
CONG TY TNHH DXfQC PHAM 
GIGAMED

CONG HOA XA HOI CHU NGEOA VIET NAM 
Doc lap - Ttr do - Hanh phuc

Tp. Hd Chi Minh, ngay 28 thdng 02 ndm 2024
S6:430/2024/GGM-TD 

(VA>: C$p nhat so dang ky gia han - sin phhm 
Azarga)

Kinh em: SCf Y TE BiNH PHlTOfC

Chung toi, Cong ty TNHH Diryc pham Gigamed xin chan thanh cam on sir hap tic cua 

Quy Sa Y Te d6i vdi cdc san pham do Cong ty chung toi phan phoi tai thi tnrang Viet Nam trong 

thoi gian qua.
Theo Quyet dinh trung thau so 46/QD-SYT ngay 23/01/2024 cua Quy So Y TS \h viec phe 

duyet kit qua lira chon nha thau goi thdu mua thuoc generic cho cac ca sa y t! cong lap tren dia ban 

tinh Binh Phuac dot 1 giai doan 2023 - 2025, chung toi co trung thau san pham Azarga cua nha 

san xuat S.A. Alcon-Couvreur N.V - Bi vdi so dang ky VN-17810-14. Hien nay, san pMm tren da 

dirge Bg Y te - Cue Quan ly Dugc cap so dang ky gia han 540110079123 nen chung toi gui cong 

van nay den Sa Y Te xem xet cap nhat thong tin thay doi so dang ky gia han vai thong tin chi tilt 
nhir sau: (theo Quyet dinh so 226/QD-QLD ngay 03/04/2023 dinh hem).
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Ten hoait chat; Nong - h^m 

Iirgrng
Ten

thuoc
Quy each 
d6ng g6i ANh^ san xuat — Nirfrc san xuat So dang ky lun h&nh

SDK trun2 thau/da cung ung:Brinzolamide + Timolol (du6i 
dang Timolol maleate); 

lOmg/ml + 5mg/ml
VN-17810-14Hpp 1 IpAzarga S.A. Alcon-Couvreur N.V - Bi 5ml
SDK gia han: 540110079123

Nham tao dieu kien thuan gi cho viec thanh toan cung nhir dam bao quyen Igi cho ngudi 
benh tham gia Bao hiem Y te dugc thanh toan khi su dung san pham Azarga, chung toi kinh mong 

Quy Sa Y Te cap nhat thong tin tren vdi si dang ky gia han 540110079123 se dugc cung ung din 

cac ca ca y te true thuoc Quy Sa Y Te ke tir ngay Quy Sa Y Te phe duyet. Chung toi rlt mong nhan 

dugc-sirxem xet va chap-thuan cua Quy Sd Y’Te de cdng ty chung toi dugc cung ung san phlm 

Azarga vdi so dang ki gia han 540110079123 den cac ca cor y te true thuoc Quy Sd Y Tl.
Chung toi cam ket ngoai viec thay doi thong tin sd dang ky gia han neu tren, cac thdng tin 

khac cua san pham: Ten thuoc, nha san xuat, tieu chuln chit lugng, han dung, nhdm thuoc cung 

nhu gia cung ung cua san pham vdi so dang ky gia han khong thay doi so vdi sd dang ky trung thlu
da cung ung.

Cong ty chan thanh cam on su hgp tac cua Quy Scr Y Te.
Tran trong kinh chao./.

HAP CUA CONG TY 
\M OOC

DAI

£ TNHH
★ DdOCBHAM x
^Vgigameda

Nai nh$n:
- NhutrSn;
- Luru: VT.

Tran Bao Lam
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Ngiyky: CQNG HOA XA HQI CHU NGHiA VIET NAM 

Doc lap - Tur do - Hanh phuc
B0 Y TE 

CUC QUAN LY DlTgfC

S6: 226 /QB-QLD

03-04- 
2023 07:44:35 
*07:00

Ha NqI, ngay03 thdngOAnam 2023

QUYET DINH
Ve vice ban h^nh danh muc 182 thuoc niro'c ngoai 

diro'c gia han giay dang ky Iim hanh tai Viet Nam - Dot 113

eye TRirdNG eye quan ly DirQ»c
Can eve Luqt Dirac so 105/2016/QH13 ngay 06/4/2016;
Can cu Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phu quy 

dinh chuc ndng, nhiem vu, quy in hqn va ca cau to chirc ciia Bo Y te;
Can cu Quyet dinh so 7868/QD-BYT ngay 28/12/2018 ciia Bo tru&ng Bo Y 

te quy dinh chirc nang, nhiem vu, quyen hqn va ca cau to chirc cua Cue Quan ly 
Dirac thuoc Bo Y te;

Can cir Thong tu so 08/2022/TT-BYT ngay 05/09/2022 ciia Bo tru&ng Bo Y 
te quy dinh viec dang ky luu hanh thuoc, nguyen lieu lam thuoc;

Can cir y kien ciia Hoi dong tu van cap giay dang ky luu hanh thude, 
nguyen lieu lam thuoc - Bo Y te;

Theo de nghi cua Tru&ng phdng Dang ky thuoc - Cue Quan ly Duqc.

QUYET DINH:

Dieu 1. Ban hanh kem theo Quyet djnh nay danh muc 182 thuoc nude 
ngoai duoc gia han giay dang ky luu hanh tai Viet Nam - Dot 113, bao gom:

r m r

1. Danh muc 166 thuoc nude ngoai duoc gia han giay dang ky luu hanh 
hieu lire 05 nam - Dot 113 (tai Phu luc 1 kem theo).

2. Danh muc 12 thuoc nude ngoai duoc gia han giay dang ky luu hanh 
hieu luc 03 nam - Dot 113 (tai Phu luc II kem theo).

r t

3. Danh muc 04 thuoc nude ngoai duoc gia han giay dang ky luu hanh 
den 31/12/2025 - Dot 113 (tai Phu luc III kem theo).

Dieu 2. Co sd san xuat va co so dang ky thuoc co trach nhiem:
1. Cung cap thuoc vao Viet Nam theo dung cac hd so tai lieu da dang ky 

vdi Bo Y te va phai in hoac dan so dang ky duoc Bo Y te cap len nhan thuoc.
2. CMp hanh day dii phap luat cua nude CHXHCN Viet Nam va cac quy 

dinh cua Bo Y te ve nhap khau thuoc va luu hanh thuoc tai Viet Nam, neu co bat 
cu thay doi gi trong qua trinh luu hanh thuoc d nude sd tai va d Viet Nam thi 
phai bao cao ngay cho Cue Quan ly Duoc - Bo Y te Viet Nam.

3. Thuc hien viec cap nhat tieu chuan chat luong cua thuoc theo quy dinh
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tai Thong tir so 11/2018/TT-BYT ngay 04/5/2018 cua Bo tnrcmg Bp Y te quy 
djnh ve chat luong thuoc, nguyen lieu lam thuoc.

4. Thuoc dirge gia han giay dang ky liru hanh tai Quyet dinh nay nhimg 
chua nop ho so cap nhat npi dung nhan thuoc, to huong din sir dung thuoc theo 
quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bp tnrdng Bp Y 
te thi phai thuc hien viec cap nhat theo quy dinh tai diem b Khoan 1 Bieu 37 
Thong tu so 01/2018/TT-BYT trong then han 12 thang ke tir ngay dupe gia han 
giay dang ky liru hanh.

5. Sau 12 thang ke tir ngay ky ban hanh Quyet dinh nay, cac thuoc dupe 
gia han giay dang ky luu hanh tai Quyet dinh nay co thay doi ve npi dung hanh 
chinh (bao gom cd mdu nhdn vd td hu&ng dan sic dung) phai nhap khau, luu 
hanh vdi cac npi dung da dupe phe duyet thay doi trong ho so dang ky gia han.

6. Phoi hop vdi cac co sd dieu tri de thuc hien theo dung cac quy dinh 
hien hanh ve thuoc ke don, theo doi an toan, hieu qua, tac dung khong mong

r r *>

muon cua thuoc tren ngudi Viet Nam va tong hop, bao cao theo quy dinh tai 
Bieu 5 Thong tu so 08/2022/TT-BYT ngay 05/9/2022 cua Bp tnrdng Bp Y te 
quy dinh viec dang ky luu hanh thuoc, nguyen lieu lam thuoc doi vdi cac thuoc 
thuoc Banli muc tai Phu luc II ban hanh kem theo Quyet dinh nay.

7. Co sd dang ky phai dam bao duy tri dieu kien hoat dong cua ccr sd dang 
ky trong thdi gian hieu luc cua giay dang ky luu hanh thuoc, nguyen lieu lam 
thuoc. Trong tnrdng hop khong con dap ung dii dieu kien hoat dong, co sd dang 
ky phai co trach nhiem thuc hien thay doi co sd dang ky theo quy dinh tai Thong 
tu so 08/2022/TT-BYT ngay 05/9/2022 cua Bp tnrdng Bp Y te trong thdi han 30 
ngay ke tu ngay co sd dang ky khong con du dieu kien hoat dong.

8. Co sd dang ky thuoc phai bao cao Bp Y te ve cap nhat tinh trang dap 
ung Thuc hanh tot san xuat cua co sd san xuat thuoc, nguyen lieu lam thuoc. 
Tnrdng hop co sd san xuat bi thu hoi giay phep san xuat hoac khong dap ung 
Thuc hanh tot san xuat thuoc, nguyen lieu lam thuoc d nude sd tai, co sd phai 
thuc hien viec bao cao trong thdi han 15 ngay ke tu ngay co thong bao cua co 
quan quan ly cd tham quyen nude sd tai theo quy dinh tai diem d khoan 1 Bieu 
100 Nghj dinh sd 54/2017/NB-CP ngay 08/5/2017 cua Chinh phu quy dinh chi 
tiet mot sd dieu va bien phap thi hanh Luat Bupc.

9. Bdi vdi thuoc cd sd thu tu 29 tai Phu luc I cd de nghi thay ddi mau 
nhan, hudng dan su dung trong hd so dang ky gia han: Co sd dang ky thuc hien 
thu tuc dd nghi thay ddi mau nhan, td hudng dan su dung theo hinh thuc dang ky 
thay ddi bd sung sau khi Quyet dinh nay cd hieu luc.

Dieu 3. Cac thude dupe gia han giay dang ky luu hanh tai Quyet dinh nay
w r r * m

dupe tiep tuc su dung sd dang ky da cap trude khi gia han trong thdi han tdi da 
12 thang ke tu ngay dupe cap sd dang ky gia han theo quy dinh tai Phu luc VI 
ban hanh kem theo Thong tu sd 08/2022/TT-BYT.

Dieu 4. Quyet dinh cd hieu luc ke tu ngay ky ban hanh.
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Di£u 5. Giam doc Sd Y te cac tinh, thanh pho true thuoc trung ucmg, giam 
doe nlia san xuat va co so dang ky co thuoc tai Dieu 1 chiu trach nhiem thi hanh 
Quyet dinh nay./.

TRirdNGNcn nhqn:
- Nhu Dieu 5;
- Bq tnromg (de b/c);
- TTr. D6 Xuan Tuyen (de b/c);
- Cue Quan Y - Bp Quoc phong, Cyc Y te - Bp Cong 
an; Cyc Y te GTVT - Bp Giao thong van tai; Tong 
Cue Hai quan - Bp Tai chinh;
- Bao hiem Xa hpi Viet Nam;
- Bp Y te: Vy PC, Cue QLYDCT, Cyc QLKCB, 
Thanh tra Bp.
- So Y te cac tinh, thanh pho true thuoc Trung uong;
- Vien KN thude TLT, Vien KN thude TP. HCM;
- Tong Cong ty Dupe VN-CTCP; Cac Cong ty XNK 
dupe pham;
- Cac Benh vien & Vien co giuong benh true thuoc 
BYT;
- Cac phong Cyc QLD: QLGT, QLKDD, QLCLT, 
PCTTra, VP Cue; Website Cue QLD.
- Luu: VT, DKT(lOb).
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Phu luc I
DANH MyC 166 THUOC Nl/dC NGOAI DlTOC GIA HAN GIAY DANG KY LlTU HANH

TAI VIET NAM HIEU LlTC 5 NAM - DOT 113

/QD-QLD, ngdy 0.3../Q4../2023. cua Cue Qudn ly Duac)(Ban hdnh kem theo quyet dinh so: 226

Ten thuoc Hoat chat chinh 
- Ham lirgtig

So dang ky 
gia ban 

(So dang ky 
da cSp)

Sorip« aTieu
chuan

Tu6iSTT Dang 
b^o che

Quy each 
dong g6i lanthQ

(thang) gia
ban

ill 1?) 0) (4) (6) (9)(5) (2) (8)
1. Co’ so1 dang ky: A. Menarini Singapore Pte. Ltd. (Dia chi: 30 Pasir Panjang Road, #08-32 
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co1 so* san xuat: ACS Dobfar S.p.A. (Dia chi: Via Laurentina Km 24, 730 - 00071 Pomezia 
(Roma), Italy)

Com pha 
hon dich 
uong

Ceclor Cefaclor 
125mg/5ml (durdi 
dang cefaclor 
monohydrate)

Hpp 1 Ip 
30ml,

NSX 24 800110067023 
(VN-15935-12)

011

60ml

1.2. Co1 sd san xuat: GE Healthcare Ireland L mited (Dia chi: IDA Business Park Carrigtohill, Co 
Cork, Ireland)

2 Omnipaque lohexol
755mg/ml tiromg 
dirong lod 
350mg/ml

Dung 
dich tiem

Hpp 10 
chai x 
100ml

NSX 36 539110067123
(VN-20358-17)

01

\

MOmnipaque lohexol
647mg/ml tiremg 
dirong lod 
300mg/ml

Hop 10 
chai x 
100ml

NSX 36 539110067223
(VN-20357-17)

013 Dung 
dich tiem ID!

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

NSX 24 870100067323
(VN-20896-18)

01Duphalac Lactulose
10g/15ml

Dung
dich
uong

Hop 20 
goi x 
15ml.

4

Chai
200ml,
500ml,
1000ml.

60 870110067423 
(VN-21159-18)

01Vien nen 
bao phim

Hop 1 vi x 
20 vien

NSXDuphaston Dydrogesterone
lOmg

5

870110067523 
(VN-18648-15)

01NSX 3617p-Estradiol 
Img;
Dydrogesterone
lOmg

Vien nen 
bao phim

Hop 1 vi x 
28 Vien

6 Femoston
1/10

1
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Ten thuoc Boat chat chfnh 
- Ham 111911 g

r-ri X •Tuoi So dang ky 
gia han 

(So dang ky 
da cap)

SoSTT Tieu
chuan

Dang 
bao che

Quy each 
dong goi lantho

(thang) gia
han

I?)ill P) 14) 15) 16) 12) I?) 19)
51. Cff s& dang ky: Novartis (Singapore) Pte Ltd (D/a chi: 10 Collyer Quay, # 10-01, Ocean 
Financial Centre Singapore (049315), Singapore)
51.1. Co’sosan xuat: Sandoz Private Limited (Dia chi: M1DC, Plot No. 8-A/2, 8-B; T.T.CInd. Area, 
Kalwe Block, 400708 Navi Mumbai, India)

NSX 890114079023
(VN-17971-14)

121 Micocept
500mg

Mycophenolate 
mofetil 500mg

Vien nen Hpp 3 vi x 
baophim 10 vien

24 01

52. Co* so dang ky: Novartis Pharma Services AG (Dia chi: Lichtstrasse 35, 4056 Basel, 
Switzerland)
52.1. Co so san xuat: S.A. Alcon-Couvreur N.V (Dia chi: Rijksweg 14, 2870 Puurs, Belgium)

Hon dich 
nho mat

122 Brinzolamide 
lOmg/ml; Timolol 
(dubi dang Timolol 
maleate) 5mg/ml

Hop 1 lo NSX 24 540110079123
(VN-17810-14)

01Azarga
5 ml

52.2. Co so san xuat: Siegfried Barbera, S.L. (Dia chi: Ronda de Santa Maria 158 08210 Barbara 
del Valles, Barcelona, Spain) -z-

■3:

NSX 24 840110079223* 01Exforge
HCT
5mg/160mg
/12.5mg

Amlodipin (dirdi 
dang Amlodipin 
besilate) 5mg; 
Valsartan 160mg; 
Hydrochlorothiazide 
12,5mg

Vien Hop 4 vi x 
7 vien

123
(VN-19289-1^wnen

bao
phim

53. Co so dang ky: Organon Hong Kong Limited (Dia chi: Unit 48-136, 48/F, Lee Garden One, 33 
Hysan Avenue, Causeway Bay, Hong Kong)
53.1. Co so san xuat: Patheon Manufacturing Services LLC (Dia chi: 5900 Martin Luther King, 
Jr. Highway Greenville, North Carolina 27834, USA)
Co so dong goi so dip: Merck Sharp & Dohme Corp (Dia chi: 4633 Merck Road, Wilson, North 
Carolina 27893, USA)
Co so dong goi thiir cap: Merck Sharp & Dohme B.V (Dia chi: Waarderweg 39, 2031 BN Haarlem, 
The Netherlands)

Montelukast (dudd Com 
dang Montelukast uong 
natri) 4mg

01NSX 001110079323
(VN-20814-17)

Hop 28 24Singulair124
goi

54. Co sd dang ky: Otsuka Pharmaceutical Co., Ltd. (Dia chi: 2-9 Kanda Tsukasamachi, Chiyoda- 
ku, Tokyo, Japan)
54.1. Co sd san xuat: Korea Otsuka Pharmaceutical Co., Ltd. (Dia chi: 27, Jeyakgongdan 3-gil, 
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

880110079423
(VN-20590-17)

01Hop 10 vi 
x 10 vien

IP 36Vien nenCilostazol lOOmgPletaal
tablets
lOOmg

125
hien
hanh

21
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