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QUYET DINH
vé viéc thu hoi glay dang ky luu hanh thudc tai Viét Nam d6i voi thude da
dwgc cap glay dang ky luru hanh

CUC TRUONG CUC QUAN LY DUQC

Can cw Ludt Duoc ngay 06/4/2016; Ludt sira doi, bo sung mot s0 diéu cua
Luat Duoc ngay 21/11/2024;

Can cir Nghi dinh s6 163/2025/NP-CP ngay 29/6/2025 ciia Chinh phii quy
dinh chi tiét mét sé diéu va bién phap dé 16 chikc, hwong dan thi hanh Ludt Duoc;

Can cir Nghi dinh s6 42/2025/NP-CP ngay 27/02/2025 ciia Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cau té chire ciia BO Y té;

Can cir Quyét dinh so 2386/OD-BYT ngay 22/7/2025 ciia BY trudng Bo Y
té quy dinh chikc ndng, nhiém vu, quyén han va co cdu t6 chirc ciia Cuc Qudn 1y
duwoc thudc Bo Y té;

Can cir Thong tw s6 12/2025/TT-BYT ngay 16/5/2025 ciia Bé truéng Bé Y
té quy dinh viéc ding ky luu hanh thudc, nguyén liéu lam thuoc;

Xét don dé nghi thu héi gidy dang ky lweu hanh thuéc tai Viét Nam ciia cdc
co 56 dang ky thuoc;

Theo dé nghi ciia Trudng phong Phong Péng ky thudc - Cuc Qudn Iy Duoc.

QUYET PINH:

Piéu 1. Thu hoi gidy ding ky luu hanh thudc tai Viét Nam dbi voi 54 thudce
tai phu luc dinh kem Quyét dinh nay.

Ly do: Cac co so dang ky thudc dé nghi tu nguyén thu hoi gidy dang ky luu
hanh thudc tai Viét Nam.

Piéu 2. Thudc nudc ngoai da nhap khau vao Viét Nam hodc thude nuédc
ngoai nhap khau trong trudng hop duoc giao hang tai cang di clia nudc xuat khau
trude ngay Quyét dinh nay cé hiéu luc duoc phép luu hanh dén hét han dung cia
thudc. Co so dang ky thude, co so san xudt thude phai co trach nhiém theo dbi va
chiu trach nhiém vé chét lugng, an toan, hiéu qua cua thude trong qua trinh luu
hanh.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.



Piéu 4. Giam dbc SO Y té cac tinh, thanh phd truc thudc Trung uong, cac
co s& kinh doanh dugc va Giam déc co so dang ky, co sé san xuét c6 thudc néu
tai Piéu 1 chiu trach nhiém thi hanh Quyet dinh nay./.

Noi nhan: KT. CUC TRUONG
- Nhu Dbiéu 4; , * Y

- B truong Pao Hong Lan (dé b/c); P_HO CUC TRUONG
- Thtr truéng Nguyen Tri Thic (de b/c); 74 H.C N

- Cuc truéng Vit Tuan Cuong (dé b/c);

-Cuc QuanY - Bo Quéc phong; Cuc Y té - B6 Cong an;
Cuc Y té Giao thong van tai - Bo Xay dung;

- Bo Tai chinh: Cuc Hai quan, Bao hiém Xa hoi Viét Nam;
- B0 Y té: Vu Phap ché, Cuc QLYDCT, Cuc QLKCB, Vin
phong HDTV cap GPKLH thudc, NLLT;

- Céc Vién: KN thuéc TW, KN thude TP.HCM;

- Tong Cong ty Dugc Viét Nam — Cong ty ¢0 phan; X N "
- Cac Bénh vién, Vién c6 giwong bénh tryc thuoc Bo Y té; Nguyen Thanh Lam
- Trung tAm mua sdm tap trung thudc Qudc gia;

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

Website;

- Luu: VT, BKT (Trg).




Phu luc

DANH MUC 54 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Kem theo Quyét dinh so 192 /OP-QLD ngay 07 /4 /2026 cua Cuc Quan ly Duwoc)

STT Tén thube

Hoat chit, ham hrong

Dang bao ché

S6 ding ky

1. Co s¢ dang ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3
Fraser Street, #23-28 DUQO Tower Singapore 189352, Singapore)

1.1. Co sé san xuit: Chiesi Farmaceutici S.p.a (Pia chi: Via San Leonardo 96-

43122 Parma, Italy)

1 Brexin

Piroxicam 20mg (dudi
dang Piroxicam beta-
cyclodextrin 191,2mg)

Vién nén

800110067623
(VN-18799-15)

1.2. Co s san xuat: Daewoong Pharmaceutical Co., Ltd. (Pia chi: 35-14,
Jeyakgongdan 4-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)

2 Pitalip

Pitavastatin Calcium 2mg

Vién nén bao phim

880110009925
(VN-19931-16)

1.3. Co sé san xuét: Laboratorio Farmindustria S.A (Dia chi: Jr. Mariscal Miller
No 2151 - Lince - Lima, Peru)

3 Fluidasa 200mg

Moi goi 1g chira:
Acetylcystein 200mg

Cf)m pha dung dich
uong

VN-22491-20

1.4. Co sé san xuit: Pharmatis (Dia chi: Zone d’Activite Est, No 1, 60190 Estrees

Saint Denis, France)

4 | Fatig

Mbi 10ml chira:
Magnesium gluconate
0,426g, Calcium
glycerophosphate 0,456g

Dung dich udng

300100067723

2. Co sé dang ky: Actavis International Limited (Dia chi: No.4 SQAQ Tal-gidi Off
Valletta Road, Luga, LOA 6000, Malta)
2.1. Co sé san xuit: Balkanpharma — Razgrad AD (Pia chi: 68 Aprilsko Vastanie

Blvd., 7200 Razgrad,

Bungary)

5 Troxevasin
300mg

Troxerutin 300mg

Vién nang cung

380110959524

2.2. Co 6 san xuit: Pliva Croatia Ltd (Dja chi: Prilaz baruna Filipoviéa 25, 10000

Zagreb, Croatia)

6 Deferasirox Teva
250mg

Deferasirox 250mg

Vién nén phan tan

VN-23144-22

3. Co s& diing ky: Cong ty co phan Dwoc Pham Vipharco (Pia chi: Sé 67, Ngé 68
duwong Ngoc Thuy, phuwong Ngoc Thuy, quan Long Bién, Ha N¢i, Viét Nam)
Co sé san xuit: Panpharma (Pia chi: ZI du Clairay, Luitre, 35133, France)

7 Ceftriaxone 1g

Ceftriaxone (dudi dang
Ceftriaxone natri) 1g

Bot pha dung dich
tiém

300110173000
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4. Co sé diang ky: Cong ty Cé phin Gonsa (Pja chi: 88 dwong Pham Thi Tanh,
phurong 4, qudn 8, thanh phé Ho Chi Minh, Viét Nam)
Co s& san xudt: M/s. Fertin India Pvt. Ltd. (Pia chi: Plot No. L-10, L-11
Cuncolium Industrial Estate, Cuncolium Salcette Goa - 403703, India)

8 Nikassist 2 mg Nicotine (dudi dang Vién nhai VN-23004-22
Nicotine Polacrilex) 2 mg

9 Nikassist 4 mg Nicotine (dudi dang Vién nhai VN-23005-22
Nicotine Polacrilex) 4 mg

5. Co s& ding ky: Cong ty TNHH AstraZeneca Viét Nam (Pja chi: Tang 18, Toa
nha A&B, Sé 76, Pwong Lé Lai, Phwong Bén Thanh, Qudn 1, Thanh phé Hé Chi
Minh, Viét Nam)

Co s6 san xuat: AstraZeneca Pharmaceuticals LP (Dja chi: 4601 Highway 62
East, Mount Vernon, Indiana 47620, USA)

10 | Komboglyze Xr | Saxagliptin 2,5mg; Vién nén bao phim | VN3-144-19
Metformin hydroclorid
1000mg

6. Co sé diang ky: Cong ty TNHH Dwoc pham Nhit Anh (Pia chi: S6 11 Hoang
Diéu, Phuong 10, Qudn Phu Nhuan, Tp. Hoé Chi Minh, Viet Nam)
6.1. Co sé san xuat: Alkaloid AD Skopje (Pia chi: Blvd. “Aleksandar Makedonski”
No. 12, 1000 Skopje, Macedonia)

11 | Bloxipal Ibuprofen 200mg, Vién nén bao phim | 531100002825
Paracetamol 500mg

6.2. Co so san xuat: Alkaloid AD Skopje (Pia chi: Blvd. Aleksandar Makedonski
12, 1000 Skopje, Macedonia)

12 | Carbocisteine Carbocisteine micronized | Vién nang cung 531100769324
Alkaloid 375mg | 375mg
capsule. hard

7. Co sé ding ky: Cong ty TNHH Johnson & Johnson (Viét Nam) (Pia chi: Tang
12, Tod nha Vietcombank, S6 5 Céng trwong Mé Linh, Phwong Bén Nghé, Qudn 1,
Thanh phé Hé Chi Minh, Viét Nam)

Co s& san xuat: Janssen Pharmaceutica NV (Dia chi: Turnhoutseweg 30, Beerse,
2340, Belgium)

13 | Durogesic 25 Fentanyl 4,2mg Miéng dan phéng | VN-19680-16
mcg/h thich qua da

14 | Durogesic Fentanyl §,4mg Miéng dan phéng | 540111409023
50mcg/h thich qua da (VN-19681-16)

8. Co sé diing ky: Cong ty TNHH Novartis Viét Nam (Pia chi: Phong 1001, lau 10,
Centec Tower, 72-74 Nguyé~n Thi Minh Khai, Phuong Vo Thi Sau, Qudn 3, Thanh
phé H6é Chi Minh, Viét Nam)

Co sé san xuit: Novartis Singapore Pharmaceutical Manufacturing Pte. Ltd.
(Dia chi: 10 Tuas Bay Lane, 637461 Singapore, Singapore)

Co s& dong géi va xuat xwéng: Novartis Pharma Produktions GmbH (Pja chi:
Oflinger Str. 44, 79664 Wehr, Germany)

15 | Kryxana Ribociclib (dudi dang Vién nén bao phim | 888110790724
Ribociclib succinate) (VN3-318-21)
200mg
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9. Co 56 dang ky: Cong ty TNHH Pierre Fabre Viét Nam (Dja chi: S6 518B, dwong
Dién Bién Phu, Phuong 21, Quan Binh Thanh, Thanh pho Ho Chi Minh, Viét Nam)

Co s6 san xuat: Fareva Pau (Pia chi: Fareva Pau 1, Avenue du Béarn, Idron,

64320, Phap)

16

Navelbine

Vinorelbine (dudi dang
Vinorelbine ditartrate)
10mg/ml

Dung dich dam dac
dé pha dung dich
tiém truyén

VN-20070-16

10. Co sé diing ky: Cong ty TNHH Sandoz Viét Nam (BPja chi: Phong 1601, Lau 16,
Centec Tower, 72-74 NguyéNn Thi Minh Khai, Phuwong Vo Thi Sau, Qudn 3, Thanh
phé H6é Chi Minh, Viét Nam)
10.1. Co sé san xuét: Lek Pharmaceuticals d.d. (Pia chi: Perzonali 47, 2391

Prevalje, Slovenia)

17 | Amoksiklav Acid clavulanic (dudi dang | Vién phan tan 383110528224
Quicktabs 1000 Kali clavulanat) 125mg, (VN-18594-15)
mg Amoxicillin (duéi dang

Amoxicillin trihydrat)
875mg

18 | Amoksiklav Acid clavulanic (dudi dang | Vién phan tan 383110528324
Quicktabs 625mg | Kali clavulanat) 125mg, (VN-18595-15)

Amoxicillin (duéi dang
Amoxicillin trihydrat)
500mg
10.2. Co s6 san xuat: Sandoz Private Limited (Dja chi: Plot No. 8-4/2 & 8-B, TTC
Industrial Area, Kalwe Block, Village-Dighe, Navi Mumbai, Thane 400708
Maharashtra State, India)
19 | Graftac Img Tacrolimus monohydrate Vién nang cung VN-17720-14

tuong duong Tacrolimus
Img

11. Co sé dang ky: Egis Pharmaceuticals Private Limited Company (Dia chi: 1106
Budapest, Kereszturi ut, 30-38, Hungary)

11.1. Co sé san xuét: Egis Pharmaceuticals Private Limited Company (Pia chi:
9900 Kérmend, Matyas kiraly ut 65., Hungary)

Co st déng g6i va xuit xwong: Egis Pharmaceuticals Private Limited Company
(Dia chi: 1165 Budapest, Bokényfoldi ut 118-120., Hungary)

20 | Meloflam 7.5 mg | Meloxicam 7,5mg Vién nén VN-23212-22
21 | Delorin Rosuvastatin (dudi dang Vién nén bao phim | VN-19467-15
Rosuvastatin zinc) 10 mg
11.2. Co sé san xuat: Egis Pharmaceuticals Private Limited Company (Pja chi:
9900 Kormend, Matyas kiraly ut, 65, Hungary)
22 | Kaldyum Potasiume chloride 600mg | Vién nang phong VN-23125-22

thich cham

12. Co sé diang ky: F. Hoffmann - La Roche Ltd (Dja chi: Grenzacherstrasse 124,
4058, Basel, Switzerland)
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Co sé san xuat: F. Hoffmann-La Roche Ltd. (Pia chi: Grenzacherstrasse 124, CH-
4070 Basel, Switzerland)

Co sé dong goi: F. Hoffmann-La Roche Ltd. (Dia chi: Wurmisweg, CH - 4303
Kaiseraugst, Switzerland)

23

Tarceva

Erlotinib 100mg (dudi
dang Erlotinib
hydrochloride 109,29mg)

Vién nén bao phim

VN-11870-11

27, Korangi Industrial Area, Karachi, Pakistan)

Co s& san xuit: Getz Pharma (Private) Limited (Pia chi: Plot No. 29-30, Sector
27, Korangi Industrial Area, Karachi, Pakistan)

13. Co sé dang ky: Getz Pharma (Private) Limited (Dia chi: Plot No. 29-30, Sector

24 | Ribazole Tablets | Ribavirin 500mg Vién nén bao phim | 896114006700
500mg (VN-15055-12)

25 | Telart HCT Hydrochlorothiazid Vién nén 896110006800
Tablets 12,5mg; Telmisartan 40mg (VN-11879-11)
40mg+12.5mg

14. Co sé dang ky: Les Laboratoires Servier (Pia chi: 50 rue Carnot, 92284 Suresnes

Cedex, France)

14.1. Co sé san xuét: Les Laboratoires Servier Industrie (Pia chi: 905, route de
Saran, 45 520 Gidy, France)

26 | Carivalan Carvedilol 12,5mg; Vién nén bao phim | 300110197200
12.5mg/7.5mg Ivabradine (twong duong
voi 8,085mg Ivabradine
hydrochloride) 7,5mg
27 | Carivalan Carvedilol 25mg; Vién nén bao phim | 300110981424
25mg/7.5mg Ivabradine (dudi dang
Ivabradine hydrochloride
8,085mg) 7,5mg
28 | Carivalan Carvedilol 6,25mg; Vién nén bao phim | 300110981524
6.25mg/7.5mg Ivabradine (dudi dang
Ivabradine hydrochloride
8,085mg) 7,5mg
29 | Triveram Atorvastatin (duoi dang Vién nén bao phim | VN3-160-19
10mg/5mg/5mg Atorvastatin calci trihydrat
10,82 mg) 10 mg;
Perindopril arginin (twong
duong Perindopril 3,395
mg) 5 mg; Amlodipine
(dudi dang Amlodipine
besilate 6,935 mg) 5 mg
30 | Triveram Amlodipine besilate (twong | Vién nén bao phim | 300110347325
20mg/5mg/5mg | duong Amlodipine base (VN3-163-19)

S5mg) 6,935mg,
Atorvastatin calcium




trihydrate (tuong duong
Atorvastatin base 20mg)
21,64mg, Perindopril
arginine (tuong duong
Perindopril arginine base
3,395mg) Smg

14.2. Co s& san xuit: Servier (Ireland) Industries Ltd (Pia chi: Gorey Road

Arklow Co. Wicklow, Ireland)

31 | Ivabran 7,5mg Ivabradine (dudi dang Vién nén bao phim | 539110014023
Ivabradine hydrochloride)
7,5mg

32 | Prexanil 10mg Perindopril (twuong dwong | vién nén bao phim | VN-22919-21
Perindopril arginin 10 mg)
6,79 mg

33 | Prexanil 5Smg Perindopril (tuong duong | vién nén bao phim | VN-22920-21
Perindopril arginin Smg )
3,395 mg

34 | Prexanil Plus 5 Perindopril (tuong duong | Vién nén bao phim | VN-22921-21

mg/1.25mg

Perindopril arginin Smg )
3,395mg; Indapamid
1,25mg

15. Co sé dang ky: Mega Lifesciences Public Company Limited (Dia chi: 384 Soi 6,
Bangpoo Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang,
Samutprakarn 10280, Thailand)
Co s& san xuat: Ethypharm (Pia chi: Zone Industrielle de Saint-Arnoult,
Chateauneuf en Thymerais, 28170, France)

Co s6' 1am com: Ethypharm (Pia chi: Chemin de la Poudriére, Le Grand Quevilly,

76120, France)

Co s& dong goi: Aesica Pharmaceuticals S.r.l. (Pia chi: Via praglia, 15-10044

Pianezza (TO), Italy)

35

Colestrim Supra

Fenofibrat (dudi dang
Fenofibrate nanonized)
145mg

Vién nén

300110434325

16. Co sé dang ky: MI Pharma Private Limited (Dia chi: Unit No. 402&403, Viva
Hub Town, Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060,

India)

Co sé san xuat: Mylan Laboratories Limited [OTL] (Pja chi: Plot No. 284-B,
Bommasandra — Jigani Link Road, Industrial Area, Anekal Taluk, Bangalore —

560105, India)

36

Docetaxel Mylan

Docetaxel Anhydrous
160mg

Dung dich tiém

890114182025

17. Co sé dang ky: Novartis (Singapore) Pte Ltd (Pia chi: 10 Collyer Quay, # 10-01,
Ocean Financial Centre, Singapore (049315), Singapore)
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Co s& san xuat: Sandoz GmbH (Dia chi: Biochemiestrafe 10, A-6250 Kundl,

Austria)

37 | Xorimax 500mg

Cefuroxim (duoi dang
Cefuroxim axetil, két tinh
601,44mg) 500mg

Vién nén bao phim

900110443523
(VN-20624-17)

18. Co s& dang ky: Pharmaceutical Works POLPHARMA S.A. (Pia chi: ul

Pelplinska 19, 8§3-200 Starogard Gdanski, Poland)

18.1. Co s& san xudt: Pharmaceutical Works POLPHARMA S.A.; Medana
Branch in Sieradz (Dia chi: 57 Polskiej Organizacji Wojskowej St, 98-200 Sieradz,

Poland)

Co sé xuét xuéng: Pharmaceutical Works POLPHARMA S.A.; Medana Branch
in Sieradz (Dia chi: 10, Wiadyslawa Lokietka St, 98-200 Sieradz, Poland,)

38 | Pyrantelum Pyrantel (dudi dang Hon dich udng 590100529424
Medana Pyrantel embonate) (VN-20850-17)
250mg/5ml
18.2. Co s& sian xuat: Pharmaceutical Works Polpharma S.A. (Pia chi: 19
Pelplinska Street, 8§3-200 Starogard Gdanski, Poland)
39 | Baclosal Baclofen 10 mg Vién nén VN-19305-15
40 | Polfilin 2% Pentoxifylline 100mg/5ml | Dung dich tiém 590110084723
(VN-14312-11)

19. Co sé dang ky: Sun Pharmaceutical Industries Ltd. (Pia chi: UB Ground, 5 &
AMP, 6th floors, Sun House, CTS No. 201, B/I, Ram Nagar, Western Express
Highway, Goregaon East, Mumbai, 400063, Maharashtra, India)

Co so san xuét: Sun Pharmaceutical Industries Ltd. (Dia chi: Survey No 214, Plot
No. 20, G.I.A., Phase II, Piparia, Silvassa-396230, U.T. of Dadra & Nagar Haveli,

India)

41

Gabantin 300

Gabapentin 300mg

Vién nang cing

VN-16909-13

20. Co s¢ dang ky: Torrent Pharmaceuticals Limited (Dia chi: Torrent House, Off
Ashram Road, Ahmedabad -380 009, Gujarat, India)

20.1. Co sé san xuit: Torrent Pharmaceuticals Limited (Dja chi: Indrad-382 721,
Tal.- Kadi, District: Mehsana, India)

42

Toraass H

Hydrochlorothiazide
12,5mg; Losartan
Potassium 50mg

Vién nén bao phim

890110008300

20.2. Co sé san xuit: Torrent Pharmaceuticals Ltd (Pia chi: Village Bhud &
Makhnu Majra, Tehsil: Baddi — 173205, Distt. Solan (H.P.), India)

43 | Molnutor 200 Molnupiravir 200mg Vién nang cung 890110779524
20.3. Co s& san xuat: Torrent Pharmaceuticals Ltd (Pja chi: Indrad- 382 721,
Tal: Kadi, City: Indrad, Dist: Mehsana, India)

44 | Tantordio 160 Valsartan 160mg Vién nén bao phim | 890110003400

(VN-19539-15)




45 | Tantordio 40 Valsartan 40mg Vién nén bao phim | 890110034323
(VN-18475-14)
46 | Tantordio 80 Valsartan 80mg Vién nén bao phim | VN-19366-15
47 | Telday-20 Telmisartan 20mg Vién nén 890110416723
(VN-17795-14)
48 | Toraass 25 Losartan Postassium 25mg | Vién nén bao phim | VN-13408-11
49 | Toraass 50 Losartan Postassium 50mg | Vién nén VN-14381-11
50 | Torsartan 20 Olmesartan Medoxomil Vién nén bao phim | 890110034523
20mg (VN-17171-13)
51 | Torsartan 40 Olmesartan medoxomil Vién nén bao phim | VN-17614-13
40mg
52 | Torsartan H Olmesartan Medoxomil Vién nén bao phim | VN-18114-14
20mg; Hydrochlorothiazide
12,5mg;
53 | Torzesim 10 Ezetimibe 10mg; Vién nén 890110142723
Simvastatin 10mg
54 | Torzesim 20 Ezetimibe 10mg; Vién nén VN-23260-22
Simvastatin 20mg

Ghi chu:

- 86 dang ky 12 ky tw la s6 déing ky dwge cdp méi hodc gia han theo quy dinh tai Phu luc V Théong
tw 12/2025/TT-BYT ngay 16/5/2025 ciia Bé truong B Y té quy dinh viéc dang ky heu hanh thuéc,
nguyén liéu lam thuoc.

- 86 dang ky da cap (dwoc ghi trong ngodc don) la sé dang ky da dwoe cdp trude khi thube dwge
gia han.
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