BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phuc
S6: 621 / QP-QLD Ha Néi, ngay 28 thang 08 ndm 2023
QUYET PINH

vé \iiéc ban hanh danh muc 68 thuoc sin xuit trong nuéc
dwgce cap giay diang ky luwu hanh tai Viét Nam - Dot 186 bo sung

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc so 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh so 95/2022/NP-CP ngay 15/11/2022 cia Chinh phii quy
dinh chure nang, nhiém vu, quyén han va co cdu t6 chirc cia Bo Y té;

Can cir Quyét dinh s6 1969/0P-BYT ngdy 26/4/2023 cia Bé trwong B Y té
quy dinh chirc ndng, nhiém vu, quyén han va co cau té chire ciia Cuc Quan 1y Dirgc
thuoc Bo Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truéng B Y té
quy dinh viéc dang ky luu hanh thuéc, nguyen liéu lam thudc;

Can cir két lugn ciia Hoi dong tw van cdp gidy dang ky luu hanh thude, nguyén
liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Truéng phong Dang ky thuéc, Cuc Quan 1y Duorc.

QUYET PINH:

Pic¢u 1. Ban hanh kém theo Quyét dinh nay danh muc 68 thudc san xuat trong
nuée duoc cap gidy dang ky lwu hanh tai Viét Nam hiéu luc 5 ndm - Dot 186 bo sung
(Phu luc kem theo).

Picu 2. Co 50 san Xuat va co s dang ky thude o trach nhiém:

1. San xuét thudc theo ding cac ho so, tai liéu da dang ky voi BO Y t& va phai
in s6 ding ky dugc BO Y te Viét Nam cép 1én nhan thude.

2. Chi duoc san xuit, dua ra lwu hanh céc thude kiém soat dic biét khi co Giﬁy
ching nhan du diéu kién kinh doanh dugc pham vi kinh doanh thubc phai kiém soat
dic biét phu hop v6i pham vi hoat dong cia co sd dap img quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét
mot s6 didu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhat ti€u chuan chit lurgng cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B truong Bo Y té quy dinh vé
chat lugng thudc, nguyén liéu lam thudc, Thong tu sb 03/2020/TT-BYT ngay
22/01/2020 cua Bo truong Bo Y té stra d6i, bd sung mot sb didu cua Théng tu
11/2018/TT-BYT quy dinh vé chat lugng thudc, nguyén liéu lam thude.

4. Thuc hién, phdi hop véi co so nhap khau thuc hién theo dung quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan ly Duoc vé viée kiém tra
chat lugng nguyén lidu 1am thudc nhom sartan di véi cac thude thudc danh muc tai
Piéu 1 ban hanh kém theo Quyet dinh nay c6 chtra dugc chét thudc nhém sartan.

5. Cap nhat nhén thudc, t& hudng dan sir dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 ciia B trudong Bo Y té quy dinh ghi nhan
thudc, nguyén liéu 1am thudc va to huéng dan sir dung thude trong thoi han 06 thang
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ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay ddi, b6 sung gidy ding
ky luu hanh thuéc quy dinh tai Thong tu s6 08/2022/TT-BYT.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cia gidy dang ky luu hanh thudc, nguyén liéu 1am thudc. Trong trudng
hop khong con dap ung du didu kién hoat dong, co s¢ dang ky phai co trach nhiém
thuc hién thay doi co s dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT
trong thoi han 30 ngay ké tur ngay co so dang ky khong con du diéu kién hoat dong.

7. Co s6 san xuat thube phai bao dam cac diéu kién hoat dong cua co s san
xuét trong thoi han hiéu luc cua gidy dang ky Iwu hanh thude, nguyén liéu lam thude.

Pi¢u 3. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Piéu 4. Giam dbc SO Y té cac tinh, thanh phd tryc thude Trung wong va Giam
dbc co s san xuat va co so ding ky c6 thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhgn:

- Nhu Diéu 4;

- BT. Pao Hong Lan (dé b/c);

- TT. D3 Xuén Tuyén (dé b/c); )
- Cyc Quén y - Bd Quéc phong, Cuc Y té - B Cong an;| "\,
- Cuc Y t& GTVT - B6 Giao thong van tai; N

- Téng Cuc Hai quan - B Tai chinh; ; g
- Bao hiém xa hoi Viét Nam; s T A N
-BO Y té& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vi Tuan Cwong
B, Vin phong HPTV cip GPKLH thube, 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 thugec Bo Y té;

- Trung tAm mua sam tap trung thudc qudc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

- Luu: VT, BK (T) (02b).




Phu luc
DANH MUC 68 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY LUU HANH TAI VIET NAM
HIEU LUC 05 NAM - POT 186 BO SUNG
(Kém theo Quyét dinh s6 621 /OD-QLD nga)28 thangyg nim 2023
cua Cuc Quan Iy Duoc)

N X Hoat chét chinh . P B , .. Tiéu Tubi tho . ,
STT Tén thuoc - Ham lwong Dang bao ché | Quy cach dong goéi chudn | ( théng) So dang ky
1) (2) 3) 4 5 (6) Y (6]

1. Co sé ding ky: Cong ty Co phan Dwoc - Trang thiét bi Y té Binh Dinh (Bidiphar) (Pia chi: 498 Nguyén Thai Hoc,
P. Quang Trung, TP. Qui Nhon, Binh DPinh, Viét Nam)

1.1. Co sé san xuit: Cong ty C6 phin Dwoc - Trang thiét bi Y té Binh Pinh (Bidiphar) (Dia chi: 498 Nguyén Thai
Hoc, P. Quang Trung, TP. Qui Nhon, Binh DPinh, Viét Nam)

1 |Amikacin Amikacin (du6i [Dung dich tiém |Hop 5 6ng x 2ml; BP2018 36 893110241323
Bidiphar 500mg [dang amikacin Hop 10 éng x 2ml
sulfat)
500mg/2ml

2. Co sé ding ky: Cong ty co6 phan Dwoc Danapha (Dia chi: 253 Diing Si Thanh Khé, Phudong Thanh Khé T4y, Quéin
Thanh Khé, TP. Pa Ning, Viét Nam)

2.1. Co s6 san xuit: Cong ty cd phian Dwge Danapha (Dia chi: 253 Diing Si Thanh Khé, Phudng Thanh Khé Tay, Quan
Thanh Khé, TP. Pa Ning, Viét Nam)

2 |Danisetron Granisetron Dung dich ddm [Hop 10 ong x 1ml NSX 36 893110241423
(duai dang ddc dé pha
granisetron tiém truyén
hydroclorid
1,12mg) 1mg

3. Co sé ding ky: Cong ty co phan Dwoc Pong Nai (Pia chi: S6 221 B, dudng Pham Vin Thuén, phudng Tén Tién,
thanh phd Bién Hoa, Viét Nam)

3.1 Co sé san xuit: Cong ty c6 phan Dugc Pong Nai (Dia chi: S6 221 B, duong Pham Vin Thuén, phudng Tén Tién,
thanh phd Bién Hoa, Viét Nam)

3 |Donaesop Esomeprazol Vién nang cung |[Hop 3 vix 10 vién, |[DDVNYV 36 893110241523
(duai dang Hop 2 vi x 8 vién,
esomeprazole Hop 10 vi x 10 vién
magnesium
8.5%) 20mg

4. Co so diing ky: Cong ty co phan Dwoc Ha Tinh (Dia chi: S6 167, dwong Ha Huy Tap, phuong Nam Ha, thanh phd Ha
Tinh, tinh Ha Tinh, Viét Nam)

4.1. Co s6 san xuét: Cong ty cd phian Dugc Ha Tinh (Pia chi: S6 167, dudng Ha Huy Tép, phudong Nam Ha, thanh phd
Ha Tinh, tinh Ha Tinh, Viét Nam)

4 |Efsolphab Paracetamol Vién nén sui Hop 2 vi4 vién; Hop | NSX 36 893111241623
500mg, Codein |bot 5vix 4 vién; Hop 10
phosphat vi x 4 vién; Hop 1
hemihydrat 15mg tuyp 5 vién; Hop 1

tuyp 10 vién; Hop 1
tuyp 15 vién; Hop 1
tuyp 20 vién
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N X Hoat chét chinh . P ; i .. Tiéu Tubi tho £ an :
STT Tén thuoc - Ham lrong Dang bao ché | Quy cach déng goi chudn | ( thang) So dang ky
() (2) 3 “4 () (6 ) ®

5. Co s¢ diang ky: Cong ty c¢6 phan Dwoc Khoa (Dia chi: S6 9 Nguyén Cong Trir, phudng Pham Pinh H6, quan Hai Ba
Trung, thanh phd Ha Noi, Viét Nam)

5.1. Co sé san xuit: Cong ty c6 phan Dwoc Khoa (Dia chi: Nha may Dugc pham DKPharma - Chi nhanh Béc Ninh cong
ty C6 phan Dugc Khoa: L6 I1I-1.3, Puong D3, Khu cong nghiép Qué V5 2, xa Ngoc X4, huyén Qué V5, tinh Bic Ninh,
Viét Nam)

5 |Dezoxi Epinastin Dung dich Hop 1 1o 5ml NSX 24 893110241723
hydroclorid thudc nho mét
0,05% (kl/tt)

6 |Tavulop 0.7 Olopatadin (du6i [Dung dich Hop 110 2,5 ml NSX 24 893110241823
dang Olopatadin [thudc nho mét
hydroclorid
7,7mg/ml)
7mg/ml

6. Co sé diing ky: Cong ty c6 phian Dwoc pham 3/2 (Pia chi: 601 Cach Mang Thang Tam, phudng 15, quan 10, TP. Hb
Chi Minh, Viét Nam)

6.1. Co sé san xuit: Cong ty c6 phan Dwoc pham 3/2 (Dia chi: 930 C2, Puong C, KCN Cat Lai, Cym II, phudng Thanh
My Loi, quan 2, TP. H6 Chi Minh, Viét Nam)

7 |F.T.Neuronvit [Cyanocobalamin |Vién nén bao |Chai 50 vién; Hop NSX 24 893110241923
200mcg; duong 10 vi x 10 vién
Thiamin nitrat
100mg;
Pyridoxin
hydroclorid
200mg

7. Co s¢ ding ky: Cong ty C6 phan dwgc pham Am Vi (Dia chi: L6 B14-3,4, duong N13, Khu cong nghiép Pong Nam,
xa Hoa Phu, huyén Cu Chi, TP. HO Chi Minh, Viét Nam)

7.1. Co sé san xuit: Cong ty C6 phan dwoc phdm Am Vi (L6 B14-3,4, duong N13, Khu cong nghiép Pong Nam, xi Hoa
Phu, huyén Cu Chi, TP. H5 Chi Minh, Viét Nam)

8 |Supoxim 100 Cefpodoxime Vién nang cung [Hop 2 vi x 10 vién NSX 24 893110242023
(dudi dang
Cefpodoxim
proxetil) 100mg

8. Co so diing ky: Cong ty co6 phan Dwoc phiam An Thién (Dia chi: 314 Bong Sao, Phuong 5, Quan 8, thanh phd Ho Chi
Minh, Viét Nam)

8.1. Co s& san xuat: Cong ty ¢6 phin Dwoc phdm An Thién (Pia chi: Lo C16, Pudng s6 9, Khu cong nghiép Hiép
Phud6c, Huyén Nha Be, thanh phd HO Chi Minh, Viét Nam)

9 |Aeneas 10 Natri aescinat [ Thudc tiém Hop 110 + 1 éng NSX 36 893110242123
10mg dong kho dung méi 10ml; Hop
310 + 3 dng dung
moi 10ml; Hop 5 lo
+ 5 6ng dung méi
10ml

9. Co sé diing ky: Cong ty C6 phan Dwogc phim Boston Viét Nam (Dia chi: S 43 duong sb 8, khu cong nghiép Viét
Nam - Singapore, Phuong Binh Hoa, thianh phd Thuan An, Tinh Binh Duong)

9.1. Co s6 san xuit: Cong ty Co phan Duwoc pham Boston Viét Nam (Bia chi: S6 43 dudng s 8, khu cong nghiép Viét
Nam - Singapore, Phuong Binh Hoa, thanh phé Thuan An, Tinh Binh Duong)
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o P Hoat chit chinh . P i B .. Tiéu Tubi tho . :
STT Tén thuoc - Ham lrong Dang bao ché | Quy cach déng goi chudn | ( thang) So dang ky
(0) (2) (&) “4 () (6) Q) ®
10 |Cefalexin 250mg |Cefalexin (duéi |COm pha hdn [Hop 1 chai 60ml; NSX 24 893110242223
dang Cefalexin |dich uéng Hop 1 chai 100ml

monohydrat)
250mg

10. Co sé ding Ky: Cong ty c6 phan Dwoc pham CPC1 Ha Ngi (Dia chi: Cum cong nghiép Ha Binh Phuong, xi Vin
Binh, huyén Thuong Tin, thanh phd Ha Noi, Viét Nam)
10.1. Co sé san xuat: Cong ty co6 phan Dwge pham CPC1 Ha Ndi (Dia chi: Cum cong nghiép Ha Binh Phuong, x3 Vin
Binh, huyén Thuong Tin, thanh phd Ha Noi, Viét Nam)

11 |Aritear Carbomer 0,2% |Gel tra mat Hop 20 ong x 0,6g; NSX 36 893100242323
(kl/k1) Hop 1 dng 5g; Hop 1
ong 10g
12 [Bupi-BFS 5.0 Bupivacain Dung dich tiém |Hop 5 lo x 2ml; Hop NSX 24 893114242423
Smg/ml 519 x 4ml; Hop 5 lo
x Sml; Hop 5 1o x
10ml; Hop 10 1o x
2ml; Hop 10 lo x
4ml; Hop 10 1o x
Sml; Hop 10 lo x
10ml
13 |Dokitam Levetiracetam  |Dung dich uéng|Hop 1 lo 100ml NSX 36 893110242523
100mg/1ml
14 [Milrin-SB 0.15 [Mbi ml chira Dung dich tiém |Hop 1 Tui x 150 ml, NSX 36 893110242623
Milrinon 0,15mg [truyén Hop 5 Tui x 150 ml,
Hop 10 Thix 150 ml
15 |[Novestra Moi 1g chira Gel Hép 1 Lo x 50 gam, NSX 24 893110242723
Estradiol (dudi Hop 1 Lo x 100 gam
dang Estradiol
hemihydrat)
0,6mg
16 |Sotylize Sotalol Dung dich uéng|[Hop 1 Lo x 60 ml, NSX 30 893110242823
hydroclorid Smg Hop 1 Lo x 120 ml;
Hop 1 Lo x 250 ml;
Hop 1 Lo x 480 ml
17 |Uni - Rozetin Azelastin Dung dich nho [Hop 2 vi x 5 6ng x NSX 36 893100242923
hydroclorid mit 0,5ml; Hop 4 vix 5
0,05% éng x 0,5ml; Hop 2

vix 5 6ng x Iml;
Hop 4 vi x 5 6ng x
Iml

11. Co sé ding ky: Céng ty ¢ phan Dwoc pham Gia Nguyén (Dia chi: Pudng YP6, Khu cong nghiép Yén Phong, xi
DPoéng Phong, huyén Yén Phong, tinh Bic Ninh, Viét Nam)
11.1. Co 6 san xuét: Cong ty c6 phin Dwge phim Gia Nguyén (Dia chi: Duong YP6, Khu cong nghiép Yén Phong, xa
DPo6ng Phong, huyén Yén Phong, tinh Bic Ninh, Viét Nam)
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STT Tén thudc H?i;;ialtu_c;l:glh Dang bao ché | Quy cach dong géi :I:Egn l;ltll?;;lgl;) S6 ding ky
(0) (2) (&) “4 () (6) Q) ®
18 |Xylometazolin |Xylometazolin |Thudc nhé miii [Hop 1 lo x 10ml NSX 24 893110243023
0,05% hydroclorid
0,05%
(5mg/10ml)
19 |Xylometazolin |Xylometazolin |Thudc xit miii [Hop 1 lo x 15ml NSX 24 893110243123
0,1% hydroclorid
0,1%
(15mg/15ml)

12. Co sé ding ky: Cong ty co phan Duge pham Ha Noi (Dia chi: 170 duong La Thanh - Bong Pa - Ha N6i, Viét Nam)
12.1. Co s6 san xuét: Cong ty c6 phin Dwge pham Ha Noi (Pia chi: L6 15, Khu cong nghiép Quang Minh - Mé Linh -
Ha Noi, Viét Nam)

20

Emerpill

Clopidogrel
(dudi dang
Clopidogrel
bisulfat) 75mg;
Acid
acetylsalicylic
100mg

Vién nén bao
phim

Hop 3 vi x 10 vién;
Hop 5 vix 10 vién

NSX

36

893110243223

13. Co sé ding ky: Cong ty C6 Phan Dwoc Pham Ha Tay (Pia chi: S6 10A Phd Quang Trung, Phuong Quang Trung,
Quan Ha Pong, Thanh phd Ha N01 Viét Nam)
13.1. Co 6 san xuét: Cong ty c6 phin dwoe pham Ha Tay (Pia chi: T6 dan ph sé 4, P. La Khé, Q. Ha Dong, TP. Ha
Noi, Viét Nam)

21 |Cefaclor Mobi Sml hon Thudc bot pha [Hop 1 chai chia 12g NSX 24 893110243323
suspension DHT |dich sau khi pha |hdn dich uéng |thudc bot pha hon
187/5 chtra cefaclor dich ubng (twong
(dudi dang {rng v6i 60ml hon
cefaclor dich sau khi pha),
monohydrat) Hop 1 chai chtra 15¢g
187mg thudc bot pha hdn
dich udng (twong
{rng v6i 75ml hon
dich sau khi pha),
Hop 1 chai chtra 18¢g
thudc bot pha hén
dich udng (twong
{rng v6i 90ml hon
dich sau khi pha).
22 [Valengsv 0.1 Isotretinoin Kem bdi da Hop 1 tuyp x 15g NSX 36 893110243423
Img/1g

14. Co sé ding Ky: Cong ty c6 phan Dwoc pham Imexpharm (Dia chi: S6 04, duong 30/4, Phudng 1, TP. Cao Lanh, tinh
DPong Thap)
14.1. Co sé san xuét: Chi nhanh Cong ty CPDP Imexpharm - Nha may Cong nghé Cao Binh Duong (Dia chi: S6 21,
duodng s6 4, khu cong nghiép Viét Nam - Singapore II, phuong Hoa Ph, TP. Thi Dau Mét, tinh Binh Duong)
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STT Tén thudc H?i;;ialtu_c;l:glh Dang bao ché | Quy cach dong géi (};llsgn l;ltll?;;lgl;) S6 ding ky
(0) (2) (&) “4 () (6) Q) ®
23 |NaCl0,9% 5 ml [Natri clorid 0,9% |Dung méi pha [Hop 2 vi x 5 6ng x BP hién 36 893110243523
tiém Sml; Hop 10 vix 5 hanh
ong x 5ml; Hop 20 vi
x 5 6ng x 5ml
24 |Ofloxacin Mdi chai 40ml  [Dung dich tiém |[Hop 1 Tuix 1 Chai x | Dugc 24 893115243623
200mg/40mL  |chira: Ofloxacin [truyén 40 ml; Hop 10 Tai x | dién An
200 mg 1 Chai x 40 ml Do hién
hanh

15. Co sé ding ky: Cong ty Co phan Dwoc phiam Me Di Sun (Dia chi: S6 521, khu phd An Loi, phuong Hoa Loi, thi xa
Bén Cat, tinh Binh Duong, Viét Nam)

15.1. Co s6' san xuat: Cong ty C6 phan Dwgc phdm Me Di Sun (Bia chi: S6 521, khu phd An Loi, phudng Hoa Loi, thi
xd Bén Cat, tinh Binh Duong, Viét Nam)

25 |Gogo 200 Cefixim (dudi  |COom phahdén [Hop 10 goi x 4g; NSX 36 893110243723
dang cefixim dich ubng Hop 20 goi x 4¢g
trihydrat) 200mg

16. Co s& ding ky: Cong ty ¢6 phian Dwoc pham Phong Phu (Pia chi: L6 12, duong s6 8, Khu cong nghiép Tan Tao,
phudng Tan Tao A, Quan Binh Tan, thanh phd Ho Chi Minh, Viét Nam)

16.1. Co s6 san xuét: Cong ty C6 phan Dwoc pham Phong Phii - Chi nhanh nha may Usarichpharm (Bia chi: L6 12,
duong s6 8, Khu cong nghiép Tan Tao, phuong Tan Tao A, Quan Binh Tén, thanh phd Ho Chi Minh, Viét Nam)

26 |Kién ndo - PPP [Cao kho dinh Thudc cé6m Hop 10 goi x 2g; NSX 36 893100243823
lang (Extractum Hop 20 goi x 2g;
Radix Hop 30 goi x 2¢g
Polysciacis

siccum) 300mg
(tuong duong
3750mg ré Pinh
lang); Cao kho
Bach qua
(Extractum Folii
Ginkgo siccum)
100mg (tuong
duong 4500mg
1a Bach Qua)

27 |Ibuprofen - Paracetamol Vién nén Hop 25 vi x 4 vién; NSX 36 893100243923
Paracetamol 325mg; Hop 5 vi x 20 vién;

double tablets  [Ibuprofen 200mg Hop 1 chai 100 vién;
Hop 1 chai 200 vién;
Hop 1 chai 500 vién

17. Co sé ding Ky: Cong ty ¢ phian dwge pham Phwong Pong (Dia chi: Lo s6 7, Puong sb 2, Khu cong nghiép Tan
Tao, P. Tan Tao A, Quan Binh Tan, TP.HCM, Viét Nam)

17.1. Co s6 san xuét: Cong ty cd phan dwoe pham Phwong Pong (Dia chi: Lo s6 7, Pudng sé 2, Khu céng nghiép Tan
Tao, P. Tan Tao A, Quén Binh Tan, TP.HCM, Vié¢t Nam)
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R £ Hoat chét chinh . ; . L .. Tiéu | Tudi tho £ o ,
STT Tén thuoc - Ham lrong Dang bao ché | Quy cach déng goi chudn | ( thang) So dang ky
1) (2) 3 “4 ) (6) ) )
28 |Novahexin 8 Bromhexin Dung dich uéng|Hop 10 6ng x Sml; NSX 36 893100244023
hydroclorid Hop 20 éng x 5ml;
8mg/ Sml Hop 30 6ng x 5ml

18. Co sé ding ky: Cong ty C6 phan Dwoge pham SaVi (Pia chi: Lo Z01-02-03a, Khu Cong nghiép trong Khu Ché xuat
Tan Thuan, Phuong TanThuan Pong, Quan 7, Thanh phd H6 Chi Minh, Viét Nam)

18.1 Co s6 san xuét: Cong ty C phan Dwoc pham SaVi (Dia chi: Lo Z01-02-03a, Khu Cong nghiép trong Khu Ché xuét
Tan Thuan, Phuong TanThuan Pong, Quan 7, Thanh phd H6 Chi Minh, Viét Nam)

29 [SaViFovir Tenofovir Vién nén bao  [Hop 3 vi x 10 vién NSX 36 893110244123
disoproxil phim
fumarat 300mg;
Emtricitabin
200mg

19. Co s& diing ky: Cong ty Co phan Dwoge pham Tenamyd (Pia chi: L6 Y01-02A Tan Thuan, KCN/KCX Tan Thuén, P.
Tan Thuan Bong, Quén 7, Tp. Hd Chi Minh, Viét Nam)

19.1. Co sé' san xuiat: Cong ty Cé phan Dugc phim Tenamyd (Pia chi: L6 YO1-02A Tan Thuan, KCN/KCX Tan Thuan,
P. Tan Thuan Bong, Quan 7, Tp. Hb Chi Minh, Viét Nam)

30 |Cefopefast-S Cefoperazon Bot phatiém |Hop 1 1lo; Hop 10 1o NSX 24 893110244223
3000 (dudi dang
Cefoperazon
natri) 2000mg;

Sulbactam (dudi
dang Sulbactam
natri) 1000mg

20. Co sé ding ky: Cong ty c6 phan dwoc phadm Trung wong I - Pharbaco (Pia chi: 160 Ton Dirc Thing, phuong Hang
Bot, quan Pong Da, TP. Ha Noi, Viét Nam)

20.1. Co sé san xuét: Cong ty ¢d phan dwge pham Trung wong I - Pharbaco (Pia chi: Thanh Xuén - Séc Son - Ha Noi,
Viét Nam)

31 |Lanprasol 15 Lansoprazol Vién nang Hop 3 vi, 10 vix 10 NSX 24 893110244323
15mg cung chua vién; Hop 01 lo x 14
pellets tan vién
trong rudt

21. Co sé ding ky: Cong ty cd phin dwoc pham Trung wong Vidipha (Dia chi: 184/2 Lé Van Sy, Phudng 10, Q. Phu
Nhuén, TP. H6 Chi Minh, Viét Nam)
21.1. Co sé san xuit: Chi nhanh céng ty ¢6 phin dwoc phadm Trung wong Vidipha Binh Dwong (Dia chi: Khu phd Tan
Binh, Phuong Tan Hi¢p, Thi xa Tan Uyén, Tinh Binh Duong, Viét Nam)

32

Natri clorid 0,9%

Sodium chloride
0,9%

Dung dich nho
mét, mii

Hop 1 lo 10ml; Hop
10 1o 10ml

DDVN V

36

893100244423

22. Co sé diang ky: Cong ty c6 phian Dwge pham TV.Pharm (Dia chi: 27 Nguyén Chi Thanh, khém 2, phuong 9, Tp Tra
Vinh, tinh Tra Vinh, Viét Nam)
22.1. Co sé san xuat: Cong ty c6 phan Dwoc phdm TV.Pharm (Pia chi: 27 Nguyén Chi Thanh, khém 2, phuong 9, Tp
Tra Vinh, tinh Tra Vinh, Viét Nam)

33

Terpin-Codein
15

Terpin hydrat
100mg; Codein
15mg

Vién nang cung

Hop 3 vi x 10 vién

NSX

36

893111244523
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23. Co sé ding ky: Cong ty Co phan Duoc pham va Sinh hoc Y té (Dia chi: 31 Ngd Thoi Nhiém, Phudng V& Thi Sau,
Quén 3, TP.H6 Chi Minh, Viét Nam)
23.1. Co sé san xuit: Cong ty C6 phan Dwge pham va Sinh hoc Y té (Dia chi: L6 ITI-18, dwdng sé 13, KCN Tan Binh,
Quén Tan Phu, TP.HS Chi Minh, Viét Nam)

34 |Mebidestadin Desloratadin Vién nén phan |Hop 03 vi x 10 vién; NSX 36 893100244623
ODT 2,5 2,5mg tan trong miéng [Hop 10 vi x 10 vién
35 [Mebidestadin Desloratadin Smg|Vién nén phan |Hop 03 vi x 10 vién; NSX 36 893100244723

ODT 5

tan trong miéng

Hop 10 vix 10 vién

24. Co sé ding ky: Cong ty C6 phan Dwoc pham va Sinh hoc Y té (Dia chi: 31 Ngd Thoi Nhiém, Phudng 6, Quén 3,
TP.H6 Chi Minh, Viét Nam)
24.1. Co s6 san xuat: Cong ty C6 phan Dwgc pham va Sinh hoc Y té (Dia chi: L6 I1I-18, dudng s6 13, KCN Tén Binh,
Quén Tan Phu, TP.H6 Chi Minh, Viét Nam)

36 [Melobic ODT 15|Meloxicam 15mg|Vién nén phan |Hop 03 vi x 10 vién; NSX 36 893110244823
tan trong miéng [Hop 10 vi x 10 vién

37 |Melobic ODT Meloxicam Vién nén phan |Hop 03 vi x 10 vién; NSX 36 893110244923
7.5 7,5mg tan trong miéng |Hop 10 vi x 10 vién

38 |Pregabalin 200 |Pregabalin Vién nang cung |Hop 03 vi x 10 vién; NSX 36 893110245023
200mg Hop 05 vi x 10 vién;

Hop 10 vi x 10 vién;
Hop 20 vi x 10 vién

25. Co sé ding ky: Cong ty cd phian Dwge pham VCP (BPia chi: Thon Thach Lbi, xd Thanh Xuan, huyén Séc Son, thanh

phé Ha Noi, Viét Nam)

25.1. Co sé san xuit: Cong ty c6 phan Duoc pham VCP (Dia chi: Thon Thach Ldi, xa Thanh Xuan, huyén Soc Son,
thanh phd Ha Noi, Viét Nam)

39 |Ibufen Ibuprofen 5% Gel bdi da Hop 1 tuyp 15g NSX 36 893100245123
(kl/kl)

40 |Skintason Mometason Kem boi da Hop 1 tuyp 5g ; Hop NSX 24 893100245223
furoat 0,1% 1 tuyp 15g ; Hop
(kl/kl) 1 tuyp 30g

26. Co sé ding ky: Cong ty C6 phan Dwoc pham Wealphar (Dia chi: L6 CN5, Khu cong nghiép Thuy Van, Xa Thuy
Van, Thanh phé Viét Tri, Tinh Phu Tho, Viét Nam)
26.1. Co sé san xuit: Céng ty Co phin Dwge phim Wealphar (Dia chi: L6 CN5, Khu céng nghiép Thuy Van, Xa Thuy
Van, Thanh phé Viét Tri, Tinh Phu Tho, Viét Nam)

41 |Candesartan OD [Candesartan Vién nén phan |Hop 6 vi x 10 vién NSX 24 893110245323
DWP 8mg Cilexetil 8mg tan

42 |Carvedilol DWP |Carvedilol 10mg |Vién nén Hop 6 vi x 10 vién NSX 36 893110245423
10mg

43 |Irbesartan OD  [Irbesartan 200mg |Vién nén phan |Hop 6 vi x 10 vién NSX 36 893110245523

DWP 200mg

tan trong miéng
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44 |Paraibu DWP Paracetamol Viénnén bao |Hop 6 vi x 10 vién NSX 36 893100245623
500mg/150mg  |500mg; phim
Ibuprofen 150mg
45 |Racecadotril Racecadotril Viénnén bao |HOp 6 vi x 10 vién NSX 36 893110245723
DWP 175mg 175mg phim

27. Co sé ding ky: Cong ty co phan dwoc S.Pharm (Dia chi: L6 G, khu c6ng nghiép An Nghiép, xd An Hiép, huyén
Chau Thanh, tinh S6¢ Trang, Viét Nam)

27.1. Co sé san xuat: Cong ty ¢6 phan dwge S.Pharm (Pija chi: L6 G, khu cong nghiép An Nghiép, xd An Hiép, huyén
Chau Thanh, tinh S6¢ Trang, Viét Nam)

46 |Siviron Maéi tuyp 10g Kem boi da Hop 1 tuyp NSX 24 893110245823
chtra
Betamethason
dipropionat
100% 0,064%;
Gentamycin
(dudi dang
gentamycin
sulfat tuong
duong 17mg)
0,1%;
Clotrimazol
100% 1%

28. Co s ding ky: Cong ty c6 phian dwoc Trung wong Mediplantex (Dia chi: 358 Giai Phong, phudng phuong Liét
quan Thanh Xuan, thanh ph Ha Noi)

28.1. Co sé san xuat: Cong ty cé phan duwgce Trung wong Mediplantex (Dia chi: Nha may Dugc phdm s6 2, thon Trung
Hau, x Tién Phong, huyén Mé Linh, thanh phd Ha Noi)

47 |Tadalafil 20mg |Tadalafil 20mg |Viénnénbao |Hop 01 vix 01 vién NSX 36 893110245923
phim

Co sé diing ky: Cong ty c6 phan Dwoc Vat tw y té Hai Dwong (Pia chi: S6 102 Chi Lang, phuong Nguyén Trai, thanh
phé Hai Duong, tinh Hai Duong, Viét Nam)

Co s& sian xuat: Nha may HDPharma EU - Cong ty c6 phan Dwge Vit tw y té Hai Dwong (Dia chi: Thira dét s6 307,
cum Cong nghiép Cam Thuong, phudng Cim Thuong, thanh phd Hai Duong, tinh Hai Duong, Viét Nam)

48 |Suplizinc Méi gbi 3g chira: [Thude com Hop 10 goi; Hop 15 NSX 36 893110246023
Ke&m gluconat g61; Hop 25 g6i; Hop
70mg (tuong 30 goi
duong 10mg
k&m)

29. Co sé diang ky: Cong ty CP Duwoc Vit tw'y té Ha Nam (Dja chi: Cum cong nghiép Hoang Pong, phuong Hoang
bong, thi xa Duy Tién, Tinh Ha Nam, Viét Nam)

29.1. Co sé san xuit: Cong ty CP Dugc Vit tw y té Ha Nam (Dia chi: Cum cong nghiép Hoang Pong, phuong Hoang
bong, thi xa Duy Tién, Tinh Ha Nam, Viét Nam)
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49 |Emicin 3G Fosfomycin Com pha dung |Hop 1 g6i; Hop 2 NSX 36 893110246123
(dudi dang dich g6i; Hop 5 goi; Hop
Fosfomycin 10 goi
trometamol)
3g/goi
50 |Lopecin Levodropropizin [Si ro Hop 1 lo 15ml; Hop NSX 24 893110246223
60mg/ml 119 30ml
51 |Piroxol sachet |Ambroxol Com pha hdén  [Hop 12 goi; Hop 20 NSX 36 893100246323
hydroclorid dich g61; Hop 24 g6i
30mg

30. Co s ding ky: Cong ty ¢6 phan O2pharm (Dia chi: 39/39 Nguyén Ciru Pam, phudng Tan Son Nhi, quan Tan Pha,
thanh phé H6 Chi Minh, Viét Nam)
30.1. Co sé san xuit: Cong ty co phan Héa Duge Viét Nam (Dia chi: S6 192 phd Duc Giang, phuong Thuong Thanh,
quén Long Bién, thanh phé Ha Noi, Viét Nam)

52 |Ocoleflu

Mobi 5ml chira
Paracetamol
120mg;
Diphenhydramin
hydroclorid
12,5mg

Dung dich ung

Hop 01 chai x 60ml;
Hop 01 chai x 100ml

NSX

24

893100246423

31. Co sé ding ky: Cong ty Co phan Pymepharco (Pia chi: 166 — 170 Nguyén Hué, Tp. Tuy Hoa, Tinh Phii Yén, Viét

Nam)

31.1. Co sé san xuit: Cong ty C6 phan Pymepharco (Dia chi: 166 — 170 Nguyén Hué, Tp. Tuy Hoa, Tinh Phu Yén, Viét

Nam)

53 |ltraconazole
100 mg

Itraconazole
(dudi dang vi hat
chira
itraconazole
22%) 100mg

Vién nang cung

Hop 1 vi x 4 vién

NSX

36

893110246523

32. Co sé ding ky: Cong ty C6 phan Thuong mai va dich vu Hali Viét Nam (Dia chi: S6 45, ngd 376 Ngb Gia Ty,

phuong Ptic Giang, quan Long Bién, TP. Ha N6i, Viét Nam)

32.1. Co sé san xuit: Cong ty TNHH MTV 120 Armephaco (Dia chi: 118 Vii Xuan Thiéu, Phuong Phuc Loi, Quan
Long Bién, TP.Ha Noi, Viét Nam)

54 |FEB9

Sat fumarat
162mg (tuong
duong 53,25mg
sit nguyén to);
Acid folic
0,75mg; Vitamin
B12 0,0075mg

Vién nén bao
phim

Hop 03 vi x 10 vién;
Hop 05 vi x 10 vién;
Hop 10 vi x 10 vién;
Hop 1 1o 100 vién

NSX

36

893100246623

33. Co sé¢ ding ky: Cong Ty Cé Phan Traphaco (Dia chi: S5 75 Phé Yén Ninh, Phuong Quan Thanh, Quan Ba Dinh,
Thanh Phé Ha Noi, Viét Nam)
33.1. Co sé san xuit: Cong ty TNHH Traphaco Hung Yén (Dia chi: Thon Binh Luong - Xi Tan Quang - Huyén Vin
Lam - Tinh Hung Yén, Viét Nam)
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55 |Trafagyl Denta |Metronidazol Gel boi nha Hop 1 tuyp x 10g NSX 24 893105246723
(dudi dang khoa
Metronidazol
benzoat)

1% (kl/kl);
Chlorhexidin
gluconat

(dudi dang dung
dich
Chlorhexidin
gluconat)

0,05% (kI/kl)

34. Co sé ding ky: Cong ty Dwoc phadm va Thwong mai Phuwong Pong-(TNHH) (Dia chi: TS 509, to ban d6 s6 01,
Cum CN Hap Linh, phuong Hap Linh, thanh phé Bic Ninh, tinh Bic Ninh, Viét Nam)

34.1. Co sé san xuét: Cong ty Dwgc pham va Thwong mai Phwong Pong-(TNHH) (Pia chi: TS 509, t& ban d6 s6 01,
Cum CN Hap Linh, phuong Hap Linh, thanh phd Bic Ninh, tinh Béc Ninh, Viét Nam)

56 |RobArthrot Prednisolon 5mg |[Vién nén bao  |Hop 10 vi x 10 vién; NSX 36 893110246823
phim Chai 200 vién; Chai
500 vién

35. Co sé ding ky: Cong ty Lién doanh Meyer-BPC (Dia chi: S6 6A3, qudc 16 60, phudng Pha Tan, Tp. Bén Tre, tinh
Bén Tre, Viét Nam)

35.1. Co sé san xuit: Cong ty Lién doanh Meyer-BPC (Dia chi: S6 6A3, qudc 16 60, phuong Phi Tan, Tp. Bén Tre, tinh
Bén Tre, Viét Nam)

57 |Mypyter Rebamipid Com phahdén  [Hop 30 goix 1g NSX 36 893110246923
100mg dich udng

36. Co s ding ky: Cong ty TNHH BRYV Healthcare (Dia chi: Khu A, s6 18, duong s6 09, Ap 2A, xa Tan Thanh Tay,
huyén Cua Chi, TP. H6 Chi Minh, Viét Nam)

36.1. Co sé san xuit: Cong ty TNHH BRV Healthcare (Dia chi: Khu A, sb 18, duong s6 09, Ap 2A, xi Tan Thanh Tay,
huyén Cua Chi, TP. H6 Chi Minh, Viét Nam)

58 |Acetylcystein Acetylcystein Thudc cém Hop 30 goéix 1g, hop | NSX 24 893100247023
200mg/gbi 1g 60 goix 1g

37. Co sé ding ky: Cong ty TNHH MTYV 120 Armephaco (Pia chi: 118 Vii Xuan Thiéu, Phudng Phiic Loi, Quan Long
Bién, TP.Ha Noi)

37.1 Co sé san xuat: Cong ty TNHH MTYV 120 Armephaco (Pia chi: 118 Vii Xuan Thiéu, Phuong Phtic Loi, Quan Long
Bién, TP.Ha No61)

59 |Omeprazol Omeprazol Vién nang cung |Hop 1 1o x 14 vién; |DDVN V 36 893110247123
(dudi dang pellet Hop 10 vi x 10 vién;
bao tan trong Hop 25 vi x 4 vién
rudt chira
omeprazol 8,5%
kl/kl) 20 mg

60 [Vitamin Bl Thiamin nitrat  |[Vién nén Hop 10 vi x10 vién DbVN 36 893110247223
100 mg v
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61 |Vitamn 3B Thiamin Viénnén bao |Hop 10 vi x 10 vién NSX 36 893110247323
mononitrat phim
100mg,
Pyridoxin
hydroclorid
200mg,
Cyanocobalamin
200pg (meg)

38. Co sé ding ky: Cong ty TNHH san xuit dugc phim Medlac Pharma Italy (Dia chi: Khu cong nghiép Cong nghé
cao I, Khu cong ngh¢ Cao Hoa Lac, Km29, Pai 16 Thang Long, xa Ha Bfing, huyén Thach Thét, thanh phé Ha Noi, Viét
Nam)

38.1 Co s6' san xuit: Cong ty TNHH san xuit dugc phim Medlac Pharma Italy (Dia chi: Khu cong nghiép Cong nghé
cao I, Khu cong ngh¢ Cao Hoa Lac, Km29, Pai 16 Thang Long, xa Ha Béng, huyén Thach That, thanh ph6 Ha Noi, Viét
Nam)

62 |Fegamed 5 L-ornithin L- Dung dich tiém [Hop 5 6ng x 10ml; NSX 24 893110247423
aspartat 5g/ 10ml Hop 10 6ng x 10ml

39. Co sé ding ky: Cong ty TNHH Sin xuit Thwong mai Dwoc pham Thanh Nam (Bia chi: 3A Pang Tat, Phuong Tan
Dinh, Quan 1, TP.HO Chi Minh, Viét Nam)

39.1. Co sé san xuit: Chi nhanh Céng ty TNHH San xuit Thwong mai Dwgc phdm Thanh Nam tai Binh Dwong (Dia
chi: 60 Dai 10 Boc Lap, Khu cong nghi¢p Viét Nam - Singapore, Thi xa Thuan An, Tinh Binh Duong, Viét Nam)

63 |Profentana Ibuprofen 400 Vién nén bao |Hop 10 vi x 10 vién NSX 36 893100247523
mg phim

40. Co sé ding ky: Cong ty TNHH thwong mai dwoc phdm Minh Tin (Bia chi: 925 Lily Ban Bich, Phuong Tan Thanh,
Quan Tan Phu, thanh phd H6 Chi Minh, Viét Nam)

40.1. Co sé san xuit: Cong ty co phan dwgc va vit tw y té Binh Thuin (Dia chi: 192 Nguyén Hoi, Phuong Phii Trinh,
TP. Phan Thiét, Tinh Binh Thu4n, Viét Nam)

64 |Bearuso Ursodeoxycholic [Vién nang ctrng |[HOp 3 vi x 10 Vién, | BP 2020 36 893110247623
acid 400mg Hop 5 vi x 10 vién,
Hop 10 vi x 10 vién

41. Co sé diang ky: Cong ty TNHH thwong mai dwgc phAm Quang Anh (Bia chi: 69/4/41 Puong Truc, phudng 13,
quan Binh Thanh, Tp. H6 Chi Minh, Viét Nam)

41.1. Co sé san xuit: Cong ty CP Dwoc Vit tw y té Ha Nam (Dia chi: Cum cdng nghiép Hoang Pong, phudng Hoang
bong, thi xa Duy Tién, tinh Ha Nam, Viét Nam)

65 [Nacofen DT Nabumeton Vién nén phan |Hop 1 vi x 10 vién; NSX 36 893110247723
1000mg tan Hop 2 vi x 10 vién;
Hop 3 vi x 10 vién;
Hop 5 vi x 10 vién;
Hop 10 vi x 10 vién

66 |Btozka Acid Thioctic Vién nang mém [Hop 1 vi x 10 vién; NSX 24 893110247823
300mg Hop 3 vi x 10 vién;
Hop 6 vi x 10 vién;
Hop 10 vi x 10 vién

67 |Ttvonaf 600 Acid Thioctic Vién nén bao  |Hop 3 vi x 10 vién; NSX 36 893110247923
600mg phim Hop 6 vi x 10 vién
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42. Co sé ding ky: Cong ty TNHH Thwong mai va dwgc phim Hoang Gia (Dia chi: A23, No 9, khu d6 thi mdi Pinh
Co6ng, phudng Pinh Cong, quan Hoang Mai, thanh phd Ha Noi)
42.1. Co sé san xuat: Cong ty CP DP Me Di Sun (Pia chi: S6 521, khu phd An Loi, phuong Hoa Loi, thi xa Bén Cat, tinh

Binh Duong)
68 |Remgaba Pregabalin Dung dich uéng|Hop 2 vi x 5 ong x NSX 36 893110248023
20mg/ml 2,5ml; Hop 2 vix 5
ong x 5ml
Ghi chii:

Cdch ghi tiéu chudn chat lwong thudc tai cét (6):
- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co s¢ (TCCS), In-house ¢6 y nghia twong dicong

nhau, la tiéu chudn chat lwong thubc do co sé san xudt xdy dwng va déu c6 thé dwoc ghi trén nhan thuéc.

- Céch viét tdt cdc tiéu chudn chat lwong duoc dién: Duoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duoc dién My
(USP), Dugc dién Nhét Ban (JP), Duoc dién Trung Quoc (CP), Duoc dién Chéau du (EP), Duwoc dién Quoc té (IP)...




