RO Y TF CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Ty do - Hanh phiic
S$6: (¢S /QD-QLD Ha Noi, ngay A5 thing 4¢ nam 2014
QUYET DINH

V& viéc ban hanh danh muc 05 sinh phdm y t€ duoc cdp s6 dang ky luu hanh tai Viét
Nam - Dot 26 (S6 ding ky c6 hiéu lyc 02 nim)

CUC TRUONG CUC QUAN LY DUOC

Can ctr Luat Duge ngay 14 thadng 6 nam 2005;

Ciin ¢t Nghi dinh s6 63/2012/ND-CP ngaty 31/8/2012 ctia Chinh phii quy dinh
chirc ning. nhiém vu, quyén han va co cfu té chic clia Bo Y 1€

Can ¢t Quyét dinh 36 3861P013IQD -BYT ngay 30)’9.’2013 cha Bo trudng Bo Y
1¢ quy dinh chifc nang, nhiém vy, quyén han va co céu t chute cha Cuc Quan 1y Duoc
thude Bo Y 1€;

Cin cit Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cia BS truéng Bo Y 1<
quy dinh viéc dang ky thudc;

Can ctf v kién clia Hoi déng 1w van cfp s6 dang ky luu hinh vic xin va sinh
phdm y 1€ - B6 Y &

Xét dé nghi cha Trudng phdng Dang ky thude - Cuc Qudn 1y Duge,

QUYET DINH:

Didu 1. Ban hinh kém theo Quyét dinh nay danh muc 05 sinh phim y t& duoc cip
s6 ding ky luu hanh tai Viét Nam - Dot 26 (S8 ding ky ¢é hi¢u luc 02 nam).

Piéu 2. Cdc don vi ¢6 sinh phim y & duge phép luu hanh tai Viét Nam qui dinh
tal Biéu 1 phéi in s dang ky duge Bo Y t€ Viet Nam cap ién nhén va phai chdp hanh
ding cde quy dinh clia phdp ludt Viet Nam vé sin xust va kinh doanh sinh phim y t&.
Cic s6 dang ky c6 ky hidu QLSP-H02-...-14 ¢6 gid tri 02 ndm ké tir ngﬁy ciip.

Piéu 3. Trong qud trinh luu hanh, cong ty dang ky thude, nhd sin xuat phai pho
hop v6i ¢o s& didu tri dé thue hién theo ding cde quy dinh hién hinh vé thude ké don
vi theo ddi hig¢u lwe, do én’ dinh, an todn, tdc dung khéug mong muén clia thude trén
ngudi Viét Nam. COng ty dang ky thude ¢6 tréch nhigm téng hogp va bic cdo cic nd
dung néu trén theo ding quy dinh hién hanh mdi 06 thing moét lin vé Cuc Quan Iy
dugc.

Diéu 4, Quyét dinh nay c6 hieu luc ké tir ngdy ky ban hanh.

Dléu 5. Gidm doc SoY & clc llnh thanh pho’ tryc thuge trung u‘cng va GAim ddoc

Nor nhdn

- Nhu diéu 5;

- BT. Nguyén Thj Kim Ti¢n (d€ blc);

-TT. hgwen Thanh Long (dé bjc);
- Vu Phdp ché, Cuc Y 1€ dy phong, Cuc Quin Iy L{ﬁm chita
bénh, Thanh tra B§ Y t&, Cuc KHCN&DT;

Vl¢n Veé sinh dich (€ trung vong, Vién Kiém dmhgubc gia
vée xin VA sinh phdm y 1&; el
- Téng Cuc Hai quan - Bd Ti chinh;
- Website efia Cye QLD, Tap chi Duoe v My phim-Cuc
QLD; Truong Quéc Cudng
- Lwu: VP, KDD, QLCL, DKT (4 bin).
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CUC QUAN LY DUQC

BOYTE

CONG HOA XA HQI CHU NGHIA VIET NAM
Pic 1ip - Ty do - Hanh phiice

DANH MUC 5 SINH PHAM Y TE BUQC CAP SO PANG KY HIEU LUC 2 NAM - DQT 26
Ban hanh kém theo quyét dinh sé: 685/QD-QLD, ngay da.lid 2044

1. Céng ty diing ky: Diethelm & Co.,Ltd (D/c: Wiesenstrasse 8, 8008 Zurich - Dan Mach)

1.1 Nha sin xufit: Novo Nordisk A/S (B/e: Novo Allé, DK-2880 Bagsvaerd - Dan Mach)

STT

Tén thube

VICTOZA

Hoat chfit chinh -
Ham lvong

Liraglutide
6 mg/l ml

Dang bao
ché
Dung dich
tiém

Tubi
tho

SESSSHNET, SO

30
thiang|

Tiéu
chuin

INSX

Quy cach

déng goi
Hégp 1 bom
tiém dong san
3ml; Hép 2
bom tiém
déng sin 3 ml;
Hgp 3 bom
tiém déng sin

3Iml

QLSP-HO2-

86 dang ky

827-14

2, Céng ty ding ky: Eli Lilly Asia, Inc - Thailand Branch (B/c: Thanapoom Tower, 14" Floor
1350 New Petchburi Road, Makasan, Rachtavee, Bangkok 10400 - Thailand)

2.1 Nha san xult: Co sé Jip rap, déng géi but tiém KwikPen: Eli Lilly and Company (D/c:

Indianapolis, IN 46285 - USA}
(Co sé san xuit éng thube: Lilly France (Dia chi: 2 rue du Colonel Lilly, 67640 Fegersheim,

STT

(9]

solution va 75% |a
insulin lispro protaminz
suspension)

100U/ml (twong duong
3.5my)

x 3ml

Hoat chit chinh - | Dang bdo |Tudi| Tiéu | Quy cich ; y
& & ? 4
Tin: Hiude Ham lwong ché | tho |chudn| déng goi B ddup by
Humalog Kwikpen | Insulin lispro Dung dich 36 [NSX |Hgp 5 bot tigm QLSP-H02-828-14
100U/ml (tucng tiém théng bom sén thude
durong 3,5mg) x 3ml
Humalog Mix 50750 [Insulin lispro (trong &6 H3n djch 36 [NSX [Hop S bt tigm QLSP-H02-829- 14
: 50% la insulin lispro y 4 5 i = :
s solution vA 50% tm fhde bom sin thudc
insulin lispro protaming x 3ml
suspension) 100U/m]
(tuong duong 3,5mg)
: Insulin li trong do y e
Hun_wlog Mix 75/25 2;;,;: l‘:“:sslﬂi: I(isr;rnog P_lSn dich 36 [NSX [Hgp S but tién) QLSP-H02-830-14|
Kwikpen Liém thang bom sén thube |
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3. Céng ty ding ky: Janssen - Cilag Ltd. (P/c: 106 Moo Lad Krabang Industria! Esiate
Chalongkrung Rd.. Kwaeng Lamplatew, Khet Lad Krabang Banghok 10520 - Thai Lan,

2.1 Nha sin xuét: Baxter Pharmaceutical Solutions LLC,, (B/e: 927 South Curry Pike,

Bloomington, Indiana 417403 - My; Co'sé déng g6i thir cip, xudt xuéng thanh phim: Cilag \¢;

(B/c: Hochsirasse 201, 8205 Schaffhausen, Thuy Sy)
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Trwong Quéc Cwirng
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