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Ophthaimic Solution

(Sodium Hyaluronale 1mg/mi) (Sodium Hyaluronate 1mgimi)
5mL

5mL
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Rx-Thude bdn theo don

EYAL-Q OPHTHALMIC SOLUTION

(Dung dich nhé mit Natri hyaluronat 1 mg/ml)

Thuée nay chi ding theo don ctia bdc si.

Poc ki hudng dan sir dung triede khi ding.

Néu can thém théng tin xin hoi y kién bdc st hode duge sT. )
Théng bdo cho bdc sT tdc dung khong mong muén gap phai khi sir dung thudc.
Pé thude xa tam tay tré em.

Khéng ding thude qud han in trén bao bi.

THANH PHAN: / ((((,

M&i ml dung dich nho mit ¢6 chira:

Hoat chdt: Natri hyaluronat...........oooeeeeenieiiimmissssiss s I mg

Td dwoc: Dung dich benzalkonium clorid 10%, dinatri edetat hydrat, aminocaproic acid, dibasic
natri phosphat hydrat, monobasic natri phosphat, natri clorid, kali clorid, acid hydrocloric, natri
hydroxid, nudc cét pha tiém vira du 1 ml.
DUQC LYC HQC:

Hyaluronic acid 1a mdt glycosaminoglycan gdm D-glucuronic acid va N-acetyl-D-glucosamin
disaccharid. Natri hyaluronat gbm mot chudi cdc nhém mudi natri cia hyaluronic acid
(C14H20NNaO,),. Hyaluronat c6 tw nhién trong co thé ngudi, duge phin bo ¢ ngoai bao cua cac
md trong co thé, co trong nudc mat, hoat dich, da va day ron.

Dung dich natri hyaluronat nho mét ¢6 do nhdt dinh cao ¢6 téc dung tao mang phim nude mat
nhén tao, lam Am va ém dju mat, gitip gidc mac khong bi khé.

DUQC PONG HQC:

Natri hyaluronat 12 mét polyme c6 trong lugng phén tir lon, vi vay khéng dugc hép thu vao méu
khi ding nho mat.

Sau khi nho mit, natri hyaluronat chi yéu tip trung & tién phong va tao duge mang phim nudc
mét nhén tao & bé mit cua mit. Thoi gian ban thai trung binh cua natri hyaluronat & bé& mit cua
mét 12 321 gidy. Natri hyaluronat dugc thai trir qua tuyén 1¢ dudi dang khong doi.

CHI DINH: _ ,
Dung dich nho mat natri hyaluronat I mg/ml duge sir dung dé lam giam tri¢u chung khd mit va
duoc stt dung nhw nude mat nhan tao, lam am, ém diu mat cho nhiing bénh nhén st dung kinh 4p
trong.

LIEU LUQNG VA CACH DUNG:

Thube duge ding tai chd, theo su chi dén cia bic s3.

Lidu ding théng thudng: nho vio mét | giot [ lan, 5-6 lan 1 ngay.
Lidu c6 thé thay déi tiy thude vao triéu chimg bénh.

CHONG CHI DINH: ‘ ,
MAn cim v6i bat ky thanh phan ndo cta thude

CANH BAO VA THAN TRONG:

Chi ding thudc cho mat

Trénh cham diu lo vao mi mét hay cdc phin khac cuia mit

Bo kinh 4p trong khi dung thude

Té duoc benzalkonium chlorid ¢6 trong ché phdm c6 thé gay bénh viém gidc mac ddém va/ hoic
viém loét gidc mac, kich ung mit, ting nguy co gy viém két mac. Thén trong véi bénh nhén cé
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tién st mac cac bénh vé mat

ANH HUONG DEN KHA NANG LAI XE HOAC VAN HANH MAY MOC :

Cung nhu bat ky thude nho mé} ndo ciing déu co thé gdy ra khé nhin trong ’chc“')c'lét hay lam cén
tré tim nhin lam anh huong dén kha ning li xe va van hanh may moc. Néu mat van khé nhin,
cin doi dén khi mit nhin rd tro lai mdi nén 14i xe hay van hanh may moc.

SU DUNG CHO PHU NU' CO THAI VA CHO CON BU:

Thaoi ky mang thai

Natri hyaluronat chua duge nghién ciu trén phy nit mang thai. Cac nghién ctru trén dong vét da
khong cho thiy bt ky bing chiing nao vé anh hudng 1én sinh san hay dgc tinh gen. Chi nén dung
thuéc cho phu nit ¢6 thai khi lgi ich vugt qud nguy co ¢d hai.

Thai ky cho con bii

Chua ¢ bao cdo ndo vé viée thai trir natri hyaluronat qua sira me. Hoi y kién bac si néu ding

thude cho phu nir dang cho con bi.

TUONG TAC THUQC: P

.

Chua ¢6 dit liéu ndo vé tuong tic cia natri hyaluronat véi thude khac.

TAC DUNG KHONG MONG MUON: | _
Cam giac kho chiu, ngira, xung huy¢t & mat ¢ thé xay ra.

QUA LIEU VA CACH XU'LY: ‘ ,
Chua cé nghién ctru vé anh hudng qua liéu cua thude.

PONG GOI: _
Hop 1 lo 5 ml dung dich nho miat.
Hép 1 1o 10 ml dung dich nho mat.

BAO QUAN: ‘
Bao quan trong bao bi dugce déng kin. O nhi¢t dd dudi 30°C.

TIEU CHUAN:

Tiéu chuin nha san xuat.

HAN DUNG: ,
36 thang ké tir ngdy san xuat.
02 thang sau khi m& nap lo.

San xudt tai Han Quéc boi:
SAMIL PHARM. CO., LTD.
216, Sandan-ro, Danwon-gu, Ansan-si, Gyeonggi-do, Korea.

TUQ.CYC TRUONG
P.TRUDNG PHONG

Pham i Vin Hanh
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic 1ap - Tw do - Hanh phiic
sé 7572 /QLD-BK Ha Noi, ngay 09 théng 4 ném 2020

V/v thay ddi mau nhén

Kinh guri: Samil Pharma Co., Ltd.
Pia chi: 155, Hyoryeong-ro, Seocho-gu, Seoul 137-061, Korea.

Cuc Quan ly Dugc nhén dugc ho so thay dbi/ bd sung cua Cong ty sb tiép
nhan 2496/TDNN ngay 21/10/2019 vé viée thay dbi mau nhan déi voi thude
nude ngoai da dugce cap so dang ky luu hanh,

Cin ot Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ctia By Y té Quy
dinh viée ding ky luu hanh thudc, nguyén ligu lam thube; Théng tu sb
01/2018/TT-BYT ngay 18/01/2018 ctia B& Y té& quy dinh ghi nhin thudc,
nguyén li¢u lam thubc va to huéng dan st dung,

Can cir bién ban thdm dinh hd so thay doi/ b sung, Cuc Quan ly Duge co
v kién nhu sau:

Dong y vé viéc thay dbi mau nhin déi véi thude Eyal-Q Ophthalmic
Solution, sé gidy ding ky luu hanh: VN-21125-18, cu thé:

MAu nhin méi duwoc déng diu xac nhéan ctia Cuc Quan ly Dugc va dinh
kém theo céng vin nay.

Ngoai ndi dung duoc thay ddi trén, tat ca cac ndi dung khéc gilt nguyén
nhu hé so dang ky thude luu tai Cuc Quan ly Dugc.

Cdng ty dang ky, nha san xudt phai chiu trich nhiém vé chit iLrorng doi véi
thudc luu hanh trén thi trudng, ndi dung ghi trén nhan thudc, quy dinh vé sé hitu
tri tué lién quan dén nhan hiéu hang hoa cia thubc va co trach nhiém théng bao
su thay dbi nay dén cac co quan lién quan va khéch hang.

Sau 06 thang ké tir ngdy ky cong van nay, thudc trén khong dugc nhap
khau véi mau nhan cii.

Cuc Quén Iy Dugc théng béo dé Cong ty biét va thyc hién ding cac quy
dinh ciia Viét Nam v& luu hanh thuée./.

O SAQ Y BAN CHiNH KT. CUC TRUONG
Nﬁz: {:,:: Ngay . ZZThang AL Nam 20 2 ﬂi—"f{@ CUC TRUONG
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Manufactured by ©
SAMIL PHARM.CO.,LTD.
Korea
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