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QUYET PINH

) Véviée ban hanh danh muc 54 thudc nwéc ngoai )
dwoc cap, gia-han giay dang ky lwu hanh tai Viét Nam - Dot 109 bo sung

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 cdu té chire ciia Cuc Qudn 1y
Duegc thude Bo Y té;

~ Can cir Thong te 6 32/2018/TT-BYT ngay 12/11/2018 ciia Bo truong Bo Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc,

~ Can cur Thong tu 6 29/2020/TT-BYT ngay 31/12/2020 cua B¢ truong Bo Y
te swra doi, bo sung va bai bo mét s6 van ban quy pham phap ludt do B9 truong
Bo Y té ban hanh, lién tich ban hanh;

Can cir ¥ kién cia Hoi dong tw van cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thuéc - Bo Y té;

Theo dé nghi ciia Trudng phong Pang ky thuéc - Cuc Qudn Iy Duorc.
QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 54 thuég nudc
ngoai duoc cap, gia han giay dang ky Iuu hanh tai Viét Nam - Dot 109 bo sung,
bao gom:

1. Danh muc 41 thudc nudc ngoai dugc cap gidy ding ky luu hanh hiéu
lye 05 nam - Dot 109 bd sung (tai Phu luc | kém theo). Cac thudc tai Danh muc
nay cé so dang ky véi ky hiéu VN-...-22 va hiéu luc 05 nam ké tir ngay ky ban
hanh Quyét dinh nay.

2. Danh muc 06 thubc nudc ngoai duoc cap gidy dang ky luu hanh hiéu
luc 03 nam - Pot 109 bd sung (tai Phu luc 11 kém theo). Cac thudc tai Danh muc
nay c6 sd dang ky v6i ky hiéu VN3-...-22 va hiéu lyc 03 nim ké tir ngay ky ban
hanh Quyét dinh nay.

3. Danh muc 07 thudc nudc ngoai dugc gia han gidy dang ky luu hanh tai
Viét Nam - Dot 109 b6 sung (tai Phu luc III kém theo). Cac thude tai Danh muc
nay duogc giit nguyén thong tin sb diang ky di cap va c6 hiéu lyc 05 nam ké tur
ngay ky ban hanh Quyét dinh nay.

Diéu 2. Co sé san xuat va co s¢ dang ky thudc co6 trach nhiém:



1. Cung cap thudc vao Viét Nam theo dung cac hd so tai liéu da dang ky
véi BO Y té va phai in hoac dan so dang ky dugc BO Y t€ cap Ién nhan thuoc.

2. Chap hanh day du phap luat ciia nudc CHXHCN Viét Nam va cac quy
dinh cia BO Y té vé nhap khau thudc va luu hanh thude tai Viét Nam, néu c6 bat
ctr thay ddi gi trong qua trinh luu hanh thudc & nude so tai va & Viét Nam thi
phai bao cao ngay cho Cuc Quan 1y Duoc - Bd Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chét luong cua thudc theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y t€ quy
dinh vé chat lugng thudc, nguyén liéu lam thude.

4-Cap nhat nhan thudc va t& hudng dan st dung thude theo quy dinh tai
Thong tw 01/2018/TT-BYT ngay 18/01/2018 cua Bo truéng Bo Y té quy dinh
ghi-nhan thudc, nguyén liéu 1am thudc va td huéng dan st dung thude theo hinh
thic thay dbi, bd sung gidy ding Ky luu hanh thudc quy dinh tai Thong tu
32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y té d6i voi thude chua
cap nhat ndi dung nhan thude, to huéng dan sir dung thudc theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudéng Bo Y té, cu thé nhu
Sau:

a) D6i v6i thude thude danh muc thube doc va nguyén lidu doc lam thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua B¢ trudong B
Y té vé viéc ban hanh danh muc thudc doc va nguyén liéu doc lam thude: chi
dugc luu hanh sau khi dugc Cuc Quan 1y Dugc phé duyét ndi dung cap nhat
nay.

b) Bdi véi cac thude khac phai thyc hién viéc cap nhat nay trong thoi han
06 thang ké tir ngay duoc cip, gia han gidy diang ky luu hanh.

5. Sau 06 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude dugc
gia han g1ay dang ky luu hanh tai Phy luc 111 6 thay d6i vé noi dung hanh chinh
(bao gom cd mdau nhan va to huedng dan siv dung) phai nhap khau, luu hanh véi
c4c noi dung da dugc phé duyét thay doi trong hd so dang ky gia han.

6. Phoi hop véi céc co so diéu tri dé thyc hién theo dung cac quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khéng mong
mudn cta thude trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai
Diéu 5 Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bo truéng B Y té
quy dinh viéc dang ky luu hanh thubc, nguyén liéu lam thudc dbi véi cac thude
thudéc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay (cac sb dang
ky voi ky hi¢u VN3-...-22).

7. Co s0 dang ky phai dam bao duy tri diéu kién hoat dong cua co so dang
ky trong thoi gian hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu 1am
thudc. Trong trudng hop khong con dap ung du diéu kién hoat dong, co so dang
ky phai c6 trach nhiém thyc hién thay d6i co s¢ dang ky theo quy dinh tai Thong
tu s0 32/2018/TT-BYT ngay 12/11/2018 cua B truong Bo Y té trong thoi han
30 ngay ké tir ngdy co sé dang ky khong con du diéu kién hoat dong.



8. Co so dang ky thuéc phai bao cao B0 Y té vé cdp nhat tinh trang dap
tmg Thyc hanh tbt san Xuat cia co sO san xuat thude, nguyén licu lam thudc.
Truong hop co s6 san xuat bi thu hdi gidy phép san xuat hodc khong dap tmg
Thuc hanh t6t san xuat thudc, nguyén liéu 1am thubc ¢ nudc so tai, co sd phai
thuc hién viéc bao cdo trong thdi han 15 ngay ké tir ngay c6 thong béo cua co
quan quan 1y c6 tham quyén nudc so tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi
tiét mot s6 diéu va bién phép thi hanh Luat Duoc.

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

Piéu 4. Giam dbc S6'Y té cac tinh, thanh phd truc thudc trung wong, giam
doc nha san xuat va co s& dang ky c6 thuoc tai Pieu 1 chiu trach nhi¢m thi hanh
Quyét dinh nay./.
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Phu luc |

DANH MUC 41 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 109 BO SUNG

(Ban hanh kém theo quyér dinh sé:...372...../OP-QLD, ngay 23./09./2022 cia Cuc Qudn Iy Duoc)

1. Cong ty dang ky: AR TRADEX Private Limited (b/c: Unit No. 11 Block H, Wegmans Prinston Plaza,
Sector 18, Rohini, North West Delhi 110089 - India)

1.1 Nha san xuat: Zim Laboratories Limited (B/c: B-21/22, MIDC Area, Kalmeshwar, Nagpur 441501,
Maharashtra State - India)

. At chinh - 30 |Tudi | Tie : £ Lo
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy ca(fh $6 ding ky
Ham lrgng ché tho | chuan dong goi
1 |Walasa 80 Telmisartan 80mg Vién nén 36 |[USP [Hop 3vix 10 VN-23101-22
thang [43 vién

2. Cong ty dang ky: Aspen Pharmacare Australia Pty Ltd. (B/c: 34-36 Chandos St, St Leonards, NSW 2065
- Australia)

2.1 Nha san xuét: Ever Pharma Jena GmbH (B/c: Otto-Schott-Str.15, 07745 Jena - Germany)
Co sé dong géi thir cAp: Ever Pharma Jena GmbH (P/c: Brusseler Str. 18, 07747 Jena, Germany)

; 4t chinh - 30 |Tudi | Tie ; e

STT Tén thube Hoat Fhat chinh Dang E)ao Tleg Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan déng goi

2 |Deca-Durabolin Nandrolone decanoate [Dung dich 36 |[NSX |Hop 16ng1 ml VN-23102-22

50mg/mll tiém dau thang

3. Cong ty dang ky: AstraZeneca Singapore Pte., Ltd. (P/c: 10, Kallang Avenue #12-10 Aperia, Singapore
339510 - Singapore)

3.1 Nha san xuét: AstraZeneca AB (P/c: Gartunavagen, SE-15185 Sodertalje - Sweden)

; 4t chinh - 30 |Tudi | Tie ; e
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan déng goi
3 |Brilinta Ticagrelor 60 mg Viénnén bao | 36 |NSX [Hop 6 vi x10 VN-23103-22
phim thang vién

Trang 1



4. Cong ty dang ky: Aurobindo Pharma Limited (B/c: Plot No. 2, Maithrivihar, Behind Maithri Vanam
Ameerpet, Hyderabad - India)

4.1 Nha san xuét: Aurobindo Pharma Limited (P/c: Unit - VII, SEZ, TSIIC, Plot No.S1, Survey No's:
411/P, 425/P, 434/P, 435/P & 458/P, Green Industrial Park, Polepally Village, Jedcherla Mandal,
Mahaboobnagar District, Telangana State - India)

. 4t chinh - a0 |Tubi | Tie 2 £ Lo
STT Tén thube Hoat fhat chinh Dang E)ao TIElA:I Ql’Jy cacfh $6 diing ky
Ham legng ché tho | chuan dong goi
4 |Olangem OD 10 Olanzapine 10mg Vién nén 24 INSX [Hop 4 vix 7 vién| VN-23104-22
phan tan trong|thang
miéng
5 [Olangem OD 15 Olanzapine 15mg Vién nén 24 INSX [Hop 4 vix 7 vién| VN-23105-22
phan tan trong|thang
miéng
6 [Olangem-OD 20 Olanzapine 20mg Vién nén 24 INSX [Hop 4 vix 7 vién| VN-23106-22
phan tan trong|thang
miéng
7 |Olangem OD 5 Olanzapine 5mg Vién nén 24 INSX [Hop 4 vix 7 vién| VN-23107-22
phan tan trong|thang
miéng
5. Cong ty dang ky: Baroque Pharmaceuticals Private Limited (b/c: D-403, Titanium Square,
S.G.Highway, Thaltej, Ahmedabad, Ahmedabad-380054, Gujarat State - India)
5.1 Nha san xuét: Baroque Pharmaceuticals Pvt. Ltd. (B/c: 192/2&3, 190/1 & 202/9, Sokhada-388 620
Tal-Khambhat, Dist- Anand, Gujarat state - India)
; 4t chinh - 30 |Tudi | Tie ; e
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan déng goi
8 [Benimox 250 Amoxiccilin (dudi Vién nang 24 INSX [Hop 10 vix 10 VN-23108-22
dang Amoxicilin cliing thang vién
trihydrat) 250 mg
9 |[Benimox 500 Amoxiccilin (dudi Vién nang 24 [NSX [Hop 10 vix 10 VN-23109-22
dang Amoxicilin cing thang vién
trihydrat) 500 mg
10 [Nurog 150 Pregabalin 150 mg Vién nang 24 [NSX [Hop 3vix 10 VN-23110-22
cing thang vién
6. Cong ty ding ky: Cong ty C6 phan Dugc Pai Nam (B/c: 270A Ly Thuong Kiét, Phuong 14, Qudn 10,
TP. Ho Chi Minh - Viét Nam)
6.1 Nha san xuét: Laboractorios Normon S.A. (P/c: Ronda de valdecarrizo, 6 Tres cantos 28760 Madrid -
Spain)
; 4t chinh - 30 |Tudi | Tie ; e
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan déng goi
11 |Simeticone Normon 40 mg|Simeticon 40mg Vién nén nhai| 36 [NSX [Hop 11030 vién| WVN-23111-22
chewable tablets thang

Trang 2




7. Cong ty ding ky: Cong ty Co phan Dwge MK Viét Nam (B/c: O dat sé 42, 10 dat TT-A2, khu dé thi thanh
phé Giao Luu, phwong C6 Nhué 2, qudn Bdc Tir Liém, thanh phé Ha Ngi - Viét Nam)

7.1 Nha san xuét: Farmaprim LTD (P/c: 5 Crinilor street, Village Porumbeni, Criuleni reg., MD-4829 -

Moldova)
; 4t chinh - 30 |Tudi | Tie ; e
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan déng goi
12 |Zinmost 500 Mesalazin 500mg Vién dat truc | 36 [NSX |Hop 2 vix 7 vién| VN-23112-22
trang thang

8. Cong ty ding Ky: Cong ty ¢6 phan dwoc pham Otsuka Viét Nam (P/c: S6 27, dwong 3A, KCN Bién Hoa
I, phuong Long Binh, Tp. Bién Hoa, tinh Dong Nai - Viét Nam)

8.1 Nha san‘xuét: PT. Otsuka Indonesia (P/c: JI. Sumber Waras No. 25, Lawang, Malang 65216 -

Indonesia)
Tén £ X Dang bao | Tudi| Tiéu | Quy cach Ao

STT thube Hoat chat chinh - Ham lwgng ché tho chuéin dong goi So ding ky
13 |Bfluid ~ [Moi tii S00ml c6 2 ngan chira: 150ml ngan Dung dich | 24 [NSX [TGinhya VN-23113-22

trén: A(_:etyl cysteine 0,20_29; Glycine 0,885gq; tiém truyén thang mém 2 ngan

L-Alanine 1,200g; L-Arginine 1,575g; L- . B

Aspartic acid 0,150g; L-Glutamic acid 0,150g; |h mach 500 ml (ngan

L-Histidine 0,750g; L-Isoleucine 1,200g; L- trén 150ml,

Leucine 2,100g; L-Lysine hydrochloride ngan dudi

1,965g; L-Methionine 0,585g; L-Phenylalanine 350ml) va

1,050g; L-Proline 0,750g; L-Serine 0,450g; L- 1000ml (ngin

Threonine 0,855g; L-Tryptophan 0,300g; L- trén 300ml

Tyrosine 0,075g; L-Valine 1,200g; Dibasic . L.

Potassium phosphate 0,501g; Dibasic Sodium ngén duoi

phosphate hydrate 0,771g; Sodium citrate 700ml)

hydrate 0,285g; Sodium L-Lactate 1,145g;
350ml ngan dudi: Calci chloride hydrate
0,184g; Glucose 37,499¢g; Magnesium sulfate
hydrate 0,308g; Potassium chloride 0,317g;
Thiamine hydrochloride 0,960mg; Zinc sulfate
hydrate 0,700 mg;

MBJi ti 1000ml c6 2 ngan chira: 300ml ngan
trén: Acetyl cysteine 0,404g; Glycine 1,770g;
L-Alanine 2,400g; L-Arginine 3,150g; L-
Aspartic acid 0,300g; L-Glutamic acid 0,300g;
L-Histidine 1,500g; L-Isoleucine 2,400g; L-
Leucine 4,200g; L-Lysine hydrochloride
3,930g; L-Methionine 1,170g; L-Phenylalanine
2,100g; L-Proline 1,500g; L-Serine 0,900g; L-
Threonine 1,710g; L-Tryptophan 0,600g; L-
Tyrosine 0,150g; L-Valine 2,400g; Dibasic
potassium phosphate 1,002g; Dibasic Sodium
phosphate hydrate 1,542g; Sodium citrate
hydrate 0,570g; Sodium L-Lactate 2,290g;
700ml ngan duoi: Calci chloride hydrate
0,368g; Glucose 74,998¢g; Magnesium sulfate
hydrate 0,616g; Potassium chloride 0,634g;
Thiamine hydrochloride 1,920mg; Zinc sulfate
hydrate 1,400mg.

Trang 3



9. Cong ty ding ky: Cong ty ¢6 phan dwoce pham trung wong CPC1 (B/c: S6 87 Nguyén Vin Tréi, phuwong
Phuong Liét, qudn Thanh Xuan, Ha Ngi - Viét Nam)

9.1 Nha san xuét: Remedica Ltd. (£/c: Building 5 &10, Aharnon Street, Limassol Industrial Estate, 3056
Limassol - Cyprus)

. At chinh - 0 |Tuoi | Tie : PO
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan déng goi
14 |Capecitabine 500mg Capecitabine 500 mg |Vién nén bao | 24 |TCCS |[Hép 12 vix 10 VN-23114-22
phim thang vién

10. Cong ty dang ky: Cong ty TNHH Dwoc pham Rong Vang (B/c: Phong 4A, Toa nha song

Pa, ngd 165 Cau Gidy, phurong Dich Vong, Qudn Cdu Gidy, Ha Ngi. - Viét Nam)

10.1 Nha san xuit: Precise Chemipharma Pvt. Ltd. (B/c: Gut No. 215/1 & 215/2, Khatwad Phata, At Post
Talegaon, Taluka Dindori, Nashik 422202 Maharashtra State - India)

ST Tén thube Hoat ‘chf)t chinh- | Dang E)ao Tudi Tiég Quy céch $6 diing ky
Ham lwgng ché tho | chuan déng goi

15 |Prukinez 20 Esomeprazol (dang [Vién nang 24 [TCCS [Hop 3vix 10 VN-23115-22
pellet bao tan trong  |chura pellet  |thang vién
rudt chira Esomeprazol|bao tan trong
magnesium) 20 mg;  [rudt

16 |Prukinez 40 Esomeprazol (dang [Vién nang 24 [TCCS [Hop 3vix 10 VN-23116-22
pellet bao tan trong  |chwra pellet | thang vién
rudt chira Esomeprazol|bao tan trong
magnesium) 40 mg  [rudt

11. Cong ty ding ky: Cong ty TNHH Dwoc phiam va Thiét bi Y té Phwong Lé (P/c: Lé D3/D6 khu dé thi
mdi Cau Gidy, P. Dich Vong, Q. Cau Gidy, Tp. Ha Néi - Viét Nam)

11.1 Nha san xuét: Incepta Pharmaceuticals Ltd (B/c: Dewan Idris Road, Bara Rangamatia, Zirabo,
Savar, Dhaka - Bangladesh)

. 4t chinh - 30 | Tudi | Tie 4 e
STT Tén thube Hoat ‘chat chinh Dang E)ao Tlel: Ql,Jy caq] S diing ky
Ham hrong ché tho | chuan déng goi
17 |Askorel Syrup 100ml  siro  chuafSiro 24 INSX [Hop 11o 100ml VN-23117-22
Butaminrat citrat thang
150mg

12. Cong ty dang ky: Cong ty TNHH Dwoc pham Vietsun (B/c: TT2 - B42 Khu dé thi Van Quén, phuong
Phuc La, qudn Ha Pong, Ha Noi - Viét Nam)

12.1 Nha san xuit: Incepta Pharmaceuticals Ltd (P/c: Dewan Idris Road, Bara Rangamatia, Zirabo,
Ashulia, Savar, Dhaka-1208 - Bangladesh)

Trang 4



. 4t chinh - 30 | Tudi | Tie 4 e
STT Tén thube Hoat ‘chat chinh Dang E)ao Tlel: Ql,Jy caq] S diing ky
Ham hrong ché tho | chuan déng goi
18 |Linatab Tablet Linagliptin 5mg Vién nén bao | 36 [NSX |Hop 2 vix 10 VN-23118-22
phim thang vién

12.2 Nha san xuit: Square Pharmaceuticals Ltd (5/c: Square Road, Salgaria, Pabna - Bangladesh)

; 4t chinh - 30 |Tudi | Tie ; e
STT Tén thube Hoat fhat chinh Dang E)ao TIElA:I Ql’Jy cacfh S diing ky
Ham legng ché tho | chuan dong goi
19 [Tory 60 Tablet Etoricoxib 60 mg Viénnén bao | 24 [NSX |Hop 6 vix5 vién| VN-23119-22
phim thang

13. Cong ty ding ky: Cong ty TNHH mét thanh vién dwoc pham Viét Tin (P/c: S6 64 Lé Loi, Phurong 4,
Qudn GO Vap, Thanh pho Ho Chi Minh - Viét Nam)
13.1 Nha'san xuit: Saga Lifescience Limited (P/c: Survey No. 198/2 & 198/3, Chachrawadi Vasna, Ta.:
Sanand, Dist.: Ahmedabad 382210 - India)

. 4t chinh - 3 Tudi | Tia : £ ax .
STT Tén thube Hoat fhat chinh Dang E)ao uoi TIElA:I Ql’Jy cacfh S diing ky
Ham legng ché tho | chuan dong goi
20 [Sagades Desloratadine 5mg Viénnén bao | 24 [NSX |Hop 3vix 10 VN-23120-22
phim thang vién
14. Cong ty @ang ky: Cong ty TNHH Thwong Mai Dwoc pham Hoang Khang (P/c: S6 110
duwong so6 03, Cur Xa Lir Gia, Phuong 15, Qudn 11, TP Hé Chi Minh - Vietnam)
14.1 Nha san xuit: Merz pharma GmbH & Co. KgaA (P/c: Ludwigstrale 22 64354 Reinheim - Germany)
. 4t chinh - 3 Tudi | Tia 2 £ ax .
STT Tén thube Hoat fhat chinh Dang E)ao uoi TIElA:I QL’Jy ca?h $6 diing ky
Ham lugng che tho | chuan dong goi
21 |Contractubex Mdi 1g gel chua: dich [Gel boi da 48 [NSX |Hop 1tuyp 10g, | VN-23121-22
chiét xuat hanh tay thang 50g
0.1g; Heparin natri 50
1.U; Allantoin 0.01g
15. Cong ty ding ky: Céng ty TNHH Thwong mai Dwgec phdm Phwong Linh (P/c: S6 58, nha E, khu dé thi
Dai Kim, P. Dinh Cong, Q. Hoang Mai, Ha Ngi - Viét Nam)
15.1 Nha san xuat: Lavipharm S.A. (B/c: Agias Marinas Str., Paiania Attiki, TO 59, 19002 - Greece)
A At chinh - 0 |Tudi [ Tia : £ oas Lo
STT Tén thube Hoat ‘chat chinh Dang E)ao uoi Tleg QL’Jy Ca(fh S diing ky
Ham lugng ché tho | chuan dong goi
22 |Yenlip Clindamycin (dudi Vién dan dat | 36 [NSX |Hop 3 vién, VN-23122-22
dang Clindamycin am dao thang hop 7 vién
phosphat) 100
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16. Cong ty diang ky: Cong ty TNHH TM DP Dong Phwong (P/c: 119, Puong s6 41, Phirong Tan Quy,
Qudn 7, Tp. Ho Chi Minh - Viér Nam)
16.1 Nha san xuit: Aurochem Pharmaceuticals (1)Pvt.Ltd. (P/c: 58 Palghar Taluka Industrial Co-Op.
Estate Ltd. Palghar-401 404, Dist:"Thane - India)

. at chinh - 3 Tudi | Tie : P .
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan déng goi
23 |Sartinlo 25 Losartan kali 25mg  [Vién nén bao | 36 |[NSX [Hop 3 vix 10 VN-23123-22
phim thang vién
17. Cong ty dang ky: Egis Pharmaceuticals Private Limited Company (B/c: 1106 Budapest, Keresztdri Ut,
30-38 - Hungary)
17.1 Nha san xuét: Egis Pharmaceuticals Private Limited Company (5/c: 9900 Kormend, Matyas kiraly
at, 65 - Hungary)
. at chinh - 3 Tudi | Tie : P .
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan déng goi
24 [Cordaflex Nifedipine 20mg Viénnén bao | 60 [NSX |Hop 6 vix 10 VN-23124-22
phim giai thang vién
phong cham
25 |Kaldyum Potasiume chloride | Vién nang 48 |INSX |Hop 11050 vién| VN-23125-22
600mg phéng thich |thang
cham
18. Cong ty dang ky: Eli Lilly Export S.A. (P/c: 16 Chemin des Coquelicots, 1214 Vernier - Thuy Si)
18.1 Nha san xuét: Lilly del Caribe Inc. (P/c: 12.6 Km 65th Infantry Road, Carolina, 00985 - Puerto Rico)
Co sé dong goi so cap va thir cip; kiém soat chit lwong va xuit xwéng 16: Lilly S.A. (B/c: Avda. de la
Industria 30, 28108, Alcobendas, Madrid - Spain)
. at chinh - 3 Tudi | Tie : P .
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tlel: Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan déng goi
26 [Cialis Tadalafil 5mg Viénnén bao | 36 [NSX |Hop2vix14 VN-23126-22
phim thang vién

19. Cong ty diang ky: Korea United Pharm. Inc. (D/c: 25-23, Nojanggongdan-gil, Jeondong-myeon, Sejong-

si - Korea)

19.1 Nha san xuit: Korea United Pharm. Inc. (P/c: 25-23, Nojanggongdan-gil, Jeondong-myeon, Sejong-si

- Korea)

Trang 6




. at chinh - 3 Tudi | Tie : £ ae .
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tleg Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan déng goi
27 |Bondex Acid Ibandronic (dudi|Dung dich 24 [NSX [Hop chtral bom | VN-23127-22
dang Ibandronat natri |tiém thang tiém dong sin
monohydrat) 3mg/3ml 3mlval kim
tiém
28 |Korea United Vancomycin [Vancomycin (dudi Bot pha tiém | 24 [USP 39|Hop 10 lo VN-23128-22
HCI dang Vancomycin thang
HCI) 500mg
20. Cong ty dang ky: Kotra Pharma (M) Sdn. Bhd. (b/c: No. 1,2 & 3, Jalan TTC 12, Cheng Industrial
Estate, 75250 Melaka - Malaysia)
20.1 Nha san xuét: Kotra Pharma (M) Sdn. Bhd. (B/c: No. 1, 2 & 3, Jalan TTC 12, Cheng Industrial
Estate, 75250 Melaka - Malaysia)
. at chinh - 3 Tudi | Tie : £ ax .
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tleg Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan déng goi
29 |Axcel Clindamycin Topical[Mbi 30ml dung dich [Dung dich boi] 36 |[NSX |Hop 1 chai 30ml | VN-23129-22
Solution 1% wiv chira: Clindamycin da thang
(duoi dang
Clindamycin
phosphat) 300mg
21. Cong ty dang ky: L.B.S Laboratories Ltd., Part. (D/c: 602 Soi Panichanant, Sukhumvit 71 Road,
Khlong Tan Nuea, Wattana, Bangkok 10110 - Thailand)
21.1 Nha san xuat: Jubilant Generics Ltd. (P/c: Village Sikandarpur Bhainswal,
Roorkee-Dehradun Highway, Bhagwanpur, Roorkee, District Haridwar, Uttarakhand 247661 - India)
. At chinh - a0 |Tuoi | Tie : £
STT Tén thube Hoat ‘chat chinh Dang E)ao uoi Tleg QL’Jy Ca(fh $6 ding ky
Ham lugng ché tho | chuan dong goi
30 |Jubsolifen Solifenacin succinate |Viénnén bao [ 24 |NSX [Hép 3vix 10 VN-23130-22
5mg phim thang vién
22. Cong ty dang ky: Macleods Pharmaceuticals Limited (P/c: 304, Atlanta Arcade, Marol Church Road,
Andheri (E.), Mumbai, Maharashtra 400 059 - India)
22.1 Nha san xuét: Macleods Pharmaceuticals Ltd. (B/c: Block N-2, Village Theda, Post Office Lodhimajra
Tehsil Baddi, Distt. Solan, Himachal Pradesh-174101 - India)
i X , _ < T Re - 7 B . 3
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tleg Ql’Jy Cacfh S diing ky
Ham lugng ché tho | chuan dong goi
31 |Atormac 10 Atorvastatin (duéi Viénnén bao | 24 |[NSX |Hop 10 vix 10 VN-23131-22
dang Atorvastatin phim thang vién
calci) 10mg
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32 |Esomac 40 Esomeprazol (dang |Vién nang| 24 |NSX [Hop 3 vix 10 VN-23132-22
Esomeprazol magnesi |cimg chural thang vién
dihydrat) 40mg pellets

22.2 Nha san xuat: Oxalis Labs (P/c: Village Theda, PO Lodhimajra, Tehsil Baddi, Distt. Solan (H.P)

174101 - India)

. 4t chinh - 30 |Tudi | Ti 5 Ao
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy ca?h $6 diing ky
Ham lugng ché tho | chuan dong goi
33 [Bunase 200 MBJi nhat xit chira: Thudc hit 36 |NSX [Hop 1 binh xit VN-23133-22
Budesonide 200mcg  |dinh liéu thang

23. Cong ty dang ky: Medochemie Ltd. (D/c: 1-10 Constantinoupoleos Street, 3011 Limassol - Cyprus)

23.1 Nha san xuat: Medochemie Ltd- Factory B (D/c: 48 lapetou str., Agios Athanassios Industrial Area,
4101 Agios Athanassios, Limassol - Cyprus)

; 4t chinh - 30 |Tudi | Tie ; e
STT Tén thube Hoat fhat chinh Dang E)ao TIElA:I Ql’Jy cacfh S diing ky
Ham legng ché tho | chuan dong goi
34 |Medoclav 625mg Amoxicilin (dudi dang|Vién nén bao | 36 [NSX [Hop 4 vix 4 vién| VN-23134-22
amoxicillin trihydrat) [phim thang
500mg; Acid
clavulanic (dang Kali
clavulanat) 125mg
24. Cong ty dang ky: Pharmascience Inc, Canada (P/c: 6111 Royalmount Ave., Siute 100, Montreal
(Quebec) H4P2T4 - Canada)
24.1 Nha san xuat: Pharmascience Inc, Canada (P/c: 6111 Royalmount Ave., Siute 100, Montreal (Quebec)
H4P2T4 - Canada)
; 4t chinh - 30 |Tudi | Tie ; e
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan déng goi
35 |pms-Deferasirox 250 mg |Deferasirox 250 mg | Vién nén 36 |NSX [Hop4vix7 vién| VN-23135-22
phén tan thang

25. Cong ty dang ky: Sun Pharmaceutical Industries Limited. (B/c: UB Ground, 5 & AMP; 6th floors, Sun

House, CTS No. 201, B/1, Ram Nagar, Western Express Highway, Goregaon East, Mumbai, 400063,
Maharashtra - India)

Phase VIIIA S.A.S Nagar (Mohali)-160071, Punjab - India)

25.1 Nha san xuit: Sun Pharmaceutical Industries Ltd. (B/c: SEZ Unit-I, Plot No. A-41, Industrial Area,

. 4t chinh - 30 |Tudi | Tig 2 £ Lo
STT Tén thube Hoat fhat chinh Dang E)ao TIElA:I Ql’Jy cacfh S diing ky
Ham legng ché tho | chuan dong goi
36 [Simvofix 10/10 mg Ezetimibe 10 mg; Vién nén 24 [NSX [Hop 3vix 10 VN-23136-22
Simvastatin 10 mg thang vién

Trang 8




37 |Sunclopilet A Tablets Clopidogrel (dudilVien nén bao | 36 |NSX |Hop 4 vix 7 vién| VN-23137-22
75+75 mg dang Clopidogrel|phim thang
bisulphate) 75 mg;
Aspirin 75:mg

26. Cong ty dang ky: Tedis (P/c: 9 avenue d'Ouessant, 91140 Villebon-sur-Yvette - France)

26.1 Nha san xuit: Co sé'san xuat, dong goi, kiém tra chat lwong san pham: Laphal Industries (B/c:
Avenue de Provence BP.7, 13718 Allauch (Co s¢ xudt xudng: Laboratoires Crinex; dia chi: 3 rue de Gentilly,
Montrouge, 92120, France) - France)

\ 4t chinh - 30 |Tudi | Tie 5 e
STT Tén thibe Hoat Fhat chinh Dang E)ao Tleg QL’Jy ca?h S diing ky
Ham lwgng ché tho [ chuan dong goi
38 |Uvedose 100 000 U.I Cholecalciferol Dung dich 36 |[NSX |Hop1déngx2 ml| VN-23138-22
(Vitamin D3) 100 udng thang
000 1U/2ml

27. Cong ty dang ky: Troikaa Pharmaceuticals Ltd. (/c: Commerce House-1, Opp Rajvansh Apartment
Judges, Bungalow Road, Ahmedabad GJ 380054 - India)
27.1 Nha san xuat: Troikaa Pharmaceuticals Ltd. (P/c: C-1 Sara Industrial Estate, Selaqui, Dehradun-
248197, Uttarakhand - India)

Tuoi

Tiéu

Quy cach

STT Tén thube Hoat Fhat chinh - Dang an L . ck $6 diing Ky
Ham lwgng ché tho [ chuan dong goi
39 [Myonit Insta Nitroglycerin (du6i  |viénnéndat | 24 [NSX |Hop chira 10 hop| VN-23139-22
dang Nitroglycerin |41 1ugi |thang nho x 5 o

10% trong lactosel)
0,5 mg

28. Cong ty dang ky: Worwag Pharma GmbH & Co. KG (D/c: Calwer Stralle 7, 71034 Boblingen -

Germany)

28.1 Nha san xuit: Solupharm Pharmazeutische Erzeugnisse GmbH (P/c: Industriestr. 3, 34212

Melsungen - Germany)

STT Ton thube Hoat th“it chinh- | Dang ?ao Tubi Tiég Quy cach $6 diing ky
Ham lugng ché tho | chuan dong goi
40 [Thiogamma Turbo-Set Acid thioctic (dudi Dung dich 36 [NSX [Hop 3vix 10 VN-23140-22
dang mubi Meglumin |tiém truyén  |thang vién
1167,70 mg) tinh mach
600mg/50ml

29. Cong ty dang ky: Zuellig Pharma Pte., Ltd. (B/c: 15 Changi North Way, #01-01, Singapore 498770 -

Singapore)

29.1 Nha san xuét: Handok Inc. (B/c: 78 Daepungsandan-ro, Daeso-myeon, Eumseong-gun,
Chungcheongbuk-do - Korea)

Trang 9




; 4t chinh - 30 |Tudi | Tie ; e
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan déng goi
41 |Ketotop Plaster 30mg Ketoprofen 30mg Miéng dan 24 INSX [Hop 20 thix 7 VN-23141-22
/miéng dan thang miéng dén
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Phu luc 11

DANH MUC 06 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3NAM - PQT 109 BO SUNG

(Ban hanh kém theo quyér dinh s6: ..572....../0P-QLD, ngay 23../09./2022 ciia Cuc Qudn Iy Duoc)

1. Cong ty ding ky: Congty TNHH Dwoc phidm Vietsun (P/c: TT2 - B42 Khu @6 thi Van Quén, P. Phic La,
Q. Ha Péng, Ha Néi - Viét Nam)

1.1 Nha san xuat: Incepta Pharmaceuticals Ltd (B/c: Dewan Idris Road, Bara Rangamatia, Zirabo, Savar,
Dhaka - Bangladesh)

. 4t chinh - 30 |Tudi | Tia 5 Ao
STT Toh thube Hoat fhat chinh Dang E)ao Tleg QL’Jy ca(fh $6 ding ky
Ham lugng ché tho | chuan dong goi
1 |Tenofarvir Disoproxil Tenofovir disoproxil [Viénnén bao | 24 |NSX [Hop 3 vix 10 VN3-401-22
Fumarate 300mg fumarate 300mg phim thang vién

2. Cong ty ding ky: Cong ty TNHH mét thanh vién An Phat (B/c: 1923, Nguyén Hitu Canh, phuong 19,
qudn Binh Thanh, Tp. Ho Chi Minh - Viér Nam)

2.1 Nha san xuét: M/s Shilpa Medicare Limited (B/c: Plot No. S-20 to S-26, Pharma SEZ, TSIIC, Green
Industrial Park, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana-509301 - India)

STT Ton thube Hoat ‘chz“it chinh- | Dang ?ao Tudi Tiég Quy cach S diing ky
Ham lugng ché tho | chuan dong goi
2 |Bortezomib for Injection |Bortezomib (dudi Bot dong khé | 24 [NSX |Hop 119 VN3-402-22
3.5mg dang Bortezomib pha tiém thang
mannitol boric ester)
3,5mg

3. Cong ty dang ky: Dr. Reddy's Laboratories Limited (H/c: 8-2-337, Road No.3, Banjara Hills,
Hyderabad-500034, Telangana - 4n P¢)

3.1 Nha san xuét: Dr. Reddy's Laboratories Limited (B/c: FTO-SEZ, Process Unit-01, Survey No. 57 to

59, 60, 62&72, Sector No. 9 to 14 & 17 to 20, Devunipalavalasa (V), Ranasthalam (M), Srikakulam District -
532409, Andhra Pradesh - An Dg)

. 4t chinh - 30 |Tudi | Ti 5 Ao
STT Tén thube Hoat fhat chinh Dang E)ao Tleg QL’Jy ca(fh $6 diing Ky
Ham lugng ché tho | chuan dong goi
3 |Apixaban Tablets 2.5 mg [Apixaban 2,5 mg Viénnén bao | 24 [TCCS [Hop 1 chai 60 VN3-403-22
phim thang vién, Hop 1
chai 180 vién

Trang 1



4. Cong ty dang ky: Exeltis Healthcare S.L. (D/c: Avenida Miralcampo 7, Poligono Industrial Miralcampo
19200, Azuqueca De Henares (Guadalajara) - Spain)

4.1 Nha san xuit: Laboratorios Leon Farma, S.A (P/c: C/La Vallina, s/n, Poligono Industrial Navatejera
24008 Navatejera, Leon - Spain)

; 4t chinh - 30 |Tudi | Tie ; e
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan déng goi
4 [Mercifort 0.15mg/0.02mg  [Desogestrel 0,15mg; ([Vién nén bao | 18 |[NSX [Hop 1vix 21 VN3-404-22
Ethinylestradiol phim thang vién
0,02mg

5. Cong ty dang ky: Hetero Labs Limited (P/c: 7-2-A2, Hetero Corporate, Industrial Estate, Sanathnagar,
Hyderabad, TG 500018 - India)

5.1 Nha san xuit: Hetero Labs Limited (B/c: Unit-V, TSIIC Formulation SEZ, Sy. No. 439, 440, 441 & 458,
Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana state - India)

; 4t chinh - 30 |Tudi | Tie ; e
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan déng goi
5 |Temotero 20 Temozolomide 20 mg [Vién nang 24 [NSX [Hop 11lo chira 5 VN3-405-22
cliing thang vién

6. Cong ty dang ky: MI Pharma Private Limited (B/c: Unit No. 402 & 403, Viva Hub Town, Shankar Wadli,
Village Mogra, Jogeshwari East, Mumbai - 400060 - India)

6.1 Nha san xuat: Reliance Life Sciences Pvt. Ltd (B/c: Dhirubhai Ambani Life Sciences Centre (DALC),
Plant 3,5,6 Plot No. R-282, Thane Belapur Road, Rabale, Thane 400701 Maharashtra State - India)

. At chinh - a0 |Tuoi | Tie : Lol o
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan déng goi
6 [Capecitabine Tablets USP [Capecitabine 500 mg [Vién nén bao | 24 |USP [Hop 12 vix 10 VN3-406-22
500mg phim thang |42 vién
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Phu luc 111

DANH MUC 07 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LU'C 5 NAM - PQT 109 BO SUNG

(Ban hanh kém theo quyér dinh so: ...372...../0P-QLD, ngay 23../.09./.2022 ciia Cuc Qudn Iy Duoc)

1. Co sé diing ky: Cong ty TNHH DKSH Pharma Viét Nam (dia chi: Sé 23 Pai Lé Béc Lap, Khu cong
nghiép Viét Nam - Singapore, Phuwong Binh Hoa, Th; Xa Thugn An, Tinh Binh Duong - Viét Nam)

1.1. Co sé san xuat:’AY Pharmaceuticals Co., Ltd. (dia chi: 235, Miyakami, Shimizu-ku, Shizuoka-shi,
Shizuoka - Japan)

3
A

STT | Tén thuéc Hoat chit chinh — Dangbao | Tudithe | Tiéu | Quy cach S6Ping | Lan
Ham lwgng che chuan | dong goi ky gia
han
1 MORIHEPAMIN | Mbi 100 mL dung dich Dung dich | 36 thang | NSX Tai 200ml, VN- 01
chtra: L-1soleucin 0,920 | truyén tinh tai 500ml 17215-13

g, L-Leucin 0,945 g, L- | mach
Lysin acetat 0,395 g, L-
Methionin 0,044 g, L-
Phenylalanin 0,030 g,
L-Threonin 0,214 g, L-
Tryptophan 0,070 g, L-
Valin 0,890 g, L-Alanin
0,840 g, L-Arginin
1,537 g, L-Aspartic acid
0,020 g, L-Histidin
0,310 g, L-Prolin 0,530
g, L-Serin 0,260 g, L-
Tyrosin 0,040 g, Glycin
0,540 g

2. Co s& diang ky: Cong ty TNHH M@t thanh vién An Phat (dia chi: 1923 Nguyén Hizu Cdnh, phuong
19, qudn Binh Thanh, thanh phé Hé Chi Minh - Viét Nam)

2.1. Co sé san xuat: Jubilant Generics Limited (dia chi: Village Sikandarpur Bhainswal, Roorkee -
Dehradun Highway, Bhagwanpur, Roorkee, District-Haridwar, Uttarakhand-247661 - India)

STT | Tén thuéc Hoat chiét chinh — Dang bao | Tudithe | Tiéu Quy cach S6Piang | Lan
Ham lwgng che chuan déng goi ky gia
han
2 Jubl Irbesartan | Irbesartan 300 mg Vién nén 24 thang | NSX Hop2vix 14 | VN- 01
tablets 300mg bao phim vién 17987-14

3. Co sé dang ky: Les Laboratoires Servier (dia chi: 50 rue Carnot, 92284 Suresnes Cedex - France)

3.1. Co sé san xuat: Servier (Ireland) Industries Ltd (dia chi: Moneylands, Gorey road, Arklow Co.
Wicklow - Ireland)

Trang 1




STT | Tén thuéc Hoat chiét chinh — Dang bao | Tudithe | Tiéu Quy cach S6Piang | Lan
Ham lwgng che chuan déng goi ky gia
han
3 Triplixam Perindopril (dugi-dang | Vién nén 24 thang | NSX Hop11lox30 | VN3-10- 01
5mg/1.25mg/10 | perindopril arginine bao phim vién 17
mg 5mg) 3,395mg;
Indapamide-1,25mg;
Amlodipine (duéi dang
Amlodipine besilate)
10mg
4 Triplixam Perindopril (dudi dang | Vién nén 24 thang | NSX Hop1lox30 | VN3-9-17 | 01
10mg/2.5mg/5 |-perindopril arginine bao phim vién
mg 10mg) 6,79mg;
Indapamide 2,5mg;
Amlodipine (duéi dang
Amlodipine besylate)
5mg
5 Triplixam Perindopril (duéi dang | Vién nén 24 thang | NSX Hop1lox30 | VN3-11- 01
5mg/1.25mg/5 | perindopril arginine bao phim vién 17
mg 5mg) 3,395mg;
Indapamide 1,25mg;
Amlodipine (dudi dang
Amlodipine besylate)
smg
6 Triplixam Perindopril (duéi dang | Vién nén 24 thang | NSX Hop1lox30 | VN3-8-17 | 01
10mg/2.5mg/10 | perindopril arginine bao phim vién
mg 10mg) 6,79mg;
Indapamide 2,5mg;
Amlodipine (dudi dang
Amlodipine besilate)
10mg
4. Co sé dang ky: Merck Sharp & Dohme (Asia) Ltd. (dia chi: 27/F., Lee Garden Two, 28 Yun Ping
Road, Causeway Bay - Hong Kong)
4.1. Co sé san xuat: Rovi Pharma Industrial Services, S.A (dia chi: Via Complutense, 140, 28805 Alcala
de Henares, Madrid - Spain)
Co sé dong géi va xuit xwéng bai: Merck Sharp & Dohme B.V (Bja chi: Waarderweg 39, 2031 BN Haarlem -
The Netherlands)
STT | Tén thuéc Hoat chit chinh — Dangbao | Tudithe | Tiéu Quy céch S6Pbing | Lan
Ham lwgng che chuan doéng goi ky gia
han
7 Fosamax Plus® | Acid Alendronic (dugi | Vién nén 18 thdng | NSX Hoplvix 4 VN- 01
70mg/56001U dang Alendronate natri vién 19253-15

trihydrate): 70 mg;
Vitamin D3 (dudi dang
Vitamin D3
100.0001U/g): 56001U
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