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Solpacman
ki eéng dan sie dung truée khi ding”

“Dé xa tam tay tré em”

st dung thuoc”

1. Thanh phén cong thirc thudc.

Trong 1 vién nén c6 chira:

Thanh phan dugc chét: Epinastin hydroclorid 10mg.

Thanh phin ta dwgce: Amidon, Microcrystalline Cellulose, PVP K30, Natri starch glycolate,
Magnesium stearat, Talc.

2. Dang bao ché: Vién nén.

MO ta dang bao ché: Vién nén hinh tron mau tring dén tring nga. Canh va thanh vién lanh
lan.

3. Chi dinh

- Hen phé quan

- Viém miii dj ung.

- May day, cham / viém da, viém da ngira, ngira, bénh vy nén.

4. Cich dung, lidu ding

Dung dudng ubng.

- Bénh hen phé quan, may day, cham / viém da, viém da ngira, ngira, bénh vay nén:

- s bSO N

Ngudi 16n 2 vién, udng 1 lan mdi ngay. Lidu co thé dugc diéu chinh theo tudi va céc tricu
ching cua bénh nhén.
- Viém miii di @ng:
Nguoi 16n 1 — 2 vién, ubng 1 1an méi ngay. Liéu cd thé duge didu chinh theo tudi va cac
tri¢u chirng ctia bénh nhan.
St dung thudc cho ngudi cao tudi
O ngudi cao tudi, chire nang gan va thén thuong bi suy giam, va do thudc hép thu chi yéu
dugc dao thai qua than nén thuong xuyén theo ddi cac tc dung phu va céc triéu chirng lam
sang (phat ban, kh6 miéng, kho chju ¢ da day, v.v.) va néu phét hién thiy bat thuong, cin
thue hién cdc bién phap thich hgp nhu giam liéu (vi du, 10 mg / ngay) hodc ngirng str dung
thuoc.
Sir dung thudc cho tré em
An toan chua duge nghién ciru ¢ dbi tuong tré so sinh nhe céan, tré so sinh, tré méi biét di
hodc tré em .
5. Chong chi dinh

Bénh nhén ¢6 tién sir qua min véi bit ctr thanh phan ciia thubce .
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Bénh nhén c6 tién sir qua man vdi bat cir thanh phén cia thude .
6. Canh bio va thén trong khi ding thudc
Can than trong khi diéu tri cho bénh nhén bi rdi loan gan hodc ¢6 tién str vé bénh nay (Tén
thuong gan c6 thé ning hon hoic tai phat).
Nhirng luu y co ban quan trong:
- Khéng giéng nhu thube gian phé quan va steroid, thudc nay khong lam giam nhanh cdc
con hen suyén va cdc triéu chimg da xay ra. Vi vay, diéu nay cin dugc giai thich day du cho
bénh nhan.
- Néu phai giam liéu steroid bang cach sir dung thude nay & nhitng bénh nhén dang diéu tri
bﬁng steroid dai han, thi nén thuc hién dan din duéi su theo ddi va tu van cua bac s¥.
- Khi dung thude nay cho bénh nhén dj tng theo miia, nén bit déu ding thudc ngay trudc
khi miia khai phét va tiép tuc cho dén cudi mua khoi phat.
- Néu khong thay hiéu qua diéu tri cia thudc thi can cdn trong xem xét ngung sir dung thude
. dai han.

Thude nay co chtra 0,44 mg natri trong 1 vién, tuong duong véi 0,022% lugng tdi da duoc
khuyén nghi hang ngay ciia WHO 1a 2 g natri mdi ngudi 16n, nén ¢é thé xem nhu khong
dang ké.
7. Sir dung thubce cho phu nit ¢6 thai va cho con bi
Phu nir cé thai

An toan khi sir dung trong thoi ky mang thai chua dugce nghién ciru rd. Cén cin nhic giira
loi ich va nguy co khi sir dung thude cho phu nir mang thai.

Va trong thir nghiém trén chudt, gidm ty 1¢ thu thai. Trong thir nghiém liéu cao trén thé co
kha niing phét sinh chét ciia thai nhi.

Phu nir cho con bu

Tranh dung thude cho phu nir cho con bi, hodc khong cho tré bi me trong thoi gian sur
dung thubc. Cac béo céo vé thir nghiém trén dong vit (chudt) cho thay ring thudc cé thé vao

. trong stra me.

8. Anh hwéng ciia thude Ién kha niing lai xe va van hanh may moc

Thuée c6 thé gay budn ngi cho bénh nhan khi ding thudc nay. Cin than trong dbi voi
nhiimg nguoi 1ai xe hay van hanh may moc.
9. Twong tic, twong Ky ciia thude
Twong tdce cua thuoc:

Chua ¢6 nghién ciru twong tac nao duge thue hién. Nén khong ¢6 twong tac thude — thude
nao dugc du doan ¢ nguoi.
Twong ky ciia thudc:

Chua cé théng tin. Do khong cé céc nghién ctru vé tinh twong Ky cta thude, khong tron 1in
thude nay véi cac thude khéc.

[§]
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10. T4c dung khéng mong mudn cia thude:

Tac dung phu nghiém trong

+) Réi loan chirc niing gan, vang da (ty 1¢ khéng rd)
Tang AST (GOT), ALT (GPT), y-GTP, ALP, LDH

Réi loan chirc nang gan nhu (cdc tridu chimg ban dau: khé chiu, chan an, sét, budn néon,
non,...) va vang da co thé xay ra. vi vy can lwu ¥,

Néu quan sat thiy bét ky ddu hiéu bét thudng nao sau khi st dung thudc. Can ngirng sir dung
thude va thuc hién céc bién phép thich hop.

+) Giam tiéu cau (TAn suit khong xac dinh)

Giam tiéu cdu c6 thé xay ra, vi vdy hdy theo dai cin thin va ngimg sir dung thude néu phat
hién thdy bét ky du hiéu bt thuong nao. Thong bdo véi bac sy dé ¢ céc bién phap xir 1y

thich hop.

Cic tac dung khong mong muén khic

Neéu co bat ky tac dung khong mong mudn nao dudi day, tiy thude vao céc triéu chiung, nén

¢6 céc bién phap thuc hién thich hgp nhu ngimg sir dung thude hoic théng béo véi bac sy.

0,1% tré 1én

Dwéi 0,1%

Tén suit khéng xic dinh®

Qua man ! Phu mat, khéi phat Phu (chan tay, v.v.), ngira do
Phat ban, may day, ngira | Phét ban
Hé thémg Budn ngu Nhire diu. kho chiu, Chéng mat, mat ngu, ac mong,
than kinh Tam trang khong thoai | t€ ligt
mai Cam gidc budn non, budn ngu
Ao gidc, a0 giac
Co quan tiéu | Budn non Pau bung. Khoé chiu ¢ da day, khd miéng,

hoa Tiéu chay, dau hong, loét miéng, chén an, ning bung
PN N6n mira, tio bon Cam thdy dau bung, kho méi,
chudng bung
H6 hap Chay méau miii, nghet | Khé thé, long dom
mili
Gan Réi loan chirc nang gan,
ALT (GPT) ting
Thén Protein nuéc tiéu, ting

BUN, nudéce tiéu

Hong céu trung binh, dai
mau

Sphere tich cuc
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Tiét niéu @ Thuong xuyén di tiéu, cac triéu
chimmg giong viém bang quang
nhu tiéu mau, bi tiéu

Tim mach Piénh tréng nguc

Méu @ S6 lugng bach céu giam | Giam tiéu cdu, ting sd lugng
bach cau

Mit Dau mit |

Khéc Ping miéng ' To vii & dan ong, sung vu, kinh

nguyét bat thuomg, bdc hoa,
| Mat vi gidc, dau nguc

Luuy:
(1) Néu ¢6 tac dung nay xay ra, hdy ngimg sir dung va thyc hién cac bién phéap thich hgp.

~ (2) Bénh nhan can duoc theo ddi can than, va néu co bat ky dau hiéu bat thudong nao, cin
thue hién céc bién phép thich hop nhu ngirng ding thude.
(3) Tan sudt khong xac dinh do cac bao cdo tu phat khi sir dung vién nén epinastin
hydroclorid.
11. Qui liéu va cach xir tri:

Chua c6 dir liéu vé sir dung thude qua liéu, khong dung qué liéu chi dinh cta thude. Néu sir
dung thudc qua liéu can t6i bénh vién va tich cuc theo ddi cic triéu chimg 1am sang dé co
bién phap xr tri kip thdi nhu rira da day, sir dung than hoat tinh hodic diéu tri triéu chimg bit
loi xay ra.

12. Pic tinh dwoc lwe hoc

Nhém duge 1y: Thude khéang histamin sir dung toan than.

Ma ATC: RO6AX24

Epinastine thé hién su dbi khang chon loc thu thé histamine H. Ngoai ra, nd cling cd tic
. dung chdng chét trung gian ddi véi Leukotrien C4 va yéu td hoat héa tiéu cau (PAF), Cho

théy tac dung (rc ché giai phong histamine va SRS-A. Tac dung chong di img kéo dai.

Tac dung trc ché hé than kinh trung wong yéu.

13. Péc tinh dwgee dong hoc

Hép thu

Thoi gian dé dat duoc ndng do t6i da trong méu 3,1 gid.

Phén b

Epinastin ¢6 thé tich phan phdi 1a 417 lit va 64% lién két véi protein huyét twong.

Chuyén héa

Epinastin hau nhu khong dugc chuyén hoa, nhung CYP3A4, CYP2D6 va CYP2B6 tham gia
vao qua trinh san xuat cac chat chuyén hoa nho.
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Kiém tra lugng chdt chuyén hoa trong nudc tiéu va tir phan khi sir dung epinastin
hydrocloride dudng uéng cho nam gi6i truomg thanh khoe manh hdu hét ching déu khong
thay déi.
Thai trir
Khi ding duéng ubng cho nam gidi truémg thanh khoe manh, epinastin hydroclorid duoc
théi trir cht yéu qua nude tiéu va phén.
Khi epinastin hydroclorid duge ding bang duong udng cho nam gigi truéng thanh khoe
manh, ty I€ bai ti€t qua nudc tiéu 1a 25,4% va bai tiét qua phén ty 1€ bai tiét 1a 70.4%.
14. Quy cach dong goi.
Ep vi PVC/AL; Hop 1 vi x 10 vién, hop 3 vix 10 vién, hdp 5 vi x 10 vién.
15. Diéu kién bio quin, han diing, tiéu chuén chét lwgng ciia thude.
Bao quan: Noi kho mat, nhiét d dudi 30°C, tranh 4nh sang.
Han ding ctia thude: 36 thang ké tir ngay san xudt.
@  Tiou chudn chat lwong: TCCS.
16. Tén, dia chi ciia co sé san xuét thube.
CONG TY CO PHAN DUGC HA TINH
Dia chi: S6 167, duong Ha Huy Tép, phuong Nam Ha, thanh phé Ha Tinh. tinh Ha Tinh.
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