UBND TINH DONG NAI CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Doc 1ap - Tw do - Hanh phuc

Sb: 18/SYT-NV Pong Nai, ngay 03 thang 01 nam 2023
VIV duy tri thyc hanh tét trong
san xuat thudc, m§ pham

Kinh gui:
- Céc doanh nghiép san xuat thudc, my pham trén dia ban;
- CAc t6 chtic, ca nhan chiu trach nhiém dua san pham my
pham ra thi truong.
(sau day goi tat 1a cac don vi)

Thoi gian qua, S& Y té da to chuc kiém tra viéc duy tri thuc hanh tot
trong san xuat thubc, my pham; thanh tra, kiém tra va ldy miu gidm sat chat
lwong thude, my pham dbi voi cac co s¢ san xuat, kinh doanh thudc, my pham
trén dia ban. Két qua thanh kiém tra cho thay da s6 cac don vi chap hanh tét cac
quy dinh cua phéap luat. Tuy nhién van con don vi chua chap hanh tot cac quy
dinh.

Nham ting cuong quan 1y chat lugng trong san xuat, kinh doanh thudc,
m¥ pham, Gidm ddc SO Y té yéu cu cac don vi:

1. Bdi vé6i cac don vi san xuét, cac td chirc, ca nhan chui trach nhiém dua

san phAm my pham ra thi truong:

- Chap hanh nghiém cac quy dinh vé san xuét, kinh doanh my pham duoc
quy dinh tai Nghi dinh 93/2016/ND-CP, Thong tu 06/2011/TT-BYT. Chi dugc
san xuét va luu thong khi dugc co quan c6 thAm quyén cap sb tiép nhan Phiéu
cong bd san phAm my pham. Tuén thil cac nguyén tic, tiéu chuan "Thyc hanh tbt
san xuat my pham" cua Hiép hoi cac nudc Pong Nam A (CGMP-ASEAN) trong
san xuat my pham. Kiém soat chit ch& chat luong nguyén phu lién trude khi dua
vao san xut; ban thanh pham, thanh pham truéc khi dwa san phim ra thi truong;
lru hd so thong tin san pham (PIF) dung theo quy dinh.

- Chul dong ra soat lai cac thong tin trén nhin san phim my pham hién
dang luu thong trén thi truong vé tén san pham, thanh phan cong thic trén bao bi
phai ding voi thanh phan cong thirc trén phiéu cong bd san pham my pham.
Viéc ghi nhdn my pham phai tudn tha cac quy dinh tai Chuong V (Piéu
17,18,19,20) Thong tu 06/2011/TT-BYT.

- Thudng xuyén cip nhit cic thanh phan chat cdm, cac thanh phan co
quy dinh vé gidi han ndng do, ham luong va diéu kién sir dung trong cong thic
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san pham my pham va cip nhat cac quy dinh méi trong "Thuc hanh t6t san xuat
m¥ pham" cta Hiép hoi cac nudc Pong Nam A (CGMP-ASEAN).

- Thuc hién nghiém viéc quang céo, td chire hoi thao, su kién gio1 thiéu
my phém. Chi dugc t6 chirc gquang cao, td chirc hoi thao, su kién gio1 thi€u my
phém khi c6 Giéy xac nhan ndi dung quang cao, t6 chire hoi thao, su kién gioi
thiéu my pham duoc co quan c6 thAm quyén cip. Nghiém cAm viéc quang cao
dbi voi cac san pham my pham chua dugc cp s tiép nhan Phiéu cong bd san
phém my phém; chua co Giéy xac nhan ndi dung quang cdo; t6 churc hoi thao, su
kién gi6i thiéu my chwa pham dugc co quan c6 thim quyén cip; quang cdo qué
cong dung, tinh ning ciia my pham; quang cao my pham co thé lam cho ngudi
tiéu dung hiéu nham san pham d6 1a thude.

2. DBbi véi cac don vi san xuit thude:

Duy tri thuc hién dung cac quy dinh vé thyc hanh tét san xuat (GMP),
thue hanh tot bao quan (GSP), thuc hanh tot kiém nghiém (GLP). Kiém soat
chidt ché chat luong nguyén phu lidu trude khi dwa vao san xuit; ban thanh
pham, thanh pham trudc khi dua san pham ra thi truong.

Thuc hién dung cac quy dinh vé dang ky thudc; ké khai, ké khai lai gia
thudc; cac quy dinh vé thudc phai kiém soat dic biét; cac quy dinh vé thong tin,
quang céo thudc; cap nhat thong tin an toan hiéu qua ddi véi cac thude da dugc
cap phép luu hanh.

3. Thuong xuyén 1&n trang Website cua Bo Y té, Cuc Quan Iy duoc, S¢ Y
té dé cap nhat nhimg van ban quy pham phap luat vé dugc, my pham; cap nhat
thong tin an toan hiéu qua ddi véi cac thubc, my pham da dugc cip phép luu
hanh; nhitng vin ban chi dao diéu hanh va théng bao thu hoi thudc, my pham
...dé thuc hién.

Yéu cau cac don vi nghiém tac trién khai thyc hién./.

Noi nhn: KT.GIAM bOC
-Nhu trén; PHO GIAM POC
- BGD SYT (dé biét); -
- Website SYT (dang tai);
- Luu: VT, NV.

(Duochv)

X

Lé Quang Trung
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