BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

dUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
S6: %4 /14 /QD-QLD Ha Noi, ngay-Z9 thang iOndm 2018
QUYET PINH

V& viéc ban hanh danh muc 17 thuéc nuéc ngoal duoc cip so dang ky luu
hanh tai Viét Nam - Dot 101 (b sung)

CUC TRUOGNG CUC QUAN LY DUGC

Can ci Luat Duoc ngay 06/4/2016;

Cin ci Nghi dinh s6 75/2017/ND CP ngay 20/6/2017 ctua Chinh phu quy
dinh chic nang, nhiém vu, quyén han va co céu t8 chitc cia Bo Y t¢;

Cin cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia Bo truong Bo Y
t€ quy dinh chuc nang, nhiém vu, quyén han va co céu té chiic cia Cuc Quan 1y
duoc thudc Bo Y t€;

Cin cit Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cia B Y t€ quy
dinh viéc dang ky thudc;

Can ctt y kién ctia Hoi dong tu vén cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thuoc - Bo Y t&;

Xét dé nghi clia Trudng Phong Ping ky thudc - Cuc Quéan ly Dugc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 17 thudc nudc
ngoai dugc cdp s6 dang ky luu hanh tai Viét Nam - Dot 101 (b6 sung).

Piéu 2. Nha san xuit va cong ty diang ky thudc c6 trach nhiém cung cap
thudc vao Viét Nam theo ding cdc ho so tai liéu da dang ky v6i Bo Y t€. S6 déng
ky duoc Bo Y t€ Viét Nam cép phai dugc in lén nhén thuéc. S6 dang ky c6 ky
hiéu VN-....-18 c6 gid tri 05 nam ké tir ngay ky Quyét dinh.

Piéu 3. Nha san xuat va cong ty dang ky thudc phéi chap hanh déy du
phap luat ctia nu6c CHXHCN Viét Nam va céc quy dinh cta Bo Y t€ vé nhap

khau thuéc va luu hanh thudc tai Viét Nam; néu c6 bt ctt thay déi gi trong qua
tfinh Iwu hanh thudc & nudc sd tai va & Viét Nam thi phai bdo cdo ngay cho Cuc

Quan 1y Dugc - Bo Y t€ Viét Nam.

Didu 4. Pbi véi cac thude ban hanh kém theo quyét dinh nay va thudc danh
muc thudc doc va nguyén liéu doc 1am thuoc theo quy dinh tai Thong tu
06/2017/TT-BYT ngay 03/5/2017 cuaBo Y té vé viéc ban hanh danh muc thubc




doc va nguyén lidu doc lam thude; cong ty dang ky, co s& san xuat phai cdp nhat
quy dinh vé thubc doc trén nhan va huéng dan st dung theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cia Bo Y té quy dinh ghi nhan thudc,
nguyén liéu lam thudc va t& hudng dan st dung thudc va chi duoc san xuét, luu
hanh thudc trén thi trudong sau khi Cuc Quén ly Dugc phé duyét ndi dung cép
nhéat nay.

Piéu 5: Pdi V01 céc thubc ban hanh kém theo quyet dinh nay va c¢ tén,
dia chi nha san xuét dang da.ng ky va tén, dia chi nha san xudt da duoc cip so
dang ky cti khong hoan toan glong nhau, yeu céu cong ty dang ky, nha san xuét
g1a1 trinh vé tén va dia chi nha san xuat va bd sung Gidy x4c nhan cua co quan
c6 thdm quyen vé viéc dbi tén va thay ddi cach ghi dia chi ma dia diém san xuét
- khong thay déi theo quy dinh tai Phu luc II Thong tu so 44/2014/TT-BYT ngay
25/11/2014 cua B6 Y te Quy dinh viéc ding ky thubc va chi duoc san xuét,
nhap khau, luru hanh thudc trén thi truong sau khi Cuc Quan ly Dugc phé duyét
ndi dung nay.

Diéu 6: Tét ca cac thubc ban hanh kém theo Quyét dinh nay, trong vong
03 thang ké tir ngay ky ban hanh Quyét dinh nay, co s& déng ky phai chiu trach
nhiém cép nhét/hoan thién céc ndi dung hanh chinh theo cac cong van thong bao
ctia Cuc Quan ly Duoc va chi duge san xuét, nhap khéu, luu hanh thudc trén thi
truong sau khi Cuc Quan ly Dugc phé duyét cac ndi dung cép nhét nay. Sau thoi
gian néu trén, néu co sé khong bd sung hd so thi Cuc Quéan ly Dugc sé rit sb
dang ky.

Diéu 7. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 8. Gidm d6c S& Y t&€ cic tinh, thanh phé truc thudc trung wong,
gidm d6c nha san xudt va cong ty dang ky c6 thudc tai Diéu 1 chiu trdch nhiém
thi hanh Quyét dinh nay./.

Noi nhdn: CUC TRUONG
- Nhu Diéu 8;

- By trudng Nguyén Thi Kim Tién (dé€ b/c);
- TT. Truong Quéc Cudng (dé b/c); y
- Cuc Quan Y - B6 Qudc phong, Cuc Y t&€ - Bo Cong afl; /&
- Cuc Y t€ Giao thong van tai - Bo Giao thong van tai;
- Téng cuc Hai quan - Bo Tai chinh;

- Bao hiém X4 hoi Viét Nam; - p

- Vu Phdp ché, Cuc Quan ly Y, Dugc c8 truyén, Cuc Qua i Tuan Cuong
Khédm, chita bénh - Bo Y t&, Thanh tra Bo Y t&;

- Vién KN thuéc TW, Vién KN thuéc TP. HCM,;

- Téng Cong ty Dugc VN;

- C4c Cong ty XNK Duoc phidm;

- C4c Bénh vién & Vién c6 giuong bénh truc thudc Bo Y té;

- Website ciia Cuc QLD, Tap chi Dugc & MP - Cuc QLD;

- Luu: VT, KDD, DKT(10).
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Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN|LY DUGC Poc lap - Tu do - Hanh phiic

DANH MUC 17 THUOC NUGC NGOAI PUGC CAP SO PANG KY HIEU LUC 5 NAM —

1. Cong

POT 101 (BO SUNG).

Ban hanh kém theo quyét dinh s: ¥§H/QD-QLD, ngay &1./.(6./. .18

ty dang ky: Cong ty ¢b phan Dwgc MK Viét Nam (D/c: G17 ngd 28 Xudn La, Phuong

Xuén La, Qudn Tay Ho, Ha Ngi - Viét Nam)

1.1 Nha san xuét: S.C. Rompharm Company S.r.l1 (D/c: Ist A Eroilor St, 075100, Otopeni, Jud, -

Rumani)
" £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach £ aw "
ot o ghige Ham lwgng ché tho |chuén|  déng goi S0 ding ky
1 [Disomic Dexketoprofen Dung dich 48 |NSX |Hop S éngx VN-21526-18
(dudi dang tiém/ dung [thang 2ml
Dexketoprofen dich dédm déc ‘
trometamol) de pha
50mg/2ml truyén tinh
mach
2. Céng ty ding ky: Cong ty Cé phan Duge phim Nam Ha (D/c: 415 Han Thuyén, TP. Nam

Pinh, tinh| Nam Dinh - Viét Nam)

2.1 Nha S’Fn xuét: Pharmazeutische Fabrik Evers GmbH & Co. KG (D/c: Siemensstrafe 4,
25421 Pinneberg - Germany)
£ Hoat chit chinh - | Dang bao Tudi| Tiéu | Quy cach £ g "
& : <s 2 ' So ding k
2L Tel tioe Ham lugng ché tho |chuin| déng goi Spslig=s
2 |Circanetten Sulfur depuratum  |Vién nén bao| 36 |[NSX (Hop 4 vix 20 VN-21527-18
15mg; Paraphlebon |phim thang vién
(modified keratine)
200mg; Folliculi
Sennae plv. 15mg;
Potassium bitartrate
15mg
3. Cong ty ding ky: Cong ty CP DP Tenamyd (D/c: L6 Y.01-024 dwong Tdn Thudn, KCN/KCX

Tén Thudn, P. Tan Thudn Bong, Q.7, TP. Hé Chi Minh - Viét Nam)

3.1 Nha

san xuit: Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A. (D/c: 14th Kim.

National Road 1, GR-145 64 Kifissia - Greece)
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. o Hoat chét chinh - | Dangbao [Tudi| Tiéu | Quycdch | gg g2
Btk LER Taoe Ham lwgng ché tho |chuan| dodng goi e
3 |Apotel max 10mg/ml Paracetamol Dung dicb 24 [NSX |Hop 1, 10,20, | VN-21528-18
Solution for Infusion 1000mg/100ml tiém truyén |thang 50 goi

4. Cong ty ding ky: Cong ty CP dwgc phdm Pha No (B/c: 31 Ho Biéu Chdnh, P.12, Q. Phii
Nhudn, TP. H6 Chi Minh - Viét Nam)

4.1 Nha san xuit: S.C. Magistra C & C SRL (D/c: Bulevardul Aurel Viaicu nr. 824, Constanta -

Romania)

. £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé a3 )
o] A Ham lugng ché tho | chuan dong goi 0 dang ky
4 |Carmotop 25 mg Metoprolol tartrat  |Vién nén 24 INSX |Hop3vix 10 VN-21529-18
.. R P | . . R
5 |Carmotop 50 mg Metoprolol tartrat | Vién nén 24 INSX |Hop3vix10 | VN-21530-18
B 50mg thang vién

5. Cong ty ding ky: Cong ty TNHH Dugc phdm Lamda (B/c: 27/6 Ly Théi Té, Phuong Thach
Gidan, Qudn Thanh Khé, Thanh phé Da Nang - Viét Nam)

5.1 Nha sin xuit: Valpharma International S.p.a (B/c: Via G. Morgagni, 2-47864 Pennabilli

xuat xuong: Lamp San

Via Della Pace,
25/A-41030 San
Prospero (MO), Italy)

Prospero S.p.a, dia chi:

cb kiém soat

(RN) - Italy)
: £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach £ .
< q S d‘
STT e thmge Ham luwong ché tho | chuin dong goi e
6 |Gliclazide 60mg MR Gliclazid 60mg Vién nén 36 ([NSX |Hop1lo30 VN-21531-18
Valpharma (Péng géi, gidi phong  |thdng vién

6. Cong ty dang ky: Cong ty TNHH dugc phim T Uyén (B/c: S6 182-1824 Lé Thi Bach Cat,
P.11, Q.11, TP. Ho Chi Minh - Viét Nam)

6.1 Nha san xuit: M/S Fynk Pharmaceuticals (D/c: 19 K.M.G.T Road Kalashah Kaku, Lahore -

Pakistan)
n £ Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cich 2 are .
STT ki Ham lwgng ché tho | chuén dong géi S QiR i
7 |Fynkhepar Tablet. Silymarin (du’g&i Vién nén bao| 36 [NSX |Hop 10vix 10 | VN-21532-18
dang dich chiét phim thang vién
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Silymarin

~|255,15mg) 200mg

7. Cong t
QUdn Tay

7.1 Nha s
Romani)

y ding ky: Cong ty TNHH Seamed Ptk (D/c: S6 61 Té Ngoc Vin, Phuwong Qudng An,
Ho, TP. Ha N¢i -)

an xuét: S.C. Rompharm Company S.r.l (B/c: Ist A Eroilor Street, Otopeni, Jud. llfov -

o~ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy céch B | oo
2 L e Ham luegng ché | tho |chudn| donggsi | O oangkY
8 |Algesin-N Ketorolac Dung dich 36 |NSX [Hop 10 6ng VN-21533-18
trometamol tiém thang Iml
P B 30mg/1ml

8. Cong ty ding ky: Korea United Pharm. Inc. (D/c: 25-23, Nomnggongdan-gzl
Jeondong-myeon, Sejong-si - Korea)

8.1 Nha siin xuét: Korea United Pharm. Inc. (D/c: 107, Gongdan-ro Yeonseo-myeon Sejong-si -
Korea)
. p Hoat chit chinh - | Dang bao |[Tudi| Tiéu | Quy cich Sé da .
< 0 = d
e ALew b Ham lugng ché tho |chuan| doéng goéi Oiclang: ke
9 |Vincran MB&i lo (Iml) chira: |Dung dich 24 |[USP40Hop 1 lo VN-21534-18
Vincristin 1 mg tiém thang
9. Cong ty ding ky: Laboratoire Aguettant S.A.S (B/c: Parc Scientifique Tony Garnier, 1 Rue
Alexander |Fleming, 69007 Lyon - France)

9.1 Nha sfn xuit: Laboratoire Aguettant (B/c: Parc Scientifique Tony Garnier, 1 Rue Alexander

Fleming,

59007 Lyon - France)

% £ Hoat chét chinh - | Dang bao Tudi| Tiéu | Quy cach S da ’
e W 2 0 ding k
STt L e Ham lwong ché tho |chuan| doéng géi Ry
10 |Selenium M3i 10ml dung dich |Dung dich 36 [NSX |Hop 10 éngx VN-21535-18
10micrograms/ml chtra: Selen (duéi  [tiém truyén |[thdng 10ml

dang selenit natri)

100mcg

10. Céng ty ding ky: Medochemie Ltd. (B/c: I-10 Constantinoupoleos Street, 3011 Limassol -

Cyprus)

10.1 Nha
3011 Limg

san xuat: Medochemie Ltd.- central Factory (D/c: 1-10 Constantinoupoleos Street,
ssol - Cyprus)




7 Re
. P Hoat chat chinh - | Dang bao |Tu0i| Tiéu | Quy cach S5 dine kv
L Ten thupe Ham lugng ché tho |chuan| ddng goi SERRE R
11 |Converium 150mg Irbesartan 150mg | Vién nén 36 INSX [Hop4vix7 VN-21536-18
thang vién

11. Cong ty ding ky: Mega Lifesciences Ltd. (D/c: 384 Moo 4, Soi 6, Bangpoo Industrial Estate,
Pattana 3 Road, Phraeksa, Mueang, Samut Prakarn 10280 - Thailand)

11.1 Nha sin xuit: Pharmathen S.A (D/c: 6, Dervenakion Str., 15351 Pallini, Attiki - Greece)

X A
. P Hoat chat chinh - | Dang bao |Tudi| Tiéu [ Quy cach S5 dine k
L T Tuog Ham luegng ché tho |chuan| déng géi ehe
12 [LARFEN Raloxifen Vién nén bao| 36 [NSX |Hop4vix7 VN-21537-18
hydroclorid 60mg  |phim thang vién

12. Cong ty diang ky: Mega Lifesciences Public Company Limited (D/c: 384 Moo 4, Soi 6,
Bangpoo Industrial Estate, Pattana 3 Road, Phraeksa, Mueang, Samutprakarn 10280 - Thailand)

12.1 Nha sin xuét: Pharmathen S.A (D/c: 6, Dervenakion Str., 15351 Pallini, Attiki - Greece)

g Hoat chit chinh - | Dang bao |Tubi Quy cach S8 s i
b Tew thuoe Ham luwgng ché tho | chuén dong goi 0 dang ky
13 [Kipel film coated tabs  |Montelukast (dudi [Vién nén bao| 36 |[NSX [Hop 4 vix7 VN-21538-18
10mg dang Montelukast  [phim thang vién
natri) 10mg

13. Cong ty ding ky: Novartis Pharma Services AG (D/c: Lichtstrasse 35, 4056 Basel -

Switzerland)

13.1 Nha san xuit: Novartis Saglik Gida Ve Tarim Urunleri San. ve Tic.A.S (D/c: Yenisehir

Mahallesi Dedepasa Cad. No. 17(11. Sok. No.2), 34912 Kurtkoy, Istanbul - Turkey)

. £ Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cich Sé "
5 ¢ A d
SEL e thuoe Ham lugng ché tho [chuan| doéng goi 0 dang ky
14 |Voltaren 25 Diclofenac natri Vién nén bao| 24 [NSX [Hop 10vix 10 | VN-21539-18
25mg tan trong thang vién
rudt

14. Cong ty ding ky: Pharmaunity Co., Ltd (B/c: 69-5 Taepyeongno, 2-Ga, Jung-Gu, Seoul -

Korea)
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14.1 Nha

Hwaseong-si Gyeonggi-do, Republic ofKorea -)

san xuat: Myung In Pharm. Co., Ltd. (P/c: 361-12, Noha-gil, Paltan-myeon,

n p Hoat chit chinh - | Dang bao Tudi| Tiéu | Quy cach & n ;
L L e Ham lugng ché tho |chudn| dong géi So diing ky
15 |[Emodum inj. M&i 2ml dung dich |Dung dich 36 [NSX |Hop 10 ng x VN-21541-18
chira: Ranitidin tiém thang 2ml
(dudi dang Ranitidin
hydrochlorid) 50mg
15. Cong ty ding ky: Pharmaunity Co., Ltd (D/c: 74, Sejong-daero, Jung-gu, Seoul - Korea)
15.1 Nha|san xuit: Myung In Pharm. Co., Ltd. (P/c: 361-12, Noha-gil, Paltan-myeon,
Hwaseong-si Gyeonggi-do, Republic ofKorea -)
N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céich S& s ;
Pl L thnoe Ham lugng ché tho |chudn| déng géi 0 dng ky
16 [Azein Inj. MBbi lo chira: Bot dong 36 |BP Hop 10 1o VN-21540-18
acyclovir 250mg kho pha tiém|thang|2016
16. Cong ty diing ky: Tarchomin Pharmaceutical Works Polfa S.A. (P/c: 2. A. Fleminga Str.,
03-176 Warsaw - Poland)
16.1 Nha san xuat: Tarchomin Pharmaceutical Works "Polfa'" S.A. (P/c: 2, A. Fleminga Str.,
03-176 Warsaw - Poland)
B A ’ _ Py T 6' oA , 2 . i
STT Tén thudc Hoat‘chat chinh Dang Pao uol Tle;l Ql’xy caczl'l Sé ding ky
Ham lwgng che tho |chuin| dong goi
17 |Syntarpen Cloxacillin (duéi  |Bot phatiém| 24 |NSX |Hop 1 lo VN-21542-18
dang cloxacillin thang
natidlg i I
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