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M3 05 mi dung dich ehira:
Tafluprost 0,048 my & Timalel (Gurdd dang maleal] 1,5 mg.

Chi dish, clch ding, chdng obif Gt vb cho t1bng in ihac:
xern brong 1 hurdng din si dung twde kem thaa.

Dok oSy cEn str dyng wuie kil ding. B4 sa thm my v3 e,
Tidiz chsfint epeit lurng: TCCS

SBK:

B quin trang b kerh {876 - B°C)

Sau kht mér ik BAo qudn ese Eng trong S mn £y &6 rinh &th sheg,

il awwﬂu:n.:nuu.ﬂ.rﬁ»am Son fom 1y 83 me elng vl ding
et Brode doa 12 ngay 5au 0 str ng.

Sir dung G Sng ong i 45 me trong g 1 thing.

Cor-sdr 2 it Deanh npnts Eﬂﬁiﬁﬁa
LAHSRATIIAE USITRER b i

1 Rus S bhquerie. 00 Caranes, Phie

Yerfre: Phdp.

w.w. Thudc ké don

WM& 6ng ehi ding mit &n
Thudéc nhé mat
Khéng chit bac quan
H&p 3t x 16 dng don lidu 0,3 mL

TAPTIQOM Dung dich nhé mit

Tafluprost 0,015 mg/mi & Timolol (dudi dang maleat) 5 mg/mL
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. Ribu: Cuc Quin

e RO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
‘ CUC QUAN LY DITGC Poc iap — Tw do — Hanh phiic
. §6: 3124 /QLD-PK Hea Néi, gy 17 thang 09 nam 2024

V/v dinh chinh thong tin trong Cong
viin phé duyét thay déi/ bé sung gidy
dang loy luu hanh

Kinh gri: Santen Pharmaceutical Asia Pte. Ltd.
Pia chi: 6 Temasek Boulevard, #37-01, Suntec Tower Four,
Singapore 038986

Cuc Quan 1y Dugc nhén duge Cong van dén s6 357/RA/TCSD ngay
23/08/2024 clia cong ty Santen Pharmaceutical Asia Pte. Ltd. d& nghi dinh chinh
thong tin trong Cong van phé duyét thay d6i/ bd sung gidy ding ky luu hanh thubc
ctia Cuc Quin ly Duge s6 22074e/QLD-DK ngay 14/08/2024 vé viéc thay d6i dia
chi co s& san xudt thanh phim, miu nhén va to huéng din sir dung thude.

Can ctt hd so thay dbi bd sung da phé duyét, Cuc Quan ly Duge thong bao
dinh chinh céc ndi dung thay ddi cia thuoc Taptigom, s6 ding ky VN2-652-17
trong Cong van phé duyét thay d6i/ bd sung gidy ding ky lwu hanh sb
22074e/QLD-PK ngay 14/08/2024, cy thé:

B& sung ndi dung thay ddi dia chi co s& san xudt thanh pham va to hudng

dan str dung thube duge phé duyét kém theo cng van nay d61 véi thube Taptiqom, ﬁﬂf
sb ding ky VN2-652-17 (b sung dinh kém Bang so sanh dia chi co s& san Xuft o
va Bang so sanh t& hudng dén sir dung thube trude va sau khi cé thay ddi duoce i;
phé duyét). k

Céc ndi dung khac gilt nguyén nhu cong van s6 22074e/QLD-PK ngiy
14/08/2024 cia Cuc Quén Iy Duge.,

Cuyc Quan Iy Dugc thong bao dé don vi biét va thuc hién./,

Noi nhin: KT. CUC TRUONG

- CT. Vi Tudn Cudng (dé bic),

- Nhw trén; ) _ J&HO CUC TRUOGNG
- Luu: VT, BKT (LH). N

" Nguyén Thanh Lam
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~ TA,;%iJ AR COMPARISON BETWEEN APPROVED AND PROPOSED
“ ADDRESS OF MANUFACTURER OF DRUG PRODUCT
{Taptiqgom ophthaimic solution) :
Currently approved address of Proposed address of the drug Role
the drug product manufacturer product manufacturer
Name: Laboratoire Unither Name: Laboratoire Unither Manufacturer of

drug product and
“waiet for injections”
excipient

Address: ZI de La Guérie, 50211 | Address: 1 Rue de I'Arquerie,
Coutances Cedex - France 50200 Coutances, France

(*) This change of address is only an administrative change, the site itself remains at the same
focation.
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‘Fﬁp Tﬁ' @@M ' ophthalmie solution

Talluprost 0.015 mg/ml &

Timotel (s maleate) 5 mgfml.
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B 0,3 mLdung dich chdra: B0 quan trong i lanh (Z°C-870).
Talluprost 0,004 mg & Timelal (dwéi dang maleat) 1,5 mg. Sau khE it Bao quin cic Sng trong Wi ban 3o d§ wanh anh
. . - - . . sang, kndng ban quan qud 30°C.
Cai dinh, 2w lrgng va cch ding, ching ohi dinh va st Sir dheng cac Gy trong 1 4& mir trong vang 1 thang.
théng tin whac xin aonqgm&.gmﬂnmwuc:mwuu N ' o
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& .
T i Dung djch nho mat
Tafluprost 0,015 mg/mlL & Timolel {dudi dang maleat) 5 mg/mL

1451 Sng chi ding mot [En

Khéng chiza chit bao guan
30 8ng don iBu x 0,3 ml.
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Dung dich nho mat Ll
' Béo quan trong W lanh (2°C - 8°C). £
(T;ijhc;;?z:s; D'&L?eg?gn ; %;ﬂmlm Sau khi mé tdi: Bao quan cac dng trong tli b |
ang 9 ban du 88 tranh anh séng, khbng bao quan e |
L ) N qua 30°C. S0 dyng céc 6ng trong tl da mes i ,
M&i §ng chl dung maét fan trong vong 1 thang. I |
Loai hd 8ng don idu d& md& clng v dung 1 I
Ngay ma tai: dich thudic con lai ngay sau kil str dyng. i %
?,,éﬂhxm tula Unith : |
10 6ng do'n lidu x 0,3 mi Labiotatolre Uniher P |
P |
HD P ‘
Ld SX: 1,
- o R I _1
E |

HTALS TG (NRFL) T41b4 17403008 5%
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Rx Thubc ban theo don !
TAPTIQOM® -
<PDung dich nho it tafluprost va timolol (dudi dang maleat)>
THANH PHAN

Hoat chét: Mbi bng don lidu 0,3 ml, chia tafluprost 0,0045 mg va timolol (dudi dang maleat) 1,5
mg.

T4 dwee: Glycerol, dinatri phosphat dodecahydrat, dinatsi edetat, polysorbat 80, natri hydroxyd,
acid hydrocloric dém dic, nude pha tiém.

DANG BAO CHE
Dung dich nho mat.
QUY CACH BONG GOI

Hop 30 éng don lidu x 0,3 mL (10 bng dom Hdw/tdi x 3 tai). Ve
(U7

CHI PINH

Ha 4p twe ndi nhin JOP) ¢ bénh nhan ngudi lén bi g glécdm goe mo hoidc tang nhén 4p, nhitng ngudi
Ihéng dap g day da voi cée thude chen beta hofic cac thube twong tu prostaglandin ding don tri
liéu tai chd va doi hoi mot ligu phap didu tri két hop, va nhiing ngudi s& c6 lgi {ch ti thudc nho mit
khong chiva chét bao quan.

LIEU LUQNG VA CACH DUNG
Lidu leong
Lidu didu tri khuyén cdo [ nho mdt giot thubc vao i két mac cha miit bi bénh mdt 14n mdi ngay.

Néu quén nho mét 1idu, nén tidp tuc didu tei voi lidu tiép theo nhu ké hoach. Litu dong khong nén
vuot qué mdt giot nho vao mét bi bénh mdi ngay.

TAPTIQOM la dung dich v khuén kbong chira chét bao quan duge dong goi trong éng don lidu.
Chi diing mdt tin, mot bng 1a du dé& didu tri cho ¢a hai mét. Phin dung dich khéng st dung dén nén
dugc loai bo ngay sau khi dimg.

Bénh nhén nhi

Tinh an todn va hiéu qua ciia TAPTIQOM ¢ tré em va thanh thidu nién dusi 18 tudi chua duge thiét
lap. Chua c6 dit lidu.

Khong khuyén cdo st dyng TAPTIQOM cho tré em va thanh thiéu nién dudi 18 twdi.

<y dung cho bénh nhin cao tudi

Khong cin thiét phai didu chinh liéu ding cho bénh nhén cao tudi.

Sir dune cho bénh nhén suy gan/thén

Thubc nho mét chira tafluprost va timolol chua duge nghién ctu trén nhiing bénh nhédn suy
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gan/thin, do dé nén thén trong khi ding TAPTIQOM cho nhiing bénh nhin nay.

Cidch diing

Thudc tra mét

Pé giam nguy co sam da mi mit, bénh nhan nén lau sach dung dich thudc thira trén da.

Khi st dung k¥ thoét chin éng [& miii hodc nhim mit trong 2 phtit, sy hép thu toan than cta thudce
giam. Didu d6 c6 thé din téi gidm cac tdc dyng khong mong mudn toan thdn va ting tdc dung tai
chd coa thude,

Néu sit dung nhidu hon mat thube tra mét, mdi thudc nén dugc ding cach nhau it nhét 5 pht.

Nén théo kinh 4p trong trude khi nho thudc va ¢6 thé deo lai sav 15 phat.

Bénh nhan nén duoc hudng din tranh dé dng thube tiép xilic voi mat va cac cu tric xung quanh do
c6 thé gdy t6n Ehuorng cho mit.

Bénh nhan cling nén duge hudng din v& vidc cac dung dich nho mit, néu khong dwoe bao quan
* dtng céch ¢ thé bi nhidm cac vi khudn thong thudng gy nhifm Kkhudn mit. Viée st dung dung
dich bj nhiém khuin c6 thé dan t&i tdn thuong nghiém trong & mét va sau d6 din toi mét thi e,

CHONG CHI BINH
Qua min cam véi hoat chét hoje ta duge cla thude,

Bénh dudng ho hip phan Gng ké c& hen phé quan, hodic cé tién st hen phe quan, bénh phdi the
nghé&n min tinh ning.

Nhip chim xoang, h$i ching nit xoang, ké ¢4 block xoang nhi, block nhi thit dd hai hodc ba khong
kidm sodt duoc voi méy tao nhip tim. Suy tim 13 1€, s6c tim.

CANH BAO VA THAN TRQNG
Tdc dung toidn thin:

Gidng nhu cic thube mét ding tai chd khac, tafluprost va timolol dugc hép thu toan than. Do thanh
phén timolol 1a thube chen beta-adrenergic, ¢d thé xay ra cédc téc dung khong mong mubn trén tim
mach, phdi va céc tac dung khong mong mudn khac gibng nhuw quan sat théy v&i cac thubc chen
beta-adrenergic ding dudng toan than. Ty 1€ méc cdc tic dung khdng mong mubn todn than sau khi
st dung thube tra mét thip hon so véi sau khi sit dyng dudng toan than.

Rai logn tim:

¢ nhitng bénh nhén bi bénh tim mach (shw bénh mach vanh, dau thét nguc kiéu Prinzmetal va suy
tim) va ha huyét ap, viée didu ui voi céc thube chen beta nén duge danh gia ¢dn trong va nén cén
nhic didu tri véi cdc hoat chét khac. Bénh nhén bi mic cac bénh tim mach nén dwge theo ddi cdc
diu hidu xfu di cta nhitng bénh ndy va céc téc dung khong mong mudn.

Do anh huong x4u dén thoi gian dén trayén, céce thude chen beta chi nén duge ding than trong cho
nhitng bénh nhén bj block tim df 1.

Roi logn mach:
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Théan trong khi didu tri thube cho nhitng bénh nhin bl x4o trdn/rdi loan tuAn hodn ngoai bién nang
(nhu nhimg dang ning ca bénh Raynaud ho#ic hoi ching Raynaud).

Réi logn hé hilp:

Céc phan tmg dudmg hd hép, ké ca tir vong do co thét phé quan & bénh nhan bi bénh hen di duge
bdo cdo sau khi ding mdt & thubc tra mit chen beta. TAPTIQOM nén duge st dung thin trong ¢
nhitng bénh nhén bi bénh phdi te nghén man tinh nhe/trung binh (COPD) va chi dung khi loi ich
16 hon nguy co tiém én.

Hag duwdng h uyét/biénh tidu dwong:

Thén trong khi ding cac thubc chen beta cho nhiing b§nh nhin ha dudng huyét ti phat hodc bi bénh
tidu dudng khong dn dinh do céc thudc chen beta cb thé che dAu céc diu hidu va tridu chimp cta ha
dudng huyét cép tinh.

Céc thudc chen beta cfing ¢6 thé che dAu cde ddu hitu clia bénh cudng gidp. Nging didu tri dot ngdt
céc thubc chen beta c6 thé khién cdc tridu ching tré nén xéu hon,
Cic bénh gidc mgc:

Chc thube tra mit chen beta 6 thé gy kho mét. Théan trong khi didu tri thude cho cac bénh nhan bi
bénh gidc mac.

Cic thube chen beta khdc:

Téac dung trén ap luc ndi nhin hofic cc tac dung chen beta toan than da biét ¢o thé xut hién khi
timolol {mdt thanh phin ctia TAPTIQOM) dugc ding cho céc bénh nhan dang diéu tr v6i thube
chen beta dudng todn thin. Nén theo di chit chi dap Gng cta cac bénh nhén nay, Viée st dung hai
thude chen B-adrenergic tai chd khéng duge khuyén céo.

Glocom goc dong:

¢(J nhitng bénh nhdn bi glécdm goc déng, muc tidu trude mét cha viée didu tri 13 md lai goc. Bidu
nay doi hoi phai 1dm co ddng tir bing mdt thudc am co ddng ti. Timolol 6 it hodic khong b tac
dung trén dbng tix. Khi ding timolol dé tam gisdm ap lye ndi nhan cao frong bénh glécdm goc dong,
nén diing cing véi mot thude lam co ddng tir va khong nén ding don doc.

Cdc phin ing qud min:

Trong khi ding céc thubc chen beta, nhitng bénh nhén c6 tidn sir di ¢ng di truyén hodc phan ng
qué mdn ning véi mot s& di nguyén c6 thd phan vmg manh hon véi thiy thach lap lai voi cac di
nguyén nay va co thé khong dap tng voi lidu adrenalin thong thudng dung dé didu tri cac phan tng
qué mén,

Bong hie mac

Bong hic mac di duge bdo cdo véi viee didu tri bing thube e ché thiy dich (nhw timolol,
acetazolamid) sau phiu thudt mé bé cng mac.

Gy mé pr’u“;u thugi:

Céc thube tra mat chen beta ¢6 thé o ché cac tac dung chtt vén beta toan thén nhw cia adrenalin.
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Nén thong bao cho bac st gy mé khi b¢nh nhan dung timolol.

Trude khi bat ddu didu fri, bénh nhin nén duge théng bio vé kha ndng rim long mi, sam da mi it
va ting séc to mbng mét ¢6 lién quan dén diéu tr voi taftuprost. Mot s& nhitng thay @i nay c6 thé
(3 vinh vidn va c6 thé d3n dén sy khéc biét vé dién mao gifta hai mit khi chi ¢6 mdt mét duge digu
tri.

Qi thay d6i shc t& méng mit xay ra cham va ¢6 thé khdng duoc nhén ra trong vai thang. Su thay abi
mau mit chu yéu duge quan sat thdy & nhitng bénh nhén co mong mit mdu hdn hop vi dy mau niu
xanh, nau Xam, ndu vang va nau xanh 14 cay. Nguy co loan shc td subt doi gitta hai mét trong trudng
hop chi didu tri cho mét mat 12 18 rang.

Chua ¢6 kinh nghiém véi tafluprost frong bénh glocdm tan mach, glocdm gée dong, gldcdm gbe
hep hodc glécom bam smh Chi ¢6 it kinh nghiém ding tafluprost che nhitng bénh nhén thiéu thiy
tinh thé va bénh glocdm sic td hodc glocom gia bong bao.

Khuyén cdo than trong khi dung tafluprost cho nhiing bénh nhin thién thuy tinh thé, nhitmg bénh
nhén ding thay tinh thé nhéan tao do rach bao sau cha thiy linh thé holic thuy tinh thé tién phong,
hoic cho nhimg bénh nhén co cdc yéu tb nguy co di bidt ciia phii hoang didm dang nang hoilc viém
mbng mat/viém mang b6 dao.

TUONG TAC THUGC
Chua ¢b cdc nghién cliu vé tuong lac thubc da dwoe thye hién.

Co thé ¢6 tdc dung hiép d?)ng din & ha huyét 4p va/hodc ehdm nhip tim déng k¢ khi dung ddng
thii cdc dung dich nhd mét chr;n beta v&i cac thude chen kénh calci, chen beta-adrenergic, cic
thudc chéng loan nhip (bao gdm amiodaron), glycosid tim loai digitalis, céc thudc gia phd giao
cam, guanethidin dudng ubng,

Céc thubc chen p-adrenergic dudmg udng c6 thé (am trdm trong thém bénh cao huyét ap doi ngugc
do ngung didu tri véi clonidin.

Kha ning tac dung chen beta toan than (nhu giam nhip tim, trdm cam) d& dwoc bdo cdo khi k&t hop
didu tri thube de ché CYP2D6 (nhu quinidin, fluoxetin, paroxetin) va timolol.

Gifin déng tir do st dung dbng thoi thubc tra mit chen beta va adrenalin (epinephrin) doi khi da
duge bao céo.

THAIKV VA CHO CON BU
Phy nit co thai
Khong c6 holic cb rit it dif lidu v& vige st dung TAPTIQOM & phy nif mang thai.

Phu nit c6 kha ning c6 thai phai sit dung bién phép tranh thai hiéu qud trong khi didu tri véi
TAPTIQOM.

Khéng nén sir dung TAPTIQOM trong thai ky telr khi thye sw cAn thiét (rong trwting hop khong ¢6
lya chon diéu tri khac),

Tafluprost:
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Khong o dit ligu déy di vé& viée it dung tafluprost & phy nit mang thai. Tafluprost c6 thé cd céc tac
dung duge Iy ¢6 hai trén thai ky ya/hotic bao thai/tré so sinh. Céc nghién ciu trén dong vt da cho
thay doc tinh sinh sin. Nguy co tidm 4n dbi véi con ngudi chua duge biét.

Timolol:

Khéng co dit liéu dhy du vé& viée sir dung timolol & phy nit mang thai, Khong nén su dung timolol
trong thai k¥ trir khi thét su can thidi. D& giam sy hép thu toan thén, xem myc “LIEU LUGNG VA
CACH DUNG”.

Cac nghien ctru dich t& hoo khdng cho thdy cac anh hudng di tit nhufng cho thiy nguy co thai chim
phét trién trong ti cung khi me dang céc thude chen beta duong ubng. Thém vao do, cac déu hiéu
va triéu ching chen beta (nhw cham nhip tim, ha huyét ap, suy hd hap va ha dutng huyét) 48 duge
quan sat thdy & nhit nhi khi cac thube chen beta dwge ding cho me cho dén lic sinh. Néu
TAPTIQOM duoc ding cho dén lac sinh, nhil nhi nén duge theo dai cAn thin trong subt nhiing

ngdy diu moi sinh, / ( (//
x

Phy nit cho con b /

..V/
Céc thube chen beta duge bai tiét vao sira me. Tuy nhién, ¢ &y didu tri coa timolol frong thube nho
mét, lugng thude co trong sita mg cd thé khong di dé gay ra cde tridu chirng l4m sang ctia chen beta
& tré so sinh. P& gidm sy hép thu toan than, xem myc “LIEU LUONG VA CACH DUNG”.

Chua biét tafluprost vivhodc céc chét chuyén hoéa co duge bai tidt vio sita me hay khong, Dit liéu
dbc tinh hién ¢d trén dong vit dd cho thdy su bai 1iét taﬂupmst va/hoiic cac chit chuyén hoa véo
sfta. Tuy nhién, & lidu didu tri cta tafluprost trong thubc nho mat, luong thude ¢6 trong slia meg ¢o
thé khéng du dé pdy ra cac triéu chimg lam sang & tré so sinh.

Pé than trong, khong khuyén céo cho con bu néu phai didu tri voi TAPTIQOM.
Khé ning sinh san

Khong cb dit ligu v& anh hudng cua TAPTIQOM dn kha ning sinh sin cla ngudi.
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua cd nghién clrv v& anh huong cia TAPTIQOM lén kha ning 14i xe va vin hanh may moc dé
duogc thue hién, Néu xay ra cac tac dung khong mong mubn nhu nhin mé thoang qua khi nho thube,
bénh nhan khong nén 1ai xe hodc vin hanh mdy moc cho dén khi cam thdy 16t hon va nhin 8 hon.

TAC DUNG KHONG MONG MUON

Trong cac nghn;:n ctru 1am sing, hon 484 bénh nhén dé dugc didu trj véi TAPTIQOM, Céc tac dung
khong mong mudn cb lién quan dén diéu tri duge bdo cdo phd bién nhit 14 xung huyét lcét mac/mat.
Tac dung khong mong mubn nay xay ra & khodng 7% bénh nhén tham gia vao cac nghién ctu ldm
sang ¢ chau Au, blu hét cac trudng hop ddu & mirc 46 nhe va cb lién quan td1 vi€éc ngung didutri ¢
1,2% bénh nhén.

Cic tac dung khong mong mubn duoc bao céo trong cac nghién ciru 14m sang st dung TAPTIQOM
ddu gi6i han trong céo téc dung khong mong mubn di duge bdo cda trude do v6i hoat chét
tafluprost holc timolol dung don dée. Khong cé cde tac dung khéng mong mudn moi riéng cho
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TAPTIQOM duoce quan sat thdy trong cac nghién ciru 1dm sdng. Phan 16n céc tac dung khong mong
mubn duge béo cdo 13 & mat, mic dd nhe hogc trung binh vi khéng c6 trudng hop nao nghiém
trong.

Gibng nhu cac thudc mit ding tai chd khéc, tafluprost va timolol duge hép thu toan thén, Didu nay
c6 thé gay ra céc fac dung khong mong mubn twong ty nhw quan sat thiy vdi cdc thube chen beta
ding dudng toan than. Ty 1& mic cac tic dung khéng mong mubn todn than sau khi tra mét thap
hon diing duwdng todn than, Cac tdc dung khong mong mudn duoe liét ké bao gdm ca cac tdc dung
duwge quan sat thiy trong nhém céc thuéc tra mét chen beta.

Céc tac dung khong mong mudn dudi day da dugce bdo cdo voi TAPTIQOM trong cac thi nghiém
[am sang (trong mdi nhém tAn sudt, céc tac dung khdéng mong mudn duoc trinh bay theo thi v tAn
sufit giam din).

Tén sudt céc tac dung khdng mong mudn cé thé xudt hién 118t k& dudi ddy duge xédc dinh dya theo
quy udc sau: Rét phd bién: >1/10; phd bidn: >1/100 dén <1/10; khong phé bién: =1/1.000 dén
<1/100; hiém gip: >1/10.000 dén <1/1.000; vét hiém giip: <1/10.000; khéng biét: tAn suft khong thé
uéc tinh tir cae dit lidu sén cd.

TAPTIQOM (Két hop tafluprost va timolol)

Nhém co quan trong co thé Tan sudt Céc tic dung khdng mong mudn
Réi loan hé thin kinh Khéng phé bién | Dau diu
R&i loan mit Phd bién Xung huyét két mac/mit, ngita mat,

dau mét, thay dbi 1ong mi (ting chidu
dai, 46 day va sb luong long mi), ddi
mau long mi, kich Gng mét, cam giac
co vitt la trong miit, nhin mé, s¢ anh
sang.

Khong phd bién | Cam gide bit thwong ¢ mit, khd mat,
khé chiu & mit, viém két mac, ban do
mf mét, di tng mat, phtt mi mat, viém
gidc mac chdm nong, ting chay nude
mit, viém tién phong, mof mat, viém
by mi.

Céc tac dung khong mong mudn khéc di duge quan sat thiy véi mét trong cac hoat chét (tafluprost
liogc timolol), va cling c6 thé xay ra véi TAPTIQOM dugc ligt ké dudi déy:

Tafluprost

Nhém co gquan trong co the Cac tic dung khdng mong mudn

Roi loan mat Giam thi lye, tang sfic 1© mong mat, sdc to mi mat, phu
A M « A ) ¢ LA \ T A -
két mac, gi mit, tien phong ¢6 t& bao, tién phong co

. n A v & A A 4
profein, vicm két mac di Gng, sdc t6 két mac, nang lcét
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Timolo!

mac, khic siu rinh mi mit, viém mdng mat/viem mang
bd dao.

Réi loan da va md dudi da

Ram léng mi

R&i loan hd hip

Lam trim trong thém bénh hen, kho thé.

Nhom co guan trong co thé

Cac tdc dung khdng mong mudn

R4 loan hé midn dich

Cac diu hidu va tridu chimg ctia phan Gng di ing Ié ca
pht mach, mé day, phat ban khu trd va toan than, sbc
phan v§, ngia.

Ré&i loan chuyén héa va
dinh dudng

Ha dudmg huyét.

Ré&i loan tdm thin

Trim cém, mit ngh, 4c mong, mat trf nha, lo ling.

Réi loan hé thin kinh

Chéng mit, nght xiu, di cam, ting cdc déu hidu va tridu
chimg ctia bénh nhuge ¢, tai bién mach méu ndo, thidu
mau néo.

R&i loan mit

Viém gidc mac, giam sy nhay cam cua giac mac, 11 loan
thi gide Kké ¢4 cac thay dbi khic xa (do ngung didu tri
thudc 1am co dong tir trong mot 6 trwomg hop), sup my,
song thi, bong hic mac sau phau thudt mé bé cling mac
{(xem canh bao va thin trong), chay nwéc mit, trot xudce
giac mac.

R6i loan tai va mé dao

U tai

R&i loan tim

Nhip tim chém, dau ngue, danh trbng ngyce, ph, rbi loan
nhip tim, suy tim sung huyét, ngtmg tim, block tim,
block nhi thét, suy tim,

R6i loan mach

Ha huyét ap, dau chin dwai do thiéu méu toi cac co, hoi
chirng Raynaud, lanh ban tay va bin chén.

Réi foan hd hép, lf“mg nguc
va trung that

Kho tho, co thit phé quan (cha yéu & nhfing bénh nhén
& ¢6 trude bénh co thit phé quan), suy ho hip, ho.

Rbi loan hé tiéu hoa

A ~ * A 1A ¥ ~ *n vy
Budn non, kho tidu, tiéu chay, khd micng, loan vi gice,
dau bung, ndn.

R&i loan da va md dudi da

Rung toc¢, phat ban dang vay nén hoiic tram trong thém
bénh vay nén, ban da.

Réi loan co xuong va mo
lign két

[upus ban do he thdng, dau co, bénh khdp.
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Ro1 loan hé sinh san va Bénh Peyronie, giam ham mudn tinh due, 16i loan chirc
tuyén vi ning tinh dye.

Céc roi loan chung va tai Suy nhuge/mét moi, khat nude.

chd dung thudc

Cée trudmg hop voi hoa gide mac rAt hidm khi duwoc béo cdo cd lién quan dén vite st dung thubc
nhd mit ¢6 chira phosphat & mét s& bénh rhén bj thn thuong gidc mac dang ké.

Thing bio cho bac s nhiing tic dyng khing mong mudn gip phai khi siv dyng thude.

QUA LIEU

Qué lidu do ding tai chd taftuprost khé ¢6 kha néing xay ra hodic khé ¢b lién quan dén ddc tinh.

P ¢6 nhitng bdo cédo vé qué lidu vé y v&i timolol gy ta cdc tac dung toan than trong &y nhu guan
sat thiy voi cac thudc chen beta-adrenergic todn thin nhu chéng mit, nhirc dau, khé tha, nhip tim
chém, co thit phé quan, va ngling tim.

Néu xay ra qué lidu voi TAPTIQOM, nén didu tej triéu chimg va diéu tri ho trg. Timolol khong
thdm tach duoc dé dang.

PAC TINH DUGC HQC

Dwge lwe hoe

Nhém tac dung duge 1y: thude chen beta, thudc chdng gldcdm va co ddng tir, ma ATC: SO1EDS!
Co ché tic dung

TAPTIQOM la ché phim két hop cla hai hoat chét tafluprost va timolol. Hai hoat chit nay lam
gidm 4p lye ndi nhan (I10P) véi cde co ché téc dung bd sung cho nhau va tic dung két hop din 18i
1am giam thém [OP so vdi timg thanh phén don ddc.

Tafluprost 13 mdt chét chua flo twong tu prostaglandin F2a. Acid tafluprost, chit chuyén hoa ¢
hoat tinh sinh hoc ctia tafluprost, 1a chdt chit vin ¢6 i luc cao va chon loc v6i thu thé prostancid FP
“ & ngudi. Cée nghién cdu duoc lye hoe trén khi cho thiy tafluprost lam giam a&p lyc ndi nhin béng
cach ting thodt thity dich qua mang bd dio cling mac.

Timolol maleat 12 mdt chit dbi khang thu thé beta-adrenergic khéng chon loc. Co ché tac dung
chinh x4c cia timolol maleat trong ha 4p luc ndi nhén chua dugc thiét 14p rd rang cho t6i nay, mic
dut mét nghién céru nhudm fluorescein va cdc nghién ctru nhén dp ky chi ra rng téc dung chinh c6
thé lién quan dén giam su hinh thanh thiy dich. Tuy nhién trong mdt s6 nghién clu, cling dé quan
sét thdy tang nhe sy thoat thay dich.

Duge dong hoc
Hip thu

Céc ndng d6 trong huyét twong ctia acid tafluprost va timolol dé dugc nghién ctru & nhitng ngudi
tinh nguyén khée manh sau khi nho mét don liéu va nhic lai véi TAPTIQOM trong 8 ngay (mét lin
mdi ngay), 0,0015% tafluprost (mot | an mdi ngay) va 0,5% timolol (hai {in m&i ngay). Ndng d6
trong huyét twong cta acid tafluprost dat dinh 10 phtt sau khi ding thude va gidm thip hon mic
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giot han phét hién dusi (10 pg/mL) trude 30 phit sau khi ding TAPTIQOM. Sy tich lily cta acid
tafluprost & khong déng k& va trung binh AUCgq4 ctia acid tafluprost (don tri liéu:
4,45+2,57 pg-gid/ml; TAPTIQOM: 3,60+3,70 pg-gio/mL) vd Cpg trung binh (don tri ligu:
23,9£11,8 pg/mL; TAPTIQOM: 18,7+11,9 pg/mL) ddu hoi thdp hon & nhém TAPTIQOM khi so
sanh véi tafluprost don tii ligu vao ngay thix 8. Néng do trong huyét twong cta timolol dat dinh tai

cac gid tri Tyax trung vi 13 vA 37,5 phit sau khi ding TAPTIQOM vao ngay 1 va 8 twong tng.
Trung binh AUC).qu cua iimolol vao ngdy 8 (don fif ligu: 575042440 pg-gid/mL; TAPTIQOM:
456042980 pg- gidvmL) v Cpax trung binh (don tf lidu: 1100 + 550 pg/ml; TAPTIQOM: 840 +
520 pg/ml) déu hoi thip hon & nhém TAPTIQOM so véi timolol don trj lidu. Phoi nhiém voi
timolol trong huyét twong thip hon khi ding TAPTIQOM dutmg nhu 14 do lidy ding mot 1dn mdi
ngay ciia TAPTIQOM so véi lidu dung hai 1An m8i ngay cta timolol domn tri liéu.

Tafluprost va timolol duge hédp thu qua gidc mac, () tho, su thAm vao gidc mac cha tafluprost tlr
TAPTIQOM la tuong ty voi tafluprost don trj lidu sau khi nhd lidu don, trong khi sy thim cla
fimolol t TAPTIQOM hoi thip hon timolol don tri ligu. D& véi acid tafluprost, AUC 14
7,5 ng- gid/mL sau khi ding TAPTIQOM va 7,7 nggid/mL sau khi dung tafluprost don tri fidu. Dbi
v6&i timolol, AUCq, 14 585 ng-gid/mL sau khi ding TAPTIQOM va 737 ng'pid/mL sau khi dimg
timolol don tri 18u. T cta acid tafluprost la 60 phit d8i véi ca TAPTIQOM va taffuprost don fri
liéu, trong khi Tyax cta timolol 12 60 phit cho TAPTIQOM va 30 phiit cho timolol don tri liéu.

Phin bé e
;o
Tafluprost -

(5 khi, khéng c6 sy phén b6 cu thé cia tafluprost dwge danh dAu phéng xa trong mdng mat thé mi
hoiic hic mac k& cd bidu md sic t& vong mac, didu nay goi ¥ 4l lwe thdp véi séc t§ melanin, Trong
mdt nghién ctru ty chyp phéng xa toan b co thé & chudt, ndng 46 phong xa cao nhét duoc quan sat
théy & gidc mac, tiép theo la mi mat, clng mac va mbng mét. Bén ngodi mét, phong xa con duge
phin bb trong 1& bd, vom hong, thuc quan va dudng tiéu hoa, thén, gan, tii mat va bang quang. bu

ghn k&t cta acid tafluprost v6i albumin trong huyét thanh ngudi trong thir nghiém in vitro 14 99%, ./

¥ FF

tai ndng 46 500 ng/mL acid taftuprost.

Timolol

Nong d dinh phong xa lién quan dén timolol trong thiy dich dat dwoc sau 30 phat ding lidu don
timolo! danh ddu phéng xa-3H (dung dich 0,5%: 20 pL/mat) & ca hai mit tho. Timolol duge bai tiét
khoi thity dich nhanh hon nhigu so véi tir cde md she th mbng mét va thé mi.

Chuyén héa sinh hoc RUS IR

Tafluprost

Con dudng chuyén héa chinh cia tafluprost & ngudi, dd duge thit nghiém in vitro, 14 thity phén
thanh chit chuyén héa c6 hoat tinh dugc 1y, acid tafluprost, sau d6 duge chuyén hoa boi glucuronid
héa hoiic oxy hoa beta. Céae san phém clia oxy hda beta, acid 1,2-dinor v 1,2,3,4-tetranor tafluprost,
khoéng c6 hoat tinh dwge ly, cd thé bi glucuronid héa hodic hydroxyl hoa. Hé théng enzym
oytochrom P450 (CYP) khong tham gia vao vie chuyén héa acid tafluprost. Dua trén nghién clu
trén md gidc mac tho va véi cdc enzym tinh Kkhiét, esterase chinh chiu trdch nhiém cho qué trinh
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thuy phan ester thanh acid tafluprost 1a carboxyl esterase. Butylcholin esterase cling ¢o thé dong
gbp vao qua trinh thuy phén nhung khéng phai acetylcholin esterase.

Timolol

Timol duoc chuyén héa & gan chi yeu bai en?ym CYP2D6 thanh cac chét chuyén héa khong cb
hoat tinh, nhiing chét nay dwoc bai tiét chi yéu qua thén, / (
Thi trie / "'/ g
Tafiuprost

Sau khi ding mot lin mdi ngay 3H-tafluprost (dung dich nho mat 0,005%; 5 LLL/mat) trong 21 ngay
& c& hai mét ctia chudt, khoang 87% tng liéu phong xa duge tim thdy trong chit bai tiét. Phan trim
tdng lidu duge bal tiét qua nudc tién 13 khoang 27-38% va khoang 44-58% lidu duoc bai tiét qua
phén.

Timolo}

Nira doi thai trir bidu kién tir huyét twong nguoi 4 khoang 4 gid. Timolol dwoc chuyén héa rong ri
& gan v cae chit chuyen héa duge bai tiét qua nude tiéu Bén canh 20% timolol bai tiét dudi dang
khong dbi sau Ihi uéng.

HAN DUNG

3 nim ké tr ngay sdn xuit

Sir dung céc 6ng trong thi d4 mo trong vong 1 thang.
BAO QUAN

Bao quén trong ti lanh (2°C - 8°C).

Sau khi mé i

. Bao quén cac dng trong tui ban dau dé tranh dnh sdng

- Khéng bao quan qua 30°C

- Loai bo éng don lidu dd md cang voi dung dich thube con lai ngay sau khi st dung.

Pé xa thm tay tré em.
Poc ki hudong din siv dung trude khi ding,
Néu cin thém théng tin, xin héi § kién bac si,

Khéng ding thudc qué han ding,

TGO TRUGKG
TRUDNG PHONG
LABORATOIRE UNITHER Phum oivi '}

San xuat bois

i S
71 de La Guérie, 50211 Coutances Cedex, Phap.
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