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CUC QUAN LY DUQC Poc lip — Tuw do — Hanh phiic
S6: 152 /QP-QLD Ha Ngi, ngay 31 thdng 03 ndm 2025
QUYET PINH

Vé viéc thu hdi gidy diing ky luu hanh thudc tai Viét Nam d6i véi thude da
dwoc cip gidy ding ky luu hanh

CUC TRUONG CUC QUANLY DUQC

Cén cie Ludt Duwoc ngay 06 thang 4 ndm 2016; Ludt s6 sita d6i, b6 sung
mot s6 diéu ciia Ludt Duoc ngay 21 thang 11 ndm 2024,

Cdn cur Nghi dinh 54/2017/ND-CP ngay 08 thang 05 ndam 2017 cua Chinh
phii quy dinh chi tiét mot s6 diéu vé bién phdp thi hanh Ludt doc;

Can cie Nghi dinh s6 155/2018/NP-CP ngay 12 ngay 11 thang 2018 cia
Chinh phii siea doi mét s6 quy dinh lién quan dén diéu kién dau tw kinh doanh
thuéc pham vi quan Iy nha meée ciia Bo Y té;

Cén cik Nghi dinh s6 42/2025/NP- -CP ngay 27 thang 02 ndam 2025 cua Chinh
phii quy dinh chikc ndng, nhiém vy, quyén han va co cdu t6 chikc ciia B4 Y té;

Can cir Quyet dinh s6 1969/QP-BYT ngdy 26 thang 4 nam 2023 cua Bg
trucmg B6 Y té quy dinh chikc ndang, nhiém vy, quyén han va co cdu té chikc ciia
Cuc Quan Iy dwoc thuée Bo Y té;

Can cir Thong tu s6 08/2022/TT-BYT ngay 05 thing 9 ndm 2022 cia Bé
trudng B Y té quy dinh viée dang ky luu hanh thudc, nguyén lidu lam thudc;

Cdin cie don dé nghi thu héi gidy dang ky lwu hanh thudc tai Viét Nam cia
cdc co 56 ding ky thube;

Theo dé nghi cia Trung phong Phong Ddng ky thudc - Cuc Qudan Iy Duoc.

QUYET PINH:
Piéu 1. Thu hdi gidy dang ky Iru hanh thubc tai Viét Nam d6i voi 24 thude
tai phu luc dinh kém Quyét dinh nay.
Ly do: Céc co s& ding ky thudc d& nghi tu nguyén thu hdi gidy diang ky
Iru hanh thuéc tai Viét Nam.

Piéu 2. Thubc nude ngoai da nhap khiu vao Viét Nam trudc ngay Quyét
dinh nay c6 hiéu luc dugc phép lru hanh dén hét han ding cua thubc. Co s ding
ky thude, san xut thude phai c6 trach nhiém theo di va chiu trach nhiém vé chét
lugng, an toan, hidu qua ciia thudc trong qua trinh luu hanh.

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




Piéu 4. Giam ddc So Y té céc tinh, thanh phé truc thude Trung wong, cac
co sé kinh doanh dugc va Giam dbc co s¢ dang ky, co s& san xuét ¢ thude néu

tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRUONG

- Nhu Diéu 4;

- B truéng Dao Hdng Lan (dé b/c);

- Thir truéng DS Xuén Tuyén (dé b/c);

- Cuc truémg Vii Tuin Cudng (dé blc);

- Cuc Quan Y - B6 Quéc phong; Cyc Y té - Bo Cong an; |,
B Xay dung; Cuc Hai quan - B Tai chinh; Bao hiém X ||
hoi Viét Nam B§ Tai Chinh;

-Bo Y té: Vu Phap ché, Cuc Quan Iy YDCT, Cuc QLKCB
Thanh tra By; Trung tim mua sim tép trung thude Quéc gia;

- Céc Vién: KN thude TW, KN thude TP. HCM; Nguyéen Thanh Lim

- Tong Cong ty Dugc Viét Nam — Cong ty ) phan°

- Cac Bénh vién & Vién c6 giwdng bénh truc thude Bo;

- Céac phong Cyc QLD: QLKDD, QLCLT, QLGT, Website
Cuc QLD;

- Luu: VT, DKT (Trg) (2b).

SO Y TE THANH PHO HAI PHONG SAO Y BAN CHINH
s6: 901 1sv-sYT Hai Phong, ngay U4 thang 04 nam 2025

Noi nhin: TL GIAM POC

- Pon vi mua sim tép trung (TTKN T, MP, TP) ; TRUONGC
- Céc co s& san xuat, ding ky, kinh doanh thude
trén dia ban;

- Cac co s kham, chita bénh trén dia ban;

- VP ( dang tai 1én cong TTDT SYT);

- Luu: VT, NVD.

b Thi Thu Huyen

FONG NGHIEP VU DUQC




Phu luc

DANH MUC 24 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Kem theo Quyét dinh s6 152 /OP-QLD ngay 31 /03 /2025 ciia Cuc Quan Iy Duoc)

STT

Tén thubc Hoat chit, ham lwgng

Dang bao ché

S6 ding ky

1. Co sé ding ky: Janssen-Cilag Limited (Dja chi: 106 Moo 4 Lad Krabang Industrial
Estate, Chalong Krung Road, Kwaeng Lam Pla Tew, Khet Lad Krabang, Bangkok

Metropolis, Thailand)

Co s& san xuit: Janssen Pharmaceutica NV (Pia chi: Turnhoutseweg 30, Beerse,

2340, Belgium)

Daktarin Oral Gel | Miconazole 20mg/g

Gel dung duodng
migéng

540110974724

#08-32 Mapletree Business City, Singapore 117440, Singapore)
Co s san xuit: Berlin Chemie AG (Pia chi: Tempelhger Weg 83, D-12347 Berlin,

Germany)

. Co s& ding ky: A. Menarini Singapore Pte. Ltd. (Pia chi: 30 Pasir Panjang Road,

Co s dong goi va xuat xwong: Berlin Chemie AG (Pia chi: Glienicker Weg 125

D-12489 Berlin, Germany)

2 | Berlthyrox 100 Levothyroxine Sodium Vién nén VN-10763-10
100mcg
3. Co sé ding ky: Adamed Pharma S.A. (tén day di: Adamed Pharma Spélka

Akcyjna) (Pia chi: Pienkéw, ul. Mariana Adamkiewicza 64, 05-152 Czosnow,

Poland)

Co s san xuéat: Adamed Pharma S.A. (Pia chi: ul. Marszatka Jozefa Pilsudskiego

3, 95-200 Pabianice, Poland)

3 Hevipoint 200mg | Aciclovir 200mg Vién nén 590110178423
4. Co s& diang ky: AstraZeneca Singapore Pte., Ltd. (Pia chi: 10, Kallang Avenue
#12-10 Aperia, Singapore 339510, Singapore)
Co sé sin xuit: AstraZeneca AB (Pia chi: SE-151 85 Sodertalje, Sweden)
4 | Plendil Felodipin 5mg Vién nén phong 730110068723
thich kéo dai
5. Co s& diing ky: Cong ty TNHH DKSH Pharma Viét Nam (Dia chi: S6 23 Pai I
Déc Ldp, khu céng nghiép Viét Nam - Singapore, Phwong Binh Hoa, Thanh pho
Thudn An, tinh Binh Duong, Viét Nam)
Co s& san xuat: M/s. Mylan Laboratories Limited [OTL] (Pjia chi: Plot no. 284-
B, Bommasandra - Jigani Link Road, Industrial Area, Anekal Taluk, Bangalore — 560
105, India)
5 | Irinotecan Mylan | Irinotecan hydroclorid Dung dich pha VN3-411-22
trihydrat 100mg/5ml tiém truyén
6 | Irinotecan Mylan | Irinotecan hydroclorid Dung dich pha VN3-412-22
trthydrat 40mg/2ml tiém truyén
6. Co s¢' diing ky: Cong ty TNHH Dwgc pham Nhat Anh (Dja chi: 11 Hoang Diéu,
Phuong 10, Qudn Phii Nhudn, Thanh pho Hé Chi Minh, Viét nam)
Co sé san xuat: Remedica Ltd (Dja chi: Aharnon Street, Limassol Industrial Estate,
3056 Limassol, Cyprus)
7 | Remebentin 100 | Gabapentin 100mg Vién nang cimg 529110021624
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7. Co 6 ding ky: Cong ty TNHH GlaxoSmithKline Hang tiéu ding va Chim soc

strc khée Viét Nam (Dia chi: Ta ang 16, toa nha Metropolitan, so 235, duong Déng
Khoi, Phwong Ben Nghé, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam)

Co s& san xuit: Sterling Drug (Malaya) Sdn. Bhd. (Pia chi: Lot 89, Jalan
Enggang, Ampang/Hulu Kelang Industrial Estate, 68000 Ampang, Selangor,
Malaysia)

Paracetamol 500mg Vién nén bao phim | VN-12465-11

Panadol

. Co s¢ ding ky: Cong ty

TNHH Viatris Viét Nam (Dja chi: Toa nha Friendship
Tower, 31 duong Lé Dudn, Phuong Bén Nghé, Qudn 1, Thanh phé Ho Chi Minh, Viét
Nam, Viét Nam)

8.1. Co s& san xuit: Fareva Amboise (Dia chi: Zone Industrielle, 29 route des
Industries 37530, Poce sur Cisse, Phdp, Phap)

Viagra Sildenafil (dudi dang Vién nén bao phim | VN-21100-18

Sildenafil citrate) 50mg

8.2. Co sé san xuat: Pfizer Ireland Pharmaceuticals (Dia chi: Little Connell,
Newbridge, Co. Kildare, Ireland)

Co sé déng goi va xuit xwong: Pfizer Biotech Corporation (Pia chi: Hsinchu
Plant, No. 290-1, Chung Lun Village, Hsinfeng, Hsinchu, 30442, Taiwan (R.0.C))

10 | Efexor XR Venlafaxine (Dudi dang Vién nang giai VN-18951-15
Venlafaxine HCI) 37.5 mg | phong kéo dai

11 | Efexor XR Venlafaxine (Duéi dang Vién nang giai VN-18976-15
Venlafaxine HCI) 75 mg phong kéo dai

12 | Efexor XR Venlafaxin (dudi dang Vién nang giai VN-18975-15
venlafaxin HCI) 150mg phong kéo dai

8.3. Co so san xuat: Pfizer Pharmaceuticals LLC (Dia chi: Km 1.9, Road 689 Vega
Baja, Puerto Rico 00693, USA)

Co sé dong goi va xuit xwdng: R-Pharm Germany GmbH (Pia chi: Heinrich-
Mack-Str.35, 89257 lllertissen, Germany)

13 | Celebrex Celecoxib 200mg Vién nang ciimg VN-20332-17
9.Co sé ding ky: Pharmaceutical Works POLPHARMA S.A. (Pia chi: ul.
Pelplinska 19, 83 200 Starogard Gdanski, Poland)
Co so san xuédt: Warsaw Pharmaceutical Works Polfa S.A. (Pia chi: Karolkowa
22/24, 01-207 Warsaw, Poland)
14 | Dopamine Dopamine hydrochloride Dung dich tiém 590110079923
200mg/5ml truyén tinh mach (VN-18479-14)
15 | Levonor Noradrenalin (dudi dang Dung dich ti€ém 590110018124
noradrenalin tartrat) 4mg/4ml | truyén (VN-20117-16)
16 | Levonor Noradrenalin (dudi dang Dung dich tiém 590110018224
noradrenalin tartrat) Img/ml | truyén (VN-20116-16)
17 | Salbutamol Salbutamol (duéi dang Dung dich tiém 590115018324
Salbutamol sulfate) 0,5mg/ml (VN-16083-12)
18 | Xylobalan Nasal | Xylometazolin hydroclorid | Dung dich nhdé miii | VN-19543-15
Drop 0,05% 0,5mg/ml
19 | Xylobalan nasal | Xylometazoline Dung dich nho mui | VN-19370-15
drop 0,1% hydrochloride 10mg/10ml
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10. Co sé dang ky: Sun Pharmaceutical Industries Limited (Dia 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)
Co sé& san xuit:; Sun Pharmaceutical Industries Limited (Pia chi: Survey No.214,
Plot No. 20, Govt. Ind. Area, Phase II, Piparia, Silvassa - 396230, U.T. of Dadra &

Nagar Haveli, India)

20 | Sundonep 5 Donepezil hydrochlorid Vién nén bao phim | 890110415923
Smg

21 | Sundonep 10 Donepezil hydrochloride Vién nén bao phim | VN-18093-14
10mg

22 | Sunpregaba 150 | Pregabalin 150mg Vién nang cing 890110793424

23 | Sunpregaba 75 Pregabalin 75mg Vién nang cing 890110793524

24 | Suntopirol 50 Topiramate 50mg Vién nén bao phim | 890110003100
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