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CQNG HOA XA HQI CH6 NGHIA VItT NAM 
Doc lap — Tir do — Hanh phtic 

Ha Noi, ngay42thang i nam 2018 
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Ki nh 
- Tking Civic Dan s6 - Ke hoach h6a gia dinh; 
- Cvc Phong, ch6ng HIV/AIDS; 
- Cvc Y to du phong; 
- Cvc Quan 15/ Icham, chita benh; 
- Soy Y to cac tinh, thanh ph6 trvc thuOc Trung uang; 
- Vien Ve sinh Dich to Trung uang; 
- Trung uang Hoi Chit thap do Viet Nam; 
- HOi Nan nhan chat dOc da cam; 
- HOi Nghien ciru khoa hoc Dong Nam A; 
- Cac Berth vien, Vien c6 giuimg benh true thu'Oc Bo Y to • 
(Sau clay g9i tat la cac Don vi) 

Sau khi Luat dugc nam 2016 dugc,  Quoc hOi thong qua, Nghi dinh so 
54/2017/ND-CP nam 2017 quy dinh chi tiet mot so dieu va bien phap thi hanh 
luat Dugc (sau day g9i tat la "Nghi dinh 54") da dugc ban hanh va chinh thirc c6 
hieu lire tir 01/7/2017, trong do c6 sira d6i, b6 sung nhang quy dinh Ichong con 
phii 119p vOi tinh hinh hien tai; dua ra nhting quy dinh meri chat the hon so \Teri cac 
quy dinh trtrac day va hoi nhap veri v6i cac quy dinh quoc to nham dam bao nguiyi 
dan dtrgc sir dung thu8c có chat lugng, an toan, hieu qua va gia ca hop 1Sf, dam 
bao binh on gia thuoc; tao dieu kien cho cac doanh nghiep dugs trong nuerc phat 
trien, 	nhap va c6 the xuat khau thuoc sang thi tnrong quoc te. Dac biet, Luat 
Dugc nam 2016 va Nghi Binh so 54 da dua ra flitting quy dinh mai chat the hon 
so veil cac quy dinh tnrOc day de dam bao tang cuong 	ly 	aoc,,xuat xir, 
chat lugna, gia ca thuoc nhap khau; &rig thoi, dua ra cac quy dinh ye diet' khoan 
chuyen tiep Nth 10 trinh thirc hien de cac don vi c6 tiled gian nghien cuu, trien khai 
diing cac quy dinh. 

Lien quan den viec nhap khau thu6c vien trg sir dung cho cac Chuang trinh 
y t6 nha nu&c, Nghi dinh 54/2017/ND-CP da dua ra cac quy dinh chat the hon so 
vOi quy dinh tai Thong to 47/2010/TT-BYT naay 29/12/2010 de dam bao cac 
benh nhan du trong hoac ngoai Chuang trinh deu dugc tiep can thuoc dam bao 
chat lugng, an toan, hieu qua, CO nguon g6c, xuat xir 1'6 rang mot each cong bang 
nhu nhau. 

Sau khi Nghi dinh 54/2017/ND-CP c6 hieu lire, ngay 24/8/2017, Cvc Quail 
1)% Dugc da c6 cong van so 12846/QLD-KD huong dan cac don vi lap ho sa nhap 
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khau thu6c vien trg thu6c phvc vu cho chucmg trinh y to cua Nha nuOc de cac don 

	

vi chu dOng,,chuan bi ho so day 	theo quy dinh tai Nghi dinh 54/2017/ND-CP 
khi nhAp khau thuoc chua co giay clang IcY luu hanh phvc vu cho chucmg trinh 
nham tranh gian doan nguon cung trng thuOc cho ngued benh. 

Tuy nhien, cho den nay, Cvc Quan ly Dugc van nhan dugc cac y kien tix 
mot so Cong ty nhap khau va mot so chuang trinh y to de nghi dugc nhAp khau 
thuoc vien trg chua c6 giay dang ky luu hanh tai Viet Nam theo hinh,thirc mien 
giam hO so tai lieu ky thulat ve chat lugng, an toan, hieu qua cila thuOc do chua 
kip chuan bi h6 so day du. 

	

,D'e' dam bao cung ung day 	kip th&i thuoc voi day du tai lieu chimg,minh 
ve chat Luang, an toan, hieu qua caa thu6c, tranh tiep tvc lay lY do Ilan the ve thai 
gian ma khong cung cap dugc day du ht) so anh huong den quyen lgi cua ngtroi 
benh, Cvc Quan ly Dirac de nghi: 

1. Cac Dan vi la dau m6i quan lY cac Chuang trinh y te, cac Don vi tiep 
nhan vien trot can nghien ciru k-y va chu dOng thong bao tai cac doi tac ,cung img 
thuoc va cac ca sar nhAp thuOc de c6 the dam bao cung cap kip thai ho so nhAp 
khau dap img theo climg quy dinh tai Dieu 67, Dieu 71, Dieu 72, Dieu 77 va cac 
dieu khoan Ichac c6 lien quan tai Nghi dinh 54/2017/ND-CP, khong de thieu thuL 
cho benh nhan. 

2. Sa Y t6 cac tinh, thanh ph(') trvc thuOc Trung uang c6 trach nhiem huOng 
dan cac dan vi nhan vien trg tren dia ban thus hien climg quy dinh hien hanh ve 
nhAp khau thuoc vien trg. 

3. Trong qua trinh thvy hien, neu co MI6 khan, vuong mac, de nghi cac Don 
vi kip thai lien he voi Cvc Quail 13% Dugc de dugc huong dan, phoi hap giai quyet 
theo quy dinh. 

Cvc Quan lY Dugc thong bao d6' cac Don vi biet va thvc hien" 

- Nhu tren; 
- BO truCmg Nguyen Thi Kim Tien (c16' b/c); 
- Cac Thir truong (c16 b/c); 
- Luu: VT, KD (Vn). 

KT. CIN TRUONG 
PHO CVC TRU'ONG 
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