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Kinh 	Cac ca so.  clang ky, san xuat thutic tir dug 

)/41- 	Trong then gian an day, c6 nhiu bai thu6c duov 	duov bao the va 
san xuat to cac bai thuoc co phuang,gia giam, hoc cac bai thuOc c6 sir ph6i hop 

cac thanh phan duot lieuOp Flo sa clang ky thu6c. De CO ca sOr xem xet cap 
Para 

	

	miung ky luu hanh cho thu6c tir duov lieu va can cu ket 1u4n cua H8i d6ng tu 
Nran ca p so dang ltru hanh thuoc-B0 Y te, Cuc Quan Duorc htrang dan v'e viec  

n8p ho sa chat luting, an toan, hien qua d6i vori cac thuoc &rot lieu CO str co phoi 
hop moi nhi'eu thanh phan duov 	(sau day goi tat la thuoc to dirge lieu moi) nhtr 
sau: 

I. YEU CAU DANH GIA AN TOAN, HIEU QUA 

1. Cfic thmic tir duqc lieu moi nop ho so' Tang kS7 lAn dAu 

1.1. Khuy6n khich cac Ca so.  clang ky, san xuat thuific tir dtrorc lieu mai cung 
cap ho sof ve an toan, hi0 qua theo quy dinh ve thd nghirri lam sang tai Thong tu 
so 03/2012/TT-BYT ngay 02/02/2012 cua Bo trtromg BO Y to huo.ng dan ve thir 
thuoc ten lam sang. Tnrong hop chua cung cap duoy ho,sa lam sang, yeu cA.0 
cac co.  sec clang 	san xuat thuoc duov lieu phai cung cap &Ric cac tai lieu tai 
lieu nghien cdu danh gia ve dOc tinh cap, dOc tinh ban truemg dien, nghien cdu tac 
dung ducic 1/ ten m8 hinh thkrc nghiem cua thu6c phu hop voi cong dung cua 
thuoc clang ky da dtrorc cong 136 tren cac tap chi chuyen nganh y dtrot c6 uy tin 
trong va ngoai ntrov hoc la ket qua nghien clru to cac de tai nghien cdu c6 lien 
quan tir cap BO to.  len. 

1.2. Trueyng hop khong cung cap duot cac tai lieu theo yeu c'A.0 neu teen, yeu 
cau ca stir phai tien hanh thkrc hien cac nghien cfru ve dOc tinh cap, d8c tinh ban 
tnrong dien, nghien ciru tac dung dtrov V/ ten mo hinh thkrc nghiem cua thuoc clang 
ky de b6 sung cho ho sa danh gia an toan, hien qua cua thu6c theo huang dan sau: 

• Phtrang phap danh gia: 

- Thu di5c tinh cap, dOc tinh ban throng diZn: ap dung phtrang,phap nghien 
cfruda dtro.c Bt) Y to ding nh4n hoc theo huong dan cua To chat Y to the giori cho 
thuoc Y hoc co truyen hoc theo htromg dan dm OECD (Organisation for Economic 
Co-operation and Development); 

- Nghien cdu tac dung ducyc ly ten mo hinh thkrc nghiem: ap dung phtrang 
phap nghien cal da dirge 138 Y to cong nhan hoc theo huang dan trong tai lieu ve 
thkrc nghiem "Drug discovery and evaluation Pharmacological assays" cua nha xuat 
ban Springer. 
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• Cac don vi danh gia: 

- Truong Dai hoc Y Ha Ni0 (BO mon dugc 

- Truo.ng Dai hoc Dugc khoa Ha NOi (BO mon Dugc luc); 

- Trutarng Dai hoc Y Dirge thanh pH') Ho Chi Minh (BO mon DUVC 

- V*1 dugc li8u (Khoa Dugc Sinh hoa); 

- Vi41 Ki6m nghiem thutic thanh phei I-16 Chi Minh (Khoa Dugc 1D; 

- Vien Kim nghi8m thuoc trung uong (Khoa Dirge 1D; 

- Hoc vin Quan y (Trung tam nghien ciru img dung san xuait thuoc thuc 
nghim hoac Trung tam nghien ciru sink y dugc); 

• 13'8 nghi cac,dan vi có ten neu ten, can cu vao nang luc va di'eu kin hien  
co cda don minh to chik tiep nh'n vã filming dan cac thu tuc, ho so, cac yeu cau 
khac co lien quan khi thuc hien cac nghien ciru ve dtic tinh cap, d'cic tinh ban truong 
dien, nghien ciru tac dung dugc 1/ tren m6 hinh thuc nghiem doi vhf cac thuoc tix  
dugc lieu to cac co so,  san xu'At thuoc tit dugc li8u va chiu trach nhfem ve cac ket 
qua nghien ciru, danh gia cua minh. 

2. Cac thaw tir dulyc lieu n(ip hO so' clang 147 lai  

Bo Y to (Cuc Quan 1/ Dugc) se có thong bao cu th6" ve to trinh yeu cau bo  
sung tai lieu hoc bao cao ve an toan hi'0 qua dm thuoc doi vovf cac thuoc tit dugc 
lieu dang ky lai. 

II. YEU CAU VE TIEU CHUAN CHAT LIY(ING THANH PHAM 

Tieu chu'An chit *mg thanh phAm thu6c gong y, thut)c to dugc lieu dang ky  
lan cau, ngoai vi'& dap img cac yeu cau chung ve tieu chuan chat lugng phu hgp 
voi timg loaf thuoc, cac chi tieu sau phai dap img yeu cau: 

1. ,DOi veri chi tieu dinh tinh: phai dinh tinh dugc nhiL nhAt co th' cac 
thanh phan dugc lieu trong cong thirc thuoc; 

2. Doi v(ri chi deli dinh luvng: phai dinh lugng dugc cac dugc li8u da CO 
yeu cat' ye dinh lugng trong DUVC dien Viet Nam. 

Cuc Quan ly Dugc thong bac) cue cac co sor, doanh nghi0 san xuAt thu6c 
tir dugc lieu biet va thuc 
No'i nkin: 
- Nhu ten; 
- BO truang Nguygn Thi Kim Tian (d:a b/c); 
- Cuc twang Tnrang Quoc Cuing (de b/c); 
- Truing Dai h9c Y Ha NOi; 
- Tnr?mg Dai h9c Ducfc Ha NOi; 
- Truing Dai h9c Y Duvc TP. HCM; 
- Vien Ducyc lieu; 
- Vien Kiam nghiem thu6c TW; 
- Vien Kiam nghiem thu6c TP.HCM; 
- H9c vien Quan y; 
- Website Cuc Quail ly Dirqc; 
- Lulu VT, DK (2b). 
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