BOYTE ~~ CONGHOA XA HOI CHU NGHIA VIET NAM
CUC QUANLY DUQC e 1p - Ty do - Hanh phic

Sé: 463 /QP-QLD

Ha Ngi, ngay 29 thdng 4o ndm 2017

QUYET PINH

L viéc ban hanh danh muyc 05 sinh pham duge cap sb ding ky luu hanh tai
Viét Nam - Dot 34 (So diang ky c6 hi¢u lyc 02 niim)

CUC TRUONG CUC QUAN LY DUQC

Cén cir Luat Dugc ngéy 06 thang 4 ndm 2016;

Cin ctt Nghi dinh s§ 75/2017/ND-CP ngay 20 thing 6 nim 2017 cua

Chinh phu quy dinh chic ning, nhiém vy, quyén han va co cdu td chirc ctia Bo
Y té;

Cén ctr Quyét dinh sb 3861/2013/QD- BYT ngay 30/9/2013 ctia B trudng
BO Y té quy dinh chirc néng, nhiém vu, quyen han va co cdu té chic cia Cuc
Quan ly Duoc thuge B6 Y té;

Cin ctt Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 ctia B trudéng Bo
Y té quy dinh viée dang ky thubc;

Céncay k1en ctia Hoi dong tu van cip gidy ding ky lwu hanh thudc,
nguyén liéu lam thuoc

Xét d& nghi ctia Trudng phong Pang ky thudc - Cuc Quéan 1y Duge,

QUYET PINH:

Dleu 1. Ban hanh kém theo Quyét dinh nay danh muc 05 sinh phém dwoc
cip s6 ding ky luu hanh tai Viét Nam - Dot 34 (Sé ding ky c6 hidu lyc 02 nam).

Pidu 2. Cic co so dang ky va san xuat c6 sinh phim dugc _pheép lwu hanh
tai Viét Nam qui dinh tai D1eu 1 pha1 in b ding ky duoc BO Y té Vidt Nam cap
1én nhan va phai chap hanh dung céc quy dinh clia phép luat Viét Nam v& san
xudt va kinh doanh thuoc Céc s0 dang ky c6 ky hiéu QLSP-H02-...-17 ¢6 gi4 tri
02 ndm ké tir ngay cAp.

Piéu 3. Trong qua trinh Iwu hanh, co s& ding ky, nha san xudt pha1 phm
hop véi co s& diéu tri dé thyc hién theo dung céc quy dinh hién hanh veé thuoc ké
don va theo dai hiéu luc, dg 0 dn dinh, an toan, tac dung khong mong mubn cta
thudc trén ngu01 Viét Nam. Co s¢ déng ky thuoc c6 trach nhiém tong hop va
bao cdo cic ndi dung néu trén mbi 06 thang mot 14n vé Cuc Quan ly Dugc theo
ding quy dinh hién hanh.

Pidu 4. Quyét dinh nay c6 hi¢u luc ké tir ngay ky ban hanh.



Pitu 5. Giam déc SO Y té cic tinh, thanh phé trirc tl1u§c .'I;rung uong va
Giam dbc cic co s(y‘ ding ky va san xuét ¢6 sinh phz‘tm néu tai Dieu 1 chju trach
nhiém thi hanh quyet dinh nay./.

Noi nhin: KT. CUC TRUONG

- Nhu didu §; PHO CUC TRUONG
- BT. Nguyén Thj Kim Tién (dé blc); .

- TT. Truong Qudc Cudmg (48 blc);

- Vu Phép ché, Cyc Y té dy phong, Cyc Quan 1y khdm
chita bénh, Thanh tra B§ Y té, Cyc KHCN&DT:

- Vién V¢ sinh djch (€ trung wong, Vién Kiém djnh quéc
gia Vvic xin va sinh pham y té;

- Tong Cuc Hai quan - B3 Tai chinh;

- Website clia Cuc QLD, Tap chi Duoc va Mg phim-
Cuc QLD;

- Luu: VT, QLKDD, QLCL, PKT (8 ban).
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(Ban hanh kem theo quyét dinh s6:

----------

«/OD-OLD ngay.24./.4Q../2017
ctia Cuc Quan Iy Duoc)

1. Cong ty diing ky: Bayer (South East Asia) Pte., Ltd (Dja chi: 63 Chulia Street #
14-00, Singapore (049514), Singapore)

1.1.Nha sin xuit: Co s& sin xuit: Regeneron Pharmaceuticals Inc. (Dia chi: 81
Columbia Turnpike Rensselaer, New York 12144 - USA); Co s déng goi so cip:
Vetter Pharma-Fertigung GmbH & Co.KG (bia chi: Elsenba.hnstra[}e 2-4, 88085

Langenargen, Germany); Co' s& déng géi thir cip va xuit xuéng: Bayer Pharma AG
(Dia chi: Miillerstrafe 178, 13353 Berlin, Germany)

STT | Ténthudc | Hoatchit | Dangbio | Tudi | Tieu | Quy cichdéng §6 diing ky
chinh - Him ché thg | chuén goi
lwgng
Aflibercept Dung dich 24 Hop 1 lg chira
Eylea 40mgjm$ e ndi | thing | TEC5 2730:)11 duong gich | LOEH021021-17

nhén tiém c6 thé 1y ra

duge 100 plval

kim tiém

ﬁ,

4070 Basel, Switzerland)

2.1. Nha sian xuit: F.Hoffmann-La Roche Ltd. (dia chi: Wurmisweg, 4303

Kaiseraugst, Switzerland)

2. Cong ty ding ky: F.Hoffmann-La Roche Ltd. (dia chi: Grenzacherstrasse 124, CH-

STT | Tén thudc Hoat chit | Dangbio | Tudi | Tiéu | Quy cichdéng S8 ding ky
chinh - Him ché tho | chuin goi
lrgmg

Mabthera Rituximab Dung dich 30 Hop1lox11,7ml -
1400mg/ | dam iac 2 | thing | TCCS P QLSP-H02-1072-17

11,7 ml pha dung

djch tiém

truyén tinh

mach

3. Cong ty ding ky: Merck Sharp & Dohme (Asia) Ltd. (Dja chi: FlatRM 1401
A&B 14/F & 27/F., Lee Garden Two, 28 Yun Ping Road, Causeway Bay - Hong Kong)

3.1. Nha san xuit: Co s& san xudt: MSD Ireland (D;‘a chi: Dublin Road, Carlow,
County Carlow, Ireland; Co s& din nhin va déng géi cap 2 Schering-Plough Labo
N.V (Dija chi: Industriepark 30, Heist-op-den-Berg, 2220, Belgium)
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STT | Tén thube IIo:_ltchﬁt Dang Tudi Tiéu Quy C{lchd()ng_]m/‘
chinh - IHHam bao ché tho | chuén goi Bly
Irgng
3. Keytruda Pembrolizumab leung & TCCS Hop 1 lox 4ml QLSPm
100mg/4ml Ich t::.m théng
truyén

tinh mach |

4. Cong ty ding ky: Merck Export GmbH (Dia chi: Frankfurter Strape 250, 64293
Darmstadt - Germany)

4.1. Nha sin xuit: Merck Serono S.p.A (Dia chi: Via Delle Magnolie 15 (loc.frazione
Zona Industriale), 70026 Modugno (BA) - Italy)

66 pg/1,5 ml)

tiém va 20 kim dé
diing véi bit tiém

STT | Tén thube Hoatchit | Dangbao | Tudi | Tiéu | Quy cichdéng S6 diing ky
chinh - Ham ché tho | chudn goi
lugng
4. Gonal-f | Follitropin alfa Dung dich 12’4 TCCS HG% 1 6n]g | QLSP-H02-1074-17
900IU/1,5ml tiém thang (cartri gf:) c’urg
trong 1 bit cé sdn
(twong duong 1,5ml dung dich

S. Cong ty ding ky: Novo Nordisk A/S (Pia chi: Novo Allé, DK-2880 Bagsverd -

Denmark)

5.17 Nha sdn xuét: Co sé sin xuit: Novo Nordisk A/S (Pia chi: Novo Allé, DK-2880
Bagsvaerd - Denmark); Co sé din nhian, déng géi: Novo Nordisk A/S (Pia chi:
Brennum Park DK-3400 Hillerod - Denmark)

STT | Tén thude Hoatchdt | Dangbao | Tudi | Tiéu | Quy cichdéng S6 dang ky
chinh - Him ché tho | chuén goi
lugng
Saxenda . . Dungdjch | - 30 Hopchtal, 3,5
5. 6mg/ml . Liraglutide tiam thang TCCS biit tiém bom s&n QLSP-H02-1075-17
18mg/3ml x 3ml

Danh muc gém 02 trang 05 thudc./.

KT. CUC TRUONG
CUC TRUONG
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