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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phuc
Sb: 841 /QP-QLD Ha Noi, ngay 23 thdng 12 nam 2022
QUYET PINH

V& viéc sira déi thong tin tai Danh muc thude dwoc cap giay ding ky luu
hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy diang 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 Bo Y té;

Can cir Nghi dinh so 54/2017/NP-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 1y nha nwéc cua Bo Y té;

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

Cén cir Thong tu s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trueng Bo
Y té quy dinh viéc dang ky heu hanh thuéc, nguyén liéu lam thuac;

Can cir vao hé so dang ky luu hanh thudc heu tai Cuc Quan Iy Duroc;

Theo dé nghi ciia Trudng phong Bang ky thuéc, Cuc Quan ly Durgc.

QUYET PINH:

Piéu 1. Stra doi mot so thong tin tai Danh muc thude dugc cap gidy dang
ky luu hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy ding ky
lru hanh cua Cuc Quan Iy Dugc (Danh muc cu thé tai Phu luc kém theo Quyét
dinh nay).

Céc thong tin khac tai Danh muc thudc dugc cap gidy diang ky luu hanh
tai Viét Nam ban hanh kém theo cac Quyét dinh cap giay dang ky luu hanh thudc
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.



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./.

Noi nhgn: , KT. CUC TRUONG
- Nhu biéu 3; 2 2
- B¢ truéng Dao Hong Lan (dé blc); — PHO CUC TRUONG

- Thir truéng DS Xuan Tuyén (dé blc);
- Cuc trudong Vii Tuan Cuong (dé blc); »'/ mrrnl NEN
- Cuc Quan y - Bo Quéc phong, Cuc Y té - Bo Cong A'ﬂ”{o / _C ) e

;/\\1

- Cuc Y t& GTVT - B6 Giao thdng van tai; Tong Cuc I— A | W
quan - Bo Tai chinh; ‘v:&f \* g M
- Bao hiém xa hoi Viét Nam; N\ 4*:,\5 ~ -

- B¢ Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra “f~:~§,.:<‘i.r\/f§uyén Thanh Lam
Bo;

- 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,

PCTTra, VP Cuc; Website Cuc QLD;

- Luu: VT, BKT.



(Ban hanh ke theo Quyét dinh s6 841

Phu luc

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

CUA CUC QUAN LY DUQC
/OP-QLD ngay 23 /12 /2022 cua Cuc Quan ly Duoc)

1. Quyét dinh s6 21/QP-QLD ngay 12/01/2012:

X £ o ax . £ ax . Noi dung Thong tin tai danh Thoéng tin
STT Tén thuoc Co sé dang ky So dang ky siva dai e o o TR Sira ddi
263,2 mg (twong duong
Cong ty c6 phan ] ] ‘ Triterpen glycoside
1 Venosan retard dwroc pham Duy Tan VN-14566-12 | Ham lugng 263,2 mg 50mg, dwoc tinh nhu I
Aescin khan)
2. Quyét dinh s 82/QD-QLD ngay 09/02/2015:
A e . as , £ 3 . Noi dung Thoéng tin tai danh Thoéng tin
STT Tén thuoc Co s6 dang ky So dang ky sica déi s R [l Sira ddi
Sterile Potassium B.Braun Medical Kali chloride Potassium chloride
2 Chloride Industries Sdm. | VN-18766-15 | Hoat chat 0 0
Concentrate 14.9% Bhd. 1,49g/10ml (14,9%) 1,499/10ml (14,9%)
3. Quyét dinh sb 65/QD-QLD ngay 20/02/2017:
A £ 2 ax . £ o1 . Noi dung Thong tin tai danh Thoéng tin
STT Tén thuoc Co sé dang ky So dang ky siva déi e 66 o il Sira déi
Celebrex (dong goi: . - Celebrex (dong goi va
R-Pharm Germany %G_ISﬁ;?r);(gz?ﬁ] agﬁ;' Xuat xuong: R-Pharm
3 GmbH; dia chi: Cong ty TNHH VN-20332-17 Tén thude GmbH: dia chi: Germany GmbH; dia

Heinrich-Mack-
Str.35, 89257
Illertissen, DC)

Viatris Viét Nam

Heinrich-Mack-Str.35,
89257 Illertissen, D1rc)

chi: Heinrich-Mack-
Str.35, 89257 lllertissen,
buc)




Village: Bhud & Village: Bhud &
Torrent biachico | Makhnu Majra, Telsil: | Makhnu Majra, Tehsil:
4 Torpace-5 Pharmaceuticals Ltd | ¥V -2030L17 1 o can xudt Baddi-173205, Dist: Baddi-173205, Dist:
Solan. (H.P.), India Solan. (H.P.), India
4. Quyét dinh sé 212/QP-QLD ngay 08/06/2017:
A £ 2 ax , £ oax , Noi dung Thong tin tai danh Thoéng tin
STT Tén thuec Co sé ding ky So dang ky sia déi T 6 [ [l Sira ddi
5 L.opimune Tabltes Cipla Ltd VN2-592-17 Darg%ébao Vién nén Vién nén bao phim
5. Quyét dinh sé 412/QD-QLD ngay 19/09/2017:
A £ o ax . £ ax . Noi dung Thong tin tai danh Thoéng tin
STT Tén thuoc Co sé dang ky So dang ky sica dai e o o TP Sira ddi
- 55, Jandari-gil, Punge-
: : Cong ty TNHH . 55, Jandari-gil, Punge- myeon, Dongnam-gu,
Minoxyl solution 2 bia chi co myeon, Cheonan-si, )
6 Dugc pham Nam VN-20705-17 Y £ Cheonan-si,
3% A so san xuat | Chungcheongnam-do-
Han Chungcheongnam-do-
Korea
Korea
6. Quyét dinh sé 653/QD-QLD ngay 23/10/2019:
A £ . , £ oo , N¢i dung Thong tin tai danh Thong tin
STT Tén thuoc Co s6 dang ky So dang ky sica déi s G o [l Sira ddi
| iz morocon | vt it
7 Iritero 40mg/2mi Hetero Labs Limited | VN3-235-19 Hoat chat ang rit irinotecan hydroclorid
hydroclorid trihydrat)

40mg/2ml

trihydrat) 40mg/2ml




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

A I A Y , £ ax . Noi dung Thong tin tai danh Thoéng tin
STT Tén thuoc Co s6 dang ky So dang ky sia déi adalbain an Sira déi
. ) ) Imatinib (dudi dang .. .
8 Imatinib mesilate Cadila Healthcare |\ /\ 15 277 51 Hoat chit Imatinib mesylat) Imatinib (dudi dang
tablets 100mg Ltd. Imatinib mesilat) 100mg
100mg
8. Quyét dinh'sd 232/QD-QLD ngay 29/04/2022:
A £ - , £ ax . Noi dung Thong tin tai danh Thong tin
STT Tén thuoc Co sé dang ky So dang ky sia déi 0 G o et Sira déi
9 Seirato 10 Cong ty}TNHH VN-23071-22 Te,n o S 9 | Laboratorios Lesvi S.L | Laboratorios Lesvi, S.L.
duoc pham Doha san xuat
9. Quyét dinh s6 265/QD-QLD ngay 11/05/2022:
A £ 2 ax , £ 2o . Noi dung Thong tin tai danh Thong tin
STT Tén thuoc Co sé dang ky So dang ky sia déi e G b Ll Sira déi
Hyphens Pharma Quy cach Hap 10 Lo 100 ml hoac
10 Xenetix 350 yp VN-16789-13 Iy cact Hop 10 Lo 100 ml | 125ml chira 100ml dung
Pte.Ltd dong goi dich
Hyphens Pharma Quy cach Hgp 10 Lo 100 ml hoge
11 Xenetix 300 yp VN-16787-13 Jy cact Hop 10 Lo 100 ml | 125ml chira 100ml dung
Pte.Ltd dong goi dich
10. Quyét dinh s6 309/QB-QLD ngay 09/06/2022:
A £ o ax . £ oas . Noi dung Thoéng tin tai danh Thong tin
STT Tén thuoc Co sé dang ky So dang ky sica déi e 2B b Sira déi
12 Naproplat Naprod Life VN3-342-21 Tén thudc Naprolat Naproplat

Sciences Pvt. Ltd




11. Quyét dinh s6 517/QD-QLD ngay 05/09/2022:

A £ 2 as . g , Noi dung sira | Thong tin tai danh muc Thong tin
STT Tén thuoc Co sé dang ky So dang ky adi d3 ban hanh Sira ddi
Colle et 5 anda st
13 Amlodac 5 Cadila VN-22060-19 | PI3CNIcOso | pqiare plot No, 203 | , ESt&te: Plot No. 203-
Healthcare Ltd. san xuat : 213, Kundaim, Goa 403
213, Kundaim, Goa 403 .
. 115, India
115, India
12. Quyét dinh sé 572/QP-QLD ngay 23/09/2022:
A £ - . £ ax , NOi dung stra | Thong tin tai danh muc Thong tin
STT Tén thuoc Co s6 dang ky So dang ky adi d3 ban hanh Sira déi
Hoat chat Nitroglycerin (dudi dang | Nitroglycerin (dudi dang
Troikaa chinh —Ham | Nitroglycerin 10% trong | Nitroglycerin 10% trong
14 Myonit Insta Pharmaceuticals | VN-23139-22 lrong lactosel) 0,5 mg lactose) 0,5 mg
Ltd. Qui cach dong | Hop chua 10 hop nho x | Hop chira 10 hop nho x
goi 510 5 1o x 30 vién
13. Quyét dinh s6 621/QD-QLD ngay 11/10/2022:
A ) . as , £ oas , . . 2. | Thong tin tai danh Thoéng tin
STT Tén thuoc Co sé dang ky S0 dang ky | Noi dung sira doi e B b Sira déi
Bia}tcgi?(’ S0'SaN | siablinska 30, 03680 |  Sklabinska 30, 036 80
Xuat, dong go1 va . . . .
Zodamid 5mg/1ml Joint Stock Kiém ngh%ém Martin — Slovakia Martin - Slovakia
15 solution for Company VN-23229-22 ' i

bia chi Co so

XUat xudng

Rixga, LV-1057 -
Latvia

Riga, LV-1057 - Latvia




HELOROXIM 10mg Cong ty TI\;IHH Hoat chat chinh — Memantine Memantine
16 . Duogc pham VN3-413-22 . X .
Film-coated tablet P Ham luong hydrochloride hydrochloride 10mg
Nhat Anh
(Unit I1), Village . .
Glenmark s Y s Bhattanwala, O.O. (Unit I1), Village
. Dia chi co s san . Bhattanwala, P.O.
17 Desglen Pharmaceuticals | VN-23217-22 X X Rajpura, Nalagarh, . i
xuat thuoc . Rajpura, Nalagarh, Distt.
Ltd. Distt. Solan (H.P.) - .
) Solan (H.P.) - India
India
Cong ty TNHH A Y s . . . .
18 Espreez LP mot thanh vien | VN-23196-22 Tén co $6'san Ste_rll-Gene Life Stgrll-Gene Life
A ) Xuat Sciences P Ltd Sciences (P) Ltd.
An Phat
Off. NH-221, V|IIa_ge Off. NH-21, Village
Jawaharpur, Tehsil :
) Cong ty TNHH bia chi co sd san Derabassi, District Jawahgrpur ' Teh3|l
19 Swazi 500 ~ . VN-23192-22 : X ’ . Derabassi, District SAS
MTV An Phét Xuat SAS Nagar (Mohali), Nagar (Mohali), Punjab-
Punjab-140507 - g  FUny

India

140507 - India
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