BOY TE CONG HOA XA HQI CHU NGHiA VIET NAM

CUC QUAN LY DUQC Pic lap - T do - Hanh phiic
86: 225 /QP-QLD Hé Ngi, ngay Slthdng 6 nim 2017
QUYET PINH

V3 vige ban banh danh myc 06 thubc sin xuft trong nwée (thube chira hoat chit
khéng virus ding ky lin dlu - s6 diing ky c6 hi¢u hyc 02 nam)
dwoc cip s6 ding ky hru hanh tai Vit Nam - Dot 158

CUC TRUGNG CUC QUAN LY DUQC

Cin cr Ludt Duoc ngay 06 thang 4 nam 2016;

Cin ctr Nghi dinh sb 63/2012/ND-CP ngay 31/8/2012 ctia Chinh pht quy
dinh chirc ndng, nhiém vy, quyén han va co cu tb chirc cia Bo Y t&;

Ciin cit Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 cisa Bd truéng B Y
t& v& viéc quy dinh chirc niing, nhiém vy, quyén han vi co cdu t6 chie ciia Cuc
Quén 1y Duge thudc B Y t&;

Ciin cfr Thong tu s 44/2014/TT-BYT ngdy 25/11/2014 cia BO Y € qui
dinh viéc ding k¥ thude, -

Cin cir ¥ kifn ciia H6i ddng tu vén cp sb ding ky luu hanh thube B§ Y t&;
X¢ét d& nghi ctia Phong Ding k¥ thube - Cuc Quan 1y Dugc;
QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh niy danh muc 06 thubc san xuét
trong nude (thude chira hoat chit khéng virus ding ky 14n diu — b ding ky cé hidu
lyc 02 n3m) duge cAp sb ding ky luu hanh tai Vigt Nam - Dot 158,

Didu 2. Cong ty sin xuét va cong ty ding k¥ ¢6 thubc hru hanh phai in sb
ding ky duoc B Y té cp 1én nhin thube va phai chép hanh ding cic quy dinh ¢
lién quan dén san xuét va luu hanh thuée. S6 dang ky c6 ky hidu QLDB-...-17 ¢6
gid tr] 02 nim k& tir ngay ky Quyét dinh.

Pidu 3. Trong qué trinh luu hanh, nha sén xudt phai két hop véi céc oo 8§
didu tri ¢ thuc hién theo ding céc quy dinh hién hanh vé thude k& don va theo dbi
an todn, hiu qué, tic dung khéng mong mudn cla thudc trén ngudi Viét Nam.
Céng ty ding k¥ c¢é trach nhiém tdng hep cdc béo cdo cla cac don vi trén vé Cuc
Quan ¥ Dugc theo diing quy dinh hién hanh m8i 06 thang mot lan.



idu 4. Quyét dinh ndy c6 hiéu lye ké tir ngay ky ban hanh.

Pidu 5. Gidm dbc S& Y té chc tinh, thanh pho truc thuoc trung uong va giam
dbe cong ty san xuét va cong ty ding ky c6 thube tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh ndy./.

Noi nhin:
- Nhrr Piéu §;
- BT. Nguyén Thi Kim Tién (4é brc);
- Cue Quin ¥ B% Québc phong, Cyc Y té . Bo CA;
-Cuc Y té giao thong véin tai- BY GTVT,
- Téng Cyc Hai Quan- B Tai Chinh; ~

PHU TRACH QUAN LY,
RIEU HANH CY)

- Béo hiém x4 L hot Vigt Nam;

- Vu Phép ché, Cype Quan Iy Kham, chi}a bénh -

Thanh tra B3 Y té; roon 6c Cudmn

- Vién KN thude TU va VKN thude TP.HCM; Thé tl:g“g.: 0(;36 Y té g
- Téng Céng ty Dugc VN; 8 &

- Céc bénh v1én Vién cd giwémg bénh trye thujc BYT;

- Website ciia Cuc QLD, Tap chi Duge M§ phém — Cuc
QLD,

- Luu: VT, KDD, DKT (15b).



BO Y TE
CUC QUAN LY DUQC

CONG HOA XA HQI CHU NGHIA VIET NAM
Djec lip - Tw do - Hanh phic

DANH MUC 06 THUOC SAN XUAT TRONG NUGC PUQC CAP 8O DANG KY HIEU LUC 02 NAM

(THUOC CHUA HOAT CHAT KHANG VIRUT DANG KY LAN PAU) - QT 158

Ban harth kém theo quyét dinh sb: .P:fsgfrﬁ./QB-QLD, ngay .2t G0 L0AT

1. Céng ty ding ky: Cong ty cb phin dwge phim Ampharco U.S.A (B/c: KCN Nhon Trach 3, x4
Hiép Phude, huyén Nhom Trach, tinh Déng Nai - Vit Nam)

1.1 Nha sin xuit: Cong ty cé phin dwgc phim Ampharco U.S.A (B/c: KCN Nhon Trach 3, x4
Hiép Phudre, huyén Nhon Trgch, tinh Dong Nai - Viét Nam)

% £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich £ g ,
STT Thnthwos Ham lugng ché tho [chudn| déng géi Sodinglky
1 [Maxxtriple Efavirenz 600 mg; |Vién nén bao| 36 [TCCS [Hép 1 tiinhém | QLDB-596-17
Emtricitabin 200  |phim thang chira 1 vi, 3 vi,
mg; Tenofovir 10 vix 10 vién
disoproxil fumarat (vl nhém-PVC})
(tuong tng
Tencfovir disoproxil
245 mg) 300 mg
2 [Maxxtrude Tenofovir disoproxil|Vién nén bao| 24 |TCCS [Hop 1 vi,3vi, | QLBB-597-17
fumarat 300 mg; phim théng; 10 vi (vi
Emtricitabin 200 mg nh8m-nhdm) x
10 vién

2. Céng ty diing ky: Cong ty cb phin dwgc phiim Me Di Sun (D/c: 521 khu phé An Lgi, phudng
Hod Lyi, thi x& Bén Cdt, tink Binh Dirong - Viét Nam)

2.1 Nha san xuét:' Céng ty b phin dwgc phdm Me Di Sun (B/c: 521 khu phé An Loi, phurong
Hoa Loi, thi xd Bén Cdt, tink Binh Duong - Vigt Nam)

A Hoat chét chinh - | Dang bao |Tudi| Tigu | Quy cach ) :
2 : a
1L Tén thube Ham hrgng ché | tho |chudn| donggai | O nEN
3 |Enteravid Entecavir (dudi Vién nén bao| 36 |TCCS [Hép3vix 10 | QLBB-5398-17
dang Entecavir phim thang vién
monohydrat) 0,5 mg.

3. Cong ty ding ky: Cdng ty ¢b phin dwge phAm Phong Phii (D/c: L6 56 12 Puwong s6 8, khu
cong nghiép Tén Tao, phudng Tén Tao A, qudn Binh Tdn, TP, H6 Chi Minh. - Viét Nam)

Trang 1



3.1 Nha sin xufit: Chi nhanh Céng ty o 6 phin dwge phim Phong Phii- Nha may sin xuét

dwrge phéim Usarichpharm (D/e: Lo s6 12 Puomg s6 8, khu cong nghiép Tdn Tao, phudng Tdn
Tao A, qudn Binh Tdn, TP. Hé Chi Minh. - Viét Nam)

Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy cich 5
STT Tén thudc ST — ché tho [chudn| dong goi S6 ding ky
4 |Richotevir Entecavir (dudi Vién nén bao| 36 {TCCS |[Hop3vix 10 | QLDB-599-17
dang Entecavir phim thang vién
monohydrat) 0,5 mg

4. Cong ty diing ky: Cong ty TNHH Dugc phim Pat Vi Phi (B/c: L6 M7A, Puong D17, KCN
My Phuoc 1, phwong Thoi Hoa, thi xd % Bén Cdt, tinh Binh Duwong - Viét Nam)

4.1 Nha san xuit: Céng ty TNHH Duge phim Pat Vi Pha (B/c: Lé M7A, Puong D17, KCN My
Phudre 1, phiecmg Théi Hoa, thi xd Bén Cat, tink Binh Dieong - Viét Nam)

Hoat chit chinh - | Dang bao |Tudi| Titu | Quy céch
RLY TR EGE Ham lrgng cké | tho |chukn| domggai | SOdAnElS
5 [Dinara Tenofovir disoproxil | Vién nén 36 |[TCCS [Hop4vix 7 QLDB-600-17
fumarat 300mg; bao phim  |[thang vién
Lamivudin 100mg

8. Cong ty ding ky: Céng ty TNHH US Pharma USA (D/c: L6 Bl-10, Duong D2, KCN Tady Béc
Ci Chi, TP. H6 Chi Minh - Viét Nam)

5.1 Nha san xqﬁt: Céng ty TNHH US Pharma USA (D/c: Lo Bi-10, Duong D2, KCN Tdy Béc
Cu Chi, TP. H6 Chi Minh - Viét Nam)

& Hoat chét chinh - | Dang bao Tubi| Ticu Quy cich %
STT Tén thuoc Ham hrong ché tho |chuin| dong goi S6 dsing ky
6 |USFovir Tenofovir disoproxil | Vién nén bao] 36 |TCCS [Hop3vix 10 | QLDPB-601-17
fumarat 300mg phim thing vién

Trang 2

Trwong Quic Cudng

Thir truémg B Y &




	233_QĐ-QLD_220617_CP1Thuong_001.jpg
	233_QĐ-QLD_220617_CP2Thuong_002.jpg
	233_QĐ-QLD_220617_CP3Thuong_003.jpg
	233_QĐ-QLD_220617_CP4Thuong_004.jpg

