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QUYET PINH

] Vé viéc ban hanh danh myc 13 thudc nwéc ngoai
dwoc cap, gia han giay dang ky lwu hanh tai Viét Nam - Dot 110.3

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Duoc so 105/2016/0H13 ngay 06/4/2016;
Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy

dinh chirc ndng, nhiém vu, quyén han va co cdu té chire ciia Bo Y té;

Can cir Quyét dinh s6 7868/0D- -BYT ngay 28/12/2018 cua Bo truong Bo Y
té quy dinh chirc nang, nhiém vy, quyén han va co cau té chire ciia Cuc Qudn 1y
Duegc thude BS Y té;

~ Can cir Thong te 0 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truong Bo Y
te quy dinh viéc dang ky lwu hanh thuoc, nguyén liéu lam thuoc;

Can cir y kién cua Hoi c?’éng tw van cdp gidy dang ky lwu hanh thudc,
nguyén liéu lam thuoc - Bo Y té;
Theo dé nghi ciia Trudng phong Ping ky thuéc - Cuc Qudn 1y Duorc.
QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 13 thudc nudc
ngoai dugc cap, gia han gidy dang ky luu hanh tai Viét Nam - Dot 110.3, bao
gom:

1. Danh muc 05 thudc nudc ngoai dugce cap gidy dang ky luu hanh hiéu
luc 05 nam - Dot 110.3 (zai Phu luc | kem theo).

2. Danh muc 03 thuc nudc ngoai duoc cip gidy dang ky luu hanh hiéu
luc 03 nam - Dot 110.3 (tai Phu luc 11 kém theo).

3. Danh muyc 05 thudc nudc ngoai dugc gia han gidy dang ky luu hanh
hiéu luc 05 nam - Dot 110.3 (tai Phu luc 111 kém theo).

Picu 2. Co s& san xuét va co s¢ dang ky thude co trach nhiém:

1. Cung cap thudc vao Viét Nam theo ding cac h§ so tai liGu da dang ky
v6oi BO Y té va phai in hoac dan so dang ky dugc BO Y t€ cap 1én nhén thudc.

2. Chap hanh day du phap lut cia nuéc CHXHCN Viét Nam va céc quy
dinh cua ]?3(3 Y t€ vé€ nhap khau thude va luu ha‘mh thudc tai Viét Nam, néu c6 bat
ctr thay doi gi trong qua trinh luu hanh thudc ¢ nude so tai va 6 Viét Nam thi
phai bao cao ngay cho Cuc Quan ly Dugc - Bo Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chét lugng cua thude theo quy dinh



tai Thong tw s0 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y t& quy
dinh vé chat lugng thude, nguyén li¢u lam thuoc.

4. Cap nhat nhan thubc va to hudng dan st dung thude theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cta Bo truong Bo Y té quy dinh
ghi nhan thudc, nguyén liéu lam thudc va to huéng dan sir dung thude theo hinh
thic thay doi, bd sung gidy diang ky lwu hanh thubc quy dinh tai Thong tu
08/2022/TT-BYT ngay 05/9/2022 ciia Bo truong Bo Y té dbi véi thude chua cap
nhat ndi dung nhén thude, to huéng dan st dung thude theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ctia B trudng Bo Y té, cu thé nhu sau:

a) DPdi véi thude thude danh muc thude doc va nguyén liéu doc lam thube
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua B0 truong Bo
Y té vé viéc ban hanh danh muc thude doc va nguyén li¢u doc lam thude: chi
dugc luvu hanh sau khi cap nhét theo quy dinh tai diém b Khoan 1 Piéu 37
Thong tu s6 01/2018/TT-BYT.

b) Df)i véi cac thude khac phai thyc hién viéc cap nhat nay trong thoi han
12 thang ke tir ngay duoc cap gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc
gia han glay dang ky luu hanh tai Phu luc 111 c6 thay d6i vé noi dung hanh chinh
(bao gom cd mdu nhan va to: hudng dan sir dung) phai nhép khau, luu hanh véi
cac noi dung da duge phé duyét thay doi trong hd so dang ky gia han.

6. Phdi hop véi cac co sé diéu tri dé thuc hién theo dung cac quy dinh
hién hanh vé thude ké don, theo ddi an toan, hiéu qua, tdc dung khong mong
mudn cua thude trén nguol Viét Nam va tong hop, bao cio theo quy dinh tal
Diéu 5 Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 cia Bo truong BO Y té
quy dinh viéc dang ky luu hanh thude, nguyén liéu 1am thudc ddi véi cac thude
thudc Danh muc tai Phu luc 1l ban hanh kém theo Quyét dinh nay.

7. Co 0 dang ky phai dam bao duy tri diéu kién hoat dong cua co so dang
ky trong thoi gian hi€u luc cua gidy dang ky luu hanh thudc, nguyén liéu lam
thudc. Trong trudng hop khong con dap umg du diéu kién hoat dong, co s¢ ding
Ky phai c6 trach nhiém thuc hién thay doi co s dang ky theo quy dinh tai Thong
tu s6 08/2022/TT-BYT ngay 05/9/2022 cta Bo truong Bo Y té trong thoi han 30
ngay ké tir ngay co s ding ky khong con du diéu kién hoat dong.

8. Co so dang ky thuoc phai bao cao BO Y té vé cap nhat tinh trang dap
tmg Thyc hanh tbt san Xuat cua Co sO san xuat thude, nguyen liéu lam thude.
Truong hop Co s6 san xuét bi thu hdi gidy phép san xuat hodc khong dap tmg
Thuc hanh t6t san xuét thudc, nguyén liéu 1am thudc ¢ nudc so tai, co so phai
thue hién viée bao cdo trong thoi han 15 ngay ké tir ngay co théng béo cua co
quan quan 1y c6 thAm quyén nudc so tai theo quy dinh tai diém d khoan 1 Biéu
100 Nghi dinh s6 54/2017/NB-CP ngay 08/5/2017 cia Chinh phu quy dinh chi
tiét mot s6 diéu va bién phap thi hanh Luat Duogc.

9. Céc thudc dugc gia han gidy dang ky luu hanh tai Phy luc III Quyét



dinh nay duoc tiép tuc su dung sO dang ky da cap trudc khi gia han trong thoi
han t0i da 12 thang ke tir ngay dugc cap so dang ky gia han theo quy dinh tai
Phu luc VI ban hanh kém theo Théng tu s6 08/2022/TT-BYT.

Piéu 3. Quyét dinh ¢ hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc So Y té cac tinh, thanh phd truc thudc trung uwong, giam
doc nha san xuat va co so dang ky c6 thuoc tai Diéu 1 chiu trach nhiém thi hanh
Quye¢t dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- BY truong (dé ble);

- TTr. B6 Xuan Tuyén (de b/c); o]
- Cuc Quan 'Y - Bo Quéc phong, Cuc Y té - Bo Conga “\
an; Cuc Y té GTVT - Bo Giao thong van tai; Tong
Cuc Hdi quan - Bg Tai chinh; ,
- Bao hiém X4 hoi Viét Nam; = X .

_ B Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Vii Tuan Cuong
Thanh tra Bo.

- SO Y té cac tinh, thanh phd tryc thudc Trung wong;

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

- Tong Cong ty Duoc VN-CTCP; Cac Cong ty XNK

dugc pham;

- Céc Bénh vién & Vién c6 giuong bénh truc thude

BYT,;

- Céac phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, DKT (10b).

= CUC TRUONG




(Ban hanh kém theo quyér dinh s¢: ...13

Phu luc |

DANH MUC 05 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POQT 110.3

7...../0D-QLD, ngay9l../03./2023cua Cuc Qudan Iy Duroc)

STT
1)

Tén thuéc

(2)

Hoat chat chinh —
Ham lwgng

®)

Dang bao
che

(4)

Quy cach
dong goi
(©)

Tiéu
chuan

(6)

Tudi the
(théng)
()

S6 ding ky
8

1. Co sé dang ky: JW Pharmaceutical Corporation (bia chi: 2477, Nambusunhwan-ro, Seocho-gu,

Seoul, Korea)

1.1. Co sé san xuat: JW Life Science Corporation (Bja chi: 28, Hanjin 1-gil, Songak-eup, Dangjin-si,
Chungcheongnam-do, Korea)

JW
Paracetamol
1g/100ml

Paracetamol
1g/100ml

Dung dich
tiém truyen

Thung chaa
20 tai x 100
ml

NSX

24

880100005923

2. Co sé dang ky: Pfizer (Thailand) Limited (Pja chi: No. 323 United Center Building, Floors 36th and
37th, Silom Road, Silom Sub-district, Bang Rak District, Bangkok Metropolis, Thailand)
Hospira Inc., (bia chi: Highway 301 North, Rocky Mount, NC 27801, USA)

2.1. Co sé San xuit:

Precedex

Dexmedetomidine
200meg/2ml (dudi
dang
Dexmedetomidine
hydrochloride)

Dung dich
dam dac pha
dung dich
truyén

Hop 5 lo x 2
ml

NSX

24

001114006023

3. Co sé dang ky: Pharmaunity Co., Ltd (Pja ch:: 74, Sejong-daero, Jung-gu, Seoul, Korea)

3.1. Co sé san xuat: Dae Han New Pharm Co., Ltd (Pja chi: 66, Jeyakgongdan 1-gil, Hyangnam-eup,
Hwangseong-si, Gyeonggi-do, Korea)

3 Pirimas Inj Piracetam, Mdi ong Dung dich | Hop 10,6ng NSX 36 880110006123
5ml chira Piracetam tiém x 5ml/ong
1g
3.2. Co sé san xuat: Whan In Pharm. Co., Ltd (Pja chi: 50 Gongdan-ro, Anseong-si Gyeonggi-do,
Korea)
4 Dronel Tablet | Risedronate Sodium Vién nén Hop1vix4 NSX 36 880110006223
35mg 35mg (dudi dang bao phim vién
Risedronate Sodium
monohydrate
37,07mg)

4. Co sé dang ky: Sanofi-Aventis Singapore Pte. Ltd. (Pja chi: 38 Beach Road, #18-11, South Beach
Tower, Singapore (189767), Singapore)
4.1. Co sé san xuat: Sanofi S.p.a. (Pia chi: S.S. 17 Km 22, 67019 Scoppito (AQ), Italy)

5 Birogogyl Spiramycin 1,5MIU, Vién nén Hop 1 vi x NSX 36 800110006323
Metronidazole bao phim 10 vién nén
250mg bao phim
Ghi cha:

1. Céach ghi tiéu chuan chatr lwong thudc tai cét (6):
- Nha san xudt (NSX), Tiéu chuan nha san xuat (TCNSX), Tiéu chudn co s (TCCS), In-house c6 y nghia tuong duong

nhau, 1 tiéu chudn chat luong thudc do co sé san xudt xay dung va déu c6 thé duroc ghi trén nhan thuac.

- Céch viét tat cac tiéu chuan chdt heong duwoc dién: Duwoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duoc dién
My (USP), Dugc dién Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Duge dién Chau du (EP), Duoc dién Quoc té

(1P)...

2. S6 dang ky tai cot (8) la so dang ky dwot cap theo quy dinh tai Phy luc VI Thong tw 08/2022/TT-BYT ngay
05/09/2022 ciia B¢ trieong BG Y té quy dinh viée dang ky heu hanh thuoc, nguyén liéu 1am thuac.

1




Phu luc 11

DANH MUC 03 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POQT 110.3

(Ban hanh kém theo quyét dinh sé: ...137...../0P-QLD, ngay 0.1../03../2023ciia Cuc Qudn 1y Duoc)

] Hoat chat chinh — Dang | Quycéach | Tiéu | Tuditho ]
STT Tén thuoc Ham lugng bao che déng goi | chuan | (thang) So dang ky
1) ) @) (4) ®) (6) @) (8)

1. Co sé diang ky: Biopharm Chemicals Co., Ltd. (Pia chi: No. 55, Sukhumvit 39, Phrom Phong Alley,
Sukhumvit Road, Khlong Tan Nuea Sub-District, Vadhana District, Bangkok Metropolis, Thailand)

1.1. Co s& san xuit: Biolab Co., Ltd. (Pja chi: 625 Soi 7A Bangpoo Industrial Estate, Sukhumvit Road,
Moo 4, Prakasa, Muang, Samutprakarn 10280, Thailand)

Calvin Plus

Calci carbonat (tuong
duong 600mg Calci)
1500mg; Mangan sulfat
(tuong duong 1,8mg
Mangan) 6,65mg;
Magnesi oxid (twong
duong 40mg Magnesi)
80mg; Kém oxid (twong
duong 7,5mg Kém)
11,2mg; Bong (1) oxid
(twong dwong 1mg
pong) 1,5mg;
Cholecalciferol (vitamin
D3) (loai 100 000 1U/g,
twong duong 200 [U
Cholecalciferol) 3,0mg;
Natri borat (twong
duong 250ug Boron)
4,0mg;

Vién nén
bao phim

Hop 1 1o 60
vién; hop 1
lo 30 vién

NSX

36

885100006423

2. Co s6 ding ky: Cong ty ¢ phan dugc pham Tenamyd (Pja chi: L6 YO - 024 Puong Tan Thugn,
KCN/KCX Tan Thugn, P. Tan Thugn DPéng, Quan 7, Tp. Ho Chi Minh, Viét Nam)
2.1. Co sé san xuat: KRKA, D.D., Novo Mesto (Pia chi: SmarjeSka cesta 6, 8501 Novo mesto, Slovenia)

2

Elernap
10mg/10mg

Enalapril maleat 10mg
(twong duong voi
7,64mg Enalapril);

Lercanidipin
hydrochlorid 10mg

(twong duong 9,44mg

Lercanidipin)

Vién nén
bao phim

Hop 3 vi x
10 vién

NSX

36

383110006523

Elernap
20mg/10mg

Enalapril maleat 20mg
(twong duong voi
15,29mg Enalapril);
Lercanidipin
hydrochlorid 10mg
(twong duong 9,44mg
Lercanidipin)

Vién nén
bao phim

Hop 3 vi x
10 vién

NSX

36

383110006623

Ghi chu:

1. Cach ghi tiéu chuan chat lwong thudc tai cot (6):

- Nha sdn xuat (NSX), Tiéu chudn nha san xuat (TCNSX), Tiéu chudn co so (TCCS), In-house c6 y nghia tuong dwong

nhau, 12 tiéu chudn chdt lwong thude do co sé san xudt xay dung va déu cé thé dwoc ghi trén nhan thudc.




- Céch viét tat cac tiéu chuan chdt heong duwoc dién: Duoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duoc dlen
My (USP), Duge dién Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Duge dién Chau du (EP), Dwoc dién Quac té

(1P)...

2. S6 ding ky tai cot (8) 1a s6 ddang ky duoc cdp theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT ngay
05/09/2022 cua B trudng Bo Y té quy dinh viée dang ky heu hanh thuoc, nguyén li¢u lam thuoc.



Phu luc 111

DANH MUC 05 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 110.3

(Ban hanh kém theo quyét d@inh sé: .137......./OP-QLD, ngay°L../03./2023.ciia Cuc Qudn Iy Duroc)

) . S6 ding ky $6

] Hoat chat chinh - Dang Quy céch Tiéu Tuoi gia han lan

STT | Tén thuoc Ham lwong bao che déng goi | chuan tho (So dang ky gia
(théng) da cap) han

1) (2) @) (4) ©) (6) () (8) 9)

1. Co sé ding ky: Cong ty TNHH Dwoc pham Shinpoong Daewoo (Bja chi: So 13, Puong 9A, Khu
cong nghiép Bién Hoa II, Phuong An Binh, Thanh pho Bién Hoa, tinh Hong Nai, Viet Nam)
1.1. Co sé san xuat: Shin Poong Pharm Co., Ltd. (Pja chi: 7 Wonsi-ro, Danwon-gu, Ansan-si, Gyeonggi-

do, Korea)
1 Hyasyn forte Natri hyaluronat Thudc Hop 3 Bom | NSX 36 880110006723 | 01
20mg tiém tiém x 2ml, (VN-16906-13)
(Dung nap san
dich
tiém)

2. Co sé dang ky: Daewoong Pharmaceutical Co., Ltd. (bia chi: 35-14, Jeyakgongdan 4-gil, Hyangnam-
eup, Hwaseong-si, Gyeonggi-do, Korea)

2.1. Co s& san xuat: Daewoong Pharmaceutical Co., Ltd. (Pja chi: 35-14, Jeyakgongdan 4-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

2 Grafort Dioctahedral hSn,dich Hop 20 G6i | NSX 36 880100006823 01
smectite uong x 20ml, Goi (VN-18887-15)
(Diosmectite)/3g nhom

3. Co s6 diang ky: Glenmark Pharmaceuticals Ltd. (Pja chi: B/2, Mahalaxmi Chambers, 22 Bhulabhai
Desai Road, Mumbai - 400 026, India)

3.1. Co sé san xuéat: Glenmark Pharmaceuticals Ltd. (Pbia chi: Plot No. E-37, 39, D-Road, MIDC,
Satpur, Nashik — 422 007, Maharashtra State, India

3 Saferon Sat nguyén to (dudi Sird Hop 1 Chai | NSX 30 890100006923 | 01
dang phirc hop Sit x 100ml (VN-19664-16)
(11) hydroxid
polymaltose)
50mg/5mi

4. Co sé dang ky: JW Pharmaceutical Corporation (Pja chi: 2477, Nambusunhwan-ro, Seocho-gu,
Seoul, Korea, Korea)

4.1. Co sé san xuat: JW Pharmaceutical Corporation (Bja chi: 56, Hanjin 1-gil, Songak-eup, Dangjin-
si, Chungcheongnam-do, Korea)

4 Choongwae Imipenem (tuong Bot pha Hop 10 Lo NSX 24 880110007023 | 01
Prepenem duong imipenem | dung dich (VN-20532-17)
500mg khan 500mg) tiém
530mg, Cilastatin | truyén
natri (tuong duong
cilastatin 500mg)

5. Co sé¢ dang ky: Otsuka Pharmaceutical Co., Ltd. (Pja chi: 2-9 Kanda-Tsukasamachi, Chiyoda-ku,
Tokyo, Japan)

5.1. Co sé san xuat: Korea Otsuka Pharmaceutical Co., Ltd. (Pja chi: 27, Jeyakgongdan 3-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

5 Pletaal Cilostazol 50mg Viénnén | Hop10vix | JP17 36 880110007123 | 01
tablets 50mg 10 vién (VN-20591-17)




Ghi chu:

1. Cach ghi tiéu chuan chat liong thuoc tai cét (6):

- Nha sdn xuat (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co s (TCCS), In-house cé y nghia twong dicong
nhau, Ia tiéu chudn chdr luong thudc do co so sdn xudt xay dung va déu c6 thé duoc ghi trén nhan thudc.

- Céch viét tat cac tiéu chuan chdt heong dwoe dién: Duwoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duoc a"‘zen
My (USP), Duge dién Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Duge dién Chau du (EP), Duoc dién Quac té

(IP)...

2. S6 dang ky tai cét (8):

- S6 dang ky gia han 14 s6 dang ky dioc cap theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT ngay 05/09/2022
ciia Bé trueeng B Y té quy dinh viée dang ky heu hanh thuéc, nguyén liéu lam thudc.

- S6 ding ky dd cap (dwoc ghi trong ngodc don) la sé dang ky da dwot cap truéc khi thude dicoc gia han theo quyét
dinh nay.

- Céc thUOc da dwoc cdp s6  dang ky lan dau trude ngay 01 thang 01 nam 2023 duoc gia han glay dang ky lwu hanh
thi dueoc tiép tuc su dung s6 dang ky di cdp trweéc khi gia han trong thoi han t6i da 12 thang ké tir ngay dwoc cap so
ddang ky theo cdu tric mai.
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