BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPoc 1ap - Tu do - Hanh phuc
Sé: 527 / QP-QLD Ha Noi, ngay 09 thang g9 nam 2022
QUYET PINH

Vé viéc ban hanh danh muc 53 thudc san xuét trong nwéc
duwoc cap giay dang ky lwu hanh tai Viét Nam - Dot 178 bo sung

CUC TRUONG CUC QUAN LY DUQC

Can cwr Ludt Duoc sd 105/2016/QH 13 ngay 06/4/2016,

Can cur Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cia Chinh phi quy dinh
chure nang, nhiém vu, quyen han va co cdu té chitc ctia B Y té;

Can cir Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé trucéng B Y té
quy dinh viéc dang ky liu hanh thudc, nguyén liéu lam thuoc;

Can cwr Thong tu 50 29/2020/TT BYT ngay 31/12/2020 cua Bo truong Bo Yte
stra doi, bo sung va bdi bé mét sé vin ban quy pham phdp ludt do Bé trieong Bo Y té
ban hanh, lién tich ban hanh;

Can cir Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cua B trudng Bo Yt
quy dinh chirc nang, nhiém vy, quyén han va co cdu t6 chire ciia Cuc Quan 1y Duwoc
thudc BS Y té;

Can cit két ludgn cia Hoi dong tw van cdp gidy dang ky hew hanh thudce, nguyén
liéu lam thuéc - Bo Y té;

Theo dé nghi ciia Truéng phong Pang ky thuéc, Cuc Qudn Iy Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 53 thudc san xuit trong
nuée dugc cip gidy dang ky Iuu hanh tai Viét Nam - Dot 178 b6 sung, cu thé:

1. Danh muc 52 thudc san xudt trong nude duoc cap gidy dang ky luu hanh tai
Viét Nam hiéu lyc 05 ndm (Phu luc I kém theo). Céc thudc tai Danh muc nay c6 sb
dang ky voi ky hiéu VD-...-22 va hiéu lyc 05 nam ké tir ngay ky ban hanh Quyét
dinh nay.

2. Danh myc 01 thudc san xuat trong nude duge cip gidy diang ky luu hanh tai
Viét Nam hiéu luc 03 nam (Phu luc II kém theo). Cac thudc tai Danh muyc nay c6 sb
dang ky v6i ky hiéu VD3-...-22 va hiéu luc 03 nam ké tir ngay ky ban hanh Quyét
dinh nay.

Piéu 2. Co s& san xuét va co so dang ky thude co trach nhiém:

1. San xuat thudc theo dung cac ho so, tai liéu da dang ky vai Bo Y té va phai
in s6 dang ky dugc B Y té Viét Nam cap 1én nhan thude.

2. Chi duoc san xuit, dua ra luu hanh céc thudce kiém soat dic biét khi ¢ Giéy
chung nhan du diéu kién kinh doanh dugc pham vi kinh doanh thube phai kiém soat
dic biét pht hgp v6i pham vi hoat dong ciia co s dap ing quy dinh tai khoan 5 Piéu
143 Nghi dinh sé 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét
mdt s6 didu va bién phap thi hanh Luat Dugc.

3. Thuc hi¢n vi¢c cap nhat tiéu chuan chit luong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truong Bo Y té quy dinh vé
chat luong thudc, nguyén liéu lam thude.



4. Thyc hién, phéi hop véi co s nhap khau thyc hién theo dang 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 liéu lam thudc nhom sartan d6i voi cac thude thude danh muyc tai
Diéu 1 ¢6 chira dugc chit thudc nhom sartan.

5. Cap nhat nhan thudc, to hudng dan sir dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 cua B truong BO'Y té quy dinh ghi nhin
thudc, nguyén liéu lam thude va to hudng dan st dung thude trong thoi han 06 thang
ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, b6 sung gidy ding
ky luu hanh thudc quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cta
B6 truong BO Y té quy dinh viéc ding ky luu hanh thude, nguyén liéu lam thude va
Thong tu s6 29/2020/TT-BYT ngay 31/12/2020 ctia B truong Bo Y té stra doi, bd
sung va bii bo mot sd van ban quy pham phap luat do Bo truong Bo Y té ban hanh,
lién tich ban hanh.

6. Phéi hop véi cac co so diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tic dung khong mong mudn cia
thudc trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai Piéu 5 Thong tu
56 32/2018/TT-BYT ngay 12/11/2018 ctia Bo truong Bo Y té quy dinh viéc ding ky
lru hanh thube, nguyén liéu lam thudc dbi véi cac thude thudc Phy luc IT ban hanh
kém theo Quyét dinh nay ( glay dang ky luu hanh c6 ky hiéu VD3-...-22).

7. Co s6 dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cta gidy ding ky luu hanh thubc, nguyén liéu 1am thudc. Trong trudng
hop khong con dap tng du diéu kién hoat dong, co so dang ky phai c6 trach nhiém
thuc hién thay d6i co so dang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT
ngay 12/11/2018 cua Bo truong B Y té quy dinh viéc ding ky luu hanh thude,
nguyén liéu 1am thudc trong thdi han 30 ngay ké tir ngdy co s¢ dang ky khong con
du diéu kién hoat dong.

8. Co s& san xuét thudce phai bao dam cac diéu kién hoat dong cua co sé san
Xudt trong thot han hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam thude.

Picu 3. Quyét dinh nay c6 hiéu luc ké tur ngay ky ban hanh.

Diéu 4. Giam dbc S& Y té cac tinh, thanh phd truc thudc Trung wong va Giam
ddc co so san xuét va co s6 dang ky c6 thudc tai Piéu 1 chju trach nhiém thi hanh
Quyét dinh nay./.
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Phu lucI ) )
DANH MUC 52 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 178 BO SUNG

(Ban hanh kém theo Quyét dinh s6: .521.../0D-OLD ngay09 thing09 ndam 2022
cua Cuc Quan ly Duoc)

1. Cong ty dang ky: Chi nhanh cong ty TNHH San g(uz”'lt - Kinh doanh dugc phim Pam San
(D/c: Gian E22-E23, Trung tam Thuong mai duwoc pham va Trang thiét bi Y te, 134/1 To Hién
Thanh, Phuong 15, Quan 10, TP. Ho Chi Minh - Viét Nam)

1.1 Nha sin xuit: Céng ty TNHH dugc pham USA - NIC (USA - NIC Pharma) (D/c: L6 11D
duong C - KCN Tan Tao - Phuong Tdn Tao A - Quan Binh Tan - TP. Ho Chi Minh - Viét Nam)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ as ,
STT Tén thuoc Ham lwong ché tho | chuén dong goi S0 diing ky
Vién nang mém vitamin |Vitamin B1 Vién nang 36 |TCCS |[Hop 06 vix 10 | VD-35721-22
B1-B6-B12 (Thiamin nitrat) mém thang vién; Hop 10 vi
115mg; Vitamin B6 x 10 vién
(Pyridoxin
hydroclorid) 115mg;
Vitamin B12
(Cyanocobalamin)
50mcg

2. Cong ty ding ky: Cong ty c¢d phan dwoc Apimed. (P/c: 263/9 Ly Thirong Kiét, phirong 15,
quan 11, thanh pho Ho Chi Minh - Viét Nam)

2.1 Nha san xuit: Cong ty cd phan dwgc Apimed (D/c: Puong NI, cum cong nghiép Phii Thanh -
Vinh Thanh, xa Vinh Thanh, huyén Nhon Trach, tinh Bong Nai - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ o1 ,
STT Tén thuoc Ham luwgng ché tho | chudn|  dong goi S0 ding ky
Apidimin 600 Diosmin (tuong Vién nén bao| 36 |TCCS |Hop3 vix 10 VD-35722-22
duong v6i 666mg  |phim thang vién
diosmin trén ché
pham nguyén trang)
600mg
Ecipa 20 Aescin 20mg Vién nén bao| 36 |TCCS [Hop 3 vi, hop 5| VD-35723-22
phim tan thang vi, hop 10 vi x
trong rudt 10 vién. Hop 1
chai x 100 vién,
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hop 1 chai x
200 vién
4 |Ecipa 50 Aescin 50mg Vién nén bao| 36 [TCCS [Hop3,5,10vi | VD-35724-22
phim tan thang] x 10 vién; hop 1
trong rudt chai 100, 200
vién
5 |Fenolib 160 Fenofibrat 160mg |Vién nang 36 |TCCS |Hop3 vi,5vi, | VD-35725-22
cung thang] 10 vix 10 vién

3. Cong ty ding ky: Cong ty ¢6 phan Dwoc Ha Tinh (P/c: S6 167, dwong Ha Huy Tép, phwong
Nam Ha, Thanh pho Ha Tinh, tinh Ha Tinh - Viét Nam)

3.1 Nha sin xuét: Cong ty co phan Dwge Ha Tinh (D/c: S6 167, duong Ha Huy Tap, phwong
Nam Ha, Thanh pho Ha Tinh, tinh Ha Tinh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
STT Tén thude Ham lwgng ché tho | chuin|  doéng goi 0 ding ky
6 |[Methylprednisolon 16  |Methylprednisolon [Vién nén 36 [TCCS |Hop 1,3,5,10 vi| VD-35726-22
16 mg thang] x 10 vién; Hop
110 x 100, 200
vién

4. Cong ty ding ky: Cong ty C6 phan Dwoc phdm An Thién (P/c: 314 Béng Sao, Phuong 5,
Quan 8, TP. Ho Chi Minh - Viét Nam)

4.1 Nha san xuit: Cong ty C6 phan Dugc phiam An Thién (B/c: L6 CI6, duong s6 9, Khu Cong
nghiép Hiép Phuoc, huyén Nha Be, TP. Ho Chi Minh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé d ,
STT Tén thude Ham lwgng ché tho |chuidn| déng goi 0 dang ky
7 |A.T Ketoconazole 2%  [Mdi 5 g chira: Kem bdida | 36 |[TCCS |Hop 1tuyp S5 g,| VD-35727-22
Ketoconazol 100mg thang] 10g, 15¢g, 20g
8 |[Atisolu 500 Methylprednisolon [Thudc tiém | 36 |TCCS Hop 110+ VD-35728-22
(dudi dang dong kho thang 16ng dung méi
Methylprednisolon 4ml ; Hop 3 1o
natri succinat) + 3 ong dung
500mg moi 4ml; Hop 5

lo + 5 6ng dung
moi 4 ml

5. Cong ty ding ky: Cong ty C6 phan Duwgc pham Boston Viét Nam (B/c: S6 43, Puong sé 8,
KCN Viéet Nam - Singapore, Thudn An, Binh Dwong - Viét Nam)

5.1 Nha san xuit: Cong ty Co phan Dwoc pham Boston Viét Nam (D/c: So 43, Puong s6 8,
KCN Viéet Nam - Singapore, Thudn An, Binh Dwong - Viét Nam)
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. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
. <5 2 0 dan
STT Tén thuoe Ham lwgng ché tho | chuan| doéng géi g ky
9 [Meloxboston 15 Meloxicam 15mg | Vién nén 36 [TCCS |Hop 03 vi, 05 VD-35729-22
phén tan thang] vi, 10vix 10
vién

6. Cong ty ding ky: Cong ty c6 phan Dwoc pham Ciru Long (B/c: S6 150 dwong 14 thing 9,
phwong 5, thanh pho Vinh Long, Tinh Vinh Long - Viét Nam)

6.1 Nha séin xuat: Cong ty c6 phan Dwgc pham Ciru Long (D/c: S 150 dwong 14 thing 9,
phwong 5, thanh pho Vinh Long, Tinh Vinh Long - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin doéng géi 0 dans &y
10 |Terpin codein 10 Terpin hydrat 100  [Vién nén 36 [TCCS |Hop 8 vix 10 VD-35730-22
mg; Codein thang vién; Hop 1
phosphat 10 mg chai x 80 vién

7. Cong ty diing Ky: Cong ty ¢ phan dwgc pham Imexpharm (B/c: S6 04, dwong 30/4, Phuong
1, Tp. Cao Lanh, Tinh Bong Thap - Viét Nam)

7.1 Nha san xuit: Cong ty ¢6 phan dwoc pham Imexpharm (P/c: S6 04, dwong 30/4, Phirong 1,
Tp. Cao Lanh, Tinh Bong Thap - Viét Nam)

Hoat chit chinh

Tuoi

A £ - | Dang bao Tiéu Quy cach Sé ding kv
STT Tén thude Ham lwgng ché tho [chuan| dong goi 0 dans &y
11 [Guaifenesin - Codein Codein phosphat Vién nang 36 |TCCS |Hop 01 thi VD-35731-22
hemihydrat 10mg; |mém thang] nhom x 05 vi x

Guaifenesin 100mg

thi nhém x 4 vi
x 10 vién

10 vién, Hop 02

8. Cong ty dang ky: Cong ty co phan dwge pham Khang Lam (B/c: Sé 11, phé Nha Tho,
phirong Hang Tréng, qudn Hodn Kiém, thanh phé Ha Ngi, Viét Nam. - Viét Nam)

8.1 Nha san xuit: Cong ty cd phan dwge vat tw y té Ha Nam (D/c: Cum céng nghiép Hodng
Dong, Duy Tiéen, Ha Nam - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
STT Tén thuoe Ham luwgng ché tho |chudn| déng goi 0 dang ky
12 |Ceftofive 40mg/5ml Mbi 5ml hon dich Cf)m pha 36 [TCCS |Hop 119 50ml, | VD-35732-22
sau hoan nguyén hon dich thang] 100ml

chtra: Famotidin
40mg
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9. Cong ty diing ky: Cong ty co phan dwoc pham Khanh Hoa (B/c: S6 74 Puong Thong Nhat,
Phwong Van Thang, Thanh pho Nha Trang, Tinh Khanh Hoa - Viét Nam)

9.1 Nha san xuit: Cong ty cd phan duwgec pham Khanh Hoa (P/c: Puong 2 thang 4, khom Péng

Bdc, phwong Vinh Hoa, TP. Nha Trang, tinh Khdnh Hoa - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,
: “Hs 2 h d
STT Tén thude Ham lwgng ché tho (chuan| dong goi 0 dang ky
13 [PRUNITIL Telmisartan 40 mg; |Vién nén. 36 ([USP |Hop3vix10 VD-35733-22
Hydrochlorothiazide thang|41 vién, hop 10 vi
12,5 mg x 10 vién, hop

20 vi x 10 vién,
chai 100 vién,
chai 200 vién,
chai 500 vién.

10. Cong ty diing ky: Cong ty c6 phan dwgec phdm Me Di Sun (D/c: S6 521, khu phé An Lo,
phuong Hoa Loi, thi xa Ben Cat, tinh Binh Duong - Viét Nam)

10.1 Nha san xuit: Cong ty ¢4 phan dwoc phim Me Di Sun (P/c: S6 521, khu phé An Lo,
phuong Hoa Loi, thi xa Ben Cat, tinh Binh Duong - Viét Nam)

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S& ding kv
STT Tén thuoe Ham lugng ché tho | chuin déng géi 0 dans &y
14 |Linezolid Linezolid 600 mg | Vién nén bao| 36 |TCCS |Hop 03 vi, 10 VD-35734-22
phim thang vi x 10 vién
15 |Oyes Cao Vaccinium Vién nén bao| 36 |TCCS |Hop3 vix 10 VD-35735-22
myrtillus (twong phim thang] vién

duong 36%
anthocyanoside va
1% anthocynidin)
50mg; Bot Vitamin
E (twong duong
50mg DL
alphatocopherol)
100mg

11. Cong ty ding ky: Cong ty c6 phan Dugc phiam Phong Phi (P/c: L6 s6 12 Puwong sé 8, khu
cong nghiép Tan Tao, phwong Tan Tao A, quan Binh Tan, TP. Ho Chi Minh - Viét Nam)

11.1 Nha san xuét: Cong ty cd phﬁn Dugc pham Phong Phu - Chi nhanh nha may
Usarichpharm (D/c: L6 so 12 Buong s6 8, khu cong nghiép Tan Tao, phuwong Tan Tao A, qudn
Binh Tan, TP. Ho Chi Minh - Viét Nam)
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. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
. L 2 0 dan
STT Tén thude Ham lwgng ché tho chuan| déng goi g ky
16 |Usarace Mdi goi Igchita  |Thube cébm | 24 [TCCS [Hop20 goix 1 | VD-35736-22
Racecadotril 10 mg thang] gam; Hop 30
g0i x 1 gam;

Hop 50 géix 1
gam

12. Cong ty ding ky: Cong ty cd phan dwoc phidm quén 3. (P/c: 243 Hai ba Trung, phwong 6,
quan 3, Tp. Ho Chi Minh - Viét Nam)
12.1 Nha san xuét: Cong ty ¢ p!lﬁn dwoc va vat twy té Binh Thuin (B/c: 192 Nguyén Héi,
phwong Phu Trinh, TP. Phan Thiét, tinh Binh Thuan - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,
4 s ] h d
STT Tén thude Ham lugng ché tho | chuan| doéng géi 0 dang ky
17 |Winda Mbi 1g gel chira: Gel boi da 36 |TCCS |Hop 1 tuyp 5g, | VD-35737-22
Adapalene Img; thang 10g, 15¢g, 20g

Benzoyl Peroxide
(duéi dang Hydrous
Benzoyl Peroxide)

25mg

13. Cong ty ding ky: Cong ty ¢6 phan dwoc phdm Trung wong I - Pharbaco (P/c: s6 160 Téon
Durc Thang, phwong Hang Bot, Quan Pong Pa, Thanh pho Ha Ngi - Viét Nam)
13.1 Nha sin xuét: Cong ty cd phan dwge ph?lm Trung wong I - Pharbaco (P/c: Thon Thach
Loi, xa Thanh Xuan, huyén Soc Son, Thanh pho Ha N¢i - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diine kv
STT Tén thude Ham lwgng ché tho |chuin| dong géi o gang &y
18 |Trikadinir 250 Cefdinir 250mg Thu("')c~ bot 24 [TCCS [Hop 10 gbi, 20 | VD-35738-22
pha hon dich [thang 201

14. Cong ty ding ky: Cong ty c6 phan dwoc phidm trung wong VIDIPHA (B/c: 184/2 Lé Vin
Sy, Phuong 10, Q. Phu Nhudn, TP. Ho Chi Minh - Viét Nam)
14.1 Nha san ’xuét: Chi nhanh cong ty ¢6 phin dwge phim Trung wong Vidipha Binh Dwong
(D/c: Khu pho Tan Binh, phuwong Tan Hiép, thi xa Tan Uyén, tinh Binh Duong - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé da ,
2 s ] h d k
STT Tén thude Ham lwgng ché tho chuan| déng goi o gang &y
19 |Amoxicillin + Amoxicillin (duéi | Thudc bot 24 [TCCS |Hop 10 goi x VD-35739-22
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Clavulanic acid
250mg/31,25mg

dang Amoxicillin
trihydrate) 250mg;
Clavulanic acid
(duoi dang
Potassium
clavulanate két hop
véi silicon dioxide)
31,25mg

pha hon dich
uong

thang

15. Cong ty ding ky: Cong ty c6 phan Dwoc pham TW 25 (P/c: 448B, Nguyén Tat Thanh,
Phuong 18, Quan 4, TP. Ho Chi Minh - Viét Nam)

15.1 Nha sin xuit: Cong ty c6 phin Dugc phdm TW 25 (D/c: 448B, Nguyén Tdt Thanh, Phiong
18, Quan 4, TP. Ho Chi Minh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach J ,
STT Tén thube Ham luong ché tho | chuidn| déng goi S0 dang ky
20 [Samtrum 20 mg Esomeprazol (duéi |Vién nang 24 [TCCS [Hop 3 vi, 5 vi, | VD-35740-22
dang Esomeprazol |cungchta [thang 10 vix 10 vién
magnesi trihydrat vi |pellet bao
hat 22,5%) 20 mg  |tan trong
rudt

16. Cong ty ding ky: Cong ty ¢6 phan dwgec phdm VCP (B/c: xid Thanh Xudn- S6c Son- Ha Néi -

Viét Nam)
16.1 Nha san xuét: Cong ty ¢6 phan dwge pham VCP (B/c: xd Thanh Xudn- Séc Son- Ha Noi -
Viét Nam)
. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
21 [Cefuroxim 1g Cefuroxim (dudi Thubc bot 24 [USP41|Hop 01 lo, 10 VD-35741-22
dang Cefuroxim pha tiém thang lo, 50 19, 100

natri) 1g

lo; Hop 01 1o +
02 ong nudc cat
pha ti€ém 5ml

17. Cong ty ding ky: Cong ty c6 phan dwge phadm Vian (D/c: S6 4 B3, tdp thé Z179, xa Tir Hiép,
huyén Thanh Tri, Ha Noi - Viét Nam)

17.1 Nha san xuat: Cong ty ¢ phén dwoc phdm Tipharco (B/c: 15 Poc Binh Kiéu, phirong 2,
thanh pho My Tho, tinh Tién Giang - Viét Nam)

STT

Tén thudc

Hoat chit chinh -
Ham lugng

Dang bao

che

Tuoi

Tiéu

tho

chuan

Quy cach
dong goi

S6 ding ky
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22

Zebalos 400/57

M&i goi 1,5g chira:
Amoxicilin (duéi
dang amoxicilin
trihydrat compacted
459,2mg) 400mg;
Acid clavulanic
(duéi dang kali
clavulanat/syloid
135,66mg) S7mg

Thu(')c~ bot
pha hon dich
uong

36
thang]

TCCS

Hop 14 gobi x
1,5g

VD-35742-22

18. Cong ty ding ky: Cong ty c6 phan dwoc phAm Wealphar (B/c: L6 CN5, Khu cong nghiép

Thuy Van, xa Thuy Van, thanh phé Viéet Tri, tinh Phu Tho - Viét Nam)

18.1 Nha san xuit: Cong ty’cé phén dwgc pham Wealphar (B/c: L6 CN5, Khu céng nghiép Thuy
Van, xa Thuy Van, thanh pho Viét Tri, tinh Phu Tho - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé diing kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
23 |Carbocistein tab DWP  [Carbocistein 250mg | Vién nén bao| 36 [TCCS |Hop 6 vix 10 VD-35743-22
250mg phim thang vién
24 |Lovastatin DWP 10mg |Lovastatin 10 mg  [Vién nén 36 |TCCS |Hop 06 vix 10 | VD-35744-22
thang] vién
25 |Ramipril DWP 2.5 mg |[Ramipril 2,5 mg Vién nén 36 |TCCS |hop 6 vix 10 VD-35745-22
thang vién
26 |Telmisartan OD DWP  |Telmisartan 40mg [Vién nén 24 |TCCS [Hop 6 vix 10 VD-35746-22
40 phén tan thang vién
27 |Valsartan OD DWP Valsartan 80 mg Vién nén 36 |TCCS |Hop 6 vix 10 VD-35747-22
80mg phan tan thang] vién

19. Cong ty ding ky: Cong ty ¢6 phan dwoc trung wong Mediplantex (D/c: 358 Gidi Phéng,
Phuong Liét, Thanh Xuan, Ha Ngi - Viét Nam)

19.1 Nha san Xuét: Cong ty ¢6 phan dwoc trung wong Mediplantex (B/c: Nha mdy duwoc pham
50 2 - Trung Hau, Tién Phong, Mé Linh, Ha Noi - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich Sh d ,
. s 2 0 dan
STT Tén thude Ham luong ché tho | chuan| déng géi g ky
28 |Lepasto Betamethason (dang [Kem boéida | 36 [TCCS [Hop 1tuypx 6 | VD-35748-22
betamethason thang] gam
valerat) 0,1%;
Neomycin sulfat
0,5%
29 |Mediralgan Extra Paracetamol 500 Vién nén 36 [TCCS |Hop 10 vix 10 [ VD-35749-22
mg; Cafein 65 mg thang] vién
30 [Seazimin Omega-3-acid ethyl [Vién nang 36 [TCCS |Hop3vi,6 vix| VD-35750-22
esters 1000mg mém thang 10 vién; Hop 1
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[lo x 30, 60 vién |

20. Cong ty ding ky: Cong ty c6 phin dwoc vat twy té Ha Nam (P/c: Cum cong nghiép Hoang
Dong, Duy Tién, Ha Nam - Viét Nam)

20.1 Nha san xuét: Cong ty ¢6 phin dwoc vat tw y t& Ha Nam (P/c: Cum cong nghiép Hodng
Dong, Duy Tién, Ha Nam - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
. <5 h 0 dan
STT Tén thude Ham lwgng che tho | chuan| déng goi g ky
31 |Lingasol lozenges Ambroxol Vién ngdm | 36 |TCCS |Hop2,5,10vi | VD-35751-22
hydroclorid 20mg thang x 6 vién; Hop 2,

5,10 vix 8 vién

21. Cong ty ding ky: Cong ty c6 phan Pymepharco (B/c: 166 - 170 Nguyén Hué, Thanh pho Tuy
Hoa, tinh Phu Yén - Viét Nam)

21.1 Nha san xuat: Nha may Stada Viét Nam (D/c: 189 Hodang Vin Thu, phuwong 9, Tp. Tuy Hoa,
tinh Phu Yén - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diing kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
32 |Amlodipin 5Smg cap Amlodipin (dudi Vién nang 36 [TCCS |Hop 03 vi, 10 VD-35752-22
dang Amlodipin cung thang vi x 10 vién
besilat) S5Smg
33 [Piracetam 1200mg Piracetam 1200mg |Vién nén bao| 36 |TCCS |[Hop 2 vi, 3 vi, | VD-35753-22
phim thang] 5vi, 6 vi, 10 vi
x 10 vién
34 |Piracetam Stada 1200mg |Piracetam 1200mg |Vién nén bao| 36 |TCCS [Hop 2 vi, 3 vi, | VD-35754-22
phim thang 5vi, 6 vi, 10 vi

x 10 vién

22. Cong ty ding ky: Cong ty c6 phin thiét bi T&T (D/c: Lé 13 Khu tdp thé cong nghé pham,

Phwong Van Quan, Q. Ha Pong, Tp. Ha Ngi - Viét Nam)

22.1 Nha san xuét: Cong ty ¢é phan dwoc phdm Ha Tay (B/c: T6 ddin phé s6 4 - La Khé - Ha
Dong - Tp. Ha Noi - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
. s 2 0 dan
STT Tén thude Ham luong ché tho | chuan| déng géi g ky
35 |Totchogans Cao kho milk thistle | Vién nang 24 |TCCS |Hop 6 vix 10 VD-35755-22
(Silybum marianum |cing thang vién

extractum siccum)
tuong ung voi
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silymarin 70mg;
Vitamin
BI1(Thiamin
mononitrat) 4mg;
Vitamin B2
(Riboflavin) 4mg;
Vitamin B6
(Pyridoxin
hydroclorid) 4mg;
Vitamin B5 (Calci
pantothenat) 8mg;
Vitamin PP
(Nicotinamid)
12mg; Vitamin B12
(Cyanocobalamin)
1,2mcg

23. Cong ty ding ky: Cong ty Cé phan Thwong mai & Dich vu Hali Viét Nam (P/c: S6 45, ngé
376 Ngo Gia Tu, Phuong Duc Giang, Qudan Long Bién, TP. Ha Noi - Viét Nam)

23.1 Nha san xuét: Cong ty TNHH MTV 120 Armephaco (P/c: 118 Vii Xudn Thiéu, P. Phiic

Loi, Q. Long Bién, TP. Ha N¢i - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
¢ q , . d
STT Tén thude Ham lwgng ché tho chuan| déng goi 0 ding ky
36 |Ornithin 3000 L-Ornithin - Thubc bot | 24 [TCCS |hop 14 goi, hop [ VD-35756-22
L-Aspartat 3000mg [udng thang 20 goi x 5¢g

24. Cong ty dang ky: Cong ty ¢6 phén thwong mai Dugc pham Sao Mai (P/c: Khu cdn bé,
dwong Noi Thi, Thi tran Gia Binh, Huyén Gia Binh, tinh Bac Ninh - Viét Nam)

24.1 Nha san xuét: Cong ty ¢6 phan dwoc phdm Ha Tay (B/c: T6 ddin phé s6 4 - P.La Khé -
O.Ha Dong - Tp. Ha Ngi - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
. <5 h 0 dan
STT Tén thuoc Ham lwgng ché tho | chuan| doéng géi g ky
37 |Predva Prednisolon Smg Vién nén 36 |TCCS |Hop 10 vix 10 | VD-35757-22
phan tan thang vién nén

25. Cong ty ding ky: Cong ty c6 phan Traphaco (B/c: 75 Yén Ninh, Ba Pinh, Ha Noi - Viét

Nam)

25.1 Nha san xuét: Cong ty TNHH Traphaco Hung Yén (B/c: Thén Binh Luwong, xi Tan Quang,

huyén Van Lam, tinh Hung Yén - Viét Nam)
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. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach J ,
STT Tén thuoe Ham lwgng ché tho |chuin| dong géi S0 dang ky
38 |Tovidex Tobramycin (dudi  [Dung dich 24 |TCCS [Hop 1 lo 2ml, VD-35758-22
dang Tobramycin  [nhd mét thang] 3ml, Sml, 6,ml,
sulfat) 0,3%; 7ml, 8ml, 10ml
Dexamethason
phosphat (duéi dang

Dexamethason natri
phosphat) 0,1%

26. Cong ty ding ky: Cong ty c6 phian US Pharma USA (D/c: L6 BI-10, Puong D2, KCN Tady
Bac Cu Chi, Tp.H6 Chi Minh - Viét Nam)
26.1 Nha sén xuét: Cong ty c¢6 phin US Pharma USA (B/c: L6 B1-10, Puong D2, KCN Tdy Bac
Cu Chi, Tp.Ho6 Chi Minh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diing kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
39 |Cedokids Moi goi 1g chira Thu(”')c~ bt 36 |TCCS |Hop 10 géix 1g| VD-35759-22
Racecadotril 10mg  |pha hon dich|théang
uong

27. Cong ty dang ky: Cong ty dwgc pham va thwong mai Phuong Dong - (TNHH) (D/c: TS
509, to ban do sé 01, cum CN Hap Linh, phwong Hap Linh, Tp. Bdic Ninh, tinh Bdc Ninh - Viét

Nam)

27.1 Nha san xuét: Cong ty dwoc pham va thwong mai Phuong Dong - (TNHH) (D/c: TS 509,
16 ban d6 s6 01, cum CN Hap Linh, phwong Hap Linh, Tp. Bac Ninh, tinh Bdc Ninh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diine Kk
STT Tén thude Ham lwgng ché tho | chuian| déng géi 0 qang
40 [Robceti Cetirizin Vién nén bao| 36 |TCCS [Hop 3 vi, 10vi | VD-35760-22
dihydrochlorid phim thang x 10 vién
10mg

28. Cong ty ding ky: Cong ty TNHH BRYV Healthcare (P/c: Khu A, s6 18, dwong sé 09, ap 24,
xa Tan Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)
28.1 Nha san xuét: Cong ty TNHH BRYV Healthcare (D/c: Khu 4, 56 18, dwong s6 09, dp 24, xd
Tan Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)
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. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
. <5 2 0 dan
STT Tén thuoe Ham lwgng ché tho | chuan| doéng géi g ky
41 |Ibucetamo Fort Paracetamol 500mg; | Vién nén 36 [TCCS |Hop 6 vi, 10vi [ VD-35761-22
Ibuprofen 200mg; thang] x 10 vién; Hop
1 chai 100 vién

29. Cong ty ding ky: Céng ty TNHH dwoc my pham Ngoc Lan (B/c: CLB Pinh céng, Lé 4, pho
Tran Diéen, phwong Dinh Cong, quan Hoang Mai, Ha No¢i - Viét Nam)

29.1 Nha san xuat: Cong ty TNHH MTYV 120 Armephaco (P/c: 118 Vii Xudn Thiéu, P. Phiic
Loi, Q. Long Bién, TP. Ha N¢i - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin doéng géi 0 dans &y
42 [NLP-Ambro Méi goi 1,5g chira Tbuéc bot 36 |TCCS |Hop 30 goi x VD-35762-22
Ambroxol uong thang 1,5g
hydrochloride 30mg
43 [NLP-Cetam 1200 Mbi goi 3g chira: Thubdc bot 36 [TCCS |Hop 30 goi x 3g| VD-35763-22
Piracetam 1200mg |pha dung  |théng
dich udng

30. Cong ty ding ky: Cong ty TNHH Duwgc pham Vinh Twong Phat (P/c: 28 diwrong 266,
phuwong 6, quan 8, TP. HCM - Viét Nam)

30.1 Nha san xuét: Cong ty ¢ phén Duoc pham Phong Phu - Chi nhanh nha may
Usarichpharm (D/c: L6 so 12 Buong s6 8, khu cong nghiép Tan Tao, phuwong Tan Tao A, qudn
Binh Tan, TP. Ho Chi Minh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ,
STT Tén thude Ham lwgng ché tho | chudn|  dong goi 0 ding ky
44 |Laked 500 Levofloxacin 500 | Vién nén bao| 36 |TCCS [Hop 02 vix 07 | VD-35764-22
mg phim thang] vién
45 [Laked 750 Levofloxacin 750  |Vién nén bao| 36 |TCCS |Hop 02 vix 07 | VD-35765-22
mg phim thang vién

31. Cong ty dang ky: Cong ty TNHH Lién doanh HASAN - DERMAPHARM (P/c: L6 B -
Puong so 2 - Khu Cong nghiép Pong An - Thi xa Thuan An - Tinh Binh Duong - Viét Nam)

31.1 Nha sin xuét: Cong ty TNHH Lién doanh HASAN - DERMAPHARM (b/c: Lo B -
Puong so 2 - Khu Cong nghiép Pong An - Thi xa Thuan An - Tinh Binh Duong - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,
< e h d
STT Tén thude Ham lugng che tho [chuan déng géi 0 dang ky
46 |Patycrem Mbi tuyp 10g chira: [Thudc kem | 36 |TCCS [Hop 01 tuypx | VD-35766-22
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|Clotrimazol 100mg

| théng|

[10g

32. Cong ty diing ky: Cong ty TNHH Phil Inter Pharma (B/c: S6 20, dai 16 Hitvu Nghi, Khu CN
Viét Nam-Singapore, Thuan An, Binh Duong - Viét Nam)

32.1 Nha san xuét: Céng ty TNHH Phil Inter Pharma (P/c: S6 20, dai I Hitu Neghi, Khu CN
Viét Nam-Singapore, Thudn An, Binh Dwong - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
STT Tén thuoc Ham lwgng ché tho | chuén| dong géi 0 ding ky
47 |Alfacalcidol 0,25ug Alfacalcidol 0,25 pg|Vién nang 36 |TCCS |Hop 10 vix 10 | VD-35767-22
mém thang vién
48 [Newbactam Cefoperazone 500 B4t phatiém| 24 |[TCCS |Hop 10 lo bot VD-35769-22
mg; Sulbactam 500 thang pha tiém
mg

32.2 Nha san xuit: Céng ty TNHH Phil Inter Pharma (P/c: S6 25, Puong s6 8, Khu CN Viét
Nam-Singapore, Thudn An, Binh Duwong - Viét Nam)

Tuoi

R £ Hoat chit chinh - | Dang bao Tiéu Quy cach S di ,
STT Tén thude Ham lugng ché tho | chuan| doéng géi 0 dang ky
49 [Hiteengel Erythomycin 40 mg; [ Gel boi 36 [TCCS |Hop 1 tuyp x 10[ VD-35768-22
Tretinoin 0,25 mg  [ngoai da thang] g; Hop 1 tuyp x
20g
50 |[Silyvercell Cao bot qua Vién nang 36 [TCCS |Hop20vix5 VD-35770-22
Carduus marianus  [mém thang] vién

(Extractum Fructus
Cardui mariae
siccum) (tuong
duong 100 mg
Silymarin) 200 mg

33. Cong ty diing ky: Cong ty TNHH san xuét duwgc phAm Medlac Pharma Italy (B/c: Khu
cong nghiép cong nghé cao I - Khu cong nghé cao Hoa Lac, KM29, Dai 19 Thang Long, xa Ha
Bang, Huyén Thach That, Ha Noi - Viét Nam)

33.1 Nha san xuit: Cong ty TNHH san xuiat duwgc phim Medlac Pharma Italy (D/c: Khu cong
nghiép cong nghé cao I - Khu cong ngh¢ cao Hoa Lac, KM29, Dai 16 Thang Long, xd Ha Bang,
Huyén Thach That, Ha Noi - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach Sé di .
. e 2 0 dang k
STT Tén thuoc Ham luwgng ché tho | chuan| déng géi &Y
51 [Tobramedlac 150 Tobramycin (duéi |Dung dich 24 |USP |Hop 5 bng x VD-35771-22
dang Tobramycin  [tiém thanglhién |2ml, hop 10
sulfat) 150 mg/2 ml hanh |ongx 2ml
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34. Cong ty diang ky: Cong ty TNHH Y Dwoc Quang Minh (B/c: S6 nha 3, ngdch 26/1 Phan
Dinh Giot, P. Phuong Liét, Q. Thanh Xudn, Tp. Ha Ngi - Viét Nam)

34.1 Nha san xuit: Cong ty c6 phan dwoc pham Ha Tay (P/c: T6 déin phé sé 4 - P.La Khé -
Q.Ha Dong - Tp. Ha Ngi - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,
3 <8 b d
STT Tén thude Ham lwgng ché tho (chuan| dong goi 0 dang ky
52 [SM.Ticalor Ticagrelor 90 mg Vién nén 24 |TCCS |Hop3vix 10 VD-35772-22

phan tan

thang]

vién
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Phu luc II ) )
DANH MUC 01 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - PQT 178 BO SUNG

(Ban hanh kém theo Quyét dinh s6: 321..../0P-OLD ngay09 thang 09 ndam 2022
cua Cuc Quan ly Dwoc)

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

1.1 Nha sin xuit: Cong ty TNHH BRV Healthcare (D/c: Khu A, 56 18, dwong s6 09, dp 24, xd
Tan Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
. <5 2 0 dan
STT Tén thude Ham lwgng ché tho chuan| déng goi g ky
1 |Bivicanib 100 Erlotinib Vién nén bao| 36 |TCCS [Hop 03 vix 10 | VD3-180-22
hydroclorid tuong  |phim thang] vién
duong Erlotinib
100mg
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