CONG TY TNHH DUQC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM
GIGAMED Doc Iap - Tw do — Hanh phic

Tp. H6 Chi Minh, ngay 28 théng 02 nam 2024
S6: 430/2024/GGM -TD
(V/v: C@ip nhit s8 ding kp gia han - sin phim
Azarga)

Kinh giri: SO'Y TE BINH PHUOC

Chiing t6i, Céng ty TNHH Dirgc phim Gigamed xin chén thanh cam on sur hop téc ciia
Quy S& Y Té déi véi cac san phim do Cong ty chiing t6i phan phdi tai thi trudng Viét Nam trong
thoi gian qua.

Theo Quyét dinh tring thiu s6 46/QD-SYT ngay 23/01/2024 ciia Quy S& Y Té v& viéc phé
duyét két qua lyra chon nha thiu g6i thdu mua thude generic cho cic co sd y té cong 1ap trén dia ban
tinh Binh Phuéc dot 1 giai doan 2023 - 2025, chiing t6i ¢6 tring thiu sin phim Azarga cia nha
san xuit S.A. Alecon-Couvreur N.V - Bi vé4i s6 dang ky VN-17810-14. Hién nay, sin phim trén da
duoc Bd Y té - Cuc Quén 1y Duoc cép sb ding ky gia han 540110079123 nén ching t6i gir cong
vin ndy dén S& Y Té xem xét cdp nhat thong tin thay ddi sb ding ky gia han véi thong tin chi tiét
nhu sau: (theo Quyét dinh s6 226/0P-QLD ngay 03/04/2023 dinh kém).
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thude lrgng déng gbi S6 ding ky luu hanh

. . . . SBK triing thiu/da cung iimg:
Brinzolamide + Timolol (du&i Hopllo | VN-17810-14

Azarga dang Timolol maleate); S.A. Alcon-Couvreur N.V - Bi
10mg/ml + Smg/ml el c
SDK gia han: 540110079123

Nhim tao diéu kién thuén l¢1 cho viéc thanh toén ciing nhur dam bao quyén loi cho ngudi
bénh tham gia Béo hiém Y té dugc thanh toén khi sir dung san phém Azarga, chiing t6i kinh mong
Quy S& Y Té cép nhét thong tin trén véi sb ding ky gia han 540110079123 sé& duoc cung tmg dén
cac co cdr y té truc thude Quy S& Y Té ké tirngay Quy S& 'Y Té phé duyét. Chiing t6i rit mong nhén
duge-su-xenr xét va chipthudn-cia Quy S& Y Té @& cong ty chiing 161 duge cung émg san-phim
Azarga véi sb dang ki gia han 540110079123 dén céc co cd'y té truc thude Quy S& Y Té.

Chiing t6i cam két ngoai viéc thay déi thong tin sé ding ky gia han néu trén, céc thong tin
khac cia san phém: Tén thudc, nha san xuit, tiéu chuén chét lwong, han ding, nhém thude ciing
nhu gi4 cung img cta san phim véi sé ding ky gia han khong thay dbi so véi sb dang ky trang thau
da cung Umg.

Céng ty chan thanh cam on sy hop téc ciia Quy So 'Y Té.

Tréan trong kinh chao./.

Noi nhin:
- Nhu trén;

- Luu: VT.
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QUYET PINH
Vé viéc ban hanh danh muc 182 thudc nwéc ngoai
dwoc gia han gidy ding Ky luu hanh tai Viét Nam - Dot 113

CUC TRUGNG CUC QUAN LY DUQC
Cdn cir Ludt Duwoc s6 105/2016/QH13 ngay 06/4/2016;

Can cu Nghz dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc ning, nhiém vu, quyén han va co cdu té chirc ciia Bg Y té;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 cua B truong Bo Y
té quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc cia Cuc Quan Iy
Dugc thuoc Bo Y té;

 Can cir Thong e 56 08/2022/TT. -BYT ngay 05/09/2022 cva Bj truong Bo Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuéc;

Cdan cir y kién cia Hpi dong tuw van cap gidy dang ky luu hanh thuéc,
nguyén liéu lam thudc - B Y té;

Theo dé nghi cua Truéng phong Pang ky thuéc - Cuc Quan 1y Duoc.

QUYET DPINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 182 thug“'c nudc
ngoai dugc gia han gidy dang ky luu hanh tai Viét Nam - Dgt 113, bao gom:

1. Danh muc 166 thuéc nuéc ngoai duge gia han gidy dang ky hru hanh
hiéu luc 05 nam - Dot 113 (tai Phu luc I kem theo).

2. Danh muc 12 thubc nuéc ngoai duge gia han gidy dang ky hru hanh
hiéu luc 03 nam - Dot 113 (tai Phu luc 1I kem theo).

3. Danh muc 04 thudc nude ngoai duge gia han gidy ding ky luu hanh

dén 31/12/2025 - Dot 113 (tai Phu luc 111 kém theo).

Didu 2. Co s& san xuit va co s& dang ky thude ¢6 trach nhiém:

1. Cung cip thude vio Viét Nam theo ding cac ho so tai liéu da dang ky
v&i Bo Y té va phai in hoic dan sé dang ky duge BO Y té cap 1én nhan thude.

2. Chép hanh day du phép ludt cua nudc CHXHCN Viét Nam va cac quy
dinh ctia By Y té vé nhap khiu thudc va lwu hanh thudc tai Viét Nam, néu co bat
ctr thay d6i gi trong qué trinh hru hanh thudc & nude so tai va ¢ Viét Nam thi
phai bao cdo ngay cho Cuc Quan ly Dugec - B Y té Viét Nam.

3. Thyc hién viéc cdp nhat ti€u chuin chét luong cua thudc theo quy dinh






tai Thong tw s6 11/2018/TT-BYT ngay 04/5/2018 ciia B trudng Bo Y té quy
dinh vé chat lugng thudce, nguyén li¢u lam thude.

4. Thubc duoc gia han gidy ding ky Iuu hanh tai Quyet dinh ndy nhung
chura nép hé so cip nhat ndi dung nhén thube, t& huéng dan sir dung thude theo
quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cia Bo truéng B Y
té thi phai thyuc hién viéc cdp nhat theo quy dinh tai diém b Khoan 1 Diéu 37
Théng tr s6 01/2018/TT-BYT trong thoi han 12 thang ké tir ngay dugc gia han
gidy dang ky luu hanh,

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc
gia han gidy dang ky lyu hanh tai Quyét dinh nay c6 thay dbi vé noi dung hanh
chinh (bao gom ca mau nhén va to huéng dan sir dung) phai nhép khau, Iuu
hanh véi cac ndi dung da duoc phé duyét thay ddi trong hd so dang ky gia han.

6. Phéi hop véi céac co s@ diéu tri dé thuc hién theo ding cac quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tic dung khéng mong
mudn cia thudc trén ngudi Viét Nam va tong hop, bdo cdo theo quy dinh tai
Diéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cia B tru'ong Bo Y té
quy dinh viéc ding ky Iwu hanh thudc, nguyén lidu lam thubc d6i véi cac thude
thuéc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co sé dang ky phéi dam bao duy tri diéu kién hoat dong cua co s dang
ky trong thoi gian hi€u luc cia gidy ding ky hru hanh thudc, nguyén liéu lam
thubc. Trong trudng hop khong con dap Ung du diéu kién hoat dong, co s¢ ding
ky phai 6 trach nhiém thyuc hién thay d6i co s¢ dang ky theo quy dinh tai Thong
tu s6 08/2022/TT-BYT ngay 05/9/2022 cia B truéng BO Y t€ trong thai han 30
ngay ké tir ngdy co s ding ky khong con di diéu kién hoat dong.

8. Co sd dang ky thuoc phai bao cdo Bo Y té v& cap nhit tinh trang dap
ung Thuc hanh t6t san xuat cia co s¢ san xuit thudc, nguyén liéu lam thudc.
Trudng hop co s¢ san xuit bj thu héi gidy phép san xuit hodc khong dap (g
Thuc hanh tét san xuét thudc, nguyén liéu lam thudc & nuéce s tai, co s& phai
thuc hién viéc bao cdo trong thoi han 15 ngay ké tir ngay c6 thong bao ciia co
quan quan ly co tham quyén nuéc sé tai theo quy dinh tai diém d khodn 1 Diéu
100 Nghij dinh s6 54/2017/ND-CP ngay 08/5/2017 cia Chinh phii quy dinh chi
tiét mot s6 diéu va bién phap thi hanh Luat Dugc.

9. Déi voi thude co sb thir ty 29 tai Phu luc I c6 dé nghi thay ddi miu
nhin, huéng dan sir dung trong hd so ding ky gia han: Co s¢ ding ky thyc hién
thi tuc d& nghi thay d6i mau nhén, t& huéng din sir dung theo hinh thirc dang ky
thay d6i bd sung sau khi Quyét dinh nay c6 hiéu luc.

Dleu 3. Cac thuoc dugc gia han glay dang ky luwu hanh tai Quyét dinh nay
duoc tiép tuc sir dung ) dang ky da cap trude khi gia han trong thoi han t6i da

12 thang ké tir ngay duogc cap so dang ky gia han theo quy dinh tai Phy luc VI
ban hanh kém theo Théng tu s6 08/2022/TT-BYT.

Piéu 4. Quyét dinh c6 hidu luc ké tir ngay ky ban hanh.






Piéu 5. Gidm ddc S& Y té cac tinh, thanh pho tryc thudc trung wong, giam
d6c nha san xuat va co sd dang ky c6 thuoc tai Diu 1 chiu trach nhiém thi hanh
Quyeét dinh nay./.

Noi nhin:

- Nhu Diéu 5;

- Bj trudng (dé blc);

- TTr. D Xuan Tuyén (dé b/c);

- Cuc Quién Y - Bd Quéc phong, Cuc Y té - B4 Cong
an; Cuc Y té GTVT - Bj Giao thong vin tai; T(:)ng
Cuc Hai quan - B§ Tai chinh;

- Bao hiém X4 hoi Viét Nam;

- B$ Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB,
Thanh tra Bo.

-Sa Y té cac tiph, thanh phé truc thuge Trung wong;
- Vién KN thudc TU, Vién KN thudc TP. HCM;

- Téng Cong ty Dugc VN-CTCP; Cac Cong ty XNK
dwgc phim;

- Céc Bénh vién & Vién cé giudong bénh truc thude
BYT;

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

- Luu: VT, DKT (10b).







DANH MUC 166 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh kém theo quyét dinh sé: .228....../0P-OLD, ngay 03..04../2023 ctia Cuc Quan Iy Duoc)

Phu lucI

TAI VIET NAM HIEU LUC 5 NAM - BOT 113
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1. Co s& diang ky: A. Menarini Singapore Pte. Ltd. (Dia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co s& sin xuit: ACS Dobfar S.p.A. (Bia chi: Via Laurentina Km 24, 730 - 00071 Pomezia
(Roma), Italy)

1 Ceclor Cefaclor Cém pha | Hép 1 lo NSX 24 800110067023 01
125mg/Sml (dudi hf)n dich | 30ml, (VN-15935-12)
dang cefaclor udng 60ml
monohydrate)

1.2. Co s6 san xuat: GE Healthcare Ireland Limited (Pja chi: IDA Business Park Carrigtohill, Co
Cork, Ireland)

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

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

2. Co so dang ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Co s& san xuit: Abbott Biologicals B.V. (Pia chi: Veerweg 12, 8121 AA Olst, The Netherlands)

4 Duphalac Lactulose Dung Hop 20 NSX 24 870100067323 | Ol
10g/15ml dich g6i x (VN-20896-18)

uong 15ml.
Chai
200ml,
500ml,
1000ml.

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

6 Femoston 17B-Estradiol Viénnén | Hop 1 vix | NSX 36 870110067523 | 01

1/10 Img; bao phim | 28 Vién (VN-18648-15)

Dydrogesterone
10mg
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51. Co s& diang Kky: Novartis (Singapore) Pte Ltd (Dia chi: 10 Collyer Quay, # 10-01, Ocean
Financial Centre Singapore (049315), Singapore)

51.1. Co sé san xuit: Sandoz Private Limited (Pja chi: MIDC, Plot No. 8-4/2, 8-B; T.T.C Ind. Area,

Kalwe Block, 400708 Navi Mumbai, India)

121

Micocept
500mg

Mycophenolate
mofetil 500mg

Vién nén
bao phim

Hép 3 vi x
10 vién

NSX

24

890114079023
(VN-17971-14)

01

52. Co sé& ding ky: Novartis Pharma Services AG (Dia chi: Lichistrasse 35, 4056 Basel,

Switzerland)

52.1. Co sé& san xuit: S.A. Alcon-Couvreur N.V (Dja chi: Rijksweg 14, 2870 Puurs, Belgium)

122

Azarga

Brinzolamide
10mg/ml; Timolol
(dudi dang Timolol
maleate) Smg/ml

Hén dich
nho mat

Hop 110
Sml

NSX

24

540110079123
(VN-17810-14)

01

52.2. Co sé sin xuat: Siegfried Barbera, S.L.

(Dia chi: Ronda de Santa Maria 158 08210 Barbgra

del Valles, Barcelona, Spain) ;1
123 | Exforge Amlodipin (dudi Vién |Hgp4vix | NSX 24 84011007922 : 01
HCT dang Amlodipin nén 7 vién (VN-19289-1
5mg/160mg | besilate) Smg; bao Y
/12.5mg Valsartan 160mg; phim
Hydrochlorothiazide
12,5mg

53. Co sé diang ky: Organon Hong Kong Limited (Dja chi: Unit 48-136, 48/F, Lee Garden One, 33

Hysan Avenue, Causeway Bay, Hong Kong)

53.1. Co s& san xuit: Patheon Manufacturing Services LLC (Dia chi: 5900 Martin Luther King,

Jr. Highway Greenville, North Carolina 27834, USA)

Co s& dong goi so cap: Merck Sharp & Dohme Corp (Dia chi: 4633 Merck Road, Wilson, North

Carolina 27893, USA)

Co s& dong goi thir cAp: Merck Sharp & Dohme B.V (Dia chi: Waarderweg 39, 2031 BN Haarlem,

The Netherlands)
124 | Singulair Montelukast (dudi Cf)m Hép 28 NSX 24 001110079323 | 01
dang Montelukast | uong goi (VN-20814-17)
natri) 4mg
54. Co sé ding ky: Otsuka Pharmaceutical Co., Ltd. (Dia chi: 2-9 Kanda Tsukasamachi, Chiyoda-
ku, Tokyo, Japan)
54.1. Co s& san xuét: Korea Otsuka Pharmaceutical Co., Ltd. (Dia chi: 27, Jeyakgongdan 3-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)
125 | Pletaal Cilostazol 100mg | Viénnén | Hop 10 vi JP 36 880110079423 | 01
tablets x 10 vién hién (VN-20590-17)
100mg hanh
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