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Re- Thudc ke ddn

THANH PHAN: M7 1o 5 ml chiia:

i 5 Olopatadin o 0,29 K
Dungdihohdmat o dopatadi ydodri]
Olatanol Chit b quin: Benzalkonium derid (0.01% Wit}
SBK:
Olopatadin 0,2% BE XATAMTAYTRE EM.
N DOC KY HUGHG DAN SU DUNGTRUGC KHI DUNG
™, (o sivsin e CONGTY 6 PHAN HGHIEN CUU VA
Sl N wpwno AN XUAT DUOCPHAM MERACINE

THANH PHAN: Mdi lo 5 ml chia:
| Olopatadin.... - 0,2% klfe
- (dudidang olopatadln hydmdorld\
Chat bac quan:  Benzalkanium
{0,019 kl/tt)
CHI DINH: Biéu tri cac trigu chiing viem ket
mac di tng.
| LIEU DUNG, CACH DUNG, CHONG CHI DINH
VA CAC THONG TIN KHAC: Yem tong 3
hudng din stt dung thudc kem theo.
BAO QUAN: Noi kha, nhiét do dudi 30°C.
TIEU CHUAN: TCCS
S0 L0 SX, NSX, HSD: Xin xem théng tin dudi
day hp.
KHGNG DUNG SAU KHI MG NAP LO LAN DAU 28 NGAY
DE XA TAM TAY TRE EM.

B0C KT HUGNG DAN SU DUNG TRUGC KHI DUNG

(o 54 sdn xuat:

clorid

DUCC PHAM MERACINE

xa Bang Phong, huyén Yén Phong, tinh Bac Ninh,
Yiet Nam.

{50 phan phai:

CONGTY TNHH DUOC PHAM BAO ANHPHARMA
Dia chi: S601-TT13.2, khu do thi chiicnang An Sac,
duing B Sang Sét, phuding Thinh Liet, quin
Haang Mai, thanh phd Ha Noi, Viét Nam.

CONGTY CG PHAN NGHIEN CUU VA SAN YUAT y

Pia chii Buscing YP&, khu cong nghiép Yén Phong, '

Rx - Thudc ke don GMP-WHO

Dung dich nho mat

Olatanol

Olopatadin 0,2%

Hop 1o x 5ml

Olopatading w....ocovvoroonrn: 0.2 WY
{as clopatadine hydrochloride)
Preservative:  Benzalkonium  chloride
{0,019 wiv)

‘ INDICATIONS:

| Treatment  of

COMPOSITION: Each bottle of 5 ml contains:

symptoms  of  allergic
conjunctivitis.
DOSAGE, ADMINISTRATION, CONTRAINDI-
CATIONS AND OTHER INFORMATION:
Please see in the leaflet
STORAGE: Store in dry place, below 30°C
SPECIFICATION: Manufacturer's.
SDK/REG.NO:

DISCARD 28 DAYS AFTER FIRST OPENING

KEEP OUT OF REACH OF CHILDREN.

CAREFULLY READ THE ENCLOSED LEAFLET |

BEFORE USING

Rx - Prescription drug GMP-WHO ‘

Ophthalmic solution

Olatanol \

Olopatadine 0,2% |

Box 1 bottle x 5ml

Lé SX/Lot No.:
NSX/Mfg.Date:
HSD/Exp.Date:
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Rx Thudc nay chi dung theo dan thudc GMP-WHO
T8 hudng dan st dung thudc

Dung dich nhé méat

OLATANOL

Olopatadine 0,2%
£ XA TAM TAY TRE EM. DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

THANH PHAN CONGYHUt &€ Méi lo 5 ml chra:

Thanh phén dugc chét: Olopatadin (dudi dang olopatadin hydroclorid) 0,2% kl/tt.

Thanh phdn td dugc: benzalkonium clorid (0,01% kl/tt), povidon K30, dinatri hydrophosphat dodecahydrat, natri clorid, dinatri edetat, acid hydrocloric
loang, nudc cat.

DANG BAO CHE: Dung dich nhé mat.

Mé ta san pham: Dung dich trong suét, khéng mau dén vang nhat.

CHi DINH:

Diéu tri cac triéu chiing viém két mac di ting.

LIEU DUNG VA CACH DUNG

Cdch diing

Thuéc chi strdung dé nhd mit.

Sau khi m& nap, néu vong gan dam bao bi léng, can loai bé néd trudc khi st dung thudc. Dé tranh tap nhiém vao dau éng nhé giot clia thudc, can than
trong khong dé dau 6ng nhé giot cham vae mi mat, viing xung quanh mat hoac bat cit bé mat xung quanh. ®éng kin nap lo khi khéng st dung.
Trong trudng hop sit dung déng thai véi cac thude nhd mét khac, nén dé cach khodng 5 phut gitia cac lan nhd mat. D&i véi thude mé tra mat nén si
dung sau clng.

Liéu diing

Nguai lan: Nha 1 giot vao mdi bén mat bj bénh, nho 1 1an méi ngay

Bénh nhén cao tudi: Khéng can hiéu chinh liéu déi vai bénh nhan cao tudi.

Tré em:Tinh an toan va hiéu qua déi vdi bénh nhan nhi dudi 3 tudi chua dugc thiét |ap. D6i véi bénh nhitrén 3 tudi tré 1én cé thé st dung véi liéu lugng
tuong tu ngudi lén.

Ngudi suy gan va suy than: Khéng can diéu chinh liéu & bénh nhan suy gan hodc suy than.

Neéu quén mét liéu, can nhanh chong bé sung liéu binh thudng, khéng dung gap déi liéu st dung.

CHONG CHi BINH

Chéng chi dinh v&i bénh nhan qua man vdi bat cir thanh phian nao cda thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Olopatadin la thuéc chéng di ting, méc du dugc dung tai chd nhung thudc van dugc hap thu toan than. Néu xuét hién cac dau hiéu cta phan ting
nghiém trong hodc qua man can ngimg st dung thuéc.

Thanh phan t4 dugc clia ché phdm cé chiia benzalkonium clorid da dugc bao céo gay ra kich ing mat va thay déi mau sic ctia kinh ap trong mém.,
Can than trong khi st dung cho bénh nhan khé mat heac giac mac bi tén thuong. Bénh nhan can dugc theo dai khi diéu tri kéo dai. Sau khi sirdung
thudc nho mat Olatanol bénh nhan can chd it nhat 15 phut rdi mdi deo kinh ap trong.

SU DUNG THUGC CHO PHU N €O THAI VA CHO CON BU

Xép hang canh bdo

AUTGA pregnancy category: B1

US FDA pregnancy category: C

Théi ky mang thai

Dit liéu vé viéc sir dung olopatadin trén phu ni ¢6 thai van con han ché. Cac nghién ctiu trén déng vat cho thay co xuat hién déc tinh sau khi sit dung
olopatadin dudng udng. Tuy nhién nhimg anh hudng dén thai nhi khi diilng dudng nhé mat khéng duge du doan c6 thé xay ra vi miic dé phoi nhiém
toan than olopatadin khi diing nhé mat [a khéng dang ké.

Can than trong khi stt dung thude nhd mat Olatanol cho phu nit ¢é thai va chi st dung néu lgi ich cho me vugt troi han so vdi nguy co xay ra vdi phoi
thai hoac thai nhi.

Thai ky cho con bu _ "

Olopatadin duge phat hién trong sita clia chuédt khi st dung duding uéng. Tuy nhién chua biét dugc thuc nhé mét olopatadin 0,2% liéu co thé gay
nén sy hap thu toan than dd I6n dé phat hién trong sita me hay khéng. Phu nir dang cho con bt nén than trong khi st dung thuéc.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Olopatadin 0,2% la thuéc khang histamine khéng gay buén ng.

Thudc nhé mat Olatanol khéng anh huéng hodc khéng anh hudng déng ké dén kha nédng lai xe va van hanh may méc.

Cing nhu bat ky thudc nhé mat khac, khi st dung Olatanol cé thé xay ra hién tugng md& mat tam thai hodc rdi loan thi giac anh hudng dén kha nang
13i xe hoac str dung may moc. Néu khi nho mat xay ra hién tugng mat mo, bénh nhan can daoi dén khi thi luc ro rang trude khi lai xe hodc van hanh may
mac.

TUONG TAC, TUONG KY CUA THUGC

Tugng tdc ctia thuée

Chua c6 tudng tac thudc lién quan dén 1am sang nao dugc mé ta.

Tuong ky ctia thudc

Do khéng c6 cac nghién ciiu vé tinh tudng ky ctia thuéc, khéng trén 1an thudc nay véi cac thudc khac.
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Bang danh sach phan ting co hai = m@rﬁ’:lne §
Céc tac dung khéng mong muén sau day da dugc ba ’ D rww&qi@?& ny'sang véi dung dich nhd mat olopatadin 0,2% va dugc phén loai
theo quy udc sau: rat thudng gap (= 1/10), thudng gap 217090 dén < ] \)?[t‘ ap (= 1/1.000 dén < 1/100), hiém gap (= 1/10.000 dén <1/1.000),
rat hiém gap (<1/10.000). Trong mdi nhém tan suat, cac p inh bay theo thi tu' miic dé nghiém trong giam dan.
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Phéan loai theo ca quan hé thong Tan suat Tac d\_.mgr khéng mong mudn

e
TAC DUNG KHONG MONG MUGN CUA THUGC [ ‘a2

£

Réi loan hé than kinh [t gap Nhtc dau, réi loan tiéu hda

Thudng gap Kho chiu & mat

Réi loan mat

ftgap Khé mat, m& mat, ngia mat, sung huyét méat, déng vay ba mi mét
Réi loan ho hap, 16ng nguc va trung that ft gap Khé mii
Rai loan tiéu hoa Hiém gap Khé miéng

Nhiing tdc dung khéng mong muén sau ddy ciing dugc bdo cdo:

- Héi chiing cdm lanh va viém hau hong gap & 7 dén 11% bénh nhan. Mét vai trong sé cac triéu chiing nay tuong tu nhu triéu chiing cla bénh
dang diéu tri '

- Cac triéu chiing dau Iung, ciim, ho nhiéu, nhiém trang, budn nén, viém mdi, viém xoang cé thé xay ra vdi <5% bénh nhan khi diing thuéc,
Théng bdo ngay cho bdc sy va dugc sy nhitng phan ing 6 hai gap phdi khi sir dung thuéc.

QUA LIEU VA CACH XU TRI

Qud liéu: Khéng 6 dit liéu & ngusi vé qua liéu do udng nham hoac cé ¥ uéng olopatadin 0,2%, khéng ding qua liéu chi dinh cda thuédc.
Xirtrikhi qud liéu: Trong truding hop qua liéu can kiém tra va cham séc bénh nhan thich hop.

DACTINH DUGC LUC HOC

Nhém duoge ly: Thude nhan khoa; thudce diéu tri ngat mai va thuée chéng di tng; cac thudce chéng di tng khac.

Ma ATC: S01GX09.

Cochétdc dung:

Olopatadin 13 thudc chéng di ting/ khang histamine manh va chon loc manh, phat huy tac dung ctia né théng qua nhiéu ca ché hoat déng riéng
biét. Olopatadin déi khang véi histamine (chat trung gian héa hoc déng vai trd chinh trong phan ting di ting & ngudi) cé chon loc, ngén cén su san
xudt cytokine gay viém tif cac té bao biéu md két mac & ngudi. Olopatadin khéng cé tac dung trén thu thé a-adrenergic, dopaminergic va
muscarinic loai 1 va 2. Dit liéu tif cac nghién ctiu in vitro cho thay réng olopatadin cé thé tac dung |én té bao mast & cac két mac & ngudi dé (dc ché
suf giai phong cac chét trung gian géy tién viém (histamine, tryptase, prostaglandin D2 va TNFa). O nhiing bénh nhan cé éng 1& mui théng suét,
nhé mat véi dung dich nhd mat olopatadin 0,2% da gitp giam cac triéu chiing & mai kém theo viém két mac di Ung theo mua. Olopatadin khéng
gay ra su thay déi cé y nghia lam sang vé dudng kinh déng tir.

PAC TINH DUGC BONG HOC

Hép thu

Mot nghién ctiu trén thé da chi ra olopatadin dugc hdp thu vao mat va dat néng dé t6i da (Cmax) trong vong 30 phut dén 2 gio (Tmax) & cac mo
mét sau khi nhé vao méi bén mat tho 1 giot dung dich olopatadin v&i ham lugng ligu diing tang dan (0,15%; 0,2% va 0,7%).

Mét nghién ctru dugc tién hanh & ngudi sit dung thuée nhé mat olopatadin 0,2% trong vong 7 ngay (2 giot dung dich & ca 2 mat, 2 lan/ngay) va
diing olopatadin dugng uéng trong 13,5 ngay (v&i liéu 20mag, st dung 2 lan/ngay). Két qua cho thay, sau khi s dung thudc nhd mat olopatadin
0,2%, ndng do téi da Cmax [ 0,736 ng/ml thap han khoang 400 1an so vdi str dung olopatadin dudng udng (Cmax la 302ng/ml). AUC sau khi diing
thudc nho mat olopatadin 0,2% la 3,63 ng*gio/mL thap hon 272 lan so véi dudng uéng (AUC |a 987 ng*gio/ml).

Phén bé

Céc nghién cuiu trén tho chi ra rang sau khi nhé vao méi bén mit 1 giot thuéc nhd mat olopatadin, néng dé olopatadin cao nhat & cac mé mat nhu
két mac, gidc mac. Néng dé olopatadin trong thiy dich, hac mac, méng mat-thé mi (ICB) va thiy tinh thé ting lén theo néng dé ting dan cla
olopatadin. Nghién ctru khac trén thé da cho thay muc dé gan két thap vao cac mé sic té melanin.

Chuyén héa

Hai chat chuyén héa chinh cta olopatadin sau khi diing dudng uéng & ngudi 1a N-desmethyl olopatadin (M1) va olopatadin N-exyd (M3).
N-desmethyl olopatadin (M1) gan nhu chi bi demethyl héa duy nhat bdi isozyme cytochrome P-450 3A4 (CYP3A4). Olopatadin khéng phai chat tic
ché cac isozyme cytochrome P-450 nén cac tuang tac thudc — thudc do tuong tac chuyén héa khéng xay ra. Sau khi nhé mat, chat chuyén hoéa
N-desmethyl olopatadin khong dinh Iuong dugc (< 0,05 ng/ml) trong mau huyét tuang cda ngudi sir dung.

Thaitrir

Thei gian ban thai clia olopatadin trong huyét tuong 1a 3 gid va thai trif chd yéu qua than dudi dang khéng bién déi.

QUY CACH BPONG GOI: Hop 1 lo 5 ml kém theo t& hudng dan st dung.

DIEU KIEN BAO QUAN: Nai khé, nhiét dé dudi 30°C.

HAN SU DUNG: 24 thang ké tir ngay san xuat.

HAN DUNG SAU KHI MG NAP BAO BI TRUC TIEP LAN DAU: 28 ngay.

TIEU CHUAN CHAT LUONG CUA THUGC: TCCS.

CO SO SAN XUAT: Cong ty c6 phéan nghién clfu va san xudt dugc pham Meracine.
meracine Bia chi: Buang YP6, Khu céng nghiép Yén Phong, xa Bang Phong, huyén Yén Phong, tinh Bac Ninh, Viét Nam.

MANUFACTURE
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