CONG TY CO PHAN DUQC - THIET Bl ~ CONG HOA XA HOI CHU NGHIA VIET NAM
Y TE DA NANG Poc lap - Tw do — Hanh phiic

Tp. Ho6 Chi Minh, ngay 23 thang 10 nam 2025

sé: 11J.2025/cv- CNHCM

V/v: Cap nhdt thong tin thay doi s6 dang ky ciia
san pham Efferalgan

Kinh giri: SOY TE AN GIANG

Chung t6i, Cong ty Cb phan Dwoc — Thiét Bi Y Té Pa Ning xin chan thanh cam on su
tin tuong cta Quy Co quan d6i voi cac san phdm do Cong ty chung tdi phan phdi tai thi truong
Viét Nam trong thoi gian qua.

Cin ctr Quyét dinh tring thiu sé 4236/QP-SYT ngay 15/12/2023 cla ciia Gidm doc
So Y té Kién Giang vé viée phé duyét két qua lya chon nha thau cung cép thube tap trung tinh
Kién Giang, giai doan 2023-2025 dot 1;

Cong ty ching t6i dang cung ing dén cac co so y té truc thude Quy S& Y té san pham
Efferalgan (VN-21413-18) thudc nha san xuit UPSA SAS — Phap. Hién nay, san pham trén da
duoc B Y té - Cuc Quan ly Duge gia han va duoc cép ) dang ky theo céu truc moéi véi thong

tin chi tiét vé cau tric so dang ky nhu sau:

Tén hoat S6 dang ky
. i % i Han N Nuée §¢ tink <8
Ten”san chat, nong Quy céich ding Nha ’san - SDK da cz‘ip SDK gia han Quyeét din cz:lp
pham dg-ham dong goi (Thng) xuat <ubit (triing thiu/ (cu triic nhat/ thay doi
luwgng = . e
da cung ing) moi)
407/Qb-QLD
Paracetamol; Hop 12 UPSA
Efferalgan 36 Phap | VN-21413-18 | 300100523824 ngay
250mg 206i SAS
19/06/2024

Nham tao diéu kién cho viéc thanh toan ciing nhu dam bao quyén loi cho nguoi bénh
tham gia Bao hiém Y té duoc thanh toan khi sir dung san pham Efferalgan, ching t0i kinh mong
Quy S& Y Té cép nhat thong tin san phim néu trén vé6i s6 dang ky gia han 300100523824 s&
duge cung tmg dén céc co sdy té truc thude Quy S&'Y Té& ké tir ngay Quy S& Y Té phé duyét.

Chung t6i cam két ngoai thong tin thay ddi nhu trén, cac thong tin khéac cta san pham:
Tén thudc, nha san xuét, tiéu chudn chét lugng, tudi tho, nhém thudc ciing nhu gia cung tmg cta

san phim v&i sb dang ky gia han khong thay dbi so voi sb dang ky tring thau/ da cung tmg.

Cong ty chan thanh cam on su hop tac cua Quy Co quan.
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Noi nhin:

Tréan trong kinh chao./

Nhu trén;
Luu: VT.

DAI DIEN HQP PHAP CUA CONG TY




o, Gpowown  BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

& @1HC QUAN LY DUQC Djc 1ap - Ty do - Hanh phic

"074 H 18:02
+07:00

S6: 407 /QP-QLD Ha Ngi, ngay 19 thang 06nam 2024

) QUYET PINH
Vé viéc ban hanh danh muc 174 thudc nwée ngoai
dwgc gia han gidy ding ky luu hanh tai Viét Nam - Dot 120

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc sé 105/2016/QH13 ngdy 06/4/2016;

Can cur Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chicc nang, nhi¢m vu, quyen han va co cdu 16 chirc ciia Bg Y té;

Can cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cua B¢ tr iwomg Bo Y té quy
dinh chirc nang, nhiém vy, quyén han va co cau 16 chire ciia Cuc Quan Iy Duge thugc
B$ Y té;

Cén cir Théng tur s6 08/2022/TT-BYT ngay 05/09/2022 cia Bf trucng B Y 1é quy
dinh viéc dang ky leu hanh thuéc, nguyén liéu lam thuoc

Can cir két ludn cua Hoi dong tir van cap gzay dang ky lvu hanh thuée, nguyén
lidu lam thuéc - Bo Y té dot 120 tai Cong van so 48/HDTV-VPHD ngay 22/05/2024
cua Van phong Héi dong tu van cap GPDKLH thuéc, nguyén liéu lam thuoc;

Theo dé nghi ciia Truong phong Dang ky thu}oc Cuc Quan ly Duoc.

QUYET PINH:

Piéu 1. Ban hanh keém theo Quyét dinh nay danh muc 174 thude nudc ngoai
duogc gia han glay dang ky luu hanh tai Viét Nam - Dot 120, cu thé:

1. Danh muc 155 thudc nuée ngoai duge gia han gidy ding ky luu hanh hiéu
luc 05 nam — Dot 120 (Phu luc I kém theo).

4. Danh muyc 19 thudc nudce ngoai duge gia han gidy dang ky luu hanh hiéu luc
03 ndm — Dot 120 (Phu luc II kem theo).

Didu 2. Co s6 san xuat va co s& dang ky thude co trach nhiém:

1. San xuat cung cap thudc vao Viét Nam theo dung cac ho so, tai liéu di ding
ky v6i Bo Y té va phdi in s6 dang ky duoc Bo Y té Viét Nam cép 1én nhan thude.

2. Chap hanh day du phap luat ctia Viét Nam va cdac quy dinh ciia By Y té vé
san xuét, nhap khau thudc va luu hanh thudc tai Viét Nam, néu c6 b/at ctr thay doi gi
trong qua trinh luu hanh thuoc & nudc sd tai va & Viét Nam thi phai bao cdo ngay cho
Cuc Quan 1y Dugc - Bo Y té Viét Nam.

3. Thyc hién viéc cap nhat tiéu chuén chét lugng cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cta Bo truéng BO Y té quy dinh vé
chét luong thude, nguyén liéu lam thudc, Théng tu s6 03/2020/TT-BYT ngay
22/01/2020 cua By truong Bo Y té stra ddi, bd sung mot sd diéu cia Thong tu
11/2018/TT-BYT quy dinh vé chat lugng thude, nguyén liéu lam thude.

4. Thudc dugce gla han glay dang ky luu hanh tai Quyét dinh nay nhung chua
nop hd so cap nhat ndi dung nhin thude, to huéng dan st dung thude theo quy dinh
cta Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truong BO Y té thi phai thyc
hién cdp nhét theo quy dinh tai diém b Khoén 1 Dleu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dugc gia han glay dang ky Iuu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duge gia han
gidy dang ky luu hanh theo Quyet dinh nay c6 thay ddi vé ndi dung hanh chinh phai
san xudt va luu hanh véi cac ndi dung da dugc phé duyét thay dbi trong hd so gia han.
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6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi han
hi¢u lyc cua gidy dang ky luu hanh thude, nguyén liéu 1am thudc. Trong truong hop
khong con dap tmg du diéu kién hoat dong, co s& ding 'ky phai c6 trach nhiém thuc
hién thay dbi co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s& ding ky khong con du dleu kién hoat dong.

7. Co so dang ky thude phai bao cdo BO Y té (Cuc Quan ly Duoc) vé cap nhat
tinh trang dap tng Thuc hanh tot san xudt ciia O $0' san xudt thuoc nguyén liéu lam
thude. Trudng hop co s¢ san xuét bi thu hdi gidy phép san xuat hodc khong dap tng
Thuc hanh tot san xudt thudc, nguyén liéu lam thudc & nude sé tai, co s& pha1 thuc
hién vi¢c bdo céo trong thoi han 15 ngay ké tir ngay c6 thong bdo cua co quan quan ly
c6 thim quyen nude sé tai theo quy dinh tai diém d khoan 1 Dleu 100 Nghl dinh so
54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot sé diéu va bién
phap thi hanh Luat Dugc.

8. Cac thuoc duge gia han gidy ding ky luu hanh tai Quyet dinh nay dugc t1ep
tuc str dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay duogc cap s6 ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thoéng tu so6 08/2022/TT-BYT.

9. Phéi hop vé&i céc co sé diéu tri dé thuc hién theo ding cic quy dinh hién
hanh vé thudc ké don, theo doi an toan, hi¢u qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bao cao theo quy dinh tai Piéu 5 Thong tu 5O
08/2022/TT-BYT dbi vé6i cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Dleu 4. Giam dbc S¢ Y té cac tinh, thanh phd truc thudc trung wong, gidm dbc
nha san xudt va co s& ding ky c6 thudc tai Piéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhin: CUC TRUONG
- Nhu Diéu 4; Sy

- B trudng (dé ble); >
- TTr. P3 Xuén Tuyén (dé b/c); /
- Cuc Quén Y - Bd Qudc phong, Cuc Y té - B Cong a{ﬁ’
CucY t& GTVT - B Giao théng van tai;
- Téng Cuc Hai quan - B§ Tai chinh;

- Béo hiém X3 hoi Viét Nam;

- By Y té& Vu PC, Cuc QLKCB, Thanh tra B9, Vin
phong HPTV cip GPKLH thude, NLLT;

- S& Y té cac tinh, thanh phé truc thudc Trung wong;

- Vién KN thuée TU, Vién KN thubc TP. HCM;

- Tong Cong ty Dugc VN-CTCP;

- Cac Cong ty XNK duoc pham;

- Céc Bénh vién & Vién cé giudng bénh truc thuoc BYT;
- Trung tim mua sim tdp trung thude quic gia;

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

- Luu: VT, BDKT (2b) (NT).
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Phu luc I

DANH MUC 155 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 120

(Kem theo Quyét dinh sé: ..407...../OP-OLD, ngay 19../06./2024ctia Cuc Qudn 1y Do)

STT | Tén thudc | Hoat chitchinh | Dang | Quycich | Tiéu | Tudi S6 ding ky So
—Ham lugng bio ché | dénggéi | chuin tho ia han lin

(thang) | (S0 dingky | gia

da cép) han

1) 2) (©)) “ () (6) (@) (®) (€)]

1. Co' sé dang ky: Actavis International Ltd. (Pja chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luga,
LOA 6000, Malta)

1.1. Co s& sdn xuit: Balkanpharma-Dupnitsa AD (Pja chi: 3, Samokovsko shosse Str., Dupnitsa
2600, Bungary)

Irprestan Irbesartan 150mg | Viénnén | Hop 2 vix | NSX 24 380110516024 01
150mg bao phim | 14 vién (VN-21977-19)
1.2. Co s& san xuit: S.C. Sindan - Pharma S.R.L. (Dia chi: 11 Ion Mihalache Blvd., 011171,
Bucharest, Romania) -

Firotex Topotecan (dugi | Bot dong | Hop 1 Lo NSX 36 594114516124 01
dang topotecan kho pha | 4mg (VN2-340-15)
hydrochloride) dung
4mg dich dam

: dac aé
pha dung
dich
truyén

1.3. Co sé san xuiét: S.C. Sindan - Pharma S.R.L. (Dia chi: 11th Ion Mihalache Blvd., Sector 1, Zip
code 011171, Bucharest, Romania)

Vinorelsin | Vinorelbine (dudi | Dung Hop1Lo | NSX 36 594114516224 01
50mg/5ml | dang Vinorelbine | dich ddm | 5ml (VN-17629-14)
tartrate) dac dé
50mg/Sml pha dich
tiém
truyén

2. Co sé dang ky: Ajanta Pharma Limited (Pja chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivli (West), Mumbai-400 067, India)

2.1. Co s& sin xuit: Ajanta Pharma Limited (Pia chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)

Kaportan 20 | Olmesartan Viénnén | Hop 1én NSX 36 890110516324 01
medoxomil 20mg | bao phim | chira 10 (VN-18981-15)
Hop x 1 vi
x 10 vién

3. Co s& ding ky: Albios Lifesciences Private Limited (Pia chi: A1/802, Palladium, Corporate
Road, B/h Divyabhaskar, Off S.G Highway, Makarba, Ahmedabad, Ahmedabad, Gujarat-GJ, 380015,
India)

3.1. Co s& san xuit: Denis Chem Lab Limited (Pia chi: Block 457, Village-Chhatral, Tal-Kalol,
Dist. Gandhinagar - 382 729, Gujarat State, India)
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STT | Tén thudc | Hoat chit chinh Dang Quy cach | Tiéu Tudi S6 ding ky S6
— Ham lugng bao ché | déng géi | chudn tho gia han lin
(thang) | (SO dingky | gia
da cip) han
) 2 (&) “) (6] (6) @) ® (&)
77 Syafen Mbi 5ml hén dich | Hon dich | Hop 1 chai | NSX 36 380100523624 01
100mg/5ml | chira Ibuprofen ubng x 120ml (VN-21846-19)
100mg
45. Co s¢ dang ky: Daiichi Sankyo (Thailand) Ltd. (Dia chi: 323, United Center Building, 24th
Floor, Silom Road, Silom Sub-district, Bang Rak District, Bangkok Metropolis, Thailand)
45.1. Co sé san xuit: Olic (Thailand) Limited. (Pia chi: 166 Bangpa-In Industrial Estate,
Udomsorayuth Road, Moo 16, Bangkrason, Bangpa-In, Ayutthaya, 13160, Thailand)
78 Transamin | Tranexamic acid | Viénnén | Hop 10 vi | NSX 36 885110523724 | 01
tablets 500mg bao phim | x 10 vién (VN-17416-13)
46. Co s¢ ding ky: Diethelm & Co., Ltd. (Dia chi: Wiesenstrasse 8, 8008 Zurich, Switzerland)
46.1. Co sé san xuit: UPSA SAS (Pja chi: 979, avenue des Pyrénées, 47520 Le Passage, France)
79 Efferalgan | Paracetamol Bot sui Hop 12 NSX 36 300100523824 01
250mg bot dé Goi (VN-21413-18)
pha dung
dich \
uong A
46.2. Co sé san xuit: UPSA SAS (Pja chi: 304, avenue du Docteur Jean Bru, 47000 AgeJ 1, France)
Co sé xuit xwong: UPSA SAS (Dia chi: 979, avenue des Pyrénées, 47520 Le PassageJfrance)
80 Efferalgan | Paracetamol Thudc Hop 2 vix | NSX 36 300100523924 01
150mg dan 5 vién (VN-21850-19)
47. Co s¢ ding ky: DKSH Singapore Pte. Ltd. (Pia chi: 47 Jalan Buroh, # 09-01 Singapore
(619491), Singapore)
47.1. Co s& san xuat: Allergan Sales, LLC (Bja chi: Waco, TX 76712, USA)
81 Restasis Cyclosporin Nhi Hop 30 NSX 24 001110524024 01
0,05% (0,5mg/g) | twong ) ong x (VN-21663-19)
nho mat | 0,4ml
48. Co's¢ dang ky: Dr. Reddy's Laboratories Limited (Dja chi: 8-2-337, Road No. 3, Banjara Hills,
Hyderabad, T elangana 500034, India)
48.1. Co sé san xuit: Dr. Reddy's Laboratories Limited (Dia chi: FTO-IX, Plot No’s. Q1 to Q5,
Phase I1lI, VSEZ, Duvvada, Visakhapatnam District-530046, Andhra Pradesh, India)
82 Eranfu Fulvestrant Dung Hop 2 NSX 24 890114524124 01
250mg/5ml | 250mg dich tiém | bom tiém (VN3-259-20)
va 2 kim
tiém, moi
bom tiém
dong sin
thudc chira
5ml dung
dich




