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TT KIEM NGHIEM THUOC, DPjc 1ap- Tw do- Hanh phiic
MY PHAM, THUC PHAM
S6: 81/KH-TTKN Tién Giang, ngay 06 thang 02 nam 2025
KE HOACH

Cong tac ldy mau kiém tra chat lwgng nim 2025

Can ct Théng tu lién tich sb 28/2010/TTLT-BTC-BKHCN ngay 03/3/2010 cua
B¢ Tai chinh va B Khoa hoc cong ngh¢ Hudéng dan quan ly va stir dung kinh phi doi
v6i hoat dong ki€ém tra nha nudce vé chat luong sdn pham, hang hoa;

Cin ctr Thong tu s6 06/2011/TT-BYT ngay 25/01/2011cua B§ Y té Quy dinh vé
quan ly my pham Thong tu 50 29/2020/TT- BYT ngay 31 thang 12 nam 2020 cta B
truong BO Y te sira d6i, bo sung va bii bo mot sb van ban quy pham phap luét do B
truong BO Y té ban hanh, lién tich ban hanh, ¢6 hi¢u luc thi hanh ké tir ngay 15 thang
02 nam 2021 (Van ban hop nhat s 7/VBHN-BYT ngay 16/03/2021 Quy dinh vé
Quan Iy my pham);

Can ctir Thong tu sO 40/2017/TT-BTC ngay 28/4/2017 ctua B Tai chinh Quy
dinh ché d6 cong tac phi, ché do chi hoi nghi;

Can cir Thong tu s6 35/2017/TT-BYT ngdy 18/8/2017 cua B9 Y t€ Quy dinh gia
cu thé doi voi dich’ vu ki€ém nghiém mau thude, nguyén li¢u lam thude, thudc dung cho
nguoi tai co so' y t€ cong 1ap sir dung ngan sach nha nudc;

Céan cir Thong tu 50 11/2018/TT-BYT ngay 04/05/2018 ctia B¢ truong Bo Y £
quy dinh vé chat luong thude, nguyén li€u lam thudc; Thong tu s6 03/2020/TT-BYT
ngay 22/01/2020 stra doi bo sung mét 6 dicu cua Thong tu so 11/2018/TT-BYT (Van
ban hop nhat s6 06/'VBHN-BYT ngay 03 thang 7 nam 2020 cua Thtr truong BO Y @
vé Thong tu Quy dinh vé chat lugng thuoc, nguyén li¢u lam thuoc);

Thong tu s6 38/2021/TT-BYT ngay 31 thang 12 nam 2021 cua BO Y té vé quy
dinh chét luong duoc liéu, vi thude cb truyén, thude cb truyén;

~ Cancu Quyét dinh s6 2176/2000/QD-BYT ngay 18/7/2000 cua B truong Bo Y
t€ vé viéc baq hanh van ban quy gﬁnh chuc nang, nhiém vu Vé:l to chirc bd méy cua
Trung tdm kiém nghiém dugc pham, my pham thudc S¢ Y té tinh, thanh pho tryc
thudc trung wong;

Cong van s6 662/VKNTTU-TCCB ngay 07/9/2009 ciia Vién truéng Vién kiém
nghiém thudc Trung wong v€ viéc Ban hanh quy dinh chirc nang, nhiém vy, quyen han
va co cau to chirc ciia Trung tdm kiém nghiém tuyén tinh, thanh pho.

~ Can ctr Cong vén s6 178/VKNTTW-KH, ngay 28/2/2024 cua Vién Kiém nghiém
thuéc Trung wong v€ dinh hudng xay dung ké hoach lay mau thuoc dé kiém tra chat
lwong nam 2024,
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Trung tam xay dung Ké hoach cong tac 1dy mau kiém tra chat lugng nim 2025
nhu sau:

|. MUC PiCH, YEU CAU.

1. Muc dich:

Kiém soat chat lu:qu thudc, my phém tai cic co s& san xuét, kinh doanh, st
dung trén dia ban tinh nham gop phan bao v¢ va cham soc strc khoe nhan dan.

2. Yéu cau:

~ - Hoan thanh chi tiéu ké hoach kiém tra chat lugng thuéc, my pham nam 2025 S&

Y té giao.

- Cong tac léi’y mau dé kiém tra chit luong phai tuan tha cac quy dinh cua phap
luat vé quan 1y chat lugng 0 lién quan.

- Qua trinh ldy mau thudc, my pham do cac can bo vién chiic cia Trung tim thyc
hién, dam bao chuyén mén phu hop theo diing quy dinh hién hanh.

I1. N§i dung thuc hién

1. Nguyén tic 1y miu

1.1. Ldy mdu thuéc, nguyén ligu lam thuéc

- Thuc hién theo Phu luc I Huéng dan vige 14y mAu thudc, nguyén liéu 1am thudc
dé xac dinh chat luong kém theo Thong tu s6 11/2018/TT-BYT ngay 04/05/2018 cua

Bo truong Bo Y té quy dinh vé chét luong thudc, nguyén liéu lam thudc (Van ban hop
nhat s0 06/VBHN-BYT ngay 03 thang 7 nam 2020 cua Thir trudng BO Y t€).

- Léy mau thudc co trong tam, trong diém theo dinh hudéng cua Vién Kiém
nghiém thudc Trung wong vé dinh huéng xay dung ké hoach 1y mau thudc dé kiém
tra chat lugng; theo ngudn luc hién c6 ctia Trung tim; mau nghi ngd chét luong va cac
mau theo su chi dao cua cac cép lanh dao.

1.2. Ldy mdu my phim

- Lay mau my pham dé ki€ém tra hodc giam sat chat lugng theo nguyén tac lay
mau ngau nhién va phai ldy mau ¢ nhiing vi tri khac nhau cua 16 hang.

- Luwong mau can lay dé phan tich va dé luu can ctr vao yéu cau kiém tra, tiéu
chuan chat lugng, phuong phép thu nhung it nhat phai da cho ba lan phan tich hoac
phai du dé thuc hi¢n phép thur ddm bao thu dugc két qua chinh xac va tin cay.

- Cac mau phan tich va mau luu phai duoc cho vao dé dung, han kin va dan
nhan. Nhén cta do dung mau phai ghi 3 t€n san pham tén t6 chuc, ca nhan chiu trach
nhiém dua san pham ra thi truong, s6 16 san xuat, han ding, noi lay mau, ngay lay
mau.
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- Lap bién ban ldy miu my pham theo mau Phu lyc s6 09-MP, Thong tu
06/2011/TT-BYT ngay 25/01/2011 cua B§ Y t€ Quy dinh vé quan ly my phdm (Vén
ban hop nhat s6 7/VBHN-BYT ngay 16/03/2021 Quy dinh vé Quan ly my pham).

2. Pia diém va thoi gian 14y miu
- Pja diém lay mau

+ Céc co sd (ban budn, ban 1€, co sé kham chira bénh) trén dia ban cac huyén,
thanh pho, thi xa thudc tinh Tién Giang, du kién nhu sau:

Phan bo dy kién lwgng mau lay ]
Thot | pia ban du kién 1y mau ___kiem nghigm Tong
gian Thuoc Thuoc M pham cong
hoéa dugc | duoc liéu yp
Huyén Cai Be
. Huyén Cai Lay
Quy | Thi x& Cai Lay 127 25 25 177
Thanh phé My Tho
Huyén Cai Be
. Huyén Cai Lay
Quy 11 Thi x& Cai Lay 128 25 25 178
Thanh phé My Tho
Huyén Cai Be
. Huyén Chau Thanh
Quy 11 Huyén Cho Gao 128 25 25 178
Thanh phé My Tho
Huyén Cai Be
. Huyén Go Cbng Tay
Quy IV Huyén Cho Gao 127 25 25 177
Thanh phd My Tho
Tong cong 510 100 100 710

+ Cac co sO (ban buon, ban 1¢, co s& kham chita bénh) trén dia ban cac huyén
thudc tinh Tién Giang c6 cac mau nghi ngo chat lugng luu hanh va cac co so (ban
budn, ban 1é, co s& kham chita bénh) theo chi dao cac cap.

- S lugng mau léy du kién thuc hién trong nam la 710 mau, gém:

+ Thudc héa duoc, thude dugc liéu, my phém.

+ Nhitng mau thudc, my pham, dugc liéu co nghi ngd vé chat lugng luu hanh
trén thi truong.

+ Nhitng mau thudc, my phém, duoc liéu theo chi dao cua cac cép.

- Lay mau hang thang theo dot dinh ky hodc dot Xuat, mai thang thuc hién lay

mau tr mot dot trd 1én. Thyc hién lay mau tir thang 10/2024 dén thang cung ky béo
cao cua nam 2025.

3. Nhan sy va kinh phi
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- Thanh 14p Poan gdm céc vién chiic ¢6 chuyén moén phu hop véi cong tac lay
mau cua Trung tam.

- Kinh phi phuc vu mua miu kiém nghiém tir ngudn kinh phi giao nam 2025
nhung khong thyc hién ty chu/kinh phi nhiém vu khong thuong xuyén: 200.000.000
dong.

4. Phuwong ti€én

- Hop ddng thué xe van chuyén dua don cac thanh vién cia doan 1dy miu theo
quy dinh.

- Truong hop sir dung phuong tién ca nhéan cua thanh vién doan ldy mau, thi
duoc thanh todn phiéu xang theo quy dinh ctia Trung tam.

I11. TO CHUC THU'C HIEN

1. Phong To chirc — Hanh chinh quin tri - Ké hoach — Tai vu

- T chirc trién khai thuc hién ké hoach.

- Thanh 13p Poan léy mau dén léy mau truc tiép tal cac co sé trén cac dia ban
thudc tinh.

- Lam dau mdi giam sat, don dbc viéc thuc hién ké hoach.

- Tong hop béo cdo S& Y té két qua thyuc hién ké hoach cong tac ldy mau thudc
va kiém tra chat lugng theo quy dinh.

- B6 tri ngudn kinh phi dam bao cho cong tic 1y mau thube va kiém tra chat
lugng.

2. Phong Kiém nghiém Dwoc pham, m§ phim

- Phéi hop voi Phong Ké hoach - Hanh chinh Téng hop trién khai thyc hién ké
hoach.

- Thyc hién kiém tra, phan tich cac mau dam bao chinh xéc, kip thoi, khach quan
va bao mat.

Trén day 1a ké hoach cong tac 1dy mau kiém tra chat lugng nam 2025 cua Trung
tam. Trong qua trinh thyc hién néu c6 kho khén, vudng méc cac vién chirc kip thoi
phéan anh v€ phong T6 chirc — Hanh chinh quan tri - K& hoach — Tai vu trinh 1anh dao
xem xét. Kinh trinh 1anh dao xem xét va phé duyét./.

Noi nhén: GIAM POC
-So Y te;

- Ban Giam déc Trung tam;
- Hai phong chirc nang;

- Luu: VT, TCHCQTKHTV.

Tréan Thi Tuyét Trinh
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