Ky boi: Cuc Quan
"\ 1y Duoc

| Coquan: Bo Y té
] Ngay ky: 12-12-

B oo BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc 1ap — Tw do — Hanh phuc
Sé: 803 /QP-QLD Ha Noi, ngay 12 thang 12 ndam 2022
QUYET PINH

V& viéc sira d6i thong tin thudce dwugc cip, gia han gidy ding ky luvu hanh tai Viét Nam ban
hanh kém theo cic Quyét dinh cép, gia han gidy ding ky luvu hanh ciia Cuc Quan Iy Duoc

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duwge s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy dinh chirc ning,
nhiém vu, quyén han va co cdu té chire ciia B Y té;

Can cir Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii quy dinh chi tiét mét
6 diéu va bién phap thi hanh Ludt Duoc;

Can cit Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii sira doi, bo sung
mét s6 quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi quan Iy nha mede cia
B Y té;

Can cit Nghi dinh s6 30/2020/ND-CP ngay 05/3/2020 ciia Chinh phii vé céng tdc van thu;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bé triwong B Y té quy dinh viéc
ddang ky luu hanh thuéc, nguyén liéu lam thudc;

Can cir ho so dang ky heu hanh thuoc heu tai Cuc Quan 1y Duoc;

Theo dé nghi ciia Truéng phong Dang ky thuéc, Cuc Qudn 1y Duoc.

QUYET DINH:

Piéu 1. Sira d6i mot sb thong tin thuoc duoc cap, gia han gidy dang ky luu hanh tai Viét
Nam ban hanh kém theo cac Quyét dinh cp, gia han gidy ding ky luu hanh cia Cuc Quan 1y Duoc
(Phu luc kém theo Quyét dinh nay).

Céc thong tin khac cua thuoc duogc cép, gia han gidy dang ky Iuu hanh tai Viét Nam ban
hanh kém theo cac Quyét dinh cép, gia han gidy dang ky luu hanh thudc tai Phy luc kém theo
Quyét dinh nay khong thay doi. i

Dieu 2. Quyet dinh nay c6 hi¢u luc ké tir ngay ky ban hanh. ’

Dieu 3. Giam doc S¢' Y te cdc tinh, thanh pho tryc thuéc Trung wong va Gidam doc co so
sdn xuat va co sé dang ky co6 thudc tai Diéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.
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- Cuc Quany - Bo Qudc phong, Cuc Y té - B6 Cong An; :
- Cuc Y té GTVT - B9 Giao thong van tai; Téng Cuc Hai quan N\
- B6 Tai chinh; Bao hiém x3 hoi Viét Nam; N

B0 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Bo: N guyén Thanh Lim
- Vién KN thuéc TW, Vién KN thudc TP. HCM; Vién Kiém

dinh Quéc gia VX & SPYT;

- Téng Cong ty Dugc Viét Nam;

- Cac Bénh vién, Vién c6 givong bénh truc thudc BYT;

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

VP Cuc; Website Cuc QLD;

- Luu: VT, BKT.



(Ban hanh kém theo Quyét dinh s6: 803

Phu luc
DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC DUO’C 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 CcucC QUAN LY DUOC

/OP-OLD ngay12 thang 12 nam2022 cua Cuc Quan ly Dwoc)

1. Quyét dinh s 25/QD-QLD ngay 01/2/2013 cta Cuc truéng Cuc Quan Iy Duge vé viée ban hanh danh myc 10 thude san xuét trong nuée duge

cap gidy dang ky luu hanh tai Viét Nam - Dot 138 bd sung
STT Tén thubc Co sé dang ky S6 ding ky dljlglll iﬁ?ngh Thong tin da ghi Thong tin dinh chinh
1 | Bixofen 120 Cong ty TNHH BRV VD-18602-13 | Hoat chat Fexofenadin HCI Fexofenadin HCI 120 mg
Healthcare chinh - ham
luong
2 | Conrosol 2.5 Cong ty TNHH BRV VD-18603-13 | Hoat chit Bisoprolol fumarat Bisoprolol fumarat 2,5 mg
Healthcare chinh - ham
luong
3 | Conrosol 5 Cong ty TNHH BRV VD-18604-13 | Hoat chat Bisoprolol fumarat Bisoprolol fumarat 5 mg
Healthcare chinh - ham
luong
4 | Neorutin Cong ty TNHH BRV VD-18606-13 | Hoat chat Troxerutin Troxerutin 3500 mg
Healthcare chinh - ham
luong
5 | Vitatrum-C Cong ty TNHH BRV VD-18609-13 | Hoat chat Vitamin C Vitamin C 1000 mg
Healthcare chinh - ham
luong

2. Quyét dinh s6 662/QD-QLD ngay 17/12/2015 cta Cuc trudng Cuc Quéan Iy Duoc Vé viéc ban hanh danh muc 626 thudc san xuat trong nude

dugc cap sd dang ky luu

hanh tai Viét Nam - Dot 152.

STT| Tén thube Co siv diing ky S6 ding ky dlflfl‘l ‘i;‘l;‘ngh Théng tin da ghi Théng tin dinh chinh
6 | Gavix Cong ty C6 phan Duoc Hau VD-24012-15 | Hoat chat Clopidogrel (dudi dang Clopidogrel (dudi dang
Giang chinh - ham Clopidogrel besylat) 75 Clopidogrel bisulfat) 75 mg
luong mg

duogc cip gidy dang ky luu hanh tai Viét Nam - Dot 153

3. Quyét dinh s6 97/QP-QLD ngay 23/3/2016 cta Cuc truong Cuc Quan 1y Duoc vé viéc ban hanh danh muc 605 thudc san xuat trong nudc
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STT Tén thubc Co sé dang ky S6 dang ky dljl?lll iﬁ?ngh Thong tin da ghi Thong tin dinh chinh
7 | Klamentin Cong ty Co phan Dugc Hau | VD-24615-16 | Hoat chat Mbi g6i 1g chira: MOdi goi 1g chira: Amoxicilin
250/31.25 Giang chinh - ham | Amoxicilin (dudi dang (duéi dang Amoxicilin
luong Amoxicilin trihydrat) trihydrat) 250 mg; Acid
250 mg; Acid clavulanic | clavulanic (dudi dang kali
(dudi dang Clavulanat clavulanat & silicon dioxyd)
kali) 31,25 mg 31,25 mg
8 | Klamentin Cong ty C6 phan Dugc Hau | VD-24617-16 | Hoat chat Moi géi 2g chira: Mbi goi 2g chira: Amoxicilin
500/62.5 Giang chinh - ham | Amoxicilin (duéi dang (dudi dang Amoxicilin
luong Amoxicilin trihydrat) trihydrat) 500 mg; Acid
500 mg; Acid clavulanic | clavulanic (dudi dang kali
(dudi dang Clavulanat clavulanat & silicon dioxyd)
kali) 62,5 mg 62,5 mg

4. Quyét dinh sb 432/QDP-QLD ngay 23/7/2019 cua Cuc truéng Cuc Quan 1y Duoc vé viée ban hanh danh muc 1

2 sinh pham duoc cip gidy ding

Hwaseong-si, Gyeonggi-
do — Han Quoc

ky luu hanh tai Viét Nam hi€u luc 5 ndm - Dot 38
n £ o ax , £ ax , Noi dung A e am ps A e a ,
STT Tén thuoc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
9 | Greenpam Saint Corporation QLSP-1155- | biachicoss | 96, Yeyakgongdan 96, Jeyakgongdan 4-gil,
Hard capsule 19 san xuat 4-gil, Hyangnam-eup, Hyangnam-eup, Hwaseong-

si, Gyeonggi-do, Han Qudc

5. Quyét dinh s6 433/QD-QLD ngay 23/7/2019 cu

a Cuc trudng Cuc Quan ly Duoc vé viéc ban hanh Danh muc 1

8 sinh pham duoc cap gidy ding

GmbH & Co. KG
(B/c:Knollstrasse, D-
67061 Ludwigshafen,
Pic); Co sé xudt xuong;

ky luu hanh tai Viét Nam hi€u lyc 03 nadm - dot 38
n £ . ax , £ ax , Noi dung A e ax ps A e ,
STT Tén thuoc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
10 | Humira Zuellig Pharma Pte. Ltd. QLSP-HO03- Nha san xuit Co s6 dong goi thur Co sé déng gbi thir cap:
1173-19 cap: Abbvie Deutschland | Vetter Pharma-Fertigung

GmbH & Co. KG
(P/c:Mooswiesen 2, 88214
Ravensburg, buc); Co s&

xuat xuong: Abbvie




Abbvie Biotechnology Biotechnology GmbH
GmbH (b/c:Knollstrasse, | (P/c:Knollstrasse, D-67061
D-67061 Ludwigshafen, Ludwigshafen, Dirc)
buc)
6. Quyét dinh s6 652/QD-QLD ngay 23/10/2019 ctia Cuc trudng Cuc Quan 1y Dugc vé viée ban hanh danh muc 775 thude san xuit trong nudc
duogc cip gidy dang ky luu hanh tai Viét Nam - Dot 166
STT| Tén thubc Co s ding ky $6 diing ky dljl:-’l‘l ‘:;’nf'ngh Théng tin da ghi Théng tin dinh chinh
11 | Bivobone Cong ty TNHH BRV VD-33842-19 | Hoat chat Acid alendronic (duoi Acid alendronic (dudi dang
Healthcare chinh - ham | dang Natri alendronat) Natri alendronat) 70mg,
luong 70mg Vitamin D3 1 MIU/g 5,6 mg
(twong duong voi Vitamin D3
(colecalciferol) 5600 1U)
12 | Pimicin 3M Cong ty TNHH BRV VD-33844-19 | Hoat chat Spiramycin Spiramycin base 3.000.0001U
Healthcare chinh - ham | 3.000.0001U
luong

7. Cong van s0 4781/QLD-PK ngay 02/6/2022 ciia Cuc Quan Iy Duoc vé viée cong bd danh muyc thude theo quy dinh tai khoan 1 Diéu 14 Nghi
dinh s6 29/2022/ND-CP ctia Chinh phu

R £ p A 1 A a1, N¢i dung A e A oy A e s ,
STT Tén thuoc Co so dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
13 | ProlVIG Cong ty TNHH Reliv Pharma | QLSP-0764- | Tén co s san | Reliance Life Sciences Reliance Life Sciences
13 xuat Pvt.Ltd

8. Quyét dinh s6 3 17/Qb-QLD ngay 17/6/2022 cta Cyc truéng Cuc Quan 1y Dugc vé viéc ban hanh danh muc 32 vic xin, sinh phém duoc cép,
gia han gidy dang ky luu hanh tai Viét Nam - Dot 44

STT Tén thubce Co sé dang ky S6 dang ky dljlflll (Zﬁ?ngh Thong tin da ghi Thong tin dinh chinh
14 | Tetraxim Sanofi Pasteur QLVX-826- | Hoat chat Sau khi hoan nguyén, Mot liéu (0,5ml) chira: Giai
14 chinh -ham | mot liéu (0,5ml) chia: doc t6 bach hau > 30 LU ;
luong Giai doc td bach hau > 30 | Giai doc t6 ubn van >40 1.U.;
1.U.; Giai doc té udn van | Céc khang nguyén Bordetella
> 40 1.U.; Cac khéng pertussis: Giai doc t6 ho ga
nguyén Bordetella (PT) 25 microgam, Ngung




pertussis: Giai doc té ho
ga 25 microgam, Ngung
Kkét to héng cau dang soi
(FHA) 25 microgam;
Virus bai liét (bét hoat):
Typ 1 (chung Mahoney)
40 DU, Typ 2 (chung
MEF-1) 8 DU, Typ 3
(chting Saukett) 32 DU

két to héng cau dang soi
(FHA) 25 microgam; Virus
bai liét (bat hoat): Typ 1
(ching Mahoney) 40 DU,
Typ 2 (chung MEF-1) 8 DU,
Typ 3 (chung Saukett) 32 DU

9. Quyét dinh sd

9. Qu 331/QD-QLD ngay 23/6/2022 cuia Cuc truong C
duogc cap giay dang ky luu hanh tai Viét Nam - Dot 177

uc Quan ly Dug

¢ v€ viéc ban hanh danh muc 70 thuoc san xuat trong nudc

N¢i dung

STT| Tén thudc Co s¢ dang ky S6 ding ky dinh chinh Thong tin da ghi Thoéng tin dinh chinh
15 | Xinorli 120 Cong ty TNHH BRV VD-35704-22 | Hoat chit Orlistat (du¢i dang Orlistat (dudi dang Orlistat
Healthcare chinh - ham Orlistat pellets 50% pellets 50% w/w 240 mg) 120
lugng 240 mg) 120 mg mg

10. Cong van s6 9364/QLD-DK ngay 23/9/2022 cuia Cyc Quén 1y Dugc vé viéc cong bd danh myc thude theo quy dinh tai khoan 1 Diéu 14 Nghi
dinh s6 29/2022/ND-CP ctia Chinh phu (dot 3)

Healthcare

n £ o ax , £ ax , Noi dung A e am ps A e a ,
STT Tén thuoc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
16 | Biclacin 300 Cong ty TNHH BRV VD-27673-17 | Tén thudc Bilclacin 300 Biclacin 300

11. Quyét dinh s6 575/QD-QLD ngay 26/9/2022 ctia Cuc truong Cuc Quan 1y Dugc vé viée ban hanh danh muc 159 thude san xut trong nudce

duogc cap gidy dang ky luu hanh tai Viét Nam - Dot 179

STT Tén thubce Co sé dang ky S6 dang ky dljr?lll (i;ll?ngh Thong tin da ghi Thong tin dinh chinh
17 | Bividia 25 Cong ty TNHH BRV VD-35886-22 | Hoat chat Sitagliptin (dudi dang Sitagliptin phosphat
Healthcare chinh - ham Sitagliptin phosphat monohydrat 32,12 mg (tuong
luong monohydrat) 25 mg duong 25 mg sitagliptin)
18 | Myhemo Cong ty TNHH BRV VD-35887-22 | Hoat chat - Hoat chat chinh - ham - Hoat chat chinh- Ham
Healthcare chinh - ham luong: Acid folic 0,35mg; | lugng: Folic acid 0,35 mg;

Ferrous fumarate 305 mg




lugong; quy Sét (dué6i dang Ferrous (trong duong 100 mg sit
cach dong goi | fumarat 305mg) 100mg nguyén td)
- Quy cach doéng goi: - Quy cach dong goi: Hop 3
Hop 3 vi x 10 vién vix 10 vién; Hop 6 vix 10
vien
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