BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phiic
Sb: 526  /QDP-QLD Ha Néi, ngay 10 thangy9 nam 2021
QUYET PINH

vé viéc ban hanh danh muc 83 thudc nuwéc ngoai
dwgce cap giay diang Ky luvu hanh tai Viét Nam - Dot 106

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Dwoc s6 105/2016/0H13 ngay 06/4/2016;

Can cir Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc ndng, nhiém vu, quyén han va co cau té chirc ciia Bg Y té;

- Can cu Ouyét dinh sé 7868/0D-BYT ngay 28/12/2018 cua B9 truong Bo Y
te quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc cua Cuc Quan ly
Duwroc thuoc Bo Y té;

~ Can cir Thong tu s 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc;

~ Can cir Thong tu s 29/2020/TT-BYT ngay 31/12/2020 cua Bj truong Bo Y
te swa doi, bo sung va bai bo mgt so van ban quy pham phdp ludt do Bo truong
Bo Y té ban hanh, lién tich ban hanh,

Can cit y kién ciia Hoi a”ong tw van cdp gidy ding ky lwu hanh thuéc,
nguyén liéu lam thuéc - BS Y té;

Xét dé nghi ciia Truéng phong Bang ky thuéc - Cuc Qudn 1y Dieoc,
QUYET DINH:

Piéu 1. Ban hanh kem theo Quyét dinh ndy danh muc 83 :[huéc nuoc
ngoai dugc cap giay dang ky luu hanh tai Viét Nam - Bot 106, bao gom:

1. Danh muc 71 thubc nudc ngoai duge cp giéy,déng ky luu hanh hi¢u
11_ch 05 nam - Bot 106 (tai Phu luc I kem theo). Céc thuég tai Danh muc nay co
s0 dang ky voi ky hiéu VN-...-21 va hi€u luc 05 ndm ké tir ngay ky ban hanh
Quy¢t dinh nay.

2. Danh muc 12 thubc nude ngoai dugc cip giéy,déng ky luu hanh hi¢u
lu;’c 03 ndm - Dot 106 (tai Phu luc Il kem theo). Cac thuég tai Danh muc nay c6
s0 dang ky voi ky hiéu VN3-...-21 va hiéu lyc 03 nam k¢ tu ngay ky ban hanh
Quy¢t dinh nay.

Piéu 2. Co so san xuat va co s¢ dang ky thude c6 trach nhiém:

1. Cung cap thudc vao Viét Nam theo dung cac hf) so tai licu da dang ky
voi BO Y té va phai in hodc dan so dang ky dugc Bo Y té cap 1én nhan thuoc.

2. Chép hanh day di phap lut cia nu6c CHXHCN Viét Nam va cac quy
dinh cua B0 Y t€ v€ nhap khau thuoc va luu hanh thudce tai Viét Nam, néu c6 bat



ctr thay doi gi trong qua trinh luu hanh thudc & nudc so tai va ¢ Viét Nam thi
phai bdo cdo ngay cho Cuc Quan 1y Dugc - B§ Y té Viét Nam.

3. Thyc hi¢n viéc cap nhét ticu chuan chat luong cia thude theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truong Bo Y t& quy
dinh vé chét luong thude, nguyén liéu 1am thudc.

4. Cap nhat nhin thubc va to huéng dan sir dung thudc theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truong Bo Y té quy dinh
ghi nhén thudc, nguyén liéu 1am thude va t& hudng dan st dung thude theo hinh
thirc thay d6i, bo sung gidy ding ky luu hanh thubc quy dinh tai Thong tu
32/2018/TT-BYT ngay 12/11/2018 cua B9 truong Bo Y té d6i véi thude chua
cap nhat noi dung nhin thudc, t& hudéng dan sir dung thudc theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia B truéng Bo Y té, cu thé nhur
sau:

a) DPéi voi thude thude danh mue thude doc va nguyén li¢u doc lam thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua B6 trudng Bo
Y té vé viéc ban hanh danh muc thudc doc va nguyén liéu doc 1am thudc: chi
duoc luu hanh sau khi dugc Cuc Quan 1y Dugc phé duyét noi dung cap nhat
nay.

b) DPoi voi cac thude khac phai thuc hién vi¢c cap nhat nay trong thoi han
06 thang ké tir ngay duogc cip gidy dang ky luu hanh.

5. Phéi hop véi cac co sd diéu trj dé thuc hién theo dung cac quy dinh
hién hanh vé thubc ké don, theo ddi an toan, hi¢u qua, tac dung khong mong
mudn cua thude trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai
Diéu 5 Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thude d6i véi cac thude
thuoc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay (cac sb dang
ky voi ky higu VN3-...-21).

6. Co so dang ky phai dam bao duy tri diéu kién hoat dong ctia co s ding
ky trong thoi gian hiéu lyc cia gidy dang ky luu hanh thudc, nguyén liéu lam
thudc. Trong truong hop khong con dap tmg du diéu kién hoat dong, co sd dang
ky phai ¢6 trach nhiém thyc hién thay d6i co so ding ky theo quy dinh tai Thong
tu s6 32/2018/TT-BYT ngay 12/11/2018 cua B truong B Y té trong thot han
30 ngay ké tir ngy co s ding ky khong con du diéu kién hoat dong.

7. Co so dang ky thudc phai bao cdo BO Y té vé cap nhat tinh trang dap
tmg Thyuc hanh t6t san xudt ctia co sé san xudt thudc, nguyén liéu lam thude.
Truong hop co sé san xuat bi thu hdi gidy phép san xuét hoic khéng dap ung
Thue hanh t6t san xuit thudc, nguyén liéu lam thudc & nudc so tai, co s& phai
thue hién viéc bdo céo trong thoi han 15 ngay ké tir ngdy c6 thong bao cua co
quan quan 1y ¢ thim quyén nude so tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phii quy dinh chi
tiét mot sd 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 S¢ Y té céc tinh, thanh phé truc thudc trung uong,
giam doc nha san xuat va co s¢ dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhn: CUC TRUONG
- Nhu biéu 4; TN

- Bo trudng (dé b/c); Yoy

- TTr. Truong Québc Cuong (dé b/c); S/ cuc

- Cuc Quan Y- B6 Qudc phong, Cuc Y té - Bo Cong 3" QUA
an; Cuc Y t¢ GTVT - Bo Giao théng van tai; Tong\ 2\

Cuc Hai quan - B§ Tai chinh; \

- Bao hiém X4 hoi Viét Nam; RS
- B6 Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, ~="Vii Tuéin Cudng
Thanh tra B9.

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

- Tong Cong ty Duge VN; Cac Cong ty XNK duoc

pham;

- Cac Bénh vién & Vién c6 giudng bénh truc thude

BYT;

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

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).



BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC

Poc 1ap - Tw do - Hanh phuc

Phu lucl

DANH MUC 71 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
HIEU LUC 5 NAM - POT 106

(Ban hanh kém theo quyét dinh sé: .326......./0P-OLD, ngay 10..09../2021.)

1. Cong ty ding ky: Alkem Laboratories Ltd. (D/c: Alkem House, Senapati Bapat Marg, Lower
Parel, Mumbai - 400 013 - India)

1.1 Nha san xuét: Alkem Laboratories Ltd. (D/c: Village Thana, Baddi, Dist. Solan. (H.P.) -
India)

a X ’ _ ‘ Tuéi oA
STT Tén thube Hoat chat chinh Dang bao Tiéu

! Quy cach
Ham luwong che tho

chuén dong goi
1 [Ticagrelor Alkem 90mg [Ticagrelor 90mg Vién nén bao| 24 |NSX |Hop1vix10 VN-22870-21
phim thang vién

S6 dang ky

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

2.1 Nha sin xuit: Aurobindo Pharma Limited (D/c: Unit - VII, SEZ, TSIIC, Plot No.S1, Survey
No's: 411/P, 425/P, 434/P, 435/P & 458/P, Green Industrial Park, Polepally Village, Jedcherla
Mandal, Mahaboobnagar District, Telangana State - India)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ds ,
2 g ] b 0 dang k
STT Tén thuoe Ham lwrgng ché tho |chuan| dong géi &1y
Pegaset 50 Pregabalin 50mg Vién nang 24 INSX |[Hop4vix7 VN-22871-21
cung thang vién

3. Cong ty dang ky: Bayer (South East Asia) Pte., Ltd. (D/c: 63 Chulia Street # 14-00, Singapore
(049514) - Singapore)

3.1 Nha san xuit: Bayer Pharma AG (P/c: 51368 Leverkusen - Germany)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé diine kv
STT Tén thuoe Ham lwong ché tho [chuin| déng goi o cans xy
Ciprobay 500 Ciprofloxacin ( Vién nén bao| 60 [NSX |Hop1vix10 VN-22872-21
tuong duong phim thang vién nén bao
Ciprofloxacin HCI) phim
500 mg

Trang 1




4. Cong ty dang ky: Cadila Healthcare Ltd. (D/c: "Zydus Tower" Satellite Cross Road, Sarkhej
Gandhinagar Highway, Ahmedabad 380 015 - India)

4.1 Nha san xuit: Cadila Healthcare Ltd. (D/c: Kundaim Industrial Estate, Plot No. 203- 213,
Kundaim, Goa 403 115 - India)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé di ,
] Ang ! h diang k
STT Tén thuoe Ham luwgng ché tho [chuan| ddéng géi o dang &y

4 |Ivabradine Tablets Ivabradin (dudi Vién nén bao| 24 [NSX [Hop3vix10 VN-22873-21

7.5mg dang Ivabradin phim thang vién

hydrochlorid) 7,5mg

5 |Olanzapine Tablets USP |Olanzapin Smg Vién nén bao| 36 |USP41|Hop 10 vix 10 | VN-22874-21

Smg phim thang vién

5. Cong ty ding ky: Cong Ty C6 Phan Danson Group (P/c: Sé nha 63, Phé Van Phiic, Phuong
Van Phuc, Quan Ha Pong, Ha Noi - Viét Nam)

5.1 Nha san xuét: Vetprom AD (D/c: 26 Otez Paisii Str., Radomir 2400 - Bulgaria)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,
STT Tén thuoe Ham luwgng ché tho | chuén dong goi 0 dang ky
6 |Ketoprofen VP 2,5% Ketoprofen 2,5% Gel 24 [NSX |Hop 1 tuyp VN-22875-21
Gel thang nhom 50g

6. Cong ty dang ky: Cﬁpg ty ¢6 phan Dwoe phdm Minh Ky (B/c: S6 1-3, Lé C, Cur xé Lac Long
Quan, P.5, Q.11, TP. Ho Chi Minh - Viét Nam)

6.1 Nha san xuit: Cyndea Pharma, S.L (D/c: Poligono Industrial Emiliano Revilla Sanz, Avenida
de Asgreda, 31, Olvega, 42110 Soria - Spain)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch £ ax ,
g e h So d
STT Tén thude Ham lwong ché tho | chuan| dong géi 0 ding ky
7 |Dutasvitae 0,5mg Dutasteride 0,5 mg Viﬁ:n nang 24 INSX [Hop3vix 10 VN-22876-21
mem thang vién

7. Cong ty ding ky: Cong ty c6 phan dwoc pham Tenamyd (P/c: L6 YOI - 024 Puong Tin
Thudgn, KCN/KCX Tdan Thudn, P. Tan Thuan Pong, Qudan 7, Tp. Ho Chi Minh - Viét Nam)

7.1 Nha san xuit: KRKA, D.D., . Novo Mesto (D/c: Smarjeska Cesta 6, 8 501 Novo Mesto. -

Slovenia)

STT

Tén thudc

Hoat chét chinh -
Ham luwong

Dang bao
che

Tudi
tho

Tiéu
chuan

Quy cach
dong goi

S6 ding ky

Trang 2




Bixebra 5 mg

Bixebra 7.5 mg

Ivabradin (dudi
dang Ivabradin

Ivabradin (dudi
dang Ivabradin
hydrochloride) 7.5
mg

hydrochloride) 5 mg

phim

phim

Vién nén bao

Vién nén bao

24
thang

NSX

24
thang

NSX

Hop 4 vi x 14
vién

Hop 4 vi x 14
vién

VN-22877-21

VN-22878-21

8. Cong ty ding ky: Cong ty Co phan Dwoc phim Viét An (P/c: S6 278 Lé Trong Tin, Phuong
Khwong Mai, Quan Thanh Xudn, Thanh pho Ha Noi - Viét Nam)

8.1 Nha san xuit: G.D. Laboratories (India) Pvt. Limited (D/c. PWD. Rest House Road, Nohar,
Dist: Hanumangarh, Rajasthan - India)

R A Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach Sé d ,
2 s b ang k
STT Tén thuoe Ham lwrgng ché tho |chuan| dong géi o qans ky
10 |Rosubolic-10 Rosuvastatin (dudi | Vién nén bao| 24 |[NSX |Hop3vix 10 VN-22879-21
dang Rosuvastatin  |phim thang vién
calci) 10mg
11 |Rosubolic-20 Rosuvastatin (dudi | Vién nén bao| 24 |[NSX |Hop3vix 10 VN-22880-21
dang Rosuvastatin  |phim thang vién
calci) 20mg

9. Cong ty dang ky: Cong ty CP dwoc pham Pha No (P/c: 31 Hé Biéu Chanh, P.12, Q. Phi
Nhuan, TP. Ho Chi Minh - Viét Nam)

9.1 Nha san xuét: Laboratorios Lesvi S.L (P/c: Avda, Barcelona 69-08970 Sant Joan Despi

(Barcelona) - Spain)

o £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy céch Sé di ,
. 5 h i k
STT Tén thuoe Ham luwgng ché tho |chuan| dong géi o dang &y
12 |Otemon 10mg Montelukast (dudi | Vién nén bao| 24 |[NSX [Hop4vix7 VN-22881-21
dang Montelukast  |phim thang vién
natri) 4mg

10. Cong ty diing ky: Cong ty TNHH Dich vu Thwong mai Duwgc pham Chanh Pire (P/c: 41 Lé
Trung Nghia, Phuong 12, Qudn Tan Binh, TP. Ho Chi Minh - Viét Nam)

10.1 Nha san xuét: Taiwan Biotech Co., Ltd. (D/c: No. 22 Chieh Shou Road, Taoyuan District,

Taoyuan City - Taiwan)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé dine kv
STT Tén thuoe Ham luwgng ché tho |chuin| déng goi o cans xy
13 [Vomstop L.V. Injection |Granisetron (duéi  |Dung dich 24 |USP4 |Hop 10 éng VN-22882-21

Trang 3




Img/ml

dang Granisetron
hydrochlorid)
Img/ml

tiém

thang|2

Iml

11. Cong ty ding ky: Cong ty TNHH Dugc pham Bach Viét (B/c: S6 146, ngé 230 Pinh Céng
Thuong, P. Binh Cong, Q. Hoang Mai, Ha N¢i - Viét Nam)

11.1 Nha san xuit: Venus Remedies Limited (D/c: Hill Top Industrial Estate, Jharmajari EPIP,
Phase-I (extn), Bhatoli Kalan, Baddi, Dist. Solan Himachal Pradesh, 173205 - India)

o £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy céch Fgm ,
< e 2 So d
STT Tén thuoe Ham lwrgng ché tho |chuan| dong géi 0 ding ky
14 |Cytomib Bortezomib 3,5mg |Bot dong 24 INSX |[Hop1lo VN-22883-21
kho pha tiém [thang

12. Cong ty diing ky: Cong ty TNHH dwoc pham Chau A Thai Binh Dwong (B/c: 113-Y
Ngong, P. Tan Thanh, TP. Buén Ma Thuét, tinh Pak Lak - Viét Nam)

12.1 Nha san xudt: Shijiazhuang No. 4 Pharmaceutical Co., Ltd. (B/c: No.288 Zhujiang Road,
High-tech Industrial Development zone Shijiazhuang - China)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,
STT Tén thube Ham lwong ché tho |chuin dong goi 0 ding ky
15 |Sodium Chloride Natri chlorid 0,9% |Dung dicb 36 |BP Chai thuy tinh | VN-22884-21
Injection 0.9% tiém truyeén [thang|2018 |500ml
tinh mach

13. Cong ty dang ky: Cong ty TNHH Dugc phim DO HA (D/c S6 30, Tdp thé Tran Phii, ngo
105, dwong Nguyén Phong Sdc, té 16, P. Dich Vong Hdu, Q. Cau Gidy, Ha Néi - Viét Nam)

13.1 Nha sén xuat: Bruschettini S.R.L. (B/c: Via Isonzo 6-16147 Genova - Italia)

n £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy céch Fg ,
2 ang | h Sod
STT Tén thuoe Ham lwgng che tho | chuan| déng géi 0 ding ky
16 |Brutobram Tobramycin 3,0 Dung dich 30 [NSX [Hop 11o 5ml VN-22885-21
mg/ml nho mat thang dung dich nho
mat

14. Cong ty dang ky: Cong ty TNHH Dugc pham Lamda (P/c: 27/6 Ly Thdi T6, Phurong Thac
Gian, Quan Thanh Khé, Thanh pho Pa Nang - Viét Nam)

14.1 Nha san xuét: Kern Pharma S.L. (D/c: Venus, 72-Poligono Industrial Colon Il 08228
Tarrasa (Barcelona) - Spain)

Trang 4




" ; Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach Sé di ,
STT Tén thude Ham luwgng ché tho | chuén dong goi 0 ding ky
17 |Kermadol 650mg Tablets |Paracetamol 650mg [Vién nén 48 INSX [Hop4vix10 VN-22886-21
thang vién

15. Cong ty diing ky: Cong ty TNHH Dwgc pham Minh Tri (B/c: 36 Vii Huy Tan, Phirong 3,
Qudn Binh Thanh, TP. H6 Chi Minh - Viét Nam)

15.1 Nha sén xuat: JSC "Farmak" (P/c: 63, Kyrylivska street, Kyiv, 04080 - Ukraine)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé di ,
2 Alg ] b 0 dang k
STT Tén thuoe Ham lwrgng ché tho |chuan| dong géi 51y
18 [Hydro Farmak Hydrocortison (duéi [Hon dich 24 INSX [HopSlox2ml| VN-22887-21
dang Hydrocortison [tiém thang hon dich tiém;
acetat) 25mg/2ml Hop 101lox 2

ml hén dich
tiém

16. Cong ty dang ky: Cong ty TNHH Duoc pham Nhat Anh (P/c: 122/7-9 Ping Vin Ngit, Q.
Phit Nhugn, TP. H6 Chi Minh - Viét Nam)

16.1 Nha san xuét: Remedica Ltd. (D/c: Aharnon Street, Limassol Industrial Estate, 3056

Limassol - Cyprus)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,
STT Tén thuoe Ham lwrgng ché tho | chuin| déng goi 0 ding ky
19 |Clomedin tablets Clozapine 100 mg |Vién nén bao| 36 |NSX [HopSvix10 VN-22888-21
phim thang vién
20 [Clomedin Tablets Clozapine 25 mg Vién nén bao| 36 |NSX |Hop5Svix10 VN-22889-21
phim thang vién
21 [Melorich 7.5 Tablets Meloxicam 7,5 mg |Vién nén 36 |BP Hop3vix 10 VN-22890-21
thang(2013  |vién

17. Cong ty dang ky: Cong ty TNHH Dugc pham Toan Chan (B/c: 309/11 Bis Nguyén Vin
Troi, P. 1, Q. Tan Binh, TP. HCM - Viét nam)

17.1 Nha san xuét: Laboratorios Liconsa, S.A. (P/c: Avda. Miralcampo, No. 7, Pol. Ind.
Miralcampo, 19200 Azuqueca de Henares (Guadalajara) - Spain)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
: S h 0 dan
STT Tén thude Ham lwgng che tho (chuan| déng goi gky
22 [Tolotan 50mg Losartan kaki 50mg |Vién nén bao| 36 |[NSX [Hop2vix 14 VN-22891-21
phim thang vién

Trang 5




18. Cong ty diing ky: Cong ty TNHH Duwgc phadm Viét Phap (P/c: Tang 20, toa nha ICON 4,
2434 Bé La Thanh, phuwong Lang Thuong, Qudn Dong Pa, Ha Noi - Viét Nam)

18.1 Nha san xuét: Sia Pharmidea (D/c: Rupnicu iela 4, Olaine, LV-2114 - Latvia)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé ds ,
STT Tén thude Ham luwgng ché tho | chuén dong goi 0 ding ky
23 |Carbetocin Pharmidea  |Mdi 01 ml chira: Dung dich 36 INSX |Hop4lo1ml VN-22892-21
Carbetocin 100 mcg [tiém tinh thang
mach

19. Cong ty ding ky: Cong ty TNHH Dugc Pham Y-Med (B/c: -3, Puong s6 45, Phirong 6,
Qudn 4, TP. Ho Chi Minh - Viét Nam)

19.1 Nha san xuét: Ind-Swift Limited (D/c: Off. NH-221, Village Jawaharpur, Tehsil Derabassi,
District SAS Nagar (Mohali), Punjab-140507 - India)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé diine kv
STT Tén thuoe Ham luwgng ché tho |chuin| déng goi o cans xy
24 |Indform 850 Metformin Vién nén bao| 36 |NSX |Hop4vix 14 VN-22893-21
hydrochlorid 850mg |phim thang vién (vi
Alu-PVC/PVdC
trang duc)

20. Céng ty diing ky: Cong Ty TNHH Hoéa Chat Dugc Phim Chau Ngoc (B/c: 56 50 dieong so
10, Phuong Tdan Thudan Pong, Qudn 7, TP Ho Chi Minh - Viét Nam)

20.1 Nha san xuét: Adamed Pharma S.A (P/c: ul. Marszalka Jozefa Pilsudskiego Street 5, 95 -
200 Pabianice - Ba Lan)

. X Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Fgn. ,
STT Tén thuoe Ham lwrgng ché tho | chuin| déng goi 50 ding ky
25 |Pechaunox Perindopril Vién nén 36 INSX ([Hop3vix 10 VN-22894-21
tert-butylamin 4 mg; thang vién
Amlodipin (dudi
dang 13,87mg
amlodipin besilate)
10mg
26 |Pechaunox Perindopril Vién nén 36 INSX ([Hop3vix10 VN-22895-21
tert-butylamin 4 mg; thang vién
Amlodipin (dudi
dang 6,94 mg
amlodipin besilate)
Smg
27 |Pechaunox Perindopril Vién nén 36 [NSX [Hop3vix10 VN-22896-21

Trang 6




28

Pechaunox

tert-butylamin 8 mg;
Amlodipin (du6i
dang 6,94 mg
amlodipin besilate)
Smg

Perindopril
tert-butylamin 8 mg;
Amlodipin (dudi
dang Amlodipin
besilat 13,87 mg) 10
mg

Vién nén

thang

36
thang

NSX

vién

Hop3vix 10
vién

VN-22897-21

21. Cong ty ding ky: Cong ty TNHH Medfatop (B/c: 34C, Puong sé 22, Khu phé 23, Phwong
Binh Hung Hoa A, Qudn Binh Tan, TP. Ho Chi Minh - Viét Nam)

21.1 Nha sén xuét: Farmalabor-Produtos Farmacéuticos, S.A (P/c: Zona Industrial de
Condeixa-a-Nova, 3150-194 Condeixa-a-Nova - Portugal)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé diine kv
STT Tén thuoe Ham lwong ché tho [chuin| déng géi o dang &y
29 |Paramed Child Paracetamol 250 mg | Vién dat hau| 36 [NSX [Hop1vix5 VN-22898-21
mon thang vién dan
30 |Paramed Infant Paracetamol 125mg |Vién dat hau| 36 [NSX |[Hop1vix5 VN-22899-21
mon thang vién dan

22. Cong ty ding ky: Cong ty TNHH mét thanh vién An Phat (P/c: 166/42 Thich Quang Dikc,
Phuwong 4, Quan Phu Nhuan, Tp. Ho Chi Minh - Viét Nam)

22.1 Nha san xuét: Labiana Pharmaceuticals, S.L.U (P/c: C/Casanova,27-31, Corbera de
Llobregat, 08757 Barcelona - Spain)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé ds ,
: <5 b dang k
STT Tén thude Ham lwgng ché tho (chuan| dong goi o cans xy
31 |Tafixyl Acid tranexamic Vién nén bao| 36 [NSX |Hop3vix10 VN-22900-21
500mg phim thang vién

22.2 Nha san xuét: Pharmathen International S.A. (D/c: Industrial Park Sapes Rodopi
Perfecture, Block No5, Rodopi 69300 - Greece)

. x Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé di ,
2 Alg ] b 0 dang k
STT Tén thuoe Ham lwrgng ché tho |chuan| dong géi g1y
32 [Megazon Quetiapin (dudi Vién nén 36 INSX ([Hop3vix10 VN-22901-21
dang Quetiapin giai phong  |thang vién
fumarat) 50mg kéo dai
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22.3 Nha san xuit: Steril-Gene Life sciences (P) Limited (D/c: No: 45, Mangalam Main Road,
Mangalam Villige, Villianur Commune, Puducherry - 605 110 - India)

. X Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
] ang | b 3
STT Tén thude Ham lugng ché | tho |chudn| déng goi 0 dang ky
33 |Proges 100 Progesterone 100 Vién nang 24 INSX |[Hop1vix10 VN-22902-21
mg mem thang vién
34 |Proges 200 Progesterone 200 Vién nang 24 INSX |[Hop1vix10 VN-22903-21
mg mem thang vién

23. Céng ty ding ky: Cong ty TNHH m@t thanh vién dwgec pham Viét Tin (D/c: S0 64 Lé Loi,
Phuong 4, Quan Go Vap, Thanh pho Ho Chi Minh - Viét Nam)

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

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé di ,
2 s ] p 0 dang k
STT Tén thuoe Ham lwrgng ché tho |chuan| dong géi 81y
35 |Nebiwin-2.5 Nebivolol (dudi Vién nén 24 INSX [Hop3vix10 VN-22904-21
dang Nebivolol thang vién
hydrochlorid) 2,5mg
36 |Nebiwin-5 Nebivolol (dudi Vién nén 24 INSX [Hop3vix 10 VN-22905-21
dang Nebivolol thang vién
hydrochlorid) Smg

24. Cong ty ding ky: Cong ty TNHH mot thanh vién Vimepharco (B/c: S6 1, Neuyén Huy
Tuong, Thanh Xudn, Ha Ngi - Viét Nam)

24.1 Nha san xuét: Belmedpreparaty RUE (D/c: 220007, Minsk, 30 Fabritsius Street - Belarus)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé ds ,
STT Tén thuoe Ham lwong ché tho [chuin| déng géi 0 ding ky
37 |Oxaliplatin - Belmed Oxaliplatin 100 mg (B¢ dong kho| 24 [TCCS (Hop 01 lo VN-22906-21
pha dung thang
dich tiém
truyén

25. Cong ty ding ky: Cong ty TNHH Thwong mai Nam Pong (D/c: S6 nha 2, ngé 164/117, phé
Vuwong Thira Vii, P. Khuwong Trung, quan Thanh Xudn, Ha Noi - Viét Nam)

25.1 Nha sin xuit: KRKA, D.D., Novo Mesto (D/c: Smarjeska Cesta 6, 8501 Novo Mesto -
Slovenia)

T

rang 8




" ; Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach Sé di ,
STT Tén thude Ham luwgng ché tho | chuén dong goi 0 dang ky
38 |Lorista HD Losartan kali 100 Vién nén bao| 36 [NSX [Hop2vix 14 VN-22907-21
mg; phim thang vién; hop 4 vi x
Hydrochlorothiazide 7 vién
25 mg

26. Cong ty ding ky: Cong Ty TNHH Xiic Tién Thwong Mai Dwoc Pham Va Pau Tu TV (D/c:
345 Ly Thuong Kiét, Phuong 9, Qudn Tan Binh, TP Ho Chi Minh - Viét Nam)

26.1 Nha san xuét: Laboratérios ‘Astral, S.A (P/c: Rua da Estagdo, 42 - Vala do Carregado 2600
- 726 Castanheira dp Ribatejo - Bo Dao Nha)

trihydrat) 600; acid
clavulanic ( dudi
dang Potassium
clavulanate, diluted)
42,9 mg

. X Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
: <5 h a
STT Tén thude Ham lwgng ché tho (chuan| déng goi 0 dang ky
39 |Betamox ES Amoxicilin (dudi  |Bot phahdn | 24 INSX |Hop I chai 50 | VN-22908-21
dang amoxicillin dich uong |thang ml, 100 ml

27. Cong ty dang ky: Denk Pharma GmbH & Co. Kg (D/c: Prinzregentenstr 79, 81675 Munich -

Germany)

27.1 Nha san xuét: Siegfried Hameln GmbH (B/c: Langes Feld 13, 31789 Hameln - Germany)

. X Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Fgm ,
STT Tén thuoe Ham lwrgng ché tho | chuin|  déng goi 50 dang ky
40 [Zoledro-Denk 4 mg/5 ml[Acid zoledronic Dung dich 36 INSX |[Hop1lo Sml VN-22909-21
(dudi dang Acid dam dic dé thang
zoledronic pha dich
monohydrat) 4 mg/5 |truyén tinh
ml mach

28. Cong ty dang ky: Egis Pharmaceuticals Private Limited Company (D/c: 1106 Budapest,
Kereszturi ut, 30-38 - Hungary)

28.1 Nha san xuét: Egis Pharmaceuticals Private Limited Company (P/c: 9900 Kormend,
Matyas kiraly ut, 65 - Hungary)

Trang 9




" ; Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach Sé di ,

STT Tén thude Ham luwgng ché tho | chuén dong goi 0 ding ky

41 |Egilok Metoprolol tartrat | Vién nén 60 [NSX |Hop1lo 60 VN-22910-21
25mg thang vién

29. Cong ty dang ky: Eisai (Thailand) Marketing Co., Ltd. (D/c: No. 93/1, Unit 603-604, 6th

Floor, GPF Witthayu Tower A, Wireless Road, Lumphini Sub-district, Pathum Wan District,
Bangkok Metropolis - Thailand)

29.1 Nha sian xuit: Bushu Pharmaceuticals Ltd. Misato Factory (D/c: 950, Hiroki, Ohaza,
Misato-machi, Kodama-gun, Saitama-ken - Japan)

Co sé dong géi: Interthai Pharmaceutical Manufacturing Ltd. (P/c: 1899 Phaholyothin Road, Ladyao,
Chatuchak, Bangkok 10900, Thailand)

trong miéng

o £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy céch Sé d ,
: e h 0 dan
STT Tén thuoe Ham lwrgng ché tho |chuan| dong géi gky
42 |Aricept Evess 10mg Donepezil Vién nén 36 [NSX |[Hop2vix 14 VN-22911-21
hydrochloride 10mg |phén tin thang vién

30. Cong ty dang ky: Enter Pharm Co., Ltd (P/c: I, Hyehwa-ro 3ga-gil, Jongno-gu, Seoul -

Korea)

30.1 Nha san xuit: KMS Pharm Co., Ltd. (D/c: 236, Sinwon-ro, Yeongtong-gu, Suwon-si,
Gyeonggi-do - Korea)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,

STT Tén thuoe Ham lwong ché tho [chuin| déng géi 0 dang ky

43 |KMS Hantazin Tab. Mequitazine Smg | Vién nén 36 [JP17 |Hop10vix 10 | VN-22912-21
thang vién

31. Cong ty dang ky: Euro Healthcare Pte. Ltd. (D/c: I North Bridge Road, #19-04/05, High
Street Centre, Singapore (179094) - Singapore)

31.1 Nha san xuit: Arena Group S.A. (D/c: B-dul Dunarii, Nr. 54, Oras Voluntari, Jud. llfov,
code 077910 - Romania)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy céch Fgm ,
; <5 h Sod
STT Ten thuoe Ham lwong ché tho | chuan| dong géi 0 ding ky
44 [Itrozol 100 mg Capsules [Itraconazol (dudi | Vién nang 24 INSX [Hopchua 3 vi x| VN-22913-21
dang Itraconazole |cing thang 5 vién nang

Trang 10




pellets 22%) 100 mg

cung

32. Cong ty dang ky: GlaxoSmithkline Pte. Ltd. (D/c: 23, Rochester Park, Singapore 139234 -

Singapore)

32.1 Nha san xuat: GSK Consumer Healthcare S.A (P/c: Route de I'Etraz 2, 1260 Nyon -

Switzerland)

. X Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,
. e 2 0 dan
STT Tén thuoe Ham lwong ché tho (chuan| déng goi gky
45 |Otrivin Xylometazoline Dung dich 36 [NSX |Hop1lo10ml [ VN-22914-21

hydrochloride nho miii thang
10mg/10ml

33. Cong ty dang ky: Glenmark Pharmaceuticals Ltd. (D/c: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai-400 026 - India)

33.1 Nha san xuat: Glenmark Pharmaceuticals Ltd. (D/c: Plot No. 2, Phase II, Pharma Zone,
SEZ, Pithampur, District Dhar, Madhya Pradesh, IN 454 775 - India)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé di ,
2 S, b 0 dang k
STT Tén thuoe Ham lwrgng ché tho |chuan| dong géi 81y
46 |Etohope 60mg Etoricoxib 60mg Vién nén 24 INSX |[Hop3vix10 VN-22915-21
thang vién
47 |Etohope 90mg Etoricoxib 90mg Vién nén 24 INSX [Hop3vix10 VN-22916-21
thang vién

34. Cong ty dang ky: JW Pharmaceutical Corporation (D/c: 2477, Nambusunhwan-ro,
Seocho-gu, Seoul - Korea)

34.1 Nha san xuat: JW Life Science Corporation (P/c: 28, Hanjin 1-gil, Songak-eup, Dangjin-si,
Chungcheongnam-do - Korea)

. X Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé ds ,
STT| Tén thude Ham lwgng ché tho |chuin|  déng goi 0 dang ky
48 |Amigold 10% MBoi tii 250ml chia: Dung dich 24 [NSX |Tai 250ml. VN-22917-21
L-Isoleucin 1,725g; L-Leucin [tiém truyén |thang Thung carton
2,275g; L-Lysin acetat (twvong chtra 10 tai x
duong 1,813g lysin) 2,55g; 250ml

L-Methionin 1,325g;
L-Phenylalanin 1,4g;
L-Threonin 1g; L-Tryptophan
0,375g; L-Valin 1,65g;
L-Alanin 1,775g; L-Arginin
2,375g; L-Histidin 0,7g;
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49

Amigold 10%

L-Prolin 2,8g; L-Serin
1,475g; Glycin 3,5g;
L-Cystein hydroclorid
monohydrat (dudi dang
cystein 0,041g) 0,06g.

Méi ti 500ml chira:
L-Isoleucin 3,45g; L-Leucin
4,55g; L-Lysin acetat (tuong
duong 3,625g lysin) 5,1g;
L-Methionin 2,65g;
L-Phenylalanin 2,8g;
L-Threonin 2g; L-Tryptophan
0,75g; L-Valin 3,3g;
L-Alanin 3,55¢g; L-Arginin
4,75g; L-Histidin 1,4g;
L-Prolin 5,6g; L-Serin 2,95g;
Glycin 7g; L-Cystein
hydroclorid monohydrat
(dudi dang cystein 0,083g)
0,12g.

Dung dich
tiém truyén

24
thang]

NSX

Tai 500ml.
Thung carton
chura 10 tai x
500ml

VN-22918-21

35. Cong ty dang ky: Les Laboratoires Servier (D/c: 50 rue Carnot, 92284 Suresnes Cedex -

France)
35.1 Nha san xuat: Servier (Ireland) Industries Ltd (D/c: Gorey Road Arklow Co. Wicklow -
Ireland)
o £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé di ,
STT Tén thude Ham luwgng ché tho |chuin| déng goi 0 ding ky
50 [Prexanil 10mg Perindopril (tuong |vién nén bao| 36 |[NSX |Hop 11030 VN-22919-21
duong Perindopril  |phim thang] vién
arginin 10 mg) 6,79
mg
51 |[Prexanil Smg Perindopril (tuong |vién nén bao| 36 |[NSX |Hop 11030 VN-22920-21
duong Perindopril  |phim thang vién
arginin 5Smg ) 3,395
mg
35.2 Nha san xuat: Servier (Ireland) Industries Ltd (D/c: Moneylands - Gorey Road Arklow
Co. Wicklow - Ireland)
. x Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé dine kv
STT Tén thube Ham luwgng ché tho | chuén dong goi o cans xy
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52

Prexanil Plus 5
mg/1.25mg

Perindopril (twong
duong Perindopril
arginin 5Smg )

1,25mg

3,395mg; Indapamid

phim

Vién nén bao

36
thang

NSX

Hop 110 30
vién

VN-22921-21

36. Cong ty dang ky: Medochemie Ltd. (D/c: 1-10 Constantinoupoleos Street, 3011 Limassol -

Cyprus)

36.1 Nha san xuat: Medochemie Ltd.- central Factory (P/c: 1-10 Constantinoupoleos Street,
3011 Limassol - Cyprus)

A £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy céch Sé di ,
. e 2 diang k
STT Tén thuoe Ham luwgng ché tho |chuan| dong géi o cans xy
53 [Medoxasol 500mg Levofloxacin (dudi |Vién nén bao| 24 [NSX |Hop1vix7 VN-22922-21
dang Levofloxacin |phim thang vién, hop 1 vi x
hemihydrat) 500mg 10 vién

37. Cong ty dang ky: Mega Lifesciences Public Company Limited (P/c: 384, Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samut Prakan 10280 - Thailand)

37.1 Nha san xuit: Mega Lifesciences Public Company Limited (P/c: 384, Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samut Prakan 10280 - Thailand)

n £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy céch Fg ,
] ang 1 h Sod
STT Tén thuoe Ham luwgng ché tho |chuan| dong géi 0 ding ky
54 |Acnotin 10 Isotretinoin 10 mg Viﬁn nang 24 INSX [Hop 3 vix lQ VN-22923-21
mem thang vién nang mém

38. Cong ty dang ky: Pfizer (Thailand) Ltd. (D/c: No. 323 United Center Building, Floors 36th
and 37th, Silom Road, Silom Sub-district, Bang Rak District, Bangkok Metropolis - Thailand)

38.1 Nha san xuit: Fareva Amboise (P/c: Zone Industrielle, 29 route des Industries 37530, Poce

sur Cisse, - France)

. X Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy céch £ ax ,
STT Tén thude Ham lwong ché tho | chuin| déng goi 50 dang ky
55 [Viagra Sildenafil (dudi Vién nén bao| 60 [NSX [Hop1vixl VN-22924-21
dang Sidenafil phim thang vién nén bao
citrat) 25 mg phim; Hop 1 vi
x 4 vién nén
bao phim
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38.2 Nha san xuat: Hospira Australia Pty Ltd (B/c: -5, 7-23 and 25-39 Lexia Place, Mulgrave

VIC 3170 - Australia)

. X Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
. . , N a
STT Tén thude Ham lugng ché | tho |chudn| déng goi 0 dang ky
56 |Calcium Folinate Acid folinic (dudi  |Dung dich 30 [NSX |Hop1lo 10ml | VN-22925-21
10mg/ml Injection dang calci folinat)  [tiém thang
100 mg/10ml

39. Cong ty dang ky: Pharmaunity Co., Ltd (D/c: 74, Sejong-daero, Jung-gu, Seoul - Korea)

39.1 Nha san xuit: Yoo-Young Pharmaceutical Co., Ltd (B/c: 33 Yongso 2 - gil,

Gwanghyewon-myeon, Jincheon-gun, Chungcheongbuk-do, Republic of Korea - Korea)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé diine kv
STT Tén thube Ham lwong ché tho [chuin| déng géi o cang &y
57 |Koruan tab Eperisone Vién nén 36 |TCCS [Hop2vix 10 VN-22926-21
Hydrochloride 50 thang vién nén; hop
mg 10 vi x 10 vién
nén

40. Cong ty dang ky: Reyoung Pharmaceutical Co., Ltd. (D/c: No.l Ruiyang Road, Yiyuan
County, Shandong Province, P.R.China - China)

40.1 Nha san xuét: Reyoung Pharmaceutical Co. , Ltd (P/c: NO.I Ruiyang Road, Yiyuan County,
Shandong Province, P.R. China - China)

. x Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Fgn. ,
STT Ten thuoe Ham luwong ché tho | chuin dong goi 50 ding ky
58 |Repomag M&i éng 10ml chtra: |Dung dich | 24 |[NSX [Hop 10 éng VN-22927-21
Anhydrous truyén nho  |thang 10ml
magnesium giot
aspartate 400 mg;
Anhydrous

potassium aspartate
452 mg;

41. Cong ty dang ky: Saint Corporation (D/c: Academy Tower, Rm #718, 719, 118 Seongsui-ro,
Seongdong-ro, Seoul - Korea)

41.1 Nha san xuét: Aprogen Pharmaceuticals, Inc. (B/c: 16, Dumeori-gil, Yanggam-myeon,
Hwaseong-si, Gyeonggi-do - Korea)
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" ; Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach Sé di ,
. <5 2 0 dan
STT Tén thude Ham luwgng ché tho | chuan| dong géi gky
59 |Orzemole tablet Rabeprazol natri Vién nén bao| 36 [NSX [Hop2vix 14 VN-22928-21
20mg tan trong thang vién
ruot

41.2 Nha san xuét: Pharmactive Ila¢ San.ve Tic. A.S. (D/c: Karaagac Mahallesi Fatih Bulvari,
No: 32, Cerkezkoy, Organize Sanayi Bolgesi Kapakli/Tekirdag - Turkey)

. x Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé dine kv
STT Ten thuoe Ham lugng ché tho | chuin| déng goi o cans xy
60 [Udexcale Ursodeoxycholic Vién nang 24 INSX |[Hop3vix10 VN-22929-21
acid 250mg cing thang vién

42. Cong ty dang ky: Samil Pharm Co., Ltd. (P/c: 155, Hyoryeong-ro, Seocho-Gu, Seoul

137-061 - Korea)

42.1 Nha san xuét: Samil Pharm. Co., Ltd (P/c: 216, Sandan-ro, Danwon-gu, Ansan-si,

Gyeonggi-do - Korea)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ as ,
STT Tén thude Ham luwgng ché tho | chuén dong goi 50 dang ky
61 [Eymox Ophthalmic Moi ml dung dich  |Dung dich 24 INSX [Hop 11o 5ml VN-22930-21
Solution chira: Moxifloxacin |thudc nhé  |thang
(dudi dang mat
Moxifloxacin
hydroclorid) 5 mg

43. Cong ty dang ky: Siu Guan Chem. Ind. Co., Ltd. (P/c: No. 128 Shinmin Road, Hunei
Village, West District, Chiayi City - Taiwan)

43.1 Nha san xuét: Siu Guan Chem. Ind. Co., Ltd. (B/c: No. 128 Shinmin Road, Hunei Village,
West District, Chiayi City - Taiwan)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,
STT Tén thuoe Ham luwgng ché tho | chuén dong goi 0 dang ky
62 |Bromhexine Injection  |Bromhexin Dung dich 48 |NSX [Hop 10 éng VN-22931-21
hydrochlorid tiém thang 2ml
4mg/2ml
63 |Tranexamic Acid Acid Tranexamic Dung dich 48 |NSX [Hop 10 éng VN-22932-21
Injection 250mg/5ml tiém thang Sml
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44. Cong ty dang ky: Standard Chem. & Pharm. Co., Ltd. (P/c: 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055 - Taiwan)

44.1 Nha san xuét: Standard Chem. & Pharm. Co., Ltd. (P/c: 6-20, Tuku, Tuku Village, Sinying
District, Tainan City 73055 - Taiwan)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ds ,
2 g ] p 0 dang k
STT Tén thuoe Ham lwrgng ché tho |chuan| dong géi &Y
64 |Minderkey ODT Tablet |Donepezil Vién nén 24 (USP42|Hop 2 vix 14 VN-22933-21
Smg hydroclorid Smg phan tan thang vién
trong miéng

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

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

45.1 Nha san xuét: Sun Pharmaceutical Industries Ltd. (P/c: Village Ganguwala, Paonta
Sahib-173025, District Sirmour, Himachal Pradesh - India)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé di ,
2 s ] b 0 dang k
STT Tén thuoe Ham lwrgng ché tho |chuan| dong géi &1y
65 |Sunurcosol Acid Vién nén 24 |BP Hoép3vix 10 VN-22934-21
ursodeoxycholic 300 thang|2016 |vién
mg

46. Cong ty dang ky: Torrent Pharmaceuticals Ltd. (D/c: Torrent House near Dinesh Hall
Ashram road, Ahmedabad 380 008 - India)

46.1 Nha san xuit: Torrent Pharmaceuticals Ltd. (D/c: Indrad-382721, Tal: Kadi, City: Indrad,
Dist: Mehsana - India)

. X Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
STT Tén thuoe Ham hrong ché tho | chuin| déng goi 0 dang ky
66 |[Respidon-2 Risperidone 2 mg | Vién nén bao| 36 [BP Hop3vix 10 VN-22935-21
phim thang vién

47. Cong ty dang ky: Xepa-soul Pattinson (Malaysia) SDN. BHD. (D/c: 1-5, Cheng Industrial
Estate, 75250 Melaka - Malaysia)

47.1 Nha san xuét: Xepa-soul Pattinson (Malaysia) SDN. BHD. (P/c: -5, Cheng Industrial
Estate, 75250 Melaka - Malaysia)

STT

Tén thudc

Hoat chét chinh -
Ham luwong

Dang bao
che

Tudi
tho

Tiéu
chuan

Quy cach
dong goi

S6 ding ky
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67

Syr6 giam ho Tuxidex
Forte 15mg/5ml

MJi Sml chira
Dextromethorphan
hydrobromid 15mg

A

Syro

36
thang

NSX

Hop 1 10 90ml

VN-22936-21

48. Cong ty dang ky: XL Laboratories Pvt. Ltd. (D/c: DSM 430-431 DLF Tower Shivaji Marg

New Delhi DL 110015 - India)

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

. x Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé dine kv
STT Tén thube Ham lugng ché tho | chuén dong goi o cang &y
68 |Aceviz Acetyl cystein Bot pha 24 INSX [Hop 10 goi; VN-22937-21
200mg dung dich  |thang hop 20 goéi; hop
uong 30 goi
69 |Allor Loratadine 5mg/5ml | Dung dich 24 |USP40[Hop 1 chai VN-22938-21
uong thang 60ml
70 [Breezol Salbutamol (du6i  |Dung dich 36 [BP Hop 1 chai VN-22939-21
dang Salbutamol uong thang|2017 |100ml
sulphate) 2mg/5ml
71 [Lipewin Losartan potassium |Vién nén bao| 36 |[USP |HOp 10vix 10 | VN-22940-21
50 mg phim thang(40 vién
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CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

Phu luc II

DANH MUC 12 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
HIEU LUC 3 NAM - POT 106

(Ban hanh kém theo quyét dinh sé: 326...../0P-OLD, ngay 10./9../2021.)

1. Cong ty ding ky: Cong ty Co phin Fresenius Kabi Bidiphar (B/c: Khu viee 8, Phwong Nhon
Phu, TP. Qui Nhon, tinh Binh Dinh - Viét Nam)

1.1 Nha san xuét: Fresenius Kabi Oncology Ltd (P/c: Village Kishanpura, Baddi, Tehsil
Nalagarh, District Solan, Himachal Pradesh, IN-174101 - India)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé ds ,
STT Tén thuoe Ham lwong ché tho [chuin| déng géi 0 ding ky
1 |Gemita RTU 1g/26,3ml [Gemcitabin (dudi  |Dung dich 36 [NSX |[Hop1lo VN3-346-21
dang gemcitabin tiém truyén [thang 26,3ml
HCI) 38mg/ml

1.2 Nha san xuét: Fresenius Kabi Oncology Ltd (P/c: Village Kishanpura, Baddi, Tehsil
Nalagarh, District Solan, Himachal Pradesh, IN-174101 - India)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé dine kv
STT Tén thuoe Ham luwgng ché tho |chuin| déng goi o cans xy
2 |Busulfan Injection Busulfan Dung dich | 24 [NSX (Hop 1 lo 10ml VN3-345-21
60mg/10ml dam dac d¢ |thang
pha ti€ém
truyén

2. Cong ty ding ky: Cong ty TNHH Dwoc pham Béch Viét (B/c: S6 146, ngé 230 Pinh Cong
Thuong, P. Binh Cong, Q. Hoang Mai, Ha N¢i - Viet Nam)

2.1 Nha san xuit: Oncomed Manufacturing a.s. (P/c: Kardsek 2229/1b, budova 02, 621 00

Brno-Reckovice - Séc)

Co s dong géi thir cip, dan nhiin, xuit xwéng 16 va sé hiru gidy phép: Medac Gesellschaft fiir
klinische Spezialpriparate mbH (Dja chi: Theaterstrafe 6, 22880 Wedel, Dirc)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé diine kv
STT Tén thube Ham lwong ché tho [chuin| déng géi o dang &y
3 [Dacarbazine Medac Dacarbazin (duéi Bot dong 24 INSX |[Hop1lo VN3-347-21
dang Dacarbazin kho pha thang
citrat) 1000mg dung dich
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truyén tinh
mach

3. Cong ty ding ky: Cong ty TNHH Duwoc pham Viét Phap (B/c: Tang 20, toa nha ICON 4,
2434 Bé La Thanh, phuwong Lang Thuong, Qudn DBong Pa, Ha Noi - Viét Nam)

3.1 Nha san xuit: Thymoorgan Pharmazie GmbH (B/c: Schiffgraben 23-38690 Goslar -

Germany)
. X Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,
STT Tén thuoe Ham lwong ché tho | chuin| déng goi 0 dang ky
4 |Idarubicin Phares 1 Idarubicin Dung dich 36 ([USP |Hopl lo VN3-348-21
mg/ml hydrochlorid (tuong |tiém thang|31 10mg/10 ml
duong Idarubicin
hydrochlorid 0,9
mg) 1 mg/ml
4. Cong ty ding ky: Cong ty TNHH mét thanh vién An Phat (B/c: 166/42 Thich Qudng Pitc,
Phuwong 4, Quan Phu Nhuan, Tp. Ho Chi Minh - Viét Nam)
4.1 Nha san xuit: 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)
. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
STT Tén thude Ham luwgng ché tho |chuin|  déng goi 0 ding ky
5 |Docetaxel injection USP |Docetaxel khan Dungdich | 24 [NSX [Hop 1 lo VN3-349-21
20mg/1ml (dudi dang dam déc‘dé thang
Docetaxel pha truyén
trihydrate) 20 tinh mach
mg/Iml
5. Cong ty dang ky: Korea United Pharm. Inc. (D/c: 25-23, Nojanggongdan-gil,
Jeondong-myeon, Sejong-si - Korea)
5.1 Nha san xuit: Korea United Pharm. Inc. (B/c: 25-23, Nojanggongdan-gil, Jeondong-myeon,
Sejong-si - Korea)
. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,
STT Tén thuoe Ham lwrgng ché tho |chuin| déng goi 0 ding ky
6 |Tamiselvir Oseltamivir (duéi | Vién nang 36 |USP41|Hop I vi5Svién.| VN3-350-21
dang oseltamivir cing thang Hop 1 vix 10
phosphat) 75mg vién
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6. Cong ty dang ky: Les Laboratoires Servier (D/c: 50 rue Carnot, 92284 Suresnes Cedex -

France)

6.1 Nha san xuit: Les Laboratoires Servier Industrie (B/c: 905, Route de Saran, 45520 Gidy -

France)
. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé dine kv
STT Tén thuoe Ham lwrgng ché tho | chuin|  déng goi o cans ky
7 |[Implicor 25 mg/5 mg Metoprolol tartrate | Vién nén bao[ 30 |NSX [2vix 14 vién VN3-351-21
25 mg; Ivabradin phim thang
(duoi dang
Ivabradin
hydrochloride 5,390
mg) 5 mg
8 |Implicor 25 mg/7.5 mg |Metoprolol tartrate |Vién nén bao| 30 |NSX |2 vix 14 vién VN3-352-21
25 mg; Ivabradin phim thang
(duoi dang
Ivabradin
hydrochloride 8,085
mg) 7,5 mg
9 |Implicor 50 mg/5 mg Metoprolol tartrate | Vién nén bao[ 30 |NSX [2vix 14 vién VN3-353-21
50 mg; Ivabradin phim thang
(duoi dang
Ivabradin
hydrochloride 5,390
mg) 5 mg
10 [Implicor 50 mg/7.5 mg |Metoprolol tartrate |Vién nén bao| 30 |NSX [2vix 14 vién VN3-354-21
50 mg; Ivabradin phim thang
(dudi dang
Ivabradin
hydrochloride 8,085
mg) 7,5 mg
7. 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)
7.1 Nha san xuat: Mylan Laboratories Limited (B/c: F4 & F12, MIDC, Malegaon, Tal. Sinnar,
Nashik 422113, Maharashtra state - India)
n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé diine kv
STT Tén thuoe Ham luwgng ché tho | chuén dong goi o cang &y
11 |Lamivudine/Nevirapine/ |Lamivudine 150mg; |Vién nén bao| 36 |NSX [Hop I chaix 60| VN3-355-21
Zidovudine Nevirapine 200mg; |phim thang vién

150mg/200mg/300mg

Zidovudine 300mg
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8. Cong ty dang ky: Pfizer (Thailand) Ltd. (D/c: No. 323 United Center Building, Floors 36th
and 37th, Silom Road, Silom Sub-district, Bang Rak District, Bangkok Metropolis - Thailand)

8.1 Nha san xuat: Pfizer Ireland Pharmaceuticals (P/c: Little Connell, Newbridge, Co Kildare -

Ireland)

Co sé dong géi, xuit xwong: Pfizer Manufacturing Deutschland GmbH (P/c: Betriebsstatte Freiburg,
Mooswaldallee 1, 79090 Freiburg, Germany)

Hoat chét chinh - | Dang bao

Tudi| Tieu | Quy céch

& 5 b b S6 diing ky

STT Tén thuoe Ham luwgng ché tho [chuan| ddéng géi o dang &y

12 [Pristiq Desvenlafaxin (dudi | Vién nén 36 [NSX |Hop2vix 14 VN3-356-21
dang Desvenlafaxin |giai phong [thang vién

succinate

monohydrate) 50 mg

kéo dai
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