BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Djc 1ap — Tu do — Hanh phiic
S6: 532 /QP-QLD Ha N¢i, ngay 25 thdang 07 nam 2023
QUYET PINH

Vé viéc sira d6i thong tin thudc duoge cép, gia han gidy diing ky luu hanh tai
Viét Nam ban hanh kém theo cic Quyét dinh cip, gia han gidy ding ky luu

hanh cta Cuc Quaén 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 chirc ndng, nhiém vu, quyén han va co cau té chirc ciia BY Y té;

Can cir Nghi dinh s6 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 nwée 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 cir Quyét dinh s6 1969/0P-BYT ngay 26/04/2023 ciia Bé truéng B
Y té quy dinh chike ning, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan
Iy Dwoc thuc B Y té;

Can cir Thong tie s6 08/2022/TT-BYT ngay 05/09/2022 ciia BY truéng Bé
Y té quy dinh viéc dang ky luu hanh thuée, nguyén lidu lam thudc;

Can cir vao ho so diang ky luu hanh thuéc luvu tai Cuc Quan Iy Duwoc;

Theo dé nghi cia Trieong phong Pdng ky thuéc, Cuc Quan 1y Duorc.

QUYET PINH:

Piéu 1. Stra d6i mot sb thong tin thude duogc cip, gia han gidy ding ky
lwu hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han gidy dang
ky lwu hanh ctia Cuc Quan 1y Duge (Phu luc kém theo Quyét dinh nay).

Céc thong tin khac cua thude dugc cép, gia han gidy ding ky luu hanh tai
Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han gidy dang ky luu hanh
ctia Cuc Quan 1y Duoc 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 dbc co sé san xuat va co sd dang ky co6 thudce tai Diéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

- Bo truong Pao Hong Lan (dé b/c);

- Thir truong DS Xuan Tuyén (dé blc);

- Cuc truong Vii Tudn Cudng (dé b/c);

- Cuc Quan y - B4 Qudc phong, Cuc Y té - Bo Cong An; [/ P
-CucY t& GTVT - B Giao thong van tai; Tong Cuc Hai |~ =~ 7'

Noi nhén: KT. CUC TRU’Q’NG
- Nhu Bicu 3; PHO CUC TRUONG

M | |

quan - 876 Tai chinh, e\ DY OC \ J _‘.; / '1'.". -

- Bao hiém xa hoi Viét Nam; — ,,‘_J

- B0 Y té Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra ~~=Nguyen Thanh Lam

Bo; Trung tAm mua sam tap trung thudc Qudc gia;

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

- Téng Cong ty Dugc Viét Nam — Cong ty CP; Cac cong
ty XNK dugc pham;

- Cac Bénh vién, Vién c6 givong bénh truc thudc BYT;
- Cac phong thudc Cuc QLD: QLGT, QLKDD, QLCLT,
PC-HN, VP Cuc; Website Cuc QLD;

- Luu: VT, BKT (2b)



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 DINH CAP, GIA HAN GIAY PANG KY LUU HANH CUA CUC QUAN LY DUO’C

(Ban hanh kém theo Quyét dinh s6 532 /OP-QLD ngdy 25 /07 /2023 cuia Cuc Quan Iy Duoc)

STT Tén thudc Co s6 dang ky S6 ding ky Noi dung Thong tin tai danh muc Théng tin sira d6i

stra doi da ban hanh

1. Quyét dinh s6 82/QP-QLD ngay 09/02/2015:

1 Sterile B.Braun Medical VN-18766-15 Hoat chit Kali chloride 1,49g/10ml Potassium Chloride
Potassium Industries Sdn. Bhd. chinh - Ham | (14,9%) 1,49¢/10ml (14,9%)
Chloride lugong
Concentrate
14.9%

2. Quyét dinh s6 748/1/QD-QLD ngay 29/10/2018:
2 Arixib 60 Cong ty TNHH Y t& | VN-21412-18 bia chi co KH No. 400, 407 & 409, Kh. No. 400, 407 & 409,
Canh Ctra Viét s& san xuat | Karondi, Roorkeer, Karondi, Roorkee,
Uttarakhand - India Uttarakhand - India
3. Quyét dinh s 748/6/QP-QLD ngay 29/10/2018:

3 Pepsane TEDIS VN-21650-18 bia chi co Zone d’Activite Est No 1, | Zone d’Activités Est No 1,
(CSXX: so san xuat | 60190 Estrees Saint Denis - | 60190 Estrees Saint Denis
Laboratories France - France
ROSA Tén co s¢ Laboratories ROSA Laboratoires ROSA
Phytopharma; xuat xudng | Phytopharma Phytopharma
bC: 2, Avenue (CSXX)
du Traite de
Rome-78400
CHATOU,

France)




STT Tén thudc Co s& dang ky S6 ding ky Noi dung Thong tin tai danh muc Théng tin sira doi
stra doi da ban hanh

4. Quyét dinh s6 164/QD-QLD ngay 20/03/2019:

4 Clorifort Sweta Pharma Pvt., VN-21971-19 Tén co so Sweta Pharmaceutical Pvt., | Sweta Pharma Pvt., Ltd.
Ltd. dang ky Ltd.

5 Nalidixic Acid | Sweta Pharma Pvt., VN-21972-19 Tén co so Sweta Pharmaceutical Pvt., | Sweta Pharma Pvt., Ltd.

Tablets BP. Ltd. dang ky Ltd.
500mg

5. Quyét dinh s6 437/QD-QLD ngay 24/07/2019:

6 Itsup 100 Cong ty TNHH Mot | VN-22127-19 Hoat chét Sildenafil (dudi dang Sildenafil (dudi dang
thanh vién Dugc chinh - Ham | Sidenafil citrat) 100 mg Sildenafil citrat) 100mg
pham Viét Tin luong

7 Itsup 50 Cong ty TNHH Mot | VN-22128-19 Hoat chét Sildenafil (dudi dang Sildenafil (dudi dang
thanh vién Dugc chinh - Ham | Sidenafil citrat) 50 mg Sildenafil citrat) 50mg
pham Viét Tin lugong

6. Quyét dinh s6 653/QD-QLD ngay 23/10/2019:

8 Tigerfil 100mg | Novartis (Singapore) | VN-22444-19 Hoat chét Sildenafil (dudi dang Sildenafil (dudi dang
Pte Ltd chinh - Ham | Sidenafil citrat) 100 mg Sildenafil citrat) 100mg

luwong

7. Quyét dinh sé 517/QD-QLD ngay 05/09/2022:

9 Etomidate- B.Braun Medical VN-22231-19 Tén co so B.Braun Medical Industries | B.Braun Medical

Lipuro Industries Sdn. Bhd. dang ky Snd. Bhd. Industries Sdn. Bhd.

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

10 Avir Abil Chempharma VN-23142-22 Hoat chét Aciclorvir 5% kl/kl Aciclovir 5% kl/kl
Private Limited chinh - Ham

lugng




STT | Tén thudc Co sé diing ky S6 ding ky Noéi dung | Théng tin tai danh muc Théng tin sira doi
sira doi da ban hanh
9. Quyét dinh s6 853/QD-QLD ngay 30/12/2022:

11 Reduze Cong ty ¢ phan VN-18433-14 Hoat chét Glucosamine sulfate Glucosamine sulfate
thuong mai dugc chinh - Hdm | potassium chloride 500mg | potassium chloride 500mg
pham va trang thiét bi luong twong duong Glucosamine | twong duong Glucosamine
y té Thuan Phat sulfate 375mg tuong duong | sulfate 375mg tuong

Glucosamine 295mg; duong Glucosamine
Chondroitin sulfate (dudi 295mg; Chondroitin
dang sun vay c4 map) sulfate (dudi dang sun vay
10mg; Cao dic than ré ca map) 10mg; Cao dac
Gung (Extractum Rhizoma | than ré Gung (Extractum
Zingiberis) 5:1 40mg tuong | Rhizoma Zingiberis) 5:1
duong lugng kho 200mg 40mg tuong duong luong
kh6 200mg; Cao dac vo
than cay Hoang ba
(Extractum Cortex
Phellodendri amurensis)
5:1 10mg tuong duong
luong khoé 50mg
12 Augmentin GlaxoSmithKline Pte | VN-16487-13 Hoat chét Amoxicilin (dudi dang Amoxicillin (duéi dang
500mg/62,5mg | Ltd chinh - Him | Amoxicilin trihydrate) Amoxicillin trihydrate)
luong 500mg; Acid Clavulanic 500mg; Acid Clavulanic
(dudi dang Kali (dudi dang Kali
clavulanate) 62,5mg clavulanate) 62,5mg

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

13 Bilomag Cong ty ¢6 phan dugc | VN-19716-16 Tén co so Natur Produkt Zdrovit Sp. | Natur Produkt Pharma Sp.
pham va thiét bi y té san xuat Z 0.0 Z 0.0

CA.T




STT Tén thudc Co s& dang ky S6 ding ky Néi dung Thong tin tai danh muc Théng tin sira doi
sira doi da ban hanh
14 Ciprobay 200 | Bayer (South East VN-14008-11 Tén co so Bayer AG Bayer (South East Asia)
Asia) Pte., Ltd. dang ky Pte., Ltd.
Tén co s& Bayer (South East Asia) Bayer AG
san xuét Pte., Ltd.
15 Ciprobay Bayer (South East VN-19012-15 Tén co so Bayer AG Bayer (South East Asia)
400mg Asia) Pte., Ltd. dang ky Pte., Ltd.
Tén co so Bayer (South East Asia) Bayer AG
san xuat Pte., Ltd.
16 Combigan Allergan Singapore VN-20373-17 Tén co s& Allergan Singapore Pte. DKSH Singapore Pte. Ltd.
Pte. Ltd. dang ky Ltd.
17 Ganfort Allergan Singapore VN-19767-16 Tén co s& Allergan Singapore Pte. DKSH Singapore Pte. Ltd.
Pte. Ltd. dang ky Ltd.
18 Lumigan Allergan Singapore VN-17816-14 Tén co s6 Allergan Singapore Pte. DKSH Singapore Pte. Ltd.
Pte. Ltd. dang ky Ltd.
19 Optive UD Allergan Singapore VN-17634-14 Tén co so Allergan Singapore Pte. DKSH Singapore Pte. Ltd.
Pte. Ltd. dang ky Ltd.
20 Ozurdex Allergan Singapore VN-17817-14 Tén co s& Allergan Singapore Pte. DKSH Singapore Pte. Ltd.
Pte. Ltd. dang ky Ltd.
21 Pred Forte Allergan Singapore VN-14893-12 Tén co so Allergan Singapore Pte. DKSH Singapore Pte. Ltd.
Pte. Ltd. dang ky Ltd.
11. Quyét dinh sé 138/QD-QLD ngay 01/03/2023:
22 ™ | Sildenafil Teva | Actavis International | 385110007423 | Ténva dia | Pliva Hrvatska D.o.o (Pliva | Pliva Croatia Ltd
100mg Ltd. chi co so Croatia Ltd) Dia chi: Prilaz baruna
san xudt Dia chi: Prilaz baruna Filipovi¢a 25, 10000

Filipovi¢a 25, 10000
Zagreb, Croatia

Zagreb, Republic of
Croatia

(*) Thong tin sira déi ciia thuoc sé thir tw 22 thay thé cho théng tin sira doi ciia thude nay tai so thit t 83 Phu luc ban hanh kém theo Quyét dinh sé 303/0P-OLD ngdy

27/04/2023 cua Cuc Quadn ly Duoc




STT Tén thudc Co s& dang ky S6 ding ky Néi dung Thong tin tai danh muc Théng tin sira doi
sira doi da ban hanh
23 ™ | Sildenafil Teva | Actavis International | 385110007523 | Ténvadia | Pliva Hrvatska D.o.o (Pliva | Pliva Croatia Ltd (Dia chi:
50mg Ltd. chi co s¢ Croatia Ltd) (Dia chi: Prilaz baruna Filipovica
san xuét Prilaz baruna Filipovic¢a 25, | 25, 10000 Zagreb,
10000 Zagreb, Croatia) Republic of Croatia)
Hoat chét Sildenafil 100mg (dudi Sildenafil 50mg (dudi
chinh - Ham | dang Sildenafil citrate) dang Sildenafil citrate)
luong
12. Quyét dinh sé 146/QD-QLD ngay 02/03/2023:
24 Ganfort Allergan Singapore 539110019923 | Ténvadia | Allergan Singapore Pte. DKSH Singapore Pte. Ltd.
Pte. Ltd. (sé dang ky da chi co so Ltd. (Pia chi: 20, Pasir (Pia chi: 47, Jalan Buroh,
cip: VN-19767- | dang ky Panjang road, #09-25, #09-01, Singapore 619491)
16) Mapletree Business city,
Singapore 117439,
Singapore)
13. Quyét dinh sé 226/QD-QLD ngay 03/04/2023:
25 Lumigan DKSH Singapore Pte. | 539110075023 | Hoat chat Bimatoprost 0,3mg/ml Bimatoprost 0,3mg/3ml
Ltd. (s6 dang ky da | chinh - Ham
cap: VN-17816- | lugng
14)
26 Neo-Penotran | Exeltis Healthcare 868110084423 | Sédangky | 868110084423 868115084423
Forte L S.L. (s6 dang ky da
cap: VN-19706-
16)
27 Zebacef Cong ty TNHH Duoc | 868110073423 | Hoat chat Cefdinir 125mg Cefdinir 125mg/5ml
125mg/5ml pham Phic Binh An (s6 dang ky da chinh - Ham
cip: VN-19835- | luong

16)

(*) Thong tin sira déi ciia thuoc sé thir tw 23 thay thé cho théng tin sira doi ciia thude nay tai sé thit t 84 Phu luc ban hanh kém theo Quyét dinh sé 303/0P-OLD ngdy

27/04/2023 cua Cuc Quadn ly Duoc




STT Tén thudc Co s& dang ky S6 ding ky Néi dung Thong tin tai danh muc Théng tin sira doi
sira doi di ban hanh
28 Zebacef 300mg | Cong ty TNHH Duoc | 868110083923 bia chi co Davutpasa Cad., No:145, Davutpasa Caddesi.,
phém Phtc Binh An (sé dang ky da s& san xuat | 34010, Topkapi, Istanbul,, | No:145, Topkapi, Istanbul,

cap: VN-19836-
16)

Turkey

Turkey

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

29

Arthcam

Cong ty TNHH Mot
the‘tph vién Duoc
pham Viét Tin

890110124423

bia chi co
SO san xuat

C1B 305/2,3,4 &5
G.I.D.C. Kerala (Bavla)
Dist. Ahmedabad, Gujarat,
India

ClB, 305,2,3,4 &5
G.I.D.C. Kerala (Bavla)
Dist.: Ahmedabad
(Gujarat), India

15. Quyét dinh sé 489/QD-QLD ngay 14/07/2023:

30 Alsuni Lotus International 471114194223 | S6 dangky | Chua co thong tin s6 dang | 471114194223
capsules Pte. Ltd. ky
12.5mg

31 Tefohuge F.C. | Standard Chem. & 471110195223 | S6 dangky | Chwa c6 thong tin sb dang | 471110195223
Tablets 300mg | Pharm. Co., Ltd. ky

32 Zantolred Dr. Reddy's 471110193423 | Sédang ky | Chua c6 thong tin s6 dang | 471110193423

Laboratories Ltd.

ky




