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Kinh gui:
- Sb Y te cac tinh, thanh pho true thuoc TW;
- Chuong trinh Tiem chung mb rong Quoc gia;
- Trung tarn Y te dir phong cac tinh, thanh pho true thuoc TW;

r \ r

- Cac co so san xuat, kinh doanh, bao quan, ton tru vac xin;
- Cac co so tiem chung, su dung vac xin.

Ngay 04/5/2018, Bo trubng Bo Y te da ban hanh Thong tu so 11/2018/TT- 
BYT quy dinh ve chat luong thuoc, nguyen lieu lam thuoc, trong do co cac quy 

a a r r y

dinh ve thu hoi thuoc va xu ly thuoc sau thu hoi.
a r r y

Nham thirc hien thong nhat cong tac quan ly nha nude ve dupe, tang cubng 
trach nhiem cua cac co sb san xuat, kinh doanh, str dung vac xin trong hoat dong 
thu hoi, xu ly, tieu huy vac xin bi thu hoi va dam bao an toan cho ngubi su dung, 
Cue Quan ly Duoc hubng dan chi tiet viec thu hoi va tieu huy vac xin nhu sau:

1. Thu hoi vac xin:
y y r

1.1. Cac hinh thuc thu hoi, pham vi, thbi gian thu hoi va xu ly vac xin bi 
thu hoi duoc quy dinh tai Dieu 63 cua Luat duoc; trach nhiem thu hoi vac xin 
duoc quy dinh tai Dieu 64 cua Luat duoc.

1.2. Trach nhiem thu hoi va bao cao ket qua thu hoi vac xin duoc quy dinh 
tai khoan 5, 6 Dieu 12 Thong tu so 11/2018/TT-BYT, cu the nhu sau:

a) Co sb su dung vac xin phai dung viec su dung, biet tru vac xin con ton 
tai co so va tra ve co sb cung cap vac xin;

< r r r

b) Co sb kinh doanh vac xin phai dimg viec cung cap vac xin, biet tru vac 
xin con ton tai co sb, lap danh sach cac co sb kinh doanh, su dung da mua vac

r r A

xin, lien he va tiep nhan vac xin duoc tra ve.
c) Co so san xuat (doi vdi vac xin san xuat trong nubc), co sb nhap khau 

phoi hop vbi co sb uy thac nhap khau hoac co sb dau moi phan phoi vac xin (doi 
vbi vac xin nhap khau) chiu trach nhiem thu hoi vac xin vi pham.

r y

1.3. Vac xin sau khi thu hoi phai duoc thu gom, ltru giu rieng, dam bao cac 
dieu kien an toan, tranh nguy co that thoat. Truong hop vac xin bi thu hoi can 
dupe luu tru* de su dung trong dieu tra xac dinh nguyen nhan vi pham hoac dieu 
tra khac, khu virc luu tru phai dam bao cac dieu kien bao quan theo dung dieu 
kien ghi tren nhan vac xin.
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2. Xu* ly vac xin bi thu hoi:
r \ 5 r

a) Vac xin bi thu hoi dugc xu ly theo quy dinh tai Dieu 15 Thong tu so 
11/2018/TT-BYT, trong do, vac xin khong dat tieu chuan chat lugng, vac xin 
khong dam bao an toan, hieu qua, vac xin het han su dung... phai bi tieu huy.

b) Viec lieu huy vac xin phai dugc thirc hien theo khoan 6 Dieu 15 Thong 
tu so 11/2018/TT-BYT va quy dinh tai Thong tu s6 36/2015/TT-BTNMT ngay 
30/6/2015 cua Bo trubng Bo Tai nguyen va Moi trubng ve quan ly chat thai 
nguy hai.

f r

c) Co so co vac xin bi tieu huy phai chiu toan bo trach nhiem lien quan den
F

viec tieu huy vac xin.
d) Viec tieu huy vac xin phai dam bao an toan cho ngubi, sue vat va tranh 6 

nhiem moi trubng theo cac quy dinh cua phap luat ve bao ve moi trubng.

Cu the nhwsau:
2.1. Lap danh muc vac xin bi tieu huy:
Co sb co vac xin bi tieu huy phai lap danh muc cac vac xin bi tieu huy kem 

theo ly do:

- Ly do tieu huy: ghi cu the ly do (vac xin bi thu hoi, vac xin khong dam A F F F

bao chat lugng, an toan, hieu qua, vac xin het han sir dung, vac xin khong rd
X A A Z \ A

nguon goc, vac xin san xuat trong dieu kien khong dap ung quy dinh, vac xin
F

luu khi het thbi gian luu...).
2.2. Thanh lap Hoi dong tieu huy vac xin:

X A r

- Ngubi dung dau co sb co vac xin bi tieu huy ra quyet dinh thanh lap Hoi 
dong tieu huy vac xin. Hoi dong co it nhat 03 ngubi, trong do phai co 01 dai 
dien la ngubi phu trach chuyen mon cua co sb.

X F F

- Hoi dong tieu huy vac xin co nhiem vu ra soat danh muc vac xin bi tieu 
huy, to chuc viec tieu huy vac xin, lira chgn va quyet dinh phuong phap tieu 
huy, giam sat viec tieu huy vac xin cua co sb.

2.3. Lua chgn phuong phap tieu huy:
- Thong thubng phuong phap tieu huy vac xin gom 2 giai do an:

XX F

+ Xu ly ban dau: bao gom cac hoat dong lam mat tinh toan ven cua bao bi 
dong goi, nhan vac xin (loai bo hoac lam hu hai nhan, bao bi...) va lam bat hoat 
hoat tinh vac xin (thubng xu ly gia nhiet nhu hap, lube hoac bang cac phuong 
phap khac thich hgp...).
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r f r

+ Xu ly vac xin da bat hoat va bao bi chua vac xin: phuong phap xu ly phai 
phu hap vdi loai nguyen li$u bao bi va the chat cua vac xin; thong thudng sir

r

dung phuong phap dot, gia nhiet d nhiet do cao.
r 9- Doi vdi vac xin co kha nang tao chat doc: phuong phap tieu huy phai bo 

sung phuong phap./ giai doan phu hop de lam mat doc tinli cua vac xin.
2.4. Lua chon co sd thuc hien tieu huy:

9 \ 9 F 9

- Co sd dupe lira chon de ky hop dong chuyen giao, xu ly vac xin phai la to 
chuc, ca nhan cd Giay phep xu ly chat thai nguy hai phu hop. Trudng hop tir xu 
ly, dong xu ly thi phai dap ung cac yeu cau ky thuat, quy trinh quan ly quy dinh 
tai Phu luc 2 (A) ban hanh kem theo Thong tu so 36/2015/TT-BTNMT va dang

9 \ f

ky trong So dang ky chu nguon thai chat thai nguy hai.
- Doi vdi co sd cd du dieu kien co sd vat chat, trang thiet bi nhu tu hap, tu

/ r 9 r

say, Id nung... (nhu co sd san xuat, co sd thu nghiem), cd the tien hanh xu ly ban
\ 9 r r r 9

dau de bat hoat vac xin va lam mat tinh nguyen ven cua bao bi trudc khi chuyen
/■ r

cho co sd cd Giay phep xu ly chat thai nguy hai.
r ___

- Trudng hop co sd cd vac xin bi tieu huy thuoc Chuong trinh Tiem chung
f x

md rong Quoc gia, hoac la co sd kinh doanh, str dung khong cd du dieu kien xu 
ly ban dau, viec tieu huy vac xin phai duoc thirc hien hoan toan tai co sd cd

F F

Giay phep xtr ly chat thai nguy hai.
2.5. Van chuyen, chuyen giao:
- Viec thu gom, van chuyen, chuyen giao vac xin bi tieu huy phai duoc 

thirc hien theo quy dinh tai Dieu 8 Thong tu so 36/2015/TT-BTNMT.
A '

- Trudng hop vac xin chua duoc xu ly ban dau, lupng vac xin bi tieu huy 
phai duoc phai niem phong, ban giao chi tiet de dam bao tranh nguy co that 
thoat.

2.6. Thong bao cho co quan quan ly dupe ve viec tien hanh xu ly tieu huy
F \ F

vac xin kem theo cac thong tin ve so lupng, chung loai, phuong phap tieu huy, 
thdi gian thirc hien tieu huy, dia diem tien hanh tieu huy, don vi thirc hien/ phoi 
hop thirc hien tieu huy vac xin:

F F

- Thong bao den Cue Quan ly Dupe doi vdi Chuong trinh tiem chung md 
rong Quoc gia tuyen Trung uong, tuyen khu vuc.

- Thong bao den Sd Y te tren dia ban doi vdi Trung tarn Y te dir phong
A 9 1 A r r rtuyen tinh, tuyen huyen, tuyen xa, co sd kinh doanh, phan phoi su dung vac xin.

2.7. Tien hanh tieu huy:
- Viec tieu huy vac xin phai theo dung phuong phap tieu huy bo da dupe 

lira chon, phe duyet.
- Hoi dong tieu huy vac xin phai thirc hien viec giam sat chat che qua trinh 

tieu huy tai co sd (trong trudng hop thirc hien viec xu ly ban dau tai co sd) hoac
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• • « z • z \ r rtai co sex there hien tieu huy (doi vbi vac xin chua duoc xu ly ban dau): doi chieu
9 5/ r

cac thong tin cu the ve vac xin duoc tieu huy so vbi danh muc vac xin bi tieu 
huy, tinh trang vac xin dua vao tieu huy, quy trinh va qua trinh tieu huy.

- Doi vbi cac vac xin duoc xu ly ban dau tai co sb, Cue Quan ly Duoc hoac 
Sb Y te tieu hanh giam sat, chung kien viec thuc hien tieu huy tai giai doan nay.

r r 9 k

- Doi vbi vac xin duoc chuyen giao cho co sb xu ly chat thai, Cue Quan ly 
Duoc hoac Sb Y te tien hanh giam sat viec tieu huy tai co sb xu ly chat thai.

- Viec tieu huy vac xin phai duoc lap bien ban va duoc ky xac nhan bbi cac 
thanh vien Hoi dong tieu huy va cac don vi lien quan. Bien ban tieu huy vac xin 
phai bao gbm day du cac thong tin lien quan den viec tieu huy: thong tin day du

a r o

ve tung loai, tung lb vac xin da tieu huy; thbi gian, dia diem, phuong phap tieu 
huy.

2.8. Bao cao ket qua tieu huy:
Sau khi hoan tat viec tieu huy vac xin, co sb co vac xin bi tieu huy phai bao 

cao viec tieu huy vac xin nhu sau:
- Bao cao co quan quan ly dupe: bao cao gui Cue Quan ly Dupe (doi vbi co 

sb thuoc Chuong trinh tiem chung mb rong Quoc gia tuyen Trung uong, tuyen 
khu vuc) hoac gui Sb Y te tren dia ban (doi vbi cac Trung tarn Y te du phong

r r r r r

tuyen tinh, tuyen huyen, tuyen xa, co sb kinh doanh, phan phoi su dung vac xin).
Bao cao phai kem theo Bien ban tieu huy vac xin va cac bang chung, chung 

tu lien quan den viec tieu huy vac xin theo quy dinh tai mau so 06 Phu luc III 
ban hanh kem theo Thong tu sb 11/2018/TT-BYT.

- Bao cao co quan quan ly moi trubng theo quy dinh tai khoan 6 Dieu 7 
Thong tu sb 36/2015/TT-BTNMT.

3. De nghi Sb Y te cac tinh, thanh pho true thuoc TW cong bo noi dung 
cong van nay tren trang Thong tin dien tu cua Sb Y te va thong bao cho cac co 

r yr

sb san xuat, kinh doanh, bao quan, ton tru vac xin, co sb tiem chung, su dung 
r 9 •>

vac xin tren dia ban de trien khai thuc hien.
9 r

Cue Quan ly Dupe thong bao de cac don vi biet va thuc hien./.

Mrz nhan:
- Nhtr tren;
- Thu- trirong Triro'ng Quoc Cudng (de b/c);
- Cue trirong Vu Tuan Cirbng (de b/c);
- Cue Y te dir phong, NICVB (de phoi hop);
- Vien Ve sinh Dich te TW (de phoi hop);
- Van phong NRA (de phoi hop);
- Website Cue QLD;
- Luu: VT, CL (DT).

KT. CUC TRUONG 
PHO CUC TRU ONG
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