BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN 1y Duoc doc lap - Tu do - Hanh phuc
So: /Lw. /QBb-QLD Ha Néi, ngay 3/ thangZl_nam 2019
QUYET PINH

Ve viéc ban hanh danh muc 22 thuéc nwé'c ngoai
dwoc cap gidy dang ky Ivu hanh tai Viét Nam - Dot 103 bd sung

CUC TRUONG CUC QUAN LY buQC

Can ctr Luat Duoc s6 105/2016/QH13 ngay 06/4/2016;

Can c¢ Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cla Chinh phl quy dinh
chtrc nang, nhiém vu, quyén han va co cau to chirc ciia BO Y t€;

Can clr Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cua BO trwéng BO Y té
quy dinh chitrc nang, nhiém vu, quyén han va co cdu t6 chic cia Cuc Quan ly Duoc
thudc BO Y té;

Can ctr Thong tv s6 32/2018/TT-BYT ngay 12/11/2018 cta B0 trwdng BO Y té
quy dinh viéc dang ky lvu hanh thudc, nguyén liéu lam thudc;

Can ctr y kién ctia Hoi dong tw van cép gidy dang ky lvu hanh thudc, nguyén liéu
lam thudc - BO Y té€;

Xét dé nghi cltia Trwédng phong Bang ky thudc - Cuc Quan ly Duorc,

QUYET DPINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 22 thu6c nwéc ngoai
dwoc cap gidy dang ky lvu hanh tai Viét Nam - Dot 103 b sung, bao géom:

1. Danh muc 19 thu6c nuwéc ngoai dwoc cap gidy dang ky luu hanh hiéu luc 05
nam - Dot 103 bd sung (tai Phu luc I kém theo).

Céc thudc tai Danh muc nay c6 sé dang ky véi ky hiéu VN-...-19 va hiéu luc
05 nam ké tir ngay ky ban hanh Quyét dinh nay.

2. Danh muc 03 thudc nwéc ngoai dwoc cap gidy dang ky lvu hanh hiéu lwc 03
nam - Dot 103 b6 sung (tai Phu luc 11 kem theo).

Céc thudc tai Danh muc nay c6 s6 dang ky véi ky hiéu VN3-.. .-19 va hiéu luc
03 nam ké to ngay ky ban hanh Quyét dinh nay.

Diéu 2. Co s san xuat va co s& dang ky thudc cé trach nhiém:

1. Cung cdp thudc vao Viét Nam theo dung cac ho so tai liéu dd dang ky voi
BO Y té va phai in s6 dang ky duwgc BO Y t€ Viét Nam cdp Ién nhan thudc.

2. Chap hanh day du phap luat ctia nwgéc CHXHCN Viét Nam va cac quy dinh
clia B Y té vé nhap khau thudc va luvu hanh thuée tai Viét Nam, néu cé bat clv thay
doi gi trong qua trinh lvu hanh thu6éc & nudc sé tai va & Viét Nam thi phai bao cao
ngay cho Cuc Quan ly Dugc - B6 Y té Viét Nam.

3. Thyc hién viéc cap nhat tiéu chuan chat lvong cua thudc theo quy dinh tai
Thong tw s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo trwdng BO Y t€ quy dinh vé
chat lvgng thudc, nguyén liéu lam thudc.



4, C6 trach nhiém thuc hién, phdi hop v6i co s& nhap khau thuc hién theo cong
van s6 5853/QLD-CL ngay 19/4/2019 clia Cuc Quan ly Duwoc vé viéc kiém tra chat
luvong nguyén liéu lam thu6c nhém sartan d6i véi cac thube thudc danh muc tai Diéu
L ¢6 chtra dwoc chat thudc nhom sartan.

5. Phdi hop véi cac co s& diéu tri dé thwc hién theo dlng cac quy dinh hién
hanh vé thu6c ké don, theo d6i an toan, hiéu qua, tac dung khdng mong mudn cla
thubc trén nguoi Viét Nam va téng hop, béo céo theo ding quy dinh hién hanh moi
06 thang mot lan vé Cuc Quan ly Dugc - BO Y té Viét Nam dbi véi cac thude thude
Phu luc Il ban hanh kém theo Quyét dinh nay (s6 dang ky cé ky hiéu VN3-.....-19).

6. Cap nhat nhan thubc va td' hwéng dan st dung thubc theo quy dinh tai
Thoéng twv s6 01/2018/TT-BYT ngay 18/01/2018 clia BO trwédng Bo Y té quy dinh ghi
nhan thudc, nguyén liéu lam thudc va to huéng dan st dung thubc theo hinh thic
thay doi, bo sung gidy dang ky lvu hanh thudc quy dinh tai Thong tw s 32/2018/TT-
BYT ngay 12/11/2018 cua B0 trwédng BO Y té d6i voi thudc chwa cap nhat ndi dung
nhan thuéc, to hwdng dan st dung thudc theo quy dinh tai Thong tw s6 01/2018/TT-
BYT ngay 18/01/2018 cla B0 trwdng Bo Y t€, cu thé nhu sau:

a) B06i voi thube thudc danh muc thudc doc va nguyeén liéu déc lam thude theo
quy dinh tai Thong twv s6 06/2017/TT-BYT ngay 03/5/2017 cla B trwéng B Y té vé
viéc ban hanh danh muc thu6c doc va nguyén liéu doc lam thudc: chi dwoc dwa thube
ra lvu hanh trén thi trudng sau khi dwoc Cuc Quan ly Dugc phé duyét nbi dung cap
nhéat nay.

b) Ba&i véi cac thube khac phdi thyc hién viéc cap nhat nay trong thoi han 06
thang ké tlr ngay duoc cap gidy dang ky lwu hanh.

Diéu 3. Quyét dinh cé hiéu luc ké tir ngay ky ban hanh.

Diéu 4. Giam dbc S¢ Y té cac tinh, thanh phé truc thudc Trung wong, giam
d6c co s& san xuét va co s¢ dang ky cé thudc tai Diéu | chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhan: cuc TRUONG
- Nhu Diéu 4;

- BT. Nguyén Thi Kim Tién (dé b/c);

- TT. Treong Quéc Cuong (dé b/c);

- Cuc Quany - Bd Quéc phong, Cuc Y té - B6 Cong an;

- Cuc Y t€ GTVT - Bo Giao thdng van tai;

- Tong Cuc Hai quan - B9 Tai chinh;

- Bao hiém x4 hoi Viét Nam; ” S~ \

- Vu Phap ché, Cuc QLYDCT, Cuc QLKCB; Thanh tra Bo 0 Tuan Cuong
- Vién KN thudc TU?Vién KN thuéc TP.HCM;

- Téng Cong ty Dugc Viét Nam;

- Cac Bénh vién, Vién co6 givong bénh truc thuéc Bo Y té;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, Website;

- Lvu: VT, BKT (10).



BO YTE

CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DuoQcC

Poc 1ap - Tw do - Hanh phuc

PHU LUC I .
DANH MUC 19 THUOC NUGC NGOAI

PUOC CAP SO PANG KY HIEU Luwc 05 NAM - BOT 103 BO SUNG
(Ban hanh kém theo Quyét dinh s6:4i>E./QD-QLD, ngay”f../.1../..201ycta Cuc Quan ly Duoc)

1. Cong ty dang ky: Astellas Pharma Singapore Pte. Ltd (DP/c: 6 Temasek Boulevard, #26-03/05,
Suntec Tower Four, Singapore (038986) - Singapore)

1.1 Nha s&n xuét: Astellas Ireland Co.,Ltd. (B/c: Killorglin.Co. Kerry - Ireland)

. . Hoat chat chinh - Dang bao Tubi  Tiéu Quy cach S5 d4 .
- - . 0 dang k
STT Tén thudc Ham lwong ché tho chuan dong goi gry
I Prograi Tacrolimus Img Vién nang 36 NSX Hoép5viXx 10 VN-22209-19

thang vién

2. Cong ty dang ky: Brawn Laboratories Ltd (B/c: Delhi Stock Exchange Building 4/4B AsafAli
Road, New Delhi 110002 - India)

2.1 Nha san xuat: Bravvn Laboratories Ltd (B/c: 13, NIT, Industrial Area, Faridabad-121001,
Haryana - India)

A « Hoat chat chinh - Dang bao Tuli Tigu  Quy cach S§ dina k¢
- - < ) 0 dang k
STT Ten thuoc Ham luong ché tho chudn  dong goi I
2 Piroxicam capsules BP  Piroxicam 20mg Vién nang 36 BP Hop 10 vi X 10  VN-22210-19
20mg cling thang 2018  vién

3. Cong ty dang ky: Cong ty cd phan Tap doan Dwoc pham & Thwong mai Sohaco (B/c: s6 5
Lang Ha, Ba Binh, Ha N6i - Viét Nam)

3.1 Nha san xuat: Engelhard Arznemittel GmBh & Co.KG (B/c: Herrbergstrasse 361138
Niederdorfelden - Germany)

) . Hoat chét chinh - Dangbao Tubi Tieu  Quy cach S5 dang ky

STT Tén thudc Ham luong ché tho chuan dong goi 9

3 Tyrosur Gcl Tyrothricin 5mg/5g  Gel boi 36 NSX Hop ! tuyp VN-22211-19
ngoai da thang 25¢; hop ! tuyp

59

4. Cong ty dang ky: Cong ty TNHH Duoc Pham Y-Med (B/c: 144 Ban Van Bon, P.6, Q.4, TP.
H6 Chi Minh - Viét Nam)

Trang |



4.1 Nha san xuat: Alembic Pharmaceuticals Limited (B/c: Panelav, Tal-Halol, Dist.
Panchmahal - India)

. ~ H hat chinh - 30 Tuodi Tia 5
STT Tén thudc oat chat chi Dang bao Tiéu Quy cach

o < . S6 dang ky
Ham luong ché tho chuan  déng goi 9xy
4  Alembic Irbatal - H 150 Irbesartan 150mg;  Vién nén 24 NSX HOp 10viX 10 VN-22212-19
Hydrochlorothiazid thang vién
12,5mg
5 Alembic Irbatal - H 300 Irbesartan 300mg;  Vién nén 24 NSX Hop 10viX 10 VN-22213-19
Hydrochlorothiazid thang vion
12,5mg

5. Cong ty dang ky: Dr. Reddy’s Laboratories Ltd. (B/c: 8-2-337, Rocid No.3, Baiyara Hills,
Hyderabad-500034, Telangana - India)

5.1 Nha s&n xuét: Dr. Reddy’s Laboratories Ltd. (B/c: Formulation - Uiiit 6, Vill. Khol,
Nalagarh Road, Baddi, Distt, Solan, H.P-173205 - liidia)

\ B Hoat chét chinh - Dang bao Tubi Tieu  Quy cach o 1
' T e : S6 dang k
STT Ten thuoe Ham lwong ché tho chuan dong; goi g1y
6 Histalong L Levocetirizin Vién nénbao 24 NSX Hop 2 VI X 10 VN-22214-19
dihydrochlorid 5 mg phim thang vién

6. Cong ty dang ky: Genesis Asia company limited (B/c: 2F, tda 29T1, N05, Hoang Dao Thy,
Cau Gidy, Ha Noi - Viét Nam)

6.1 Nha san xuadt: CL Pharm Asan Plant (B/c: 101 Ganae-gil, Sinchang-myeon, Asan-si,
Chungcheongnam-do - Korea)

' at chinh - a0 Tudi Tia £
STT Tén thudc Hoat chat chinh Dang bao Tiéu Quy cach

« " ; S6 dang ky

Ham luong ché tho chuan  dong goi 9

7 Vinix oral dissolving Sildenaiil (duai Phim tan 36 NSX Hop 10 phim VN-22215-19
iilm 50 mg dang sildenaiil trong miéng thang

citrat) 50mg

7. Cong ty dang ky: Gracure Pharmaceuticals Ltd. (B/c: 251-254, lInd Floor, DLF Tower, 15
Shivaji Marg, New Delili, West Delhi DL 110015 - India)

7.1 Nha s&n xudt: Gracure Pharmaceuticals Ltd. (B/c: E-1105 RIICO Industrial Area, Phase IlI,
Bhiyvadi, Alwar. (Rajasthan.) - India)
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4t chinh - 30 Tudi Tie : X ax .
STT Tén thudc Hoat chat chinh - Dang bao Tieu  Quy cach S6 dang ky
Ham luong ché tho chuan dong goi

8 Fcrion Elemcntal Iron (dwéi Dung dich 24 NSX Hoép !viX 10 VN-22216-19
dang Iron Protein udng thang vién
Succinylate)
40mg/15ml

8. Cbng ty dang ky: Jin Yang Pharm. Co., Ltd (B/c: 231, Hyoryeong-ro, Seocho-gu, Seoul -
Korea)

8.1 Nha san xuat: Korea Pharma Co., Ltd. (B/c: 87, Jeyakgongdan 3-gil, Hyangnam-eup,
Hwaseong-Si, Gyeonggi-Do - Korea)

Hoat chat chinh - Dang bao Tubi Tiéu Quy cach S6 déng ky

STT Ten thucc Ham lwong ché tho chudn  dong goi
9 Mohizi Mecobalamin 0,5mg Viénnénbao 36 NSX Hop 10viX 10 VN-22217-19
duong thang vién

9. Cong ty dang ky: Laboratoire Aguettant S.A.S (B/c: Parc Scientifique Tony Garnier, 1 Rue
Alexander Fleming, 69007 Lyon - France)
9.1 Nha san xuéat: Sirton Pharmaceuticals S.P.A (B/c: Piazza XXSettembre 2 22079 Villa

Guardia (CO) - Italy)

. . Hoat chat chinh -  Dang bao Tubi Tiéu Quy cach 6 dang kv
STT Ten thuoc Ham lwong ché tho chudn  dong goi 9x
10 Folinate de calcium Acid idlinic (duéi ~ Thudc bot 36 NSX Hoép ! chai VN-22218-19
Aguettant 50mg dang Calci i6linat)  pha tiém thang
50mg

10. Céng ty dang ky: Lifepharma S.p.A. (b/c: Via dei Lavoratori, 54 - 20092 Cinisello Balsamo -

Milano - Italy)
10.1 Nha san xuat: Italiarmaco S.A. (B/c: C/San Rafael, 3 Pol. Ind. Alcobendas, Alcobendas,

28100- Madrid - Spain)

Hoat chdt chinh - Dangbao Tubi Tiéu  Quy cach S6 dang ky

STT Ten thuoc Ham lwong ché tho chuéan dong goi
11 Fcrlatum (Béng géi thiv Sat (111) (dwoi dang Dung dich 24 NSX Hop 1010 X VN-22219-19
cdp: CIT S.r.l. -B/c: Via sét protein udng thang 15ml
Primo Villa, 17-20875  succinylat 800 mg)
Burago di Molgora 40mg
(MB), ltaly)
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11. Céng ty dang ky: Otsuka Pharmaceutical India Private Limited (B/c: Village- Vasana-
Chachanvadi, tai- Sanand, Ahmedabad, Gujarad - India)

11.1 Nha san xuat: Otsuka Pharmaceutical India Private Limited (B/c: Survey No. 199 to 201
& 208 to 210, Village- Vasana- Chachanvadi, Tal: Sanand, Dist- Ahmedabad- 382 213 - india)

. ~ Hoat chét chinh - Dang bao Tudi Tiéu Quy cach S5 d v
' T - , 6 dang k
STT Tén thuoc Ham lwong ché tho chuén dongi goi a1y
12 Salnor Mb6i 100 ml chita: Dung dich 36 BP201 Tai 500 mi VN-22220-19
Natri clorid 0,9¢g tiém truyén thang 9
tinh mach

12. Cong ty dang ky: Pfizer (Thailand) Ltd. (B/c: Floor 36, 37 United Center Building, 323
Silom Road, Silom, Bangrak, Bangkok 10500 - Thailand)

12.1 Nha san xuat: Farmea (B/c: 10 rue Bouche- Thomas, ZAC d'Orgemont, Angers, 49000 -

France)
STT Tén thusc Hoat chét chinh - Dang bao Tudi Tiéu Quy céach S6 dang Ky
Ham lwong ché tho chuén dongr goi
13 Debridat Trimebutine maleate Viénnénbao 36 NSX Hop 2 vi X 15 VN-22221-19
I00mg phim thang vién

13. Cong ty dang ky: Pharmaceutical Works Polpharma S.A. (B/c: Pelplinska 19, 83-200
Starogard Gdanski - Poland)

13.1 Nha san xuat: Pharmaceutical Works Polpharma S.A (B/c: Duchnice, 28/30 Ozarowska
Str. 05-850 Ozarow Mazowiecki - Poiand)

A « Hoat chat chinh - Dang bao Tubi Tieu  Quy cach S6 dsng kv
‘ <9 e . 6 dang k
STT Tén thubc Ham lrgng ché tho chudn déng g6 g Ky
14 Bio-Taksym Ceibdtaxim (du6i Botphatiém 24 NSX Hop ! lo VN-22222-19
dang ceibtaxim thang
natri) Ig

14. Céng ty dang ky: Rusan Pharma Ltd. (B/c: PlotNo. 58D, Govt. Indl. Estate, Charkop,
Kandivali, Mumbai, Maharashtra, 400067 - India)

14.1 Nha san xuét: Rusan Pharma Ltd. (B/c: Plot No 59 to 65, Sector Il, Kandla Special
Economic Zone, Gandhidham, Kutch - 370230 Gujarat State - India)
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A " Hoat chét chinh -  Dang bao Tubi  Tiéu Quy cach S6 dana kv
STT Ten thuce Ham lwong ché tho chuan  dong goi 9xy
15 Bisocar 5 Bisoprolol fumarate Vién nénbao 36 NSX Hop 3 viX 10 VN-22223-19

5 mg

phim thang vién

15. Cong ty dang ky: Saint Corporation (B/c: Academy Tower, Rm #718, 719 -118 Seongsui-ro,

Seongdong-ro, Seoul - Korea)

15.1 Nha san xuat: Schnell Biopharmaceuticais, Inc (B/c: 16, Dumeori-gil, Yanggang-myeon,

Hxvaseong-si, Gyeonggi-do - Korea)

Hoat chat chinh -

Tén thudc .
Ham luvgng

STT

Betamethason
0,25mg;

16 Bcdexlor Tablct

Dexchlorpheniramin

e maleate 2,0mg

Dang bao Tubi Tieu  Quy cach

. S6 dang ky
ché tho chudn  ddng goi 9xy
Vién nén 36 NSX HOp20viX 10 VN-22224-19
thang vién; Hép !
chai 500 vién

16. Cbng ty dang ky: Tedis (B/c: 9 avenue d'Ouessant, 91140 Villebon-sur-Yvette - France)

16.1 Nha san xuat: Pharmaster (B/c: Zone Industrielle de Krafft- 67150 Erstein - France)

Hoat chat chinh -

Tén thuoc R
Ham lwgng

STT

17 Otofa (Co s& xuét Riiamycin natri
xudng: Laboratoires 0,269
Bouchara Recordati; dia (200.0001U)/10ml
chi: 70, avcnuc du
Général de Gaulle 92800
Putcaux, Phap

18 Polydexa (Co s¢ xudt ~ Neomycin sulphat
xwéng: Laboratoires Ig twong duong
Bouchara Recordati; dia 650.000 1U;
chi: 70, avenuc du
Général de Gaulle 92800 1.000.000 IU;
Putcaux, Phap Dexamethason natri

mctasulfobenzoat
0,100g;

Polymycin B sulphat

Dangbao Tudi Tigu  Quy cach

« < " S6 dang ky
ché tho chuan dong goi 9K
Dung dich 36 NSX Hop!llo10ml VN-22225-19
nho tai thang
Dung dich 36 NSX Hép!lo VN-22226-19
nho tai thang 10,5ml

17. Cbng ty dang ky: Y.s.p. Industries (M) Sdn (B/c: Lot 3, 5 & 7, Jalan P/7, Section 13,
Kaxvasan Perindustrian Bandar Baru Bangi 43000 Kajcmg, Selangor, Dcuwul Ehsan - Malaysia)
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17.1 Nha s&n xuét: Y.s.p. Industries (M) Sdn (B/c: Lot 3, 5 & 7, Jalan P/7, Section 13, Kavvasan
Perindustrian Bandar Baru Bangi, 43000 Kajang, Selangor Darul Ehsan - Malaysia)

4t chinh - 3 Tubi Tia : I ,
STT Tén thusc Hoat chét chinh Dang bao Tiéu Quy cach S6 dang ky

Ham lwong ché tho chudn  dong'goi
19 YSPTretinon Cream M0oi Ig kem chita:  Kem bdi 36 USP Hop ! tuyp 20g VN-22227-19
0.05% Tretinoin 0,5mg ngoai da thang 39

cuc TRUONG
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BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY buQcC Poc lap - Tw do - Hanh phic

PHULUC Il .
DANH MUC 03 THrOC NUOC NGOAI

PUOC CAP SO BDANG KY HIEU Luc 03 NAM - BOT 103 BO SUNG

(Ban hanh kem theo Quyét dinh sa:4(Sh./QD-QLD, ngay .12./.1../.2G13j clia Cuc Quéan ly Duoc)

1. Cong ty dang ky: A. Menarini Singapore Pte. Ltd (B/c: 30 Pasir Paniang Road, # 08-32
Mapletree Business City, Singapore (117440) - Singapore)

1.1Nha san xuét: A.Menarini Manuiacturing Logistics and Services s.r.lI (B/c: Campo Di Pile,

L'Acpiila - Italy)
. . Hoat chat chinh -  Dang bao Tubi Tiéu Quy cach S5 dang kv
STT Tén thuoc Ham luong ché tho chuén dong goi gry
| Biiril (co s& kiém soat  Zofenopril calci Viénnénbao 36 NSX Hop!lviX 14 VN3-209-19
16: Dompe' SPA, dia chi: 7,5mg phim thang vién, Hop 2 vi X
Via Campo di Pile, 14 vién

67100 LAquila, Italy)

2. Cong ty dang ky: Cipla Ltd. (b/c: Peninsula Business Park, Ganpatrao, Kadam Marg, Lower
Parel, Mumbai 400013, Maharashtra - India)

2.1 Nha san xuat: Cipla Ltd. (B/c: PlotNo. A-42, M.1.D.C, Patalganga, 410 220 Dist: Raigad,
Maharashtra state - india)

*'
Hoat chat chinh -  Dang bao Tudi Tiéu Quy cach
Ham lwgng ché tho chuan dong goi

2 Hepcvir Tablets Soidsbuvir 400mg  Vién nén 24 NSX Ho6p!llo HDPE VN3-210-19
thang 28 vién; Hop !
lo HDPE 84
vién; Hép to
chtra 03 hop
nho X 28 vién

STT Tén thudc S6 dang ky

3. Cong ty dang ky: Exeltis Healthcare S.L. (B/c: Avenida Miralcampo 7, Poligono Industrial
Miralcampo Aiuqueca De Henares 19200 - Spain)

3.1 Nha s&n xuat: Laboratorios Leon Farma, S.A (B/c: C/La Vallina, s/n - P.I. Navatejera 24008
Villaquilambre-LEON - Spain)
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Hoat chat chinh -  Dang bao Tuli Tieu  Quy cach

& 0 . e - . S6 dang ky

STT Ten thucc Ham lwgng ché tho chudn  ddng goi 9ry

3 Cerciorat Levonorgestrel Vién nén 36 NSX HoplviX! VN3-211-19
1,5mg thang vién
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