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an: B Y té

i °f NEY e BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phiic
Sé: 621  /QP-QLD Ha Noi, ngay 11 thang10ndm 2022
QUYET PINH

vé viéc ban hanh danh muyc 134 thudc nwéc ngoai
dwgc cap giay dang ky lwu hanh tai Viét Nam - Dot 110.1

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

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc ndng, nhiém vu, quyén han va co cdu té chirc cia Bo Y té;

Can cir Quyét dinh s6 7868/0D- -BYT ngay 28/12/2018 cua Bo truong Bo Y
té quy dinh chirc nang, nhiém vy, quyén han va co cau té chire ciia Cuc Qudn 1y
Duegc thude Bo Y té;

~ Can cir Thong te 50 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 cur Thong tu 6 29/2020/TT-BYT ngay 31/12/2020 cua B9 truong Bo Y
te swra doi, bo sung va bai bo mét s6 van ban quy pham phap ludt do B9 truong
Bo Y te ban hanh, lién tich ban hanh;
Can cir y kién cia Hoi dong tw van cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thuéc - Bo Y té;
Theo dé nghi ciia Trudng phong Ping ky thuéc - Cuc Qudn 1y Duorc.
QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 134 thuéc nudc
ngoai dugc cap giay dang ky luu hanh tai Viét Nam - Pot 110.1, bao gom:

1. Danh muc 120 thudc nudc ngoai dugc cip giéy’déng ky luu hanh hi¢u
lyc 05 nam - Dot 110.1 (7ai Phu luc | kem theo). Cac thuoc tai Danh muyc nay c6
s0 dang ky voi ky hieu VN-...-22 va hi¢u lyc 05 nam ké tir ngay ky ban hanh
Quyeét dinh nay.

2. Danh muc 14 thubc nuéc ngoai duoc cap gidy dang ky luu hanh hiéu
lyc 03 nam - Dot 110.1 (tai Phu luc 11 kem theo). Cac thuoc tai Danh myc nay
c6 s0 dang ky v6i ky hiéu VN3-...-22 va hiéu lyc 03 nam ke tir ngay ky ban
hanh Quyét dinh nay.

Piéu 2. Co s& san xuét va co sé dang ky thude co trach nhiém:

1. Cung cap thudc vao Viét Nam theo ding cac h,ck) so tai ligu déd dang ky
vo1 BO Y t€ va phai in hodc dén s6 dang ky dugc BO Y té cap 1én nhan thudc.

2. Chap hanh day du phép luat cua nuéc CHXHCN Viét Nam va cac quy
dinh cia BO Y té vé nhap khau thuoc va luu hanh thudce tai Viét Nam, néu co6 bat



clr thay doi gi trong qua trinh luu hanh thudc & nude s tai va & Viét Nam thi
phai bdo cao ngay cho Cuc Quan Iy Dugc - B Y t€ Viét Nam.

3. Thyc hién viéc cép nhét tiéu chuan chat lugng cua thude theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong B 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 liéu 1am thudc va to huéng dan sir dung thude theo hinh
thire thay d6i, bé sung gidy ding Ky luu hanh thubc quy dinh tai Thong tu
32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y té d6i voi thude chua
cap nhat ndi dung nhin thudc, to hudng dan st dung thude theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo trudong Bo Y té, cu thé nhu
Sau.

a) Dbi v6i thude thude danh muc thube doc va nguyén lidu doc lam thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cta B truéng Bo
Y té vé viéc ban hanh danh muc thudc doc va nguyén liéu doc 1am thube: chi
duoc luu hanh sau khi cip nhat theo quy dinh tai diém b Khoan 1 Diéu 37
Thong tu s6 01/2018/TT-BYT.

b) Df)i véi cac thude khac phai thyc hién viéc c@p nhét nay trong thoi han
06 thang ké tir ngay duoc cap gidy dang ky luu hanh.

5. 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, tac dung khéng mong
mudn cua thude trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai
Piéu 5 Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bo truéong Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu 1am thudc dbi véi céc thude
thudc Danh muc tai Phu lyc II ban hanh kém theo Quyét dinh nay (cac s6 dang
ky voi ky hiéu VN3-...-22).

6. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong cua co so dang
ky trong thoi gian hi¢u lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam
thudc. Trong trudng hop khong con dap umg du diéu kién hoat dong, co s¢ ding
ky phai c6 trach nhiém thyc hién thay d6i co s¢ dang ky theo quy dinh tai Thong
tu 6 32/2018/TT-BYT ngay 12/11/2018 cua B truong B Y té trong thoi han
30 ngay ké tir ngdy co s¢ ding ky khong con da diu kién hoat dong.

7. Co s¢ dang ky thuéc phai bao cdo Bo Y té vé cdp nhat tinh trang dap
tmg Thyuc hanh tot san xuat cia co sO san xuét thudc, 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 thubc ¢ nudc so tai, co so phai
thue hién viéc bao cdo trong thoi han 15 ngay ké tir ngay c6 thong 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/NB-CP ngay 08/5/2017 ctia Chinh pha quy dinh chi
tiét mot sd diéu va bién phap thi hanh Luét Dugc.

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



Piéu 4. Giam dbc S&'Y té cac tinh, thanh phd tryc thudc trung wong, giam
doc nha san xuat va co so dang ky c6 thuoc tai Diéu 1 chiu trach nhiém thi hanh
Quye¢t dinh nay./.
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Phu luc |

DANH MUC 120 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - QT 110

(Ban hanh kém theo quyét dinh sé: ....021.../0P-QLD, ngay 11./10./2022.ciia Cuc Qudn 1y Duoc)

1. Cong ty dang ky: Abil Chempharma Private Limited (B/c: B-1701, Lotus Corporate Park, Off. Western
Express Highway, Goregaon (East), Mumbai, Tal: Goregaon East (Mumbai-Zone 6) - India)

1.1 Nha san xuat: Lincoln Pharmaceutical Ltd. (P/c: Trimul Estate, Khatraj, Ta. Kalol, Dist: Gandhinagar
Gujarat - India)

. 4t chinh - 30 |Tudi | Ti 5 Ao
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy canfh $6 diing ky
Ham lwgng ché tho | chuan dong goi
1 |Avir Aciclorvir 5% Kl/KI Kem b6i da 36 |BP Hop 1 tuyp 10g VN-23142-22
thang
2 |Vivian Diclofenac natri (dudi |Gel bi da 36 |BP Hép 1 tuyp VN-23143-22
dang Diclofenac thang 15g. Hop 1 tuyp
diethylamine) 1,0% 30g

2. Cong ty dang ky: Actavis International Ltd (b/c: No. 4 SQAQ Tal-gidi Off Valletta Road, Luga LQA6000
- Malta)

2.1 Nha san xuét: Pliva Croatia Ltd (P/c: Prilaz baruna Filipoviéa 25, 10000 Zagreb - Republic of Croatia)

STT Tén thube Hoat Fhét chinh- | Dang an Tudi Tiél: Ql’Jy Cé(fh S6 diing ky
Ham lrong ché tho | chuan doéng goi
3 |Deferasirox Teva 250mg |Deferasirox 250mg  |Vién nén phan 36 |NSX [Hép 10 vix 3 VN-23144-22
tan thang vién
4 |Pregabalin Teva 75mg Pregabalin 75mg Vién nang 36 |NSX |Hop4vix 14 VN-23145-22
cing thang vién

3. Cong ty dang ky: Alleviare Life Sciences Private Limited (D/c: S-1/5 First Floor, Upahar Cinema
Complex Market, Green Park Ext Market, New Delhi, South Delhi, DL 110016 - India)

3.1 Nha san xuét: Aurochem Pharmaceuticals (India) Pvt.Ltd. (P/c: Plot No. 8, Palghar Taluka, Ind. Co-
op. Estate Ltd Boisar road, Tal.Palghar, Thane 401404 Maharashtra State - India)

. 4t chinh - a0 | Tubi | Tig : £oae Lo
STT Tén thube Hoat fhat chinh Dang E)ao TIEl:J QL’Jy canfh S diing ky
Ham lugng che tho | chuan dong goi
5 |ALLSILVER Silver Sulfadiazine 1%|Kem boi da 24 |USP 42/Hop 1 Tuyp x 15| VN-23146-22
(wiw) thang|NF37 |gam

Trang 1



4. Cong ty dang ky: Ambica International Corporation (B/c: No. 9 Amsterdam Extension, Merville Park
Subdivision, Paranaque City - Philippines)

4.1 Nha san xuét: 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)

Tuoi

STT Tén thube Hoat Fhat chinh - Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan doéng goi
6 |lsoday 20 Isosorbid mononitrat | Vién nén 36 |TCCS [Hop 4vix 14 VN-23147-22
(duéi dang Diluted thang vién

Isosorbid mononitrat
80%) 25mg

4.2 Nha san xuit: NOBEL ILAC SANAYII VE TICARET A.S. (P/c: Sancaklar Mah. Eski Akcakoca, Cad.

No: 299 81100 Duzce - Turkey)

. 4t chinh - a0 |Tudi | Tig 2 £ Lo
STT Tén thube Hoat fhat chinh Dang E)ao TIEl:J Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan dong goi
7 |Alzancer 5mg Donepezil Vién nén phan 24 |TCCS [Hop 4 vix 7 vién| VN-23148-22
Orodispersible Tablet hydrochlorid 5mg tan trong thang
miéng

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

5.1 Nha san xuét: Aurobindo Pharma Limited (P/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)

. 4t chinh - 30 |Tudi | Ti 5 Ao
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy ca(fh $6 diing Ky
Ham lugng ché tho | chuan dong goi
8 |Celdol 200 Celecoxib 200mg Vién nang 24 |TCCS |Hop 3vix 10 VN-23149-22
cing thang vién
9 |Myotram-P Tramadol hydrochlorid|vién nén bao (24 |TCCS [Hop 3 vi x 10 VN-23150-22
37,5mg; Paracetamol |phim thang vién
325mg

6. Cong ty diang ky: Cadila Healthcare Ltd. (b/c: Zydus Corporate Park, Scheme No.63, Survey No. 536
Khoraj (Gandhinagar), Nr. Vaishnodevi Circle, Anmedabad Gandhinagar GJ 382481 - India)

6.1 Nha san xuét: Cadila Healthcare Limited (B/c: Kundaim Industrial Estate, Plot No. 203-213, Kundaim,

Goa - 403115 - India)

. 4t chinh - a0 |Tudi | Tig 2 £ Lo
STT Tén thube Hoat fhat chinh Dang E)ao TIEl:J Ql’Jy cacfh S diing ky
Ham legng ché tho | chuan dong goi
10 |Atorvastatin Calcium Atorvastatin (dudi Viénnén bao | 24 |USP |Hop 3 vix 10 VN-23151-22
Tablets USP 20mg dang Atorvastatin phim thang vién; Hop 10 vi x
calcium) 20mg 10 vién

Trang 2




7. Cong ty dang ky: Cipla Ltd. (P/c: Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg,
Lower Parel, Mumbai - 400013, Maharashtra - India)

7.1 Nha san xuét: M/s Cipla Ltd (P/c: Plot No L-139 to L-146, Verna Industrial Estate, Verna Goa - India)

. 4t chinh - 30 |Tudi| Tie 4 e
STT Tén thube Hoat ‘chat chinh Dang E)ao Tleg Ql:ly cacfh S diing ky
Ham lugng ché tho | chuan dong goi
11 |Budecort 0.5mg Respules |Budesonide Hon dich khi | 24 |BP 2015/ |Hop 4 tix 5 VN-23152-22
0,5mg/2ml dung thang|Ph.Eur 8.0|6ng x 2ml

8. Cong ty ding ky: Cong ty ¢6 phan Dwoc MK Viét Nam (B/c: O ddt s6 42, 16 dat TT-A2, khu dé thi thanh
phé Giao Luu, phwong C6 Nhué 2, quédn Bac Tir Liém, Ha Néi - Viét Nam)

8.1 Nha san xuét: Elpen Pharmaceutical Co., Inc (B/c: Marathonos Ave. 95, Pikermi Attiki, 19009 -

Greece)
. 4t chinh - 30 |Tudi | Ti 5 Ao
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy canfh $6 diing ky
Ham lwgng ché tho | chuan dong goi
12 |RIZOTAB 20 Rosuvastatin (duéi  |viénnénbao | 36 |[NSX |Hop 3vix 10 VN-23153-22
dang Rosuvastatin phim thang vién
calci 20,8mg) 20mg

9. Cong ty ding ky: Cong Ty Co6 Phan Dwoc Pham EMA (D/c: So 19, ngach 82/11, phé Nguyén Phic Lai,
Phuong 6 Cho Dira, Qudn Pong Pa, Ha Noi - Viét Nam)

9.1 Nha san xuéat: Remedina S.A. (P/c: 23 Gounari & Areos Str., 13451, Kamatero, Attiki, 13451 - Greece)

Tuoi

STT Ton thube Hoat Fhat chinh - Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan doéng goi
13 |Merovia Meropenem (dudi Bot phatiém | 24 |TCCS |Hop 10 1o VN-23154-22

dang Meropenem
trihydat) 500mg

thang

10. Cong ty diing ky: Cong ty c¢6 phan dwec pham Tenamyd (B/c: Lo YO1 - 02A Puong Tan Thudn,
KCN/KCX Tan Thudn, P. Tan Thudn Péng, Qudn 7, Tp. Ho Chi Minh - Viér Nam)

10.1 Nha san xuit: KRKA, D.D., Novo Mesto (B/c: Smarjeska cesta 6, 8501 Novo mesto - Slovenia)

; 4t chinh - 30 |Tudi | Tie 4 e
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan doéng goi
14 |Amaloris 10mg/10mg Atorvastatin (dudi Viénnén bao | 24 |NSX [Hop 3vix 10 VN-23155-22
dang Atorvastatin phim thang vién

calcium trihydrate
10,85mg) 10mg;
Amlodipine (dudi
dang Amlodipine
besilate 13,88mg)
10mg

Trang 3




11. Cong ty ding ky: Cong ty ¢6 phan dwgc pham trung wong CPC1 (B/c: 86 87 Nguyén Van Tréi, phuwong
Phuong Liét, qudn Thanh Xuan, Ha Ngi - Viét Nam)

11.1 Nha san xuét: Remedica Ltd. (P/c: Building 5 &10, Aharnon Street, Limassol Industrial Estate, 3056

Limassol - Cyprus)

. At chinh - a0 |Tuodi | Tie : Lol o
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan doéng goi
15 |Capecitabine 150mg Capecitabine 150mg |Viénnén bao | 24 |TCCS [Hép 6 vi x 10 VN-23156-22
phim thang vién
12. Cong ty ding ky: Cong ty c6 phan dwgc pham va thiét bi Y té C.A.T (P/c: Thon Trang, X& Thanh Liét,
Huyén Thanh Tri, Ha N¢gi - Viét Nam)
12.1 Nha san xuét: Lincoln Pharmaceutical Ltd. (B/c: Trimul Estate, Khatraj, Ta. Kalol, Dist:
Gandhinagar Gujarat - India)
STT Tén thube Hoat \chat chinh Dang E)ao uol Tleg QL’Jy ca(fh $6 ding ky
Ham hrgng ché tho | chuin dong goi
16 |Ceepro-500 Ciprofloxacin (dudi  |Vién nén bao | 36 |BP2016 [Hop 10 vix 10 VN-23157-22
dang Ciprofloxacin  [phim thang vién
HCI) 500mg
17 |Vast-10 Atorvastaitn (dudi Vién nén bao | 36 |NSX Hop 3 vix 10 VN-23158-22
dang atorvastatin phim thang vién
calci) 10mg
18 |Vivian-50 Diclofenac natri 50mg|Vién nén bao | 36 |BP2016 |Hop 10 vix 10 VN-23159-22
tan trong ruét |thang vién
13. Cong ty ding ky: Cong ty c¢6 phian dwec pham Vipharco (P/c: S6 67, ngd 68, duwong Ngoc Thuy,
phuwong Ngoc Thuy, Qudn Long Bién, Ha Ngi - Viét Nam)
13.1 Nha san xuét: Ilko llac San. ve Tic. A.S. (P/c: 3.0rganize Sanayi Bolgesi Kuddusi Cad. 23. Sok. No:1,
Selcuklu/ Konya - Turkey)
; 4t chinh - 30 |Tudi | Tie 4 e
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan doéng goi
19 |Dulester 30mg Duloxetine (dudi dang|Vién nang 24 |TCCS [Hop2vix 14 VN-23160-22
Duloxetin thang vién
hydrochlorid) 30mg
13.2 Nha san xuét: Pharmathen S.A (P/c: 6, Dervenakion Str., 15351 - Pallini Attiki - Greece)
. 4t chinh - a0 |Tubi | Tig 2 £ Lo
STT Tén thube Hoat fhat chinh Dang E)ao TIEl:J Ql’Jy cacfh $6 diing ky
Ham legng ché tho | chuan dong goi
20 (Tamvelier Moxifloxacin (dudi  |Vién nén bao | 36 |[TCCS |Hop 1vix 10 VN-23161-22
dang moxifloxacin phim thang vién
hydroclorid) 400mg

14. Cong ty diang ky: Cong ty C6 phan Fresenius Kabi Viét Nam (B/c: Khu viee 8, Phuong Nhon Pha, TP.
Quy Nhon, tinh Binh Dinh - Viét Nam)

14.1 Nha san xuat: Fresenius Kabi Norge AS (P/c: Svinesundsveien 80, NO-1788 Halden - Norway)

Trang 4




; 4t chinh - 30 |Tudi | Ti 4 e
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan doéng goi
21 |Linezolid Kabi Linezolid 2mg/ml Dung dich 24 INSX |Tai 300ml, VN-23162-22
tiém truyén | thang Thung 10 tGi
14.2 Nha san xuét: PT. Ethica Industri Farmasi (PT. Ethica) (B/c: Kawasan Industri Jababeka Tahap V,
Blok B1B1, Desa Jayamukti, Kecamatan Cikarang Pusat, Kabupaten Bekasi, Jawa Barat - Indonesia)
. 4t chinh - 30 |Tudi | Tia . e
STT Tén thube Hoat \chat chinh Dang Pao TIElRJ Ql,Jy cac,r_] S diing ky
Ham hrgng ché tho | chuan dong goi
22 |Midazolam Kabi Midazolam (duéi dang Dung dich 24 |TCCS [Hop 10 6ng 3ml | VN-23163-22
Midazolam tiém hoac thang
hydroclorid) 5mg/ml  |tiém truyén

15. Cong ty ding ky: Cong ty TNHH dau tw thwong mai Dwgc phidm Viét Tin (B/c: S6 01 - Ld O7 Khu
nha ¢ Ban dao Linh Pam, Phuong Hoang Liét, Qudn Hoang Mai, Ha Ngi - Viét Nam)

15.1 Nha san xuat: USV Private Limited (P/c: H-13, 16, 16A, 17, 18, 19, 20, 21 va E-22, OIDC, Mahatma

Gandhi Udyog Nagar, Dabhel, Daman, IN - 396210 - India)

ST Tén thube Hoat ‘chf)t chinh- | Dang E)ao Tudi Tiég Quy cach $6 ding ky
Ham lwgng ché tho | chuan déng goi
23 |Repaglinide Tablets 0.5 mg|Repaglinide 0,5mg Vién nén 36 |TCCS [Hop 3vix 10 VN-23164-22
thang vién
24 |Repaglinide Tablets 2 mg |Repaglinide 2mg Vién nén 24 |TCCS |Hop 3vix 10 VN-23165-22
thang vién nén

16. Cong ty ding ky: Cong ty TNHH Dwoe pham A.C.T (B/c: 61/11 Binh Gi&, phwong 13, qudn Tan Binh,
TP. Ho Chi Minh - Viét Nam)
16.1 Nha san xuit: Bilim ila¢ San. ve Tic. A.S. (P/c: Gebze Organize Sanayi Bolgesi 1900 sokak, No:1904
41480, Gebze-Kocaeli - Turkey)

. 4t chinh - a0 |Tudi | Tie : £ Lo
STT Tén thube Hoat \chat chinh Dang Pao TIElRJ QL’1y ca(,:h $6 diing ky
Ham lwgng ché tho | chuan dong goi
25 |Bitorvas 20mg Atorvastaitn (dudi Vién nén bao | 24 |TCCS [Hop 3 vix 10 VN-23166-22
dang atorvastatin phim thang vién
calci) 20mg

17. Cong ty dang ky: Cong ty TNHH Dwoc pham Do Ha (B/c: S6 30, Tap thé Tran Phl, ngd 105, duong
Nguyén Phong Sdc, t6 16, phuwong Dich Vong Hdu, Qudn Cau Gidy, Ha Néi - Viét Nam)

17.1 Nha san xuit: The Acme Laboratories Ltd. (B/c: Dhulivita, Dhamrai, Dhaka - Bangladesh)

. 4t chinh - 30 |Tudi | Ti 5 Ao
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy cacfh $6 ding ky
Ham lwgng ché tho | chuan dong goi
26 |Ebifanz Ebastin 10mg Vién nén bao | 24 |NSX |Hop 3vix 10 VN-23167-22
phim thang vién

Trang 5




18. Cong ty diing ky: Cong ty TNHH Duge pham New Far East (P/c: S6 011- Cao éc H1, Puong Hoang
Digu, Phuong 9, Qudn 4, TP. Hé Chi Minh - Viét Nam)

18.1 Nha san xuét: Celogen Generics Private Limited (P/c: Plot No. 646/1&2, Agrawal Industrial Estate,
Somnath Road, Dabhel, Daman-396 210 - India)

. at chinh - 3 Tudi | Tie : £ ax .
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan doéng goi
27 |Betagen 8 Betahistine Vién nén 36 |[NSX [Hop 3 vi nhdm- | VN-23168-22
dihydrochloride 8mg thang PVC x 14 vién
18.2 Nha san xuit: Swiss Parenterals Ltd. (B/c: Unit — II, Plot No. 402, 412-414, Kerala Industrial Estate,
GIDC, Near Bavla, Ahmedabad - 382 220, Gujarat - India)
A At chinh - 30 |Tudi | Tia : £ o
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tletj QL’Jy Catff_] Sé dang ky
Ham lwgng ché tho | chuan dong goi
28 [Veponox 1gm Ceftizoxim (dang Bot phatiém | 36 |USP 43Hop 1 lo VN-23169-22
Ceftizoxim natri) 1g thang
19. Cong ty diing ky: Cong ty TNHH Dwoge pham Nhat Anh (B/c: 122/7-9 Pédng Vin Ngit, Phirong 14,
Qudn PhU Nhudn, Thanh pho Ho Chi Minh - Viét Nam)
19.1 Nha san xuit: KRKA, D.D., Novo Mesto (B/c: Smarje$ka cesta 6, 8501 Novo mesto - Slovenia)
; 4t chinh - 30 |Tudi | Tie 4 e
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan doéng goi
29 |Olimestra 10mg Film Olmesartan Viénnén bao | 36 [NSX |Hop2vix15 VN-23170-22
coated tablet medoxomil 10mg phim thang vién
30 |Olimestra 20mg Film Olmesartan Vién nén bao | 36 |[NSX [Hop 2vix 15 VN-23171-22
coated tablet medoxomil 20mg phim thang vién
31 |Oprymea Pramipexol (dudi Vién nén 24 INSX [Hop 3vix 10 VN-23172-22
Prolonged-release tablet  |dang Pramipexol phong thich | thang vién
dihydrochloride kéo dai
monohydrat 0,375mg)
0,25mg
32 |Oprymea Pramipexol (dudi Vién nén 24 INSX [Hop 3vix 10 VN-23173-22
Prolonged-release tablet  |dang Pramipexol phdng thich |thang vién
dihydrochloride kéo dai
monohydrat 0,75mg)
0,52mg
20. Cong ty diang ky: Cong ty TNHH Dwoc pham Nhit Anh (B/c: So 11 Hoang Diéu, phwong 10, Qudn
Pha Nhudn, Thanh phé Ho Chi Minh - Viét Nam)
20.1 Nha san xuat: Remedica Ltd. (P/c: Aharnon Street, Limassol Industrial Area, 3056, Limassol -
Cyprus)
STT Tén thube Hoat Fhat chinh Dang E)ao uol Tleg QL’Jy ca(fh $6 ding ky
Ham lugng ché tho | chuan dong goi
33 |Remeclar 500 Clarithromycin 500mg |Vién nén bao | 36 |NSX [Hop 2 vix 7 vién| VN-23174-22
phim thang

Trang 6




21. Cong ty diing ky: Cong ty TNHH Duoc pham va thiét bi y té Hoang Pire (P/c: 12 Nguyén Hién,
phirong 4, Qudn 3, TP. Ho Chi Minh - Viét Nam)

21.1 Nha san xuat: HOE Pharmaceuticals Sdn. Bhd. (B/c: Lot 10, Jalan Sultan Mohamed 6, Bandar Sultan

Suleiman 42 000 Port Klang, Selangor - Malaysia)

. At chinh - a0 |Tuodi | Tie : Lol o
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan doéng goi
34 |Hoebeprosalic Ointment  [Betamethasone 0.05% |Thudc m& 36 |Nha [Hop 1 tuyp 159 VN-23175-22
w/w (dudi dang thang [san
Betamethasone xuét

dipropionate), Salicylic
acid 3% wiw;

22. Cong ty ding ky: Cong ty TNHH Dwogc phidm va Thiét bi Y té Phwong L& (P/c: Lé D3/D6 khu dé thi

méi Cau Gidy, phirong Dich Vong, qudn Cau Gidy, Tp. Ha Ngi - Viét Nam)

22.1 Nha san xuit: Square Pharmaceuticals Ltd (B/c: Kaliakoir, Gazipur - Bangladesh)

. At chinh - a0 |Tudi | Tie : £ Lo
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy ca(fh $6 ding ky
Ham lugng ché tho | chuan dong goi
35 |Famotack 20 tablet Famotidin 20mg Viénnén bao | 24 |USP |Hop 10 vix 10 VN-23176-22
phim thang vién

23. Cong ty diang ky: Céng ty TNHH Dwoc pham Viét - Phap (B/c: Tang 20, tdoa nha ICON 4, 243A Pé La
Thanh, phwong Lang Thuong, qudn Pong Pa, Ha Noi - Viét Nam)
23.1 Nha san xuit: Athena Drug Delivery Solutions Pvt. Ltd. (P/c: Plot No. Al to A5, MIDC, Chemical
Zone, Ambernath (West), Maharashtra, 421501 - India)

STT Ten thube Hoat Fhfit chinh- | Dang E)ao Tubi Tiég Quy cach $6 diing ky
Ham lugng ché tho | chuan dong goi
36 |Meloxicam Biovagen Meloxicam 15mg Vién nén phan| 36 [TCCS |Hop 3vix 10 VN-23177-22
15mg tan trong thang vién
miéng
37 |Meloxicam Biovagen Meloxicam 7,5mg Vién nén phan| 36 |TCCS [Hop 3vix 10 VN-23178-22
7.5mg tan trong thang vién
miéng

23.2 Nha san xuat: Balkanpharma - Razgrad AD (P/c: 68, Aprilsko Vastanie Blvd., 7200 Razgrad -

Bulgaria)

Co sé xuat xwéong: Pharmathen SA (P/c: Dervenakion 6, Pallini Attiki, 15351 - Greece)

. 4t chinh - 30 |Tudi | Tje 5 e
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy canfh S diing ky
Ham lwgng ché tho | chuan dong goi
38 [TimoTrav Travoprost 0,04mg/ml;|Dung dich 24 INSX [Hop 1thix1lox VN-23179-22
Timolol (du6i dang  |nho mét thang 2,5ml, hop 3 tai x

Timolol maleat)

5mg/ml

11p x2,5ml

Trang 7




23.3 Nha san xuat: Kern Pharma S.L. (B/c: Poligon Industrial Colon I1. Venus, 72, 08228 Terrassa,

Barcelona - Spain)
STT Tén thube Hoat Fhat chinh Dang E)ao uol Tleg QL’Jy cacfh $6 ding ky
Ham lwgng ché tho | chuan dong goi
39 [Solifenacine Invagen 10mg|Solifenacin succinat  |Vién nén bao | 36 |TCCS [Hép 3 vix 10 VN-23180-22
10mg phim thang vién
40 |Solifenacine Invagen 5mg |Solifenacin succinat |Vién nén bao | 36 |[TCCS |Hop 3 vix 10 VN-23181-22
5mg phim thang vién
24. Cong ty ding ky: Cong ty TNHH Dweec phim Vietsun (B/c: TT2 - B42 Khu d@é thi Van Quan, phirong
Phuc La, quan Ha Dong, Ha Ngi - Viét Nam)
24.1 Nha san xuat: M/s. Square Pharmaceuticals Ltd (P/c: KaliaKoir, Gazipur-1750 - Bangladesh)
. At chinh - a0 |Tuodi | Tie : PO
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan doéng goi
41 |Fexo 60 Tablet Fexofenadine Vién nén 24 |INSX |Hop 5vix 10 VN-23182-22
hydrochloride 60mg |bao phim thang vién
25. Cong ty diang ky: Cong ty TNHH Dwge Pham Y-Med (D/c: S6 1-3, Puong sé 45, Phuong 6, Qudn 4,
TP. Hé Chi Minh - Viét Nam)
25.1 Nha san xuat: RPG Life Sciences Limited. (B/c: plot No. 3102/A, GIDC Estate, Ankleshwar-393 002,
Dist: Bharuch, Gujarat, India - India)
. £ . Dang bao | Tudi | Tiéu uy cach F .
STT | Tén thudc Hoat chat chinh - Ham lwgng e z Q,y - So dang ky
ché tho | chuan | doéng goi
42 |Previog Calcium 3-methyl-2-oxo-valerate: 67mg Vién nén 24 |TCCS |Hop10vix | VN-23183-22
(Calcium alpha-ketoisoleucine); Calcium 4- bao phim |thang 10 vién
methyl-2-oxo-valerate: 101mg (Calcium alpha-
ketoleucine); Calcium 2-oxo0-3-
phenylpropionate: 68mg (Calcium alpha-
ketophenylalanine); Calcium 3-methyl-2-oxo-
butyrate: 86mg (Calcium alpha-ketovaline);
Calcium-DL-2-hydroxy-4-(methylthio)butyrate:
59mg (Calcium alpha-hydroxymethionine); L-
Lysine acetate: 105mg; L-Threonine: 53mg; L-
Tryptophan: 23mg; L-Histidine: 38mg; L-
Tyrosine: 30mg
25.2 Nha san xuat: S Kant Healthcare Limited (B/c: Plot No. 1802-1805, G.1.D.C, Phase 111, Vapi - 396
195, District Valsad, Gujarat State - India)
i X , _ < T Re - 7 B . }
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tleg Ql’Jy Cacfh S diing ky
Ham lugng ché tho | chuan dong goi
43 |Prilocare 10 Enalapril maleate Vién nén 36 |USP 42/Hop 10 vi x 10 VN-23184-22
10mg thang vién

26. Cong ty dang ky: Céng ty TNHH Dwgcc TAm Pan (B/c: A4.4 KDC Everich 3, duwong PhU Thudn,
Phuong Tan Phl, Qudn 7, TP. Ho Chi Minh - Viét Nam)
26.1 Nha san xuét: Cooper S.A. Pharmaceuticals (D/c: 64 Aristovoulou Street, 11853, Athens — Greece)

Trang 8




Hoat chét chinh -

Dang bao

Tuoi

Tiéu

Quy céach

STT Tén thude A p < ) " S6 ding ky
Ham lrgng ché tho | chuan doéng goi
44 |BRIMOGAN Brimonidin tartrat Dung dich 24 |TCCS |Hop 1 1o x 5ml VN-23185-22
2mg/ml nho mit thang
26.2 Nha san xuat: Vianex S.A- Plant D' (B/c: Industrial Area Patron, Agios Stefanos, Patra, Axaia, 25018
- Greece)
. 4t chinh - 3 Tudi | Tia 2 £ ax .
STT Tén thude Hoat fhat chinh Dang E)ao uol TIElRJ QL’Jy cagh $6 ding ky
Ham legng ché tho | chuan dong goi
45 |Mepenex Meropenem (duéi Bot phadung | 48 |TCCS |Hop 119, Hop 10| VN-23186-22
dang Meropenem dich tiém hoac| thang lo
trinydat) 1000mg tiém truyén
46 |Mepenex Meropenem (duéi Bot phadung | 48 |[NSX |Hop1lg, Hop 10| VN-23187-22
dang Meropenem dich tiém hodc| thang lo
trihydrate) 500mg tiém truyén
27. Cong ty diang ky: Cong ty TNHH HH-Pharm (B/c: K3 ngd 112 - Séng Pa 10 - Tdp thé cong ty XDCT
ngam, 16 16, phuwong Kién Hung, qudn Ha Pong, Ha Néi - Viét Nam)
27.1 Nha san xuit: Celogen Generics Private Limited (B/c: Plot No. 646/1&2, Agrawal Industrial Estate,
Somnath Road, Dabhel, Daman-396 210 - India)
STT Tén thube Hoat Fhat chinh Dang E)ao uol Tleg QL’Jy ca(fh $6 ding ky
Ham lugng ché tho | chuan dong goi
47 |Omecelo 20 Omeprazole (dudi Vién nang 36 |BP Hop 10 vi x 10 VN-23188-22
dang hat pellet cting chira thang 2019  |vién
omeprazol bao tan pellet bao tan
trong rudt 7,5%) 20mg|trong rudt
28. Cong ty ding ky: Cong ty TNHH Medfatop (B/c: 34C, Puong s6 22, Khu phé 23, Phuong Binh Hung
Hoa A, Qudn Binh Tan, TP. Hé Chi Minh - Viér Nam)
28.1 Nha san xuit: Elpen Pharmaceutical Co., Inc (B/c: 95, Marathonos Ave., Pikermi 19009 Attiki -
Greece)
. 4t chinh - : Tudi | Tia : £ ax .
STT Tén thube Hoat fhat chinh Dang E)ao uoi TIEl:J Ql’Jy cacfh S diing ky
Ham legng ché tho | chuan dong goi
48 |Lucidel 75mg Irbesartan 75mg Viénnén bao | 36 |[NSX [Hop2vix 14 VN-23189-22
phim thang vién nén bao
phim

29. Cong ty ding ky: Cong ty TNHH mét thanh vién An Phat (P/c: 166/42 Thich Qudng Pirc, Phuong 4,
Qudn Phi Nhudn, Tp. Ho Chi Minh - Viét Nam)
29.1 Nha san xuit: Evertogen Life Sciences Limited (B/c: Plot No. $-8, $-9, S-13/P & S-14/P, Green

Industrial Park, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, 509 301, Telangana state -

India)

Trang 9




; 4t chinh - 30 |Tudi | Ti 4 e
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan doéng goi
49 |Telmisartan 80mg and MBJi vién nén chira Vién nén 24 INSX [Hoép 2 vi x 14 VN-23191-22
Amlodipine 5mg tablets  |80mg telmisartan va thang vién; Hop 3 vi X

5mg amlodipin (duéi
dang amlodipin besilat
6,935mg)

10 vién

29.2 Nha san xuat: Pharmathen S.A (P/c: 6, Dervenakion Street, Pallini, Athens, GR-15351 - Greece)

. At chinh - 30 |Tuodi | Tie : PO
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan doéng goi
50 |Mariprax Pramipexol (dudi Vién nén 36 |NSX |Hop3vix10 VN-23195-22
dang Pramipexol thang vién

dihydroclorid
monohydrat) 0,35mg

29.3 Nha san xuét: Steril-Gene Life Sciences P Ltd (B/c: No 45, Mangalam Main Road, Mangalam Village,

Villianur Commune, Puducherry-605110 - India)

. 4t chinh - a0 |Tudi | Tig : £oae Lo
STT Tén thube Hoat fhat chinh Dang E)ao TIEl:J QL’Jy canfh S diing ky
Ham lugng che tho | chuan dong goi
51 |Espreez LP Esomeprazole (dudi |Bot dong khé | 18 |NSX  Hop 1 1o 10ml VN-23196-22
dang Esomeprazole  |pha tiém thang

natri) 40mg/lo

30. Cong ty ding ky: Cong ty TNHH mét thanh vién An Phat (P/c: 1923 Nguyén Hitu Canh, Phuong 19,
Qudn Binh Thanh, TP. Hé Chi Minh - Viét Nam)

30.1 Nha san xuat: Balkanpharma - Razgrad AD (P/c: 68, Aprilsko Vastanie Blvd., 7200 Razgrad -

Bulgaria)

; 4t chinh - 30 |Tudi | Tie 4 e
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan doéng goi
52 |Travoprost/Pharmathen Travoprost 40mcg/ml |Dung dich 36 |[NSX |Hop1llox 2,5ml| VN-23190-22
nho mit thang

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

. 4t chinh - 30 |Tudi | Ti 5 Ao
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy ca(fh $6 diing ky
Ham lugng ché tho | chuan dong goi
53 |Swazi 500 Azithromycin (dudi  |Viénnén bao | 36 |[NSX |Hop 1vix 3 vién| VN-23192-22
dang Azithromycin phim thang

dihydrat) 500mg

30.3 Nha san xuit: Karnataka Antibiotics & Pharmaceuticals Limited (&/c: No. 14, 1| Phase, Peenya
Industrial Area, Bengaluru 560 058 - India)

Trang 10




. 4t chinh - : Tudi | Tia : £ ax .
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan doéng goi
54 |Kaplirom 1g Cefpirom (dudi dang |Bot phatiém | 24 |TCCS |Hop 1 1o VN-23193-22
Cefpirom sulfat) thang
1000mg
55 |Verzox 1000 Ceftizoxim (dudi dang|Bot pha tiém | 24 |USP4 2/Hop 1 1o VN-23194-22
Ceftizoxim natri) thang
1000mg
31. Cong ty diing ky: Cong ty TNHH mét thanh vién dwge phiam PV HEALTHCARE (P/c: 4/5 Khu Dan
Cu Van Xuan Ddt Viét, Puong sé 5, Phwong Binh Hung Hoa, Qudn Binh Tan, Thanh phé Ho Chi Minh - Viét
Nam)
31.1 Nha san xuét: The Acme Laboratories Ltd. (B/c: Dhulivita, Dhamrai, Dhaka - Bangladesh)
. 4t chinh - a0 |Tudi | Tig : £ Lo
STT Tén thube Hoat fhat chinh Dang E)ao TIEl:J QL’Jy canfh $6 ding ky
Ham luwgng che tho | chuan dong goi
56 |PV-Biso Bisoprolol fumarate |Vién nén bao | 24 |USP 41Hop 3 vi x 10 VN-23197-22
5mg phim thang vién
57 |Salmolin Syrup, 60 Mbi 5ml chira Siro 24 |BP Hop 1 Chai x 60 | VN-23198-22
Salbutamol (dudi dang thang (hién  |ml
Salbutamol sulfat) hanh
2mg
58 |TRIGOAL 500 TABLET |Calci (duéi dang calci |Vién nén bao | 24 [NSX [Hop 10 vi x 10 VN-23199-22
carbonat 1250mg) phim thang vién
500mg
32. Cong ty ding ky: Cong ty TNHH mét thanh vién dwoc phim Viét Tin (P/c: S6 64 L& Loi, Phuong 4,
Qudn GO Vip, Thanh phé Hé Chi Minh - Viét Nam)
32.1 Nha san xuét: Saga Lifesciences Limited (P/c: Survey No. 198/2 & 198/3, Chachrawadi Vasna, Ta-
Sanand, District: Ahmedabad 382210 - India)
. 4t chinh - : Tudi | Tia : £ ax .
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tlel: Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan doéng goi
59 |Rufen 400 Ibuprofen 400mg Vién nén bao | 36 |BP Hop 10 vi x 10 VN-23200-22
dudng thang 2017 |vién
33. Cong ty diing ky: Cong ty TNHH Mt thanh vién Vimepharco (B/c: O s6 6 tang 5, Toa nha D2 Gidng
V8, Qudn Ba Dinh, Thanh pho Ha Néi - Viét Nam)
33.1 Nha san xuat: Belmedpreparaty RUE (B/c: 220007, Minsk, 30 Fabritsius Street - Belarus)
. 4t chinh - : Tudi | Tia : £ ax .
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tlel: Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan doéng goi
60 |Cytarabine-Belmed Cytarabin 1000mg Bot dong khé | 36 |TCCS [Hop 1 1o VN-23201-22
pha tiém thang

34. Cong ty ding ky: Cong ty TNHH Thwong mai Dich vu K¥ thuit Pire Viét (P/c: s6 1, ngéach 26/31
Nguyén Hong, Phuong Lang Ha, Qudn Péng Pa, Ha Noi - Viét Nam)

34.1 Nha san xuét: Panpharma (P/c: Z.1. du Clairay, 35133 Luitré - France)

Trang 11




. 4t chinh - 30 |Tudi | Ti 5 Ao
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy ca(fh $6 ding ky
Ham lugng ché tho | chuan dong goi
61 [Amoxicilline Panpharma |Amoxicillin (dudi Bot thude pha| 36 |[NSX  [Hop chia 25 lo, | VN-23202-22
29 dang Amoxicillin tiém thang lo 17ml chuira 2g

natri) 29

Amoxicillin

35. Cong ty ding ky: Cong ty TNHH Thwong mai duge pham Van Ho (B/c: 16/38 Ngd Lénh Cu, Kham
Thién, P. Thé Quan, Q. Pong Pa, Ha Néi - Viét Nam)
35.1 Nha san xuat: Celogen Generics Private Limited (B/c: Plot No. 646/1&2, Agrawal Industrial Estate,
Somnath Road, Dabhel, Daman-396 210 - India)

, 4t chinh - a0 |Tubi | Tie ; o
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg Ql:ly cacfh S diing ky
Ham lrong ché tho | chuan déng goi
62 |Pregagen 75 Pregabalin 75mg Vién nang 36 |NSX |Hop 3vix 10 VN-23203-22
cliing thang vién

36. Cong ty ding ky: Cong ty TNHH thwong mai Nam Pong (D/c: S6 nha 2, ngd 164/117, Phé Vicong
Thira Vii, phuong Khwong Trung, Qudn Thanh Xuan, Ha Ngi - Viét Nam)

36.1 Nha san xuét: Faes Pharma, S.A. (P/c: C/ Méaximo Aguirre, 14, Lejona-Leioa, 48940 Vizcaya - Spain)

; 4t chinh - 30 |Tudi | Tie 4 e
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan doéng goi
63 |Defax Mai vién nén chira: | Vién nén 36 |Nha [Hép 2 vix 10 VN-23204-22
Deflazacort 6mg thang [san vién
suét
36.2 Nha san xuét: KRKA, D.D., Novo Mesto (P/c: Smarjeska cesta 6, 8501 Novo mesto - Slovenia)
. 4t chinh - a0 |Tudi | Tig 2 £ Lo
STT Tén thube Hoat fhat chinh Dang E)ao TIEl:J Ql:ly cacfh S diing ky
Ham legng ché tho | chuan dong goi
64 |Linezolid Krka 600 mg Linezolid 600mg Viénnén bao | 36 |[NSX |Hop1vix10 VN-23205-22
phim thang vién
65 |Roswera 5 mg film-coated [Rosuvastatin (dudi Vién nén bao | 36 |NSX [Hop 3vix 10 VN-23206-22
tablets dang Rosuvastatin phim thang vién
calcium) 5mg

37. Cong ty diang ky: Cong ty TNHH Thwong mai Thanh Danh (B/c: Toa nha TAASAH, Phong 3, rang 1,
s6 T49/14/4 Huynh Tdn Phét, P. PhU Thudn, Qudn 7, TP. Hé Chi Minh - Viét Nam)
37.1 Nha san xuat: Lincoln Pharmaceuticals Ltd. (B/c: Trimul Estate, Khatraj, Ta. Kalol, Dist:
Gandhinagar Gujarat - India)

. 4t chinh - 30 |Tudi | Ti 5 Ao
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy canfh $6 ding ky
Ham lwgng ché tho | chuan dong goi
66 |Qunflox-500 Levofloxacin (duéi  |Viénnén bao | 36 |[NSX |Hop 5vix 10 VN-23207-22
dang Levofloxacin phim thang vién
hemihydrat) 500mg

Trang 12




38. Cong ty ding ky: Cong ty TNHH TM DP Pong Phwong (P/c: 119, Puong sé 41, Phurong Tan Quy,
Qudn 7, Tp. Ho Chi Minh - Viét Nam)

38.1 Nha san xuét: Aurochem Pharmaceuticals (India) Pvt.Ltd. (B/c: 58 Palghar Taluka Industrial Co-
Op. Estate Ltd.Boisar Road, Tal. Palghar, Thane 401 404, Maharashtra State - India)

. At chinh - a0 |Tudi | Tig : £oae Lo
STT Tén thube Hoat fhat chinh Dang E)ao TIEl:J QL’Jy canfh $6 diing ky
Ham lugng che tho | chuan dong goi
67 |Sartinlo 50 Losartan Potassium  |viénnénbao | 36 |[TCCS |Hop 3 vix 10 VN-23208-22
50mg phim thang vién

39. Cong ty ding ky: Cong ty TNHH xuit nhap khiu va phan phoi dwgc phim Ha Noi (D/c: So 23 Pho
Virong Thira Vi, Phirong Khwong Mai, Qudn Thanh Xuan, Thanh phé Ha Ngi - Viét Nam)

39.1 Nha san xuat: Bros Ltd (P/c: Galinis 15 & Avgis, Nea Kifisia Attiki, 14564 - Greece)

, 4t chinh - a0 |Tubi | Tie ; fan
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy canfh $6 diing ky
Ham lwgng ché tho | chuan dong goi
68 |Brosiral Meloxicam Dung dich 60 [NSX |Hop 5 ong VN-23209-22
15mg/1,5ml tiém thang

40. Cong ty dang ky: DKSH Singapore Pte. Ltd. (B/c: 47, Jalan Buroh, #09-01, Singapore (619491) -
Singapore)

40.1 Nha san xuét: Vianex S.A.- Plant C (B/c: 16th km Marathonos Avenue, Pallini Attiki, 15351 - Greece)

Co sé dong géi cAp 2 va xuat xwéng: Lilly France (P/c: Zone Industrielle, 2 rue du colonel Lilly,
Fegersheim, 67640 - France)

STT Tén thube Hoat Fhét chinh- | Dang an Tudi Tiél: Ql’Jy Cé(fh S6 diing ky
Ham lrong ché tho | chuan doéng goi

69 |Alimta Pemetrexed (dudi Bot dong khé | 36 |TCCS [Hop 1 1o VN-23210-22
dang Pemetrexed pha dung dich|thang
dinatri heptahydrat)  |tiém truyén
100mg

70 |Alimta Pemetrexed (dudi Bot dong khd | 36 |TCCS |Hop 1 1o VN-23211-22
dang Pemetrexed pha dung dich|thang
dinatri heptahydrat)  |tiém truyén
500mg

41. Cong ty diang ky: Egis Pharmaceuticals Private Limited Company (D/c: 1106 Budapest, Kereszturi (t,
30-38 - Hungary)

41.1 Nha san xuat: Egis Pharmaceuticals Private Limited Company (P/c: 1165 Budapest, Bokényfoldi Gt
118-120 — Hungary)

Co sé déng goi va xuit xwong: Egis Pharmaceuticals Private Limited Company (B/c: 1165 Budapest,
Bokényfoldi ut 118-120., Hungary)

. 4t chinh - 30 |Tudi | Ti 5 Ao
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy ca(fh $6 diing ky
Ham lugng ché tho | chuan dong goi
71 |Meloflam 7.5 mg Meloxicam 7,5mg Vién nén 36 |TCCS |Hop 1vi, 2 vi VN-23212-22
thang x 10 vién
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42. Cong ty dang ky: Ferring Private Ltd. (P/c: 168 Robinson Road, #13-01 Capital Tower, Singapore
068912 - Singapore)

42.1 Nha san xuét: Ferring GmbH (B/c: Wittland 11, 24109 Kiel - Germany)

Co sé dong goi va xuit xwong: Ferring International Center SA (D/c: Chemin de la Vergognausaz 50,
1162 Saint-Prex - Thuy Sp)

STT Tén thube Hoat Fhét chinh- | Dang E)ao Tudi Tiél: Ql’Jy Cé(fh S6 diing ky
Ham lrgng ché tho | chuan doéng goi
72 |Fertipeptil Triptorelin acetate Dung dich 36 |NSX [Hop 7 bom tiém | VN-23213-22
(tuong duong tiém duéi da |thang x iml
Triptorelin dang base
tu do 0,0956mg/ml)
0,1mg/ml;

43. Cong ty dang ky: Flamingo Pharmaceuticals Limited (P/c: 7/1, Corporate Park, Sion-Trombay Road,
P.0.Box No.: 27257, Chembur, Mumbai, Mumbai City MH 400071 IN - India)

43.1 Nha san xuét: Flamingo Pharmaceuticals Ltd. (B/c: R-662, T.T.C Industrial Area, MIDC, Rabale,
Navi Mumbai Thane 400701, Maharashtra State - India)

STT Ton thube Hoat th“it chinh- | Dang ?ao Tubi Tiég Quy céch S diing ky
Ham lugng ché tho | chuan dong goi
73 |Amiodarone Tablets BP  |Amiodaron Vién nén 36 |BP Hop 3 vix 10 VN-23214-22
200 mg hydroclorid 200mg thang|2017 |vién nén; Hop 5
vi X 10 vién nén;
Hop 10 vi x 10
Vién nén
74 |Celecoxib capsules 100mg |Celecoxib 100mg Vién nang 36 |TCCS |Hop3vix10 VN-23215-22
cling thang vién; hop 5 vi X
10 vién; hop 10
vi X 10 vién
75 [Meloxicam Tablets 7.5mg |Meloxicam 7,5mg Vién nén 36 |TCCS [Hop 1vix 10 VN-23216-22
thang vién nén; hop 3
vi x 10 vién
nén; hop 5 vi x
10 vién nén;
hép 10 vi x 10
Vién nén

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

44.1 Nha san xuat: Glenmark Pharmaceuticals Ltd. (B/c: (Unit 1), Village Bhattanwala, O.0. Rajpura,
Nalagarh, Distt. Solan (H.P.) - India)

’ 4t chinh - 30 |Tudi | Tje 4 e
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg Ql:ly cacfh S diing ky
Ham lrgng ché tho | chuan déng goi
76 |Desglen Desonide 0.05% kl/kl |Kem béi 36 |NSX [Hép 1 tuyp 159 VN-23217-22
ngoai da thang hoac 30g

Trang 14




44.2 Nha san xuit: Glenmark Pharmaceuticals Ltd. (9/c: Plot No. S-7, Colvale Industrial Estate, Colvale,

Bardez, Goa - 403513 - India)

. 4t chinh - 30 |Tudi | Ti 5 Ao
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy canfh $6 ding ky
Ham lwgng ché tho | chuan dong goi
77 |Dipsotrex Calcipotriol 0.005% |Thuc m& 18 |INSX |Hop 1 tuyp 30g VN-23218-22
KI/KI; thang

45. Cong ty dang ky: Gracure Pharmaceuticals Limited (P/c: 251-254, lInd Floor, DLF Tower, 15 Shivaji
Marg, New Delhi, West Delhi DL 110015 - India)

45.1 Nha san xuét: Gracure Pharmaceuticals Ltd. (P/c: E-1105 RIICO Industrial Area, Phase 111, Bhiwadi,

Alwar (Rajasthan) - India)

; 4t chinh - 30 |Tudi | Tie 4 e
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan doéng goi
78 |Caltor-20 Atorvastatin (duéi Viénnén bao | 36 |Nha [Hop 3vix 10 VN-23219-22
dang Atorvastatin phim thang [san vién
calcium trihydrat) Xuét
20mg
79 |Caltor-40 Atorvastatin (dudi Vién nén bao | 36 |TCCS [Hop 3vix 10 VN-23220-22
dang Atorvastatin phim thang vién
calcium trihydrat)
40mg
80 |Prolufo Alfuzosin Vién nén bao | 24 |USP 43H¢p 3 vi x 10 VN-23223-22
hydrochloride 10mg |phim giai thang vién
phong cham

45.2 Nha san xuét: Gracure Pharmaceuticals Ltd. (B/c: E-1105, Industrial Area, Phase-111, Bhiwadi (Raj) -

India)
. 4t chinh - 30 |Tudi | Ti 5 Ao
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy ca(fh $6 diing ky
Ham lugng ché tho | chuan dong goi
81 |Kamestin Cream Clotrimazol 1% w/w |Kem 36 |USP 40Hop 1 tuyp 20g VN-23221-22
thang

45.3 Nha san xuét: Gracure Pharmaceuticals Ltd. (B/c: E-1105, RIICO Industrial Area, Phase 111 Bhiwadi,

Alwar (Rajasthan) - India)

STT Ten thube Hoat fhét chinh- | Dang E)ao Tudi TiélRJ Ql’Jy Cé(fh S6 diing ky
Ham lrgng ché tho | chuan dong goi
82 |Omeptul Omeprazole USP Vién nang 36 |USP 41Hop 10 vi x 10 VN-23222-22
(dang enteric coated |cirng chira thang vién
pellet 266,667mg) pellet bao tan
20mg trong ruot

Trang 15




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

46.1 Nha san xuét: Hetero Labs Limited (B/c: Unit-V, Sy. No. 439, 440, 441 & 458, TSIIC Formulation
SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana State - India)

STT Tén thube Hoat Fhét chinh- | Dang E)ao Tudi Tiél: Ql’Jy Cé(fh S6 diing ky
Ham lrgng ché tho | chuan doéng goi
83 |Aritero 10 Avripiprazole 10mg Vién nén 24 INSX |Hop3vix10 VN-23224-22
thang vién
84 |Eprosartan Tablets 600mg |Eprosartan (dudi dang [Vién nén bao | 24 |NSX [Hop 3vix 10 VN-23225-22
Eprosartan mesylat)  |phim thang vién
600mg

46.2 Nha san xuit: M/s. Hetero Labs Limited (B/c: Unit-111, 22-110, IDA, Jeedimetla, Hyderabad-500055,
Telangana - India)

; 4t chinh - 30 |Tudi | Tie 4 e
STT Tén thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan doéng goi
85 [Tadafil 2.5 Tadalafil USP 2.5mg [Viénnén bao | 24 |NSX |H6p 10 vi x 10 VN-23226-22
phim thang vién

47. Cong ty dang ky: 1l-Yang Pharm Co., Ltd (P/c: (Hagal-dong), 110, Hagal-ro, Giheung-gu Yongin-si,
Gyeonggi-do - Korea)

47.1 Nha san xuét: JSC "Farmak" (B/c: 74 Frunze str, Kiev, 04080 - Ukraine)

. 4t chinh - a0 |Tudi | Tig 2 £ Lo
STT Tén thube Hoat fhat chinh Dang E)ao TIEl:J Ql’Jy cacfh S diing ky
Ham legng ché tho | chuan dong goi
86 |Evrizam Piracetam 400mg; Vién nang 36 |TCCS |Hop 6 vix 10 VN-23227-22
Cinnarizin 25mg clirng thang vién

48. Cong ty dang ky: INBIOTECH L.T.D. (b/c: 5 A, Triaditza str., Sofia 1000 - Bulgaria)
48.1 Nha san xuat: INBIOTECH LTD. (B/c: 7 Sheinovo Str. 1504 Sofia - Bulgaria)

Co s6 chiu trach nhiém san xuit dang bao ché, déng géi so' cip va thir cAp: PHARMA PLC. (B/c: 13
Neofit Rilski Str. 2600 Dupnitsa - Bungary)

STT Ton thube Hoat th“it chinh- | Dang ?ao Tubi Tiég Quy céch $6 diing ky
Ham lugng ché tho | chuan dong goi
87 |Bioprazol 20 mg Omeprazol 20mg vién nang 36 |TCCS |Hopllox 14 VN-23228-22
cliimg chira thang vién, hop 1 1o x
pellet ban tao 28 vién
trong rudt

49. Cong ty dang ky: Joint Stock Company "'Kalceks" (D/c: 53 Krustpils Street, Riga, LV-1057 - Latvia)

49.1 Nha san xuét: Co sé san xuét, déng goi va kiém nghiém: HBM Pharmas.r.o (P/c: Skablinska 30,
03680 Martin — Slovakia)

Co sé xuit xwong: Joint Stock Company "'Kalceks" (P/c: 71E, Krustpils Street, Rixga, LV-1057 - Latvia)

Trang 16



; 4t chinh - 30 |Tudi | Ti 4 e
STT Ton thube Hoat Fhat chinh Dang E)ao Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan doéng goi
88 |Zodamid 5mg/1ml solution|Midazolam 5mg/ml  |Dung dich 48 |NSX |Hop 10 6ng 1ml | VN-23229-22
for injection/infusion tiém hodc thang
tiém truyén

50. Cong ty dang ky: Macleods Pharmaceuticals Limited (P/c: 304, Atlanta Arcade, Marol Church Road,
Andheri (E.), Mumbai, Maharashtra 400 059 - India)

50.1 Nha san xuit: Macleods Pharmaceuticals Limited (B/c: Block N-2, Village Theda, Post Office
Lodhimajra Tehsil Baddi, Distt. Solan, Himachal Pradesh-174101 - India)

. 4t chinh - 30 |Tudi | Tje 5 e
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy cacfh S diing ky
Ham lwgng ché tho | chuan dong goi
89 |Declot 2 Warfarin natri (dugi | Vién nén 36 |USP 40Hop 2 vi x 10 VN-23231-22
dang Warfarin natri thang vién
crystallin clathrate)
2mg
50.2 Nha san xuét: Macleods Pharmaceuticals Limited (B/c: Plot No: 7, Survey No: 363/1, Ganesh
Industrial Estate, Kachigam, Daman (UT)- 396210 - India)
; 4t chinh - 30 |Tudi| Tie e e
STT Tén thube Hoat ‘chat chinh Dang E)ao Tle;J Ql’Jy cacfh S diing ky
Ham hrong ché tho | chuan déng goi
90 |Acuclav 625 Amoxiccilin (dudi Vién nén bao | 24 |USP 37/ |Hop 2 vixéx 10| VN-23230-22
dang Amoxicilin phim thang|TCCS  |vién

trihydrat) 500mg;
Acid clavulanic (dang
Diluted Potassium
Clavulanate (Potssium
Clavulanate: Avicel
1:1)) 125mg

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

51.1 Nha san xuét: Pharmathen International S.A. (P/c: Industrial Park Sapes Rodopi Prefecture, Block
No 5, Rodopi 69300 - Greece)

. At chinh - a0 |Tudi | Tie : £ Lo
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy ca(fh $6 ding ky
Ham lugng ché tho | chuan dong goi
91 |Prelynca Pregabalin 50mg Vién nang 36 |NSX [Hop 3vix7 vién| VN-23232-22
cliing thang

52. Cong ty dang ky: Merck Export GmbH (B/c: Frankfurter Strale 250, 64293 Darmstadt - Germany)
52.1 Nha san xuat: Merck Healthcare KGaA (P/c: Frankfurter StraRe 250, 64293 Darmstadt — Germany)
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. at chinh - 3 Tudi | Tie : P .
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tlel: Ql’Jy cacfh S diing ky
Ham lrgng ché tho | chuan doéng goi
92 |Levothyrox Levothyroxine natri  |vién nén 36 |NSX |Hop 2 vix 15 VN-23233-22
100mcg thang vién
93 |Levothyrox Levothyroxine natri  |vién nén 36 |NSX [Hop 2 vix 15 VN-23234-22
75mcg thang vién
53. Cong ty dang ky: MI Pharma Private Limited (H/c: Unit No. 402 & 403, Viva Hub Town, Shankar
Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060, Maharashtra - An Dg)
53.1 Nha san xuat: Mylan Laboratories Limited (£/c: Plot No. 11, 12 & 13 Indore Special Economic Zone
Pharma Zone, Phase — 11, Sector — 111, Pithampur 454775, Dist. Dhar, Madhya Pradesh - India)
. At chinh - 0 |Tuodi | Tié A £
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tleg QL’Jy Catff_] Sé dang ky
Ham lwgng ché tho | chuan dong goi
94 |[Emtricitabine and tenofovir|Emtricitabine 200mg; [Viénnén bao | 24 [NSX |Hop 1chaix 30 | VN-23235-22
alafenamide tablets Tenofovir alafenamide |phim thang vién
200mg/25mg (dudi dang Tenofovir
alafenamide fumarate)
25mg
54. Cong ty dang ky: Micro Labs Limited (P/c: No. 31, Race Course Road, Bengaluru - 560 001,
Karnataka - India)
54.1 Nha san xuat: M/s. Micro Labs Limited (B/c: No. 92 Sipcot Industrial Complex, Hosur-635 126, Tamil
Nadu - India)
. at chinh - 3 Tudi | Tie : P .
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tlel: Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan doéng goi
95 |Hipril-A Plus Lisinopril 10mg; Vién nén 36 |NSX |Hop3vix10 VN-23236-22
Amlodipin (duéi dang thang vién
Amlodipin besilat)
5mg
55. Cong ty dang ky: Micro Labs Limited (P/c: No.27, Race Course Road, Bangalore 560 001 - India)
55.1 Nha san xuét: Micro Labs Limited (P/c: Plot No. 121 - 124, K.I.A.D.B, Bommasandra Industrial Area,
4th Phase, Anekal Taluk, Bangalore - 560099 - India)
. At chinh - 0 |Tuoi | Tié A £
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tleg QL’Jy Catff_] Sé dang ky
Ham lwgng ché tho | chuan dong goi
96 |Cifataze DT-100 Cefixim (dudi dang  |Vién nén phan| 36 |NSX [Hép 1vix 10 VN-23237-22
Cefixim trihydrat) tan khong bao |thang vién
100mg
97 |Cifataze DT-200 Cefixim (dudi dang  |[Vién nén 36 |NSX |Hop 1vix10 VN-23238-22
Cefixim trihydrat) phan tan thang vién
200mg khéng bao

56. Cong ty dang ky: Novartis (Singapore) Pte Ltd (P/c: 10 Collyer Quay, # 10-01, Ocean Financial Centre

Singapore (049315) - Singapore)
56.1 Nha san xuéat: BAG Health Care GmbH (B/c: Amtsgerichtsstrasse 1-5, D-35423 Lich - Germany)
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STT Ton thube Hoat th“it chinh- | Dang an Tubi Tiég Quy céch $6 ding ky
Ham lwgng ché tho | chuan dong goi
98 |Caspofungin Sandoz Caspofungin (dudi Bot phadung | 24 |NSX |Hop 01 lo VN-23239-22
dang Caspofungin dich dam dic |thang
acetate) 50mg dé pha dung
dich tiém
truyén
99 |Caspofungin Sandoz Caspofungin (dudi Bot phadung | 24 |NSX |Hop 01 lo VN-23240-22
dang Caspofungin dich dam dic |thang
acetate) 70mg dé pha dung
dich tiém
truyén

56.2 Nha san xuat: Sandoz Private Limited (B/c: MIDC, Plot No. 8-A/2, 8-B; T.T.C. Ind. Area, Kalwe
Block, 400708 Navi Mumbai - India)

. 4t chinh - 30 |Tudi | Ti 5 Ao
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy ca(fh $6 diing ky
Ham lugng ché tho | chuan dong goi
100 |Tigerfil 50 mg Sildenafil (duéi dang |Vién nén 24 INSX [Hop 1vix4 vién| VN-23241-22
Sidenafil citrat) 50mg thang nén

57. Cong ty dang ky: Novartis Pharma Services AG (D/c: Lichtstrasse 35, 4056 Basel - Switzerland)
57.1 Nha san xuat: Novartis Farmaceutica SA (P/c: Ronda de Santa Maria 158, 08210 Barbera del Valles,

Barcelona - Spain)

STT Ten thube Hoat Fhfit chinh- | Dang E)ao Tubi Tiég Quy cach $6 ding ky
Ham lugng ché tho | chuan dong goi
101 |Ultibro Breezhaler Indacaterol (dudi dang|Bot hit chita | 18 |NSX  [Hop 3 vi x 10 VN-23242-22
Indacaterol maleat)  |trong nang thang vién kem 1 dung
110mcg; cliing cu hit
Glycopyrronium
(dudi dang

Glycopyrronium
bromide) 50mcg

57.2 Nha san xuat: Novartis Singapore Pharmaceutical Manufacturing Pte. Ltd. (B/c: 10Tuas Bay Lane,
637461 Singapore — Singapore)

Co s dong goi va xuit xwéng: Novartis Saglik, Gida ve Tarim Urunleri San. ve Tic. A.S. (P/c:
Yenisehir Mahallesi Ihlara Vadisi Sokak No. 2, Pendik, Istanbul, TR 34912 - Thé Nhi Kp)

STT Tén thube Hoat Fhét chinh- | Dang an Tudi Tiél: Ql’Jy Cé(fh S6 diing ky
Ham lrong ché tho | chuan doéng goi
102 |Galvus Met 50mg/1000mg |Vildagliptin 50mg; Vién nén bao | 18 |NSX [Hop 6 vix 10 VN-23243-22
Metformin phim thang vién
hydrochlorid 1000mg
103 |Galvus Met 50mg/500mg |Vildagliptin 50mg; Vién nén bao | 18 |NSX [Hop 6 vix 10 VN-23244-22
Metformin phim thang vién

hydrochlorid 500mg
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104 |Galvus Met 50mg/850mg |Vildagliptin 50mg; Vién nén bao | 18 |NSX [Hop 6 vix 10 VN-23245-22
Metformin phim thang vién
hydrochlorid 850mg

58. Cong ty dang ky: Paradigm Pharma (Thailand) Co., Ltd. (P/c: No.87, M Thai Tower 15th Floor, All
Seasons Place, Wireless Road, Lumphini Sub-District, Pathum Wan District, Bangkok Metropolis - Thailand)

58.1 Nha san xuat: Berlin Pharmaceutical Industry Co., Ltd. (B/c: 222 Romklao Road, Klongsampravet,
Latkrabang, Bangkok 10520 - Thailand)

. At chinh - a0 |Tudi | Tig : £oae Lo
STT Tén thube Hoat fhat chinh Dang E)ao TIElA:I QL’Jy cac,h $6 diing ky
Ham lugng che tho | chuan dong goi
105 |Caraten 12.5 Carvedilol 12,5mg Vién nén 24 |USP |Hop 10vix 10 VN-23246-22
thang vién

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

59.1 Nha san xuét: Pfizer Pharmaceuticals LLC (P/c: Km 1.9, Road 689, Vega Baja, Puerto Rico (PR)
00693 - USA)

Co sé dong goi va xuit xwong: Pfizer Manufacturing Deutschland GmbH (D/c: Betriebsstatte Freiburg,
Mooswaldalle 1, 79090 Freiburg - Germany)

. 4t chinh - 30 |Tudi | Ti 5 o
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy cac,h $6 ding ky
Ham lwgng ché tho | chuan dong goi
106 |Celebrex Celecoxib 200mg; Vién nang 36 |[Nha [Hop 3vix 10 VN-23247-22
cing thang |san vién
suat

60. Cong ty dang ky: PharmEng Technology Pte. Ltd (D/c: 1 Fusionopolis Place #03-20, Galaxis,
Singapore (138522) - Singapore)

60.1 Nha san xuét: Pro.Med.CS Praha a.s (B/c: Telcskd 377/1, 140 00, Praha 4 - Michle - Czech Republic)

. 4t chinh - 30 |Tudi | Ti 5 Ao
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy cac,h $6 diing Ky
Ham lwgng ché tho | chuan dong goi
107 |Bisotexa Bisoprolol fumarate |Vién nén 36 |NSX |Hop 3 vi, 10 vi VN-23248-22
10mg thang x 10 vién
108 |Bisotexa Bisoprolol fumarate |Vién nén 36 |NSX |Hop 3 vi, 10 vi VN-23249-22
5mg thang x 10 vién

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

61.1 Nha san xuit: PT. Novell Pharmaceutical Laboratories (B/c: JI. Wanaherang No. 35, Tlajung Udik,
Gunung Putri, Bogor 16962 - Indonesia)
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STT Tén thube Hoat Fhét chinh- | Dang E)ao Tudi Tiél: Ql’Jy Cé(fh S6 diing ky
Ham lrgng ché tho | chuan doéng goi

109 |N-EPI Norepinephrine Dung dich 18 |TCCS [Hop 5 6ng x 4ml| VN-23250-22
Img/ml (dudi dang  |tiém thang
Norepinephrine
bitartrate);

110 |Novorin Leucovorin (duéi dang|Dung dich 24 |NSX [Hop 1 1o 5ml VN-23251-22
Leucovorin Calcium) |tiém thang
10mg/ml

62. Cong ty dang ky: Santen Pharmaceutical Asia Pte. Ltd. (D/c: 6 Temasek Boulevard, #37-01, Suntec
Tower Four, Singapore 038986 - Singapore)

62.1 Nha san xuat: Santen Pharmaceutical Co., Ltd. - Nha may Shiga (P/c: 348-3, Aza-suwa, Oaza-shide,
Taga-cho, Inukami-gun, Shiga - Japan)

Co sé dong goi va xuit xwong: Santen Pharmaceutical Co., Ltd. - Nha may Noto (B/c: 2-14, Shikinami,
Hodatsushimizu-cho, Hakui-gun, Ishikawa - Japan)

Hoat chit chinh - | Dangbao |Tudi | Tiéu Quy céch

STT Tén thud . - _ S6 diing ky
1oe Ham legng ché tho | chuan dong goi i
111 |Taptigom-MD Tafluprost Dung dich 36 |TCCS [Hop 11o 2,5ml VN-23252-22
0,015mg/ml; Timolol |nhé mét thang

(dudi dang Timolol
maleat) 5Smg/ml

63. Cong ty dang ky: Torrent Pharmaceuticals Limited (D/c. Torrent House, Off Ashram road, Ahmedabad-
380 009, Gujarat - India)

63.1 Nha san xuat: Torrent Pharmaceuticals Ltd. (P/c: Indrad-382721, Tal: Kadi, City: Indrad, Dist:
Mehsana - India)

STT Tén thube Hoat Fhét chinh- | Dang E)ao Tudi Tiél: Ql’Jy Cé(fh S6 diing ky
Ham lrong ché tho | chuan doéng goi
112 |Defetor 250 Deferasirox 250mg | Vién nén 24 INSX |Hop 1vix 10 VN-23253-22
thang vién; hop 3 vi X
10 vién ; hop 10
vi X 10 vién
113 |Rosucor 10 Rosuvastatin (dudi Vién nén bao | 36 |NSX [Hop 3vix 10 VN-23254-22
dang Rosuvastatin phim thang vién
calcium) 10mg
114 |Rosucor 20 Rosuvastatin (dudi Vién nén bao | 36 |NSX [Hop 3vix 10 VN-23255-22
dang Rosuvastatin phim thang vién
calcium) 20mg
115 |Torfil 10 Tadalafil 10mg Viénnén bao | 24 |[NSX |Hop1lvix 10 VN-23256-22
phim thang vién; 3 vi x 10
vién; 10 vi x 10
vién
116 |Torfil 2.5 Tadalafil 2,5mg Viénnén bao | 24 |[NSX |Hop1lvix 10 VN-23257-22
phim thang vién; 3 vi x 10
vién; 10 vi x 10
vién
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117 |Torfil 20 Tadalafil 20mg Viénnén bao | 24 |[NSX |Hop1lvix 10 VN-23258-22
phim thang vién; 3 vi x 10
vién; 10 vi x 10
vién
118 |Torfil 5 Tadalafil 5mg Viénnén bao | 24 |[NSX |Hop1lvix 10 VN-23259-22
phim thang vién; 3 vi x 10
vién; 10 vi x 10
vién
119 [Torzesim 20 Ezetimibe 10mg; Vién nén 24 INSX [Hop 3vix 10 VN-23260-22
Simvastatin 20mg thang vién; Hop 10 vi x
10 vién

64. Cong ty dang ky: Zuellig Pharma Pte. Ltd. (D/c: 15 Changi North Way, #01-01, Singapore (498770) -
Singapore)

64.1 Nha san xuat: LEO Laboratories Ltd (B/c: 285 Cashel Road, Crumlin, Dublin 12, D12 E923 -

Ireland)
. 4t chinh - 30 |Tudi | Ti 5 Ao
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy ca(fh $6 diing ky
Ham lugng ché tho | chuan dong goi
120 |Protopic Tacrolimus (duéi dang| Thudc m& 24 INSX [Hop 1tuyp 10g, | VN-23261-22
Tacrolimus thang hop 1 tuyp 30g
monohydrate) 1mg/g

Trang 22




1. Cong ty dang ky: Cadila Healthcare Ltd. (D/c: "Zydus Tower" Satellite Cross Road, Sarkhej Gandhinagar

Phu luc 11

DANH MUC 14 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 110

(Ban hanh kém theo quyét dinh sé: ... 621...../0P-QLD, ngay 11./.10/.2022ciia Cuc Qudn 1y Duoc)

Highway, Ahmedabad 380 015 - India)

1.1 Nha san xuat: Cadila Healthcare Limited (P/c: Plot No. 417, 419, 420, Sarkhej- Bavla National
Highway No.8A, Village- Moraiya, Tal. Sanand Dist- Ahmedabad, 382 210 - India)

i X , _ N T Re oA , p . .
STT Tén thube Hoat ‘chat chinh Dang E)ao uoi TleLXJ QL’Jy Ca(fh Sé ding ky
Ham lugng ché tho | chuan dong goi
1 |Apixaban Tablets 2.5mg [Apixaban 2,5mg Vién nén bao | 36 |NSX [Hop 3vix 10 VNS3-407-22
phim thang vién
2 |Apixaban Tablets 5mg Apixaban 5mg Vién nén bao | 36 |NSX [Hop 3vix 10 VN3-408-22
phim thang vién
2. Cong ty ding ky: Cong ty ¢6 phan dwge pham Vipharco (B/c: S6 67, ngd 68, dwong Ngoc Thuy, phuong
Ngoc Thuy, Qudn Long Bién, Ha Ngi - Viét Nam)
2.1 Nha san xuét: Thymoorgan Pharmazie GmbH (B/c: Schiffgraben 23-38690 Goslar - Germany)
. At chinh - a0 |Tudi | Tie : £
STT Tén thube Hoat ‘chat chinh Dang E)ao uoi TleLXJ QL’Jy Ca(fh Sé diing ky
Ham lugng ché tho | chuan dong goi
3 |Doxorubicin HCI Karma |Doxorubicin Dung dich 24 INSX |Hop 11lo 5mi; VN3-409-22
2mg/ml solutin for hydrochlorid 2mg/ml  |tiém truyén  |thang 10ml; 25ml,
injection 100ml
4 |Epirubicin HCI Karma Epirubicin Dung dich 36 |[NSX |Hop 1 1o 5ml; VN3-410-22
2mg/ml solution for hydrochlorid (twong  |tiém truyén  |thang hép 1 1o 10ml;
injection duong Epirubicin hop 1 1o 25ml;
1,87mg) 2mg/iml hép 1 1o 100ml
3. Cong ty ding ky: Cong ty TNHH DKSH Pharma Viét Nam (P/c: Sé 23 Pai 16 Péc Lip, khu cdng nghiép
Viét Nam - Singapore, Phuong Binh Hoa, Thanh phé Thudn An, tinh Binh Duong - Viét Nam)
3.1 Nha san xuat: M/s. Mylan Laboratories Limited [OTL] (P/c: Plot no. 284-B, Bommasandra - Jigani
Link Road, Industrial Area, Anekal Taluk, Bangalore — 560 105 - India)
. 4t chinh - 3 Tudi | Tié : £ ax .
STT Ton thube Hoat fhat chinh Dang Pao uol Tleg Ql:ly cacfh Sé dang Ky
Ham lugng ché tho | chuan dong goi
5 [lrinotecan Mylan Irinotecan hydroclorid {Dung dich 24 |TCCS [Hop 11o x 5ml VN3-411-22
trihydrat 100mg/5ml |pha tiém thang
truyén

Trang 1



3.2 Nha san xuat: M/s. Mylan Laboratories Limited [OTL] (P/c: Plot no. 284-B, Bommasandra - Jigani
Link Road, Industrial Area, Anekal Taluk, Bangalore — 560 105 - India)

. 4t chinh - 30 |Tudi | Tie 5 Ao
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy cac,h Sé ding Ky
Ham lwgng ché tho | chuan dong goi
6 [lrinotecan Mylan Irinotecan hydroclorid |Dung dich 24 |TCCS |Hop 11lox2ml VN3-412-22
trinydrat 40mg/2ml  |pha tiém thang
truyén

4. Cong ty diang ky: Cong ty TNHH Duge pham Nhat Anh (B/c: S6 11 Hoang Diéu, phiong 10, Qudn Phi
Nhudn, Thanh phé Ho Chi Minh - Viét Nam)

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

- Spain)
: 4t chinh - a0 | Tubi | Tie ; o
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg QL’Jy cac,h Sé diing ky
Ham lwgng ché tho | chuan dong goi
7 |HELOROXIM 10mg Memantine Vién nén bao | 24 |NSX [Hop 7 vi x 8 vién  VN3-413-22
Film-coated tablets hydrochloride phim thang nén bao phim

5. Cong ty ding ky: Cong ty TNHH mét thanh vién An Phéat (B/c: 1923 Nguyén Hitu Cdanh, Phwong 19,
Qudn Binh Thanh, TP. Ho Chi Minh - Viét Nam)

5.1 Nha san xuét: M/s Shilpa Medicare Limited (B/c: Plot No. $-20 to S-26, Pharma SEZ, TSIIC Green
Industrial Park, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana-509301 - India)

- Ton thube Hoat fhét chinh- | Dang Péo Tudi Tiég Ql:ly Cé(fh S6 diing ky
Ham lrgng ché tho | chuan dong goi
8 |Imatinib Mesylate tablets |Imatinib (du¢i dang |Viénnén bao | 24 |NSX |Hop 3vix 10 VN3-414-22
100 mg Imatinib mesylat) phim thang vién
100mg
9 |Imatinib Mesylate tablets |Imatinib (du¢i dang |Viénnén bao | 24 |NSX |Hop 3vix 10 VN3-415-22
400 mg Imatinib mesylat) phim thang vién
400mg

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

6.1 Nha san xuét: Daiichi Sankyo Europe GmbH (B/c: Luitpoldstrasse 1, 85276 Pfaffenhofen — Germany)

; 4t chinh - 30 |Tudi | Tie . e
STT Tén thube Hoat fhat chinh Dang E)ao TIEl:J Ql’Jy cacfh S diing ky
Ham legng ché tho | chuan dong goi
10 |Jasugrel Prasugrel (duéi dang |Viénnén bao | 24 |[NSX |[Hop2vix 14 VN3-416-22
prasugrel hydroclorid) |phim thang vién
5mg

7. Cong ty dang ky: Novartis (Singapore) Pte Ltd (B/c: 10 Collyer Quay, # 10-01, Ocean Financial Centre
Singapore (049315) - Singapore)

7.1 Nha san xuit: Ebewe Pharma Ges.m.b.H Nfg.KG (P/c: Mondseestrasse 11, 4866 Unterach am Attersee
- Austria)

Trang 2



STT Tén thube Hoat Fhét chinh- | Dang E)ao Tudi Tiég Ql’Jy Cé(fh S6 diing ky
Ham lrgng ché tho | chuan doéng goi
11 |ldarubicin "Ebewe" Idarubicin Dung dich 24 |INSX |Hop 1 1o 10ml VN3-417-22
10mg/10ml hydrochloride dam dic @& |thang
10mg/10ml pha tiém
truyén
12 |ldarubicin "Ebewe" Idarubicin Dung dich 24 |INSX |Hop 1 1o 20ml VN3-418-22
20mg/20ml hydrochloride dam dic @& |thang
20mg/20ml pha tiém
truyén
13 |ldarubicin "Ebewe" Idarubicin Dung dich 24 |INSX |Hop 1 1o 5ml VN3-419-22
5mg/5ml hydrochloride dam dic ¢¢  |thang
5mg/5ml pha tiém
truyén

8. Cong ty diang ky: Torrent Pharmaceuticals Limited (b/c: Torrent House, Off Ashram road, Ahmedabad-
380 009, Gujarat - India)

8.1 Nha san xuét: Torrent Pharmaceuticals Ltd. (B/c: Indrad-382721, Tal: Kadi, City: Indrad, Dist:

Mehsana - India)

; 4t chinh - 30 |Tudi | Tie 4 e
STT Tén thube Hoat Fhat chinh Dang E)ao Tleg Ql’Jy cacfh S diing ky
Ham lrong ché tho | chuan doéng goi
14 |Mementor 10 Memantine Viénnén bao | 24 |NSX [Hop 3vix 10 VN3-420-22
hydrochloride 10mg  |phim thang vién; 10 vi x 10
vién

Trang 3
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