BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc lap - Tw do - Hanh phuc
Sb: 699 /QP-QLD Ha Néi, ngay 06 thdng 12 ndm 2021
QUYET PINH

Vé viéc ban hanh danh muc 10 thudc san xuit trong nuwéc
dugce cap giay dang ky luvu hanh tai Viét Nam - Dot 172.1

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc s6 105/2016/QH13 ngay 06/4/2016;

Cdn cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia BY Y té;

Can cik Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé truéng Bo Y té
quy dinh viéc dang ky luu hanh thuée, nguyén liéu lam thudc;

Can cu Thong tu so 29/2020/TT BYT ngay 31/12/2020 cua B¢ truong Bo Yte
swka doi, b6 sung va bdi bé mét sé vin ban quy pham phdp ludt do Bé trwong B Y té
ban hanh, lién tich ban hanh;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 cua Bo truong Bo Y té
quy dinh chitcc nang, nhiém vy, quyén han va co cau t6 chire ciia Cuc Quan 1y Durgc
thudc Bo Y té;

Can cir két lugn ciia Héi dong tw van cdp gidy dang ky luu hanh thudc, nguyén
liéu lam thuéc - Bo Y té;

Xét dé nghi cia Truong phong Bang ky thude, Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh keém theo Quyét dinh nay danh myc 10 thudc san xuét trong
nudc dugc cap glay dang ky luu hanh tai Viét Nam - Dot 172.1, cu thé:

1. Danh muc 05 thudc san xuét trong nudc duoc cap gidy dang ky luu hanh tai
Viét Nam hiéu luc 05 nam (Phu luc I kém theo). Cac thudce tai Danh muc nay c6 s6
dang ky véi ky hidu VD-...-21 va hiéu lyc 05 ndm ké tir ngay ky ban hanh Quyét
dinh nay.

2. Danh myc 05 thudc san xuét trong nudc dugc cap gidy dang ky luu hanh tai
Viét Nam hiéu luc 03 nam (Phu luc Il kem theo). Cac thudc tai Danh muc nay co )
dang ky voi ky hiéu VD3-...-21 va hiéu luc 03 ndm ké tir ngay ky ban hanh Quyét
dinh nay.

Piéu 2. Co sd san xuat va co sé diang ky thude c6 trach nhiém:

1. San xuat thude theo diing cac ho so, tai lidu da dang ky v6i Bo Y té va phai
in s6 dang ky duoc Bo Y t& Viét Nam cip 1én nhan thudc.

2. Chi dugc san xuat, dua ra luu hanh cac thudc kiém soat dic biét khi co Giay
chung nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dic biét phu hop voi pham vi hoat dong ctia co s¢ dap ting quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi tiét
mot s6 diu va bién phap thi hanh Luat Duoc.

3. Thuc hién viéc c@p nhat tiéu chuan chat lugng 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 thude, nguyén liéu 1am thudc.



4. Thyuc hién, phéi hop vai co sé nhap khau thyc hién theo dang quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan Iy Duoc vé vige kiém tra
chat lugng nguyén liéu lam thudc nhém sartan d6i véi cac thude thudc danh myc tai
Piéu 1 ¢6 chira duoc chit thudc nhom sartan.

5. Cap nhat nhan thudc, t& hudng dan sir dung thude theo quy dinh tai Thong
tw s6 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truong Bo Y té quy dinh ghi nhan
thudc, nguyén liéu lam thudc va t& huéng dan st dung thude trong thot han 06 thang
ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thue thay d6i, bd sung gidy ding
ky luu hanh thude - quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua
Bo trudng Bo Y té quy dinh viéc dang ky luu hanh thube, nguyén liéu 1am thude va
Thong tu s6 29/2020/TT-BYT ngay 31/12/2020 ctia Bo truong Bo Y té sira doi, bd
sung va bii bo mot sb vin ban quy pham phép luat do Bo truong Bo Y té ban hanh,
lién tich ban hanh.

6. Phdi 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, tdc dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai Diéu 5 Thong tu
s0 32/2018/TT-BYT ngay 12/11/2018 cta Bo truéng Bo Y té quy dinh viéc dang ky
lwu hanh thude, nguyén li€u lam thude d6i véi cac thude thudc Phu luc 1T ban hanh
kém theo Quyét dinh nay (gidy dang ky luu hanh c¢6 ky hiéu VD3-...-21).

7. Co s& dang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu luc cua gidy ding ky luu hanh thude, nguyén lidu 1am thudc. Trong truong
hop khong con dap tng du diéu kién hoat dong, co so dang ky phai ¢6 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 ciia Bo truong Bo Y té quy dinh viéc dang ky luu hanh thudc,
nguyén liéu lam thudc trong thoi han 30 ngay ké tir ngay co s dang ky khong con
du diéu kién hoat dong.

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

Picéu 3. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Picu 4. Giam dbc S¢' Y té cac tinh, thanh phd truc thudc Trung wong va Giam
dbc co s& san xuét va co sé dang ky co thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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(Ban hanh kém theo Quyét dinh sé.

PHU LUCI -
DANH MUC 05 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 172.1

699

cua Cuc Quan ly Duoc)

/OD-QLD ngay 06 thang12 nam 2021

1. Cong ty ding ky: Cong ty co phan Dwoc Pai Nam (D/c: 2704 Ly Thuong Kiét, phirong 14,
qudn 10, TP. Ho Chi Minh - Viét Nam)

1.1 Nha séan xuét: Cong ty c6 phan dugc Enlie (D/c: Puong NA6, KCN My Phudc 2, phirong M5
Phuoc, thi xa Bén Cat, Binh Duong - Viét Nam)

o
A

Magnesi pidolat
936mg; Pyridoxin
hydroclorid 10mg

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu [ Quy cach Sé d ,
. -5, 2 dang k
STT Tén thuoc Ham luwgng che tho | chuan dong goi 0 dang xy
1 |Becamagne Moi géi chira: Thubc bot 36 [TCCS [Hop 10 géi VD-35531-21
Magnesi lactat pha dung théng
dihydrat 186mg; dich uong

2. Cong ty diing ky: Cong ty c6 phian duoc pham Trung wong I - Pharbaco (P/c: s6 160 Ton
Durc Thang, phuwong Hang Bot, Qudn Dong Da, Thanh pho Ha Ngi - Viét Nam)

2.1 Nha san xuét: Cong ty c6 phin du’()'c,phflm Trung wong I - Pharbaco (P/c: Thén Thach Léi,
xd Thanh Xuan, huyén Soc Son, Thanh pho Ha Noi - Viét Nam)

n £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy céch Sé d ,
] <5 h diang k
STT Tén thude Ham lwgng che tho [chuan| dong goi o dang &y
2 |Fafodvit Sét Fumarat 162mg; | Vién nén bao| 36 [TCCS |Hop 5 vi, 10 vi | VD-35532-21
Acid Folic 0,75mg; [phim thang x 10 vién
Vitamin B12
7,5mcg

3. Cong ty diang ky: Cong ty c6 phan dwoc pham Wealphar (B/c: Lé CNS5, Khu cong nghiép

Thuy Van, xd@ Thuy Van, thanh phé Viét Tri, tinh Phii Tho - Viét Nam)

3.1 Nha sén xuat: Cong ty cf) phéan dugec pham Wealphar (P/c: Lé CN5, Khu céng nghiép Thuy
Van, xda Thuy Van, thanh pho Viét Tri, tinh Phi Tho - Viét Nam)

STT

Tén thubc

Hoat chét chinh -
Ham lwong

Dang bao
che

Tudi
tho

Tiéu
chuan

Quy cach
dong goi

S6 ding ky

Trang 1




Bisoprolol DWP 3.75mg

Bisoprolol fumarat
3,75mg

phim

Vién nén bao

36

thing

TCCS

Hop 6 vix 10
vién

VD-35533-21

4. Cong ty diing ky: Cong ty cd phan dwgc vat tw y té Hai Dwong (D/c: S6 102 Chi Ldng,
phwong Nguyén Trai, thanh pho Hai Duwong, tinh Hai Dwong - Viét Nam)

4.1 Nha séin xuat: Cong ty c6 phan dugc vat twy té Hai Dwong (P/c: S6 102 Chi Ling, phirong
Nguyén Trdi, thanh pho Hai Duong, tinh Hai Duong - Viét Nam)

STT

Tén thube

Hoat chét chinh -
Ham lwong

Dang bao
che

tho

Tuoi

Tiéu

chuan

Quy cach
dong goi

S6 ding ky

Supvizyn

M&i dng 2ml chua:
Thiamin hydroclorid
Img; Riboflavin
(dudi dang
Riboflavin natri
phosphat) 4mg ;
Nicotinamid 40mg;
Pyridoxin
hydroclorid 4mg;
Dexpanthenol 6mg

Dung dich
thudc tiém

36

thing

TCCS

Hop 10 éng, 12
ong, 20 6ng x
2ml

VD-35534-21

5. Cong ty diang ky: Cong ty lién doanh Meyer-BPC (D/c: 643, quéc 16 60, phirong Phii Tén,

thanh phé Bén Tre, tinh Bén tre - Viet Nam)

5.1 Nha san xuit: Cong ty lién doanh Meyer-BPC (P/c: 643, quoc 16 60, phwong Phii Tan, thanh
pho Bén Tre, tinh Bén Tre - Viét Nam)

N ; Hoat chit chinh - | Dang bao Tudi Tiéu Quy cach Sé ding kv
STT Tén thuoc Ham luwgng ché tho |chuin| déng goi 0 cans &y
5 [Inhibicih Famotidin Hon dich 24 |TCCS |Hop 20 bng x VD-35535-21
40mg/5ml uong thang Sml, Hop 20

g61 x Sml, Hop
01 chai x 30ml,
50ml, 60ml

Trang 2




) . PHULUCII ) ) 5 )
DANH MUC 05 TI:IUOC SAN XUAT TRONG NUOC DUQ'C CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - bOT 172.1

(Ban hanh kém theo Quyét dinh sé: 099...../0D-QLD ngay06 thing 12 nam 2021
cua Cuc Quan ly Duoc)

1. Cong ty dang ky: Chi nhanh cong ty TNHH san )guét - kinh doanh dwgrc pham Pam San
(D/c: Gian E22-E23 - Trung tam thwong mai dwoc pham va trang thiet bi y té - 134/1 To Hien
Thanh - Phwong 15 - Qudn 10 - TP. Ho Chi Minh - Viét Nam)

1.1 Nha san xuét: Céng ty TNHH dwgc pham USA - NIC (USA - NIC Pharma) (D/c: Lo 11D
duwong C - KCN Tan Tao - Phuwong Tdan Tao A - Qudn Binh Tan - TP. Ho Chi Minh - Viét Nam)

R £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy céch £ ax ,
STT Tén thude Ham lwong ché tho |chuin dong goi 50 dang ky
1 |Calciumzindo Calci gluconat Vién nang 36 [TCCS [Hop 10vix 03 | VD3-159-21
500mg; Vitamin D3 mém théng vién; Hop 12 vi
(Colecalciferol) x 05 vién; Hop
200IU 10 vi x 10 vién;
Chai 100 vién;
Chai 200 vién

2. Cong ty ding ky: Cong ty c6 phian dugc pham dwoc liéu Pharmedic (P/c: 367 Nguyén Trii,
Qudn 1, TP. Ho Chi Minh - Viét Nam)

2.1 Nha san xuit: Cong ty ¢6 phan dwoc phiam dwoc liéu Pharmedic (D/c: 1/67 Nguyén Vin
Qud, Quan 12, TP. Ho Chi Minh - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé ds ,
2 s h d k
STT Tén thude Ham lugng ché tho |chuan| déng géi 0 dang &y
2 |Nabifar M3i g6i chira: Natri |Thuéc bot | 36 |TCCS |Hop 10 g6ix 5 | VD3-160-21
bicarbonat 5 g dung ngoai [thdng g

3. Cong ty ding Ky: Cong ty c6 phan duwoec pham Ha Tay (P/c: S6 10A, Phé Quang Trung, P.
Quang Trung, Q. Ha Dong, TP. Ha N¢i - Viét Nam)

3.1 Nha san xuit: Cong ty c6 phan dwoe pham Ha Tay (D/c: Té dén phé sé 4 - P.La Khé - Q.Ha
Dong - Tp. Ha Noi - Viét Nam)

Trang 1



R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cch Sé d ,
2 <5 p d k
STT Tén thude Ham lwgng che tho |chuan| déng géi 0 dang &y
3 |Cam ctim Pacemin Mbi 5 ml chira Sir6 24 |TCCS [Hop 119 x 60 VD3-161-21
Paracetamol 100 thang ml

mg; Clorpheniramin
maleat 0,33 mg

4. Cong ty diang ky: Cong ty lién doanh Meyer-BPC (D/c: 643, quéc 16 60, phirong Phii Tén,
thanh pho Bén Tre, tinh Bén Tre - Viét Nam)

4.1 Nha san xuat: Cong ty lién doanh Meyer-BPC (P/c: 643, quoc 16 60, phwong Phii Tan, thanh
pho Bén Tre, tinh Bén Tre - Viét Nam)

R £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé di ,
: <8 2 0 dang k
STT Tén thuoc Ham lugng ché tho (chuan| déng goi &Y
4 |Meyervuren Tenofovir disoproxil [Vién nén bao| 36 [TCCS [Hop 03 vi, 10 VD3-162-21
fumarat 300mg; phim thang vi x 10 vién
Lamivudin 300mg;
Efavirenz 600mg

5. Cong ty diing ky: Cong ty TNHH dwec pham USA - NIC (USA - NIC Pharma) (B/c: L6 11D
duwong C - KCN Tan Tao - Phuong Tan Tao A - Quan Binh Tan - TP. Ho Chi Minh - Viét Nam)

5.1 Nha séin xuat: Cong ty TNHH dwgc pham USA - NIC (USA - NIC Pharma) (B/c: L6 11D
duwong C - KCN Tan Tao - Phuwong Tdn Tao A - Qudn Binh Tan - TP. Ho Chi Minh - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
] ang ! . diang k
STT Tén thude Ham lwgng ché tho |chuan| dong géi 0 dang Xy
5 |Calciumzindo Calci gluconat Dung dich 36 [TCCS [Hop 10 éng, 20| VD3-163-21
500mg/5ml udng thang ong, 50 ong
Sml; Hop 10

éng, 20 6ng, 50
ong 10ml; Hop
01 chai 60ml

Trang 2




