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Kinh 
- SO.  Y to cac tinh, thanh ph6 trvc thu6c TW; 
- Chuang trinh Tiem chimg ma rang Quoc gia; 
- Trung tarn Y to dkr phong cac tinh, thanh pho tnrc thu6c TW; 
- Cac ca sa san xuAt, kinh doanh, boo quan, ton tra vac xin; 
- Cac ca sof tiem chung, sir dung vac xin. 

Ngay 04/5/2018, B6 truang BO Y to da ban hanh Thong to s6 11/2018/TT-
BYT quy dinh ve chit luong thu6c, nguyen lieu lam thu6c, trong do co cac quy 
dinh ve thu hoi thuoc va xir 1)% thuOc sau thu 

Nham thvc hien th6ng nhAt cong tac quan ly nha nu& ve dugc, tang cueing 
trach nhiem cua cac co sa san xuat, kinh doanh, sir dung vac xin trong hoot dOng 
thu hoi, xir ly, tieu hily vac xin bi thu hoi va dam boo an toan cho nguai sir dung, 
Civic Quan ly Dugc huang dan chi tiet viec thu hoi va tieu hu)% vac xin nhu sau: 

1. Thu hoi vac xin: 

1.1. Cac hinh thirc thu h6i, pham vi, thai gian thu h6i va xir 1)% vac xin bi 
thu hoi dugc quy dinh tai Dieu 63 dm Luat dugc; trach nhiem thu h6i vac xin 
throe quy dinh tai Dieu 64 dm Lt.* dugc. 

1.2. Trach nhiem thu h6i va boo coo ke't qua thu h6i vac xin dugc quy dinh 
tai khoan 5, 6 Dieu 12 Thong to s6 11/2018/TT-BYT, cu the nhu sau: 

a) Ca sa sir dung vac xin phai dirng viec sir (king, bit trir vac xin con ton 
tai ca S 1 va tra ye co sa cung cap vac xin; 

b) Ca sa kinh doanh vac xin phai dung viec cung cap Vac xin, biet trir vac 
xin con ton tai ca so., lap danh sach cac ca sa kinh doanh, sir dung 	mua vac 
xin, lien he va tiep nhan vac xin dugc tra ve. 

c) Ca sa san xuAt (d6i yeti vac xin san xudt trong nuac), ca so nhap khu 
ph6i hop voi ca sa uy thac nhap khAu hoac ca,sor dAu m6i phan ph6i vac xin (d6i 
vai vac xin nhap khau) 	trach nhiem thu hoi vac xin vi pham. 

1.3. Vac xin sau khi thu h6i phai dugc thu gom, luu giu rieng, darn boo cac 
diet' kien an toan, tranh nguy ca thAt thoat. Twang hgp vac xin bi thu hOi can 
dugc luu tat de sir dung trong dieu tra xac dinh nguyen nhan vi pham hoac dieu 
tra khac, khu VkIC luu tru phai dam boo cac dieu kien boo quan theo dung dieu 
kien ghi tren nhan vac xin. 



2. Xir ly vac xin bi thu 

a) Vac xin bi thu hOi &roc xir 15/ theo quy dinh tai DiL 15 Thong tu so 
11/2018/TT-BYT, trong do, vac xin khong dat tieu chuan chat luong, vac xin 
khong dam bao an toan, hiL qua, vac xin h6t han sir dung... phai bi tieu 

b) Vic tieu Hy vac xin phai ducc thuv hiesn theo khoan 6 DiL 15 Thong 
tu so 11/2018/TT-BYT va quy dinh tai Thong tu se; 36/2015/TT-BTNMT ngay 
30/6/2015 cila BO truong BO Tai nguyen va Moi truong ye quail qi chat thai 
nguy hai. 

c) Ca sa co vac xin bi tieu hfly phai chiu toan 130 trach nhift lien quan den 
vie‘c tieu 114 vac xin. 

d) Vic tieu hiry vac xin phai dam bao an toan cho ngu&i, sue vg va tranh 
nhi&n moi truong theo cac quy dinh cua phap luat ve bao ve mOi tremg. 

Cu the nhit. sau: 

2.1. Lap danh flux vac xin bi. tieu 

Ca sa co vac xin bi tieu huy phai lap danh muc cac vac xin bi tieu hiiy kern 
theo l)',  do: 

- Thong tin ve vac xin can tieu 114: Ten, so lo, ntmg dO/ham luong, ngay 
san xuat, han dung, ca s& san xuat/ nhap khau, so luong tieu huy cua tong lo vac 
xin de nghi tieu 

- 14T do tieu 	ghi cu the ly do (vac xin bi thu hOi, vac,  xin khong dam 
bao chat lucmg, an toan, hiOu qua, vac xin het han sir dung, vac xin khong rif5 
ngutm gOc, vac xin san xuat trong diL kin khong dap img quy dinh, vac xin 
luu khi h6t thai gian luu...). 

2.2. Thanh lap Hqi d'ong tieu Hy vac xin: 

- Nguoi dimg dau co s& CO vac xin bi tieu huy ra quye't dinh thanh lap Hqi 
6ng tieu huy vac xin. 	&Ong co it nhat 03 ngu&i, trong dO phai CO 01 dai 
din la nguei phu trach chuyen mon dm co so.. 

- FlOi &Ong tieu hay vac xin co nhi'em vu ra sok ,danh muc vac xin bi tieu 
to chirc vice tieu huy vac xin, 	chon va quyet dinh phucmg phap tieu 
giam sat vic tieu hily vac xin cua ca sof. 

2.3. Lira chon phuang phdp tieu huy: 

- Thong .thuong phuang phap tieu Inly vac xin gt)'m 2 giai doan: 

+ Xir 1y ban,dau: bao gOm cac hog dOng lam mg tinh toan ven 	bao bi 
dOng gOi, nhan .vac xin. (loai 1)6 hoac lam hu hai nhan, bao bi...) va lam bat hog 
hog tinh vac xin (thu&ng xir 1)% gia nhig nhu hap, luOc hoc bang cac phuang 
phap khac thich hop...). 
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+ Xir 1)% vac xin da bat hog Ira bao bi chira vac xin: phuang phap xir 15,  phai 
phi hop 	loci nguyen lieu bao bi va the chat cua vac xin; thong thuerng sir 
dung phuang phap dot, gia nhiet er" nhiet d9 cao. 

- D6i voi vac xin c6 kha nang tao chat dOc: phuang phap tieu huy phai bo 
sung phuang phap/ giai doan phi hop de lam mat dOc tinh cua vac xin. 

2.4. Lua ch9n ca ser thuc hien tieu 

- Ca so dugc lua ch9n de ky h9p d6ng chuyen giao, xir ly vac xin phai la to 
chirc, ca nhan có Giay phep xir ly chat thai nguy hai phir hop. Truong hop to xir 
1Y, dong xir 1y thi phai dap img cac yeu cau ky thuit, quy trinh quan 13% quy Binh 
tai Phu luc 2 (A) ban hanh kern theo Thong to s6 36/2015/TT-BTNMT va gang 
ky trong S6 clang 14 chu ngu6n thai chat thai nguy hai. 

- D6i veri co.  s& có du dieu kien co. so vat chat, trang thiet,b1 nhu hap, to 
say, le nung... (nhu ca soy san xuat, ca thir nghiem), co the tin hanh xu ly ban 
dau de bat hoat vac xin va lam mat tinh nguyen -yen cua bao bi truck khi chuyen 
cho co.  se( có Giay phep xir 13% chat thai nguy hai. 

- TruOng h9p ca sa có vac xin bi tieu huy thuc Chuang trinh Tient chung 
ma rOng ,Quoc gia, hoic la ca kinh doanh, sir dung khong co 	di'eu kien xir 
ly ban dau, viec lieu hiiy vac xin phai dugc thuc hien hoan toan tai ca so co 
Giay phep xir ly chat thai nguy hai. 

2.5. Vin chuyen, chuyen giao: 

- Viec thu gom, yin chuyen, chuyen giao vac xin bi tieu 114 phai dugc 
thuc hien theo quy dinh tai Dieu 8 Thong to s6 36/2015/TT'-BTNMT. 

- Truerng h9p vac xin chua dugc xir 13% ban dau, lirong vac xin bi tieu hity 
phai dugc phai niem phong, ban giao chi tiet de dam bao tranh nguy ca that 
thodt. 

2.6. Thong bao cho ca quan quan ly dugc ve viec lien hanh xir 13% tieu hay 
vac xin kern theo cac thOng tin ve s6 luting, chung loci, phuang phap tieu 
thai gian thuc hien tieu huy, dia diem lien hanh tieu hity, don vi thuc hien/ phi 
hop thuc hien tieu fitly vac xin: 

- Thong bao den Cuc Quan ly Duoc d6i voi Chuang trinh tiem chUng mo! 
rOng Quoc gia tuyen Trung uang, tuyen khu vuc. 

- Thong bao den So Y to tren dia ban d6i voi Trung tarn Y to du phong 
tuyen tinh, tuyen huyen, tuyen xa, co so kinh doanh, phan phoi sir dung vac xin. 

2.7. Tien hanh tieu 

- Viec lieu huy vac xin phai theo dung phuang phap tieu huy bo da dugc 
lua ch9n, phe duyet. 

- I-10i d6ng tieu Hy vac xin phai thuc hien viec giam sat chit the qua trinh 
tieu huy tai co. sat. (trong truerng hop thuc hien viec xir ly ban dau tai ca soy) hoic 
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tai ca sa thkrc hien tieu ,May ((lei voi vac xin chua dugc 	1)',  ban dill): dei chieu 
cac thong tin cu,the ve vac xin dirge lieu hily so voi dank muc vac xin tieu 
May, tinh trang vac xin dtra vao tieu May, quy trinh va qua trinh tieu May. 

- DOi vai cac vac xin dirge xir 1/ ban d'au tai ca so', Cuc Quan ly Dugc hoac 
So Y to tien hanh giam sat, chimg kien viec thkrc hien tieu tiny tai giai doan nay. 

- floi voi vac xin dugc chuyen giao cho ca ser xir 19 chit thai, Cuc Quan 19 
Dugc ho4c 	Y to tien hanh giam sat viec tieu huy tai ca so xir ly chat thai. 

Viec tieu May Vac xin phai dirge 1.4p bien ban va dugc ky xac nhan bai cac 
thanh vien1-10i &Ong tieu May va cac dan vi lien quan. Bien ban tieu hily vac xin , 
phai bao 	day du cac thong tin lien quan den viec tieu May: thong tin day du 
ve t&ng loaf, tirng lo vac xin da tieu buy; thoi gian, dia diem, phuang phap tieu 
hUy. 

2.8. Bao cao ket qua tieu May: 

Sau khi hoan tat viec tieu hiry vac xin, ca sey có vac xin bi tieu 114 phai bao 
cao viec tieu May vac xin nhu sau: 

- Bao cao ca quan quan ly dugc: bao cao giri Cuc Quail 19 Dugc (dOi voi ca 
so.  thuOc Chuang trinh tiem chUng met rang Quoc gia tuyen Trung uang, tuyen 
khu,  vuc) hoac,giri 	Y to tren dia. ban (doi veti cac Trung tam Y to du phong 
tuyen tinh, tuyen huyen, tuyen xa, co se( kinh doanh, phan phoi sir dung vac xin). 

Bao cao phai kern theo Bien ban tieu May vac xin va cac bang chi:mg, chi:mg 
tir lien quan den viec tieu May vac xin theo quy dinh tai mau so 06 Phu luc III 
ban hanh kern theo 'Thong tu se 11/2018/TT-BYT. 

- Bao cao co quan quan ly moi truong theo quy dinh tai khoan 6 Dieu 7 
ThOng tu so 3 6/20 15/TT-BTNMT. 

3. De nghi SO.  Y t6 cac tinh, thanh phe true thuOc TW cong bO nOi dung 
cong van nay tren trang Thong tin dien tir cua Sef Y to va thong bao cho cac co 
sa san xuat, kinh doanh, bao quan, ton tru vac xin, Ca sa tiem chimg, sir dung 
vac xin ten dia ban de trien khai thkrc hien. 

Cuc Quan 19 Dugc thong bao de cac don vi bier va thuc hien./. 

Nei nhem: 
- Nhir tren; 
- Thti twang Twang Quee Ctrgn,g (de b/c); 
- 	twang VA Tub Ctrgng (de b/c); 
- Cuc Y t6 du ph6ng, N1CVB (de pilot hgp); 
- Vien Ve sinh Djch to TW (a phi hcip); 
- VAn pilot-1g NRA (de phei hgp); 
- Website Cuc QLD; 
- Ltru: VT, CL (DT). 

KT. CVC TRIYONG 
P116 CVC TRU'6NG 

4 



Canh Dtrung 

UBND TINH THAI NGUYEN 
Sei Y TE 

/SY-SYT 
Nei nap:: 
- Benh vien tinh, huyen, thi, TTYTTP; 
- Phong Y to cac Huyen, Thanh, Thi; 
- Benh vien DKTW Thai Nguyen; 
- Benh vien Quan Y 91; 
- BV truting DH Y khoa TN; 
- BV Chinh hinh & PHCN; 
- BV to nhan, Ban BVCSSKCB; 
- Trung tam kiem sok berth tot tinh TN; 
- Website Sa Y te; 
- Um: VT, NVD. 

SAO Y BAN CHINH 

Thai Nguyen, ngay thang  S  //am 2019 

TL. GIAM DOC 
C H VAN Pilo 
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