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Vé viéc ban hanh danh muc 71 thudc nwée ngoai
dugc cap, gia han giay dang ky luu hanh tai Viét Nam - D¢t 122 bo sung

CUC TRUONG CUC QUAN LY DUQC

Can cie Ludt Duge sé6 105/2016/QH13 ngay 06/4/2016;

Can ¢k Nghi dinh sé 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chiurc nang, nhiém vu, quyén han va co cdu t6 chire ciia BY Y té;

Can cit Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua B¢ truong Bo Y té quy
dinh,chitc nang, nhiém vu, quyén han va co cau t6 chirc ciia Cuc Quan 1y Duwoc thudc
BoY te,

Can cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B¢ trucng B Y té quy
dinh viéc dang ky lwu hanh thudce, nguyén liéu lam thuoc;

Can cit két lugn cia Hoi dong tw van cdp gidy dang ky luwu hanh thudc, nguyén liéu
lam thuéc - B3 Y té cdc dot 119 tai Cong vin sé 28/HDTV-VPHP ngdy 04/04/2024; dot
120 tai Céng Van s6 48/HPTV-VPHD ngay 22/05/2024; dot 121 tai Cong vin so
70/HPTV-VPHD; dot 122 tai Céng vin s6 83/HPTV-VPHD ngay 30/09/2024 cia Van
phong Héi dong tw vin cdap GPKLH thudc, nguyén liéu lam thuoc;

Theo dé nghi ciia Truong phong Pang ky thuéc - Cuc Quan Iy Duoe.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 71 thubc nudc ngoai
dugc cap, gia han gidy dang ky Ivu hanh tai Viét Nam - Dot 122 b6 sung, cu thé:

1. Danh muc 37 thudc nude ngoai duogc cap gidy dang ky lwu hanh hiéu luc 05
nam - Dot 122 bd sung (tai Phu luc I kém theo).

2. Danh muc 03 thudc nuéc ngoai duoc cip gidy dang ky luu hanh hiéu lyc 03
nam - Dot 122 bd sung (tai Phu luc II kém theo).

3. Danh muyc 26 thudc nudc ngoai duge gia han gidy dang ky luu hanh hiéu luc
05 ndm — Dot 122 bd sung (Phu luc 11 kém theo).

4. Danh muc 05 thudc nudc ngoai duge gia han gidy dang ky luu hanh hiéu luc
03 nam — Dot 122 bd sung (Phu luc IV kém theo).

Piéu 2. Co so san xuat va co s ding ky thudc c6 trach nhiém:

1. San xuat, cung cip thudc vao Viét Nam theo ding cac ho so, tai lidu da ding
ky v6i BO Y té va phai in hodc dan sé dang kY dugc BO Y té cap 1én nhan thudce.

2. Chap hanh day du phap lut ciia Viét Nam va cac quy dinh caa BO Y té vé
san xut, nhap khau thudc va luu hanh thude tai Viét Nam, néu co bat cr thay doi gi
trong qué trinh luu hanh thudc & nude s tai va & Viét Nam thi phai béo céo ngay cho
Cuc Quén Iy Duoc - Bo Y té Viét Nam.

3. Thyc hi¢n viéc cdp nhat tiéu chuan chat luong cua thudec theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B6 truong BO Y té quy dinh vé chat
luong thude, nguyén liéu 1am thube, Thong tu s6 03/2020/TT-BYT ngay 22/01/2020
cia Bo truong BO Y té stra doi, bd sung mot sb diéu cua Thong tu 11/2018/TT-BYT
quy dinh vé chit luong thudc, nguyén liéu 1am thude.

4. Cap nhat nhan thudc va to hudng dan sir dung thuoc theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong Bo Y té quy dinh ghi nhan thudc,



nguyén liéu lam thudc va to hudng dan sir dung thude theo hinh thirc thay d6i, bd sung
giay dang ky luu hanh thudc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua Bo truong Bo Y té d6i voi thube chua cap nhat ndi dung nhan thude, to huéng dan
stt dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B
truong BO Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay d6i vé noi dung hanh chinh (bao
gdm ca mau nhan va to hudng dan sir dung thuoc) phai nhap khau va luu hanh véi cac
n6i dung da dugc phé duyét thay d6i trong hd so gia han.

6. Co sé diang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cua’gidy ding ky luu hanh thude, nguyén liéu lam thudc. Trong trudng hop
khéng con dap tng du diéu kién hoat dong, co sé ding ky phai c¢6 trach nhiém thuc
hién thay d6i co so dang ky theo quy dinh tai Thong tu sé 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co sé dang ky khdng con du diéu kién hoat dong.

7. Co so dang ky thudc phai bao cao BO Y té (Cuc Quan ly Duoc) vé cap nhat
tinh trang dap tng Thyuc hanh tot san xuét cla CO 8O san Xuat thuoc nguyén li¢u lam
thude. Truong hop co s¢ san xuat bi thu hoi gidy phép san xuat hodc khong dap tng
Thuc hanh t6t san xuat thudc, nguyén liéu 1am thudc ¢ nudc s tai, co s phai thuc
hién viéc bao cao trong thoi han 15 ngay ké tir ngay co thong bao cua co quan quan ly
c6 tham quyén nudc so tai theo quy dinh tai diém d khoan 1 Dleu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot s6 diéu va bién
phép thi hanh Luat Dugc.

8. Cac thuoc dugc gia han gidy ding Ky luu hanh tai Quyet dinh nay duoc tlep
tuc str dung so dang Ky da cap trude khi gia han trong thoi han téi da 12 thang ké tur
ngay dugc cap so dang ky gia han theo quy dinh tai Phy lyc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

9. Phéi hop voi cac co s¢ diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo d01 an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén nguodi Viét Nam va tong hop, bao céo theo quy dinh tai Piéu 5 Thong tu sd
08/2022/TT-BYT ddi vé6i cac thudc trong Phu luc II ban hanh kém theo Quyét dinh
nay.

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

Piéu 4. Giam dbc So' Y té céc tinh, thanh phd truc thudc trung wong, giam déc
nha san xuat va co s& ding ky co thude tai Piéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.
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Phu luc |

DANH MUC 37 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 122 BO SUNG

(Kém theo Quyét dinh sé. ..806....../0P-QLD, ngay 07../12./2024.ciia Cuc Qudn 1y Duroc)

STT Tén thuéc Hoat chat chinh | Dang Quycach | Tiéu Tuoi S6 ding ky
“Ham lwong | baoché | dénggéi | chuin tho
(thang)
1) (2) 3) 4) ©) (6) ) (8

1. Co sé diang ky: Adamed Pharma S.A. (Tén diy di: Adamed Pharma Spélka Akcyjna) (Pia
chi: Pienkow, ul. Mariana Adamkiewicza 64, 05-152 Czosnow, Poland)
1.1. Co sé san xuat: Adamed Pharma S.A. (Pja chi: ul. Marszatka Jézefa Pilsudskiego 5, 95-200

Pabianice, Poland)

1 Polzycyna Azithromycin Vién nén Hoplvix3 | NSX 36 590110166400
500mg (dudi dang bao phim vién
Azithromycin
dihydrat) 500mg
2. Co s& dang ky: Ambica International Corporation (bia chi: No. 9 Amsterdam Extension,
Merville Park Subdivision, Paranaque City, Philippines)
2.1. Co sé san xuat: Stallion Laboratories Pvt. Ltd. (Pja chi: Plot No. C1B-305, 2, 3, 4 & 5,
G.1.D.C., Kerala (Bavla), Dist. - Ahmedabad, Gujarat State, India)
2 Cetisoothe MJi 5ml chira Sird Hop 1 chai NSX 36 890100166500
Levocetirizin x 60ml
dihydroclorid 2,5mg
3 Pravolion-20 | Pravastatin natri Vién nén Hop 3 vi x USP 24 890110166600
20mg khong bao | 10 vién 2023
4 Stal-sert 50 Sertraline (dudi Vién nén Hop3vix | USP 41 36 890110166700
dang Sertraline bao phim 10 vién
hydroclorid
55,950mg) 50mg
2.2. Co sé san xuat: Atlantic Pharma — Producdes Farmacéuticas, S.A. (Pja chi: Rua da Tapada
Grande, n.02, Abrunheira, Sintra, 2710-089, Portugal)
5 Fevoxine Febuxostate 80mg | Vién nén Hop 2 vi X NSX 24 560110166800
bao phim 14 vién
2.3. Co'sé'san xuit: Intas Pharmaceuticals Ltd. (Pja chi: Plot No.-457 - 458, Village-Matoda, Bavla
Road, And Plot No: 191/218 P, Village: Chacharwadi, Ta: Sanand, Dist. -Ahmedabad, Gujarat, India)
6 Comfocell Mycophenolate Vién nén Hop 5 vi x USP 24 890114166900
500 mofetil 500mg bao phim 10 vién nén 2023
bao phim
2.4. Co s san xuat: Milan Laboratories (India) Pvt. Ltd. (Pja chi: Plot Nos. 35, 36, 63, 64, 65, 67
& 87 Jawahar Co-op Industrial Estate Ltd., Kamothe, Raigad 410209 Maharashtra State, India)
7 Isoday 40 Isosorbide Vién nén Hop 4 vi x NSX 36 890110167000
mononitrate (dudi 14 vién
dang Diluted
Isosorbide

mononitrate 80%)
40mg
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3. Co sé dang ky: Baroque Pharmaceuticals Private Limited (Dia chi: D-403, Titanium Square,
S.G.Highway, Thaltej, Ahmedabad Ahmedabad GJ 380054, India)
3.1. Co s& san xuat: Barogque Pharmaceuticals Pvt. Ltd. (Pja chi: 192/2&3, 190/1 and 202/9,

Sokhada- 388 620, Tal-Khambhat, Dist: Anand, Gujarat State, India)

trong rudt) 20mg

8 Nuroq 75 Pregabalin 75mg Viénnang | Hop 3 vi X NSX 24 890110167100
cang 10 vién
gelatin
4. Co s6 dang ky: Boehringer Ingelheim International GmbH (Dja chi: Binger Stralle 173, 55216
Ingelheim am Rhein, Germany)
4.1. Co sé¢ san xuat: Boehringer Ingelheim Promeco S.A. de C.V (Pja chi: Calle del Maiz No.49,
Barrio Xaltocan, C.P.16090 Xochimilco, Ciudad de Mexico, Mexico)
9 Trajenta Duo | Linagliptin 2,5mg; | Vién nén Hop1llo 14 | NSX 36 750110167200
Metformin bao phim vién; Hop 1
hydrochloride lo 60 vién
500mg
10 Trajenta Duo | Linagliptin 2,5mg; | Vién nén Hopllo14 | NSX 36 750110167300
Metformin bao phim vién; Hop 1
hydrochloride lo 60 vién
1000mg
11 Trajenta Duo | Linagliptin 2,5mg; | Vién nén Hop1llo 14 | NSX 36 750110167400
Metformin bao phim vién; Hop 1
hydrochloride lo 60 vién
850mg
5. Co o diing ky: Cong ty TNHH Dwoc pham An Sinh (Pja chi: 73 Khu ddn cu Intresco, dwong s6
2, dp 5A, xd Binh Hung, huyén Binh Chanh, thanh phé Hé Chi Minh, Viét Nam)
5.1. Co sé san xuét: Atlantic Pharma - Produgdes Farmacéuticas, S.A. (Pja chi: Rua da Tapada
Grande, no 2, Abrunheira, Sintra 2710-089, Portugal)
12 Decebal 150 Pregabalin 150mg | Viénnang | Hop 4 vi X NSX 36 560110167500
cang 14 vién
13 Decebal 50 Pregabalin 50mg Viénnang | Hop 4 vi X NSX 36 560110167600
cang 14 vién
14 Decebal 75 Pregabalin 75mg Viénnang | Hop 4 vi x NSX 36 560110167700
cang 14 vién
15 Prosgesy Topiramate 50mg | Vién nén Hop 6 vi x NSX 36 560110167800
bao phim 10 vién
6. Co sé diing ky: Cong ty TNHH Dwoc Pham Tam Nhiat (Bja chi: 196/51 Vieon Lai, Phwong Tan
Thanh, Qudn Tan Phu, Tp.HCM, Viét Nam)
6.1. Co s& san xuat: Kopran Limited (Pja chi: Village Savroli, Tal. Khalapur, Raigad 410202
Maharashtra State, India)
16 Ometift Omeprazole (duéi | Viénnang | Hop 10 vi x NSX 36 890110167900
dang Pellet bao tan | cing 10 vién




3

STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycéach | Tiéu Tubi S6 diang ky
Ham lwong ché doéng goi chuan tho
(thang)
) (2) 3 4 5) (6) (7 (8

7. Co'sé diing ky: Cong ty TNHH Dwoc pham Van Cuong Phat (Pia chi: 299/28C Ly Thuwong Kiét,
Phuwong 15, Qudn 11, Thanh pho Hoé Chi Minh, Viét Nam)
7.1. Co sé san xuat: Special Product’s Line S.P.A. (Pja chi: Via Fratta Rotonda Vado Largo, 1 —
03012 Anagni (FR), Italy)

17 Akirab Natri rabeprazol Vién nén HopOlvix | NSX 36 800110168000
(twong duong vai khang dich | 14 vién,
18,85mg vi da day Hop2vix7
Rabeprazol) 20mg vién
18 Akirab Natri rabeprazol Vién nén HopOlvix | NSX 36 800110168100
(twong duong voi khéang dich | 14 vién,
9,42mg vi da day Hop2vix7
Rabeprazol) 10mg vién
8. Co s& ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pia chi: Tang 20, toa nha ICON 4,
2434 Pé La Thanh, phwong Lang Thiong, qudn Péng Pa, Ha Ngi, Viét Nam)
8.1. Co sé san xuat: Athena Drug Delivery Solutions Pvt. Ltd. (Pja chi: Plot Al - A5, MIDC,
Chemical zone, Ambernath (West), Maharashtra, 421501, India)
19 Levocetirizine | Levocetirizine Vién nén Hop 3 vi x NSX 24 890100168200
Biovagen dihydrochloride phén tan 10 vién
5mg trong
miéng
9. Co s& diang ky: Cong ty TNHH Mat thanh vién An Phat (Pja chi: 1923 Nguyeén Hizu Canh,
Phuong 19, Qudn Binh Thanh, TP. Hé Chi Minh, Viét Nam)
9.1. Co sé san xuat: Laboratorios Leon Farma S.A (BPja chi: C/ La Vallina s/n, Poligono Industrial
Navatejera, Villaquilambre, Leon, 24008, Spain)
20 Progesterone | Progesteron 100mg Vi‘én nang | Hop 2 vi x NSX 24 840110168300
100mg meém 15 vién
21 Progesterone | Progesteron 200mg Vi‘én nang | Hop 1 vix NSX 24 840110168400
200mg mem 15 vién
10. Co sé diang ky: Cong ty TNHH Novartis Viét Nam (Pja chi: Phong 1001, lau 10, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phwong V8 Thi Sau, Qudn 3, Thanh phé Hé Chi Minh, Viét Nam)
10.1. Co sé san xuat: Novartis Farma S.p.A. (Pja chi: Via Provinciale Schito 131 — 80058 Torre
Annunziata (NA), Italy)
22 Diovan 80 Valsartan 80mg Vién nén Hop 2 vi X NSX 36 800110168500
bao phim 14 vién
11. Co sé ding ky: Cong ty TNHH Novopharm (Pja chi: Sé 5C, ngéch 5/86, té 26, dwong Hoang
Quac Viét, phirong Nghia Pé, quan Cau Gidy, thanh phé Ha Ngi, Viét Nam)
11.1. Co sé san xuit: Seven Stars Pharmaceutical Company Limited (Pja chi: 18/5 Phetkasem
Road, Moo 1, Ban Mai, Sam Phran, Nakhon Pathom 73110, Thailand)
23 Starclav 1000 | Acid clavulanic Vién nén Hop 2vix 7 | USP 43 36 885110168600
(dudi dang Kali bao phim vién; Hop 1
clavulanat) 125mg, vi X 10 vién

Amoxicillin (dudi
dang Amoxicillin
trihydrat) 875mg
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24 Starclav 156 | Acid clavulanic Thuoc bot | Hop Llox | USP 43 36 885110168700
(duéi dang Kali dé phahdn | 60ml
clavulanat) dich
31,25mg,
Amoxicillin (dudi
dang Amoxicillin
trihydrat) 125mg

25 Starclav 625 | Acid clavulanic Vién nén Hop2vix | USP 43 36 885110168800
(dudi dang Kali bao phim 10 vién

clavulanat) 125mg,
Amoxicillin (duéi
dang Amoxicillin
trihydrat) 500mg

12..Co sé ding ky: Cong ty TNHH Thwong mai Dwoc pham Péng Phwong (Pja chi: 119, Duong

sé41, Phuong Tan Quy, Qudn 7, Thanh phé Hé Chi Minh, Viét Nam)

12.1. Co sé san xuit: Venus Remedies Limited (Bja chi: Hill Top Industrial Estate, Jharmajri, EPIP
Phase-1 (Extn), Bhatoli Kalan, Baddi, Distt. Solan, Himachal Pradesh, 173205, India)

26

Pemetrex-
Venus

Pemetrexe (dudi
dang Pemetrexed
dinatri) 100mg

Bot dong
kho pha
dung dich
tiém truyén

Hop 1 lo

NSX

24

890114168900

13. Co sé ding ky: Cong Ty TNHH Xc tién Thwong mai Dwoc pham Va Pau tw TV (Pja chi:
S6 72 Binh Gid, Phwong 13, Qudn Tan Binh, Thanh pho Ho Chi Minh, Viét Nam)
13.1. Co s& san xuat: Prasfarma SL (Pja chi: C/ Sant Joan, 11-15, 08560 Manlleu (Barcelona),

Spain)
27 Gemcitabine | Gemcitabine (dudi | Dung dich | Hop 1 lo X NSX 36 840114169000
TVP 200mg dang Gemcitabine | dam dac 2mi
hydrochloride pha tiém
227,7mg) 200mg | truyén

14. Co sé dang ky: Exeltis Healthcare S.L. (Pja ch:: Avenida Miralcampo 7, Poligono Industrial
Miralcampo, 19200, Azuqueca De Henares Guadalajara, Spain)
14.1. Co sé san xuit: Laboratorios Leon Farma, S.A. (Pja chi: C/La Vallina S/N, Poligono
Industrial Navatejera, 24008 Villaguilambre (Leon), Spain)
Co s& kiém nghiém vi sinh cho thanh pham: Laboratorio Echevarne, S.A. (Pja chi: Avenida Can
Bellet 61-65, Sant Cugat del Valles, 08174 Barcelona, Spain)

28

Endovelle

Dienogest 2mg

Vién nén

Hop 1 vi X
28 vién

NSX

24

840110169100

15. Co sé dang ky: Joint Stock Company ""Kalceks™ (bia chi: 71E Krustpils Street, Riga, LV-1057,

Latvia)

15.1. Co sé san xuat: HBM Pharma s.r.o. (Pja chi: Sklabinska 30, 036 80 Martin, Slovakia)
Co sé xuit xwong: Joint Stock Company “Kalceks” (Dja chi: 71E Krustpils Street, Riga, LV 1057,

Latvia)




5

STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycéach | Tiéu Tudi S6 diang ky
Ham lwong ché doéng goi chuan tho
(thang)
) (2) B ©) 4 (5) (6) (7 (8

29 Dexmedetomi | Moi ml chia Dung dich | Hop50ongx | NSX 60 858114169200
dine Kalceks | Dexmedetomidine | dam dac 2ml; Hop
100 (dudi dang phatiém | 25 6ng x
micrograms/ | Dexmedetomidine | truyén 2ml

ml concentrate
for solution
for infusion

hydrochloride 118
mcg) 100mcg

16. Co sé dang ky: Korea United Pharm. Inc. (Pia chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Korea)
16.1. Co sé”san xuat: Korea United Pharm. Inc. (Pja chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Korea)

30 Omnihexol Iohexol (twong Dungdich | Hop 1 Lo USP 36 880110169300
300 duong 30g Iod) tiém 100ml hién
64,79 hanh

31 Omnihexol Iohexol (twong Dung dich | Hop 1 Lo USP 36 880110169400
350 duong 35g lod) tiém 100ml hién
75,59 hanh

17. Co sé dang ky: Lloyd Laboratories INC. (bja chi: #10 Lloyd Avenue, First Bulacan, Industrial
City, Tikay, Malolos, Bulacan, Philippines)
17.1. Co sé& san xuat: Softgel Healthcare Pvt. Ltd. (Pja chi: Survey No.20/1, Vandalur-
Kelambakkam Road, Pudupakkam village, Kancheepuram District — 603 103, Tamilnadu, India)

32

Isotin

Isotretinoin 40mg

Vién nang
mem
gelatin

Hop 3 vi X
10 vién

USP 40

24

890110169500

18. Co sé diang ky: Mega Lifesciences Public Company Limited (Pja chi: 384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280, Thailand)
18.1. Co sé san xuat: Mega Lifesciences Public Company Limited (Pja chi: 384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280, Thailand)

33 Naprofazt Naproxen natri Viénnang | Hop 5 vi x NSX 24 885100169600
(twong duong mém 10 vién
Naproxen 250mg)
275mg
34 Uroka Dutasteride 0,5mg | Viénnang | Hop 3 vi X NSX 48 885110169700
mém 10 vién

19. Co sé dang ky: Omnicals Pharma Private Limited (Pja chi: Flat-C-210, Plot 63 To 65&73 to

75, Sect-44A Nerul, Navi Mumbai, Thane, Maharashtra, India, 400706, India)

19.1. Co sé san xuét: Svizera Labs Pvt. Ltd. (Pja chi: Plot No. D-16/6, T.T.C. Industrial Area,
M.1.D.C., Turbhe, Thane 400703 Maharashtra State, India)

35

Gynotrim

Clotrimazole
500mg

Vién nén
dat am dao

Hop 1 Goi x
1 vién

NSX

60

890100169800

20. Co sé dang ky: Santen Pharmaceutical Asia Pte. Ltd. (Dja chi: 6 Temasek Boulevard, #37-01,
Suntec Tower Four, Singapore 038986, Singapore)
20.1. Co sé san xuat: Huons Co., Ltd. (Pia chi: 100, Bio valley-ro, Jecheon-si, Chungcheongbuk-

do, Korea)
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36 Diquas-S Natri diquafosol Dungdich | Hop 3 TuUix | NSX 36 880110169900
30mg/ml nhoé mit 10 Lo x
0,4ml

21. Co sé dang ky: Sun 'Pharmaceutical Industries Limited (Pja 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)
21.1. Co'sé san xuat: Sun Pharmaceutical Industries Limited (Pia chi: Village Ganguwala, Paonta
Sahib-173025, District Sirmour, Himachal Pradesh, India)

37 Sunpregaba Pregabalin 150mg | Viénnang | Hop 3 vi X NSX 24 890110170000
150 cang 10 vién
Ghi char:

1. Cach ghi tiéu chuan char hrong thuoc tai cét (6):
- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house cé y
nghia twong dwong nhau, la tiéu chudn chdt lwong thude do co sé san xudt xay dung va déu c6 thé
duroc ghi trén nhan thuac.
- Céch viét tat cac tiéu chuan chdt lwong dwoc dién: Dwge dién Viét Nam (DPVN), Duogc dién Anh
(BP), Durgec dién My (USP), Duoc dién Nhat Ban (JP), Duge dién Trung Quéc (CP), Dugc dién Chau
du (EP), Durgc dién Quac té (IP)...
2. S6 ddang ky tai cét (8): 1a s6 dding ky dwoc Ccip theo quy dinh tai Phy luc VI Thong tu 08/2022/TT-
BYT ngay 05/09/2022 cua B¢ truong Bo Y té quy dinh viéc ding ky heu hanh thuéc, nguyén ligu lam
thuéc. Péi Véi So dang ky dwoc cap ter ther tir 10.000 ciia nam 2024, 2 chir s6 ky hiéu ma nam cap 1a
“00” va 4 chir 56 ky hiéu ma thi# t cdp bdt dau tir “0001”.




Phu luc 11

DANH MUC 03 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3NAM - PQT 122 BO SUNG

(Kém theo quyét dinh sé: ..806....../OP-QLD, ngay 07../12./2024.ciia Cuc Qudn Iy Duroc)
STT | Tén thuéc Hoat chat chinh — Dang | Quycach | Tiéu Tuoi S6 ding ky
Ham lwong bao che déng goi chuan tho
(thang)
1) (2) 3) 4) ©) (6) ) (8

1. Co sé diang ky: Bliss Pharma Distribution and Consultancy Corp (Pja chi: A2, 236 San Jose
Street, Barangay 2, Carmona Cavite, Philippines)
1.1. Co sé san xuat: Jodas Expoim Pvt. Ltd (Pja ch:: Plot No. 55, Phase Ill, Biotech Park,
Karkapatla(V), Markook (M), Siddipet (D), Telangana, INDIA, Pin: 502279, India)

1 Joglic Imatinib mesylate | Vién nén Hop 1 lo x NSX 24 890114170100
(twong duong bao phim 30 vién;
Imatinib 400mg) Hop 3 vi x
477,89mg 10 vién
2. Co s6& dang ky: Ferring Private Ltd. (Pja chi: 168 Robinson Road, #13-01, Capital Tower,
Singapore (068912), Singapore)
2.1. Co sé san xuit: Cosmo S.P.A (Pja chi: Via C.Colombo 1, 20020 Lainate (Milano), Italy)
2 Cortiment Budesonide 9mg Vién nén Hop 3 vi x NSX 36 800110170200
phéng 10 vién
thich kéo
dai
3. Co s6 dang ky: Nagase Singapore (Pte) Ltd. (Dja chi: 600 North Bridge Road #11-01 Parkview
Square Singapore (188778), Singapore)
3.1. Co sé san xuit: Otsuka Pharmaceutical Co., Ltd. Tokushima Factory (Pia chi: 463-10,
Kagasuno, Kawauchi-cho, Tokushima-shi, Tokushima 771-0192, Japan)
3 UBIT tablet 13C-urea 100mg Vién nén Hop5vix2 | NSX 36 499110170300
100mg bao phim vién
Ghi chu:

1. Céch ghi tiéu chuan char lugng thuc tai ct (6):

- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chuan chat lwong thudc do co sé san xudt xay dung va déu co thé
droc ghi trén nhan thuac.

- Céch viét tat cac tiéu chuan chdt lwong dirgc dién: Dige dién Vgt Nam (DDVN), Duge dién Anh
(BP), Dugc dién My (USP), Duoc dién Nhat Ban (JP), Duwoc dién Trung Quoc (CP), Duoc dién Chau
Au (EP), Dugc dién Quac té (IP)...

2. Thudc tai danh muc nay phdi bdo cdo theo déi, danh gid an toan, hiéu qua khi nép hé so dang ky
gia han gidy dding ky heu hanh theo quy dinh tai Piéu 5 Théng tw sé 08/2022/TT-BYT ngay 05/9/2022.
3. S6 ddng ky tai cot (8): 1a s6 ding ky dwoc cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-
BYT ngay 05/09/2022 cia B trwong Bo Y té quy dinh viée dang ky lwu hanh thuéc, nguyén liéu 1am
thuéc. Péi Véi so dang ky dweoc cap tir thiz tir 10.000 Ciia nam 2024, 2 chit s6 ky hiéu ma nam cdp 1a
“00” va 4 chir 56 ky hidu ma thiz tw cap bdt dau tir “0001”.




Phu luc 111

DANH MUC 26 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 122 BO SUNG

(Kém theo Quyét dinh so:,.806......./OP-QLD, ngay 07./12./2024cia Cuc Qudn 1y Diroc)

STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lwong | baoché | dénggéi | chuin | tho gia han lan

(thang) | (S6 dingky | gia

da cap) han

@ (2) 3 4 ®) (6) () (8 ©)

1. Co'sé diang ky: Adamed Pharma S.A. (tén diy di: Adamed Pharma Spélka Akcyjna) (Bja chi:
Pienkow, ul. Mariana Adamkiewicza 64, 05-152 Czosnow, Poland)

1.1. Co sé'san xuit: Adamed Pharma S.A. (tén diy di: Adamed Pharma Spolka Akcyjna) (Pia
chi: ul. Marszalka Jozefa Pilsudskiego 5, 95-200, Pabianice, Poland)

1 Metazydyna | Trimetazidin Viénnén | Hop 2 vix | NSX 36 590110170400 | 01
dihydroclorid bao phim | 30 vién (VN-21630-18)
20mg

2. Co sé dang ky: ANVO Pharma Canada Inc. (Pja chi: 111-700 Third Line Oakville ON L6L 4B1,
Canada)

2.1. Co sé san xuit: Swiss Caps AG (Pija chi: Husenstrasse 35, CH-9533, Switzerland)

Cé sé dong géi va xuit xwéng: Douglas Manufacturing Ltd (Pia chi: Corner Te Pai Place and
Central Park Drive, Lincoln, Auckland 0610, New Zealand)

2 Oratane Isotretinoin 5mg | Vién Hop 6 vix | NSX 36 760110170500 | 01
nang 10 vién (VN-21386-18)
mem

3. Co so dang ky: Baxter Healthcare (Asia) Pte., Ltd. (Dia chi: 150 Beach Road, #30-01/08
Gateway West, Singapore 189720, Singapore)

3.1. Co sé san xuit: Fareva Pau (Pja chi: FAREVA PAU 1, Avenue du Béarn, Idron, 64320, France)
Co sé dong goi thir cAp va xuat xwéng: Baxter S.A. (Pja chi: Boulevard René Branquart 80, 7860
Lessines, Belgium)

3 Cernevit Acid Ascorbic Bot dong | Hop 10lo | NSX 18 300110170600 | 01
125mg; kho pha (VN-16135-13)
Cocarboxylase tiém
tetrahydrate
5,8mg tuong
duong Thiamine
3,51mg;
Cyanocobalamine
0,006mg;
Cholecalciferol
220 IU; D-Biotin
0,069mg;
Dexpanthenol
16,15mg tuong
duong
Pantothenic acid
17,25mg; DL-
alpha-tocopherol




10,2mg tuong
duong alpha-
tocopherol 11,2
IU; Folic acid
0,414mg; Retinol
palmitate twong
duong Retinol
3500 1U;
Riboflavin
dehydrated
sodium phosphate
5,67mg tuong
duong Riboflavin
4,14mg;
Pyridoxine
hydrochloride
5,5mg tuong
duong Pyridoxin
4,53mg;
Nicotinamide
46mg

4. Co s& dang ky: Consorzio Con Attivita’ Esterna Medexport Italia (bia ch:: Via Alcide De
Gasperi, 35 - 00165 Roma, Italy)

4.1. Co s& san xuat: Laboratorios Francisco Durban, S.A. (Pja chi: Poligono Industrial La
Redonda, C/IX, no. 2, El Ejido, 04710 (Almeria), Spain)

Tanagel Gelatin tannat Botpha | Hop 20 NSX 60 840110170700 | 01
250mg hon dich | goi (VN-19132-15)
uong

5. Co's& diing Ky: Cong ty 6 phan Dwgc pham Minh Ky (Bja chi: 1-3 L6 C, Cur xd Lac Long Quan,
P.5, Q.11, TP. Ho Chi Minh, Viét Nam)
5.1. Co sé san xuat: Nobel ila¢ Sanayii ve Ticaret A.S. (Pja chi: Sancaklar 81100 DUZCE, Turkey)

Samnir Mbi 5ml hon dich | Botpha | Hop 1 chai | NSX 24 868110170800 | 01
250mg/5ml | chira: Cefprozil hon dich | x 60ml; (VN-20673-17)

(dudi dang uong Hop 1 chai

Cefprozil x 100ml

monohydrat)

250mg

6. Co sé diing ky: Cong ty Cé phan Dwoc pham Quan 3 (Pja chi: 243 Hai Ba Trung, Phuong 06,
Qugn 3, TP Ho Chi Minh, Viét Nam)

6.1. Co s& san xuat: Stallion Laboratories Pvt. Ltd. (Pja chi: Plot No. C1B-305, 2, 3, 4 & 5,
G.1.D.C., Kerala (Bavla) Dist. Anmedabad, Gujarat State, India)

Yolipraz-40 | Telmisartan 40mg | Viénnén | Hop 3vix | USP 36 890110170900 | 01
10 vién hién (VN-18796-15)
hanh




STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lwong | baoché | dénggoéi | chuan | the gia han lan
(thang) | (Sédiangky | gia
di cap) han
1) @) ®3) (4) ©) (6) () (8) ©)
7. Co s& ding ky: Cong ty ¢6 phan Dwoc Pham Vipharco (Pia chi: Sé 67, Ngé 68 dwong Ngoc
Thuy, phuong Ngoc Thuy, qudn Long Bién, Ha Ngi, Viét Nam)
7.1. Co sé san xuit: Panpharma (Bja chi: ZI du Clairay, Luitre, 35133, France)
7 Cefuroxime | Cefuroxim (dudi | Botpha | Hop 10, NSX 24 300110171000 | 01
Panpharma | dang Cefuroxim dung 25,50 Lo (VN-20878-17)
natri) 750mg dich tiém
8. Co sé ding Ky: Cong ty Co phan thiét bi T&T (Pia chi: So 43, lién ké 23, Khu do thi Vin Khé,
Phuong La Khé, Qudn Ha Pong, Thanh pho”' Ha Noi, Viét Nam)
8.1. Co sé san xuat: Korea Arlico Pharm Co., Ltd. (Pja chi: 21, Yongso 2-gil, Gwanghyewon-
myeon, Jincheon-gun, Chungcheongbuk-do, Korea)

8 Hueso Tab | Ursodeoxycholic | Viénnén | Hop 3vix | USP 36 880110171100 | 01
acid 300mg bao phim | 10 vién; 38 (VN-20159-16)

Hop 10 vi

x 10 vién
9. Co sé ding ky: Cong ty TNHH Dwogc pham ADIGE (Pja chi: B21, Puong Nguyén Anh Thu,
Phwong Tan Chanh Hiép, Quan 12, TP. Hé Chi Minh, Viét Nam)
9.1. Co sé san xuat: Meditop Pharmaceutical Ltd. (Pja chi: 2097 Pilisborosjeno, Ady Endre u.1,
Hungary)

9 Myderison | Tolperisone Viénnén | Hop 3vix | NSX 48 599110171200 | 01
hydrochloride bao phim | 10 vién (VN-21061-18)
150mg

10 Myderison | Tolperisone Viénnén | Hop 2 vix | NSX 60 599110171300 | 01
hydrochloride bao phim | 15 vién (VN-21062-18)
50mg

10. Co sé ding ky: Cong ty TNHH Dwoc pham va TBYT Phwong Lé (Pja chi: Lé D3/D6 KPT
méi Cau Gidy, Phuwong Dich Vong, Qudn Cau Gidy, Thanh pho Ha Ngi, Viét Nam)
10.1. Co sé san xuat: Square Pharmaceuticals Ltd. (Dja chi: Dhaka Unit, Kaliakoir, Gazipur, BD-
1750, Bangladesh)
11 Esomaxcare | Esomeprazol Viénnén | Hop 3vix | NSX 24 894110171400 | 01
20 Tablet (dudi dang bao tan 10 vién (VN-20145-16)
Esomeprazol trong
magnesi dihydrat) | ruot
20mg
11. Co s6 diang ky: Cong ty TNHH Dwoc Tam Pan (Dja chi: 44.4 KDC Everich 3, bDuong Phu
Thudn, Phwong Tan Phl, Qudn 7, Thanh phé Ho Chi Minh, Viét Nam)
11.1. Co sé san xuit: Vianex S.A.- Plant A' (Pja chi: 12 km National Road Athinon-Lamias,
Metamorfosi, Attiki, 14451, Greece)

12 Viatrinil Mbi 1ml dung Dung Hop56ng | NSX 36 520110171500 | 01
dich chua: dich 3ml (VN-20956-18)
Granisetron (dudi | tiém/
dang Granisetron | truyén
hydrochlorid) tinh
1mg mach




STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lwong | baoché | dénggoéi | chuan | the gia han lan

(thang) | (Sédiangky | gia

di cap) han

) (2) 3) 4 ®) (6) ) (8 ©)

12. Co sé ding ky: Cong ty TNHH Novartis Viét Nam (Bja chi: Phong 1001, lau 10, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phwong V6 Thi Sau, Qudn 3, Thanh phé Ho Chi Minh, Viét Nam)
12.1. Co sé san xuit: Novartis Pharma Stein AG (Pja chi: Schaffhauserstrasse 4332 Stein,
Switzerland)

13

Sandimmun | Ciclosporin Dung Hop 10 NSX 48 760110171600 | 01
50mg/ml dich ¢am | ng 1ml (VN-21922-19)
dac dé
pha
truyén
tinh
mach

13. Co'sé diing ky: Cong ty TNHH Sandoz Viét Nam (Bja chi: Phong 1601, Lau 16, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phwong V8 Thi Sau, Qudn 3, Thanh phé Hé Chi Minh, Viét Nam)

13.1. Co sé san xuit ban thanh pham va déng goi so' cap: Fresenius Kabi Austria GmbH (Pia
chi: Hafnerstrasse 36, 8055, Graz, Austria)

Co sé déng gbi thir cap va xuat xwéng: Lek Pharmaceuticals d.d. (Pia chi: Verovskova ulica 57,
Ljubljana, 1526, Slovenia)

14

Aclasta Mbi 100ml chira: | Dung Hop 1 NSX 36 900110171700 | 01
Acid zoledronic | dich Chai (VN-21917-19)
khan (twong itng | truyén 100ml
véi 5,33mg acid | tinh
zoledronic mach
monohydrate)
5mg

14. Co sé diang ky: Cong ty TNHH Thwong Mai Dwgc Pham Van Hé (Pja chi: S¢ 16/38, ngd Lénh
Cut, phé Khém Thién, phirong Thé Quan, qudn DPong Pa, thanh phé Ha Ngi, Viét Nam)

14.1. Co sé san xuat: Celogen Generics Pvt. Ltd (Pja chi: Plot No. 646/1&2, Agarwal Ind. Estate
Somnath Temple Road, Dabhel, Daman-396 210 U.T., India)

15

Oftofacin Atorvastatin Viénnén | Hop 03 vi | NSX 36 890110171800 | 01
20 (dudi dang bao phim | x 10 vién (VN-20745-17)
Atorvastatin
calci) 20mg

15. Co sé ding ky: Cong ty Trach nhiém hiru han Mt thanh vién Vimepharco (Pja chi: O sé 6,
tang 5, tda nha D2 Gidng V4, phwong Gidng V8, qudn Ba Pinh, thanh phé Ha Ngi, Viét Nam)

15.1. Co sé san xuat: United Biotech (P) Limited (Pja chi: Bagbania, Baddi-Nalagarh Road,
District Solan (HP) 174101, India)

16

Thalide 50 | Thalidomid 50mg | Vién Hop3vix | USP 24 890114171900 01
nang 10 vién 43 (VN2-380-15)
cung

16. Co sé dang ky: Getz Pharma (Private) Limited (Dia chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)
16.1. Co sé san xuat: Getz Pharma (Private) Limited (Pja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)




STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lwong | baoché | dénggoéi | chuan | the gia han lan
(thang) | (So dangky | gia
di cap) han
1) @) ®3) (4) ©) (6) () (8) ©)
17 Getsitalip Sitagliptin(dudi | Viennén | Hop2vix | USP 24 896110172000 | 01
Tablets dang Sitagliptin bao phim | 7 vién hién (VN-16764-13)
50mg phosphate hanh
monohydrate)
50mg
17. Co sé dang ky: Korea United Pharm. Inc. (Pja chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Korea)
17.1. Co sé san xuat: Korea United Pharm. Inc. (Pia chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Korea)
18 Newbutin Trimebutin Viénnén | Hop 3vix | NSX 24 880110172100 | 01
SR maleat 300mg bao phim | 10 vién (VN-22422-19)
giai
phong
kéo dai
18. Co sé dang ky: Micro Labs Limited (Dja chi: No. 31, Race Course Road, Bengaluru - 560 001,
Karnataka, India)
18.1. Co sé san xuit: Micro Labs Limited (Bja chi: No.92 Sipcot Industrial Complex, Hosur-635
126, Tamil Nadu, India)
19 Candelong- | Candesartan Viénnén | Hop 10vi | NSX 36 890110172200 | 01
8 Cilexetil 8mg x 10 vién (VN-18564-14)
19. Co sé dang ky: Orient Europharma Pte Ltd (Pja chi: 37 Jalan Pemimpin, #03-12/13, Mapex,
Singapore (577177), Singapore)
19.1. Co sé san xuat: Orient Pharma Co., Ltd. (Pja chi: No.8, Kehu 1st Road, Huwei Township,
Yunlin County 63247, Taiwan)
20 Pitator Pitavastatin Viénnén | Hop 2 vix | NSX 36 471110172300 | 01
Tablets 2mg | calcium 2mg bao phim | 14 vién (VN-20588-17)
20. Co sé dang ky: Panpharma (bia chi: Z.1. du Clairay, 35133 Luitre, France)
20.1. Co s san xuat: Panpharma (Pja chi: Z.1. du Clairay, 35133 Luitre, France)
21 Cefoxitin Cefoxitin (dudi Botpha |Hop251lo | NSX 24 300110172400 | 01
Panpharma | dang Cefoxitin tiém (VN-21111-18)
29 natri 2,103g) 29
22 Piperacillin | Piperacillin (dudi | Botpha | Hop251lo | NSX 24 300110172500 | 01
Panpharma | dang Piperacillin | dung (VN-21834-19)
19 natri 1,042g) 1g dich tiém
23 Piperacillin | Piperacillin (dudi | Botpha | Hop251lo | NSX 24 300110172600 | 01
Panpharma | dang Piperacillin | dung (VN-21835-19)
29 natri 2,084g) 2g dich tiém
24 Piperacillin | Piperacillin (du6i | Bét pha | Hop 10, NSX 24 300110172700 | 01
Panpharma | dang Piperacillin | tiém 2510 (VN-21257-18)
49 natri) 4g




STT | Ténthudc | Hoatchatchinh | Dang | Quycéach | Tiéu | Tudi S6 diang Ky Sé
—Ham lwong | baoché | dénggoéi | chuan | the gia han lan
(thang) | (Sédiangky | gia
di cap) han
1) @) ®3) (4) ©) (6) () (8) ©)
21. Co sé dang ky: Sun Pharmaceutical Industries Limited (Pja 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)
21.1. Co sé san xuit: Sun Pharmaceutical Industries Limited (Pja chi: Village Ganguwala, Paonta
Sahib — 173025, District Sirmour, Himachal Pradesh, India)

25 Defothal Deferasirox Viénnén | Hop 3vix | NSX 24 890110172800 | 01
Tablets 125mg phahdn | 10 vién (VN-22475-19)
125mg dich

uéng

26 Defothal Deferasirox Viénnén | Hop 3vix | NSX 24 890110172900 | 01
Tablets 500mg pha hdn | 10 vién (VN-22476-19)
500mg dich

uéng
Ghi chu:

1. Cach ghi tiéu chuan char hrong thuoc tai cét (6):

- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house cé y
nghia twong dwong nhau, la tiéu chudn chdt lwong thude do co sé san xudt xay dung va déu c6 thé
dwroc ghi trén nhan thuac.

- Céch viét tat cac tidu chuan chdt lirong dwoc dién: Duoc dién Viét Nam (DPVN), Duge dién Anh
(BP), Dugec dién My (USP), Duoc dién Nhit Ban (JP), Duge dién Trung Quéc (CP), Duge dién Chau
du (EP), Duge dién Quéc té (IP)...

2. S6 dding ky tai cét (8):

- S6 ddng ky gia han 1 sé déing ky dwoc Cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT
ngay 05/09/2022 ciia Bé trueeng B Y té quy dinh viée ding ky heu hanh thuéc, nguyén lidu 1am thuac.
POiV6i $6 dang ky duwoc cap tir thir t 10.000 ciia nam 2024, 2 chit $6 Ky hiéu md nam cdp la “00” va
4 chir so ky hiéu ma thir tu cap bdt dau tir “0001”.

- S6 dang ky da cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp truéc khi thude duot gia
han theo quyér dinh nay.




Phu luc IV

DANH MUYC 05 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POQT 122 BO SUNG

(Kém theo Quyét dinh sé: .806......./OP-QLD, ngay 07./12./2024.ciia Cuc Qudn Iy Duroc)

Entecavir 0,5mg)
0,53mg

STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lwong | baoché | dénggéi | chuin | tho gia han lan
(thang) | (S6 dingky | gia
da cip) han
1) 2) 3) (4) (©) (6) @) (8) ©9)
1. Co sé ding Ky: Cong ty c6 phan Dwoc Pham Vipharco (Pja chi: Sé 67, Ngé 68 dwong Ngoc
Thuy, phuong Ngoc Thuy, qudn Long Bién, Ha Ngi, Viét Nam)
1.1. Co sé°san xuét: Panpharma (Pja chi: ZI du Clairay, Luitre, 35133, France)

1 Ceftriaxone | Ceftriaxone (dudi | Botpha | Hop 10 g, | NSX 36 300110173000 | 01

1g dang Ceftriaxone | dung hop 25 lo, (VN-14834-12)
natri) 1g dich tiém | hop 50 lo
2.Co s diang ky: Cong ty TNHH Mat thanh vién An Phat (Pja chi: 1923 Nguyén Hizu Canh,
phirong 19, qudn Binh Thanh, TP. Hé Chi Minh, Viét Nam)
2.1. Co sé san xuat: Venus Remedies Limited (Pja chi: Hill Top Industrial Estate, Jharmajri, EPIP
Phase-1 (Extn), Bhatoli Kalan, Baddi, Distt. Solan, Himachal Pradesh, 173205, India)
2 Venobicin | Epirubicin Bot dong | Hop Llo x | NSX 24 890114173100 | 01
hydrochlorid kho pha | 5ml (VWN3-337-21)
10mg tiém
3. Co s& ding ky: Getz Pharma (Private) Limited (Pja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)
3.1. Co sé san xuit: Getz Pharma (Private) Limited (Pja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)

3 Mebever Mebeverin HCI Vién Hop 1vix | NSX 36 896100173200 | 01
MR 200mg | (dudi dang vi hat | nang 10 vién (VN-10704-10)
Capsules phong thich kéo phong

dai) 200mg thich kéo
dai
4. Co sé dang ky: Korea United Pharm. Inc. (Dja chi: 25-23, Nojanggongdan-gil, Jeondong-myeon,
Sejong-si, Korea)
4.1. Co sé san xuat: Korea United Pharm. Inc. (Pja chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Korea)
4 Ketaviran Entecavir Viénnén | Hop 3vix | NSX 24 880114173300 | 01
monohydrat bao phim | 10 vién (VN3-199-19)
(Tuong duong

5. Co sé dang ky: Mega Lifesciences Public Company Limited (Pja chi: 384 Soi 6, Bangpoo

Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280, Thailand)

5.1. Co s& san xuat: Mega Lifesciences (Australia) Pty. Ltd. (Pja chi: 60 National Avenue,

Pakenham, Vic 3810, Australia)




STT | Ténthudc | Hoatchatchinh | Dang | Quycéach | Tiéu | Tudi S6 diang Ky S6
— Ham lwong bao ché | dénggéi | chuan | the gia han lAn
(thang) | (S6diangky | gia
da c?ip) han
1) (2) 3) (4) (©) (6) @) (8) 9)
5 Flexsa 1500 | Glucosaminsulfat | Thuoc Hop 30 NSX 24 930100173400 | 01
2KCl tuong bot udng | G6i x 3,7 (VN-14261-11)
duong gam
Glucosamin sulfat
1500mg
Ghi cha:

1. Cach ghi tiéu chudan chd lwgng thudc tai ct (6):

- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chudn chdt lwong thude do co sé san xudt xay dung va déu c6 thé

dwroc ghi trén nhan thuac.

- Céch viét tdrtOCéC tieu chuan chdat lwong duoc dién: Duoc dié]:l Viét Nam (DDVN), Dugc dz;én Anh
(BP), Dugc dien My (USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Dugc dién Chau

au (EP), Dwgc dién QUoc té (IP)...
2. So dang ky tai cot (8):

- S6 dding ky gia han 1 sé déing ky duoC cap theo quy dinh tai Phy luc VI Thong tw 08/2022/TT-BYT
ngay 05/09/2022 cua Bg truong Bo Y te quy dinh viéc dang ky lwu hanh thuoc, nguyén li¢u lam thuoc.
Dol véi so dang ky dwroc cap tir thir ty 10.000 cua nam 2024, 2 chir so Ky hiéu ma nam cap la “00” va

4 chir so ky hiéu ma thir tw cdp bdt dau tir “0001”.

- S6 dang ky da cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp truéc khi thude diot gia

han theo quyér dinh nay.

3. Cac thuoc so thir tur 1, 3, 5 tai Phu luc ndy: sau khi hét han gidy dang ky lieu hanh, khéng tiép tuc

gia han do hé so dang ky lan dau chiea bién soan theo mau ACTD.

4. C4c thudc so thir tu 2, 4 tai Phy luc nay: can tiép tuc theo ddi an toan — hiéu qud theo quy dinh tai

Piéu 5 Théong tw s6 08/2022/TTBYT ngay 05/09/2022.
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