BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Djc 1ap — Tu do — Hanh phiic
Sé: 753 /QP-QLD Ha Ngi, ngay 23 thang 11 nam 2022
QUYET PINH

Vé viéc sira doi thong tin tai Danh muc thudc duoc cap gidy ding Ky hru
hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cép gidy ding ky luu
hanh cia Cuc Quan ly Dugc

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc sé 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii
quy dinh chivc ndng, nhiém vu, quyén han va co cdu té chirc ciia BY Y té;

Can cit Nghi dinh sé6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii quy
dinh chi tiét mot s6 diéu va bién phap thi hanh Ludt Dwoc;

Can cir Nghi dinh sé 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phii
swta doi, bo sung mét s6 quy dinh lién quan dén diéu kién dau tw kinh doanh
thudc pham vi quan Iy nha nwéce ciia B Y té;

Can cir Nghi dinh sé 30/2020/ND-CP ngay 05/3/2020 ciia Chinh phii vé
cong tac van thu;

Can cit Théng tie s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truéng B
Y té quy dinh viéc dang ky luu hanh thube, nguyén lidu lam thudc;

Can cit vao ho so dang ky luu hanh thuéc lwu tai Cuc Quan Iy Duwoc;

Theo dé nghi cua Trieéng phong Pdng ky thuéc, Cuc Quan 1y Duorc.

QUYET PINH:

Piéu 1. Sira d6i mot sd thong tin tai Danh muc thude dugc cap gidy ding
ky luu hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cép gidy dang ky
lru hanh cta Cuc Quan 1y Dugc (Danh muc cu thé tai Phu lyc kém theo Quyét
dinh nay).

Céc thong tin khéac tai Danh muc thudc duoc cap gidy dang ky luu hanh
tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy dang ky luu hanh thude
tai Phu luc kém theo Quyét dinh nay khong thay doi.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.



Piéu 3. Giam dbc S¢' Y té cac tinh, thanh phd truc thudc Trung wong va
Giam doc co sd san xuat va co s¢ dang ky co6 thudce tai Diéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

Not nhan: KT. CUC TRUONG
- Nhu Diéu 3; =
- B0 truéng Dao Hong Lan (dé blc); P 1?110‘ CUC TRUONG

- Thir trudng DS Xuan Tuyén (dé b/c);
- Cuc truong Vii Tudn Cudng (dé blc); 'S
- Cuc Quany - Bo Qudc phong, Cuc Y té - B Cong An; | Nk e
-Cuc Y t& GTVT - B6 Giao thong van tai; Téng Cuc Hai \ \ g
quan - B§ Tai chinh;

- Bdo hiém xa hoi Viét Nam; :
-BO Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Nguyen Thanh Lam
Bo;

- Vién KN thuée TW, Vién KN thuée TP. HCM;

- Téng Cong ty Duoc Viét Nam — Cong ty CP; Cac cong

ty XNK dugc pham;

- Cac Bénh vién, Vién co6 givong bénh truc thuoc BYT;

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

PCTTra, VP Cuc; Website Cuc QLD;

- Luu: VT, BKT.




Phu luc

DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC PUQC CAP GIAY DANG KY LUU HANH TAI VIET
NAM BAN HANH KEM THEO CAC QUYET PINH CAP GIAY PANG KY LUU HANH CUA CUC QUAN LY DUQC

(Ban hanh kém theo Quyét dinh s6 753 /OP-OLD ngay 23 /11 /2022)
1. Quyét dinh s6 164/QLD-DK ngay 22/6/2012:

n £ 2 ax , . , Noi dung sirta | Thong tin tai danh muc A e o 2R
STT | Tén thuoc Co s& dang ky So dang ky adi d3 ban hanh Thong tin siwra doi
Liposic Eye Hyphens Pharma \ X . L <
1 Gel Pie Ltd VN-15471-12 | Dang bao ché¢ | Gel nho mat Gel tra mat

2. Quyét dinh s6 82/QD-QLD ngay 09/02/2015:

A £ o as , £ ax . Noi dung stra | Thong tin tai danh muc A e o aZ.
STT | Tén thuoc Co s¢ dang ky So dang ky aéi d3 ban hanh Thong tin siwra doi
) Gaviscon Dual ?ﬁ;lf;niin(:klser VN-18654-15 Pia chi co so Dansom Lane, Hull, East Dansom Lane, Hull, HU8
Action .. san xuat Yorkshire, HU8 7DS 7DS, United Kingdom
Limited
Sterile
Potassium B.Braun Medical ) ) ) )
3| Chloride Industries Sdm. | VN-18766-15 | Hoacchdt | (% gnlonde M10mE - POl SLerte
Concentrate Bhd. 770 V8 770
14.9%
Sodium chloride
Natri chloride 3,4g/500ml; | 3,4g/500ml; Potassium
B. Braun Medical Kali chloride 0,15g/500ml; | chloride 0,15g/500ml;
4 Ringerfundin | Industries Sdn. VN-18747-15 | Hoat chét Calci chlorid dihydrate Calcium chloride dihydrate
Bhd. ’ 0,19g/500ml; Natri acetate | 0,19g/500ml; Sodium
trihydrate 1,64g/500ml; acetate trihydrate
Magnesi chloride 1,64g/500ml; Magnesium
chloride hexahydrate




hexahydrate 0,1g/500ml;
L-Malic acid 0,34g/500ml

0,1g/500ml; L-Malic acid
0,34g/500ml

3. Quyét dinh sb 672/QD-QLD ngay 17/12/2015:

Noi dung stra

Thong tin tai danh muc

STT | Tén thuoc Co s& dang ky So dang ky adi d3 ban hanh Thong tin siwra doi
5 Escivex 20 ﬁlll(elllrlrnnzgfiscﬁs VN-19409-15 Tén co s¢ dang | Akum Drugs & Akums Drugs &
tablets Ltd ky Pharmaceuticals Ltd Pharmaceuticals Ltd

4. Quyét dinh s6 212/QD-QLD ngay 08/6/2017:

Noi dung sira

Thong tin tai danh muc

STT | Tén thuoc Co s& dang ky So dang ky adi d3 ban hanh Thong tin siwra doi
6 %;)Ellgsne Cipla Ltd VN2-592-17 | Dang bao ché Vién nén Vién nén bao phim

5. Quyét dinh s 164/QD-QLD ngay 20/3/2019:

Noi dung sira

Thong tin tai danh muc

Pharma Limited

san xuat

314, Bachupally, Bachupall
Mandal, Medchal -

STT | Tén thuoc Co s¢ dang ky So dang ky aéi d3 ban hanh Thong tin swra doi
Unit I1L, Survey No 313 & | Mt 1L Sy. No. 313 &
314, Bachupally,
Aurobindo Dia chi co so 314, Bachupally, Bachupall Bachupally Mandal
7 Aurozapine 30 - VN-21672-19 | " "« Mandal, Medchal - pally L
Pharma Limited san xuat o Medchal - Malkajgiri
Malkajgiri District, o
. District, Telangana State,
Telangana State, India .
India
: o ohi : Unit III, Survey No 313 & | Unit III, Sy. No. 313 &
8 | Aurasertso | Avrobindo VN-21671-19 | Dta chi coso

314, Bachupally,
Bachupally Mandal,
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Malkajgiri District,
Telangana State, India

Medchal - Malkajgiri
District, Telangana State,
India

Unit III, Survey No 313 &
314, Bachupally, Bachupall

Unit III, Survey No 313 &
314, Bachupally,

Pharma Limited

san xuat

Malkajgiri District,
Telangana State, India

Saranto-H Aurobindo Dia chi co so Bachupally Mandal
9 D VN-22293-19 | 24 °% Mandal, Medchal - patly vanca,
50/12.5 Pharma Limited san xuat o Medchal - Malkajgiri
Malkajgiri District, o
) District, Telangana State,
Telangana State, India .
India
Unit 111, Survey No 313 & Unit III, Survey No 313 &
314, Bachupally,
Aurobindo Dia chi co so 314, Bachupally, Bachupall Bachupally Mandal
10 | Aurasert 100 . VN-22286-19 | 0 °% Mandal, Medchal - pally Vanca,
Pharma Limited san xuat o Medchal - Malkajgiri
Malkajgiri District, o
. District, Telangana State,
Telangana State, India .
India
Unit 111, Survey No 313 & | Pt IIL Sy. No. 313 &
314, Bachupally,
Aurobindo Dia chi co so 314, Bachupally, Bachupall Bachupally Mandal
11 | Oneclapz VN-22290-19 | =} Mandal, Medchal - patly ’

Medchal - Malkajgiri
District, Telangana State -
India,

6. Quyét dinh sb 437/QD-QLD ngay 24/7/2019:

Noi dung sira

R A v e , £ oax , Thong tin tai danh muc A e o aRe
STT | Tén thuoc Co s& dang ky So dang ky adi d3 ban hanh Thong tin siwra doi
Cao khé qua ké sita 163,6 - | Cao kho qua ké sira 163.6 -
. Cong ty TNHH Hoat chat, ham | 225mg (twong duong 225mg (tuong duong 90
12| Carsil 90mg Dai Bic VN-22116-19 lugng Silymarin tinh theo mg Silymarin tinh theo

silibinin) 90mg

silibinin)




7. Quyét dinh s 293/QD-QLD ngay 26/6/2020:

Noi dung sira

Thong tin tai danh muc

san xuat

Namchepung, PO:
Ranipool, East Sikkim
0737135, India

STT | Tén thuoc Co s¢ dang ky So dang ky adi d3 ban hanh Thong tin swra doi
Mactaxim 100 Macleods :
13 DT Pharmaceuticals | VN-22532-20 | Dang bao ché Vién nén bao phim Vién nén phan tan
Ltd.
Tér} cO SO san Macleods Pharmaceutical Macleods Pharmaceuticals
xuat Ltd. Ltd.
, Macleods Khasra No.21, 22, 66, Khasra No.21, 22, 66,
14 MactaXIm 200 Pharmaceutlcals VN'22533'20 ) ) . 67&68, AhO-Yangtam, 67&68, AhO-Yangtam,
Ltd. Pia chi co s&

Namchepung, PO:
Ranipool, East Sikkim
737135, India

8. Quyét dinh s6 664/QD-QLD ngay 31/12/2020:

Noi dung sira

Thong tin tai danh muc

Hop

STT | Tén thuoc Co sé dang ky So dang ky aéi d3 ban hanh Thong tin swra doi
Cong ty TNHH . I
15 Lanetik Dugc Pham Lién | VN-22610-20 | Co so san xudt | Special Products line S.P.A Special Product's Line

SP.A

9. Quyét dinh s6 226/QD-QLD ngay 20/4/2021:

Noi dung stra

Thong tin tai danh muc

STT | Tén thuoc Co s& dang ky So dang ky adi d3 ban hanh Thong tin sira doi
Celecoxib A % . .
16 Capsule 200mg VN-22782-21 | Tén thudce Celecoxib Capsule 200mg | Celecoxib Capsules 200mg




Tén co sé dang
ky

Macleods Pharmaceuticals
Ltd.

Macleods Pharmaceuticals
Limited

17

Auroliza 30

Macleods
Pharmaceuticals 304, Atlanta Arcade, Marol | 304, Atlanta Arcade, Marol
Ltd. Pia chi co so Church Road, Andheri Church rd, Andheri (East)
dang ky (East) Mumbai - 400 059, | Mumbai, Maharashtra
India 400059, India
Unit 111, Survey No 313 & | Pt IIL Sy: No. 313 &
314, Bachupally, Bachupall 314, Bachupally,
Aurobindo Dia chi co so ’ ’ Bachupally Mandal,

VN-22716-21

Mandal, Medchal -

Pharma Limited san xuat Malkajgiri District, Medghal-Malkaj giri
. District, Telangana State,
Telangana State, India .
India
Unit No. 402 & 403, Viva | 5, N6 402 & 403, Viva
e ) , \ Hub Town, Shankar Wadi, )
Relicitabine MI Pharma Pia chi co so . .| Hub Town, Shankar Wadi,
18 . . VN3-327-21 o , Village Mogra, Jogeshwari . .
150 Private Limited dang ky . Village Mogra, Jogeshwari
East, Mumbai - 400060, .
East, Mumbai - 400060
Maharashtra
MOoi Sml hon dich sau khi | Mdi S5ml hon dich sau khi
pha chtra: Amoxicilin (dudi | pha chira: Amoxicillin
Synergex Forte | Cong ty TNHH ) dang Amoxcilin trihydrat) | (dudi dang Amoxicillin
19 | Powder for Dugc pham va VN-22755-21 | Hoat chat 400mg; Acid Clavulanic trihydrat) 400mg; Acid
Suspension TBYT Phuong Lé (dudi dang Kali clavulanat | Clavulanic (duéi dang Kali

két hop véi silicon dioxid
1:1) 57,5mg

clavulanat két hop véi
silicon dioxid 1:1) 57,5mg

10. Quyét dinh sb 490/QD-QLD ngay 24/8/2021:

STT

Tén thube

Co s& dang ky

S6 ding ky

Noi dung stra
doi

Thong tin tai danh muc
da ban hanh

Théng tin sira ddi




No. 31, Race Course Road,

No. 31, Race Course Road,

20 | Xonadin-180 gg;’e{;abs VN-22862-21 dD;E Cf, COSO | Bengaluru 5600 01, Bengaluru 5600 01,
gXy Kamataka, India Karnataka, India
Hill Top Industrial Estate, Hill Top .Industrlal Estate,
s Jharmajri, EPIP Phase-I
.. Cong ty TNHH Dia chi co so Jharmajari E.PIP’ Phase-1 .| (Extn), Bhatoli Kalan,
21 Venobicin MTV An Phét VN3-337-21 san xuit (ext), Bhatoli Kalan, Baddj, Baddi, Distt. Solan,

Dist. Solan, Himachal
Pradesh, 173205, India

Himachal Pradesh, 173205,
India

11. Quyét dinh s 526/QD-QLD ngay 10/09/2021:

Noi dung stra

Thong tin tai danh muc

STT | Tén thuoc Co s¢ dang ky So dang ky aéi d4 ban hanh Thong tin swra doi
Tén thude Idarubicin Phares 1 mg/ml Idarujbwm Pha?es 1 mg/ml
Solution for Injection
Idarubicin Cong ty TNHH q
22 | Phares 1 Duoc pham Viét - | VN3-348-21 | Tudi tho 36 thang 24 thang
mg/ml Phap
Tiéu chuén USP 31 Nha san xuat
Cong ty TNHH )
23 Tolotan 50mg | Dugc pham Toan | VN-22891-21 | Hoat chat Losartan kaki 50mg Losartan kali 50mg
Chan
Ciprofloxacin ( twong Ciprofloxacin (du6¢i dang
24 | Ciprobay 500 i:i:)rf(’tseolliig East VN-22872-21 | Hoat chét duong Ciprofloxacin HCI) | Ciprofloxacin
’ 500 mg hydrochlorid) 500 mg

12. Quyét dinh s 684/QD-QLD ngay 29/11/2021:




Noi dung stra

Thong tin tai danh muc

STT | Tén thuoc Co s¢ dang ky So dang ky adi d3 ban hanh Thong tin swra doi
A % Morphin Hydrochloride Morphine Hydrochloride
Ten thuoe 30mg Tablets 30mg Tablets
Morphin Cong ty TNHH Hoat chét. ham Morphin hydroclorid Morphin hydroclorid
25 | Hydrochloride | mdtthanh vién VN-22967-21 lron ’ (twong duong morphine (twong duong morphin
30mg Tablets | An Phat e base 22,77mg) 30 mg base 22,77mg) 30 mg

Pia chi co s&
san xuat

IV. Korzet 6, Kunfehérto,
6413-Hungary

IV. Korzet 6., Kunfehérto,
6413-Hungary

13. Quyét dinh s6 707/QD-QLD ngay 13/12/2021:

Noi dung stra

Thong tin tai danh muc

STT | Tén thuoc Co s¢ dang ky So dang ky aéi d4 ban hanh Thong tin swra doi
Morphine ) C?ng t?’ TN.}IH bia chi Co so IV. Korzet 6, Kunfehérto, IV. Korzet 6., Kunfehérto,
26 | Hydrochloride | mdtthanh vién VN-22992-21 San xuAt 6413-Hunea 6413-Hunea
10mg Tablets | An Phat gary gary
Imatinib . . . . .
. Cadila Healthcare x Imatinib (dudi dang Imatinib (duéi dang
27 | mesilate tablets Ltd. VN3-377-21 | Hoat chat Imatinib mesylat) 100mg Imatinib mesilat) 100mg

100mg

14. Quyét dinh s 185/QD-QLD ngay 19/4/2022:

Noi dung sira

" ; o . £ < . Thoéng tin tai danh muc A e o aZe
STT | Tén thuoc Co s& dang ky So dang ky aéi d3 ban hanh Thong tin stra doi
Cong ty TNHH
28 | Nolvadex-D AstraZeneca Viét | VN-19007-15 | Nudc san xuat | Unied Kingdom United Kingdom

Nam




Co s& san xuat

Pharmascience Inc, Canada

Pharmascience Inc

bia chi co s&

6111 Royalmount Ave.,
Suite 100, Montreal

6111, Royalmount Avenue
100 Montreal, Quebec

29 | pms-Defer Pharmascience san xuat (Quebec) Canada H4P2T4 | Canada, H4P 2T4
. VN-23043-22
asirox 125 mg | Inc
Co sd dang ky | Pharmascience Inc, Canada | Pharmascience Inc
Pia chi ¢o s6 6111 Royalmount Ave., 6111, Royalmount Avenue
dine kv Suite 100, Montreal 100 Montreal, Quebec
gXy (Quebec) Canada H4P2T4 | Canada, H4P 2T4
. . Certirizine
Certirizine Cong ty TNHH . . .
30 | Dihydrochloride | mét thanh vién VN-23019-22 | Tén thubc Dihydrochloride 10 mg Cetirizine Dihydrochloride
- . 10 mg Tablets
10 mg Tablets | An Phat Tablets
J. Uriach y Compania . .
Céng ty TNHH Tén co so san . J. Uriach y Compania, S.A.
31 Glumanda . VN3-387-22 X (appreviated name: J. (appreviated name: J.
Duoc Tam Pan xuat .
Uriach & CIA., S.A.) Uriach and CIA., S.A.)
32 | Cellcept F.Hoffmann - La VN-23030-22 Ten co 56 dong F. Hofmann-La Roche Ltd | F. Hoffmann-La Roche Ltd

Roche Ltd

goi

15. Quyét dinh s 232/QD-QLD ngay 29/4/2022:

Noi dung stra

Thong tin tai danh muc

STT | Tén thuoc Co s¢ dang ky So dang ky aéi d4 ban hanh Thong tin swra doi
Vesicam Cong ty TNHH Y i i Quy céach dong A i . . , n

33 Tablet 10mg ¢ Canh Ctra Vit VN-23083-22 o6i Hop 10 vién x 10 vién Hop 10 vi x 10 vién
Vesicam Cong ty TNHH Y i i Quy céach dong A i = . , n

34 Tablet Smg ¢ Canh Ctra Viét VN-23084-22 o6i Hop 10 vién x 10 vién Hop 10 vi x 10 vién
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bia chi co sé

384 Moo 4, Soi 6, Bangpoo
Industrial Estate, Pattana 3
Road, Phraeksa, Mueang,

384 Soi 6, Bangpoo
Industrial Estate, Pattana 3
Road, Moo 4, Phraeksa,

Mega ding ky Samutprakarn 10280, Mueang, Samutprakarn
35 Prelynca L1fe§01ences VN-23088-22 Thailand 10280, Thailand
Public Company i i
Limited Industrial Park Sapes Industrial Park Sapes
bia chi co s Rodopi Perfecture, Block Rodopi Prefecture, Block
san xuat No5, Rodopi 69300, No 5, Rodopi 69300,
Greece Greece
Commerce House-1, Opp Commerce House-1, Opp
L \ Rajvansh Apartment Rajvansh Apartment
bia chi co so
] ding kY Judges, Bungalow Road, Judges, Bungalow Road,
Troikaa . Ahmedabad GJ 380054, Ahmedabad GJ 380054,
36 | Troysar AM ihgrmaceutlcals VN-23093-22 Gujarat, India India
td.
) Losartan potassium 50mg; | Losartan kali 50mg;
Hoat chat Amlodipine (dud¢i dang Amlodipine (du¢i dang
Amlodipine besilate) 5Smg | Amlodipine besilate) Smg
Boehringer
Ingelheim N £ Dung dich khi dung qua . .
37 Berodual International VN-17269-13 | Dang bao ché binh xit dinh lidu Dung dich khi dung
GmbH
Cong thire bao ché tinh cho | Cong thirc bao ché tinh cho
mdt don vi dong goi nho mot don vi dong goi nho
nhat l1a chai 250ml: nhat 1a chai 250ml:
Isoleucine 0,625 gam; Isoleucine 0,625 gam;
. B. Braun Medical A6 ha Leucine 1,1125 gam; Leucine 1,1125 gam;
3g | Amunoplasmal g ries Sdn. | VN-18161-14 | oatchat, ham

B. Braun 5% E

Bhd.

luong

Lysine hydrochloride
(trong duong voi Lysine
0,8575 gam) 1,07 gam;
Methionine 0,55 gam;
Phenylalanine 0,5875 gam:;
Threonine 0,525 gam;

Lysine hydrochloride
(trong duong véi Lysine
0,8575 gam) 1,07 gam;
Methionine 0,55 gam;
Phenylalanine 0,5875 gam;
Threonine 0,525 gam;
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Tryptophan 0,20 gam;
Valine 0,775 gam;
Arginine 1,4375 gam;
Histidine 0,375 gam,;
Alanine 1,3125 gam;
Glycine 1,50 gam; Aspartic
acid 0,70 gam; Glutamic
Acid 0,90 gam; Proline
0,6875 gam; Serine 0,2875;
Tyrosine 0,10 gam;
Sodium acetate trihydrate
0,34025 gam; Sodium
hydroxide 0,035 gam;
Potassium acetate 0,61325
gam; Sodium chloride
0,241 gam; Magnesium
chloride hexahydrate 0,127
gam; Disodium phosphate
dodecahydrate 0,89525
gam

Tryptophan 0,20 gam;
Valine 0,775 gam;
Arginine 1,4375 gam;
Histidine 0,375 gam;
Alanine 1,3125 gam;
Glycine 1,50 gam; Aspartic
acid 0,70 gam; Glutamic
Acid 0,90 gam; Proline
0,6875 gam; Serine 0,2875
gam; Tyrosine 0,10 gam;
Sodium acetate trihydrate
0,34025 gam; Sodium
hydroxide 0,035 gam;
Potassium acetate 0,61325
gam; Sodium chloride
0,241 gam; Magnesium
chloride hexahydrate 0,127
gam; Disodium phosphate
dodecahydrate 0,89525
gam

16. Quyét dinh s 265/QD-QLD ngay 11/5/2022:

Noi dung sira

Thong tin tai danh muc

STT | Tén thuoc Co s& dang ky So dang ky adi d3 ban hanh Thong tin siwra doi
Cong ty TNHH Dia chi co & L'Isle Vert Rue Rene L'Isle Vert Rue Rene

39 | Tot'hema Thuong mai VN-19096-15 <A xUAt Chantereau 14450, Chouzy | Chantereau 41150 Chouzy
Duoc Thuan Gia Sur Cisse - France Sur Cisse - France
Macleods

40 | Telzartan 80 Pharmaceuticals | VN-19238-15 | Han dung 24 thang 36 thang
Ltd.

12




Ferring Private

41 Duratocin Ltd VN-19945-16 | Dang bao ché Dung dich tiém tinh mach | Dung dich tiém
Janssen-Cilag Limited (dia | Cong ty TNHH Johnson &
chi: 106 Moo 4 Lad Johnson (Viét Nam) (dia

Cong ty TNHH Krabang Industrial Estate, | chi: Tang 12, Toa nha
. Johnson & \ ax , Chalong Krung Road, Vietcombank, s6 5 Cong
42| Reminyl 16mg | ;1 con (Viét VN-19682-16 | Co's6 dang ky Kwaeng Lam Pla Tew, truong Mé Linh, Phuong
Nam) Khet Lad Krabang, Bép Nghé, Quan 1, Thanh
Bangkok Metropolis- pho HO6 Chi Minh — Viét
Thailand) Nam)
Janssen-Cilag Limited (dia | Cong ty TNHH Johnson &
chi: 106 Moo 4 Lad Johnson (Viét Nam) (dia
Cong ty TNHH Krabang Industrial Estate, | chi: Tang 12, Toa nha
) Johnson & \ ax , Chalong Krung Road, Vietcombank, s6 5 Cong
43 | Risperdal Johnson (Viét VN-18914-15 | Co's6 dang ky Kwaeng Lam Pla Tew, trrong M¢é Linh, Phuong
Nam) Khet Lad Krabang, Bép Nghé, Quan 1, Thanh
Bangkok Metropolis- phd HO6 Chi Minh — Viét
Thailand) Nam)
Janssen-Cilag Limited (dia | Cong ty TNHH Johnson &
chi: 106 Moo 4 Lad Johnson (Viét Nam) (dia
Cong ty TNHH Krabang Industrial Estate, | chi: Tang 12, Toa nha
. Johnson & r ax , Chalong Krung Road, Vietcombank, s6 5 Cong
44 | Risperdal Johnson (Viét VN-19987-16 | Co's6 dang ky Kwaeng Lam Pla Tew, trrong Mé Linh, Phuong
Nam) Khet Lad Krabang, Bép Nghé, Quan 1, Thanh
Bangkok Metropolis- phdo HO6 Chi Minh — Viét
Thailand) Nam)

17. Quyét dinh sb 309/QD-QLD ngay 09/6/2022:

STT

Tén thube

Co s& dang ky

S6 ding ky

Noi dung sira
doi

Thong tin tai danh muc
da ban hanh

Théng tin sira ddi
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45

Naprolat

Naprod Life
Sciences Pvt. Ltd

VN3-281-20

Tén thudc

Naproplat

Naprolat

18. Quyét dinh s 517/QD-QLD ngay 05/9/2022:

Noi dung stra

Thong tin tai danh muc

STT | Tén thuoc Co s& dang ky So dang ky adi d3 ban hanh Thong tin siwra doi
Cadila .Healthcare': Ltd., Kundaim Industrial Estate,
Cadila Healthcare bia chi co so Kundaim Industrial Estate, Plot No. 203- 213
46 Amlodac 5 Lid. VN-22060-19 séﬁ Ut Plot No. 203- 213, Kundaim, Goa 403 115,

Kundaim, Goa 403 115,
India

India

19. Quyét dinh s 572/QD-QLD ngay 23/9/2022:

Noi dung stra

Thong tin tai danh muc

STT | Tén thuoc Co s& dang ky So dang ky adi d3 ban hanh Thong tin siwra doi
Cong ty TNHH Hoat chit, ham | 100ml siro chira 100ml siro chtra
47 | Askorel syrup | Dugc Pham va VN-23U7-22 | 1 om Butaminrat citrat 150m Butamirat citrat 150m
TBYT Phuong Lé ng & &
Cong ty TNHH Dia chi nha san IR)ZI:;aniirif };(i)rzcll),oBara EZI\;;Znn"{iri{: lz(i)rzcll;oBara
48 | Linatab Tablet \D/;]::suiham VN-23118-22 xudt Ashulia, Savar, Dhaka- Ashulia, Savar, Dhaka,
1208, Bangladesh Bangladesh
Tenoforvir
. . Cong ty TNHH g . C .
49 disproxil Duoe Phim VN3-401-22 | Tén thude Tenoforvir disproxil Tenofovir disproxil
fumarate . fumarate 300mg fumarate 300mg
Vietsun
300mg
Merck Sharp &
Fosamax Plus® . . £ Fosamax Plus® Fosamax Plus
0 1 70me/56001U ft‘jihme (Asia) VN-19253-15 | Tén thuoe 70mg/56001U 70mg/56001U
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' Tudi tho 36 thang 24 thang
51 | phogamma | Worwag Fharma |y 9314022
urbo-se m 0. Quy cach dong . , o Hop 1 1o x 50 ml, hop 10 lo
iy Hop 3 vix 10 vién
g01 x 50 ml
Co s& san xuét Pharmascience Inc, Canada | Pharmascience Inc
o . 01 1 I Royalmount Ave., 6111, Royalmount Avenue
bia chi co s& Suite 100, Montreal
san xuét (Quebec) H4P2T4 - 100 Montreal, Quebec
) Canada, H4P 2T4
52 | pms-Defer Pharmascience Canada
. VN-23135-22
asirox 250 mg | Inc
Co s¢ dang ky Pharmascience Inc, Canada | Pharmascience Inc
L . 01 1 I Royalmount Ave., 6111, Royalmount Avenue
bia chi co s& Suite 100, Montreal
dane ke (Quebec) H4P2T4 - 100 Montreal, Quebec
gy Canada, H4P 2T4
Canada
Simeticone o
53 Normon 40mg | Cong ty co phan VN-23111-22 Te? cO SO san Laboractorios Normon Laboratorios Normon, S.A.
chewable dugc Pai Nam xuat S.A.
tablets

20. Quyét dinh s6 621/QD-QLD ngay 11/10/2022:

" e o ax , £ ax , Noi dung stra Thong tin tai danh muc " e . R
STT | Tén thuoc Co so dang ky | S0 dang ky adi d3 ban hanh Thong tin stra doi
I]E}glis ical Dia chi . 1165 Budapest, 9900 Kérmend, Matyas
54 | Meloflam 7.5mg | ,"Armaceuticals |y 3519 | D18 CN COSO | gy anvfsldi ut 118-120. — | kirdly Gt 65., Hungary
Private Limited san xuat
Hungary
Company
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Co s& dong goi va xuit
xudng: Egis
Pharmaceuticals Private
Limited Company (D/c:
1165 Budapest,
Bokényfoldi ut 118-120.,
Hungary)

Co s& dong goi va xuat
xuodng: Egis
Pharmaceuticals Private
Limited Company (D/c:
1165 Budapest,
Bokényfoldi ut 118-120.,
Hungary)

bia chi co s&
xuat xuong

Rixga, LV-1057 - Latvia

Isoday 20 Ambica VN-23147-22 | Hoat chat, ham | Isosorbid mononitrat (duéi | Isosorbid mononitrat (dudi
55 International luong dang Diluted Isosorbid dang Diluted Isosorbid
Corporation mononitrat 80%) 25mg mononitrat 80%) 20mg
Hipril-A Plus Micro Labs VN-23236-22 | Tén co s6 san M/s. Micro Labs Limited Micro Labs Limited
26 Limited xuét
Pramipexol (dudi dang Pramipexol (dudi dang
Oprymea Cong ty TNHH Hoat chit. ham Pramipexol Pramipexol
57 | Prolonged- Dugc pham VN-23172-22 lron ’ dihydrochloride dihydrochloride
release tablet Nhat Anh ng monohydrat 0,375 mg) monohydrat 0,375 mg)
0,25 mg 0,26 mg
Diachi cosd | gxablinska 30, 03680 Sklablinska 30, 03680
Zodamid Joint Stock san Xflal‘;[;;dong Martin — Slovakia Martin — Slovakia
5mg/1ml goi va kiém
. Company VN-23229-22 | \ ohiém
58 solution for "Kaleeks" ghie
injection/infusion 71E, Krustpils Street, 71E, Krustpils Street, Riga,

LV-1057 - Latvia

21. Quyét dinh sb 411/QD-QLD ngay 19/9/2022:

STT

Tén thube

Co s¢ dang ky

S6 diang ky

Noi dung sira
doi

Thong tin tai danh muc
da ban hanh

Théng tin sira ddi
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59

Irihope 40mg/2ml

Glenmark
Pharmaceuticals
Ltd.

VN2-631-17

Dbia chi co so
san xuat

Calle 9 Ing. Meyer Oks
No 593 (B1629MAX)
Parque Industrial Pilar,
Provincia de Buenos

Aires

Calle 9 No 593
(B1629MAX), Parque
Industrial Pilar,

Provincia de Buenos
Aires, Argentina

22. Quyét dinh sb 748/6/QD-QLD ngay 29/10/2018:

Noi dung sira

Thoéng tin tai danh muc

B.Braun 1mg/ml

Industries Sdn.
Bhd.

bia chi co so
san xuat

121 08191 Rubi,

Barcelona

STT | Tén thuoc Co s¢ dang ky | SO0 dang ky adi d3 ban hanh Thong tin siwra doi
Quy cach déng | Chai nhya 500ml, Hop Chai nhya 50ml, Hop 10
B. Braun goi 10 chai nhua 50ml chai nhya 50ml
60 Midazolam . VN-21582-18 Carretera de Terrasa,

Carretera de Terrassa, 121
08191 Rubi, Barcelona

23. Quyét dinh sb 573/QD-QLD ngay 23/9/2022:

Noi dung sira

Thong tin tai danh muc

Bhd.

(duéi dang Lysine HCI)
2,26 gam; Methionine

STT | Tén thubc Co sé ding ky | SO ding ky déi d5 baa hinh Théng tin sira ddi
Co s¢ dong goi: F.
F. Hoffmann-La y 4 , . , y s . Hoffmann-La Roche Ltd.,
61 Tarceva Roche Ltd. VN-11868-11 | Co s¢ dong g6i | Chua c6 co s¢ dong goi. dia chi: Wurmisweg 4303
Kaiseraugst- Thuy S§
B. Braun MGi 1250 ml chira: Moi 1250 ml chrra:
Nutriflex lipid Medical Hoat chit, ham Isolegcme 2,34 gam; ' Isolegcme 2,34 gam; .
62 . . VN-19792-16 L 3.13 ‘L L 3.13 ‘L
peri Industries Sdn. lugng eucine 3,13 gam; Lysine eucine 3,13 gam; Lysine

(dudi dang Lysine HCI)
2,26 gam; Methionine 1,96

17




1,96 gam; Phenylalanine
3,51 gam; Threonine 1,82
gam; Tryptophan 0,57
gam; Valine 2,60 gam;
Arginine 2,7 gam;
Histidine (dudi dang
Histidine HCI
monohydrate) 1,25 gam;
Alanine 4,85 gam,;
Aspartic Acid 1,5 gam;
Glutamic Acid 3,50 gam;
Glycine 1,65 gam; Proline
3,40 gam; Serine 3,00
gam; Sodium hydroxide
0,80 gam; Sodium
chloride 1,081 gam;
Sodium acetate trihydrate
0,544 gam; Potassium
acetate2,943 gam,;
Magnesium acetate
tetrahydrate 0,644 gam,;
Calcium chloride
dihydrate 0,441 gam;
Glucose (du¢i dang
Glucose monohydrate)
80,0 gam; Sodium
dihydrogen phosphate
dihydrate 1,170 gam; Zinc
acetate dihydrate 6,625
mg; Soya-bean oil, refined
25,0 gam; Medium-chain
triglycerides 25,0 gam;

gam; Phenylalanine 3,51
gam; Threonine 1,82 gam;
Tryptophan 0,57 gam;
Valine 2,60 gam; Arginine
2,7 gam; Histidine (dudi
dang Histidine HC1
monohydrate) 1,25 gam;
Alanine 4,85 gam;
Aspartic Acid 1,5 gam;
Glutamic Acid 3,50 gam;
Glycine 1,65 gam; Proline
3,40 gam; Serine 3,00
gam; Sodium hydroxide
0,80 gam; Sodium
chloride 1,081 gam;
Sodium acetate trihydrate
0,544 gam; Potassium
acetate2,943 gam;
Magnesium acetate
tetrahydrate 0,644 gam,;
Calcium chloride
dihydrate 0,441 gam;
Glucose (dudi dang
Glucose monohydrate)
80,0 gam; Sodium
dihydrogen phosphate
dihydrate 1,170 gam; Zinc
acetate dihydrate 6,600
mg; Soya-bean oil, refined
25,0 gam; Medium-chain
triglycerides 25,0 gam;
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63

Motilium

Cong ty TNHH
Johnson &
Johnson (Viét
Nam)

VN-20784-17

Co sé dang ky

Janssen-Cilag Limited (dia
chi: 106 Moo 4 Lad
Krabang Industrial Estate,
Chalong Krung Road,
Kwaeng Lam Pla Tew,
Khet Lad Krabang,
Bangkok Metropolis-
Thailand)

Cong ty TNHH Johnson &
Johnson (Viét Nam) (dia
chi: Tang 12, Toa nha
Vietcombank, s6 5 Cong
truong Mé Linh, Phuong
Bén Nghé, Quén 1, Thanh
phd H6 Chi Minh — Viét
Nam)

24. Quyét dinh s 6942/QD-QLD ngay 20/7/2022:

Noi dung sira

Thoéng tin tai danh muc

STT | Tén thuoc Co s¢ dang ky S0 dang ky aéi d3 ban hanh Thong tin swra doi
Co so dang ky | Bayer AG E‘?e yeigouth East Asia)
64 | Ciprobay 200 iayerlgtso‘;fthaSt VN-14008-11 ’
i) Pre. Lid Co s& san xuat Bayer (South Fast Asia) Bayer AG
Pte., Ltd. y
Co s¢ dang ky | Bayer AG Egaeyeigouth East Asia)
65 | Ciprobay 400 iayerfﬁtso‘;f?dEaSt VN-19012-15 ’
sia) Pte. Ltd. . «, | Bayer (South East Asia)
Co s0¢ san xuat Pio. Ltd Bayer AG
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