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BOY TR CONGHOA XA HOI CHU NGHIA VIET NAM
CUC-QUAN LY DUGC Poe 1ap - T do - Hanh phic
Sb: 5 9(95 / QLD-BK. HaNgl, ngay ) 5 thang |y ndm 2017
Vi thay dm n@1 dung 1& hudng '
dan st dung

Kinh giis: Novartis Phayima Services AG
Piachi: Lichistrasse 35, 4056 Basel, Switzerland.

Ngay 29:12:2016, Cyc Quén 1y Duge nhin duge don 42 nghi 48 ngdy

22.12. 2016 vi céc tai liéu o6 lién quat cba cbng ty (so tiep nhén 1917/TBNN)-

vé viée thay d8i noi dung to huong din st dung d6i voi thude nuds ngoat da
&uob cap 56 dang ky luu hanh

Cin cfr Thong fur s6.44/2 0]4/’1‘"{' -BYT ngay 25/11/2014 cia B§ Y t& Quy

dmh vigo déng Ly thude, 'Thongtu s 06/2016/TT-BY T ngdy 08/03/2016 cia. B§

Y 18 v& Quy dinh ghi nhiin thudc,

Cn ot bin ban thém dinh hd s thay @b/ bb sung, Cuc Quéan 1y Duge ¢d
¥ kién nhuy sau:

Dbng v & cong ty duge ihay b1 1ol dung 1 hudng dBn sir dyng 461 véi
thubc Travatan, sd dang ky: VN-15190-12.

Bémg so sinh nl dung thay 451 & hudng din st dyng duge d6ug din xde
nhén ofa-Cuc Quin 1y Dugc va dinh kém theo cdng vin nay.

Ngoai néi du:ng dugc-thay d6i trén, 14t o chc ndi dung khéo pilt nguyén
nh bd so ding ky thube Iuu tei (,uc Quén Iy Duge.

Cong ty dfng ky, nha san xudt phéi chiu trach.phiém v& chét hang abi voi
thudc Tuu hank trén thi tradng, ndt dung gh1 trn nhén thube, quy dinh vés6 hitu
tri tug lién quan den nhin hiéu hang hoé cua thubc va co trédch nhiém théng bao
sy thay ddi niy dén céc corquan lién- quan va khich hang.

Sau 03 thang k& i ngay ky corig vinndy, cong ty- khong duge nhip khifia

thude trén véi td-hudng dn str dung cu

Cyo Quén ¥ DiIO‘C thong béo 48 cong ty bidt va the-hign ding ¢ac quy
dinh ciia Vigt Nam v& Tuuhanh thude./.
Noi uhiin: KT.CUC. TRUONG

<N {rén; s
- Luu; VT, PKT (BH). ﬁ{"’ ’PH@%QUC TRUONG

i, :___.,,.,-“-\ uyen Tat ﬂat
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BOYTE CONG HOA XA HOI CHII NGHIA VIETNAM

CUC QUAN LY DUGC. Dge18p - Ty do - Hanh phie

séhid) ek Ha Ngl, ngdy (VF-thang{f niim 2016
VA thay §6) 16 dung & hudng o :
dan sir dung

Kinh giri: Alcon Pharmaceuticals Lid.

Dfa chi: Route-des Arsensux 41, P.O. Box 61,. 1701 Fribourg,

Switzerland,

Ngay 26.11.2615, Cue Quan' Iy Duge sihin duge don 4 nghi d& ngiy
17.11,2015 va cée tai lidu o6 lign quan cla cBng ty (sb:tiép nhan 1593/TDNN)
vé viéq thay 481 nbi dung 1oy huding din si dung déi véi thude nude ngodi 43
duoe cap so-ding ky luw hanh, _

Céin ¢t Thong tusb 44/2014/TT-RYT ngay 25/11/2014 cta B5 Y & Quy
dinh vigs ding ky thudc, Théng tu 56 04/2008/TT-BYT ngdy 12/05/2008 cia B3
Y 1€ vé& Hudnig ddn ghi nhin thude, |

. Chln ofr bién ban thdn dinh h so thay d6i/ bé sung, Cué Quan 1y Duge, ¢b
¥ kifn nhv saus i _

Péng y d¢ cong ty-duoe thay déi i dung, t& huéng dinsir dung déi véi
thude Travatan, 56 dang ky: VN-15190-12-

Béng so sanh ndi dung thay dbi cia t& hwdng dan sif dung duge déng déu
xde nhign cda Cuc Quan Iy Duoe va dinh kém theo clng vin niy:

Ngoai ndi dung duoe thay @b trén, 4t od cao ndi dung khéc. pift nguyén
nﬁmhé--.scv'dﬁﬁ‘g, ky thubc lua taf Cuc Quén Iy Duge,

Cong ty ddng ky, nha san xuét phai chiju trach nhidm v chit luong 61 vai
thudc i hanh trén thi trudng, néi dung ghi trén nhzn thube, quy dinh vé s& hitu
trf 1€ lién quan dén nhiin higu bang hod ciia thubc va o6 trach nhigm théng bdo
sy thay 461 ndy dén cdc co quan lién quan v khich hang,.

. Sau 03 thang ké tir ngay ky cOng vin nay, cong fy khéng dwgenhip khiu
thube tréh véi-t hudng din sit dung el ciia thude,

Cue Qué I Duogc théng béo d8 sdng 1y bidt va thue hien diing cie quy

difth cia Vigt Nam v& luu hanh thubc. /.

Noinhin:
- Nhftiény
- Luu: VT, DKT (BH).
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23

Thube niy chi-dang theo st & Ao thiy dnibe.
Néu ¢éin thém thing 1, xin héi § Lidn tide s
Dgeky hudng din siv dyng trurde Khl ding:
PE thedcd xathm fay ciatré em,
TEN THUOC: o
TRAVATAN"
Dugg dich ihabe i f40 tiicrogardimt
THANH PHAN DINH TINH VA BINH LUONG
M8i ml dung dich chira 40 microgam travoprost L
T duot; polyquaterium- 1 (POLYQUADY (ddi dgniy chidt Bao quany, propylene giyeo}, polyoxyethylene bydrbgerated ¢astor ol
42{ (HCQ-4 g};_ericfacld (E284), mannito] (E421).sodim ehlefide, sadiin hydfoxide vi/hogc Iyfrochioric acid (48 tidu chinh 46
pH), mrGe gt T ) o
DANG BAO.CHE ,
Diiing dioli thybe nhd mat. Dudg dlch 1tong suit, Khbng maw: ﬂi

BAC TINH LAM SANG
CHi dinfugdidi t]. , . Yo g p
Lém ha nhdn Ap &bl fhsh nifie dnly tiang g nhin &p hay bgnh nhan mi¥c.binh Hng.nlifn.Ap g4¢ M

Liby tirgng'va edch.diig 5
Sit dung & neudi i, ke noudi Gag bl L . ,

N9, | gigt dyng dich TRAVATAN V. 1] €1 migc dan mét bl bénti-mdi mghy-mot 1AnBat dugt-big qua t4i s néu ding
thude VAo budi1di.- ) - o ] L
iChing#h ¢4 bit twyfn 18 tal Bof nhy iling Knép mi it sait 1 ding, Bibu iy of thélim gidm viée hap fhy cia-¢d: thé 48i voi
che:dwge phdim Buge ding qua fovéri gt vi bt qud 13 (m gidm cle tde dungrphiy trong eothé:

Niu sit ding phidu tosi thube ke, nén dling {hube gich.nhay itahd( 3 plit,

Wéu quen a6 thude mo 11, vige iy b clin duge 1ifp e véi gy ek tidyp theo-Tich. Khong néd fisd, dung dich niy vuel,
‘quis mot-gigt maingay & {eic) mal bl Bk o _ o ST
Khi thay thé thube ching jang nlifin dp khd fing thube nho-mil TRAVATAR®, of phif nigifig ding Togi: thube khic vi
nén bt @ s dung tube.nhd i TRAVATAN 4G ngdy lim a2t T
i dung gtrdem. . B ) " ;
‘Hidir gu va 49 antodn, gt dung dich shid-mit TRAVATAN*chua dugt-xde dinh & banh, nhin ¢usi 18 D), V1V

Khityén. ¢ho siF dijsig thudic tho-dék wwgng benh phan irdy deh klid o Théih di I

$ir diyng Gbénhahin suy pan/suy thén o ) o o '
Dung dich _nhé::mEtTRAVATANQ dé‘di};qc rehidn i & bénh nhia suy gan frahe déri nanp va bénh rihfin suy ! it ;
sing (d0-thanti thai creatinine Xuorigthag cos 14 ml/phiit), Khgng cin hitu chinh ligu khi ding thudeche cicbeng .ﬁh’@r% i
Cct Ding :
Chi diing&hio mits ‘
Bénh nhan cda phil thio bap bi b Ve deng pip i ngay trede khi v dyng [in dAu: D& ngin khdag cho. iihidm :

nlip-vh dung dich; cin thahKibng dé mi mét, cde ving xung qupnh hay he mitchdt cham van.dix Brig nho cia To thu g
Chagehiidinh o, .
Qu i, vt tibath phén bogs tiabchay B3 ky ik phis th dige oo, ;
Ginh W40 Gfc bidt vA thin ryng khi siblng .
Dgp_g dicl-nhd piat TgAVATAN“"cé: thé iam thay d5i mi'g sho. it gl ehgli thr 1 biﬁg,viéc.tﬁngisé lugng hat 'mp}anin {hat
she 1) iroig 1 bao hic . Truge khi-vide difn i duge tién hanh, phidi thong béo'chio béah nhan ve khi nang cb (e thay adi

Viph v;ené:mg‘w mift, Vige didu i chi mot bé it {né-dividén sy Khde nhay & miu she gitia fal enit, vinky vigi Tas dong
f4u dai wén {2 bdo bae 1 vA BACkY b ‘qug nag theo da hiéni chua dirpe. bift-ddn. Sy thay 463 mau s fia -iﬁéqg;ﬁiﬁtdiéﬂ 1a,

méuedch T t w4 o6 thE Khong thé:phas thy trong vhidu ‘théng.hoje nhidu pgth, St thdy 61 mad ‘it phén 1én duge nhin thiy

& cic Fenh phin o MG ming it phe in; nhr niu xanh da trdi, ndu Xam, nau A ¥4 nal xath {4-cfiy; tuy nhifn, clingquas.
#t iy & ititmiz bénh nhan rindu, Tho 3

guanh md ding thube; ihngtodn b Hid
ting thém s50.08 mAn- mé‘ng;m.’:i't,

ng thuding, sic b marndu qiidfih ABng:tly a1 theo, hudng ddng thm vE phiz xuig-
s mél hows Mt phin v thi% 10 néin hat pau hon.Sau kbi ngithg dieu tr, KnGng thiy.ed:

Trong cac thit nghiém 1am sing ¢6 d0i chitng, ving da quaniihfe mAt viMafe mi mé bi Sani den kil Sirdung dung Aich stso
ikt TRAVATAN® 45 duocbio cda & 0.4% bintiahan. . : : -
“Thisbe-nhé b TRAVATAN 6. thé Tam. ihizy A1 tirtir 1ok ik it of-ding thubes nhifng thay d
Khodiig matnia 55 bEbh nbln rong cfc thif Aghiérsldm sing, bio gdm vigeting 45 di, 46 diy, sae-u
mi.Cos it thay dBt 1ong miva hin 4ud 1y a7 edachiing Hign.ciwa duge hisi dén. _
Thubenhs mift TRAVATAN®dA duog dhiing winh 1 glv.ra mit chif:inh traag:fan rfng vEr i § £ it tong ta¢ nghién ef:
aklil. Tuy-nhigh; the ddng niy i5ng dogc:quan sat trong che thiFnghit lim sing ¥ dirye Kém 1210y thet-lgat,

Khing:s6 iin ngtiem vao v& vied siy.dung thube abd oikt TRAVATAN irong oo trdng T mit bi-vieins clng i bnh
ting iGN 8D, 266 déng, 26c he, + iy bénh tang nhin 4p bin sinki VA cfil ¢t kirh nghiém han ché vk cic bénh vé mif g;;;é_’n-‘a?
giap; binh s Pt
chifigwerviygld, . )

Durig Gich g mt TRAVATAN®nén duge st dyng than irgrig v6i phdng birh Bhdn khéng o6 thiy finh thé, nhiing
isd thly tinfi thE nhan tao bf rheh.bao: st hay thiu kinh budag dnf6e; hay & nhitag bénh nhdin 66 nguy ¢o b} phis hong

l £

Phiitrinh fibp xGe:da v thuoc nhd-indt TRAVATAN®Y fibp thy travopmst_qp,ei;;a;_r 45 dupe chimg thinh & tid: ‘\ .

Y- dd Quidit Guat sat &
Aitioaé-$0 lrimg Hing

ST a2 Wy © SR U e e e i o s e

sh fng nhin ap g66 MG o nhhg blil plidh €5 thELty tinh gi v & ifing bénh b $hatS hafle binh ting BANADRO.
e




Thabo rific-mét WVKTAﬁﬁehﬁj pEop;-:]_E.ﬂE-: glycol cf & giy Kich Trig da,

Thabe nfio it TRAVATAN® it g thad 84 dide polyoséthylene bydio loa 40 e6 i gy phén frmgrén da.
hirag bEnh.nhis co ngdy-&n ding bi vién idng riatvien inng b dio, thube #hé més TRAVATANTed 1hé dugc ding thin

o
g )
Prosuglantin vhche ok
.mang thai'hgfic ob 3 Al

gﬂ}:r

‘Benh nhint phil Burge huiing din théokinh i ting rartpuidc Kb o ehiibe TRAVATAN®vE dei 15plitit sty i tiadivibe

%5 kith vid..
tag voi ese fog
Chira 6o tighifii ¢

Phu niFch fhia

il thich hop diog,

B4 me.dangcho.con B
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