BO Y TE CONG HOA XA HQOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc 1ap - Tw do - Hanh phuc

So: 4443 /QLD-bK Ha Noi, ngay 29 thang 3 nam 2019
V/v thay d6i mAu nhén, tiéu chuén
chét lwgng duge chat, ta duoc va tiéu
chuén chat lugng thudc thanh phém,
bd sung c& 16 san xuét thudc, thay
d6i nha san xuét bao bi cdp 1, nha
san xuét ta duoc

Kinh giri:  Céng ty c6 phan tip doan Merap
Dia chi: Thén Ba Khé, xa Tan Tién, huyén Vian Giang, Hung Yén

Ngay 29/06/2018, Cyc Quan ly Dugc nhan duge van thu s6 391/MR de
ngay 29/06/2018 cua cong ty vé viée bd sung hd so theo yéu cau tai cong van so
10117/QLD-DK ngay 05/06/2018 cua Cuc Quan Iy Duogc vé viéc thay d6i mau
nhan, tiéu chuan chat luong dugc chat ta dugc va tiéu chuin chat luong thuoc
thanh pham b6 sung c& 16 san xuat thuoc thay d6i nha san xut bao bi cap 1,
nha san xuat ta duoc dbi voi thude san xudt trong nude di duge cap sd diang ky
luu hanh;

Cin ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua B truong Bo
Y té& quy dinh viéc dang ky thuoc Thong tu s6 01/2018/TT-BYT ngay
18/01/2018 cua Bo truong B Y té quy dinh ghi nhan thudc, nguyén liéu lam
thube va to hudng din st dung thude;

Cin ctr Bién ban tham dinh hd so thay d6i/bd sung cua cong ty, Cuc Quan
1y Duoc ¢6 y kién nhu sau:

Pong v dé cong ty duoc thay d6i mau nhén, tiéu chuan chit luong dugc
chat, ta duoc va tiéu chuin chat lugng thuoc thanh pham bd sung c& 16 san xuat
thudc, thay d6i nha san xuét bao bi cap 1, nha san xuét t4 dugc dbi voi thube

Metobra, s6 dang ky VD-19616-13, cu thé nhu: sau:

1. Thay d6i mau nhin "

Mau nhan thay d6i ducyé déng dau xac nhan cua Cuc Quan 1y Dugc kém
theo Cong van nay.

2. Thay d6i tiéu chudn chét luong duogc chét, t4 duoc va tiéu chuan chét

luong thudc thanh pham b sung c&-16 san xuét thude, thay d6i nha san xuit bao
bi cap 1, nha san xuét ta duoc

Bang so sanh ndi dung di duoc phé duyét véi ndi dung dé nghi thay doi
dugc dong dau x4c nhan cta Cuc Quan ly Dugc kém theo Cong van nay.

Ngoai n¢i dung dugc thay d6i trén, tit ca cac ndi dung khac giit nguyeén
nhu hd so dang ky thude luu tai Cuc Quan ly Duoc.



Cong ty dang ky, nha san xuat phai chiu trach nhiém vé chét lwong ddi
v0i thude luu hanh trén thi trudng va co trach nhiém thong bdo sy thay doi nay
dén cac co quan lién quan va khach hang.

Sau 06 thang ké tur ngay ky cong van nay, cong ty khong dwoc san xuit
thudc trén véi cac ndi dung cii da dé nghi thay doi.

Cuc Quan ly Duoc thong bao dé cong ty biét va thuc hién dang cac quy
dinh ctia Viét Nam vé luu hanh thudc./.

Noi nhn: KT.CUC TRUONG
- Nhu trén; i 5
- CT. Vii Tuin Cudng (dé . PHO CUC TRUONG

- Vién kiém nghiém thu(‘)’c TW;
- Vién Kiém nghi¢m thuéc TP.HCM,;

- Luu: VT, BK (Bi). /()_ﬂffwﬂ—\
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Thube nhé mét

METOBRA

Tobramycin 3mg/mi
Thanh phan: Méi lo 5 mi chua:

Tobramycin .15mg
Té dugc: acid boric, natri borat, natri
clorid, benzalkonium, dinatri edetat,
- vita i 5 ml

Diéu tri tai ché cho nhiing nhiém tring &
nhiing cdu tric ngoai clia mat va viing phu
can do nhing vi khudn nhay cam véi
Tobramycin: viém mi mét, viém tai 18, viém
mang két, viém gidc mac.

Phong ngira nhiém triing sau phau thuat mét.
Liéu diing va cach diing

Nhiém khuan nhe va vira: nhé 1-2 giot vao
mai bén mat sau méi 4 i

Nhiém khuan nang: nhé 2 giot vao méi bén
mét sau méi gid cho dén khi triéu ching
dugc cai thién

C6 thé diéu chinh ting hoic giam liéu tuy
theo triéu chiing bénh

Bay ndp sau khi st dung. Chi st dung thuéc
trong vong 30 ngay sau khi m& ndp lan dau
Chéng chi dinh, than trong, tic dung phy
va cac théng tin khac: Xin xem trong toa don
Bao quan: D€ noi khé , dudi 30° C, tranh anh
sdng tryc tiép

Dé xa tim tay clia tré em
Docky hudng dan sit dung trudc khi ding
SDK/VisaNo:VD-19616- 13

San xudt bii
CONG TY CO PHAN TAP DOAN MERAP
BaKhéTan Tién, Van Giang, Hung Yén, Viét Nam

Rx-Thudc ban theo don Eye drps

METOBRA

Tobramycin 3mg/ml

Rx- Prescription drug

Composition: Each 5 ml bottle contains:

U6C nho mat | Tobramycin -15mg Eye drops

Excipients: boric add, sodium borat, sodium B

- METOBRA

chloride, benzalkonium, disodium edetat, purified
| 1 gs5ml

= of 1 bottle of 5ml
i Indications | i
Tobramycin 3mg/ml Topical antibiotic indicated in the treatment of Tobramycin 3mg/ml
extemal infections of the eye and its adnexa
i iti, lacrimal
sac inflammation, conjunctivitis, keratitis. ..
Prophylaxis of infections after eye surgery
Dosage and administration
Mild to moderate infections: instill 1-2 drops
in each eye every 4 hours
Serious infections: instill 2 drops in each eye
ot every 1 hour. The dosage may be decreased
until the symptoms disappear
Dosage adjustment according to the
symptoms of the disease
Close the cap tightly after using. Using drug
‘within 30 days after initial opening
Contraindications, precautions, side effect
and other informations: Please see the
package insert
Storage: Storage in a dry place, below 30 °C,
protect from direct light

Keep out of reach of children

@ MERAP crour Manufactured by @ MERAP crour
MERAP GROUP
BaKhe, Tan Tien, Van Giang, Hung Yen,Vietnarm

LSX:
NSX:
HD:

HD:

Rx-Thudc ban theo don
S8105X: T dugc: acid boric, natri borat,
’ M ETO B RA natri dorid, benzalkonium,

Sinwwdtbn g MERAP.., Déxatimtay catréem

cong:
Tan Tien, Var, Giang, Hung Y, Vst Nem

Thanh phan: Méilo 5 ml chifa:
Thudc nhé mat Tobramycin 15mg

Tobramycin 3mg/ml natri edetat, nudc cét ... vd 5 ml

TY CG PHAN TAP DOAN MERAP ‘Bocky hudng dén sit dyng truséc khi dimg
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