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Can cu Luat Diroc ngay 06/4/2016;

Can cu Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc nang, nhiem vu, quyen han va co cau t6 chirc cua B¢ Y t~;

Can cu Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua B9 tnrong B¢ Y
t~ q y dinh chtrc nang, nhiem vu, quyen han va co cau t6 chirc cua Cue Quan ly
dire thuocB9 Y t~;

Can cu y kien cua Hoi dong tu van cap gi~y dang ky hru hanh thuoc,
ngu en lieu lam thuoc - B¢ Y t~;

Xet d6 nghi cua Truong Phong Dang ky thu6c - Q;tc Quan ly Duqc,

QUYETDfNH:

DieD 1. Ban hanh kern thea Quy~t diM nay danh mt;lc 04 thu6c nuac
ngo'i (thu6c di~u tri ung thu dang ky 1&1deiu - s6 dang ky co hi~u llfC03 nam)
duQ' cap s6 dang ky lUll hanh tl;liVi~t Nam - Dqt 101.

DieD 2. Nha san xuat va cong ty dang ky thu6c co tnich nhi~m cung cap
thu6 vao Vi~t Nam thea dung cac h6 sa tai li~u da dang ky vrn B¢ Y t~. S6 dang
ky uQ'cB¢ Y t~ Vi~t Nam cap phai dUQ'cin len nhan thu6c. S6 dang ky co ky
hi¢u VN3- ... -18 co gia tri 03 nam k~ til ngay kY Quy~t dinh.

DieD 3. Trong qua trlnh lUll hanh, cong ty dang ky thu6c, nha san xuat
phlti ph6i hqp vrn cac ca so di~u tri d~ thgc hi~n thea dung cac quy dinh hi~n
han v~ thu6c ke dc:mva thea doi an toim hi~u qua, tac dt;lngkh6ng mong mu6n

hu6c tren nguoi Vi~t Nam va t6ng hqp, bao cao theo dung quy dinh hi~n
m6i 06 thang m¢t leinv~ Q;tc Quan ly DuQ'c.
DieD 4. Nha san xuat va c6ng ty dang ky thu6c phiii chap hanh dciy dli
lu~t cua nuac CHXHCN Vi~t Nam va cac quy dinh cua B¢ Y t~ v~ nh~p
thu6c va lUUhanh thu6c tl;liVi~t Nam; n~u co bat crr thay d6i gl trong qua

tTl lUllhanh thu6c a nuac sa t<;iiva a Vi¢t Nam thl phai bao cao ngay cho CI:lC
Qua ly DuQ'C- B¢ Y t~ Vi~t Nam.



Di~u 5. Ddi voi cac thuoc ban hanh kern thea quyet dinh nay va thuoc
danh muc thuoc dQc va nguyen li~u dQc lam thuoc thea quy dinh tai Thong tu
06/20 17/TT-BYT ngay 03/5/2017 cua BQY tS v~ viec ban hanh danh muc thudc
dQCva nguyen li~u dQc lam thuoc; cong ty dang Icy, co sa san xudt phai c~p nhat
quy dinh vS thuoc dQc tren nhan va huang dfuI sir dung thee quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cua BQ Y tS quy dinh ghi nhan thuoc,
nguyen lieu lam thuoc va to huang dfuI sir dung thuoc va chi diroc san xuat, luu
hanh thudc tren thi tnrong sau khi Cue Quan ly Duoc phe duyet nQi dung c~p
nhat nay.

DieD 6. Quyet dinh nay co hieu hrc k~ tit ngay ky ban hanh.

Dieu 7. Giam d6c sa Y te cac tinh, thanh pho tnrc thuoc trung irong, giam
d6c nha san xu~t va cong ty dang ky co thu6c t(;l.iDi~u 1 chiu trach nhi¢m thi
hanh Quyet dinh nay./.
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DANH lV~e 04 THUOe xtroc NGOAI DIEU TRJ UNG THV DANG KY LAN DAu
Dl oc cAP soDANG KY LU'UHANH HIEU urc 03 NA.M - DOT 101.

Ban hanh kern thee quyet dinh s6::v.H~~/QD-QLD,ngayJ!}..I,{{).I ..J..o.1g

1. Cong t; dang IcY: Cipla Ltd. (Dlc: Cipla House, Peninsula Business Park, Ganpatrao, Kadam
Marg, Lower Pare I,Mumbai 400013, Maharashtra - India)

1.1Nhit san xu§t: Cipla Limited (Dlc: S-103 to S-105, S-107 to S-112, L-138, L-147 to L-14711,
L-14713 c L1471A, Verna Industrial Estate, Verna Goa - India)

STT Te J. Hoat chAt chinh - Dgng bao TuBi Tieu Quy cach S8 dang IcyIt thuoc Ham hrQ1lg ch~ tho chuAn dong goi

1 Imasil Imatinib (duoi dang Vien nang 24 NSX H(,>p3 vi xe x 8 VN3-85-18
imatinib mesylat) c(mg thang vien; H('>p3 vi
400mg bAmx 10 vien;

IH('>p1 lo nhua
30 vien I

...... _ ........ -_ ...... _. . _.... .....!

2. Cong tw dang IcY: Cong ty cA ph§n Fresenius Kabi Bidiphar (Die: Khu vvc 8, Phuong Nhon
Phil, TP. ~ui Nhon, tinh Binh Dinh - Viet Nam)

2.1Nhit an xu§t: Fresenius Kabi OncologyLtd (Die: Village Kishanpura.Baddi, Tehsil
Nalagarl , District Solan, Himachal Pradesh, IN-17 4101 - India)

s

STT TEn thu8c Hoat' chAt chinh - Dang bao TuBi Tieu Quy cach S8 dang Icy
Ham IUQ1lg ch~ the chuAn dong goi

2 Busulfan njection Busulfan Dung dich 24 NSX Hop I lo IOml VN3-86-18
60mg/IOml d~m d~c d~ thing

pha tiern
truyen

........_ . _. -_ .. .__. -_. ..- ... _ ..

3. Cong IY dang IcY: Mi Pharma Private Limited (Dlc: B-2103, Tharwani, Palm Beach Road,
Sanpada, Navi Mumbai - 400705, Maharashtra - India)

3.1 Nha ~anxuAt:Reliance Life SciencesPvt. Ltd (Die: Dhirubhai Ambani Life Sciences Centre
(DALe), Plant 3,5,6Plot No. R-282, Thane Belapur Road, Rabale, Thane 40071 Maharashtra State
- India)

STT T n thu8c Hoat chAt chinh -
Ham IUQ1lg

Dang bao TuBi Tieu
ch~ tho chuAn

Quy cach
dong goi

S8 dang ky

Trang 1



3 TemorellOO mg Temozolomide 100 Vien nang 24 NSX HQp 1 IQ chua 5 VN3-87-18
mg cUng thang vien._-- - ----------- 1---------- --_._._. 1--- -.-- -----_ .._---- .. - -..-- _._- ...__...- .. -- "._..

4 Temorel 250 mg Temozolomide 250 vtsn nang 24 NSX HQP 1 IQ chua 5 VN3-88-18
mg cUng thang ."VIen

CVCTRI10NG

Trang 2


