BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phuc
Sb: 322 /QP-QLD Ha Néi, ngay 17 thang 06 ndm?2022
QUYET PINH

V& viéc cong bd Danh muc thudc biét dwge goc - Pot 1 nim 2022

CUC TRUONG

Can cir Ludt Dwoc s6 105/2016/QH13 ngay 06/04/2016;

Can cir Nghi dinh 54/2017/ND-CP ngay 08/05/2017 ciia Chinh phii quy dinh chi tiét
mot sé diéu vé bién phap thi hanh Ludt Dwoc,

Can cit Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii sira doi mot
s6 quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi quan 1y nha nuéce
ciia Bo Y té;

Can cit Nghi dinh s6 75/2017/NP-CP ngay 20/6/2017 ciia Chinh phii quy dinh chirc
nang, nhiém vu, quyén han va co cdu t6 chire ciia B Y té;

Can cir Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia B trucng Bo Y té quy
dinh viéc ding ky luu hanh thuoc, nguyén liéu lam thudc;

Can cir Thong tw s6 23/2021/TT-BYT ngay 09/12/2021 ciia BY Y té sira doi, bo sung
mét s6 van ban quy pham phdp ludt do B truéng Bo Y té ban hanh;

Can cir Quyét dinh s6 7868/0P-BYT ngay 28/12/2018 cia Bé truong B Y té quy
c’l’mh chirc nang, nhiém vu, quyén han va co cau t6 chire ciia Cuc Quan ly Duoc thuoc Bo
Yte;

Theo dé nghi cua Trieong phong Phong Pang ky thuéc - Cuc Qudn Iy Duoc.

QUYET DPINH:

Piéu 1. Cong bd Danh muc thude bjét duoc géc - Bot 1 nam 2022, gém 30 thude
tai Phu luc kém theo Quyét dinh nay, cu thé:

- Phu luc I: Danh muc 27 thude biét duge géc dugc phé duyét thay ddi, bd sung giéy
dang ky luu hanh.

- Phu luc II: Danh muc 03 thudc biét duoc géc dugc gia han giéy dang ky Iuu hanh.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam dég S&'Y té cac tin}l, thanh phé truc thudc Trung wong, cac co s¢ kin,h
doanh dugc va Giam doc co s ¢d thudce néu tai Diéu 1 chiu trach nhi¢m thi hanh Quyét
dinh nay./.
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Phu luc I

DANH MUC 27 THUOC BIET DUQC GOC PUQC PHE DUYET THAY POI, BO SUNG GIAY PANG KY LUU HANH - PQT 1 NAM 2022
(Ban hanh kem theo Quyét dinh 56377 /OD-QLD ngay 17 /06 /2022 cua Cuc Quan ly Dwoc)

STT | Tén thudc Hoat chit Ham Quy cach S6 ding ky | Co sé san xuit Pia chi co sé' san xuat Nuéc | Cong van phé
lwong/ dong goi; san duyét thay
Nong dd Dang bao ché xuit | dbi, bo sung
1 Arcoxia Etoricoxib 120mg Hop 3 vix 10 VN-20808-17 | Sén Xuat boi: | Pia chi nha san xuat: Via| Tay | Congvan so
120mg vién, Vién nén Rovi Pharma | Complutense, 140, 28805 | Ban | 18893/QLD-
bao phim Industrial ~ Services, | Alcala de Henares, Madrid; | Nha | PK ngay
S.A (Dia chi dong goi va xuét 29/12/2020
xuéng:  Shotton Lane,
Pong go6i va xuit | Cramlington,
xudng boi:  Merck | Northumberland NE23 3JU,
Sharp & Dohme Ltd. | United Kingdom, Anh)
2 | Arcoxia Etoricoxib 60mg Hop3vix 10 VN-20809-17 | San Xuat boi: | Pia chi nha sadn xuat: Via | Tay | Congvan so
60mg vién, Vién nén Rovi Pharma | Complutense, 140, 28805 | Ban | 18893/QLD-
bao phim Industrial ~ Services, | Alcala de Henares, Madrid; | Nha | DK ngay
S.A (Dia chi déng goi va xuat 29/12/2020
xuéng:  Shotton Lane,
Pong go6i va xuit | Cramlington,
xuéng boi:  Merck | Northumberland NE23 3JU,
Sharp & Dohme Ltd. | United Kingdom, Anh)
3 Arcoxia Etoricoxib 90mg Hop3vix 10 VN-20810-17 | San xuat boi: | Pia chi nha san xuat: Via| Tay | Cong van so
90mg vién, Vién nén Rovi Pharma | Complutense, 140, 28805 | Ban | 18893/QLD-
bao phim Industrial ~ Services, | Alcala de Henares, Madrid; | Nha | PK ngay
S.A (Dia chi dong goi va xuét 29/12/2020
xuéng:  Shotton Lane,
Pong go6i va xuit | Cramlington,
xuéng boi:  Merck | Northumberland NE23 3JU,
Sharp & Dohme Ltd. | United Kingdom, Anh)

4 Cancidas Caspofungin | 50mg Hop 110, Bt | VN-20811-17 | FAREVA Mirabel Route de Marsat, RIOM | Phap | Coéng van so
pha dung dich 63963, Clermont Ferrand 6821/QLD-
tiém truyén Cedex 9 DK ngay

11/06/2021

5 Cancidas Caspofungin | 70mg Hop 1 1o, Bot VN-20658-17 | FAREVA Mirabel Route de Marsat, RIOM | Phap | Cong van so

pha dung dich 63963, Clermont Ferrand 6821/QLD-

tiém truyén

Cedex 9




STT Tén thudce Hoat chit Ham Quy cach S6 ding ky | Co sé san xudt Pia chi co sé san xuat Nuéc | Cong van phé
lugng/ dong goi; san duyét thay
Nong dd Dang bao ché Xuit dbi, b6 sung
bK ngay
11/06/2021
6 Cerebrolysin | Peptide 215,2 Hop 10 ong x QLSP-845-15 | Co sd tron va dong gdi | Pia chi co so tron va dong | Dirc | Cong van sd
(Cerebrolysin | mg/ml 1ml; hop 5 éng so cip: Ever Pharma | gbi so cdp: Otto-Schoot-Str. 17979/QLD-
concentrate) x 5ml; hop 5 Jena GmbH; Co sd& | 15, 07745 Jena, Dtc; Dia bK ngay
215,2 mg/ml ong x 10ml; dong goi thir cap: Ever | chi co s& dong goi thir cép: 07/12/2020
Dung dich tiém, Pharma Jena GmbH; | Briisseler Str. 18, 07747
dung dich dam Co s6 xuét xudng: | Jena, Germany; Dia chi co
ddc pha dung Ever Neuro Pharma | s& xuat xuéng: Oberburgau
dich tiém GmbH 3, 4866 Unterach, am
truyén Attersee, Ao;
7 Curosurf Mbilo 1,5ml | 120mg/1,5 | Hop 11o 1,5ml | VN-18909-15 | Chiesi Farmaceutici | Via San Leonardo 96- Y Cong van so
chira: ml Hoén dich bom S.p.A 43122 Parma, Y 1018/QLD-
Phospholipid dng noi khi DK ngay
chiét xuét tir quan 09/02/2021
phdi lon
120mg
8 Invanz Ertapenem 1g Hop 110 15ml | VN-20315-17 | FAREVA Mirabel Route de Marsat, Riom, | Phap | Congvin s
(duéi dang chua Ig 63963 Clermont - Ferrand 6819/QLD-
Ertapenem ertapenem; Hop Cedex 9, Phap DK ngay
natri) 1g 119 20ml chtra 11/06/2021
1g ertapenem, va Quyét dinh
Bot pha dung s6 265/Qb-
dich tiém QLD ngay
truyén. 11/5/2022
9 Keppra Levetiraceta | 500mg Hop 6 vix 10 VN-18676-15 | UCB Pharma S.A. Chemin du Foriest, Braine- Bi Cong vin sb
m vién nén bao I'Alleud, 1420, Bi 3112/QLD-
phim DK ngay
01/04/2020
10 | Lucentis Ranibizumab | 1,65 Hop 1 bom QLSP-1052- | Vetter = Pharma - | Eisenbahnnstraf3e 2-4, | buc | Congvan so
mg/0,165 tiém dong sin 17 Fertigung GmbH & | 88085 Langenargen; Dia chi 10508/QLD-
ml thude x 0,165 Co. KG (Co s¢ dong | co sé dong goi thu cap: DK ngay
ml, Dung dich go6i thir cép: Alcon- | Rijksweg 14, 2870 Puurs, 14/07/2020

tiém

Couvreur NV)

Belgium




STT Tén thudc Hoat chat Ham Quy cach S6 ding ky | Co s6 san xuit Pia chi co sé' san xuit Nuwée | Cong vian phé
lwong/ dong goi; san duyét thay
Nong dd Dang bao ché xuit | dbi, bo sung
11 | Meiact Cefditoren 200mg Hop2vix 10 VN-18022-14 | Meiji Pharma Spain, | Avda. de Madrid, 94, Alcala | Tay | Cong van so
200mg (duéi dang vién; S.A de Henares, 28802 Madrid | Ban | 15169/QLD-
Cefditoren Vién nén bao Espana, Tay Ban Nha Nha | BK ngay
pivoxil) phim 24/12/2021
12 | Nexavar Sorafenib 200mg Hop 6 vix 10 VN-19389-15 | Bayer AG Kaiser- Wilhelm- Allee, | Puc | Cong van so
vién; Vién nén 51368 Leverkusen 5390/QLD-
bao phim DK ngay
12/04/2019
13 | Norditropin | Somatropin 33 mg/ml | Hop chtra 1 but | QLSP-844-15 | Novo Nordisk A/S Novo  Allé, DK-2880| Dan | Cong van so
NordiFlex 5 tiém bom san x Bagsvaerd Mach | 2486/QLD-
mg/1.5 ml 1,5ml, Dung bK ngay
dich tiém 19/03/2021
14 | Omnipaque | Iohexol Iod Hop 10 chai VN-10687-10 | GE Healthcare Ireland | IDA Business Park, | Ireland | Cong van so
300mg/ml 50ml, 100ml, Limited Carrigtohill, Co. Cork 4922/QLD-
Dung dich tiém DK ngay
05/05/2021
15 | Omnipaque | Iohexol Iod Hop 10 chai VN-10688-10 | GE Healthcare Ireland | IDA Business Park, | Ireland | Cong van so
350mg/ml 50ml, 100ml, Limited Carrigtohill, Co. Cork 4922/QLD-
Dung dich tiém bK ngay
05/05/2021
16 | Primovist Mbi ml chira: | Mdi ml Hop 1 bom VN-21368-18 | Bayer AG MullerstraBe 178, 13353 | Dbuc | Cong van so
Gadoxetate chura: tiém thuy tinh Berlin 1110/QLD-
disodium Gadoxetate | chtra 10ml dung DK ngay
0,25mmol disodium dich tiém; Hop 17/02/2021
tuong duong | 0,25mmol 1 bom tiém
181,43mg tuong nhya chua 10ml
duong dung dich tiém,
181,43mg Dung dich tiém
17 | Remicade Infliximab 100mg Hop 1 1o x QLSP-970-16 | Co so san xuat: Cilag | Pia chi co s& san xuat: | Thuy | Cong vén sd
100mg, Bot pha AG - Co sé xuit | Hochstrasse 201, 8200 Si 24239/QLD-
dung dich dam xudng: Janssen | Schafthausen, Thuy S¥ bK ngay
dic dé pha Biologics B.V. Dia chi co s¢ xuit xudng: 12/12/2016
dung dich tiém Einsteinweg 101, 2333 CB

truyén

Leiden, Ha Lan




STT Tén thudc Hoat chat Ham Quy cach S6 ding ky | Co s6 san xuit Pia chi co sé' san xuit Nuwée | Cong vian phé
lwong/ dong goi; san duyét thay
Nong dd Dang bao ché xuit | dbi, bo sung
18 | Sandostatin | Octreotid 20mg Hop 11o thuéc | VN-20047-16 | Co s san xuat: | Dia chi co s& san xuat: Ao Cong van so
Lar 20mg (duéi dang bot +1 6ng tiém Sandoz GmbH; | Biochemiestrasse 10, 6336 15510/QLD-
octreotid dong san chira Co so dong goi va xuét | Langkampfen - Ao; DK ngay
acetat) dung moi pha xudng: Abbott | Pia chi co s& dong goi va 02/10/2020
tiém, 1 bo Biologicals B.V; | xudt xuéng: Veerweg 12,
chuyén d6i + 1 Co s san xuit dung | 8121 AA Olst, Ha Lan;
miii ti€ém; Bot modi pha tiém: Abbot | Dia chi co sé san Xuét dung
pha tiém Biologicals B.V mdi pha tiém: Veerweg 12,
8121 AA Olst, Ha Lan
19 | Sandostatin | Octreotid 30mg Hop 11o thudc | VN-20048-16 | Co s san xuat: | Dia chi co s& san xuat: Ao Cong van so
Lar 30mg (duéi dang bot +1 6ng tiém Sandoz GmbH; | Biochemiestrasse 10, 6336 15511/QLD-
octreotid dong san chira Co so dong goi va xuét | Langkampfen - Ao; DK ngay
acetat) dung moi pha xudng: Abbott | Pia chi co s¢ dong goi va 02/10/2020
tiém, 1 bo Biologicals B.V; | xudt xuéng: Veerweg 12,
chuyén d6i + 1 Co s san xuit dung | 8121 AA Olst, Ha Lan;
miii tiém, Bt modi pha tiém: Abbot | Dia chi co sé san Xuét dung
pha tiém Biologicals B.V moi pha tiém: Veerweg 12,
8121 AA Olst, Ha Lan
20 | Solu-Medrol | Methylpredni | 125mg Hop 25 1o Act- | VN-15107-12 | Pharmacia and Upjohn | 7000 Portage Road, | My | Coéngvan sd
solone O-Vial 2 ml; Company LLC Kalamazoo, Michigan (MI) 6205/QLD-
hemisuccinat Bot v6 khuan 49001, United States (USA) DK ngay
pha tiém 01/06/2021
21 | Stivarga Regorafenib | 40mg Hop 110 28 VN3-3-15 Bayer AG Kaiser-Wilhelm- Allee, | buc | Congvan so
vién, hop 3 lo 51368 Leverkusen, Puc 15124/QLD-
28 vién; Vién DK ngay
nén bao phim 02/08/2018
22 | Tienam Imipenem Imipenem Hop 01 lo; VN-20190-16 | Co s san xuét: | Dia chi cosé san xuat: 2778 | My | Cong vin so
(dudi dang (dudi dang | Hop 25 lo, Bot FAREVA Mirabel; Co | South East Side Highway 6820/QLD-
Imipenem Imipenem pha truyén tinh SO doéng g0i: | Elkton, Virginia 22827, My; bK ngay
monohydrat) | monohydrat | mach Laboratoires Merck | Pia chi co s& dong goi: 11/06/2021
500mg; ) 500mg; Sharp & Dohme - | Route de Marsat, Riom, F-
Cilastatin Cilastatin Chibret 63963, Clermont-Ferrand
(duéi dang (dudi dang Cedex 9, Phap
Cilastatin Cilastatin
natri) 500mg | natri)

500mg




STT Tén thudce Hoat chit Ham Quy cach S6 ding ky | Co sé san xudt Pia chi co sé san xuat Nuéc | Cong van phé
lugng/ dong goi; san duyét thay
Nong dd Dang bao ché Xuit dbi, b6 sung
23 | Ultravist 300 | lopromide 623,40mg/ | Hop 10 chai VN-14922-12 | Bayer AG Mullerstrape 178, 13353 | Puc | Cong van so
ml 50ml; hop 10 Berlin, Germany 6834/QLD-
chai 100 ml, DK ngay
Dung dich tiém 11/06/2021
hodc tiém
tmyén
24 | Vastarel MR | Trimetazidine | 35mg Hop 2 vix 30 VN-17735-14 | Les Laboratoires | 905 Route de Saran, 45520 | Phap | Cong van sb
dihydrochlori vién; Vién nén Servier Industrie Gidy 11577/QLD-
de bao phim giai DK ngay
phong c6 kiém 27/09/2021
soat
25 | Xarelto Rivaroxaban | 10mg Hop 1 vix 10 VN-21680-19 | Bayer AG Kaiser-Wilhelm-Allee, Puc | Cong vin s6
vién; Vién nén 51368 Leverkusen 18475/QLD-
bao phim DK ngay
22/12/2020
26 | Yasmin Drospirenon | 3,0mg, Hop 1 vi 21 VN-20388-17 | Bayer Weimar GmbH | Dobereinerstrasse 20, | Puc | Cong van so
3,0mg; 0,03mg vién, Vién nén & Co. KG; Cosd dong | 99427 Weimar; Pia chi co 12789/QLD-
Ethinylestradi bao phim goi va xudt xuong: | so dong goi va xudt xuong: bK ngay
01 0,03mg Bayer AG Mullerstrasse 178, 13353 11/08/2020
Berlin, Germany
(Cach ghi khac:
Mullerstrape 178, 13353
Berlin, Germany)
27 | Spexib Ceritinib 150mg Hop 5vix 10 VN2-651-17 | Novartis Pharma Stein | Schafthauserstrasse =~ CH- | Thuy | Cong van so
150mg 150mg vién; Hop to x AG 4332 Stein Sy 329/QLD-BK,
3hop nhd x 5 ngay
vi x 10 vién, 14/01/2019

vién nang cung




DANH MUC 03 THUOC BIET DUQC GOC PUQC GIA HAN GIAY PANG KY LUU HANH - POT 1 NAM 2022

Phu luc II

(Ban hanh kém theo Quyét dinh s6 322/Q0D-QLD ngay 17 /06 /2022 ciia Cuc Qudn 1y Durgc)

STT | Tén thudc Hoat chit Ham Quy cach So ding ky Co sé san xuit Dia chi co s¢ san xuat | Nwée | Quyét dinh
lwgng/ dong goi; san gia han
Nong d9 | Dang bao ché Xuét GDKLH
1 Forxiga Dapagliflozin (dudi Smg Hop 2 vix 14 VN3-38-18 | Co so san xuat: Dia chi co s¢ san xuat: M§ | Quyét dinh sb
dang Dapagliflozin vién; Vién nén AstraZeneca 4601 Highway 62 East, 232/Qb-QLD
propanediol bao phim Pharmaceuticals LP; Mount Vernon, Indiana ngay
monohydrat) Co sé dong goi va xuat | 47620 USA; 29/04/2022
xudng 10: AstraZeneca | Dia chi co s¢ dong goi va
UK Ltd. xuit xuong 16: Silk Road
Business Park,
Macclesfield, Cheshire,
SK10 2NA, Anh
2 Forxiga Dapagliflozin (dudi 10mg Hop 2 vix 14 VN3-37-18 | Co sé san xuat: Dia chi co so san xuat: My | Quyét dinh so
dang Dapagliflozin vién; Vién nén AstraZeneca 4601 Highway 62 East, 232/Qb-QLD
propanediol bao phim Pharmaceuticals LP; Mount Vernon, Indiana ngay
monohydrat) Co s& dong goi va xuat | 47620 USA; 29/04/2022
xudng 10: AstraZeneca | Dia chi co s¢ dong goi va
UK Ltd. xuit xudng 16: Silk Road
Business Park,
Macclesfield, Cheshire,
SK10 2NA, Anh
3 Sympal Dexketoprofen (dudi 25mg Hop 01 vix 4 VN2-522- Co s6 san xuat: Dia chi co s¢ san xuat: Y Quyét dinh s6
dang Dexketoprofen vién, Hop 02 vi | 16 A.Menarini Via Campo Di pile - 265/Qb-QLD
trometamol) x 10 vién; Vién Manufacturing 67100 L'Aquila (AQ), Y; ngay
nén bao phim Logistics and Services | Pia chi co sé kiém 11/5/2022

S.r.I; Co s6 kiém
nghiém: A.Menarini
Manufacturing
Logistics and Services
S.r.l

nghiém: Via Sette Santi’,
3 -50131 Firenze (FI), Y




