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CONG TY TNHH DUGC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM
GIGAMED Pic Iip - Ty do — Hanh phuc

Tp. H6 Chi Minh, ngay 05 thang 08 ndm 2024
S6: 1243/2024/GGM -TD
(Viv: Ciip nhit s6 ddng ky gia han - sdn phiim
Travatan)

Kinh giti: SO'Y TE BINH PHUOC

Chiing t6i, Céng ty TNHH Dwgc phim Gigamed xin chan thanh cam on su hop tic cia
Quy S Y Té dbi vai cac san phim do Cong ty ching t6i phan phdi tai thi trudng Viét Nam trong
thoi gian qua.

Theo Quyét dinh tring thau sb 46/QD-SYT ngay 23/01/2024 ctia Quy S Y Té vé viéc phé
duyét két qua lua chon nha thiu goéi thiu mua thudc generic cho céc co s& v té cong 14p trén dia ban
tinh Binh Phudc dot 1 giai doan 2023 - 2025, chiing t6i ¢6 tring thau san phdm Travatan ciia nha
san xudt S.A. Alcon-Couvreur N.V - Bi véi sé ding ky VN-15190-12. Hién nay, san phim trén da
duge Bo Y té - Cuc Quan ly Duoc cép sé dang ky gia han 540110031923 nén chung tdi giri cong vin
nay dén S& Y Té xem xét cap nhit thong tin thay ddi s6 dang ky gia han véi théng tin chi tiét nhur
sau: (theo Quyét dinh s6 146/0D-OLD ngay 02/03/2023 dinh kém).

Tén Tén hoat chit; Néng Dang Nha sin xuit — Quy cich = ;
thubc d¢ - ham lugng bao ché Nurée sin xuit déng goi 56 @8ng ey Tiow hitnk
SBK triing thiu/da cung ung:
Travitin Travoprost; D}mg dich . S.A. Alcon- Hop1lp | VN-15190-12
0,04mg/ml thude nho mat | Couvreur N.V - Bi 2,5ml

SDK gia han: 540110031923

Nhim tao diéu kién thuan loi cho viée thanh todn cling nhrr dam bao quyén loi cho ngudi
bénh tham gia Bao hiém Y té dugc thanh todn khi sir dung san phdm Travatan, chiing t6i kinh mong
Quy S& Y Té cap nhit thong tin trén vai sé dang ky gia han 540110031923 s& duoc cung tmg dén
céc co cd y té truc thude Quy S& Y Té ké tir ngay Quy S& Y Té phé duyét.

Chung t6i cam két ngoai viéc thay déi thong tin sb ding ky gia han néu trén, cac théng tin
khac cia san pham: Tén thudc, nha san xudt, tiéu chuin chét lugng, han dung, nhém thudc ciing nhur
gia cung {mg clia san phim véi sb dang ky gia han khéng thay ddi so véi sb dang ky tring thiu/ da
cung \ng.

Céng ty chan thanh cam on su hop téc cia Quy So Y Té.

Tran trong kinh chao./.
DPAI DIEN HQP PHAP CUA CONG TY
] GIAM DOC(»
Noi nhijn:
- Nhur trén;

= Luu: VT.
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Ky bdi: Cye Quiin
Co BoYu . . . . - R . - N
i BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Déjc lp - Tir do - Hanh phiic
Sé: 146 /QP-QLD Ha Ngi, ngay 02 thang03ndm 2023
QUYET PINH

V& viéc ban hanh danh muc 170 thude nwéec ngoai
dwgc gia han gidy ding ky liru hanh tai Viét Nam - Dot 112

CUC TRUONG CUC QUAN LY DUGC
Cén cir Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc ndng, nhiém vu, quyén han va co cau té chirc cia B6 Y té;

Cdn cir Quyét dinh s6 7868/0P- BYT ngay 28/12/2018 cua B§ truong B6 Y
1é quy dinh chirc nang, nhiém vu, quyén han va co cau té chirc ciia Cuc Quan Iy
Dugc thude BG Y 1é;

~ Can cir Thong tu 56 08/2022/TT: -BYT ngay 05/09/2022 cua B9 truong Bo Y
té quy dinh viéc dang ky liu hanh thuéc, nguyén liéu lam thuoc;
Can cir y kién cua Hoi t?‘cfng tr vén cdp gidy ddang ky heu hanh thudce,
nguyén liéu lam thuoc - Bo Y té;
Theo dé nghi cia Truong phong Pang ky thuée - Cuc Quan Iy Dugrc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 170 thucf)c nudc
ngoai dugce gia han gidy dang ky Iuu hanh tai Viét Nam - Dot 112, bao gom:

1. Danh myc 161 thudc nuéc ngoai duge gia han gidy ding ky hru hanh
hiéu luc 05 nam - Dot 112 (tai Phu luc I kem theo).

2. Danh muc 09 thudc nuée ngoai dugc gia han gidy ding ky heu hanh
hiéu luc 03 nam - DPot 112 (tai Phu luc II kem theo).

Pidu 2. Co sd san xuit va co so ding ky thudc c6 trach nhiém:

1. Cung cép thudc vao Viét Nam theo ding céc ho so ti liéu da dang ky
véi BO Y t€ va phai in hodc dan so ding ky duge B§ Y té cap lén nhan thudc.

2. Chép hanh day di phap luét cua nuge CHXHCN Viét Nam va cac quy
dinh cia B Y té vé nhip khiu thuéc va luu hanh thubc tai Viét Nam, néu c6 bat
ctr thay dbi gi trong qua trinh luu hanh thudc & nuoc so tai va ¢ Viét Nam thi
phai bao cao ngay cho Cuc Quén ly Duge - B§ Y t€ Viét Nam.

3. Thue l}iéﬂ viéc cdp nhit tiéu chuin chét lugng cua thudc theo quy’dinh
tai Thong tu so 11/2018/TT-BYT ngay 04/5/2018 cua B truong Bo Y t€ quy
dinh vé chat lugng thuoc, nguyén liéu 1am thuoc.
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4. Thube duge gia han gidy dang ky luu hanh tai Phu luc I va Phu lyc II
Quyet dinh nay nhung chua ndp hé so cap nhat ndi dung nhin thude, to hudng
din st dung thudc theo quy dinh tai Théng tu 01/2018/TT-BYT ngay
18/01/2018 cia Bé truéng B6 Y té thi phai thuc hién viéc cdp nhat theo quy
dinh tai diém b Khoan 1 Diéu 37 Théng tur s6 01/2018/TT-BYT trong thot han
12 thang ké tir ngay duge gia han gidy ding ky huu hanh,

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, céc thube dugc
gia han gidy ding ky luu hanh tai Phu luc I va Phu lyc IT ¢6 thay d6i vé noi dung
hanh chinh (bao gém cd mau nhan va té huéng dan sir dung) phai nhap khau,
hru hanh véi cdc ndi dung da duge phé duyét thay d6i trong hd so ding ky gia
han.

6. Phbi hop véi cac co s didu tri ¢é thuc hién theo ding cac quy dinh
hién hanh vé thudc ké don, theo ddi an todn, hiéu qua, tac dung khong mong
mudn cia thudc trén ngudi Viét Nam va téng hop, bao cdo theo quy dinh tai
Piéu 5 Théng tu sb 08/2022/TT-BYT ngay 05/9/2022 ciia Bo truong Bo Y té
quy dinh viéc ding ky lru hanh thude, nguyén lidu lam thude di véi cac thude
thudc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co s& dang ky phai dam bao duy tri diéu kién hoat ddng cua co s¢ dang
ky trong thoi gian hi€u lyc cua gidy ding ky hru hanh thudc, nguyén liéu lam
thudc. Trong truong hop khdng con dap mg du diéu kién hoat déng, co s& ding
ky phai 6 trach nhiém thuc hién thay d6i co s& ding ky theo quy dinh tai Thong
tu s6 08/2022/TT-BYT ngay 05/9/2022 cua BG truéng BO Y té trong thai han 30
ngay ké tir ngay co s& ding ky khong con di diéu kién hoat dong.

8. Co s@ ding ky thuéc phai bao cao Bo Y té vé cap nhat tinh trang dap
tmg Thuc hanh tét san xuat cliia o $g san xuét thude, nguyén liéu lam thudc.
Truong hop co s¢ san xuat bi thu héi gidy phép san xudt hoic khéng dap {mg
Thuc hanh t6t san xuit thudc, nguyén liéu 1am thudc & nudc s tai, co s¢ phai
thuc hién viéc béo cao trong thdi han 15 ngay ké tir ngdy c6 théng bdo cia co
quan quan 1y cé thim quyén nudc s tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cia Chinh phu quy dinh chi
tiét mot s6 diéu va bién phép thi hanh Luét Dugec.

9. Déi véi cac thude co s6 thir tu 8, 9, 10, 11, 15, 16, 17, 20, 21, 33, 37,
57, 58, 67, 88, 93, 94, 95, 132, 140, 145, 146, 147, 153, 159 tai Phu luc I c6 dé
nghi thay déi mau nhan, huéng dan sir dung trong hd so ding ky gia han: Co s&
dang ky thuc hién thi tuc dé nghi thay déi mau nhin, t& hudng dan sir dung theo
hinh thitc dang ky thay déi bd sung sau khi Quyét dinh nay ¢6 hiéu luc.

10. Cac thube duge gia han gidy ding ky luu hanh tai Phu luc I va Phu luc
11 Quyét dinh nay duge tiép tuc sir dung s dang ky da cép trudc khi gia han

trong thoi han t6i da 12 thang ké tir ngay duoc cép so dang ky gia han theo quy
dinh tai Phu luc VI ban hanh kém theo Thong tur s6 08/2022/TT-BYT.

Piéu 3. Quyét dinh c6 hiéu lyc ké tir ngay ky ban hanh.
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Didu 4. Giam dbc So Y té cac tinh, thanh phé truc thude trung uong, giam
doc nha san xuat va co s dang ky ¢ thuoe tai Bicu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: === CUC TRUONG
- Nhu Diéu 4; o

- B§ trudmg (dé ble);

- TTr. D6 Xuén Tuyén (dé b/c);

- Cuc Quén Y - Bd Qudc phong, Cuc Y té - B6 Co

an; Cuc Y t& GTVT - B6 Giao théng van tai; Tén '\ e

Cuc Hai quan - B Tai chinh;

- Bao hiém X4 hoi Viét Nam; : _ .

- B Y té& Vu PC, Cuc QLYDCT, Cuc QLKCB, Vii Tuan Cuong

Thanh tra Bg.

-Sa Y té cac tinh, thanh phé true thude Trung vong;
- Vién KN thudce TU, Vién KN thudc TP. HCM;

- Téng Cong ty Duge VN-CTCP; Céac Cong ty XNK
duge phf:im;

- Cac Bénh vién & Vién cd givdng bénh truc thude
BYT;

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

- Luu: VT, PKT (10b).
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DANH MUC 161 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

Phu luc I

TAI VIET NAM HIEU LUC 5 NAM - BOT 112
(Ban hanh kém theo quyét dinh sé: ..136...../0D-OLD, ngay 92./03./.2023cia Cuc Qudn by Duroc)

So ding ky So
Hoat chét chinh—~ | Dang Quy ciach | Tiéu | Tudi gia han lin
STT | Tén thuéc Ham lwong bao ché déng géi | chuin tho (So dang ky gia
(thing) da cip) han
Q) ) 3 4 3 (6) ()] & ®)
1. Co s& ding ky: A. Menarini Singapore Pte. Ltd. (Dja chi: 30 Pasir Panjang Road, #08-32 Mapletree
Business City, Singapore 117440, Singapore)
1.1. Co s& sin xudt: Gilead Sciences Ireland UC (Pja chi: IDA Business and Technology Park,
Carrigtohill, Co. Cork, Ireland)
1 Vemlidy Tenofovir viénnén | Hdpllox NSX 48 539110018823 01
alafenamide (dudi | bao phim 30 vién (VN3-249-19)
dang Tenofovir
alafenamide
fumarate) 25mg
2. Co st dang ky: Abbett Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-28
DUQ Tower Singapore 189352, Singapore)
2.1. Co sé sin xuvét: Laboratorios Recalcine S.A. (Pia chi: Av. Carrascal No. 5670, Quinta Normal,
Santiago, Chile)
2 Drosperin | Drospirenone 3mg, | Viénnén | Hop 1vix | NSX 36 780110018923 | 01
Ethinyl estradiol bao phim | 28 vién, (21 (VN-16308-13)
0,03mg vién ¢o chira
hoat chat, 7
vién chi
chifa ta
dugce)
3 Rinofil Drospirenone 3mg , Siro Hop 1 Chai | NSX 24 780110019023 | 01
syrup Ethinyl estradiol x 100ml; (VN-18922-15)
2.5mg/5ml 0,03mg Hop 1 Chai
X 15ml
3. Co's¢ ding ky: Actavis International Ltd (Dia chi: No.4 SQAQ Tal-gidi Off Valleita Road, Luga LQA
6000, Malta)
3.1. Co s& sén xuft: Actavis Ltd. (Dia chi: BLB 016 Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta)
4 Olmed 5mg Olanzapine Smg Viénnén | Hop4vix 7 | NSX 36 535110019123 | 01
bao phim vién {VN-17627-14)
~ 3.2. Co'sdsin xudt: Actavis Ltd. (Pja chi: BLB015-016 Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta)
5 Freeclo Clopidogrel (dudi | Viénnén | Hép3vix NSX 36 535110019223 0l
dang Clopidogrel | bao phim 10 vién (VN-15593-12)
bisulfate) 75mg
6 Olmed Olanzapine 10mg | Viénnén | Hop4vix 7 | NSX 36 535110019323 | 01
10mg bao phim vién (VN-16887-13)
3.3. Co s& sdn xuit: Balkanpharma - Razgrad AD (Pja chi: 68, Aprilsko vastanie Blvd. 7200 Razgrad,
Bulgaria)
7 Dex-Tobrin | Tobramycin 3mg/m] | Hén dich Hop 1 lo NSX 24 380110019423 | 01
(dudi dang nhé mit (VN-16553-13)
tobramycin sulfate);
Dexamthasone

1mg/ml
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Sodingky | S&

Hoat chitchinh— | Dang | Quycich | Tiéu | Tudi ia han lin

STT | Tén thube Ham lugng baoché | dénggéi | chudn tho (So diang ky gia

(thang) di cip) han

(1) (2) 3 “) 3 (6) (7N ® (&)
53.3. Co sé san xuit: Lek Pharmaceuticals d.d. (Pia chi: Verovskova ulica 57, 1526 Liubliana, Slovenia)

130 | Volfacine | Levofloxacin (dudi | Viénnén | Hop 1 vix 5 | NSX 36 383115031723 | 01
dang Levofloxacin | bao phim vién (VN-18793-15)
hemihydrat) 500mg

53.4. Co sé& san xuat: Sandoz GmbH (Pja chi: Biochemiestrasse 10, A-6250 Kundl, Austria)
131 Xorimax | Cefuroxim (dudi dang Vién Hop1vix | NSX 36 900110031823 01
250mg Cefuroxim axetil nén bao | 10 vién nén (VN-18958-15)
300,72mg) 250mg phim bao phim
54. Co s& diang ky: Novartis Pharma Services AG (Pia chi: Lichtstrasse 35, 4056 Basel, Switzerland)
54.1. Co s sin xuit: S.A. Alcon-Couvreur N.V (Bja chi: Rijksweg 14, 2870 Puurs, Belgium)
132 Travatan Travoprost Dung dich Hop 1 1o NSX 24 540110031923 01
0,04mg/ml thudc nhé mit 2,5ml (VN-15190-12)
54.2. Co sé san xuit: Siegfried Barbera, S.L. (Dia chi: Ronda de Santa Maria 158 08210 Barbera del
Valles, Barcelona, Spain) \
133 Exforge Amlodipin (duéi | Viénnén | Hop4vix 7 | NSX 24 840110032023 | OF
HCT dang amlodipin bao phim vién (VN-19287-15) T
10mg/160m besilate) 10mg; *
2/12.5mg Valsartan 160mg; .
Hydrochlorothiazide
12,5mg
55. Co sé ding ky: Organon Hong Kong Limited (Dia chi: Unit 48-136, 48/F, Lee Garden One, 33
Hysan Avenue, Causeway Bay, Hong Kong)
55.1. Co s san xudt: Schering-Plough Labo N.V. (Bja chi: Industriepark 30, 2220, Heist-op-den-Berg,
Belgium)
134 Aerius Desloratadine 5mg | Viénnén | Hop1vix | NSX 24 540100032123 01
bao phim 10 vién {VN-18026-14)
56. Co sé ding ky: Otsuka Pharmaceutical Co., Ltd. (Dia chi: 2-9 Kanda-Tsukasamachi, Chivoda-ku,
Tokyo, Japan)
56.1. Co s& sin xuit: Korea Otsuka Pharmaceutical Co., Ltd. (Pia chi: 27, Jeyakgongdan 3-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

135 Mucosta Rebamipid 100mg | Viénnén | Hop 10vix | Curre 36 880110032223 | 01
tablets bao phim 10 vién nt JP (VN-20589-17)
100mg

136 Samsca Tolvaptan 15mg Viénnén | Hop 1 vix | NSX 36 880110032323 | 01

10 vién (VN2-565-17)
57. Co sé ding ky: Paradigm Pharma (Thailand) Co., Ltd (Pja chi: No.87, M Thai Tower 15th Floor,
All Seasons Place, Wireless Road, Lumphini Sub-District, Pathum Wan District, Bangkok Metropolis,
Thailand)
57.1. Co s& san xuat: Berlin Pharmaceutical Industry Co., Ltd (Dja chi: 222 Romklao Road,
Klongsampravet, Latkrabang, Bangkok 10520, Thailand)
137 Begesic Methyl Salicylate | Kembdi | Hop 1 Tuyp | NSX 36 885100032423 | 01
110mg; Menthol da x 30 gam, (VN-20196-16)
S6mg; Eugenol Tube nhém
14mg
138 | Bestatin 40 Simvastatin 40mg | Viénnén | Hop 10vix | NSX 36 885110032523 | 01
bao phim | 10 vién; Hp (VN-18849-15)
100 vix 10
vién
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