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Thanh phn:
Olopatadin (olopatadin HCY) 0,2% kit

Benzalkonium clorid (chét bdo quan)
0,01% kitt
RETTENIATE T R——-1-Y )

Chi dinh, chéng chi dinh, cich
dung - lidu ding va cac théng
tin khée: Xin doc trong & HDSD.

Bao quan: Noi khd thoang, nhiét
d¢ dudn 30°C, tranh anh sang.

Khéng sir dung thubc qué 15 ngay
ké tir khi m&r wdummm.

SDK/Reg No.:
Tiéu chudn chit lwong: TCCS

DE XA TAM TAY TRE EM
HOC KY HUONG DAN SU DUNG
TRUGC KHI DUNG

Nha san xubt: Cong ty cd phin
Dugc Medipharco

Bia chi: 08 Nguyén Truong To,
P. Phuc Vinh, Tp Hué,

Tinh Thira Thién Hué

(

C

Dung dich thudc nhd mét

ABOTYF

4

Rx Thubc ké don  Hdp 1 chai
2,5ml
Dung dich thubc nhd mét

ABOTYF

‘ Olopatadin 0,2%

MAU NHAN ABOTYF
CHAI 2,5 ml

)

MEDIPHARCO

Composition:
Olopatadine (olopatadine HCI) 0.2% wiv
Benzalkonium chioride (as preservative)
0.01% wiv.
Excipients ..................5.q for 2.5 ml.

Indications, contraindications,
dosage-administration and other
information: Please refer to the insert.

Storage: In a cool and dry place,
temperature not exceeding 30°C,
protected from light.

Use within 15 days atter the first opaning.

Specifications: In-house.

KEEP OUT OF REACH OF CHILDREN
PLEASE READ THE PACKAGE
T CAREFULLY BEFORE USING

Manufacturer: Medipharco
Pharmaceutical Joint Stock Company
Adress: 08 Nguyen Truong To Street,
Phuoc Vinh Ward, Hue City, Thua
Thien Hue Province.

—

Rx Prescription drug  Box of 1 bottle

25ml

Ophthalmic solution

ABOTYF

‘ Olopatadine 0.2%

MEDIPHARCO

Rx Thucké don D thuc nhd mét  Thanh phin:
kg e Olopatadin (Olopatadin HCl)
nzakonium

ia chi. 08 NguySn Trmg To, P. Phude Vinh
T Hub, Tinh Thira Thidn Huk

6 18 5X va Hyn diing dwgc in phun trén lp
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MAU NHAN ABOTYF
CHAI 3 ml

Dung dich thudc nhd mét

ABOTYF

4

Thanh 3
Olopatadin (olopatadin HGI) 0,2% kiftt
Benzalkonium clorid (chét bao quan)

—y

Chi djnh, chéng chi dinh, cach
diing - lidu diing va cac thong
tin khéc: Xin doc trong t& HDSD.

Bao quan: Noi kh thodng, nhiét
45 duti 30°C, trénh &nh sang.

Khdng str dung thubc qué 15 ngay
ké tir khi mé ndp sir dung mm

SDK/Reg No.:
Tidu chudn chit lwong: TCCS

DE XA TAM TAY TRE EM
QC KY HUONG DAN SU DUNG
TRUGC KHI DUNG

Nha sin xubt: Cong ty cb phdn
Dugc Medipharco

Bia chi: 08 Nguyén Trudng To,
P. Phuéc Vinh, Tp Hué,

Tinh Thira Thién Hué

Rx Thudc ké& don ~ Hdp 1 chai

3ml
Dung dich thudc nhd méat

ABOTYF

‘ Olopatadin 0,2%

Composition:

Olopatadine (olopatadine HCI) 0.2% wiv
Benzalkonium chioride (as preservative)
0.01% wiv.

Excipionts

and
information: Please refer to the insert.

Storage: In a cool and dry place,
temperature not exceeding 30°C,
protected from light.

Specifications: In-house.

KEEP OUT OF REACH OF CHILDREN
PLEASE READ THE PACKAGE
INSERT CAREFULLY BEFORE USING

Manufacturer: Medipharco
Pharmaceutical Joint Stock Company
Address: 08 Nguyen Truong To Street.
Phuoc Vinh Ward, Hue City, Thua
Thien Hue Province.

Rx Prescriptiondrug ~ Box of 1 bottle

Use within 15 days after the first opening.

3ml

Ophthalmic solution

ABOTYF

. Olopatadine 0.2%

Ngdy SX/Mfg.date:
$6 16 SXiBatch.No:
HO/Exp.date:

Rx Thudc ké don  Dung dich thusc nhd mat
Chal 3ml

& ABOTYF

Olopatadin 0,2%

Thanh phin:
Olopatad

wvrydar&wbwnwm
chi: 08 Nguysn Tromg To, P. Phudre Vinh
Tp»ua Tinh Thira Thidn Hob

84 16 8X vi Hon diing duge In phun trén o

Algay (O thang @4nam 2020
o '5‘ 31 7“32 Ngum phé duyét
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MAU NHAN ABOTYF

CHAI 5 ml
T

) Dung dich thudc nhd mét
/’ ABOTYF

&

e e R

Thanh phin: Rx Thubc ké don ~ Hop 1 chai Composition: Rx Prescription drug ~ Box of 1 bottle
Olopatadin (olopatadin HCY) 0,2% kiftt ’ Olopatadine (olopatadine HCI) 0.2% WA
e Smi | S smi
RETTEIIRTY. T R—1 N Dung dich thudc nhd mét Exolplents Agfes Ophthalmic solution
Chi djnh, chdng chi djnh, cich sy

dosage-administratio
ding - iu diing va céc thong mm:mm’f‘m‘:ﬁm.

tin khéc: Xin doc trong t& HDSD.

: In & cool and h 5
Bao quan: Noi kho thoang, nhiét ABOTYF mmlmu %m, ABOTYF Rx Thufc ké don  Dung dich thuéc nhd mat Thinh phin
Tiéu.

49 dusi 30°C, trénh énh séng. protected from fight. Chai Smi
Khong sir dung thudc qué 15 ngay Use within 15 days after the first opening. ine 0. A
iiyberke M ke A o 6 Olopatadin 0,2% At 15 days aer h st opaning ‘ Olopatadine 0.2% & ~ ABOTYF
SDK/Reg No.: T Hud, Tinh Thira Thin Hud
Tiéu chudn chit legng: TCCS Specifications: In-house.
a!XAK;AmT::E:J KEEP OUT OF REACH OF CHILDREN
HUONG DAN SU DUNG PLEASE READ THE PACKAGE
?33& KHI DUNG INSERT CAREFULLY BEFORE USING 8416 8X v Hyn ding g In phun trin lp
Nha san xubt: Cong ty cd phan Manufacturer: Medipharco
Duge Medipharco Pharmaceutical Joint Stock Company
Bia chi: 08 Nguyén Truong T6, Address: 08 Nguyan Truong To Street.

Phuoc Vinh Ward, Hue City, Thua
Thien Hue Province.

P. Phudre Vinh, Tp Hué,
Tinh Thira Thién Hué

\/
MEDIPHARCO MEDIPHARCO

Ngay1C thang(b¢ nam 2020
Nguwdoi phé duyét
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MAU NHAN ABOTYF

CHAI 6 ml
.

Thanh phin:
Olopatadin {olopatadin HCI) 0,2% kiftt
Benzalkonium clorid (chét bdo quan)

Chi dinh, chéng chi dinh, cach
diing - idu diing va céc thong
tin khée: Xin doc trong t& HDSD.

Bao quan: Noi kh thoang, nhiét
d9 dudi 30°C, trénh énh sang.

Khéng sir dyng thubc qué 15 ngay
ké tir khi m&r pwdunql&nrxu.

SDK/Reg No.:
Tidu chudn chit lwgng: TCCS

DE XA TAM TAY TRE EM
DQC KY HUONG DAN SU DUNG
TRUGC KHI DUNG

Nha san xut: Cong ty cb phdn
Duge Medipharco

Bja chi: 08 Nguyén Trudng To,
P. Phudc Vinh, Tp Hué,

Tinh Thira Thién Hué

Dung dich thudc nhd mét

ABOTYF

4

Rx Thuc ké don  Hép 1 chai
6ml

Dung dich thusc nhd mét

ABOTYF

‘ Olopatadin 0,2%

Composition:
Olopatadine (olopatadine HCI) 0.2% wiv
Benzalkonium chloride (as preservative)

information: Please refer to the insert.

Storage: In a cool and dry place,
temperature not exceeding 30°C,
protecied from light.

Use within 15 days after the first opaning.

Specifications: In-house.

KEEP OUT OF REACH OF CHILDREN
PLEASE READ THE PACKAGE
INSERT CAREFULLY BEFORE USING

Manufacturer: Medipharco
Pharmaceutical Joint Stock Company
Address: 08 Nguyen Truong To Street,
Phuo Vinh Ward, Hue City, Thua
Thien Hue Province.

Rx Prescription drug ~ Box of 1 bottle
6ml
Ophthalmic solution

ABOTYF

6 Olopatadine 0.2%

Rx ThuSic ké don  Dung dich thusc nhé mat  Thanh phin:
Chsi 6 ml
A ABOTYF
 Olopatadin02% 7 Hud, Tinh Thira Thién Hub
| FER I e

86 18 8X va Hyn diing durge in phun trén lo

Ngay .1 Othang 05 n&m 2020
~=Aguoi phé duyét
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Rx
Dung dich nho mét
ABOTYF

Thuéc nay chi diang theo don thue.
Pé xa tim tay cia tré em.
Doc ky huéng din sir dung trwée khi dung.

Thanh phin cong thirc thude: M3i lo dung dich nhé mét ¢6 chia:
- Thanh phan dwoc chét: Olopatadin ....................... 0,2% kl/tt
- Thanh phan td dugc: povidon K30, natri clorid, benzalkonium clorid (0,01% kl/tt), natri
edetat, dibasic natri phosphat, natri hydroxid, acid hydroclorid, nuéc cit vira du.
Dang bao ché
Dung dich nhé mit
Chi dinh
~ Piéu tri triéu chimg ngira mét cua bénh viém két mac di ing.
Cich dung, lidu dung
Liéu ding
Liéu khuyén céo: Nhé vao mdi bén mit can diéu tri 1 giot/ngay.
Cich dung
Ché phim nay dugc dung theo duong nhé mit,
Chong chi dinh

Ngudi bi di ing véi olopatadin hay bét ky thanh phén nao ciia thubc.

Cinh bdo va thin trong khi diing thude

Ché phidm nay chi dugc nhd mit. Khong tiém hogc udng.

Gibng nhu céc thubc nho mét khéc dé ngan ngira tap nhiém vao dung dich va dau nhé thuée,
khong dé dAu nhé cua lo thubc cham vao mi mét hodc viing xung quanh. Khi khong sir dung,
phai nép cht lo thudc.

Bénh nhén khong nén deo kinh ap trong néu mét bj do.

Ché phdm chira benzalkonium clorid ¢6 thé gay kich img mét.

Benzalkonium clorid c6 thé bi hip phu béi kinh ap trong mém va dbi mau chung. Bénh nhan
can duge huéng dan loai bé kinh ap trong trudc khi ding thuée va chd it nhit 15 phut sau méi
deo kinh tré lai.

Hi¢u qua va d6 an toan khi sir dung thudc & tré em dudi 2 tudi chua duge x4c dinh.

St dung thude cho phu nit ¢6 thai va cho con bi

Olopatadin duge xac dinh khong gdy quéi thai & chuot va tho. Tuy nhién, nhitng con chudt
dugc didu tri lidu 600 mg/kg/ngay (khoang 50.000 14n lidu t§i da nho mét & nguoi) va thod
diéu trj lidu 400 mg/kg/ngay (khoang 100.000 lan liéu diéu tri ti da & nguoi) trong giai doan
hinh thanh va phat trién cac co quan cua phdi thai cho thiy hién tuong suy giam sy séng cta
phoi. Ngoai ra, trén chudt con thdy giam trong lugng thai. Hon nita, nhitng con chudt dugce
diu trj lidu 600 mg olopatadin/kg/ngay tir giai doan cudi thai ky dén giai doan cho con bu
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cho thdy giam ti 1¢ séng sét va trong luong clia chudt so sinh. Chua c6 nghién ciru ddy du va

dugc kiém so4t tbt trén phu nir mang thai. Vi c4c nghién ctru trén dong vat khong tién doan

duoc phan {mg cua con ngudi, do d6 chi sir dung thudc nay ¢ phu nit mang thai néu loi ich

cho me vuot trdi hon hin nguy co déi véi phdi thai hoic thai nhi.

Olopatadin d3 duoc tim thdy trong sita clia chugt me ding olopatadin dudng ubng. Khéng biét

liéu thube nhé mét c6 hép thu toan than nhiéu t6i mirc tao ra mét lugng thube déng ké trong

stta me¢ hay khéng, do d6 cin than trong khi sir dung olopatadin & phu nit dang cho con b,

Anh hwéng cia thuée 1én kha nang ldi xe, vin hanh may méc

Thube khong c6 anh huéng hodc anh huéng khong dang ké dén kha nang lai xe va van hanh

mdy méc. Sau khi ding thude tAm nhin c6 thé tam thoi khong on dinh. Khoéng l4i xe, sir dung

mdy moéc hodc 1am bAt ky hoat dong nao c6 yéu cau tdm nhin 5 rang, cho dén khi chéc chén

rf?mg ban ¢6 thé thyc hién céc hoat dong nay méot céch an toan.

Twong tic, twong ky, ciia thude

Khéng ¢6 bao céo

T4c dung khong mong muén cia thude

Céc tic dung khong mong mubn sau day dugc bao cdo trong cac nghién ciru 14m sang va dir

li¢u sau luu hanh thudc nho mét olopatadin. Tan suét dugc xac dinh la: rat phé bién (=1/10), @
phd bién (>1/100 dén < 1/10), it gap (21/1000 dén <1/100), hiém gip (>1/10.000 dén "cONG TY
<1/1.000), rét hiém gip (<1/10.000), tan suit chua 13 (khdng thé uéc tinh tir cac dir lidu c6  CO PHAN

g GLOBAL
san); ’ g ARMACEUTI
Nhiém khudn va nhiém ky sinh trung .

’ - S C
It gdp: Viém mii LPHO 2

Réi loan hé thé'ng mién dich

Chua r6: Qué min, sung mit

Réi logn hé than kinh

Phé bién: Pau dau, rbi loan vi gic

it gap: Chéng mit, giam xtc gidc

Chua rd: Budn nga

Réi loan mdit

Phé bién: Pau mat, nglra mét, kho miii, cdm giac bét thuong & mit.

ft gap: X6i mon gidc mac, ton thuong biéu mo gidc mac, ri loan biéu mé gidc mac, viém giac
mac dang chdm, viém gidc mac, nhudém mau gidc mac, ghén ri mét, s¢ anh sang, nhin mo,
gidm thj luc, co thit mi, khé chiu & mit, ngira méit, nang két mac, rdi loan két mac, cam giac
¢d di vat trong mit, tang tiét dich mét, ban d6 mi mit, phl mi mét, réi loan mi mét, sung
huyét mét

Chua r3: khé thé, viém xoang

Réi loan tiéu héa

Chua r3: Budn non, ndn

R6i logn da va cde mé dudi da

ft gap: Viém da tiép xuc, cam gidc nong rat da, kho da

Chua r3: Viém da, ban d6

Réi loan chung va tai ché diing
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Phd bién: Mét méi
Chua r: Suy nhuoc, khé &

Qui liéu va cich xir tri

Khéng c6 dit liéu 6 sin trén ngudi vé sir dung qué liéu do v6 tinh hay ¢f y.

Trong trudng hop qua liu, bénh nhan cin dugc theo ddi va gidm sét thich hop.

Dic tinh dwge lye hoc

Olopatadin 1a mét chat déi khéng twong d6i chon loc tai thu thé histamin HI va te ché sy giai
phéng histamin tir t& bao mast. Tac dung giam hoéa Umg dong va tic ché hoat héa bach cau ua
eosin dd dugc chimg minh. Olopatadin khong c6 tac dung kich thich thy thé alpha giao cam,
dopamin va muscarinic loai 1 va 2.

Dijc tinh dwge dong hoc

Khéng c6 dit liéu vé sinh kha dung toan than khi nhé mét dung dich olopatadin 0,2%. Sau khi
nhé mét dung dich olopatadin 0,15% & ngudi, thube hip thu toan than rét it. Hai nghién ctru
trén ngudi tinh nguyén khoe manh (téng cong 24 nguoi) duge nhd hai mét véi dung dich
olopatadin 0,15% méi 12 gid mot lan trong 2 tuan cho thy ndng d thube trong huyét tuong 3
phan 16n 14 duéi gi6i han dinh lugng (< 0,5 ng/ml). Tai thir nghiém nay ndng do olopatadin cé - \
thé x4c dinh dugc tim thiy trong vong 2 gir va ndng do do dugc dao dong tir 0,5 dén 5
ng/ml.

Thoi gian ban thai cua thube trong huyét twong sau khi ding dudng udng khoang 8 dén 12
gi0, va phan 16n dugc thai trir qua su bai tiét & thn. Khoéng 60-70% liéu dung dugc tim thiy
trong nuéc tidu & dang ban d4u. Hai chit chuyén héa mono-desmethyl va N-oxid dugc phat
hién trong nuéc tidu & ndng do thép.

Quy cich déng géi: Hop 1102,5ml; 3 ml; 5 ml; 6ml, kém to huéng dan st dung.

Diéu kién bio quin: Noi khd thoang, nhiét d6 du6i 30°C, tranh 4anh sang.

Han dung: 36 thang ké tir ngay san xuét. 15 ngdy ké tir khi m& nip st dung 1an diu

S6 16 san Xuét, ngay san xuit va han sir dung xem trén bao bi chinh ctia san pham.

Tiéu chuén chit lwgng: Tiéu chuén co s6.

Nha sin xuit:

CONG TY CO PHAN DUGC MEDIPHARCO

Dia chi: s6 8 Nguy&n Truomg To, Phuong Phuée Vinh, Thanh phé Hué, tinh Thira Thién Hud
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