S& Y t& céc tinh, thanh phé truc thude Trung uong
/e LR A - Céc co 6 san xudt, kinh doanh thuéc

B G )

Cén ¢t vao céc quy che dugc hién hanh cta Viét Nam.

Can ¢t théng bdo cha Co quan quan ly dugc phdm Chau Au (EMA), Co
quan quan 1y duge Canada va anot 0 co qua)(quén Iy duge khdc vé vide thu hdi
cac thude chia Valsartan duoL San Xuit tir guyén heu Valsartan do Céng ty
Zhejiang Huahai Pharmaceutical ~ Trung Québc san xuét. Nguyén liéu nay duoc
phat hién chira tap chit N- mtrosodlmethyla ine (NDMA) cé nguy co gy ung
thu.

Dé dam béo an toan cho nguoi su dung,

1. Dinh chi luu hanh tit c& cdc thudc th
li€u Valsartan do Céng ty Zhejiang Huahai Pha
theo danh muc dinh kém.

Cuc Quan ly Duoc thong bao:

inh pham dugc san xudt t nguyén

rmaceutical — Trung Quéc san xuat

2. Yéu cau cac C éng ty dang ky thude, $én xudt thude, C‘@ng ty nhap khéu:
a) Phéi hop v6i nha phén phol thube thonu bdo thu hdi tit ca céc 16 thube

thanh phém tr ong cong thirc san xuét c6 chira
Zhejiang Huahat Pharmaceutical —
t&i cac co s¢ ban budn, ban 1, st dung thude
thube nay.

b) Ngimg ngay viéc st dung nguyén lié
Huahai Phar maccutical — Trung Quéc dé san

nguyen liéu Valsartan do Cong ty

Trung Quoc san xuét theo danh muc kém theo

va lién hanh thu hdi toan bd cac 1o

u Valsartan cua Fong ty Zhejiang

xuat thude thanh phém. Thuc hién

danh gia nha cung cap, kiém tra, nghlen ciru st dung nguyén liéu Valsartan cta

nha san xudt méi dam béo yéu cau chit luong
hién tha tyc thay d6i hd so dang ky thubc theo

¢) Gl bdo cdo thu hdi vé Cuc Quan
ngay ky Cong vin nay, hd so thu hdi bao gom
hoi, ce bang chng vé viée thuc hién thu hdi

, an toan cho nguoi sir dung va thuc
ding quy dinh cta phap lujt.

Dchyc trong vong 01 thdng ké tir
s6 luong xuat xuong, so luong thu
tai cac co 50 ban buon bén 18, sur

dung d& mua thube theo quy dinh tai Thong (w s6 11/2018/TT-BYT ngay

04/5/2018 ctia B4 Y té quy dmh} vé chit luong

thude, nguyén lidu lam thudc.




3. Dé nghi S& Y té cac tinh, thanh phé:

a) Thong bdo viéc thu hoi t6i c4e co sé kinh doanh, str dung thude trén dia
ban.

b) Céng bbd théng tin viée thu hdi 16 tAt ca céc thude thanh pham dwoc san

Xuat tir nguyén heu Valsartan do Cong ty Zhejiang Huahai Pharmaceutical —
Trung Qudc san xuét trén Trang théng tin dién tir ciia Sé.

¢) Kiém tra va giam sat cdc Cong ty san xuat, kinh doanh trén dia ban thuc
hién viéc thu hdi céc 16 thude néu trén, xt Iy cc don vi vi pham theo quy dinh.

Cuc Quén Iy Dugce théng bao dé céc don vi biét va thuc hién./.

Noi nhén: hT CUC T RUONG

- Nhu trén;

- Cyc truéng Vi Tudn C g (dé bic);

- Cdc phong DKT, KDD, Thanh tra DMP, TTQCT -
Cuc QLD; website Cuc Q1.D;

- Luu: VT, CL (XH).
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Zhejiang Huahai

Chuannan, Dugiao,
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duoc pham OPV 34/NT29 R
Lid. 317016, China
N . T Zhejiang Huahai Chuannan, Dugiao,
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