BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY bUOC Paoc 1ap - Ty do - Hanh phtic

Ha Noi, ngayyA thang I-nam 2019

QUYET PINH
veé viéc ban hanh danh muc 35 thudc nwéc ngoai
duoc cap sO dang ky lvu hanh tai Viét Nam - But 102 bo sung lan 2

CUC TRUONG CUC QUAN LY DUQC

Can ct Luat Dwgc ngay 06 thang 4 nam 2016;

Can ct Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cta Chinh pha quy
dinh chtrc ndng, nhiém vu, quyén han va co cau td chirc clia BO Y té;

Can ctr Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cuia Bo trwdng BO Y
t€ quy dinh chic nang, nhiém vu, quyén han va co cdu to chirc clia Cuc Quan ly
Duoc thudc BO Y té;

Can clr Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 ctia Bo trwdng BO
Y té quy dinh viéc dang ky luvu hanh thudc, nguyén liéu lam thudc;

Can ctr y kién cla HOi dong tv van cép gidy dang ky lwu hanh thudc,
nguyén liéu lam thuéc - BO Y t€;

Xét dé nghi clia Trwdng phong Bang ky thudc - Cuc Quan ly Duarc,

QUYET DINH:

Diéu 1. Ban hanh kem theo Quyét dinh nay danh muc 35 thudc nuéc
ngoai duoc cap s6 dang ky lvu hanh tai Viét Nam - Dot 102 b6 sung lan 2.

Diéu 2. Nha san xudt va co s& dang ky thudc cé trach nhiém cung cap
thu6c vao Viét Nam theo dling cac ho so tai liéu da dang ky voi BO Y té. s6
dang ky duwgc Bo Y té Viét Nam cép phai duoc in 1én nhan thudc, so dang ky ¢
ky hiéu VN-....-19 c6 gia tri 05 nam ké tlr ngay ky Quyét dinh.

Diéu 3. Nha san xudt va co s¢ dang ky thudc phai chdp hanh day du phap
luat clia nwdéc CHXHCN Viét Nam va cac quy dinh clia B6 Y té vé nhap khau
thudc va lwu hanh thudc tai Viét Nam; néu c6 béat ctt thay doi gi trong qué trinh
lvu hanh thudc & nudc sé tai va & Viet Nam thi phai bao cao ngay cho Cuc Quén
ly Duoc - B Y té Viét Nam.

Diéu 4. Boi voi cac thudc trong danh muc ban hanh kém theo quyét dinh
nay va thuéc danh muc thuéc déc va nguyén liéu doc lam thudc theo quy dinh
tai Thong tv 06/2017/TT-BYT ngay 03/5/2017 clia Bo trwdng BO Y t€ vé viéc
ban hanh danh muc thudc ddc va nguyén liéu doc lam thudc: Co s6 dang ky, co
s& san xudt phai cap nhat quy dinh vé thudc ddc trén nhan va hwdng dan st dung
theo quy dinh tai Thong tw 01/2018/TT-BYT ngay 18/01/2018 cla B truwdng
BO Y t€ quy dinh ghi nhdn thudc, nguyén liéu 1am thudc va to hwong dan st



dung thuéc va chi dwgc san xudt, lvu hanh thudc trén thi trwong sau khi Cuc
Quan ly Dugc phé duyét ndi dung cap nhat nay.

D6 véi céac thude khac trong danh muc ban hanh kém theo quyét dinh nay:
truong hop chwa cap nhat ndi dung nhan, huéng dan st dung theo quy dinh tai
Théng tw 01/2018/TT-BYT ngay 18/01/2018 cua Bo truéng Bo Y té quy dinh
ghi nhén thudc, trong thoi han 06 thang ké tU' ngay duoc cép gidy dang ky lwu
hanh thudc, nguyén liéu lam thu6c, co s¢ dang ky cé trach nhiém cap nhat theo
quy dinh cta Thong tw 01/2018/TT-BYT ngay 18/01/2018 cua B trwéng B6 Y
t€ theo hinh thirc thay doi, b0 sung gidy dang ky lwvu hanh thudc quy dinh tai
Thong tw 32/2018/TT-BYT ngay 12/11/2018 clia Bo trwdng BO Y té.

biéu 5. Co s dang ky, nha san xuat phai thuc hién viéc cap nhat tiéu
chuan chat lvgng cla thudc theo quy dinh tai Thong tw s6 11/2018/TT-BYT
ngay 04/5/2018 cla B0 trwdng BO Y té quy dinh vé chat lvgng thube, nguyén
liéu lam thudc.

Diéu 6. BOi voi cac thuée s6 17, 18, 19 trong danh muc ban hanh kem
theo Quyét dinh nay, trong vong 03 thang ké tir ngay ky ban hanh Quyét dinh
nay, yéu cau co s¢ dang ky, nha san xuat phai cap nhat ndéi dung hanh chinh vé
dia chi nha san xuét (trén don ding ky, tom tit san phdm, nhan, huéng dan st
dung) theo dia chi nha san xuat dd dwoc BO Y t€ nwdc s& tai xac nhan va chi
dwoc nhap khau, luu hanh thudc trén thi treong sau khi Cuc Quan ly Duoc phé
duyét ndi dung nay.

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

Diéu 8. Giam dbc S& Y té cac tinh, thanh phé truwc thudc trung wong,
giam dbc nha sdn xuat va co s¢ dang ky co thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhan: cuc TRUONG
- Nhv Diéu §;

- B treéng Nguyén Thi Kim Tién (dé b/c);

- TT. Truong Quéc Cuong (dé b/c);

- Cuc Quan Y - B Qudc phong, Cuc Y té - Bo Cong

- Cuc Y té Giao thong van tai - Bd Giao thong van tai;

- Téng cuc Hai quan - B6 Tai chinh;

- Bao hiém Xa hoi Viét Nam;

-\Vu Phép ché, Cuc Quan ly Y, Duoc cd truyén, Cuc
Khéam, chira bénh - BO Y t€, Thanh tra B0 Y t¢;

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

- Téng Céng ty Duoc VN;

- Cac Cong ty XNK Duwoc pham;

- Céc Bénh vién & Vién c6 givdng bénh tric thuéc BO Y té;
- Website clia Cuc QLD, Tap chi Duvgc & MP - Cuc QLD;
-Lvu: VT, KDD, BKT(10).

Tuén Cuong



BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY bUQC DBéc lap - Tu do - Hanh phuc

DANH MUC 35 THUOC NUOC NGOAI
BUOC CAP SO DANG KY Luwu HANH HIEU Lrc 05 NAM
BOT 102 BO SUNG LAN 2

Ban hanh kem theo quyét dinh S6f/5i)./QD-QLD, ngay”./..i./.~y
1. Cong ty dang ky: A. Menarini Singapore Pte. Ltd (B/c: 30 Pasir Panjang Road, # 08-32

Mapletree Business City, Singapore (117440) - Singapore)
1.1 Nha san xuét: Berlin Chemie AG (B/c: Glienicker Weg 125 12489 Berlin - Germany)

Hoat chét chinh - Dang bao Tudi  Tiéeu Quy céch

8 0 K S6 dang ky
STT Ten thuoe Ham luvong ché tho chuan déng goi 0 dang 1y
1 Espumisan L Simethicon Nhi dich 24 NSX Hop!llo30ml  VN-22001-19
40mg/ml uéng thang ¢ ndp nho giot

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

2.1 Nha san xuat: Aesica Queenborough Limited (B/c: North road, Queenborough, Kent, ME11
5EL - United Kingdom)

Hoat cht chinh -  Dangbao Tudi Tieu  Quy cach

Tén thud ! e - ” S6 dang ky
STT en thuoc Ham luong ché tho chudn  déng goi Y
2 Abstral Fentanyl (dw6i dang Vién nén 24 NSX Hop 1 viX 10 VN-22002-19
fentany! citrat) ngam dudi  thang vién, HOp 3 vi X
100mcg @i 10 vién
3 Abstral Fentanyl (du¢i dang Vién nén 24 NSX Hop 1viX 10 VN-22003-19
Tentany! citrat) ngam du¢i  thang vién, Hop 3 vi X
300mcg lwdi 10 vién !
4 Abstral Fentanyl (dw¢i dang Vién nén 24 NSX Hop1lviX10 VN-22004-19
Tentany!l citrat) ngam duGi  thang vién, Hop 3 vi X
400mcg lwGi 10 vién
5 Abstral Fentanyl (duéi dang Vién nén 24 NSX Hop 1viX10 VN-22005-19
ientanyl citrat) ngam duoi  thang vién, Hop 3 vi X
800mcg @i 10 vién

3. Céng ty dang ky: Chong Kun Dang Pharm Corp. (B/c: Chungjeongno3 (sam)-ga, 8
Chung]eong-ro, Seodaemun-gu, Seoul - Korea)

3.1 Nha san xuédt: Chong Kun Dang Pharmaceutical Corp. (B/c: 797-48 Manghyang-ro,
Seonggeo-eup, Seobuk-gu, Choenan-si, Chungcheongnam-do 331-831 - Korea)
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Hoat chét chinh - Dang bao Tubi Tiéu Quy cach

x < S6 dang ky
Ham lwong ché tho chuén dong goi Ky

STT Tén thubc

6 CKDTacrobell 0.5mg  Tacrolimus 0,5mg  Vién nang 36 NSX Hop ! thi nhdm VN-22020-19
thang X5 vi X 10 vién

4, Cong ty dang ky: Cong ty c¢6 phan thwvong mai va dugc pham T&T (B/c: L6 13, khu tap thé
cong ty Cong nghé pham, phuong Van Quan, Quan Ha Bong, Ha Noi - Viét Nam)

4.1 Nha san xudat: Inist Bio PHarmaceutical Co., Ltd (B/c: 34-40, Jeyakgongdan 2-gii,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do - Repubiic ofKorea)

Hoat chat chinh- Dang bao Tudi Tiéu Quy céch

A » ! * S6 dang ky
STT Teén thuce Ham lwvong ché tho chuan dong goi gry
7 Kelabto Tablet Tadalaiil 20mg Viénnénbao 36 USP38 Hbp 2 vi X2 VN-22006-19
phim thang vién
8 Seonamix tablet Esomeprazol (duwéi  Viénnénbao © |NSX Hop 2 vi X 14 VN-22007-19
dang Esomeprazol  phim >N Vién
magnesi dihydrat)
40mg

4.2 Nha san xuéat: Theragen Etex Co., Ltd (B/c: 58, Sandan-ro 68 Beon-gii, Danyvon-gu,
Ansan-si, Gyeonggi-Do - Korea)

Hoat chdt chinh - Dangbao Tubi Tieu  Quy cach

2 6 . S6 dang ky
STT Ten thuoe Ham lvong ché tho chudn  déng goi 9%y

9 Newclen Cap Flunarizin (duéi Vién nang 36 NSX Hoép 10viX 10 VN-22008-19
dang Flunarizin cling thang vién
dihydrochlorid) 5
mg

10 Seolixom Levoiloxacin (du¢i Viénnénbao 36 NSX Hop5 viX 10 VN-22009-19
dang Levoiloxacin  phim thang vién

hydrate) 250 mg

5. Cong ty dang ky: Cong ty TNHH Dai Bac (B/c: S6 Ti, duwong Cong nghiép 4, khu cong nghiép
Sai Bong B, p. Thach Ban, Q. Long Bién, Ha Noi - Viét Nam)

5.1 Nha san xuat: Sopharma AD (b/c: 16, lliensko Shosse str., 1220 Sofia - Bulgaria)

Hoat chédt chinh -  Dang bao Tubi Tiau Quy cach

: 0 . < . S6 dang ky

STT Ten thuoc Ham luong ché tho chuén dong goi 9Ky

11 Vicetin Vinpocetin IOmg  Vién nén 36 NSX Hop3viX10 VN-22014-19
thang vién
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6. Cong ty dang ky: Cong ty TNHH Dugc pham Nam Han (B/c: Phong 201, Lau 2, Toa nha
City View, s6 12 Mac Binh Chi, Phuong Da Kao, Quan 1, Tp. H6 Chi Minh - Viét Nam)

6.1 Nha san xuat: Penmix Ltd. (B/c: 33, Georimak-gil, Jiksan-eup,
Chungcheongnam-do - Korea)

Hoat chat chinh - Dang bao Tubi Tieu

STT Ten thuce Ham lugng ché tho chuén
12 Oxnas Tablets 375mg  Amoxicilin (duéi Vién nén bao 24 USP
dang Amoxicilin phim thang 41

trihydrat) 250mg;
Acid Clavulanic
(dwéi dang
Clavulanat kali
150,86mg két hop
v6i Cellulose vi tinh
thé 64,66mg) 125mg

Seobuk-gu Cheonan-si,

Quycach o5 gxng ky

doéng goi 9ry
Hop 10 vi X4 VN-22011-19
Vién

6.2 Nha san xuat: Samnam Pharmaceutical Co., Ltd. (B/c: 77 Insam-ro, Geumsan-eup,

Geumsan-gun, Chungcheongnam-do - Korea)

Hoat chét chinh - Dang bao Tubi Tigu

STT Teén thuoc Ham lwong ché tho  chuén
13 Levosum Levothyroxin natri ~ Vién nén 36 USP
0,1mg thang 39

7. Cong ty dang ky: Cong ty TNHH duwoc pham Phurong Pai (B/c:

Q.4, TPHCM- Viét Nam)

Quycach g5 qang ky

dong géi 9y
Hop 10 vi X 10  VN-22010-19
Vién

3 Trwong Dinh Hoi, P.18,

7.1 Nha s&n xuét: Artesan Pharma Gmbli & Co., KG (B/c: Wendlandstr. 1, 29439 Lucho™ -

Germany)
. . Hoat chat chinh - Dang bao Tubi Tiau
STT Ten thuce Ham luong ché tho chuéan
14 Pyrazinamide 500mg Pyrazinamid 500mg Vién nén 36 BP
thang 2018
15 Rifampicin 150mg/ Rifampicin 150mg; Vién nén bao 36 NSX
Isoniazide 100mg Isoniazid 100mg phim thang

Quy céch
dong goi
Hop 100 vix 10 VN-22012-19
vién
Hop 100 vi X 10 VN-22013-19
vién

S6 dang ky

8. Cong ty dang ky: Coéng ty TNHH Lamda (B/c: 171 Bo Quang, p. Vinh Trung, Q. Thanh Khé,

Pa Nang - Viét nam)
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8.1 Nha san xuat: Farmaiabor Produtos Farmacéuticos, S.A (Fab.) (B/c: Zona Industrial de
Condeixa-a-Nova, 3150-194 Condeixa-a-Nova - Portugal)

Hoat chét chinh -  Dang bao Tubi Tiéu Quy cach

é 0 N . . . S6 dang ky
STT Tén thude Ham iwong ché tho chuén dong goi gy
16 Camzitol Acid acetylsalicylic Vién nén 24 NSX HoOp6viX10 VN-22015-19
I00mg thang vién

9. Cong ty dang ky: Cong ty TNHH M6t thanh vién Vimepharco (B/c: O s 6 tang 5, Toa nha
D2 Giang V6, Quan Ba Binh, Thanh ph6é Ha Noi - Viét Nam)

9.1 Nha san xuat: Minskinterrcaps u.v (b/c: Building2, 26/3 Inzhenernaya Str., 220075 Minsk -
Republic ofBelarus)

Hoat chat chinh -  Dang bao Tudi Tigu  Quy cach

e 0 x . ) . S6 dang ky
STT Ten thuoe Ham lwong ché tho chuén dong goi gy

17 Esserose 450 Phospholipid dau Vién nang 24 NSX HoOp5viX10 VN-22016-19
nanh 450mg mém thang vién

18 Gynocaps Miconazol nitrat Vién nang 24 NSX Hop2viX5 VN-22017-19
I00mg; mém dat am thang vién
Metronidazol dao
I00mg

19 Vihacaps 600 Phospholipid dau Vién nang 24 NSX HOp5viX 10 VN-22018-19
nanh 600mg mém thang vién

10. Cong ty dang ky: Cong ty TNHH Sanoii-Aventis Viét Nam (B/c: 123 Nguyén Khoai, Quan
4, Thanh phé H6 ChiMinh - Viét Nam)

10.1 Nha san xuat: A. Nattermann & Cie. GmbH (B/c: Nattermannallee 1, D-50829 Cologne -
Germany)

Hoat chéat chinh - Dang bao L}auéi Tiéu Quy cach

) . ) S0 dang ky
Ham iuwng ché tho chuan dong goi 9xy

STT Tén thudc

20 Essentiale Forte 300 mg Phospholipid dau Vién nang 24 NSX HoOp5viX10 VN-22019-19
nanh 300mg cing thang vién

11. Cbng ty dang ky: Enter Pharm Co., Ltd (B/c: 1, Hyehwa-ro 3ga-gil, Jongno-gu, Seoul -

Korea)

11.1 Nha san xuat: Kolmar Korea (B/c: 245, Sandan-gil, Jeonui-myeon, Sejong-si - Republic of
Korea)

4t chinh - 50 Tusi P : X ax .

STT Tén thusc Hoat chat chinh Dang bao LFIéU Quy cach S6 dang ky

Ham lwoiig ché tho chudan  dong goi
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21 Citominos gel 0.1% Mbi 10g gel chita:  Gel béi da 36 BP201 HoOp 1 tuyp I0g VN-22021-19
Isotretinoin 10mg thang 6

12. Cbng ty dang ky: Getz Pharma (Pvt) Ltd. (B/c: PiotNo. 29-30/27Korangi Industriai Area,
Karachi 74900 - Pakistan)

12.1 Nha s&n xuét: Getz Pharma (Pvt) Ltd. (B/c: PlotNo. 29-30/27 Korangi Industrial Area,
Karachi 74900 - Pakistan)

Hoat chét chinh -  Dang bao Tudl Tiéu Quy céch S6 déng ky

STT Teén thuoe Ham lwgng ché tho chudn  déng goi
22 Fortraget Inhaler Mai liéu hit chira Thudc pbun 24 NSX Hop ! binh xit  VN-22022-19
200mcg+6mcg Budesonide mu hé hon  thang 120 liéu

200mcg; Formoterol dich dé hit
fumarat dihydrat qua duong
6mcg miéng

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

13.1 Nha san xuat: Jin Yang Pharm Co., Ltd. (B/c: 627, Byeolmang-ro, Danwon-gu, Ansan-si,
Gyeonggi-do - Korea)

Hoat chét chinh - Dang bao Tubi Tiau Quy céach S6 dang ky

STT Teén thuoc Ham lwong ché tho chudn  déng goi
23 Cloponas Clonixin lysinate Viénnénbao 36 NSX HOp 10vi X 10 VN-22023-19
250 mg phim thang vién

14. Cong ty dang ky: Lundbeck Export A/S (B/c: Ottiliavej 9, 2500 Valby - Denmark)

14.1 Nha san xuat: H. Lundbeck A/S (B/c: Ottiliavej 9, 2500 Vaiby - Denmark)

Hoat chét chinh - Dang bao Tubi  Tieu Quy céach S6 dang ky

STT Teén thuce Ham lwong ché tho chuan  dong goi
24  Fluanxol Depot 1 ml dung dich Dung dich 48 NSX Hop 10 6ng VN-22024-19
chtra: Cis tiém thang Iml

(Z)-flupentixol
decanoate 20mg

15. Cdng ty dang ky: Merck Sharp & Dohme (Asia) Ltd. (B/c: 27/F., Lee Garden Two, 28 Yun
Ping Road, Causeyvay Bay - Hong Kong)

15.1 Nha san xuat: Frosst Iberica S.A. (B/c: Via Complutense, 140, 28805 Alcaia de Henares,
Madrid - Spain)
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STT Tén thudc

25 Exinef 120mg (Co s&
déng goéi: Merck Sharp
& Dohme B.V., d/c:

Waarderweg 39,

NL-203! BN Haarlem,

Netherlands)

Hoat chét chinh -  Dang bao Tudi Tiéu Quy cach S6 ding ky

Ham lwong ché tho chudn  ddng goi
Etoricoxib 120 mg Viénnénbao 36 NSX Hop 1,2 hodc4 VN-22027-19
phim thang vi X 7 vién

15.2 Nha san xuat: Schering-Plough Labo N.v. (B/c: Industriepark 30, B-2220,
Heist-op-den-Berg - Belgium)

STT Tén thudc

26 Aerius

27 Diprospan

Hoat chat chinh - Dang bao Tubi ¥ieu  Quy cach S5 ding ky

Ham lwong ché tho chuan dong goi
M®&i ml siro chtta:  Siro 24 NSX HOp 1chai60  VN-22025-19
Desloratadin 0,5mg thang mi
Betamethasone Hon dichdé 18 NSX Hop 16ng Iml  VN-22026-19
(Betamethasone tiém thang
dipropionate)
5mg/ml;
Betamethasone
(dwéi dang
Betamethasone
disodium phosphate)
2mg/ml

16. Cdng ty dang ky: Pharmaunity Co., Ltd (B/c: 74, Sejong-daero, Jung-gu, Seoui - Korea)

16.1 Nha san xuat: Reyon Pharmaceutical Co., Ltd (B/c: 69-10, Hansam-ro, Duksan-myun,
Jinchun-gun, Chungbuk - Korea)

STT Tén thu6c

28 Newmytoba 0,02%
Ophthalmic Suspension

Hoat chat chinh - Dang bao Tudi Tiéu Quy cach S6 dang ky
Ham luvong ché tho chuan dong goi

Fluorometholone Hon dich 36 NSX HOopllo6ml  VN-22028-19
[,2mg/6ml nhé mat thang

17. Cong ty dang ky: PharmEvo Private Limited (B/c: 402, Business avenue, Block-6,
P.E.C.H.S., Shahra-e-Faisal Karachi-75400 - Pakistan)

17.1 Nha san xuat: PharmEvo Private Limited (B/c: Piot #A-29, North Western Industriai zone,
Port Qasim, Karachi - 75020 - Pakistan)

Trang 6



STT Ten thuc Hoat chat chinh -  Dang bao Tudi Tijay Quy cach

Ham Ilwong ché tho chuéan dong goi S0 dang ky
29 Evodoxim Cefpodoxim (duéi  Botphahdn 24 NSX Hop ! chai VN-22029-19
dang Cefpodoxim  dich uéng  thang 50ml

proxetil) 40ml/sml
18. Cong ty dang ky: Phil International Co., Ltd. (B/c: 17, Nonhyeon-ro 99-gil, Gangnam-gu,
Seoul - Korea)

18.1 Nha san xuét: lidong Pharmaceutical Co., Ltd. (B/c: 25, Gongdan 1-ro, Anseong-si,
Gyeonggi-do - Korea)

4t chinh - 30 Tuoi s : . ,

STT Tén thube Hoat‘chat chinh Dangﬂbao Dﬁey QL,]y Ca(fh S6 dang ky
Ham lwong ché tho chuéan dong goi

30 Comopas Natri colistimethat Bot dong 36 USP40 Hop ! lg, 1010 VN-22030-19

twong duvong 150mg khd phatiém thang
Colistin hoat tinh

19. Cong ty dang ky: Saint Corporation (B/c: Academy Tower, Rm #718,719 -118 Seongsui-ro,
Seongdong-gu, Seoul - Korea)

19.1 Nha san xuat: Aprogen Pharmaceuticais, Inc. (B/c: 16, Dumeori-gil, Yanggang-myeon,
Hwaseong-si, Gyeonggi-do - Korea)

. ~ Hoat chét chinh -  Dang bao Pubi Tiéu Quy cach X oax .
. ang | L S6 d k

STT Ten thuoc Ham iuong ché tho chuén doéng goi 0 cang 1y

31 Acerovax - 10 Tablet Atorvastatin (du¢i  Viénnénbao 36 NSX Hop3viX 10 VN-22031-19
dang Atorvastatin ~ phim thang vién
calcium) 10mg

32 Serimole Nasal Spray =~ Mometasone furoate Thudc xit 24 NSX Hop!lo 18ml  VN-22032-19
50mcg/lan xit mdai thang

20. Cong ty dang ky: Scientiiic Technological Pharmaceutical Firm "Polysan™, Ltd. (B/c: 72
Saiova Street, Building2, Saint Petersburg, 192102 - Russia)

20.1 Nha san xuat: Scientiiic Technological Pharmaceutical Firm ""Poiysan’, Ltd. (B/c: 72
Salova Street, Buiiding 2, Saint Petersburg, 192102 - Russia)

. « Hoat chat chinh - Dangbao Tudi Tieu  Quy cach Koasx o
' TR < . - S6 dang k
STT Ten thuoc Ham lvong ché tho chuan dong goi g%
33 Cytoilavin MO0i 10ml cha: Dung dich 24 NSX Hop lviX5 VN-22033-19
Succinic Acid Ig;  truyén tinh  thang ong 10ml

Trang 7



Nicotinamide 0,1g; mach
Inosine 0,2g;

Riboilavin sodium
phosphate 0,029

21. Cong ty dang ky: Wockhardt Ltd. (B/c: Wockhardt Towers, Bandra-Kurla Complex, Bandra
(East) Mumbai 400 051 - India)

21.1 Nha san xuat: Wockhardt Limited (B/c: Plot No 57, Kunjhai, Distt. Solan-174103 (H.P) -

India)
. . Hoat chat chinh - Dang bao Tudi ¥ieu Quy céch X 4% g
' T < . S6 dang k
STT Tén thuoe Ham lwong ché tho chuan déng goi 9y
34 Glimauno 2 Glimepirid 2mg Vién nén 24 NSX Hop2viX15 VN-22034-19
thang vién

22. Cbng ty dang ky: Young Il Pharm Co., Ltd. (B/c: 6-1, Munhwa 12-gil, Jincheon-eup,
Jincheon-gun, Chungcheongbuk-do - Korea)

22.1 Nha san xuat: Pharvis Korea Pharm. Co.,Ltd. (B/c: 127, Sandan-ro 83 Beon-qgil,
Danwon-gu, Ansan-si, Gyeonggi-Do - Korea)

Hoat chét chinh -  Dang bao LFU%{ Tiéu Quy céch

Tén thud . « < i S6 dang ky
STT en thuoe Ham lwong ché tho chuén dong goi gxy
35 Esomera 20mg Tablet  Esomeprazol (du¢i  Vién bao 36 NSX HoOp3viX10 VN-22035-19
dang esomeprazol  phim tan thang vién
magnesi dihydrat)  trong ruét
40mg

CUC TRUONG
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