e/ i BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
g CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phuc
S6: 408  /QDP-QLD Ha Ngi, ngay 09 thdng 06 nam 2023
QUYET PINH

Vé viéc sira ddi thong tin thude dwoc cap, gia han gidy ding ky hru hanh tai
Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han gidy ding ky luu
hanh cia Cuc Quan ly Dwoc

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duroc so 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh sé 95/2022/NP-CP ngay 15/11/2022 cia Chinh phu
quy dinh chure nang, nhiém vu, quyén han va co cdu té chirc cia Bé Y té;

Can cir Nghi dinh so 54/2017/NB-CP ngay 08/5/2017 ciia Chinh phu quy
dinh chi tiét mét sé dieu va bién phap thi hanh Ludt Duoc;

Can cir Ngh; dinh sé 155/2018/NP-CP ngay 12/11/2018 cua Chinh phu
Stra ddi, bé sung mét sé quy dinh lién quan dén diéu Kién dau tw kinh doanh
thugc pham vi qudn 1 nha nwéc cua Bo Y té;

Can cir Nghi dinh s¢ 30/2020/NP-CP ngay 05/3/2020 cuia Chinh phui vé
cong tac van thu;

Can cir Quyét dinh sé 1969/0P-BYT ngay 26/04/2023 cua Bg trueng B
Y té quy dinh chite néing, nhiém vu, quyén han va co cdu té chirc cria Cuc Quan
Iy Duoc thuge B Y té;

Céin cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B truéng Bo
Y té quy dinh viéc dang ky lwu hanh thuéc, nguyén liéu 1am thuoc;

Can cir vao hé so dang ky luu hanh thudc heu tai Cuc Qudn 1y Duroc;

Theo dé nghj ciia Truong phong Bang ky thuéc, Cuc Qudn 1y Durgc.

QUYET PINH:

Piéu 1. Stra ddi mot s thdng tin thude duoc cap, gia han gidy dang ky
lru hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han gidy dang
ky luu hanh cia Cuc Quan 1y Dugc (Phu luc kém theo Quyét dinh nay).

Céc thong tin khac cua thude duoc cap, gia han gidy dang ky luu hanh tai
Viét Nam ban hanh kém theo céc Quyét dinh cap, gia han gidy diang ky luu hanh
ctia Cuc Quan Iy Dugc tai Phu luc kém theo Quyét dinh nay khong thay doi.

Piéu 2. Quyét dinh nay cd hiéu luc ké tir ngay ky ban hanh.
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Piéu 3. Giam déc So Y té céc tinh, thanh phd truc thudc Trung wong va
Giam ddc co so san xuat va co sé dang ky c6 thudc tai Diéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.
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- Cuc Y t& GTVT - B Giao thong van tai; Téng Cuc Hai \ «\ -
quan - Bo Tai chinh; X\\\{\/// Y
- Bao hiém'xa hoi Viét Nam; N Y4

- B9 Yté&: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Nguyen Thanh Lam
Bo; Trung tdm mua sam tap trung thuéc Quac gia;

- Vién KN thudc TW, Vién KN thuéc TP. HCM;

- Téng Cong ty Dugc Viét Nam — Cong ty CP; Céc cong

ty XNK duoc pham;

- Cac Bénh vién, Vién co giuong bénh truc thuoc BYT;

- Céc phong thuoc Cuc QLD: QLGT, QLKDD, QLCLT,

PC-HN, VP Cuc; Website Cuc QLD;

- Luu: VT, DKT (2h)



Phu luc

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

(Ban hanh kémtheo Quyét dinh s6 408

/OD-QLD ngay 09 /06 /2023

cua Cuc Quan Iy Duoc)

STT | Tén thudc Co sé diing ky S6 diang Ky Noi dung | Thong tin tai danh muc Thong tin sira ddi
stra doi da ban hanh

1. Quyét dinh s 164/QD-QLD ngay 22/06/2012:

1 Riosart HCT Sun Pharmaceutical VN-15598-12 | Dang thuéc | Vién nén bao phim - 160; | Vién nén bao phim -
160+25 mg Industries Limited - ham luong | 25 160mg; 25mg

2 Riosart HCT Sun Pharmaceutical VN-15599-12 | Dang thuc | Vién nén bao phim - 80; Vién nén bao phim -
80+12.5 mg Industries Limited - ham luong | 12,5 80mg; 12,5mg

2. Quyét dinh s6 411/QP-QLD ngay 04/07/2018:

3 Vesanoid Diethelm & Co., Ltd | VN-21185-18 Thong tin co | Vesanoid (Co s¢ dong goéi | Vesanoid (Co s¢ dong goi

s& san Xuat

so cap: Cenexi. B/c: 52
Rue Marcel et Jacques
Gaucher, 94120 Fontenay-
sous-bois, France; Dong
goi thir cap& xuat xuong:
Cheplapharm Arzneimittel
GmbH — B/c: Bahnhofstr.
1a, 17498, Mesekenhagen,
Germany)

so cap: Cenexi. D/c: 52
Rue Marcel et Jacques
Gaucher, 94120 Fontenay-
sous-bois, France; Dong
goi thir cap& Xuat xudng:
Cheplapharm Arzneimittel
GmbH — B/c: Bahnhofstr.
1a, 17498, Mesekenhagen,
Germany; Co sO kiém
nghi¢m 16: Catalent
Germany Eberbach
GmbH- b/c:
Gammelsbacher Str.2,
69412 Eberbach,
Germany)




STT | Tén thudc Co sé¢ ding ky S6 ding ky Noi dung | Thong tin tai danh muc Thong tin sira doi
stra doi da ban hanh

3. Quyét dinh s6 526/QD-QLD ngay 10/09/2021:

4 Idarubicin Cong ty TNHH Dugc VN3-348-21 | Hoat chét Idarubicin hydrochlorid Idarubicin hydrochlorid
Phares 1 pham Viét Phap chinh - Ham | (twong duong Idarubicin (twong duong Idarubicin
mg/mi luong hydrochlorid 0,9 mg) 1 0,9mg) 1mg/ml

mg/ml
4. Quyét dinh s6 573/QDQLD ngay 23/09/2022:
5 Deplat Torrent VN-18582-14 | Hoat chat Clopidogrel (dudi dang Clopidogrel (dudi dang
Pharmaceuticals chinh - Ham | Clopidegrel bisulfat) 75mg | Clopidogrel bisulfat) 75mg
Limited lugng

6 CalSource 600 | GlaxoSmithKline Pte VN-18395-14 | Tén co s¢ Famar Orleans Delpharm Orleans
mg + 400 1U Ltd san xuat
Vitamin D3 Piachico |5, avenue de Concyr, 5, avenue de Concyr,

s¢ san xuat | 45071 Orléans Cedex 2, 45071 Orleans Cedex 2,
France France
5. Quyét dinh s6 621/QD-QLD ngay 11/10/2022:
7 Dulester 30mg | Cong ty co phan VN-23160-22 | Hoatchat | Duloxetine (dudi dang Duloxetin hydroclorid
Dugc Pham Vipharco chinh - Ham | Duloxetin hydrochlorid) 33,65mg (twong duong
luong 30mg Duloxetin 30,00mg)

8 Tigerfil 50 mg | Novartis (Singapore) VN-23241-22 | Hoat chat Sildenafil (dudi dang Sildenafil (dudi dang

Pte Ltd chinh - Ham | Sidenafil citrat) 50mg Sildenafil citrat) 50mg
lugng

6. Quyét dinh s6 62/QD-QLD ngay 08/02/2023:

9 Bromhexin Actavis International VN-19552-16 | Tén co so Balkanpharma - Dupnitsa | Actavis International Ltd
Actavis Ltd dang ky AD
8mg Tén co s¢ Actavis International Ltd Balkanpharma - Dupnitsa

san xuat AD




STT | Tén thudc Co sé¢ ding ky S6 ding ky Noi dung | Thong tin tai danh muc Thong tin sira doi
stra doi da ban hanh
10 Bupivacaine Laboratoire Aguettant | VN-19692-16 | Tén co s& Delpharm Tours Laboratoire Aguettant
Aguettant dang ky
smg/ml Tén co 8¢ Laboratoire Aguettant Delpharm Tours
san xuat S.AS. (Nha xuat xuong 10:
Laboratoire Aguettant;
b/c: 1 rue Alexander
Fleming, Lyon, 69007,
France)
11 Daigaku Santen VN-19737-16 | Tén congty | Santen Pharmaceutical Co., | Santen Pharmaceutical
Pharmaceutical Asia dang ky Ltd.- Nha may Noto Asia Pte. Ltd.
Pte. Ltd. Tén co 8¢ Santen Pharmaceutical Santen Pharmaceutical
san xuat Asia Pte. Ltd. Co., Ltd.- Nha may Noto
12 Vién ngam DKSH Singapore Pte. | VN-17055-13 | Tén co s& Unique Pharmaceuticals Unique Pharmaceutical
khang viém Ltd. san xuat Laboratories. Laboratories
Difflam vi
chanh- mat ong
13 Vién ngam DKSH Singapore Pte. | VN-17056-13 | Tén co s& Unique Pharmaceuticals Unique Pharmaceutical
khéng viém Ltd. san xuat Laboratories. Laboratories
Difflam vi qua
mam Xxoi
7. Quyét dinh s6 138/QP-QLD ngay 01/03/2023:
14 Bilbroxol Cong ty TNHH Dugc | 868100009723 | Hoat chat Ambroxol hydroclorid Ambroxol hydroclorid
15MG/5ML pham A.C.T chinh - Ham | 15mg/ml 15mg/5ml
luong




STT | Tén thuéc Co sé diang ky S6 ding ky Noi dung | Thong tin tai danh Thong tin sira doi
stra doi Muc da ban hanh
8. Quyét dinh s6 146/QD-QLD ngay 02/03/2023:
15 Smofkabiven | Cong ty c6 phan 900110021823 | Hoat cht Tui 3 ngan 493ml Tui 3 ngan 493ml chaa: L-Alanin
Central Fresenius Kabi Viét (VN-19953-16) chinh - Ham | chira: L-Alanin 3,5 | 3,5 gam; L-Arginin 3,0 gam; Glycin
Nam luong gam; L-Arginin 3,0 | 2,8 gam; L-Histidin 0,8 gam; L-

gam; Glycin 2,8
gam; L-Histidin 0,8
gam; L-Isoleucin 1,3
gam; L-Leucin 1,9
gam; L-Lysin (dudi
dang L-Lysin acetat)
1,7 gam;

Isoleucin 1,3 gam; L-Leucin 1,9
gam; L-Lysin (dudi dang L-Lysin
acetat) 1,7 gam; L-Methionin 1,1
gam; L-Phenylalanin 1,3 gam; L-
Prolin 2,8 gam; L-Serin 1,6 gam;
Taurin 0,25 gam; L-Threonin 1,1
gam; L-Tryptophan 0,5 gam; L-
Tyrosin 0,1 gam; L-Valin 1,6 gam;
Calci clorid (dudi dang Calci clorid
dihydrat) 0,14 gam; Natri
glycerophosphat (duéi dang Natri
glycerophosphat hydrat) 1,1 gam;
Magnesi sulphat (duéi dang
Magnesi sulphat heptahydrat) 0,3
gam; Kali clorid 1,1 gam; Natri
acetat (dudi dang Natri acetat
trihydrat) 0,9 gam; Kém sulphat
(dudi dang Kém sulphat
heptahydrat) 0,0033 gam; Glucose
khan (duéi dang Glucose
monohydrat) 63 gam; Pau dau
tuong tinh ché 5,6 gam; Triglycerid
mach trung binh 5,6 gam; Dau 6 liu
tinh ché 4,7 gam; Dau cé giau acid
béo omega-3 2,8 gam.




STT | Tén thudc Co sé¢ ding ky S6 ding ky Noi dung | Thong tin tai danh muc Thong tin sira doi

stra doi da ban hanh

16 Solu-Medrol Pfizer (Thailand) 540110032623 | Hoat chét Hop 1 lo bot dong kho Methylprednisolon (dudi

Limited (VN-20331-17) | chinh - Ham | 500mg va 1 lo dung mdi | dang Methylprednisolon
luong pha tiém 7,8ml chtra: natri succinat) 500mg
Methylprednisolon (dudi
dang Methylprednisolon
natri succinat) 500mg

17 Transamin Daiichi Sankyo 885110025923 | bia chi co 323, United Center 323, United Center
Capsules (Thailand) Ltd (VN-17933-14) | s¢ dang ky | Building, 24th Floor, Building, 24th Floor, Silom
250mg Silom Road, Silom Road, | Road, Silom Sub-district,

Silom Sub-district, Bang | Bang Rak District, Bangkok
Rak District, Bangkok Metropolis, Thailand
Metropolis, Thailand

9. Quyét dinh sé 225/QD-QLD ngay 03/04/2023:

18 Acido Cong ty TNHH Dugc | VN-20980-18 | Tén thudc Acido Tranexamico Acido Tranexamico
Tranexamico Tam DPan Bioindustria L.I.M
Ello:\r/]ldustrla Tén co so Bioindustria L.I.M Bioindustria L.I.M

" san xuat (Laboratorio Italiano
Medicinali) S.p.A
19 Torincox 60 Maxim VN-21059-18 | Tén co s Acme Formulation Pvt. Maxim Pharmaceuticals Pvt.
Pharmaceuticals Pvt. dang ky Ltd. Ltd.
Ltd. Tén co s Maxim Pharmaceuticals | Acme Formulation Pvt. Ltd.
san xuat Pvt. Ltd.
20 Viatrinil Cong ty TNHH Dugc | VN-20956-18 | Tén co sé Cong ty TNHH Duogc Cong ty TNHH Dugc Tam
Tam Pan dang ky pham Tam Pan Dan




STT | Tén thudc Co sé¢ ding ky S6 ding ky Noi dung | Thong tin tai danh muc Thong tin sira doi
stra doi da ban hanh
10. Quyét dinh s 226/QD- QLD ngay 3/4/2023:
21 Femoston 1/10 | Abbott L'aboratories 870110067523 | Hoat chat 17pB-Estradiol 1mg; Vién nén Estradiol: 17p-

(Singapore) Private (VN-18648-15) chinh- Ham Dydrogesterone 10mg Estradiol 1mg;

Limited luong Vién nén
Estradiol/dydrogesterone:
17p-Estradiol 1mg;
Dydrogesterone 10mg

22 Ringerfundin B. Braun Medical 400110069123 | Thanh phén Sodium chloride 3.3995g; | Mdi 500ml chrra:

Industries Sdn. Bhd. (VN-18747-15) | hoat chat Potassium chloride Sodium chloride 3.3995g;

0.14929; Calcium chloride | potassium chloride
dihydrate 0.18375g; 0.1492g; Calcium chloride
Magnesium chloride dihydrate 0.18375g;
hexahydrate 0.10165g; Magnesium chloride
Sodium acetate trinydrate hexahydrate 0.10165g;
1.633g; L-Malic acid Sodium acetate trihydrate
0.3355¢ 1.633g; L-Malic acid
0.3355¢g
23 Irinotel Cong ty co phan 890114071323 | Quy cach Hop 1 1o 2ml Hop 1 lo 5ml
100mg/5ml Fresenius Kabi Viét (VN-20678-17) | dong gobi
Nam Téncoso | Fresenius Kabi Oncology | Fresenius Kabi Oncology
san xuat Ltd Limited
bia chi co Village Kishanpura,Baddi, | Village Kishanpura, Baddi,
so san xuat | Tehsil Nalagarh, District Tehsil Nalagarh, District

Solan, Himachal Pradesh,
IN-174101, India

Solan, IN-174101, India




STT | Tén thudc Co sé¢ ding ky S6 ding ky Noi dung | Thong tin tai danh muc Thong tin sira doi
stra doi da ban hanh
24 Irinotel Cong ty c6 phan 890114071423 | Tén co s6 Fresenius Kabi Oncology Fresenius Kabi Oncology
40mg/2ml Fresenius:Kabi Viét (VN-20679-17) | san xuat Ltd Limited
Nam Diachico | Village Kishanpura,Baddi, | Village Kishanpura, Baddi,
s¢ san xuat | Tehsil Nalagarh, District Tehsil Nalagarh, District
Solan, Himachal Pradesh, | Solan, IN-174101, India
IN-174101, India
25 Orgalutran Merck Sharp & 400114078223 | Vai tro co Co s¢ dong gbi: N.V. Co s& dong goi cap 2:
Dohme (Asia) Ltd (VN-21068-18) | s¢ san xuat | Organon N.V. Organon
11. Quyét dinh s6 241/QD-QLD ngay 05/04/2023:
26 Thalide 100 Cong ty Trach nhiém | 890114086423 | Hoat chat Thalidomid USP 100mg Thalidomid 100mg
htru han Mot thanh (VN2-379-15) | chinh -
vién Vimepharco Ham luong
12. Quyét dinh s 302/QD-QLD ngay 27/04/2023:
27 Dicellnase I1-Yang Pharm Co., VN-19810-16 | Tén co s& Celltrion pharm, Inc Farmalabor Produtos
Ltd san xuat Farmacéuticos, S.A
13. Quyét dinh s 305/QD-QLD ngay 28/04/2023:
28 Oxaliplatin Novartis (Singapore) | 900114089223 | Hoat chit | Oxaliplatin 5mg MJ3i 30ml chua:
"Ebewe" 150 Pte Ltd (VN2-636-17) | chinh — Oxaliplatin 150mg
mg/30ml Ham luong
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