BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tuw do - Hanh phiic

S6: .7096..... /QLD-BPK Ha Noéi, ngay 11... thang 96.... nam 2021
Viv phan ung c6 hai nghi ngo lién quan
dén vién hoan chura phenformm khong ro
nguon goc, xuat xur

Kinh giri: S&' Y té cac tinh, thanh phd truc thudc Trung vong.

Cuc Quan ly Duogc nhan duge Cong van s6 60/TTT ngay 27/4/2021 cua Trung tam
DI&ADR Quéc gia vé viéc phan mg nghi ngo lién quan dén vién hoan chira phenformin.
Theo thdng tin do Trung tam cung cap, phenformin la mot thudc diéu tri dai thao duong
khong con duogc cap phép luu hanh tai nhiéu nudc trén thé gidi (trong d6 c6 Viét Nam) do
nguy co nhiém toan chuyén hoa, tham chi gy tir vong cho bénh nhan. Tai Viét Nam, da
ghi nhan céc trudng hop bénh nhan nhiém toan mau va suy da tang nghi ngd do ngd doc
phenformin bi trén vao ché pham sir dung cho bénh nhan dai thao duong.

Pé dam bao an toan cho ngudi st dung, Cuc Quan Iy Dugce dé nghi S¢ Y té cac
tinh, thanh phd truc thudc Trung wong:

1. Phéi hop voi cac co quan chic nang nhu Hai quan, Quan ly thi truong, Cong an,
Ban chi dao 389 dia phuong tang cudng kiém tra, phat hién cic san pham thudc khong 13
ngudn gde xuat xt, xir Iy nghiém céc to chirc, ca nhan vi pham theo quy dinh hién hanh.

2. Thong bao 61 cac co s¢ kham bénh, chita bénh va ngudi dan trén dia ban vé cac
thdng tin néu trén. Tang cuong tuyén truyen khuyen cao nguoi dan khong mua, ban, sur
dung cac san pham thuoc khong c6 nguon goc, xudt x@r rd rang; néu phat hién cac san
pham thudc khong 16 ngudn gdc, xuit xit can bao ngay cho cac co quan chirc ning dé kip
thoi co6 bién phap xtr 1y.

3. Hudng dan cic co s& kham bénh, chita bénh va ngudi dan trén dia ban ting
cuong theo di, phat hién, xu tri cac truong hop xay ra phan tmg co6 hai cua cdc san phém
thudc khong rd ngudén gdc, xudt xr (neu c6) va gui bdo cao phan tmg c6 hai cua thudc veé:
Trung tam quoc gia vé Thong tin thudc va Theo doi phan mg c6 hai cua thudc (13-15 Lé
Thanh Tong, Quan Hoan Kiém, Ha Noi) hodc Trung tdm khu vuc vé thong tin thude va
theo ddi phan tmg c6 hai cua thuéc TP. HO Chi Minh (201B Nguyen Chi Thanh, Quan 5,
TP. H6 Chi Minh) theo mau b&o c4o phan mg co hai ctia thubc dugc ban hanh kém theo
Thong tu s6 23/2011/TT-BYT ngay 10/06/2011.

Cuc Quan 1y Duoc thong bao dé cac don vi biét va thyc hién./.
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TINH BA RIA - VONG TAU DPjc 1ap - Tw do - Hanh phuc
SOY TE
S6: 3008 /SYT-NV Ba Ria - Viing Tau, ngay 21  thang 6 nam 2021

VV phan rng ¢6 hai nghi ngo lién
quan dén vién hoan chta
phenformin khong r& nguén gbc,
Xudt xir

Kinh guri:
- Ban chi dao 389/DP;
- Cuc Quan ly thi truong;
- Cac don vi kham, chira bénh truc thudc;
- Trung tAm kiém soat bénh tat;
- Trung tim Kiém nghiém Duoc - M§ pham;
- Bénh vién da khoa Van Phudc;
- Phong Y té huyén, thi x4, thanh pho;
- TTYT Vietsovpetro;
- Bénh x4 Cong an tinh;
- Céc Phong kham da khoa;
- CéAc doanh nghiép kinh doanh thudc;
- Thanh tra S& Y t¢;
- Céc co so ban 1é thudc.
(giki qua hé thong https://duocquocgia.com.vn)

Ngay 17/6/2021, Cuc Quan Iy Dugc c6 Cong van sé6 7096/QLD-CL vé
viéc thudc phan mg c6 hai nghi ngd lién quan dén vién hoan chta phenformin
khéng 18 ngudn gbc, xuat xtr. Theo théng béo tir Cuc Quan 1y Duge, Trung tam
DI&ADR Quéc gia cung cap, phenformin 1a mot thude diéu tri dai thao dudng
khong con duoc cap phép luu hanh tai nhiéu nudc trén thé gidi, trong d6 co Viét
Nam do nguy co nhiém toan chuyén hoa, tham chi gy tir vong cho bénh nhan.
Tai Viét Nam, da ghi nhan cac truong hop bénh nhan nhiém toan mau va suy da
tang nghi ngd do ngd doc phenformin bi tron vao ché pham st dung cho bénh
nhan dai thdo duong.

Nham dam bao an toan cho ngudi sir dung, S¢'Y té thong bao:

1. Céc co s& kham, chita bénh, Phong Y té huyén, thi x4, thanh pho va
cac doanh nghiép kinh doanh thudc phé bién céc thdng tin trén dén cac nhan
vién y té, co s& kinh doanh, st dung thude thudc dia ban, pham vi quan ly biét;
xur 1y cac co sé vi pham theo quy dinh hién hanh.

2. Céc co s6 kham, chira bénh: Tang cuong theo doi, phat hi¢n, xir tri cac
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truong hop xay ra phan tng c6 hai cla cac san pham thude khong rd ngudn géc,
xudt x (néu cd) va giri bao cao phan tng c6 hai cua thudc vé: Trung tdm khu
vuc vé thong tin thube va theo ddi phan tmg c6 hai cua thuée TP. H6 Chi Minh
(201B Nguyén Chi Thanh, Quan 5, TP. H6 Chi Minh) hoic Trung tim quéc gia
vé Thong tin thudc va Theo ddi phan tGng c6 hai cta thube (13- 15 Lé Thanh
Tong, Quan Hoan Kiém, Ha Noi) theo mau bao céo phan tmg c6 hai cta thube
dugc ban hanh kém theo Théng tu s6 23/2011/TT-BYT ngay 10/06/2011 cua Bo
Y te.

3. Thanh tra S6' Y té, Phong Y t& huyén, thi x4, thanh phd: Phdi hop véi
cac co quan chirc ning lién quan tang cuong kiém tra, phat hién cac san pham
thudc khong rd ngudn gdc xuat x@, xtr 1y nghiém cac t6 chirc, ca nhan vi pham
theo quy dinh hién hanh.

4. Trung tam kiém soat bénh tat: Phdi hop voi cac phuong tién thong tin
dai ching thong tin tdi nguoi dan khong mua, ban, sir dung cac san pham thudc
khong c6 nguodn gbc, xuat X rd rang; néu phat hién cac san pham thudc khong
rd nguon gdc, xuat x{r can bao ngay cho cac co quan chiic nang dé kip thoi co
bién phap xtr ly.

Trong qua trinh thyc hién, néu gap kho khan, vuong mic, dé nghi cac don
vi bao cdo vé S&' Y té (Phong Nghiép vu) dé duoc hudng dan.

Gui kém: Cong vin sb 7096/QLD-CL ngay 17/6/2021 cua Cuc Quan 1y
Duoec./.
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