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BO Y té cong bo 8 loai thudc vua bi rat giay
dang ky luu hanh tai Viét Nam
21:21 09/05/2019

Cuc quan ly Dugc (B0 Y té€) vira cong bd 8 loai thudc cé tén trong Danh muc
thudc bi thu héi gidy dang ky luu hanh tai Viét Nam.

Theo quyét dinh 288/QD-QLD ngay 3/5/2019 cta Cuc quan ly Dugc (B0 Y té) vé
viéc thu hoi gidy dang ky luu hanh thudc tai Viét Nam, cé 8 loai thudc dugc néu
tén.

Cu thé, nhiing loai thuéc bi thu hoi gidy dang ky luu hanh véi ly do: Co s& dang
ky thudc tu nguyén dé nghi rat s6 dang ky luu hanh tai Viét Nam.

BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUANLY DUYC Pic lip - Tw do — Hanh phiic
DANII MUC

Thube bi thu hoi glﬁ;\f dang ky lru hanh tai Viét Nam
(Ban hanh kém theo Qu}er dinh 56 K8 /OB-QLD ngdy (3 thing & ndm 2019
ctia Cuc rrudmg Cuc Qudn Iy Dugc)

1. Co s& ddng ky thude: Saint Corporation (@/c: Academy Tower, Rm #718.719 - 118

Seongsui-ro. Seongdeng-ro. Seoul, Korea ).
1.1.Co sé sin xudt thude: Schnell Biopharmaceuticals, Inc (ﬁffc 16, Dumeori-gil,
Yanggang myeon, Flwaseong-si, Gyeonggi-do, Korea).

STT Tén thube Hoat chit. him lwong | Dang bao ché S0 ding ky
g e | Cefazolin (dudi deng Thude botpha s
1. | Cefdivale injeciion Cefazolin sodtum) 1g 7 [ VN-20620-17

1.2.Co s san xufit thube: Chunggei Pharm Co.. Ltd. (@/c: 16, Dumeori-gil,
Yanggam-myeon, Hwaseong-si, Gveonggi-do, Korea).

STT Tén thube Hoat chiit, him lweng | Dang bao ché Sb ding ky
Celfuzine Cefoperazon ( dudi dang . . i) 1967915
’ Injection Celoperazon nan) 1g Rotpha mﬁ"ﬂ RGN




2. Co i diing ky thude: Bochringer Ingelheim Internntional GmbH (@e: Binger
Strassc 173, 35216 Ingelheim am Rhein, Germany ).

2.1.Co s& sin xuit thude: E-Pharma Trento Spa (@c: Frazione Ravina, Via Provina
2, 38123 Trentc (TN), ltaly); Co st xult xwing: Ginsana SA (Dia chi: Via Mulini, 6934
Bioggio, Switzerland).

I

STT Tén thube Hoat chit, ham lweng ‘ Dang bao ché Sé ding ky

Cap nhin sim 43 dinh |
chuin Ginseng ext. '
(twomg dwong véi (0,9 mg
Ginsenoid Rb1, Rgl va
Re)

3. Co sir diing ky thube: Paradigm Pharmaccuticals Inc. (d/e! 2600 W.Big Beaver
Road, Suite 350, Troy. Michigan 45084, US4 ). '
3.1.Cu s san xuit thude: Apotex Inc. (@/c: 150 Signet Drive. T}::mnm. Ontario. ML

3. | Pharmatcn Fizzi Vién s VN-21584-18

179, Canadn).
STT Tén thube Hoat chét, ham lugng | Dang bao ché S dang ky
4. | Rovastin 10mg ES::E:‘:{:;E :‘:2?::; ?l:;;fg Viﬁt;:;‘-t'; A UN-205802- 17§
: I = e Rosuvastatin (dedi dang Viénnén bao ! b o b
3. | Rovastin 20ng Rosnvestatin ealei) 20mg phim | VN-20593-17 _'

4. Co sir diing ky thube: Merck Export GmbH (d/c: Hja chi: Frankfurter Strafie 250,
64293 Darmstaat, Germany ).

4.1.Co sé sim xuat (hude:

(Loc.Frazione Zona Indwstriale), 70026 Madugno (Bari), ftaly).

Merck Seromo S.p.A (dic. Via Delle Magnolie 15,

STT

Tén thuoc

Hoat chit, ham lugng

Dang bio ché

S0 ding ky

6.

SAIZ‘[EH

Somatropin & mz

Bot pha tiém

QLSP-1123-18

5. Co'so diing ky thube: Cong ty TNHH Duge phim Tién Giang (/. 2 dudng s6 9,

Khu dan cu|Nam Long, P Tin Thu@n Eionz, (0 7, TP Hé i Minh, Viét iami )

5.1.Co 5& sdn xuit thube: Farma Glow (d/c: #672/18, Khandsa Road, Gurgaon,

Haryana, India).

STT Tén thuoce Hoatl ehil, hiam lugng | Dang bao ché Sib ding ki
Clopidogrel (duXi dang .
7. | Clopisun Clopidogrel bisulfat) Vien Ef; ka0 | yN21750-19
T5mg P

6. Cou sv diing ky thube: Enter Pharm Co., Lid (dic: 51, Myeongnun-I-ga, Jongno-
gw, Seoul, 110-321, Korea ).

6.1.Co s sin xudl thuéc: BTO Pharmaceutical Co, L. (@ 70,
Osongsaengmyeony G-ro, Osong-vup, Hangdeok-gu, Cheongfu-si, Chungehevngbuk-de,

Korea). i
| .
STT Tén thuic Hoat chit, ham iwgng | Dang bao ché So dang ky
8. | Tinusul gel Isotretinoin 0,5mg/g Gel bbi da VN-20757-17




Danh muc céc loai thudc bi thu hoi gidy ching nhén luu hanh

Thudc da nhap khau vao Viét Nam hoac thuéc nhap khau trong truong hop dugc
giao hang tai cang di ciia nudc xuat khau trudc ngay quyét dinh nay cé hiéu luc,
thi co s nhap khau trinh van tai don cuda 16 thuoc dé thé hién hang hda dugc
xuat tlr cang di cla nudc xuat khau trude ngay quyét dinh nay cé hiéu luc dé
dugc thong quan.

Theo 6ng Nguyén Tat Pat - Phé Cuc trudng Cuc Quan ly Dugc cho biét, cac co
s6 dang ky thudc, cdc nha san xuat thudc van phai cé trach nhiém theo doi va
chiu trach nhiém vé chat lugng, an toan, hiéu qua cla thuéc cho dén khi hét
han dung.

Huy Trung




