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QUYET PINH

Vé viéc ban hanh danh muc 169 thudc nwéec ngoai
dwoc gia han giay ding ky lwu hanh tai Viét Nam - Dot 110

CUC TRUONG CUC QUAN LY DUQC
Can' cir Ludt Duoc so 105/2016/0H13 ngay 06/4/2016;

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc ndng, nhiém vu, quyén han va co cdu té chire ciia Bo Y té;

Can cir Quyét dinh s6 7868/0D- -BYT ngay 28/12/2018 cua Bo truong Bo Y
té quy dinh chirc nang, nhiém vy, quyén han va co cau té chire ciia Cuc Qudn 1y
Duegc thude BS Y té;

~ Can cir Thong te 6 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc,
~ Can cur Thong tu s 29/2020/TT-BYT ngay 31/12/2020 cua B¢ truong Bo Y
te swa doi, bo sung va bai bo mét s6 van ban quy pham phap ludt do B9 truong
Bo Y te ban hanh, lién tich ban hanh;
Can cir y kién cia Hoi dong tw van cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thuéc - Bo Y té;
Theo dé nghi ciia Truéng phong Pang ky thuéc - Cuc Qudan 1y Duorc.
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 169 thuéc nudc
ngoai dugc gia han giay dang ky Iuu hanh tai Viét Nam - Pot 110, bao gom:

1. Danh muc 154 thudc nude ngoai dugc gia han gifi,y dang ky luu hanh
hi¢u Iyc 05 ndm - Dot 110 (¢gi Phu luc 1 kem theo). Cac thuoc tai Danh muc nay
duge gilt nguyén thong tin s6 dang ky da cap va c6 hiéu luc 05 nam ké tir ngay
ky ban hanh Quyét dinh nay.

2. Danh myc 15 thudc nudc ngoai duoc gia han giéy dang ky luu hanh
hi¢u lyc 03 nam - Dot 110 (tai Phu luc 2 kém theo). Cac thudc tai Danh muc nay
duoc gitr nguyén thong tin s6 dang ky da cap va co hi¢u luc 03 ndm ké tr ngay
Ky ban hanh Quyét dinh nay.

Piéu 2. Co s6 san xuét va co s& dang ky thude co trach nhiém:

1. Cung cap thudc vao Viét Nam theo ding cac hf) so tai liéu déd dang ky
voi BO Y té va phai in hoac dan s6 dang ky dugc B Y t€ cap 1én nhén thuoc.

2. Chéap hanh day du phap luat cua nuéc CHXHCN Viét Nam va cac quy
dinh cia Bo Y té vé€ nhap khau thuoc va luu hanh thudc tai Viét Nam, néu co6 bat



clr thay doi gi trong qua trinh luu hanh thudc & nude s tai va & Viét Nam thi
phai bao cao ngay cho Cuc Quan ly Dugc - Bo Y té Viét Nam.

3. Thyc hién viée cép nhét tiéu chuan chat lugng cua thude theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong B Y t€ quy
dinh vé chat lugngthudc, nguyén li¢u lam thuoc.

4. Cap nhat nhan thubc va to hudng dan st dung thude theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia B truong B Y té quy dinh
ghi nhan thudc, nguyén liéu 1am thudc va to huéng dan sir dung thude theo hinh
thire thay ‘d6i, bé sung gidy ding Ky luu hanh thubc quy dinh tai Thong tu
32/2018/TT-BYT ngay 12/11/2018 cua Bo truéng Bo Y té d6i voi thude chua
dugc phé duyét cap nhat ndi dung nhén thude, to hudng dan sir dung thudc theo
quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctua Bo truéng BO Y
té,-cu thé nhu sau:

a) Pdi véi thude thude danh muyc thude doc va nguyén liéu doc 1am thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 ctia Bg truéng Bo
Y té vé viéc ban hanh danh muc thubc doc va nguyén liéu doc lam thude: chi
dugc luu hanh sau khi dugec Cuc Quan ly Dugc phé duyét ndi dung cap nhat
nay.

b) Déi véi cac thube cb s6 thi tw 39, 69, 70, 73, 74, 75, 76, 81, 82, 83, 90,
97, 114, 115, 118, 119, 122, 132, 133, 136, 140, 150 tai Phuy luc I va cac thudc
6 s6 thtr tu 5, 8, 9, 10, 11, 12, 13 tai Phy luc II phai thuc hién viéc cap nhat nay
trong thoi han 06 thang ké tir ngay duoc gia han gidy ding ky luu hanh.

5. Sau 06 thang ké tir ngay ky ban hanh Quyét dinh ndy, cac thudc dugc
gia han gidy diang ky Iuu hanh tai Phu lyc | va Phu Iyc 11 ¢6 thay d6i vé noi dung
hanh chinh (bao gom cd mdu nhan va to huéng dan sir dung) phai nhap khau,
lru hanh véi cac noi dung dd duoc phé duyét thay doi trong hd so dang ky gia
han.

6. Phdi hop voi cac co s¢ diéu tri dé thuc hién theo dung cac quy dinh
hién hanh vé thudc k& don, theo di an toan, hiéu qua, tic dung khong mong
mudn cua thude trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai
Piéu 5 Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bo trudng Bo Y té
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc dbi véi céc thude
thudc Danh muc tai Phy lyc 2 ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong cua co s¢ ding
ky trong thoi gian hiéu luc cia gidy diang ky luu hanh thudc, nguyén liéu lam
thudc. Trong trudng hop khong con dap tng du diéu kién hoat dong, co s¢ dang
ky phai c6 trach nhiém thuc hién thay déi co s& dang ky theo quy dinh tai Théng
tu s6 32/2018/TT-BYT ngay 12/11/2018 ciia B truong Bo Y té trong thoi han
30 ngay ké tir ngay co sé dang ky khong con du diéu kién hoat dong.

8. Co s¢ dang ky thuoc phai bao cao B0 Y té vé cap nhat tinh trang dap
tmg Thyc hanh t6t san Xuat cia co sO san xuat thude, nguyén licu lam thude.
Truong hop co so san xuat bi thu hdi gidy phép san xuat hodc khong dap tGmg



Thuc hanh tt san xuét thudc, nguyén liéu lam thudc & nuée so tai, co s& phai
thuc hién viéc bao cdo trong thoi han 15 ngay ké tir ngay c6 thong béo cua co
quan quéan 1y c6 thAm quyén nudc so tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s6 54/2017/NB-CP ngay 08/5/2017 ciia Chinh phu quy dinh chi
tiét mot s6 diéu va bién phéap thi hanh Luat Duoc.

Piéu 3. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Pitu 4. Giam dbc S Y té cac tinh, thanh phd truc thudc trung wong, giam
doc nha san xuat va co sd dang ky c6 thuoc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinhnay./.
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Phu luc |

DANH MUC 154 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 110

(Ban hanh kém theo quyér dinh sé. ... 573...../0P-QLD, ngay 23../09./2022 ciia Cuc Qudan Iy Duwoc)

1. Co sé dang ky: A. Menarini Singapore Pte. Ltd (gia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440 - Singapore)

1.1. Co sé san xuit:‘A. Menarini Manufacturing Logistics and Services S.r.l. (dia chi: Via Campo
di Pile, 67100 L'Aquila (AQ), Italy - Italy)

Co sé kiém nghiém: A. Menarini Manufacturing Logistics and Services S.r.l. (dia chi: Via Sette
Santi, 3 - 50131 Firenze (FI) - Italy)

STT | Ténthudc | Hoat chat chinh | Dang bao | Tudi | Tiéu Quy cach S6 Ping ky Lan
— Ham lwgng che tho chuan | dong goi gia
han

1 Bilaxten Bilastine 20mg Viénnén |60 NSX Hoplvix4 VN2-496-16 01
thang vién; Hop 1 vi
x 10 vién; Hop
2 vi x 10 vién;
Hop 3 vix 10

vién; Hop 4 vi
x 10 vién; Hop
5vi x 10 vién

1.2. Co sé san xuit: Menarini - von Heyden GmbH (dia chi: Leipziger Strafe 7-13, 01097 Dresden

- Germany)
STT | Tén thuéc Hoat chit chinh | Dangbao | Tuoi | Tiéu Quy cach | S6 Piang ky Lan
— Ham lwgng che tho chuan | déng goi gia
han

2 Priligy 30 mg | Dapoxetine (dudi | Vién nén 36 Tiéu Hop 1vix | VN-20121-16 |01
dang Dapoxetine | bao phim thang | chuan 1 vién,

hydrochloride) nhasan | hop 1 vi x

30mg XUt 3 vién,
hop 1 vi X
6 vién.

3 Priligy 60 mg | Dapoxetine (dudi | Vién nén 36 Tiéu Hop 1vix | VN-20122-16 |01
dang Dapoxetine | bao phim thang | chuan | 3 vién,
hydrochloride) nhasan | hop 1 vi x
60mg XUt 6 vién.

1.3. Co sé san xuat: Patheon Inc (dia chi: 2100 Syntex Court, Mississauga, Ontario, Canada L5N
7K9 - Canada)

Co s& xuit xuong: Actelion Pharmaceuticals Ltd. (dia chi: Tru sé: Gewerbestrasse 16, 4123
Allschwil; Pia diém SX: Gewerbestrasse 12, 4123 Allschwil, Switzerland - Thuy Si)
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STT | Tén thudéc | Hoat chat chinh— | Dang bao | Tudi Tiéu | Quycach | S6 Piang ky Lan
Ham lwong ché tho chuén | déng goi gia
han
4 Tracleer Bosentan (dudi dang | Vién nén 60 NSX | Hopllo VN-18487-14 | 01
bosentan bao phim thang 60 vién
monohydrate) 62,5
mg
2. Co sé dang ky: Abbott Laboratories (Singapore) Private Limited (dia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352 - Singapore)
2.1. Co sé san xuat: Laboratorios Recalcine S.A (dia chi: Av. Carrascal No 5670, Quinta Normal,
Santiago - Chile)
STT | Tén thuéc | Hoat chat chinh— | Dang Tudi | Tiéu Quy cach | S6 Ping ky Lan
Ham lwong bao ché | the chuén déng géi gia
han
5 Prostarin | Cyproterone acetate | Vién nén | 60 Tiéu Hop 1vix | VN-16508-13 | 01
2 mg , Ethinyl bao phim | thang | chuannha | 21 vién
estradiol 35 mcg san xuat
2.2. Co'so san xuat: PT. Abbott Indonesia (d7a chi: JI. Raya Jakarta - Bogor Km. 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Barat - Indonesia)
STT | Tén thuéc | Hoat chat chinh — Dang Tudi | Tiéu Quy cach | S6 Piang ky Lan
Ham lwong baoché |the |chuin | déng goi gia
han
6 Surbex-Z | Niacinamid tuong Viénnén | 24 Tiéu Hop 10 vi | VN-17803-14 |01
duong vai Niacin 100 bao phim | thang | chuan | x 10 vién,
mg; Acid ascorbic 750 nha san | vi nhém -
mg; Thiamin XUt nhom:;
mononitrat trong HOp 5 vi X
duong Vitamin B1 15 6 vién, vi
mg; Riboflavin 15 mg; nhém -
Calcium pantothenat nhom

(Dextro) twong duong
véi acid pantothenic 20
mg; Acid folic 400mcg
Cyanocobalamin 12
mcg; dl-alpha
tocopheryl acetate
tuong duong voi
Vitamin E 30 1U; Kém
sulfat tuong duong voi
kém 22,5 mg;
Pyridoxine
hydrochloride tuong
duong vai Vitamin B6
20 mg;
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3. Co sé dang ky: Actavis International Ltd. (dia chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luga
LQA 6000 - Malta)

3.1. Co sé san xuat: Balkanpharma - Dupnitsa AD (dia chi: 3 Samokovsko Shosse Str., Dupnitsa
2600 - Bulgaria)

STT | Tén thuéc Hoat chatchinh | Dangbao | Tudi | Tiéu Quy S6 Piang ky Lan
— Ham lwong ché tho chuan | cach gia
dong goéi han
7 Axitan 40mg | Pantoprazol (dudi | Vién nén 36 Tiéu Hop 3vi | VN-20124-16 | 01
dang pantoprazol | bao tan thang | chuan | x 10 vién
natri trong ruot nha san
sesquihydrat) XUt
40mg

4. Co s6 ding ky: Adamed Pharma S.A. (tén day di: Adamed Pharma Spélka Akcyjna) (dia chi:
Pienkow, ul. Mariana Adamkiewicza 64, 05-152 Czosnow - Poland)

4.1. Co'sé san xuéat: Adamed Pharma S.A. (dia chi: ul. Szkolna 33, 95-054 Ksaweréw (dia chi tiéng
Anh: 95-054 Ksawerow, Szkolna St. 33) - Poland)

STT ‘| Tén thuéc | Hoat chat chinh — | Dang bao | Tudi the | Tiéu Quy cach | S6 Ping ky Lan
Ham lwong ché chuan | déng goi gia
han
8 Copedina | Clopidogrel (dudi | Viennén | 24 thang | NSX Hop 2 vix | VN-19317-15 |01
dang Clopidogrel bao phim 14 vién
bisulphate) 75 mg

5. Co s dang ky: Allergan Singapore Pte. Ltd. (dia chi: 20, Pasir Panjang road, #09-25, Mapletree
Business city, Singapore 117439 - Singapore)

5.1. Co sé san xuat: Allergan Pharmaceuticals Ireland (dia chi: Castlebar Road, Westport, County
Mayo - Ireland)

STT | Ténthuéc | Hoat chat chinh— | Dang bao | Tudi Tiéu Quy cach | S6 Piang ky Lan
Ham lwong ché tho chuin | déng goi gia
han
9 Ganfort PF | Bimatoprost Dung dich | 24 Tiéu Hop 3 Goi | VN-19768-16 | 01
0,3mg/ml, Timolol | nho mit |thang | chudn | x 10 éng
(duéi dang Timolol nha san | don liéu
maleate 6,8mg/ml) XUt 0,4 ml
5mg/ml
10 Relestat Epinastine Dung dich | 24 Tiéu Hop1llo5 | VN-19769-16 | 01
hydrochloride nho miat | Thang | chuan | ml
0,5mg/ml nha san
XUt

6. Co sé diang ky: APC Pharmaceuticals & Chemical Limited (dia chi: Flat/Rm 2203, 22/F, Bank
Of East Asia Harbour View Centre, 56 Gloucester Road, Wan Chai - Hong Kong)

6.1. Co s& san xuat: RAFARM SA (dia chi: Thesi Pousi-Xatzi Agiou Louka, Paiania Attiki 19002,
P.0.Box37 - Greece)
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STT | Tén thuéc Hoat chat chinh | Dang bao | Tudi Tiéu Quy S6 Ping ky Lan
— Ham lwgng che tho chuan cach gia
dong goi han
11 FERROVIN Iron Hydroxide Dung dich | 24 Tiéq Hép‘l vi | VN-18143-14 |01
sucrose complex | tiém tinh | thang chuan x50ng
tuong duong véi | mach nhasan | x5ml
Iron (111)100 Xuat
mg/5ml
7. Co sé dang ky: Aristopharma Ltd. (dia chi: 7 Purana Paltan Line, Dhaka-1000 - Bangladesh)
7.1. Co sé san xuat: Aristopharma Ltd. (dia chi: Plot #14-22, Road #11 & 12 Shampur-Kadamtali
I/A, Dhaka-1204 - Bangladesh)
STT | Tén thudc Hoat chat chinh | Dang bao | Tudi Tiéu Quy cach | S6 Ping ky Lan
— Ham lwong che tho chuan | déng goi gia
han
12 Axofen oral Fexofenadine Hf)n dich | 36 Tiéq Hop c6 01 | VN-18997-15 | 01
suspension Hydrochloride uong thang chuan | chai chtra
6mg/ml nha san | 50ml hon
Xuat dich
8. Co sé dang ky: Aspen Pharmacare Australia Pty Limited (dia chi: 34-36 Chandos Street, ST
Leonards NSW 2065 - Australia)
8.1. Co sé san xuat: Recipharm Karlskoga AB (dia chi: Bjorkbornsvagen 5, SE-69133 Karlskoga -
Sweden)
STT | Ténthuéc | Hoat chat chinh — Dang | Tudi Tiéu | Quy S6 Ping ky Lan
Ham lwgng bao che | tho chuan | cach gia
doéng goi han
13 Emla Mbi tuyp 5g kem chta: | Kem boi | 36 NSX |[Hop5 VN-19787-16 | 01
Lidocain 125mg, thang tuyp x 5
Prilocain 125mg gam
14 Xylocaine Lidocain hydroclorid Gel 24 NSX |[Hop 10 | VN-19788-16 |01
Jelly khan (dudi dang thang tuyp x 30
Lidocain hydroclorid gam
monohydrat) 2%
9. Co s6 dang ky: Astellas Pharma Singapore Pte. Ltd (dia chi: 6 Temasek Boulevard, #26-03/05,
Suntec Tower Four, Singapore (038986) - Singapore)
9.1. Co sé san xuat: Astellas Ireland Co., Ltd. (dia chi: Killorglin, Co. Kerry - Ireland)
STT | Tén thuéc Hoat chét chinh — | Dang bao | Tuoi Tiéu | Quy S6 Ping ky Lan
Ham lwgng che tho chuan | cach gia
doéng goi han
15 Advagraf Tacrolimus (dudi Vién nang 36 NSX |[Hop5vi | VN-16291-13 | 01
dang Tacrolimus cang phong | thang x 10 vién
monohydrate) 5 thich kéo
mg dai
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16 Advagraf Tacrolimus (dudi | Viénnang | 36 NSX | Hop5vi | VN-16498-13 |01
dang Tacrolimus cing phong | thang x 10 vién
monohydrate) 1 thich kéo
mg dai
17 Advagraf Tacrolimus (dudi | Viénnang | 36 NSX | Hop5vi | VN-16290-13 |01
dang Tacrolimus cing phong | thang x 10 vién
monohydrate) 0,5 | thich kéo
mg dai
10. Co sé diang ky: AstraZeneca Singapore Pte., Ltd. (dia chi: 10, Kallang Avenue #12-10, Aperia,
Singapore 339510 - Singapore)
10.1. Co sé san Xuat: AstraZeneca AB (dia chi: SE-151 85 Sodertalje - Sweden)
STT | Tén thuéc Hoat chat chinh— | Dangbao | Tuéi | Tiéu | Quy S6 Piang ky Lan
Ham lwong che tho chuan | cach gia
dong han
goi
18 Plendil Plus Felodipine 5 mg; Viénnén |36 NSX | Hopl | VN-20224-17 01
Metoprolol succinat | phdng thang chai x
47,5 mg (tuong thich kéo 30 vién
duong voi dai
metoprolol tartrate
50 mg hoac
metoprolol 39 mg)
10.2. Co sé san xuat: AstraZeneca Pharmaceuticals LP (dia chi: 4601 Highway 62 East, Mount
Vernon, Indiana 47620 - USA)
STT | Tén thuéc Hoat cht chinh — | Dangbao | Tudi | Tiéu | Quy S6 Ping ky Lan
Ham lwgng che tho chuan | cach gia
dong goi han
19 Komboglyze | Saxagliptin 5 mg, Viénnén | 36 TCCS | Hop 4 vi | VN-18679-15 01
XR Metformin bao phim | thang X 7 Vién
hydroclorid 500 mg
20 Komboglyze | Saxagliptin 5 mg, Viénnén |36 TCCS | Hop4vi | VN-18678-15 01
XR Metformin bao phim | thang X 7 vién
hydroclorid 1000
mg
21 Komboglyze | Saxagliptin 2,5mg; | Viénnén | 36 Nha Hop 4 vi | VN3-144-19 01
Xr Metformin bao phim | thang san X 7 vién
hydroclorid 12000mg Xuat

11. Co sé dang ky: B. Braun Medical Industries Sdn. Bhd. (dia ch::
Zone, 11900 Bayan Lepas, Pulau Pinang - Malaysia)
11.1. Co sé san xuat: B. Braun Melsungen AG (dia chi: Mistelweg 2, 12357 Berlin - Germany)

Bayan Lepas Free Industrial
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STT | Tén thuéc Hoat chat chinh — | Dang bao | Tudi Tiéu | Quy S6 Ping ky Lan
Ham lwgng che tho chuan | cach gia
dong goi han
22 Calcium Calcium Gluconate | Dung dich | 18 TCCS Hop 20 VN-20384-17 01
Gluconate monohydrate tiém thang ong x 10
10% wiv 940mg/10ml ml, ong
Injection nhua
11.2. Co sé san xuat: B. Braun Melsungen AG (dia chi: Carl-Braun-StraRe 1, 34212 Melsungen -
Germany)
STT | Ténthuéc [Hoat chat chinh — Dang bao | Tudi | Tieu | Quy S6 Ping ky Lan
Ham lwgng che tho chuan | cach gia
dong goi han
23 Nutriflex Mdi 1250 ml chua: Nhil tuong | 12 TCCS | Hop 05 VN-19792-16 01
Lipid Peri Isoleucine 2,34 gam; | tiém thang TUi x
Leucine 3,13 gam; truyén 1250 ml,
Lysine (dudi dang (tai chia
Lysine HCI) 2,26 3 ngan)

gam; Methionine 1,96
gam; Phenylalanine
3,51 gam; Threonine
1,82 gam; Tryptophan
0,57 gam; Valine 2,60
gam; Arginine 2,7
gam,; Histidine (dudi
dang Histidine HCI
monohydrate) 1,25
gam; Alanine 4,85
gam; Aspartic Acid
1,5 gam; Glutamic
Acid 3,50 gam;
Glycine 1,65 gam;
Proline 3,40 gam;
Serine 3,00 gam;
Sodium hydroxide
0,80 gam; Sodium
chloride 1,081 gam;
Sodium acetate
trihydrate 0,544 gam;
Potassium acetate
2,943 gam,;
Magnesium acetate
tetrahydrate 0,644
gam; Calcium
chloride dihydrate
0,441 gam; Glucose
(dudi dang Glucose
monohydrate) 80,0
gam; Sodium
dihydrogen phosphate

Trang 6




dihydrate 1,170 gam;
Zinc acetate dihydrate
6,625 mg; Soya-bean
oil, refined 25,0 gam;
Medium-chain
triglycerides 25,0
gam;

12. Co s& dang ky: Bayer (South East Asia) Pte Ltd (dia ch:i: 2, Tanjong Katong Road, #07-01,
PLQ3, Singapore (437161) - Singapore)
12.1. Co sé san xuit: BAYER AG (dia chi: Kaiser-Wilhelm-Allee, 51368 Leverkusen - Germany)

STT | Tén thuéc Hoat chét chinh — | Dang bao | Tuéi | Tiéu | Quy S6 Piang ky Lan
Ham lwong che tho chuan | cach gia

dong géi han

24 Xarelto Rivaroxaban Viénnén |36 TCCS | Hop, 01 | VN3-75-18 01
micronized 2,5 mg | bao phim | thang vix 14

vién
13. Co'sé ding ky: BHARAT SERUMS AND VACCINES LIMITED (dia chi: 17th Floor, Hoechst
House, Nariman Point, Mumbai, Maharashtra-400021 - India)
13.1. Co sé san xuat: BHARAT SERUMS AND VACCINES LIMITED (dia chi: Plot no K-27,
Jambivili Village, Anand Nagar, Additional MIDC, Ambernath (East), Thane 421501, Maharashtra
state - India)

STT | Tén thudc Hoat chét Dang bao | Tuoi Tiéu Quy S6 Piang ky Lan
chinh — Ham che tho chuan | cach gia
lwgng dong goi han

25 Amphotret Amphotericin B | Bot dong 24 USP42 | Hop 1 VN-18166-14 01
50 mg kho pha | thang Lo, Lo

tiém, truyen bot dong
tinh mach kho pha
tiém
14. Co sé dang ky: Boehringer Ingelheim International GmbH (dia ch:: Binger StraRe 173, 55216
Ingelheim Am Rhein - Germany)
14.1. Co s& san xuat: Boehringer Ingelheim Ellas A.E (dia chi: 5th Km Paiania-Markopoulo,
Koropi Attiki, 19400 - Greece)

STT | Tén thudc Hoat chét chinh — | Dang bao | Tuoi Tiéu Quy S6 Piang ky Lan

Ham lwgng che tho chuan | cach gia
dong han
goi

26 Mobic Meloxicam 15 mg | Vién nén 36 Nha Hop2 | VN-16140-13 |01

Thang | san vix 10
Xuat vién
27 Mobic Meloxicam 7,5 mg | Vién nén 36 Nha Hop2 | VN-16141-13 |01
Thang | san vi x 10
xuat vién
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14.2. Co sé san xuat: Boehringer Ingelheim Pharma GmbH & Co. KG (dia chi: Binger Str. 173,
55216 Ingelheim am Rhein - Germany)

STT | Ténthuéc | Hoat chat Dangbao | Tudithe | Tiéu | Quy cach S6 Piang ky Lan
chinh — Ham ché chu | déng géi gia
lwong an han

28 Spiriva Tiotropium Dung dich | 36 thang | NSX | Hop chaa 1 VN-16963-13 | 01

Respimat | 0,0025 mg/nhéat | & hit bng thude
xit 4ml tuong
duong 60
nhat xit + 01
binh xit dinh
lidu

29 Jardiance Empagliflozin Vién nén 36 thang | NSX | Hop 3vi x 10 | VN3-185-19 01

Duo 12,5mg; bao phim vién
Metformin
Hydrochloride
1000mg

30 Jardiance Empagliflozin Vién nén 36 thang | NSX | Hop 3 vi x 10 | VN2-606-17 01
25mg bao phim vién

31 Jardiance Empagliflozin Vién nén 36 thang | NSX | Hop 3 vi x 10 | VN2-605-17 01
10mg bao phim vién

32 Trajenta Linagliptin 2,5 | Vién nén 18thang | NSX | Hop 3vi x 10 | VN3-5-16 01

Duo mg; Metformin | bao phim (hop 3 vi vién; Hop 1
hydrochloride x 10 lo X 14 vién;
500 mg Vién); Hop 1 lo x 60
36 thang vién
(hop 1 lo
x 14
vién, hop
1lox60
vién)
14.3. Co sé san xuét: Laboratoire Unither (dia chi: Espace Industriel Nord, 151 rue Andre
Durouchez, CS 28028 80084 Amiens Cedex 2 - France)
STT | Tén thuéc Hoat chat chinh— | Dangbao | Tudéi | Tiéu | Quy S6 Piang ky Lan
Ham lwong ché tho chuan | cach gia
dong goéi han

33 Combivent Ipratropium bromide | Dung dich | 24 NSX | Hop10 | VN-19797-16 |01

anhydrous (dudi khi dung | thang Lox25
dang ipratropium ml
bromide

monohydrate) 0,500

mg, Salbutamol

(dudi dang

salbutamol sulfate)

2,500 mg
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15. Co s& diang ky: Cong ty c6 phan dwec pham Pha No (dia chi: 31 Hé Biéu Chdnh, phwong 12,

Qudn Phi Nhugn, TP. Ho Chi Minh - Viét Nam)

15.1. Co sé san xuét: Laboratorios'Normon, S.A. (dia chi: Ronda de Valdecarrizo, 6, 28760 Tres

Cantos (Madrid) - Spain)

3
A

STT | Tén thuéc Hoat chatchinh— | Dangbao | Tudéi | Tiéu | Quy S6 Piang ky Lan
Ham luwong ché tho chuan | cach gia

dong goéi han

34 Edizone Esomeprazol (dudi | Botdong | 24 NSX | Hopllo | VN-18840-15 |01

40mg dang esomeprazol khé pha thang
natri) 40mg tiém,
truyén tinh
mach
16. Co sé-ding ky: Cong Ty Coé Phan Dwoc Pham Thé Giéi Méi (dia chi: Sé 97, Puong Trung
Van, Phirong Trung Van, Qudn Nam Tz Liém, Thanh Pho Ha Ngi - Viét Nam)
16.1. Co sé san Xuat: Cooper S.A. Pharmaceuticals (dia chi: 64 Aristovoulou Str, 11853 Athens -
Greece)
STT | Tén thubc Hoat chat chinh — | Dang bao | Tudi Tiéu Quy S6 Piang ky Lan
Ham luwong ché tho chuan | céch gia
dong han
goi

35 Nafloxin Ciprofloxacin Dung dich | 36 Tiéu Chai VN-20713-17 |01

Solution For lactate 254,38 mg | tiém Thang | chuan | 100 ml;

Infusion (twong duong voi | truyén tinh nhasan | hop 1

200Mg/100MI | ciprofloxacin mach XUt chai

200mg)

17. Co s& diang ky: Cong ty c6 phan Dwoc Pham Vipharco (dia chi: S¢ 67, Ngé 68 dwong Ngoc
Thuy, phuwong Ngoc Thuy, qugn Long Bién, Ha Ngi - Viét Nam)
17.1. Co sé san xuat: Anfarm Hellas S.A (dia chi: 61st km NAT.RD.ATHENS-LAMIA, Schimatari
Viotias, 32009 - Greece)

STT | Tén thudc Hoat chét Dang bao | Tuditho | Tiéu | Quycéch | Sé Ping ky Lan
chinh—Ham | ché chuan | déng goi gia
lwgng han

36 Neo-Endusix | Tenoxicam Bot dong | 36théng | Tieu | Hop 1lo VN-20244-17 |01
20mg kho pha chuan | botva 1 éng

tiém nha | nudc cat
san pha tiém
xuat | 2ml. Hop
10 lo. Hop
25L0¢

18. Co sé¢ diing ky: Cong ty cé phan Fresenius Kabi Viét Nam (dia chi: Khu viee 8, phuong Nhon

Phu, thanh phé Quy Nhon, Binh Pinh - Viét Nam)

18.1. Co sé san xuit: ACS Dobfar S.p.A (dia chi: Nucleo Industriale S. Atto (loc. S. Nicolé A

Tordino)-64100 Teramo (TE) - Italy)
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STT | Tén thuéc Hoat chat Dang bao ché | Tudi Tiéu Quy S6 Ping ky Lan
chinh — Ham tho chuan | cach gia
lwong dong han

goi

37 Meropenem Meropenem Botphadung | 36 TCCS | Hop 10 | VN-20246-17 | 01

Kabi 500mg | (dudi dang 570 | dich tiém hoac | thang lo
mg Meropenem | tiém truyén
trihydrat) 500
mg
18.2. Co sé san xuat: Fresenius Kabi Austria GmbH (dia chi: HafnerstraBe 36, 8055, Graz -
Austria)

STT | Tén thudc Hoat chat Dangbao | Tudi Tiéu Quy cach | S6 Piang ky Lan
chinh—Ham | ché tho chuin | déng géi gia
lwong han

38 Fresofol 1% | Propofol 1% Nhil tuong | 36 Tiéu Hop 5 6ng | VN-17438-13 | 01

MCT/LCT (20mg/ml) tiém hoac thang chuan | 20 ml;
tiém truyén cosd | Hop1llo
50 ml
39 Smoflipid 100ml nhai Nhil twong | 18 Tiéu Chai 100 | VN-19955-16 |01
20% tuong chua: tiém truyén | thang | chuan | ml; Thing
Dau dau nanh cosd | 10 chai x
tinh ché 6 gam; 100 ml;
Triglycerid Chai 250
mach trung binh ml; Thung
6 gam; Dau 6- 10 chai x
liu tinh ché 5 250 ml
gam; Dau c&
tinh ché 3 gam

40 Vaminolact 100ml dung Dung dich | 24 Tiéu Chai thuy | VN-19468-15 | 01
dich chira: tiém truyén | thang | chuan | tinh 100
Alanin 630 mg; CO SO ml; Thung
Arginin 410 10 chai
mg; Acid 100 ml
aspartic 410
mg; Cystein 100
mg; Acid
glutamic 710
mg; Glycin 210
mg; Histidin
210 mg;

Isoleucin 310
mg; Leucin 700
mg; Lysin 560

mg (dudi dang
Lysin
monohydrat);
Methionin 130
mg,
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Phenylalanin
270 mg; Prolin
560 mg; Serin
380 mg; Taurin
30 mg;
Threonin 360
mg; Tryptophan
140 mg;
Tyrosin 50 mg;
Valin 360 mg

18.3. Co sé san xuit: Fresenius Kabi Deutschland GmbH. (dia chi: Freseniusstrafe 1, 61169
Friedberg - Germany)

STT | Tén thuéc Hoat chat chinh — | Dang Tudi | Tiéu | Quycéach | Sé Pingky Lan
Ham lwong bao ché | the chuén | déng goi gia
han
41 Volulyte 6% | Mdi tii 500ml chira: | Dung 36 TCCS | Tui 500 ml; | VN-19956-16 |01
Poly-(O-2- dich tiém | thang Thung 20
hydroxyethyl) starch | truyén Tai 500 ml

(HES 130/0,4) 30,00
gam; Natri acetat
trihydrat 2,315 gam;
Natri clorid 3,01
gam; Kali clorid
0,15 gam; Magnesi
clorid hexahydrat
0,15 gam

18.4. Co sé san xuat: Fresenius Kabi Oncology Limited (dia chi: Village Kishanpura, Baddi, Tehsil
Nalagarh, District Solan, IN-174101 - India)

STT | Tén thuéc Hoat chat chinh | Dangbao | Tuoi | Tiéu Quy S6 Ping ky Lan
— Ham lwgng che tho chuan cach gia
dong goi han
42 Oxitan Oxaliplatin 50 Dung dich 24 TCCS Hop1llo | VN-20417-17 |01
50mg/10ml mg/10ml tiém truyén | thang 10 ml

19. Co sé ding ky: Cong ty Cé phan Thwong mai Polvita (dia chi: L6 B7&B8, ngach 1, ngd 187
dwong Nguyén Tudn, phwong Nhan Chinh, qudn Thanh Xuan, TP. Ha Ngi - Viét Nam)
19.1. Co sé san xuat: Biofarm Sp. zo.0. (dia chi: ul. Walbrzyska 13, 60-198 Poznan - Poland)

STT | Tén thuéc Hoat chét chinh — | Dang bao | Tudithe | Tiéu | Quy S6 Ping ky Lan
Ham lwgng che chuan | cach gia
doéng goi han
43 Biotropil Piracetam 1200mg | Viénnén | 24thang | NSX | Hop5vi | VN-20257-17 |01
1200 bao phim x 12 vién
44 Biotropil 800 | Piracetam 800mg | Viénnén | 24thang | NSX | Hop4vi | VN-20258-17 |01
bao phim X 15 vién

Trang 11




Puong Lé Lai, Phwong Bén Thanh, Quan 1, TP Ho Chi Minh - Viét Nam)

20.1. Co s& san xuét: AstraZeneca AB (dia chi: SE-151 85 Sodertalje - Sweden)

20. Co sé diing ky: Cong ty TNHH AstraZeneca Viét Nam (dia chi: Tang 18, Téa nha A&B, Sé 76,

STT | Ténthuéc | Hoatchdtchinh— | Dangbao | Tudi | Tiéu | Quycach | S6 Dingky Lan
Ham lwong che tho chuan | déng géi gia
han
45 Nexium Esomeprazol (duéi | Vién nén 24 NSX | Hop2vix | VN-19782-16 | 01
Mups dang Esomeprazol khang dich | thang 7 vién
magnesi trihydrat) da day
40mg
46 | Symbicort |"MJi liéu phong thich | Bot dung dé | 24 NSX | Hop16ng | VN-20225-17 | 01
Turbuhaler | chira: Budesonid hit thang hit 60 lieu
80mcg; Formoterol
fumarate dihydrate
4,5mcg
47 Pulmicort Budesonid Hén dich 24 NSX Hc}p’4 goi | VN-19559-16 |01
Respules 500mcg/2ml khi dung thang x 5 ong
dung dé hit don lieu
2ml
48 | Symbicort | Mdi liéu phong thich | Thuoc bot | 24 NSX | Hop16ng | VN-20379-17 | 01
Turbuhaler | chira: Budesonid de hit thang hit 60 licu,
160mcg; Formoterol 120 lieu
fumarate dihydrate
4,5mcg
49 Nexium Esomeprazol (duéi | Vién nén 24 NSX | Hop2vix | VN-19783-16 | 01
Mups dang Esomeprazol khang dich | thang 7 vién
magnesi trihydrat) da day
20mg
50 Nexium Esomeprazole (duéi | Cém khang | 36 NSX | Hop 28 VN-17834-14 | 01
dang Esomeprazole | dich daday | thang goi
magnesi trihydrate) | d¢ pha hon
10mg dich uong
51 Nexium Esomeprazol natri Bot pha 24 NSX |Hopllo |VN-15719-12 |01
42,5 mg (twong dung dich thang bot pha
duong vai tiém/truyen tiém 5 ml
esomeprazol 40mg) | tinh mach
20.2. Co sé san xuét: AstraZeneca AB (dia chi: Gartunavagen, SE-151 85 Sodertalje - Sweden)
STT | Ténthudc | Hoat chat chinh — | Dang bao | Tudi the | Tiéu | Quy cach Sé Pangky | Lan
Ham lwong che chuan | déng géi gia
han
52 Tagrisso Osimertinib (twong | Viénnén | 36 thang | NSX | Hop 3 vix 10 | VN3-36-18 01
duong 95,4 mg bao phim vién; Hop 1
Osimertinib vi x 10 vién
mesylat) 80mg
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20.3. Co sé san xuit: AstraZeneca Pharmaceuticals LP (dia chi: 4601 Highway 62 East, Mount
Vernon, IN 47620 - USA)

STT | Ténthuéc | Hoat chat chinh — Dang bao | Tudi Tieu | Quycach |SéPiangky |Lan
Ham luwong ché tho chuan | déng géi gia
han
53 Xigduo XR | Dapagliflozin (dudi Viénnén | 36 TCCS | Hop4vix | VN3-216-19 | 01
dang.Dapagliflozin bao phim | thang 7 vién
propanediol phéng
monohydrat) 10mg; thich kéo
Metformin dai
hydrochlorid 1000mg
54 Xigduo XR | Dapagliflozin (dudi Viénnén | 36 TCCS | Hop4vix | VN3-219-19 | 01
dang dapagliflozin bao phim | thang 7 vién
propanediol phéng
monohydrat) 5mg; thich kéo
Metformin dai
hydrochlorid 500mg

20.4. Co sé san xuat: AstraZeneca Pharmaceuticals LP (dia chi: 587 Old Baltimore Pike, Newark,
Delaware, 19702 - USA)

Co sé dong goi: AstraZeneca UK Limited (d7a chi: Silk Road Business Park, Macclesfield, Cheshire,
SK10 2NA, UK)

STT | Ténthudc | Hoat chat | Dang bao Tudi the | Tiéu chuan | Quy cach | S6 Ping ky Lan
chinh - che doéng géi gia
Ham lwong han

55 Arimidex | Anastrozole | Vién nénbao | 60thang | TCCS Hop 2 vi x | VN-19784-16 | 01
1mg phim 14 vién

21. Co sé dang ky: Cong ty TNHH Binh Viét Buc (dia chi: 62/36 Truong Cong Dinh, Phuong 14,
Qudn Tan Binh, Thanh phg Ho Chi Minh - Viét Nam)

21.1. Co'sé san xuat: Demo S.A. Pharmaceutical Industry (dia chi: 215t Km National Road Athens-
Lamia, 14568 Krioneri, Attiki - Greece)

STT | Tén Hoat chat chinh — | Dangbao | Tudithe | Tiéu | Quycach | S6 Ping ky Lan
thuéc Ham lwong ché chuan | déng goi gia
han
56 Mocetrol | Omeprazole natri Thudc bot 24 Thang | Tiéu hop 1 lo bot | VN-16248-13 | 01
42,6mg twong va dung moi chuan | va1dng
duong vai pha tiém co sé | dung moi
omeprazole 40mg

21.2. Co s& san xuét: Panpharma GmbH (dia chi: Bunsenstrasse 4, 22946 Trittau - Germany)
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STT | Tén thuéc Hoat chat Dang bao ché | Tudi | Tiéu | Quycéach |Sé Pingky Lan
chinh — Ham tho chuan | déng géi gia
lwong han

o7 Fentanyl 0,1 | Fentanyl (dudi Dung Qich 36 BP Hép 10 VN-18441-14 |01

mg- dang fentanyl tiém bap hogc | thang | 2019 | ong x 2 ml
Rotexmedica | citrat) 0,1'mg/2 | tiém truyen
mi tinh mach
21.3. Co sé san xuat: Siegfried Hameln GmbH (dia chi: Langes Feld 13, 31789 Hameln - Germany)

STT | Tén thuéc Hoat chit chinh — | Dang bao | Tudi Tiéu | Quycach | S6 Ping ky Lan
Ham lwgng che tho chuan | déng géi gia

han

58 Midazolam- | Midazolam (dudi Dung dich | 36 NSX | Hop 10 VN-16993-13 | 01

hameln'5 dang Midazolam tiém thang ong 1ml
mg/ml hydrochloride)
5mg/ml
59 Ondansetron- | Ondansetron (dudi | Dung dich | 36 NSX | Hop 10 VN-17328-13 | 01
hameln 2 dang Ondansetron | tiém thang ong x4 ml
mg/ml hydrochloride
Injection dihydrate) 2mg/mi
60 Sufentanil- Sufentanil (dudi Dung dich | 36 NSX | Hop5dng | VN-16994-13 |01
hameln 50 dang Sufentanil tiém thang x5ml
mcg/ml citrate) 0,25mg/5ml
22. Co sé ding ky: Cong ty TNHH DKSH Pharma Viét Nam (dia chi: Sé 23 Pai Lé Péc Lap, Khu
cdng nghiép Viét Nam - Singapore, Phirong Binh Hoa, Thanh phé Thudn An, Tinh Binh Duwong, - Viét
Nam)
22.1. Co sé san xuit: Laboratoires Galderma (dia chi: ZI Montdesir, 74540 Alby Sur Cheran -
France)

STT | Tén thuéc Hoat chat chinh | Dang bao | Tudi the | Tiéu Quy S6 Ping ky Lan
— Ham lwgng che chuan | cach gia

doéng goi han

61 Differin Adapalene 0,1% | Kem 36 thang | NSX Hop 1 VN-19652-16 | 01

Cream 0.1% tuyp 30 g
22.2. Co sé san xuat: Taiho Pharmaceutical Co., Ltd. Tokushima Plant (dia chr: 224-15, Aza-
ebisuno, Hiraishi, Kawauchi-cho, Tokushima-shi, Tokushima, 771-0194 - Japan)

STT | Tén thuéc Hoat chat chinh— | Dangbao | Tudi | Tiéu Quy S6 Piang ky Lan
Ham lwong che tho chuan | cach gia

dong han
goi

62 TS-One Tegafur 25,00 mg, | Viénnang | 36 Tiéu Hop4 | VN-20694-17 |01

Capsule 25 Gimeracil 7,25 mg, | cing thang chuan |vix 14
Oteracil kali 24,50 cO SO vién
mg
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23. Co sé diang ky: Cong ty TNHH Dwoc pham Nhat Anh (dia chi: 11 Hoang Diéu, Phwong 10,
Qudn Phi Nhugn, Tp. Ho Chi Minh - Viét Nam)

23.1. Co sé san xuat: REMEDICALTD (dia chi: Aharnon Street Limassol Industrial Estate 3056,
Limassol - Cyprus)

STT | Tén thuéc Hoat chatchinh — | Dang bao | Tudi | Tiéu Quy S6 Piang ky Lan
Ham lwong ché tho chuan | cach gia
dong goi han
63 Cypdicar Carvedilol 6,25 mg | Viénnén | 36 Nhasan | Hop 3vi | VN-18254-14 |01
6,25mg thang | xuat x 10 vién
tablets

24. Co sé dang ky: Cong ty TNHH Dwoc Pham Phic Binh An (dia chi: 1025/14H Céach Mang
Thang Tam, Phwrong 7, Qudn Tan Binh, Tp. Hé Chi Minh - Viét Nam)

24.1. Co sé san xuét: Bilim llac Sanayii Ve Ticaret A.S. (dia chi: Cerkezkoy Organize Sanayi
Bolgesi; Karaagac Mah., 5. Sok. No:6 Kapakli - Tekirdag - Turkey)

STT | Tén thuéc | Hoat chat chinh — Dang bao | Tuéi | Tiéu Quy S6 Piang ky Lan
Ham lwong ché tho chuan | cach gia
dong goéi han
64 Bilclamos | Amoxicilin (dudi dang | Viénnén | 36 Tiéu Hop 2vi | VN-17475-13 | 01
Bid amoxicilin trihydrat) bao phim | Thang | chuan | x 7 vién
1000mg 875mg, acid clavulanic nha san
[dudi dang kali XUt
clavulanat + celulose vi
tinh thé (1:1)] 125mg

25. Co s6 ding ky: Cong ty TNHH Dwoc pham va TBYT Phwong Lé (dia chi: Lé D3/D6 KPT méi
Cau Gidy, phwong Dich Vong, qudn Cau Gidy, thanh phé Ha Ngi - Viét Nam)

25.1. Co s& san xuét: Incepta Pharmaceuticals Ltd (dia chi: Dewan Idris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka - Bangladesh)

STT | Tén thuéc | Hoat chat chinh — | Dang bao | Tudi the | Tiéu Quy S6 Piang ky Lan
Ham lwong ché chuan | cach gia
dong goi han
65 Pantonix | Pantoprazol (dudi | Vién nén 36 thang | Nha Hop5vi | VN-19102-15 |01
40 Tablet | dang Pantoprazol bao tan san x 10 vién
natri sesquihydrat) | trong ruot XUt
40 mg

26. Co sé diang ky: Cong ty TNHH Johnson & Johnson (Viét Nam) (dia chi: Tang 12, Toa nha
Vietcombank, S¢ 5 Céng trurong Mé Linh, Phwong Bén Nghé, Qudn 1, Thanh phé Ho Chi Minh - Viét
Nam)

26.1. Co sé san xuat: Catalent CTS, LLC (dia chi: 10245 Hickman Mills Drive, Kansas City, MO
64137 - USA)

Co sé dan nhan va dong goi: AndersonBrecon Inc (d/c: 4545 Assembly Drive, Rockford, IL 61109
- USA)
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STT | Tén thuéc | Hoat chat Dangbao | Tudi Tiéu Quy cach S6 Pang ky | Lan
chinh — Ham ché tho chuan déng goi gia
lwong han

66 Imbruvica | Ibrutinib 140mg | Vién nang 24 Tiéu Hop 1 1o x 90 | VN3-44-18 | 01

cang thang chuan nha | vién; Hop 1
san xuat | lo 120 vién.
26.2. Co' sé san xuat: Oncotec Pharma Produktion GmbH (dia chi: Am Pharmapark, Dessau,
Roblau, 06861 - Germany)
Co s& dan nhidn, déng géi thi cap va xuit xwéng: Janssen Pharmaceutica NV (Pja chi:
Turnhoutseweg 30, Beerse, B-2340 - Belgium)
STT | Tén thudc | Hoat chat chinh — | Dang bao Tudi Tiéu Quy Sé Pangky | Lan
Ham luong ché tho chuan | cach gia
dong goi han
67 Ribomustin | Bendamustine Bot dong kho | 36 Nha Hop 1lo | VN2-569-17 |01
hydrochloride pha dung thang san
(tvong dwong 22,7 | dich dam dac XUt
mg Bendamustine) | dé pha dung
25,0 mg dich truyén
tinh mach
68 Ribomustin | Bendamustine Bot dong kho | 36 Nha Hop 1lo | VN2-570-17 |01
hydrochloride pha dung thang san
(tvong duong 90,8 | dich dam dac XUAt
mg Bendamustine) | dé pha dung
100,0 mg dich truyén
tinh mach
27. Co sé diing ky: Cong ty TNHH Novartis Viét Nam (dia chi: Phong 1001, lau 10, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phwong V& Thi Sau, Qudn 3, Thanh phé Hé Chi Minh - Viét Nam)
27.1. Co sé san xuit: Lek Pharmaceuticals d.d (dia chi: Verovskova ulica 57, 1526 Ljubljana -
Slovenia)
Co sé dong goi thir cap, dong géi so cAp, xuit xwéng 16: Lek Pharmaceuticals d.d (dia chi: Trimlini
2D, Lendava, 9220 - Slovenia)
STT | Ténthudc | Hoatchatchinh | Dangbao | Tudi the | Tiéu Quy S6 Piang ky Lan
— Ham lwong ché chuan | cach gia
dong goéi han

69 Kineptia Levetiracetam Vién nén 24 thang | NSX Hop 6 vi | VN-20833-17 | 01

250mg 250 mg bao phim x 10 vién

70 Kineptia 1g | Levetiracetam Vién nén 24 thang | NSX Hop 6 vi | VN-20832-17 | 01

1000 mg bao phim x 10 vién

28. Co sé dang ky: Contract Manufacturing and Packaging Services Pty Ltd (dia chi: 20 Long
Street, Smithfield NSW 2164 - Australia)

28.1. Co sé san xuat: Contract Manufacturing and Packaging Services Pty Ltd (dia chi: 20-24
Long Street, Smithfield, NSW — 2164 - Australia)
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STT | Tén thuéc Hoat chét chinh — | Dang bao | Tuoi Tiéu | Quy S6 Ping ky Lan
Ham lwgng che tho chuan | cach gia
doéng goi han
71 Glupain Forte | Glucosamin (dudi Vién nang | 36 NSX |[Hop 10 | VN-19133-15 |01
dang Glucosamin cang thang vi x 10
hydroclorid) 750mg vién
29. Co sé dang ky: DKSH Singapore Pte. Ltd. (dia ch:: 47 Jalan Buroh, # 09-01 Singapore (619491)
- Singapore)
29.1. Co sé san xuat: Biocodex (dia chi: 1, Avenue Blaise Pascal, 60000 Beauvais - France)
STT | Ténthudc | Hoatchétchinh— | Dangbao | Tudithe | Tiéu | Quy cach | S6 Ping ky Lan
Ham lwong che chuan | déng géi gia
han
72 Stimol Citrulline Malate Dung dich | 36 thang | NSX | Hop 18 VN-18469-14 | 01
1g/10ml uong goi 10ml
30. Co so dang ky: Egis Pharmaceuticals Private Limited Company (dia chi: 1106 Budapest,
Kereszturi at 30-38 - Hungary)
30.1. Co sé san xuat: Egis Pharmaceuticals Private Limited Company (dia chi: 1165 Budapest,
Bokényfoldi ut 118-120. - Hungary)
STT | Ténthudc | Hoat chat chinh— | Dang bao | Tudi Tiéu Quy cach | S6 Piang ky Lan
Ham lwong che tho chuan | déng goi gia
han
73 Halixol Ambroxol Viénnén |60 Tiéu Hop 2 vix | VN-16748-13 | 01
hydrochloride 30 mg thang chuan | 10 vién
CO SO
74 Rileptid Risperidone 1 mg Viénnén |48 Tiéu Hop 6 vi x | VN-16749-13 | 01
bao phim | thang chuan | 10 vién
CO SO
75 Rileptid Risperidone 2 mg Viénnéen | 36 Tiéu Hop 6 vi x | VN-16750-13 | 01
bao phim | thang chuan | 10 vién
CO SO
30.2. Co sé san xuat: Egis Pharmaceuticals Private Limited Company (dia chi: 9900 Kérmend,
Matyas kiraly ut 65 — Hungary)
Co sé xuat xwéng: Egis Pharmaceuticals Private Limited Company (dia chi: 1165 Budapest,
Bokényfoldi ut 118-120. - Hungary)
STT | Ténthuéc | Hoatchdtchinh— | Dang | Tudi Tiéu Quy cach | S6 Ping ky Lan
Ham lwong bao che | the chuan doéng goi gia
han
76 Delorin Rosuvastatin (dudi | Vién nén | 48 Tiéu Hop 2 vix 7 | VN-19467-15 | 01
dang Rosuvastatin | bao phim | thang chuan co | vién; Hop 4
zinc) 10 mg SO Vi X 7 vién
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31. Co sé dang ky: Exeltis Healthcare S.L (dia chi: Avenida Miralcampo 7, Poligono Industrial

Miralcampo, 19200, Azuqueca De Henares (Guadalajara) - Spain)

31.1. Co sé san xuit: Laboratorios Leon Farma, S.A (dia chi: C/La Vallina, s/n. - P.I. Navatejera,

24008 Villaquilambre (Leon) - Spain)

STT | Ténthudc | Hoatchétchinh— | Dangbao | Tuditho | Tiéu | Quy cach | S6 Ping ky Lan
Ham lwong che chuan | déng géi gia

han

77 Asumate 20 | Levonorgestrel 0,1 | Viénnen | 24thang | NSX | Hop 1vix | VN-20004-16 |01
mg; Ethinyl bao phim 21 vién
estradiol 0,02 mg

32. Co s¢ dang ky: F.Hoffmann - La Roche Ltd (dia chi: Grenzacherstrasse 124, 4058 Basel -
Switzerland)
32.1. Co sésan xuét: Delpharm Milano S.r.l (dja chi: Via Carnevale, 1, 20090, Segrate (MI) - Italy)
STT | Ténthuéc | Hoat chat chinh — Dang bao | Tudithe | Tiéu | Quy S6 Ping ky Lan
Ham lwgng che chuan | céch gia
doéng goi han
78 Tarceva Erlotinib Viénnén |48thang | NSX | Hop, 3vi | VN-17941-14 | 01
hydrochloride 163,93 | bao phim x 10 vién
mg (twong duong voi
150mg Erlotinib)
33. Co s6 dang ky: Ferring Private Ltd (dia chi: 168 Robinson Road, #13-01, Capital Tower,
Singapore (068912) - Singapore)
33.1. Co sé san xuat: Ferring International Center S.A. (dia chi: Chemin de la Vergognausaz 50,
1162 St-Prex - Switzerland)
STT | Tén Hoat chit chinh— | Dang bao | Tudi the Tiéu Quy S6 Piang ky Lan
thuoc Ham lwong che chuan | cach gia
dong han
goi

79 Minirin | Desmopressin (dudi | Vién nén | 24 thang NSX Hop1l | VN-18893-15 |01

dang Desmopressin chai 30

acetate 0,1mg) 0,089 vién

mg
34. Co sé dang ky: Gedeon Richter Plc. (dia chi: Gyomrdi ut 19-21, Budapest, 1103 - Hungary)
34.1. Co sé san xuat: Gedeon Richter Plc. (dia chi: Gyomréi it 19-21, Budapest, 1103 - Hungary)

STT | Ténthuéc | Hoat chat Dang bao | Tudi the | Tiéu Quy cach | S6 Ping ky Lan
chinh—Ham | che chuan dong goi gia
lwgng han

80 Verospiron | Spironolactone | Vién nén 36thang | Nhasan | Hop 1vix | VN-16485-13 | 01

25mg 25 mg Xuat 20 vién
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81 Oxytocin Oxytocin 5 Dung dich | 36thang | Nhasan | Hop 20vi | VN-20167-16 | 01
1U/1 ml tiém xuat X 50ng x
1ml
82 Verospiron | Spironolactone | Vién nang 60 thang Nhg}l san | Hop 3vix | VN-19163-15 | 01
50 mg cang Xuat 10 vién
83 Hydrocortis | Hydrocortison | Hon dich 24 thang Nhg}l san | Hop1lox | VN-17952-14 | 01
on- e acetate 125 tiém Xuat 5ml
Lidocain- mg/5 ml;
Richter Lidocaine
hydrochloride
25 mg/5 ml
35. Co s6 dang ky: Getz Pharma (Private) Limited (dia chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi - Pakistan)
35.1. Co s6 san xuat: Getz Pharma (Private) Limited (dia chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi - Pakistan)
STT | Tén thudc Hoat chat chinh— | Dangbao | Tuoi | Tiéu | Quy S6 Piang ky Lan
Ham lwong che tho chuan | cach gia
doéng goi han
84 Co-Trupril Lisinopril 20mg; Viénnén |24 NSX |[Hop2vi | VN-16761-13 | 01
Tablets 20mg | Hydrochlorothiazide thang X 14 vién
+12.5mg 12,5mg
85 RICHSTATI | Rosuvastatin (dusi | Viennén | 36 NSX | Hop1lvi | VN-17040-13 |01
N TABLETS | dang Rosuvastatin bao phim | thang x 10 vién
5mg calcium) 5mg
36. Co s¢ dang ky: GlaxoSmithKline Pte Ltd (dia chi: 23, Rochester Park, Singapore 139234 -
Singapore)
36.1. Co' sé san xuat: Famar Orleans (dia chi: 5, avenue de Concyr, 45071 Orléans Cedex 2 -
France)
STT | Tén thuéc Hoat chatchinh— | Dang | Tudithe | Tiéu | Quy S6 Piang ky Lan
Ham lwgng bao che chuan | cach gia
dong goéi han
86 CalSource Calci lactat gluconat | Vién nén | 24 thang | NSX | Hop, VN-18395-14 | 01
600 mg + 400 | (twong duong voi sui Hop 1
IU Vitamin 179,6 mg calci tuyp 10
D3 nguyén to) 1358 mg; Vién nén
Calci carbonat sui
(twong duong 420,4
mg calci nguyén to)
1050 mg;

Cholecalciferol dang
bot ¢6 dac (twong
duong 400 TU
Vitamin D3) 4 mg
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36.2. Co' sé san xuit: Glaxo Operations UK Limited (dia chi: Harmire Road, Barnard Castle,
County Durham, DL12 8DT - United Kingdom)

STT | Tén thuéc Hoat chat chinh — | Dang bao | Tudi | Tiéu Quy S6 Piang ky Lan
Ham lwong ché tho chuan | cach gia
dong goi han
87 Zinnat tablets | Cefuroxim axetil Viénnén |36 NSX Hop 1vi | VN-19963-16 | 01
250mg tuong duong bao phim | thang x 10 vién
Cefuroxim 250 mg

36.3. Co sé san‘xuit: Glaxo Wellcome S.A, (dia chi: Avda. de Extremadura no 3, 09400 — Aranda
de Duero (Burgos) - Spain)

STT | Tén thudc Hoat chit chinh | Dang bao | Tudi Tiéu Quy cach | S6 Ping ky Lan
— Ham lwong che tho chuan | déng goi gia
han
88 Lacipil 2mg Lacidipine 2mg Viénnen |24 NSX Hop 4 vi x | VN-19169-15 | 01
bao phim | thang 7 vién

36.4. Co sé san xuat: UCB Farchim SA (dia chi: Z.1. de Planchy, Chemin de Croix - Blanche 10,
1630 Bulle - Switzerland)

Co sé dong goi va xuat xwéng: Aesica Pharmaceuticals S.r.l (dia chi: Via Praglia, 15, 10044
Pianezza (TO) - Italy)

STT | Ténthudc | Hoat chatchinh— | Dangbao | Tudithe | Tiéu | Quy S6 Ping ky Lan
Ham lwgng che chuan | cach gia
doéng goi han
89 Xyzal Levocetirizine Vién nén 60 thang | NSX | Hop 1vi | VN-19469-15 |01
dihydrochloride 5mg | bao phim x 10 vién

36.5. Co s¢ san xuat: UCB Pharma SA (dia chi: Chemin du Foriest, B-1420 Braine - I’Alleud -
Belgium)

STT | Ténthudc | Hoatchdtchinh— | Dang | Tudithe | Tiéu Quy S6 Piang ky Lan
Ham lwong bao che chuan cach gia
doéng goi han
90 Nootropil | Piracetam 800 mg | Vién nén | 48 thang Nhasan | Hop3vi | VN-17717-14 | 01
bao phim Xuat x 15 vién

37. Co so dang ky: Hetero Labs Limited (dia chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018 - India)

37.1. Co'sé san xuat: Hetero Labs Limited (dia chi: Unit-111, 22-110, 1.D.A, Jeedimetla, Hyderabad,
Telangana - India)
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STT | Tén Hoat chat chinh — Dang bao Tudi Tiéu Quy Sé Pangky | Lan
thuoc | Ham lwong che tho chuan | céch gia
dong goi han

91 Tenoxil | Tenofovir disoproxil Vién nén bao | 36 NSX Hop 3vi | VN2-356-15 | 01

furamat 300 mg (twong | phim thang x 10 vién

duong Tenofovir

disoproxil 245mg)
38. Co s¢ dang ky: IPSEN CONSUMER HEALTHCARE (dia ch:: 65 Quai Georges Gorse 92100,
Boulogne Billancourt - France)
38.1. Co s& san Xuét: Beaufour Ipsen Industrie (dia chi: Rue Ethe Virton, 28100 Dreux - France)

STT | Ténthudc | Hoat chatchinh— | Dangbao | Tudithe | Tiéu | Quy S6 Piang ky Lan
Ham lwong che chuan | cach gia

dong goéi han

92 Tanakan Ginkgo biloba Vién nén 22thang | TCCS | Hop 2vi | VN-16289-13 |01
extract 40mg bao phim X 15 vién

39. Co s¢ dang ky: Janssen-Cilag Limited (dia chi: 106 Moo 4 Lad Krabang Industrial Estate,
Chalong Krung Road, Kwaeng Lam Pla Tew, Khet Lad Krabang, Bangkok Metropolis - Thailand)
39.1. Co sé san xuat: OLIC (THAILAND) LIMITED (dia chi: 166 Bangpa-In Industrial Estate,
Udomsorayuth Road, Moo 16, Bangkrason, Bangpa-In, Ayutthaya 13160 - Thailand)

STT | Tén thuéc | Hoat chat Dang bao | Tuoi Tiéu | Quy cach S6 Ping ky Lan
chinh — Ham che tho chuan | déng géi gia
lwong han

93 Motilium | Domperidone Hf)n dich |36 NSX | Hop 1llo 30 VN-20784-17 01
1,00 mg/iml uong thang mL, 60 mL

kém mudng
(thia)
40. Co s6 dang ky: Laboratoire Aguettant (Zia chi: 1 Rue Alexander Fleming, Lyon 69007 - France)
40.1. Co s& san xuat: Laboratoire Aguettant (dia chi: 1 Rue Alexander Fleming, Lyon 69007 -
France)
STT | Tén thuéc Hoat chit chinh | Dang bao Tudi | Tiéu Quy S6 Piang ky Lan
— Ham lwong che tho chuan | cach gia
dong han
goi

94 Noradrenalin | Noradrenalin Dung dich» 18 Tiég Hop2 | VN-20000-16 |01

e Base base (dudi dang | dam dac dé Thang | chuan | vix5

Aguettant noradrenalin tiém hodc nhé} san | ong x 4

1mg/ml tartrat) 4mg/4ml | tiém truyén Xuat ml, ong
tinh mach sau thay
khi pha loédng tinh
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41. Co s6& dang ky: Les Laboratoires Servier (dia chi: 50 rue Carnot, 92284 Suresnes Cedex -

France)
41.1. Co sé san xuét: Les Laboratoires Servier Industrie (dia chi: 905, Route de Saran, 45520 Gidy
- France)
STT | Tén thudc | Hoat chat chinh — | Dangbao | Tudithe | Tiéu | Quy S6 Piang ky Lan
Ham lwong ché chuan | cach gia
dong goéi han
95 Diamicron | Gliclazide 30 mg Vién nén 36 thang NSX | Hop2vi | VN-20549-17 |01
MR phéng thich x 30 vién
c6 kiém
soat
96 Diamicron | Gliclazide 60 mg Vién nén 36 thang NSX | Hop2vi | VN-20796-17 |01
MR 60mg phéng thich x 15 vién
c6 kiém
soat
97 Triveram | Atorvastatin (dudi | Vién nén 24 thang NSX | Hopllo | VN3-160-19 01
10mg/5mg | dang Atorvastatin bao phim 30 vién
/5mg calci trihydrat
10,82 mg) 10 mg;
Perindopril arginin
(twong duong
Perindopril 3,395
mg) 5 mg;
Amlodipine (dudi
dang Amlodipine
besilate 6,935 mg)
5mg
41.2. Co sé san xuit: Servier Ireland Industries Ltd. (dia chi: Gorey road, Arklow Co. Wicklow -
Ireland)
STT | Tén thuéc Hoat chat chinh — | Dang Tudi the | Tieu | Quy S6 Ping ky Lan
Ham lwong bao ché chuan | cach gia
doéng goi han
98 Coveram Perindopril arginine | Viénnén | 36 thdng | NSX | Hop 1lo | VN-18634-15 |01
5mg/10mg 5mg (twong duong 30 vién
3,395mg
perindopril);
Amlodipin (dudi
dang Amlodipin
besylat) 10mg
99 Coveram Perindopril arginine | Viénnen | 36 thang | NSX | Hop1llo | VN-18635-15 |01
5mg/5mg Smg (twong duong 30 vién
3,395mg
perindopril);
Amlodipine (dudi
dang amlodipin
besilate) 5mg

Trang 22




42. Co sé dang ky: Lifepharma S.p.A (dia ch:: Via dei Lavoratori, 54 — 20092 Cinisello Balsamo -
Milan - Italy)
42.1. Co sé san xuat: Italfarmaco S.P.A (dia chi: Viale Fulvio Testi, 330 - 20126 Milano (M) - Italy)

STT | Tén Hoat chit chinh=" | Dang bao | Tuéi the | Tiéu Quy cach | S6 Ping ky Lan
thudc Ham lwong ché chuan | déng géi gia
han
100 | Gliatilin | Choline Viénnang | 36 thang | NSX Hop 1vix | VN-13243-11 |01
Alfoscerate 400 mg | mém 14 vién
nang mém
101 | Gliatilin | Choline Dung dich | 60 thdng | NSX Hop 5 6ng | VN-13244-11 | 01
Alfoscerate 1000 tiém 4ml
mg/4ml
43. Co sé* diang ky: Medochemie Ltd. (dia chi: 1-10 Constantinoupoleos Street, 3011 Limassol -
Cyprus)
43.1.Co sé san xuit: Medochemie Ltd - Ampoule Injectable Facility (dia chi: 48 lapetou Street,
Agios Athanassios Industrial Area, 4101 Agios Athanassios, Limassol - Cyprus)
STT | Tén thuéc Hoat chat chinh — | Dangbao | Tudi Tiéu | Quy S6 Ping ky Lan
Ham lwrong ché tho chuan | cach gia
doéng goi han
102 | Selemycin Amikacin sulfate Dung dich | 48 Tiéu Hop VN-20186-16 | 01
250mg/2ml | tvong dwong voi | tiém Thang | chuan | chta 2 vi
amikacin 250mg nha | x5dng
san (2ml)
xuit | dung
dich tiém
43.2. Co sé san xuat: Medochemie Ltd - Central Factory (dia chi: 1 - 10 Constantinoupoleos Street,
3011 Limassol - Cyprus)
STT | Tén thuéc | Hoatchat | Dang bao | Tudithe | Tiéu Quy cach | S6 Ping ky Lan
chinh - ché chuan déng goi gia
Ham lwong han
103 | Duinum Clomifene | Vién nén 24 Thang | Tiéu Hop chual | VN-18016-14 |01
50mg citrate chuan nha | vi x 10
50mg san xuat | vién; hop
chra2 vi x
10 vién; hop
chtra 10 vi
x 10 vién
104 | Verimed Mebeverine | Vién nén 24 Thang | Tiéu hopchtra5 | VN-20559-17 |01
135mg hydrochlori | bao phim chuan nha | vi x 10 vién
de 135mg san xuat | nén bao
phim

Trang 23




105 | Menazin Ofloxacin Vién nén 36 thang Tiéu Hop chua VN-20313-17 |01
200mg 200mg bao phim chuan nha | 10 vi x 10
san xuat | vién nén
bao phim

43.3. Co sé san xuat: Medochemie Ltd - Cogols Facility (dia chi: 1 - 10 Constantinoupoleos Street,
3011 Limassol - Cyprus)

STT | Tén thudc | Hoat chat chinh | Dang bao Tudi | Tiéu Quy cach | S6 Ping ky Lan
— Ham lwong ché tho chuan | déng goi gia
han
106 | Micomedil | Miconazol nitrat | Kem béi 36 Tiéu Hop chual | VN-18018-14 | 01
2% (KI/KI) ngoai da Thang | chuan | tuyp 15 g
nha san
Xuit

43.4, Co sé san xuat: Medochemie Ltd — Factory C (dia chi: 2 Michael Erakleous Street, Agios
Athanassios Industrial Area, 4101 Agios Athanassios, Limassol - Cyprus)

STT | Tén thuéc Hoat chat chinh | Dang bao | Tudi Tiéu Quy S6 Ping ky Lan
— Ham hrong ché tho chuan | cach gia
doéng goi han
107 | Medoclor Cefaclor Vién nang 36 Tiéu Hop VN-17744-14 | 01
500mg monohydrate cang Thang | chuan | chaa 2 vi
520mg tuong nhasan | x 8 vién
duong vai XUt
cefaclor 500mg

44. Co s6 dang ky: MEGA LIFESCIENCES PUBLIC COMPANY LIMITED (dia chi: 384 Soi 6,
Bangpoo Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280 -
Thailand)
44.1. Co sé san xuit: MEGA LIFESCIENCES PUBLIC COMPANY LIMITED (dia chi: 384 Soi
6, Bangpoo Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280 -
Thailand)

STT | Ténthuéc | Hoat chat chinh | Dang bao | Tudi the | Tieu | Quy cach S6 Ping ky Lan
— Ham lwgng che chuan | déng géi gia
han
108 | Acnotin Isotretinoin 20 Viénnang | 24 thang | NSX | Hop 3vix 10 | VN-18371-14 |01
20 mg mem vién
109 | Avarino Simethicone 300 | Viénnang | 24 thang | NSX | Hop 3vix 10 | VN-14740-12 | 01
mg; Alverine mem vién; Hop 5
citrate 60 mg; vi x 10 vién;
Hop 6 vi x 10
vién; Hop 10
vi x 10 vién
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45. Co so dang ky: Merck Export GmbH (dia chi: Frankfurter Straffe 250, 64293 Darmstadt -
Germany)
45.1. Co sé san xuat: Merck Sante s.a.s. (dia chi: 2 rue du Pressoir Vert, 45400 Semoy - France)

STT | Tén thuéc Hoat chat chinh — | Dang bao | Tuéi | Tiéu Quy S6 Pang ky Lan
Ham lwong ché tho chuan | cach gia
dong goéi han
110 | Glucovance Metformin Viénnén |36 Tiéu Hop 2vi | VN-20022-16 | 01
500mg/2,5mg | hydrochloride 500 | bao phim | thang | chuan | x 15 vién
mg (twong duong CO SO nén bao
véi metformin phim
390mg),
Glibenclamide 2,5
mg
111 | Glucovance Metformin Vién nén 36 Tiéu Hop 2vi | VN-20023-16 | 01
500mg/5mg hydrochloride 500 bao phim | thang | chuan | x 15 vién
mg (twong duong cO SO nén bao
véi metformin phim
390mg),
Glibenclamide 5 mg

46. Co s6 dang ky: Merck Sharp & Dohme (Asia) Ltd (dia chi: 27/F, Lee Garden Two, 28 Yun Ping
Road, Causeway Bay - Hong Kong)

46.1. Co sé san xuit: FAREVA Mirabel (dia chi: Route de Marsat, Riom, 63963 Clermont — Ferrand
Cedex 9 - France)

STT | Tén Hoat chat chinh — Ham | Dangbao | Tudi | Tiéu Quy S6 Piang ky Lan
thudc lwong ché tho chuan | cach gia
dong han
goi
112 | Cancidas | Caspofungin (dudi dang | Bot pha 24 NSX Hop1l | VN-20568-17 |01
caspofungin acetate 77,7 | dung dich thang Lo
mg) 70 mg tiém truyén

46.2. Co sé san xuat: Merck Sharp & Dohme Corp., (dia chi: 2778 South East Side Highway,
Elkton, VA 22827 - USA)

Co s& dong géi va xuat xwéng: FAREVA Mirabel (dia chi: Route de Marsat, Riom, 63963 Clermont
— Ferrand, Cedex 9 - France)

STT | Tén Hoat chat chinh — Ham | Dang bao | Tudi Tiéu Quy S6 Piang ky Lan
thudc lwong ché tho chuan | cach gia
dong han
goi
113 | Tienam | Imipenem (dudi dang Bot pha 24 Tiéu Hop 01 | VN-20190-16 |01
imipenem monohydrat) dung dich | Thang | chuén lo; hop
500mg , cilastatin (dudi | tiém nhasan | 25 lo
dang cilastatin natri) truyén XUt
500mg
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46.3. Co sé¢ san xuat: Merck Sharp & Dohme Ltd.
Northumberland, NE23 3JU - United Kingdom)

(dia chs: Shotton Lane, Cramlington,

STT | Tén Hoat chat chinh |‘Dangbao | Tudi the | Tiéu Quy cach | S6 Ping ky Lan
thuoc — Ham lwong che chuan dong goi gia
han
114 | Cozaar Losartan Vién nén 36thang | Nhasan | Hop3vi, |VN-20569-17 |01
100mg potassium 100mg | bao phim Xuat x 10 vién
115 | Cozaar Losartan Vién nén 36thang | Nhasan | Hop2vix | VN-20570-17 | 01
50mg potassium 50mg | bao phim Xuat 14 vién
47. Co s6 dang ky: Micro Labs Limited (d7a chi: No. 31, Race Course Road, Bengaluru - 560 001,
Karnataka - India)
47.1. Co sé san xuat: Micro Labs Limited (dia chi: 92, Sipcot Industrial Complex, Hosur - 635 126,
Tamil Nadu - India)
STT | Ténthudc | Hoat chat chinh— | Dangbao | Tuditho | Tiéu | Quy cach | S6 Ping ky Lan
Ham lwong che chuan | déng géi gia
han
116 | Herperax | Aciclovir 200mg Vién nén 36 Thang | BP Hop 10 vi | VN-18380-14 | 01
x 10 vién;
hop 3 vi X
10 vién
117 | Nugrel Clopidogrel (dudi | Vién nén 36thang | USP | Hop 3vix | VN-19279-15 |01
dang Clopidogrel bao phim 10 vién
bisulfate) 75mg
48. Co sé dang ky: Novartis (Singapore) Pte Ltd (dia chi: 10 Collyer Quay, # 10-01, Ocean
Financial Centre Singapore (049315) - Singapore)
48.1. Co sé san xuat: Ebewe Pharma Ges.m.b.H. Nfg. KG (dia chi: Mondseestrasse 11, 4866
Unterach am Attersee - Austria)
STT | Ténthudc | Hoat chat chinh | Dang bao Tudi the | Tiéu Quy S6 Ping ky Lan
— Ham lwgng che chuan | cach gia
doéng goi han
118 | Alexan Cytarabin 50 mg | Dung dich 24 thang Tiéu Hop 1lo | VN-20580-17 |01
tiém, tiem chuan | 10ml
truyen co SO
119 | Vinorelbin | Vinorelbin (dudi | Dung dich 36 thang | Tiéu Hop 1lo | VN-20582-17 | 01
"Ebewe" dang Vinorelbin dam dac pha chuan 5ml
tartrat) 10mg/ml | dung dich CO SO
tiém truyen
120 | Docetaxel | Docetaxel 10 Dung dich 24 thang | Nha Hop 1lo | VN-17425-13 | 01
"Ebewe" mg/ml dam dac dé san 2ml ,
pha dung xuat Hop 1 lo
dich‘tiém 8mi
truyen
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48.2. Co sé san xuat: Lek S.A (dia chi: Podlipie Str.16, 95-010 Strykow - Poland)

STT | Ténthuéc | Hoat chat chinh — Dang bao | Tudi Tiéu | Quy S6 Ping ky Lan
Ham lwgng che tho chuan | cach gia
doéng goi han

121 | Meglucon Metformin Viénnén |36 NSX | Hop2vi | VN-20288-17 |01

1000 hydrochloride 1000mg | bao phim | thang x 15 vién
48.3. Co sé san xuét: Lindopharm GmbH (dia chi: Neustrasse 82, 40721 Hilden - Germany)
Co sé xuit xwéng: Salutas Pharma GmbH (Pia chi: Otto-von-Guericke-Allee 1, 39179 Barleben -
Germany)
STT | Tén Hoat chat Dang bao ché | Tudi tho | Tiéu Quy cach | S6 Ping ky Lan
thuoc chinh — Ham chuan | dong goi gia
lwong han
122 | ACC 200 | Acetylcystein | Bot pha dung 24 thang | Tiéu Hop 20 goi; | VN-19978-16 | 01
200 mg dich uong chuan Hop 50 goi;
CO SO Hop 100 goi
48.4. Co sé san xuat: Novartis Farmacéutica S.A. (dia chi: Ronda de Santa Maria 158, 08210
Barbera del Vallés Barcelona - Spain)
Co sé xuit xwong: Lek S.A (dia chi: ul. Domaniewska 50 C, 02-672 Warszawa - Poland)

STT | Tén thuéc Hoat chat Dang bao | Tuoi Tiéu Quy cach | S6 Piang ky Lan
chinh — Ham che tho chuan | déng géi gia
lwong han

123 | Valsartan Valsartan Vién nén 36 NSX Hop 2 vix | VN-17721-14 | 01

160mg 160mg bao phim thang 14 vién
48.5. Co sé san xuét: Sandoz GmbH (dia chi: Biochemiestrasse 10, 6250 Kundl - Austria)
STT | Tén thudc | Hoat chéat chinh — Dang bao | Tudi | Tiéu | Quycach | Sé Ping ky Lan
Ham lwong che tho chuan | déng géi gia
han
124 | Curam Amoxicillin (dudi dang | Bot pha 12 Nha Hop1llo | VN-16902-13 |01
1000mg + | Amoxicillin natri) 1000 | dung dich | thang san
200mg mg; Acid clavulanat tiém Xuat
(dudi dang Kali
clavulanat) 200 mg

49. Co sé dang ky: Novartis Pharma Services AG (dia chi: Lichtstrasse 35, 4056 Basel -

Switzerland)

49.1. Co s& san xuét: Alcon Cusi, S.A. (dia chi: Camil Fabra, 58, 08320 El Masnou, Barcelona -

Spain)
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STT | Tén thuéc Hoat chat Dang bao | Tuoi Tiéu | Quycach | Sd Pingky Lan
chinh — Ham che tho chuan | déng géi gia
lwong han

125 | Tobrex Eye Tobramycin Thuég mo 24 NSX | Hop 1 Tuyp | VN-16935-13 |01

Ointment 0,3% tra mat thang x 3,5 gam
49.2. Co s& san xuat: Novartis Farma S.p.A. (dia chi: Via Provinciale Schito 131 80058 Torre
Annunziata (NA) - Italy)

STT | Tén thuéc Hoat chét Dang bao ché | Tudi Tiéu Quy S6 Piang ky Lan
chinh — Ham tho chuan | cach gia
lwgng dong han

goi

126 | Tegretol CR | Carbamazepine | Viénnénbao |24 NSX Hop5 | VN-18777-15 |01

200 200 mg phim gidi thang vix 10
phéng cé kiém vién
soat
49.3. Co sé san xuit: Novartis Pharma Stein AG (dia chi: Schaffhauserstrasse, 4332 Stein -
Switzerland)

STT | Tén thuéc Hoat chét Dangbao | Tudithe |Tiéu |Quy S6 Piang ky Lan
chinh — Ham che chuan | cach gia
lwgng doéng goi han

127 | Afinitor 5mg | Everolimus 5 Vién nén 36 thang NSX | Hop3vi | VN-20043-16 |01
mg x 10 vién

49.4. Co sé san xuat: Novartis Singapore Pharmaceutical Manufacturing Pte. Ltd. (dia chi: 10
Tuas Bay Lane, 637461 Singapore - Singapore)
Co s& dong goi va xuit xwong: Novartis Farma SpA (dia chi: Via Provinciale Schito 131, 80058
Torre Annunziata (NA) - Italy)
STT | Tén Hoat chat chinh - Dang bao | Tudithe | Tiéu Quy S6Pang ky | Lan
thuoc | Ham lwong che chuan | cach gia
dong goi han

128 | Uperio | Sacubitril 48,6mg va Viénnén | 36 thang NSX Hop 2 vi | VN3-48-18 01

100mg | Valsartan 51,4mg (dudi | bao phim X 14 vién
dang muoi phuc hop
sacubitril valsartan natri
113,103mg)

50. Co sé dang ky: Pfizer (Thailand) Limited (dza chi: No. 323 United Center Building, Floors 36th
and 37th, Silom Road, Silom Sub-District, Bang Rak District, Bangkok Metropolis - Thailand)

50.1. Co' s& san xuat: Pfizer Manufacturing Belgium NV (dia chi: Rijksweg 12, 2870 Puurs,
Belgium - Belgium)
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STT | Tén thuéc Hoat chat chinh | Dang | Tuditho | Tiéu | Quy cach Sé Pangky | Lan
— Ham lwgng bao che chuan | déng géi gia
han
129 | Sayana Press | Medroxyprogeste | Hon dich | 36 thang | Nha Hop, 1 dung | VN2-617-17 |01
rone acetate 104 | tiém san cu tiém dong
mg/0,65ml xuat | san thuoc
0,65ml; Hop,
200 dung Cu
tiém don liu
dong san
thuoc 0,65ml
50.2. Co sésan xuat: Wyeth Lederle S.r.l. (dia chi: Via Franco Gorgone Z.1., 95100 Catania (CT) -
Italy)
STT | Ténthudc Hoat chét Dang bao ché | Tudi Tiéu Quy S6 Piang ky Lan
chinh - tho chuan cach gia
Ham lugng doéng goi han
130 | Tygacil Tigecyclin Bot dong kho | 24 NSX Hop 10 | VN-20333-17 |01
50mg pha tiém thang lo
51. Co sé ding ky: Pierre Fabre Medicament (dia chi: 45 Place ABEL GANCE 92100 Boulogne -
France)
51.1. Co sé san xuat: Pierre Fabre Medicament production (dia chi: Aquitaine Pharm International
1, Avenue du Bearn, Idron, 64320 - France)
STT | Ténthudc | Hoat chat chinh— | Dang bao Tudi | Tiéu Quy S6 Ping ky Lan
Ham lwgng che tho chuan | cach gia
doéng goi han
131 | Navelbine | Vinorelbine (dudi Dung dich 36 NSX Hop 10 | VN-20070-16 |01
dang Vinorelbine dam dac dé thang lo1lml
ditartrate) 10mg/ml | pha dung
dich‘tiém
truyen
52. Co sé dang ky: PT. Novell Pharmaceutical Laboratories (dia chi: JI. Pos Pengumben Raya No.
8, Sukabumi Selatan, Kebon Jeruk, Jakarta Barat 11560 - Indonesia)
52.1. Co sé san xuat: PT. Novell Pharmaceutical Laboratories (dia chi: JI. Wanaherang No. 35,
Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia)
STT | Tén Hoat chat chinh — | Dangbao | Tudithe | Tiéu | Quy S6 Piang ky Lan
thuoc Ham lwgng che chuan | cach gia
doéng goi han
132 | Haiblok | Bisoprolol Vién nén 24thang | TCCS | Hop3vi | VN-19731-16 |01
hemifumarate 5mg bao phim x 10 vién
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53. Co sé dang ky: Sakar Healthcare Limited (dia chi: Block No.: 10 — 13, Sarkhej-Bavla Highway,
Changodar, Dist. Ahmedabad-382 213 - India)

53.1. Co sé san xuit: SAKAR HEALTHCARE LIMITED (dia chi: Block No.: 10 — 13, Sarkhej-
Bavla Highway, City: Changodar 382213, Dist. Ahmedabad, Gujarat State - India)

STT | Ténthuéc | Hoat chat chinh — Dangbao | Tudi | Tiéu | Quy S6 Piang ky Lan
Ham lwong ché tho chuan | cach gia
dong han
goi
133 | Cefax - 250 | Cefalexin (dudi dang Vién nang 24 BP Hop 10 | VN-18078-14 | 01
capsule cefalexin monohydrate) | cing thang vix 10
250 mg Vién

54. Co sé dang ky: Sanofi-Aventis Singapore Pte. Ltd. (dia chi: 38 Beach Road #18-11, South
Beach Tower, Singapore (189767) - Singapore)
54.1. Co'sé san xuat: Sanofi S.p.A. (dia chi: Via Valcanello, 4 - 03012 Anagni (FR) - Italy)

STT | Tén thudc | Hoat chat chinh | Dang bao Tudi | Tieu | Quy cach S6 Piang ky Lan
— Ham lwong ché tho chuan | déng géi gia
han
134 | Targosid Teicoplanin Bot dong kho | 36 TCCS | Hop, 1 lo bot | VN-19906-16 | 01
400mg pha tiém thang dong kho + 1
dng nuéc cat
pha tiém 3ml

54.2. Co sé san xuit: SANOFI WINTHROP INDUSTRIE (dia chi: 1, rue de la Vierge, Ambarés et
Lagrave, 33565 Carbon Blanc Cedex - France)

STT | Tén thuéc Hoat chat chinh— | Dangbao | Tuéi | Tiéu | Quy S6 Ping ky Lan
Ham lwong ché tho | chuan | cach gia
doéng goi han
135 | Plavix Clopidogrel Vién nén 36 NSX |[Hop3vi | VN-18879-15 |01
hydrogen sulphate bao phim thang x 10
391,5 mg tuong Vién
duong vai
Clopidogrel base
300 mg
136 | Depakine Natri valproate Vién nén 36 NSX |[Hopllo | VN-16477-13 | 01
Chrono 333,00 mg; Acid bao phim thang x 30 vién
valproic 145,00 mg | phong thich
kéo dai
137 | CoAprovel ® | Irbesartan 300 mg; Vién nén 36 NSX | Hop2vi | VN-17392-13 | 01
300/12.5 mg | Hydrochlorothiazide | bao phim thang X 14 vién
12,5 mg

55. Co sé dang ky: Santen Pharmaceutical Asia Pte. Ltd. (dia chi: 6 Temasek Boulevard, #37-01,
Suntec Tower Four, Singapore 038986 - Singapore)
55.1. Co sé san xuét: Santen Pharmaceutical Co., Ltd. - Nha may Noto (dia chi: 2-14, Shikinami,
Hodatsushimizu-cho, Hakui-gun, Ishikawa - Japan)
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STT | Ténthudc | Hoatchétchinh | Dang bao | Tuditho | Tieu | Quycach | S6 Ping ky Lan
— Ham lwgng che chuan | déng géi gia
han
138 | Sanlein 0,1 | Natri hygluronat Dung Qich 36 Thang Tiéq Hopllox | VN-17157-13 |01
tinh khiet nho mat chuan | 5ml
5mg/5ml CO SO
139 | Sanlein Natri hyaluronat | Dung dich | 36 thang | JP 17 | HOp 1 Tdix | VN-19739-16 |01
Mini 0.3 tinh khiet 1,2 mg/ | nho mat 10vix 10
0,4ml Lox 0,4 ml;
Hop 1 Tai x
03vix 10
Lox 0,4 ml
140 | Cravit 1.5% | Levofloxacin Dung dich | 36 Thang | Tiéu | hop1lox5 | VN-20214-16 | 01
hydrat 75mg/5ml | nhé mat chuan | ml
CO SO
56. Co s6 dang ky: SRS Life Sciences Pte. Limited (d7a chi: 71 Robinson Road, # 14-01, Singapore
(068895) - Singapore)
56.1. Co sé san xuit: Bharat Parenterals Ltd. (dia chi: Survey No. 144 & 146, Jarod Samlaya Road.,
Tal-Savli, City: Haripura., Dist: Vadodara, Gujarat - India)
STT | Ténthudc | Hoat chat chinh | Dang bao Tubi Tiéu | Quycach |Sb Pingky Lan
— Ham lwgng che tho chuan | dong géi gia
han
141 | Recosan Celecoxib 200 mg | Vién nang 24 NSX | Hop3vix | VN-19356-15 |01
200 cang thang 10 vién
142 | Sanflox Levofloxacin Dung (ﬁch 24 NSX | Hop1llo VN-19357-15 | 01
hemihydrate nho mat thang
tuong duong voi
Levofloxacin
25mg/ 5mi
57. Co sé dang ky: Sun Pharmaceutical Industries Ltd (gia ch:: UB Ground, 5 & AMP; 6th floors,
Sun House, CTS No. 201 B/1, Ram Nagar, Western Express Highway, Goregaon East, Mumbai,
400063, Maharashtra - India)
57.1. Co sé san xuit: Sun Pharmaceutical Industries Limited (dia chi: Village Ganguwala, Paonta
Sahib-173025, District Sirmour, Himachal pradesh - India)
STT | Ténthudc | Hoatchétchinh— | Dang bao Tudi | Tiéu | Quy cach | S6 Piang ky Lan
Ham lwong che tho chu | déng goi gia
an han
143 | Raciper Esomeprazole (dudi | Vién nén bao | 24 NSX | Hop 2 vi x | VN-16033-12 | 01
40mg dang Esomeprazole | phim khang | thang 7 Vién;
magnesium v6 dinh | acid da day Hop 4 vi X
hinh) 40 mg 7 vién
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144 | Raciper Esomeprazole (dudi | Vién nén bao | 24 NSX | Hop 2 vix | VN-16032-12 |01
20mg dang Esomeprazole | phim khang | thang 7 Vién;
magnesium vo dinh~ | acid da day Hop 4 vi x
hinh) 20 mg 7 vién
58. Co sé dang ky: Tedis (gia chi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette - France)
58.1. Co sé san xuit: Recordati Industria Chimica e Farmaceutica S.p.A. (dia chi: Via Matteo
Civitali, 1-20148 Milano((Ml) - Italy)

STT | Ténthudc | Hoat chat chinh — Dang bao | Tudi Tiéu Quy cach S6 Pang | Lan
Ham lwgng che tho chuan | dong goi ky gia

han

145 | Zanedip Lercanidipine HCI1 10 | Viennén | 36 NSX Hop 2 vi x VN- 01

10mg mg tuong tng bao phim | thang 14 vién 18798-15
Lercanidipine 9,4 mg
59. Co s&¢ dang ky: Torrent Pharmaceuticals Limited (dia ch:: Torrent House, Off Ashram Road,
Ahmedabad 380009, Gujarat - India)
59.1. Co sé san xuét: Torrent Pharmaceuticals Ltd (dia chi: Indrad- 382 721, Tal: Kadi, City:
Indrad, Dist: Mehsana - India)

STT | Ténthuéc | Hoat chat Dangbao | Tuoi | Tiéu | Quy cach S6 Piang ky Lan
chinh — Ham che tho chuan | déng goi gia
lwgng han

146 | Deplat Clopidogrel Vién nén 24 NSX | Hop3vix10 |VN-18582-14 |01
(dudi dang bao phim thang vién, Alu Alu
Clopidegrel Blister strips
bisulfat) 75 mg

147 | Torolan 5 Olanzapine 5 Vién nén 36 NSX | Hop3vix10 | VN-16400-13 |01
mg khong bao | thang vién, Alu Alu

phan tan
trong miéng
148 | Torsartan Olmesartan Vién nén 24 NSX | Hop10vix10 | VN-17614-13 |01
40 medoxomil bao phim thang vién, Alu Alu
40mg Blister strips

149 | Androz-50 | Sildenafil (duéi | Vién nén 24 NSX | Hop3vix10 |VN-17605-13 |01
dang Sildenafil | bao phim thang vién, Alu-Alu
citrat) 50 mg Blister strips;

Hop1lvix4
vién, Alu-

PVC/PVDC
Blister strips

150 | Tormita 100 | Topiramate 100 | Vién nén 24 NSX | Hop 10 vi 10 VN-17611-13 | 01
mg bao phim thang Vién

60. Co so¢ dang ky: TROIKAA PHARMACEUTICALS LTD. (dia chi: Commerce House-1, Satya

Marg, Bodakdev, Ahmedabad — 380 054 - India)
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60.1. Co' sé san xuat: TROIKAA PHARMACEUTICALS LTD (dia chi: C-1, Sara Industrial
Estate, Selaqui, Dehradun-248197, Uttarakhand - India)

STT | Ténthuéc | Hoat chat Dang Tudi | Tiéu | Quy cach déng géi | SO Piang ky Lan

chinh — Ham { bao ché | the chuén gia
lwgng han
151 | Telmikaa Telmisartan | Viénnén | 24 NSX | Hop x 3vi x 10 vién, | VN-16921-13 | 01
40 40mg thang Vi nhdm vai 14

nhdém nhan 155 mm
X 0,04 mm va la
nhdm c6 in chir 155
mm x 0,04 mm.

61. Co sé diang ky: Worwag Pharma GmbH & Co. KG (dia chi: Calwer StraRe 7, 71034 Boblingen

- Germany)
61.1. Cosé san xuat: Dragenopharm Apotheker Pischl GmbH (dia chi: GéllstraRe 1, 84529

Tittmoning - Germany)

STT | Tén thuéc Hoat chat chinh | Dangbao | Tuoi | Tiéu Quy cach | S6 Ping ky Lan
— Ham lwong che tho chuan | déng goi gia
han
152 | Milgamma Benfotiamine 150 | Vién bao 36 TCCS | Hop3vix | VN-18480-14 |01
mono 150 mg duong thang 10 vién

62. Co s6 dang ky: Zuellig Pharma Pte. Ltd. (dia chi: 15 Changi North Way, #01-01, Singapore
(498770) - Singapore)
62.1. Co sé san xuét: AstraZeneca AB (dia chi: SE-151 85 Sodertalje - Sweden)

STT | Tén thuéc | Hoat chét chinh — Dang bao | Tudi Tiéu | Quy S6 Ping ky Lan
Ham lwrong ché tho chuan | cach gia
doéng goi han
153 | Losec Omeprazol (dudi dang | Viénnén | 36 NSX | Hop2vi | VN-19558-16 |01
Mups omeprazol magnesi) khang dich | thang X 7 vién
20mg da day

62.2. Co sé san xuat: LEO Laboratories Ltd (dia chi: 285 Cashel Road, Crumlin, Dublin 12, D12
E923 - Ireland)

STT | Tén Hoat chat chinh — Ham | Dang Tudi | Tieu | Quycach | S6 Ping ky Lan
thudc lwong baoché |the |chuan | dong géi gia
han
154 | Daivobet | Mdi gam chua Calcipotriol | Thubc 24 NSX | Hopl VN-20354-17 | 01
(dudi dang Calcipotriol mao thang tuyp x 15
monohydrate 52,2 mcg) gam; Hop
50mcg; Betamethasone 1 tuyp X
(dudi dang Betamethasone 30 gam
dipropionate 0,643mg) 0,5
mg
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Phu luc 11

DANH MUC 15 THUOC NUOGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 110

(Ban hanh kém theo quyér dinh sé: ..573....../0P-QLD, ngay 23../09./.2022 ciia Cuc Qudn Iy Dwoc)

1. Co sé diang ky: Baxter Healthcare (Asia) Pte. Ltd. (gia chi: 150 Beach Road, #30-01/08 Gateway
West, 189720 - Singapare)
1.1. Co sé san xuat: Baxter Oncology GmbH. (dia chi: Kantstrasse 2, 33790 Halle - Germany)

STT | Tén thudc | Hoat chat chinh — | Dang bao Tudi the | Tieu | Quycach | S6 Pangky | Léan
Ham lwong che chuan | déng goi gia
han

1 Holoxan Ifosfamide 1 gam Bot phatiém | 48thang | NSX | Hop1lo VN-9945-10 |01

2. Co s6 dang ky: Boehringer Ingelheim International GmbH (dia chi: Binger StralRe 173, 55216
Ingelheim Am Rhein - Germany)

2.1. Co s& san xuét: Boehringer Ingelheim Pharma GmbH & Co. KG (dia chi: Binger Str. 173,
55216 Ingelheim am Rhein - Germany)

STT | Ténthudc | Hoat chatchinh— | Dangbao | Tudi Tiéu Quy cach | S6Pangky | Lan

Ham lwong che tho chuan | dong goi gia
han

2 Giotrif Afatinib (Duéi dang | Vién nén 36 NSX Hop 4 vi x | VN2-604-17 | 01
Afatinib dimaleate) | bao phim thang 7 vién
50mg

3 Giotrif Afatinib (Duéi dang | Vién nén 36 NSX Hop 4 vi x | VN2-603-17 | 01
Afatinib dimaleate) | bao phim thang 7 vién
40mg

4 Giotrif Afatinib (Duéi dang | Vién nén 36 NSX Hop 4 vi x | VN2-602-17 | 01
Afatinib dimaleate) | bao phim thang 7 vién
30mg

3. Co s& ding ky: COng ty c6 phan dwoc pham Pha No (dia chi: 9 Ho Biéu Chdnh, Phwong 11,
Qudn Pha Nhugn, TP. Hé Chi Minh - Viét Nam)

3.1. Co sé san xuat: Laboratorios Normon, S.A. (dia chi: Ronda de Valdecarrizo, 6, 28760 Tres
Cantos (Madrid) - Spain)

STT | Tén thuéc Hoat chat Dang bao | Tuoi the | Tiéu Quy cach | S6 Pangky | Lan
chinh — Ham che chuan | dong géi gia
lwong han

5 Pecabine Capecitabin 150 | Vién nén 30 thang | NSX Hop 6 vi x | VN3-115-19 | 01

150mg mg bao phim 10 vién
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4. Co sé diang ky: Cong ty TNHH Novartis Viét Nam (dia chi: Phong 1001, lau 10, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phwong 06, Qudn 3, Thanh phé Hé Chi Minh - Viét Nam)

4.1. Co s& san xuat: Novartis Pharma Stein AG (dia chi: Schaffhauserstrasse, 4332 Stein -
Switzerland)

Co s& dong géi: Novartis Pharma Produktions GmbH (d/c: Oflinger Str. 44, 79664 Wehr -

Germany)
STT | Tén thuéc Hoat chat chinh | Dangbao | Tudithe | Tiéu |Quycach | S6Pingky |Lan
— Ham lwong che chuan | déng goi gia
han
6 Jadenu 90 mg | Deferasirox 90 Viénnén | 36 thang NSX | Hop3vix | VN3-173-19 |01
mg bao phim 10 vién;
Hop 9 vi X
10 vién

5. Cos¢ dang ky: F.Hoffmann - La Roche Ltd (dia chi: Grenzacherstrasse 124, 4058 Basel -

Switzerland)
5:1. Co sé san xuat: F. Hoffmann-La Roche Ltd. (dia chi: Grenzacherstrasse 124, CH-4070 Basel

- Switzerland)

STT | Tén Hoat chat chinh — Ham | Dang bao | Tudi Tiéu Quy S6 Ping ky Lan
thuéc lwong ché tho chuin | cach gia
dong han
goi
7 Tarceva | Erlotinib hydrochloride | Viénnén |48 NSX Hop3 | VN-11868-11 |01
163,93 mg (twong duong | bao phim | thang vi x 10
véi 150mg Erlotinib) vién

6. Co'sé dang ky: Les Laboratoires Servier (dia chi: 50 rue Carnot, 92284 Suresnes Cedex - France)
6.1. Co sé san xuit: Les Laboratoires Servier Industrie (dia chi: 905, Route de Saran, 45520 Gidy

- France)
STT | Tén thuéc Hoat cht chinh— | Dangbao | Tudi | Tiéu Quy S6 Pangky | Lan
Ham lwong che tho chuan | cach gia
dong géi han
8 Triveram Atorvastatin (dudi Viénnen |24 NSX Hop 1lo | VN3-162-19 |01
20mg/10mg/5 | dang Atorvastatin bao phim | thang 30 vién
mg calci trihydrate

21,64 mg) 20 mg;
Perindopril arginin
(twong duong
Perindopril 6,79 mg)
10 mg; Amlodipine
(dudi dang
Amlodipine besilate
6,935 mg) 5 mg;
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Triveram

Omg

20mg/10mg/1

Atorvastatin (dudi
dang Atorvastatin
calci trihydrat 21,64
mg) 20 mg;
Perindopril arginin
(twong duong

10 mg; Amlodipine
(dudi-dang
Amlodipine besilate
13,87 mg) 10 mg

Perindopril 6,79 mg)

Vién nén
bao phim

24
thang

NSX

Hop 1 1o
30 vién

VN3-161-19

01

10

Triveram

Omg

40mg/10mg/t

Atorvastatin (dudi
dang Atorvastatin
calci trihydrate
43,28 mg) 40 mg;
Perindopril arginin
(twong duong

10 mg; Amlodipine
(dudi dang
Amlodipine besilate
13,87 mg) 10 mg

Perindopril 6,79 mg)

Vién nén
bao phim

24
thang

NSX

Hop 1 lo
30 vién

VN3-164-19

01

11

Triveram

mg

20mg/5mg/5

Atorvastatin (dudi
dang Atorvastatin
calci trihydrat 21,64
mg) 20 mg;
Perindopril arginin
(twong duong
Perindopril 3,395
mg) 5 mg;
Amlodipine (dudi
dang Amlodipine
besilate 6,935 mg) 5
mg;

Vién nén
bao phim

24
thang

NSX

Hop 1 1o
30 vién

VN3-163-19

01

7. Co sé dang ky: Lundbeck Export A/S (dia chi: Ottiliavej 9, DK-2500 Valby - Denmark)

7.1. Co sé san xuat: Rottendorf Pharma GmbH - Germany (dia chi: Ostenfelder Strasse 51-61 D-
59320 Ennigerloh - Germany)
Co sé ddng goi: Merz Pharma GmbH & Co. KgaA (dia chi: Ludwigstrasse 22, D-64354 Reinheim

- Germany)

Co sé xuat xwong: H. Lundbeck A/S (dia chi: Ottiliavej 9, 2500 Valby - Denmark)

STT

Tén thuéc

Hoat chat chinh —
Ham lugng

Dang bao
che

Tudi
tho

Tiéu
chuan

Quy cach
dong goi

S6 Ping ky

Lan
gia
han

12

Ebixa

Memantin 16,62mg
(dudi dang Memantin
hydrochlorid 20mg)

Vién nén
bao phim

48
thang

TCCS

Hop 04 vi
X 14 vién

VN3-96-18

01
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13 Ebixa Memantin 8,31mg Viénnén |48 TCCS | HopO4vi | VN3-95-18 | 01
(dudi dang Memantin bao phim | thang X 14 vién
hydrochlorid 10mg)

8. Co so dang ky: Novartis Pharma Services AG (dia ch:: Lichtstrasse 35, 4056 Basel - Switzerland)
8.1. Co sé san xuét: Novartis Farma S.p.A. (dia chi: Via Provinciale Schito, 131, Torre Annunziata
(NA) - Italy)

STT | Tén thudc | Hoat chat chinh — | Dang bao | Tudi Tiéu Quy cach | S6 Ping ky Lan
Ham lwong ché tho chuan | déng goi gia
han
14 Voltaren Natri diclofenac 75 | Vién nén 36 NSX Hop 10 vi | VN-11972-11 |01
mg phdng thich | thang x 10 vién
cham

9. Co s6 dang ky: SUN PHARMACEUTICAL INDUSTRIES LTD (dia chi: UB Ground, 5 &
AMP; 6th floors, Sun House, CTS No. 201 B/1, Ram Nagar, Western Express Highway, Goregaon
East, Mumbai, 400063, Maharashtra - India)

9.1. Co s& san xuét: Sun Pharmaceutical Industries Ltd. (dia chi: Halol-Baroda Highway, Halol-
389 350, Dist. Panchmahal, Gujarat State - India)

STT | Ténthudc | Hoat chatchinh— | Dangbao | Tuditho | Tieu | Quycach | S6Pingky |Lan
Ham lwong che chuan | dong goi gia
han
15 Zolotraz Anastrozole 1mg Vién nén 36 thang | USP 43 | Hop 2 vi x | VN2-587-17 | 01
bao phim 14 vién

Trang 4
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