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lay mau thudc, nguyén liéu 1am thudc, my phim
trén dia ban tinh Nghé An nam 2025

Can ctr Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bd Y té quy dinh
vé chit luong thube, nguyén liéu 1am thudc; Thong tu s6 03/2020/TT-BYT ngay
22/01/2020 ctia BO Y té stra doi, bo sung mot s6 diéu ciia Thong tu s6 11/2018/TT-
BYT ngay 04/5/2018 cua BO Y té quy dinh vé chat lugng thudc, nguyén liéu 1am
thudc; Thong tu sb 45/2024/TT-BYT ngay 24/12/2024 cia BO Y té vé viéc sta
dbi, bo sung mot s didu va phu luc kém theo Thong tu s6 11/2018/TT-BYT ngay
04/5/2018 ciia BO Y té quy dinh vé chat luong thude, nguyén liéu lam thudc va
cac quy dinh lién quan; Cin c tinh hinh thuc té va két qua trién khai cong tac
kiém nghi¢m thude, nguyén liéu lam thude, my phém nam 2024, Uy ban nhan dan
tinh Nghé An ban hanh Ké hoach ldy miu thudc, nguyén liéu lam thude, my pham
dé kiém tra chat lugng trén dia ban tinh Ngh¢ An nam 2025, nhu sau:

I. MUC PICH, YEU CAU
1. Muc dich

Thuc hién nhiém vu kiém tra, giam sat chat lugng va 1y mau thudc, nguyén
lidu 1am thudc, my pham luu hanh trén dia ban tinh Nghé An.

2. Yéu cau

- Viéc trién khai, thuc hién phai dam bao dong bo, hiéu qua, ding ddi tuong,
ndi dung va tién do.

- Cong tac 14y mau giam sat, danh gid cac nguy co vé thudc, my pham tip
trung vao cac san pham, nhom san pham c6 nguy co cao nham phat hién, ngin
chin téi da cac nguy co do thudc, my pham kém chét lugng anh hudng téi sirc
khée nguoi dan.

II. MUC TIEU

1. Muc tiéu chung

Kiém soat chat lugng thudc, nguyén liéu 1am thubc, my pham tai cc co s&
san xuét, kinh doanh, st dung trén dia ban tinh nham gop phﬁn bao vé va cham
soc suc khde nhan dan trén dia ban tinh Nghé An.



2. Muc tiéu cu thé

2.1. Muc tiéu 1: Kiém tra, giam sat chat lugng thudc, nguyén liéu 1am thude,
my pham trén dia ban tinh.

- Kiém tra giam sat khoang 382 co sé thudc tit ca cac loai hinh (san xut,
ban buon, ban 1¢é, cép phat, str dung).

- T4t ca cac trudng hop vi pham kiém soat chat luong thude duge bao cao
S6'Y té theo quy dinh va trong bao cdo hang quy.

- Thyc hién 1dy 800 miu (Can cr Quyét dinh sb 1886/QD-SYT ngay
31/12/2024 cia S&' Y té vé giao du toan chi ngan sach nha nudc ndm 2025), tuong
ung voi khoang 88 hoat chét tan duoc va 54 loai duoc liéu, trong do chu trong céac
mau thudc danh muc hoat chit uvu tién léy mau theo khuyén cdo cua Vién kiém
nghiém thudc Trung wong niam 2025.

- Lay méu theo phd hoat chét vu tién kiém soat theo: cic vin ban chi dao
ciia Cuc quan Iy Duoc, SO, Vién hang nim; yéu ciu cua cic co quan quan 1y:
Thanh tra, Quan 1y thi truong, Cong an.

2.2. Muc tiéu 2: Kiém nghiém mau thudc, nguyén liéu 1am thudc, my pham
kip thoi dép tng yéu cdu cua quan 1y nha nude vé chit luong va dam bao duy tri
quan 1y phong thtr nghiém theo tiéu chuan GLP va ISO IEC 17025:

- Cac méu lay duoc kiém tra chat lugng theo tiéu chuan di dang ky, cong
bd hodc tiéu chuan Viét Nam va tra két qua dung thoi han quy dinh.

- C4c miu my pham duoc phan tich cac chi tiéu vé an toan.

- Cac mau thudc, nguyén liéu 1am thuc, m§y pham, mau tién kiém khong
dat tiéu chuén chét lugng dugc bao cao v BO Y té, SG Y té theo quy dinh.

- Cac hoat dong dam bao chat luong két qua thir nghiém theo quy dinh cua
GLP va ISO IEC 17025, bao gdm:

+ Tiép tuc thuc hién va duy tri quan 1y phong thi nghiém theo tiéu chuan
GLP va ISO 17025. Téap trung nguon lyc dé tai danh gida GLP, danh gia giam sat
hoac danh gia mé rong ISO IEC 17025.

+ Thiét bi phan tich, kiém nghiém va cac thiét bi phu tro duoc duy tri dat
yéu cau str dung trong phan tich, kiém nghiém; dam bao an toan va méi truong
phong thi nghiém.

+ Chu dong tham gia cac chuong trinh thtr nghiém thanh thao danh gia tay
nghé, dam bao 100% cac phép thir tham gia dap Gng yéu cau.

2.3. Muc ti€u 3: Bao tao, nang cao nang luc kiém nghi¢m

- Tham dy cac 16p ddo tao, tip huin, cap nhat ki thuat kiém nghiém do céc
Vién, Truong t6 chic.
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- T6 chitc bdi dudng, dao tao, dao tao lai, tip huin ning cao nang lyuc, k¥
ning, tay nghé cho nhan vién phong thi nghiém va can bo lam cong tac kiém soét
chét luong thuc, my pham.

- T chire di hoc tép, trao d6i kinh nghiém cong tac quan 1y, kiém soat chat
luong thube, giam sat, 1dy mau kiém nghiém trong cong tac kiém nghiém... v6i
cac tinh, thanh phd khac.

III. NHIEM VU VA GIAI PHAP
1. Cong tac lanh dao chi dao

- Xay dung va thuc hién theo ké hoach kiém nghi¢m thuéc, nguyén liéu lam
thudc, my pham nam 2025.

- Thyc hién ché d6 bao céo dinh ky va dot xuét theo quy dinh.

2. Cong tac chuyén mon

2.1. Cong tac giam sat chat luong va ldy méu thude, nguyén liéu lam thude,
my pham dé kiém tra chat lugng

- C6 ké hoach phan cong cu thé danh sach doan theo timg thang, danh sach
cac co s& cu thé theo timg thang, timg tuan, dam bao tinh bao mat cia cc co sd
dugc giam sat, 14y mau nham dap tng yéu cau kiém tra, giam sat dot xuét vé chat
luong thude.

- Panh gia thyc trang tinh hinh chat lugng thudc, my pham, cong tic dam
bao chit lugng thudc, my pham tai cac co so san xuét, kinh doanh, sir dung.

- Thuc hién giam sat chét lugng thudc tién kiém: kiém tra, léy mau, kiém
nghiém mau, téng hop bao cdo S¢' Y té hang quy.

2.2. Cong tac kiém nghiém mau

Cap nhét, cai tién hé thong quan 1y chat luong cta phong thi nghiém phu
hop, dap g yéu cau cia ca hai hé thong quan Iy GLP va ISO/IEC 17025.

- Phat trién phuong phap va mé rong cac phép thir duoc cong nhan ISO/IEC
17025.

- Tham gia hoic t chtrc cac chuong trinh thir nghiém thanh thao.

- Duy tri co s& vat chat va cac hoat dong dam bao chat lugng két qua thir
nghiém theo quy dinh cua GLP va ISO IEC 17025:

+ 100 % thiét bj dugc kiém soat bao dudng, bao tri, hiéu chuan dung thoi
han. Chi céc thiét bi dat yéu ciu méi duoc sir dung trong phan tich, kiém nghiém.

+ Kiém tra, danh gia, tham dinh hiéu ning hé thong phong sach vi sinh (hé
théng HVAC).
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+ Kiém tra, danh gid, bao dudng hé thong san xuit nudc tinh khiét, thuc
hién kiém tra chat luong nudc tinh khiét sir dung trong phén tich.

+ Thyec hién sira chita thiét bi phan tich khi can.
+ Thue hién cac bién phap dam bao chit lugng két qua thir nghiém khac.

- Thyc hién céc hoat dong dam bao an toan lao dong va moi truong thu
nghiém:

+ Quan 1y mAu, hoa chat, tn du hoa chat, chét thai; 100% chat thai phong
thi nghiém dugc thu gom, phan loai, xtr Iy dam bao an toan moi truong.

+ Thuyc hién kiém tra, danh gia, bao dudng hé thdng xtr 1y khi thai, ti bao
quan hoa chat, dung méi, ta hood khi ddc.

+ Thuc hién quan trac chét lugng nudc thai, khi thai, kiém tra danh gid hé
théng xir Iy khi thai, nudc thai dam bao nude va khi xa thai ra méi trudng dat yéu
cau theo quy dinh.

2.3. Cong tac dao tao, nang cao ning luc kiém nghiém

- Tang cudng tham dy hoi nghi, hoi thao vé cong tac kiém nghiém. Ting
cudng td chire hoc tép, trao doi cong tac quan 1y chat luong thude, my pham, giam
sat, 1dy mau kiém nghiém vdi cac tinh thanh phé khéc.

- Chu dong xay dung nd1 dung dao tao cho cac nhan vién dua trén diéu ki¢n
va nhiém vu chuyén mon cua khoa phong.

- Duy tri cong tac dao tao theo ké hoach va thong bao cta don vi to chirc
(Vién, truong...).

- T6 chure cac 16p dao tao, bdi dudng chuyén mon, nghiép vu.
IV. NGUON VON THU'C HIEN

Ngudn ngin sach nha nude va cac ngudn thu hop phap khac.
V.TO CHUC THUC HIEN

1.S6Y té

1.1. Chu tri, phéi hop v6i S¢ Tai chinh va cac S&, ban, nganh va don vi ¢o
lién quan chi dao Trung tAm kiém nghiém thudc, my pham, thuc pham Nghé An:

- La don vi thudng truc, 1am ddu mbi xay dung ké hoach chi tiét, trién khai,
thuc hién.

- Thudng xuyén theo ddi, kiém tra, giam sat cac hoat dong chuyén mon va
danh gia hiéu qua cua cac hoat dong.

- Lam dau moi tong hop va bao céo két qua hoat dong.
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- Chi dao cac don vi trong nganh phéi hop t6 chirc thuc hién céc hoat dong
theo K& hoach.

1.2. Chu tri kiém tra giam sat va dinh ky so két, tong két, danh gia rat kinh
nghiém viéc thyuc hién cac ndi dung cua Ké hoach.

1.3. Pinh ky hang nam tong hop, bdo cao UBND tinh két qua thuc hién va
kién nghi giai quyét nhitng van dé méi phat sinh vuot tham quyén.

2. So Tai chinh

Can ctr vao cac ndi dung cua Ké hoach d3 duoc phé duyét, trén co s& dé
xuét cia SO'Y té, cin ctr kha ning can d6i ngan sach, S¢ Tai chinh huéng dan don
vi sir dung kinh phi, thanh quyét toan dung quy dinh.

Trén day 1a K& hoach ldy mau thudc, nguyén liéu lam thude, my pham dé
kiém tra chit luong trén dja ban tinh Nghé An nam 2025, yéu cau cac S¢ va cac
don vi ¢ lién quan can cr vao chirc nang, nhiém vy trién khai thuc hién dam béao
nghiém tic, hiéu qua ./.

Noi nhin: TM. UY BAN NHAN DAN
- Cac PCT UBND tinh; v o e
- CVP, PCVP VX UBND tinh; P}I_O CHU TICH

-S4 Y té, S& Tai chinh;

- TT Kiém nghiém thubc, MP, TP;
- Phong: VX, NN, KT;

- Luu: VT, KGVX (TP, P).

Bui Dinh Long



