BOYTE CONG HOA XA HOT CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pje 1ap - Tw do - Hanh phiic
S6: 39¥ /QP-QLD Ha Néi, ngaydYthdng 9 ndm 2017
QUYET PINH

V& viée ban hanh danh muc 06 thude sin xuét trong nude
dwoe cip sb ding ky luu hanh ¢6 hi¢u lye 03 nim tai Viét Nam - Dot 159

CUC TRUONG CUC QUAN LY DUQC

Cin cir Luat Duoc ngay 06 thang 4 ndm 2016;

Can cur Nghi dinh 36 75/2017/NP-CP ngay 20/6/2017 ctia Chinh phu quy dinh
chic nang, nhiém vu, quyén han va co cAu t6 chitc cia Bo Y té;

Ciin ctr Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cva B truong Bo Y t& quy
dinh chire ndng, nhiém vu, quy?:n han va co chu tb chire ciia Cuc Quan 1y Dugc thudce
Bo Y té;

Cin ctr Thong tur sb 44/2014/TT-BYT ngay 25/11/2014 ctia By Y té quy dinh
viée ding ky thudc,

Cin ¢t ¥ kién cta Hoi ddng tu vin cp gidy ding ky luu hanh thudc, nguyén lidu
lam thudc - B Y t&;

Xét d& nghj ctia Trudng phong Ding ky thude - Cuc Quan ly Duge,

QUYRET DINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 06 thudc san xuét trong
nudce dugce cap sé dang ky luu hanh tai Viét Nam - Dot 159.

Picu 2. Cong ty san xudt va cong ty ding ky co thude luu hanh phai in sd ding
ky dugc B3 Y t€ cap lén nhén thude va phai chap hanh ding céc quy dinh co lién
quan tdi san xuét va luu hanh thuée. Céc s6 ding ky cd ky hiéu V D3-...-17 ¢b gia tri
03 nam ké tir ngay ky Quyét dinh. |

Picu 3. Quyét dinh nay co6 hidu lyc ké tir ngay ky ban hanh.

Pieu 4. Cong ty dang ky, cong ty ddng gdi thr cap phai phoi hop v&i co sO san
xuat va déng goi so cap de thyc hién chuyén giao nghé sdn xuat hoan toan tai Viét
Nam cac thudc néu trén sau 03 ndm ké tir ngay cép so dang ky.

Pidu 5. Gidm dbc S& Y té cdc tinh, thanh phd truc thude trung wong va giam
ddc cdng ty san xudt va cong ty dang ky co thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay.

Noi nhin:
- Nhw Diéu~5;
- BT. Nguyén Thi Kim Tién (dé b/c);
- Cuc Quén y - B4 Quoc phong, Cuc Y té - B6 CA,;
- Cuc Y té giao thong van tai- B GTVT;
- Téng Cuc Hai Quan- B§ Tai Chinh;

- Bao hiém xa hdi Viét Nam; o({
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- Vu Phéap ché, Cuc Quan Iy Y I?LI’Q‘C cb truyén, Cl,](‘:\é@;;";_,. ,_L,,,;"_é')r_,,}—ﬂ—“"—“‘"“ -
Quén ly Kham, chita bgnh - B§ Y té; Thanh tra B3 Y té; AT ) £ 5
: ¥ ¥ wo' ) romn
- Vién KN thube TU va VKN thude TP.HCM; Twons Q 10¢ (El 'a
Thit trwéng By Y té

- Téng Coéng ty Duge VN - CTCP;

- Cac bénh vién, Vién c6 givdng bénh truc thuge BYT;

- Website ctia Cyc QLD, Tap chi Duge My phém —Cuc
QLD;

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







BOY TE CONGHOA XA HOICHU NGHIA-VIET NAM
CUC QUANLY DUQC Ddc ldp - Tw do - Hanh phiic

DANH MUC 06 THUOC SAN XUAT TRONG NUGC
PUQC CAP SO PANG KY HIEU LUC 03 NAM - DQT 159

Ban hinh kém theo quyét dinh s 398..../QP-QLD, ngay49./.9./2017

1. Cong ty diang ky: Cdng ty ¢b phén duwge phdm Trung wong 1 - Pharbaco (D/c: 160 - Ton

Diic Théng - Péng Da - Ha Ni - Viét Nam)

1.1 Nha séin xuit: Cong ty cb phz"in duge phfim Trung wong 1 - Pharbaco (déng gdi thir cip)
(D/c: Thanh Xudn, Soc Son, Ha Ngi - Viét Nam)

R £ Hoat chét chinh - | Dang bdo Tubi| Tiéu Quy cach £ g .
ST Ten timbe Ham luwgng c%é tho |chudn déi):g gdi 59 ding
1 |Intacan 100 (Co‘ SO san M&i 01ml chira: Dung dich 24 |TCCS [Hop 01 o x VD3-1-17
xudt va dong goi so cap: |Irinotecan dam dic dé |thang Sml
Intas Pharmaceuticals  |hydroclorid trihydrat|pha tiém
Ltd. Dia chi: Plot 20mg truyén
Numbers 457, 458 &
191/218 P,
Sarkhej-Bavla Highway,
Matoda, Sanand,
Ahmedabad, Gujarat,
In-382210, India)
2 |Intacan 40 (Co sO sau M&i 01 ml chira: Dung dich 24 |TCCS [Hop Ll x 2ml VD3-2-17
xudt va déng goi so cip: |Irinotecan dam djic dé |thdng
Intas Pharmaceuticals  |hydroclorid trihydrat|pha tiém
Ltd. Pia chi: Plot 20mg truyén
Numbers 457, 458 &
191/218 P,
Sarkhej-Bavla Highway,
Matoda, Sanand,
Ahmedabad, Gujarat,
In-382210, India)
3 Inta DX 20 (Co st san M3i lo 1ml dung Dung dich 24 |TCCS [Hop 1 lo x 1ml VD3-3-17
xuht va dong goi so cip: |dich chira Docetaxel |ddm dic pha [thang

Intas Pharmaceuticals
Ltd. Pia chi: Plot
Numbers 457, 458 &
191/218 P,
Sarkhej-Bavla Highway,
Matoda,

khan 20 mg

1A A
tiem truyen

Trang 1



Sanand, Ahmedabad,
Gujarat, In-382210, ) )
India) = ¥ - -k ;o
4 [Inta-DX 80 (Co s san  [Mdi lo 4ml dung Dung dich 24 [TCCS [Hop 1 lo x 4ml VD3-4-17
xuét va déng goi so clp: |djch chira Docetaxel dam dic dé [thang
Intas Pharmaceuticals  |khan 80 mg pha tiém
Ltd. Dia chi: Plot truyén
Numbers 457, 458 &
191/218 P,
Sarkhej-Bavla Highway,
Matoda, Sanand,
Ahmedabad, Gujarat,
In-382210, India)
5 |Zolasta (Co s& san xudt |M3i lo 5ml dung Dung dich 36 [TCCS [Hop 1 lo x 5ml VD3-5-17
va déng g6i so cip: Intas [dich chira: ddm ddc pha [théang
Pharmaceuticals Ltd. Zoledronic Acid tiém truyén
Dia chi: Plot Numbers  [anhydrous (duéi
457,458 & 191/218 P, |dang Zoledronic
Sarkhej-Bavla Highway, |acid monohydrat) 4
Matoda, Sanand, mg
Ahmedabad, Gujarat,
In-382210, India)
2. Cong ty ding ky: Cong ty TNHH Reliv pharma (P/e: S6 22H1, Dueong s6 40, Khu dén cu Tén
Quy Dong, Phuong Tdn Phong, Qudn 7, Tp. HCM - Viét Nam)
2.1 Nha sin xuét: Cong ty ¢b phin duge phim Trung weng 1 - Pharbaco (déng géi thix cip)
(D/c: Thanh Xudn, Séc Son, Ha Noi - Viét Nam)
o P Hogt chét chinh - Dang bio Tubi Ticu Quy cach £ ae ,
e Ten thuge Ham Iwgng ché tho | chufn ﬂ(’)l)l(g goi 50 diing ky
6 |Taceedo 20 (Cosdsan  |Mbi lg 0,5ml dung  [Dung dich 24 |[USP [Hop1lpx0,5 VD3-6-17
xuét va déng gbi so cip: |dich chira; dam dic pha |thdng|38 ml + Lo dung
Naprod Life Sciences  |Docetaxel (dudi tiém truyén moi pha loiing
Pvt. Ltd.Dja chi: 304,  |dang docetaxel 1,5ml
Town Centre, 3rd Floor, [trihydrat) 20 mg
Andheri-Kurla Road,
Near Mittal estate,
Andheri (East),
Mumbai-400059, India) /
PHU TRACH QUA}I\( LY,
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