CONG TY CO PHAN CONG HOA XA HOI CHU NGHIA VIET NAM
DUQC PHAM VINPHARCO Poc lap — Tu do — Hanh phiic

SH: 59/24/CV-VIN Tp Hé Chi Minh, ngay 26 thang 12 nam 2024
V/v thay doi so dang ky cua
thuoc trung thau

Kinh giri: SO'Y TE PONG NAI

Can ctr Quyét dinh s6 1626/QD-SYT ngay 29/12/2022 cua S¢' Y té tinh Dong Nai
ve viéc phé duyét két qua lya chon nha thau Goi thau s6 01 (Lﬁn 2): Thuoc generic;

Can cir Quyét dinh s6 136/QD-QLD ngay 29/02/2024 cia Cuc Quan ly Duge vé
viéc ban hanh Danh muc 193 thudc nude ngoai duge cdp, gia han gidy dang ky luu
hanh tai Viét Nam - Dot 118.

Nay Cong Ty C6 Phan Duoc Pham Vinpharco _la nha thau tring thau san pham
Prazone-S 2.0g (S6 ding ky VN-18288-14) tai S y té Pong Nai kinh giri dén Quy sé
thong bao thay doi s6 dang ky cta san pham véi ndi dung cu thé nhu sau:

S g Co sé san xuat i S6 dang .
T | Tandiode | Hogpahke | D90 | Npbosgn | 2% | SOOENG | pp e | N
lwgng P cach ky cii i chu
T xuat doi
| Prazone-S | Cefoperazon lo+le Venus Remedies | Hop VN- 890110
2.0g + Sulbactam | ' '€ | Limited - An bo | 1lo | 18288-14 | 131424

Céc thong tin khac cling nhu chét lugng ciia san pham khong thay doi.
Rét mong nhan dugc su chfip thuan cua Quy So.

Cong ty chung t6i xin chan thanh cam on va tran trong kinh chao!
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Ky boi: Cuc Quan

2 \ e BOY TE CONG HOA XA HOI CHU NGHIA VIFE 61v , "
SA0 'Y BAM CHiN

Co quan: B§ Y té

N K ¥UCUC QUAN LY DUQC Déc 1ap - Tw do - Hanh phuc

S6: 136 /QP-QLD Ha Néi, ngay 29 thdngoznam2024

QUYET PINH
Vé viéc ban hanh danh muc 193 thudc n

CUC TRUONG CUC QUANLY D

Can cu Ludt Duoc so' 105/2016/QH13 ngay 06/4/2016,

Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh|phi qup)dinh
chirc nang, nhiém vu, quyen han va co cdu t6 chire cria Bo Y té;

Can cie Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua Bo 1
dinh cl?u’c nang, nhiém vu, quyén han va co cau 16 chire cua Cuc Quan ly Dugc thujc
Bo Y te;

Can ctr Thong tie s6 08/2022/TT-BYT ngay 05/09/2022 cia Bé trieong Bo Y té quy
dinh viéc dang ky lwu hanh thuéc, nguyén liéu lam thuoc

Can cit két lugn cia Hoi dong tie van cdp glay dang ky lheu hanh thuoc, nguyén
liéu lam thuoc B Y té dot 118 tai Cong van so 08/HPDTV-VPHP ngay 23/01/2024 va
Cong van s6 10/HPTV-VPHP ngay 26/01/2024 cua Van phong Hoi dong tie van cdp
GDKLH thuéc, nguyén liéu lam thudc;

Theo dé nghi cia Triwong phong Dang ky thuoc - Cuc Quan ly Duorc.

QUYET PINH:

Dleu 1. Ban hanh kém theo Quyet dinh nay danh muc 193 thude nudce ngoai
duoc cap, gia han gidy ding ky luu hanh tai Viét Nam - Dot 118, cu thé:

I. Danh muc 121 thube nude ngoai duoc cap gidy dang ky luu hanh hiéu luc 05
nam - Dot 118 (tai Phu luc I kém theo).

2. Danh muc 05 thudc nude ngoai duge cap gidy ding ky luu hanh hi¢u luc 03
nam - Dot 118 (tai Phu luc II kem theo).

3. Danh muyc 62 thude nude ngoai duoce gia han gidy dang ky luu hanh hiéu luc
05 nam — Dot 118 (Phu luc 11l kem theo).

4. Danh muyc 05 thude nude ngoai duge gia han gidy dang ky luu hanh hiéu luc
03 nam — Dot 118 (Phu luc v kem theo).

Diéu 2. Co s6 san Xuit va co s& dang ky thubc c6 trach nhiém:

1. Cung cap thude vao Viét Nam theo diing cac hd so, tai liéu da ding ky véi
Bo Y té va phai in hodc dan s6 dang ky dugc By Y té cép 1én nhan thude.

2. Chap hanh day du phap luat ctia nudc CHXHCN Viét Nam va cac quy dinh
cia BO Y té vé nhap khau thude va luu hanh thude tai Viét Nam, néu c6 bat ctr thay
doi gi trong qua trinh luu hanh thuoc O nudc s¢ tai va ¢ Viét Nam thi phai bao cao
ngay cho Cuc Quéan ly Duoc - Bd Y t& Viét Nam.

3. Thyc hién viéc cép nhat tiéu chuan chat luong cua thudce theo quy dinh tai
Thong tu sé 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truong Bo Y té quy dinh vé chat
luong thube, nguyén liéu lam thude.

4. Cap nhat nhan thudc va to huéng dan st dung thuéc theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo 'Y té quy dinh ghi nhan thudc,
nguyén li¢u lam thude va to huéng dan st dung thude theo hinh thire thay déi, bd sung
giay dang ky luu hanh thude quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cta Bg truong BO Y té ddi véi thude chua cap nhat ndi dung nhan thude, to hudng déan
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str dung thue theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo
truong Bo Y 6. ,

5. Sau 12 théng ké tir ngay ky ban hanh Quyét dinh nay, cac thubc duoc gia han
gidy ding ky luu hanh theo Quyét dinh nay c6 thay d6i vé noi dung hanh chinh (bao
gdm ca mau nhan va to hudng dan sir dung thudc) phai nhap khau va luu hanh véi cac
ndi dung da dugc phé duyét thay doi trong hd so gia han.

6. Phdi hop véi cac co so didu tri dé thuc hién theo ding cac quy dinh hi¢n
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong muon cfle}
thude trén ngudi Viét Nam va tong hop, béo céo theo quy dinh tai Diéu 5 Thong tu s6
08/2022/TT-BYT ngay 05/9/2022 ctia Bo truong B Y té quy dinh viéc dang ky luu
hanh thuéc, nguyén liéu lam thude ddi voi cac thude thuéc Danh muc tai Phu luc 11
ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky thude phai dam bao duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy ding ky luu hanh thude, nguyén liéu lam thuéc. Trong truong hop
khong con dap ang du diéu kién hoat dong, co so dang ky phai c6 trach nhiém thuc
hién thay déi co so dang ky theo quy dinh tai Thong tu sé 08/2022/TT-BYT ngay
05/9/2022 cua Bo truong Bo Y té trong thoi han 30 ngay ké tur ngay co so dang ky
khong con du diéu kién hoat dong.

8. Co s¢ dang ky thude phai bdo cdo Bo Y té vé cap nhat tinh trang dap ung
Thuyc hanh tt san xudt cta co s& san xuét thude, nguyén liéu lam thude. Truong hop
co s& san xuét bj thu hdi gidy phép san xuét hoic khong dap Gmg Thuc hanh tot san
xuit thude, nguyén li¢u lam thudc & nude so tai, co s& phai thuc hién viéc bao cao
trong thoi han 15 ngay ké tir ngay c6 thong bao clia co quan quan ly c6 tham quyén
nugce so tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh s6 54/2017/ND-CP
ngdy 08/5/2017 cua Chinh phu quy dinh chi tiét mot s diéu va bién phép thi hanh
Luat Dugc.

Piéu 3. Céc thudc duoc gia han gidy dang ky luu hanh tai Quyét dinh nay dugc
tiép tuc sur dung s6 dang ky da cép trude khi gia han trong thoi han t6i da 12 thang ké
tur ngay duoc cap so dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

Diéu 4. Quyét dinh 6 hi¢u luc ké tir ngay ky ban hanh.

Diéu 5. Gidm déc S¢ Y té cc tinh, thanh phd truc thuge trung wong, gidm déc
nha san xuat va co s¢ dang ky ¢6 thude tai Diéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhin:

- Nhu Diéu 5;

- B6 truong (dé b/c);

- TTr. D6 Xuén Tuyén (dé b/c); f
- Cuc Qyén Y - B Quéc phong, Cuc Y té - By Cong ah [
Cuc'Y t€ GTVT - B§ Giao théng van tai; \
- Téng Cuc Hai quan - Bo Tai chinh:

- Bao hiém Xa héi Viét Nam;

- B6 Y t&: Vu PC, Cuc QLKCB, Thanh tra B§, Vin
phong HDTV cap GDKLH thuée, NLLT:

- SO Y té cac tinh, thanh phé truc thude Trung wong;

- Vgefn KN thuée TU, Vién KN thude TP. HCM;

- Tong Cong ty Duge VN-CTCP:

- Cac Cong ty XNK dugc pham;

- Céc Bénh vién & Vién co giuong bénh truc thude BYT:
- Trung t&m mua sam tap trung thude qubc gia;

- Céac phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (2b) (NT).




Phu luc I1I

DANH MUC 62 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 118

(Kém theo Quyét dinh s6: .136......./OD-OLD, ngay29../02.2024.ciia Cuc Quan Iy Duoc)

STT | Tén thuoe | Hoat chat chinh Dang Quy cich | Tiéu Tudi S6 ding ky So
— Ham lugng bao ché dong géi | chuén tho gia han lin

(thang) | (S6 ding ky gia

da cap) han

2) 3 “ 3 (6) ) 8) ®

1. Co sé¢ dang ky: APC Pharmaceuticals and Chemical Limited (Pia chi: Flat/RM 1003, 10/F,
Bank of East Asia Harbour View Centre, 56 Gloucester Road, Wan Chai, Hong Kong)

1.1. Co s& san xuat: Bal Pharma Ltd. (Dia chi: No. 21 & 22, Bommasandra Industrial Area,
Bangalore - 560 099, India)

Torfin-100 | Sildenafil citrate | Viénnén | Hop 1 vix | NSX 36 890110129724 01
tuong duong bao phim | 4 vién (VN-17230-13)
Sildenafil 100mg

Torfin-50 Sildenafil citrate | Viénnén | Hop 1 vix | NSX 36 890110129824 01
tuong duong bao phim | 4 vién (VN-17231-13)
Sildenafil 50mg

2. Co sé dang ky: Astellas Pharma Singapore Pte. Ltd (Dja chi: 6 Temasek Boulevard, #26-03/05,
Suntec Tower Four, Singapore (038986), Singapore)

2.1. Co'sé'san xuét: Catalent Pharma Solutions, LLC (Dja chi: 2725 Scherer Drive, St. Petersburg,
FL 33716, USA)

Co sé dong géi so' cap: AndersonBrecon Inc. (Dia chi: 4545 Assembly Drive, Rockford, IL 61109,
USA)

Co sé déng goi thir cap va xuét xuong: Astellas Pharma Europe B.V. (Dja chi: Hogemaat 2, 7942
JG, Meppel, The Netherlands)

Xtandi Enzalutamide Vién Hop 4 vi NSX 36 001110129924 | 01
40mg 40mg nang dang vi x (VN3-255-20)
mém 28 vién

3. Co sé diang ky: Bayer (South East Asia) Pte Ltd (Dja chi: 2, Tanjong Katong Road, #07-01,
PLQ3, Singapore (437161), Singapore)
3.1. Co sé san xuat: Bayer AG (Dja chi: Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany)

Glucobay Acarbose 100mg | Viénnén | Hop 10 vi | NSX 36 400110130024 | 01
100mg x 10 vién (VN-20230-17)
Glucobay Acarbose 50mg Viénnén | Hop 10 vi | NSX 36 400110130124 01
50mg x 10 vién (VN-20231-17)

4. Co sé dang ky: Cipla Ltd (Pia chi: Cipla House, Peninsula Business Park, Ganpatrao, Kadam
Marg, Lower Parel, Mumbai 400013, India)

4.1. Co sé san xuat: Cipla Ltd (Dja chi: Plot No. S-103 to S-105, S-107 to S-112. L-138, L-147, L-
147/1 to L-147/3 & L-147/A, Verna Industrial Estate, Verna, Goa 403722, India)




STT | Ténthudc | Hoatchitchinh | Dang | Quycach | Tiéu | Tudi S6 dang ky S6
—Ham lwgng | baoché | doénggéi | chuén | tho gia han lan
(thang) | (S6 dangky | gia
da cap) han
@ @) (&) “) () 6 (@) ® ©)
15 Roticox Etoricoxib 60mg | Viénnén | Hop 3 vix | NSX 36 383110131124 | 01
60mg film- bao phim | 10 vién; (VN-21717-19)
coated Hop 5 vi x
tablets 10 vién
16 Roticox Etoricoxib 90mg | Viénnén | Hop 3 vix | NSX 36 383110131224 | 01
90mg film- bao phim | 10 vién; (VN-21718-19)
coated Hop 5 vix
tablets 10 vién
10. Co s¢' diing ky: Cong ty C6 phan Dwgce pham Thé Giéi Méi (Dia chi: S6 97, duong Trung Ven,
phuwong Trung Van, qudn Nam Tir Liém, thanh pho Ha Néi, Viét Nam)
10.1. Co sé' san xuat: Remedina S.A. (Dia chi: 23 Gounari & Areos Str., 13451 Kamatero, Greece)
17 Cefin Ceftazidim (du6i | Bétpha |Hop10Lo | BP 24 520110131324 01
dang Ceftazidim | tiém 2018 (VN-20715-17)
pentahydrat)
1000mg
11. Co s6' diing ky: Cong ty C6 phin Dwogc pham va Thiét biy t& C.A.T (Dja chi: Thon Trang, xd
Thanh Liét, huyén Thanh Tri, thanh phé Ha Noi, Viét Nam)
11.1. Co'sé'san xuét: Venus Remedies Limited (Dia chi: Hill Top Industrial Estate, Jharmajri, EPIP A
Phase-1 (Extn), Bhatoli Kalan, Baddi, Distt. Solan, Himachal Pradesh, 173205, India) ‘_»\
18 Prazone-S Cefoperazon Boétpha | Hop 1 lo: NSX 24 890110131424 01 (; |
20G (dudi dang tiém Hop 10 lo (VN-18288-14) 7
Cefoperazon &/
natri) 1000mg, /‘}/
Sulbactam (dudi d
dang Sulbactam
natri) 1000mg
12. Co'sé diing ky: Cong ty C6 phan Dau tw Quéc té Hoang Gia (Dia chi: Thon Cdn Khé. xa Nguyén
Khé, huyén Dong Anh, Thanh phé Ha Néi, Viét Nam)
12.1. Co sé san xuit: Patheon Italia S.p.A (Dia chi: 2° Trav. SX Via Morolense, 5-03013 Ferentino
(FR), Italy)
19 Iopamiro lod (dudi dang Dung Hop 1 lo NSX 60 800110131524 01
lopamidol dich tiém | 10ml (VN-18198-14)
755,3mg/ml)
370mg/ml
20 Iopamiro lod (duéi dang Dung Hop 1 lo NSX 60 800110131624 01
lopamidol dich tiém | 10ml (VN-18197-14)
612,4mg/ml)
300mg/ml
21 Multihane | Gadobenic acid Dung Hop 1 lo NSX 36 800110131724 01
(dudi dang dich tiém | 10ml (VN3-146-19)
gadobenate
Dimeglumine
529mg)
334mg(0.5M)/ml




