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BO TAI CHINH CONG HOA XA HQI CHU NGHIA VIET NAM
CUC HAI QUAN Pgc lap - Ty do - Hanh phic
17
792/’13 CHQ Ha Néi, ngay 2 2 thang 6 nam 2026
THONG BAO

Vé két qua xac dinh trude ma so

CUC TRUONG CUC HAI QUAN

Can cr Luat Hai quan ngay 23 thang 6 nam 2014,

Can cir Nghij dinh s6 08/2015/ND-CP ngay 21 thang 01 ném 2015 cua
Chinh phu quy dinh chi tiét va bién phap thi hanh Luat Hai quan vé thi tuc hai
quan, kiém tra giam sat, kiém sodt hai quan, dugc stra d6i, bd sung tai Nghi dinh
s6 167/2025/ND-CP ngay 30 thang 6 nim 2025 cta Chinh phu;

Can cr Thong tu s6 38/2015/TT-BTC ngay 25 thang 03 nim 2015 cua Bo
truong BO Tai chinh quy dinh vé thu tuc hai quan, kiém tra gidm sat hai quan,
thué xuét khau, thué nhap khau va quan 1y thué d6i voi hang héa xuét khau, nhéap
khédu, duoc stra déi, bd sung tai Thong tu s6 39/2018/TT-BTC ngay 20 thang 4
nam 2018 va Thong tu s6 121/2025/TT-BTC ngay 18 thang 12 nam 2025 cia Bo
truong Bo Tai chinh;

Can ctr Thong tu sé 14/2015/TT-BTC ngay 30 thang 01 nim 2015 cua B
truong B Tai chinh hudng dan vé phan loai hang hoa, phan tich dé phan loai
hang hoa, phén tich dé kiém tra chit lugng, kiém tra an toan thuc pham, dugc stra
déi, bd sung tai Thong tu s6 17/2021/TT-BTC ngay 26 thang 02 nam 2021 cua
B¢ truong Bo Tai chinh;

Can cir Thong tu s6 31/2022/TT-BTC ngay 08 thang 6 niam 2022 cua Bo
truéng Bo Tai chinh vé viéc ban hanh Danh muc hang héa xuat khau, nhap khau
Viét Nam;

Trén co s& hd so dé nghi xac dinh truée ma sd, Pon dé nghi s6 106/XPT
ngay 04/05/2026 ciia Cong ty TNHH DKSH PHARMA VIET NAM, ma sé thué:
3702621123;

Cuc Hai quan thong bao két qua xac dinh trudc ma so nhu sau:

E 1. Hang héa dé nghi xac dinh trudc ma s0 do to chirc, ca nhan cung cap:
'| Tén thuong mai: Thudc Levo JP Eye Drops 0.5%.

' Tén goi theo cau tao, cong dung: Thude nhé mat Levo JP Eye Drops 0.5%,
dang dung dich. |
'| Ky, ma hiéu, chung loai: Khong c6. | Nha san xuat:

’ Co so san xuat va dong géi so cap:




Wakamoto Pharmaceutical Co., Ltd.

Sagami Ohi Factory - Japan.

Co s& dong géi thir cap: Senju

Pharmaceutical Co., Ltd. Fukusaki |
Plant - Japan. i

2. Tém tat mé ta hang héa duge xdc dinh trrée ma so: Theo ho so xac dinh

trude ma s, thong tin mét hang nhu sau:

- Thanh phan, cau tao, cong thirc héa hoc, ham lugng tinh trén trong luong:
Mai lo 5 mL dung dich nho mit chira:
+ Thanh phan hoat chat: Levofloxacin hydrate JP 25 mg (0,5%)
+ Thanh phan ta dugc: Natri chlorid 45 mg, hydrochloric acid vira du, natri
hyroxyd vira du va nudce tinh khiét vira du.

- Co ché hoat dong: l'
Ma ATC: SO1AEOQS
Nhom dwge ly: Céc gide quan, Nhan khoa, Cac thudc chong nhiém khuan,
Céc fluoroquinolon, Levofloxacin
Levofloxacin hydrat l1a déng phan quang hoc (dang L) cua ofloxacin
racemic, c6 hoat tinh khéang khuén manh gép 2 lan ofloxacin.
Co ché tac dung: Co ché tac dung chinh cua levofloxacin hydrat 1a (rc ché
tong hgp ADN cua vi khuan bang cach (rc ché hoat dong cia ADN gyrase |
(topoisomerase II) va topoisomerase V. D6i véi hoat dong (rc ché ADN
gyrase (topoisomerase II) hay topoisomerase IV, hiéu luc trc ché ctia thude
phu thudc vao timg loai vi khuan.
Hoat tinh khang khuan
Levofloxacin hydrat c6 hoat tinh khéang khuan manh hoat phd rong chong
lai cac vi khuan gdy nhiém khuan mit géom vi khuan gram duong
(Staphylococcus sp., Streptococcus sp. [ké ca S. pneumoniae], Micrococcus
sp., Enterococcus sp., Corynebacterium sp., v.v... ), vi khuan gram am
(Pseudomonas sp. [ké ca P. aeruginosa], Haemophilus influenzae, |
Moraxella sp., Serratia sp., Klebsiella sp., Proteus sp., Acinetobacter sp.,
Enterobacter sp., v.v ... ) va vi khuan ky khi (Propionibacterium acnes, v.v
... ) (in vitro).
Liéu dung, cach dung va thi gian diéu tri
Thudc nhé mit
Thong thuong, cho ca nguoi [on va tré em, moi 1an nhoé vao mat 1 giot, 3
lan/ngay.
Liéu lugng c6 thé duoc didu chinh theo triéu chirng cua bénh nhan.
Thoi gian diéu tri thy thudc vao loai nhiém khuan va dap tmg cua bénh
nhan.
Levofloxacin 5 mg/mL khong dugc khuyén cdo sir dung cho tré em dudi 1
tudi do thiéu dir liéu vé sy an toan va hiéu qua.




Sw dung cho tré em
Liéu lugng giéng nhau & ngudi 16n va tré em tir 1 tudi trd 1én.
Su an toan va hiéu qua cua levofloxacin S mg/mL & tré em tir 1 tudi tré 1én
da duogc xac dinh.
Su an toan va hiéu qua cua levofloxacin 5 mg/mL & tré em dudi 1 tudi van
chua dugc xac dinh.
Khéng c6 dit liéu c6 sin.
Sw dung o nguoi gia
Khéng can diéu chinh liéu.

- Théong s6 ky thuat: Hop 1 lo SmL.

- Cong dung theo thiét ké:
Cac nhiém khuan sau day gay boi cac vi khuan nhay cam véi levofloxacin:
Viém bo mi, viém tui lé, leo (chép), viém két mac, viém sun mi, viém giac
mac (ké ca loét gidc mac), va dung lam khang sinh dy phong sir dung trude
va sau phau thuat mit.
Levofloxacin 5 mg/mL dugc chi dinh & ngudi 16n, tré em tir 1 tudi tré 1én
dén 12 tudi va thanh thiéu nién tir 12 dén 18 tudi.

SENU | covem | m. SENU|

]
LR | Thanh phin: ;
Prescription drug Each bottle of Sml ophthalmic | Thubc ké con | MBllp 5 mL dung dich thube |
' solution conlains: - Thubc nhé mit | nhd mét o chra: |
| Lovofloxacin hydrate JP | | Lovofloxacin hydrate JP II
| Broad-spectrum antibacterial | cemsnn 25 Mg (0.8%) | Dung dich nhé mét { vrererni 2B M (0.6%) E
ophthalmic solution Indications, dosage ' khingkhudnphdrng | Chidian, idu ding v -
© and sdministration, , | cdeh dung, chéng chl gjnh, |
| contraindicallons, | | th§n trong vh céc théng |
I'EVOJP » precautions and other | I-EVOJP | tin khde: Xin xem hueng |
 EYEDROPS Q5% | iemsion:Feseisese | EYE DROPS Q5% | dlosimatonst.” |
' X | Tibu chubn chit hegng: JP
| Levofloxacin ophthalmic | SPecification: JP j Dung dich nhé mét ,
3 solution JP 0.5% ' Slorage condition: | levofloxacin JP 0,5% . Dibu kign bio quin:
| Store below 30°C. : | Bao quan dut1 30°C. {
Once opening, keep (ho Sau kN mé, gir lp hube !
bolde in the outer box lo trong v& hop bn ngodl ah |
prolect from bight, trdnh dnh sang.
Not use mere than 30 days Khéng ding qud 30 ngdy
alter opening sau khi md ndp lo
Expiry date is the last day of Han ding 14 ngdy cubl
the expiry month (see EXP.). cing cla thing hit hen
Keep out of the reach of (xem EXP.).
children. 04 xa thm tay tré em.
Read the package Insert Doc k§ huémg diin sir
carefully before use, dyng trude khi ding,

3. Ket qua xac dinh trude ma so: Theo thong tin trén Pon de nghi xac dinh

trude ma s, thong tin tai tai liéu dinh kém hé so, Quyet dinh s6 135/QD-QLD

ngay 10/3/2026 cua Cyc Quan ly Dugce- By Y té, mat hang nhu sau:

Tén thuong mai: Thuoc Levo JP Eye Drops 0.5%.

- Tén goi theo cau tao, cong dung: Thude nho mat Levo JP Eye Drops
0.5%, dang dung dich.

- Thanh phan, c4u tao, cong thirc héa hoc, ham lugng tinh trén trong luong:
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Mbi lo 5 mL dung dich nho mit chira:
+ Thanh phan hoat chat: Levofloxacin hydrate JP 25 mg (0,5%)
+ Thanh phan ta dugc: Natri chlorid 45 mg, hydrochloric acid vira du,
natri hyroxyd vira dii va nudc tinh khiét vira du.

- Co ché hoat dong:
Ma ATC: SO1AEO0S
Nhém dwge ly: Cac giac quan, Nhan khoa, Cac thuéc chong nhiém
khuan, Cac fluoroquinolon, Levofloxacin
Levofloxacin hydrat la dong phan quang hoc (dang L) cta ofloxacin
racemic, c6 hoat tinh khang khuan manh gép 2 lan ofloxacin.
Co ché tac dung: Co ché tac dung chinh cua levofloxacin hydrat la (rc
ché tdng hgp ADN cua vi khuan bang cach uc ché hoat dong ctia ADN
gyrase (topoisomerase II) va topoisomerase IV. Doi voi hoat dong trc
ché ADN gyrase (topoisomerase II) hay topoisomerase 1V, hiéu luc tc
ché cua thude phu thudc vao tung loai vi khuan.
Hoat tinh khing khuan
Levofloxacin hydrat c6 hoat tinh khang khudn manh hoat phd rong
chéng lai cac vi khuan gay nhiém khudn mét gém vi khuan gram duong
(Staphylococcus sp., Streptococcus sp. [ké ca S. pneumoniae],
Micrococcus sp., Enterococcus sp., Corynebacterium sp., v.v... ), vi
khudn gram am (Pseudomonas sp. [ké ca P. aeruginosa], Haemophilus
influenzae, Moraxella sp., Serratia sp., Klebsiella sp., Proteus sp.,
Acinetobacter sp., Enterobacter sp.,, v.v ... ) va vi khuan ky khi
(Propionibacterium acnes, v.v ... ) (in vitro).
Liéu ding, cich dung va thoi gian diéu tri
Thu6c nhé mat
Thong thuong, cho ca ngudi 16n va tré em, mdi lan nho vao mat 1 giot,
3 lan/ngay.
Liéu luong c6 thé dugce diéu chinh theo triéu chimg ctia bénh nhan.
Thoi gian diéu tri tiy thudc vao loai nhiém khuén va dap (g cta bénh
nhan.
Levofloxacin 5 mg/mL khéng dugc khuyén cdo sir dung cho tré em duéi
1 tudi do thiéu dir liéu vé sy an toan va hiéu qua.
Swr dung cho tré em
Liéu luong gidng nhau & ngudi 1on va tré em tir 1 tudi tra 1én.
Su an toan va hiéu qua cua levofloxacin 5 mg/mL & tré em tir 1 tudi tro
l1én da duoc xac dinh.
Su an toan va hiéu qua cua levofloxacin 5 mg/mL ¢ tré em dudi | tudi
van chua dugce xéc dinh.
Khéng c6 dir liéu ¢6 san.




Sw dung o nguoi gia

Khong can diéu chinh liéu.

- Thong ) k¥ thuat: Hop 1 lo SmL.

- Cong dung theo thiét ké:
Cac nhiém khuan sau diy gdy boi cic vi khudn nhay cam véi
levofloxacin: Viém bd mi, viém tui 1€, leo (chép), viém két mac, viém
sun mi, viém giac mac (ké ca loét giac mac), va dung lam khang sinh dy
phong sir dung trude va sau phau thuat mat.

Levofloxacin 5 mg/mL dugc chi dinh & nguoi 16n, tré em tir 1 tudi tro

1én dén 12 tudi va thanh thiéu nién tir 12 dén 18 tudi.

Ky, ma hiéu, ching loai: Khong ¢6. | Nha san xudt: '
Co so san xuat va dong goi so cap:
Wakamoto Pharmaceutical Co.,
Ltd. Sagami Ohi Factory - Japan.
Co so dong goéi thar cap: Senju
Pharmaceutical Co., Ltd. Fukusaki
, Plant - Japan.

thuoc nhom 30.04 “Thuoc (tric cde mat hang thuée nhém 30.02, 30.05 hodc
30.06) gom cdc san pham da hodc chiwea pha tron dimg cho phong bénh hodc
chita bénh, da dwoc dong goi theo liéu lwong (ké ca cac san pham thude loai
diing d@é hdp thu qua da) hodc lam thanh dang nhat dinh hodc dong goi dé ban
le.”, phan nhom 3004.90 “- Loai khac:”, phan nhdm “- - Loai khac:”, phan
nhom “- - - Loai khdc:”, ma s6 3004.90.99 “- - - - Loai khdc” tai Danh muc
hang hoa xuat khau, nhap khau Viét Nam.

Théng bao nay co hiéu luc ké tir ngay ban hanh.
Cuc truong Cuc Hai quan thong béo dé Cong ty TNHH DKSH PHARMA
VIET NAM biét va thyc hién./.p "

Noi nhan: _ TL. CUC TRUONG
- Cong ty TNHH DKSH PHARMA VIET KT. TRUONG BAN

NAM (8o 23 Dai Lo Déc Lap, Khu Cong 3
Nghi¢p Vi¢gt Nam - Singapore, Phuong
Binh Hoa, Thanh Phé Hé Chi Minh);

- PCT. Nguyén Thanh Hung (dé b/cao);

- Cac Chi cyc Hai quan khu vuc (dé thuc
hi¢n);

- Chi cuc Kiém dinh hai quan;

- Cong TTDT Hai quan (Van phong);

- Luu: VT, NVTHQ (Thuy-3b). ,\/

Ghi chi: Két qua xdc dinh trude md sé trén chi cé gid tri sie dung d6i vdi 16 chire, cd nhdn da giri dé
nghi xdac dinh triegc ma so.



