¥
Pra, o\ Ky boi: Cuc Qua
A"\ 1y Duge
A | Coquan: By Y té
5 Ngay ky: 02-08-
3 2022150232

&Y 5w BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phuc

S6: 447 / QP-QLD Ha Ngi, ngay 02 thdng 08 ndm 2022
QUYET PINH

V& viéc ban hanh Danh muc 133 thudc sén xuit trong nuéc
dwgc gia han giay dang ky luu hanh tai Viét Nam - Dot 178

CUC TRUONG CUC QUAN LY DUQC

Can cie Ludt Duoc Sd 105/2016/QH13 ngay 06/4/2016;

Can'cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phu quy dinh
chirc nang, nhiém vy, quyen han va co cdu t6 chire ciia Bo Y té;

Can cir Théng tw s6 3212018/TT-BYT ngay 12/11/2018 ciia B truéng Bo Y té
quy dinh viéc dang ky leu hanh thude, nguyén liéu lam thuoc;

Can cu Thong tw $6 29/2020/TT-BYT ngay 31/12/2020 cua B9 truong Bo Y te
sita doi, bo sung va bdi bo mét sé vin ban quy pham phdp ludt do B trwdng B Y té
ban hanh, lién tich ban hanh,

Can cir Thong tu sO  23/2021/TT-BYT ngay 09/12/2021 ciia BY truong Bo Yité
sika doi, bo sung mot sé van ban quy pham phap ludt do B¢ tru’ong Bo Y te ban hanh;

Can cir Quyét dinh sé 7868/0P-BYT ngay 28/12/2018 ciia B truéng Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau té chirc ciia Cuc Qudn 1y Duoc
thugc BY Y té,

Can cit két ludgn ciia Hoi dong tw van cdp gidy dang ky heu hanh thuée, nguyén
liéu lam thuéc - B Y té;

Theo dé nghi ciia Trudng phong Ping ky thuée, Cuc Qudn 1y Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 133 thudc san xuét
trong nudc duge gia han gidy dang ky luu hanh tai Viét Nam - Dot 178. Cac thube
tai Danh myc nay dugc gitr nguyén thong tin s6 dang ky da cép, cu the

1. Danh myc 128 thudc san xuat trong nude duoc gia han glay dang ky lIuu
hanh tai Viét Nam c6 hiéu luc 05 nam ké tur ngay ky ban hanh Quyet dinh nay (Phu
luc I kém theo).

2. Danh muc 05 thudc san xuét trong nudc duoc gia han gidy dang ky luu hanh
tai Viét Nam c6 hiéu Iyc 03 nam ké tir ngy ky ban hanh Quyét dinh nay (Phu luc II
kém theo).

Piéu 2. Co sd san xuét va co sé dang ky thudc c6 trach nhiém:

1. San xuat thudc theo diing cac ho so, tai liéu da dang ky v6i Bo Y té va phai
in s6 dang ky duoc B Y té Viét Nam cap 1én nhéan thudc.

2. Chi duoc san xut, dua ra luu hanh cac thube kiém soat dic biét khi co Giéy
chtg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dac bi¢t phu hop véi pham vi hoat dong cua co s dap ung quy dinh tai khoan 5 Diéu
143 Nghi dinh s 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét
mot s6 diu va bién phap thi hanh Luat Duoc.

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

4. Thyc hién, ph6i hop v6i co s¢ nhap khau thuc hién theo quy dinh tai Cong
van s6 5853/QLD-CL ngay 19/4/2019 cta Cuc Quan 1y Dugc vé viée kiém tra chat



luong nguyén liéu lam thubc nhom sartan doi voi cac thude thude Danh myc tai Didu
1 ¢6 chira dugc chat thudc nhom sartan.

5. Cap nhat nhan thudc, to hudéng dan sir dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truong Bo Y té quy dinh ghi nhin
thudc, nguyén liéu lam thude va to huéng dan sir dung thude trong thoi han 06 thang
ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thirc thay doi, bd sung gidy ding
ky luu hanh thubc quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 caa
B6 truong B Y té quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc va
Thong tu sb 29/2020/TT-BYT ngay 31/12/2020 cua B truong BO Y té stra d6i, bd
sung va bai bo-mot sb van ban quy pham phap luat do Bo trudng Bo Y té ban hanh,
lién tich ban hanh.

6. Phéi hop véi cac co so diéu tri dé thuc hién theo dung cic quy dinh hién
hanh véthudc ké don, theo ddi an toan, hi¢u qua, tac dung khong mong mudn cla
thudc trén ngudi Viet Nam va tong hop, bao cio theo quy dinh tai Diéu 5 Thong tu
s6 32/2018/TT-BYT ngay 12/11/2018 cta Bo trudng BO Y té quy dinh viéc dang ky
luu hanh thude, nguyén liéu lam thude dbi véi cac thude thude Phu luc I ban hanh
kém theo Quyét dinh nay

7. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy ding ky luu hanh thubc, nguyén liéu lam thube. Trong trudng
hop khong con dap umg du diéu kién hoat dong, co so ding ky phai ¢6 trach nhiém
thuc hién thay d6i co s& dang ky theo quy dinh tai Thong tu s0 32/2018/TT-BYT
ngay 12/11/2018 cia Bo truong B Y té quy dinh viéc dang ky luu hanh thudc,
nguyén liéu 1am thudc trong thoi han 30 ngay ké tir ngdy co sé dang ky khong con
du diéu kién hoat dong.

8. Co s san xuét thude phai bdo dam cac diéu kién hoat dong ctia co sO san
xuat trong thoi han hiéu lyc cua gidy ding ky luu hanh thude, nguyén liéu lam thude.

Pic¢u 3. Bdi v6i cac thude co thay d6i vé hd so hanh chinh (bao gdm nhin, to
huong dan str dung thudc) trong hd so gia han, sau 06 thang ké tir ngay ban hanh
Quyét dinh nay, co sé khong dugc san xuat thudc véi cac nodi dung cii da dé nghi
thay doi.

Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Piéu 5. Giam dbc So'Y té cac tinh, thanh phd truc thudc Trung wong va Giam
dbc co sé san xudt va co so dang ky co thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu luc I
DANH MUC 128 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POT 178
(Ban hanh kém theo Quyét dinh s6:.447.../OP-OLD ngay 02.08.202%1ia Cuc Quan 1y Duwoc)

1. Co sé diang ky: Cong ty ¢6 phanDwoc Pong Nai (Pia chi: S6 221 B, dwong Pham Van Thudn, phwong Téan Tién, thanh
phé Bién Hoa, tinh Pong Nai-Viét Nam)

1.1 Co sé san xuit: Cong ty c6.phan Dwoc Pong Nai (Dja chi: S6 221 B, dwong Pham Vin Thudn, phiong Tan Tién,
thanh phé Bién Hoa, tinh Dong Nai-Viét Nam)

R £ Hoat chat, ham | Dang bao |Tudi tho | Tiéu i i . £ oae ., | S61an
STT | Tén thuoc lrong ché (théng) | chuén Quy cach dong goi | So dang ky gia han
1 |Donaberin50° |Berberinsomg | VNN | 36 | Tees [HOP24chaix S0 yp oaus0as| o1
bao duong Vién

2. Co sé diing ky: Cong ty ¢d phan Dwoce Ha Tinh (Pia chi: 167 Ha Huy Tép, phieong Nam Ha, thanh pho Ha Tinh, tinh
Ha Tinh, Viét-Nam)

2.1. Co sé'san xuit: Cong ty co phan Dwoe Ha Tinh (Pia chi: 167 Ha Huy Tdp, phuwong Nam Ha, thanh phé Ha Tinh,
tinh Ha Tinh, Viét Nam)

. £ Hoat chat, ham | Dang bao |Tudi tho | Tiéu . L .. £ aw ., | SO 1an
STT | Tén thuoc lwong ché (théng) | chuén Quy cach dong géi | So dang ky gia han
Erythromycin
2 |Erycaf (duoi dang viennen 1 a6 | 1ees [Hop 10 vix 10 vien | VD-19274-13 | 01
Erythromycin bao phim
stearat) 250mg
. Hop 03 vi x 10 vién,
5 |Fasteort Methylprednisolon | \.isnnen | 36 | Tccs |viiHop 110100 | vD-18192-13 | 01
16mg o "
vién, 200 vién
DBVN Hoép 03 vi, 10 vi x
4 |Goodrizin Cinnarizine 25mg Vién nén 36 v 10 vién; Hop 1 lo VD-19254-13 01
200 vién
5 |Hacimux  |fcewlcystein Thubccém| 36 | Tccs |HoP 10€0L2080L 1 \/p 5181004 | 01

200mg/goi 30 gobi x 29

Hoép 2 vi, 10 vix 10

6 |Lohatidin Loratadin 10 mg Vién nén 36 TCCS vien VD-22417-15 01

3. Co s& ding ky: Cong ty cb phan duwge Medipharco (Dia chi: S6 08 Nguyén Truwong T6, Phuong Phuée Vinh, Thanh
phd Hué - tinh Thira Thién Hué - Viét Nam)

3.1 Co sé san xuét: Cong ty co phin dwec Medipharco (Dia chi: S6 08 Nguyén Truong To, Phuwong Phuée Vinh, Thanh
phd Hué - tinh Thira Thién Hué - Viét Nam)

R £ Hoat chét, ham Dang bao |Tudithe | Tiéu . , e £ o4 . | S61an
STT |Tén thuoc lwong ché (théng) | chuén Quy cach dong goi | So dang ky gia han
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7 [Drofaxin

Mbi goi 3g chira:
Cefadroxil (dudi
dang Cefadroxil
monohydrat)
250mg

Bét pha
hon dich
ubng

36

TCCS

Hop 10 go6ix3 g

VD-20981-14

01

4. Co sb ding ky: Cong ty C6 phan Dwoec Minh Hai (Dja chi: 322, Ly Vin Lam, phuong 1, thanh phé Ca Mau, tinh Cd

Mau, Viét Nam)

4.1 Co sé san xuét: Cong ty C6 phan Dwoc Minh Hai (Dja chi: 322, Ly Vin Lam, phuong 1, thanh phé Ca Mau, tinh Ca

Mau, Viét Nam)

R £ Hoat chit, ham | Dang bao |Tudithe | Tiéu , , . £ ax , | S614n
STT Tén thuoc lrong ché (thang) | chudn Quy cach dong goi | So dang ky gia han
8 Acetylcystein” |Acetylcystein 200 V|en’ nang 36 TCCS |Hop 10 vix 10 vién | VD-22770-15 01
200mg mg cung
Amoxicillin(dudi
dang Amoxicillin
trihydrat 287 mg)
250 mg; Acid
Acigmentin Clavulanic (duéi Vién nén Hop 02 vi x 07 vién;
d 375 dang Diluted Kali bao phim 36 TCCS Chai 14 vién, 20 vién VD-21218-14 01
Clavulanat va
Microrystalline
cellulose (ti 1€ 1:1)
297,5 mg) 125 mg

5. Co s& diing ky: Cong ty Co phan Dwge pham 2/9 (Dja chi: 299/22 Ly Thwong Kiét, Phuong 15, Quén 11, Thanh pho

Hé Chi Minh)

5.1. Co sé san xuit: Cong ty C6 phian Dwoc pham 2/9 (Pia chi: 930C4 dwong C, Khu céng nghiép Cat Ldi, cum 2,

Phuong Thanh My Loi, Qudn 2, TP.Ho6 Chi Minh, Viét Nam)

R £ Hoat chét, ham Dang bao |Tudithe | Tiéu . , . £ oo . | S6lan
STT [Tén thuoc lwong ché (thang) | chuin Quy cach dong goi | So dang ky gia han
Vién nang Hop 3 vi x 10 vién
10 |Fenofibrat 200 |Fenofibrat 200mg |  ciing 36 | Tccs |OPIVIRITY VD-22780-15 | 01

6. Co sé diing ky: Cong ty Cé phan Dwge phiam 3/2 (Dja chi: 10 Céng Truong Quoc Té, Qudn 3, TP. Ho Chi Minh - Viét

Nam)

6.1 Co sé san xuit: Cong ty Cé phan Dwoc phdm 3/2 (Pja chi: 930 C2, Puong C, KCN Cdt Ldi, Phwong Thanh My Loi,
Qudn 2, TP. Ho Chi Minh - Viét Nam)

" £ Hoat chat, ham | Dang bao |Tudi the | Tiéu , L .. . . | S614n
TT | Ténth : e PN 2 h k .
S én thuoc lwong ché (théng) | chuén Quy cach dong géi | So dang ky gia han
Bambuterol A o . A
11 [(Bambutor Vién nen 24 TCCS |Hop3vix 10vién | VD-18213-13 01

hydroclorid 10 mg
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7. Co s¢ ding ky: Cong ty ¢6 phan dwoc phim Agimexpharm (Pia chi: 27 Nguyén Thdi Hoc, Phirong My Binh, Thanh

phé Long Xuyén, Tinh An Giang, Viét Nam)

7.1. Co sé san xuit: Chi nhanh cong ty c6 phan dwgc phAm Agimexpharm - nha may san xuét dwgc phim
Agimexpharm (Pia chi: Puong Vii Trong Phung, Khém Thanh An, P. My Thoi, TP. Long Xuyén, An Giang, Viét Nam)

. P Hoat chit, ham | Dang bao |Tudi tho | Tiéu , , .. £ e , | S614n
STT | Tén thuoc lwong ché (théng) | chuén Quy cach dong géi | So dang ky gia han

Fluoxetin

. (duoi dang o

1o |bugtils Fluoxetin Vienneén | 4| 1ecs [Hop3vix 10vien | VD-22797-15 | 01
. bao phim

hydroclorid )
20 mg

8. Co s& diing ky: Cong ty C6 Phin Dwgc Phiam Ampharco U.S.A (Dja chi: Khu céng nghiép Nhon Trach 3, thi tran
Hiép Phuée, huyén-Nhon Trach, tinh Pong Nai, Viét Nam)
8.1. Co s¢ san xuat: Cong ty C6 Phan Dwge PhAm Ampharco U.S.A (Pia chi: Khu céng nghiép Nhon Trach 3, thi tran
Hiép Phuée, huyén Nhon Trach, tinh Pong Nai, Viét Nam)

N £ Hoat chat, ham | Dang bao |Tudi tho | Tiéu . L .. £ aw ., | SO 1an
STT | Tén thuoc lwong ché (théng) | chuén Quy cach dong gé6i | So dang ky gia han
13 [Maxxlipid 100 |Ciprofibrat 100mg | V"N | 36 | tees [HOPLVLIVL IOV | yp 5og03.15 | 01
bao phim x 10 vién
14 |Neo-Niga ~ [fceclofenac 00 Viennen g5 pog HOP VI3 VL SVE 1768095 | 01
mg bao phim 10 vi x 10 vién

9. Co so ding ky: Cong ty C6 phin Dwgec phdm An Thién (Pia chi: 314 Béng Sao, phirong 5, qudn 8, Thanh phé Ho Chi

Minh, Viét Nam)

9.1. Co so san xuét: Cong ty Co phan Dwoc pham An Thién (Pia chi: L6 C16, Puong sé 9, khu cong nghiép Hiép
Phuée, Huyén Nha Bé, Thanh pho Ho Chi Minh, Viét Nam)

R £ Hoat chat, ham | Dang bao |Tudi tho | Tiéu . , . £ oo . | S6lan
STT | Tén thuoc lrong ché (thang) | chuin Quy cach dong goi | So dang ky gia han
Moi goi 20g chira: X . . .
15 |ATAUGER ham phosphat gel H"“;ﬂ*"h 24 | Tces I;;p (,)lioxgz"(l)’ 2680L | \poa127-16 | 01
20% 12,38 g uong g g
Ambroxol H(')If 20 ong, 30 ong,
Iy 50 ong x 5 ml; Hop
(Duci dang Dung dich 20 g6i, 30 goi, 50
16 |A.T Ambroxol [Ambroxol gd 24 | TCCs |7 990 = don VD-24125-16 | 01
. uong 261 x 5ml; Hop 1
hydroclorid) ;
30 ma/5ml chai 30 ml, 60 ml,
g 100 ml
Hop 20 éng, 30 éng,
x. : 50 6ng x 5 ml; Hop
Moi 5ml chira: . I PN
17 AT |Desloratadine 2,5 | PMgdih | o4 | ocs [P0901 3090150 yn oh13106 | 01
Desloratadin m uong g6i x S ml; Hop 1
g chai 30 ml, 60 ml ,
100 ml
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Ciprofloxacin

Hoép 2 vi, 3 vi, 5 vi,

. . |[(Duoéi dang 10 vi x 10 vién;
Ciprofloxacin Ciprofloxacin Vién nén Chai 30 vién, 60
18 |AT profioxe ; 3 | Tces |7 ! VD-24137-16 | 01
hydroclorid bao phim vién, 100
monohydrat) vién; Hop 1 chai
500 mg 200 vién

10. Co s& ding Ky: Cong ty ¢b phan Dwoc phim CPC1 Ha Noi (Pia chi: Cum Céng nghiép Ha Binh Phwong, xa Vin
Binh, huyén Thwong Tin, thanh pho Ha Noi, Viét Nam)
10.1. Co s& san xuét: Cong ty ¢6 phin Duge pham CPC1 Ha Noi (Pia chi: Cum Céng nghiép Ha Binh Phwong, xd Vin
Binh, huyén Thuwong Tin, thank phé Ha Noi, Viét Nam)

. 2 Hoat chat, ham | Dang bao |Tudi tho | Tiéu , , .. £ oaw ., | SO 1an
STT | Tén thuoc lwong ché (théng) | chuén Quy cach dong géi | So dang ky gia han
Kali clorid Kali clorid Dung dich DDVN [Hop 2 vi, 4 vi, 10 vi
191 BFS 500 mg/5ml tiém 36 V  |x56ngx5ml VD-22026-14 01
Lidocain : A 4 .
20 |Lidocain-BFS |hydroclorid Dungdich | = g6 | popg [HOP2VLAVL IOV | \p oo007.14 | 01
tiém x 5 ong x 2ml
40mg/2ml
Ondansetron (dudi
Ondansetron- |dang Ondansetron | Dung dich Hop 10 6ng, 20 dng,
21 BFS hydrochlorid tiém 36 Tees 50 6ng x 4ml VD-21552-14 01
dihydrat) 8mg/4 ml

11. Co s6 diing ky: Cong ty C6 Phin Dwge Pham Ciru Long (Pia chi: S6 150 Puong 14 thang 9, Phuong 5, thanh pho
Vinh Long, tinh Vinh Long, Viét Nam)
11.1. Co s& san xuit: Cong ty C6 Phan Dwoec Pham Ciru Long (Pja chi: S6 150 Puong 14 thang 9, Phuong 5, thanh phé
Vinh Long, tinh Vinh Long, Viét Nam)

R Hoat chat, ham | Dang bao |Tudi the | Tiéu . o S6 1an
TT TA h A . 9 3 L , 'Y Y r h 14 4 A k I3
S én thuoc lrong ché (théng) | chuén Quy cach dong géi | So dang ky gia han
Mdi goi 1,5g chura: PO . .
2o |ACBPIONSZS o acetamol 325 | 11U0CPOU | a5 | g [HOP20.1000Ix \p 0679.14 | 02
mg uong 1,59
mg
93 Enalapril VPC |Enalapril maleat 5 Vién nén 36 TCCS Hopq3 vi, 5 VAl, 10,v1, VD-26129-17 01
5 mg 20 vi x 10 vién nén

12. Co sé ding ky: Cong ty C6 phin Dwoc pham Pat Vi Phai (Pia chi: L6 M7A4 , Puong D17, Khu Céng Nghiép My
Phuoc 1, Phwong Thoi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)
12.1. Co 6 san xuét: Cong ty Co phin Dwge pham Pat Vi Phi (Bja chi: Lé M7A , Puong D17, Khu Cong Nghiép My
Phuoc 1, Phwong Thoi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

" £ Hoat chat, ham | Dang bao |Tudi the | Tiéu , L .. £ oaw . | S614n
TT Tén th : SR PN 2 h k
S én thuoc lwong ché (théng) | chuén Quy cach dong géi | So dang ky gia han
24 Corneil-5 Bisoprolol fumarat | Vién nen 36 TCCS H_(gp 3vi, 10 vix 10 VD-19653-13 01
5mg bao phim vién
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25

Nisten-F

Ivabradin (tuong
duong Ivabradin
hydroclorid 8,1

mg) 7,5 mg

Vién nén
bao phim

36

TCCS

Hop 4 vix 7 vién;
Hop 3 vi x 10 vién

VD-21061-14

01

13. Co sé ding ky: Cong ty c6 phan Dwgc Phim Imexpharm (Pja chi: S6 04, Puong 30/4, Phwong 1, TP.Cao Lénh,
Tinh Pong Thap-Viét Nam)
13.1 Co s6 san xuét: Chi nhanh 3 - Cong ty CPDP Imexpharm tai Binh Dwong (Dja chi: S6 22, Puong s6 2, Khu cong
nghiép Viét Nam - Singapore II, Phuwong Hoa Phii, TP.Thii Dau Mét, Tinh Binh Dwong- Viét Nam)

. 2 Hoat chit, ham | Dang bao |Tudi tho | Tiéu , , .. £ aw ., | SO 1an
STT | Tén thuoc lwong ché (théng) | chuén Quy cach dong géi | So dang ky gia han
Moi géi 1g chua:
Cefadroxil Cefadroxil (dudi Com pha
26 dang Cefadroxil hén dich 24 TCCS |Hop 12 goix 1g VD-21305-14 01
250mg £
monohydrat) 250 uong
mg
Cefaclor (duoi
dang Cefaclor Vién nang . , o
27 |Imeclor 250mg , 24 TCCS |Hop 1 vix 12 viéen | VD-19374-13 01
monohydrat) 250 cliing
mg
Oxacilin (duoi Thude bt USP
28 |Oxacillinlg [dang Oxacilin 10C O 24 hién | Hop 11o, 1010 VD-26162-17 01
- pha tiém X
natri) 1g hanh

14. Co s& ding Ky: Cong ty c¢6 phan Dwoc phim Khanh Hoa (Pja chi: S6 74 Puong Thong Nhdt, Phuong Van Thdng,
Thanh phé Nha Trang, Tinh Khanh Hoa, Viét Nam)
14.1. Co sé san xuét: Cong ty c6 phin Duwge phdm Khanh Hoa (Dia chi: Puong 2/4, Khém Déng Bic, Phiong Vinh

Hoa, Thanh phé Nha Trang, Tinh Khanh Hoa, Viét Nam)

R £ Hoat chat, ham | Dang bao |Tudi tho | Tiéu . , . £ oo . | S6lan
STT | Tén thuoc lrong ché (thang) | chuin Quy cach dong goi | So dang ky gia han
29 De>_<c|orphen|r Dexclorpheniramin Vién nén 36 DbVN H_(;)p 2vi, 10vix 15 VD-23580-15 01
amin 2 maleat 2mg IV |vién
Hop 2 vi, 3 vi, 10 vi,
Gikanin N-acetyl-dl-leucin o 50 vi x 10 vién;
30 500 mg Vién nén 36 TCCS Chai 100 vién: Chai VD-22909-15 01
500 vién
Amlodipin (dudi
31 [Kavasdin 5 dang Amlodipin Vién nén 36 TCCS |Hop 10 vix 10 vién | VD-20761-14 01
besylat) 5mg
32 |Trimebutin || /mebutin Vienneén | a6 | 1ees [Hop 10 vix 10 vien | VD-22914-15 | 01
maleat 100 mg bao phim

15. Co sé ding ky: Cong ty c6 phan dwge phAm Me Di Sun (Dja chi: S6 521, Khu Phé An Loi, Phwong Hoa Loi, Thi xa
Bén Cat, tinh Binh Duong- Viét Nam)
15.1 Co s6 san xuit: Cong ty c6 phan dwge phAm Me Di Sun (Dja chi: S6 521, Khu Pho An Loi, Phwong Hoa Loi, Thi
xd Bén Cat, tinh Binh Duong- Viét Nam)
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R £ Hoat chét, ham Dang bao |Tudithe | Tiéu , , . £ o4 . | S614n
STT (Tén thuoc lwong ché (thang) | chu in Quy cach dong goi So dang ky gia han
Betahistin Hop 3 vi x 10 vién;
33 |[Golhistine dihydroclorid Vién nén 36 TCCS |Chai 60 vién, 100 VD-21318-14 01
16 mg vién, 200 vién

16. Co sé ding ky: Cong ty C6 phian Dwoc phdm OPV (Pja chi: S6 27, Puong 34, Khu Céng Nghiép Bién Hoa II,
Phuwong An Binh, Thanh phé Bién Hoa, Tinh Béng Nai, Viét Nam)
16. 1. Co sé san xuat: Cong ty C6 phan Dwoc phdm OPV (Pja chi: S6 27, Puong 34, Khu Céng Nghiép Bién Hoa II,
Phuwong An Binh, Thanh phé Bién Hoa, Tinh Béng Nai, Viét Nam)

R £ Hoat chat, ham | Dang bao |Tudi tho | Tiéu i i . £ oae ., | S61an
STT | Tén thuoc lrong ché (thang) | chuén Quy cach dong goi | So dang ky gia han
Vién nén . . A
34 |Opedulox 40 [Febuxostat 40mg bao phim 36 TCCS |Hop3vix 10vién |QLDB-624-17 01

17. Co s6 ding ky: Cong ty c6 phin dwoc pham Phong Phu - Chi nhanh nha may Usarichpharm (Bja chi: L6 s6 12,
duong 56 8, Khu cong nghiép Tan Tao, Phuong Tan Tao A, Qudn Binh Tan, TP. Hé Chi Minh, Viéet Nam)
17.1. Co sé san xuat: Cong ty co phin dwoc phdm Phong Phii - Chi nhanh nha may Usarichpharm (Pia chi: Lé s6 12,
duong 56 8, Khu cong nghiép Tan Tao, Phuong Tan Tao A, Qudn Binh Tan, TP. Hé Chi Minh, Viéet Nam)

R £ Hoat chit, ham Dang bao [Tudithe | Tiéu . , . £ e . | S6lan
STT [Tén thuoc lwong ché (théng) | chuén Quy cach dong g6i | So diang ky gia han
. A Hop 10 vi x 10 vién;
g5 [CIMmetdin o etidine 300mg | VMMM | 35 | Tees |Hop 1 chaix 100 | VD-21799-14 | 01
300mg bao phim A i
vién, 200 vién

18. Co sé ding ky: Cong ty co phan dwgc pham SaVi (Dia chi: Lé Z 01-02-03a KCN trong KCX Tdan Thudn, phirong Tén
Thugn Pong, quan 7, Tp. HCM - Viét Nam)
18.1 Co sé sin xuit: Cong ty co phan dwoc phadm SaVi (Dia chi: Lé Z 01-02-03a KCN trong KCX Tan Thudn, phwong
Tan Thudn Déng, qudn 7, Tp. HCM - Viét Nam)

" £ Hoat chat, ham | Dang bao |Tudi the | Tiéu , L .. . . | S614an
STT Tén thuoc lwong ché (théng) | chuén Quy cach dong géi | So dang ky gia han
Loratadine . e USP |Hop 3 vi, 10 vix 10
36 Savi 10 Loratadin 10 mg Vién nén 36 2021 |vien VD-19439-13 01
Lansoprazol 30 mg
SaVi (Dudi dang Vién nan
37 |Lansoprazole |Lansoprazol vi hat n g 24 TCCS |Hop3vix 10vién | VD-21353-14 01
30 bao tan trong rudt cung
8,5%)
38 |savi Prolol 5 |Esoprolol fumarat | Vien nen 36 | TCCS [Hop3vix 10vien |VD-23656-15| 01
5mg bao phim
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39

Stazemid
10/10

Ezetimib 10 mg;
Simvastatin 10 mg

Vién nén
bao phim

36 TCCS

Hop 3 vi x 10 vién

VD-24278-16

01

19. Co sé ding ky: Cong ty C6 phan Dwoc phim va Sinh hoc Y té (Pia chi: 31 Ng6 Thoi Nhiém, P. V5 Thi Sdu, Q. 3,
Tp. Hé Chi Minh, Viét Nam)
19.1 Co sé san xuat: Cong ty Co phan Dwge phidm va Sinh hoc Y té (Bja chi: L6 11I-18, dwong sé 13, KCN Tan Binh, P.
Tdy Thanh, Q. Tan Phii, Tp. Ho Chi Minh, Viét Nam)

. 2 Hoat chit, ham | Dang bao |Tudi tho | Tiéu , , .. £ oaw ., | SO 1an
STT | Tén thuoc lirong ché (théng) | chuén Quy cach dong géi | So dang ky gia han
Allerphast Fexofenadin Vién nén . , i
40 180mg hydroclorid 180mg | bao phim 36 TCCS [Hop 01 vix 10 vién | VD-22356-15 01
- Amoxicilin (dudi L R .
41 ?O"S‘;T'C'"” dang Amosxicilin V'ecrlrza”g 36 | DPVN EZI; 10.20vx 10| /5 s4579-16 | 01
g trihydrat) 500mg g
Ciprofloxacin
42 Ciprofloxacin (d_um dang _ Vién ngn 36 TCCS pr 03 Ylj 10 vi, 20 VD-25825-16 01
500mg Ciprofloxaxin bao phim vi x 10 vién
hydroclorid) 500mg
. Imidapril N o , ca
43 |ldatril 5mg . Vién nén 36 TCCS |Hop 03 vix 10 vién | VD-18550-13 01
hydroclorid 5 mg
Cefpodoxim (dudi Vién nén
44 |Mebicefpo 100 [dang Cefpodoxim - 36 TCCS |Hop2vix 10vién | VD-24582-16 01
. bao phim
proxetil) 100 mg
Amoxicilin (dudi L . , ,
45 ?n?ﬁ;dci“n dang Amoxicilin V'ec'lrza”g 36 | DPVN 11{8’5 iég VL20VIX | \poogs7ias | 01
trihydrat) 500mg £
Cefalexin (du6i
46 Ofbe- . dang Cefalexin Vlen’ nang 36 DbVN H(.)p.}() vi, 20 vi x VD-22359-15 01
Cefalexin monohydrat) cling V |10 vién
500mg
a7 |Pracetam g cetamg0omg | VMMM | 35 | Tees |Hop 10 vix 10 vien | VD-22689-15 | 01
800mg bao phim
Vitamin PP C Vién nén Hop 10 vi x 10 vién;
48 500 mg Nicotinamid 500mg bao phim 36 TCCS Chai 100 vién VD-18555-13 01

20. Co so diing ky: Cong ty C6 phan Dwoc pham Tipharco (Dja chi: 15 Poc Binh Kiéu, Phuong 2, TP. My Tho, Tinh
Tién Giang, Viét Nam)
20.1. Co s& ding ky: Cong ty C6 phan Dwoc pham Tipharco (Dja chi: 15 Péoc Binh Kiéu, Phuong 2, TP. My Tho, Tinh
Tién Giang, Viét Nam)

STT

Tén thude

Hoat chét, ham
luwgng

Dang bao
ché

Tiéu
chuén

Tudi tho
(thang)

Quy cach dong goi

S6 ding ky

S6 1an
gia han
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49

Ompral

Omeprazol (dudi
dang Omeprazol vi
hat bao tan trong
rudt 8,5%) 20 mg

Vién nang
cung chira
vi hat bao
tan trong
ruot

36 TCCS

Hop 10 vi x 10 vién,
Hop 1 Chai x 100
vién

VD-22217-15

01

21. Co s& diing ky: Cong ty Co phan Dwoc pham Trung wong I - Pharbaco (Pia chi: S6 160 Tén Pirc Thing — phirong
Hang Bét — qudn Pong Pa — thanh phé Ha Ni - Viét Nam)
21.1 Co sé san xuit: Cong ty C6 phan Dwoc phim Trung wong I - Pharbaco (Pia chi: Thén Thach Léi —xa Thanh
Xudn — huyén Séc Son — thanh phé Ha Néi - Viét Nam)

. 2 Hoat chat, ham | Dang bao |Tudi tho | Tiéu , , .. £ aw ., | SO 1an
STT | Tén thuoc lwong ché (théng) | chuén Quy cach dong géi | So dang ky gia han
Cefepim (dudi
. dang hon hop Bot pha n
50 |Cefepim 1g Cefepim HCI va L- tiem 36 TCCS [Hop 10 Io VD-21899-14 01
arginin) 1000mg
4 ... |Mdidng chura: A . P P
5 |NUOC CALUEM |1 oo At pha tiem | DUM9MOT |4 | pecs [HOR 10008, 2008,y oag75 05 | o1
5ml 5l pha tiém 50 ong x 5 ml
Tramadol Vién nang . , n
52 |Osmadol C50 . , 36 TCCS [Hop 10 vix 10 vién | VD-23676-15 01
hydroclorid 50mg cliing
53 |Papaverin4g |-apaverin viennén | 48 | Tces |LQ 100VIen 1000\ p pag7705 | 1
hydroclorid 40mg vién
54 :ﬁg”'s‘)'on Prednisolon5mg | Viennén | 36 | TCCS |Hop2vix20vien |vD-21002-14| 1

22. Co sé ding ky: Cong ty C6 Phian Dwoc Phim Trung wong 2 (Dia chi: S6 9 Tran Thanh Téng, phuong Bach Pang,
qudn Hai Ba Trung, thanh phé Ha Néi, Viét Nam)
22.1. Co sé san xuat: Cong ty C6 Phin Dwge Pham Trung wong 2 (Pja chi: L6 27, Khu cong nghiép Quang Minh, thi
tran Quang Minh, huyén Mé Linh, thanh phé Ha Néi, Viét Nam)

; Hoat chét, ham Dang bao |Tudithe | Tiéu . o S6 1an
TT TA h A 'y 9 y L B 4 Y 4 h r r A kr
S én thuoc lwong ché (thang) | chuén Quy cach dong goéi | So dang ky gia han
55 |Ekydo :\n/'gebe”dazo' S0 | viennen | 36 DBV‘ N |Hop 01 vix 01 vien | VD-26295-17 | 01
. Mbi bng chira: .
yc cat ph . . D DDbVN .
56 |uoccdtpha 1\ sc catphatiem | DundMOl | ag Hop 50 éng 10ml | VD-21693-14 | 01
tiém 10ml 10ml pha tiém v

23. Co s& diing ky: Cong ty c6 phin dwge phim trung wong Vidipha (Dja chi: 184/2 Lé Vin Sy, Phuong 10, Qudn Phii

Nhudn, Thanh phé Ho Chi Minh, Viét Nam)

23.1. Co s& ding ky: Chi nhanh cong ty c6 phin dwoc pham trung wong Vidipha Binh Dwong (Dja chi:: Khu phé Tén
Binh, Phuong Tan Hiép, Thi xa Tan Uyén, Tinh Binh Dwong, Viét Nam)

STT

Tén thube

Hoat chét, ham
luwgng

Dang bao
ché

Tiéu
chuan

Tudi tho
(thang)

Quy cach doéng goéi

S6 diing ky

S6 lan
gia han
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57

Penicilin V
Kali
1.000.0001.U

Penicillin V
(Dudi dang
Penicillin V kali)
1.000.000 1U

Vién nén
bao phim

36

DDVN
\Y

Hop 10 vi x 10 vién

VD-20475-14

01

24. Co sé ding ky: Cong ty cd phan dwge pham Vinh Phic (Bja chi: S6 777, dwong Mé Linh, phwong Khai Quang,
thanh pho Vinh Yén, tinh Vinh Phiic- Viét Nam)
24.1 Co sé san xuit: Cong ty co phan dwoce pham Vinh Phiic (Pia chi: Thén Mdu Théng - P. Khai Quang - TP. Vinh
Yén - tinh Vinh Phuc - Viét Nam)

R £ Hoat chit, ham | Dang bao |Tudithe | Tiéu , , . £ ax , | S614n
STT Tén thuoc lrong ché (thang) | chuén Quy cach dong goi | So dang ky gia han
58 |cammic Acid tranexamic Dun% dich 36 TCCS HQpA’Z vi, 4 vi, 10 vi VD-23729-15 01
500 mg/5 mi tiém x 50ngx 5 ml
Noradrenalin (dudi Dune dich ?Eﬁ-lefl) x 21 0{0}11% X
59 |Noradrenalin |dang Noradrenalin | -2 & 36 |BP2020(; " OP SV VD-24342-16 | 01
tiem ong x 4 ml; Hop 10
tartrat) 4 mg/4ml , 2
vix 5 ong x 4 ml
: 0 +16
Methylprednisolon Hop 1 lf'? ! e .
. £ in dung moi pha tiém;
(duoi dang Thudce tiém Hop 5 1o + 5 én
60 [Vinsolon Methylprednisolon | déng kho 36 Tces | 9P 29 e | VD-19515-13 01
. . dung méi pha tiém;
natri succinat) 40 A £
m Hop 10 1o + 10 Ong
9 dung moi pha tiém
I , A + A
cang amoprasol | U0 G G Hop 5 1
61 |Vintolox ang Tamtop bot dong 36 | Tccs [T MOL HOP O 9 vyp1go0g-12 | o1
natri sesquihydrat) Kho + 5 ong dung moi;

40mg

Hop 10 1o

25. Co sé ding ky: Cong ty Cé phan Dwgc - Trang thiét bi y té Binh Pinh (Bidiphar) (Pia chi: 498 Nguyén Thdi Hoc
— Phuong Quang Trung — Tp. Quy Nhon — Tinh Binh Dinh - Viét Nam)
25.1. Co sé san xuat: Cong ty Co phan Dwoc - Trang thiét bi y té Binh Pinh (Bidiphar) (Dja chi: 498 Nguyén Thdi
Hoc — Phuong Quang Trung — Tp. Quy Nhon — Tinh Binh BPinh - Viét Nam)

" £ Hoat chat, ham | Dang bao |Tudi the | Tiéu , L .. £ oaw . | S614n
STT Tén thuoc lwong ché (théng) | chuén Quy cach dong géi | So dang ky gia han

ﬁimiisz e(::rzl+ Thudc bot Figp 01 lo + 01 dng

62 |Bironem500 |(3N&VETOP O 36 | USP37 |dung mdi 10 ml; VD-23139-15 | 01
Natri carbonat pha tiém Hon 10 lo: Hop 25 lo
khan) 500 mg °p 1910, Hop 20 4G

63 |Bocartinso |C2rboplatin 50 Dungdich | 40 1 5p2013 |Hop 1 10 5 m VD-21241-14 | 01
mg/5 ml tiém
Ciprofloxacin

Ciprofloxacin |(dudi dang Vién nén DDVN |, .. , n
64 500 Ciprofloxacin bao phim 36 v Hop 10 vix 10 vién | VD-19323-13 01

hydroclorid) 500mg
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Methotrexat .
65 |Bidiphar50 | Viethowrexats0 jDungdich | o) yopss Han 110 2ml QLDPB-638-17| 01
mg/2ml tiém
mg/2ml
g6 || nidazol Tinidazol 500 mg | e | a5 | yecs [HOP2VEIOVIXT0 4 yp haiag 15| 01
500mg bao phim vién

26. Co sé ding ky: Cong ty Co phian Dwoe va vat tw y té Binh Thuan (Dja chi: 192 nguyén Hpi, Phuwong Phii Trinh,
Tp.Phan Thiét, Tinh Binh Thudn-Viét Nam)
26.1 Co sé san xuit: Cong ty Co phan Duoc va vat tu y té Binh Thuén (Pja chi: 192 nguyén Hoi, Phirong Phii Trinh,
Tp.Phan Thiét, Tinh Binh Thudn-Viét Nam)

N £ Hoat chit, ham Dang bao |Tudithe | Tiéu , , .. £ oaw ., | SO 1an
STT |Tén thuoc Ifeong ché (théng) | chuén Quy cach dong g6i | So dang ky gia han
Hoép 10 vi, 50 vi x
67 |Tuspi Paracetamol 500 Vlen, nang 36 DDVN 1_OAV|en; Ch:';u 100 VD-23109-15 01
mg cung Vv vién 200 vién, 500

vién

27. Co sé ding ky: Cong ty Co phan Dwoc - Vat Twy té Nghé An (Dia chi: S6 68 dwong Nguyén Sy Sach, Phwong Hung
Phiic, thanh phé Vinh, tinh Nghé An - Viét Nam)
27.1 Co 'sé san xuit: Cong ty C6 phan Dugc - Vat Tu y té Nghé An (Pia chi: S6 68 dwong Nguyén Sy Sach, Phuong
Hung Phiic, thanh phé Vinh, tinh Nghé An - Viét Nam)

" Hoat chat, ham | Dang bao |Tudi tho | Tiéu . Lo S6 lan
TT TA h A e 9 Y L B 4 Y 4 h r /4 A k /4
S én thuoc lrong ché (thang) | chuén Quy cach dong goi | So dang ky gia han
gg |Faracetamol Paracetamol 500 1 \ian nen | 24 [PPYN |an 00 vix 10 vien | vD-20025-14 | 01
500mg mg Vv

28. Co sé ding ky: Cong ty ¢d phan Dwgce - VIYT Thanh Héa (Pja chi: Sé 232, Tran Phii, phuong Lam Son, Thanh phé

Thanh Hoa, Viét Nam)

28.1. Co s6' san xuit: Cong ty cb phan Dwoc - VIYT Thanh Hoéa (Pia chi: S6 04 — Puong Quang Trung — TP Thanh
Hoa — Tinh Thanh Hoa, Viét Nam)

R £ Hoat chat, ham | Dang bao |Tudi tho | Tiéu . , . £ oo . | S6lan
STT | Tén thuoc lwong ché (thang) | chuin Quy cach dong goi | S0 dang ky gia han
pg |nceclofenac \Aceclofenac 100 Viennen | ) | rees [Hop Svix 10vien | VD-2170514 | 01
T/H mg bao phim
Hoép 10 vi, 20 vi x
. Tetracyclin Vién nang DDVN |10 vién; Lo 100
70 [Tetracyelin 0 roclorid 250mg | ctme 36 v |vién, 300 vien, 500 | VD23788-15| 01
vién
. . Hop 10 vi, 20 vi x
. Tetracyclin Vién nang DDBVN [, “°. ~ 7
71 |[Tetracyclin hydroclorid 500mg citng 36 Y 10 vién; Lo 300 VD-23155-15 01

vién, 500 vién

29. Co sé diing ky: Cong ty ¢b phin Fresenius Kabi Viét Nam (Pia chi: Khu vuc 8, phwong Nhon Phii, thanh phé Quy
Nhon, Binh Pinh, Viét Nam)
29.1. Co sé ding ky: Cong ty c6 phin Fresenius Kabi Viét Nam (Pja chi: Khu vuc 8, phuwong Nhon Phii, thanh pho Quy
Nhon, Binh Pinh, Viét Nam)
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STT | Tén thube H"’*‘tlcl:‘;::gham D ?‘l‘ig’a“ T(;'r‘]’;:g‘;’ ;'jgn Quy céich déng géi | S6 ding ky gsl‘; lli‘:n
Lincomycin | -neomyein (UG, o dich USP  |Hép 10 éng, 50 éng
72 Kabi dang Lincomycin tiém' 36 2021 |Ix éml ’ VD-21712-14 01
HCI) 600 mg/2ml
Salbutamol Salbutamol (dudi .
. Dung dich o Z
73 |Kabi dang salbutamol tiem 36 TCCS [Hop 6 ongx 1 ml | VD-19569-13 01
0,5mg/1ml sulfat) 0,5 mg/mi
30. Co sé ding ky: Cong ty co phan Pymepharco (Pia chi: 166 - 170 Nguyén Hué, Thanh phé Tuy Hoa, tinh Phii Yén -
Viét Nam)
30.1 Co sé san xuit: Cong ty co6 phan Pymepharco (Dja chi: 166 - 170 Nguyén Hué, Thanh phé Tuy Hoa, tinh Phii Yén -
Viet Nam)
STT | Tén thudc Hoatﬁ:‘;:’gham D“'uligao T(:ﬁ;r:g(; ;Isgn Quy cach déng goi | S6 ding ky gsi(:l llil;n
Hbn hop v6 khuan
Imipenem
monohydrat,
Cilastatin natri va
Catri bicarbonat
chtra Imipenem Thude bat
74 |Pythinam (duoi dang pha tiérﬁ 36 TCCS [Hop 01 1o, 10 1o VD-23852-15 01
Imipenem
monohydrat) 500
mg; Cilastatin
(duoi dang
Cilastatin natri)
500mg
75  |Sorbitol Mot goi Sg chia: | Thuoe bOL | g6 | 1605 |Hop20 goix Sz | VD-23224-15 | 01
Sorbitol 59 uong

31. Co so diing ky: Cong ty Co phan SPM (Pia chi: L6 s6 51, Khu Céong Nghiép Tin Tao, Puong sé 2, Phuong Téan Tao

A, Qudn Binh Téan, Thanh phé Ho Chi Minh)

31.1. Co sé san xuit: Cong ty C6 phan SPM (Dja chi: Lé s6 51, Khu Céng Nghiép Tan Tao, Puong sé 2, Phwong Tén
Tao A, Quédn Binh Tan, Thanh phé Ho Chi Minh)

N £ Hoat chét, ham Dang bao |Tudithe | Tiéu , L .. £ oaw . | S614n
STT [Tén thuoc lwong ché (théng) | chuén Quy cach dong goi So dang ky gia han
76 |Losapin50  |Losartan kali50 mg| NN | g | e [HOP3VE IOV 20 \h oh05a03 | 01
bao phim vi, 30 vi x 10 vién
Trimetazidin o n , ,
77 [Medirel dinydroclorid 20 | VINNeN | a5 | pocg [HOPOVESOVLS0  \p haosas | o
bao phim vi x 10 vién
mg
78 |Natidof 4 Thiocolchicosid | e nen | 36 | Tces |Hop3vix 10vien | VvD-23867-15 | o1

4mg

Page 11 of 17




32. Co sé diing ky: Cong Ty Co Phan Traphaco (Pja chi: 75 Phé Yén Ninh, Phuong Qudn Thanh, Quén Ba Dinh, Thanh
Phé Ha Néi-Viét Nam)
32.1 Co sé san xuit: Cong ty TNHH TRAPHACO Hung Yén (Pia chi: Thén Binh Luong - Xa Tan Quang - Huyén Vin
Ldam - Tinh Hung Yén-Viét Nam)

. 2 Hoat chit, ham | Dang bao |Tudi tho | Tiéu , , .. £ aw ., | SO 1an
STT | Tén thuoc g ché (théng) | chuén Quy cach dong géi | So dang ky gia han
79 |Dimenhydrinat Dimenhydrinat30 1 \/jennen | 48 | TCCS |Hop 10 vix 10 vien | VD-26453-17 | 01

50mg

mg

33. Co sé diing ky: Cong ty c6 phan héa-dwoc pham Mekophar (Pia chi: S6 297/5 Ly Thuong Kiét - phuwong 15 - qudn
11 - thanh Phé Hé Chi Minh - Viét Nam)
33.1 Co sé san xuit; Cong ty c6 phan héa-dwgc pham Mekophar (Dja chi: S6 297/5 Ly Thuwong Kiét - phuong 15 - qudn
11 - thanh Phé Hé.Chi Minh - Viét Nam)

Hoat chit, ham

Dang bao

Tubi tho

Tiéu

So lan

STT | Ténthuoc lwong ché (théng) | chuén Quy cach dong gé6i | So dang ky gia han
80 Cardicormeko |[Bisoprolol fumarat | Vién nen 36 TCCS |Hop 3 vix 10 vien | VD-23801-15 01
phar 2,5 2,5mg bao phim
Vién nan Hop 1 vi x 4 vién;
81 |Danircap 300 |Cefdinir 300mg o g 24 TCCS |Hop 2 vi, 3 vi, 10 vi | VD-23177-15 01
cung x 10 vién
82 Griseofulvin Griseofulvin 250mg| Vién nén 36 DBVN HQp-%O vi, 15vix VD-19110-13 01
250mg IV (12 vién
Moi g6i 2 g chira:
Cefadroxil (dudi PR
) Thuoc bot N .
83 |Mekocefal 250 |dang Cefadroxil £ 36 TCCS |Hop30goix2g VD-23804-15 01
uong
monohydrat) 250
mg
MJi chai 60 ml .
g |Mekotropyl | o Piracetam | P8P | a5 | rocs |Hop 1 chai60ml | vD-23182-15 | 01
200mg/ml 12 tiém truyén
85 |Paracold 500 | Vi1 801 2,7g chuar |Thudecom | a5 | roeg o 12 g6ix 2,7g | VD-24413-16 | 01
Paracetamol 500mg uong
Paracetamol o
86 |Paracold Extra |500mg, Caffeine | oMM | 35 | PPVN s 10vix 10vien | vD-21717-14| 01
bao phim v
65mg
g7 |Risperidone | o eridone 2mg | VMMM | 36 | Tecs |Hep3vix 10vien | VD-23190-15 | o1
MKP 2 P g bao phim op 2 vix T vien
x. , Dung dich
. Moi 250 ml chira: . A .
gg |>odium Sodium chioride | YO XIUAR | 55| qocg Chal 250ml 500 MLy n b aghe 15| 01
Chloride 0,9% dung trong 1000 ml
2,259 x N
phau thuat
o Hop 03 vi x 10 vién;
89 |zefdavir 100 |Lamivudine 100mg \b/;g”p?]?; 36 Dl?\\//N Hop 01 chai x30 | VD-19583-13 | 01

vién
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34. Co sé ding ky: Cong ty Co phin san xuit thwong mai Pong Nam (Pja chi: Lé 24, Puong 14, Khu cong nghiép Tan
Tao, Phuong Tan Tao A, Quén Binh Tén, Tp.Ho Chi Minh-Viét Nam)

34.1 Co sé san xuit: Cong ty C6 phan san xuit thwong mai Pong Nam (Pja chi: L6 24, Puong 14, Khu céng nghiép
Tan Tao, Phuong Tdn Tao A, Quan Binh Tdn, Tp.H5 Chi Minh-Viét Nam)

Hoat chit, ham | Dang bao |Tudi tho | Tiéu S6 lan

STT | Tén thuoc g ché (théng) | chuén Quy cach dong géi | So dang ky

gia han

Hop 1 vi, 3 vi, 5 vi,
90 |Futaton Mirtazapin 30 mg X;g”pﬂ?; 36 | UsP38 IC?];; ;ol\(/)i NS

vién, 500 vién

VD-24456-16 01

35. Co sé diing ky: Cong ty Co phin Xuit nhip khau Y té DOMESCO (Dja chi: Sé 66, Quoc 16 30, Phuong My Phii,
Thanh phé Cao Lénh,” Tinh Pong Thap-Viét Nam)

35.1 Co sé san xuit: Cong ty C6 phan Xuit nhap khiu Y té DOMESCO (Pja chi: S6 66, Quoc 1 30, Phuong My Phii,
Thanh phé CaoLénh, Tinh Pong Thap-Viét Nam)

N £ Hoat chat, ham | Dang bao |Tudi tho | Tiéu . L .. £ aw ., | SO 1an
STT | Tén thuoc lwong ché (théng) | chuén Quy cach dong gé6i | So dang ky gia han
91 |Domecor 2.5 Bisoprolol fumarat | Vién ngn 36 TCCs }_I?p 2vi, 10 vix 14 VD-21019-14 01
2,5mg bao phim vién
mg
op [LOSANZS ) peartan kali 25 mg| YoM |36 | Tees [HOPIVEAVEIOVEY yp o1007.14 | 01
mg bao phim x 10 vién

36. Co so diing ky: Cong ty lién doanh Meyer-BPC (Dja chi: 643, quoc 16 60, phwong Phii Tédn, thanh pho Bén Tre, tinh
Bén Tre - Viét Nam)

36.1 Co sé san xuat: Cong ty lién doanh Meyer-BPC (Bja chi: 643, quoc 16 60, phwong Phii Téan, thanh pho Bén Tre,
tinh Bén Tre - Viét Nam)

R £ Hoat chat, ham | Dang bao |Tudi the | Tiéu , L . . ., | S61an
STT Tén thuoc lrong ché (thang) | chuén Quy cach dong géi | So dang ky gia han
. Vién nén A , "
93 |Befatropyl Piracetam 800 mg bao phim 36 TCCS |Hop Svix 10 vién | VD-18495-13 01
94 |Dexamethason |D&X3methason viennén | 36 | Tccs [FopOLchai 2000y p 514504 | 02
0,5mg vién, 500 vién

Omeprazol (twong | Vién nang

duong 286 mg hat | cting chira Hop2vi,3vix 10

95 |Qumichil 40 |bao tan trong rudt | vi hat bao 36 TCCS [vién; Hop 01 chai x | VD-19163-13 01
14% Omeprazol) tan trong 30 vién
40 mg rudt

37. Co sé diing ky: Cong ty TNHH BRYV Healthcare (Dia chi: Khu A, S6 18, Puong s6 09, Ap 24, Xa Tan Thanh Tay,
Huyén Cii Chi, Thanh phé Ho Chi Minh-Viét Nam)

37.1 Co sé san xuit: Cong ty TNHH BRYV Healthcare (Pja chi: Khu A, S6 18, Puong sé 09, Ap 24, Xa Téan Thanh Tay,
Huyén Cii Chi, Thanh phé Hé Chi Minh-Viét Nam)
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N £ Hoat chét, ham Dang bao |Tudithe | Tiéu , , .. . ., | S614n
STT [Tén thuoc lwong ché (théng) | chuén Quy cach dong géi | So dang ky gia han
Spiramycin
. 750.000 1U; Vién nén Hop 2 vi, 10 vi, 20
% |Pidazol Metronidazol 125 bao phim 48 Tees vi x 10 vién VD-21611-14 01

mg

38. Co sé ding ky: Cong ty TNHH BRYV Healthcare (Pja chi: Khu A, s6 18 dwong sé 09, xa Tan Thanh Tay, huyén Ci
Chi, thanh phé Hé Chi Minh, Viét Nam)
38.1 Co s& san xuit: Cong ty Co Phian Dwoc Pham Trung wong 2 (Pia chi: Lé 27, Khu céng nghiép Quang Minh, thi
tran Quang Minh, huyén Mé Linh, thanh phé Ha Noi, Viét Nam)

R £ Hoat chat, ham | Dang bao |Tudi tho | Tiéu i i . £ e ., | S61an
STT | Tén thuoc lrong ché (théng) | chuén Quy cach dong goi | So dang ky gia han
Hon hop bot vo
khuan Ceftazidim o
. . . Thudc bot R
97 |Rezodim2g [va natri carbonat pha tiém 30 TCCS |Hop 119, 1010 VD-22378-15 01

tuong duong voi

Ceftazidim 2 g

39. Co sé ding ky: Cong ty TNHH Dugc Phim Glomed (Bja chi: Sé 35 Pai Lo T Do, KCN Viét Nam - Singapore,

Phuwong An Phu, Thanh Phé Thudn An, Tinh Binh Duong, Viét Nam)

39.1. Co s6' san xuit: Cong ty TNHH Dwoc Phim Glomed (Pja chi: S6 35 Pai L Tw Do, KCN Viét Nam - Singapore,

Phuwong An Phu, Thanh Phé Thudn An, Tinh Binh Duong, Viét Nam)

N £ Hoat chét, ham Dang bao |Tudithe | Tiéu , L . . ., | S61an
STT [Tén thuoc lwong ché (thang) | chuén Quy cach dong géi | So dang ky gia han
98 |Aplofar 150 [irbesartan 150 mg | VNN | 35 [ygp ap [HOP2Vix1Avien \p baz01 94 | 01
bao phim Hop 3 vi x 10 vién
99 |Aplorar 300 [Irbesartan 300 mg Vien nen 36 USP 42 H(;)p 2 Vf x 14 V%i’n; VD-20702-14 01
bao phim Hop 3 vix 10 vién
100 |Butridat200 | TMeDUtinmaleat | Viennen | oy qoog |HOP2 VLSV IOV 5 pags0.05 | 0
200 mg bao phim x 10 vién
Lisinopril (dudi
. dang Lisinopril A Hop 2 vi x 14 vién;
101 [Cavired 10 dihydrat 10,89 mg) Vién nén 36 USP 42 Hop 3 vi x 10 vién VD-20434-14 01
10 mg
102 |Furixat Flavoxat vViennen | a5 usp a2 |Hop3vix 10vien | VD-22845-15 | 01
hydroclorid 200 mg | bao phim P ¢
103 |Gliovan-H 160 |Valsartan 160mg | "N | 36 | tocs [HOP3VIXIOVED 1y o014 | m
bao phim Hop 4 vi x 12 vién
104 |Glodafil 20  |Tadalafil20mg | VMM | 55 | tocs [HOPIVIX2Vien 1y o704 | m
bao phim Hop 1 vi x 4 vién
Glonacin 1.5 Spiramycin (tuong Vién nén
105 ' duong 1.500.000 . 36 TCCS [Hop 2 vi x 8 vién VD-20711-14 01
MIU bao phim

1U) 340 mg
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Hop 1 chai x 100

Vién nén USP" | ien: Chai 180 vien:
106 |Glotadol 325 |Paracetamol 325mg . 36 hién ) A . | VD-20715-14 01
bao phim A Chai 200 vién; Chai
hanh N
500 vién

Atorvastatin 10 mg

107 |Glovitor 10 |(dudtdang - o T Viennen a0 ) poog (HOPI VL 10V 30\ 541306 | 01
Atorvastatin calci bao phim vi x 10 vién
10,34 mg)
Sertralin{(dudi . A , n

108 |Lezoline dang Sertralin Vienneén | gy | ysp aa [HOP IVIXTOVEN Hyh 500 44| 01

. bao phim Hop 3 vix 10 vién

hydroclorid) 50 mg

109 |Lodinap1o  |Sralaprilmaleatio o on | oa  |USPA2|HOP 10VE, 20Vi,30 4\ orgsa g5 | 01
mg vi x 10 vién
Clopidogrel (dudi

110 |Lodovax dang Clopidogrel | Viennén | 56 | toes |pan 3 vix 10 vien | VD-22856-15 | 01
bisulfat 97,86 mg) | bao phim P
75 mg
Bisoprolol fumarat

L 5 mg; Vién nén R ) o

111 [Rolizide Hydroclorothiazid bao phim 36 USP 42 |Hop 3 vi x 10 vién VD-20435-14 01

6,25 mg
Sorbitol Mdi gbi 5g chira: | Thude bot . .
112 Glomed Sorbitol 5g uéng 36 TCCS [Hop 20 gbi x 5g VD-19871-13 01

40. Co sé ding ky: Cong ty TNHH Dwoc Phadm Shinpoong Daewoo (Dja chi: Sé 13, Puong 94, Khu céng nghiép Bién
Hoa II, Phwong An Binh, Thanh phé Bién Hoa, tinh Dong Nai - Viét Nam)
40.1 Co sé san xuit: Cong ty TNHH Dwoc Phidm Shinpoong Daewoo (Dja chi: So 13, Puong 94, Khu cong nghiép
Bién Hoa II, Phurong An Binh, Thanh phé Bién Hoa, tinh Pong Nai - Viét Nam)

R £ Hoat chat, ham | Dang bao |Tudi the | Tiéu , L . . ., | S61an
: e N 2 h k
STT Tén thuoc lrong ché (théng) | chuén Quy cach dong géi | So dang ky gia han
113 |Cancetil Candesartan viennén | 36 | TCCS |Hop3vix 10vien |VvD-21075-14| o1
cilexetil 16mg
Candesartan
114 |Cancetil plus |C1exeti! 16mg; Viennén | 36 | TCCS |Hop3vix 10vién |VD-21760-14| 01

Hydrochlorothiazide
12,5mg

41. Co sé ding ky: Cong ty TNHH Hasan Dermapharm (Pia chi: Duong s6 2, Khu Cong nghiép Pong An, Phuwong Binh
Hoa, Thi xa Thudn An, Tinh Binh Duong, Viét Nam)
41.1 Co sé san xuit: Cong ty TNHH Hasan Dermapharm (Dja chi: Puong sé 2, Khu Cong nghiép Pong An, Phuong

Binh Hoa, Thi xa Thuan An, Tinh Binh Duong, Viét Nam)

STT

Tén thudc

Hoat chit, ham
lwgng

Dang bao
ché

Tudi tho
(thang)

Tiéu
chuan

Quy cach dong géi

S6 ding ky

S6 lin
gia han
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Acid Alendronic
(dudi dang Natri . , ,
115 |Alenbe 70mg |alendronat Viennén | 36 | TCCS Hi“’f (?22 Vil:fs vL10 ypossar-17| o1
trihydrat 91,36 mg) vixBevie
70 mg

42. Co sé diang ky: Cong ty TNHH Lién doanh Hasan Dermapharm (Pia chi: Lé B, Puong so 2, Khu Cong nghiép
Béng An, Phuwong Binh Hoa, Thi xa Thugn An, Tinh Binh Duong, Viét Nam)

42.1 Co sé san xuit: Cong ty TNHH Lién doanh Hasan Dermapharm (Pja chi: Lé B, Puong s6 2, Khu Cong nghiép
Béng An, Phuwong Binh Hoa, Thi xa Thudgn An, Tinh Binh Duong, Viét Nam)

. 2 Hoat chit, ham | Dang bao |Tudi tho | Tiéu , , .. £ aw ., | SO 1an
STT Tén thuoc lwong ché (théng) | chuén Quy cach dong géi | So dang ky gia han
116 |Mibedos 25" |Lamotrigin 25 mg | Viennén | 36 | Tccs |HOPOIVEO3VLOS 1y /h oesga 17| m
vi, 10 vi x 10 vién

43. Co sé ding ky: Cong Ty TNHH Lién Doanh Stellapharm (Pja chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2, Xa Xudn
Théi Pong, Huyén Héc Mén, Tp. Ho Chi Minh-Viét Nam)

43.1 Co sé'san xuit: Cong ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Pja chi: S6 40 dai 16 Tw Do, Khu céng
nghiép Viet Nam - Singapore, Phwong An Phu, Thi xa Thudn An, Tinh Binh Dwong- Viét Nam)

" £ Hoat chat, ham | Dang bao |Tudi tho | Tiéu , , .. £ oae ., | S61an
STT | Tén thuoc lwong ché (théng) | chuin Quy cach dong go6i | So dang ky gia han
Clarithromycin . . o o , ,
117 | STELLA 500 |C1rithromycin viennen 1 a5 |gp ooo[tOP2VEAVIXT g ogss9.17 | 01
mg 500 mg bao phim vién
118 |Lamostad 100 r';]zmomg'”e 1001 Viennen | 36 | Tces |Hep3vix 10vien | vD-24562-16 | o1
119 |Lorastad D |Desloratadine 5mg | MMM | 24 | tecs |HOP3VEIOVIXIO 1y oassa g5 | m
bao phim vién
Hop 1 vix 2 vién;
Tadalafil . Vién nén Hop 1 vi,3vix 10
120 |STE 1 A5 mg | T2081Af1 5 Mg paophim | 24 | TCCS Lo Hon 2 vix 14 | VD-24671-16 | 01
vién
. oy Hop 1 tuyp x 10
121 |Stacytine 6o |/\CEWICYsteine 600 | Viennen | o)l poeg |ian Hopdvix4 | VD-23979-15 | o1
mg sui bot vien

44. Co s6 ding ky: Cong ty TNHH Reliv Pharma (Pja chi: 410/9 Tan Phu, Khu My Gia 1, Phuong Tdan Phu, Qudn 7,
Thanh phé Ho Chi Minh, Viét Nam)

44.1. Co s6 san xuit: Cong ty C6 Phan Dwoc Phidm Trung wong 2 (Dia chi: L6 27, Khu cong nghiép Quang Minh, thi
tran Quang Minh, huyén Mé Linh, thanh phé Ha Néi, Viét Nam)

S6 1an
gia han

Tiéu
chuan

Tudi tho
(thang)

Hoat chét, ham
luwgng

Dang bao

ché So dang ky

STT | Tén thubc Quy cach dong goi
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122

Revotax 2g

Cefotaxim (dudi
dang Cefotaxim
natri) 2g

Thube bot
pha tiém

30

DDVN
v

Hop gom 1 o, 10 1o

VD-22377-15

01

45. Co so ding ky: Cong ty TNHH san xuit thwong mai dwgc pham Thanh Nam (Bja chi: 34 Pang Tat, P. Téan Pinh,
Q.1, TP. H6 Chi Minh, Viét Nam)
45.1 Co sé san xuiat: Chi nhanh céng ty TNHH sin xuit thwong mai dwge phim Thanh Nam (Pja chi: 60 Pai 16 Péc
ldp, KCN Viét Nam - Singapore, TX. Thudgn An, Binh Duong, Viét Nam)

. 2 Hoat chit, ham | Dang bao |Tudithe | Tiéu , , .. £ oaw ., | SO 1an
STT | Tén thuoc Iwong ché (théng) | chuén Quy cach dong géi | So dang ky gia han
123 |Digoxine Digoxin 0,25 mg Vién nén 36 TCCS Egﬁ Ivi, Svix30 VD-22051-14 01
124 |Paracetamol |7 aracetamol viennen | 36 |PPYN [Ro200mien. 500 yp oa04315 | 01
500 mg V  |vién

46. Co sé diang ky: Cong ty TNHH Sinh Dwoc pham Hera (Pia chi: Lo A17, khu céng nghiép Tir Ha - thi xid Hwong Tra -
tinh Thira Thién Hué - Viét Nam)
46.1 Co s6 san xuit: Cong ty TNHH Sinh Dwoc pham Hera (Pia chi: Lo A7, khu céng nghiép Tir Ha - thi xd Huwong
Tra - tinh Thira Thién Hué - Viét Nam)

. £ Hoat chat, ham | Dang bao |Tudi tho | Tiéu . L .. £ aw ., | SO 1an
STT | Tén thuoc lwong ché (théng) | chuén Quy cach dong géi | So dang ky gia han
Mifepristone (dudi H6b 1 vi x 1 vien:
125 [Mife 200 dang micronised) Vién nén 36 Tces [P ’ QLDbB-690-18 01

200mg

Hop 1 vix 3 vién

47. Co sé ding ky: Cong ty TNHH United International Pharma (Pia chi: S6 16 VSIP II, dwong sé 7, Khu cong nghiép
Viét Nam-Singapore II - Khu lién hop Cong nghiép-Dich vu-Dé thi Binh Duong, phwong Hoa Phii - thanh pho Thit Dau Mt
- tinh Binh Dwong - Viét Nam)
47.1 Co sé san xuit: Cong ty TNHH United International Pharma (Dja chi: S6 16 VSIP II, duwong s6 7, Khu cong
nghiép Viét Nam-Singapore II - Khu lién hop Cong nghiép-Dich vu-Dé thi Binh Duwong, phwong Hoa Phii - thanh phé Thii
Dau Mt - tinh Binh Duong - Viét Nam)

R £ Hoat chat, ham | Dang bao |Tudi tho | Tiéu . , . £ oo . | S6lan

STT | Tén thuoc lwong ché (thang) | chuin Quy cach dong goi | So dang ky gia han
Paracetamol
500mg, A Hop 25 vi x 4 vién;

126 |Decolgen ND Phenylephrine HCI Vién nén 36 TCCS Hép 12 vi x 10 vién VD-22382-15 01
10mg

127 |Dolfenal Mefenamic acid | Vién nen 48 | TCCS |Hop25vix 4vien |VD-25561-16 | 01
500 mg bao phim

Vién nén

Diclofenac natri bao phim o , "

128 [Neo-Pyrazon 24 TCCS |Hop 25 vix4vien | VD-25562-16 01
50mg tan trong

ruot
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Phu luc II
DANH MUC 05 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LUC 03 NAM - POT 178

1. Co s& diing ky: Cong ty c6 phan Dwgc Pham Imexpharm (Bja chi: S6 04, Puong 30/4, Phieong 1, TP.Cao Lanh,
Tinh Pong Thap-Viét Nam)

1.1 Co sé san xuit: Cong ty ¢o6 phian Dwge Pham Imexpharm (Pja chi: Sé 04, Puong 30/4, Phuong I, TP.Cao
Lanh, Tinh Pong Thap-Viét Nam)

Hoat chat, ham | Dang bao Tuot Tiéu | Quy cach dong

lwgng ché the

: $6 ding ky | D0 lan
(thang)

STT | Tén thudc X .
chuan goi gia han

Vitamin C - /[Vitamin C (Acid Vién nang

250mg ascorbic) 250 mg oimg 24 TCCS [Chai 200 vién VD-26170-17 01

2. Co so ding ky: Cong ty c¢6 phan dwoe phdm SaVi (Pia chi: Lé Z 01-02-03a KCN trong KCX Tan Thudn, phirong
Tan Thugn-Dong, quan 7, Tp. HCM - Viét Nam)

2.1 Co's6 san xuat: Cong ty cd phian dwoc phidm SaVi (Pia chi: Lé Z 01-02-03a KCN trong KCX Téan Thudn, phwong
Tan Thudgn Dong, quan 7, Tp. HCM - Viét Nam)

. Tubi n ST
. H hat, ha D 2 Ti ach dé P 0 la
STT | Tenthube | o¥ ShAbRam i Damebio ) g, | F1U | Quycldhdong | gp ging iy | DOW
yng (thang) J B

Chymotrypsin 4,2mg
Alphachymot [(twong duong

rypsin Chymotrypsin 4200
don vi USP)

Hop 1 tuix 2 vix
Vién nén 18 TCCS (10 vién; Hop 1 tai | VD-26250-17 01
x 10 vi x 10 vién

3. Co so ding ky: Cong ty C6 phan US Pharma USA (Pia chi: Lé Bi- 10, Puong D2, KCN Tdy Bdic Cii Chi, TP.Ho
Chi Minh-Viét Nam)

3.1 Co sé san xuat: Cong ty C6 phan US Pharma USA (Dja chi: L6 Bl- 10, Puong D2, KCN Tay Bdc Cii Chi, TP.Ho
Chi Minh-Viét Nam)

£ N N Tlléi . a , , X 1A
STT |Tén thuée Hoat chat, ham |Dang E)ao tho TIeLZJ Quy cac,l? dong $é ding ky S.o lan
lwgng che L chuin gol gia han
(thang)
Dong sulfat khan 40 | Vién nén Hop 4 vi. 10 vi x
3 |Ladyformine |mg; Natri fluorid 40 s 3% | TCCs |, \-/f’én vh ATV VS-4847-12 | 01
mg

4. Co so ding ky: Cong ty Cé phan Xuét nhip khiu Y t€ DOMESCO (Pia chi: So 66, Quoc 1 30, Phuong My Phii,
Thanh phé Cao Lanh, Tinh Bong Thép-Viét Nam)

4.1 Co sé san xuat: Cong ty C6 phan Xuét nhap khiu Y t€ DOMESCO (Pia chi: S6 66, Quéc 16 30, Phuwong My
Phii, Thanh phé Cao Lanh, Tinh Dong Thdp-Viét Nam)

. Tudi . A 12

. H hat, ha D A Tié ach do p 0 la
STT |Tén thube oL ham - DAng 20 | g | TP JQUYCAhAONE | 4 qang ky | DM
ong (thang) g B
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Mbi gobi 2g chua: Bot pha
Cefaclorl25 |Cefaclor (duéi dang hc;).n dich 24 TCCS Hf_)_p 10 goi, 12 VD-19626-13 01
mg Cefaclor ubn g06i, 50 g6ix 2 g

monohydrat) 125 mg £
r?]gbenz'c 04 | bibencozid 0.4 mg~ |Vienngam| 24 | Tccs Ii‘é'n‘l Chaix25 | \popase-17| 01
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