BQ Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Dic lip - Ty do - Hanh phic
So: 684 /QP-QLD Ha Noi, ngay29 thang) | ndm 2021
QUYET PINH

V¢ vige ban hanh danh myc 64 thube nuée ngoai
duge cip gidy ding Ky luu hanh tai Vigt Nam - Dot 107.2

CUC TRUONG CUC QUAN LY DUQC
Cén cie Ludt Durgre 56 105/2016/0H 13 ngay 06/4/2016;

Can cir Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 cua Ckmh phu quy
dinh chirc nang, nhiém vu, quy en han va ce cau to chike cua Bo Y

Cén cir Quyét dinh 56 7868/0D- B YT ngay 28/12/2018 cua Bo truong B Y
1é quy dinh chirc nang nhiém vu, quyén han va co cdu 16 chire ciia Cue Quan Iy
Duge thuge Bé Y té;

Can cir Thong ur 56 32/2018/TT-BYT nga\ 12/11/2018 ctia B trugng BG Y
té quy dinh viée dang ky leu hanh thuée, nguyén ligu lam thuéc;

Can cir Thong tr 6 29/2020/TT-BYT ngay 31/12/2020 cua B¢ truong Bg Y
16 sia do: bé sung va bai bé mgt 56 van ban quy pham phap ludt do Bé truwong
B¢ Y té ban hanh, lién tich ban hanh;

Can cir y kién cia Hgi d‘ong tw van cap giay dang ky heu hanh thuéc,
nguyeén ligu lam thuoc - Bj Y té;
Xét dé nghj cua Trieomg phong Pang ky thuoc - Cuc Quan Iy Dirgre,
QUYET DPINH:

Piéu 1. Ban hinh kém theo Quyét dinh nay danh myc 64 thudc nuée
ngoai dugc cip gidy dang ky luu hanh tai Viét Nam - Dot 107.2, bao gom:

1. Danh myc 46 thude nude ngoai duge cap gidy dﬁng ky luu hanh hléu
lyc 05 ndm - Dot 107.2 (tai Phu luc I kém theo). Cic thude tai Danh muc nay co
s0 ding ky voi ky hi¢u VN-...-21 va hi¢u lyc 05 nim ké tir ngdy k¥ ban hanh
Quyct dinh nay.

2. Danh myc 18 thude nuée ngodi duge cap gidy dang ky lwu hanh higu
lwc 03 ndm - Dot 107.2 (tai Phu luc 11 kém theo). Céc thude tai Danh muc nay
¢6 sb ding ky vi k higu VN3-...-21 vi higu lyc 03 nim ké tir ngay ky ban
hanh Quyét dinh nay.

Piéu 2. Co s san xudt va co s¢ diing ky thude ¢é trach nhi¢m:

1. Cung cap thude vio Vlet Nam theo ding céac ho S0 tai ligu da déng ky
voi B Y té va phai in hodc dan ) ding ky duge By Y té cap Ién nhin thude.

2. Chip hanh diy du phap luat cla nudc CHXHCN Vi¢t Nam va cic quy
dinh cia B3 Y té ve nhap khau thudc va lru hanh thudc tai Viét Nam, néu co bat



clr thay ddi gi trong qua trinh lvu hanh thudc & nudc so tai va & Viét Nam thi
phai bao cao ngay cho Cuc Quan 1y Dugc - B Y t€ Viét Nam.

3. Thyc hién viéc cap nhat tiéu chuan chit lugng cua thube theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong Bo Y té quy
dinh vé chét luong thudc, nguyén liéu lam thude.

4. Cap nhat nhan thudc va t& hudng dan st dung thude theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cuia Bo truéng Bo Y té quy dinh
ghi nhan thudc, nguyén liéu lam thudc va to huéng dan st dung thude theo hinh
thire thay d6i, bé sung gidy dang ky luu hanh thuéc quy dinh tai Thong tu
32/2018/TT-BYT ngay 12/11/2018 cua B truéng BO Y té dbi véi thube chua
cap nhat ndi dung nhan thude, to huéng din sir dung thudc theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudng Bo Y té, cu thé nhu
Sau.

a) Dbi v6i thude thude danh muc thude doc va nguyén lidu doc lam thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua B¢ truong Bo
Y té vé& viéc ban hanh danh muc thudc doc va nguyén liéu doc 1am thude: chi
dugc luu hanh sau khi dugc Cuc Quan 1y Dugc phé duyét ndi dung cap nhat
nay.

b) Pdi véi cac thude khac phai thyc hién viéc cap nhat nay trong thoi han
06 thang ké tir ngay duoc cap gidy dang ky luu hanh.

5. Phéi hop voi cac co s¢ diu tri dé thuc hién theo dung cac quy dinh
hién hanh vé thudc k& don, theo ddi an toan, hiéu qua, tic dung khong mong
mudn cua thude trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai
Piéu 5 Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ctia Bo trudng Bo Y té
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc dbi véi cac thude
thuoc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay (cac s6 dang
ky véi ky hiéu VN3-...-21).

6. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong cua co so dang
ky trong thoi gian hi¢u luc cua gidy dang ky luu hanh thudc, nguyén liéu 1am
thudc. Trong trudng hop khong con dap ung du diéu kién hoat dong, co so dang
ky phai co trach nhiém thuc hién thay d6i co s¢ dang ky theo quy dinh tai Thong
tu s6 32/2018/TT-BYT ngay 12/11/2018 cua B truong Bo Y té trong thoi han
30 ngay ké tir ngdy co s¢ dang ky khong con du diéu kién hoat dong.

7. Co so dang ky thuoc phai bao cao B0 Y té vé cap nhat tinh trang dap
tmg Thuc hanh tbt san Xuat cua co SO san xuét thude, nguyén liéu lam thude.
Truong hop co s& san xuét bi thu hdi gidy phép san xuat hodc khong dap tmg
Thuc hanh tt san xuét thudc, nguyén li€u lam thudc & nudc s6 tai, co s& phai
thue hién viée bao cdo trong thoi han 15 ngay ké tir ngay c6 théng béo cua co
quan quan 1y c6 thAm quyén nudc so tai theo quy dinh tai diém d khoan 1 Biéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phu quy dinh chi
tiét mot s6 diéu va bién phap thi hanh Luat Dugc.

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



Piéu 4. Giam dbc SO Y té cac tinh, thanh phé tryc thudc trung uong,
giam doc nha san xuat va co s¢ dang ky co6 thudc tai Bi€u 1 chiu trach nhi¢m thi
hanh Quyét dinh nay./.

Noi nhin: = CUC TRUONG
- Nhu Diéu 4; s P

- Bo trudng (dé b/c); i [/ &
- TTr. P Xuan Tuyén (dé b/c); (/ S

- Cuc Quan Y - By Qudc phong, Cuc Y té - Bo Cong|~ \\ B
an; Cuc Y t& GTVT - B Giao thong van tai; Téng \\‘ \\\"'
Cuc Hai quan - B9 Tai chinh; N o
- Bao hiém X4 hoi Viét Nam;

- Bo Y té: Vu PC, Cyc QLYDCT, Cuc QLKCB,
Thanh tra B9.

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

- Téong Cong ty Duge VN; Cac Cong ty XNK duoc
pham;

- Cac Bénh vién & Vién c6 giuong bénh tryc thude
BYT;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).



Phu luc |
DANH MUC 46 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH

TAI VIET NAM HIEU LUC 5 NAM - PQT 107.2

(Ban hanh kém theo quyét dinh s ... .......... /OP-QLD, ngay .....[....]........)

1. Cong ty dang ky: AR TRADEX PVT. LTD. (P/c: Unit No. 11 Block H, Wegmans Prinston
Plaza, Sector 18, Rohini, North West Delhi 110089 - India)

1.1 Nha san xuat: Zim Laboratories Limited (B/c: B-21/22, MIDC Area, Kalmeshwar, Nagpur
441501, Maharashtra State - India)

. £ Hoat chit chinh - | Dang bao Tudi| Tieu Quy céch £ 2o .
. < 9 2 - So dang k
STT Tén thuoc Ham lwong che tho [chuan déng goi 0 dang iy
1 |Walerbest Gabapentin 300mg [Vién nang 36 |USP43[Hop 10 vi x 10 | VN-22943-21
cing thang vién

2. Cong ty dang ky: Aurobindo Pharma Limited (H/c: Plot No. 2, Maithrivihar, Behind Maithri
Vanam Ameerpet, Hyderabad - India)

2.1 Nha san xuit: Aurobindo Pharma Limited (/c: Unit 111, Sy. No. 313 & 314, Bachupally,
Bachupally Mandal, Medchal-Malkajgiri District, Telangana State - India)

A £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céach sé d .
: <o p . dang k
STT Tén thuoc Ham lwong ché the |chuan|  déng goi 0 g 1y
2 |Aurozapine OD 15 Mirtazapin 15mg  |Vién nén 36 |NSX [Hop5vix6 VN-22944-21
phén tan thang vién

3. Cong ty dang ky: Brawn Laboratories Ltd. (P/c: Delhi Stock Exchange Building 4/4B Asaf Ali
Road, New Delhi 110002 - India)

3.1 Nha san xuat: Brawn Laboratories Ltd. (B/c: 13, NIT, Industrial Area, Faridabad-121001,

Haryana - India)

. ; Hoat chat chinh - | Dang bao Tudi| Tieu Quy cach A ax .
* * Ir'e 2 . S d n
STT Teén thuoc Ham lwgng ché tho |chuan| déng goi 0 diing ky
3 |Bru-100 Capsules Celecoxib 100mg  [Vién nang 24 INSX [Hop1vix 10 VN-22945-21
cing thang vién
4 |Fimabute Cefixim (dudi dang [Vién nén bao| 24 |USP |Hop 1 vix 10 VN-22946-21
Cefixim trihydrat) [phim thang|42 vién

200mg

Trang 1




4. Cong ty diang ky: Cong ty cé6 phan Dwgc MK Viét Nam (B/c: O dat sé 42, 16 dat TT-A2, khu
do thi thanh pho Giao Luu, phuwong Co Nhué 2, quan Bac Tur Liém, TP. Ha Ngi - Viét Nam)

4.1 Nha san xuat: Elpen Pharmaceutical Co. Inc. (B/c: Marathonos Ave. 95, Pikermi Attiki,

19009 - Greece)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ s .
STT Tén thuoc Ham lwong ché the [chuian|  déng goi S6 ding ky
5 |Penrazol Omeprazol (dudi Bot dong 24 INSX [Hop 1 lo bot VN-22947-21
dang Omeprazol kho va dung [thang dong kho pha
natri) 40mg moi pha tiém tiém va 1 6ng
10ml dung moi
pha tiém

5. Cong ty @iang ky: Cong ty TNHH dau tw thwong mai Dwec pham Viét Tin (Plc: So 2 ngd 25,
dwong Bui Huy Bich, Phirong Hoang Liét, Qudn Hoang Mai, Ha Ngi - Viét Nam)
5.1 Nha san xuit: Swiss Parenterals Pvt. Ltd. (B/c: Unit — 11, Plot No. 402, 412-414, Kerala
Industrial Estate, GIDC, Near Bavla, Ahmedabad - 382 220, Gujarat - India)

Hoat chat chinh -

Dang bao

Tubi

Tiéu

Quy céch

A A ! : A - k,
STT Tén thuoc Ham lwgng che the |chuan|  déng goi S0 ding ky
6 |VT-Taxim 500 mg Cefotaxime (dudi  |Bot phatiém| 36 |[USP [Hop 1 lo VN-22962-21
dang Cefotaxim thang|41
natri) 500 mg
5.2 Nha san xuit: USV Private Limited (D/c: Khasra No.1342/1/2, Hilltop Industria Area,
Jharmajri, Baddi, Dist. Solan, Himachal Pradesh-173 025 - India)
N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch A av .
STT Tén thuoc Ham lwong ché the [chuian|  déng goi S6 ding ky
7 |VT-Amlopril Perindopril Vién nén 36 [TCCS [Hop 3 vix 10 VN-22963-21
tert-butylamin thang vién
(twong duong
Perindopril 3,34mg)
4mg; Amlodipin
(dudi dang
Amlodipin besilate)
5mg
8 |VT-Amlopril 4mg/10mg [Perindopril Vién nén 36 |TCCS [Hop3vix10 | VN-22964-21
tert-butylamin thang vién
(twong duong
Perindopril 3,34mg)
4mg;

Trang 2




Amlodipin (dudi
dang Amlodipin
besilate) 10mg

6. Cong ty @iang ky: Cong ty TNHH Dwoc pham A.C.T (P/c: 61/11 Binh Gi4, phurong 13, quan
Tan Binh, TP. Ho Chi Minh - Viét Nam)

6.1 Nha san xuat: Pharmavision San ve Tic. A.S. (P/c: Davutpasa Caddesi No:145 Topkapi,

Zeytinburnu-Istanbul

- Turkey)

. £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Ao
STT Ten thudc Ham lwong ché the chuian|  déng goi S6 ding ky
9 |Bilvacef 500 mg (co s¢  [Cefuroxim (dudi Vién nén baol 60 |[NSX ([Hoplvix10 | VN-22948-21
xuat xuong 16: Bilim dang Cefuroxim phim thang vién
llac San. Ve Tic. A.S., |axetil) 500mg
dia chi Gebze Organize
Sanayi Bolgesi 1900
Sokak No: 1904 41480
Gebze-Kocaeli, Turkey)
7. Cong ty dang ky: Coéng ty TNHH Dwoc pham An sinh (B/c S6 73 Khu dan cu Intresco,
dirong so 2, ap 5A, x& Binh Hung, huyén Binh Chanh, TP. Hé Chi Minh - Viét Nam)
7.1 Nha san xuit: Athlone Laboratories Limited (P/c: Ballymurray Co. Roscommon - Ireland)
. £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach £ ax .
STT Tén thuoc Ham lwong ché the [chuian|  déng goi So dang ky
10 [Amoxicillin 500mg Amoxicillin (dudi | Vién nang 24 INSX [Hop1lvix21 VN-22949-21
capsules dang amoxicillin cing thang vién
trihydrat) 500mg

8. Cong ty diang ky: Céng ty TNHH Dwoc pham Nhat Anh (P/c: 122/7-9 Bang Vdan Ngiz, Qudn
Pha Nhugn, Thanh phé Hé Chi Minh - Viét Nam)

8.1 Nha san xuat: KRKA, D.D., Novo Mesto (P/c: Smarjeska cesta 6, 8501 Novo mesto -

Slovenia)
N £ Hoat chit chinh - | Dang bao Tudi| Tieu Quy céch & ding kv
STT Tén thuoc Ham lwong ché the [chuian|  déng goi S0 ding ky
11 [Torendo Q - Tab Img |Risperidon 1 mg Vién nén 36 |NSX [Hop3vix10 | VN-22951-21
phén tan thang vién
trong miéng
12 [Torendo Q - Tab2mg  |Risperidon 2 mg Vién nén 36 |NSX [Hop3vix10 | VN-22952-21
phén tan thang vién

Trang 3




[trong miéng |

8.2 Nha san xuat: KRKA, D.D., Novo Mesto (P/c: Smarjeska cesta 6, SI-8501 Novo mesto -

Slovenia)
. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach b ds ’
2 e h d
STT Tén thuoc Ham lwong ché the [chuan|  déng goi 0 ding ky
13 |Ezoleta Tablet Ezetimibe 10 mg Vién nén 60 [NSX [Hop 2vix 15 VN-22950-21
thang vién
9. Cong ty @iang ky: Cong ty TNHH Dwec pham va Thiét bi Y té Phwong Lé (P/c: Lo D3/D6
khu dé thi méi Cau Giay, phuwong Dich Vong, qudn Cau Giay, Tp. Ha Ngi - Viét Nam)
9.1 Nha san xuit: Incepta Pharmaceuticals Ltd (P/c: Dewan Idris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka - Bangladesh)
. £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach sé ds ’
2 1Y h . d
STT Tén thuoc Ham lwgng ché tho |chuan|  déng goi 0 déing ky
14 |(lvaprex 5 Tablet Ivabradin (dudi Vién nén bao[ 24 [NSX |[Hop 1vix 10 VN-22953-21
dang Ivabradin phim thang vién
hydrochlorid) 5 mg
15 [lvaprex 7.5 Tablet Ivabradin (dudi Vién nén baol 24 |NSX ([Hop 1vix 10 VN-22954-21
dang lvabradin phim thang vién
hydrochlorid) 7,5mg
9.2 Nha san xuit: Square Pharmaceuticals Ltd (B/c: Square Road, Salgaria, Pabna. -
Bangladesh)
N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch & dana kY
STT Tén thuoc Ham lwong ché the [chuian|  déng goi S0 ding ky
16 [Alatrol Syrup Cetirizin Sird 36 |BP Hop 1 chai 60 | VN-22955-21
hydroclorid thang ml
5mg/sml
17 [Ausulva 10 Tablet Rosuvastatin (duéi [Viénnénbaol 36 |[NSX |Hop1lvix10 [ VN-22956-21
dang Rosuvastatin  [phim thang vién
calci 10,398mg) 10
mg

10. Cong ty ding ky: Cong ty TNHH Dwoc pham Viét-Phap (P/c: Tang 20, tda nha ICON 4,
243A Pé La Thanh, phwong Lang Thuong, Qudn Bong Pa, Ha Ngi - Viet Nam)

Trang 4




10.1 Nha san xuét: E-Pharma Trento S.P.A (D/c: Frazione Ravina, Via Provina, 2 - 38123
Trento (TN) - Italy)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ v g
STT Tén thuoc Ham lwong ché the [chuian|  déng goi S6 ding ky
18 |Pulmonol Acetylcystein Viénnénsui| 36 |[NSX [Hop1tuyp20 | VN-22957-21
600mg thang vién
10.2 Nha san xuat: Gebro Pharma GmbH (P/c: Bahnhofbichl 13, 6391 Fieberbrunn - Austria)
. p Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Lol
STT Ten thudc Ham lwong ché the |chuan|  déng goi S6 ding ky
19 |Nocutil 0.1 tablet Desmopressin (dudi |Vién nén 24 INSX [Hop 1lo x 30 VN-22958-21
dang Desmopressin thang vién
acetat 0,2mg) 0,089
mg
11. Cong ty diang ky: Cong ty TNHH Dwogc Pham Y-Med (P/c: Sé 1-3, Puong so 45, Phuong 6,
Qugn 4, TP. Ho Chi Minh - Viét Nam)
11.1 Nha san xuat: Milan Laboratories (India) Pvt. Ltd. (B/c: Plot Nos. 35, 36, 63, 64, 65, 67 &
87 Jawahar Co-op Industrial Estate Ltd., Kamothe, Raigad 410209 Maharashtra State - India)
A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé d .
STT Tén thuoc Ham lwong ché the [chuan|  déng goi 0 ding ky
20 [Milfenac 50 Diclofenac natri Viénbaotan| 36 |BP Hop 10 vi x 10 | VN-22959-21
50mg trong rugt  [thang|2017 ([vién
12. Cong ty dang ky: Cong ty TNHH Dwegc Tam Pan (D/c: A4.4 KDC Everich 3, dirong Phu
Thugn, Phuong Tan Pha, Qudn 7, TP. Ho Chi Minh - Viét Nam)
12.1 Nha san xuat: Bioindustria L.1.M (Laboratorio Italiano Medicinali) S.p.A (P/c: Via De
Ambrosiis, 2- 15067 Novi Ligure (AL) - Italy)
A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch A 3o .
STT Tén thuoc Ham lwong ché the [chuan|  déng goi S6 ding ky
21 |Levobupivacaina Levobupivacaine Dung dich 24 [NSX [Hop 10 éng VN-22960-21
Bioindustria L.I.M (dudi dang tiém, tiém  [thang 10ml
Levobupivacaine  [truyén
hydrochloride)

Trang 5




[5mg/ml

12.2 Nha san xuat: Laboratorios Lesvi S.L (B/c: Avda. Barcelona 69, 08970 Sant Joan Despi

(Barcelona) - Spain)

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach sé d .
STT Tén thuoc Ham lwong ché the [chuan|  déng goi 0 ding ky
22 |Lesvidon 3mg Risperidon 3 mg Viénnénbaol 36 |[NSX ([Hop2vix10 | VN-22961-21
phim thang vién, hop 6 vi x
10 vién
13. Cong ty diang ky: Cong ty TNHH Medfatop (D/c: 34C, Puong so 22, Khu pho 23, Phuong
Binh Hung Hoa A, Qudn Binh Tan, TP. Ho Chi Minh - Viét Nam)
13.1 Nha san xuat: Farmalabor Produtos Farmacéuticos, S.A (Fab.) (P/c: Zona Industrial de
Condeixa-a-Nova, 3150-194 Condeixa-a-Nova - Portugal)
. P Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach sé d .
STT Tén thuoc Ham lwong ché the [chuan|  déng goi 0 ding ky
23 |lbufar 200 Ibuprofen 200mg  |Viénneénbao| 36 [NSX |Hop2vix10 | VN-22965-21
phim thang vién
13.2 Nha san xuét: Farmalabor-Produtos Farmacéuticos, S.A. (B/c: Zona Industrial de
Condeixa-a-Nova 3150-194 Condeixa-a-Nova - Portugal)
N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ v g
STT Teén thuoc Ham lwgng ché the [chuian|  déng goi So dang ky
24 [Cinet Domperidone H6n dich 36 |NSX [Hop 1 chai VN-22966-21
1mg/ml uong thang 200ml
14. Céng ty ding ky: Cong ty TNHH mét thanh vién An Phat (P/c: 166/42 Thich Qudng Duic,
Phuwong 4, Quan Pha Nhugn, Tp. Ho Chi Minh - Viét Nam)
14.1 Nha san xuét: ExtractumPharma Co. Ltd. (P/c: IV. Korzet 6, Kunfehértd, 6413 - Hungary)
N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ v g
STT Tén thuoc Ham lwong ché the [chuian|  déng goi S6 ding ky
25 |Morphin Hydrochloride [Morphin Vién nén 24 INSX [Hop3vi,10vi | VN-22967-21
30mg Tablets hydroclorid (tuong thang x 10 vién

duong morphine
base 22,77mg) 30
mg

Trang 6




15. Cong ty diang ky: Cong ty TNHH mét thanh vién dwec pham Viét Tin (P/c: So 64 L& Loi,
Phuwong 4, Quan GO Vdp, Thanh phé Hé Chi Minh - Viét Nam)

15.1 Nha san xuat: M/s Windlas Biotech Private Limited (P/c: Plant-2, Khasra No. 141 to 143
& 145, Mohabewala Industrial Area, Dehradun-248110, Uttarakhand - India)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé d .
2 S X dan
STT Tén thuoc Ham lwong ché the [chuan|  déng goi 0 ding ky
26 |Dinac-50 Diclofenac natri Vién nén bao| 24 |BP Hop 10 vix 10 | VN-22968-21
50mg tan trong thang[2019 |vién
rudt

15.2 Nha san xuat: Titan Laboratories Pvt. Ltd (B/c: Plot No. E-27/1, E-27/2, M.1.D.C., Mahad,
Village - Jite, Raigad 402309, Maharashtra State - India)

. ; Hoat chat chinh - | Dang bao Tudi| Tieu Quy cach sé d .
2 e h . d
STT Ten thuoc Ham lrgng ché tho |chuan|  déng goi 0 diing ky
27 |ltpure Itoprid hydroclorid [Vién nang 24 INSX [Hop 3vix 10 VN-22969-21
50mg cang thang vién

16. Cong ty dang ky: Cong ty TNHH thweng mai Dugc My pham Nam Phwong (b/c: O so 14,
BT3, tieu khu do thi Van Phlc, P. Van Phuc, Q. Ha Dang, Ha Néi - Viét Nam)

16.1 Nha san xuét: Anfarm hellas S.A (P/c: 61st km NAT. RD. ATHENS- LAMIA, Schimatari
Viotias, 32009 - Greece)

. £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy cach s di .
. < 9 2 . diang k
STT Tén thuoc Ham lwong ché the |chuan|  déng goi 0 &g Ky
28 |Butagan Syrup Butamirat citrat Siro 24 [NSX [Hop 1 chaix VN-22971-21
7,5mg/5ml 7,5mg/5ml thang 200ml

17. Cong ty ding ky: Cong ty TNHH TM DP béng Phuong (d/c: 119, Duong s6 41, Phurong
Tan Quy, Qudn 7, Tp. Ho Chi Minh - Viét Nam)

17.1 Nha san xuét: M/s Innova Captab (P/c: 81-B, Epip, Phase-I, Jharmajri, Baddi - Distt, Solan

(H.P.) - India)
N Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach S6 dang Ky
. <9 h . diang k
STT Tén thuoc Ham lwong ché the |chuan|  déng goi 0 &g Ky
29 |Innobile 150 Acid Vién nén 24 INSX [Hop 3vi,10vi | VN-22970-21
ursodeoxycholic thang x 10 vién
150mg

Trang 7




18. Cdng ty dang ky: Euro Healthcare Pte. Ltd. (b/c: 1 North Bridge Road, #19-04/05, High
Street Centre, Singapore 179094 - Singapore)

18.1 Nha san xuét: Arena Group S.A. (P/c: 54 Dunarii Bd., Voluntari City, code 077910, IIfov
County - Romania)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch A as .
STT Tén thuoc Ham lwong ché the [chuian|  déng goi S6 ding ky
30 |Calmadon Risperidone 2mg Viénnénbaol 36 [NSX [HOp2vix10 | VN-22972-21
phim thang vién

19. Cdng ty dang ky: Hetero Labs Limited (P/c: 7-2-A2, Hetero Corporate, Industrial Estate,
Sanathnagar, Hyderabad, TG 500018 - India)

19.1 Nha san xuat: Aspiro Pharma Limited (P/c: Sy No.321, Biotech Park, Phase-lIl,
Karkapatla Village, Markook Mandal, Siddipet District, Telangana State - India)

Tubi

Tiéu

Quy cach

. p Hoat chit chinh - | Dang bao Ao L
2 ANg h Sod
STT Tén thuoc Ham lwong che the |chuan|  déng goi 0 ding ky
31 |Ondansetron Injection  |[Ondansetron (duéi |Dung dich 24 INSX [Hopllox2ml| VN-22973-21
BP 2mg/mi dang Ondansetron  [tiém thang
hydrochloride)
2mg/ml
20. Cong ty d@ing ky: 1l-Yang Pharm Co., Ltd (P/c: (Hagal-dong), 110, Hagal-ro, Giheung-gu
Yongin-si, Gyeonggi-do - Korea)
20.1 Nha san xuat: JSC "Farmak" (P/c: 74, Kyrylivska str., Kyiv, 04080 - Ukraine)
A £ Hoat chéit chinh - | Dang bao |Tudi| Tiéu Quy cach £ 4o .
STT Tén thuoc Ham lwong ché the [chuian|  déng goi S6 ding ky
32 |Pilixitam Piracetam Dung dich 24 |NSX [Hop 10 6ng VN-22974-21
200mg/1ml tiém thang 20ml
21. Cong ty dang ky: Kolon Global Corp (H/c: 1-23, Byeoryang-dong, Gwacheon-si,
Gyeonggi-do - Korea)
21.1 Nha san xuat: Yuhan Corporation (P/c: 219, Yeongudanji-ro, Ochang-eup, Cheongwon-gu,
Cheongju-si, Chungcheongbuk-do - Korea)
A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé d .
STT Tén thuoc Ham lwong ché the [chuan|  déng goi 0 ding ky
33 |Yuhan Dexacom Inj Dexamethason Dung dich 24 [NSX [Hop506ngx 1| VN-22975-21
dinatri phosphat 5  |tiém thang ml

Trang 8




[mg/ml

22. Cong ty dang ky: MI Pharma Private Limited (P/c: Unit No. 402 & 403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060 - India)

22.1 Nha san xuat: Kopran Limited (B/c: Village Savroli, Taluka Khalapur, Dist.
Raigad-410202, Maharashtra - India)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch & ding kv
STT Tén thuoc Ham lwong ché the [chuian|  déng goi S6 ding ky
34 |Celekop-100 Celecoxib 100mg  |Vién nang 24 [NSX [HOp 10vix 10 | VN-22976-21
cing thang vién

23. Cong ty dang ky: Micro Labs Limited (P/c: No. 31, Race Course Road, Bengaluru - 560 001,

Karnataka - India)

23.1 Nha san xuat: Micro Labs Limited (B/c: 92, Sipcot Industrial complex, Hosur-635 126,

Tamil Nadu - India)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé d .
2 <Y < dan
STT Tén thuoc Ham lwong ché the [chuan|  déng goi 0 ding ky
35 |Melosafe-15 Meloxicam 15mg | Vién nén 36 |INSX [Hop 2 vix 10 VN-22977-21
thang vién

24. Cong ty dang ky: Pharmaceutical Works Polpharma S.A. (P/c: Pelplinska 19, 83-200
Starogard Gdanski - Poland)

24.1 Nha san xuat: Pharmaceutical Works Polpharma S.A. (P/c: 19 Pelplinska Street, 83-200
Starogard Gdanski - Poland)

. £ Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach b d ’
2 S < dan
STT Tén thuoc Ham lwong ché the (chuan|  déng goi 0 ding ky
36 |Linezolid Linezolid 2mg/ml  |Dung dich 24 [NSX [Hop 1 tdi VN-22979-21
tiém truyén ([thang 300ml

25. Cong ty dang ky: Phil International Co., Ltd. (P/c: 17, Nonhyeon-ro 99-gil, Gangnam-gu,

Seoul - Korea)

25.1 Nha san xuat: DHP Korea Co., Ltd (P/c: 50, Osongsaengmyeong 6-ro, Osong-eup,
Heungdeok-gu, Cheongju-si, Chungcheongbuk-do - Korea)

A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch sé d .
2 <19 o . d
STT Tén thuoc Ham lreng ché tho |chuan|  déng goi 0 déing ky
37 |polkab Natri hyaluronate  |Dung dich 24 [NSX [0,5ml/éng don | VN-22980-21

Trang 9




1,5mg/ml

nho mat

thang

liu; 60 6ng
don lieu/hop

25.2 Nha san xuat: Samchundang Pharm Co., Ltd. (P/c: 71, Jeyakgongdan 2-gil, Hyangnam -
Eup, Hwaseong-si, Gyeonggi-Do - Korea)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé d .
2 Y X dan
STT Ten thude Ham luong ché the |chuan|  déng goi 0 ding ky
38 |Hyranplus Natri hyaluronate  |Dung qlich 24 INSX [Hop1lo5ml VN-22981-21
1,5 mg/ml nho mat thang

26. Cong ty dang ky: PT. Novell Pharmaceutical Laboratories (P/c: Jl. Pos Pengumben Raya
No. 8 Sukabumi Selatan, Kebon Jeruk, Jakarta Barat 11560 - Indonesia)

26.1 Nha san xuat: PT. Novell Pharmaceutical Laboratories (B/c: JI. Wanaherang No. 35,
Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia)

. £ Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach Sé ds ’
2 <Y < dan
STT Tén thuoc Ham lwong ché the [chuan|  déng goi 0 ding ky
39 |Nupovel Propofol 10mg/ml  [Nhii dich 24 [NSX [Hop51lo20ml | VN-22978-21
tiém thang

27. Cong ty dang ky: Standard Chem. & Pharm. Co., Ltd. (b/c: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055 - Taiwan)

27.1 Nha san xuat: Standard Chem. & Pharm. Co., Ltd. (B/c: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055 - Taiwan)

STT

Hoat chat chinh -

Tubi

A £ Dang bao Tiéu Quy céch sé d .
Ten thudc Ham lwong ché the [chuan|  déng goi 0 ding ky
40 [Pambolec Lyo-Inj. 40mg|Pantoprazol (dusi  |Bot dong 24 [NSX [Hép1llo VN-22982-21
"Standard" dang Pantoprazol  |khé pha tiém|thang

(Pantoprazole)

natri sesquihydrat)
40mg

28. Cong ty dang ky: Sun Pharmaceutical Industries Limited. (P/c: UB Ground, 5 & AMP; 6th

floors, Sun House, CTS No. 201, B/1, Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 400063, Maharashtra - India)

28.1 Nha san xuat: Sun Pharmaceutical Industries Ltd. (B/c: Halol-Baroda Highway,
Halol-389 350, Dist. Panchmahal, Gujarat State - India)

STT Tén thuéc

Hoat chat chinh -
Ham lwong

Dang bao
che

Tubi
tho

Tiéu
chuan

Quy céch
dong goi

S6 diang ky

Trang 10




41

Oleanz Rapitab 10

Olanzapine 10 mg

Vién nén rd
trong miéng

24
thang

NSX

HOp 5 vi xé x
10 vién

VN-22983-21

28.2 Nha san xuat: Sun Pharmaceutical Industries Ltd. (B/c: SEZ Unit-1, Plot No. A-41,
Industrial Area, Phase VIIIA S.A.S Nagar (Mohali)-160071, Punjab - India)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch & ding kv
STT Tén thuoc Ham lwong ché the [chuian|  déng goi S6 ding ky
42 [Simvofix 10/40 mg Ezetimibe 10 mg; | Vién nén 24 INSX [HOop 3vix 10 VN-22984-21
Simvastatin 40 mg thang vién

29. Cong ty dang ky: Torrent Pharmaceuticals Ltd. (B/c: Torrent House Off. Ashram road,
Ahmedabad- 380 009, Gujarat - India)

29.1 Nha san xuét: Torrent Pharmaceuticals Ltd. (P/c: Indrad-382721, Tal: Kadi, City: Indrad,

Dist: Mehsana - India)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch A as .
STT Tén thuoc Ham lwong ché the [chuian|  déng goi S6 ding ky
43 |Rivadem 1.5 mg Rivastigmine Vién nang 24 INSX [HOp 6 vix 10 VN-22985-21
Capsule hydrogen tartrate cung thang vién

tuong duong 1,5mg
Rivastigmine 1,5mg

30. Cong ty dang ky: XL Laboratories Private Limited (D/c: DSM 430-431 DLF Tower Shivaji
Marg New Delhi DL 110015 - India)

30.1 Nha san xuit: XL Laboratories Pvt., Ltd. (P/c: E-1223, Phase-1 Extn (Ghatal) RIICO
Industrial Area, Bhiwadi-301019, Rajasthan - India)

N £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch sé di g
. < 9 2 . diang k
STT Teén thuoc Ham lwgng che the |chuan|  doéng goi 0 ding Ky
44 |Allor-10 Loratadine 10mg Vién nén 36 |USP [Hop10vix 10 | VN-22986-21
thang|(42 vién
45 |Atroact-20 Atorvastatin (dudi  |Viénnénbao| 36 |[NSX |Hop3vix10 | VN-22987-21
dang Atorvastatin  [phim thang vién
calcium) 20mg
46 |XLCefuz Cefpodoxime (dudi |Bot pha hon | 24 [USP |Hop 20 gdi3g | VN-22988-21
dang Cefpodoxime |dichuong [thang[40
proxetil) 100mg

Trang 11




Phu luc Il
DANH MUC 18 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH

TAI VIET NAM HIEU LUC 3 NAM - DQT 107.2

(Ban hanh kém theo quyér dinh so: ............. /OD-QLD, ngay .....[..../........)

1. Céong ty dang ky: A. Menarini Singapore Pte. Ltd (D/c: 30 Pasir Panjang Road, # 08-32
Mapletree Business City, Singapore (117440) - Singapore)

1.1 Nha san xuat: Sanofi Winthrop Industrie (B/c: 1, rue de la Vierge - Ambares et Lagrave -
33565 Carbon Blanc Cedex (Dong géi va xuat xuong: Menarini-Von Heyden GmbH, dia chi:
Leipziger Strasse 7-13, 01097 Dresden, Germany) - France)

N Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach £as
. <9 2 Sod k
STT Ten thuac Ham lwgng che the [chuan| doéng géi o cans xy
1 |Spedra Avanafil 100 mg Vién nén 24 INSX |[Hoplvix4 VN3-358-21
thang vién; hop 2 vi X
4 vién; hop 3 vi
X 4 vién
2 |Spedra Avanafil 200 mg Vién nén 24 INSX [Hoplvix4 VN3-359-21
thang vién; hop 2 vi X
4 vién; hop 3 vi
X 4 vién
3 [Spedra Avanafil 50 mg Vién nén 24 INSX [Hoplvix4 VN3-360-21
thang vién; hop 2 vi X
4 vién; hop 3 vi
X 4 vién

2. Cong ty dang ky: Boehringer Ingelheim International GmbH (P/c: Binger Strasse 173,
55216 Ingelheim am Rhein - Germany)

2.1 Nha san xuat: Boehringer Ingelheim pharma GmbH & Co. KG. (P/c: Binger Str. 173,
55216 Ingelheim am Rhein - Germany)

Hoat chat chinh -

Dang bao

Tubi

Tiéu

Quy cach

A K b h SA dv k,

STT Tén thuoc Ham lwgng che the |chuan doéng goi o dang ky

4 |Spiolto Respimat Mbi nhat xit chira:  [Dung dich 24 INSX H@p 1 6ng VN3-361-21
Tiotropium (dudi  |dé hit thang thudc 4ml

dang Tiotropium
bromide
monohydrat
3,124mcg) 2,5mcg;
Olodaterol (dudi

tuong duong 60
nhat xit + 01
binh xit dinh
licu. Hop 1 6ng
thudc

Trang 1




dang Olodaterol 4ml tuong
hydroclorid duong
2,736mcg) 2,5mcg

3. Cong ty ding ky: Cong ty TNHH Dwoc pham Bach Viét (P/c: S6 146, ngé 230 binh Cong
Thuong, P. binh Cong, Q. Hoang Mai, Ha Ngi - Viét Nam)

3.1 Nha san xuit: (Co sé san xuat, déng géi so cap va thir cap): Oncomed Manufacturing a.s.
(D/c: Kardsek 2229/1b, budova 02, 621 00 Brno-Reckovice - Czech)

CS xudt xwéng: Synthon Hispania S.L; dia chi: Pol.Ind.Les Salines. Carrer Castell6, 1 08830
Sant Boi de Llobregat, Tay Ban Nha.

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach F. ,
STT Tén thuoc Ham lwong ché the [chuian|  déng goi S0 ding ky
5 |Pemetrexed biovagen  [Pemetrexed (dudi  |Bot dong 36 |NSX [Hop1llo VN3-362-21
dang pemetrexed kho pha thang
dinatri dung dich
hemipentahydrat)  [tiém truyén
500mg tinh mach

4. Cong ty ding ky: Cong ty TNHH mét thanh vién An Phat (P/c: 166/42 Thich Qudng Puic,
Phuong 4, Qudn Phi Nhudn, Tp. Hé Chi Minh - Viét Nam)

4.1 Nha san xuat: Cyndea Pharma, S.L (B/c: Poligono Industrial Emiliano Revilla Sanz, Av. de
Agreda, 31, 42110 Olvega (Soria) - Spain)

. « Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach Sé di ,
£ 2 ang | \ ding k
STT Tén thuoc Ham lwgng che the [chuan| dong géi ¢ dang Xy
6 |Laurelle Drospirenone 3mg; |Viénnénbaol 24 |NSX |[Hop1vix21 VN3-363-21
Ethinylestradiol phim thang vién
0,03mg

4.2 Nha san xuat: Shilpa Medicare Limited (P/c: Plot No. S-20 to S-26, Pharma SEZ, TSIIC,

Green Industrial Park, Polepally Village, Jadcherla Mandal, Mahaboobnagar Dist-509 301,
Telangana State - India)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé d ,
2 ANg h diang k
STT Tén thuoc Ham lwgng che the |chuan doéng goi o cans xy
7 |Busulfan Injection Busulfan Dung dich [ 24 INSX [Hop 1o 10ml VN3-364-21
60mg/10ml dam déc‘dé thang
pha truyen
tinh mach

T

rang 2




5. Cong ty dang ky: Daiichi Sankyo (Thailand) Ltd (H/c: 323, United Center Building, 24th
Floor, Silom Road, Silom Sub-District, Bangrak District, Bangkok Metropolis - Thailand)

5.1 Nha san xuat: Daiichi Sankyo Europe GmbH (B/c: Luitpoldstrasse 1, 85276 Pfaffenhofen -

Germany)
. P Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach Sé di ,
2 A9 h ding k
STT Tén thuoc Ham lwgng che the |chuan doéng goi o cans xy
8 [Lixiana edoxaban (dudi Viénnénbao[ 60 [NSX |[HOopOlvix14 | VN3-365-21
dang edoxaban phim thang vién
tosilat) 15mg
9 |Lixiana edoxaban (dudi Vién nén baol 60 |[NSX ([HopO02vix14 | VN3-366-21
dang edoxaban phim thang vién
tosilat) 30mg
10 [Lixiana edoxaban (dudi Vién nén baol 60 [NSX [HOop02vix14 | VN3-367-21
dang edoxaban phim thang vién
tosilat) 60mg

6. Cong ty dang ky: Gedeon Richter Plc. (B/c: Gyomrgi Gt 19-21, Budapest, 1103 - Hungary)

6.1 Nha san xuit: Gedeon Richter Plc. (P/c: Gyomrai Ut 19-21, Budapest, 1103 - Hungary)

. < Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach £ oas 1.
2 Y - k
STT Tén thuoc Ham lwong che the |chuan| déng géi S0 ding ky
11 (Daylette Drospirenone 3mg; [Viénnénbao| 36 |NSX |HOp1vi, 3vix| VN3-368-21
Ethinylestradiol phim thang 28 vién
0,02mg
12 [Reagila 1.5 mg Cariprazin (dudi Vién nang 36 |INSX [Hop 3vix 10 VN3-369-21
dang cariprazin cang thang vién
hydroclorid) 1,5 mg
13 |Reagila 3 mg Cariprazin (dudi Vién nang 36 [NSX [Hop 3vix 10 VN3-370-21
dang cariprazin cang thang vién
hydroclorid) 3 mg
14 |Reagila 4.5mg Cariprazin (dudi Vién nang 36 [NSX [Hop 3vix 10 VN3-371-21
dang cariprazin cing thang vién
hydroclorid) 4,5mg
15 [Reagila 6mg Cariprazin (dudi Vién nang 36 |INSX [Hop 3vix 10 VN3-372-21
dang cariprazin cing thang vién
hydroclorid) 6 mg

7. Cong ty dang ky: Hetero Labs Limited (D/c.: 7-2-A2, Hetero Corporate, Industrial Estate,
Sanathnagar, Hyderabad, TG 500 018 - India)

7.1 Nha san xuit: Hetero Labs Limited (B/c: Unit I11, 22-110, 1.D.A Jeedimetla, Hyderabad- 500
055 Telangana State - India)

Trang 3




A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch sé d ,
. < 9 2 . d k
STT Tén thuoc Ham lwgng ché tho |chuan|  ddng goi o cang &y
16 [Ritonavir tablets 100 mg |Ritonavir 100mg Vién nén baol 36 |[NSX (Lo 30 vién VN3-373-21
phim thang

8. Cong ty dang ky: Korea United Pharm. Inc. (B/c: 25-23, Nojanggongdan-gil,

Jeondong-myeon, Sejong-si - Korea)

8.1 Nha san xuat: Korea United Pharm. Inc. (P/c: 25-23, Nojanggongdan-gil, Jeondong-myeon,

Sejong-si - Korea)

A £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch sé da ,
2 Y - d k
STT Teén thuoc Ham lwgng che the |chuan doéng géi ¢ gangy
17 [Famylex Famciclovir 250 mg [Vién nén bao| 36 |NSX |HOop3vix7 VN3-374-21
phim thang vién
9. Cong ty dang ky: MI Pharma Private Limited (D/c: Unit No. 402 & 403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060 - India)
9.1 Nha san xuit: Mylan Laboratories Limited [OTL] (P/c: Plot No. 284B, Bommasandra -
Jigani link road, Industrial area, Anekal Taluk, Bangalore - 560 105 - India)
. X Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Sé di ,
2 Y h d k
STT Tén thuoc Ham lwong che the |chuan| dong géi ¢ dang Xy
18 [Bendamustine Mylan Bendamustine Bot dong 24 INSX [Hop1lo VN3-375-21
hydrochloride kho pha tiém|thang
100mg

Trang 4
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