BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phiic
S6: 02/ QDb-QLD Ha Néi, ngay 05 thang 01 ndm 2022
QUYET PINH

Vé viéc ban hanh danh muc 34 thudc san xuit trong nuéc
dwgce cap giay dang ky luwu hanh tai Viét Nam - Dot 173

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dugce sé 105/2016/QH13 ngay 06/4/2016;

Can cit Nghi dinh s6 75/2017/NP-CP ngay 20/6/2017 ciia Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co cau t6 chire ciia Bé Y té;

Can cit Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia B truéng B Y té
quy dinh viéc dang ky heu hanh thuéc, nguyén liéu lam thudc;

Can cir Thong tw s6 29/2020/TT-BYT ngay 31/12/2020 ciia Bé trucng Bo Y té
stra doi, bé sung va bdi bé mét sé van ban quy pham phdp ludt do B truéng B Y té
ban hanh, lién tich ban hanh,

Can cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 ciia Bé trudng Bo Y té
quy dinh chirc ndng, nhiémvu, quyén han va co cdu té chire ciia Cuc Quan Iy Durgc
thudc BY Y té;

Can cit két ludn ciia Hoi dong twvan cdp gidy dang ky leu hanh thube, nguyén
liéu lam thuéc - BY Y té;

Xét d@é nghi ciia Truéng phong Péng ky thuéc, Cuc Qudn 1y Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh myc 34 thudc san xuit trong
nudc duoc cép giéy dang ky luu hanh tai Viét Nam - Bot 173, cu thé:

1. Danh muc 32 thudc san xuat trong nudc duoc cip gidy dang ky luu hanh tai
Viét Nam hi€u luc 05 ndm (Phu luc I kem theo). Cac thudc tai Danh muc nay co sb
dang ky voi ky hiéu VD-...-22 va hiéu luc 05 nim ké tir ngay ky ban hanh Quyét
dinh nay.

2. Danh myc 02 thudc san xuit trong nudc duoc cip gidy dang ky luu hanh tai
Vi¢ét Nam hi€u luc 03 nam (Phu luc I kem theo). Cac thudc tai Danh muc nay co sb
dang ky v6i ky hiéu VD3-...-22 va hiéu Irc 03 nim ké tir ngdy ky ban hanh Quyét
dinh nay.

Piéu 2. Co s san xuit va co so ding ky thude c6 trach nhiém:

1. San xut thudc theo dung cac hd so, tai liéu da dang ky voi BO Y té va phai
in s6 dang ky duoc Bo Y té Viét Nam cap Ién nhan thude.

2. Chi dugc san xuit, dua ra luu hanh cac thude kiém soat dic biét khi co Giéy
chtng nhan du diéu kién kinh doanh duwgc pham vi kinh doanh thudc phai kiém soat
dic biét pht hop voipham vi hoat dong cta co s dap tmg quy dinh tai khoan 5 Diéu
143 Nghi dinh sb 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét
mot sb didu va bién phép thi hanh Luat Dugc.

3. Thuc hién viéc cap nhat ti€u chuin chat luong cua thude theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong B Y té quy dinh vé
chat lugng thudc, nguyén liéu lam thude.



4. Thyc hién, phéi hop véi co s& nhap khau thuc hién theo dang quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan ly Duoc ve viéc kiém tra
chat luong nguyén li¢u lam thudc nhom sartan d6i vai cac thude thude danh muyc tai
Piéu 1 ¢6 chira duoc chit thudc nhom sartan.

5. Cap nhat nhan thudc, to hudng dan sir dung thude theo ‘quy dinh tai Thong
tur s6 01/2018/TT-BYT ngay 18/01/2018 cua B¢ truong BO Y té quy dinh ghi nhin
thudc, nguyén liéu 1am thudc va to huéng dan sir dung thude trong thoi han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, bo sung gidy ding
ky lru hanh thube - quy dinh tai Thong tu s632/2018/TT-BYT ngay 12/11/2018 cua
Bo truong BO Y té quy dinh viéc ddng ky luu hanh thude, nguyén liéu lam thudc va
Théng tu s6 29/2020/TT-BYT ngiy 31/12/2020 ciia Bo truong Bo Y té stra d6i, bd
sung va bai bo mot sé van ban quy pham phép luat do Bo trudong Bo Y té ban hanh,
lién tich ban hanh.

6. Phéi hop voi cac co s¢ didu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo dai an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén nguoi Viét Nam va tong hop, bao cao theo quy dinh tai Piéu 5 Thong tu
50 32/2018/TT-BYT ngay 12/11/2018 cua Bo trudng BO Y té quy dinh viée dang ky
Iru hanh thudc, nguyén liéu lam thude ddi véi cac thude thudc Phu luc II ban hanh
kém theo Quyét dinh nay (glay dang ky luu hanh c6 ky hi¢u VD3-...-22).

7. Co so dang ky thubc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lrc cua gidy dang ky luu hanh thudc, nguyén Liéu lam thude. Trong truong
hop khong con dap ung du diéu kién hoat dong, co s dang ky phai co6 trach nhi¢ém
thuc hién thay d6i co s dang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT
ngay 12/11/2018 cta Bo truong Bo Y té quy dinh viée dang ky lwu hanh thudc,
nguyén liéu lam thudc trong thoi han 30 ngay ké tir ngdy co s¢ ding ky khong con
du diéu kién hoat dong.

8. Co s san xuat thube phai bao dam cac diéu kién hoat dong cua co s san
xuét trong thoi han hiéu luc cia gidy dang ky luu hanh thube, nguyén liéu lam thude.

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

Piéu 4. Giam dbc S Y té céc tinh, thanh phd truc thuéc Trung wong va Giam
dbc co so san xut va co so ding ky c6 thude tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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HU LUC I

DANH MUC 32 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY

LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POQT 173

(Ban hanh kém theo Quyét dinh sé: 92..../OP-OLD ngay 05 thdng 01 ndm 2022
cua Cuc Quan ly Duoc)

1. Cong ty diing ky: Céng ty c6 phan dwgc Danapha (D/c: 253 - Diing Si Thanh Khé - qudn
Thanh Khé - Tp. Pa Nang - Viét Nam)
1.1 Nha sén xuét: Cong ty co phan dwoge Danapha (B/c: 253 - Diing St Thanh Khé - qudn Thanh
Khé - TP. Da Nang - Viét Nam)

R p Hoat chit chinh - | Dang bao |Tudi| Ticu Quy cach F ,
STT Tén thuoc Ham luwgng ché tho | chuén dong goi S0 ding ky
1 |Tiotic Natri clorid 0,9% Dung dich 24 |IDDVNHop 1lo 10 ml [ VD-35536-22
thuoc nho  |thang|V
mét, nhé miii
2. Cong ty ding ky: Cong ty c6 phan dwoc Hau Giang (P/c: 288 Bis Nguyén Vin Cir, phuong An
Hoa, qudn Ninh Kiéu, thanhpho Can Tho - Viét Nam)
2.1 Nha san xuit: Cong ty c6 phan dwoc Hau Giang - Chi nhanh nha may dwec pham DHG
tai Hau Giang (D/c: Lo B2 - B3, KCN Tan Phu Thanh - giai doan 1, xa Tan Phu Thanh, huyén
Chau Thanh A, tinh Hau Giang - Viét Nam)
. P Hoat chét chinh - | Dang bao |Tudi| Tiéu| Quy cich £ s ,
STT Tén thuoc Ham luwgng ché tho | chuén dong goi S0 ding ky
2 |Glumeform 1000 XR Metformin Vién nén 36 |TCCS |Hop 3 vix 10 VD-35537-22
hydroclorid 1000mg |gidi phéng |thang vién nén
kéo dai
3 |Glumeform 500 XR Metformin Vién nén 36 |TCCS |Hop 10 vi x 10 | VD-35538-22
hydroclorid 500mg |gidi phong |thang vién
kéo dai
4 |Glumeform 750 XR Metformin Vién nén 36 [TCCS [Hop 3 vi x 10 VD-35539-22
hydroclorid 750mg |gidi phong |thdng vién
kéo dai

3. Cong ty diing ky: Cong ty co phan duwgec m§ pham Bao An (D/c: S6 2/115, ngé 2, duong Dinh
Cong Thuwong, P. Dinh Cong, Q. Hoang Mai, TP. Ha N¢i - Viét Nam)
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3.1 Nha san xuit: Cong ty dugc pham va thwong mai Phwong Pong (TNHH) (B/c: TS 509, to
ban do so 01, cum CN Hap Linh, phwong Hap Linh, TP. Bac Ninh, tinh Bac Ninh - Viét Nam)

. A Hoat chit chinh - | Dang bao |Tudi| Tieu| Quy cich £ s .

STT Tén thuoe Ham lirong ché tho | chuin|  déng géi S0 ding ky

5 |Anbaserin Phosphatidylserin Vién nang 36 |TCCS [Hop 3 vi x 10 VD-35540-22
(duéi dang cung thang vién

Phospholipid dau
nanh 500 mg da
duoc lam giau 70%
phosphatidylserin)

350 mg

4. Cong ty ding ky: Cong ty Co phan Duwgc pham An Thién (D/c: 314 Bong Sao, phuong 5,
qudn 8, TP. Ho Chi Minh - Viét Nam)
4.1 Nha san xuat: Cong ty C‘6 phan Dugc pham An Thién (D/c: Lé C16, duwong s6 9, KCN Hiép
Phuoc, huyén Nha Be, TP. Ho Chi Minh - Viét Nam)

N % Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach A s ,
STT Tén thube Ham lwgng ché tho | chuén déng goi 50 ding ky
6 |Asopus Mbi 5ml hdn dich  |Hdn dich 36 |TCCS |Hop 20 ong, 30 | VD-35541-22
chtra: Acid ubng thang bng, 50 ong
ursodeoxycholic x5ml; Hop 20
250mg 201, 30 goi, 50
go6i x Sml; Hop
1 chai 30ml,
60ml, 100ml
7 |Ledorozine 60mg Levodropropizine Vién nén 36 |TCCS |Hop 2 vi, 3 vi, VD-35542-22
60mg thang 5vi, 10 vix 10

vién; Hop 1
chai 30 vién, 60
vién, 100 vién

5. Cong ty ding ky: Cong ty Co phan Dwgc pham Boston Viét Nam (P/c: S6 43 duong s6 8,
KCN Viét Nam - Singapore, phwong Binh Hoa, thanh pho Thudn An, tinh Binh Duong - Viét Nam)

5.1 Nha s4n xuat: Cong ty C6 phan Dugc pham Boston Viét Nam (D/c: S6 43 duong s6 8, KCN
Viét Nam - Singapore, phwong Binh Hoa, thanh pho Thudn An, tinh Binh Duong - Viét Nam)
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. Hoat chit chinh - | Dang bao |Tudi| Tiéu [ Quy cich o .
A £ 2 ang | h So dang k
STT Tén thuoc Ham lwong ché tho [ chuan| doéng géi 0 qang &y
8 [Boszapin 20 Olanzapin 20mg Vién nén bao| 36 |TCCS |Hop 3 vi, 5 vi, VD-35543-22
phim thang 10 vi x 10 vién

6. Cong ty ding ky: Cong ty c6 phan dwgc pham Ha Tay (P/c: T6 din pho so 4 - P. La Khé - Q.
Ha DBéng - TP. Ha Noi - Viét Nam)
6.1 Nha san xuat: Cong ty co phan dwoc pham Ha Tay (D/c: T6 dian pho s6 4 - P. La Khé - Q.
Ha Dong - TP. Ha Noi - Viét Nam)

. Hoat chét chinh - | Dang bao |Tudi| Tieu| Quy cich o .
A £ 2 <Us < So d k
STT Tén thuoc Ham lwong ché tho | chuan| déng goi 0 dang ky
9 [Silver-GSV Isotretinoin 20 mg | Vién nang 24 |TCCS |Hop 3 vi, 10 vi [ VD-35544-22
mém thang x 10 vién

7. Céong ty ding ky: Cong ty c6 phan duwgc pham Imexpharm (D/c: S6 04, dwong 30/4, phwong
1, TP. Cao Lanh, tinh BDong Thap - Viét Nam)

7.1 Nha san Xuit: Chi nhanh Cong ty CPDP Imexpharm-Nha may cong ngh¢ cao Binh Dwong
(D/c: So 21, duwong 5o 4, khu cong nghiép Viét Nam-Singapore I, phwong Hoa Phu, TP. Thu Dau
Mot, tinh Binh Duong - Viét Nam)

. Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S di .
a 6 . B 2 0 dang k
STT Tén thuoc Ham lwong ché tho [ chuan| doéng géi &y
10 [Moxifloxacin MB&i chai 250 ml Dung dich 24 |BP Hop 5 tai , 10 VD-35545-22
400mg/250ml chira: Moxifloxacin  [tiém truyén |thang|hién [tdi x 01 chai
(dudi dang hanh [nhya x 250ml
Moxifloxac in

hydroclorid) 400 mg

7.2 Nha san xuat: Cong ty co phan dwgc pham Imexpharm (B/c: S6 04, duwong 30/4, phwong 1,
TP. Cao Lanh, tinh Pong Thap - Viét Nam)

. P Hoat chit chinh - | Dang bao |Tudi| Tieu| Quy cich £ s .

STT Tén thuoe Ham lwgng ché tho | chuan déng goi S0 ding ky

11 [Azimax 500 Azithromycin (duéi |Vién nén bao| 24 |[USP [Hop 1 vix3 VD-35546-22
dang Azithromycin |phim thang|41 vién

dihydrat) 500mg
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8. Cong ty ding ky: Cong ty c6 phan dwoc pham Liviat (D/c: Tang 46, toa nha Bitexco, s6 2 Hai
Triéu, phuong Bén Nghé, qudn 1, TP. Ho Chi Minh - Viét Nam)
8.1 Nha san xuat: Céng ty co phan dwgc pham Me Di Sun (D/c: S6 521 khu pho An Loi, phuong
Hoa Loi, thixd Ben Cat, tinh Binh Duong - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Ticu Quy cach F ,

STT Tén thuoc Ham lugng ché tho | chuan| dong goi S0 ding ky

12 |Flibga-N Meclizin HCI1 25 mg |Vién nhai 36 |USP |Hop 3 vix 10 VD-35547-22
thang|40 vién

9. Cong ty ding ky: Cong ty c6 phan dwgc pham Me Di Sun (D/c: 521, khu pho An Loi, phuong
Hoa Loi, thi xd Bén Cat, tinh Binh Dwong - Viét Nam)
9.1 Nha sén xuat: Cong ty co phan dwge pham Me Di Sun (D/c: 521, khu pho An Loi, phuong
Hoa Loi, thixa Béen Cat, tinh Binh Duong - Viét Nam)

‘ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach A s ,
A A . . , . k
STT Tén thuoc Ham luwong che tho | chuéan dong géi S0 diing ky
13 |Medi-predni Prednisolon 5mg Vién nén 36 |TCCS |Hop 1 vi, 10 vi [ VD-35548-22
thang x 10 vién
14 [Sohasidine Acid Fusidic 2%; Kemboida | 36 |TCCS [Hop 1 tuyp Sg, | VD-35549-22
Betamethason (dudi thang I5¢g

dang Betamethason
valerat) 0,1%

10. Cong ty diang ky: Cong ty co phan dwgc pham SaVi (D/c: L6 Z.01-02-03a KCN trong KCX
Tin Thudn, phwong Tan Thudn Péng, qudn 7, TP. Hé6 Chi Minh - Viét Nam)
10.1 Nha san xuat: Cong ty co phan dugc pham SaVi (D/c: Lo Z.01-02-03a KCN trong KCX Tan
Thudn, phuong Tan Thudan Pong, quan 7, TP. Ho Chi Minh - Viét Nam)

N P Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach A ,

STT Tén thuoc Ham lugng ché tho [ chuén dong goi S0 ding ky

15 |Demencur 100 Pregabalin 100 mg |Vién nén bao| 36 |TCCS |Hop 3 vix 10 VD-35550-22
phim thang vién

16 |Savdiaride 3 Glimepirid 3 mg Vién nén 36 [USP [Hop 3 vix 10 VD-35551-22
thang|41 vién

17 |SaVi Mesalazine 500 Mesalazin 500 mg |Vién nén bao| 36 |[TCCS |Hop 10 vi x 10 | VD-35552-22
phim tan thang vién

trong rudt
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11. Cong ty diang ky: Cong ty co phan dugc pham Tipharco (D/c: Lé 08, 09 cum cong nghiép va
Tiéu thii cong nghiép Tan My Chanh, phwong 9, TP. My Tho, tinh Tién Giang - Viét Nam)

11.1 Nha san xuat: Céng ty c6 phan dwgc pham Tipharco (D/c: 15 Poc Binh Kiéu, phuong 2,
TP. My Tho, tinh Tién Giang - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Ticu Quy cach F ,

STT Tén thuoc Ham lugng ché tho | chuan| dong goi S0 ding ky

18 [Vitamin PP 500mg Nicotinamid 500mg |Vién nén bao| 36 |TCCS |Hop 10 vi x 10 | VD-35553-22
phim thang vién; Chai 100

vién

12. Cong ty diing ky: Cong ty co phan dugc pham Trung wong VIDIPHA (D/c: 184/2 Lé Vin
Sy, Phuong 10, Q. Phii Nhudn, TP. Ho6 Chi Minh - Viét Nam)

12.1 Nha san ,xuf'lt: Chi nhanh céng ty ¢6 phan dwoc phim Trung wong Vidipha Binh Dwong
(D/c: Khu pho Tdn Binh, phwong Tan Hiép, thi xa Tan Uyén, tinh Binh Duong - Viét Nam)

£ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S di ,
8 0 . e 2 0 diang k
STT Tén thube Ham luong ché tho | chuan| déng goi & XY
19 |Acetylcystein 200mg Mdi goi lg chira: Thudc bot 36 |DDVN[Hop 20 goi, 100| VD-35554-22
Acetylcystein thang|V goixlg
200mg

13. Cong ty diing ky: Cong ty c6 phan dwge pham VCP (D/c: Thén Thach Loi - xa Thanh Xudn -
Séc Son- Ha Noi - Viét Nam)
13.1 Nha san xuat: Céng ty c6 phan dwgc pham VCP (D/c: Thén Thach Loi - xd Thanh Xudn -
Séc Son- Ha Noi - Viét Nam)

. Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S di ,
8 o . <5 2 0 ding k
STT Tén thuoe Ham lwgng ché tho | chuan déng goi & Xy
20 |Vicimadol 0,5g Cefamandol (duéi |Thudc bot 36 [USP |[Hop 1lo, 10 VD-35555-22
dang Cefamandol pha tiém thang|hién  |lo, 50 lo, 100
nafat phoi hop véi hanh [lo; Hop 1 Io x 1

natri carbonat) 0,5g

ong nudc cat

pha tiém 5Sml

14. Cong ty ding ky: Cong ty c6 phan dwgc vat tw y té Ha Nam (D/c: Cum cong nghiép Hoang
Dong, Duy Tién, Ha Nam - Viét Nam)
14.1 Nha san xuat: Céng ty c6 phan dugc vat twy té Ha Nam (D/c: Cum cong nghiép Hoang
Dong, Duy Tién, Ha Nam - Viét Nam)
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. Hoat chit chinh - | Dang bao |Tudi| Tiéu [ Quy cich o .
" S 4 g - So d k
STT Tén thuoc Ham lwong ché tho [ chuan| doéng géi 0 qang &y
21 |Maxposide Mai 15 ml dung Dung dich 24 |TCCS [Hop 10 1o 15ml | VD-35556-22
dich chua: Sat udng thang

(twong duong voi
St protein
succinylat 800mg)
40 mg

15. Cong ty diang ky: Cong ty co phan Pymepharco (P/c: 166 - 170 Nguyén Hué, TP. Tuy Hoa,
tinh Phu Yén - Viét Nam)
15.1 Nha san xuat: Nha may Stada Viét Nam (D/c: 189 Hoang Van Thu, phuong 9, TP. Tuy Hoa,
tinh Phu Yén - Viét Nam)

. P Hoat chit chinh - | Dang bao |Tudi| Tieu| Quy cich £ s .
STT Tén thuoe Ham lwgng ché tho | chuan déng goi S0 ding ky
22 |Amlodipine STADA 5 [Amlodipin (dudi Vién nang 36 [TCCS [Hop 03 vi, 09 VD-35557-22
mg Cap dang Amlodipin cung thang vi, 10 vi x 10
besilat) Smg vién
23 |Glimepiride Stada 2 mg |Glimepirid 2g Vién nén 36 |TCCS [Hop 2 vi x 15 VD-35558-22
thang vién
16. Cong ty diang ky: Cong ty co phan Traphaco (D/c: 75 Pho Yén Ninh, Phuong Qudn Thénh,
Quan Ba Dinh, Thanh Pho Ha Ngi - Viét Nam)
16.1 Nha san xuit: Cong ty TNHH Traphaco Hung Yén (D/c: Thén Binh Luong, xa Tan Quang,
huyén Van Lam, tinh Hung Yén - Viét Nam)
. P Hoat chét chinh - | Dang bao |Tudi| Ti¢u Quy cach £ s ,
STT Tén thuoc Ham lugng ché tho | chuén dong goi S0 ding ky
24 |Atovastatin 10mg Atorvastatin (duéi | Vién nén bao| 36 |TCCS |Hop 3 vi, 10 vi | VD-35559-22
dang Atorvastatin phim thang x 10 vién
calci trihydrat)
10mg
25 |Trimetazidin 20mg Trimetazidin Vién nén bao[ 36 [TCCS |Hop 2 vi x 30 VD-35560-22
dihydroclorid 20 mg |phim thang vién

17. Céong ty diang ky: Cong ty co phan US Pharma USA (D/c: L6 BI-10, Puong D2, Khu cong

nghiép Ty Bic Ci Chi, TP.H6 Chi Minh - Viét Nam)
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17.1 Nha san xuat: Céng ty c6 phan US Pharma USA (P/c: Lé Bl-10, Puong D2, Khu cong
nghiép Tay Bac Cu Chi, TP.Ho Chi Minh - Viét Nam)

. A Hoat chit chinh - | Dang bao |Tudi| Tieu| Quy cich £ s .

STT Tén thuoe Ham lugng ché tho | chuin dong goi S0 ding ky

26 |Finatab 5 Finasterid 5 mg Vién nén bao| 36 |TCCS |Hop 3 vi, 10 vi | VD-35561-22
phim thang x 10 vién; Chai

100 vién, 200
vién

18. Cong ty diing ky: Cong ty lién doanh Meyer-BPC (D/c: 643, quoclf 60, phuong Phi Tén,

thanh pho Bén Tre, tinh Bén tre - Viét Nam)

18.1 Nha san xuat: Cong ty lién doanh Meyer-BPC (D/c: 643, quécé 60, phwong Phii Tan,
thanh pho Bén Tre, tinh Bén Tre - Viét Nam)

. X Hoat chét chinh - | Dang bao |Tudi| Tieu| Quy cich o .
STT Tén thuoe Ham lugng ché tho | chuin dong goi S0 ding ky
27 |Myternesin Méi 5ml dung dich |Dung dich 24 |TCCS |Hop 20 éng x 5| VD-35562-22
chira: Terbutalin udng thang ml; Hop 1 chai
sulfat 1,5 mg; 60ml
Guaifenesin 66,5mg
19. Cong ty diing ky: Cong ty TNHH dwgc pham Anh Thy (D/c: D7, t6 dén phé Pinh Thén,
phuong My Pinh 1, qudn Nam Twr Liém, Thanh pho Ha Noi - Viét Nam)
19.1 Nha san xuat: Cong ty c6 phan Héa duwgc Viét Nam (D/c: So6 192 phé Pirc Giang, phuong
Thuong Thanh, qudn Long Bién, thanhpho Ha Noi - Viét Nam)
STT Tén thube Ho:il;‘chﬁt chinh - | Dang A'bz‘lo Tuoi Tiéxu Q1’1y c:ic’l.1 S ding ky
am lwgng ché tho [ chuan| doéng géi
28 |Sydakmin Vildagliptin 50mg |Vién nén 36 [TCCS [Hop 03 vix 10 | VD-35563-22
thang vién
20. Cong ty diing ky: Cong ty TNHH lién doanh Stellapharm (P/c: K63/1 Nguyén Thi Séc, dp
My Hoa 2, xa Xudn Thoi Dong, huyén Hoc Mon, TP. Ho Chi Minh - Viét Nam)
20.1 Nha sin xuéat: Cong ty TNHH lién doanh Stellapharm (D/c: K63/1 Nguyen Thi Séc, ap My
Hoa 2, xa Xuan Thoi Bong, huyén Hoc Mon, TP. H6 Chi Minh - Viét Nam)
N % Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S& dine kv
STT Tén thuoc Ham luwong ché tho | chudn|  déng goi o dang &y

Trang 7




29

Stadflu-N

Fluocinolone
acetonide 0,025%;
Neomycin sulfate
0,5%

Kem boi da

24
thang

TCCS

Hop 01 tuyp Sg,
10g

VD-35564-22

20.2 Nha san xuat: Cong ty TNHH Lién Doanh Stellapharm - chi nhanh 1 (D/c: S6 40 Pai 16
Tu do, khu cong nghiép Viét Nam - Singapore, phwong An Phu, thi xa Thudn An, tinh Binh Duong -

Viet Nam)
R A Hoat chit chinh - | Dang bao |Tudi| Ticu Quy cach F .
STT Tén thuoe Ham lugng ché tho | chuin dong goi S0 ding ky
30 |Irbeplus HCT 150/12.5 |Irbesartan 150mg; Vién nén bao| 24 |TCCS [Hop 2 vi x 14 VD-35565-22
Hydrochlorothiazide |phim thang vién
12,5mg

21. Cong ty diing ky: Cong ty TNHH Thuong mai Dwge pham Minh Tin (D/c: 925 Liiy Ban
Bich, Phwrong Tan Thanh, Qudn Tdan Phii, TP. H6 Chi Minh - Viét Nam)
21.1 Nha san xuat: Cong ty c6 phan dwoc va vat tw'y té Binh Thuan (D/c: 192 Nguyén Hoi,
phuong Phu Trinh, TP. Phan Thiét, tinh Binh Thudn - Viét Nam)

. P Hoat chét chinh - | Dang bao |Tudi| Ti¢u Quy cach £ s ,
STT Tén thuoc Ham lugng ché tho | chuén dong goi S0 ding ky
31 |Mitifive Fluvastatin (dudi Vién nang 36 |BP Hop 3 vi, 6 vi x| VD-35566-22
dang Fluvastatin cung thang|2019 [10 vién
natri) 20mg
32 [Mocalmix Mbi 10 ml chira: Dung dich 36 [TCCS [Hop 30 goi x 10[ VD-35567-22
Calci udng thang ml; Hop 1 chai

glycerophosphat
(twong duong calci
87mg) 456mg;
Magnesi gluconat
(tuong duong véi
Magnesi 25 mg)
426mg

x 100 ml

Trang 8




o PHULUCII , L ]
DANH MUC 02 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY DANG KY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - POQT 173

(Ban hanh kém theo Quyét dinh sé: ..92..../OP-OLD ngay 05 thdng 01 ndm 2022
cua Cuc Quan ly Duoc)

1. Cong ty diing ky: Céong ty c6 phan Traphaco (P/c: 75 Pho Yén Ninh, phwong Quan Thanh,
qudn Ba Dinh, thanh Phé Ha Néi - Viet Nam)

1.1 Nha sin xuat: Cong ty TNHH Traphaco Hung Yén (D/c: Thén Binh Luong, xd Tan Quang,
huyén Van Lam, tinh Hung Yén - Viét Nam)

R p Hoat chit chinh - | Dang bao |Tudi| Ticu Quy cach F ,
STT Tén thuoc Ham lugng ché tho | chuén dong géi S0 dang ky
1 |Acid ursodeoxycholic Acid Vién nén 30 |TCCS [Hop 1 vi, 2 vi, VD3-164-22
100mg ursodeoxycholic thang 3vi, 5vi, 10 vi
100mg x 10 vién

2. Cong ty ding ky: Cong ty TNHH lién doanh Stellapharm (D/c: K63/1 Nguyén Thi Soc, ap My
Hoa 2, xd Xudn Théi Péng, huyén Hoéc Mén, Tp. Ho Chi Minh - Viét Nam)
2.1 Nha san xuit: Cong ty TNHH Lién Doanh Stellapharm - chi nhanh 1 (Stellapharm J.V.

Co., Ltd. - Branch 1) (B/c: S6 40 Pai 16 T Do, khu cong nghiép Viét Nam - Singapore, phuong
An Phu, thi xa Thudn An, tinh Binh Duong - Viét Nam)

R A Hoat chit chinh - | Dang bao |Tudi| Ticu Quy cach F .
STT Tén thuoe Ham lwong ché tho | chuan doéng goi S0 dang ky
2 |Flustad 75 Oseltamivir (dudi | Vién nang 36 |USP42|Hop 1 vi, 3 vi x| VD3-165-22
dang Oseltamivir cung thang 10 vién
phosphate 98,53mg)
75mg

Trang 1




