CONG TY TNHH DUQC PHAM GIGAMED

)

Viv: Cip nhiit so dang ky gia han cho sin phéim Buto-Asma

S6: 728/2024/GGM-TD

CONG HOA XA HOI CHU NGHIA VIET NAM
Pie lip - Ty do — Hanh phic

Tp. Hé Chi Minh, ngay 20 thang 03 ném 2024

Kinh givi: - SOY TE BINH PHUOC

- CAC CO SO Y TE TREN DIA BAN TINH
Ching t6i, Céng ty TNHH Duge Phim Gigamed xin chan thanh cam on sy ung ho cta Quy S&'Y

t&/ Co s& Y té trén dia ban tinh ddi vdi cac san phdm do Cong ty chiing tdi phén phdi tai thi trudng Viét

Nam trong thoi gian qua.

Cong ty ching 1i ¢o trang thau va dang cung (g dén Quy So Y 1&/ Coso Y té trén dia ban tinh san

phim Buto-Asma (Salbutamol (duwéi dang Salbutamol Sulfate), 100meg/liéu) cha nha san Xuat

Laboratorio Aldo-Unién SL. - Tay Ban Nha véi sb ding ky 1a VN-16442-13.

Hién nay, san pham trén da duoc Bo Y té - Cuc Quan ly Dugc cép s6 dang ky gia han 840115067923
(theo OD 56 226/0D-QLD ngay 03/04/2023 nhuw dink kém) nén chiing 181 s& tién hanh cung (mg hang hoa

dén Quy So' Y t&/ Co so Y € trén dia ban tinh theo sd dang ky gia han vai thong tin chi tiét nhu sau:

. Tén hoat chﬁl, nfmg Nha sin Nuée ,
Tén thude ; : Quy cich So ding ky
do-ham lugng xuat san xuit
Salbutamol (dwéi dang | Laboratorio Tay Ban Hop 1 binh xit chira SDK tring thiu: VN-16442-13
Buto-Asma Salbutamol Sulfate), Aldo-Unién " 200 liéu (10ml) +
: . Nha , . o e
! 100meg/lidu SL. dau xit djnh liéu SDK gia han: 840115067923

Nham tao diéu kién thuan lgi cho viéc thanh toan ciing nhu dam béo quyén loi cho nguoi bénh tham

gia Bao hiém Y té duoc thanh toan khi sir dung san pham Buto-Asma (Salbutamol (dudi dang Salbutamol

Sulfate), ]OOmcg/lféu), ching 161 xin duge thong bao dén Quy S¢ Y té/ Co s Y té trén dia ban tinh yén

tam rang sau khi chiing t8i cung ung hét hang héa theo s6 ding ky cii thi ching t5i van s& tiép tuc cung

(mg hang dén Quy S Y 1&/ Co 50 Y té trén dia ban tinh v6i s6 dang ky gia han la 840115067923 theo nhu

thong bdo trén.

Chiing t8i cam két ngoai viéc thay doi sé dang ky néu trén, cac thdng tin khac cua san pham: Tén

thude, nha san xuét, tiéu chudn chit lugng, han diing, nhém thuoc cling nhu gid cung mg cla san pham

v6i s6 diing ky gia han khong thay dbi so véi sb dang ky tring thau.

Cong ty chin thanh cam on su hop tdc cua Quy S¢ Y 1/ Co s Y té trén dia ban tinh.

Tran trong kinh chao./.
Noi nhin:

- Nhur teén:
- Luu: VT.
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N/ Lid  BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
w7 CYC QUAN LY DUGC Déc lap - Tw do - Hanh phiic

Sé: 226 /QP-QLD Ha N¢i, ngay03 thdng04ndm 2023

QUYET PINH
V2 viéc ban hanh danh muc 182 thude nwéc ngoai

dwge gia han gidy @iny kg tau hdiih tai Vigt Nam - Byt 113

CUC TRUGNG CUC QUAN LY DUQC
Céin cit Ludit Duge 56 105/2016/QH13 ngay 06/4/2016;

Cdn cit Nghj dinh 56 95/2022/ND-CP ngay 15/11/2022 ctia Chinh phu quy
dinh chirc ndng, nhiém vy, quyén han va co cdu t8 chirc ctia B§ Y té;

Cdn ctr Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 cia B¢ truong BoY
té quy dinh chirc ndng, nhigm vy, quyén han va co cdu 16 chirc clia Cuc Quan ly
Duoc thuoc B6 Y ré';

Cdn cie Théng tu 56 08/2022/TT-BYT ngay 05/09/2022 cia B¢ truong B ¥
té quy dinh viéc dang ky heu hanh thudc, nguyén ligu lam thudc;

Céin cir y kién cia Hpi dong tw vdn cdp gidy déang ky lwu hanh thuéc,
nguyén li¢u lam thudc - B§ Y té;

Theo dé nghj ciia Trudng phong Dang ky thude - Cuc Qudn Iy Durge.

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh ndy danh myc 182 thuéc nude
ngoai duge gia han gidy déng ky Iuu hanh tai Viét Nam - Dgt 113, bao gbm:

1. Danh myc 166 thuéc nuéc ngoai dugc gia han gify ding ky luu hanh
hiéu luc 05 nim - Dot 113 (tgi Phu luc I kém theo).

2. Danh muc 12 thudc nuéc ngodi duge gia han gidy dang ky luu hanh
hiéu luc 03 nim - Dot 113 (tai Phu luc II kém theo).

3. Danh myc 04 thuc nuée ngodi dugc gia han gifly déng ky luu hanh

dén 31/12/2025 - Pot 113 (tai Phy luc III kém theo).

Pidu 2. Co s¢ san xufit va co s ding ky thudc cé trach nhiém:

1. Cung céip thuéc vao Viét Nam theo dtng céc hb so tai lidu dd ding ky
v6i BO Y t& va phai in hoic dén sb dang ky duge B3 Y té cép 1én nhan thude.

2. Chép hanh ddy di phéap luat cia nu6c CHXHCN Vigt Nam va céic quy
dinh cia B§ Y t& v& nhap khdu thubc va hwu hanh thudc tai Viét Nam, néu cé bét
cir thay d6i gi trong qué trinh luu hanh thude & nude s¢ tai va & Viét Nam thi
phai béo cdo ngay cho Cuc Quan Iy Dugc - B§ Y té Viét Nam.

3. Thye hién viéc cip nhat tiéu chudn chét lugng ctia thude theo quy dinh







Pidu 5. Giam dbc S& Y té cac tinh, thanh phé tryc thude trung wong, gidm
&8¢ nha san xult va co s& dang ky ¢6 thubc tai Diéu 1 chiu trach nhigm thi hanh

Quyét dinh nay /.

Noi nhin: C TRUGNG
- Nhu Didu 5; EELa

- B trrimg (d& blc); cue &N\

- TTr. D8 Xuin Tuyén (dé brc); -
- Cuc Quén Y - B Qubc phbng, CucY té - Bj Cong

an; Cuc Y t& GTVT - B§ Giao thong vin tii; Tong

Cuc Ha:équan B4 Tai chinh;

- Bao hiém X3 hdi Viét Nam, %
- B§ Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Vii Tuan Cudng
Thanh tra BJ.

- 8& Y té céc tinh, thanh phd truc thu@c Trung vong;

. V];n KN thube TU Vién KN thuéc TP. HCM;

- Téng Céng ty Dugc VN-CTCP; Céc Cong ty XNK

dugce ph

- C4c Bénh vién & Vién cb giuvdng bénh tryc thude

BYT;

- C#c phong Cye QLD: QLGT, QLKDD, QLCLT,

PCTTra, VP Cuc; Website Cuc QLD.

- Lwu: VT, KT (10b).
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DANH MUC 166 THUOC NUGC NGOAI BUGC GIA HAN GIAY PANG KY LUU HANH

(Ban hinh kém theo quyét dinh s6: .228....../QD-QLD, ngay 93.£4./2023 ciia Cye Qudn Iy Dugc)

Phu fucX

'TAI VIET NAM HIEU LUC 5§ NAM - BOQT 113

ONe

STT | Tén thubc | Hoat chatchinh | Dang | Quycdch | Tiéu | Tudi S6 ding ky
— Ham iwgng bao ché | Goug gbi chuin | tho ﬁia hgn YAn
(théng) | (S0 ding ky gia
di c4p) han
() 2) 3) @ (6) (6) )] ()] (&)
1. Co s& diang ky: A. Menarini Singapore Pte, Ltd. (Pja chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co s& sin xudt: ACS Dobfar S.p.A. (Dja chi: Via Laurenting Km 24, 730 - 00071 Pomezia
(Romay), Italy)

1 Ceclor Cefaclor Cémpha | Hép1lo NSX 24 800110067023 | Ol
125mg/5ml (dudi h5,n dich | 30ml, (VN-15935-12)
dang cefaclor udng 60ml
monohydrate)

1.2. Co s& san xuat: GE Healthcare Ireland Limited (Dja chi: IDA Business Park Carrigtohill, Co
Cork, Ireland)

2 Omnipaque | Iohexol Dung Hép 10 NSX 36 539110067123 | 01
755mg/ml twong | dich tiém | chai x (VN-20358-17)
duong Tod 100ml
350mg/ml

3 Omnipaque | Iohexol Dung Hjp 10 NSX 36 539110067223 | 01
647mg/ml tuong | dich tiém | chaix (VN-20357-17)
duong lod 100ml
300mg/mi

2. Cu s& diing ky: Abbott Laboratories (Singapore) Private Limited (Bia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Co s& s&n xuéit: Abbott Biologicals B.V. (Pia chi: Veerweg 12, 8121 A4 Olst, The Netherlands)

4 Duphalac Lactulose Dung Hop 20 NSX 24 870100067323 | 01
10g/15ml dich goix (VN-20896-18)

uéng 15ml.
Chai
200ml,
500m|,
1000ml. ‘

3 Duphaston | Dydrogesterone | Viénnén | Hop 1 vix | NSX 60 870110067423 | 0l
10mg bao phim | 20 vién (VN-21159-18)

6 Femoston 17p-Estradiol Vidnnén | Hép1lvix | NSX 36 870110067523 01

1710 1mg; bao phim | 28 Vién (VN-18648-15)
Dydrogesterone
10mg
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STT | Tén thubc | HoatchAtchinh | Dang | Quycach | Tiéu | Tudi So ding ky Sé

—Ham hrgng | baoché | dénggoi | chudn| the ia han lin

(théng) | (S0 ding ky gia

d4 cip) han

(L) 2) (3) 4) (3) (6) (U] 8 9
2.2. Co s& san xuét: Chiesi Farmaceutici S.p.a (Dja chi: Via San Leonardo 96-43122 Parma, ltaly)

7 Brexin Piroxicam 20mg | Viénnén | Hép2vi, | NSX 36 800110067623 | 01
(dwdi dang 10 vign X ’ N
Piroxicam beta- nén (VRE16799-13)
cyclodextrin
191,2mg)

2.3, Co s& sdn xuit: Pharmatis (Dia chi: Zone d'Activite Est, No 1, 60190 Estrees Saint Denis,
France)

-8 Fatig M&i 10ml chira: | Dung Hép2vix | NSX 36 300100067723 01
Magnesium dich 10 éng (VN-20359-17)
gluconate 0,426g, | udng
Calcium
glycerophosphate
0,456¢

3. Co's& ding ky: Actavis International Ltd. (Dja chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luga,
LQA 6000, Malta)
3.1. Co 56 sin xuét: Actavis LTD. (Dia chi: BLB015-016 Bulebel Industrial Estate, Zejtun, ZIN
3000, Malta)
9 Bloktiene Montelukast Viénnén | Hop2vix | NSX 36 535110067823 | 01
dmg (dudi dang nhai 14 vién (VN-19520-15)
Montelulast natri)
dmg
3.2. Co s san xuit: Laboratorio Aldo-Unién SL. (Pja chi: Baronessa de Malda, 73, 08950
Esplugues de Llobregat (Barcelona), Spain) :

10 |-Buto-Asma | Salbutamol (duwédi | Khi dung | Hép 1 NSX 36 840115067923 | 01
dang salbutamol | ddchia | Binh, binh (VN-16442-13)
sulphate) lidu Xjt chira
100meg/lidu 200 lidu

(10ml) + 1
du xit
dinh lidu.

3.3. Co s& sdn

xuit: Teva Pharmaceutical Works Private Limited Company (Dja chi: 4042

Debrecen, Pallagi ut 13., Hungary)

11

‘Picaroxin
500mg

Ciprofloxacin
(dudi dang
Ciprofloxacin
hydrochloride)

500mg

Vién nén
bao phim

Hop 1 vix
10 vién

NSX

36

599115068023
(VN-18838-15)
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