CONG HOA XA HOI CHU NGHIA VIET NAM

CONG TY TNHH DUQC PHAM
Poc ldp - Tw do — Hanh phitic

GIGAMED

S6: 888/2025/GGM-TD

(V/v: Cap nhit s6 ding ky gia han
cho san pham Oflovid ophthalmic ointment)

Kinh givi: SO Y TE TINH NINH THUAN

Tp. H6 Chi Minh, ngay 24 thdang 04 nim 2025

Cong ty TNHH Dwoc phim Gigamed xin chan thanh cam on sy tin tuéng ctia Quy S& Y té dbi
v6i céc san phdm do Cong ty chiing t6i phan phéi tai thi truong Viét Nam trong thoi gian qua.
Theo Quyét dinh tring thau sb KQ2400544691_2502251521 ngay 25/02/2025, cong ty chung toi

c6 trang thau va dang cung ung dén céc co s& y té truc thude Quy S& Y té san pham Oflovid ophthalmic
ointment cia nha san xut Santen Pharmaceutical Co., Ltd., Nha mdy Shiga - Nht.

Hién nay, san pham Oflovid ophthalmic ointment da dugc Cuc Quan ly Dugc cap so déng ky gia
han nén chung t6i s& tién hanh cung ¥mg hang hoa dén cac co sé 'y té truc thudc Quy S& Y té theo s6 ding
ky gia han véi thong tin chi tiét nhu sau:

Tén hoat chit, . Nha san xuit Quyét
STT | Ténthuéc | ndng ds-ham Quy cich, | * Nygesin | Don S6 ding ky dinh gia 7,
lwgng Dang bao che <ubt ding . han/ S
Santen SPK triing thau/ky C
Oflovid Hop 1 tuypx | Pharmaceutical 36 hop ddng: VN-18723-
1 ophthalmic | Ofloxacin 0,3% 3,5g; Thude Co., Ltd., Nha théne 15
ointment mg tra mat may Shiga — = SPK gia han:
Nhét Ban 499115415523

Chung t61 cam két ngoai viéc thay ddi s ding ky nhu néu trén, cac thong tin khéc cua san pham\'b'

Oflovid ophthalmic ointment nhu: 7én thuoc nha san xudt, tiéu chudn chadt lu’O’ng, tuéi tho, nhém thuoc
ciing nhir gid cung ung cla san phim véi sb ding ky méi khong thay d6i so véi sb ding ky cii. Nhim tao
dleu kién thuén lgi cho viéc thanh toan cling nhu dam béo quyén loi cho nguoi bénh tham gia Bao hiém Y
té duoc thanh toan khi sir dung san phdm Oflovid ophthalmic ointment, chiing t6i xin dugc théng béo
dén Quy S&' Y té v& su thay dbi trén.

R4t mong dugc su xem xét va chip thuan ciia Quy S& Y té dé chung tdi s& cung tmg san phim
Oflovid ophthalmic ointment v6i s6 dang ky gia han sau khi ching t6i cung tmg hét luong hang héa cé
s6 dang ky tring thau trude dé.

Cbng ty chan thanh cam on su hop tac cia Quy S& Y té.
Tran trong kinh chao./.

CONG TY TNHH DUGC PHAM GIGAMED

Noi nhin:

- Nhur trén;
- Luu: VT.
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Sé: 777 /QP-QLD Ha Noi, ngay 19 thdang 10ndm 2023
QUYET PINH

Vé viée ban hanh danh myc 191 thudc nwéc ngoai
dwgc gia han gidy ding ky lwu hanh tai Vi¢t Nam - Dot 115.2

CUC TRUGNG CUC QUAN LY DUGC

Céin cir Lugt Dugc 56 105/2016/QH13 ngay 06/4/2016;

Cén cir Nghj dinh 56 95/2022/ND—CP ngay 15/11/2022 ciia Chinh phu quy
dinh chirc ndng, nhiém vu, quyén han v co cdu t3 chitc ctia B6 Y 1é;

Cdn cit Quyét dinh s6 1969/0D- BYT ngay 26/4/2023 cia Bg truong BG Y 1é
quy dinh chitc nang, nhiém vu, quyen han va co cdu t8 chiee cia Cuc Quan Iy
Duoe thupc BS Y t6;

Céin cit Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia By trudng Bo Y
1é quy dinh viéc diing ky luu honh thudc, nguyén ligu lam thude;

Cén cit két lugn cia Hpi dang tw van cdp gidy ding ky heu hanh thudc,
nguyén ligu lam thuéc - B¢ ¥ té;

Theo dé nghi ciia Trudng phong Ddng ky thuéc - Cuc Quan Iy Duoc.

QUYKT PINH:

Piéu 1. Ban hanh keém theo Quyét dinh nay danh muc 191 thude nude
ngoai duoc gia han gidy dang ky luu hanh tai Viét Nam - Dot 1 15.2, cu thé:

1. Danh muc 177 thudc nuée ngodi duge gia han gidy dang ky luu hanh
hiéu lue 05 nam (Phy luc I kem theo).

2. Danh muc 09 thubc nuéc ngoai duge gia han gidy dang ky luu hanh
hiéu lyc 03 ndm (Phu luc II kém theo).

3. Danh muc 05 thudc nudc ngoai duoc gia han gidy ding ky luu hanh
dén 31/12/2025 (Phu lyc III kem theo).

Pitu 2. Co 56 san xut va co s& ding ky thubc c6 trach nhiém:

1. Cung cép thudc vao Viét Nam theo ding céc ho so, tai liéu da dang ky
v6i Bo Y té va phai in hodic dan sb ding ky dugc BO Y t& chp 16n nhan thube.

2. Chép hanh day du phap luat cia nwéec CHXHCN Viét Nam va cdc quy
dinh cia B9 Y té v& nhap khau thube va luu hanh thuéc tai Viét Nam, néu c6 bét
clr thay d8i gi trong qud trinh luu hanh thubc & nuée s& tai va ¢ Viét Nam thi
phai bao céo ngay cho Cuc Quan ly Dugc-B§ Y té Viét Nam.

3. Thye hién vigc cép nhét tiéu chudn chét lugng cua thubc theo quy dinh
tai Thong tu s& 11/2018/TT-BYT ngay 04/5/2018 cua B truong Bo Y & quy
dinh v& chét luong thude, nguyén lidu lam thude.

4. Thudc duoc gia han gidy ding ky luu hanh tai Quyet dinh nay nhung
chua ndp hd so cdp nhit ndi dung nhan thubc, t& huéng dan sir dung thudc theo
quy dinh cia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B§ trudng BS Y
té thi phai thuc hién cép nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thong
tu s6 01/2018/TT-BYT trong thdi han 12 thang ké tir ngay dugc gia han gidy
déng ky luwu hanh.




5. Sau 12 théng ké tr ngay ky ban hanh Quyét dinh nay, cac thubc duge
gia han gidy dang ky lwu hanh theo Quyét dinh ndy c6 thay ddi vé& ndi dung hanh
chinh (bao gém cd mau nhin va t& hudng dan st dung thuoc) phai nhap khiu va
luu hanh véi c4c ndi dung da duge phé duyét thay dbi trong hd so gia han.

6. Ph01 hop véi céc co s¢ didu tri dé thuc hién theo ding céc quy dinh
hién hanh vé thubc ké don, theo ddi an toan, hiéu qua, tic dung khéng mong
mudn cia thubc trén ngudi Viét Nam va tdng hop, bao cdo theo quy dinh tai
Piéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cta BY truong B6 Y té
quy dinh viéc dang ky luu hanh thudc, nguyén lidu 1am thude dbi véi céc thube
thudc Danh muc tai Phu luc II ban hanh kém theo Quyet dinh nay.

7. Co so dang ky thuoc phai dam bao duy tri diéu kién hoat dong trong
thoi gian hidu luc cua gidy ding ky lwu hanh thudc, nguyén lidu lam thude.
Trong trudng hop khong con dép ung du didu kién hoat d6ng, co s& dang ky
phai ¢ tr 4ch nhiém thyc hién thay d6i co s& dang ky theo quy dinh tai Thong tu
s0 08/2022/TT-BYT ngay 05/9/2022 ciia B9 trudng Bo Y té trong thai han 30
ngay ké tir ngady co sé ding ky khong con du didu kién hoat dong.

8. Co s¢ ding ky thuoc phdi béo cao Bo Y té v& c4p nhat tinh trang dap
ang Thuc hanh 5t san xuat clia co s& san xuét thudc, nguyén liéu 1am thudc.
Trudng hop co s san xuét bi thu hdi gidy phép san xudt hoc khong dap img
Thye hanh t6t san xuét thubc, nguyén liéu lam thudc & nudc s tai, co s& phai
thye hién viéc bdo céo trong thoi han 15 ngay ké tir ngdy c6 théng bao cia co
quan quan ly cé tham quyén nudc sé tai theo quy dinh tai didm d khoan 1 Diéu
100 Nghi dinh s& 54/2017/ND-CP ngay 08/5/2017 ciia Chinh pht quy dinh chi
tiét mot s6 diu va bién phap thi hanh Lugt Dugec.

Dleu 3. Céc thuoc duogc gia han glay ding ky lwu hanh tai Quyét dinh | nay
duge tiép tuc st dung sb dang ky da cép trude khi gia han trong thdi han t6i da
12 thang ké tir ngay duge cap so déng ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Thong tu sb 08/2022/TT-BYT.

Dleu 4. Quyét dinh co higu lyc ké tir ngay ky ban hanh.

) Diéu 5. Giam dbc S& Y té céc tinh, thanh pho tryc thudce trung wong, giam
déc glla san xut va co s& ding ky ¢6 thudc tai Pidu 1 chiu trdch nhiém thi hanh
Quyét dinh nay./.
Not niin: CUC TRUONG
- Nhu Didu 5; T
- Bo trudng (48 blc);

- TTr. P8 Xuan Tuyén (de blc);
- Cye Quan Y - B6 Quéc phong, Cuc Y té - B6 Cong F@ AN D
CucY t§ GTVT - B) Giao thong van tai; DS ,144)’?
- Téng Cyc Hai quan - Bo Tai chinh;
- Bao hlem X& hoi Viét Nam,; N S

- Bo Y t& Vu PC, Cuc QLKCB, Thanh tra By, Vin “Vii Tuén Cudng
phong HDTV cdp GDKLH thuoc, NLLT;

- 8¢ Y té cac tinh, thanh phé truc thude Trung wong;

- Vign KN thube TU, Vién KN thubc TP. HCM;

- Téng Céng ty Duge VN-CTCP;

- Céc Cong ty XNK duge pham

- Céc Bénh vién & Vién c6 giudng t bénh tryc thude BYT;

- Trung t&m mua sém tap trung thubc quoc gia;

- Cac phong Cuyc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.

-Luw: VT, BKT (2b) (NT).




Phu lucl

DANH MUC 177 THUOC NUGC NGOAI PUGC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 115.2

(Ban himh kém theo quyét dinh s6: .1T1......./0P-QLD, ngay 19./10.2023.ciia Cuc Qudn Iy Dugc)

STT | Tén thude | Hoat chit chinh Dang | Quycich | Tién Tudi S6 ding ky S6
— Ham legng bio ché | déng gbi chufin tho gia han 1An
(thang) | (SO ding ky | gia
da cip) han
(H @) 3 4 (6)] © )] 3 9
1. Co s& ding ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co's& san xuit: PT. Abbott Indonesia (Pja chi: JI. Raya Jakarta - Bogor Km 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Baral, Indonesia)
1 Klacid Clarithromycin Coém pha | Hop 1 1o NSX 24 899110399323 | 01
125mg/Sml hdn dich | 30 ml; (VN-16101-13)
udng Hop 1 lo
, ‘ 60 ml
2, Co s& dang ky: Actavis International Ltd. (Bja chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luga,
LOA 6000, Maita)
2.1. Co s& san xut: Actavis Ltd. (Pia chi: BLB016, Bulebel Industrial Estate, Zejtun ZTN3000,
Malta)
2 Actelsar Telmisartan 40mg | Viénnén | Hop 2 vix | NSX 36 535110399423 01
14 vién (VN-20899-18)

2.2. Co s& san

Dupnitsa, Bulgaria)

xuit: Balkanpharma - Dupnitsa AD (Bja chi: 3 Samokovsko Shosse Str., 2600

3 Bromhexin
Actavis
8mg

Bromhexine
hydrochloride
8mg

Vién nén

Hgp Lvix
20 vién

NSX

36

380100399523
(VN-19552-16)

01

2.3. Co s san xuit: Norton Healthcare Limited T/A Ivax Pharmaceuticals

UK (Pia chi: Aston

Lane North, Whitehouse Vale Industrial Estate, Runcorn, WA7 3FA, United Kingdom)

4 Budesonide | Budesonide Hon dich Hop 30 NSX 24 500110399623 | Ol
Teva 0,5mg/2ml khi dung | dng 2mli (VN-15282-12)
0,5mg/2ml

2.4. Co s& san xudt: Teva Czech Industries s.r.o. (Dja chi: Ostravskd 305/29, Komdrov, 747 70,
Opava, Czech Republic)

5 Equoral Ciclosporin 25mg | Vién Hop 5vix | NSX 24 859114399723 | 01l
25mg nang 10 vién (VN-18835-15)

mém

3, Co'sé ding ky: Ajanta Pharma Limited (Dja chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivli (West), Mumbai-400 067, India)
3.1. Co s& sian xuit: Ajanta Pharma Limited (Dja chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)
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STT | Tén thudc | Hoatchitchinh | Dang | Quycéch | Tidu | Tudi S6 ding ky Sé
—Ham lwong bao ché | déng goi chudn tho gia han lAn
(thang) | (S6 dingky | gia
di cip) han
(1) 2 3 “) (6)) (6) @) () _®
158 | Tafsafe Tenofovir Viénnén | Hop 1 NSX 24 850110415023 01
alafenamide (dudi | bao phim | Chai x 30 (VN3-250-19)
dang Tenofovir vién; Hop
alafenamide 3vix 10
fumarate) 25mg vién

77. Co s& ding ky: Saint Corporation (Dja chi: Academy Tlc;wer, Rm #718,719, 118, Seongsui-ro,
Seongdong-gu, Seoul, Korea)
77.1. Co s& san xuit: Korea Prime Pharm. Co., Ltd. (Bja chi: 100, Wanjusandan 9-ro, Bongdong-

eup, Wanju-gun, Jeollabuk-do, Korea)

159

SEmbidan

| Simvastatin 20mg

Vién nén
bao phim

Hop 3 vix J

10 vién

USP

36

880110415123
(VN-16806-13)

N

78. Co sé ding ky: Sakar Healthcare Limited (Dia chi: Block No.: 10 — 13, Village: Changodar,

Sarkhej-Bavla Highway, Tal: Sanand, Dist. Ahmedabad Changodar Ahmedabad GJ 382 213, India)

78.1. Co' s& san xuit: Sakar Healthcare Limited (Dja chi: Block No.: 10 — 13, Sarkhej-Bavia
Highway, City: Changodar - 382213, Dist. Ahmedabad, Gujarat state, India)

890110415223

160 l Cefax-500 | Cefalexin (duéi i Vién Hop 10 vi BP 24 01
1 capsule dang cefalexin nang x 10 vién hién (VN-18448-14)
' monohydrate) ciing hanh
500mg
79. Co s& ding ky: Santen Pharmaceutical Asia Pte. Ltd. (Pja chi: 6 Temasek Boulevard, #37-01,
Suntec Tower Four, Singapore 038986, Singapore)
79.1. Co sé san xuit: Santen Pharmaceutical Co., Ltd., Nha may Noto (Dja chi: 2-14, Shikinami,
Hodatsushimizu-cho, Hakui-gun, Ishikawa, Japan)
I61 | Sanlein Natri hyaluronat | Dung Héop 1 Tui Jp 36 499100415323 | 01
Mini 0.1 tinh khiét dichnho | x 10 vix hién (VN-19738-16)
0,4mg/0,4ml mit 10 Lox hanh
0,4ml;
Hép 1 Tai
x3vix 10
Lox
0,4ml
79.2. Co s& san xuit: Santen Pharmaceutical Co., Ltd., Nha may Shiga (Pja chi: 348-3, Aza-suwa,
Ouaza-shide, Taga-cho, Inukami-gun, Shiga, Japan)
162 | Mydrin-P Tropicamid Dung Hop llox | NSX 30 499110415423 01
S0mg/ 10ml; dich nhé | 10ml (VN-21339-18)
Phenylephrin miét
hydroclorid
50mg/ 10ml
163 | Oflovid Ofloxacin 0,3% Thudc Hop 1 NSX 36 499115415523 01
ophthalmic mg tra tuyp x (VN-18723-15)
ointment mit 3,5g
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Ty do - Hanh phic
Sé: 98 /QDB-QLD Ha Néi, ngayOl  thang02 ndm2024
QUYLT PINH

V& viéc cong bé Danh muc thude biét duge gbc - Dot 1 nim 2024

CUC TRUONG CUC QUAN LY DUQC

Cain cit Lugt Dugc sb 105/2016/QH13 ngay 06/04/2016;
Céin cik Nghi dinh 56 95/2‘022/NB—CP ngay 1 5/11/2022 ciia Chinh phit quy
dinh chitc ndng, nhiém vu, quyén han va co cau 16 chirc ciia BJ Y té;
~ Can cit Thong ti 56 08/2022/TT-BYT ngdy 05/9/2022 cia B$ truong Bo ¥
1é quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thudc;
~ Can ctr Quyét dinh s6 1 969/Q0D-BYT ngay 26/4/2023 ciia B¢ truong B Y
té quy dinh chirc ndng, nhiém vy, quyén han va co cdu t6 chire cia Cuc Quan Iy
Durgce thuge Bo Y té; .
Theo dé nghi ciia Truong phong Phong Dang ky thuéc - Cuc Quan Iy Duoc.

QUYKT DINH:

Piéu 1. Cong bd Danh muc 82 thudc bigt dugc géc Pot 1 - nam 2024 tai
Phu luc kém theo Quyét dinh nay.

Didu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Pidu 3. Giam dbc S& Y té céc tinh, thanh phé trye thudc Trung uong, cac
co s& kinh doanh dwgc va Giam dbe co s& c6 thude néu tai Piéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

Noi ﬂllﬁli\.‘ KT. CUcC TRUONG
- Nhu Didu 3; S O 3
- B§ trurdng Pao Hbng Lan (dé bic); L DHO cuc TRUONG

- Thir truéng D3 Xudn Tuyén (dé bic); =X

- Cue trudng Vi Tuén Cudng (dé bic); f

-Cyuc QuinY - Bd Quéc phong; Cuc Y té - B) Cong an; Cueh|
Y (& GTVT - Bo Giao thong van tai; Y

- Téng cyc Hai quan - Bo Tai chinhy 3

- Bio hiém X4 hoi Viét Nam; S

-B6 Y t: Vu Phap ghé, Cuyc QLKCB, Thanh tra B§; Nguyén Thanh Lam

- Céc Vién: KN thude TW, KN thude TP. HCM;

- Trung tAm mua sim tap trung thuée québc gia;

- Téng Céng ty Dugc Viét Nam- CTCP;

- Céc co s& kinh deanh duge;

- Cac Bénh vién & Vién c6 giutng bénh truc thudc Bo Y té;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT, VPC, Website,

- Luu: VT, DK (02b).
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