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Vé viéc ban hanh danh muc 182 thudc nwée ngoai
dwgc gia han gidy dang ky lwu hanh tai Viét Nam - Dot 113

CUC TRUOGNG CUC QUAN LY DUQC
Cén etk Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;
Cén cit Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phi quy

_ dinh chikc ndng, nhiém vu, quyén han va co cau 16 chitc ciia BY Y té;

Céin cir Quyét dinh s6 7868/QD -BYT ngay 28/12/2018 cua B¢ triwong Bo ¥
1¢ quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chike ciia Cyc Quadn Iy
Dugc thuje B Y té;

Cen cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B§ trucng Bo Y
16 quy dinh viéc déing ky luu hanh thude, nguyén liéu lam thuéc;

Cén civ y kién ciia Hpi dong tw vén cdp gidy ding ky luu hanh thuoc,
nguyén liéu lom thuéc - B6 Y té;

Theo dé nghi ciia Truéng phong Déing ky thuéc - Cuc Quan Iy Duge.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 182 thuoc nudce
ngoai dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot 113, bao gdm:

1. Danh muc 166 thuéc nude ngodi duge gia han gidy dang ky luu hanh
hiéu lyc 05 nam - Dot 113 (tai Phu luc I kém theo).

2. Danh muc 12 thudc nuéc ngoai dugc gia han gidy dang ky luu hanh
hiéu luc 03 ndm - Dot 113 (tgi Phu luc I1I kém theo).

3. Danh myc 04 thuéc nude ngoai dugce gia han gidy dang ky luu hanh

dén 31/12/2025 - Dot 113 (tgi Phu luc III kém theo).

Pidu 2. Co s san xult va co so dang ky thude c6 trach nhi¢m:

1. Cung cép thude vao Vi¢t Nam theo ding cdc ho so tai li¢u dé dang ky
v6i BO Y té va phai in hodc dan s6 dang ky duge Bo Y té cAp 1én nhan thubc.

2. Chép hanh day do phap luat ciia nude CHXHCN Vigt Nam va cac quy
dinh cta BO Y té vé nhap khéu thudc va luu hanh thude tai Viét Nam, néu c6 bat
ctr thay dbi gi trong qué trinh luu hanh thubc & nude s¢ tai va ¢ Vit Nam thi
phai bdo céo ngay cho Cuc Quan Iy Duge - BO Y t& Viét Nam.

3. Thyec hién viéc cép nhat tiéu chuén chét luong cua thube theo quy dinh



tai Thong tu s6 11/2018/TT-BYT ngdy 04/5/2018 ctia BO truong BO Y € quy
dinh vé chat lugng thudc, nguyén li¢u lam thudc.

4. Thubc duge gia han gidy ding ky Iuu hanh tai Quyet dinh nay nhung
chua ndp hd so cap nhat ndi dung nhan thudce, to hudng dan sir dung thube theo
quy dinh tai Thong tw 01/2018/TT-BYT ngay 18/01/2018 cua B truong Bo Y
t& thi phai thyc hién vi€c cdp nhét theo quy dinh tai diém b Khoan 1 Piéu 37
Thong tu s6 01/2018/TT-BYT trong thdi han 12 théang k& tir ngay duge gia han
gidy ding ky Iuu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh ndy, cac thude dugc
gia han gidy dang ky luu hanh tai Quyét dinh nay c6 thay d6i vé noi dung hanh
chinh (bao gom cd mdu nhén va to huéng dan sir dung) phai nhap khéu, lru
hanh véi cac ndi dung da duoc phé duyét thay ddi trong hd so ding ky gia han.

6. Phéi hop véi céc co s¢ didu trj @& thyc hién theo duing cac quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tic dung khéng mong
mubn cua thube trén ngudi Viét Nam va tdng hop, béo cdo theo quy dinh tai
Didu 5 Thong tu sé 08/2022/TT-BYT ngay 05/9/2022 clia Bo truong By Y té
quy dinh viéc dang ky Iwu hanh thubc, nguyén liéu lam thube dbi véi cac thude
thuéc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co st dang ky phai dam bao duy tri didu kién hoat dong cia co s¢ dang
ky trong thoi gian hiéu lyc cua gidy dang ky luu hanh thude, nguyén liéu lam
thudc. Trong trudng hop khong con dap tmg du diéu kién hoat déng, co sé ding
ky phai c6 trach nhiém thye hién thay déi co s¢ ding ky theo quy dinh tai Thong
t s6 08/2022/TT-BYT ngay 05/9/2022 ciia B truéng BO Y t€ trong thai han 30
ngay ké tir ngdy co s& ding ky khong con du diéu kién hoat dong.

8. Co so dang ky thuoc phai bédo cdo BO Y té v& cép nhat tinh trang dap
tmg Thuc hanh t6t san xuat clia co SO san xuét thudc, nguyén ligu lam thubc.
Trudng hop co s& san xudt bi thu hoi gidy phép san xudt hodc khong dap ting
Thyc hanh t6t san xuét thude, nguyén liéu lam thudc & nuée so tai, co s phai
thye hién viée bao cdo trong thoi han 15 ngay ké tir ngay cé théng bao ciia co
quan quan 1y ¢6 thim quyén nu6e so tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phti quy dinh chi
tiét mot sb diu va bién phép thi hanh Luét Duoc.

9. Déi v6i thube ¢ sb thi tir 29 tai Phu luc I c6 dé nghi thay d6i mau
nhén, huéng dan str dung trong hd so ding ky gia han: Co s ding ky thuc hién
thi tuc d& nghi thay d6i mAu nhan, t& huéng dan sir dung theo hinh thirc dang ky
thay ddi bo sung sau khi Quyét dinh nay c6 hiéu lyc.

Bleu 3. Cac thuoc dugc gia han glay dang ky Iuu hanh tai Quyét dinh L nay
duoc tiép tuc sir dung sé dang ky da cap trude khi gia han trong thoi han tdi da

12 thang k& tir ngay duoc cap s6 dang ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Thong tur s6 08/2022/TT-BYT.

Pidu 4. Quyét dinh c6 hidu luc ké tir ngay ky ban hanh.



Pidu 5. Giam dbc S¢ Y té céc tinh, thanh phd truc thude trung wong, gidm
doc nha san xuat va co s dang ky c¢6 thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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- Luu: VT, BKT (10b).



DANH MUC 166 THUOC NUGC NGOAI PUGC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh keém theo quyét dinh so: ..228...../OD-QLD, ngay 03.04./2023 ciia Cuc Qudn Iy Duoc)

Phu luc I

TAI VIET NAM HIEU LUC 5 NAM - POT 113

STT | Tén thudc | Hoat chAtchinh | Dang | Quycich | Tiéu | Tudi S6 dang ky Sb
—Ham lwgng | baoché | dénggéi | chudn | tho gia han lAn
(thang) | (S6 dingky | gia
: da cap) han
(1 2) 3) “@ (6)] (6) (7 (8) ®
1. Co s& diing ky: A. Menarini Singapore Pte. Ltd. (Pja chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co s& san xuit: ACS Dobfar S.p.A. (Pia chi: Via Laurentina Km 24, 730 - 00071 Pomezia
(Romay), Italy)

1 Ceclor Cefaclor Cém pha | Hop 1 lo NSX 24 800110067023 01
125mg/5ml (du6i | hdn dich | 30ml, (VN-15935-12)
dang cefaclor uong 60ml
monohydrate)

1.2. Co s& san xuit: GE Healthcare Ireland Limited (Dia chi: IDA Business Park Carrigtohill, Co
Cork, Ireland)

2 Omnipaque | Iohexol Dung Hép 10 NSX 36 539110067123 01
755mg/ml tuong | dich tiém | chai x (VN-20358-17)
duong Tod 100ml
350mg/ml

3 Omnipaque | lohexol Dung Hép 10 NSX 36 539110067223 01
647mg/ml tuong | dich tiém | chai x (VN-20357-17)
duong lod 100ml
300mg/ml

2. Co 6 ding ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUQ Tower Singapore 189352, Singapore)
2.1. Co s& san xudt: Abbott Biologicals B.V. (Dja chi: Veerweg 12, 8121 AA Olst, The Netherlands)

4 Duphalac Lactulose Dung Hép 20 NSX 24 870100067323 01
10g/15ml dich goi X (VN-20896-18)

uobng 15ml.
Chai
200ml,
500ml,
1000ml.

5 Duphaston | Dydrogesterone Viénnén | Hop 1 vix | NSX 60 870110067423 01
10mg bao phim | 20 vién (VN-21159-18)

6 Femoston 17B-Estradiol Viénnén | Hop 1 vix | NSX 36 870110067523 01

1/10 Img; bao phim | 28 Vién (VN-18648-15)
Dydrogesterone
10mg




STT | Ténthudc | Hoatchatchinh | Dang | Quycéach | Tiéu | Tuédi S6 diang Ky S6
—Ham lwong | baoché | dénggéi | chuan | tho gia han lan
(thang) | (Sé dangky | gia
da cap) han
1) 2) ®3) (4) ®) (6) () (8) )
62. Co sé dang ky: Santen Pharmaceutical Asia Pte. Ltd. (Dia chi: 6 Temasek Boulevard, #37-01,
Suntec Tower Four, Singapore 038986, Singapore)
62.1. Co sé san xuat: Santen Pharmaceutical Co., Ltd. - Nha may Noto (Pia chi: 2-14, Shikinami,
Hodatsushimizu-cho, Hakui-gun, Ishikawa, Japan)
138 | Alegysal Pemirolast kali | Dung dich | Hop 1 Lo x NSX | 36 499110080723 | 01
Smg/5mi nho mat Sml (VN-17584-13)
139 | Kary Uni Pirenoxin Hén dich Hop 1 Lo X NSX 36 499110080823 01
0,25mg/5ml nho mat | 5ml (VN-21338-18)
140 | Taflotan-S | Tafluprost Dung dich | Hop 3 Tui NSX | 36 499110080923 | 01
4,5pu9/0,3ml nho mat nhom x 10 Lo (VN2-424-15)
x 0,3ml
63. Co sé dang ky: Standard Chem. & Pharm. Co., Ltd. (bia chi: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055, Taiwan)
63.1. Co s& san xuét: Standard Chem. & Pharm. Co., Ltd. (Bja chi: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055, Taiwan)
141 | Bisolota F.C. | Bisoprolol Viénnén |Hop10vix 10 | NSX | 24 471110081023 01
Tablets 5mg | hemifumarate | bao phim | vién (VN-16058-12)
smg
142 | Levocozate Levocetirizin | Viénnen | Hop 10 vix 10 | NSX | 36 471100081123 | 01
F.C. Tablets | dihydroclorid | bao phim | vién (VN-20630-17)
5mg 5mg
143 | Omelupem Omeprazole Bot dong | Hop 1 lo; Hop | NSX 24 471110081223 01
I.V. Infusion | (duéi dang kho pha | 16n chua 10 (VN-16377-13)
40mg Omeprazole tiém hop nho, 1
sodium) 40mg lo/hdp nho
144 | Tilatep for Teicoplanin Botdong | Hop 1lobot+ | NSX | 36 471115081323 01
l.V. Injection | 200mg kho pha | 1 6ng nudc cat (VN-20631-17)
200mg tiém pha tiém 3ml
64. Co sé dang ky: Sun Pharmaceutical Industries Limited (Pja chi: UB Ground, 5 & AMP; 6th
floors, Sun House, CTS No. 201, B/1, Ram Nagar, Western Express Highway, Goregaon East, Mumbai,
400063, Maharashtra, India)
64.1. Co sé san xuit: Sun Pharmaceutical Industries Ltd. (Pia chi: Halol-Baroda Highway, Halol-
389 350, Dist. Panchmahal, Gujarat State, India)
145 | Pantocid IV | Pantoprazol (dudi | Botdong | Hop 1lo | NSX 24 890110081423 01
dang Pantoprazol | kho pha bot dong (VN-17792-14)
natri tiém khé + 1
sesquihydrat) lo 10 ml
40mg dung moi
NaCl
0,9%

24




STT | Ténthudc | Hoatchatchinh | Dang | Quycéach | Tiéu | Tuédi S6 diang Ky S6
—-Ham lwong | baoché | dénggoéi | chuan | the gia han lAn
(thang) | (Sé dangky | gia
da cap) han
1) 2) ®3) (4) ©) (6) () (8) )
165 | Forair 125 | Salmeterol (dudi | Thudc Hop 1 NSX 24 890110083423 01
dang Salmeterol | xit phun | binh xit (VN-15746-12)
xinafoate) 25mcg; | mu 120 lieu
Fluticasone
propionate
125mcg
166 | Forair 250 | Salmeterol (dudi | Thudc Hop 1 NSX 24 890110083523 | 01
dang Salmeterol | xit phun | binh xit (VN-15747-12)
xinafoate) 25mcg; | mu 120 lieu
Fluticasone
propionate
250mcg
Ghi chu:

1. Céch ghi tiéu chuan cha lwong thuoc tai cét (6):

- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house cé y
nghia twong dwong nhau, la tiéu chudn chdt lwong thude do co sé san xudt xay dung va déu c6 thé

ot ghi trén nhan thuéc.

- Céach viét td'tvcéc tieu chudn chdat h‘)rong duwgc dién: Duoc dié[l Viét Nam (DBV]\T), Duoc dz;én Anh
(BP), Duoc dien My (USP), Duoc dien Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Duoc diéen Chau

du (EP), Dugc dién Quoc té (IP)...
2. So dang ky tai cot (8):

- S6 dding ky gia han 14 sé ding ky duocC cap theo quy dinh tai Phy luc VI Thong tw 08/2022/TT-BYT
ngay 05/09/2022 cua Bg truong Bo Y té quy dinh viée dang ky luu hanh thuoc, nguyén li¢u lam thuoc.
- So dang ky da cap (dwoc ghi trong ngodc don) la so dang ky da dwoc cap truoc Khi thuoc duoc gia

han theo quyér dinh nay.
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