UBND TINH DONG NAI CONG HOA XA HQI CHU NGHIA VIET NAM
SO Y TE Dgc lap — Tu do — Hanh phic

Sé: Hold /SYT-NVD Déng Nai, ngay (4 thanggg ndam 2019

Vv rat gidy dang ky luu hanh
thude ra khoi danh muc cac thude
duoc cip gidy dang ky huu hanh
tal Viét Nam

Kinh gu:
- Cac don vi truc thude S& Y té;
- Phong Y té cac huyén, Tx. Long Khanh, Tp. Bién Hoa;
- Céc co 50 ban budn thude trén dia ban tinh.
(Sau day goi tat 1a cac don vi)

Thuc hién Quyét dinh sb 42/QP-QLD ngay 28/01/2019 ciia Cuc Quan 1y
Duge — BS Y & vé vice rat gidy dang ky luu hanh thude ra khoi danh mue céc thude
duge cip gidy dang ky luu hanh tai Viét Nam; Giam déc Sé Y té Péng Nai théng,
bao:

1. Rat gidy dang ky luu hanh cia cac thube ¢6 én trong Danh muc céc
thuée duoc cap gidy dang ky luu hanh tai Viét Nam theo danh muc ban hanh kém
theo Quyét dinh s6 42/QD-QLD ngay 28/01/2019 cua Cuc Quan ly Dugec.

Ly do: Co s& dang ky tu nguyén dé nghi rut sd dang ky luu hanh tai Vigt
Nam.

2. Co sé dang ky thube, nha san xudt cac thube néu tai Didu 1 Quyét dinh
s6 42/QD-QLD ngay 28/01/2019 cia Cuc Quén 1y Duoge phai ¢6 trach nhiém theo
ddi, chiu trach nhiém vé chat luong, an toan, hiéu qua clia thube trong qua trinh luu
hanh cho dén khi hét han ding cia thude déi v6i cac thude néu trén tai Didu 1
Quyét dinh s6 42/QD-QLD ngay 28/01/2019 cua Cuc Quan I¥ Duoc da duoc san
xuat, nhap khau trude ngay Quyét dinh sé 42/QD-QLD ngay 28/01/2019 ciia Cuc
Quan ty Dugc ¢6 hiéu lye hodc thude nhap khau trong truomg hop duoc giao hang
tai cang di cua nudc xuat khau truée ngay Quyét dinh sé 42/QP-QLD ngay
28/01/2019 cia Cuc Quan 1y Duye ¢o hiéu luc, co s& nhip khiu trinh vin tai don
ctia 16 thude dé thé hién hang héa duge xuét tir cang di cia nuéde xuat khdu trude
ngay Quyét dinh s6 42/QD-QLD ngay 28/01/2019 ctia Cuc Quan ly Duoc ¢6 hiéu
tue dé dugc théng quan.
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3. Giao Truéng Phong Y té cac huyén, Thi x3 Long Khanh, Thanh phé
Bién Hoa co trach nhiém guri thong bao cho cac co s¢ bén 1€, céc co s6 st dung
thudc ngoai cong lap trén dia ban quan 1y; kiém tra va giam sat cac co sé thuc hién
thong bao; xir Iy nhiing co s& vi pham theo quy dinh hién hanh.

S&Y t€ s€ t0 chire giam sat, kiém tra, cdc co s& thuc hién théng bao nay./.

(Pinh kém Quyét dinh s6 42/0D-QLD ngay 28/01/2019 cia Cuc Quan Iy
Dugc - Bo Y té)

Noi nhén: GIAM DOG,~
- Nhur trén;
- BGD SYT (bao céo;
- BVDK Cao su Dong Nai;
- TTKN, Thanh tra S&, P, QLHN,;
- Trung tdm TT-GDSK;
- Website S&' Y té Ddng Nai;
- Chi Cuc QLTT DN;
- Luw: VT, NVD,

S6 2 - Phan Binh Phung, phudng Quang Vinh, thanh phd Bién Hoa, tinh Déng Nai
DT (0251) 942641, Fax: (0251} 847269, Email: syi:didonznai.gov,vn, Website: syt.dongnai.gov.vn



BOY Tk CONG HOA XA HOI CHG NGHIA VIET NAM

CyUcC ;(_);UAN&F_DI_T‘()’C Bdc 1ap - Tw do - Hanh phuc
So: 47 /QD-QLD Ha Ngi, ngady 5 ¢ thang 04 ndm 2019

QUYET PINII

Ve viée rit Ums danc kv heu hanh thude ra khéi danh muyc cic thube
duge cip gidy dang Ky luu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUOC
Cin cr Ludt Duge ngay 06 tha 04 1y 2016,

Can cu Nghi dinh 5472017/ND-CP ngay 08/05/2017 cta Chinh phu Chinh
phu quy dinh chi tiét mét sé didu vé bién phap thi hanh Luat dugce;

uan cur Nghi dinh 56 1352018/ ND-CP ngay 1271172018 caa Chinh phu sia

doi mot s6 quy dinh lién quan dén didu kién dau tu kinh doanh thudc pham vi quin
1y nha nude clia Bo Y té;

Can ¢t Nghi dinh 86 737201 7/NP-CF fgay 20 thang 6 ndm 2017 cua Chinh
phtt quy dinh chire nang, nhidm vu. quycn 'nan va co céu 16 chae cia BO Y té;

Can cu que‘( dinh sb TROS/OQD- R\_z T ngay Rfl'?/’)OlS cua BO trudng B& Y
t& quy dinh chice nang, nhiém vi, quyén han vi co chu td chitc cua Cuc Quan ly
duge thude BO Y té:

Can o Thong tu s6 442014/ TT-BYT ngdy 25/11/2014 cua Bo Y té quy
dinh vige dang ky thuoc

Can ci don dé nghi it sé ding ky lun hanh tai Vigt Nam clia co & dang kv
thude;

Xét dé nghi coa Trudng phong Phong Ding kv thude - Cue Quan 1y Duoe,

QUYET BINH:

Picu 1. Rt om\ dang k¢ luu hanh ctia cac thude coé tén trong Danh muc cdc
thube duoc chp gidy dang k¥ luu hanh tai Viét Nam theo danh muc ban hanh keém
theo Quyét dinh nay.

Ly do: Co s¢ diang ky tr nguyén ¢ nghi rat sb ding ky lou hanh tar Viét
INam.

Piéu 2. Cic co 56 ding ky thudc. nha san sudt cac thude néu tai Didu i phai
¢O trach nhiém theo doi, chiu trach phidm vé chat lugng, an toan, hidu qua cha
thube frong qué frinh tun hanh che dui khi hét han dung cta thuée dbi vai cac
thude néu tai Bidu 1 43 o san xuar, rhap khiu trude ngdy Quyét dinh 1 nay ¢o
higu fye hode thude nhap khau trong tuonig hp duge glao hang tai cang di cua
nrde xult khau trude o wa} Ju \{ct dinh nay ¢o hzuu lwe, co s& nhdp | khau mnh van
i don cua 1o thum d¢ (he hign hi wang hoa dupe xudt ny cang di cha nudc xuit khau
trude ngay Quyét dinh na ty <& hicu hre dC duge tidng quan.,




Pidu 3. Quvét dinh nay o6 hidu lue ket ngdy ky ban hanh.

Didu 4. Glam dée SO Y 10, che co 50 kinh doank duoc va Giam doc co s6 ¢
thudc néu tai Diéu | chiuirach n}mm thi hanh Quvét dinh nay./.
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- Nhu Diéu 4;
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- CT, VE Tudn Cudmy (&b
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- Téng cype Hai quan - Ba Vi chinl, I% 1 XA hm YVid Nan ;
- Vu Phép ché, Cue Quan ly Y. Duge ed wuyén, Cue Quan 1y OB,
Thanh tra Bo, Vién KX hude TW, Vien KN1 i*un TP HOM,

- Téog Céng ty Duge Vigt Mam - Cong ty o3 phis, Cle Chrg v 0 e g

NI Duge phim; .~ Nguyen Tit Dat
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BOYTE CONG HOA XA HOIL CHU NGHIA VIET NAM
CUC QUAN LY BUOC Bic 1ip — Tw do — Hanh phic

DANI MUC ‘
Cac thubc rét gidv ding Ky Jwu hauh ra khéi danh mige cde thude
duge chp gidy dang ky hra hanh fai Viét Nam
(Ban hdnh kém theo Qinéi dink 5042 OD-QLD ngay ;¢ thang pq ndm 2019
cud Cuc trvong Cue Quan [y Do) :

. Co st diing ky thude: Abbott Laboratories (Singapore) Private Limited (@ 3
Fraser Street, #23-28 Duo Tower, Singapore 189352, Singapore).

1.1.Co s& san xudt thude: Aecsica Pharmaceuticals GmbH (dic. Galileistr.6, (08056
Zwickau, Germany); Co s& déng géi: Aesica Pharmaceuticals GmbH (dia chi:
Mitielst 1S 40789 Monheim  am Rhein, Garmany);, C8 KTCL:  Aesica
Pharmacenticals GmbH (dia chi: Galileist~ 6, 08056 Zwickau, Germany), CS xuit
Xuong: Aesica Pharmaceuticals GmbH (dia o4 vAlfred ~Nobel- Str. 10, 40789 Monheim
ant Rhein, Germany)

STT Tén thude - Hogt chdt, Ham twong | Dang bao ché So dang ky
. . f L © Vién nén bao -
i Vimpat 30 mg Lacosanide SUme ; ' S VIN2-598-17
- ; | phim
. : - ‘  Vidn uén bao
2. | Vimpat 100 me | Lacosamde 100my i , VN2-595-17
‘ - ; phiin
. . . | e | Vién nén bao
3. Vimpat 150 mg i Lacosannde 130hae : . VN2-506-17
: = | = phim
. - P o - Vign nén bao ~n 2ae
JE 4o | Vimpar 200 mg | Lucosaimide 200my : i VIN2-597-17
] ) : o ) \ ) - ] : i Hn

1.2.Co 6 sdn xuit thue: CSSX va vkt xuwong: UCB Pharma S.A (d'c: Chemin du
Foriest, B-1420 Braine I'Alleud, Beigiuvm), Co sér dong goi: Aesica Pharmaceuticals
GwbH (dia chi: Mivclstr 1349786 Monheim an Rhein, Germany).

! T T | - v :
STT Tén thuoe . Hoeatchat, Ham twong | Dang bao ché So ding ky
P | ‘ . - ! Dung dich t1ém '
30 Vimpat - Lacosamide 200mg/20ml v
: ] .

5 VN2-563-17
TEyEn 5 )

E

2. Co s6 diang ky thude: Cong ty TNHHE Duwgc phim Tam Pan (dic: 1333 diwong
SIB, Khit pho An Phu A Khaal, Phucng dv 7 Cuagn 2, TP Ho Chi Minh, Viét Nam ).
2.1.Co sG san xuit thude: Hanmi Pharm.Co., Ltd(Paltan site) (d/c: §93-5, Hajeo-ri,
Paltai-myeon,  Hwaseang-si, Greon sgi-do, 445-913, Korea); Co sé xuit Xuong:
Delorbis Pharmaceuticals Led (i chis 77 dihinon Sireet, Lrgates Industrial Arveo,
2643 Ergates, P.O. Box 28629, 208] Lefkosia. Cyprus).
T | o

ST Tén thudc | Hogr chilt. Ham hrgng | Dang baoché | S6 diang ky
|

| S R




T E Clopidogret (dudi dang Vidn nén bao | o |
6. | Heclom : Clopidogre) napadisilate '¥ . Tl VN-18830-15
1 B UL N N —
3. Co st dang Ky thube: Harbin Pharmaceutical Group Co., Ltd General Pharm.
Factory (d/c: No. 109 Xuefu Road. Nangang Dist. Harbin 130086, China ).

3.1.Co so san xuét thube: Reyoung Pharmaceuatical Co. , Led (@e: No 6 Erlangshan
Rd, Yiyuan Counly, Shandong Province, Chinay.

Tﬁ - . |

v H 5 \ | . £ S o ,
% STT | Téun thuoe  tHoat chat, Ham lwong .\ Dang bao che | S0 dang Ky

______ R S A . . ]
| Gentamicin sulfate - Gentamicin (dudi dang g l
7. ] injection Gentamicn sullat) | Duny dich tém LOVN-21027-18

i
1

I

e —

4. Co s& dang Ky thufe: Korea Prime Pharm. Co., Lid. (dic: (Daein-dong), 21 /,
Jungang-ro, Dong-gi, Grwaingju, Rured b

4.1. Co s& san xnit thube: Korea Prime Pharm. Co., Led. (@/c: 100 Wanjusandan G-

ro, Bongdong-eup, Wanju-gua, Jeallabui-do, Korea).

; e AR S —
| sTrl lén ghude | Hoat chat Ham lnong | Dang bio chié 86 diing ky

| Ccfoperazone (dudi dang
l {< :

efoperazone natri}
CSUUme; Sulbactam (duc Bot pha tém l YN-17996-14 |
 dang Sulbactam naui) ‘ |

S R I )1 SO L mg_JMf_,g_w,mg

T

Danh ne gom 2 trapg U8 thudce./.

;\
1 *‘ Cefdimaxe
\ © | Tujection

KT. CUC TRUONG
PHO.CUC TRUONG

'Nguyéh Tat Dat
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