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V/v thuc trang dap irng quy dinh ye 

thixc hanh tot bao quail thuOc, nguyen 
lieu lam thuoc va to trinh thlyc hien GSP 

Kinh 	Cac ca so' y to teen dia ban tinh Thanh Hoa. 

Thgc hien Thong tu so 36/2018/TT-BYT ngay 22/11/2018 cUa BO Y to 
quy dinh ve thgc hanh,tOt bao quan thuoc, nguyen lieu lam thuoc (Thong tu so 
36), Ser Y da tap huan va huang dan cac ca s& y to to chic trien khai cac not 
dung cUa Thong to sO,  36. Nhin chung, Lanh dao cac don vi 	quan tam den 
cong tac bao quan thuoc nhu lap ke hoach, len phuang an bo tri dao tao can bO, 
sap xep nhan su, dau tu ca so' vat chdt, trang thiet bi... de tong buck dap img cac 
quy dinh ye thuc hanh tot bao quan thuOc, nguyen lieu lam thuoc (GSP) theo 
dung quy dinh cua ThOng tu so 36. 

Theo do, cac co so.  y,te chdc trien khai thuc hien cac not dung tai Thong 
tu sO 36 va tlx danh gia, neu dat yeu cau gin van ban thong bao viec dap dng GSP 
den SO.  Y to de cong bo thOng tin ye co sO' dap drig GSP tren Trang thong tin 
dien tin dm 	Sau do, SO Y to se kiem tra, thanh tra, danh gia viec dap dng 
tuan thU GSP ctia ca see theo quy dinh. Qua kiem tra danh gia thuc to tai 11 ca so.  
(01 Benh vien; 10 ca sa tiem chUng) da cong bo dap tang -dux hanh tot bao quan 
thuoc (bao gom ca bao quan vac xin) ket qua kiem tra cho thay: 

Ca ban cac dan vi da dap dng quy dinh ve thgc hanh tot bao quan thuOc 
nhu: b6 tri, phan cong can 1)0 lam nhiem vu bao quan thuOc, dao tao, cap nhjt 
kien thdc , GSP; sap xep kho bao quan thuoc, trang bi thiet 'Di de,dam,bao cac 
dieu kien bao quan (Co 	gia, ke, dieu hea khong khi, nhiet ke, am ke tu ghi, 
phong lanh, to lanh, may phat dien, phuang tien phong chay, china chay...); Ho 
sa tai lieu, cac quy trinh thao tac chuan da dugc trien khai; tai thed diem kiem 
tra, khong phat hien vi pham trong cong tac bao (pan thuoc, vac xin... Tuy 
nhien, viec thgc hien quy dinh ve GSP van con mot so ton tai nhu: 

- Nhan su chua pha hgp, chua có ban mo to cong viec; can bO, duvc giao 
nhiem vu bao quan thuoc chua nam yang dugc cac quy dinh can thiet ye dugc, 
ye nghiep vu bao quan (phuang phap bao quan, quan 13'7 so sach, theo deji xuat 
nhjp, chat lugng thuoc...) co dan vi can bO bao quan vac xin chua co chung chi 
dao tao kien thdc ve GSP. 

- He thOng kho bo tri chua khoa hoc, chua phu hgp thuc to tai don vi, mot 
sO ca con thieu he thong canh bao nhiet dO tu &Ong, thiet bi canh bao khi xay 
ra su co mat dien (ca see bao quan vac xin); 

- Cac quy trinh thao tac chuan chua cap nhjt van ban phap quy mod, viet 
so sai, chua phu hgp 	thuc tin va con mang tinh chdt d6i pho, chua có don vi 
nao thgc hien cong tac tg thanh tra, kiem tra... 
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De thirc hien tot cac quy dinh tai Thong tu. so 36/2018/TT-BYT va cac 
quy dinh khac,có 	quan nham dam bao thuoc phal dugc 'Dao quan dung quy 
dinh, duy tri tot nhat chat luting cua thuOc, nang cao hieu qua dieu tri va su an 
toan trong qua trinh sir dung, So Y te yeu cau cac dan vi thgc hien mot so not 
dung sau: 

1. DOi \Teri co so kham, china benh; co sO tiem chUng chua cong bei dap 
img ve thirc hanh tot bao quail thuOc, nguyen lieu lam thuoc. 

Hien nay con mot so dan vi (cac ca soe bao quan vac xin thuOc chuang 
trinh tiem chUng mu rOng, tiem chUng dich vu tuyen huyen) sham to chirc trien 
khai thirc hien GSP theo 10 trinh cua BO Y te. De nghi cac dun vi khan trucmg 

• • 	• 	• ;, 	• „ xay Ong phucmg an, ke hoach, chuan M91 dieu kin ye nhan su, ca so. vat 
chat va cac dieu kien khac lien quan de to chirc kho bac, quan thu8c dap img 
GSP theo dUng to trinh dm BO Y t6: 

- Cham nhat din ngay 01/7/2019, co' sa có hoat dOng bao quan, ton frit., 
cung irng vac xin (ca bao quan vac xin thuOc chuang trinh tiem chiing ma 
r Ong quoc gia tuyen tuyen tinh va tuyen huyen, 	dich vu tiem chting, ca 
sa kham benh, china benh co hoat ctOng tiem chting) phai triin khai Op dung va 
tuan thii day du GSP doi vai hoat clOng bao quan vac xin. 

- Ch'm nhat din ngay 01/01/2021, ca so' kham chaa benh ph ai tuan thit 
clay du GSP doi vai hoat d -Ong bao quan thuoc. 

2. DOi voi cac ca ser da dugc cong bO dap img GSP. 

Nghiem tue thirc hien dung cac quy dinh ve GSP, kllac phuc ngay nhang 
ton tai ma doan kiem tra 	Y te da chi ra, thuOng xuyen 	hanh cong tac 
tin thanh tra, kiem tra de duy tri thirc hien cac quy dinh dam bao thuerng xuyen, 
lien tuc trong qua trinh hoat dOng. 

Nhan duvc cong van nay, yeu cau cac don vi khan truang to chirc trien 
khai thuc hien. Giam doe cac don vi chin trach nhiem truerc Giam doc 	ve 
viec cham trien khai GSP tai don vi minh de qua theri gian 10 trinh neu teen. 
Trong qua trinh thjc hien neu có kilo khan vuong mac, lien he Phong Quail b'T 
Duvc de dugc huang dan giai quyet, 	Y te se tang cuong cong tac thanh tra, 
kiem tra, xin 1)'T nghiem cac vi pham (neu co)./. 
Nal nhijn: 	 KT.GIAM DOC 
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