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QUYET PINH

Vé viéc ban hanh Danh muc 149 thudc sin xuat trong nwéc
dugec gia han giay dang ky luu hanh tai Viét Nam - Dot 174.1

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;

Can cit Nghi dinh s 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy dinh
chirc nang, nhiém vu, quyén han va co cau to chirc cua Bo Y té;

Can cir Thong tur so 32/2018/TT-BYT ngay 12/11/2018 ciia Bj trucng Bg Y té
quy dinh viéc dang ky lwu hanh thuoc, nguyén liéu lam thuoc,

Can cir Thong tw s6 29/2020/TT-BYT ngdy 31/12/2020 cua B truong Bg Y 1é
sua doi, bo sung va bai bo mot so6 van ban quy pham phdp ludt do B¢ truong Bo Y
té ban hanh, lién tich ban hanh;

Can cir Thong tu SO 23/2021/TT-BYT ngay 09/12/2021 cua B¢ truong B Y
té sira doi, bé sung mot s6 vin ban quy pham phdp ludt do B trieéng BJ Y té ban
hanh;

Can cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 cua B¢ truong Bo Y té
quy dinh chirc nang, nhi¢m vu, quyén han va co cdu 16 chire ciia Cuc Quan 1y Dirge
thuéc Bo Y té;

Can cir két ludn ciia Hi dong tw van cdp gidy ddng ky lwu hanh thuéce, nguyén
lieu lam thuoc - Bo Y té;

Xét dé nghi ciia Trudng phong Péng ky thudc, Cuc Qudn 1y Duoc,
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 149 thubc san xu:?it
trong nudc duge gia han gidy dang ky Iuu hanh tai Viét Nam - Dot 174.1. Cac thuoc
tai Danh muc nay dugc gitr nguyén thong tin s6 dang ky da cap, cu thé:

1. Danh muc 143 thudc san xuét trong nudc dugc gia han gidy dang ky luu
hanh tai Viét Nam c6 hiéu lyc 05 nam ké tir ngay ky ban hanh Quyét dinh nay (Phu
luc I kém theo).

2. Danh muc 06 thudc san xuat trong nudc duoc gia han gidy dang ky luu
hanh tai Viét Nam c6 hiéu luc 03 nam ké tir ngay ky ban hanh Quyét dinh nay (Phu
luc 11 kém theo).



Pieu 2. Co sé san xuat va co s¢ dang ky thuoc cé trach nhiém:

1. San xudt thudc theo dang cac hd so, tai liéu da dang ky v6i Bo Y té va phai
in s0 dang ky duoc Bo Y t€ Viét Nam cap Ién nhan thudc.

2. Chi dugc san xuét, dua ra luu hanh cac thude kiém soat dic biét khi c6
Gidy chtng nhan du diéu kién kinh doanh dugc pham vi kinh doanh thude phai kiém
soat dac biét phu hop véi pham vi hoat dong ctia co s¢ dap ing quy dinh tai khoan
5 Piéu 143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh
chi tiét mot s6 didu va bién phap thi hanh Luat Duoc.

3. Thuc hién viéc cdp nhat ti€u chuan chét lugng cua thube theq quy dinh taj
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctua B truong BO Y t€ quy dinh vé
chat luong thuoc, nguyén liéu lam thudc.

4. Thyc hién, phéi horp v6i co s nhap khau thuc hién theo quy dinh tai Cong
van s 5853/QLD-CL ngay 19/4/2019 cta Cuc Quan 1y Duoc vé viéc kiém tra chit
lugng nguyén li¢u lam thuéc nhom sartan ddi véi cac thude thuoc Danh muc tai
Piéu 1 ¢6 chtra dugc chat thudc nhom sartan.

5. Cap nhat nhan thudc, to hudéng dan sir dung thudc theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong BO Y té quy dinh ghi nhan
thudc, nguyén lidu 1am thude va to hudng dan sir dung thude trong thoi han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thire thay doi, bo sung gidy dang
Ky luu hanh thuoC quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 caa
Bo truong BO Y té quy dinh viée ding ky luu hanh thude, nguyén liéu 1am thube va
Thong tu s6 29/2020/TT-BYT ngay 31/12/2020 cua Bo truong Bo Y té stra doi, bd
sung va bii bo mot sd vin ban quy pham phap luat do Bo truong Bo Y té ban hanh,
lién tich ban hanh.

6. Phéi hop véi cac co sé didu tri dé thyuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cua
thuoc trén nguoi Viét Nam va tong hop, bao céo theo quy dinh tai Piéu 5 Thong tu
s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo trudng Bo Y té quy dinh viéc ding
ky luu hanh thude, nguyén liéu lam thube dbi véi cac thube thudc Phu lyc 1T ban
hanh kém theo Quyét dinh nay

7. Co so ding ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu luc cta gidy dang ky Iuu hanh thudc, nguyén liéu lam thudc. Trong trudng
hop khong con dap mg du diéu kién hoat dong, co sd dang ky phai c6 trach nhiém
thue hién thay doi co so ding ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT
ngay 12/11/2018 cta Bo truong Bo Y té quy dinh viéc dang ky luu hanh thudc,
nguyén liéu 1am thudc trong thdi han 30 ngay ké tir ngay co so dang ky khong con
du diéu kién hoat dong.

8. Co s& san xut thude phai bao dam cac diéu kién hoat dong cua co s¢ san
xuét trong thoi han hiéu luc cta gidy dang ky luu hanh thude, nguyén liéu 1am thude.

Picu 3. Pbi véi thuéc Prozalic (STT 48 Phu luc I) va thudc Tratrison (STT
01 Phu lyc IT) co s& phai tien hanh ndp ho so thay doi cach ghi ham lugng hoat chat



dudi dang ndng dd % theo hinh thir thay doi, bo sung quy dinh tai Phy luc I Thong
tu s6 32/2018/TT-BYT.

Piéu 4. Di voi cac thude cd thay d6i vé ho so hanh chinh (bao gém nhan, to
hudng dan st dung thudc) trong hd so gia han, sau 06 thang ké tir ngdy ban hanh
Quyét dinh nay, co s¢ khong dugc san xuat thudc véi cac ndi dung cii di dé nghi
thay doi.

Piéu 5. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 6. Giam ddc S¢' Y té cac tinh, thanh phd truc thudc Trung wong va Giam
doc co sO san xuat va co so dang ky co thudce tai Pi€u 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhan:

- Nhu Diéu 6;

- Bo trudng BYT (dé blc);

- TT. B3 Xuan Tuyén (dé b/c);

- Cuc Quany - B0 Quéc phong, Cuc Y té - Bd Cong an;
- Cuc Y t& GTVT - B Giao thong vén tai;

- Téng Cuc Hai quan - B Tai chinh;

- Bao hiém x4 hoi Viét Nam;

-Bo Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra
B, Van phong HPTV cip GPKLH thudc, NLLT;

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

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

- Cac Bénh vién, Vién c6 giuong bénh truc thudc Bo Y té;
- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, P.QLGT;
Website;

- Luu: VT, DKT.
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PHU LUC I
DANH MUC 143 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG

KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 174.1
Ban hanh kém theo Quyét dinh sé:.201..../0D-OLD, ngay 29../04/20221ia Cuc Qudn Iy Duoc

1. Co sé ding ky: Cong ty c6 phan Fresenius Kabi Viét Nam (Dia chi: Khu vuc 8, phwong Nhon Phi, thanh

phd Quy Nhon, Binh Pinh, Viét Nam)

1.1. Co sé san xuit: Cong ty c6 phin Fresenius Kabi Viét Nam (Pia chi: Khu vue 8, phwong Nhon Phi, thanh

phd Quy Nhon, Binh Dinh, Viét Nam)

PO X Han A ) £
STT |Tén thube ﬁ‘:: chat, ham ]c)h%“g bao 1 qung ch:i‘;n (?6“: Cag' S6 GPKLH Si‘; l;‘:n
ong (thang) g8 g 2
Chai 100 ml;
Chai 500 ml;
Natri Natri clorid Dung dich Thung 80
L lciorid3% |3gr100ml tiemtruyén | 0 [BPPO18 |cpaix100 [VP-2RL7O-15 | O
ml; Thung 20
Chai x 500 ml
Chai 250ml,
500ml;
Glucose Glucose khan Dung dich Thung 30
2 1300 30% tiém truyén 24 \USPA0 | o 250ml; VD-23167-15 0l
Thung 20
chai 500ml
Dextrose khan
11,365¢; Natri Thung 30
Lactated clorid 1,5g; Kali chai 250ml;
Ringer's clorid 75mg; Dung dich thung 20 chai
3 and Natri lactat tiém truyén 36 USP40 500ml; Chai VD-21953-14 01
Dextrose 750mg; Calci 250ml; Chai
clorid dihydrat 500ml
50mg/250ml

2. Co sé ding ky: Cong ty C6 phian Dugc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Pia chi: 498 Nguyén
Thai Hoc — Phwdong Quang Trung — Tp. Quy Nhon — Tinh Binh Pinh - Viét Nam)

2.1 Co sé san xuit: Cong ty Co phin Dwoc - Trang thiét bi y té Binh Dinh (BIDIPHAR) (Pia chi: 498

Nguyén Thii Hoc — Phurong Quang Trung — Tp. Quy Nhon — Tinh Binh Dinh - Viét Nam)




Han

STT |Tén thude fr‘:: chat, ham ]c)lfé“g bao 1 ong Ill?:m 26“: Cag? S6 GPKLH Si‘; l;‘:n
ong (théng) gg gia hy
Ampicillin (duéi
dang Ampicillin
- natri) 1g va Thube bot Hop 1 lo, 10
4 [Bipisyn Sulbactam (dusi |pha tiém 36 USP43 lo VD-23775-15 01
dang Sulbactam
natri) 500mg
Imipenem (dudi
dang imipenem
monohydrat) I A
5 |Bidinam  |500mg; Thudc bot 24 |uspag |HOP 1110 1yn soees14 | 01
. . .. |pha tiém lo
Cilastatin (dudi
dang cilastatin
natri) 500mg
Meropenem
(dudi dang A N
6 |Bironem 1g |Meropenem + | 1u0c bot 36 |uspaz |HOP 11010\ 5393815 01
. pha tiém lo, 25 1o
Natri carbonat
khan) 1 g
O +
Cefotaxone |Ccrotaxim (duSt 1, < bot g:.) pnlug)c célt
7 dang cefotaxim S 36  |USP43 £ VD-23776-15 01
19 natri) 1 pha tiém pha tiém 4ml.
g Hop 10 1o

3. Co sé ding ky: Cong ty Co phan Dwgc phim Tenamyd (Pia chi: Lo Y01-02A, dwong Tan Thuén,

KCN/KCX Tén Thuin, Phwong Tan Thuin Péng, Quan 7, TP. H6 Chi Minh- Viét Nam)

3.1 Co sé san xuat: Cong ty Co phan Dwgc phim Tenamyd Pia chi: Lo Y01-02A, dwong Tan Thuén,

KCN/KCX Tén Thuin, Phwong Tan Thuin Pong, Quan 7, TP. H6 Chi Minh - Viét Nam)

Han

71 |Ten huie ﬁ(::lt chét, ham l)hg%ng bio | g chl“ell;n (?6“3’ Cagih S6 GPKLH Si(; l;':n
ong (thang) &8 B
. Ceftriaxone (dudi O R
g |CEMriaxone |\ e Ceftriaxone | 1uo¢ 00t 24 |tces  [H® 1110 4yp 1945013 | o1
2000 pha tiém lo

sodium) 2000 mg




Cefepime (duoi

Pimefast dang Cefepime  |Thudc bot Hop 1 1o, 10
o 500 hydrochloride) pha tiém 24 |TCCS lo VD-23660-15 01
500 mg
. . . |Ceftriaxon (dudi L ya .
10 Triaxobiotic dang Cefiriaxon Thuog bot 36  |uspag |HoP! lo, 10 VD-19454-13 01
2000 - pha tiém lo
natri) 2000 mg
Cefuroxim (dudi L N
g1 |Ceturofast |y g Cefuroxim | M2 | 36 |uspaz |HOP 1110 Hyp 1993603 | 01
1500 - pha tiém lo
natri) 1500mg
. Cefotaxim (dudi 2 R
1p |Taxibiotic |, o Cefotaxim | L2u0C Ot 36 |uspaz [HP11 10 Hyp 19007.13 | o1
1000 pha tiém lo

natri) 1000 mg

4. Co sé ding ky: Cong ty ¢6 phan dwgc phidm Vinh Phic (Pia chi: S6 777, dwong Mé Linh, phuwong Khai
Quang, thanh phé Vinh Yén, tinh Vinh Phic- Viét Nam)

4.1 Co sé san xuat: Cong ty c6 phian dwoc phim Vinh Phic (Pia chi: Thén Mau Thong - P. Khai Quang - TP.
Vinh Yén - tinh Vinh Phic - Viét Nam)

Han

STT |Tén thube E‘;i'lt chat, ham ]c)h%“g b0 | jung ch:i‘;n (?6“: Cag? S6 GPKLH Si‘; l;‘:n
ong (thang) gg gla ha
13 |[Vinmotop  |Nimodipin 30mg | /€M Nen 36 |Bp2o1g [HOP3VIXIO\p 5140504 | 01
bao phim vién

s Enalapril maleat A USP- Hop 3 vix 10

14 |Vinlaril 10mg Vién nén 36 NFE2021 |vien VD-19513-13 01
Hoép 10 vix 5

Nudc cat  |Nudc dé pha Dung moi ong x 5 ml;
15 tiém thudc tiém 5 ml pha tiém 48 TCES Hop4vix5 VD-24904-16 01

ong x 5 ml




Hop 1 vix5

. . Terbutalin sulfat |Dung dich ong x 1 ml;
16 |Vinterlin 0.5 mg/ 1 ml tiem 36 |TCCS Hop 5 vi x 10 VD-20895-14 01
ong x 1 ml
Hop 1 1o + 1
ong dung moi
Hydrocortison phﬂa tiem 2ml;
. Hop5Slo+5
(dudi dang Thudc tiém dng dung moi
17 |Vinphason |hydrocortison Au N 24 [TCCS g cung VD-22248-15 01
. . dong kho pha tiém 2ml;
natri succinat) A
100 m Hop 10 lot
g 10 6ng dung
moi dung moi
pha tiém 2ml

5. Co so ding ky: Cong ty Co phan Duwgc phim Tipharco (Pia chi: 15 Péc Binh Kiéu, Phuong 2, TP. My
Tho, Tinh Tién Giang, Viét Nam)

5.1 Co sé san xuét: Cong ty Cé phan Dwoc phdm Tipharco (Dia chi

Tho, Tinh Tién Giang, Viét Nam)

: 15 Péc Binh Kiéu, Phwong 2, TP. My

Han

STT |Tén thube E‘;i'lt chat, ham ]c)h%“g b0 | qung ch:i‘;n (?6“: Cag? S6 GPKLH Si‘; l;‘:n
Ong (thang) g8 g 2
18 |Tinanal Meloxicam 7,5mg \{len nang 36 TCCS Hop_} chai VD-26276-17 01
cling 30 vién

6. Co so ding ky: Cong ty Co phan dwgc pham Otsuka Viét Nam (Dia chi: L6 27, dwong 3A, KCN Bién Hoa
II, P. Long Binh, TP. Bi¢n Hoa, tinh Pong Nai, Viét Nam)

6.1 Co sé san xuat: Cong ty Co phan dwoc pham Otsuka Viét Nam (Pia chi: Lo 27, dwong 3A, KCN Bién
Hoa II, P. Long Binh, TP. Bi¢n Hoa, tinh Pong Nai, Viét Nam)

Han

STT |Tén thube fr‘:: chat, ham ]c)h%“g bao 1 jung ch'li‘;n (?6“: Cagih S6 GPKLH Si‘; l;‘:n
ong (théng) gg gia hg
Chai nhya
Sodium . . Dung dich 100ml,
19 |Chloride '\;iggﬁ:f”d 09 liemtruyéen | 60 |uspa1 |200mi, VD-24019-15 | 01
0,9% g finh mach 500ml,

1000ml




7. Co sé ding ky: Cong ty Co phian Dwgc phim Sao Kim (Pia chi: KCN Quang Minh, thi trin Quang Minh,
huyén Mé Linh, TP. Ha Ngi, Viét Nam)

7.1 Co sb san xuit: Cong ty C6 phan Dwge phim Sao Kim (Pia chi: KCN Quang Minh, thi trin Quang
Minh, huyén Mé Linh, TP. Ha N¢i, Viét Nam)

£ 13 . Han " , P
ong (thang) gg gia ha
.. |Vién nang A ,
Omeprazol (dudi cline chira Hop 2 vix 7
20 [Durosec dang pellet & 36 |TCCS |[vién;lo 14 VD-23651-15 01
hat bao tan .A
omeprazol) 20mg Vién

trong rut

8. Co so ding ky: Cong ty Co phan Dugc phim Boston Viét Nam (Pia chi: 43 dwong s6 8, KCN Viét Nam —
Singapore, Thuian An, Binh Dwong, Viét Nam

8.1 Co sé san xudt: Cong ty Co phan Dwgc phim Boston Viét Nam (Dia chi: 43 dwong s6 8, KCN Viét Nam —
Singapore, Thuian An, Binh Dwong, Viét Nam

A ~ ~ Han -n 7 X aA
STT |Tén thude E‘;‘: chat, ham ?hi-'é“g b0 1 qung ch:il;n (?6“: Cag? S6 GPKLH s;; l;':n
Ong (thang) g8 g 2
Neuralmin Vién nan Hop 2 vix 14
21 75 Pregabalin 75 mg citng g 36 TCCS | vién, Hop 4 | VD-20675-14 01

vi x 14 vién

9. Co sé ding ky: Cong ty TNHH Duoc pham Glomed (Pia chi: S6 35, Pai Lo Ty Do, KCN Viét Nam -
Singapore, Phuwong An Phii, Thanh phé Thuin An, Tinh Binh Duong, Viét Nam)

9.1. Co s& san xuat: Cong ty TNHH Dwoc phim Glomed (Pia chi: S6 35, Pai Lo Tw Do, KCN Viét Nam -
Singapore, Phuwong An Phii, Thanh phé Thuin An, Tinh Binh Duong, Viét Nam)

Han

STT |Tén thube fr‘:: chat, ham ]c)h"‘é,“g bao | Ging chlil;n (?6“3' Cagih Sé GPKLH Si‘; l;‘:n
ong (thang) gg gia hz
Ciprofloxacin
(duci dang Vién nén USP  |Hop 3, 5,10
22 [Glocip 500 |Ciprofloxacin X 36 s ;p N VD-21273-14 01
. bao phim hién hanh|vi x 10 vién
hydroclorid) 500
mg
23 |Flexidron 60|Etoricoxib 60 mg | " "N 36 |tccs (M3 VLSVIyp 5197014 | 01

bao phim

x 10 vién




Abmexic 15 |Meloxicam 15 mg |Vién nén 36 |USP Hop3vi,5 |VD-22846-15 01
24 hién hanh|vi, 10 vix 10
vién
Globic 7,5 |Meloxicam 7,5 [Vién nén 36 USP Hop3vi,5 [VD-22847-15 01
25 mg hién hanh|vi, 10 vix 10
vién
Glotadol Paracetamol Vién nang 36 USP Hop 1 vi, 10 |VD-22851-15 01
500 500 mg cing hién hanh|vi x 10 vién;
26 Chai 200 vién

10. Co sé diing ky: Cong ty Co phan Duwgc pham Ampharco U.S.A (Pia chi: Khu cong nghiép Nhon Trach 3,

xa Hiép Phuéc, huyén Nhon Trach, tinh Dong Nai, Viét Nam)

10.1. Co s6 san xuit: Cong ty Co phin Dwgc phAm Ampharco U.S.A (Pia chi: Khu cong nghiép Nhon Trach
3, xd Hiép Phuéc, huyén Nhon Trach, tinh Pong Nai, Viét Nam)

A ~ ~ Han -n 7 X aA
STT |Tén thude E‘;‘: chat, ham ?hi-'é“g b0 1 qung ch:il;n (?6“: Cag? S6 GPKLH s;; l;':n
ong (thang) g8 g 2
Sosvomit 8 |Ondansetron 8 mg|Vién nén 36 |TCCS ([Hopl1wvi,3 |VD-19316-13 01
97 VT,A 10vix 10
vién
Nidal-Flex [Diacerein 50mg |Vién nang 36 |TCCS ([Hopl1wvi,3 |VD-22808-15 01
50 cling vi, 6 vix 10
28 vién

11. Co sé diing ky: Cong ty TNHH San xuit dwgc pham Medlac Pharma Italy (Pia chi: Khu Cong nghiép -
Cong nghé cao |, Khu Cong nghé Cao Hoa Lac, KM29 Pai 16 Thiing Long, X4 Ha Bang, Huyén Thach Thit,
Viét Nam)

11.1. Co s6 san xuat: Cong ty TNHH San xuat dwoc pham Medlac Pharma Italy (Pia chi: Khu Cong nghiép -
Cong nghé cao |, Khu Cong nghé Cao Hoa Lac, KM29 Pai 16 Thiing Long, X4 Ha Bang, Huyén Thach Thit,

Viét Nam)
Hoat chit, ham |Dang bao Han Tiéu Quy cach S6 1an
STT |Tén thube lu’o:n , cl;é ¢ dung chuin d(’)lz/ oi $6 GPKLH ia han
ong (théng) gg gla hg
Trivitron  |Mdi 3 mlchira  |Dung dich 36 |TCCS [Hop56ng; |VD-23401-15 01
Vitamin B1 tiém 10 6ng x 3ml
100mg, Vitamin
29 B6 100mg ,
Vitamin B12

1000mcg




Citimedlac |MJi 4 ml chira Dung dich 36 [CPhién [Hop 5 ong, VD-23398-15 01
1000 Citicolin (duéi tiém hanh 10 6ng 4ml
30 dang citicolin
natri) 1000mg
Diclomed  [Mdi 3 ml chira Dung dich 36 |TCCS [Hop 5 dng; VD-23399-15 01
31 Diclofenac natri tiém hop 10 dng x

75mg

3ml

12. Co sé ding ky: : Cong ty c¢b phian Dwgc Danapha (Pia chi: 253 Diing Si Thanh Khé, Phuong Thanh Khé
Tay, Quin Thanh Khé, TP. Pa Ning, Viét Nam)
12.1. Co s6 san xuit: Cong ty cd phin Dwoc Danapha (Pia chi: 253 Diing S Thanh Khé, Phwong Thanh Khé
Tay, Quin Thanh Khé, TP. Pa Ning, Viét Nam)

Han

STT |Tén thube fr‘:: chat, ham ?h‘%“g bao 1 qung ch:il:m (?6“: Cag' S6 GPKLH s;; l::n
ong (thang) gg gia ha
Neupencap |Gabapentin Vién nang 36 TCCS [Hop 3 vix 10 |VD-23441-15 01
300mg cling Vién

32
Citicolin Moi 4 ml chta Dung dich 36 |TCCS [Hop 10 ong VD-22399-15 01
1000mg/4ml|Citicolin (dudi tiém 4ml

33 dang citicolin

natri) 1000mg

13. Co sé ding ky: Cong ty Co phan Duwgc pham Ciru Long (Dia chi: 150 dwong 14/9, Phwong 5, Thanh pho
Vinh Long, Tinh Vinh Long, Viét Nam)
13.1. Co s& san xuét: COng ty ¢6 phan dwoc pham Ciru Long-Nha may san xuat nang gelatin cieng réng (Pia

chi: S6 21B Pwong Phan Pinh Phung, Phwong 8, Thanh phé Vinh Long, Tinh Vinh Long, Viét Nam)

A 3 B Han ia . P
STT |Tén thube fr‘(’f:;hat’ ham ]c)h"‘é,“g bao | Ging chlil;n géuzgcggih S6 GPKLH gsi‘; l;‘:n
: (thang) :
Nang Gelatin 73,758 Vo hang 60 TCCS [Thung chirta 1 |VD-24755-16 01
gelatin réng |mg cting tdi nhom x
34 |sizel 100000 vo
nang

14. Co sé ding ky: Cong ty C6 phin Xuét nhap khiu Y t¢ DOMESCO (Pia chi: S6 66, Quc 1§ 30, Phwomg

My Phii, Thanh pho Cao Lanh, Tinh Péng Thap, Viét Nam)

14.1 Co s6 san xuét: Cong ty C6 phan Xuét nhap khau Y t&¢ DOMESCO (Pia chi: S6 66, Qudc 16 30, Phwrong

My Phii, Thanh pho Cao Lanh, Tinh Péng Thap, Viét Nam)




Han

STT |Tén thude fr‘:: chat, ham ]c)lfé“g bao 1 ong Ill?:m 26“: Cag? S6 GPKLH Si‘; l;‘:n
ong (thang) gg gia ha
Moi gobi 520mg
chira:
Amoxicillin (duoi
Ofmantine- dz,_lng Amoxicllin ) B
Domesco trihydrat Bot pha hon Hop 1t x
35 compacted) O Pt 36 |TcCs |10 g6i, 12 g6i [VD-23258-15 | 01
250mg/62,5 . dich udng
250mg; Acid X 520 mg
mg . g
clavulanic (dudi
dang Kali
clavulanat:Syloid
1:1) 62,5mg
Moi goi 1,2g
. chura: R x Hop 10 goi,
g6 [Moxacin 1 oxicillin (duei [COPRARON |50 lrees |12 gei, 50 goi [VD-20067-13 | 01
250 mg ."...._ |dich udng
dang Amoxicillin x12g
trihydrat) 250 mg
Dorotor 20 /(Ac\ltjz)cl;\i/?is:gtm Vién nén Hop2vi, 3
37 ang . . 48 TCCS |vi, 10vix 10 [VD-20064-13 01
mg Atorvastatin calci |bao phim vien
trihydrat) 20 mg
. L Hop 1vix4
3 |POCeMIN | ootdinir 300 mg | /6" a9 36 |[TCCS |vien;Hop1 |[vD-23895-15 | o1
300 mg cing , n
vi x 10 vién
Ciprofloxacin
. .[(dudi dang A Hop 10 vix
39 gggfr'sxac' Ciprofloxacin E)/;ﬁn ?]?2] 48 |TCCS |10 vién; Chai |vD-23894-15 | 01
g hydroclorid) 500 P x 100 vién
mg
Hyoscin-N- A, o ,
40 |Dorolex  [outylbromid 10 | '€ e 24 |tccs  [HOPIVIXlyp 034713 | 01
bao duong 10 vién
mg
. Lisinopril (duéi . )
41 r?];mt”' 10" | dang Lisinopril |Vién nén 3 |TCCS 322 2Vix144ypo3g99-15 | 01

dihydrat) 10 mg




Lisinopril (duéi
dang Lisinopril

42 |Dorotril - H |dihydrat) 20 mg; |Vién nén 36 [tces [MPEVIXI\potaeras | 0
i vién
Hydrochlorothiazi
d12,5mg
43 Domepa Methyldopa 250 | Vién n_en 3%  |Tces P{Qp 1 vi, A10 VD-24485-16 01
250 mg mg bao phim vi x 10 vién
Hop 10 vi, 20
vi x 10 vién;
44 Dopagan Paracetamol 500 Ylen nang 48 |Tces C_fjal 100 VD-23896-15 01
500 mg mg cliing vién, 200
vién, 400
vién, 500 vién
a5 |ASYCIOVIE A elovir 200 mg |Vien nén a8 |uspaz |MOP3IVIXIO\p oia6014 | 02
200 mg vién
Ciprofloxacin
. (duoi dang o, R ,
a6 |POrOCPlo | ciotioxacin | /e N a8 |tccs [HOPIVEI0 In oeaes17 | o
500 mg . bao phim vi x 10 vién
hydrochlorid)
500 mg

15. Co s& ding ky: Cong ty TNHH BRV Healthcare (Pia chi: Khu A, S6 18, Puong s6 09, Ap 2A, Xa Téan
Thanh T4y, Huyén Cii Chi, Thanh phé H6 Chi Minh, Viét Nam)
15.1. Co s& san xuat: Cong ty TNHH BRYV Healthcare (Pia chi: Khu A, S6 18, Puong s6 09, Ap 2A, Xi Téan
Thanh T4y, Huyén Cii Chi, Thanh phé H6 Chi Minh, Viét Nam)

A 5 3 Han ia , Z o
STT |Tén thube fr‘:: chat, ham ]c)h%“g bao 1 qung chlnil;n (?6“5 Cagih s6 GPKLH Si‘; l;‘:n
ong (théng) gg gia hg
Alverin - Alverin (du6i gioxp fovxl;iélr?
710 feiey dang Alverin | Vién nén 3 [TCCS 4ot epy [VD-1925613 | 01

citrat) 40 mg

200 vién




48

Visartis 80

Telmisartan 80
mg

Vién nén

24

TCCS

Hop 3 vix 10
vién

VD-18896-13

01

16. Co sé ding ky: Cong ty C6 phian Dwoc Hau Giang (Dia chi: 288 Bis, Nguyén Vin Cir, phwong An Hoa,
quén Ninh Kiéu, thanh phé Can Tho, Viét Nam)
16.1 Co s6 san xuét: Cong Ty C6 Phin Dwoc Hiu Giang — Chi nhanh nha may dwge phim DHG tai Hau

Giang (Pia chi: Lo B2 - B3, Khu cong nghiép Tan Phu Thanh - Giai doan 1, xa Tan Pha Thanh, huyén Chéu
Thanh A, tinh Hau Giang, Viét Nam)

PO X Han A ) £
STT |Tén thube fr‘:: chat, ham ]c)h*%“g bao 1 qung Illlflljln (?6“: Cag:' S6 GPKLH Si‘; l;‘:n
ong (thang) g8 g1a ha
Cefaclor (duoi
49 |Kefcin 250 |dang Cefaclor - Vinnang | = 55 | DBVN (\Hop3 vix 10\ \py 5151495 | 01
monohydrat) cung hién hanh Vvién
250mg
Desno Desloratadin 5 mg|Vién nén 24 |TCCS [Hop 3 vix 10 [VD-24011-15 01
50 bao phim vién
ZidocinDH |Spiramycin Vién nén 36 TCCS [Hop 2 vix 10 |VD-21559-14 01
G 750.0001U, bao phim vién
o1 Metronidazol
125mg
5o |Medskin ) velovir 800 mg |Vien nén 36 [Tccs  [HOP3VIXIO\h 5003504 | 01
clovir 800 Vvién
Vién nen
Diclofenac |Diclofenac natri |bao phim DDbVN |Hop 10 vix
53 DHG 50 mg tan trong 36 hién hanh|10 Vién VD-20551-14 01
rudt
. . .. o, Hop 3 vix 10
54 |Glumerif 2 |Glimepirid 2 mg |Vién nén 36 |TCCS vien VD-21780-14 01
. . .. o, Hop 3 vix 10
55 |Glumerif 4 |Glimepirid 4 mg |Vién nén 36 |TCCS vien VD-22032-14 01
Rosuvastatin
56 |Rotorlip 10 [(UO1dane - jvien nen 24 |tccs  |NPIVIXI0Nyp 401715 | 01
Rosuvastatin bao phim vién
calci) 10 mg

16.2. Co sé san xuat: Cong ty C6 phan Dwge Hau Giang (Dia chi: 288 Bis, Nguyén Vin Cir, phwong An Hoa,
quén Ninh Kiéu, thanh phé Can Tho, Viét Nam)

STT

Tén thudc

Hoat chét, ham
lwong

Dang bao
ché

Han
dung
(thang)

Tiéu
chuin

Quy céch
dong géi

S6 GPKLH

S6 lin
gia han




57 |Medskin - velovir5%  |kemboida | 36 |Tccs  [HOPTWIPX Iy i9981.43 | 01
clovir 59
58 |Rotocal  |Calcitriol 0,25 pg | " "a"9 24 |tces  [HOP3VIXIO\p soseaas | o1
mem vien
Hop 10 vix
59 |canitpg | V!tamin D3 1000 |Viennang 24 |tces  |1OVIEmHOP \\h oov60-15 | 01
U mém 1 chai x 100
vién

17. Co sé ding ky: Cong ty Cé phin Dwoc phim Gia Nguyén (Dia chi: Puong YP6, KCN Yén Phong, xi
Pong Phong, huyén Yén Phong, tinh Bic Ninh, Viét Nam)
17.1. Co sé san xuit: Cong ty Co phan Dwge phim Gia Nguyén (Dia chi: Puwong YP6, KCN Yén Phong, xi
Pong Phong, huyén Yén Phong, tinh Bic Ninh, Viét Nam)

Han

STT |Tén thube E‘:: chat, ham ?h‘-'é“g b0 1 qung Il:?ll:m (?6“: Cag:' S6 GPKLH s;; l;‘:n
ong (thang) g8 gla ha
Xylometazoline I A
60 [PV | drochloride | T PuOc Xit 24 |tccs  [HOPTIOXIS /b oas61-15 | o1
adult miii ml
0,1%
Xylometazoline z \ .
61 |Jazxylo hydrochloride TIP.JOC nho 24 [TCCS Hop Tox 10 VD-23260-15 01
mili mi
0,05%
MJi 15 gam
thudc md chira:
62 |Prozalic ~|ocamethason - \Thuoemd o) \roeg  (HOP TP \\p o3963.15 | o1
dipropionat 9,6  [bdi da 15¢
mg; Acid
salicylic 450 mg
. 0 . ,
63 |Acyclovir [YCOVINS.0% o psida | 24 |tces  |HOPLWPX \ypoasge1s | o1
(wiw) 59,10¢g

18. Co sé ding ky: Cong ty TNHH Lién Doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2,

Xi Xuan Théi Pong, Huyén Héc Méon, Tp. Hd Chi Minh, Viét Nam)

18.1 Co s& sin xuét: Cong ty TNHH Lién Doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2,

Xi Xuan Théi Pong, Huyén Héc Méon, Tp. Hd Chi Minh, Viét Nam)




Han

STT |Tén thude fr‘(’;f chat, ham ]c)l:"é“g bao 1 ong Illi:n 26“;’ Cagih S6 GPKLH Si‘; ';‘:n
ong (théng) gg gia ha
Aceclofenac o Hop 5 vi, 10
64 | STELLA chc"’fe”ac 100 l\)/;g” ?:21 36 [TCCS |vix 10vién: [VD-20124-13 | o1
100 mg g P Chai 500 vién
g5 |SRIXICAM 4l oxicam 15 mg|Vién nén 24 |uspar [HOP2VL3VINH 1060403 | o1
15 X 10 vién

18.2 Co s6 san xuét: Cong ty TNHH Lién Doanh Stellapharm - Chi nhanh 1 (Dia chi: S6 40 dai 16 Ty Do, Khu
cong nghiép Viét Nam - Singapore, Phuwong An Phi, Thi xa Thuin An, Tinh Binh Dwong, Viét Nam, Viét Nam)

PO X Han A ) P
STT |Tén thube fr‘:: chat, ham ?h‘%“g b0 1 qung ch:il:m (?6“: Cag' S6 GPKLH s;; l::n
ong (thang) g8 g1a ha
Amlodipine (dudi Hop 3 vi, 10
Stadovas 5 |dang Amlodipine |Vién nang vi x 10 vién;
66 CAP besylate 6,94 mg) |ctng 48 |TCCS Hop 1 Chai VD-19692-13 01
5mg 30 vién
Bisoprolol Hop 3 vi, 6 vi
Bisoplus fumarate 10 mg; [Vién nén x 10 vién;
67 HCT 10/25 [Hydrochlorothiazi |bao phim 36 |USP4l Hop 1 Chai x VD-19188-13 01
de 25 mg 30 vién,
Lisinopril (dudi
dang lisinopril
Lisiplus dihydrate10,89 . .
68 |HCT mg) Vién nén 36 [TCCS f‘ig ?/ IZ;] OV l\/D-17766-12 01
10/12.5 10 mg;
Hydrochlorothiazi
de 12,5 mg
Sulfamethoxazole Hop 2 vi, 10
Cotrimoxaz |800 mg; N vi x 10 vién,
69 ole 800/160 |Trimethoprim Vien nen 00 |USP 4l Hop 1 Chai x VD-23966-15 01
160 mg 100 vién




Vién nén

Hop 1 vix 10

70 |Zopistad 7.5|Zopiclone 7,5 mg bao phim 36 |TCCS vien VD-18856-13 01
Atorvastatin
(dudi dang A . ,

71 |Lipistad 20 |Atorvastatin \b/;ce)” ?ﬁ; 24 |UsPal 32ﬁ3 VX105 o3aa1.15 | o1
calcium 20,68 P
mg) 20,00 mg

19. Co sé ding ky: Cong Ty C6 Phin Traphaco (Pia chi: S6 75 Phé Yén Ninh, Phwong Quan Thanh, Quén Ba
Pinh, Thanh Phé Ha Ngi, Viét Nam)
19.1. Co sé san xuit: Cong ty TNHH Traphaco Hung Yén (Dia chi: Thon Binh Lwong - X4 T4n Quang -
Huyén Vin Lam - Tinh Hung Yén, Viét Nam)

Han

STT |Tén thube fr‘:: chat, ham ?h‘%“g b0 1 qung ch:il:m (?6“: Cag' S6 GPKLH s;; l::n
ong (thang) g8 g1a ha
72 |Avircrem  |Acyclovir5%  |Kembéida | 36 |TCCS ?31’ Huyp X 1y/p.23891-15 01
Natri clorid |Natri clorid 90 Dung dich Hop 11ox 10
73 0.9% mg/10 ml nh6 mat, mai 24 |[TCCS ml VD-18075-12 01
. Acid Vién bao . ,
74 Aspirin - acetylsalicylic tan trong 24 |TCCS H.(;)p 3vix 10 VD-20058-13 01
100 . vién
100 mg rudt
Loratadin Hop 11, 3
75 10m Loratadin 10 mg |Vién nén 36 TCCS |vi, 5vi, 10 vi [VD-18488-13 01
g x 10 vién
76 Methyldopa [Methyldopa 250 |Vién nen 3% |Tces HQp_}O ViX |\/D-21013-14 01
250mg mg bao phim 10 vién
77 | Vitamin PP Nicotinamid 501 nan 6 [tccs |NPOVEI0 lypotoigaa | 01
50mg mg vi x 30 vién




20. Co s¢ ding ky: Cong ty Co phan Duwgc Phadm Imexpharm (Pia chi: S6 04, Pwong 30/4, Phuong 1, TP.Cao
Lénh, Tinh Pong Thap, Viét Nam)

20.1 Co sé san xuit: Cong ty C6 phan Dwge Phim Imexpharm (Dia chi: S6 04, Puong 30/4, Phwong 1,

TP.Cao Linh, Tinh Pong Thap, Viét Nam)

£ 13 . Han " , P
STT |Tén thube fr‘:: chat, ham ]c)h”é“g e chli:n (?6“: Cagih S6 GPKLH Si‘; l;‘;'n
Ong (thang) gg gla hg
Paracetamol
500mg,
78 |Andol fort |PenvieRhrin e én 24 |tccs  [HOPIOVL2S \\p sogg0a5 | o1
hydroclorid vi x 20 vién
10mg, Loratadin
5mg
Phloroglucin{Phloroglucinol Vién nén Hop 3 vi, 50
7 ol 80 mg dihydrat 80 mg  [bao phim 36 |TCCS vi x 10 vién VD-22896-15 01
Sulfamethoxazol
. 400 mg, - DBVN [Hop 10 vi x
80 [Cotrim 480 Trimethoprim 80 Vién nén 60 hién hanh|10 vién VD-20205-13 01
mg
Sulfamethoxazol
. 800 mg; A DDVN [Hop 10 vix
81 |Cotrim 960 Trimethoprim Vién nén 48 hién hanh|10 vién VD-19890-13 01
160 mg
82 Imedroxil |Cefadroxil 500 \{len nang 36 BP hién H?p lvix 12 VD-20202-13 01
500mg mg cing hanh vién
g3 |Dexipharm | Dextromethorpha |Vién nang 36 |TCCS |Chai 200 vién [VD-23574-15 | o1
5mg n HBr 5 mg ciing
84 |Lopradium |-oPeramid Vien nang 36 |tccs  |HOPIOVIX \p oss77.45 | o1
hydroclorid 2 mg [cung 10 vién

20.2. Co sé san xuét: Chi nhanh 3 - Cong ty C6 phian Dugc Pham Imexpharm tai Binh Dwong (Pia chi: S6 22,

Puong s6 2, Khu cong nghiép Viét Nam - Singapore II, Phwong Hoa Phi, TP.Thii Didu Mdt, Tinh Binh

Dwong, Viét Nam)

STT |Tén thube

Hoat chit, ham
lwrong

Dang bao
ché

Han
dung
(thang)

Tiéu
chuan

Quy céch
dong géi

S6 GPKLH

S6 lin
gia han




85

Zanimex
500

Cefuroxim (dudi
dang Cefuroxim
axetil) 500mg

Vién nén
bao phim

36

BP hién
hanh

Hop 02 vix 5
vién

VD-20203-13

01

21. Co sé ding ky: Cong ty c6 phan dwoc phim SaVi (Pia chi: Ld Z 01-02-03a KCN trong KCX Téan Thuén,
phuwdng Tan Thuian Péng, quian 7, Tp. HCM, Viét Nam)

21.1. Co sé san xuét: Cong ty cd phin duge phim SaVi (Pia chi: Lé Z 01-02-03a KCN trong KCX Tén

Thuin, phwong Tan Thuin Péng, quan 7, Tp. HCM, Viét Nam)

Han

ong (thang) g8 g1a ha
SaVi Vién nén Hop 10 vi x
86 Acarbose 50 Acarbose 50mg bao phim 36 |TCCS 10 vién VD-21685-14 01
. Bisoprolol
SaViProlol ) i . ,
87 |PlusHCT [Mmarat23mg; |Vien nen 6 [Tocs  [MOPIVIXI0Nyp o0g13-14 | 01
Hydrochlorothiazi |bao phim Vién
2.5/6.25
d 6,25mg
. Bisoprolol
SaViProlol ) A . ,
88 |PlusHCT [Mmaratsmg; |Vien nen 6 [Tocs  [MOPIVIXI0Nyp o0g14-14 | 01
Hydrochlorothiazi |bao phim vién
5/6.25
d 6,25mg
SaVi A A .
89 |Candesartan|Candesartan - Jvien nen 36 [Tces  |[HOPIVIXIONyn 9300315 | o1
4 cilexetil 4mg bao phim vién
Domperidon
go |>aViDome |(dudi dang Vién nén 36 [Tccs  |HOPIOVE200yn 19003.13 | 01
10 Domperidon vi x 10 vién
maleat) 10 mg
SaVi A A .
91 |Etodolac  |Etodolac 200 mg | ¥ "N 36 |uspar [HOP3VIXIO\p san05.05 | o1
bao phim vién
200
Paracetamol
SaViPamol (Sc(l)l?gi]%;ag()dem Hop 4 vix 4
92 . cans Vién nén sui 24 |[TCCS |[vién; Hop 1 |VD-20811-14 01
Codeine Codein phosphat 9D X 10 Vien
hemihydrat yp
30mg) 22,1mg
93 SaViDopril Perlndpprll Vién nen 3% |Tces H_?p 3vix 10 VD-23011-15 01
4 erbumin 4mg bao phim vién




SaVi Telmisartan 40mg [Vién nén 36 |TCCS |Hop 3 vix 10 |VD-23008-15 01
94 Telmisartan bao phim vién
40
SaVi Valsartan 80mg; [Vién nén 36 |USP 41 ([Hop 3 vix 10 |VD-23010-15 01
Valsartan  |Hydroclorothiazid |bao phim Vvién
95 |Plus HCT 12,5mg
80/12.5
Atorvastatin | Atorvastatin Vién nén 36 |TCCS |Hop3vix 10 |VD-24263-16 01
SaVi 40 (duéi dang bao phim vién,
Atorvastatin calci
% trihydrat) 40 mg
01
97 |savic soo [ACidascorbic Viennang | g5 \roeg (HOP2WIXS |\ 53665 45
500 mg ciing vi x 10 vién
01
Atorvastatin
Atorvastatin |(dudi dang Vién nén Hop 3 vix 10 ) )
%8 SaVi 80 Atorvastatin calci [bao phim 36 |TCCS vién VD-24264-16
trihydrat) 80 mg
01
SaVi . A o ,
99 |Eperisone | EPEMISON Vien nen 36 [Tccs  [HOPS VL0 p 5135114
50 hydroclorid 50 mg|bao phim vi x 10 vién
. . 01
SaVi Losartan kali 50
Losartan mg; Vién nén Hop 3 vix 10
100 Plus HCT [Hydroclorothiazid [bao phim 36 |TCCS vién VD-20810-14
50/12.5 12,5 mg
SaViDopril o
aViDopri ) ) o
101 1q Perindopril Vién nén TCCS  |Hop3vix 10
erbumin 8 mg bao phim 36 vién VD-24274-16
01
Savi Gabapentin 300  |Vién nén Hop 3 vix 10
102 |Gabapentin P ; 36 |Tccs | .oP”Y'* T \VD-24271-16
300 mg bao phim vién.

22. Co sé ding ky: Cong ty Lién doanh Meyer-BPC (Dia chi: 6A3, quéc 1§ 60, phwomg Phii Tan, thanh phd
Bén Tre, tinh Bén tre, Viét Nam)




22.1. Co sé san xuét: Cong ty Lién doanh Meyer-BPC (Pia chi: 6A3, quéc 1§ 60, phwong Phi Tan, thanh phd
Bén Tre, tinh Bén tre, Viét Nam)

Han

me (thang) g gia hy
Hop 1 chai

103 Dexamethas |Dexamethason Vién nén % TCCS 50}) V|en;. VD.-21476.14 oL
on 0,5mg Hop 1 chai
200 vién

104 |Becobrol 30| AMErOXONHCE e nen | 36 | Tees [FOP2ViX 100 \p oso67.15 | 01
30mg Vién

23. Co s& ding ky: Cong ty c6 phian Dwgc phAm Khanh Hoa (Pia chi: S6 74 dwong Thong Nhit, TP. Nha
Trang, Khanh Hoa, Viét Nam)
23.1. Co sé san xuét: Cong ty cd phin Dwgc phdm Khanh Hoa (Pia chi: Pwong 2 thang 4, P. Vinh Hoa, TP.
Nha Trang, Khanh Hoa, Viét Nam)

Han

ong (thang) g8 gla ha
Hop 10 vi x
Paracetamol 10 vién; Hop
Panactol 325mg, o 10 vi, 15 vi,
105 Enfant Clorpheniramin Vién nén 36 TCCS 20 vix 12 VD-20767-14 01
maleat 2mg vién; Chai
200 vién

24. Co sé ding ky: Cong ty c6 phan Duwoc Vit tw y té Hai Dwong (Dia chi: 102 Chi ling, phwong Nguyén Trii,

thanh pho Hai Dwong, tinh Hai Dwong, Viét Nam)

24.1. Co sé san xuét: Cong ty co phan Dugc Vit tu y té Hai Dwong (Pia chi: 102 Chi ling, phuong Nguyén
Tréi, thanh pho Hai Dwong, tinh Hai Dwong, Viét Nam)

Ao o1y . Han " , .
Ong (thang) gg gla ha
Lidocain Lidocain . Hop 20 6ng,
. . Dung dich J
106 [ hydroclorid hydroclorid thude tidm 36 |DBVN V| 50 ong, 100 | VD-23764-15 01
40mg/2ml 40mg/2ml ong x 2 ml




107

Nuée cat
tiém

Nuéc dé pha
thubc tiém 2ml

Dung moi
pha tiém

36

DbVN V

Hop 50 dng,

100 dng x 2ml

VD-23767-15

01

25. Co sé diing ky: Cong ty c6 phian dwoc phAm Trung wong I - Pharbaco (Pia chi: S6 160, phé Tén Pirc
Thing, phwong Hang Bot, quin Pong Pa, thanh pho Ha Ndi, Viét Nam)

25.1. Co sé san xuét: Cong ty cé phin dwge phAm Trung wong I - Pharbaco (Pia chi: S6 160, phé Tén Pirc
Thing, phuwdong Hang Bot, quin Pong Pa, thanh phé Ha Ngi, Viét Nam)

STT

Tén thudc

Hoat chit, ham
lwong

Dang bao
ché

Han
dung
(thang)

Tiéu
chuan

Quy cach
dong goi

S6 ding ky

So lan

gia han

108

Vigentin
875 mg/125
mg

Amoxicilin (dudi
dang Amoxicilin
trihydrat) 875
mg; Acid
clavulanic (dudi
dang Kali
clavulanat +
cellulose vi tinh
théty 16 1 :1)
125mg

Vién nén
bao phim

24

TCCS

Hop2vix7
Vién

VD-21898-14

01

109

Fabamox
500 mg

Amoxicilin (dudi
dang Amoxicilin
trihydrat) 500mg

Vién nén
bao phim

36

DDVN V

Hop 10 vi x
10 vién

VD-21361-14

01

25.2. Co sé san xuat: Cong ty cd phan dwge pham Trung wong I - Pharbaco (Pia chi: thén Thach Li, xa
Thanh Xuén, huyén S6c Son, thanh pho Ha Noi, Viét Nam)

Han

STT | Tén thube Hoat chit, ham | Dang 1)2‘10 dl‘J'ng TiélKJ Ql{y Céc,h S6 ding ky S.(”') lan
lwgng ché (thang) chuan dong goi gia han
Esomeprazol
(dudi dang bot | Thude bot
110 Dulcero dong kho dong kho 24 TCCS | HopO0llo | VD-19948-13 01
Esomeprazol pha tiém
natri) 40mg

26. Co s& diing ky: Cong ty c6 phan Hoa dwge Viét Nam (Dia chi: S6 273, phé Ty Son, phwong Ngi Tu S,
Quén Pong Pa, thanh phé Ha Nbi, Viét Nam)

26.1. Co sé san xuét: Cong ty cd phan Héa dwoe Viét Nam (Pia chi: S6 192 Pirc Giang, phwong Thuwong
Thanh, quin Long Bién, thanh pho Ha Ngi, Viét Nam)




Han

STT | Tén thube H‘""tlfrl:;f’ ham D‘i'“ciga“ diing cTh'e;’n ?1?1/1 Cac(,ﬂ Sé ding ky s;; ';‘:n
ong (thang) | ™ gg gia ha
Chai 500 ml;
Chai 650 ml;
111 | Con96 | Ethanolgess |NEWEMT gy Ippynv| SN HL10 |y 1g009-13 | 01
lam thuoc lit, 20 lit, 30
lit; Thung
220 lit
Chai 500 ml,
Cdn tuvét Nouvén [ia 650 ml; Can
112 | ~ORUYE Ethanol SUYR U 1 60 [DPVN V| 51it, 101it, | VD-19100-13 | 01
doi lam thuoc ) )
20 lit, 30 lit;
Thung 220 lit
Magnesi Magnesium Nguyén li¢u Tui 10 kg, 15 ) )
31 risilicat | Silicat Hydrate | lam thubc 60 |DBVNV kg, 20 kg VD-19104-13 | 01
114 | Nabica | Natri bicarbonat | V&Y U | a6 Inpyn v TW 0K 151 1957713 | 01
lam thudc kg, 25 kg
Nguyén lié TUi1kg, 5
115 | Kaliclorid |  Kali clorid EUYENISU | 60 | TCcCS |kg, 10 kg, 20 | VD-19575-13 | o1
lam thuoc
kg
N i o Tai 10 kg, 15
116 |Kemlactat | Keémlactat —\Nguyénlieu | g0 | roog |4y 20 kg, 25 | VD-23797-15 | o1
dihydrat dihydrat lam thuoc
kg, 30 kg
Rutin va Rutin 50mg, A . ,
117 | acid | Acidascorbic | V™M | o4 |ppyny| HPIOVIXyp oaseaa | 01
. bao duong 10 vién
ascorbic 50mg
. . A Tui 8 kg; Tai
118 r%ilcrlwat iz';'ﬂgle I\E‘g ‘zﬁulfc“ 60 |DPVN V|10 kg; Tui 15 | VD-22594-15 | 01
pRosp pRosp kg: TGi 20 kg
. . . . Chai 5009
119 | Calci lactat | Calci lactat -\ Botnguyén | o\ ppy gyl 10000 Thi | VD-22503-15 | 01
pentahydrat pentahydrat liéu 10kg, 20kg

27. Co sé ding ky: Cong ty C6 phian Dwgce pham OPV (Pia chi: So6 27, Puwong 3A, Khu Cong Nghiép Bién
Hoéa II, Phwong An Binh, Thanh pho Bién Hoa, Tinh Pong Nai, Viét Nam)
27.1. Co sé san xuit: Cong ty C6 phin Dwoc phim OPV (Pia chi: S6 27, Pwong 3A, Khu Cong Nghi¢p Bién
Hoa II, Phuong An Binh, Thanh phé Bién Hoa, Tinh Pong Nai, Viét Nam)




Hoat chét, ham

Dang bao

Han

Tiéu

Quy cach

So lan

STT | Tén thube p diing : Ve 1 s§ qangky | O
lwgng che (théng) chuan dong goi gia han
Pantoprazole
(duéi dang Vién nén
120 Duomeprin Pan_toprazole bao phim 3% |Tccs Hep 4vix7 VD-21669-14 01
40 sodium tan trong Vvién
sesquihydrate) 40 [rudt
mg
101 |Amesartil ecartan 150 mg|Vien nén 36 |Tecs  [HOP3VIXIO\\h 5095015 | o1
150 Vién
122 |Dobutitz | ENIOPTHIENt e e 6 [Tocs  [MOPIVIXI0Nyp 9997115 | o1
butylamine 2 mg vién
. |Quetiapine (dudi |, .. o ,
Expressin L Vién nén Hop 3 vix 10
123 300 dang Quetiapine bao phim 36 [TCCS vien VD-23632-15 01

fumarate) 300 mg

28. Co s6 dang ky: Cong ty CPDP Dat Vi Phu (Pia chi: Lo M7A , Pwong D17, Khu Cong Nghiép My Phuoéc
1, Phwong Théi Hoa, Thi Xa Bén Cat, Tinh Binh Dwong, Viét Nam)
28.1. Co sé san xuét: Cong ty CPDP Pat Vi Phu (Pia chi: L6 M7A , Pwong D17, Khu Céng Nghiép My Phuéc
1, Phwong Théi Hoa, Thi Xa Bén Cat, Tinh Binh Dwong, Viét Nam)

Han

STT | Tén thudc Hoatlfrl:)in“’ ham Dz_mciel;ao dl]-ng c-ll-ll::zn ?i?:l Ca(g; S6 ding ky Si(; l;‘:n
ong (thang) gg gia hg
Ivabradin (dudi Vién nén Hop 2 vix 14
124 |Nisten dang Ivabradin . 36 TCCS |[vién; Hop 6 |VD-20362-13 01
. bao phim , A
hydrocclorid) 5mg vi x 10 vién
Nebivolol (dudi H6p 6 vi x 10
125 [Khouma dang Nebivolol  |Vién nén 36 |TCCS P VD-21480-14 01
vién
HCI) 5mg

29. Co s¢ ding ky: Cong ty c6 phan Pymepharco (Pia chi: 166 - 170 Nguyén Hu¢, Thanh phé Tuy Hoa, tinh

Phu Yén. Viét Nam)

29.1. Co sé san xuat: Cong ty co phin Pymepharco (Pia chi: 166 - 170 Nguyén Hu¢, Thanh phé Tuy Hoa, tinh

Phu Yén, Viét Nam)
Hoat chét, ham | Dang bao Han Tiéu Quy cach S6 lan
STT | Tén thube . lu’(m’ . C%lé dung chuin (16)1/1 oi S diing ky ia han
ong (thang) ge gia hg
A Hop2vix 15
126 |Tenocar 50 |Atenolol 50mg Vién nen 36 TCCS VD-23232-15 01

Vién




Mbi 5ml chira:

127 |Lanocorbic |Ascorbic acid [0V dich 36 [tccs |HPO0OnE \\h 50991-14 01
tiém 5ml
500mg
A Hop2vix 15
128 |Tenocar 100|Atenolol 100mg |Vién nén 36 TCCS vién VD-23231-15 01
Azithromycin
129 |PYMeAZI (duidang Vien nén 36 |Tccs  [HOPIVIX3O0\\p 5a900.15 | o1
500 Azithromycin bao phim vién
dihydrat) 500mg
Cefaclor (duoi
130 Celorstad  |dang Cefaclor \{len nang 3% |Tces H_(gp 2vix 10 VD-20988-14 01
500mg monohydrat) cing vién
500mg
Hop 1 1o, 10
lo, Hop 1 1o +
1 6ng nuéce
ct pha tiém
Sml; Hop 10
lo+ 10 bng
Cefotaxime (dudi nude cit pha
131 |Fortaacef 1g|dang Cefotaxim |B0t pha tiém 36 |TCCS [tiém 5ml; VD-21440-14 01
natri) 1g Hop 11o+ 1
dng nudc cat
pha tiém
15ml; Hop 10
lo + 10 6ng
nuée cit pha
tiém 15ml
Hop 1 lo, 10
lo, Hop 1 1o +
Cefotaxime (dudi i é(zni:l?é:n
132 [Fortaacef 2g|{dang Cefotaxim [Bot pha tiém 36 TCCS 1 5151. Hop 10 VD-21441-14 01
natri) 2g. lo+ 10 5ng

nude cit pha
tiém 15ml.




Hop 1 1g; 10

lo; Hop 1 Io
kém 1 6ng
nude cit pha
tiém 15ml;
Cefuroxim (duéi L o4a . "
133 [NO9RET g Cefuroxim | 1PUOCPOU g6 Igces  (HOPSlOkem \p a1 05 | 0
1,5¢ - pha tiém 5 ong nudc
natri) 1500mg P -
cat pha tiém
15ml; Hop 10
lo kém 10
dng nudc cat
pha tiém 15ml
. . . |Vién bao . ,
134 Diclofenac |[Diclofenac natri tan trong 3% |Tccs HopEO VIX \/D.93208-15 01
tablets 50mg . 10 vién
ruot
135 |pygemxil |Cemibrozil - Jien nen 6 [tces [N OVIXI0\pogazas | o1
600mg bao phim vién
Mbi 2ml chira:
136 |Genmisil | Ocnamicin (dudi Dung dich 24 |tccs  [HOPS0MEX Iy n 14014 | 01
dang Gentamicin [tiém 2ml
sulfate) 80mg
Nuée cit . 2 A . e 4
137 |phatigm  [NvO¢ vO khuan —)Dung moi 60 |DDYNV[HOP M8 |\ 1950313 | o1
5l pha tiém 5ml pha tiém 50 ong Sml
138 |Pyfloxat  |Ofloxacin 200mg | /€M MeN 36 [Tccs  [HOPIOVIX b sar16.05 | o1
bao phim 10 vién
139 Naatrapyl M01 5ml chira: ]?Png dich 3% |Tces Hop 12 ong x VD-20992-14 01
19 Piracetam 19 tiém 5ml
140 |Bepracid - |Rabeprazol Botdong | a5 lyces  |Hepollo  [VD-20986-14 | 01
inj. sodium 20mg kho pha tiém
Trimethoprim
Pymeprim [160mg; A Hop 2 vi, 6 vi ) )
141 Forte 960 [Sulfamethoxazol Vien nén 48 |TCES x 10 vién VD-23221-15 01

800mg

30. Co sé ding ky: Cong ty TNHH United International Pharma (Pia chi: S6 16 VSIP II, dwong s6 7, Khu
cong nghiép Viét Nam-Singapore 11, Khu lién hgp Cong nghiép-Dich vu-D6 thi Binh Dwong, phuwdng Hoa Phu,

thanh phé Thii Dau Mét, tinh Binh Dwong, Viét Nam)




30.1. Co sé san xuét: Cong ty TNHH United International Pharma (Pia chi: S6 16 VSIP II, dwong s6 7, Khu
cong nghiép Viét Nam-Singapore 11, Khu lién hgp Cong nghiép-Dich vu-D6 thi Binh Duwong, phuwdng Hoa Phu,
thanh phé Thii Dau Mét, tinh Binh Dwong, Viét Nam)

Han

Ong (thang) gg gia ha
Sertraline (dudi
dang Sertraline  |Vién nén Hop 03 vi x
142 |Exulten Hydrochloride)  |bao phim 24 [TCCS 10 vién VD-26628-17 01
50mg

31. Co sé ding ky: Cong ty Cé phin Dwoc phdm Ha Ty ( S6 10A Phé Quang Trung, Phuwong Quang Trung,
Quén Ha Pong, Thanh phdé Ha Nbi, Viét Nam)

31.1. Co sé san xuét: Cong ty C6 phan Dwgc pham Ha Tay ( S6 10A Pho Quang Trung, Phwong Quang
Trung, Quin Ha Péng, Thanh phé Ha Ngi, Viét Nam)

Han

: (thang) ‘
Hop 3 vi, 10
vi, 20 vi, 30
Clopidogrel (dudi Vién nén vi, 50 vix 10
143 |G5 Duratrix |dang Clopidogrel bao phim 24 |TCCS |[vién; Hop 1 [VD-21848-14 01
bisulfate) 75 mg tai, 2 tai, 3

tai, 5 tai x 10
Vién




PHU LUC II
DANH MUC 06 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LUC 03 NAM - QT 174.1
Ban hanh kém theo Quyét dinh sé:. 20)..../0P-OLD, ngay ..20...04./2022ctia Cuc Qudn Iy Duoc

1. Co sé¢ ding ky: Cong Ty C6 Phéan Traphaco (Pia chi: S6 75 Phé Yén Ninh, Phuwong Quéan Thanh, Quin Ba
Pinh, Thanh Phé Ha Ngi, Viét Nam)
1.1. Co sé san xuét: Cong ty TNHH Traphaco Hung Yén (Pia chi: Thén Binh Lwong - Xa Tan Quang - Huyén
Vin Lam - Tinh Hung Yén - Viét Nam)

Han

STT |Tén thube fr‘:: chat, ham ]c)h*%“g b0 1 jung Illlflljln (?6“: Cag:' S6 GPKLH Si‘; l;‘:n
ong (thang) g8 gla ha
Hop 6 vi, 60
1 |YHeminB2 oioflavinzmg  |Viennen | 36 [Tocs  [VX3OVEM | ypoiggiaa | o1
2mg Hop 1 lo x
100 vién
Mbi 10 g kem boi
da chira:
Betamethason
dipropionat 6,4
. mg; N Hop 1 tuyp x i i
2 |Tratrison Clotrimazol 100,0 Kembéida| 24 [TCCS 10g VD-23893-15 01
mg;
Gentamicin(dudi
dang Gentamicin
sulfat) 10,0 mg
Mbi chai 500 ml
Nudc stic chtra: Kém sulfat ) .
3 |mieng T-B  [0,2 g; Natri ];l;l;lgndlggi 36 |TCCS ggg'nffo M1 Vs-4929-16 01
Aroma fluorid 0,25 g; gng

Menthol 0,25 g

2. Co sé ding ky: Cong ty c6 phan Duwoc - Trang thiét bi y té Binh Pinh (Bidiphar) (Dia chi:498 Nguyén Thai
Hoc, phurong Quang Trung, thanh phé Quy Nhon, tinh Binh Dinh, Viét Nam)
2.1 Co sé san xuat: Cong ty co6 phian Dwoc - Trang thiét bi y té Binh Dinh (Bidiphar) (Dia chi:498 Nguyén
Thai Hoc, phwong Quang Trung, thanh phé Quy Nhon, tinh Binh Dinh, Viét Nam)

STT

Tén thudc

Hoat chét, ham
lwrong

Dang bao
ché

Han
dung
(thang)

Tiéu
chuin

Quy céch
dong géi

S6 GPKLH

S6 lin
gia han




Dung dich
sat khuan tay

Ethanol 70%

Dung dich
dung ngoai

36

TCCS

Chai 250ml,
500ml; Can 5
lit, 10 lit

VS-4904-15

01

3. Co sé ding ky: Cong ty Lién doanh Meyer-BPC (Bia chi: 6A3 - quéc 1§ 60, phwong Phit Tan, TP. Bén Tre,
tinh Bén Tre, Viét Nam)
3.2. Co sé san xuét: Cong ty Lién doanh Meyer-BPC (Dia chi: 6A3 - quéc 1§ 60, phwong Phii Tan, TP. Bén
Tre, tinh Bén Tre, Viét Nam)

Han

STT |Tén thube fr‘:: chat, ham ]c)h*%“g b0 1 jung Illlflljln (?6“: Cag:' S6 GPKLH Si‘; l;‘:n
ong (théng) gg gia ha
. Hop 3 vix 10
5 |Drotacolic |2rORVENNHC \iennen | 36 |Tccs  |viemmop1 | vD-18499-13 | o1

40mg

chai 100 vién

4. Co so dang ky: Cong ty Co phan Dwoc Pham Imexpharm (Pia chi: So 04, Pwong 30/4, Phwong 1, TP.Cao
Lanh, Tinh Pong Thap, Viét Nam)
4.1. Co sé san xuét: Cong ty Co phan Duwge Phadm Imexpharm (Pia chi: S6 04, Pwong 30/4, Phwong 1,
TP.Cao Lénh, Tinh Pong Thap, Viét Nam)

A o1a . |Han . ) .
STT |Tén thube E‘;i'lt chat, ham ]c)h%“g b0 1 jing ch:i‘;n (?6“: Cag? S6 GPKLH Si‘; l;‘:n

ong (thang) g8g gla ha

Amoxicilin (dudi

dang Amoxicilin

trihydrat

Bactamox  |compacted) Vién nén Hop 1 thix 2
6 500mg 250mg, bao phim 24 |TCCS vi x 7 vién VD-22899-15 01

Sulbactam (dudi
dang Sulbactam
pivoxil) 250mg
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