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) Véviée ban hanh danh muc 40 thudc nwéc ngoai )
dworc cap, gia han giay dang ky lwu hanh tai Viét Nam - Dot 112 bo sung

CUC TRUONG CUC QUAN LY DUQC
Can eir Ludt Duoc so 105/2016/0H13 ngay 06/4/2016;
Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy

dinh chitc ndng, nhiém vu, quyén han va co cdu té chire ciia Bo Y té;
~ Can cir Thong te 6 08/2022/TT-BYT ngay 05/09/2022 cua B¢ truong B Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc,

Can cir Quyét dinh so 1969/0D-BYT ngay 26/4/2023 cua B¢ truong Bo Y té
quy dinh chicc nang, nhiém vy, quyén han va co cdu t6 chire ciia Cuc Quan Iy
Duege thuée Bo Y té;

Can civ y kién cua Hoi c?éng tw van cdp gidy dang ky lwu hanh thudc,
nguyén liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Trudng phong Ping ky thuéc - Cuc Qudn 1y Durorc.

QUYET DINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 40 thuég nudc
ngoai duoc cap, gia han giay dang ky luu hanh tai Viét Nam - Dot 112 bo sung,
bao gom:

1. Danh muc 24 }huéc nuédc ngoai duoc cap gidy ding ky luu hanh hiéu
luc 05 nam - Dot 112 bo sung (tai Phu luc | kém theo).

2. Danh muc 04 :[huéc nudc ngoai duoc cap gidy dang ky luu hanh hiéu
luc 03 nam - Dot 112 bo sung (tai Phu luc 11 kém theo).

3. Danh muc 12 thuég nudc ngoai duoc gia han gidy dang ky luu hanh
hiéu lyc 05 nam - Dot 112 bo sung (tai Phu luc 111 kem theo).

Picu 2. Co s6 san xuét va co s¢ dang ky thude co trach nhiém:

1. Cung cap thudc vao Viét Nam theo dung cac hé so tai licu da dang ky
v6oi BO Y té va phai in hoac dan so dang ky dugc BO Y t€ cap 1én nhén thudc.

2. Chap hanh day du phap lut cia nuéc CHXHCN Viét Nam va céc quy
dinh cua ]?3(3 Y t€ vé€ nhap khau thude va luu ha‘mh thudc tai Viét Nam, néu c6 bat
cu thay doi gi trong qua trinh luu hanh thude ¢ nude so tai va ¢ Viét Nam thi
phai bao cao ngay cho Cuc Quan ly Dugc - B Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuin chét lugng cua thude theo quy dinh



tai Thong tw s0 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y t& quy
dinh vé chat lugng thude, nguyén li¢u lam thuoc.

4. Cap nhat nhan thubc va to hudng dan st dung thude theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cta Bo truong Bo Y té quy dinh
ghi nhan thudc, nguyén li¢u lam thudc va to huéng dan sir dung thude theo hinh
thic thay doi, bo sung gidy dang ky hwu hanh thudc quy dinh tai Thong tu
08/2022/TT-BYT ngay 05/9/2022 ciia Bo truong Bo Y té dbi véi thude chua cap
nhat ndi dung nhén thude, to huéng dan st dung thude theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ctia B trudng Bo Y té, cu thé nhu sau:

a) Pdi véi thude thude danh muc thube doc va nguyén liéu doc lam thube
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua B0 truong Bo
Y tévé viéc ban hanh danh muc thudc doc va nguyén li¢u doc lam thude: chi
dugc luu hanh sau khi cap nhét theo quy dinh tai diém b Khoan 1 Piéu 37
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truéng Bo Y té quy dinh
ghi nhan thudc, nguyén liéu 1am thube va to huéng dan st dung thude.

b) Df)i véi cac thude khac phai thyc hién viéc cap nhat nay trong thoi han
12 thang ke tur ngay dugc cap gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay Ky ban hanh Quyét dinh hay, cac thude dugc
gia han gidy dang ky luu hanh theo Quyét dinh nay co thay doi vé noi dung hanh
chinh (bao gom cd mdu nhén va to hudng dan sir dyng) phai nhap khau, luu
hanh véi cac noi dung da dugc phé duyét thay doi trong hd so dang ky gia han.

6. Phdi hop véi cac co sé diéu tri dé thuc hién theo dung cac quy dinh
hién hanh vé thudc k& don, theo ddi an toan, hiéu qua, tic dung khéng mong
mudn cua thude trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai
Diéu 5 Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 cuia Bo truong B Y té
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thude dbi véi céc thude
thudc Danh muc tai Phu luc 1l ban hanh kém theo Quyét dinh nay.

7.Co sO dang ky phai dam bao duy tri diéu kién hoat dong cua co s¢ dang
ky trong thoi gian hi€u lyc cua gidy dang ky luu hanh thudc, nguyén liéu 1am
thudc. Trong trudng hop khong con dap tmg du diéu kién hoat dong, co sé dang
Ky phai c6 trach nhiém thyc hién thay d6i co s¢ dang ky theo quy dinh tai Thong
tu s6 08/2022/TT-BYT ngay 05/9/2022 cua B truong Bo Y té trong thoi han 30
ngay ké tir ngay co s ding ky khong con da diéu kién hoat dong.

8. Co so dang ky thuoc phai bao cao B0 Y té vé cdp nhat tinh trang dap
tmg Thyc hanh tbt san xuat cua Co sO san xuat thude, nguyén li¢u lam thude.
Truong hop Co s6 san xuét bi thu hdi gidy phép san xuat hodc khong dap tmg
Thuc hanh t6t san xuét thudc, nguyén liéu 1am thudc ¢ nudc so tai, co so phai
thue hién viée bao cdo trong thoi han 15 ngay ké tir ngay co théng béo cua co
quan quan 1y c6 tham quyén nudc so tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phi quy dinh chi
tiét mot s6 diéu va bién phép thi hanh Luat Duoc.



Diéu 3. Cac thuéc duogc gia han giéy dang ky luu hanh tai Quyét dinh nay
duoc tiép tuc st dung sd dang ky da cap trude khi gia han trong thoi han tbi da
12 thang ké tir ngay duoc cap so déng ky gia han theo quy dinh tai Phy luc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT ngay 05/09/2022 cua Bo
truong BO Y té quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc.

Piéu 4. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Giam dbc So' Y té cac tinh, thanh phd truc thudc trung wong, giam
doc nha san xuat va co s& dang ky c6 thuoc tai Biéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nign: ___ CUCTRUONG
- Nhu Diéu 5;

- Bo trudng (dé blc);

- TTr. B6 Xuan Tuyén (dé b/c);

=Cuc Quan 'Y - Bo Qudc phong, Cuc Y té - Bo Cong
an; Cuc Y té GTVT - Bo Giao thong van tai; Tong
Cuc Hai quan - Bo Tai chinh;

- Bao hiém X4 hoi Viét Nam;
- B§ Y & Vu PC, Cuc QLYDCT, Cuc QLKCB, “Vii TuAn Cuing
Thanh tra Bo.

- SO Y té cac tinh, thanh phd truc thude Trung wong;

- Vién KN thude TU, Vién KN thuéc TP. HCM;

- Tong Cong ty Duoc VN-CTCP; Cac Cong ty XNK

dwgc pham;

- Cac Bénh vién & Vién cb giuong bénh truc thude

BYT,;

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

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).




Phu luc |

DANH MUC 24 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 112 BO SUNG

(Ban hanh kém theo quyér dinh sg: .. 487....../0D-QLD, ngay 13./07./2023.ciia Cuc Qudn 1y} Duroc)

STT

)

Tén thuéc

(2)

Hoat chat chinh —
Ham lugng

(©)

Dang bao
che

(4)

Quy céach
dong goi

()

Tiéu
chuan

(6)

Tuoi
tho
(thang)
)

S6 ding ky

(8)

1. Co sé dang ky: Ajanta Pharma Limited (Dra ch:: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivli (West), Mumbai-400 067, India)
1.1. Co sé san xuat: Ajanta Pharma Limited (Pja chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431 148 Maharashtra State, India)

1 Cinod 5 Cilnidipin 5mg Vién nén Hop 3 vi x NSX 24 890110174423
bao phim 10 vién
2. Co sé dang ky: Brawn Laboratories Limited (Dia chi: Delhi Stock Exchange Building, 4/4b Asaf
Al Road, New Delhi-110002, India)
2.1. Co sé san xuét: Brawn Laboratories Limited (Pja chi: 13, NIT, Industrial Area, Faridabad-
121001, Haryana, India)
2 Hybru Hydrocortison natri | Bot pha Hop 10 lo USP 40 36 890110174523
Injection succinat 100mg tiém
3 Metasone Betamethason Vién nén Hop 10 vi x BP 24 890110174623
0,5mg khéng bao | 10 vién
3. Co s& ding ky: Cong ty c6 phan dwoc pham Quan 3 (Pia chi: 243 Hai Ba Trung, phwong 6,
Qudn 3, Tp. Ho Chi Minh., Viét Nam)
3.1. Co sé san xuit: 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,
India)
4 Oxacillin Oxacillin (duoi Viénnang | Hop 10 vix | USP 40 36 890110174723
Sodium dang Oxacillin cang 10 vién
Capsules USP | sodium USP
500mg (compacted))
500mg
4. Co s& ding ky: Cong ty Cé phan Dwoc pham Thién Thao (Pja chi: Sé 61-63 Tran Quac Hoan,
phirong Dich Vong Hdu, qudn Cau Gidy, Ha Ngi, Viét Nam)
4.1. Co sé san xuét: Celon Pharma S.A. (Pja chi: ul. Marymoncka 15, 05-152 Kazun Nowy, Poland)
Co sé san xudt ban thanh pham: Celon Pharma S.A. (Pja chi: ul. Mokra 41A, 05-092
Lomianki/Kielpin, Poland)
5 Salmex M&i liéu bot hit Bot hit. Hop 60 liéu | NSX 18 590110174823
Inhalation chua: Salmeterol phan lieu hit
powder 50ug (dudi dang

Salmeterol
xinafoate 72,5uQ),
Fluticasone
propionate 100ug




2

STT | Teénthuéc | Hoatchatchinh- | Dangbao | Quycéach | Tiéu Tubi S6 diang ky
Ham lwong ché dong goi chuan tho
(théng)
1) 2) (©) (4) () (6) ) (8)
6 Salmex Mai liéu bot hit Bot hit Hop 60 lidu | NSX 18 590110174923
Inhalation chua: Salmeterol phan liéu hit
powder 50ug (duai dang
Salmeterol
xinafoate 72,5u9),
Fluticasone
propionate 250ug
7 Salmex Mai liéu bot hit Bot hit Hop 60 lidgu | NSX 18 590110175023
Inhalation chua: Salmeterol phan liéu hit
powder 50ug (duai dang
Salmeterol
xinafoate 72,5uQ),
Fluticasone
propionate 500ug

5.Co s¢ ding ky: Cong ty TNHH Dwgc pham va Thiét bi Y té Phwong Lé (Pja chi: L6 D3/D6

KDT méi Cau Gidy, P.Dich Vong, Q. Cau Gidy, Ha Ngi, Viét Nam)

5.1. Co sé san xuét: Square Pharmaceuticals Ltd (Pja chi: Kaliakoir, Gazipur, Bangladesh)

8 Bonsartine 50 | Losartan kali 50mg | Vién néen Hop 5 vi x USP 24 894110175123
bao phim 10 vién
5.2. Co s¢ san xuat: Square Pharmaceuticals Ltd (Pja chi: Square Road, Salgaria, Pabna,
Bangladesh)
9 Squabalin 75 | Pregabalin 75mg Viénnang | HOop 3 vix NSX 24 894110175223
capsule cang 10 vién
6. Co'sé dang ky: Cong ty TNHH Dwoc Tam Pan (Dia chi: 44.4 KDC Everich 3, Puong Pha Thugn,
Phwrong Tan Phu, Qudn 7, Thanh phd Ho Chi Minh, Viét Nam)
6.1. Co s& san xuét: Delorbis Pharmaceuticals Ltd (Pja chi: 17 Athinon Street, Ergates Industrial
Area, 2643 Ergates, P. O. Box 28629, 2081 Lefkosia, Cyprus)
10 Minaxen 50 Minocycline Viénnang | HOop3vix | USP41- 36 529110175323
hydrochloride cang 10 vién NF36
50mg 1S
7. Co sé ding ky: Cong ty TNHH Eagle USA Viét Nam (Pja chi: S6 25 Puwong so 3, Khu dén cu
Vinh Léc, Phuwong Binh Hung Hoa B, Qudn Binh Tan, Thanh phg Hé Chi Minh, Vietnam)
7.1. Co sé san xuat: Siam Bheasach Co., Ltd. (Pja chi: 123 Soi Chokechairuammitr, Vibhavadi-
Rangsit Road, Chomphon Chatuchak, Bangkok 10900 and 9 Soi Chokechairuammitr 3, Vibhavadi-
Rangsit Road, Dindang, Bangkok 10400, Thailand)
11 Siamazid (1 Ceftazidime (dudi | Bot pha Hop 1 Lo USP 41 36 885110175423
G. Inj.) dang ceftazidime dung dich
pentahydrate tiém
(buffered) 1g

8. Co s& ding ky: Cong ty TNHH mét thanh vién An Phat (Pja chi: 1923, Nguyén Hitu Canh,
phirong 19, qudn Binh Thanh, Tp. Hé Chi Minh, Viét Nam)
8.1. Co s& san xuat: Sotac Pharmaceuticals Pvt. Ltd (Pja chi: Plot No. PF-21, Sanand-GIDC-I,
Opp. Teva Pharmaceuticals, Sanand, District-Ahmedabad, Gujarat, India)




3

STT | Teénthuéc | Hoatchatchinh— | Dangbao | Quycéch | Tiéu | Tudi S6 diang ky
Ham lwong ché déng géi | chuin | the
(théng)
1) 2) (©) (4) () (6) ) (8)
12 Zyptin Alpha amylase Viénnang | HOop 10vix | NSX 36 890100175523
(fungal diastase cang 10 vién

1:800).100mg;
Papain 100mg;
Simethicon 30mg

8.2. Co sé san xuat: Valdepharm (Bja chi: Parc Industriel d’Incarville, Parc de la Fringale- CS
10606, Val De Reuil Cedex, 27106, France)

13

Caden

Adenosine 6mg

Dung dich
tiém

Hop 6 Lo X
2ml

NSX

36

300110175623

9. Co sé ding ky: Cong ty TNHH Thwong mai dwgc pham Pong Phwong (Pja chi: 119, Puong

s6 41, Phuong Tan Quy, Qudn 7, Thanh phé Hé Chi Minh, Viét Nam)

9.1. 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)

14

Vanconex CP
(1000 mg)

Vancomycin (dudi
dang Vancomycin
hydrochlorid)
1000mg

Bot pha
dung dich
truyén tinh
mach

Hop 1 lo

USP 40

24

890115175723

10. Co sé dang ky: Eisai (Thailand) Marketing Co., Ltd (Pja chi: No. 93/1, Unit 603-604, 6th
Floor, GPF Witthayu Tower A, Wireless Road, Lumphini Sub-district, Pathum Wan District, Bangkok
Metropolis, Thailand)
10.1. Co sé san xuat: Kyorin Pharmaceutical Group Facilities Co., Ltd., Noshiro Plant (Pia chi:
1, Matsubara, Noshiro-shi, Akita, 016-0000, Japan)
Co sé dong géi: Interthai Pharmaceutical Manufacturing Ltd (Dja chi: 1899 Phaholyothin Road,
Ladyao, Chatuchak, Bangkok 10900, Thailand)

15

Uritos Tablets
0.1mg

Imidafenacin
0,1mg

Vién nén
bao phim

Hop 3 vi X
10 vién

NSX

36

499110175823

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

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

16 Clopidogrel Clopidogrel (du6i | Vién nén Hop3vix | USP41 36 890110175923
Tablet USP dang Clopidogrel bao phim 10 vién;
75mg bisulfate) 75mg Hop 5 vi x
10 vién;
Hop 10 vi x
10 vién
17 Lipitin A-10 | Atorvastatin (dudi | Vién nén Hop 3 vi x NSX 36 890110176023
dang Atorvastatin bao phim 10 vién;
calci) 10mg Hop 5 vi x
10 vién;
Hop 10 vi x

10 vién




4

STT | Teénthuéc | Hoatchatchinh— | Dangbao | Quycéch | Tiéu | Tudi S6 diang ky
Ham lwong ché dong goi chuén tho
(théng)
1) 2) (©) (4) () (6) ) (8)
18 Lipitin A-20 | Atorvastatin' (dudi | Vién nén Hop 3 vi x NSX 36 890110176123
dang Atorvastatin bao phim 10 vién;
calci) 20mg Hop 5 vi x
10 vién;
Hop 10 vi x
10 vién

12. Co sé dang ky: Hetero Labs Limited (Dja chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)
12.1. Co sésan xuit: Hetero Labs Limited (Pja chi: Unit- 111, 22-110, 1.D.A. Jeedimetla,
Hyderabad, Telangana, India)

19 Yesom 40 Esomeprazol (duéi | Viénnang | Hop 3 vi x NSX 24 89011176223
dang pellets chua pellet | 10 vién
esomeprazole bao tan
magnesi dihydrate | trong rudt
bao tan trong ruot)
40mg
13. Co sé¢ diang ky: LLoyd Laboratories INC. (bia chi: 10 Lloyd Avenue, First Bulacan Industrial
City, Tikay, Malolos, Bulacan, Philippines)
13.1. Co sé san xuit: Steril-Gene Life sciences (P) Limited (Pja chi: No: 45, Mangalam Main Road,
Mangalam Villige, Villianur Commune, Puducherry - 605 110, India)
20 Bupic Bupivacain Dung dich | Hop 10 éng BP 24 890114176323
hydrochloride tiém x 5ml 2015
anhydrous (tuong
duong Bupivacain
hydrochloride
5,28mg) 5mg/ml
14. Co sé dang ky: Lupin Limited (Pia chi: Kalpataru Inspire, 3rd Floor, Off Western Express
Highway, Santacruz (East), Mumbai 400055, India)
14.1. Co sé san xuat: Lupin Limited (Pja chi: Plot No 6A1, 6A2 Sector 17, Special Economic zone,
Mihan, Nagpur Maharashtra (India) Nagpur 441108 Maharashtra sta, India)
21 Candelupi Candesartan Vién nen Hop 3 vi x NSX 24 890110176423
cilexetil 16mg; 10 vién, Vi
Hydrochlorothiazide PVC/Aclar
12,5mg hoac vi
nhdm/nhém
22 Lupirosu 10 Rosuvastatin (dudi | Vién nén Hop 3 vi X NSX 24 890110176523
dang Rosuvastatin | bao phim 10 vién, Vi
Calcium) 10mg Alu-Alu
15. Co sé diang ky: Polfarmex S.A. (Dia chi: 9 Jozefow Street, 99-300 Kutno, Poland)
15.1. Co sé san xuat: Polfarmex S.A. (bja chi: 9 Jozeféw Street, 99-300 Kutno, Poland)
23 Lactumex Lactulose Sirb Hop 1 chai NSX 36 590100176623
7,5g/15ml 150ml




STT | Teénthuéc | Hoatchatchinh— | Dangbao | Quycéch | Tiéu | Tudi S6 diang ky
Ham lwong ché dong goi chuén tho
(théng)
) 2) 3 4) () (6) ) (8

16. Co s6 dang ky: Phil International Co., Ltd. (Pja chi: 17, Nonhyeon-ro 99-gil, Gangnam-gu,
Seoul, Korea)

16.1. Co sé san xuéat: Samchundang Pharm. Co., Ltd. (Pja chi: 71, Jeyakgongdan 2-gil, Hyangnam
- Eup, Hwaseong-si, Gyeonggi-Do, Korea)

24 Philcliden Kali iodid Dung dich | Hop 1 1o NSX 24 880110176723
30mg/10ml; Natri | nho mat 10ml
lodid 30mg/10ml
Ghi chu:

1. Céch ghi tiéu chuan cha lwong 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 cé thé
g€ ghi trén nhan thuéc.

- 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), Duge dién Quéc té (IP)...




Phu luc 11

DANH MUC 04 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3NAM - PQT 112 BO SUNG

(Ban hanh kém theo quyét dinh so: ..../OD-QLD, ngay 13../07./2023cua Cuc Quan Iy Duoc)
STT | Ténthudc | Hoatchatchinh— | Dangbao | Quycach | Tiéu Tudi S6 ding ky
Ham lwgng che dong géi chuan tho
(thang)
1) 2) ®) (4) () (6) ) (8)

1. Co s& ding ky: Cong ty TNHH mét thanh vién An Phat (Pja chi: 1923 Nguyén Hiru Canh,
Phwong 19, Qudn Binh Thanh, TP. Hé Chi Minh, Viét Nam)

1.1. Co sé san xuit: Shilpa Medicare Limited (Pja chi: Plot No. S-20 to S-26, Pharma SEZ, TSIIC
Green Industrial Park, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana-
509301, India)

1 Docetaxel Docetaxel (dudi Dung dich |Hop 1lo NSX 24 890114176823
injection USP | dang Docetaxel dam dac
80mg/4ml trihydrat) 20mg/ml | pha truyén
tinh mach

2. Co sé dang ky: Chong Kun Dang Pharmaceutical Corp. (bia chi: (Chungjeongno3(sam)-ga), 8,
Chungjeong-ro, Seodaemun-gu, Seoul, Korea)

2.1. Co sé san xuat: Chong Kun Dang Pharmaceutical Corp. (Pja chi: 797-48 Manghyang-ro,
Seonggeo-eup, Seobuk-gu, Cheonan-si, Chungcheongnam-do, Korea)

2 CKDeloseta Erlotinib Vién nén Hop 3 vi x NSX 36 880114176923
100mg hydrochloride bao phim 10 vién
109,29mg (twong
duong Erlotinib
100mg)
3 CKDilretinib Gefitinib 250mg Vién nén Hop 3 vi NSX 36 880114177023
Tab. 250 mg bao phim (Alu/PVC)
x 10 vién
4 CKDeloseta Erlotinib Vién nén Hop 3 vi x NSX 36 880114177123
150mg hydrochloride bao phim 10 vién
163,93mg (twong
duong Erlotinib
150mg)

Ghi chu:

1. Céch ghi tiéu chuan chat lwong thuoc tai cét (6):

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

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

2. Thudc tai danh myuc nay phdi bdo cdo theo déi, danh gid an toan, hiéu qud khi nép hé so ding ky
gia han gidy dang ky lieu hanh theo quy dinh tai Piéu 5 Théng tir sé 08/2022/TT-BYT ngay 05/9/2022.




Phu luc 111

DANH MUC 12 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 112 BO SUNG

(Ban hanh kém theo quyér dinh sa: ..487....../0D-QLD, ngay 13./07./2023.ciia Cuc Qudn 1y} Duroc)

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

(thang) | (S6 dingky | gia

da cap) han

@ 2) 3) 4) ®) (6) ) (8) ©)

1. Co sé dangky: Bayer (South East Asia) Pte Ltd (Pja chi: 2 Tanjong Katong Road, # 07-01,
PLQ3, Singapore 437161, Singapore)
1.1. Co s& san xuat: PT Bayer Indonesia (Pja chi: JI. Raya Bogor Km 32 Depok, 16416, Indonesia)

1 Berocca Vitamin B1 Viénnén | Hop, 1 NSX 24 899100177223 01
Performanc | (thiamine sui bot tuyp 15 (VN-19391-15)
e Orange hydrochloride vién sui

anhydrous) 15mg; bot; Hop,
Vitamin B2 1 tuyp 10
(riboflavin) Vién sui
15mg; Vitamin bot; Hop,
B3 (nicotinamid) 12 vix2
50mg; Vitamin Vvién sui
B5 (acid bot
pantothenic)

23mg; Vitamin

B6 (Pyridoxin
hydrochlorid)
10mg; Vitamin
B8 (biotin)
0,15mg; Vitamin
B9 (acid folic)
0,4mg; Vitamin
B12
(cyanocobalamin)
0,01mg; Vitamin
C (acid ascorbic)
500mg; Calci
100mg; Magnesi
100mg; Kém
10mg;

2. Co s¢ ding ky: Cong ty cé6 phan dwec pham Pha No (Pja chi: 9 Ho Biéu Chdnh, Phuong 11,
Qudn Pha Nhugn, TP. Hé Chi Minh, Viét Nam)

2.1. Co sé san xuat: Deva Holding A.S. (Pia chi: Cerkezkoy Organize Sanayi Bolgesi, Karaagac
Mahallesi, Ataturk Caddesi, No: 32 Kapakli / Tekirdag, Turkey)

2 Katovastin | Atorvastatin Viénnen | Hop 3vix | NSX 36 868110177323 | 01
10mg (dudi dang bao phim | 10 vién (VN-17854-14)
atorvastatin calci
trihydrat) 10mg




2

(VN-19678-16)

STT | Ténthudc | Hoatchdtchinh | Dang | Quycéach | Tiéu | Tudi S6 dang ky S6
—-Ham lwong | baoché | dénggoéi | chuan | the gia han lAn

(thang) (So dang ky gia

da cap) han

1) 2) ®3) (4) ©) (6) () (8) ©)

3 Katovastin | Atorvastatin Viénnén | Hop 3vix | NSX 36 868110177423 01

20mg (dudi dang bao phim | 10 vién (VN-17855-14)
atorvastatin calci
trihydrat) 20mg
3. Co sé ding ky: Cong Ty TNHH AstraZeneca Viét Nam (Bja chi: Tang 18, Tdoa nha A&B, Sé 76,
Puwong Lé Lai, Phwrong Bén Thanh, Qudn 1, Thanh phé Hé Chi Minh, Viét Nam)
3.1. Co sé san-xuit: AstraZeneca UK Limited (Pja chi: Silk Road Business Park, Macclesfield,
Cheshire, SK10 2NA, UK)

4 Zoladex Goserelin (dudi Thudc cady | Hop 1 NSX 24 500114177523 | 01
dang Goserelin dudi da bom (VN-20226-17)
acetat) 3,6mg (dang bom | tiém c6

tiém dong thube

san)
4. Co sé¢ dang ky: Cong ty TNHH Binh Viét Buc (Pia chi: 62/36 Truong Cong Dinh, Phuong 14,
Qudn Tan Binh, Thanh phd Ho Chi Minh, Viét Nam)
4.1. Co sé san xuit: Siegfried Hameln GmbH (Pja chi: Langes Feld 13, 31789 Hameln, Germany)

5 Diazepam- | Diazepam Dung Hop 10 NSX 24 400112177623 01
hameln 5mg/ml dich tiém | 6ng x 2ml (VN-19414-15)
5mg/ml
Injection

5. Co sé diang ky: Cong ty TNHH Dwoc Pham Y-Med (Pja chi: So 1-3, Puwong sé 45, Phwrong 6,
Qudn 4, TP. Ho Chi Minh, Viét Nam)

5.1. Co sé san xuat: Indchemie Health Specialities Pvt. Ltd. (Pja chi: Vill. Thana, Baddi, Distt.
Solan, (H.P), India)

6 Indclav 375 | Amoxicillin (duéi | Viénnén | Hop 2 vix | USP 24 890110177723 | 01
dang Amoxicillin | bao phim | 10 vién 42 (VN-16976-13)
trihydrate)
250mg, Acid
clavulanic (dudi
dang Potassium
clavulanate)
125mg

6. Co sé ding ky: Cong ty TNHH Johnson & Johnson (Viét Nam) (Pia chi: Tang 12, toa nha
Vietcombank, s6 5 Céng trirong Mé Linh, phwong Bén Nghé, Qudn 1, TP. Hé Chi Minh, Viét Nam)
6.1. Co s& san xuit: Patheon Inc. (Pia chi: 2100 Syntex Court, Mississauga, Ontario, L5N 7K9,
Canada)

Co sé dong géi va xuét xwdng: Janssen Cilag S.p.A (Pia chi: Via C. Janssen (loc. Borgo S. Michele)
- 04100 Latina (LT), Italy)

7 Zytiga Abiraterone Viénnén | Hop 1 lo NSX 24 754114177823 01
acetate 250mg 120 vién
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STT | Ténthudc | Hoatchdtchinh | Dang | Quycéach | Tiéu | Tudi S6 dang ky S6
—-Ham lwong | baoché | dénggoéi | chuan | the gia han lAn
(théng) (S6 dang ky gia
da cap) han
1) 2) ®3) (4) G | (6 () (8) ©)
7. Co sé dang ky: Cong ty TNHH Thwong mai Dwgc pham Hoang Tran (Pja chi: 106-108 Puong
100, Binh Théi, Phwong 14, Qudn 11, Tp. Ho Chi Minh, Viét Nam)
7.1. Co sé san xuit: Stallion Laboratories Pvt. Ltd (Pja chi: Plot No. C1B- 305, 2,3,4 & 5, G.I.D.C.,
Kerala (Bavla) Dist. Ahmedabad, Gujarat State, India)
8 Esorest Gabapentin Vién Hop5vix | USP 24 890110177923 | 01
300mg nang 10 vién hién (VN-17396-13)
cang hanh
8. Co s¢ dang ky: GlaxoSmithKline Pte Ltd (bia chi: 23, Rochester Park, Singapore 139234,
Singapore)
8.1. Co'sé san xuat: Glaxo Wellcome SA (Pja chi: Avda Extremadura 3, 09400 Aranda de Duero
(Burgos), Spain)
9 Flixonase Fluticason Hon dich | Hop 1 chai | NSX 24 840110178023 | 01
Propionat (siéu Xit miii 60 liéu Xit, (VN-20281-17)
min) 0,05% (w/w) 50mcgl/li¢
u xit
9. Co sé dang ky: Glenmark Pharmaceuticals Ltd. (Pja chi: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai - 400 026, India)
9.1. Co s& san xuat: Glenmark Pharmaceuticals Ltd. (Pia chi: (Unit I11) Village Kishanpura,
Baddi-Nalagarh Road, Tehsil Baddi, Distt. Solan, (H.P)-173 205, India)
10 Momate Mometasone Hon dich | Hop 11o x | NSX 24 890110178123 01
furoate (dudi xitmii | 60 lidu; (VN-19174-15)
dang Mometasone Hop l‘lo X
furoate 140 lieu
monohydrate)
0,05% (w/w)
10. Co sé dang ky: Merck Export GmbH (Bja chi: Frankfurter Strafie 250, 64293 Darmstadt,
Germany)
10.1. Co sé san xuat: Co sé san xut gel: Fleet Laboratories Limited (Pja chi: 94 Rickmansworth
Road, Watford, Hertfordshire, WD18 7JJ, UK)
Co s& san xuit éng tra thudc: Maropack AG (Pja chi: Industriestrasse Briseck 4, 6144 Zell LU,
Switzerland)
Co s¢ déng géi thir cAp, xuit xwong: Central Pharma (Contract Packing) Limited (Pia chi:
Caxton Road, ELM Farm Industrial Estate, Bedford, Bedfordshire, MK41 0XZ, UK)
11 Crinone Progesterone 8% | Gel dung | Hop chira | NSX 36 500110178223 01

(w/w) duong | 150ng tra (VN-18937-15)
am dao thuoc

11. Co sé dang Kky: Pfizer (Thailand) Limited (Pja chi: No. 323 United Center Building, Floors 36th
and 37th, Silom Road, Silom Sub-District, Bang Rak District, Bangkok Metropolis, Thailand)

11.1. Co sé san xuat: Pfizer Manufacturing Belgium NV (Bbja chi: Rijksweg 12, Puurs, 2870,
Belgium)
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STT | Ténthudc | Hoatchatchinh | Dang | Quycéach | Tiéu | Tuédi S6 diang Ky S6
—-Ham lwong | baoché | dénggoéi | chuan | the gia han lAn
(thang) | (Sé dangky | gia
da cap) han
) 2) 3) 4) ®) (6) () (8) ©)
12 Dalacin C Clindamycin Dung Hop 16ng | NSX 24 540110178323 01
(dudi dang dich tiém | 4ml (VN-16855-13)
Clindamycin
Phosphate)
600mg/4ml
Ghi cha:

1. Cach ghi tiéu chudan chdr lwgng thuac tai cgt (6):

- Nha sdan:xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chuan chat lwong thudc do co sé san xuat xay dung va déu cé thé

dwroc ghi trén nhan thuac.

- Cach viét td’tocéc tiu chudn chat lwong duoc dién: Duoc diép Viét Nam (DDVN), Dugc d{én Anh
(BP), Duoc dien My (USP), Duoc dien Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Duoc dien Chau

au (EP), Duoc dién Quoc té (IP)...
2. S6 dang ky tai cét (8):

- S6 dang ky gia han 14 86 dding ky dwoc cdp theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT
ngay 05/09/2022 cua Bg truong Bg Y té quy dinh viéc dang ky luu hanh tﬁuoc nguyén lieu lam thuéc.
- So dang ky da cap (dwoc ghi trong ngodc don) la so dang ky da dwoc cap truoc khi thuoc duoc gia

han theo quyér dinh nay.
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