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Sé: 132 /Qb-QLD Ha Néi, ngay 27 thdng 02 nédm 2023
QUYET PINH

vé viéc ban hanh danh muc 18 thudc sin xuit trong nwéc
duge cap giay dang ky luu hanh tai Viét Nam - Dot 182.1

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh sé6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
churc nang, nhiém vu, quyén han va co cdu té chire ciia BY Y té;

Can cu Quyet dinh so 7868/0OD-BYT ngay 28/12/2018 cua B¢ truong Bo Y té
quy dinh chicc nang, nhiém vu, quyén han va co cau 16 chire ciia Cuc Qudn 1y Duoc
thuéc Bo Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trudng Bé Y té
quy dinh vi¢c dang ky heu hanh thuédc, nguyéen li¢u lam thudc;

Can cir két ludn cua Hoi dong tw van cdp gidy dang ky heu hanh thuée, nguyén
liéu lam thuée - B Y té;

Theo dé nghi ciia Trudng phong Ping ky thuoc, Cuc Qudn 1y Duorc.

QUYET PINH:

Picu 1. Ban hanh kém theo Quyét dinh nay danh muc 18 thudc san xuét trong
nudc duoc cép giéy dang ky luu hanh tai Viét Nam - Dot 182.1, cu thé:

1. Danh muc 13 thudc san xuat trong nude duoc cap gidy dang ky Iuu hanh tai
Viét Nam hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 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).

Picu 2. Co s6 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 voi BO Y té va phai
in s dang ky dugc B Y té Viét Nam cép 1én nhan thudc.

2. Chi duoc san xuit, dua ra luu hanh cac thude kiém soat dic biét khi co Giéy
chimg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dac biét phu hop vo1 pham vi hoat dong cua co s¢ dép ung quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/NB-CP ngay 08/5/2017 cua Chinh phi quy dinh chi tiét
mot s6 diéu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhat tiéu chuén chit lugng cua thubc 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 lugng thudc, nguyén lidu lam thuéc, Thong tu sd 03/2020/TT-BYT ngay
22/01/2020 ctia Bo truong BO Y té sira doi, bo sung mot sd diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chat lugng thudc, nguyén liéu lam thude.

4. Thyc hién, phéi hop véi co sé nhap khau thyc hién theo dung quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan Iy Dugc ve viéc kiém tra
chat luong nguyén lidu 1am thuc nhém sartan dbi véi cac thude thude danh muyc tai
Piéu 1 ban hanh kém theo Quyét dinh nay co chira dugc chat 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 B6 truong B Y té quy dinh ghi nhan
thudc, nguyén liéu lam thudc va t& huéng dan st dung thude trong thoi han 06 thang
ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, bo sung giay dang
ky hru hanh thudc quy dinh tai Thong tu s6 08/2022/TT-BYT.

6. Phoi 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, tac dung khong mong mudn cla
thude trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai Diéu 5 Thong tu
s6 08/2022/TT-BYT dbi voi cac thube thudc danh muc trong Phu luc II ban hanh
kém theo Quyét dinh nay.

7. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hi€u lyc cua giay dang ky luu hanh thudc, nguyén liéu lam thudc. Trong truong
hop khong con dap tmg di diéu kién hoat dong, co so dang ky phai ¢ trach nhiém
thue hién thay d6i co s¢ ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT
trong thoi han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

8. Co so san xuat thude phal bao dam cac diéu kién hoat dong cua co so san
xudt trong thoi han hiéu luc cua gidy dang k¥ luu hanh thude, nguyén liéu lam thude.

Piéu 3. Quyét dinh ndy c6 hiéu luc ké tir ngdy ky ban hanh.

Piéu 4. Giam doc S¢'Y té cac tinh, thanh phd truc thudc Trung wong va Giam
dbc co s& san xuét va co s dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhgn: ~ CUC TRUONG
- Nhu biéu 4; TS

- BT. Pao Hong Lan (dé blc);

- TT. B6 Xuan Tuyén (de b/c); f
- Cuc Quany - Bo Quédc phong, Cuc Y té - Bo Cong

- Cuc Y té GTVT - B Giao thong vén tai; \
- Téng Cuc Hai quan - B Tai chinh;
- Bao h1em x4 hoi Viét Nam; I Y Y Z

-B3 Y té Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra Vil Tuan Cuing
B9, Vin phong HDTV cap GPKLH thubc, NLLT;

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

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

- Cac Bénh vién, Vién co giuong bénh truc thuge BO Y té;

- Trung tam mua sam tip trung thudc quoc gia;

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

Website;

- Luu: VT, BKT.




Phu luc |

DANH MUC 13 THUOC SAN XUAT TRONG NUOGC PUQC CAP GIAY PANG
KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - QT 182.1
(Kém theo Quyét dinh sé: .132..../0P-OLD ngay27thdng02ndm 2023
cua Cuc Quan Iy Duoc)

1. Co sé ding ky: Cong ty c6 phan DTS Viét Nam (Dia chi: S6 18, t6 51, phuong Quan Hoa, quan Cau Giay,
thanh ph Ha Noi, Viét Nam)
1.1. Co sé san xuat: Cong ty co6 phan Dwge Trung wong Mediplantex (Pia chi: Nha may dugc pham sé 2
Trung Hau, Tién Phong, Mé Linh, Ha Noi, Viét Nam)

10 vi x 10 vién

STT Tén thudc Hoat chat chinh | Dang bao | Quy cach déng | Tiéu | Tuéi tho S6 dang ky
- Ham lwong ché goi chuan | (thang)
1 Brosafe Bromelain 100 Vién nén Hop 3 vix 10 TCCS 36 893100004123
FILPU bao phim | vién; Hop 6 vi
x 10 vién; Hop

2. Co sé diang ky: Cong ty Co phan Dugc Pai nam (Pia chi: 270A Ly Thuong Kiét, phuong 14, quan 10, TP.

Hd Chi Minh, Viét Nam)

2.1. Co sé san xuit: Cong ty cé phan dwoc Enlie (Dia chi: Buong NAG, KCN My Phudc 2, phudng My Phudc,
thi x4 Bén Cat, Binh Duong, Viét Nam)

STT Tén thuéc Hoat chat chinh | Dang bao | Quy cach déng | Tiéu | Tuditho | S ding ky
- Ham lwong ché goi chuan | (thang)
2 Buvamed 400 Dexibuprofen Bot pha Hop 10 goi; TCCS 36 893110004223
400mg hén dich | Hop 20 goi;
udng Hop 30 goi;
Hop 50 goi;
Hop 100 goi

3. Co sé diing ky: Cong ty co phan Dwoc Medipharco (Dia chi: S6 08 Nguyén Truong T9, Phuong Phudc
Vinh, Thanh phd Hué, Viét Nam)
3.1. Co s& san xuit: Cong ty cé phan Dwoc Medipharco (Pia chi: S6 08 Nguyén Truong To, Phudng Phuéc
Vinh, Thanh phd Hué, Viét Nam)

STT Tén thuéc Hoat chat chinh | Dang bao | Quy cach déng | Tiéu | Tuditho | S6 ding ky
- Ham lwgng ché goi chuan | (thang)
3 Ramipril 1.25 Ramipril 1,25mg | Viénnén | Hop 3 vi x 10 TCCS 36 893110004323
vién; Hop 10 vi
x 10 vién

4. Co sé dang ky: Cong ty ¢6 phan dwoc pham Liviat (Dia chi: Tang 46, toa nha Bitexco, s6 2 Hai Triéu,
Phuong Bén Nghé, Quanl, TP. HCM, Viét Nam)
4.1. Co sé san xuét: Cong ty cé phan dwec phdm Me Di Sun (Dia chi: 521, khu phd An Loi, phuong Hoa Loi,
thi x4 Bén Cét, tinh Binh Dwong, Viét Nam)

STT

Tén thuéc

Hoat chat chinh
- Ham lwgng

Dang bao
ché

Quy céach
dong goi

Tiéu
chuén

Tubi tho
(thang)

S6 dang ky




4 Ibsaga 10 Dicyclomin Viénnang | Hop3vix10 | TCCS 36 893100004423
hydrochlorid cang vién
10mg
5 Ibsaga 20 Dicyclomin Vién nén Hop3vix10 | TCCS 36 893100004523
hydrochlorid vién
20mg
5. Co sé ding ky: Cong ty co phan dwoc pham VCP (Pia chi: Xa Thanh Xuan, Séc Son, Ha Noi, Viét Nam)

5.1. Co s& san xuat: Congty ¢ phan dwgc pham VCP (Pia chi: X4 Thanh Xuan, Soc Son, Ha Noi, Viét Nam)
STT Tén thudc Hoat chat chinh | Dang bao Quy cach Tiéu | Tuditho | S6 ding ky
- Ham lwgng ché déng goi chuan| (thang)
6 Cetrimide Cetrimide 0,5% Dung dich | Hop 01 lo X TCCS 36 893100004623
(kl/tt) xit ngoai da | 100ml

6. Co sé diing ky: Cong ty co phan dwoc pham Wealphar (Pia chi: L6 CN5, Khu cong nghiép Thuy Van, x&
Thuy Van, thanh phé Viét Tri, tinh Phi Tho, Viét Nam)
6.1. Co'sé san xuit: Cong ty cé phan dwgc pham Wealphar (Pia chi: L6 CN5, Khu cong nghiép Thuy Van,
x& Thuy Van, thanh phé Viét Tri, tinh Pha Tho, Viét Nam)

STT Tén thuéc Hoat chat chinh | Dang bao Quy cé4ch Tiéu | Tuditho | S6 ding ky
- Ham lwong ché déng goi chuan | (thang)
7 Ramipril Cap Ramipril 10mg Viénnang | Hop6vix10 | TCCS 24 893110004723
DWP 10mg cang vién
8 Ursodeoxycholic | Acid Vién nén Hop 6 vi x 10 TCCS 36 893110004823
DWP 450mg ursodeoxycholic4 | bao phim vién
50mg

7. Co sé ding ky: Cong ty Co phan Dwoc VTYT Ha Nam (Pia chi: Cum cong nghiép Hoang Péong, phudng
Hoang Dong, thi xa Duy Tién, Tinh Ha Nam, Viét Nam)
7.1. Co sé san xuit: Cong ty Cé phan Dwgc VTYT Ha Nam (Pia chi: Cum cong nghiép Hoang Péng, phudng
Hoang Dong, thi xa Duy Tién, Tinh Ha Nam, Viét Nam)

STT

Tén thuéc

Hoat chat chinh
- Ham lwgng

Dang bao
ché

Quy céach
dong goi

Tiéu
chuin

Tudi tho
(thang)

S6 diang ky

Eferoxol 30

Ambroxol
hydroclorid 30mg

Vién sui

Hop 1 tuyp X
10 vién; Hop
1 tuyp x 20
vién; Hop 2
Vi X 4 vién;
Hop 3vix 4
vién; Hop 5
Vi X 4 vién;
Hop 10 vi x
4 vién

TCCS

36

893100004923

8. Co so ding ky: Cong ty Co phan Global Pharmaceutical (Pia chi: S6 6/7 duong s6 3, Cu x4 Lit Gia, phuong
15, quan 11, Tp. H Chi Minh, Viét Nam)
8.1. Co s& san xuit: Cong ty TNHH Dwoc pham BV Pharma (Dia chi: S5 18 duong Lé Thi Soc, Ap 2A, X4
Téan Thanh Tay, Huyén Cu Chi, TP.HCM, Viét Nam)




STT Tén thudc Hoat chat Dang bao Quy céch Tieu | Tudithe | Sé ding ky
chinh - Ham ché dong goi chuin | (thang)
lwgng
10 | Haxidia 10 Glipizid-10mg Vién nén Hop 3 vi X TCCS 36 893110005023
10 vién

8.2. Co s& san xuat: Cong ty ¢6 phan Dwoc Medipharco (Pia chi: S6 08 Nguyén Trudng To, Phudng Phuéc
Vinh, Thanh phé Hué, Tinh Thira Thién Hué, Viét Nam)

STT Tén thuéc Hoat chét Dang bao Quy cé4ch Tieu | Tuditho | Sob diang ky
chinh - Ham ché déng goi chuan | (thang)
lwgng
11 | Atorvastatin 60 | Atorvastatin Vién nén bao | Hop 3 vi x TCCS 36 893110005123
60mg phim 10 vién

9. Co sé ding ky: Cong ty c6 phan O2Pharm (Pia chi: 39/39 Nguyén Ctru Dam, phuong Tan Son Nhi, quan
Tan Pha, TP. H6 Chi Minh, Viét Nam)
9.1. Co'sé san xuét: Cong ty cé phan Héa dwgc Viét Nam (Dja chi: S6 192 Phd Buc Giang, phudng Thuong
Thanh, quan Long Bién, Ha Noi, Viét Nam)

STT Tén thuéc Hoat chét Dang bao Quy céch Tieu | Tuditho | Sb diang ky
chinh - Ham ché déng goi chuan | (thang)
lwgng
12 | Ocetamino Calci lactat Viénnang | Hop 1tlix10 | TCCS 36 893110005223
(duéi dang cang vi x 10 vién;
pentahydrat) Hop 1 thi x 5
300mg vi x 10 vién

10. Co sé diing ky: Cong ty TNHH Sinh dwoc pham Hera (Dia chi: L6 A17 KCN T Ha, thi xd Huong Tra,
tinh Thira Thién Hué, Viét Nam)
10.1. Co sé san xuét: Céng ty TNHH Sinh dwoc pham Hera (Dia chi: Lo A17 KCN Tt Ha, thi x4 Huong Tra,
tinh Thira Thién Hué, Viét Nam)

STT Tén thuéc Hoat chét Dang bao Quy céch Tieu | Tudithe | S6 dingky
chinh - Ham ché déng géi chuin | (thang)
lwgng
13 | Mife Plus Misoprostol Vién nén Hop 1vix5 TCCS 36 893110005323
HPMC 1% vién (4 vién
Dispersion nén
tuong duong misoprostol va
Misoprostol 1 vién nén
200mcg; mifepristone)
Mifepristone
(dang
micronised)
200mg




Phu luc Il

DANH MUC 05 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG

KY LUU HANH TAI VIET NAM HIEU LUC 03 NAM - QT 182.1

(Kém theo Quyét dinh s: /OD-OLD ngay27 thang02ndam 2023

132

cua Cuc Quan Iy Duoc)

1. Co sé dang ky: Cong ty ¢6 phan dwoc - trang thiét bi y té Binh Dinh (Bidiphar) (Dia chi: 498 Nguyén
Théi Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh, Viét Nam)
1.2. Co sé san xuét: Cong ty cé6 phan dwoc - trang thiét bj y té Binh Pinh (Bidiphar) (Pia chi: 498 Nguyén
Théi Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh, Viét Nam)

STT | Tén thuéc Hoat chét chinh | Dang bao Quy céch Tiéu Tubi S6 ding ky
- Ham lwong ché dong goi chuan tho
(thang)
1 | Augbidil Amoxicillin (duéi | Bot phahdn | Hop 12 goi; TCCS 24 | 893110005423
250mg/62,5mg | dang Amoxicillin | dich uéng Hop 20 goi

trihydrat) 250mg;
Acid clavulanic
(dudi dang
Potassium
clavulanate with
silicon dioxide
(1:1)) 62,5mg

2. Co s6 ding ky: Cong ty co phan dwgc Enlie (Dia chi: Duong NA6, KCN My Phudc 2, phudong My Phudc,
thi x4 Bén Cat, Binh Duong, Viét Nam)
2.1. Co sé san xuit: Cong ty cé phan dwoc Enlie (Dia chi: Duong NA6, KCN My Phudc 2, phudng My Phudc,
thi x4 Bén Cat, Binh Duong, Viét Nam)

STT | Tén thuéc Hoat chat chinh | Dang bao Quy céch Tiéu Tudi S6 diang ky
- Ham lwong ché dong goi chuén tho
(thang)
2 Enladold Paracetamol Thubc bot Hop 20 goi; TCCS 36 893100005523
325mg; uéng Hop 50 goi;
Clorpheniramin Hop 100 goi x
maleat 2mg 39

3. Co sé diing ky: Cong ty Co phan Dwoc pham Boston Viét Nam (Dia chi: S6 43 duong s6 8, KCN Viét Nam
- Singapore, phuong Binh Hoa, TP. Thuan An, Binh Duong, Viét Nam)
3.1. Co sé san xuit: Cong ty Co phan Dwgc pham Boston Viét Nam (Dia chi: S6 43 duong s 8, KCN Viét
Nam - Singapore, phuong Binh Hoa, TP. Thuan An, Binh Duong, Viét Nam)

STT | Tén thuéc Hoat chat chinh | Dang bao Quy céach Tiéu Tudi S6 ding ky
- Ham lugng ché dong géi chuin tho
(thang)
3 Cefdinir MJi g6i 1,59 Cbm pha hdn | Hop 20 goi x TCCS 24 893110005623
suspension chtra: Cefdinir dich uéng 1,5g; Hop 24
125mg goi x 1,5¢;

Hop 30 gdi x
1,59




4. Co sé ding ky: Cong ty c¢6 phan New INN Vigt Nam (Bia chi: Tang 2, Khu nha Hn hgp HH1, khu nha &
Duc Thuong, Québc 16 32, thdn Cyu Quan, x3 DPac Thuong, huyén Hoai Puc, Thanh phé Ha Nai, Viét Nam)

4.1. Co sé san xuit: Cong ty cé phan dwec phim Trung wong 2 (Pia chi: L6 27, khu céng nghiép Quang
Minh, thi trin Quang Minh, huyén Mé Linh, thanh phé Ha Noi, Viét Nam)

STT | Tén thudc Hoat chat Dang bao ché Quy cach Tiéu Tuoi S6 diang ky
chinh ' Ham déng goi chuan tho
lwrong (thang)
4 0za-100 Urea C-13 Vién nén Hop 5 vix 2 TCCS 36 893110005723
100mg vién; Hop 1 vi
x 10 vién

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

X& Xuan Théi Dong, Huyén Hoc Mon, Tp. H6 Chi Minh, Viét Nam, Viét Nam)

5.1. Co sé sanxuat: Cong ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Pja chi: S6 40 dai 16 Ty Do,
Khu cdng nghi¢p Viét Nam - Singapore, Phuong An Pha,Thi x& Thuan An, Tinh Binh Duong, Viét Nam)

STT | ~Tén thuéc Hoat chat Dang baoché | Quy cach Tiéu Tubi S6 diang ky
chinh - Ham déng goi chuin tho
lwong (thang)
5 Stadfovir 25 Tenofovir Viénnénbao | Hop3vix10 | TCCS 24 893110005823

alafenamide phim vién

(dudi dang

Tenofovir

alafenamide

fumarate 28 mg)
25mg
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