BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap — Tu do — Hanh phiic
S6: 440 /QP-QLD Ha Néi, ngay 23 thang 06 ndm 2023
QUYET PINH

Vé viéc sira doi thong tin thudc dwoc cap, gia han gidy ding ky lwu hanh tai
Viét Nam ban hanh kém theo cac Quyét dinh cép, gia han gidy ding ky luu
hanh cia Cuc Quan ly Dwgc

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc 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 chirc ndng, nhiém vu, quyén han va co cdu té chirc ciia BS Y té;

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

Can cir Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii
sita doi, bo sung mét so quy dinh lién quan dén diéu kién dau tw kinh doanh
thuéc pham vi quan 1y nha née ciia Bo Y té;

Can cir Nghi dinh s6 30/2020/ND-CP ngay 05/3/2020 ciia Chinh phii vé
cong tac van thu;

Can cir Quyét dinh s6 1969/0P-BYT ngay 26/04/2023 cia Bé trudng Bé
Y té quy dinh chikc ndng, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan
Iy Dwoc thuéc B Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truéng Bé
Y té quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thuoc;

Can cir vao ho so dang ky luu hanh thuéc luu tai Cuc Quan Iy Duoc;

Theo dé nghi cia Triwong phong Péng ky thuée, Cuc Quan 1y Duwgc.

QUYET PINH:

Piéu 1. Sira d6i mot sé thong tin thude duge cip, gia han gidy dang ky
lru hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han gidy ding
ky luu hanh caa Cuc Quan Iy Dugc (Phu luc kém theo Quyét dinh nay).

Céc thong tin khac cua thude duoc cip, gia han gidy dang ky luu hanh tai
Viét Nam ban hanh kém theo cac Quyét dinh cép, gia han gidy dang ky luu hanh
cua Cuc Quan ly Duoc tai Phu luc kém theo Quyét dinh nay khong thay doi.

Piéu 2. Quyét dinh nay co6 hiéu luc ké tir ngay ky ban hanh.
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Piéu 3. Giam ddc S¢' Y té cac tinh, thanh phd tryc thudc Trung vong va
Gidm doc co sé san xuat va co sd dang ky co6 thudce tai Di€u 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

No'}t; nhn: KT. CUC TRUONG
- Nhu Dbiéu 3; A A
- Bo truong Pao Hong Lan (dé b/c); == PHO CUCTRUO}\IG

- Thr truéng PO Xuan Tuyén (dé b/c); L.ob—=U,
- Cyc truong Vii Tudn Cuong (dé blc); -/ cue\ 1)
- Cuc Quéany - Bo Quéc phong, Cuc Y té - Bo Cong An; [ 5/ n 0 ne
-Cuc Y t& GTVT - B6 Giao théng van tai; Téng Cuc Ha1 X Bl
quan - B9 Tai chinh; W

-Bao hlem x4 hoi Viét Nam; e

-BJ Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra ~=Nguyén Thanh Lim
Bo; Trung tim mua sdm tap trung thude Qudc gia;

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

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

ty XNK dugc pham;

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

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

PC-HN, VP Cuc; Website Cuc QLD;

- Luu: VT, BDKT (2b) (TA).




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 DUGC
(Kém theo Quyét dinh s6 440 /OP-OLD ngdy 23 /06 / 2023 ciia Cuc Qudn Iy Duoc)

STT Tén thudc Co sé dang ky S6 ding ky Noi dung stra | Thong tin tai danh muyc Théng tin sira ddi
doi da ban hanh
1. Quyét dinh s6 621/QD-QLD ngay 11/10/2022:
1 Acuclav 625 | Macleods VN-23230-22 Hoat chat Amoxiccilin (dudi dang Amoxicilin (dudi dang
Pharmaceuticals Amoxicilin trihydrat) Amoxicilin trihydrat)
Limited 500mg; Acid clavulanic 500mg; Acid clavulanic
(dang Diluted Potassium (dang Diluted Potassium
Clavulanate Potssium Clavulanate (Potassium
Clavulanate: Avicel 1:1)) Clavulanate: Avicel 1:1))
125mg 125mg
Quy cach dong | Hop 2 vi xé x 10 vién Hop 2 vi x 10 vién
g01
Tiéu chuan USP 37/ TCCS NSX
2 Allsilver Alleviare Life VN-23146-22 Co s& san xuat | Aurochem Pharmaceuticals | Aurochem Laboratories
Sciences Private (India) Pvt.Ltd. (India) Pvt.Ltd
Limited Pia chi co so S-1/5 First Floor, Upahar S -1/5 First Floor, Uphaar
dang ky Cinema Complex Market, | Cinema Complex Market,
Green Park Ext Market, Green Park Extension,
New Delhi, South Delhi, New Delhi, South Delhi,
DL 110016, India DL 110016, India.
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STT

Tén thube

Co s¢ dang ky

S6 ding ky

Noi dung stra
doi

Thoéng tin tai danh muc
da ban hanh

Théng tin sira ddi

2. Quyét dinh s6 853/QD-QLD ngay 30/12/2022:

3 Allerstat 120 | Cadila VN-18499-14 Diachico s¢ | Cadila Corporate Campus, | Cadila Corporate Campus,
Pharmaceuticals dang ky Sarkhej Dholka Road, Sarkhej Dholka Road, Bhat
Limited Ahmedabad, Gujarat — Ahmedabad, Gujarat —
382210, India 382210, India
4 Lorfast Cadila VN-18181-14 DPiachico s¢ | Cadila Corporate Campus, | Cadila Corporate Campus,
Pharmaceuticals dang ky Sarkhej Dholka Road, Sarkhej Dholka Road, Bhat
Limited Ahmedabad, Gujarat - Ahmedabad, Gujarat —
382210, India 382210, India
5 Mozoly 5 Cadila VN-18501-14 Diachicos¢ | Cadila Corporate Campus, | Cadila Corporate Campus,
Pharmaceuticals dang ky Sarkhej Dholka Road, Sarkhej Dholka Road, Bhat
Limited Ahmedabad, Gujarat — Ahmedabad, Gujarat —
382210, India 382210, India
Tén thubc Mozoly Mozoly 5
6 Teli 40 Cadila VN-16604-13 Diachicos¢ | Cadila Corporate Campus, | Cadila Corporate Campus,
Pharmaceuticals dang ky Sarkhej Dholka Road, Sarkhej Dholka Road, Bhat
Limited Ahmedabad, Gujarat — Ahmedabad, Gujarat —

382210, India

382210, India

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

7 Betadine Mundipharma VN-19506-15 Tén co s& dang | Mundipharma Mundipharma
Antiseptic Pharmaceuticals ky Pharmaceuticals Ltd. Pharmaceuticals Pte. Ltd.
1 o
S(;lutlon 10% | Pte. Ltd. Téncososan | Mundipharma Mundipharma
WiV xuat Pharmaceuticals Pte. Ltd. Pharmaceuticals Ltd.
8 Medsamic Medochemie Ltd. | VN-19497-15 Tén co s¢ dang | Medochemie Ltd.- Nha Medochemie Ltd.

500mg

ky

may Trung Tam
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STT

Tén thube

Co s¢ dang ky

S6 ding ky

Noi dung stra
doi

Thoéng tin tai danh muc
da ban hanh

Théng tin sira ddi

4. Quyét dinh s6 138/QD-QLD ngay 01/03/2023:

9 Atormac 40 Macleods 890110014123 Co s6 san xuat | Macleods Pharmaceuticals | Macleods Pharmaceuticals
Pharmaceuticals Limited Ltd.
Limited bia chi co SO Block N-2, Village Theda, | Block N-2, Village Theda,
san xuat P.O. Lodhimajra, Tehsil Post Office Lodhimajra,
Baddi, Dist. Solan, Tehsil Baddi, Distt. Solan,
Himachal Pradesh 174101, | Himachal Pradesh —
India 174101, India
10 Dapagliflozin | Macleods 890110014223 Co s6 san xuat | Macleods Pharmaceuticals | Macleods Pharmaceuticals
Tablet 10mg | Pharmaceuticals Limited Ltd.
Limited Pia chi’ co SO Block N-2, Village Theda, | Block N-2, Village Theda,
san xuat P.O. Lodhimajra, Tehsil Post Office Lodhimajra,
Baddi, Dist. Solan, Tehsil Baddi, Distt. Solan,
Himachal Pradesh 174101, | Himachal Pradesh —
India 174101, India
11 Dapagliflozin | Macleods 890110014323 Co s6 san xuat | Macleods Pharmaceuticals | Macleods Pharmaceuticals
Tablet 5mg Pharmaceuticals Limited Ltd.
Limited

bia chi co so
san xuat

Block N-2, Village Theda,
P.O. Lodhimajra, Tehsil
Baddi, Dist. Solan,
Himachal Pradesh 174101,
India

Block N-2, Village Theda,
Post Office Lodhimajra,
Tehsil Baddi, Distt. Solan,
Himachal Pradesh —
174101, India
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STT Tén thudc Co sé dang ky S6 ding ky Noi dung stra | Thong tin tai danh muyc Théng tin sira ddi
doi da ban hanh
12 Escipra 5 Macleods 890110014423 | Co so san xuat | Macleods Pharmaceuticals | Macleods Pharmaceuticals
Pharmaceuticals Limited Ltd.
Limited bia chi CO SO Block N-2, Village Theda, | Block N-2, Village Theda,
san xuat P.O. Lodhimajra, Tehsil Post Office Lodhimajra,
Baddi, Dist. Solan, Tehsil Baddi, Distt. Solan,
Himachal Pradesh 174101, | Himachal Pradesh —
India 174101, India
13 Esomac 20 Macleods 890110014523 Dia chi CO SO Block N-2, Village Theda, | Block N-2, Village Theda,
Pharmaceuticals san xuat P.O. Lodhimajra, Tehsil Post Office Lodhimajra,
Limited Baddi, Dist. Solan, Tehsil Baddi, Distt. Solan,
Himachal Pradesh 174101, | Himachal Pradesh —
India 174101, India
14 Oratane 10mg | Cong ty cd phan 940110009023 | Vai tro co so Co so san xuat: Douglas Co s¢ dong goi va chiu
Tada Pharma san xuat Manufacturing Limited trach nhiém xuat xuong 16

(Pia chi: Corner Te Pai
Place and Central Park

Drive, Lincoln, Auckland
0610, New Zealand).

Co s& san xut ban thanh
pham: SWISS CAPS AG
(Pia chi: Husenstrasse 35,
Kirchberg 9533,
Switzerland)

thudc: Douglas
Manufacturing Limited
(Pia chi: Corner Te Pai
Place and Central Park
Drive, Lincoln, Auckland
0610, New Zealand).
Co s san xuat dang bao
ché cudi cung: SWISS
CAPS AG (Dia chi:
Husenstrasse 35,
Kirchberg 9533,
Switzerland)




STT Tén thudc Co s& dang ky So ding ky NOi dung sira | Thong tin tai danh muc Théng tin sira d6i
doi da ban hanh
15 Oratane 20mg | Cong ty c6 phan 940110009123 | Vai tro co so Co s6 san xuat: Douglas Co s¢ dong goi va chiu
Tada Pharma san xuat Manufacturing Limited trach nhiém xuét xudng 16
(Pia chi: Corner Te Pai thudc: Douglas
Place and Central Park Manufacturing Limited
Drive, Lincoln, Auckland (Pia chi: Corner Te Pai
0610, New Zealand). Place and Central Park
Co s& san xuat ban thanh Drive, Lincoln, Auckland
phim: SWISS CAPS AG | 0610, New Zealand).
(Pia chi: Husenstrasse 35, | Co s¢ san Xuét dang bao
Kirchberg 9533, ché cudi cung: SWISS
Switzerland) CAPS AG (bia chi:
Husenstrasse 35,
Kirchberg 9533,
Switzerland)
16 Pelethrocin Saint Corporation 520110016123 bia chi co so Pedini loanninon, 455 00 Pedini Ioanninon,
san xuét loannina, Greece Ioannina, 45500, Greece
17 Trezilent Cong ty TNHH 383110018123 | Co sé dang ky | Novartis Pharma Services | Cong ty TNHH Novartis

Novartis Viét Nam

AG:; dia chi: Lichtstrasse
35, 4056 Basel,
Switzerland

Viét Nam; dia chi: Phong
1001, 1au 10, Centec
Tower, 72-74 Nguyén Thi
Minh Khai, Phuong 6,
Quén 3, Thanh phd Ho Chi
Minh, Viét Nam




STT Tén thudc Co s& dang ky So ding ky NOi dung sira | Thong tin tai danh muc Théng tin sira d6i
doi da ban hanh
5. Quyét dinh s6 146/QD-QLD ngay 02/03/2023:
18 Abernil 50mg | Medochemie Ltd. 529110030323 Pia chi’ co SO F-4 & F-12, MIDC, 1-10 Constantinoupoleos
(sé ding ky da | san xuat Malegaon, Tal. Sinnar, street, 3011 Limassol,
cap: VN-17095- Nashik 422113 Maharasira | Cyprus
13) State, Cyprus
Hoat chét Naltrexone hydrochloride | Naltrexone hydrochloride
chinh, ham 55 mg tuong duong voi 50mg
luong Naltrexone hydrochloride
anhydrous 50 mg
19 CKDMyrept | Chong Kun Dang 880114021523 | S6 dang ky gia | 880110021523 880114021523
Tab. 500mg | Pharm. Corp. (s dangky da | han

cap: VN-17851-

14)

20 Lowsta 20mg | Medochemie Ltd. 529110030223 | Tén thudc Lowsta Lowsta 20mg
(s0 dang ky da
cap: VN-17513-

13)

21 Moxilen Medochemie Ltd. 529110030523 bia chi CO SO 8 lapetou Street, Agios 48 Iapetou Street, Agios

500mg (s dang ky da | san xuat Athanassios Industrial Athanassios Industrial

cap: VN-17099-
13)

Area, 4101 Agios
Athanassios, Limassol,
Cyprus

Area, 4101 Agios
Athanassios, Limassol,
Cyprus




STT Tén thudc Co s& dang ky So ding ky NOi dung sira | Thong tin tai danh muc Théng tin sira d6i
doi da ban hanh
6. Quyét dinh s6 225/QD-QLD ngay 03/04/2023:
22 Singulair Merck Sharp & VN-21065-18 Co s& san xuat | Merck Sharp & Dohme Merck Sharp & Dohme
Dohme (Asia) Ltd. Limited. Limited (Co s¢ dong goi:
Merck Sharp & Dohme
B.V., dia chi: Waarderweg
39, 2031 BN Haarlem, The
Netherlands)
23 Tobraquin Maxim VN-21060-18 Tén Co so Bharat Parenterals Ltd. Maxim Pharmaceuticals
Pharmaceuticals Pvt. dang ky Pvt. Ltd
Ltd Tén Co s¢ san | Maxim Pharmaceuticals Bharat Parenterals Ltd.
xudt Pvt. Ltd
7. Quyét dinh s6 226/QD-QLD ngay 03/04/2023:
24 Neo-Penotran | Exeltis Healthcare 868110084423 | Quy cach dong | Hop, 1 vi x 7 vién dat am Hop 1 vix 7 vién
Forte L S.L. (sé dangky da | goi dao

cap: VN-19706- | Pia chi co s& Cerkezkoy Organize Cerkezkoy Organize
16) san xuét Sanayi Bolgesi, Sanayi Bolgesi,
Gaziosmanpasa Mahallesi, | Gaziosmanpasa Mahallesi,
Fatih Bulvari No 19/2 Fatih Bulvari No 19/2
Cerkezkoy — Terkidag, Cerkezkoy — Tekirdag,
Turkey Turkey
Hoat chat Metronidazole 750mg; Metronidazole 750mg;
chinh, ham Miconazole nitrate 250mg; | Miconazole nitrate 200mg;
lugng Lidocain (43mg Lidocain Lidocain (43mg Lidocain
base + 70,25mg Lidocain | base + 70,25mg Lidocain
HCI) 100mg HCI) 100mg
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STT Tén thudc Co sé dang ky S6 ding ky Noi dung stra | Thoéng tin tai danh muc Théng tin sira ddi
doi da ban hanh
25 Neo-Penotran | Exeltis Healthcare 868110084323 | Diachi co s& Cerkezkoy Organize Cerkezkoy Organize
S.L. (s6 dang ky da san xudt Sanayi Bolgesi, Sanayi Bolgesi,
cap: VN-20560- Gaziosmanpasa Mabhallesi, | Gaziosmanpasa Mahallesi,
17) Fatih Bulvari No 19/2 Fatih Bulvari No 19/2
Cerkezkoy — Terkidag, Cerkezkoy — Tekirdag,
Turkey Turkey
S6 dang ky gia | 868110084323 868115084323
han
8. Quyét dinh s6 302/QD-QLD ngay 27/04/2023:
26 Apbezo SRS VN-17786-14 Tén Co so Srs Pharmaceuticals SRS Pharmaceuticals
Pharmaceuticals dang ky Private Private Limited

Private Limited

9. Quyét dinh s6 370/QD-QLD ngay 26/05/2023:

27 Stamlor - T Dr. Reddy's 890110125423 | Tén thude Stamlor - T Stamlo-T
Laboratories Ltd Hoat chat Telmisartan 40mg, Telmisartan 40mg,
chinh, ham Amlodipin S5Smg Amlodipine besilate tuong
luong duong v&1 Amlodipine
Smg
28 Stamlor - T Dr. Reddy's 890110125523 | Tén thudc Stamlor - T Stamlo-T

Laboratories Ltd

Hoat chét
chinh, ham
luong

Telmisartan 80mg,
Amlodipin Smg

Telmisartan 80mg,
Amlodipine besilate tuong
duong v6i Amlodipine
Smg




