BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poéc lap - Tu do - Hanh phiic

S6: 59 /QP-QLD Ha N¢i, ngays4 thdng 1y ndm 2014
QUYET PINH
33 Y TE QUANG éd riit s6 dang ky lvu hanh thudc ra khéi danh muc cac thuéc
Y dugc cdp sé dang ky tai Viét Nam

BEN Ngéy:d.».z...f.{{..?m.f.z.(‘.!&l. )
Chuyén:. AN JhaTlra CUC TRUGNG CUC QUAN LY DUGC

Lutu b6 56 0:@arretrtaiat Duoc ngdy 14 thing 6 nam 2005,

Can cir Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 clia Chinh phii quy dinh
chitc ning, nhiém vu, quyén han va co c4u té chitc clia B4 Y t&;

Cén cif Nghi dinh s6 176/2013/ND-CP ngay 14/11/2013 cia Chinh phG quy
dinh x phat vi pham hanh chinh trong linh vuc y t&;

Cén ct Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 clia Bo trudng Bo Y t&
quy dinh chifc néng, nhi¢m vu, quyén han va co cfu 14 chic clia Cuc Quan Iy duoc
thuoc Bo Y té;

Can cir Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 clia Bo Y t€ quy dinh
viéc dang ky thudc;

Xét Don dé nghj rit s6 dang ky thudc dé ngay 01/10/2014 ciia Cong ty cd phdn
san xudt dugc phdm Haso-Lek, Ba Lan (PPF Hasco-Lek S.A);

Xét dé nghi cla Phy trich Phong Thanh tra dugc, m§ phdm va Trudng phong
Dang ky thudc - Cuc Quan 1y duoc,

QUYET DINH:

Piéu 1. Rt s§ dang ky clia c4c thuSc trong Danh muc ban hanh kém theo
Quyét dinh ndy ra khoi Danh muc céc thuée duge cdp s6 dang ky Iuu hanh tai Viet
Nam.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Diéu 3. Gidm d6c S Y t€ céc tinh, thanh phé trye thude Trung uong, Gidm déc
cac don vi kinh doanh thudc, Gidm déc co s& ding ky va/hoadc nha san xuat cic thudc

néu tai Di€u 1 chiu trdch nhiém thi hanh Quyét dinh nay. /
Noi nhdn: ,’f

- Nhu Diéu 3; 2

- BT. Nguyén Thi Kim Tién (d€ b/c); CycC TRU(,}NGJ

- Cuc Quan Y - B4 Qudc phong, Cuc Y 1€ - Bo Céng an;

- Cuc Y t€ Giao thong vén 1ai - BO Giao thong van tai; SR RN
- Téng cuc Hai quan - Bo Tai chinh, Bdo hiém X hoi Viet Nam; /- 4~ -

- Vu Phip ché, Cuc Quén 1y Y, Dugc ¢é truyén, Cyc Quan Iy Khdm,; - ;
chita bénh, Thanh tra BS Y t€, Vign KN thudc TW, Vien KN fHudc™ L
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- Téng Cong ty Duge Viét Nam, Cic Cong ty XNK Dugc phdm; N\ . % = A~ -
- Cdc Beénh vién & Vién c6 giudng bénh truc thude Bo Y 1&; Ly b

- Website Cuc QLD, Tap chi Dugc & M§ phdm-Cuc QLD; » .
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Péc lap - Tu do - Hanh phiic

DANH MUC CAC THUOC BI RUT SO PANG KY DO
CONG TY P.P.F HASCO-LEK S.A PUNG TEN PANG KY

(Ban hanh kém theo Quyét dinh s6 {57 /QD-QLD ngay ¢ 4 thing 4f nam 2014)

1. Céong ty dang ky: P.P.F Hasco-Lek (d/c: Zmigrodzka Street 242E, 51-131
Wroclaw, Poland).

1.1. Nha san xuit: Ben Venue Laboratories (d/c: Bedford, Ohio 44146, USA).

STT Tén thubc Hoat chit Dang bao ché $6 ding ky

Paclitaxel Injection | Paclitaxel 100mg | Dung dich tiém _ ®
USP (6mg/1ml) VN1-253-10

Paclitaxel Injection | Paclitaxel 30mg | Dung dich tiém ®
USP (6mg/1ml) VN1-254-10

12. Nha san xuét: Bio Products Laboratory (d/c: Dagger Lane, Elstree,
Hertfordshire, WD6 3BX, UK).

STT Tén thubce Hoat chit Dang bao ché Sé ding ky

Yéu t6 IX (Factor | Bot dong kho pha

™
1X) 500IU tieém VN1-763-12

3 | Replenine-VF

1.3. Nha san xuit: Caspian Tamin Pharmaceutical Company (d/c: No. 3, Darou
Gostar Bldg. Beastoon Ave., Dr. Fatemi Sq. Tehran 14316, Iran).

STT Tén thubc Hoat chit Dang bao ché S6 ding ky
: Vitamin D3 Dung dich tiém diu
4 | Dithrecol 300000UL/ml VN-12600-11

1.4. Nha san xuat: Laboratorio Elea S.A.C.LF.yA (d/c: Sanabria No.2353 - Ciudad
Autonoma de Buenos Aires, Argentina).

STT Tén thubc Hoat chit Dang bao ché S6 diang ky

5 | 8 Horas Eszopiclone Img Vién nén bao phim VN2-112-13
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6 | 8 Horas Eszopiclone 2mg Vién nén bao phim VN2-113-13

7 | 8 Horas Eszopiclone 3mg | Viennénbaophim | vy 114 15

2. Cong ty diang ky: Cong ty dang ky lan dau: PPF Hasco-Lek (d/c: Zmigrodzka
Street 242E, 51-131 Wroclaw, Poland). Cong ty ding ky da thay doi: Cong ty
TNHH Dugc phdm Bach Viét (d/c: 146, ngé 230, Pinh Céng Thuong, P. Dinh
Cong, Q.Hoang Mai, Ha Noi).

2.1. Nha san xuét: Quality Pharma S.A (d/c: Villegas 1320/1510, San Justo,
Provincia De Buenos Aires, Argentina).

STT Tén thude Hoat chit Dang bao ché S6 ding ky
Pemetrexed Bt dong khé pha VN1-575-
8 | Enzastar 500mg tiém 110

2.2. Nha sian xuit: Laboratérios Basi- Industria Farmceutica, S.A. (d/c: Rua do
Padréo, 98 3000-312 Coimbra, Portugal).

STT Tén thude Hoat chit Dang bao ché S6 dang ky
Bt dong khé pha | VN-14301-11
9 | Pantoprazol Basi Pantoprazole tiém
40mg
. . | Levofloxacin Dung djch tiém
10 | Levofloxacina Basi Smg/ml tmyegn VN-14302-11

2.3. Nha san xuit: Laboratorio Elea Sacifya (d/c: Sanabria No0.2353 - Ciudad
Autonoma de Buenos Aires, Argentina).

STT Tén thube Hoat chit Dang bao ché S6 ding ky
11 | Leflumax 750mg %;’(‘)’;f;"xacm Vién nén bao phim | vy 14310.11

2.4. Nha san xudt: Laboratorio Gemepe (d/c: Gral. Gral. Gregorio Arazo de
Lamadrid 1383/85 Ciudad Autonoma de Buenos Aires, Argentina).

STT Tén thudc Hoat chit Dang bao ché S6 diang ky
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Simpla

Zoledronic acid
5mg/100ml

Dung dich truyén
tinh mach

VN-14765-12

2.5. Nha sin xuét: Laboratorio Elea S.A.C.LF.yA (d/c: Sanabria No.2353 - Ciudad
Autonoma de Buenos Aires, Argentina).

STT Tén thude Hoat chit Dang bao ché S6 ding ky
Erythropoietin Dung djch tiém
13 | Pronivel 4000 IU | (recombinant VN-16006-12
human) 4000 TU
(*): 86 dang ky thuSc di hét hiéu Iuc.
CUC TRUGNG 7
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