s kiocam  BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

p3 ;zqy = "PC QUAN LY DUQC Péc 1ap - Tu do - Hanh phiic
WYy s ——————
Sb: 574 /QP-QLD Ha Ngi, ngay 26 thdng 09 ndm 2022
QUYET PINH

Vé viéc ban hanh Danh muyc 103 thudc sin xuit trong nuéc
dwgc gia han giay dang ky luu hanh tai Viét Nam - Dot 179

CUC TRUONG CUC QUAN LY DUQC

Can cir Lugt Dwgc s6 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
chure nang, nhiém vu, quyen han va co cdu té chire ciia BY Y té;

Can cit Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé truong BJ Y té
quy dinh vi¢c dang ky leu hanh thude, nguyén liéu lam thuoc;

Can cir Théng tw s6 29/2020/TT-BYT ngay 31/12/2020 cua B¢ truong Bo Yte
swka doi, b6 sung va bdi bé mét s6 vin ban quy pham phdp ludt do Bé trwcng B Y té
ban hanh, lién tich ban hanh;

Can cir Thong tu s0 ) 23/2021/TT-BYT ngay 09/12/2021 ciia Bé truong Bo Y té
stra doi, bo sung mét sé van ban quy pham phap ludt do Bo tru’o’ng Bo Y té ban hanh,

Can cir Quyét dinh sé 7868/OD-BYT ngay 28/12/2018 cua Bj truong Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chire ciia Cuc Quan 1y Dugc
thuéc B Y té;

Can cit két ludgn ciia Hoi dong tw vin cdp gidy dang ky heu hanh thude, nguyén
ligu lam thuoc - B Y té;

Theo dé nghi ciia Truéng phong Dang ky thuée, Cuc Quadn Iy Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muyc 103 thudc san xuat
trong nudc duge gia han gidy dang ky luu hanh tai Viét Nam - Dot 179. Cac thube
tai Danh myc nay dugc gitr nguyén thong tin s6 dang ky da cép, cu thé:

1. Danh myc 95 thudc san xuat trong nudc duoc gia han glay dang ky luu hanh
tai Viét Nam c6 hiéu lyc 05 ndm ké tir ngay ky ban hanh Quyét dinh nay (Phy lyc I
kém theo).

2. Danh muc 08 thudc san xuét trong nuéc duge gia han gidy dang ky luu hanh
tai Viét Nam c6 hiéu Iyc 03 ndm ké tir ngdy k¥ ban hanh Quyét dinh nay (Phu lyc II
kém theo).

Piéu 2. Co sd san xuat 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 thude kiém soat dic biét khi co Giéy
chtng nhan di 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 Dugc.

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



4. Thyc hién, phéi hop véi co s nhap khau thuc hién theo quy dinh tai Cong
vin sd 5853/QLD-CL ngay 19/4/2019 ctua Cuc Quan ly Dugce vé viéc kiém tra chét
lwong nguyén liéu lam thudc nhém sartan d6i véi cac thude thudc Danh muc tai Dicu
1 ¢6 chira dugc chat thude nhoém sartan.

5. Cap nhat nhin thudc, to& hudéng dan sir dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BY T ngay 18/01/2018 ciia Bo truong Bo Y té quy dinh ghi nhan
thudc, nguyén liéu lam thudc va t& huéng dan st dung thudc 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 thude quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 caa
B§ truong BoY té quy dinh viéc dang ky Ivu hanh thudc, nguyén liéu lam thudc va
Thong tu sd 29/2020/TT-BYT ngay 31/12/2020 cua B truong BO Y té sura d6i, bd
sung va bai bo mot s van ban quy pham phap luat do Bo truong Bo Y té ban hanh,
lién tich ban hanh.

6. Phdi hop véi cac co so diéu tri dé thyc hién theo dung céc quy dinh hi¢n
hanh'vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cla
thudc trén ngudi Viét Nam va tong hop, béo cdo theo quy dinh tai Pidu 5 Thong tu
s0 32/2018/TT-BYT ngay 12/11/2018 cta Bo truong Bo Y té quy dinh viée dang ky
luu hanh thude, nguyén li¢u [am thude d6i véi cac thude thude Phu luc I ban hanh
kém theo Quyét dinh nay

7. Co s& dang ky thude 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 truong
hop khong con dap umg du diéu kién hoat dong, co so ding ky phai c6 trach nhiém
thuc hién thay d6i co s& dang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT
ngay 12/11/2018 cia Bo truong Bo Y té quy dinh viéc dang ky luu hanh thudc,
nguyén liéu lam thudc trong thoi han 30 ngay ké tir ngay co so diang ky khéng con
du diéu kién hoat dong.

8. Co s6 san xuét thudc phai bao dam cac diéu kién hoat dong ciia co sé san
Xudt trong thoi han hiéu lyc cua giay dang ky luu hanh thudc, nguyén liéu lam thudc.

Piéu 3. Béi voi cac thude co thay d6i vé ho so hanh chinh (bao gdm nhén, to
hudng dan str dung thudc) trong ho 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 tryc thudc Trung wong va Giam
dbc co sé san xuét va co so dang ky co thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

SN

Noi nhin: ¢ 8UC TRUONG
- Nhu Diéu 5; RGAY

- QBT. Dao Hong Lan (d€ b/c);
- TT. P Xuan Tuyén (dé b/c);
- Cuc Quany - Bo Quédc phong, Cuc Y té - B6 Cong an;\* |
-CucY té GTVT - By Giao thong van tai;
- Téng Cyc Hai quan - Bo Tai chinh;

- Bao h1em x4 hoi Viét Nam;

-BOY té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
B9, Van phong HPTV cap GPKLH thube, NLLT;

- Vién KN thudc TU, Vién KN thudc TP. HCM;

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

- Cac Bénh vién, Vién co giuong bénh truc thuge BO Y té;
- Trung tam mua sim tap trung thudc quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, P.QLGT;
Website;

- Luu: VT, bKT.
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Phu lucI
DANH MUC 95 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY

LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 179
(Ban hanh kém theo Quyét dinh'so: 374...../OP-QLD, ngay 26../09/20221ia Cuc Qudn 1y Dirgc)

1. Co sé ding ky: Cong ty Cé phan Dwoc phdm 2/9 (Pia chi: 299/22 Ly Thwong Kiét, Phuong 15, Qudn 11, Thanh phé
Hé Chi Minh, Viet Nam)
1.1. Co s6 san xuit: Cong ty C6 phan Dwoe pham 2/9 (Dja chi: 930C4 dwong C, Khu cong nghiép Cat Ldi, cum 2,
Phuong Thanh My Loi, Qudn 2, TP.Hé Chi Minh, Viét Nam)

Dang bao Tudi Tiéu S6 lan
STT | Ténthudc |Hoat chat, ham lwong| —° g P tho « | Quy cach déng géi | S6 dang ky | "
che . chuan gia han
(thang)
Omeprazol (Dudi Vién nan
1 [Omeprazol dang vi hat tan trong olin g 24 [TCCS |Hop 10 vix 10 vién |VD-22782-15( 01
rudt) 20mg £

2. Co sé diang ky: Cong ty ¢6 phan dwoc phim Agimexpharm (Dja chi: 27 Nguyén Thai Hoc, Phuwong My Binh, Thanh
phé Long Xuyén, Tinh An Giang, Viét Nam)
2.1. Co sé san xuét: Chi nhanh cong ty ¢6 phin dwoc phAm Agimexpharm - nha may san xuit dwec phim
Agimexpharm (Pia chi: Puong Vii Trong Phung, Khém Thanh An, P. My Thoi, TP. Long Xuyén, An Giang, Viét Nam)

Dang bao Tudi Tiéu S6 1an
STT Tén thuéc |Hoat chit, ham lwgng| ° g P tho z | Quy cach déng goi S6 dang ky | .
che . chuan gia han
(théng)
2 |Captagim Captopril 25mg Vién nén 36 |TCCS |Hop 10 vix 10 vién |VD-24114-16( 01
Vién nén . , A
3 |lhybes 150 Irbesartan 150mg bao phim 36 |TCCS |Hop3vix 10vién |VD-23489-15( 01
4 |Lopetab Loperamid Vién nén 24 |TCCS |Hop 10 vix 15 vién |VD-22891-15| 01
hydroclorid 2mg
. Spiramycin Vién nén . , A
5 |Rovagi 1,5 1.500.0001U bao phim 36 |TCCS [Hop2vix10vién |VD-22799-15| 01
Sumatriptan (dudi Vién nén
6 |Sutagran 100 |dang Sumatriptan . 36 |TCCS [Hop 1,2 vi x 6 vién |VD-23492-15| 01
. bao phim
succinat) 100mg
Valsartan 80 mg; Vién nén
7 |Valsgim-H80 |Hydroclorothiazid . 36 |TCCS [Hop 2 x 14 vién VD-23496-15| 01
12,5mg bao phim

3. Co sé diing ky: Cong Ty C6 Phan Dwoc Phim Ampharco U.S.A (Dja chi: Khu céng nghiép Nhon Trach 3, xa Hiép
Phuéce, huyén Nhon Trach, tinh Déng Nai, Viét Nam)
3.1. Co sé san xuat: Cong Ty C6 Phin Duwge Phim Ampharco U.S.A (Pja chi: Khu céng nghiép Nhon Trach 3, xd
Hiép Phuée, huyén Nhon Trach, tinh Pong Nai, Viét Nam)

Dang bao Tubdi Tiéu S6 1an
STT | Ténthudc |Hoat chit, ham hrong| =~ * £ £ tho | Quy cach déng géi | S6 ding ky | ",
che . chuéan gia han
(thang) :
8 |Disicar80  |Telmisartan8omg |~ /N MéN 36 |uspar|HOP I VL3IVEIONVENh oanne 15| 01
bao phim x 10 vién
9 |Usaneuro 300 |Gabapentin300mg | VMMM | g6 |rces [HOP VB 3VE IOV ooaa305] 01
cing x 10 vién
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4. Co so ding ky: Cong ty Cé phan Duwoc - Trang thiét bi y té Binh Pinh (Bidiphar) (Pia chi: 498 Nguyén Thai Hoc —
Phuwong Quang Trung — Tp. Quy Nhon — Tinh Binh Dinh - Viét Nam)
4.1. Co sb san xuit: Cong ty C6 phin Dugc - Trang thiét bi y t& Binh Dinh (Bidiphar) (Pia chi: 498 Nguyén Thdi
Hoc — Phuong Quang Trung — Tp. Quy Nhon —Tinh Binh Dinh - Viét Nam)

Dang bao Tudi Tiéu S6 lan
STT | Ténthudc |Hoat chat, ham lwong| — ° g P tho « | Quy cach déng géi | S6 dang ky | "
che . chuan gia han
(thang)
L USP-
. . Vién nang A , n
10 | Bicefdox 500 [Cefadroxil 500mg , 36 |NF Hop 2vix 10 vién |VD-19320-13| 01
cung
2021
Mbi.100ml chua:
Dextrose monohydrat
4,250; Natri clorid .
. . o . Dung dich
11 |Bitolysis 425 1538mg; Natri factat | » "o | 24 |tecs | Tai nhua 2 lit VD-18933-13| 01
% 448mg; Calci hile ma

clorid.2H20 25,7mg; |P"o¢ M4¢
Magnesi clorid.6H20
5,08mg
Rosuvastatin (duoi A n , .

12 |Devastin10 |dang Rosuvastatin |~ c" "€ 24 |rces [Hop3vixI0vien \yp 4a046 431 o1

- bao phim Hop 10 vi x 10 vién
calcium) 10mg
Lyoxatin Oxaliplatin Dung dich . QLbB-593-
13 |100mg/20mi  |{100mg/20ml tiém 24 |USP4z2 | Hop 1 lox20ml | 01

5. Co sé ding ky: Cong ty TNHH BRYV Healthcare (Dja chi: Khu A, S6 18, Puong s6 09, Ap 24, Xa Tan Thanh Tay,
Huyén Cii Chi, Thanh phé Ho Chi Minh-Viét Nam)
5.1 Co sé san xuit: Cong ty TNHH BRYV Healthcare (Pja chi: Khu A, S6 18, Puong s6 09, Ap 24, Xa Tin Thanh Tay,
Huyén Cii Chi, Thanh phé Ho Chi Minh-Viét Nam)

Dang bao Tubdi Tiéu S6 1an
STT | Ténthudc |Hoat chit, ham lwong| ° g £ tho « | Quy cach déng goi | S6 diangky | "
che . chuin gia han
(théang)
Calci (dudi dang Calci
lactat gluconat A, A , ‘A
14 |Vitatrum-Calci [2940mg va Calci vien nén 24 |tccs |HOPLwdpl0vien, \\/h o1606.14] 01
sui bot 20 vién
carbonat 300mg)
500mg

6. Co sé ding ky: Cong ty ¢6 phan Duge phadm CPC1 Ha Noi (Pia chi: Cum Céng nghiép Ha Binh Phwong, xd Vain
Binh, huyén Thwong Tin, thanh phé Ha Néi, Viét Nam)
6.1. Co sé san xuat: Cong ty cb6 phan Dwgc phim CPC1 Ha Noi (Dia chi: Cum Céng nghiép Ha Binh Phwrong, xd Vin
Binh, huyén Thuwong Tin, thanh phé Ha Néi, Viét Nam)

Dang bao Tudi Tiéu S6 lan
STT | Ténthuéc |Hoat chit, ham hrong| = * £ £ tho | Quy cach déng géi | S6 ding ky | ",
che . chuan gia han
(thang) :
Hop 02 vi x 5 6ng x
15 |BES-Hyoscin |Yoscin butylbromid Dungdich | 55 |poog |ImbHOP4VIXS —yn ohp50 94|
20mg/ml tiém ong x Iml; Hop 10
vix 5 dng x Iml
. L. . Hop 10 Lo x 10ml,
16 |OF >-Nabica - MNatri bicarbonat bungdich | 24 |7ces |Hop20 Lo x 10ml, |VD-26123-17| 01
8,4% 840mg/10ml tiém N
Hop 50 Lo x 10ml
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7. Co s¢ ding ky: Cong Ty Co Phan Dwoc Pham Ciru Long (Bja chi: 150 Puong 14/9, Phuong 5, Thanh Pho Vinh
Long, Tinh Vinh Long, Viét Nam)
7.1. Co sé san xuit: Cong Ty C6 Phan Dwge Phadm Ciru Long (Pja chi: 150 Puong 14/9, Phuwong 5, Thanh Phé Vinh
Long, Tinh Vinh Long, Viét Nam)

Dang bao Tudi Tiéu S6 lan
STT Tén thudc |Hoat chit, ham luong| — ° g £ tho | Quy cach déng goi | S6 diangky | "
che . chuin gia han
(thang)
17 [ACOYSMUX A cetvicystein 200mg | L TUO POt | 35 |res [HOP 30801 100861 Iy 5180794 01
Sachet uong x 1g

Vién nan Hop 10 vix 10
18 |Nootripam 400 [Piracetam 400mg , g 36 |TCCS |vién. Chai 30 vién, |VD-19333-13| 01

cung L L

100 vién, 200 vién

8. Co s¢ dang ky: Congty CPDP Dat Vi Phu (Pia chi: Lo M74 , BPuong D17, Khu Cong Nghiép My Phuodc 1, Phuong
Thoi Hoa, Thi Xa Bén Cdt, Tinh Binh Duong, Viét Nam)
8.1. Co s san xuit: Cong ty CPDP Pat Vi Phu (Pia chi: L6 M74 , Puwong D17, Khu Cong Nghiép My Phuée 1, Phirong
Théi Hoa, Thi Xa Bén Cat, Tinh Binh Dwong, Viét Nam)

Dang bao | U0 | Tiey S61an gia | S6 1an
STT | Ténthudc |Hoat chat, ham lwong| ° g P tho z | Quy cach déng goi g .
che . chuan han gia han
(thang) :
. Vién nén A , A

19 | Ayale Loratadin 10mg bao phim 36 [TCCS | Hop 10 vi x 10 vién |VD-23280-15( 01

Escitalopram (dudi
20 |Diouf dang Escitalopram Vién nén 36 [TCCS |Hop2vix 14viéen |VD-19656-13( 01

oxalat) 10mg

9. Co so ding ky: Cong ty Cé phan Xuét nhip khiu Y té DOMESCO (Pia chi: S6 66, Quoc 1 30, Phuwong My Phil,
Thanh phé Cao Lénh, Tinh Pong Théap-Viét Nam)
9.1 Co sé san xuat: Cong ty Cé phan Xuét nhap khiu Y t€ DOMESCO (Pia chi: S6 66, Quoc 16 30, Phwong My Phii,
Thanh phé Cao Lénh, Tinh Pong Thap-Viét Nam)

Dang bao Tudi Tiéu S6 1an
STT | Ténthudc |Hoat chit, ham lwong| ° £ £ tho x| Quy cach déng géi | S6 ding ky |
che . chuan gia han
(théng) ’
21 Dopathyl Fenofibrat micronised V’Ien nang 36 |Tccs |Hop3vix 10vien |VD-20062-13| o1
200mg 200mg cing
Rosuvastatin (dudi Vien nén
22 |Dorosur 20mg |dang Rosuvastatin ; 36 [TCCS |Hop2vix 14 vien |VD-23898-15( 01
. bao phim
calci) 20mg
Sorbitol . I . -
23 Sorbitol 59 Thubc bot 24 [TCCS |Hop 25 goi x 59 VD-23902-15] 01
Domesco 5g

10. Co sé ding ky: Cong ty cd phan Dwoe Pong Nai (Pia chi: S6 221 B, duwong Pham Vin Thudn, phuong Tdn Tién,
thanh phé Bién Hoa, tinh Dong Nai-Viét Nam)
10.1 Co sé san xuét: Cong ty c6 phin Dwgce Pong Nai (Pia chi: S6 221 B, dwong Pham Van Thudn, phwong Téan Tién,
thanh phé Bién Hoa, tinh Dong Nai-Viét Nam)

Dang bao Tuoi Tiéu S6 1an
STT | Ténthubc |Hoatchét, ham lwgng| -~ & tho » | Quy cach déng géi | S6 ding ky |
: : che L chuéan gia han
(thang) :
24 |Nisidiza Nefopam HCI 30mg | V<" "8 | 35 |rces [HOP2 V4V I0VEIyh 165704 01
cung X 15 vién
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11. Co s& diing ky: Cong ty cb phan Dwoc Enlie (Pia chi: Puong NA6, khu cong nghiép My Phuée 2, Phirong My

Phuoc, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam)
11.1. Co s& san xuét: Cong ty cé phin Dwoc Enlie (Dia chi: Puong NAG6, khu cong nghiép My Phudc 2, Phuong My
Phuoc, Thi xa Bén Cat, Tinh Binh Duong, Viét-Nam)

Dang bao Tudi Tiéu S6 1an gia | S6 lan
STT | Ténthubc |Hoatchét, hamluwgng| -~ 5 tho | Quy cach déng goi g g
: : che L chuin han gia han
(théang) ‘ :
25 |Paracetamol |Paracetamol500mg  [Vién nén 36 |TCCS | Hop 10 vix 10 vién |VD-24081-16( 01

12. Co sé ding ky: Cong ty c6 phan Fresenius Kabi Viét Nam (Dja chi: Khu viee 8, phwong Nhon Phii, thanh pho Quy
Nhon, Binh BPinh, Viét Nam)
12.1. Co s& san xuét: Cong ty c6 phin Fresenius Kabi Viét Nam (Pja chi: Khu vue 8, phwong Nhon Phii, thanh pho Quy
Nhon, Binh BPinh, Viét Nam)

Dangbao | 101 | Tig, S61an gia | S61an
STT | Tén thudc |Hoat chat, ham lwong| — ° g P tho z | Quy cach déng goi g .
che . chuan han gia han
(thang) :
Chai 100ml; Chai
Nudc cit pha Dung moi 500ml; Thung 80
26 |... P Nuée cat pha tiém g 36 [USP43 |Chai x 100ml; VD-23172-15( 01
tiém pha tiém N .
Thing 20 Chai x
500ml
Kali Clorid o Dung dich BP Hop 10 dng, 50 dng
27 Kabi 10% Kali clorid 1g/10ml tiem 36 2019 |x 10ml VD-19566-13| 01
Magnesi . . Hop 10 6ng x
28 |SulfatKabi | iagnest sulfat bungdich | g5 (BP 1 10ml; Hop 50 ng x |VD-19567-13| 01
1,5g/10ml tiém 2019
15% 10ml
Chai 250ml; Chai
. . 500 ml; Thung 30
29 [Mannitol 50 '\;'fggr::?' pung d“’?n 36 Egz . |chai x 250ml VD-23168-15| 01
g em truye Thang 20 Chai x
500ml

13. Co sé ding ky: Cong ty C6 phan Dwoc phdm Gia Nguyén (Bja chi: Puong YP6, KCN Yén Phong, xd Pong Phong,
huyén Yén Phong, tinh Bdc Ninh, Viét Nam)
13.1. Co sé san xudt: Céng ty C6 phan Dwge phim Gia Nguyén (Pia chi: Puong YP6, KCN Yén Phong, xid Pong
Phong, huyén Yén Phong, tinh Bdc Ninh, Viét Nam)

Dang bao Tudi Tiéu S6 lan
STT | Ténthubc |Hoatchét, ham lwgng| -~ & tho » | Quy cach déng géi | S6 ding ky |
: : che L chuan gia han
(thang) :
Spiramycin Vién nén
30 JAudogyl 750.0001U; . 36 |TCCS |Hop?2vixl0vién |VD-24491-16] 01
. bao phim
Metronidazol 125mg

14. Co sé¢ ding ky: Cong Ty TNHH Dwoec Pham Glomed (Pja chi: Sé 35, Pai Lo Tw Do, KCN Viét Nam - Singapore,
Phuong An Phu, Thanh Phé Thudn An, Tinh Binh Duong, Viét Nam)
14.1. Co sé san xuéat: Cong Ty TNHH Dwogc Phim Glomed (Bia chi: Sé 35, Pai Lé Tw Do, KCN Viét Nam - Singapore,
Phuong An Phu, Thanh Phé Thudn An, Tinh Binh Duong, Viét Nam)

STT

Tén thudc

Hoat chit, ham lwong

Dang bao
ché

Tudi
tho
(thang)

Tiéu
chuan

Quy cach dong géi

S6 ding ky

S6 lan
gia han
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Bromocriptin (dudi Hop 3 vi x 10 vién;

31 [Bariptine dang Bromocriptin Vién nén 36 [USP 42|Hop 1 Chai x 30 VD-22130-15( 01
mesilat) 2,5mg vién

. . . Vién nén . , A

32 [Droserid Risedronat natri 35mg bao phim 48 |USP41|Hop 1 vix4vien |VD-20708-14| 01
Fexofenadin Vién nén USP Hoép 1,3,5,10,20 vi

33 |Glodas 120 ) . 36 |hien | P 0> UVE yp-22848-15| 01
hydroclorid 120mg bao phim hanh x 10 vién

34 |Glotarengo || 1Mmetazidin Vien nen 36 |TCCS |Hop2vix30vien |VD-22852-15| 01
hydroclorid 20mg bao phim

35 |Mediarid 4 Glimepirid 4mg Vién nén 36 |USP42|Hop3vix 10vién |VD-21282-14| 01

36 |Naburelax  |Nabumeton500mg | o MeN 36 |uspas| HOP SVEIOVEX Iyn o198a.14] 01

bao phim 10 vién

37 |Tenecand 16 |Candesartancilexetil o e 36 |opa7 [HOP3I0VIXT0hh oose015| o1
16mg Vién

38 |Tenecand 4 E&gdesarta” cilexetil 1\ ien nén 36 |17 \}/II?; 3A0VIX 105 oog61.15| 01

15. Co séding ky: Cong Ty C6 Phan Dwoc Pham Ha Tay (Pia chi: S6 104, Pho Quang Trung, P. Quang Trung, Q. Ha

Déng, TP Ha Ngi, Viét

Nam)

15.1. Co sé san xuét: Cong Ty C6 Phan Dwoc Pham Ha Tay (Dia chi: T6 din phé sé 4, P. La Khé, Q. Ha Péng, TP. Ha

Noi, Viét Nam)

Dang bao Tudi Tiéu S6 1an
STT | Ténthudc |Hoat chit, ham lwong| —° g P tho « | Quy cach déng géi | S6 dang ky |
che . chuan gia han
(thang)

39 |Dixirein Carbocistein 375mg le’rel; NG | 24 | Tces |[Hop 6 vix 10 vien |VD-22874-15| 01
40 |piracetam  |Piracetam 400mg le’rel; NG | 48 |Tccs |Hop6vix 10vien |VD-22154-15| 01

Sulfamethoxazol Hop 25 vi x 20
41 |Trimeseptol  [400mg; Trimethoprim [Vién nén 60 |TCCS .;p v o VD-24195-16| 01

80mg vién, Lo 200 vién

16. Co s& ding Ky: Cong ty c¢6 phan Dwoc Ha Tinh (Dja chi: 167 Ha Huy Tdp, phwong Nam Ha, thanh phé Ha Tinh, tinh

Ha Tinh, Viét Nam)

16.1. Co sé san xuét: Cong ty ¢6 phin Dwge Ha Tinh (Pia chi: 167 Ha Huy Tdp, phwong Nam Ha, thanh phé Ha Tinh,

tinh Ha Tinh, Viét Nam)

Dang bao Tudi Tiéu S6 lan
STT | Ténthuéc |Hoat chit, ham hrong| = * £ £ tho | Quy cach déng géi | S6 ding ky | ",
che . chuan gia han
(thang) :

Hop 05 vi, 10 vi x

42 Vi nang Cetirizin hydrochlorid Vrlen nang 3% |tecs 10 vien; Hop 1 lo vD-21211-14] o1
cetirizin 10mg cung 100 vién, 200 vién,

500 vién

43 [Mosichez Meloxicam 7,5mg Vién nén 36 |TCCS ?§5i2é;13 >3, 10 vix VD-17839-12| 01

17. Co sé ding ky: Cong ty Co phian Dwgc Hau Giang (Pja chi: 288 Bis Nguyén Vin Cir - Phuong An Hoa - Qudn Ninh

Kiéu, Tp. Can Tho, Viét

Nam)

17.1 Co s6 san xuiat: Céng ty Co phan Duwge Hiu Giang - Chi nhanh nha may dwoc pham DHG tai Hau Giang (Dia
chi: L6 B2 - B3, Khu cong nghiép Tan Phu Thanh - Giai doan 1, xa Tan Phu Thanh, huyén Chau Thanh A, tinh Hau Giang,

Viet Nam)
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Tuoi

STT | Ténthudc |Hoat chéit, hAm lwong Dang E)ao tho Tleg Quy cach déng goi | S6 ding ky S,O lan
che . chuan gia han
(thang)
. . Vién nén . . A
44 (Zinc Ké&m gluconat 70 mg bao phim 36 [TCCS |Hop 10 vix 10 vién |VD-21787-14( 01

18. Co sé ding ky: Cong ty c6 phan Dwoe Pham Imexpharm (Dja chi: S6 04, Puong 30/4, Phirong 1, TP.Cao Lanh,
Tinh Pong Thdp-Viét Nam)
18.1 Co s6 san xuat: Céong ty c¢6 phin Dwoc Phim Imexpharm (Bja chi: S6 04, Puong 30/4, Phieong 1, TP.Cao Lanh,
Tinh Pong Thap-Viét Nam)

Dang bao Tudi Tiéu S6 lan
STT | Ténthuéc |Hoatchit, ham hrong| = * g £ tho | Quy cach déng géi | S6 ding ky | ",
che . chuin gia han
(théang)
g5 |ROXithromycin g - ithromycin 150mg | e" "N 36 |TCCcS |Hop2vix 10vien |VD-21309-14| 01
150 mg bao phim

19. Co sé diing ky: Cong ty c6 phan Dwoc pham Khanh Hoa (Pja chi: 74 Thong Nhat, TP. Nha Trang, Khanh Hoa, Viét

Nam)

19.1. Co sé san xuat: Cong ty co phin Dwgce pham Khanh Hoa (Pia chi: Puong 2/4, Phuwong Vinh Hoa, Thanh pho Nha
Trang, Khanh Hoa, Viét Nam)

Dang bao Tudi Tiéu S6 1an
STT | Ténthudc |Hoat cht, ham lwong| ° g £ tho | Quy cach déng goi | S6 diangky | "
che . chuan gia han
(thang)
46 |Fenofibrat  |Fenofibrat 300mg l{;ﬁg a9 | 36 [Tces |Hop 10 vix 10 vien [VD-23582-15| 01
Vien Hop 03 vix 10
47 |Gabapentin Gabapentin 300mg , 36 |TCCS |vién; Hop 10vix  |VD-22908-15( 01
nang cung i
10 vién
Hop 10 vix 10
. Cetirizin A, DDVN [vién; Hop 50 vi x
48 |Kacerin dihydroclorid 10mg Vien nen 36 \ 10 vién; Chai 500 VD-19387-13| - 01
vién; Chai 1000 vién
Amlodipin besylat
49 |Kavasdin1o |!>-87ms (tuong Vién nén 36 [TCCS [Hop 10 vix 10 vien [VD-20760-14| 01
duong 10mg
Amlodipin)
Hop 10 vix 10
Acid Mefenamic Vién nén vien,
50 |Khaparac Fort . 36 |TCCS ([Hop 25 vix 04 VD-20762-14( 01
500mg bao phim o n ,
vién; Hop 50 vi x
04 vién

20. Co sé diing ky: Cong ty Co phan Dwge pham Me Di Sun (Pia chi: 521 An Loi, xd Hod Loi, huyén Bén Cat, tinh

Binh Duong- Viét Nam)

20.1 Co sé san xuit: Cong ty C6 phan Dugce pham Me Di Sun (Pja chi: 521 An Loi, xd Hoa Loi, huyén Bén Cat, tinh

Binh Duong- Viét Nam)

Dang bao Tubdi Tiéu S6 1an
STT | Ténthudc |Hoat chit, ham lwong| ° g £ tho z | Quy cach déng géi | S6 dangky | ",
che . chuan gia han
(théang)
. A Hop 03 vix 10
51 |Medi- Paroxetin 20mg Vien nen 36 |TCCS |vién; Chai 50 vién, |vD-21656-14| 01
Paroxetin bao phim A .
100 vién, 200 vién
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Hop 01 vix 10
Medi- . Vién nén vién; Hop 10 vi x
52 Piracetam 800 Piracetam 800mg bao phim 36 |TCCS 10 vién: I()Ihai 100 VD-21320-14| 01
vién, 200 vién
Sumatriptan (dudi USP
53 [Mitriptin dang Sumatriptan Vién nén 24 [hién |Hop 06 vi x 10 vién |VD-22924-15( 01
succinat) 50mg hanh

21. Co sé diing ky: Cong ty Co phin Hoa - Dwoc phdm Mekophar (Pia chi: 297/5 Ly Thuong Kiét, Phirong 15, Qudn
11, TP H6 Chi Minh - Viét Nam)
21.1 Co sé san xuit: Cong ty Co phin Hoa - Dwoc pham Mekophar (Pia chi: 297/5 Ly Thuwong Kiét, Phuong 15, Qudn
11, TP H6 Chi Minh - Viét Nam)

Dang bao Tubdi Tiéu S6 1an
STT | Ténthuéc |Hoat chit, ham hrgng| = * g £ tho | Quy cach déng géi | S6 ding ky | ",
che . chuin gia han
(théang)
54 |Mekoaryl 4 Glimepiride 4mg Vién nén 36 TCCS [Hop 03 vix 10 vién [VD-21716-14| 01
Metronidazole . A DDVN |[Hop 10 vix 10
55 250mg Metronidazole 250mg [Vién nén 36 v vién: Chai 1000 vién VD-23807-15( 01
> Mbi 250 ml chira
Sodium Natri clorid 2,25g;
56 |CoN0e 0.9% 16y coce monohydrat  [PME YD |36 | Tees |SPA 250 Chal iy a096114| 01
& Dextrose tiém truyén 500ml
506 tuong duong glucose
khan 12,5mg
22. Co sé ding ky: Cong ty Co phan Dwge Minh Hai (Pia chi: S6 322, Ly Van Lam, Phuong 1, thanh phé Ca Mau, Viét
Nam)
22.1 Co sé san xuit: Cong ty C6 phan Dwoe Minh Hai (Dia chi: S6 322, Ly Van Lam, Phwong 1, thanh pho Ca Mau,
Viét Nam )
Dang bao Tubdi Tiéu S6 1an
STT | Ténthudc |Hoat chit, ham lwong| ° g £ tho « | Quy cach déng goi | S6 diangky | "
che . chuin gia han
(théang)
Cefaclor (duoi dang L Hop 01 vix 10
57 Cefaclor Cefaclor monohydrat) \{len nang 36 DBVN vién; Hop 01 vix  |VD-18202-13| 01
250mg cing v "
250mg 12 vién
58 |Cicalic20  |Tadalafil 20mg Vién nén 36 |tccs [Hoplvixlvien2yp 1755610
bao phim vién 01

23. Co sé diing ky: Cong ty Co phin Dwoce pham OPV (Pia chi: Sé 27, Puong 3A, Khu Céng Nghiép Bién Hoa II,
Phirong An Binh, Thanh phé Bién Hoa, Tinh Dong Nai, Viét Nam)
23.1. Co so san xuét: Cong ty C6 phan Dwoc pham OPV (Pia chi: S6 27, Puong 3A, Khu Céng Nghiép Bién Hoa II,
Phirong An Binh, Thanh phé Bién Hoa, Tinh Dong Nai, Viét Nam)

Dang bao Tubi Tiéu S6 1an gia | S6 1an
STT | Ténthudc |Hoat chit, ham lwong| ° g £ tho z | Quy cach déng goi g .
che . chuan han gia han
(théang)
59 [Amesartil 75 |Irbesartan 75mg Vién nén 36 [TCCS |Hop3vix10vién |VD-22966-15( 01
Quetiapin (dudi dang Vién nén
60 |[Expressin 100 [Quetiapin fumarat) . 36 [TCCS |Hop3vix 10vién |VD-23630-15( 01
bao phim
100mg
61 |Nepamol  |nefopam Vien nen 36 |TCCS |Hop3vix 10vien |VD-21340-14| 01
P hydrochloride 30mg  [bao phim P
62 |Numed Levo |Levosulpiride 25mg  [Vién nén 36 |TCCS [Hop 2 vix 10 vién 1\;D-23633- 01

Page 7




24. Co sé ding ky: Cong ty C6 phan Dwgc phim Trung wong I - Pharbaco (Pia chi: 160 Tén Burc Thing, phuong
Hang Bét, qudn Pong Pa, thanh pho Ha Noi - Viét Nam)
24.1 Co sé san xuit: Cong ty C6 phin Duge phfim Trung wong I - Pharbaco (Pja chi: Thén Thach Léi, xa Thanh
Xudn, huyén Séc Son, thanh phé Ha Néi - Viét Nam)

Dang bao Tudi Tiéu S6 lan
STT | Ténthudc |Hoat chat, ham lwong| — ° g P tho « | Quy cach déng géi | S6 dang ky | "
che . chuan gia han
(thang)
Ciprofloxacin (dudi dD;mn%giCh
63 |Basmicin 200 |dang Ciprofloxacin N 24 TCCS [Hop 1 1o 20ml VD-19469-13( 01
pha tiém
lactat) 200mg/20ml X
truyén
Ceftazidim (du6i dang Bt oha
64 |Cetachit2g |Ceftazidim . émp 24 TCCS [Hop 10 1o VD-21366-14| 01
pentahydrat) 2000mg
A Hop 10 vix 10
65 |Parazacol Paracetamol 500mg  |Vién nén 36 TCCS | .. .. |VvD-22518-15| 01
vién; Lo 1000 vién

25. Co s¢ diang ky: Cong ty cd phan dwoc phdm Phong Phii (Pia chi: Lé sé 12, dwong s6 8, Khu cong nghiép Tan Tao,
Phuwong Tan Tao A, Qudan Binh Tan, TP. Hé Chi Minh, Viét Nam)
25.1. Co sé'san xuit: Cong ty cb phan duge phadm Phong Phu - Chi nhanh nha may Usarichpharm (Dja chi: L6 s6 12,
dong s6-8; Khu cong nghiép Tan Tao, Phwong Tan Tao A, Qudn Binh Téan, TP. Ho Chi Minh, Viét Nam)

Dang bao Tudi Tiéu S6 1an
STT | Ténthudc |Hoat chat, ham lwong| —° g P tho « | Quy cach déng géi | S6 dang ky |
che . chuan gia han
(thang)
Hop 01 vix 30
66 |Digorich Digoxin 0,25mg Vién nén 36 |TCCS |[vién; Hop 02 vix |VD-22981-15| 01
30 vién
. . Hop 10 vix 15
67 ;r?]peram'd r';ogf;sm('::‘f ooma | ViEnnén 36 |TCCS |vién; Hop 1 Chaix |VD-19254-13| 01
d y d 100 Vién
68 |Magnesi B6 ydrat g . 24 |TCCS |vién; Hop 10vix  |VD-22982-15| 01
Pyridoxine bao phim 10 vien
hydrochloride 5mg
. o Hop 02 vix 10
69 |Usaconcorich |CSoProlol fumarate —Vien nén 36 |TCCS |vién; Hop 03 vix  |VD-22083-15| 01
Smg bao phim i~
10 vién
Vién nan Hop 03 vix 10
70 |Usarichcatrol |Calcitriol 0,25mcg mm g 36 [TCCS |vién;Hop 10vix |VD-21192-14( 01
10 vién

26. Co sé ding ky: Cong ty cd phin dwec phAm Phong Phii - Chi nhanh nha may Usarichpharm (Pia chi: Lé s6 12,
dwong s6 8, Khu cong nghiép Tan Tao, Phwong Téan Tao A, Qudn Binh Téan, TP. Ho Chi Minh, Viét Nam)
26.1. Co sé san xuit: Cong ty cb phan duge phadm Phong Phu - Chi nhanh nha may Usarichpharm (Dja chi: L6 s6 12,
dwong s6 8, Khu cong nghiép Tan Tao, Phwong Téan Tao A, Qudn Binh Tan, TP. Ho Chi Minh, Viét Nam)

Dang bao Tubdi Tiéu S6 1an
STT | Ténthubc |Hoatchét, ham lwgng| -~ & tho » | Quy cach déng géi | S6 ding ky |
: : che L chuéan gia han
(thang) :
Alimemazine 5mg ng OzAVI x 254,
(du6i dang Vién nén vién; Hop 10 vi x
71 |Terichlen e . 36 [TCCS |[25vién; Hop 20 vi |VD-20615-14| 01
Alimemazine tartrate |bao phim o .
x 25 vién; Hop 02
6,25mg) , .
vi x 20 vién
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Hop 05 vix 10
vién; Hop 10 vi x

72 |Uusarolvon E rg:gr;ﬁ’l((')?le oamg  |Viennén 36 RBVN 10 vién; Hop 1 chai |VD-20617-14| 01
y g 100 vién, 200 vién,
500 vién
27. Co sé ding ky: Cong ty Co phin Pymepharco (Pia chi: 166 - 170 Nguyén Hué, Tuy Hod, Phii Yén- Viét Nam)
27.1 Co sé san xuit: Cong ty C6 phan Pymepharco (Pia chi: 166 - 170 Nguyén Hué, Tuy Hod, Phii Yén- Viét Nam)
. Tubi n £ 1A
STT | Ténthudc |Hoat chit,him luwong Dang E)ao tho Tleg Quy cich déng goi | S6 ding ky S,O lan
che . chuan gia han
(thang)

Hop 10 vix 5
vién; HOp 20 vi x

73 |Tatanol Forte [Acetaminophen 650mg|Vién nén 36 |TCCS > Vler.lj HQpA?)O Vi VD-23230-15 01
x 5 vién; Hop 01
1o 200 vién, 500
vién, 1000 vién

. . A op 10 vix 1
74 |Pyme Sezipam [Diazepam 5mg Vién nén 36 [TCCS 321; Ovix10 VD-20508-14 01
75 |Fregjexinj, | \efopam HCI Dungdich |~ a6 |7ces [Hop 10 éng 2ml [VD-21963-14] 01
20mg/2ml tiém
Pethistad Pethidin HCI Dung dich R £
76 100mg 100mg/2ml tiom 36 |TCCS [Hop 10 6ng2ml |VD-23846-15( 01

28. Co sé ding ky: Cong ty C6 phan Dwge pham va Sinh hoc Y té (Dia chi: 31 Ngé Thoi Nhiém, phwong Vé Thi Séu,
quan 3, TP. Hé Chi Minh, Viét Nam)
28.1 Co sé san xuit: Chi nhanh Cong ty C6 phan Dwoc phiam va Sinh hoc Y t& (Dja chi: Lo 11l — 18, dwong s6 13, khu
céng nghiép Tan Binh, qudn Tan Phu, TP. Ho Chi Minh, Viét Nam)

Dang bao Tudi Tiéu S6 1an
STT | Ténthudc |Hoat chit, ham lwong| —° £ £ tho x| Quy cach déng géi | S6 ding ky |
: che . chuin gia han
(thang)
- Ampicillin (dudi dang |, ,. . Hop 10 vix 10
77 [Ameicilline ) icillin trihydra) | %" 2" | 36 [DPVN |vien: Hop20vix  |VD-23999-15| 01
500mg cing i a
500mg 10 vién
Amoxicilin 250mg L . . .
78 | Aumoxtine 50 [(dudi dang Tgf‘:"c bot | 56 |rces f‘i’pslo 801, 20 801 \\/py 18548.13| 01
Amoxicilin trihydrat) wong 9
79 |AustrapharmM Methylprednisolone |, i e 36 |[DPVN |Hop 3 vix 10 vien |VD-19204-13| 01
esone 4mg
80 |Lifentyn Fenofibrat 300mg Z;E; N9 | 36 |Tccs |Hop 03 vix 10 vien |VD-24580-16| 01

29. Co sé diing ky: Cong Ty TNHH Lién Doanh Stellapharm (Pja chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2, Xd Xudn
Théi Péng, Huyén Hoc Mén, Tp. Ho Chi Minh-Viét Nam)
29.1 Co sé san xuit: Céng ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Pja chi: S6 40 dai 16 Tw Do, Khu céng
nghiép Viét Nam - Singapore, Phuong An Phu, Thi xd Thudn An, Tinh Binh Duong- Viét Nam)

Dang bao Tubdi Tiéu S6 1an
STT | Ténthudc |Hoat chit, ham hrong| =~ * £ £ tho | Quy cach déng géi | S6 ding ky | ",
che . chuéan gia han
(thang)
Diphenhydramine R .
81 |Tusstadt hydrochloride Siro 36 [TCCS Hop 1 chai 60ml, VD-23983-15] 01
100ml
2,5mg/mi
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30. Co sé ding ky: Cong ty ¢6 phan Dwgce - VIYT Thanh Héa (Pja chi: S6 232, Tran Phii, phwong Lam Son, Thanh
phé Thanh Hoéa, Viét Nam)
30.1. Co sé san xuit: Cong ty c6 phin Dwgc - VIYT Thanh Héa (Bja chi: S6 04 — Puong Quang Trung — TP Thanh
Hoa — Tinh Thanh Hoa, Viét Nam)

Dang bao Tudi Tiéu S6 lan
STT | Ténthuéc |Hoat chit, ham hrong| = * g £ tho | Quy cach déng géi | S6 diang ky | ",
che . chuin gia han
(thang)
82 |Thekyflox  |Ofloxacin 200mg |~ /€N e 24 [PPYN a0 10vix 10 vien [VD-20014-13| 01
bao phim v

31. Co sé ding ky: Chi nhanh Cong ty TNHH Sin xuit Thuwong mai Dwoc pham Thanh Nam (Pja chi: 34 Ping Tit,

Phuong Tan Dinh, Quan 1, Tp-HCM, Viét Nam)

31.1 Co sé san xuit: Chi'nhanh Cong ty TNHH San xuat Thwong mai Dwgc phim Thanh Nam (Pia chi: 60 Pai 19

Doc Ldp, Khu cong nghiép Viét Nam - Singapore, Thi xd Thudn An, Tinh Binh Duong, Viét Nam)
. Tubi n £ 1A
STT | Ténthude |Hoat chit, ham luwong Dang E)ao tho Tleli Quy cich déng goi | S6 diang ky S,O lan
che L chuan gia han
(thang) :
A DbVN n
83 |Paracetamol |Paracetamol 325mg  |Vién nén 36 Lo 500 vién VD-24042-15] 01

\Y

32. Co s ding ky: Cong Ty C6 Phan Duwoc Pham Trung Uong 2 (Dia chi:Sé 9 Tran Thanh Tong, Phuong Bach Pang,
Qudn Hai Ba Trung, Thanh Phé Ha Néi, Viét Nam)
32.1. Co 6 san xuit: Cong Ty C6 Phan Dwoc Pham Trung Uong 2 (Pia chi: L6 27, Khu Céng Nghiép Quang Minh,
Huyén Mé Linh, TP. Ha Noi, Viét Nam)

Dang bao Tudi Tiéu S6 1an
STT | Ténthudc |Hoat chit, ham lwong| ° g £ tho | Quy cach déng goi | S6 diangky | "
che . chuan gia han
(thang)
Domperidon (dudi DDVN Hop 10 vix 10
84 |[Goldlove dang domperidon Vién nén 36 IV vién; Hop 1 thi x 10 |VD-20845-14 01
maleat) 10mg vi x 10 vién
A Hop 10 vix 10
g5 |Montelukast |\ ) ielukast 10mg | en en 36 |TCCS |vién: Lo 90 vién, |VD-23044-15| 01
10mg bao phim -
1000 vién
. . Vién nang . , A
86 |Morphin 30mg|Morphin sulfat 30mg cing 36 |TCCS |Hop3vix7viéen |VD-19031-13| 01

33. Co so diing ky: Cong ty c6 phin Dugc pham Trung Uong 3 (Dja chi: S6 16 dwong Lé Pai Hanh, phuong Minh
Khai, qudn Hong Bang, thanh phé Hai Phong - Viét Nam)
33.1 Co sé san xuat: Cong ty c6 phin Dwgc phadm Trung Uong 3 (Pia chi: S6 28, dwong 351, xa Nam Son, huyén An
Duong, thanh pho Hai Phong - Viét Nam)

Dang bao Tubdi Tiéu S6 1an
STT | Ténthudc |Hoat cht, ham lwong| ° g £ tho « | Quy cach déng géi | S6 dangky | ",
che . chuan gia han
(théang)
N A Hop 10 vix 10
g7 |VMBMINC A cid Ascorbic 500mg [N MeN 24 | TCCS |vien; Hop S0vix  |VD-23687-15| 01
TW3 bao phim

10 vién

34. Co sé ding ky: Cong ty ¢ phan dwgc pham Trwong Tho (Pia chi: S6 93 Linh Lang, phwong Cong Vi, qudn Ba
Pinh, thanh phé Ha Ngi, Viét Nam)
34.1. Co sé san xuit: Chi nhanh Céng ty c6 phin dwoe pham Trwong Tho (Dja chi: Lé M1, duong N3, khu cong
nghiép Hoa Xa, xa Loc Hoa, thanh ph5 Nam Dinh, tinh Nam Dinh, Viét Nam)
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Tuoi

STT | Ténthudc |Hoat chéit, hAm lwong Dang E)ao tho Tleg Quy cach déng goi | S6 ding ky S,O lan
che . chuan gia han
(thang)
Perindopril tert-
88 |Toversin plus |butylamin 4mg; Vién nén 36 |TCCS [Hop3vix10vién |VD-23711-15| 01

Indapamid 1,25mg

35. Co s6 ding ky: Cong ty ¢d phan dwoc phim TV.Pharm (Pia chi: 27 Nguyén Chi Thanh, Khém 2, phwong 9, TP.
Tra Vinh, tinh Tra Vinh, Viét Nam)
35.1. Co sé san xuat: Cong ty c6 phan dwoe phidm TV.Pharm (Bja chi: 27 Nguyén Chi Thanh, Khém 2, phwong 9, TP.
Tra Vinh, tinh Tra Vinh, Viét Nam)

Tuoi

STT | Ténthudc [Hoat chit, ham hrong Dang E)ao tho Tlel;] Quy cich déng goéi | SO ding ky S,O lan
che . chuin gia han
(thang) ‘
89 | Piromax 10mg|Piroxicam 10mg l{;ﬁg nang | 36 BD YN\ Hop 10 vi x 10 vien |VD-21697-14| 01

36. Co sé diang ky: Cong ty TNHH Dwoc pham USA-NIC (Pja chi: Lé 11D, dwong C, Khu céng nghiép Tan Tao,
Phuong Tan Tao A, Quan Binh Tan, TPHCM)
36.1 Co sé san xuat: Cong ty TNHH Dwge pham USA-NIC (Pia chi: L6 11D, dwong C, Khu céng nghiép Tan Tao,
Phuong Tan Tao A, Qudn Binh Tan, TPHCM, Viét Nam)

Dang bao Tudi Tiéu S6 1an
STT | Ténthudc |Hoat chit, ham lwong| ° g P tho « | Quy cach déng géi | S6 ding ky | "
che . chuan gia han
(thang)
90 |Monbig Meloxicam 7,5mg  [Vién nén 36 |PPVN|HOp Luypx 30 lyp 5151714
\Y vién 01
91 |Nicfullaca Mebendazole 500mg  |Vién nén 36 BB Hop 1 vix 1 vién 1\‘/1D_21519_ 01

37. Co so diing ky: Cong ty c6 phan dwge pham Vinh Phiic (Pja chi: S6 777, dwong Mé Linh, phwong Khai Quang,
thanh phé Vinh Yén, tinh Vinh Phiic- Viét Nam)
37.1 Co sé san xuat: Cong ty co phan dwgc pham Vinh Phiic (Pia chi: Thén Mau Théng - P. Khai Quang - TP. Vinh
Yén - tinh Vinh Phuc - Viét Nam)

Dang bao Tubi Tiéu S6 1an
STT | Ténthudc |Hoat chat, ham lwong| ° g £ tho | Quy cach déng goi | S6 diangky | "
che . chuin gia han
(théang)
Hop 1 lo + 1 dng
. . 0i NaCl
Esomeprazol (dudi Thudc gugrlg ?r?lll }?2: 510
92 [Vinxium dang Esomeprazol tiém dong 36 [Tccs |) P BP0 \ypp2ss2-15| 01

natri) 40mg

kho

+ 5 dng dung moi
NaCl 0,9% 5ml;

Hop 10 1o

38. Co so diing ky: Cong ty Co phan Dwoc Vacopharm (Bja chi: 59, Nguyén Hué, thanh phé Tan An, Tinh Long An,
Viét Nam)
38.1 Co sé san xuat: Cong ty Co phan Dwoc Vacopharm (Bja chi: Km 1954, Quéc 16 1A, Phurong Tan Khéanh, Thanh
phé Tén An, Tinh Long An, Viét Nam)

STT

Tén thudc

Hoat chit, ham lwong

Dang bao
ché

Tudi
tho
(thang)

Tiéu
chuan

Quy cach dong géi

S6 ding ky

S6 lan
gia han
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93

VACO-
POLAZ2

Dexchlorpheniramine
maleate 2mg

Vién nén

48

TCCS

Hop 10 vix 10
vién; Hop 20 vi x
10 vién; Hop 30 vi
x 10 vién; Hop 50
vi x 10 vién; Hop
100 vi x 10 vién;
Hop 2 vi x 15 vién;
Hop 10 vix 15
vién; Hop 20 vi x
15 vién; Hop 20 vi
x 15 vién; Hop 30
vi x 15 vién; Hop
30 vi x 15 vién;
Hop 50 vix 15
vién; Hop 5 vix 20
vién; Hop 10 vi x
20 vién; Hop 15 vi
x 20 vién; Hop 50
vi x 20 vién; Chai
100 vién; Chai 200
vién; Chai 250 vién;
Chai 500 vién; Chai
1000 vién

VD-23751-15

01

94

Vadol Extra

Paracetamol 500mg;
Caffeine 65mg

Vién nén

36

DDVN

Hop 10 vix 10
vién; Hop 20 vi x
10 vién; Hop 30 vi
x 10 vién; Hop 50
vi x 10 vién; Hop
100 vi x 10 vién;
Hop 10 vix 20
vién; Hop 25 vi x
20 vién; Hop 50 vi
x 20 vién; Chai 100
vién; Chai 200 vién

VD-23119-15

01

95

Prednisolon

Prednisolone 5mg

Vién nén

36

DbVN

Hop 10 vix 10
vién; Hop 20 vi x
10 vién; Hop 50 vi
x 10 vién; Hop 100
vi x 10 vién; Hop
10 vi x 20 vién;
Hop 50 vix 20
vién; Hop 10 vi x
30 vién; Hop 20 vi
x 30 vién; Hop 50
vi x 30 vién; Chai
100 vién; Chai 200
vién; Chai 300 vién;
Chai 500 vién; Chai
1000 vién

VD-24366-16

01
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Phu luc II

DANH MUC 08 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LUC 03 NAM - POT 179
Ban hanh kém theo Quyét dinh s6:..5T4..../OP-OLD, ngay .26....09..2022.ctia Cuc Quan Iy Duoc

1. Co sé ding ky: Cong ty Cé phan Dwgc phAm Ampharco U.S.A (Pia chi: Khu céng nghiép Nhon Trach 3, xd Hiép
Phuoce, huyén Nhon Trach, tinh Béng Nai, Viét Nam)
1.1. Co s6 san xuit: Cong ty C6 phan Dwge pham Ampharco U.S.A (Pia chi: Khu cong nghiép Nhon Trach 3, xd Hiép
Phuoce, huyén Nhon Trach, tinh Béng Nai, Viét Nam)

. Tuoi . , , Yy

STT | Tén thuoc |Hoat chat, ham lwong Dang E)ao tho T'eﬁ‘ Quy cac,l.I dong So dang ky S,O lan
: : che L chuan gol gia han
(thang) :
. Alpha chymotrypsin . , ,
g [USaUYPSIN i rone duong 42 viennén | 24 |Tccs  [FOPIVE2ZVEIO H\h s06a1a | 01
Fort . vi x 10 vién
microkatal) 8,4mg

2. Co so ding ky: Cong ty c6 phan Dwoc Phim Imexpharm (Pia chi: Sé 04, Puong 30/4, Phwong 1, TP.Cao Lanh,
Tinh Pong Thap-Viét Nam)
2.1 Co sé san xuat: Cong ty c6 phin Dwgc Phim Imexpharm (Pja chi: S6 04, Puong 30/4, Phuong 1, TP.Cao Lénh,
Tinh Dong Thdp-Viét Nam)

125mg

.| Tuéi . L £ 12
STT | Tén thudc |Hoat chit, ham lwong Dang E)ao tho T'eﬁ‘ Quy cac,l_l dong S6 ding ky S,O lan
) che . chuin gol gia han
(thang)
Amoxicilin (dugi dang
Amoxicilin trinydrat | Thudc
Bactamox powder) 250mg; cdm pha . .
2 375 Sulbactam (du6i dang |hén dich 24 [TCCS Hop 12 goi x 1,2g [VD-20448-14 01
Sulbactam pivoxil) udng

3. Co s6 dang ky: Cong ty TNHH Reliv Pharm (Dja chi: 410/9 Tan Phu, Khu My Gia 1, phuwong Tan Phu, Qudn 7, thanh
phé Ho Chi Minh, Viét Nam)
3.1. Co sé san xuét: Cong ty C6 phan Dwoc phAmTrung wong 2 (Dja chi: L6 27 Khu cong nghiép Quang Minh, thi tran
Quang Minh, huyén Mé Linh, thanh phé Ha Ngi, Viét Nam)

Tuoi

carbonat) twong duong
véi cefpirom 2g

STT | Tén thudc |Hoat chét, ham luwgng Dang E)ao tho T'eﬁ‘ Quy cac,l.l dong S6 dang ky S,O lan
: : che L chuan goi gia han
(thang) ‘
Cefpirom sulfat (dudi
dang hon hop bot vo
3 | Ceporel 2g |}huan chtra Cefpirom Thude bot | o) |poog |HOP LlosHOP IO | /py 516796 | o1
sulfat va Natri pha tiém lo

1. Co sé ding ky: Cong Ty Cé Phan Dwgc phdm Trung wong I - Pharbaco (Pia chi: So 160 Tén Pirc Thing, phuong
Hang Bét, qudn Dong Pa, thanh phé Ha Néi, Viét Nam)
1.2. Co s6 san xuit: Cong Ty C6 Phan Dwoc phim Trung wong I - Pharbaco (Pia chi: Thén Thach Léi, xa Thanh Xudn,
huyén Séc Son, thanh pho Ha Ngi, Viét Nam)
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. Tudi L . , £ 13
STT | Ténthudc |Hoat chit, ham lwgng Dang E)ao tho Tleg Quy cac,l.l dong S6 ding ky S,O lan
: ’ che . chuan goi gia han
(thang)
Prumicol Flu Paracetamol 500mg; Vién nén
4 Clorpheniramin maleat . 36 |TCCS Hop 25 vi x 4 vién [VD-23678-15 01
500 2mg bao phim

4. Co so ding ky: Cong ty C6 phan US Pharma USA (Pia chi: L6 Bl- 10, Puong D2, KCN Tdy Bdic Cii Chi, TP.Ho6 Chi

Minh-Viét Nam)

4.1 Co s¢ san xudt: Cong ty C6 phan' US Pharma USA (Pia chi: Lé BI- 10, Puong D2, KCN Téy Bdc Cu Chi, TP.H6 Chi

Minh-Viét Nam)

Tuoi

STT | Tén thudc |Hoat chat, ham lwong Dang E)ao tho Tleg Quy cac,l_l dong S6 diing ky S,O lan
che . chuin gol gia han
(thang)
Dung dich
. dung
Alpha-terpineol g . .
5 |Femalcare - |0,69/60ml, Vitamin £ |"8°' 36 |tccs  |Hop 1 chai 60ml, /o hagy 14 01

(dung dich 100ml, 200ml

0,018g/60ml ..
vé sinh
phu nt)

5. Co sé diang ky: Cong ty ¢6 phan dwgce phim Vinh Phic (Pia chi: S6 777, dwong Mé Linh, phwong Khai Quang,
thanh phé Vinh Yén, tinh Vinh Phiic- Viét Nam)
5.1 Co sé san xudt: Cong ty cd phan dwoc phdm Vinh Phiic (Dja chi: Thén Mdu Thong - P. Khai Quang - TP. Vinh Yén
- tinh Vinh Phuc - Viét Nam)

. | Tuéi . o £
STT | Tén thudc |Hoat chit, ham lwong Dang E)ao tho T'eﬁ‘ Quy cac,l_l dong S6 ding ky S,O lan
) che . chuin gol gia han
(thang)
Lo bot
dong n £
+
Kho: 36 e cit e
. . Thube thang; CTrA o A
g| Vinfadin . motidin 20mg tiemdong | Ong [Tccs [MEHOPIONE yp oooua5 | o1
V20 Kho e nudc cat tiém
A Sml; Hop 5 lo, 10
cat tiem lo
tiém: 48 i
thang
Hop 2 vix 5 dng
Netilmicin (dudi dang Dun x 2ml; Hop 1 vi x
7[Nelcin 150  [Netilmicin sulfat) dich ?i”m 36 |USP42 |10 6ngx 2ml; VD-23088-15 01
150mg/2ml e e Hop 5 vix 10 éng
x 2ml
Hop 2 vi x 5 dng
Netilmicin (duéi dang Dune dich x 2ml; Hop 1 vi x
8|Nelcin 200  [Netilmicin sulfat) ; ;mg N1 36 |usPa2  [106ngx2ml;  |VD-23089-15 | 01
200mg/2ml Hop 5 vi x 10 6ng
x 2ml
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