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CONGBOA xA HOI CHUNGHIAVI~T NAM

DQcl~p - Tl! do - H~nh phuc
BQYTE

Cl)C VAN LY DlJOC

Ha N9i, ngay::JthanglCniim 2018

QUYETDlNH
ve viec ban hanh danh muc 04 thDOCmroc ngoai

(t DOCdh~Dtr] ung thu dang ky Ian daD - SOdang ky co hieu luc 03 nam)
dUQ'Ccap so dang ky luu hanh tal Vi~t Nam - DgtlOI (bB sung)

cue TRUONG cue QUANLY DUQC

Can CULuat Diroc ngay 06/4/2016;

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

Can cri Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 ciia B¢ tnrong B¢ Y
te' y dinh chirc nang, nhiem vu, quyen han va co cau t6 chtrc cua Cue QUID ly
dire c thuoc B¢ Y te';

Can cU y kien cua Hoi dong nr van cap gi~y dang ky lUUhanh thu6c,
ng yen lieu lam thuoc - B¢ Y te';

Xet de nghi cua Truong Phong Dang ky thu6c - O;tCQuan ly Duqc,

QUYETDlNH:

DieD I. Ban hanh kern thea Quy€t diM nay danh ml;tc 04 thu6c nuac
ng m (thu6c dieu tri ung thu dang ky Ian dAu - s6 dang ky co hi¢u 19c 03 nam)
du. c cAps6 dang ky lUll hanh t':liVi¢t Nam - Dqt 101 (b6 sung).

DieD 2. Nha san xuAt va cong ty dang ky thu6c co tnkh nhi¢m cung cap
th 6c vao Vi¢t Nam thea dung cac h6 so tm li¢u dii dang ky v6i B¢ Y te'. S6 dang
k" duqc B¢ Y te' Vi¢t Nam cap phai duqc in len nhiin thu6c. S6 dang ky co ky
hi. u VN3- ... -18 co gia tri 03 nam k~ tu ngay ky Quye't dinh.

DieD 3. Trong qua trlnh luu hanh, cong ty dang ky thu6c, nha san xuat
p ai ph6i hqp vai cac co sa dieu tri d~ thvc hi¢n thea dung cac quy diM hi¢n
h ve thu6c ke dan va thea d5i an toim hi~u qua, tac dl;tng khong mong mu6n
c a thu6c tren nguCriVi¢t Nam va t6ng hqp, bao cao thea dung quy dinh hi¢n
h h m6i 06 thang m¢t IAnve (\Ic Quan ly DuQ'C.

DieD 4. Nha san xu at va cong ty dang ky thu6c phai chap hanh dAy du
p ~p lu~t cua nuac CHXHCN Vi¢t Nam va cac quy dinh cua B¢ Y te' ve nh~p
k au thu6c va lUUhanh thu6c t<;liVi¢t Nam; ne'u co bat CUthay d6i gl trong qua
t Inh ltru hanh thu6c a mrac so t<;liva a Vi¢t Nam thl phai bao cao ngay cho Cl;lC
uim ly Duqc - B¢ Y te'Vi¢t Nam.



Di~u 5. D6i voi cac thuoc ban hanh kern theo quyet dinh nay va thuoc
danh muc thuoc dQc va nguyen li~u dQc lam thuoc theo quy dinh tai Thong nr
06/2017 ITT -BYT ngay 03/5/2017 cua BQY tS vS viec ban hanh danh m\1Cthuoc
dQcva nguyen lieu dQc lam thuoc; cong ty dang ky, co sa san xu~t phai c~p nhat
quy dinh vS thu6c dQc tren nhan va huang d~ sir dung theo quy dinh tai Thong
tu 0112018/TT-BYT ngay 18/0112018 cua BQ Y tS quy dinh ghi nhan thuoc,
nguyen lieu lam thuoc va to' huang d~ sir dung thuoc va chi dircc san xuat, hru
hanh thuoc tren thi tnrong sau khi C\1CQuan ly Diroc phe duyet nQi dung c~p
nhat nay.

Dieu 6. Quyet dinh nay co hieu hrc k~ nr ngay ky ban hanh.

Dieu 7. Giam doc sa Y te cac tinh, thanh pho tTIJcthuoc trung irong, giam
doc nha san xuat va cong ty dang ky co thuoc t~ Dieu 1 chiu tnich nhi~m thi
hanh Quyet dinh nay./.

Nui nhtJ,n:
- Nhtr Di~u 7; /'~_';;;::;:,/'
- B¢ tnrc'mgNguy~n Th! Kim Ti~n (d~b/c); ../~\ '\,
- TT. Truong Qu6c CUOng (d8 b/c); n ~lI,. ')(. .' \
- CI;lCQuful Y - B¢ Qu6c phong, Cl;lcY t~ - B¢ Cong an ~ \ ~~t'<.'~.rLtJ
- CI;lCY te' Giao thOng v~n tiii - B¢ Giao thOng v~n tiii; .. " ~ / v
- T6ng CI;lCHiii quan - B¢ Tai chinh; o;;::_ >$>i- :~. / Q _ ~ ,
- Bao hi~m Xa h¢i Vi¢t Nam; ~, L. 'i' U Tuan CuO'ng
- VI;lPhap ch~, Cl;lcQuiin ly Kham, chua b¢nh - B¢ Y te',
Thanh tra B¢ Y te';
- Vien KN thu6c TW, Vien KN thu6c TP. HCM;
- T6~g C6ng ty Dtrqc VN·;
- Ok COng ty XNKDtrqc pham;
- Ok B¢nh vi¢n & Vi¢n co gitrOng b¢nh tn,rc thu¢c B¢ Y te';
- Website cua Cl;lcQLD, T~p chi Duqc va MP - CI;lCQLD;
- Luu: VT, KDD, DKT(10).

CVCTRUONG



BOYTE
CVC QUAN L if ntroc

eONG HOA xA HOI em) NGHiA VIBT NAM
DQcI~p - Tv do - Hanh phuc

DANH Ml, e 04 THUoe NUde NGOAI DIEU TRJ UNG TOO DANG KY LAN DAu
DVQe cAp so DANG KY LVU HANH HIeU urc 03 NAM - DOT 101 (BO SUNG).

Ban hanh kern thea quyet dinh s6:J18tiIQD-QLD, ngay~~../j{;u..~Rf

1. Cong ty ~'ang Icy: Cong ty TNHH Nutri - Pharma USA (Dlc: 710-712 Cdch Mang Thang 8,
Phuong 5, {PuQnTan Binh, Tp. H6 Chi Minh - Vi?tNam)

1.1 Nha Sal xuit: Venus Remedies Limited (Dlc: Hill Top IndustrialEstate, Jharmajari EPIP,
Phase-I (exf), Bhatoli Kalan, Baddi 1!f_P)- India)

STT Ten thu6c s6 dang kYHoat chAt chinh - Ham luong Dang bao
ch~

Tu8i Tieu
tho chuan

Quy cach
dong goi

Docetaxel (duoi dang Docetaxel Dung dich d~m
Trihydrate) 20mg d~cpha tiem

VN3-97-181 Docet 24 NSX
thang

HQP 1190,5ml

2 Docet Docetaxel (diroi dang Docetaxel Dung dich d~m 24 NSX HQP 1)9 2inl
Trihydrate) 80mg d~c pha tiem thang '.

2. Cong ty c ang Icy: Sun Pharmaceutical Industries Limited. (Dlc: UB Ground, 5 &AMP; 6th
floors, Sun l~ouse, CTSNv:~201, Bl1, Ram Nagar, Western Express Highway, Goregaon East, _
Mumbai, 400063, Maharashtra - India)

2.1 Nha Sal xuit: Sun Pharmaceutical Industries Ltd. (Dlc: Survey No 259115Dadra - 396 191,
UT of Dadra & Nagar Haveli - India)

VN3-98-18

Ten l1hu6c s6 dang kYHoat cbAt chinh - Dang bao Tu8i Tieu Quy each
, A

che thQ chuan dong goi
STT

3 Androblok Bicalutamide 50 mg Vien nen bao 24 NSX HQp3 vi x 10
phim thang vien

VN3-99-18

3. Cong ty« ang Icy: TTY Biopharm Co., Ltd. (Dlc: 3F, No.3-I, Park St., Nangang Dist., Taipei
City 11503 Taiwan)

3.1 Nha sal xuit: TTY Biopbarm Company Limited Chungli Factory (Die,: 838, Chung Hwa
Rd., Sec. 1, Chungli Dist., Taoyuan City, 32069 - Taiwan) ,

huac Hoat chAt chinh - Dang bao Tu8i Tieu Quy cach sa dang kYSTT Ten 1 Ham luong ch~ tho chuAn dong goi
--~ -

4 GemeTTY Gemcitabin Dung dich 60 NSX HQp 1 193Om1 VN3-100-1S
38mg/ml tiem thang

Trang 1


