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QUYET PINH

) Vé viéc ban hanh danh muc 81 thudc nwéc ngoai )
dwgc cap, gia han giay dang ky luu hanh tai Viét Nam - Dot 124 bo sung

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwge s6 105/2016/QH13 ngay 06/4/2016;

Can cit Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co cdu t6 chirc ciia Bé Y té;

Can cik Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 ciia Bé trwdng B Y té quy
dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan ly Duoc thuoc
Bo Y té;

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 thudc, nguyén liéu lam thuoc;

Can cir két lugn ciia Hi dong tie véan cdp gidy dang ky heu hanh thude, nguyén liéu
lam thuéc - B3 Y té cac dot 119 tai Cong vin s6 28/HPTV-VPHP ngay 04/04/2024; dot
120 tai Cong Van s6 48/HPTV-VPHD ngay 22/05/2024; dot 121 tai Céng vin so
70/HPTV-VPHD; dot 122 tai Céng van s6 83/HPTV-VPHD ngdy 30/09/2024 ciia Van
phong Héi dong tw van cap GPKLH thubc, nguyén liéu lam thuoc; dot 213 duoc liéu tai
Cong van so 91/HPTV-VPHD ngay 23/10/2024; dot 123 tai Céng vin s6 92/HPTV-
VPHP ngay 24/10/2024; dot 124 héa duwoc phién 2 tai Cong vin s6 109/HPTV-VPHP
ngay 24/12/2024;

Theo dé nghi ciia Trudng phong BPang ky thuéc - Cuc Quan 1y Duge.
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 81 thubc nudc ngoai
dugc cap, gia han gidy dang ky luu hanh tai Viét Nam - Dot 124 b6 sung, cu thé:

1. Danh muc 31 thudc nudc ngoai duoc cip gidy dang ky luu hanh hiéu lyc 05
nam - Dot 124 bd sung (tai Phu luc I kem theo).

2. Danh muc 37 thudc nuéc ngoai duge gia han gidy dang ky luu hanh hiéu luc
05 nam — Dot 124 b6 sung (Phu luc 11 kém theo).

3. Danh muc 13 thudc nudc ngoai duge gia han gidy dang ky luu hanh hiéu luc
03 nim — Dot 124 bd sung (Phu luc 111 kém theo).

Pieu 2. Co so san xuat va co s¢ dang ky thude co trach nhiém:

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

2. Chap hanh day du phap lut ciia Viét Nam va cac quy dinh caa BO Y té vé
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san xuét, nhap khau thudc va luu hanh thude tai Viét Nam, néu c6 bét ctr thay doi gi
trong qua trinh luu hanh thudc ¢ nudc so tai va ¢ Viét Nam thi phai bao cao ngay cho
Cuc Quan ly Dugc - B Y t€ Viét Nam.

3. Thuc hi¢n viéc cap nhat tiéu chuan chat luong cua thudc theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B6 truong BO Y té quy dinh vé chat
lwong thude, nguyén liéu lam thude, Thong tu sb 03/2020/TT-BYT ngay 22/01/2020
ciia BO truong BO Y té sira d6i, bo sung mot sé diéu cua Thong tu 11/2018/TT-BYT
quy dinh vé chit luong thubc, nguyén liéu 1am thude.

4. Cap nhat nhin thudc va to huéng din sir dung thude theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudng Bo Y té quy dinh ghi nhan thudc,
nguyén liéu lam thudc va to hudng dan st dung thudc theo hinh thirc thay d6i, bd sung
gidy dang ky luu hanh thuc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua Bo truong BO Y té dbi véi thude chua cap nhat noi dung nhan thudc, to huéng dan
sit 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 ngéy ky ban hanh Quyét dinh néy, cac thude dugc gia han
glay dang ky lru hanh theo Quyét dinh nay c6 thay d6i vé noi dung hanh chinh (bao
gdém ca mau nhan va to hudng dan sir dung thuoc) phai nhap khau va luu hanh voi cac
n6i dung da dugc phé duyét thay d6i trong hd so gia han.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cta gidy ding ky luu hanh thubc, nguyén liéu lam thudc. Trong trudng hop
khong con dap tng du diéu kién hoat dong, co sé diang ky phai c¢6 trach nhiém thyc
hién thay do6i co so dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thdi
han 30 ngay ké tir ngay co sé dang ky khdng con du diéu kién hoat dong.

7. Co so dang ky thude phai bao cdo BO Y té (Cuc Quan Iy Duoc) vé cap nhat
tinh trang dap ung Thuc hanh t6t san xuit cia co s¢ san xudt thude, nguyén liéu lam
thudc. Truong hop co so san xuét bi thu hoi gidy phép san xuét hoic khong dap g
Thuc hanh t6t san xuat thuc, nguyén liéu 1am thudc ¢ nudc s tai, co s phai thuc
hién viéc bao cdo trong thoi han 15 ngay ké tir ngay c6 thong bio ciia co quan quan 1y
c6 thAm quyén nude sé tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghi dinh sb
54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot s6 diéu va bién
phép thi hanh Luat Duoc.

8. Cac thubc dugc gia han gidy diang ky lwu hanh tai Quyét dinh nay duoc tiép
tuc str dung sb dang ky da cap trudc khi gia han trong thoi han t6i da 12 thang ké tur
ngay duogc cip sb ding ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop véi cac co s¢ diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo dbi an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén nguodi Viét Nam va tong hop, bao céo theo quy dinh tai Diéu 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 co hiéu lyc ké tir ngay ky ban hanh.



Diéu 4. Giam dbc S6' Y té céc tinh, thanh phd truc thudc trung wong, giam déc
nha san xuat va co s¢ dang ky co thudc tai Diéu 1 chiu trach nhi€ém thi hanh Quyét
dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- BO truong (dé blc);

- TTr. B6 Xuan Tuyén (de b/c);

- Cyc Quan Y - Bo Quédc phong, Cuc Y té - Bo Cong
Cuc Y té Giao thong van tai — Bo Xay dung;
- B Tai chinh: Cuc Hai quan, Bao hiém X4 hoi Viét Nam; \ \"y = 4
- B0 Y té: Vu PC, Cyc QLYDCT, Cyc QLKCB, Thanh . ; .
tra By, Trung tam ‘mua sam tap trung thude quoc gia, Vi Tuan Cu’O’ng
Vin phong HPTV cdp GPKLH thudc, NLLT;

-S6'Y té cac tinh, thanh phé truc thudc Trung wong;

- Vién KN thube TU, Vién KN thube TP. HCM;

- Téng Cong ty Dugc VN-CTCP;

- Céc Cong ty XNK duoc pham;

- Cac Bénh vién & Vién co6 giuvong bénh tryc thuéc BYT;

- Cac phong Cuyc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (2b) (NT).




Phu luc |

DANH MUC 31 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 124 BO SUNG

(Kém theo Quyét dinh sé: .220...... /OD-QLD, ngay 22../04./2025.ciia Cuc Qudn 1 Duroc)

STT

)

Tén thuoc

2)

Hoat chat chinh
— Ham lwgng

(©)

Dang
bao ché

(4)

Quy cach
dong goi

()

Tiéu
chuan

(6)

Tuoi
tho
(thang)
()

S6 ding ky

(8)

1. Co sé dang ky: A. Menarini Singapore Pte. Ltd. (bia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co s& san xuat: Berlin-Chemie AG (Pja chi: Tempelhofer Weg 83, 12347 Berlin, Germany)

Co sé dong goi va xuit xuwong: Berlin-Chemie AG (Pja chi: Glienicker Weg 125, 12489 Berlin,

cefoxitin sodium
1051mg)

Germany)
1 Berlthyrox Levothyroxine Vién nén Hop 4 vi x NSX 36 400110179525
100 sodium 0,1mg 25 vién
2. Co s dang ky: ACT Activités Chimiques Et Thérapeutiques Laboratoires Sarl (bja chi:
Avenue Eugene-Pittard 15, 1206 Genéve, Switzerland)
2.1. Co sé san xuat: Tilman SA (bja chi: Zoning Industriel Sud 15, B-5377 Baillonville, Belgium)
2 Sedistress 200 | Cao kho chiét Vién nén Hop 3 vi x NSX 36 540200179625
ethanol 60% cua bao 14 vién;
cay Lac tién Hop 7 vi
(Extractum x14 vién
alcoholicum 60%
Herbae Passiflorae
incarnatae siccum)
(ti 1€ 3,5-5:1):
200mg
3. Co sé diang ky: Ambica International Corporation (bia chi: No. 9 Amsterdam Extension,
Merville Park Subdivision, Paranaque City, Philippines)
3.1. Co s& san xuat: Nobel llac Sanayii ve Ticaret A.S. (Pja chi: Sancaklar Mah. Eski Akcakoca
Cad. No: 299 81100 DUZCE, Turkiye)
3 Misol 50 mg | Sertraline (dudi Vién nén Hop 2 vi x NSX 24 868110179725
film coated dang Sertraline bao phim 14 vién
tablet HCI 55,954mg)
50mg
4. Co sé dang ky: Bliss Pharma Distribution And Consultancy Corp. (Pja chi: A2, 236 San Jose
street, Barangay 2, Carmona Cavite, Philippines)
4.1. Co sé san xuét: Makcur Laboratories Limited (Pja chi: 46/4-7, Dehgam Road, Zak Village,
Tal. - Dehgam, Dist: Gandhinagar, Gujarat State, India)
4 Teceftin Cefoxitin 1000mg | Bot pha Hop 1 lo USP 24 890110179825
(dudi dang tiém 20ml
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STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycéach | Tiéu Tubi S6 diang ky
Ham lwong ché doéng goi chuan tho
(thang)
) 2) @) (4) () (6) (@) (8)
4.2. Co sé san xuit: Makcur Laboratories Ltd. (Pia chi: 46/4-7, Dehgam Road, Zak Village, Tal. -
Dehgam, Dist.: Gandhinagar. Gujarat State, India)
5 Iroblis MJdi éng 5ml dung | Dung dich | Hop 56ng x | BP hien | 24 890110179925
dich c6 chua Ferric | tiém 5mi hanh
hydroxide trong
phuac hop véi
sucrose tuong
duong véi sat
nguyén t6 100mg
5. Co sé ding ky: Cong ty c6 phan Dwoc pham Green (Pia chi: Sé 26, t6 304, khu dé thi Pong Tau,
phuwrong Thinh Liét , quan Hoang Mai, thanh phé Ha Ngi, Viét Nam)
5.1. Co sé san xuat: Bharat Parenterals Limited (Pja chi: Survey No. 144 & 146, Jarod Samlaya
Road, Tal-Savli, City: Haripura, Dist.: Vadodara, Gujarat, India)
6 Azithromycin | Azithromycin Bot pha Hop 1 lo, NSX 24 890110180025
for Oral (duéi dang hdn dich bt pha
Suspension Azithromycin uong 15ml hon
200mg/5ml dihydrat) 200mg dich
5.2. Co sé san xuat: Bharat Parenterals Ltd. (Pja chi: Survey No. 144&146, Jarod Samlaya Road,
Tal-Savli, City: Haripura, Dist. Vadodara, Gujarat State, India)
7 Azithromycin | Azithromycin Viénnang | Hop 1vix NSX 24 890110180125
Capsules 250 | (dudi dang cang 10 vién
mg Azithromycin
dihydrat) 250mg
8 Zecipox Ciprofloxacin Vién nén Hop 10 vi x USP 24 890115180225
(dudi dang bao phim 10 vién hién
Ciprofloxacin HCI) hanh
500mg
6. Co'sé diang ky: Cong ty c6 phan dwoc pham LV Pharma (Pja chi: 40/27 Hoang Bdt Pat, Phuwong
15, Qugn Tan Binh, Thanh phé Hé Chi Minh, Viét Nam)
6.1. Co s& san xuat: Unison Pharmaceuticals Pvt. Ltd. (Dia chi: Unit-1ll, C-7, 8, 9, Steel town,
OPP. Nova Petro, Moraiya, Tal-Sanand, City - Moraiya, Dist. — Ahmedabad - 382 213, Gujarat State,
India)
9 Fole-150 Fluconazol 150mg | Viénnang | Hop1lvix1 BP 24 890110180325
cang Vién 2022
7. Co sé ding ky: Cong ty Cé phan Y Dwoc LS (Pja chi: Km 22, Quéc 16 5, Phwong Ban Yén Nhan,
Thi x& My Hao, tinh Hung Yén, Viét Nam)
7.1. Co sé san xuit: PT. Otto Pharmaceutical Industries (Pja chi: JI. Dr. Setiabudi Km 12, 1 Kab.
Bandung Barat, Indonesia)
10 Gliaride 2 Glimepirid 2mg Vién nén Hop5vix | USP43 24 899110180425
10 vién

8. Co sé ding ky: Cong ty TNHH Dwoc Pham New Far East (Pja chi: Sé 011 Cao Oc Hl, diwong
Hoang Diéu, phirong 09, Qudn 04, Thanh phd Ho Chi Minh, Viét Nam)
8.1. Co sé san xuét: Unison Pharmaceuticals Pvt. Ltd. (Pja chi: Unit-111, C-7,8,9, Steel Town, Opp.
Nova Petro, Moraiya, Tal -Sanand, City - Moraiya, Dist.- Ahmedabad-382 213, Gujarat state, India)
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STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycéach | Tiéu Tudi S6 diang ky
Ham lwong ché doéng goi chuén tho
(thang)
1) (2) 3) 4) (5) (6) ) (8)

11 Bilason Bilastin 20mg Vién nén Hop 3 vi x NSX 36 890110180525
10 vién;
Hop 10 vi x
10 vién

9. Co sé ding ky: Cong ty TNHH Dwoc pham va TBYT Phwong Lé (Pia chi: Lé D3/D6 Khu dé
thi méi Cau Gidy, phirong Dich Vong, qudn Cau Gidy, Ha Ngi, Viéet Nam)
9.1. Co sé san xuit: Square Pharmaceuticals Ltd. (Pja chi: Square Road, Salgaria, Pabna,

Bangladesh)

12 Flonaspray Fluticason Thubc xit Hop 1 lo x NSX 24 894110180625
propionat (da mili 120 liéu xit
micron héa) 50ug
(mcg)
13 Squabalin 50 | Pregabalin 50mg Viénnang | Hop 3 vi x NSX 24 894110180725
Capsule cang 10 vién
10. Co sé diang ky: Cong ty TNHH Dwoc pham Vietsun (Pja chi: TT2-B42 KBT Vin Qudn, phiong
Phic La, qudn Ha Péng, thanh phé Ha Néi, Viet Nam)
10.1. Co sé san xuit: Square Pharmaceuticals Ltd. (Pja chi: Square Road, Salgaria, Pabna,
Bangladesh)
14 Tory 90 Etoricoxib 90mg Vién nén Hop6vix5| NSX 24 894110180825
bao phim vién
11. Co sé diing ky: Cong ty TNHH Dwoc Pham Y-Med (Dja chi: So 1-3 Duong so 45, Phuong 6,
Qugn 4, TP. Hé Chi Minh, Viét Nam)
11.1. Co sé san xuat: Indchemie Health Specialities Pvt. Ltd. (Pia chi: Kumrek, Rangpo, East
Sikkim - 737132, India)
15 Indlevo 500 Levofloxacin Vién nén Hop 10 vix | USP 41 36 890115180925
hemihydrat twong | bao phim 10 vién
duong
Levofloxacin
500mg
16 Indlevo 750 Levofloxacin Vién nén Hop 10 vix | USP 41 36 890115181025
hemihydrat, trong | bao phim 10 vién
duong
Levofloxacin
750mg
11.2. Co sé san xuit: S Kant Healthcare Ltd. (Pia chi: Plot No. -1802-1805, G.1.D.C., Phase II,
Vapi City-Vapi-396 195, District Valsad, Gujarat State, India)
17 Ketoz Ketoconazol 2% Kem bdi da | Hop 1 Tuyp BP 36 890100181125
(wiw) x 30 gam 2022
12. Co sé ding ky: Cong ty TNHH Medfatop (Pja chi: 34C Puwong sé 22, Khu phé 23, Phwong Binh
Hung Hoa A, Qudn Binh Tan, TP. Hé Chi Minh, Viét Nam)
12.1. Co sé san xuat: Hermes Pharma GmbH (Pja chi: Hans-Urmiller-Ring 52 82515
Wolfratshausen Deutschland, Germany)
18 Mentopin Acetylcysteine Vién nén Hop 20 vién | NSX 36 400100181225
200mg 200mg sui
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STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycéach | Tiéu Tubi S6 diang ky
Ham lwong ché doéng goi chuan tho
(thang)
1) ) (©), (4) ©) (6) @) (8)
19 Mentopin Acetylcysteine Vién nén Hop 20 vién | NSX 36 400100181325
600mg 600mg sui

13. Co sé ding ky: Cong ty TNHH Mot thanh vién Dwoc pham PV Healthcare (Pja chi: 4/5 Khu
Ddn Cu Van Xudn Pdt Viét, Puong Sé 5, Phurong Binh Hung Hoa, Qudn Binh Tan, TPHCM, Viét

Nam)

13.1. Co sé san xuat: S Kant Healthcare Ltd. (Pia chi: Plot No. - 1802 - 1805, G.1.D.C. Phase IlI,
VAPI City - VAPI - 396 195, Dist. - Valsad, Gujarat state, India)

20

Ibususp

M®&i 5ml hén dich
udng chura:
Ibuprofen
(Micronized)
100mg

H§n dich
uong

Hop 1 chai
x 100ml

BP hién
hanh

36

890100181425

14. Co sé¢ ding ky: Cong ty TNHH Mét thanh vién Dwoc pham Viét Tin (Pja chi: Tang 2 — 3, 83
L6 L dwong s6 2 khu din cw Phii My, Phirong Phl My, Qudn 7, Thanh phé Hé Chi Minh, Viét Nam)

14.1. Co sé san xuat: Nobel ila¢ Sanayii ve Ticaret A.S. (Pja chi: Sancaklar Mah. Eski Akcakoca
Cad. No: 299 81100 DUZCE, Tiirkiye)

21 Keday XR Quetiapin (dudai Vién nén Hop 3 vi X NSX 24 868110181525
200mg dang quetiapin phéng 10 vién
fumarat) 200mg thich kéo
dai
22 Sinegra 50mg | Sildenafil (dudi Vién nén Hop1vix4 | NSX 24 868110181625
dang Sildenafil bao phim | vién
citrate 70,24mg)
50mg

15. Co sé dang ky: DKSH Singapore Pte. Ltd. (Pja chi: 47 Jalan Buroh, # 09-01 Singapore
(619491), Singapore)
15.1. Co sé san xuét: Ensign Laboratories Pty Ltd (Pja chi: 490-500 Wellington Road Mulgrave
VIC 3170, Australia)

23

Difflam Anti-
Inflammatory
Solution

Benzydamine
hydrochloride
1,5mg

Dung dich
suc miéng

Hop 01 chai
X 500ml;

Chai 100ml;
Chai 200ml

NSX

36

930100181725

16. Co sé dang ky: Flamingo Pharmaceuticals Limited (Pia chi: 7/1, Corporate Park, Sion-
Trombay Road, P.O.Box No.: 27257, Chembur, Mumbai, Mumbai City MH 400071 IN, India)

16.1. Co sé san xuét: Flamingo Pharmaceuticals Ltd (Pja chi: R-662, T.T.C Industrial Area, MIDC,
Rabale, Navi Mumbai Thane 400701, Maharashtra State, India)

24 Flamosar Losartan Potassium | Vién nén Hop 10 vix | NSX 36 890110181825
50mg bao phim 10 vién
25 Levofloxacin | Levofloxacin Vién nén Hop 3 vi x NSX 36 890115181925
Tablets 500 hemihydrate bao phim 10 vién;
mg 522,7mg (tuong Hop 5 vi X
duong vai 10 vién;
levofloxacin Hop 10 vi x
500mg) 10 vién
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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

17. Co sé dang ky: MI Pharma Private Limited (Pja chi: Unit No. 402&403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060, India)
17.1. Co sé san xuat: Mylan Laboratories Limited [OTL] (Pia chi: Plot No. 284-B, Bommasandra

—Jigani Link Road, Industrial Area, Anekal Taluk, Bangalore — 560105, India)

26 Docetaxel Docetaxel Dung dich | Hop1lo NSX 24 890114182025
Mylan Anhydrous 160mg | tiém
27 Myzomib Bortezomib 3,5mg | Bot dong Hop 1 lo NSX 24 890114182125
kho pha
tiém

18. Co sé dang ky: PT. Novell Pharmaceutical Laboratories (bia chi: JL. Pos Pengumben Raya
No.8, Sukabumi Selatan, Kebon Jeruk, Jakarta Barat 11560, Indonesia)
18.1. Co sé san xuat: PT. Novell Pharmaceutical Laboratories (Pja chi: JI. Wanaherang No. 35,

Tlajung Udik, Gunung Putri, Bogor 16962, Indonesia)

28 Icunes Dexmedetomidine | Dung dich | Hop 1 lo X NSX 24 899114182225
Concentrate | HCI 236mcg tuong | dam ddc dé | 2ml
for solution ung voi pha tiém
for infusion Dexmedetomidine | truyén
200ug (mcg)/2ml
29 Ketovell 100 | Ketoprofen Dung dich | Hop5d6ngx | NSX 36 899110182325
mg/2ml 100mg/2ml tiém 2ml
Solution for
Injection

19. Co sé dang ky: Young Il Pharm. Co., Ltd. (bja chi: 6-1, Munhwa 12-gil, Jincheon-eup,
Jincheon-gun Chungcheongbuk-do, Korea)
19.1. Co sé san xuat: Jeil Pharmaceutical Co., Ltd. (Pja chi: 18-29, Seongseo-ro, Dalseo-gu,
Daegu, Republic of Korea)

30 Piratam Inj. Mbi ml chua Dung dich | Hop 1 khay NSX 36 880110182425
19 Piracetam 200mg | tiém x 10 6ng
5mi
31 Piratam Inj. Md&i ml chira Dung dich | Hop 1 khay NSX 36 880110182525
39 Piracetam 200mg | tiém x 8 dng
15mi
Ghi chu:

1. Cach ghi tiéu chuan char hrong thudc tai cét (6):
- Nha san xudt (NSX), Tiéu chudn nha sdn 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
gt ghi trén nhan thuéc.
- Céch viét tdt cac tiéu chuan chdt lwong dwoc dién: Duge dién Viét Nam (DPVN), Duwoc dién Anh
(BP), Dugec dién My (USP), Duoc dién Nhat Ban (JP), Duge dién Trung Quéc (CP), Dugc dién Chau
du (EP), Duroc dién Quac té (IP)...




Phu luc Il

DANH MUC 37 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 124 BO SUNG

(Kém theo Quyét dinh sé: ...220..../OP-QLD, ngay22../04./2025¢cia Cuc Qudn Iy Duroc)

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

(thang) | (S6 dingky | gia

da cap) han

@ (2) 3 4 ®) (6) () (8 ©)

1. Co sé dang ky: ACT Activités Chimiques Et Thérapeutiques Laboratoires Sarl (bia chi:
Avenue Eugene-Pittard 15, 1206 Genéve, Switzerland)
1.1. Co sé san xuat: Tilman S.A. (Pja chi: 15 Zoning Industriel, B5377 Baillonville, Belgium)

1 Veinofytol | Cao khd chiét Vién Hop 4 vix | NSX 36 540200182625 | 01
ethanol 50% tir nang 10 vién; (VN-20898-18)
Hat dé An Do (c6 | cung Hop 7 vi x
chira 19% 14 vién

saponosides
tuong duong
50mg Aescin)
270mg

2. Co so dang ky: Astellas Pharma Singapore Pte. Ltd (Pja chi: 6 Temasek Boulevard, #26-03/05,
Suntec Tower Four, Singapore (038986), Singapore)

2.1. Co'sé'san xuat: Patheon France (Pja chi: 40 Boulevard de Champaret, 38300 Bourgoin Jallieu, France)
Co sé dong goi: Interthai Pharmaceutical Manufacturing Ltd. (Dja ch:: 1899 Phaholyothin Road,
Ladyao, Chatuchak, Bangkok 10900, Thailand)

2 Feburic Febuxostat 80mg | Viénnén | Hop 3vix | NSX 36 300110182725 | 01
80mg bao phim | 10 vién (VN-22230-19)

3. Co sé diang Ky: Cong ty c6 phan Dwgc pham Minh Ky (Pja chi: Sé 1-3 Lé C, Cw xd Lac Long
Quén, P.5, Q.11, TP.HCM, Viét Nam)
3.1. Co sé'san xuét: Nobel Ilac Sanayii ve Ticaret A.S. (Pja chi: Sancaklar 81100 DUZCE, Tiirkiye)

3 Ultrox 5mg | Rosuvastatin Viénnén | Hop 2 vix | NSX 36 868110182825 | 01
calcium 5,207mg | bao phim | 14 vién (VN-21191-18)
tuong duong

Rosuvastatin 5mg

4. Co sé diang ky: Cong ty TNHH Binh Viét Puc (Pja chi: 62/36 Truong Cong Dinh, Phuong 14,
Qudn Tan Binh, Tp. Hé Chi Minh, Viét Nam)

4.1. Co sé san xuét: Pharmazeutische Fabrik Montavit GesmbH (Bja chi: SalzbergstraRe 96, 6067
Absam, Austria)

4 Cathejell MJi dng 12,59 Gel nhé | Hop 25 NSX 36 900110182925 | 01
MIT gel chua: niéu dao | ong (VN-18618-15)
lidocain Lidocaine

hydrochloride
250mg;

Chlorhexidine
dihydrochloride
6,25mg
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5. Co sé ding ky: Cong ty TNHH Dwoc pham Kién Phat (Pja chi: Phong 201, Lau 2, Toa nha City
View, s6 12 Mac Dinh Chi, Phuong Pa Kao, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam)
5.1. Co s& san xuat: KMS Pharm. Co., Ltd. (Pja chi: 236 Sinwon-ro, Yeongtong-gu, Suwon-si,
Gyeonggi-do, Republic of Korea)

5 Lepro Tab. | Levodropropizin | Viénnén | Hop 10vi | NSX 36 880110183025 | 01
60mg x 10 vién (VN-21774-19)

6. Co sé' diang ky: Cong ty TNHH Dwoc Pham Thing Loi (Pia chi: B11- s¢ 369, Truong Chinh,
phirong Khwong Trung, gudn Thanh Xuan, thanh phé Ha Ngi, Viét Nam)

6.1. Co sé san xuat: Flamingo Pharmaceuticals Limited (Pja chi: R-662, T.T.C Industrial Area,
MIDC, Rabale, Navi Mumbai Thane 400701 Maharashtra State, India)

6 Amlocard 5 | Amlodipin (dudi | Vién Hop 10vi | NSX 36 890110183125 | 01
dang Amlodipin | nang x 10 vién (VN-22076-19)
besilat) 5mg cang

7. Co sé ding ky: Cong ty TNHH Dwoc pham va TBYT Phwong Lé (Pja chi: L6 D3/D6 KPT méi
Cau Gidy, Phwong Djch Vong, Qudn Cau Gidy, Thanh phé Ha Ngi, Viét Nam)
7.1. Co s& san xuat: Square Pharmaceuticals Ltd. (Pja chi: Square Road, Salgaria, Pabna,
Bangladesh)
7 Normelip Atorvastatin Viénnén | Hop 2 vix | NSX 24 894110183225 | 01
20 (dudi dang bao phim | 10 vién (VN-21234-18)
Atorvastatin
calci) 20mg
8 Proxivir Tenofovir Viénnén | Hop 2 vix | NSX 24 894110183325 01
tablet disoproxil bao phim | 6 vién (VN2-640-17)
fumarat (tuong
duong Tenofovir
disoproxil
245mg) 300mg
8. Co s¢ ding ky: Cong ty TNHH Dwoc pham Van Cwong Phat (Pja chi: 299/28C dwong Ly
Thirong Kiét, phwong 15, qudn 11, thanh phé Hé Chi Minh, Viét Nam)
8.1. Co sé san xuit: Special Products line S.P.A (Pja chi: Via Fratta Rotonda Vado Largo, 1, 03012
Anagni (FR), ltaly)
9 Bart Tenoxicam 20mg | Viénnén | Hop 3vix | NSX 36 800110183425 | 01
bao phim | 10 vién (VN-21793-19)
9. Co sé¢ ding ky: Cong ty TNHH Dwoc Pham Y-Med (Pja chi: Sé 1-3 Puong sé 45, Phirong 6,
Qudn 4, TP. Ho Chi Minh, Viét Nam)
9.1. Co'sé'san xuit: Fourrts (India) Laboratories Pvt., Ltd. (Pja chi: Vandalur road, Kelambakkam
- 603 103, Tamil Nadu, India)
10 Diclofen Diclofenac natri Gel boi Hop 1 NSX 36 890100183525 | 01
Gel (dudi dang ngoai da | tuyp 30 (VN-21602-18)
diclofenac gam

diethylamin) 1%
(wiw)
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11 Edsave 20 | Tadalafil 20mg Viénnén | Hop1vix | USP 24 890110183625 | 01
bao phim | 10 vién; 40 (VN-21241-18)
Hop 1 vi x
4 vién
12 Maxxsat Sildenafil (dudi Viénnén | Hop 1vix | NSX 24 890110183725 | 01
100 dang Sildenafil bao phim | 4 vién (VN-21402-18)
citrat) 100mg
13 Maxxsat 50 | Sildenafil (dudi Viénnén | Hop 1vix | NSX 24 890110183825 | 01
dang Sildenafil bao phim | 4 vién (VN-21403-18)
citrat) 50mg
9.2. Co sé san xuat: Indchemie Health Specialities Pvt. Ltd. (Pja chi: Plot No. 7, O.1.D.C.,
Mahatma Gandhi Udyog Nagar, Dabhel, Daman - 396210, India)
14 Acuroff-20 | Isotretinoin 20mg | Vién Hop lonx | NSX 24 890110183925 | 01
nang 10 hop (VN-21802-19)
mem nho x 1 vi
x 10 vién
9.3. Co sé san xuat: Indchemie Health Specialities Pvt. Ltd. (Pja chi: Unit-1V, Kumrek, Rangpo,
East Sikkim, India)
15 Lipiles-10 | Atorvastatin Viénnén | Hop 10 vi | NSX 24 890110184025 | 01
(dudi dang bao phim | x 10 vién (VN-20781-17)
Atorvastatin
calcium) 10mg
16 Lipiles-20 | Atorvastatin Viénnén | Hop 1vix | NSX 24 890110184125 | 01
(dudi dang bao phim | 10 vién (VN-21243-18)
Atorvastatin
calcium) 20mg
9.4. Co s& san xuat: Makcur Laboratories Ltd. (Pja chi: 46/4-7, Dehgam Road, Zak Village, Tal.-
Dehgam, Dist. Gandhinagar, Gujarat State, India)
17 Taxirid Cefotaxime (dudi | Thubc Hop1lox | USP 24 890110184225 | 01
dang Cefotaxim | botpha | 1g thuoc 40 (VN-21803-19)
natri) 1g tiém bot va ong
chtra 5ml
nude cat
pha tiém
10. Co sé diang ky: Delorbis Pharmaceuticals Ltd. (Dia chi: 17 Athinon Street, Ergates Industrial
Area, 2643 Ergates, P.O. Box 28629, 2081 Lefkosia, Cyprus)
10.1. Co sé san xuat dang bao ché: Haupt Pharma Munster GmbH (Pja chi: Schleebriiggenkamp
15, 48159 Miinster, Germany)
Co sé xuit xwong: Delorbis Pharmaceuticals Ltd (Pja chi: 17 Athinon Street, Ergates Industrial
Area, 2643 Egrates, P.O. Box 28629, 2081 Lefkosia, Cyprus)
18 Osbifin Leflunomide Viénnén | Hop 1lo NSX 36 400110184325 01
20mg 20mg bao phim | 30 vién (VN-19078-15)
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11. Co s6 diang ky: Cong ty TNHH Diic Tam (Pja chi: Nha 1 D8y D, ngd 68, khu Hoa Muc, phuwong
Trung Hoa, qudn Cdu Gidy, Thanh phs Ha Ngi, Viét Nam)

11.1. Co sé san xuit: Private Joint Stock Company "Technolog™ (Pja chi: 8, Stara prorizna str.,
20300 Uman, Cherkassy region, Ukraine)

19

Levofloxacin | Levofloxacin Viénnén | Hop 1vix | NSX 36 482115184425 | 01
(dudi dang bao phim | 10 vién (VN-21407-18)
Levofloxacin
hemihydrat)
500mg

12. Co sé ding ky: Cong ty TNHH Thwong mai va Dwgc pham HT Viét Nam (Dja chi: S¢ 298
C3, ngé 164 Tan Mai, Phwong Tan Mai, Quan Hoang Mai, Thanh pho Ha Ngi, Viét Nam)

12.1. Co sé san xuat: Industria Quimica Y Farmaceutica VIR, S.A. (Pja chi: Laguna, 66-68-70.
Poligono Industrial Urtinsa Il 28923 Alcorco (Madrid), Spain)

20

Ciproth 500 | Ciprofloxacin Viénnén | Hop 2 vix | NSX 36 840115184525 | 01
(dudi dang bao phim | 10 vién (VN-21002-18)
Ciprofloxacin
HCI) 500mg

13. Co sé dang ky: Flamingo Pharmaceuticals Limited (Dja chi: 7/1, Corporate Park, Sion-
Trombay Road, P.O.Box No.:27257, Chembur Mumbai, Mumbai City MH 400071 IN, India)

13.1. Co sé san xuat: Flamingo Pharmaceuticals Limited (Pja chi: R-662, T.T.C Industrial Area,
MIDC, Rabale, Navi Mumbai Thane 400701, Maharashtra State, India)

21 Ucon 4 Montelukast Viénnén | Hop 10 vi | NSX 36 890110184625 | 01
(dudi dang nhai x 10 vién; (VN-19734-16)
Montelukast Hop 3 vi x
sodium) 4mg 10 vién

22 Ucon 5 Montelukast Viénnén | Hop 10 vi | NSX 36 890110184725 | 01
(dudi dang nhai x 10 vién; (VN-19735-16)
Montelukast Hop 3 vi x
sodium) 5mg 10 vién

13.2. Co sé san xuit: Flamingo Pharmaceuticals Limited (Pja chi: R-662, TTC Industrial Area,
MIDC, Rabale, Navi Mumbai Thane 400701 Maharashtra State, India)

23 Flametro Metronidazole Vién nén | Hop 10 vi BP 36 890115184825 | 01
500mg x 10 vién 2016 (VN-22398-19)
24 Flamilium Domperidone Viénnén | Hop 10 vi BP 36 890110184925 01
10mg x 10 vién 2022 (VN-16363-13)
25 Siloflam Sildenafil (dudi Viénnén | Hop Lvix | NSX 24 890110185025 | 01
100 dang Sildenafil bao phim | 4 vién (VN-16038-12)
citrat) 100mg

14. Co sé¢ dang ky: Flamingo Pharmaceuticals Limited (Pja chi: R-662, TTC Industrial Area,
MIDC, Rabale, Navi Mumbai Thane 400701 Maharashtra State, India)
14.1. Co sé san xuit: Flamingo Pharmaceuticals Limited (Bja chi: R-662, TTC Industrial Area,
MIDC, Rabale, Navi Mumbai Thane 400701 Maharashtra State, India)
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26 Flamotax 1 | Cefotaxim (dudi | Botpha | Hopllo+ | USP 36 890110185125 | 01
dang Cefotaxim | tiém 16ng hién (VN-19949-16)
natri) 1g nudc cat hanh
pha tiém
5mi
15. Co sé dang ky: Flamingo Pharmaceuticals Ltd. (Pja chi: R-662, TTC Industrial Area, Rabale
Navi Mumbai 400 701, India)
15.1. Co sé san xuat: Flamingo Pharmaceuticals Ltd. (Bja chi: R-662, TTC Industrial Area, Rabale,
MIDC, Rabale, Navi Mumbai Thane 400 701, Maharashtra State, India)
27 Furoxingo | Cefuroxime (duéi | Botpha | Hop10Lo | USP 36 890110185225 | 01
750 dang Cefuroxime | tiém 44 (VN-21284-18)
sodium) 750mg
16. Co s6 diang ky: Genedrift Solutions LLP (bia chi: B9 Commercial Complex Mukherjee Nagar
Delhi North West DL 110009, Viét Nam)
16.1. Co sé san xuit: Rhydburg Pharmaceuticals Limited (Pja chi: C - 2 & 3, S.1.E.L., Selaqui,
Dehradun, Uttarakhand, India)
28 Padoc-A Aspirin 75mg, Viénnén | Hop 3vix | NSX 24 890110185325 | 01
Clopidogrel (duéi | bao phim | 10 vién (VN-19732-16)
dang Clopidogrel
Bisulfate) 75mg
17. Co sé dang ky: GlaxoSmithKline Pte Ltd. (Pia chi: 23, Rochester Park, Singapore 139234,
Singapore)
17.1. Co sé san xuat: UCB Pharma S.A (bja chi: Chemin du Foriest, Braine - I’Alleud, 1420,
Belgium)
29 Keppra Levetiracetam Viénnén | Hop 3vix | NSX 36 540110185425 | 01
250mg 250mg bao phim | 10 vién (VN-22526-20)
18. Co s¢ diang ky: Pierre Fabre Medicament (Dia chi: Les Cauquillous - 81500 Lavaur, France)
18.1. Co sé san xuat: Fareva Pau 1 (Pja chi: Avenue du Béarn, 64320 Idron, France)
30 Navelbine | Vinorelbine (duéi | Vién Hop 1vix | NSX 36 300110185525 | 01
20mg dang vinorelbine | nang 1 vién (VN-15588-12)
ditartrate) 20mg mem
31 Navelbine | Vinorelbine (dudi | Vién Hop 1vix | NSX 36 300110185625 | 01
30mg dang vinorelbine | nang 1 vién (VN-15589-12)
ditartrate) 30mg mem
19. Co sé dang ky: PT. Dexa Medica (Pja chi: Jl. Jend. Bambang Utoyo No. 138, Palembang,
Indonesia)
19.1. Co s& san xuat: PT. Dexa Medica (Pja chi: JI. Jend. Bambang Utoyo No. 138, Palembang,
Indonesia)
32 Prevomit Domperidone Viénnén | Hop5vix | NSX 24 899110185725 | 01
FT 10mg tan 10 vién (VN-19322-15)

nhanh
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33 Prezinton 8 | Ondansetron Viénnén | Hop1vix | USP 36 899110185825 | 01
(dudi dang bao phim | 10 vién 34 (VN-18436-14)
Ondansetron
hydrochloride
dihydrate
9,97mg) 8mg

20. Co sé dang ky: Rotaline Molekule Pvt. Ltd. (Pja chi: 7/1, Corporate Park, Sion-Trombay Road,
P.0.Box N0.27257, Chembur, Mumbai, 400071, India)

20.1. Co sé San Xuat: Flamingo Pharmaceuticals Ltd. (Pja chi: R-662, TTC Industrial Area, Rabale,
Navi Mumbai 400 701, India)

34 Supraflam | Cefadroxil (dudi | Vién Hop 10vi | USP 36 890110185925 | 01
dang Cefadroxil nang x 10 vién (VN-15608-12)
monohydrat) cang
500mg

21. Co sé dang ky: SRS Life Sciences Pte. Limited (bia chi: 71 Robinson Road, #14-01, Singapore
(068895), Singapore)

21.1. Co sé san xuat: Bharat Parenterals Ltd. (Dja chi: Survey No. 144-A, Jarod Samlaya Road,
Village: Haripura, Tal- Savli, Dist. - Vadodara - 391 520, Gujarat State, India)

35 Tordol Moxifloxacin Viénnén | Hop 3vix | NSX 36 890115186025 | 01
(dudi dang bao phim | 10 vién (VN-21998-19)
Moxifloxacin
HCI) 400mg

22. Co sé dang ky: SRS Pharmaceuticals Private Limited (Pja chi: 504, 5th Floor, Marathon Max
BLDG, No.2 Mulund Goregaon Link RD, L.B.S Marg, Mulund (W), Mumbai-400080, India)

22.1. Co sé san xuat: Bharat Parenterals Ltd. (Pja chi: Survey No. 144-A, Jarod Samlaya Road,
Village: Haripura, Tal- Savli, Dist. — Vadodara - 391 520, Gujarat State, India)

36 Britop Dexamethasone Dung Hop 1lox | NSX 24 890115186125 | 01
sodium phosphate | dich nhé | 5ml (VN-19353-15)
USP tuong duong | mat
Dexamethasone
Phosphate 0,1%

(w/v), Ofloxacin
USP 0,3% (w/v)
37 Maxezole Esomeprazole Viénnén | Hop 3vix | NSX 24 890110186225 | 01
40 Magnesi bao tan 10 vién (VN-19354-15)
Dihydrate twong | trong
duong vai rudt
Esomeprazole
40mg
Ghi chu:

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

- Nha san xudt (NSX), Tiéu chudn nha sdn 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

dwoc ghi trén nhén thudc.




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

2. S6 ding ky tai cét (8):

- S6 dding 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.
- 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 111

DANH MUC 13 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 124 BO SUNG

(Kém theo Quyét dinh sé. ..220....../0P-QLD, ngay 22../04./2025.ciia Cuc Qudn 1y Duroc)
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1. Co sé ding ky: Cong ty TNHH Dwoc phidm va TBYT Phwong Lé (Dia chi: Lé D3/D6 KDT méi
Cau Gidy, phuong Dich Vong, qudn Cau Giday, thanh pho Ha Ngi, Viét Nam)
1.1. Co sé san xuit: Incepta Pharmaceuticals Ltd. (Pia chi: Dewan Idris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka, Bangladesh)
1 Esonix 20 Esomeprazol Viénnén | Hop5vix | NSX 24 894110186325 | 01
(dudi dang bao tan 10 vién (VN-13621-11)
Esomeprazol trong
Magnesi rugt
Trihydrat) 20mg
2. Co sé& diang ky: Cong ty TNHH Mat thanh vién An Phat (Pja chi: 1923 Nguyeén Hizu Canh,
Phwong 19, Qudn Binh Thgnh, TP. Ho Chi Minh, Viét Nam)
2.1. Co sé san xuiat: Softgel Healthcare Pvt. Ltd. (Pja chi: Survey No. 20/1, Vandalur,
Kelambakkam Road, Pudupakkam Village, Kancheepuram District, Tamil Nadu, 603 103, India)

2 Methylcobalamin| Methylcobalamin | Vién Hop 3vix | NSX 30 890110186425 | 01
capsules 1500ug (mcg) nang 10 vién (VN-22120-19)
1500mcg meém

3. Co s& ding ky: Cong ty TNHH Mgt Thanh Vién Dwoc pham ACE (Pja chi: 323 Go O Mai,
Phwong Phu Thugn, Q.7, Tp.HCM, Viét Nam)
3.1. Co sé san xuat: Meyer Organics Pvt. Ltd. (Pja chi: 10-D, 2nd Phase, Peenya Industrial Area,
Bangalore — 560058, India)

3 Zedcal OP | Calcitriol 0,25pg | Viénnén | Hop5vix | NSX 30 890110186525 | 01

Tablets (mcg), Calcium bao phim | 6 vién (VN-19272-15)
Carbonate tuong
duong calcium
250mg, Zinc
Sulphate
Monohydrate
tuong duong kém
nguyeén t6 7,5mg

4. Co sé ding ky: Cong ty TNHH Rohto-Mentholatum (Viét Nam) (Bja chi: Sé 16 VSIP, dwong
s6 5, khu cdng nghiép Viét Nam-Singapore, phirong Binh Hoa, thanh phé Thudn An, tinh Binh Duwong,
Vié¢t Nam)

4.1. Co sé san xuit, déng goéi so cap: PT. Rohto Laboratories Indonesia (Pia chi: JI. Raya
Cimareme No. 203, Padalarang, Kab. Bandung Barat, Jawa Barat, Indonesia)

Co s& dong goi thir cap: Cong ty TNHH Rohto-Mentholatum (Viét Nam) (Pia chi: Sé 16 VSIP,
dwong so6 5, khu cdng nghiép Viét Nam-Singapore, phirong Binh Hoa, thanh phé Thugn An, tinh Binh
Duong, Viét Nam)
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4 Selsun Moi chai 50 ml: Hon dich | Hop 1 NSX 36 899100186625 01
Selenium Sulfide | dé goi Chai (VN-17577-13)
0,9g; Mdi chai dau
100 ml: Selenium
Sulfide 1,89
5. Co sé ding ky: Cong ty TNHH SRS Life Sciences Viét Nam (Bja chi: Phong 06, tang 3B, toa
nha Horison Tower, s¢ 40 Cat Linh, Phuwong Cét Linh, Qudn Pong Pa, Thanh pho Ha Ngi, Viét Nam)
5.1. Co sé san xuét: Bharat Parenterals Limited (Bja chi: Survey No. 144-A, Jarod Samlaya Road,
Village: Haripura, Tal- Savli, Dist. — Vadodara - 391 520, Gujarat State, India)
5 Clestragat Dexamethasone Dung Hop1lLo | NSX 24 890110186725 | 01
sodium phosphate | dich nho | x 5ml (VN-21060-18)
tuong duong mat
Dexamethasone
5mg/5ml,
Tobramycin
sulfate tuong
duong
Tobramycin
15mg/5mi
6 Tobramycin | Tobramycin Dung Hop 1 Lo USP 24 890110186825 | 01
Ophthalmic | sulfate USP twong | dich nho | x 5ml 43 (VN-20421-17)
Solution duong voi mat
USP Tobramycin 0,3%
(wWiv)
6. Co sé dang ky: Cong ty TNHH Viatris Viét Nam (Dja chi: Toa nha Friendship Tower, 31 dwong
Lé Dudn, Phwong Bén Nghé, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam)
6.1. Co sé san xuat: Mylan Laboratories Limited [OTL] (Pia chi: Plot No. 284-B, Bommasandra
—Jigani Link Road, Industrial Area, Anekal Taluk, Bangalore — 560105, India)
7 Carboplatin | Carboplatin Dung Hop 1 lo NSX 24 890114186925 | 01
Mylan 10mg/mi dich tiém | 15ml (VN3-340-21)
8 Docetaxel Docetaxel Dung Hop 1lo NSX 24 890114187025 | 01
Mylan anhydrous dich tiém | 8ml (VN3-341-21)
10mg/ml truyen
7. Co s¢ dang ky: Daewon Pharm. Co., Ltd. (Pja chi: 386, Cheonho-daero, Seongdong-gu, Seoul,
Republic of Korea)
7.1. Co sé san xuat: Daewon Pharm. Co., Ltd. (Pja chi: 24, Jeyakgongdan 1-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do, Republic of Korea)
9 Mericle Tab | Glimepiride 2mg | Viénnén | Hop 3vi x | NSX 36 880110187125 01
10 vién (VN-12406-11)

8. Co'sé dang ky: Flamingo Pharmaceuticals Limited (Pja chi: 7/1, Corporate Park, Sion-Trombay
Road, P.O. Box No.: 27257, Chembur, Mumbai-400071, India)

8.1. Co sé san xuat: Flamingo Pharmaceuticals Limited (Pja chi: R-662, T.T.C Industrial Area,
MIDC, Rabale, Navi Mumbai Thane 400701, Maharashtra State, India)




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)
10 Lipitin-R Rosuvastatin Viénnén | Hop 1vix | NSX 24 890110187225 | 01
(dudi dang bao phim | 10 vién (VN-14798-12)
Rosuvastatin
calcium) 10mg

9. Co s6 dang ky: PT Dexa Medica (Pia chs: JI. Jend. Bambang Utoyo No. 138 Palembang,

Indonesia)

9.1. Co sé san xuit: PT Dexa Medica (Pja chi: JI. Letjend. Bambang Utoyo No. 138, Palembang

30114, Indonesia)

11 Medexa 16 | Methylprednisolo | Viénnén | Hop 5vix | NSX 48 899110187325 | 01
ne 16mg 6 vién (VN-5595-10)
12 Medexa 4 Methylprednisolo | Viénnén | Hop 10vi | NSX 48 899110187425 | 01
ne 4mg x 10 vién (VN-5596-10)
9.2. Co sé san xuit: PT. Dexa Medica (Pja chi: JI. Letjend. Bambang Utoyo 138, Palembang 30114,
Indonesia)
13 Glimvaz 2 | Glimepiride 2mg | Viénnén | Hop 5vix | NSX 36 899110187525 | 01
10 vién (VN-15596-12)

Ghi chu:

1. Céch ghi tiéu chudn chdt hirong thudc tai cét (6):

- Nha san xuat (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house ¢é ¥ nghia twong
dwong nhau, la tiéu chudn chdt lirong thudc do co sé san xuat xay dung va deu c6 thé duwroc ghi trén nhan thusc.
- Céch viét tat céc tiéu chuan chdt lwong diwoc dién: Duoc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duoc
dién My (USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quéoc (CP), Duge dién Chdu du (EP), Duge dién
Qudc té (IP)...

2. S6 ding ky tai cét (8):

- S6 déng ky gia han 13 so ding ky dwoc cdp theo quy dinh tai Phy luc VI Théng tr 08/2022/TT-BYT ngay
05/09/2022 ciia Bé truong Bé Y té quy dinh viée ding ky heu hanh thuoc, nguyén liéu 1am thuac.

- S6 ding ky da cap (dwoc ghi trong ngodc don) la sé dang ky da duwoc cd’p trueéc khi thude duroc gia han theo
quyér dinh nay.

3. Céc thuac so thir tur 2, 3, 4, 5, 6 tai Phu luc nay: sau khi hét han glay dang ky luu hanh, trong ho so gia han
phdi bé sung dz7 lieu 1am sang chzzng minh an toan hié¢u qua cua thude dé Hoi dong twr van cap gidy dang ky luu
hanh thuac, nguyén liéu lam thudc xem xét viéc gia han GPKLH.

4. Céc thudc sé thir tw 1,9, 10, 11, 12, 13 tgi Phyu luc nay: sau khi hét han gidy daing ky I hanh, khéng tiép
tuc gia han do hé so dang ky lan dau chira bién soan theo mau ACTD.

5. Cac thudc so thir tr 7, 8 tai Phu luc ndy: can tiép tuc theo ddi an toan — hiéu qud theo quy dinh tai Piéu 5
Théng tir s6 08/2022/TT-BYT ngay 05/09/2022.
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