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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phuc
Sb: 657 /QP-QLD Ha Ngi, ngay 19 thdng 09 ndm2023
QUYET PINH

Vé viéc sira @i thong tin thude dwoc cap, gia han gidy ding ky hru hanh tai
Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han gidy ding ky luu
hanh cia Cuc Quan ly Dwoc

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duroc so 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh sé 95/2022/NP-CP ngay 15/11/2022 cia Chinh phu
quy dinh chure nang, nhiém vu, quyén han va co cdu té chirc cia Bo Y té;

Can cir Nghi dinh so 54/2017/NB-CP ngay 08/5/2017 ciia Chinh phu quy
dinh chi tiét mét sé dieu va bién phap thi hanh Ludt Duoc;

Can cir Nghj dinh sé 155/2018/NP-CP ngay 12/11/2018 cua Chinh phu
Stra déi, bé sung mét sé quy dinh lién quan dén diéu Kién dau tw kinh doanh
thugc pham vi qudn 1y nha nwéc cua Bo Y té;

Can cir Nghi dinh sé 30/2020/NP-CP ngay 05/3/2020 cuia Chinh phui vé
cong tac van thu;

Can cir Quyét dinh sé 1969/0P-BYT ngay 26/04/2023 cua Bg trueng B
Y té quy dinh chitc néing, nhiém vu, quyén han va co cdu té chirc cria Cuc Quan
Iy Duoc thugc B Y té;

Céin cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B truéng Bo
Y té quy dinh viéc dang ky lwu hanh thuéc, nguyén liéu 1am thuoc;

Can cir ho so dang ky lwu hanh thude heu tai Cuc Qudn Iy Duroc;

Theo dé nghj ciia Trudng phong Bang ky thuéc, Cuc Qudn 1y Durgc.

QUYET PINH:

Piéu 1. Stra ddi mot s thdng tin thude duoc cap, gia han gidy dang ky
Iwu hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han gidy dang
ky luu hanh cia Cuc Quan Iy Dugc (Phu luc kém theo Quyét dinh nay).

Céc thong tin khac cua thude duoc cap, gia han gidy dang ky luu hanh tai
Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han gidy diang ky luu hanh
ctia Cuc Quan Iy Dugc tai Phu luc kém theo Quyét dinh nay khong thay doi.

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



Piéu 3. Giam déc So Y té céc tinh, thanh phd truc thudc Trung wong va
Giam ddc co so san xuat va co sé dang ky c6 thudc tai Diéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.
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Phu luc
DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC PUQC CAP, GIA HAN GIAY PANG KY LUU HANH TAI VIET
NAM BAN HANH KEM THEO CAC QUYET PINH CAP, GIA HAN GIAY PANG KY LUU HANH CUA CUC QUAN LY DUQC
(Ban hanh kém theo Quyét dinh s6 657  /QOP-QLD ngay 19 /09 /2023 cia Cuc Qudn Iy Duoc)

STT | Tén thudc Co sé¢ ding ky S6 ding ky Noi dung | Thong tin tai danh muc Thong tin sira doi
stra doi da ban hanh
1. Quyét dinh s6 270/QD-QLD ngay 26/05/2015:
1 Eto 90 Congty TN HH VN-18863-15 bia chi co Tarakandi, Pakundia, Pakundia, Kishoreganj
TMDV Nguyén Gia so san xuat | Kishoreganj
2. Quyét dinh s6 548/QD-QLD ngay 06/10/2015:
2 Pentasec 40mg | Cong ty TNHH Duoc | VN-19350-15 Dang bao Bot pha tiém Bot dong kho pha tiém
pham Van Cuong che
Phat
3. Quyét dinh s6 412/QD-QLD ngay 19/09/2017:
3 Intagra 100 Intas Pharmaceuticals | VN-20782-17 Céch ghi Sildenafil (dudi dang Sildenafil (dudi dang
Ltd hoat chat Sidenafil citrat) 100mg Sildenafil citrat) 100mg
4. Quyét dinh s6 437/QD-QLD ngay 24/07/2019:
4 Nolpaza 20mg | Cong ty TNHH VN-22133-19 Tén co s KRKA, D.D., . Novo KRKA, d.d., Novo mesto
thuong mai Nam san xuat Mesto
bong biachico | Smarjeska Cesta 6, 8501 Smarjeska cesta 6, 8501
s& san xuat | Novo Mesto. Novo mesto
5. Quyét dinh s6 456/QD-QLD ngay 31/07/2019:
5 Folinate de Laboratoire Aguettant | VN-22218-19 Quy céch Hop 1 chai Hop 10 lo
calcium dong goi
Aguettant
50mg




2

STT | Tén thuéc Co sé¢ ding ky S6 ding ky Noi dung | Thang tin tai danh muc Théng tin sira doi
stra doi da ban hanh
6. Quyét dinh s6 653/QD-QLD ngay 23/10/2019:
6 Prime-Apesone | Saint Corporation VN-22465-19 Tén thudc Prime-Apesone Tablet Prime-Apesone
7 Ratida Cong ty TNHH VN-22380-19 Tén co s KRKA, D.D., . Novo KRKA, d.d., Novo mesto
400mg/250ml thgong mai Nam san xuat Mesto
bong Diachico | Smarjeska Cesta 6, SI-8501 | Smarjeska cesta 6, 8501
s¢ san xuat | Novo Mesto. Novo mesto
7. Quyét dinh s6 490/QD-QLD ngay 24/08/2021:
8 Traulen Cong ty co phan VN-22826-21 | Téncoso | Congty Co phan Dugc Cong ty Co phan Duoc
Duoc pham Tién dang ky Tien Phong pham Tién Phong
Phong
8. Quyét dinh sé 185/QD-QLD ngay 19/04/2022:
9 T-Esom-40 Alleviare Life VN-22994-22 Tén thubc T-Esom 40 T-Esom-40
Sciences Private
Limited
9. Quyét dinh s6 572/QP-QLD ngay 23/09/2022:
10 Uvedose Tedis VN-23138-22 | Piachico | Co so san xuat, dong goi, Co s san xuat, dong goi,
100 000 U.1 s san xuat | kiem tra chat lugng san kieém tra chat luong san

pham: Laphal Industries
(B/c: Avenue de Provence
BP 7, 13718 Allauch (Co so
Xuat xuong: Laboratoires
Crinex; dia chi: 3 rue de
Gentilly, Montrouge, 92120,
France) - France)

pham: Laphal Industries
(B/c: Avenue de Provence
BP 7, 13190 Allauch (Co so
Xuat xuong: Laboratoires
Crinex; dia chi: 3 rue de
Gentilly, Montrouge,
92120, France) - France)




STT | Tén thuéc Co sé¢ ding ky S6 ding ky Néi dung | Théng tin tai danh muc Thong tin sira doi
sira doi da ban hanh
10. Quyét dinh s 138/QD-QLD ngay 01/03/2023:
11 Rozil 500 Cong ty TNHH Duogc | 890110010123 | Hoat chat Cefprozil monohydrat Cefprozil monohydrat
pham Tién Giang chinh - Ham | 500mg tuong duong cefprozil
luong 500mg
11. Quyét dinh sb 146/QD-QLD ngay 02/03/2023:
12 Betahistine Bluepharma — 560110020823 | bia chi co Steinbreisstr. 1 und 2, Steinbeisstr. 1 und 2,
Bluepharma Industria (s6 dang ky dd | so san xuat | 73614 Schorndorf, 73614 Schorndorf,
Farmaceutica, S.A cap: VN-19442- Germany Germany
15)
13 Pantoloc 20mg | Takeda 400110034023 | biachico 21 Biopolis Road #04- 8, Marina Boulevard, #05-
Pharmaceuticals (Asia | (s dingky dd | s dangky | 01/12 Nucleos Singapore 02 Marina Bay, Financial
Pacific) Pte. Ltd cap: VN-19534- (138567), Singapore Centre, Singapore
15) (018981), Singapore
Quy céch Vién nén bao tan trong rudt | Hop 1 vi X 7 vién; Hop 1 vi
doéng goi X 14 vién
14 Sotretran 10mg | Sun Pharmaceutical 890110033623 | Ténvadia | Sun Pharmaceutical Sun Pharmaceutical
Industries Limited (s6 dang ky dd | chico so Industries Ltd (Pia chi: Industries Limited (DPia
cap: VN-20347- | san xuat Village Ganguwala, Paonta | chi: Village Ganguwala,
17) Sahib, District Sirmour, Paonta Sahib - 173025,
Himachal Pradesh 173025, | District Sirmour, Himachal
India) Pradesh, India)
15 Sotretran 20mg | Sun Pharmaceutical 890110033723 | Ténvadia | Sun Pharmaceutical Sun Pharmaceutical
Industries Limited (s6 dangky di | chico so Industries Ltd (Pia chi: Industries Limited (Pia
cap: VN-20348- | san xuit Village Ganguwala, Paonta | chi: Village Ganguwala,

17)

Sahib, District Sirmour,
Himachal Pradesh 173025,
India)

Paonta Sahib - 173025,
District Sirmour, Himachal
Pradesh, India)
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STT | Tén thuéc Co sé¢ ding ky S6 ding ky Noi dung | Thang tin tai danh muc Théng tin sira doi
stra doi da ban hanh
12. Quyét dinh s 226/QD-QLD ngay 03/04/2023:
16 Trimafort Cong ty Daewoong | 880100084223 | Hoat chat Mdi g6i 10ml chira: Mbi g6i 10 ml chira:
Pharmaceutical Co., | (s6 dangky da | chinh - Ham | Gel nhom hydroxyd (twong | Magnesi hydroxyd
Ltd. cap: VN-20750- | lugng duong 612mg AI(OH)3, 800,4mg; Nhom hydroxyd
17) 400mg Al203) 3030,3mg; | 612mg (twong duong
Magnesi hydroxyd 3030,3mg Gel nhom
800,4mg; Nhii dich hydroxyd hoac tuong
Simethicon 30% (tuong duong 400mg Al1203);
duong 80mg Simethicon) Simethicon 80mg (tuong
266,7mg duong 266,7mg Nhii dich
Simethicon 30%)
13. Quyét dinh sb 241/QD-QLD ngay 05/04/2023:
17 Livact Cong ty TNHH 499110085923 | Tén co sO Ajinomoyo Co., Inc Tokai | Ajinomoto Co., Inc Tokai
Granules DKSH Pharma Viét | (s6 dang ky da | san xuat Plant Plant
Nam cap: VN2-336-
15)
14. Quyét dinh s 370/QD-QLD ngay 26/05/2023:
18 Ambrox Syrup | Cong ty TNHH Dugc | 894100123623 | Hoat chat Ambroxol hydrocholid Ambroxol hydrochlorid
pham Vietsun chinh - Ham | 45mg/15ml 45mg/15ml
luong
19 Fogum Cong ty co phan dugc | 890115123123 | Tiéu chuan | NSX USP 40
pham Quan 3 Diachico | C1B 305/2,3,4 &5 C1B, 305,234 &5
so san xuat | G.1.D.C. Kerala (Bavla) GIDC, Kerala (Bavla)

Dist. Ahmedabad, Guijarat,
India

Dist.: Ahmedabad
(Gujarat), India
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STT | Tén thuéc Co sé¢ ding ky S6 ding ky Noi dung | Thang tin tai danh muc Théng tin sira doi
stra doi da ban hanh
15. Quyét dinh sb 452/QDP-QLD ngay 28/06/2023:
20 Etcoxib 120mg | Ambica International | 560110135323 | Tén thuéc Etcoxib 120mg Etcoxib 120 mg
Corporation
21 Etcoxib 60mg | Ambica International | 560110135423 | Tén thudc Etcoxib 60mg Etcoxib 60 mg
Corporation
22 Lignovell PT. Novell 899100142123 | Quy cach Hop 1 chai 50 ml Hop 1 chai 50 ml va dau
Spray Pharmaceutical dong goi phun
23 Lotor-50 Emcure 890115140023 | Tén thudc Lotor-50 Lotor-500
Pharmaceuticals
Limited
24 Telorssa Cong ty TNHH 383110139523 | Hoat chat Amlodipin besilat 5 mg Amlodipin besilat 6,94mg
100mg/5mg thuong mai Nam chinh — (twong duong Amlodipin
film-coated bong Ham Iuong 5mg)
tablets
25 Vellanin PT. Novell 899110142223 | S dangky | 899110142223 899115142223
powder Pharmaceutical luu hanh
for injection
16. Quyét dinh s 489/QD-QLD ngay 14/07/2023:
26 Cafonate Naprod Life Sciences | 890110190823 | Quy cach Hop 1 lo 10ml hinh éng Hop 1 lo 5ml
Pvt. Ltd. dong goi chtra dung dich tiém
27 Cisplaton Cong ty TNHH Dugc | 890114182423 | Tiéu chuan | NSX BP hién hanh

pham Hién Vi
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STT | Tén thuéc Co sé¢ ding ky S6 ding ky Néi dung | Théng tin tai danh muc Théng tin sira doi
sira doi di ban hanh
28 Etcoxib 90 Ambica International | 560110178623 | Tén thudc Etcoxib 90 Etcoxib 90 mg
Corporation Tén co s& Atlantic Pharma - ProducgGes | Atlantic Pharma — Producdes
san Xuat Farmacéutica, SA. Farmacéuticas, S.A.
bia chi co No. 9 Amsterdam No. 9 Amsterdam
so dang ky | Extension, Merville Park Extension, Merville Park
Subdivision, Parafaque Subdivision, Paranaque
City City
29 Femara Cong ty TNHH 760110186923 | Tén co s& Novartis Farma S.p.A Novartis Farma S.p.A.
Novartis Viét Nam doéng goi va
XUAt xuong
Tuoi tho 60 36
(thang)
30 Glivec 100mg | Congty TNHH 400114187023 | Tén thudc Glivec Glivec 100mg
Novartis Vigt Nam bia chi co Oflinger Str. 44, 79664 Oeflingerstrasse 44, 79664
s& san xuat | Webhr, Germany Wehr, Germany
Novartis
Pharma
Produktions
GmbH
31 Moveloxin Pharmaunity Co., Ltd. | 880115191623 | Hoat chat Moxifloxacin 1,60mg Moxifloxacin 1,60mg/ 1ml
Injection chinh —
400mg Ham luong




STT | Tén thuéc Co sé¢ ding ky S6 ding ky Néi dung | Théng tin tai danh muc Thong tin sira doi
sira doi di ban hanh
32 Ninlaro 2.3mg | Takeda 400110195323 | Cosdsan | Co s& san xuat: Haupt Co s& san xuat: Haupt
Pharmaceuticals (Asia XUt Pharma Amareg GmbH Pharma Amareg GmbH

Pacific) Pte.Ltd

(Pbia chi: Donaustaufer
Strasse 378, Regensburg,
Bayern 93055, Germany)
Co s& dong gbi so cap:
AndersonBrecon (UK)
Limited (Pia chi: Unit 1,
Talgarth Business Park,
Trefecca Road, Talgarth,
Brecon, Powys, LD3 0PQ,
United Kingdom)

Co s& dong géi thir cap:
AndersonBrecon (UK)
Limited (Pia chi: Units 2-
7, Wye Valley Business
Park, Brecon road, Hay-on-
Wey, Hereford, HR3 5PG,
United Kingdom)

(bia chi: Donaustaufer
Strasse 378, Regensburg,
Bayern 93055, Germany)
Co s& dong gbi so cap:
AndersonBrecon (UK)
Limited (Pia chi: Unit 1,
Talgarth Business Park,
Trefecca Road, Talgarth,
Brecon, LD3 OPQ, United
Kingdom)

Co s& dong goi thir cap:
AndersonBrecon (UK)
Limited (Pia chi: Units 2-
7, Wye Valley Business
Park, Brecon road, Hay-
on-Wye, Hereford, HR3
5PG, United Kingdom)
Co s& XUat xuong:
Takeda Ireland Ltd.
(Grange Castle) (Pia chi:
Grange Castle Business
Park, Dublin 22, D22
XR57, Ireland)
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STT | Tén thudc Co sé diang ky S6 ding ky Néi dung | Théng tin tai danh muc Théng tin sira doi
sira doi di ban hanh
33 Ninlaro 4mg | Takeda 400110195423 | Co so san Co s& san xuat: Haupt Co sé san xuat: Haupt Pharma
Pharmaceuticals (Asia XUt Pharma Amareg GmbH Amareg GmbH (Pia chi:
Pacific) Pte.Ltd (bia chi: Donaustaufer Donaustaufer Strasse 378,
Strasse 378, Regensburg, | Regensburg, Bayern 93055,
Bayern 93055, Germany) | Germany)
Co s& dong gbi so cap: Co s dong goi so cap:
AndersonBrecon (UK) AndersonBrecon (UK) Limited
Limited (Pia chi: Unit 1, | (bia chi: Unit 1, Talgarth
Talgarth Business Park, Business Park, Trefecca Road,
Trefecca Road, Talgarth, | Talgarth, Brecon, LD3 OPQ,
Brecon, Powys, LD3 United Kingdom)
OPQ, United Kingdom) Co s dong goi thir cap:
Co s& dong goi thir cap: AndersonBrecon (UK) Limited
AndersonBrecon (UK) (bia chi: Units 2-7, Wye Valley
Limited (Pia chi: Units 2- | Business Park, Brecon road,
7, Wye Valley Business Hay-on-Wye, Hereford, HR3
Park, Brecon road, Hay- 5PG, United Kingdom)
on-Wey, Hereford, HR3 | Co so xuat xuong: Takeda
5PG, United Kingdom) Ireland Ltd. (Grange Castle)
(bia chi: Grange Castle
Business Park, Dublin 22, D22
XR57, Ireland)
34 Tenohealth Congty TNHH SRS | 890110196123 | Co s¢ dang | Cong ty TNHH Thuong | Congty TNHH SRS Life
Life Sciences Viét (sé dang ky da | ky mai Dugc pham Hoang | Sciences Viét Nam (Pia chi:
Nam cap: VN3-30- Tran (Pia chi: 106 Buong | Phong 06, tang 3B, toa nha
18) 100 Binh Thai, Phuong Horison tower, s6 40 Cét Linh,

14, Quan 11, Thanh pho
Ho6 Chi Minh, Viét Nam)

phuong Cat Linh, quan Bong
Pa, thanh phé Ha Noi, Vit
Nam)




STT | Tén thuéc Co sé¢ ding ky S6 ding ky Néi dung | Théng tin tai danh muc Thong tin sira doi
sira doi da ban hanh
35 Trimebutine Cong ty TNHH Dugc | 300110182523 | Tén co s& Laboratories BTT Laboratoires BTT
Gerda 200mg | Phim Huy Cuong san xuét
36 Zantolred Dr. Reddy's 471110193423 | biachico No. 30, Chenggong 1st No. 30, Chenggong 1st
Laboratories Ltd. s san xuat | Rd., Sinsing Village, Rd., Sinsing Village,
Nantou Country 54066, Nantou City, Nantou
Taiwan County 54066, Taiwan
37 Zipren 10mg PT. Novell 899110191423 | Hoat chat Aripirazole 10mg Avripiprazole 10mg
Pharmaceutical chinh —
Ham luong
17. Quyét dinh s 528/QD-QLD ngay 24/07/2023:
38 Vesanoid Diethelm & Co., Ltd. | VN-21185-18 Co so san Cheplapharm Azneimittel | Catalent Germany
Xuat GmbH (Co s¢ dong goéi so | Eberbach GmbH (Co s&

cap: Cenexi. P/c: 52 Rue
Marcel et Jacques Gaucher,
94120 Fontenay-sous-bois,
France; Pong goi thir cap&
Xuat xuong: Cheplapharm
Arzneimittel GmbH — b/c:
Bahnhofstr. 1a, 17498,
Mesekenhagen, Germany;
Co sd kiém nghiém 16:
Catalent Germany
Eberbach GmbH- D/c:
Gammelsbacher Str.2,
69412 Eberbach, Germany)

dong goi so cap: Cenexi.
D/c: 52 Rue Marcel et
Jacques Gaucher, 94120
Fontenay-sous-bois,
France; Pong goi thir cap&
Xuat xuong: Cheplapharm
Arzneimittel GmbH - B/c:
Bahnhofstr. 1a, 17498,
Mesekenhagen, Germany;
Co sé kiém nghiém 16:
Catalent Germany
Eberbach GmbH- DB/c:
Gammelsbacher Str.2,
69412 Eberbach, Germany)
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