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

Switzerland)

7.1 Nha sin xuét: Catalent Germany Eberbach GmbH (B/c: Gammelsbacher Str.2, 69412

Eberbach - Germany)

q.ln
y

|1

Stein AG; B/c:
Schaffhauserstrasse,

xudng: Novartis Pharma

4332 Stein, Switzerland)

. Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cach £ .
s ° £ - . So da
Tén thuoe Ham lugng ché tho |chudn| d6ng goi ¢ ddng ky
Sandimmun Neoral Ciclosporin 25mg Vién nang 24 INSX |Hop10vix5 VN-21154-18
(Péng goi & xuat mém thing vién

B. Céong ty diing ky: PT. Novell Pharmaceutical Laboratories (P/c: JI. Wanaherang No. 35,
llajung Udik, Gunung Putri, Bogor 16962 - Indonesia)

8.1 Nha san xuit: PT. Novell Pharmaceutical Laboratories (B/c: JI. Wanaherang No. 35,
Tlgjung Udik, Gunung Putri, Bogor 16962 - Indonesia)

e . Hoat chét chinh - | Dang bao_ |Tudi| Tidu | Quy cach £ ax
11 . at chi ang bao. S6 d
I Tén thube Ham Lwong ché tho chuin| déng goi 0 ddng ky
9 |Alovell Acid alendronic Vién nén 24 [USP40|Hop 1 vix 4 VN-21155-18
(dudi dang thang vién
alendronat natri)
T0mg
1) |Ryvel Cetirizin Vién nén bao| 24 INSX ([Hop3vix10 | VN-21156-18
dihydroclorid 10mg {phim thang vién
KT. CUC TRUONG
PHO CUC TRUGNG

Trang 3




e _|\80mg A [ IR R
" 4 |PV-Koff Syrup M3i Sml chira: Sird 24 [NSX |[Hop 1 chai VN-21150-18
Diphenhydramin thang 90ml
hydroclorid
13,5mg: Ammoni
clorid 131,5mg
4. Cong ty diang ky: Gedeon Richter Ltd. (P/c: Gyomroi ut 19-21, Budapest, 1103 - Hungary)
4.1 Nha san xuit: Gedeon Richter Plc. (D/c. Gyomroi ut 19-21, Budapest, 1103 - Hungary)
n £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach Sé s ,
STT Tén thuoe Ham lgng ché | tho |chudn| déng goi 0 dang ky
5 |Ednyt 5Smg Enalapril maleat 5 |Vién nén 36 INSX [Hop3vix 10 | VN-21151-18
mg thang vién
5. Cong ty ding ky: Gedeon Richter Plc. (D/c. Gyomroi 1t 19-21, Budapest, 1103 - Hungary)
5.1 Nha san xuit: Gedeon Richter Plc. (b/c: Gyomroi ut 19-21, Budapest, 1103 - Hungary)
o Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy cach P
. : Sod k
STT Ten thuse Ham lwgng ché tho [chuén{ déng goi o fans &y
6 [Panangin Magnesi aspartat Vién nén bao| 60 [Nha {[Hdp1lop 50 VN-21152-18
anhydrat (dudi dang |phim thanglsan  |vién
Magnesi aspartat xuat
tetrahydrat 175mg)
140mg; Kali aspartat
anhydrat (duéi dang
Kali aspartat
hemihydrat
166,3mg) 158mg
6. Cong ty dang ky: M.s. Baroque Pharmaceuticals Pvt. Ltd. (P/c. 193/2& 3, Sokhada-388620,
Tal-khambhat, Dist.-Anand, Gujarat state - India)
6.1 Nha san xuiit: Baroque Pharmaceuticals Pvt. Ltd. (D/c: 192/2&3, Sokhada-388620, Ta.
Khambhat, District: Anand, Gujarat State - India)
a e & Hoat chit chinh - | Dang bao |Tudi| Tiéu| Quy cach P
STT Tén thuoe Ham lugng ché tho |chuin| déng gbi S0 diing ky
7 |Fexfed Fexofenadin Vién nén bao| 24 [USP38|Hop 1 vix 10 | VN-21153-18
hydroclorid 180mg |phim thang vién

Trang 2




BOYTE

" ('{C QUAN LY DUQC

Déc 1dp - Ty do - Hanh phic

CONG HOA XA HOI CHU NGHIA VIET NAM

DANH MUC 10 THUOC NUGC NGOAI BPUGC CAP SO DANG KY HIEU LUC 5§ NAM
DOT 99 (Bé sung).

Ban hanh kém theo quyét dinh s6:376 /QP-QLD, ngay 19/6/2018.

1. Céng ty déing ky: Céng ty c6 phin BGP Pharma (B/c: 32/37 Ong ich Khiém, Phuong 14,
qudn 11, Tp. H6 Chi Minh - Viét Nam)

1.1 Nha san xuét: Korea Arlico Pharm. Co., Ltd. (D/c. 21, Yongso 2-gil, Gwanghyewon-myeon,
Jincheon-gun, Chungcheongbuk-do - Korea)

ginkgo flavon
glycosid 19,2mg))
80mg

et n £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
S Tén thude Ham lwgng ché tho (chudn| déng goi 0 diing Ly
I |Interginko Tab (Ginkgo |Cao Ginkgo biloba |Vién nénbao| 36 [NSX [Hop10vix 10 | VN-21147-18
leaf extract 80mg) (twong duong phim thang vién

2. Cong ty ding ky: Céng ty C6 Phian Dugc Pham Quéc Té Ditc An (D/e: S6 nha 12, ngé
72/1/101 duong Nguyén Trdi, Phedng Thiepng Dinh, Qudn Thanh

Viét Nam)

Xudn, Thanh phd Ho Néi -

2.1 Nha san xuét: Furen Pharmaceutical Group Co., Ltd. (D/c; Xuan Wu Economic Developing
Area, LuYi County, Henan - China)

2.
. % Hoat chit chinh - | Dang bao |Tuoi| Tigu | Quy cich S& diine kv
STl Tén thude Ham lwgng ché tho |chudn{ déng géi gy
2 |Aleclo Diclofenac natri Dung dich 36 |NSX [Hap 10 éng VN-21148-18
o 75mg/3ml tiém  [thang 3ml B

3. Cong ty ding ky: Cong ty TNHH Dugc phim Thiét bi y té Au Viét (D/c: S6 16 duong 266,
P6, 0.8, TP. HCM - Viét Nam)

3.1 Nha san xuét: M/s Bio-Labs (Pvt) Ltd. (B/c: Plot No.145 Industrial Triangle, Kahuta Road,

Islamabad - Pakistan)

A
ot . £ Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy cach S6 diine kv
8T Tén thuoe Ham lwgng ché | tho |chudn| déng goi 0 ding ky
3 [Fexguard- 180 Fexofenadin Vién nén bao| 36 |USP38Hop3vix 10 | VN-21149-18
hydrochlorid phim thang vién
Trang 1

g




Piéu 5. Gidm d6c SG Y t€ cdc tinh, thanh phé truc thudc trung uong,
gidgm d6c nha san xuft va cong ty dang k¥ c6 thudc tai Diéu 1 chiu trich nhiém

thi hanh Quyét dinh nay./.

Noi nhdn:

- Nhu biéu 5;

- B trudng Nguyén Thi Kim Tién (d€ b/c);

- TT. Truong Qubc Cudng (dé bic);

- CT. Vii Tudn Cirimg (42 b/c);

- Cuc Quan Y - Bo Quéc phong, Cuc Y t€ - Bo Cong an;

- Cuc Y t& Giao thong van tai - BO Giao thong van tai; <

- Téng cuc Hai quan - B Tai chinh;

- Bao hiém X3 hoi Viét Nam;

- Vu Phép ché, Cuc Quan 1y Y, Duogc 6 truyén, Cuc Quan 1y
Kham, chita bénh - Bo Y t&, Thanh tra Bo Y t&;

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

- Téng Cong ty Dugc VN;

- C4c Cong ty XNK Dwoc phdm;

- C4c Bénh vién & Vién ¢6 giudng bénh truc thuoc Bo Y t€;
- Website cia Cuc QLD, Tap chi Dugc & MP - Cuc QLD;

- Luuw: VT, KDD, BXT(10).

KT. CUC TRUONG
PHO CUC TRUONG




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Péc lap - Tu do - Hanh phic
56: 376/Qb QLD Ha N¢i, ngay 19 thdang 6 ndm 2018
QUYET DPINH

Vé viéc ban hanh danh muc 10 thuéc nuéc ngoai
duoc cap s6 dang ky luu hanh tai Viét Nam - Dot 99 (B6 sung)

CUC TRUGNG CUC QUAN LY DUGC

Can cu Luat Dugc ngay 06/4/2016;

Cén ct Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cta Chinh pht quy
dinh chttc nang, nhiém vu, quyén han va co c4u t8 chitc clia Bo Y t&;

Can cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua Bo trudng Bo Y
t€ quy dinh chic nang, nhiém vu, quyén han va co cfu t6 chifc ctia Cuc Quan Iy
dugc thudc Bo Y t&;

Can cit Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua Bo Y t€ quy-
dinh viéc dang ky thudc;

Can cd y kién cla Hoi dong tu van cdp gidy dang ky lwu hanh thuéc,
nguyén liéu lam thuodc - BO Y t€;

Xét dé nghi ctia Truéng Phong Piang ky thudc - Cuc Quan 1y Duogc,
QUYET DINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 10 thudc nudc
ngoai dugc cip so dang ky luu hanh tai Viét Nam - Dot 99 (B6 sung).

Piéu 2. Nha san xu4t v cong ty ding ky thu6c cé trach nhiém cung cap
thudc vao Viét Nam theo diing cic hé so tai liéu dd dang ky véi Bo Y t€. S6 dang
ky duge Bo Y t€ Viét Nam c4p phai duge in 1én nhan thudc. S6 dang ky c6 ky
hiéu VN-.....-18 c6 gi4 tri 05 nam ké tir ngay ky Quyét dinh.

Diéu 3. Nha san xuat va cong ty dang ky thudc phai chdp hanh day du
phap luat cua nu6c CHXHCN Viét Nam va cic quy dinh cia By Y t€ vé nhap
khéu thuéc va Ivu hinh thuée tai Viét Nam; néu cé bt cit thay déi gi trong qué
trinh Iuu hanh thudc & nudc sd tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Dugc - BO Y t€ Viét Nam.

Piéu 4. Quyét dinh ¢6 hiéu lyc ké tir ngay ky ban hanh.






BOY TE
C'\!C QUAN LY DUGC

CONG HOA XA HOI CHU NGHIA VIET NAM
Péc 18p - Ty do - Hanh phic

I)ANH MUC 02 THUOC NUGC NGOAI CO HOAT CHAT LAN DAU PHOI HOP HOAT CHAT LAN

bAU DANG KY DUGC CAP SO PANG KY LUU HANH HIEU LUC 03 NAM - BOT 99 (B6 sung).

Ban hanh kém theo quyét dinh s6:377/QD-QLD, ngay 19/6/2018.

1. Cong ty dang ky: Boehringer Ingelheim International GmbH (D/c. Binger Strasse 173,
55216 Ingelheim am Rhein - Germany)

1.1 Nha san xuit: Boehringer Ingelheim pharma GmbH & Co. KG. (B/c: Binger Strasse 173,
55216 Ingelheim am Rhein - Germany)

Hoat chét chinh -

Tudi

- - £ Dang bao Tiéu Quy cach £ g .
ST Tén thuoe Ham lrgng ché tho |chuédn| déng géi S0 diing ky
| |Spiolto Respimat Ma3i nhat xit chira: | Dung dich 24 [NSX [Hép | ong VN3-51-18
Tiotropium (du6i  |dé hit thang thudc 4ml
dang tiotropium turong duong 60
bromide nhat xjt -+ 01
monohydrat) binh xit
2,5mceg; Olodaterol
(dudi dang
olodaterol
hydroclorid} 2,5mceg

2. Cong ty diing ky: Korea Prime Pharm. Co., Ltd (D/c: (Daein-dong), 211, Jungang-ro,
Dong-gu, Gwangju - Korea)

2.1 Nha san xuit: Korea Prime Pharm. Co., Ltd. (B/c: 100, Wanjusandan 9-ro, Bongdong-eup,
Wanju-Gun, Jeollabuk-do - Korea)

Trang 1

. . Hoat chét chinh - { Dang bao |Tubi] Tieu | Quy cich £oax 1
" £ 2 2 . So dén
Il Tén thuoc Ham lugng ché the |chudn{ dong géi g ky
2 |Sutreme Syrup M&i 9ml siro chira: |Siro 36 |[NSX [Hop 30 goix VN3-52-18
Hbn hop dich chiét thang 9ml |
Phong lit 11% trong
ethanol (1->8~10)
va glycerin (8:2)
1,5444¢g
KT. CUC TRUOGNG
PHO CUC TRUONG
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Diéu 4. Nha san xudt va cong ty dang k¥ thu6c phai chdp hanh day do
phap luat clia nudc CHXHCN Viét Nam va céc quy dinh cia BO Y & vé nhap
khiu thuéc va luu hanh thuéc tai Viét Nam; néu cé bat cif thay doi gi trong qué
trinh lwu hanh thudc & nudc sd tai va & Viét Nam thi phai bdo cdo ngay cho Cyc

Quan 1y Duoc - B6 Y t€ Viét Nam.

Piéu 5. Quyét dinh nay c6 hiéu lyc ké tir ngay kj ban hanh.

Piéu 6. Giam d6c S& Y t€ cic tinh, thanh phd truc thude trung uong, gidm
d6c nha san xudt va cong ty diang ky c6 thudc tai Diéu 1 chiu trdch nhiém thi

hanh Quyét dinh nay./.

Noi nhdn:

- Nhrr Biéu 6;

- Bo truémg Nguyén Thi Kim Tién (dé€ b/c);

- TT. Truong Quéc Cudng (dé brc);

- CT. Vii Tuén Cudng (dé b/e);

- Cuc Quéan Y - B6 Quéc Phong, Cuc Y t€ - B6 Cong An;

- Cuc Y t€ Giao thong van tai - Bo Giao thong van tai; ~
- Téng cuc Hai quan - Bo Tai chinh;

- Bio hiém X hoi Viét Nam;

- Vu Phép ché&, Cuc Khoa hoc cong nghé va Dao tao, Cuc Quan
1y Khdm, chita bénh - B6 Y t&, Thanh tra B Y t€;

- Vieén KN thude TW, Vién KN thuse TP. HCM;

- Téng Cong ty Dugc VN; _

- C4c cong ty XNK Dugc phim;

- C4c Benh vién va Vién c6 giudng bénh truc thuéc Bo Y t€;
- Website cia Cuc QLD, Tap chi Duge va MP - Cuc QLD;

- L VT, KDD, BKT(10).

KT. CUC TRUONG
PHO CUC TRUONG




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY bUQC Poc 1ap - Tu do - Hanh phic

So: 377/QD QLD Ia N¢i, ngay 19 thdng 6 ndm 2018

/
@ﬂ//ﬁ"’ 'y QUYET PINH

V4

Vé viéc ban hanh danh muc 02 thuéc nuéc ngoai
(thudc c6 hoat chit, phoi hop hoat chat ldn dau dang ky tai Viét Nam - s6
dang Ky c6 hiéu luc 03 nam) duge cdp s6 dang k¥ huu hanh tai Viét Nam -
Pot 99 (Bb sung) :

CUC TRUOGNG CUC QUANLY DUGC 7§ -08- 2013

9K
Can ci Luat Duge ngay 06/4/2016; e

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chifc nang, nhiém vu, quyén han va co cdu 16 chitc clia B Y 1&;

Cén cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cla Bo truong Bo Y
t€ quy dinh chidc nang, nhiém vu, quyén han va co cdu té chic ctia Cuc Quén 1y
duoc thudc Bo Y t&;

Can ctt Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua B6 Y t€ quy
dinh viéc dang k¥ thudc;

Cén ctt y kién cha Hoi dong tu van cdp gidy diang ky luu hanh thudc,
nguyén liéu lam thudc - B0 Y t€;

Xét dé nghi ctia Trudng Phong Dang k¥ thudc - Cuc Quan 1y Dugc,
QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 02 thuéc nudc
ngoai (thudc c6é hoat chat lan dau, phéi hop hoat chét 1an dau dang ky tai Viét
Nam - 6 dang ky c6 hiéu lyc 03 nam) duoc cép s6 dang ky luu hanh tai Viét
Nam - Dot 99 (BS sung).

Diéu 2. Nha san xuft va cong ty ding ky thudc c¢6 tréch nhiém cung cép
thudc vao Viét Nam theo diing cdc hé so tai liéu da dang ky vé6i Bo Y t€. SO dang
ky dugc Bo Y t&€ Viét Nam cdp phai duge in 1én nhéan thudc. S6 dang k¥ c6 ky
higéu VN3-...-18 c¢6 gi4 tri 03 ndm k€ tlr ngay ky Quyét dinh.

Piéu 3. Trong qua trinh luu hanh, cong ty diang ky thudc, nha san xuit
phai phéi hop véi cdc co s& diéu tri dé thuc hién theo ding cdc quy dinh hién
hanh vé thutc ké don va theo d6i an toan hiéu qua, tdc dung khong mong mudn
clia thudc trén ngudi Viét Nam va téng hop, bdo cdo theo ding quy dinh hién
hanh méi 06 thang mét 14n vé Cuc Quan Iy Dugc.






BO GIAO THONG VAN TAI  CONG HOA XA HQI CHU NGHIA VIET NAM

CUCYTE Doc l4p - Tw do - Hanh phuc
$6: §GHCYT-NVYD&TTBYT Ha Ngi, ngéy Lf thang 7 nam 2018
V/v ban hanh danh muc thubc nréc

ngoai duge cip sb ding ky luu hanh
tai Viét Nam

Kinh gri:
- Céc Bénh vién, Phong kham da khoa GTVT,;
- Céc Trung tam y t€ chuyén nganh GTVT,;
- Cong ty ¢ phan Bénh vign GTVT.

Ngay 19/6/2018, Cuc Quan ly Dugc - BO6 Y té co cac Quyét dinh sb
376/Qb-QLD, 377/QD-QLD vé viéc ban hanh danh muc thude nuée ngoai duogc
cap sO ding ky luu hanh tai Viét Nam. N§i dung cu thé clia cac Quyét dinh trén
dugc ding tai trén trang thong tin dién o cia Cuc Y t¢ GTVT — Dia chi:
http://ha.mt.gov.vn - Muc: Thong tin thude,

Cuc Y té GTVT théng bio & cac don vi biét va thue hién./ Y

Noi nhin: o
- Nhu trén (Qua website Cuc 'Y & GTVT);
-Luuw: VT, NVYD&TTBYT.
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