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Vé viéc ban hanh danh muyc 53 thuéc sin xuat trong nuéc
dugc cap giay dang ky luu hanh tai Viét Nam - Dot 174.1

CUC TRUONG CUC QUAN LY DUQC

Canccir Ludt Duoc SO, 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh SO 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phii quy dinh
churc nang, nhiém vu, quyen han va co cdu té chirc ciia B Y té;

Can cir Théng tw s6 32/12018/TT-BYT ngay 12/11/2018 cia Bé truéng Bo Y té
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thuoc;

Can cu Thong tur SO 29/2020/TT-BYT ngay 31/12/2020 ciia Bé truéng B Y té
sua d6i, bé sung va bai bé mét s6 van ban quy pham phdp ludt do Bé truéng B Y
té ban hanh, lién tich ban hanh;

Can cit Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 ciia B truong Bé Y té
quy dinh chire ndng, nhiém vu, quyén han va co cdu té chire ciia Cuc Qudn 1y Duroc
thuéc Bé Y té;

Can cir két lugn ciia Héi dong tw van cap gidy dang ky lueu hanh thude, nguyén
liéu lam thuéc - Bo Y té tai Cong van sé 22/VPHD ngay 15/03/2022 cia Van phong
Hgi dong tw vin cap GDKLH thudc, nguyén lidu lam thudc;

Xét dé nghi cia Truong phong Bang ky thude, Cuc Quan Iy Duoc.

QUYET PINH:

Picu 1. Ban hanh kém theo Quyét dinh nay danh muc 53 thudc san xuét trong
nuée duge cip gidy dang ky luu hanh tai Viét Nam - Dot 174.1, cu thé:

1. Danh myc 50 thudc san xuét trong nude dugc cap glay dang ky luu hanh
tai Viét Nam hi¢u luc 05 nam (Phu luc I kem theo). Cac thudc tai Danh muc nay cé
s6 dang ky v6i ky hiéu VD-...-22 va hiéu luc 05 nam ké tir ngay ky ban hanh Quyét
dinh nay.

2. Danh myc 03 thudc san xuét trong nude dugc cap gidy dang ky luu hanh
tai Viét Nam hi¢u luc 03 nam (Phu luc Il kem theo). Cac thudc tai Danh muc nay co
s6 dang ky véi ky hiéu VD3-...-22 va hiéu lyc 03 nam ké tir ngdy ky ban hanh Quyét
dinh nay.

Piéu 2. Co sd san xudt va co so dang ky thude c6 trach nhiém:

1. San xuat thude theo ding cac ho so, tai liéu da dang ky voi BO Y té va phai
in s6 dang ky duoc Bo Y té Viét Nam cip 1én nhan thudc.

2. Chi duoc san xuét, dua ra luu hanh cac thude kiém soat dac biét khi co Giéy
chtng nhan du diéu kién kinh doanh duoc pham vi kinh doanh thudc phai kiém soat
dic biét phu hop véi pham vi hoat dong ctia co s¢ dap ung quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh pha quy dinh chi tiét
mdt s6 diéu va bién phép thi hanh Luat Dugc.

3. Thuc hi¢n viéc cap nhat ti€u chuan chat lugng cua thubc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cta B truong Bo Y té quy dinh vé
chat luong thude, nguyén liéu 1am thudc.



4. Thyc hién, phéi hop véi co s nhap khau thyc hién theo dung quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan ly Dugc v viée kiém tra
chat lugng nguyén liéu lam thudc nhom sartan dbi voi cac thude thude danh muyc tai
Diéu 1 ¢6 chira dugce chit thudc nhom sartan.

5. Cap nhat nhan thudc, t& huéng dan st dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BY T ngay 18/01/2018 cuia Bo truong Bo Y té quy dinh ghi nhan
thudc, nguyén liéu lam thudc va to hudng dan sir dung thude trong thoi han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thtic thay doi, bo sung gidy ding
ky lru hanh thudc quy dinh tai Thong tu sé 32/2018/TT-BYT ngay 12/11/2018 cua
B truong Bo Y té quy dinh viéc ding ky luu hanh thude, nguyén liéu lam thude va
Thong tu s6 29/2020/TT-BYT ngay 31/12/2020 ctia Bo truong Bo Y té sira doi, bd
sung va bai bo mot sd van ban quy pham phap luat do Bo trudng Bo Y té ban hanh,
lién tich ban hanh.

6. Phoi hop vdi céc co sé diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiu qua, tac dung khong mong mudn cua
thubc trén ngudi Viét Nam va tong hop, béo co theo quy dinh tai Didu 5 Thong tu
s6-32/2018/TT-BYT ngay 12/11/2018 ctia Bo truong Bo Y té quy dinh viéc ding ky
ltru hanh thubc, nguyén liéu 1am thudc dbi véi cac thude thudc Phu luc II ban hanh
kém theo Quyét dinh nay (glay dang ky luu hanh c6 ky hiéu VD3-...-22).

7. Co s6 dang ky thudc phai bao dam duy tri diéu kién hoat  dong trong thoi
gian hi¢u lyc cua gidy dang ky luu hanh thudc, nguyén lidu 1am thudc. Trong trudng
hop khong con dap ing du diéu kién hoat dong, co s¢ dang ky phai co trach nhiém
thyc hién thay ddi co s¢ dang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT
ngay 12/11/2018 ctua Bo truong BO Y té quy dinh viéc ding ky luu hanh thudc,
nguyén liéu 1am thudc trong thoi han 30 ngay ké tir ngay co s¢ ding ky khong con
du diéu kién hoat dong.

8. Co sO san xudt thude phai bdo dam cac diéu kién hoat dong cua co sO san
Xudt trong thoti han hiéu lyc cua gidy ding ky luu hanh thudc, nguyén liéu lam thude.

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

Dwu4(hmn&mSoY%eawhﬂ1mmmpMHmcmmehmgumgvaGwm
dbc co sé san xuat va co s ding ky c¢6 thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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(Ban hanh kém theo Quyét dinh sé:

PHU LUC I ' '
DANH MUC 50 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 174.1

202

..... /OD-QLD ngay 20 thang 04 nam 2022
cua Cuc Quan Iy Duoc)

1. Céng ty ding ky: Cong ty cé phan dwgc - trang thiét bi y té Binh Binh (Bidiphar) (b/c: 498
Nguyen Thai Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)

1.1 Nha san’xuat: Cong ty cd phan dwgc - trang thiét bi y té Binh Dinh (Bidiphar) (B/c: 498
Nguyen Thai Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)

« £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch £ o .
] Ay ] h ng k
STT Tén thuoc Ham lwgng che tho [chuan dong goi S0 ding ky
1 |Biracin Inj 80 Tobramycin (dudi  |Dung dich 36 |USP41|Hop 5, 10, 20 VD-35568-22
dang tobramycin tiém thang ong x 2ml
sulfat) 80mg/2ml
2 |Terlipressin Bidiphar Terlipressin acetate |Bot dong 24 |ITCCS |Hop1lo +1 VD-35569-22
img (twong duong kho pha tiém|thang ong dung méi;
Terlipressin 0,86mgQ) Hop 5 1o +5
1mg ong dung moi

2. Cong ty ding ky: Cong ty c6 phan dwoc Enlie (B/c: Puwong NA6, KCN My Phuée 2, phuwong
My Phuoc, thi x@ Ben Cat, Binh Duong - Viét Nam)

2.1 Nha san xuét: Cong ty co phan dwec Enlie (D/c: Puong NA6, KCN My Phuréc 2, phuong My
Phuoc, thi xa Bén Cat, Binh Duong - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé da ,
. <Y h d k
STT Tén thuoc Ham lwgng che the [chuan|  déng goéi 0 qans &y
3 [Vitamin B6 Pyridoxin Vién nén bao| 36 [TCCS |Hop 10, 20 vi x| VD-35570-22
hydroclorid 250mg [phim thang 10 vién; Chai
100, 200 vién

3. Cong ty ding ky: Cong ty c6 phan dwgc pham Ampharco U.S.A (B/c: KCN Nhon Trach 3, X&
Hiép Phuoc, huyén Nhon Trach, tinh Dong Nai - Vigt Nam)

3.1 Nha sén xuat: Cong ty co phan dwgc pham Ampharco U.S.A (B/c: KCN Nhon Trach 3, Xa
Hiép Phuoc, huyén Nhon Trach, tinh Bong Nai - Viét Nam)
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Hoat chit chinh -

Dang bao

Tubi

Tiéu

Quy céch

: 5 h b Sb ding ky
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi 0 dang xy
4 |ZIMAXAPC 500 Azithromycin (dudi |Vién nén bao| 36 [TCCS |Hop 1vix3 VD-35571-22
dang’ Azithromycin |phim thang Vvién

dihydrat) 500 mg

4. Cong ty ding ky: €ong ty Co phan Dwoc pham An Thién (B/c: 314 Béng Sao, Phirong 5,
Qudn 8, TP. Ho Chi'Minh - Viét Nam)
4.1 Nha sén xuat: Cong ty Co phan Dugc pham An Thién (B/c: Lé C16, dwong so 9, Khu Cong
nghiép Hiép Phuoc, huyén Nha Be, TP. Ho Chi Minh - Viét Nam)

« £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ 2o ,
STT Jen thuoe Ham lwong ché tho [chuan|  doéng géi S0 ding ky
5 [|A.T'Candesartan HTZ |Candesartan Vién nén 36 [TCCS [Hop 2, 3,5,10 | VD-35572-22
32-25 cilexetil 32mg; thang vi X 10 vién;
Hydrochlorothiazid Hop 1 chai 30
25mg vién, 60 vién,
100 vién
6 |Antilevex 1g Mbi 10ml dung dich [Dung dich 36 |TCCS [Hop 20, 30,50 | VD-35573-22
chtra: Levocarnitin - |udng thang goi x 10ml;
19 Hop 20, 30, 50
6ng x 10ml;
Hop 1 chai
30ml, 60ml,
100ml
7 |Atiolmex Calcipotriol (dudi  |Thudc m& 36 [TCCS [Hop 01 tuyp VD-35574-22
dang Calcipotriol boi da thang 05g, 10g, 15g,
monohydrate) 20g, 25¢g, 30g,
0,005%; 509
Betamethason (dudi
dang Betamethason
dipropionat) 0,05%
8 [Atirin 20 Ebastin 20mg Vién nén bao| 36 [TCCS |Hop 2, 3,5,10 | VD-35575-22
phim thang vi x 10 vién;
Hop 1 chai 30
vién, 60 vién,
100 vién
9 [Colisodi 4,5MIU Colistimethate natri [Thudc tiém | 36 |TCCS |Hop 1 lo +1 VD-35576-22
(trong duong dong khd  |thang dng dung mai
Colistin base 10ml; Hop 3 lo
150mg) + 3 6ng dung
4.500.0001U maoi 10ml; Hop
51o +5dng
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dung mdi 10ml
10 (Dapmyto 350 Daptomycin 350mg |Thudc tiém | 36 |[TCCS |Hop1,3,5lo | VD-35577-22
dong khé  |thang
11 |Derminate Clobetasol propionat|{Kem bdida | 36 [TCCS [Hop 1tuyp5g, | VD-35578-22
0,05% thang 10g, 159, 20g,
25¢g, 30g, 50g
12 |HTFast 60 Fexofenadin Vién nén bao| 36 [TCCS [Hop 2, 3,5,10 | VD-35579-22
hydroclorid 60mg  |phim thang vi x 10 vién;
Hop 1 chai 30
vién, 60 vién,
100 vién

5. Cong ty ding ky: Cong ty C6 phan Dwoc pham Boston Viét Nam (P/c: S6 43 dwong 6 8,
KCN Viét Nam - Singapore, phuong Binh Hoa, thanh pho Thugn An, tinh Binh Duong - Viét Nam)

5.1 Nha sin xuat: Cong ty Cé phan Dwgc pham Boston Vit Nam (B/c: S6 43 dirong s6 8, KCN
Viét Nam - Singapore, phuwong Binh Hoa, thanh pho Thudn An, tinh Binh Duong - Viét Nam)

« £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ o ,
2 Y . k
STT Tén thuoc Ham lwong ché the [chuan|  déng goi S0 diing ky
13 [Mipaxol 0.18 Pramipexol (duéi  |Vién nén 36 [TCCS [Hop 3,5,10vi | VD-35580-22
dang Pramipexol thang x 10 vién
dihydroclorid
monohydrat)
0,18mg
14 |Mipaxol 0.7 Pramipexol (dudi  |Vién nén 36 |TCCS [Hop 3,5,10vi | VD-35581-22
dang Pramipexol thang x 10 vién
dihydroclorid
monohydrat) 0,7mg
15 |Vinpoboston 10 Vinpocetin 10mg | Vién nén 36 [TCCS [Hop 3,5,10vi | VD-35582-22
thang x 10 vién

6. Cong ty ding ky: Cong ty c6 phan dwoc pham Imexpharm (B/c: S6 04, dwong 30/4, Phirong
1, Tp. Cao Lanh, Tinh Dong Théap - Viét Nam)

6.1 Nha san xuét: Cong ty cé phan dwgc pham Imexpharm (B/c: S6 04, dwong 30/4, Phirong 1,

Tp. Cao Lanh, Tink Pong Thap - Viét Nam)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch s di ,
2 S h d k
STT Ten thuoc Ham lwong ché | tho |chuin| déng goi 0 dangly
16 |Dropine 60 Levodropropizine  |Vién nén 24 |TCCS |Hop 3 vi, 6vi, | VD-35586-22
60mg thang 10 vi x 10 vién;
Chai 100

Trang 3




[vién

7. Cong ty ding ky: Cong ty c6 phan Dwoc pham Imexpharm (B/c: S6 4, Pwong 30/4, phwong
1, TP. Cao Lénh, Tinh DBong Thap - Viét Nam)
7.1 Nha san xuat: Chi nhanh cong ty Cé phan Dwgc pham Imexpharm - nha may Cong nghé

cao Binh Dwong (P/c: S6 21, dirong so 4, khu cong nghiép Viét Nam - Singapore II, Phuong Hoa
Pha, TP Thu Dau Mét; tinh Binh Duong - Viét Nam)

. p Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach Sé di ,
2 1Y . d k
STT Ten thuge Ham lwgng ché tho [chuan| déng goi o dang &y
17 |Ciprofloxacin’IMP Ciprofloxacin Dung djch 24 |USP [Hop 1tai, 10 | VD-35583-22
200mg/100ml 200mg/100ml tiém truyén [thang|hién [tai x 1 chali
hanh [100ml
18 |Ofloxacin 200mg/100ml [Ofloxacin Dung djch 24 |TCCS [Hop 1 tdi, 10 VD-35584-22
200mg/100ml tiém truyén ([thang thi x 1 chai
100ml
19 {Teicoplanin IMP 200 mg|Teicoplanin 200mg [Bot dong 24 Dugc Hop 01 lg, 05 VD-35585-22
kho pha tiém|thang|dien |lo, 10 lo
An do
hién
hanh
8. Cong ty ding ky: COng ty co phan dwec pham Khanh Hoa (P/c: 74 Puong Thong Nhdt, P.
Van Thang, TP. Nha Trang, tinh Khanh Hoa - Viét Nam)
8.1 Nha sin xuat: Cong ty o phan dwgc pham Khanh Hoa (B/c: Puong 2 thing 4, khém Dong
Bac, phwong Vinh Hoa, TP. Nha Trang, tinh Khanh Hoa - Viét Nam)
N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
2 Y h k
STT Tén thuoc Ham lwong ché tho [chuan| déng goi S0 diing ky
20 |Acetylcysteine 100mg  |Mdi g6i 1,5g chira: | Thudc bot 36 |TCCS [Hop 12 gdi, 24 | VD-35587-22
Acetylcystein udng thang goi, 48 goi x
100mg 1,59
21 |Roxithromycin 50mg Mbi gdi 1,5g chira: Thuég bot 36 [TCCS [Hop 12 gdi, 24 | VD-35588-22
Roxithromycin pha hon dich|thang goi, 30 goi x
50mg uong 1,5¢

9. Cong ty ding ky: Cong ty cé phan dwoc pham SaVi (B/c: Lé Z 01-02-03a KCN trong KCX
Tan Thudn, phuong Tan Thudgn Pong, qudn 7, Tp. HCM - Viét Nam)
9.1 Nha san xuat: Cong ty cé6 phan dwoc pham SaVi (B/c: Lé Z 01-02-03a KCN trong KCX Tan
Thudn, phwong Tan Thudn Dong, quan 7, Tp. HCM - Viét Nam)
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. p Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach Sé di ,
2 Y h d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi 0 dang xy
22 |Mefenamic SaVi 500 Acid mefenamic 500|Vién nén bao| 36 [TCCS [Hop 10 vix 10 | VD-35589-22
mg phim thang Vvién
23 |Rixaban 15 Rivaroxaban 15 mg |Vién nén bao| 36 |TCCS [Hop 03 vix 10 | VD-35590-22
phim thang vién
24 |Ursokol 500 Acid Vién nén bao| 36 [TCCS |HOop 03 vix 10 | VD-35591-22
ursodeoxycholic 500|phim thang vién; Hop 04 vi
mg x 15 vién

10. Cong ty diing ky: Cong ty co phan dwgc pham Wealphar (B/c: L6 CN5, Khu cong nghiép
Thuy Van, xa Thuy Van, thanh pho Viét Tri, tinh Phi Tho - Viét Nam)

10.1 Nha san xuat: Cong ty c6 phan dwec pham Wealphar (P/c: L6 CN5, Khu c¢éng nghiép Thuy

Van, x& Thuy Van, thanh phé’ Viét Tri, tinh Phu Tho - Viét Nam)

A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
2 ang | h dang k
STT Tén thuoc Ham lwgng che the |chuan dong géi 0 dang Xy
25 |[Indapamid DWP 2,5mg |Indapamid Vién nén bao| 36 [TCCS |HOop 06 vix 10 | VD-35592-22
hemihydrat 2,5mg [phim thang vién
26 |Valsartan DWP 80 mg |Valsartan 80 mg Vién nang 24 |TCCS [Hop 06 vi x 10 [ VD-35593-22
cang thang vién

11. Cong ty ding ky: Cong ty cé phan Pymepharco (B/c: 166 - 170 Nguyén Hué, Thanh phé Tuy
Hoa, tinh Pha Yén - Viét Nam)

11.1 Nha san xuét: Cong ty cé6 phan Pymepharco (B/c: 166 - 170 Nguyén Hué, Thanh phé Tuy
Hoa, Tinh Phu Yén - Viét Nam)

) < Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach £oas o
2 Y h k
STT Tén thuoc Ham lwgng che the |chuan|  déng géi S0 ding ky
27 |Ceraapix 29 Cefoperazon ( dudi |Bot phatiém| 36 |TCCS [Hop 01 lo, 10 VD-35594-22
dang Cefoperazon thang lo
natri) 2 g
28 |Crocin 400 mg Cefixim (dudi dang |Vién nang 36 |[TCCS [Hop 01 vi, 02 VD-35595-22
Cefixim trihydrat) [ctng thang vi, 03 vi, 04 vi,
400 mg 05 vi x 10 vién;
Hop 01 1o 50
Vvién

11.2 Nha san xuat: Nha may Stada Viét Nam (D/c: 189 Hoang Vin Thu, phwong 9, Tp. Tuy Hoa,
tinh Phu Yén - Viét Nam)
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Hoat chit chinh -

Dang bao

Tubi

Tiéu

Quy céch

: 5 h b Sb ding ky
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi 0 dans Xy
29 |Albendazole STADA  |Albendazol 400 mg [Vién nén bao| 36 [TCCS [Hop 01vix 01 | VD-35596-22
400 mg phim thang Vvién
30 |Esomeprazole STADA |Esomeprazol (dudi |Vién nang 24 |TCCS [Hop 02 vi x 10 | VD-35597-22
20 mg dang vi hat chira vi |cting thang vién; Hop 01 lo
hat 22% 28 vién
Esomeprazol) 20 mg
31 |Trimetazidine EG 20 mg |Trimetazidin Vién nén bao| 36 |TCCS [Hop 02 vix 30 | VD-35598-22
dihydrochlorid 20  |phim thang vién

mg

12. Cong ty dang ky: Cong ty co phan Traphaco (P/c: 75 Pho Yén Ninh, Phuong Quan Thénh,
Qudn Ba Pinh, Thanh Pho Ha Ngi - Viét Nam)

12.1 Nha san xuét: Cong ty TNHH Traphaco Hung Yén (B/c: Thén Binh Luong, xd Tan Quang,

huyén Van Lam, tinh Hung Yén - Viét Nam)

N Hoat chit chinh - | Dangbao |Tuéi| Tieu | Quy cach Lo
STT Tén thuac Ham lugng ché tho [chuén dong goi S0 ding ky
32 |Claritra Clarithromycin 500 |Vién nén bao| 36 [TCCS [Hop1,2vix7 | VD-35599-22
mg phim thang vién; Hop 1 vi x
14 vién
33 |Lubrop M&i 10ml chua: Dung dich 24 |TCCS [Hop1llo5ml, [ VD-35600-22
Vitamin B1 nho mat thang 6ml, 7ml, 8
(Thiamin ml, 10 ml
hydroclorid) 5 mg;
Vitamin B2 (dudi
dang Riboflavin
natri phosphat) 0,2
mg; Vitamin PP
(Nicotinamid) 40
mg
34 |Traphacetam 1200 Piracetam 1200mg [Vién nén 48 |TCCS [Hop 5vi, 10vi | VD-35601-22
bao phim  |thang x 10 vién; Hop
S5vi, 10 vix 12
Vvién
35 |Vién cam cum Traflu Paracetamol 500 Vién nén bao| 36 |TCCS [Hop1vi,2vi, | VD-35602-22
ngay mg; Phenylephedrin [phim thang S5vi, 10 vix 12

hydrochlorid 5 mg;
Dextromethophan
hydrobromid 15 mg

Vién
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13. Cong ty diing ky: Cong ty Co phan Trust Farma Quéc té (b/c: 36 Dai I Hitu Nghi, Khu
céng nghiép Viét Nam - Singapore, P. Binh Hoa, Thanh pho Thudn An, tinh Binh Duong - Viét

Nam)

13.1 Nha sin xuat: Cong ty Cé phan Trust Farma Quéc té (D/c: 36 Dai I Hitu Nghj, Khu cong
nghiép Viét Nam - Singapore, P. Binh Hoa, Thanh pho Thugn An, tinh Binh Duong - Viét Nam)

. £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
STT Ten thuog Ham lwong ché the [chuian|  déng goi S0 diing ky
36 [Adverlex 250 Tab Cephalexin (dudi  [Vién nén bao| 36 [USP41|Hop 1, 3,10vi | VD-35603-22
dang Cephalexin phim thang x 10 vién
monohydrat) 250mg
37 |Ceftriaxon TFI 2g Ceftriaxon (dudi Thubc bot 36 [BP201|Hop1,101lox | VD-35604-22
dang Ceftriaxon pha tiém thang(8 29
natri) 2g

14. Cong ty diang ky: Cong ty c6 phan xuiat nhap khau y té Domesco (P/c: 66-Quac 16 30-P. My
Pha-TP. Cao Lanh-Tinh Pong Thép - Viét Nam)

14.1 Nha sin xuat: Cong ty co phan xuat nhap khau y té Domesco (B/c: 66-Qudc 16 30-P. My
Pha-TP. Cao Lanh-Tinh Bong Thép - Viét Nam)

. P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
4 ang 1 . d k
STT Tén thuoc Ham lwgng che the |chuan dong goi 0 dang Xy
38 |Docimax 100 mg MGi g6i 2g chaa:  |Thubc cdm | 24 |TCCS |Hop 1 tui, 5tui | VD-35605-22
Cefixim (duéi dang |pha hdn dich |thang x 10 g6i X 2 g;
Cefixim trihydrat) |udng Hop 1 tix 12
100mg goi x 2¢g

15. Cong ty diang ky: Cong ty lién doanh Meyer-BPC (P/c: 6A3, quéc I 60, phwong Phi Tan,

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

15.1 Nha sin xuat: Cong ty lién doanh Meyer-BPC (B/c: 643, quéc |g 60, phuong Phi Tan,
thanh pho Bén Tre, tinh Ben Tre - Viét Nam)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach sé da ,
. ey 2 d k
STT Ten thuoc Ham lwong ché | tho |chuin| déng goi 0 dang ky
39 |Meyerafil 5 Tadalafil 5 mg Vién nén bao| 36 |TCCS [Hop 03vix 10 | VD-35606-22
phim thang vién
40 |Meyersartan Irbesartan 300 mg | Vién nén bao| 36 |TCCS [Hop 03 vi, 10 VD-35607-22
phim thang vi X 10 vién

Trang 7




16. Céng ty ding ky: Cong ty TNHH Dwoc pham Allomed (P/c: L6 A-1H-CN, KCN My Phuréc
3, Phuong Chanh Pha Hoa, T.X Ben Cat, Tinh Binh Duong - Viét Nam)

16.1 Nha sin xuat: Céng ty TNHH Dugc pham Allomed (B/c: L6 A-1H-CN, KCN My Phuéc 3,
Phuong Chanh Phu Hoa, T.X Bén Cat, Tinh Binh Duong - Viét Nam)

. £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
STT Tén thuoc Ham lwong ché the [chuian|  déng goi S0 diing ky
41 [Ciprofloxacin Ciprofloxacin (dusi |Dung dich 36 |TCCS [Tai 100ml VD-35608-22
200mg/100ml dang Ciprofloxacin |tiém truyeén [thang
HCI) 200mg/100ml |tinh mach

17. Céng ty ding ky: Cong ty TNHH dwoc pham Anh Thy (B/c: D7, t6 dan phé Pinh Thén,
Phuwong My Dinh 1, Qudn Nam Tu Liém, Thanh pho Ha Ngi - Viét Nam)

17.1.Nha san xuét: Cong ty cé6 phan Hoéa dwoc Viét Nam (B/c: S6 192 phé Pirc Giang, phuwong
Thirong Thanh, Qudn Long Bién, Ha Ngi - Viét Nam)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oas .
. < 2 Sod k
STT Tén thuoc Ham lwgng che the |chuan|  déng géi 0 dang Xy
42 [ATBYKY Fenticonazol nitrate |Vién nang 36 |TCCS [Hop 10vi x 03 | VD-35609-22
200mg mem dat &m |thang vién
dao

18. Cong ty diang ky: Cong ty TNHH Nova Pharma (P/c: Tang 8, toa nha Viét Nam Business

center 57-59 Ho Tung Mdu, P Bén Nghé, Q1, TPHCM - Viét Nam)

18.1 Nha sin xuat: Céng ty TNHH Dugc pham Allomed (B/c: L6 A-1H-CN, KCN My Phuéc 3,
Phuong Chanh Pha Hoa, T.X Ben Cat, Tinh Binh Duong - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tieu Quy céch £ o ,
STT Teén thuoc Ham lwong ché the [chuan|  doéng géi S0 ding ky
43 |Cezinco Mbi 5ml chira: Acid |Dung dich 24 |TCCS [Hop 10, 20, 30 | VD-35610-22
ascorbic (tuong udng thang 6ng x 5ml
duong voi
112,486mg natri
ascorbat) 100mg;
K&m nguyén tb
(twong duong Kém
sulfat monohydrat
27,44mg) 10mg
44 |Suncevit Mbi 5ml chtra: Acid [Dung dich 24 |TCCS [Hop 10, 20, 30 | VD-35611-22
ascorbic (duéi dang |udng thang 6ng x 5ml

Natri
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[ascorbat) 100mg

19. Céng ty ding ky: Cong ty TNHH san xuit dwoc pham Medlac Pharma Italy (P/c: Khu
cbng nghiép cong nghé cao | - Khu cdng nghé cao Hoa Lac, KM29, Pai | Thang Long, xd Ha
Bang, Huyén Thach That, Ha'Ngi - Viét Nam)

19.1 Nha sin xuat: Cong ty TNHH sin xuat dwgc pham Medlac Pharma Italy (D/c: Khu cong
nghiép cong nghé¢ cao 1~ Khu cong ngh¢ cao Hoa Lac, KM29, Dai |6 Thang Long, xd Ha Bang,
Huyén Thach That, Ha Ngi - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach z s ,
0 0 , Iy k
STT Teén thadoc Ham lwong che tho [chuan| déng géi S0 ding ky
45 |Azimedlac Azithromycin 500  [Thubc bot 24 |TCCS [Hop 11, 10 lo; [ VD-35612-22
mg dong khd  |thang Hoplloval
pha :[iém ong dung moi
truyen

20. Céng ty dang ky: Cong ty TNHH Shine Pharma (B/c: 781/C2, Puong L& Hong Phong (ndi
dai), Phuong 12, Qudn 10, TP. Hé Chi Minh - Viét Nam)

20.1 Nha san xuat: cong ty cd phan dwgc pham Me Di Sun (B/c: S6 521, Khu Phd An Loi,
Phuong Hoa Loi, Thi X8 Ben Cat, tinh Binh Duong - Viét nam)

N Hoat chit chinh - | Dang bao |Tuéi| Tieu | Quy cach Lo
STT Teén thuoc Ham lwong ché the [chuin|  déng goi S0 ding ky
46 (Berztin DT 20 Prednisolon (dudi  |Vién nén 36 [TCCS |[Hop 03vix 10 | VD-35613-22
dang Prednisolon  |phén tan thang vién
natri trong miéng
metasulfobenzoat)
20 mg
47 |[Berztin DT 5 Prednisolon (dudi  |Vién nén 36 [TCCS |[Hop 03vix 10 | VD-35614-22
dang Prednisolon phan tan thang Vién
natri trong miéng
metasulfobenzoat) 5
mg

21. Cong ty ding ky: Cong ty TNHH Thwong mai Dwoc pham Minh Tin (B/c: 925 Liy Ban
Bich, Phuong Tan Thanh, Qugn Tan Pha, TP. Ho Chi Minh - Viét Nam)

21.1 Nha sén xuat: Cong ty co phan dwgc va vat tw y té Binh Thuan (B/c: 192 Nguyén Hgi,
phuong Phu Trinh, TP. Phan Thiet, tinh Binh Thudn - Viét Nam)

STT

Tén thuéc

Hoat chit chinh -
Ham lwgng

Dang bao
che

Tubi
tho

Tiéu
chuan

Quy cach
dong goi

S6 ding ky
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48

Mitidoll

Paracetamol 300

380 mg

mg; Methocarbamol

Vién nén

36
thang

TCCS

Hop 3 vi, 5 vi,
10 vi x 10 vién

VD-35615-22

22. Cong ty dang ky: Cong ty TNHH United International Pharma (bc: S6 16 VSIP 11 - Purong
so 7 - Khu cong nghiep Viet Nam-Singapore Il - Khu lién hop Cong nghi¢p-Dich vu-D6 thi Binh
Duong - Phuwong Hoa'Phu - Tp. Tha Dau Mét - Tinh Binh Duong - Viét Nam)

22.1 Nha sén xuat: Cong ty TNHH United International Pharma (B/c: S6 16 VSIP 11 - Puong
so 7 - Khu cong nghiép Viét Nam-Singapore I - Khu lién hop Céng nghiép-Dich vu-Dé thi Binh
Duong - Phuong Hoa Pha - Tp. Thu Dau Mét - Tinh Binh Duong - Viét Nam)

. £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
2 ang | h dang k
STT Tén thuoc Ham lwgng che the |chuan dong géi 0 dang Xy
49 [Hyvalor plus Valsartan 160mg; |Viénnénbaol 24 [TCCS [HOop 03 vix 10 | VD-35616-22
Amlodipine (duéi  |phim thang vién
dang Amlodipine
besilate) 10mg
50 |Hyvalor plus Valsartan 80mg; Vién nén bao| 24 [TCCS |HOop 03 vix 10 | VD-35617-22
Amlodipine (duéi  |phim thang vién
dang Amlodipine
besilate) 5mg

Trang 10




PHU LUC I ' '
DANH MUC 03 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - PQT 174.1

(Ban hanh kém theo-Quyét dinh so.:

202

.......... /OD-QLD ngay 20 thang 04 nam 2022
cua Cuc Quan Iy Duoc)

1. Cong ty ding ky: Cong ty c6 phan dwgc pham Phong Phl (B/c: Lo 12, duong s6 8, khu cong
nghiép Tan Tao, phuong Tan Tao A, qudn Binh Tan, TP. Ho Chi Minh - Viét Nam)

1.1 Nha san‘xuét: Céng ty cé6 phan Dwgc pham Phong Phu - Chi nhanh nha may

Usarichpharm. (b/c: L6 12, duong s6 8, khu cong nghiép Tan Tao, phwong Tan Tao A, qudn Binh
Tan, TR. Ho Chi Minh - Viét Nam)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oas .
. <Y 2 Sod k
STT Tén thuoc Ham lwgng che the |chuan|  déng géi 0 dang Xy
1 |Orga-Hepa L-Ornithin Vién nang 30 [TCCS [Hop3vi, 6vix| VD3-169-22
L-aspartat 500mg  |mém thang 10 vién

2. Cong ty diing ky: Cong ty cé phan dwec pham SaVi (P/c: Lé Z 01-02-03a KCN trong KCX

Tan Thudn, phuwong Tan Thudn Dong, quan 7, Tp. HCM - Viét Nam)

2.1 Nha san xuit: Cong ty c6 phan dwgc pham SaVi (P/c: Lé Z 01-02-03a KCN trong KCX Tan
Thudn, phuwong Tan Thudn Dong, quan 7, Tp. HCM - Viét Nam)

. P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
2 ang | h diang k
STT Tén thuoc Ham lwong ché the [chuian|  déng goi 0 dang Xy
2 |Zurelsavi 5 Prasugrel (dudi dang|Vién nén bao| 36 [TCCS [Hop 03 vix 10 | VD3-170-22
prasugrel phim thang vién
hydroclorid) 5 mg

3. Cong ty ding ky: Cong ty lién doanh Meyer-BPC (B/c: 643, quéc 1 60, phiong Phl Tan,
thanh pho Bén Tre, tinh Ben tre - Viét Nam)

3.1 Nha sian xuat: Cong ty lién doanh Meyer-BPC (B/c: 643, quéc 16 60, phuong Phi Tan, thanh
pho Ben Tre, tinh Bén Tre - Vigt Nam)

N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch Sé d ,
2 alhg | h dang k
STT Tén thuoc Ham lugng ché the |chuan| dong goi o cang &y
3 [Meyerlozin 10 Empagliflozin 10  |Vién nén bao| 36 |TCCS |Hop 03 vi, 10 VD3-171-22
mg phim thang vi X 10 vién

Trang 1
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