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LA BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
] CUC QUAN LY DUQC Doc lap — Tw do — Hanh phic
S6:604  /QD-QLD Ha Ngi, ngay 21 thang o8 nam 2024
QUYET PINH

Vé viéc cong b6 Danh muc thudc ¢é chirng minh
twong dwong sinh hoc Pgt 8 - Nam 2024

CUC TRUONG CUC QUAN LY DUQC
Can cit Ludt Duoc s6 105/2016/QH13 ngay 06 thang 4 niam 2016,

Can cir Nghi dinh s6 95/2022/NP- CP ngay 15 thang 11 nam 2022 cua Chinh
phu quy dinh chuc nang, nhiém vu, quyén han va co cau t6 chirc ciia BY Y té;

Can cir Thong tw 56 ) 08/2022/TT-BYT ngay 05 thang 9 nam 2022 cua Bg truong
Bo Y te quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc;
Can civ Quyét dinh s6 1 969/0D-BYT ngay 26/04/2024 cia Bj truong Bo Y té

quy dinh chitc nang, nhiém vu, quyén han va co cdu 16 chire ciia Cuc Quan Iy dwoc
thudc Bo Y té;

Can cir y kién cua Hoi dong tw véan cdp gidy dang ky leu hanh thudc, nguyén
liéu lam thuoc Bo Y té;
Theo dé nghi ciia Truéng phong Bang ky thuée - Cuc Quan 1y Durge.
QUYET PINH:
Piéu 1. Cong bd kém theo Quyét dinh nay Danh muc thudc ¢0 tai liéu chimg
minh twong duong sinh hoc Dot 8 - Nam 2024 gdém 35 thudc.

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

Piéu 3. Giam dbc So' Y té cac tinh, thanh phd truc thudc Trung wong, cic co s¢
kinh doanh dugc va Giam doc co s& co thuoc néu tai Piéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhdn: KT. CUC TRUONG
- Nhu biéu 3;

- BT. Pao Hong Lan (dé ble); PHO CUC TRUONG
-TT. Db Xuén Tuyén (de b/c); s

- CT. Vit Tuén Cuong (de b/c); "7@5\/

{/ =

- Cuc Quany - Bo Qudc phong; Cuc Y té - B Cong ap; |
- Cuc Y té GTVT - Bo Giao thong Van tai; o
- Bao hlem x4 hoi Viét Nam; \

-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tl’c*?{i f\v/\//;
B¢; Van phong HDTV cap GDKLH thube, NLLT; ST
- Vién KN thuoc TW, Vién KN thuoc TP. HCM; Nguyén Thanh Lam

- Téng Cong ty Dugc Viét Nam — CTCP;

- Cac Bénh vién, Vién c6 giuong bénh truc thudc Bo Y té;
- Trung tim mua sim tap trung thudc qudc gia;

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

- Luu: VT, BDKT (DM).



Phu luc

DANH MUC 35 THUOC CO CHUNG MINH TUONG PUONG SINH HQC PQT 8 - NAM 2024

(Kém theo Quyét dinh s6 604 /OP-QLD ngay 21 /08 /2024 ciia Cuc Qudn Iy Duwgc)

STT Tén thudc Hoat chat, ham Dang Quy cach dong géi So ding ky Co sé san xuat Pia chi co s6 san xuat
lwgng bao ché
1 | Amlobest Amlodipine (dudi Vién Hop 3 vix 10 vién; | 893110745824 | Cong ty c6 phan S 27, Nguyén Chi Thanh,
dang Amlodipine nang Hop 10 vi x 10 vién; dugc phim Khém 2, Phuong 9, Thanh
besilat) 5mg cing Hop 20 vi x 10 vién. TV.Pharm phé Tra Vinh, Tinh Tra
Hop 3 vi x 10 vién; Vinh, Viét Nam
Hop 10 vi x 10 vién;
Hop 20 vi x 10 vién
2 | Amoxicillin/ Acid Acid clavulanic Thudc Hop 1 tai x 12 goix | 893110271824 | Chi nhanh Cong ty LO B15/1-B16/1 duong 2A,
clavulanic 250 mg/ (dudi dang Kali bétpha | 19 c¢6 phan duoc phdm | khu cong nghiép Vinh Loc,
31,25 mg clavulanat - Syloid hon dich Imexpharm — Nha phuong Binh Hung Hoa B,
(1:1)) 31,25mg; ubng may khang sinh quan Binh Tan, thanh phd
Amoxicilin (dudi Cong nghé cao Vinh | H6 Chi Minh, Viét Nam
dang Amoxicilin Loc
trihydrat powder)
250mg
3 | Azithromycin 500 mg | Azithromycin Vién nén | Hop 1 vi x 3 vién 893710757124 | - Co s chuyén giao | - Dia chi co sé chuyén giao
500mg (dudi dang bao phim cong ngh¢: Auxilto | cong nghé: Opernplatz 14,

azithromycin
dihydrate 524mg)

Healthcare GmbH;

- Co s6 san xuét (co
s& nhan chuyén giao
cong nghé): Cong ty
TNHH Lién doanh
Stellapharm - Chi
nhanh 1

60313 Frankfurt am Main,
Germany;,

- Pija chi co so san xuét (co
so nhan chuyén giao cong
nghé): S6 40 dai 16 Tu Do,
Khu cong nghi¢p Viét Nam -
Singapore, Phuong An Phu,
Thanh phé Thuan An, Tinh
Binh Duong, Vi¢t Nam
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STT Tén thudc Hoat chat, ham Dang Quy cach dong géi S6 ding ky Co sé san xuat Pia chi co sé san xuat
lwgng bao ché
4 | CCL Valam 10/160 Amlodipine (dudi Viénnén | Hop 2 vi x 7 vién; 893110730824 | - Co sd san xudt va | - Dja chi co sé san xuit va
Tablet dang Amlodipine bao phim | Hop 4 vi x 7 vién dong goi so cap: dong gbi so cap: 62
besilate) 10mg; CCL Industrial Estate, Kot
Valsartan 160mg Pharmaceuticals Lakhpat, Lahore, Pakistan;
(Pvt) Ltd.; - Dia chi co s& dong goi thur
- Co so dong goi thir | cdp: Lo Bl4-3.4, duong
cap: Cong ty c6 phan | N13, khu cong nghiép Pong
dugc pham Am Vi Nam, xa Hoa Phu, huyén Cu
Chi, thanh ph H6 Chi Minh,
Viét Nam
5 | Cefpodoxime 100 mg | Cefpodoxime (dudi | Vién nén | Hop 2 vi x 10 vién; | 893110289124 | Cong ty cd phan tap | Thon Ba Khé, Xa Tan Tién,
dang cefpodoxime bao phim | Hop 3 vi x 10 vién; doan Merap Huyén Van Giang, Tinh
proxetil) 100mg Hop 1 1o x 100 vién; Hung Yén, Viét Nam
Hop 1 1o x 200 vién
6 | Cilexkand 32 mg Candesartan cilexetil | Viénnén | Hop 3 vix 10 vién; | 893110164923 | Congty TNHH DRP | L6 EBS, duong sé 19A, Khu
32mg Hop 6 vi x 10 vién; Inter cong nghi¢p Hiép Phudc, Xa
Hop 10 vi x 10 vién Hiép Phudc, Huyén Nha Be,
TP. H6 Chi Minh, Viét Nam
7 | Cilnidipine 10 Cilnidipine 10mg Viénnén | Hop 6 vi x 10 vién 893110240124 | Congty TNHH Sinh | L6 A17, Khu coéng nghiép
bao phim Dugc pham Hera Tt Ha, thi xd4 Huong Tra,
tinh Thira Thién Hué, Viét
Nam
8 | Cilnidipine 5 Cilnidipine 5mg Vién nén | Hop 6 vi x 10 vién 893110300724 | Congty TNHH Sinh | L6 A17, Khu coéng nghiép
bao phim Duoc pham Hera Tt Ha, thi xa Huong Tra,

tinh Thira Thién Hué, Viét
Nam
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STT Tén thudc Hoat chat, ham Dang Quy cach dong géi S6 ding ky Co sé san xuat Pia chi co sé san xuat
lwgng bao ché
9 | Erafiq 10/160 Amlodipin (dudi Viénnén | Hop 03 vi x 10 vién, | 893110755824 | Congty TNHH Puong s6 2, KCN Pong An,
dang amlodipin bao Hop 05 vi x 10 vién, Hasan - phuong Binh Hoa, thanh
besilat 13,87 mg) phim Hop 10 vi x 10 vién Dermapharm phé Thuan An, tinh Binh
10mg; Duong, Viét Nam
Valsartan 160mg
10 | Erafiq 5/80 Amlodipin (dudi Vién nén | Hop 03 vi x 10 vién, | 893110755924 | Céngty TNHH Puong s6 2, KCN Pdng An,
dang amlodipin bao Hop 05 vi x 10 vién, Hasan - phuong Binh Hoa, thanh phd
besilat 6,93 mg) phim Hop 10 vi x 10 vién Dermapharm Thuén An, tinh Binh Duong,
smg; Viét Nam
Valsartan 80mg
11 | Ettaby Itopride HCI 50mg Viénnén | Hop 3 vi x 10 vién VD-36223-22 | Congty TNHH DRP | L6 EBS, duong sé 19A, Khu
bao phim Inter cong nghiép Hi¢p Phude, Xa
Hiép Phudc, Huyén Nha Be,
TP. H6 Chi Minh, Viét Nam
12 | Fenbrat 200M Fenofibrat Vién Hop 03 vix 10 vién | 893110398724 | Chi nhanh Céng ty Lo 111-18, dudng s6 13, KCN
micronised 200mg nang (VD-27136-17) | c6 phan Dugc pham | Tan Binh, Phuong Tay
cung va Sinh hoc y té Thanh, Quan Tan Phua, TP.
H6 Chi Minh, Viét Nam
13 | Glimepiride STELLA | Glimepirid 2mg Viénnén | Hop 3 vix 10 vién; | VD-24575-16 | Congty TNHH Lién | S6 40 dai 16 Ty Do, Khu
2 mg Hop 6 vi x 10 vién Doanh Stellapharm — | cong nghiép Viét Nam -
Chi nhénh 1 Singapore, Phuong An Phu,
Thanh phé Thuan An, Tinh
Binh Duong, Viét Nam
14 | Glisan 30 MR Gliclazid 30 mg Vién nén | Hop 06 vi x 30 vién, | 893110652024 | Cong ty TNHH Pudng s6 2, KCN Pong An,
tac dung | Hop 10 vi x 30 vién Hasan - phudng Binh Hoa, thanh phd
kéo dai Dermapharm Thuén An, tinh Binh Duong,

Viét Nam
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STT Tén thudc Hoat chat, ham Dang | Quy cach dong goi S6 ding ky Co sé san xuat Pia chi co sé san xuat
lwgng bao ché

15 | Itraconazole 100 mg Itraconazole 100 mg | Vién Hop 7 vi x 4 vién 893110757324 | Congty TNHH Lién | S6 40 dai 16 Tu Do, Khu
(dudi dang nang Doanh Stellapharm - | cong nghi¢p Viét Nam -
itraconazole pellets | cung Chi nhéanh 1 Singapore, Phuong An Phu,
22% 455 mQ) Thanh pho Thuén An, Tinh

Binh Duong, Vi¢t Nam

16 | Klerimed 500mg Clarithromycin Viénnén | Hop 2 vi x 7 vién 529110775524 | Medochemie Ltd - 2 Michael Erakleous Street,
515,50mg twong bao phim Factory AZ Agios Athanassios Industrial
duong voi Area, 4101 Agios
clarithromycin khan Athanassios, Limassol,
500mg Cyprus

17 | Mebisita 100 Sitagliptin phosphat | Viennén | Hop 03 vix 10 vién | VD-35052-21 | Chi nhanh Cong ty L6 111-18, duong sé 13, KCN
monohydrat tuong bao phim co phan Dugc pham | Tan  Binh, Phuong Tay
duong Sitagliptin va Sinh hoc y t& Thanh, Quén Tan Pha, TP.
100mg HO6 Chi Minh, Viét Nam

18 | Mebisita 25 Sitagliptin phosphat | Viennén | Hop 03 vix 10 vién | VD-35308-21 | Chi nhanh Cong ty L6 111-18, dudong s6 13, KCN
monohydrat tuong bao phim c0 phan Dugc pham | Tan Binh, Phuong Tay
duong Sitagliptin va Sinh hoc y té Tl}anh, Quan Tan Phu, TP.
25mg Ho6 Chi Minh, Viét Nam

19 | Mebisita 50 Sitagliptin phosphat | Viénnén | Hop 03 vix 10 vién | VD-35053-21 | Chinhanh Congty | LO 111-18, duong s0 13, KCN
monohydrat tuong bao phim o phan Duge pham | Tan Binh, Phuong Tay
duong Sitagliptin va Sinh hoc y té Thanh, Quéan Tan Phg, TP.
50mg HO6 Chi Minh, Viét Nam

20 | Mibetel AM 40/5 Amlodipin (tuong Vién nén | Hop 03 vix 07 vién, | 893110756224 | Congty TNHH Lién | L6 B, duong sb 2, khu cong

duong amlodipin
besylat 7 mg) 5 mg;
Telmisartan 40 mg

Hop 05 vi x 07 vién,
Hop 10 vi x 07 vién

doanh Hasan -
Dermapharm

nghiép Pdng An, phuong
Binh Hoa, thanh phé Thuin
An, tinh Binh Duong, Viét
Nam
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STT Tén thudc Hoat chat, ham Dang Quy cach dong géi S6 ding ky Co sé san xuat Pia chi co sé san xuat
lwgng bao ché
21 | Mirtazapine Tablets Mirtazapine 30mg Viénnén | Hop 3 vi x 10 vién 890110777424 | Torrent Indrad: 382 721, Tal.-Kadi,
30 mg bao phim Pharmaceuticals District: Mehsana, India
Limited
22 | Neginol 5 Nebivolol (dudi Viénnén | Hop 3 vi x 10 vién 893110211923 | Céng ty co phan L6 B2 - B3, Khu cbéng
dang nebivolol dugc Hau Giang - nghiép Tan Pha Thanh - Giai
hydroclorid) 5mg Chi nhdnh nhamay | doan 1, xa Tan Pha Thanh,
dugc pham DHG tai | huyén Chau Thanh A, tinh
Hau Giang Hau Giang, Viét Nam
23 | Pain-tavic Acetyl leucin 500mg | Viénnén | Hop 2 vi x 10 vién 893100698024 | Congty TNHH S6 112, duong Tran Hung
(VD-30195-18) | MTV dugc phim Pao, phuong Pham Ngi
150 COPHAVINA | L30, quan 1, thanh phé Ho
Chi Minh, Viét Nam
24 | Pantostad 20 Pantoprazol (dang Viénnén | Hop 2 vi x 7 vién, 893110193224 | Congty TNHH lién | S6 40 dai 16 Tu Do, Khu
natri sesquihydrat) bao phim | Hop 4 vi x 7 vién, (VD-18534-13) | doanh Stellapharm - | cong nghi¢p Viét Nam -
20mg tan trong | Hop 3 vi x 10 vién, Chi nhénh 1 Singapore, Phuong An Phu,
rudt Hop 5 vix 10 vién Thanh ph Thuan An, Tinh
Binh Duong, Viét Nam
25 | Pramipexole Pramipexol Viénnén | Hop 3 vi x 10 vién 890110775124 | Macleods Block N-2, Village Theda,
Dihydrochloride Dihydrochlorid phong Pharmaceuticals Ltd. | Post Office  Lodhimajra
Extended Release (dudi dang thich Tehsil Baddi, Distt. Solan,
Tablets 0.375mg Pramipexol cham Himachal Pradesh - 174101,
Dihydrochlorid India
monohyadrat)

0,375mg




6

STT Tén thudc Hoat chat, ham Dang Quy cach dong géi S6 ding ky Co sé san xuat Pia chi co sé san xuat
lwgng bao ché

26 | Pridora Ticagrelor 90mg Viénnén | Hop 06 vix 10 viéen | VD-34627-20 | Cong ty C6 phan Puong NA6, KCN My
bao phim Duogc Enlie Phudc 2, phuong My Phudc,
thi xa Bén Cét, tinh Binh

Duong, Viét Nam
27 | Remeclar 250 Clarithromycin Viénnén | Hop 2 vi x 7 vién 529110769724 | Remedica Ltd. Aharnon Street, Limassol
250mg bao phim Industrial ~ Estate, 3056,

Limassol, Cyprus
28 | Ridolip 10 Ezetimib 10mg Vién nén | Hop 03 vix 10 vién; | 893110409824 | Congty TNHH Lién | L6 B, duong s6 2, khu cong
Hop 05 vi x 10 vién; | (VD-32419-19) | doanh Hasan - nghiép Péng An, phudng
Hop 10 vi x 10 vién Dermapharm Binh Hoa, thanh ph Thuan
An, tinh Binh Duong, Viét

Nam

29 | Rosuvastatin Stada Rosuvastatin (dudi Viénnén | Hop 2 vi x 10 vién VD-36245-22 | Céngty TNHH Lién | S6 40 dai 16 Ty Do, Khu
20 mg dang rosuvastatin bao doanh Stellapharm - | cong nghiép Viét Nam -
calcium 20,8mg) phim. Chi nhénh 1 Singapore, Phuong An Phu,
20mg Thi xa Thuan An, Tinh Binh

Duong, Viét Nam
30 | Rotorlip 20 Rosuvastatin (dudi | Viénnén | Hop 3 vix 10 vien | 893110478024 | Cong ty ¢ phan L6 B2 - B3, Khu cong
dang Rosuvastatin bao phim (VD-32765-19) | dugc Héau Giang - nghiép Tan Pha Thanh - Giai
calci) 20mg Chi nhanh nhamay | doan 1, xa Tan Pha Thanh,
duoc phém DHG tai | huyén Chau Thanh A, tinh

Héau Giang Hau Giang, Viét Nam
31 | Sitamibe-M 50/1000 | Metformin Vién nén | Hop 03 vi x 05 vién, | 893110756624 | Congty TNHH Lién | Lo B, dudng s 2, khu cong
hydroclorid 1000mg; | bao phim | Hop 05 vi x 05 vién, doanh Hasan - nghiép Pong An, phudng
Sitagliptin (du6i dang Hop 10 vi x 05 vién Dermapharm Binh Hoa, thanh ph6 Thuan
sitagliptin phosphate An, tinh Binh Duong, Viét
monohydrat Nam

64,25mg) 50mg
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STT Tén thudc Hoat chat, ham Dang Quy cach dong géi S6 ding ky Co sé san xuat Pia chi co sé san xuat
lwgng bao ché

32 | Stefamlor 5/20 Amlodipine 5mg Viénnén | Hop 3 vi x 10 vién 893110757424 | Congty TNHH Lién | S6 40 dai 16 Tu Do, Khu
(dudi dang bao phim Doanh Stellapharm - | cong nghi¢p Viét Nam -
amlodipine besilate Chi nhéanh 1 Singapore, Phuong An Phq,
6,94mg); Thanh phd Thuan An, Tinh
Atorvastatin 20mg Binh Duong, Viét Nam
(dudi dang
atorvastatin calcium
trihydrate 21,7mg)

33 | Swamlo 5 Amlodipin (dudi Viénnén | Hop 2 vi x 14 vién 890110770224 | Ind-Swift Limited Off. NH-21, Village
dang amlodipin Jawaharpur, Tehsil
besilat) 5mg Derabassi, District S.A.S

Nagar (Mohali), Punjab-
140507, India

34 | Vcard-AM 160 + 10 Amlodipine besylate | Vién nén | Hop 4 vi x 7 vién 520110775624 | Elpen Marathonos ~ AVE. 95,
13,9mg (tuong bao phim Pharmaceutical Co., | Pikermi  Attiki, 190009,
duong amlodipine Inc Greece
10mg);
Valsartan 160mg

35 | Vcard-AM 160 + 5 Amlodipine besylate | Viénnén | Hop 4 vi x 7 vién 520110775724 | Elpen Marathonos ~ AVE. 95,
6,9mg tuong duong | bao phim Pharmaceutical Co., | Pikermi  Attiki, 19009,
amlodipine 5mg; Inc Greece
Valsartan 160mg

Ghi chu:

- S6 ddng ky 12 ky uw 14 86 dang ky dirot cap méi hogc gia han theo quy dinh tai Phy luc VI Théng nr 08/2022/TT-BYT ngay 05/09/2022 cia Bé trueng Bg Y té quy
dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc.

- S6 ddang ky di cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cap trueée khi thude duwoc gia han.
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