UBND THANH PHO HANQOI  CQONG HOA XA HQI CHU NGHIAVIET NAM

SOY TE Poc 1ap - Ty do - Hanh phic
S6: 235 /SYT-NVD Ha Néi, ngay /6 thdng 07 nam 2025
V/v tang cuong cong tac
quan ly my pham.
Kinh gri:

- Céc Phong, ban - S¢' Y té Ha Noi;

- Trung tam KN thudc, my phém, thuc phém Ha Noi;
- Phong Y té quan, huyén, thi xa;

- Cac co so san xuat, cong bd, kinh doanh m§ pham.

_ Thuc hién cong van s6 1 19/QLD-MP ngay 13/01/2025 cta Cuc Quan ly Dugc
veé viéc tdng cuong cong tac quan ly my pham (cé van ban kem theo).
S&'Y té dé nghi nhu sau:
1. C4c Phong, ban-S¢' Y t& Ha Noi theo chirc ning, nhiém vu nghién clru,

trién khai thue hién cic noi dung chi dao ctia Cuc Quan 1y Dugc tai cong vin sd
119/QLD-MP ngay 13/01/2025.

2. Trung tam klem nghiém thudc, my pham, thuc pham Ha Noi: Tang
cuong hoat dong lay mau kiém nghiém d6i voi cac san pham my pham tai cac co
s& san xuat, kinh doanh, sir dung dé kip thoi phat hién céac san pham my pham
khong dam bao chét luong, b4o cdo Cuc Quan ly Duoc —Bo Y té xem xét, Xt ly
theo quy dinh.

3. Phong Y té quan, huyén, thi xa: Tham muu, dé xuat Uy ban nhan dan
quan, huyén, thi xa phdi hop cac Ban, nganh, co quan lién quan ting cudng
kiém tra, giam sat viéc thuc hién cac quy dinh cua phap luat vé quan Iy my pham
trong qua trinh san Xuat, kinh doanh san pham my pham trén dia ban quan, huyén,
thi x4, ddc biét vé cac van de Nguon gbc xuat xir, hang gia, nghi ngo gia, my
pham luu théng chua dugc cip sb tiép nhan Phiéu cong bd, thuc hién thu hoi,.. .
xir Iy vi pham (néu co).

4. Cac co sO san xuét cong bd, kinh doanh my pham: Thuyc hién dung cac
quy dinh ctia phap luat vé quan Iy my pham. Chi duoc phép dua my pham ra luu
thong khi da duge co quan quan Iy nha nudce co thAm quyén cap so tiép nhan Phiéu
cong bd san pham my pham va phai hoan toan chiu trach nhiém vé tinh an toan, hiéu
qua va chét luong san pham. Co quan nha nudc c¢6 tham quyén sé tién hanh kiém tra
héu mai khi san pham luwu théng trén thi truong.

S Y té dé nghi cac Pon vi khan truong, nghiém tac thuc hién./. 4
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CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPéc 1ap - Tu do - Hanh phiic
S6:119 /QLD-MP Ha Ngi, ngay 13 thdng 01 ndm 2025
V/v tang cuong cong tic
quan ly m§ pham
Kinh guri:

- S&'Y té cdc tinh, thanh phd truc thudc Trung wong;
- Cac co so san xuat, cong bd, nhap khau my pham.

Qua qua trinh ra sodt cong tac hau mai ciia cdc to chirc, ca nhén chiu trach
nhiém dua san pham ra thi truong, co so nhap khau co s san Xxuat my pham trong
nuoc, Cyc Quan ly Dugc nhén thdy c6 mot s6 doanh nghi¢p khong lién hé duoc
thong qua so dién thoai da ké khai trén Phiéu cong bd hodc s6 dién thoai duoc
dang tai trén website ctia doanh nghiép, ké khai thong tin s6 dién thoai khong ton
tai hoac da ngirng hoat dong hoac s6 dién thoai khong phai cia nguoi dai di¢n
theo phdp luét ciia cong ty néu trén Gidy chtirng nhan dang ky kinh doanh; Dja chi
co so ké khai trén Phiéu cong bd khong ding hoidc co s¢ da chuyén dia chi / dia
diém kinh doanh nhung khong thong bao / cap nhat to1 co quan co tham quyén do
mot s van ban, quyét dinh thu hoi s6 tiép nhan phiéu cong bé ... duoc Cuc Quan
Iy Dugc gtii dén cac co so nay bi don vi chuyén phat nhanh / buu chinh cong ich
hoan tra lai Cyc Quan ly Dugc.

Thém vao do, khi Cuc Quan 1y Dugc, cac S¢ Y té cdc tinh, thanh phé truc
thudc Trung wong trién khai thyc hién kiém tra hiu kiém vé kinh doanh my phém
tai cac co sO thi mot sd co s da chuyén dia diém kinh doanh, thay d6i nguoi dai
dién theo phap luat cua cong ty, thay ddi s6 dién thoai lién hé nhung khong cong
bb v6i co quan cé tham quyen gay kho khan khi tim kiém try s& dé 1am viéc véi
cong ty va lang phi thoi gian. Cac doan kiém tra da phai dé nghi céc co quan chirc
nang lién quan trén dia ban (Cong an khu vyc, Trung tam y té quan, huyén, Tram
y té phuong, xa, Chi cuc thué quén, huyén, dai dién to dan ph, ...) hd tro trong
viéc xac dinh, tim kiém dia diém kinh doanh cta co sé, s6 dién thoai ciia nguoi
dai dién theo phdp luat ciia cong ty.

Bén canh d6, mot s to chire, ¢4 nhan chiu trach nhiém dua san phém ra thi
truong chua thyc hién viée luu gitt day du ho so thong tin san pham my pham
(Product Information File - PIF) tai dia chi cta t chirc, ¢4 nhan chiu trach nhiém
dua san pham ra thi trudng va xuat trinh cho co quan kiém tra, thanh tra khi duoc
yéu cau.

1. Pé thyc hién tdt cong tac kiém tra hau mai my phém, bao dam an toan,
quyén loi cho nguoi tiéu ding, Cuc Quan 1y Dugc dé nghi SO Y té cdc tinh, thanh
phé truc thudc Trung wong:

a) Tiép tuc ting cudng trién khai thuc hién cong tac thanh tra, kiém tra viéc
thue hién cac quy dinh cua phap luat vé quan 1y my pham d6i vé6i cdc doanh nghiép
san xuat, kinh doanh m§y pham trén dia ban. Tap trung kiém tra, thanh tra viéc
thuc hién thong bdo thu hdéi my pham theo quy dinh, san xuét, kinh doanh m§y



pham khong dung tai dja chi di cong bd, doanh nghiép thay d6i dia chi kinh doanh
ma khong bdo cdo véi co quan quan 1y.

b) Thudng xuyén va chu dong phdi hop chit ché véi Ban chi dao 389 dia
phuong, Cuc Quan ly thi truong va cac nganh chirc nang lién quan trén dia ban
tang cuong cong tac thanh tra, kiém tra my pham luu thong trén thi trudng. Trong
do, tap trung kiém tra hoat dong san xuét, kinh doanh my pham trén cdc san giao
dich thwong mai dién tir va nén tang mang xa hoi TikTok, Zalo, Facebook,
YouTube ... nham phat hién va xtr Iy kip thoi cdc hoat dong san xuét, kinh doanh
my pham trai phép, my phém nghi ngo gia, my phém luu thong chua dugc cap sb
tlep nh4n Phiéu cong b, my pham khong rd ngudn goc Xult xu; quang cao my
pham c6 tinh nang, cong dung vuot quéa tinh ning va ban chat von c6 cla san
pham, khéng phit hop voi tinh ning, cong dung san pham di cong bd.

¢) Xu 1y, xtr phat nghiém céac t6 chirc, ¢4 nhan vi pham trong hoat dong san
xuat, budn ban my pham theo quy dinh hién hanh. Thu h01 va tiéu huy toan bo
cac loai my pham nghi ngo gia, my pham khong rd nguén gdc, xuat x&, my pham
khong dat chat lugng, khong an toan cho nguoi st dung.

2. Cuc Quan ly Dugc yéu clu céc to chuc, c4 nhan chiu trach nhiém dua
san pham ra thi truong, co s¢ nhip khau, co sd san xuat mSI pham:

a) Nghiém tic nghién ctru quy dinh tai Thong tu s6 06/2011/TT-BYT ngay
25/01/2011 ciia Bo Y té quy dinh v€ quan ly my pham dé ké khai céc thong tin
cong bb tai Phiéu cong bb bao dam tinh chinh xdc va trung thuc, luu giit day du
hd so thong tin san pham my pham (Product Information File - PIF) tai dia chi
clia to chiic, c4 nhan chiu trach nhiém dwa san pham ra thi truong va xuat trinh
cho co quan kiém tra, thanh tra khi duoc yéu cau.

b) Chi dugc pheép dua my pham ra luu thong khi da dugc co quan quan ly
nha nudc cé tham quyén cap sb tlep nhan Phiéu cong bd san pham my pham va
phai hoan toan chiu trach nhiém vé tinh an toan, hiéu qua va chat luong san pham
Co quan nha nudc c6 tham quyén s& tién hanh kiém tra hdu mai khi san pham luu
thong trén thi truong.

Cuc Quan Iy Duoc théng bao dé cic So Y té, to chiic, ¢4 nhan chiu trach
nhiém dua san pham ra thi truong, co s& nhap khau, co s& san xuat my pham biét
va trién khai thuc hién./.
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