BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Djc 1ap - Tu do - Hanh phiic
$6:654 /QD-QLD Ha Noi, ngay 21 thdng 12 ndm2020
QUYET PINH

Yé viéc ban hanh danh muc thuoc san xuat trong nuwéec
duogc cap giay dang ky luu hanh tai Viét Nam - D¢t 167 bo sung lan 1

CUC TRUONG CUC QUAN LY DUQC

Can cwr Ludt Duoc sd 105/2016/QH13 ngay 06/4/2016,

Can cit Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh churc nang, nhiém vu, quyen han va co cdu té chike ciia BY Y té;

Can cir Théng tw so 32/2018/TT-BYT ngay 12/11/2018 cia B trieong Bé Y
té quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc;

Can cit Quvét dinh s6 7868/0P- -BYT ngay 28/12/2018 cua Bo truong Bo Y
té quy dinh chikc nang, nhiém vu, quyén han v co cau té chire ciia Cuc Quan Iy
Duroc thuée Bo Y té;

Can cir két ludn cia Héi dong tw van cap gidy dang ky luu hanh thudc,
nguyén liéu lam thudc - B Y té;

Xét dé nghi ciia Truong phong Ping ky thuéc, Cuc Qudn Iy Durge,

QUYET PINH

Pi¢u 1. Ban hanh kém theo Quyét dinh nay Danh muc 58 thudc duge cip
gidy dang ky luu hanh tai Viét Nam - Dot 167 bd sung 1an 1, cu thé:

1. Danh muc 55 thudc san xuét trong nudc duge cap gidy dang ky luu hanh
tai Viét Nam hiéu luc 05 nam (Phu luc I kém theo). Cac thudc thudc Danh muc
nay cé sé dang ky vdi ky hiéu VD-...-20 va hiéu lyc 05 nam ké tir ngay ky ban
hanh Quyét dinh nay.

2. Danh muc 03 thudc san xuét trong nudc duge cap gidy dang ky luu hanh
tai Viét Nam hiéu luc 03 nam (Phu luc I kem theo). Cac thudc thudéc Danh muc
nay c6 sd dang ky voi ky hiéu VD3-...-20 va hi¢u lyc 03 nam ké tir ngay ky ban
hanh Quyet dinh nay.

Diéu 2. Co s6 san Xuét va co sé dang ky thudc c6 trach nhiém:

1. San xuét thudc theo dung cac ho s0, tai liéu da dang ky v61 BO Y té va
phai in sé dang ky duoc BoY té Viét Nam cép 1én nhan thudc.

2. Chi duoc san xuét, dua ra luu hanh céc thude kiém soat dic biét khi cé
Giéy chung nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai
kiém soét dac biét phtt hop véi pham vi hoat dong cua co s& dap tmg quy dinh tai
khoan 5 Diéu 143 Nghi dinh s6 54/2017/NB-CP ngay 08/5/2017 ctia Chinh phu
quy dinh chi tiét mot s6 diéu va bién phép thi hanh Luat Duoc.

3. Thuc hién viéc cdp nhat tiéu chudn chét lugng ciia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truéng B Y té quy dinh vé
chat lugng thude, nguyén liéu 1am thudc.



4. Cap nhat nhin thudc, to hudng dan su dung thudc theo quy dinh tai
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong Bo Y té quy dinh
ghi nhan thudc, nguyén liéu 1am thudc va to huéng dan str dung thude trong thoi
han 06 thang ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, bd
sung gidy dang ky luu hanh thudc quy dinh tai Thong tu s6 32/2018/TT-BYT ngay
12/11/2018 cta Bo trudong Bo Y té quy dinh viéc dang ky luu hanh thude, nguyén
liéu 1am thube.

5. Phdi hop véi cac co so diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cia
thudc trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai Didu 5 Thong
tu sd 32/2018/TT-BYT ngay 12/11/2018 cta B truong Bo Y té quy dinh viéc
dang ky lvu hanh thudc, nguyén liéu lam thuoc ddi véi cac thude thude Phu luc II
ban hanh kém theo Quyét dinh nay (s6 gidy dang ky luu hanh c¢6 ky hiéu VD3-

...=20).

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy dang ky luu hanh thuéc, nguyén liéu lam thudc. Trong
truong hop khong con dap ung du diéu kién hoat dong, co s& ding ky phai co
trach nhiém thuc hién thay ddi co so dang ky theo quy dinh tai Thong tu s6
32/2018/TT-BYT ngay 12/11/2018 cta Bb truéng B Y té quy dinh viéc ding ky
lwu hanh thude, nguyén liéu lam thude trong thoi han 30 ngay ké tir ngay co so
dang ky khong con du diéu kién hoat dong.

7. Co s& san xuat phai bao dam cac diéu kién hoat dong cua co s& san Xuét
trong thoi han hiéu lyc cua gidy dang ky lIuu hanh thude, nguyén liéu lam thude.

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

Piéu 4. Giam dbc SO Y té cac tinh, thanh phé tryc thugc Trung uong va
giam ddc co sé san xudt va co s ding ky ¢ thude tai Piu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhén: === CUC TRUONG
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- Vién KN thudc TU, Vién KN thuc TP. HCM;

- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giuong bénh tryc thudc Bo 'Y té;
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Website;

- Luu: VT, PKT(15b).



CUC QUAN LY DUQC

BO Y TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Péc 1ap - Tu do - Hanh phic

PHUC LUC L. DANH MUC 55 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG
KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 167 BO SUNG LAN 1

Ban hanh kém theo Quyét dinh sé:034...../QD-QLD, ngay 21

1. Cong ty ding ky: Co s san xuat thudc Y hoc co truyén Bao Phwong (P/c: Thén Thing Pau -
Hoa Thach - Quoc Oai -Tp. Ha Noi - Viét Nam)
1.1 Nha sén xuét: Co sé' san xuét thube Y hoc c6 truyén Biao Phwong (D/c: Thon Thing Pau -
Hoa Thach - Quoc Oai -Tp. Ha Noi - Viét Nam)

tr cac duogc li€u
gbém: Bach truit
24¢g; Pang sam 32g;
Thuc dia 24g;
Xuyén khung 16g;
Y di 32g; Hoai son
32g; Ky tir 24g;
Mgc thong 16g;
Thoéng thao 12g

n £ Hoat chét chinh - | Dang bao |Tudi| Titu| Quy céch F ,
STT Tén thuoe Ham lwgng clglé tho | chuin dél);g goi S0 diing ky
1 [An than Bao Phuong Cao dic tong hop | Vién hoan 36 |TCCS [Hop 110 30 VD-34556-20
290 mg tuong cing thang] vién hoan ciling,
duong véi hon hop hop 1 lo 60 vién
duoc liéu gdm: Tao hoan ctng.
nhan 1,8 g; Tri mau
1,0 g; Phuc linh 1,0
g; Xuyén khung 0,5
g; Camthao 0,3 g
2 |Loi sita B/P M&i 120 ml cao long|Cao long 24 |TCCS |Hop lo 120 ml | VD-34557-20
chira céc dich chiét thang cao long

2. Cong ty ding ky: Cong ty c6 phan Armephaco- Xi nghiép dwgc pham 150 (B/c: 112 Tran
Hung Dao, phuong Pham Ngii Ldo, Qudn 1, TP. H6 Chi Minh - Viét Nam)

2.1 Nha séan xuét: Chi nhanh céng ty co phin Armephaco- Xi nghiép dwgc pham 150 (D/c: 112
Tran Hung Dao, phuong Pham Ngii Ldao, Qudan 1, TP. Ho Chi Minh - Viét Nam)

STT

Tén thube

Hoat chét chinh -
Ham lugng

Dang bao
che

Tubi
tho

Tiéu
AR
chuan

Quy cach
dong goi

S6 ding ky

Trang 1




Arsolvon

clopidogrel ( duéi
dang clopidogrel
hydrogen sulfat)
75mg; Aspirin 75mg

vién nén bao
phim

36

thang]

TCCS

hop 3 vix 10
vién ( Al-Al);
hop 3 vix 10
vién ( AI-PVC)

VD-34558-20

3. Cong ty dang ky: Cong ty ¢6 phén dwgec - trang thiét bi y té Binh Dinh (Bidiphar) (P/c: 498
Nguyén Thai Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)
3.1 Nha sén xuét: Cong ty ¢6 phin dwgc - trang thiét bi y té Binh Dinh (Bidiphar) (D/c: 498
Nguyén Thai Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)

n ; Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céach A 2o ,
V g k
STT Tén thube Ham lugng ché tho |chuian|  déng géi S0 ding ky
4 |Bicebid 50 Méi g6i 0,85g chira: |T huécz bot 24 [TCCS |hép 12 g6i, 20 | VD-34559-20
Cefixim 50mg pha hon dich|thang g6ix 0,85¢g
uong

4. Cong ty dang ky: Cong ty ¢6 phin dwoc Apimed. (P/c: 263/9 Ly Thuong Kiét, phuong 15,
qudn 11, thanh pho Ho Chi Minh - Viét Nam)

4.1 Nha san xuat: Cong ty c6 phian dwoc Apimed (P/c: Puong N1, cum cong nghiép Phii Thanh

Vinh Thanh, xd@ Vinh Thanh, huyén Nhon Trach, tinh Pong Nai - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich K 2 ,
< alig ! d
STT Tén thuoe Ham lugng ché tho [chudn| dong géi S0 ding ky
5 [Apisolic 200 Ursodeoxycholic Vién nén bao| 36 |JP Hop 3 vi, 10 vi | VD-34560-20
acid 200mg phim thang(XVII |x 10 vién
6 |Gemfiz 300 Gemfibrozil 300mg [Vién nén bao| 36 |USP |Hop 3 vi, hop VD-34561-20
phim thang(41 10 vi x 10 vién;
Hop 1 chai 100
vién; Hop 1
chai 200 vién
7 [Malapi solution Mbi ml chira: Dung dich 36 |TCCS [Hop 10 ong, 20 | VD-34562-20
Magnesi lactat uong thang ong x 5ml; Hop
dihydrat 18,6mg ; 10 Ong, 20 ong
Magnesi pidolat x 10ml
93,6mg ; Pyridoxin
hydroclorid 1,0mg
8 |Pamagel Mbi ml chira: Nhom [Hon dich 36 |TCCS [Hop 20 gbi, 30 | VD-34563-20
hydroxyd 80mg; [udng thang] 2061, 50 goi x
Magnesi hydroxyd 10ml

80mg ; Simethicon
6mg

Trang 2




5. Cong ty ding ky: Cong ty c6 phan dwoc phdm Agimexpharm (B/c: S6 27 Nguyén Thdi Hoc,
Phuong My Binh, Tp. Long Xuyén, An Giang - Viét Nam)

5.1 Nha san xuit: Chi nhinh céng ty c6 phan duwgc phAm Agimexpharm- Nha may san xuit
dwgc phim Agimexpharm (P/c: Puong Vii Trong Phung, Khém Thanh An, P. My Théi, TP. Long
Xuyén, Tinh An Giang - Viét Nam)

. Hoat chét chinh - | Dang bao |[Tudi| Tiéu | Quy cich F ,
- P 3 ang | o Sod
STT Tén thuoe Ham luwgng ché tho |chuan| doéng goi 0 dang ky
9 |Doxagisin Doxazosin (duéi Vién nén 36 |USP [Hop 1vi,2vix| VD-34564-20
dang Doxazosin thang|41 10 vién
mesilat) 2 mg
10 [Parcitin 1 Bromocriptin (dwdi [Vién nén 36 [TCCS |Hop 3 vi, 10 vi | VD-34565-20
dang Bromocriptin thang] x 10 vién (Al-

mesilat) 1 mg

PVC); Hop 1
chai 30 vién
(HD)

6. Cong ty ding ky: Cong ty c6 phan dwge phadm Am Vi (B/c: Lo B14-3,4, dwong N13, KCN

Péng Nam, xid Hoa Phii, huyén Cii Chi, TP. Ho Chi Minh - Viét Nam)

6.1 Nha san xuét: Cong ty c6 phin dwge phadm Am Vi (B/c: L6 B14-3,4, duong N13, KCN Déng
Nam, xa Hoa Phu, huyén Cu Chi, TP. H6 Chi Minh - Viét Nam)

n £ Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy céch Sb d ,
. <5 d k
STT Tén thube Ham lugng ché tho |chuan|  déng géi o Gans xy
11 |Egobuten 90 Ceftibuten (dudi ThucA')c~ bot 24 |TCCS |Hop 12 gdbi x VD-34566-20
dang Ceftibuten pha hon dich |thang 2,5¢g
hydrat) 90mg/g6i  |ubng
2,5¢

7. Cong ty ding ky: Cong ty cd phian duge phim Ampharco U.S.A (B/c: KCN Nhon Trach 3, xa
Hiép Phucoc, huyén Nhon Trach, tinh BDong Nai - Viét Nam)

7.1 Nha san xuit: Cong ty c6 phan dugc pham Ampharco U.S.A (P/c: KCN Nhon Trach 3, xd
Hiép Phucoe, huyén Nhon Trach, tinh Dong Nai - Viét Nam)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé di ,
. s P 0 dan
STT Tén thuoc Ham lugng ché tho | chuan| dong goi gky
12 [KeraAPC 1000 Levetiracetam Vién nén bao| 36 |USP |Hop 1 tdi nhém| VD-34567-20
1000mg phim thang{41 1vi, 3 vi, 10 vi

x 10 vién

Trang 3




8. Cong ty dang ky: Cong ty Co phan Dwgc pham An Thién (P/c: 314 Bong Sao, Phuong 5,
Qudn 8, TP. Ho6 Chi Minh - Viét Nam)

8.1 Nha san xuit: Cong ty cé) phin dwgc pham An Thién (P/c: L6 C16, duong s6 9, KCN Hiép
Phuoc, huyén Nha Be, TP. Ho Chi Minh - Viét Nam)

n £ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cich £ o1 ,
STT Tén thuoc Ham lugng ché tho |chuin| déng goi S0 ding ky
13 |A.T Calci C Mbi 5 ml dung dich |Dung dich 24 |TCCS |Hop 20 éng, 30 | VD-34568-20
chira: Calci ascorbat [udng thang] ong, 50 ng x
250 mg; Lysin Sml; Hop 20
ascorbat 250 mg; ong, 30 6ng, 50
ong x 10ml;
Hop 20 goi, 30
201, 50 goi x
Sml; Hop 20
201, 30 goi, 50
g6i x 10ml;
Hop 1 chai x
30ml, 60 ml,
100ml
14 [A.T Magnesi B6 Plus  |[M&i 10ml chira: Dung dich 36 |TCCS [Hop 20 éng, 30 | VD-34569-20
Magnesi lactat udng thang ong, 50 éng x
dihydrat 186 mg; 10ml; Hop 20
Magnesi pidolat 936 g6i, 30 goi, 50
mg; Pyridoxin 261 x 10ml;
hydroclorid 10 mg Hop 1 chai
30ml, chai 60
ml, chai 100 ml

9. Cong ty dang ky: Cong ty Co ph?m Dwoc phazlm Boston Viét Nam (P/c: S6 43, DPuong $6 8,
KCN Viéet Nam - Singapore, Thugn An, Binh Duong - Viét Nam)

9.1 Nha san xuit: Cong ty Co phan Dwgc pham Boston Viét Nam (P/c: S6 43, Puong s6 8,
KCN Viét Nam - Singapore, Thuan An, Binh Duong - Viét Nam)

Ak Hoat chit chinh - | Dangbao [Tudi| Tieu | Quyecich | & gane ko
. e 2 0 dang k
STT Tén thube Ham lugng ché tho | chuan| déng goi gy
15 |Cystin-B6 Boston L-cystin 500mg; Vién nén 36 |TCCS |Hop 1,2,5,10 vi| VD-34570-20
Pyridoxin bao phim  |théng x 20 vién
hydroclorid 50mg
16 |Effer-Paralmax C Paracetamol 500mg; |Vién nén sui| 36 |TCCS |Hop 1 tuyp 10 | VD-34571-20
Acid Ascorbic bot thang] vién; hop 1
(Vitamin C) 200mg tuyp 20 vién;
hop 5 vix 4

Trang 4




vién

17 |Effer-Paralmax C Paracetamol 500mg; |Vién nén sti| 36 [TCCS [Hop 1 tuyp 10 | VD-34572-20
500/150 Acid Ascorbic bot thang vién; hdp 1
(Vitamin C) 150mg tuyp 20 vién;
hoép 5 vix 4
vién
10. Cong ty dang ky: Cong ty c6 phan dwoc pham Ciru Long (P/c: S6 150 duong 14 thing 9,
phwong 5, TP. Vinh Long, tinh Vinh Long - Viét Nam)
10.1 Nha san xuit: Cong ty c6 phan dwge pham Ciru Long (P/c: S6 150 duong 14 thing 9,
phwong 5, TP. Vinh Long, tinh Vinh Long - Viét Nam)
; Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach Jg. ,
8 b . “Te Sod k
STT Tén thube Ham lugng ché tho | chuan| déng géi o dans Xy
18 [Alfachim 4.2 Chymotrypsin Vién nén 24 |TCCS |Hop 2 vi (Alu—| VD-34573-20
(twong duong 21 thang Alu) x 10 vién
microkatal nén ; Hop 3 vi,
chymotrypsin) 4200 20 vi, 50 vi,
Iy 100 vi (vi PVC-
nhém) x 10
vién nén
11. Cong ty diing ky: Cong ty cb phan dwgc phdm Generic (P/c: S6 62 Chién Thing, phuong
Vian Qudn, qudn Ha Dong, T.p Ha N¢i - Viét Nam)
11.1 Nha san xuét: Cong ty ¢6 phan dwoe phim Trung wong 2 (D/c: L6 27 Khu céng nghiép
Quang Minh, huyén Mé Linh, Tp. Ha Noi - Viét Nam)
. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich S6 dine ky
STT Tén thube Ham lwong ché tho [chuin| déng goi o dang ky
19 |[Sultamicillin 750 mg Sultamicillin (dudi | Vién nén bao| 24 |TCCS [Hop 1 vix 8 VD-34574-20
dang Sultamicillin  |phim thang vién
tosilate dihydrate)
750 mg
12. Céng ty ding ky: Cong ty c6 phan dwoc pham Me Di Sun (P/c: 521 khu pho An Loi, phwong
Hoa Loi, thi xa Bén Cat, tinh Binh Duong - Viét Nam)
12.1 Nha san xué;: Céng ty c6 phan dwoc phdm Me Di Sun (B/c: 521 khu phé An Loi, phwong
Hoa Loi, thi xa Bén Cat, tinh Binh Dvwong - Viét Nam)
N Hoat chét chinh - | Dang bao |Tudi| Titu| Quy céch S5 diing k¢
STT Tén thuoe Ham lugng ché tho |chuian|  déng géi o cang iy
20 |Medolxid Metadoxin 500 mg [Vién nén 36 [TCCS |Hop 3 vix 10 VD-34575-20

Trang 5




bao phim  |thang vién
21 |Soyoz Acid thioctic (acid |Viénnén bao| 36 [TCCS |[Hop3vix 10 | VD-34576-20
alpha lipoic) 200 mg [phim thang vién
13. Céng ty dang ky: Cong ty c6 phan dwoc pham Nam Ha (P/c: 415 Han Thuyén, phuwong Vi
xuyén, TP. Nam Dinh, tinh Nam Dinh - Viét Nam)
13.1 Nha san xuat: Cong ty ¢6 phan dwgc pham Nam Ha (D/c: 415 Han Thuyén, phuong Vi
xuyén, TP. Nam Dinh, tinh Nam Dinh - Viét Nam)
o £ Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quy céch Sé da ,
2 s ! p d
STT Tén thuoe Ham lugng ché tho | chuan| déng goi 0 dang ky
22 (Jukmax Mbi 261 4,5g bot Thudc bot 24 |TCCS |Hop 10 gdéi, 20 | VD-34577-20
chtra: L-ornithin- L- {u6ng thang 261, 30 goi x
aspartat 3000mg 4,5 gam
14. Cong ty ding ky: Cong ty C6 phin Dwgc phim OPV (D/c: S6 27, Puong 34, KCN Bién Hoa
II, Phuong An Binh, thanh pho Bién Hoa, tinh Dong Nai. - Viét Nam)
14.1 Nha san xuat: Cong ty C6 phan Duwgc pham OPV (P/c: S6 27, Puong 34, KCN Bién Hoa
1I, Phuong An Binh, thanh pho Bién Hoa, tinh Dong Nai. - Viét Nam)
n £ Hoat chét chinh - | Dang biao |Tudi| Tiéu | Quy cich S diino kv
STT Tén thuoe Ham lwong ché tho | chuén dong goi o dans xy
23 |Opecalcium chew Calcium (dudi dang [Vién nén 24 |BP201|Hop 1 chai 30 VD-34578-20
Calcium carbonate) [nhai thang(9 vién
500mg
15. Cong ty ding ky: Cong ty cb phan dwoc phdm SaVi (B/c: L6 Z.01-02-03a KCN trong KCX
Tan Thudn, phwong Tan Thudn Dong, quan 7, Tp. HCM - Viét Nam)
15.1 Nha san xuat: Cong ty c6 phan dwgc pham SaVi (P/c: Lé Z.01-02-03a KCN trong KCX Téin
Thudn, phwong Tan Thudn Pong, quan 7, Tp. HCM - Viét Nam)
A £ Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quy céch Sé d ,
2 s ! h d
STT Tén thuoe Ham lugng ché tho [chuan| dong goi 0 dang ky
24 |Atovze 40/10 Atorvastatin (dudi |[Vién nén bao| 24 |TCCS [Hop 3 vix 10 VD-34579-20
dang Atorvastatin  [phim thang vién
calci trihydrat)
40mg; Ezetimib
10mg
25 [SaVi Toux 100 Méi géi 1g chira Thuéc bot 24 [TCCS |Hop 20 gdi x 1g| VD-34580-20
Acetylcystein uong thang
100mg

Trang 6




16. Cong ty diang ky: Cong ty c6 phian dwoc pham Trung wong 2 (P/c: S6 9 - Tran Thanh Téng
-- Qudn Hai Ba Trung - Ha N¢i - Viét Nam)
16.1 Nha san xuit: Cong ty c6 phan dwoc pham Trung wong 2 (P/c: L6 27 Khu céng nghiép
Quang Minh, huyén Mé Linh, Tp. Ha Néi - Viét Nam)

z Re
n ; Hoat chat chinh - | Dang bao |Tudi| Tiéu Quy cach Sé ding kv
STT Tén thuoe Ham lugng ché tho | chuan| déng goéi o cansky
26 |Dentimex 125 Mbi géi 1,5g chira: Thuéci bot 36 |DDVN[HOp 10 goi x VD-34581-20
Cefdinir 125mg pha hon dich [thang|V 1,5¢
uong
27 |Oxyplan Mbi 5 ml hon dich  |Bot pha hén | 36 |[TCCS [Hop 11o 15g | VD-34582-20
chira Ceftibuten dich uong |thing bot dé pha 60
(dudi dang ml hon dich
ceftibuten hydrat)
180 mg

17. Cong ty diang ky: Cong ty ¢6 phan dwoc phidm Trung wong I - Pharbaco (P/c: 160 Tén Pirc
Thang - Ha Noi - Viét Nam)
17.1 Nha san xuat: Cong ty c6 phan dugc pham Trung wong I - Pharbaco (D/c: Thén Thach
Loi, xa Thanh Xuan, huyén Soc Son, TP. Ha N¢i - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich K 2 ,
g s ] d
STT Tén thuoc Ham lugng ché tho | chuin| déng goi S0 ding ky
28 [Pharbamycin Linezolid 600mg Vién nén bao| 36 |TCCS |Hop 05vix 10 | VD-34583-20
phim thang vién nén bao

phim

18. Cong ty diing ky: Cong ty cb phan dwgc phidm va sinh hoc y té (D/c: S6 31 - Puong Ngé
Thoi Nhiém - Phuong 6 - Qudn 3 - TP. Ho Chi Minh - Viét Nam)
18.1 Nha san xuat: Cong ty c6 phin duwgc phim va sinh hoc y té (P/c: L6 11I-18 dwong 56 13 -
Khu cong nghiép Tan Binh - Qudn Tan Phu - TP. Ho Chi Minh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy céch F ,
STT Tén thube Ham lwgng C;glé tho | chuin d()lylg goi S0 ding ky
29 |Visahalovid Cao kh6é Rau ma Vién nang 36 |TCCS [Hop 05 vix 10 | VD-34584-20
(twong duong 2,5g [cling thang] vién; Hop 10 vi
Rau ma) 300mg; x 10 vién
Cao kho Diép ca
(tuong duong 0,75g

Diép c4) 75mg
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19. Cong ty diing ky: Cong ty c6 phan dwee phim Vimedimex 2 (P/c: L6 ddt N2, dieong TS 6,
KCN Tién Son, xd Noi Dué, huyén Tién Du, tinh Béc Ninh - Viét Nam)

19.1 Nha séin xuat: Cong ty c6 phin dwgc pham Vimedimex 2 (D/c: L6 ddt N2, duong TS 6,
KCN Tién Son, xa Noi Dué, huyén Tién Du, tinh Bdac Ninh - Viét Nam)

n £ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cich £ o1 ,
STT Tén thuoc Ham lugng ché tho |chuin| déng goi S0 ding ky
30 |Alphachymotrypsin- Chymotrypsin 4200 [Vién nén 24 |TCCS |Hop 02 vi, 10 VD-34585-20
VMG 4200 don vi USP thang] vi x 10 vién (vi
nhom-nh6ém);
Hop 10 vix 10
vién (vi nhém-
PVC/PVdC)
31 |Ibuprofen-VMG 200 Ibuprofen 200mg  [Vién nén bao[ 36 [TCCS |Hop 03 vix 10 | VD-34586-20
phim thang] vién; Hop 02 vi
x 06 vién

20. Cong ty ding ky: Cong ty co phin dwgc trung wong Mediplantex. (B/c: 358 Giai Phéng,
Phuong Liét, Thanh Xudn, Ha Noi - Viét Nam)

20.1 Nha san Xuét: Cong ty ¢6 phan dwoc trung wong Mediplantex. (D/c: Nha mdy dwoc pham
50 2 - Trung Hau, Tién Phong, Mé Linh, Ha N¢i - Viét Nam)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich S& diine ky
STT Tén thube Ham lugng ché tho |chuidn|  déng géi o qangky
32 |Nicotinamid Nicotinamid 500 mg|Vién nén bao| 36 |TCCS |Lo¢ 100 vién VD-34587-20
phim thang

21. Cong ty dang ky: Cong ty ¢6 phan dwgc vat tw y té Hai Dwong (B/c: S6 102 Chi Ling,
phwong Nguyén Trdi, thanh pho Hai Dwong, tinh Hai Duong - Viét Nam)

21.1 Nha sén xuét: Cong ty c6 phan dwoc vat tw y té Hai Dwong (D/c: S6 102 Chi Ling, phuong
Nguyén Trai, thanh phé Hai Duong, tinh Hai Duong - Viét Nam)

Re
Tuoi

R P Hoat chét chinh - | Dang bao Tiéu Quy cach Sé dino kv
STT Tén thuoe Ham lwgng ché tho | chudn| déng goi o dang ky
33 [Viém xoang hoan MBbi géi Sg chira: Vién hoan 36 |TCCS [Hop 12 goi x VD-34588-20
Tén di 0,41g; Bac ha|cting thang 201 5¢g

0,21g; Buong quy
0,83g; Kim ngén
hoa 0,21g; Sai hd
0,41g; Chitr 0,41g;
Kinh gidi

Trang 8




0,21g; Huyén sam
0,41g; Bach linl}
0,41g; Xuyén boi

mau 0,21g

22. Cong ty diang ky: Cong ty ¢ phan dwoec VITYT Ha Nam (D/c: Cum céng nghiép Hoang
Dong, Duy Tién, Ha Nam -)

22.1 Nha san xuét: Cong ty c6 phan dwge VTYT Ha Nam (P/c: Cum céng nghiép Hoang Péng,
Duy Tién, Ha Nam - Viét Nam)

A £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cich Jg. ,
STT Ten thuoc Ham lwgng ché tho | chuan| déng géi S0 ding ky
34 |Kidvita-TDF MJi 15ml chra: Siro thudce 24 [TCCS |Hop 20, 30,40 | VD-34589-20
Lysin HCl 300mg ; thang ong x 7,5 ml;
Thiamin HCI 3mg ; Hop 20, 30, 40
Riboflavin natri ong x 15 ml.
phosphat 3,5mg ; Hop 1 chai
Pyridoxin HCl 6mg 30ml, 60ml,
; Cholecalciferol 90ml, 100ml

400IU ; D,L-alpha-
Tocopheryl acetat
15mg ; Niacinamid
20mg ;
Dexpanthenol 10mg
; Calci (dudi dang
Calci lactat
pentahydrat) 130mg

23. Cong ty diang ky: Cong ty ¢ phan dwoe VIYT Ha Nam (P/c: Cum céng nghiép Hoang
Dong, Duy Tién, Ha Nam - Viét Nam)

23.1 Nha san xuat: Cong ty c6 phan dwoec VTYT Ha Nam (P/c: Cum cong nghiép Hoang Péng,
Duy Tién, Ha Nam - Viét Nam)

7 Re
R £ Hoat chat chinh - | Dang bao |Tuéi| Tiéu Quy cach S& ding kv
STT Tén thube Ham lwgng ché tho [chuin dong goi odangky
35 |Progoldkey MJdi 5 ml chua: Hoén dich 24 |TCCS |Hop 110 30 ml,| VD-34590-20
Ursodeoxycholic uong thang 60 ml, 100 ml,
acid 250 mg 250 ml. Ong 10
ml: Hop 15

ong, 20 ong, 30
ong. Ong 5 ml:
Hop 15 ong, 20
ong, 30 dng.
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24. Cong ty dang ky Cong ty co phan lién doanh dugc pham Eloge France Viét Nam (D/c:
Khu cong nghiép Qué Va, xi Phirong Liéu, huyén Qué Vé, tinh Bdic Ninh - Viét Nam)

24.1 Nha san xu;tt: Cong ty ) phaNn lién doanh dugc pham Eloge France Viét Nam (D/c: Khu
cong nghiép Qué Vo, xa Phuwong Liéu, huyén Qué Vo, tinh Bac Ninh - Viét Nam)

7 Re
N P Hoat chat chinh - | Dang bao |Tudif Tiéu Quy cach Sé ding kv
STT Tén thuoc Ham lugng ché tho chuan| dong géi o dang &y
36 |Dexibuprofen-5a Farma |Dexibuprofen Vién nén bao| 36 [TCCS [Hop 01 vi, 02 VD-34591-20
300mg 300mg phim thang vi, 03 vi, 05 vi,
10 vi x 10 vién

25. Céong ty ding ky: Cong ty c6 phan Pymepharco (B/c: 166 - 170 Nguyén Hué, Tuy Hoa, Phi

Yén - Viet Nam)

25.1 Nha san xuét: Cong ty c6 phan Pymepharco (P/c: 166 - 170 Nguyén Hué, Tuy Hoa, Phi

Yén - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiu | Quy cich Sé diing k¢
STT Ten thube Ham lwong ché tho [chuin| déng goi o dans &y
37 |Pycobal Mecobalamin Vién nén 36 |TCCS |Hop 3 vi, 6 vi, | VD-34592-20
500mcg bao phim  [thang 10 vi x 10 vién

26. Cong ty ding ky: Cong ty cd phan Samedco (D/c: 666/10/1 duong 3/2, phuong 14, quén 10,
TP. H6 Chi Minh - Viét Nam)

26.1 Nha san xuét: Cong ty c¢6 phan dwge phidm 2/9 (B/c: 930 C4, Puong C, Khu cong nghiép
Cat Lai, Cum 2, phuwong Thanh My Loi, Q.2, TP HCM. - Viét Nam)

¢ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich Fg. ,
8 b ¢ Sl p So dang k
STT Tén thube Ham lrgng ché tho [chuan| dong goi gy
38 |[Iricolon EFF-20 Prednisolon (dudi |Viénnénsti| 36 |TCCS |Hop 3 vix 10 VD-34593-20
dang Prednisolon  |bot thang] vién, hop 1 chai

natri
metasulfobenzoat)
20 mg

30 vién

27. Cong ty ding ky: Cong ty c6 phan Sao Thai Dwong (D/c: 92 Vinh Hung, Hoang Mai, Ha Néi

- Viét Nam)

27.1 Nha san xuat: Chi nhanh Cong ty c6 phan Sao Thai Dwong tai Ha Nam (D/c: Khu c¢éng
nghiép Dong Van, Duy Tién, Ha Nam - Viét Nam)

Trang 10




A o Hoat chét chinh - | Dang biao |Tudi| Tiéu | Quy cich £
STT Ten thuoc Ham lwgng ché tho | chuin dong géi S0 diing ky
39 [Suncurmin M3di 100ml chira: cao long 36 |TCCS |Chai 100ml, VD-34594-20
Nghé vang (tuong thang chai 250ml
duong dich chiét
nghé vang 50 g)
30g;

28. Cong ty ding ky: Cong ty c6 phan thiét bi T&T (D/c: Lé 13 Khu tdp thé céng nghé pham,
Phuwong Vian Quan, Q. Ha Dong, Tp. Ha Noi - Viét Nam)
28.1 Nha san xuét: Co s& san xuét thude Y hoc ¢ truyén Bao Phwong (B/c: Khu Ba La - Vin
Noi - Phu Luong - TP. Ha Pong - Ha Ngi - Viét Nam)

n < Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Sé d ,
. : 0 dang k
STT Tén thuoe Ham lugng ché tho |chuian|  déng géi gy
40 [Dudng huyét an than Mdi 100 ml cao 1éng|cao 16ng 24 |TCCS |Hop 1 chai 100 [ VD-34595-20
B/P tuong duong vdi thang] ml cao 1ong

duogc liéu gém: Toan
tao nhéan 54 g; Tri
mau 30 g; Phyc linh
30 g; Xuyén khung
15 g; Camthdo 9 g

28.2 Nha san xuzfit: Co sé san xuit thudc Y hoc ¢6 truyén Bao Phwong (B/c: Thén Thing Pau -
Hoa Thach - Quoc Oai -Tp. Ha Noi - Viét Nam)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé da ,
. . 0 dan
STT Tén thube Ham lugng ché tho | chuian| déng gbi gky
41 [Nhi trdn B/P M&i 100 ml cao long|cao long | 24 [TCCS [Hop 0110 100 | VD-34596-20
chira cac chat chiét thang ml cao 16ng

duoc tur duoc liéu
tuong dwong: Tran
bi 40 g; Ban ha 40 g;
Bach linh 24 g; Cam
thao 12 g

29. Cong ty diing ky: Cong ty co phan thiét bi T&T (B/c: L6 13, khu tdp thé Céng nghé pham,

phirong Vin Qudn, qudn Ha Pong, Thanh phé Ha Noi -)

29.1 Nha sin xuét: Cong ty co phan dwoc pham Me Di Sun (B/c: 521 khu phé An Loi, phiong
Hoa Loi, thi xa Bén Cat, tinh Binh Duong - Viét Nam)
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n £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cich S6 diing kv
STT Ten thube Ham luwgng ché tho |chuan|  déng géi o dans Xy
42 |Goldguta M3i 7,5ml chia:  |Siro 36 [TCCS [op 10 6ng, 15 | VD-34597-20
calci (dudi dang thang|’ ong, 20 6ng, 30

calci lactat
pentahydrat 499,95
mg) 65 mg;
Thiamin hydroclorid
(Vitamin B1) 1.5
mg; Riboflavin natri
phosphat (vitamin
B2) 1,75 mg;
Nicotinamid
(Vitamin B3) 10
mg; Pyridoxin
hydroclorid
(Vitamin B6) 3 mg;
Dexpanthenol
(vitamin B5) 5 mg;
Cholecalciferol
(Vitamin D3) 200
1U; Alpha
tocopheryl acetat
(Vitamin E) 7,5 mg;
Lysin hydroclorid
150 mg

ong x 7,5ml

30. Cong ty ding ky: Cong ty c6 phan thuwong mai va dwgc phim T&T (P/c: Lé 13 Khu tdp thé
cong nghé pham, Phuong Vin Quan, Q. Ha Bong, Tp. Ha Noi - Viét Nam)
30.1 Nha san xuat: Cong ty c6 phan dwoc pham Ha Tay (P/c: T6 ddn phé sé 4 - La Khé - Ha
Dong - Tp. Ha Ngi - Viét Nam)

z Re
n £ Hoat chat chinh - | Dang bao [Tudi| Tiéu [ Quy cach Sé diing kv
STT Tén thuoe Ham luwgng ché tho | chuidn| déng géi gy
43 [Zummidex 40 Moi g6i 3g chira: Thuf')c~ bot 36 |TCCS [Hop 1 tai 30 VD-34598-20
Omeprazol 40mg;  pha hon dich |thang 201 x 3g
Natri bicarbonat uong

1680mg

31. Cong ty ding ky: Cong ty ¢6 phan US Pharma Ha Noi (D/c: So I Giang Vin Minh, phwong

Kim Ma, quan Ba Dinh, Ha Noi - Viét Nam)
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31.1 Nha san xuét: Cong ty co phan dwoc vat tw y té Thai Binh (P/c: Km 4 dwong Hing Virong
- TP. Thai Binh - tinh Thai Binh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich £ 2 .
2 s 7 2 So ding k;
STT Tén thuoe Ham lugng ché tho | chuan| déng goi gxy
44 |Aucometri 40 Esomeprazol (dudi |Vién nén bao| 36 |[DDVN|HGp 03 vi, 10 VD-34599-20
dang Esomeprazol [tan trong thang|V vix 10 vién; Lo
magnesi dihydrat)  |rudt 30 vién, 100
40mg vién

32. Cong ty ding ky: Céng ty co phin US Pharma USA (P/c: L6 BI-10, Puong D2, KCN Tay
Bac Cu Chi, Tp.Ho Chi Minh - Viét Nam)

32.1 Nha sén xuéit: Cong ty c6 phin US Pharma USA (D/c: L6 B1-10, Puong D2, KCN Tay Bic
Cu Chi, Tp.Ho6 Chi Minh - Viét Nam)

; Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch F ,
A £ 4 ang | b So ding k
STT Tén thude Ham luwgng ché tho | chuan| doéng géi o Gans Xy
45 |Docatril 30 Mbi gbi 3g chira | Thube cém | 36 |EP 8.0[Hop 10 g6i, 14 | VD-34600-20
Racecadotril 30mg  |pha hon dich |thang 201, 20 goi x
uong 3,0g
46 |Pregabalin 75 Pregabalin 75mg Vién nang 36 |TCCS [Hop 03 vi, 05 VD-34601-20
cung thang vi, 10 vix 10
vién; Chai 50
vién, 100 vién,
200 vién

33. Cong ty dang ky: Cﬁng ty c6 phan xuat nhap khau y té Domesco (P/c: 66-Qudc 16 30-P. My
Phu-TP. Cao Lanh-Tinh Bong Thdp - Viét Nam)

33.1 Nha san xuét: Cong ty ¢6 phan xuit nhap khiu y té Domesco (P/c: 66-Qudc 1é 30-P. My
Phu-TP. Cao Lanh-Tinh Bong Thap - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy céch Sé d ,
: 5 ding k
STT Tén thude Ham lwgng ché tho | chuin| déng goi o dans Xy
47 |Celecoxib 200mg Celecoxib 200mg  [Vién nang 36 [TCCS |Hop 03 vi, 10 VD-34602-20
cung thang vi x 10 vién;
Chai 100 vién,
180 vién

34. Cong ty diing ky: Céng ty CPDP Gia Nguyén (D/c: Puong YP6, KCN Yén Phong, xd Pong
Phong, huyén Yén Phong, tinh Bdc Ninh - Viét Nam)
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34.1 Nha san xuit: Cong ty CPDP Gia Nguyén (B/c: Puong YP6, KCN Yén Phong, xd Péng
Phong, huyén Yén Phong, tinh Bdc Ninh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich £ 2 .
¢ e 2 So ding k;
STT Tén thuoe Ham lugng ché tho | chuan| déng goi gy
48 |Nozeytin-F Mbi lo 15ml chira:  |Hon dich xit| 24 |TCCS |Hop 1lox 15 | VD-34603-20
Azelastin miii thang ml
hydroclorid 15mg;
Fluticason propionat

5,475mg; (Tuong
g mdi lidu xit
chura: Azelastin
hydroclorid
137mcg; Fluticason
propionat 50mcg)

35. Cong ty ding ky: Cong ty TNHH BRYV Healthcare (D/c: Khu A, s6 18, dwong s6 09, dp 24,
xd Tan Thanh Tdy, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)

35.1 Nha sén xuét: Cong ty TNHH BRV Healthcare (B/c: Khu A, s6 18, duong s6 09, dp 24, xa
Tan Thanh Tay, huyén Cu Chi, Tp. Ho6 Chi Minh - Viét Nam)

; Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cich IO ,
A S 4 g So dang k
STT Tén thuoe Ham lwgng ché tho | chuin dong goi o dans &y
49 [Bivoeso Esomeprazol (dudi |Vién nén bao| 30 |TCCS |Hop 03 vix 10 | VD-34604-20
dang Esomeprazol |[phim tan thang vién; Hop 02 vi
magnesium trong rudt x 07 vién
trihydrat) 40mg
50 |Drolenic 70 Acid Alendronic Vién nén bao| 48 [TCCS [Hop 04 vix 01 | VD-34605-20
(dudi dang phim thang] vién; Hop 01 vi
Alendronat natri) x 02 vién (vi
70mg nhom-nhém
hoac vi nhom-
PVC/PVdC)
51 |Etova 200 Etodolac 200mg Vién nén bao| 36 |[TCCS [Hop 1 vi, 10 vi | VD-34606-20
phim thang] x 10 vién

36. Cong ty dang ky: Cong ty TNHH dong nam dwoc Bio Long (D/c: S6 2 Puong 430, Ap 1, Xa
Phuée Vinh An, Huyén Cii Chi, TP.H6 Chi Minh - VIET NAM)

36.1 Nha san xuét: Cong ty TNHH dong nam dwgc Bao Long (D/c: S6 2 Puong 430, Ap 1, Xa
Phuoc Vinh An, Huyén Cu Chi, TP.Ho Chi Minh - Viét Nam)
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A o Hoat chét chinh - | Dang biao |Tudi| Tiéu | Quy cich S5 diing k¢
STT Tén thuoc Ham lwgng ché tho |chuin| déng goi o dang &y
52 |Pdc hoat ky sinh MBJi vién chira _ | Vién nang 36 |TCCS [Hop 1 tuix 1 VD-34607-20
390mg cao khé hon [climg thang vi,2 vi,3 vi, 5
hop dugc li€u tuong vi, 10 vix 12

duong: Bach thuoc
460 mg; Tang ky
sinh 360 mg; Dia
hoang 270 mg; Doc
hoat 220 mg; bd
trong 220 mg; Nguu
tat 220 mg; Phuc
linh 180 mg; Pang
sam 180 mg; Tan
giao 150 mg; Qué
(canh) 140 mg;
Phong phong 140
mg; Puong quy 140
mg; Xuyén khung
140 mg; Té tan 90
mg; Cam thao 90
mg

vién; Hop 1
chai 60 vién

37. Céng ty diing ky: Cong ty TNHH Dwgc pham Huy Vian (B/c: 286/8 Té Hién Thanh, phuong
5, qudn 10, Tp. Ho Chi Minh - Viét Nam)

37.1 Nha séin xuét: Cong ty c6 phin dwgc pham Me Di Sun (D/c: 521 khu ph6 An Loi, phwong
Hoa Loi, thi xa Bén Cat, tinh Binh Duong - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich S8 diine kv
STT Tén thuoe Ham lwong ché tho | chuén dong goi o dans &y
53 [Sarecta 600 Ibuprofen 600mg  [Vién nén bao[ 36 [TCCS |Hop 3 vi, 10 vi | VD-34608-20
phim thang x 10 vién; Chai

200 vién

38. Cong ty ding ky: Cong ty TNHH lién doanhStada-Viét Nam. (D/c: K63/1 Nguyén Thi Séc,
ap My Hoa 2, xa Xudn Thoi Dong, huyén Hoc Mon, Tp. HCM - Viét Nam)

38.1 Nha san xuat: Cong ty TNHH Lién Doanh Stellapharm - chi nhanh 1 (B/c: S6 40 dai I tw
do, khu cong nghiép Viét Nam - Singapore, phwong An Phu, thi xd Thudn An, tinh Binh Duong, Viét

Nam - Viét Nam)

n £ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cdch Sé d ,
. e 2 0 dang k
STT Tén thuoe Ham lwgng ché tho | chuan| dong goi gy
54 |Magne-B6Stada Magnesium lactat  |Dung dich 24 |TCCS |Hop 10 dng x VD-34609-20
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dihydrat 186 mg; udng
Magnesium pidolat
936 mg; Pyridoxine
HCI (vitamin B6) 10
mg

thang

10 ml

39. Cong ty ding ky: Cong ty TNHH san xuit dwgc phAm Medlac Pharma Italy (B/c: Khu
cong nghiép cong nghé cao I - Khu cong nghé cao Hoa Lac, KM29, Dai o Thang Long, Huyén

Thach That, Ha Ngi - Viét Nam)

39.1 Nha san xuét: Cong ty TNHH san xuét dwgc phdm Medlac Pharma Italy (B/c: Khu cong
nghiép cong nghé cao I - Khu cong nghé cao Hoa Lac, KM29, Dai I Thang Long, Huyén Thach

That, Ha Ngi - Viét Nam)

n £ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cich 5 diine ke
STT Tén thuoe Ham lugng ché tho | chuén dong goi S0 ding ky
55 |Fosfomed 4g Fosfomycin (dudi Thubc bot 36 |TCCS [Hop 119,510, | VD-34610-20
dang Fosfomycin  [pha tiém thang 10 I
Natri) 4g

v _° Vii Tuin Cuong
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phuc

PHU LUC I1. DANH MUC 03 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG
KY LUU HANH TAI VIET NAM HIEU LUC 03 NAM - PQT 167 BO SUNG LAN 1

Ban hanh kém theo Quyét dinh s6:654../QD-QLD, ngay21../12..2020.

1. Cong ty ding ky: Cong ty ¢0 phan dwge pham Imexpharm (P/c: S6 04, duong 30/4, Phuong
1, Tp. Cao Lanh, Tinh Dong Thap - Viét Nam)

1.1 Nha san xuit: Cong ty ¢ phan dwoce phim Imexpharm (P/c: S6 04, dwong 30/4, Phuong 1,
Ip. Cao Lanh, Tinh Dong Thap - Viét Nam)

A £ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cich Koo .
. . k
STT Tén thube Ham lwgng ché tho |chuin| déng goi S0 ding ky
1 [Rolivit Sat (IT) fumarat Vién nang 24 |TCCS |Hop 2 tii nhém| VD3-74-20
(twong duong 60mg [mem thang] x 5 vix 10 vién

sdt nguyén to0)
182,04mg; Acid
folic 0,4mg

2. Cong ty ding ky: Cong ty ¢6 phan dwoc phadm TV. Pharm (P/c: 27 Nguyén Chi Thanh, khém
2, phuong 9, TP. Tra Vinh, tinh Tra Vinh - Viét Nam)

2.1 Nha san xuit: Cong ty c6 phin dwge pham TV. Pharm (P/c: 27 Nguyén Chi Thanh, khém 2,
phuwong 9, TP. Tra Vinh, tinh Tra Vinh - Viét Nam)

z Re
n ‘ Hoat chat chinh - | Dang bao |[Tudi| Tiéu Quy céach S diing kv
STT Tén thube Ham lugng ché tho | chuin|  déng géi gky
2 |TV. Pafen F Paracetamol 650mg; [ Vién nén bao| 36 [TCCS |Hop 10 vix 10 VD3-75-20
Ibuprofen 200 mg; |phim thang vién; Chai 100
Diphenhydramin vién, 200 vién,
HCI 12,5 mg 500 vién

3. Cong ty ding ky: Cong ty c6 phan dwoc pham Vinh Phic (B/c: S6 777 dwong Mé Linh,
Phuong Khai Quang, TP. Vinh Yén, tinh Vinh Phuc - Viét Nam)

3.1 Nha sén xuét: Cong ty c0 phin dwgc phim Vinh Phic (B/c: Thén Méu Thong, phwong Khai
Quang, thanh pho Vinh Yén, tinh Vinh Phuc - Viét Nam)

Hoat chit chinh - | Dang bao |Tudi| Tiu | Quy cich

A A
STT Tén thube Ham lrgng ché tho |chuin| déng géi

S6 diing ky

Trang 1



Vinphyton 1mg

Phytomenadion
(Vitamin K1)
Img/1ml

tiém

Dung dich 24 |TCCS |Hop2vix 5
thang] ong x 1ml; hop
5vix 10 éng x
Iml

VD3-76-20
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