UBND TINH DONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Doc 1ap — Ty do —~ Hanh phic

86: /996 /SYT-NVD Déng Nai, ngay /3 thdngs ndm 2019

V/v thu hoi gidy dang ky luu hanh
thudc tai Viét Nam

Kinh giri:
- Cac don vi truc thube S& Y té;
- Phong Y té céc huyén, Tx. Long Khanh, Tp. Bién Hoa;
- C4c co s ban budn thude trén dia ban tinh.
(Sau day goi tat 1a cac don Vi)

Thuc hlen Quyet dinh 86 288/Qb-QLD ngay 03/5/2019 cua Cuc Quan ly
Dugc - B6 Y té v& viéc thu hdi gidy ding ky lwu hanh thude tai Viét Nam; Giam
dbc S& Y té Pdng Nai thong bao:

1. Thu héi gidy dang ky luu hanh coa cac thude tai Viét Nam déi voi cac
thudc c6 tén trong Danh muc thude bi thu hdi gidy dang ky luu hanh tai Viét Nam
kem theo Quyét dinh s6 288/QP-QLD ngay 03/5/2019 cua Cuc Quan ly Duoc.

Ly do: Co s& ding ky thude trr nguyén dé nghj rat s§ ding ky lIuu hanh tai
Viét Nam.

2. Giao Trudng Phong Y té cac huyén, Thi x4 Long Khanh, Thanh phé Bién
Hoa cé trach nhiém giri thong bao cho céc co s& ban 18, cac co sé sir dung thude
ngoai cong lap trén dia ban quan ly; kiém tra va gidm sat cac co s& thuc hién thong
bao; xtr ly nhitng co s& vi pham theo quy dinh hién hanh.

So Y té s& to chirc gidm sat, kiém tra, cac co s& thue hién thong bio nay./.

(kém theo Quyét dinh s6 288/QD-QLD ngay 03/5/2019 ciia Cuc Quan Iy
Dugc — B4 Y 16)

Noi nhéin: GIAM DOQ/
- Nhur trén;

- BGD SYT (bao cao);

- BVDK Cao su Pdong Nai;

- TTKN, Thanh tra S&, P. QLHN;
- Trung tAm TT-GDSK;

- Website S& Y té Dong Nai:

- Chi Cuc QLTT BN;

- Luu: VT, NVD.

S6 2 - Phan Dinh Phiing, phudmg Quang Vinh, thanh phd Bién Hoa, tinh Péng Nai
DT: (0251) 942641, Fax: (0251) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn




BOY TE CONG HOA XA HOT CHU NGHIA VIET NAM

CUC QUAN LY DUQC Ddc lip - Tw do — Hanh phiic
Sé: L& /QD-QLD Ha Ngi, ngay o3 thang 5 ndm 2019
QUYET DINH

V& vige thu hoi gidy ding ky lwu hauh thuéc tai Viét Nam

CUC TRUONG CUC QUAN LY DUGC
Céan cr Luft Duoc ngay 06 thdng 4 nam 2016;

Cén cu Nghi dinh 54/2017/1‘\33 CP ngay 08/05/2017 cia Chinh phit Chinh
pht quy dinh chi tiét mét sé didn vé bién phéap thi hanh Luét duoc:

~ Can ¢ Nghi dinh s6 155/2018/NB-CP ngay 12/11/2018 cta Chinh phu sta
d61 mot 56 quy dinh lién quan dén diéu kién ddu tw kinh doanh thude pham vi quan

ly nha nude cia Bo Y té;
Cin ¢t Nghi dinh s 75/2017/ND-CP ngay 20/6/2017 cta Chinh phi quy

dmnh chitc ndng, nhiém vy, quy€n han va co cdu to chtrc cia B§ Y té;

Cén ctr Quyét dinh sb 7868/QD-BY T ngay 28/ 12/2018 ctia Bo trudmg B Y
t€ quy dinh chire ning, nhiém VU, quy€n han va co cau t6 chic ciia Cuc Quan 1y
duoc thude Bo Y té;

Cn cl Théng tr s0 32/2018/TT-BYT ngay 12/11/2018 ciia B truong B Y
té€ quy dinh viée ding ky huu hanh thube, nguyén lidu lam thude;

Cén ¢t don de nghi 1t sb dang ky luu hanh tai Viét Nam cua cic co so dang
ky thudc;

Xt de nght ez Trudng phong Phon g Dang ky thudce - Cyc Quan 1Y Duec,
st i
QUYET PINH: f

Diéu 1. Thu héi gidy dang ky Ivu hanh thudc tai Vigt Nam do6i véi cac thude
¢o tén trong Danh muc thudc b1 thu hoi giay ding ky hru hanh tai V 1€t Nam kém
theo Quyét dinh nay.

Ly do: Co s¢ dang k¥ thudc tu nguyen dé nghi mit s6 dang ky tuu hanh tai
Viet Nany.

Diéu 2. Co so dang ky thube, nha san xuét thube phai ¢o trach nhiém theo
doi va chiu trach nhiém vé chit lwong, an toan, hiéu qua cla thude trong gua trinh

luu hanh cho den khi hét han dung cua thude doi van cac thube néu tai Pidu 1 va
dap Umg cic quy dinh nhu sau:

1. Thude tong nude duue san sudt tude hgay Quyét dinli ndy co hiéu lyc.



2. Thube da nhap khiu vao Viét Nam hogc thude nhap khau trong trudne -
hop duoc glao hang tai cdng di cta nude xudt khau trude ngay Quyét dinh Hay ¢o
lmu I, co sonhip khiu frinh vén tai don cua 16 thude dé thé hién hang hoa dwoc

vt tr cang di cua nuoc xuat khiu truée ngay Quyét dinh nay ¢o6 hifu iuu dé duoc
thong quan.

3. Thude san xuat trong nude quy dinh tai khoan 1 va thude nhép khiu quy
dinh tai khoan 2 Piéu nay duoc phép luu hinh dén hét han dung ca thude.

Pitu 3. Quyét dinh nay ¢d higu Iue ké tr ngdy ky ban hanh.

Di¢u 4. Gidm doc S& Y te, cac co s6 kinh doanh duoc va Gidm doce co so ¢o
thudce néu tai Dieu 1 chiu trdch nhiém thi hanh Quyct dinh nay./,

Noi nhdn: KT. CUC TRUONG

- Ninr Didy 4; N CUCT e
T ‘ ) 1138 g PRI j G

T. Tru -*-u( n,rm ¢ wnm'vg TL hiet EN ﬁ-i-U

- CT. Vi Tuin Cudng (38 bic);

- Cue Quan Y - Bd Qudce phong, Cuc Y & - B6 Cong an;

-Cuc Y € Giao théng van 1l - BS Giao thdng viln tdi;

- Ténﬂ cuc Hal quan - BO Tai chinh, Bao hiém X3 hoi Vidr
Nam; ;

- Vu Phap LhL Cuc Quan ¥ Y, Duge ob truyéa, Cuc Quan 1y
KCB, Thanh tra B, Vién KN rhude TW, Vidn KN thude TP
HOM,;

- Tdug Cong 1y Dugc Vidt Nam — Cong 1y cb phén, Cac Cong
ty XNK Duge phim;

- Cac Bénb vidn & Vidn cb gludng binh true tude RS

- Website Cuc QLD, Tap chi Duge & M¥ pham-Cuc QLI

- Lare VT, Cac Phong thude Cuc QLID, DKT(12)




BO Y T8 CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUUC Boc lip — t'w do — Hanh phuc

‘ DANH MUC
Thube bj thu hdi giﬁy ding ky Iwu hanh tai Viét Nam
(Ban hanh kém theo Quyét dinh sé LX8  /OD-OLD ngdy (3 thing 5 ndm 2019
ctia Cyc trudng Cuc Quan Iy Dupc)

I. Co s¢ diang ky thude: Saint Corporation (d/c: Academy Tower, Rm #718,719 - 118
Seongsui-ro, Seongdong-ro, Seoul, Korea ). ;
1.1.Co s¢' san xudt thuée; Schnell Biopharmaceuticals, Inc (#/c: 16, Dumeori-gil,
Yanggang myecon, Ihvaseong-si, Gyeonggi-do, Koreaq). :

il _ —
| STT Tén thube j Hoat chét, ham luong Dang bao ché Sé déing ky ‘
I

, 1. | Cefdivale injection | Sofozolin (duéi dang Thuoe bdtpha |\ 50620017

! - | Cefazolin sodium) 1g B tiém

1.2.Co s& sin xuit thube: Chunggei Pharm Co., Ltd. (d/c: 16, Dumeori-gil,
Yanggam-myeon, Hwaseon g-si. Gyeonggi-do, Korea).

H

STT Tén thube l Hoat chit, ham lwgng | Dang bao ché So ding ky {

} * !
? cluzine cefppera2011 ( dudi dang BOl pha tiém VN-18622-15 il
______ [mjection Cefoperazon nati1) Ig g o i

2. Co s¢ dang ky thube: Boehringer Ingelheim International GmbH (d/c: Binger
Strasse /73 5501 ] !zzge!f?efz?? am Rhein, Germany ),

2.1.Co s¢ sdn xuét thubc: E-Pharma Trento Spa (d/c: Frazione Ravina, Via Proving
2, 38123 Trento (TN), Italy); Co sé xuit xwong: Ginsana SA (Dia chi: Via Mulini, 6934
Bioggio, Switzerland),

STT Tén thube Hoat chit, ham lugng | Dangbao ché 86 ding ky

Cao nhin sdm d3 dinh
chufn Ginseng ext.
Pharmaton Fizzi (twong duong véi 0,9 mg Vién sii VN-21584-18
Ginsenoid Rbl, Rgl va i

| Re) i

3. Co s ding ky thube; Paradigm Pharmaceuticals Ine. (d/c: 2600 W.Big Beaver
Road, Suite 550, Troy, Michigan 48084, USA ). :

3.1.Co s6 san xuit thue: Apotex Inc. (d/c. 150 Signet Drive, Toronto, Ontario, MOI.
1T9, Canada).

()

1
Rosuvastatin (dudi dang ! V1ién nén bao

4. Rovastn [0me . . )
. Rosuvastatin calei) 10myg | Thim
= ]

_

VN-20592-1/

CSTT ' Tén thube ' Hoat chét, ham lwong | Dang bao ché S diang ky
, : . |
|




Rosuvastatin (dud dang | Vién nén bao
Rosuvastatin calel) 20img | phit

5. i Rovastm 20mg | VN-20593-17

4. Co s& ding ky thube: Merck Export Gmbll (dic: Dia chi: Frankjurter Sirafle 2310
64293 Darmstadt, Germany ).

4.1.Co s& san sult (hude: Merck Seromo S.p.A (de: Via Delle Magnolie 15,
(Loc.Frazione Zona Industriale), 70026 Modugno (Bari), Italy).

: STT Tén thuoc Hoat chat, ham lwgng | Dang bdo ché S0 diang ky !
. 6. L SAIZEN Somatropin § ing Botphaticmm | QLSP-1123-18 J
i '

5. Co sé dang ky thude: Cong ty TNHH Dugce phim Tién Giang (d/c: 23 diromg 56 9,
Khu dan cw'Nam Long, P. Tan Thudn Bdng, (07, TP Hao Chi Minh, Viét Nam )

5.1.Co so san xuft thube: Farma Glow (d/e: #672/18. Khandsa Road. Gurgaon,
Harvana, [ndia).

| . , i : , N
% S5TT Tén thuoc Hegtchal, ham lugng : Dang bao ché 56 dang ky |
- s i
| Clopidogrel (du¢i dang 1 ,.. . |
| 7. | Clopisun Clopidogrel bisulfat) | 1“]‘71‘1‘5; 530 1 \NL1780-19 |
73mg o ~ !

6. Co sé ding ky thube: Enter Pharm Co., Ltd (dc: 57, Myeongnyun-1-ga, Jongno-
gu, Seoul, 110 -521, Korea ).

6.1.Co s& san xudt thube: BTO Pharmaceutical Co., Ltd. (dier 70,
Osongsaengmyeong 6-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do.

Korea),
| AT ]
| 5T Tén thuoc | Hoatchai, nam iwgng | Dang baoche | Sodangky |
! | | ;
3 J !
1“ 8. | Tinosot gel | Isotretinoin 0,5mg/g - Gelbdida | VN-20757-17
\ i f

T T O VoY s e N
T BUELE Ve lallg Vo nldidoe.s .

KT.CUC TRUONG
.-PHO CUC TRUONG

- Neguyén Tat Dat
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