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= INDICATIONS:
Treatment of allergic conditions:
1. Respiratory tract: hay fever, perennial rhinitis, pollinosis.
2. Skin: urticaria, eczema, pruritus, angioneurotic dermatitis, contact dermatitis.
3. Ocular: seasonal conjuntivitis, perennial conjunctivitis.

m DOSAGE AND ADMINISTRATION:
Adults: One tablet twice a day.
Children above the age of 12: 1/2 ~ 1 tablet twice a day. '/'
Children under the age of 12: 0.25 mg/kg day divided into 2 times.

m CONTRAINDICATIONS: Glaucoma, prostatic adenoma. ,*

PHARMIX CORPORATION
President of the Applicant
PHARMIX CORPORATION

Pesitighi. SANG KOO LEE
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Huéng din sit dung thudc:

FMARIN Tablet

THANH PHAN: M&i vién chita:

Mequitazine.......c.cume siaiisaisss T
Td duwgc: Anhydrous lactose, Microcrystalline cellulose, Sodium starch glycolate,
Magnesium stearate.
Doc ky hudng dén si dung trudc khi diing, néu can thém théng tin xin hdi ¥ kién bdc sT.
Giit xa tdm tay tré em. Khong ding thudc qud han sit dung in trén bao bi.
Cdc dac tinh dugc luc hoc:
Mequitazine 12 mdt din chat phenothiazine véi cd ché tdc dong va cong dung la chat doi
khédng histamine receptor Hj, bao gém dac tinh khang ngd ddc muscarin va lam an than
nhe hé than kinh trung wong
Cdc ddc tinh dugc dong hoc:
Sau khi hip thu & hé tiéu hos, Mequitazine dugc chuyén hod gan. Thdi gian bdn thai
khodng 18 gid. Mitc d6 két hgp v6i protein huyét tuong cao, khodng 80%-90%.
Mequitazine va chit chuyén héa bai ti€t chid y€u qua mat.
DANG BAO CHE:
Vién nén khong bao, hinh thudén dai, mau tring, mot mit c6 vach bé.
CHI DINH:
Piéu tri cdc tinh trang di dng:
1. Pudng hd hdp: s6t ¢ khod, viém miii quanh ndm, di ¥ng phan hoa.
2. Da: may day, cham, ngifa, viém da than kinh mach, viém da ti€p xuc.
3. Thi gidc: Viém k&t mac theo mia, viém k&t mac quanh ndm.
LIEU DUNG VA CACH DUNG:
- Nguti 16n: Udng mot vién Smg mdi 1an, hai 1dn mdt ngay. g
- Tré em trén 12 tudi: USng mot vién Smg mdi 14n, hai 14n mdi ngay.
- Tré em dudi 12 tdi: Khong khuyén dang thudc nay.
- Suy thén, suy gan nhe va vira: Khong cdn gidm liéu.
- Suy thédn, suy gan ning: Khong khuyén diing do chuta c6 nghién cifu trén doi tugng nay.
- Ngudi gia: Khong cin gidm liéu, tuy nhién do ngudi gia nhay cdm hon véi tdc dung
khong mong mudn cla cdc thudc khdng histamin, dic biét 12 tdc dung suy gidm hoat
dong clia hé than kinh trung wong, ha huyét 4p ngay & li€u di€u tri nén cdn phdi theo doi
bénh nhan chit ché trong qué trinh diing thudc.
CHONG CHI PINH:
Tang nhan 4p, u tuyén tién liét. )
TAC DUNG KHONG MONG MUON:
Nhitng phan ng di Wng, phan tng nhay cdm véi 4nh sdng & da, budn ngd, khd miéng, tdo
bén. Dlng liéu cao cé thé giy chéng mit, ngit xfu, ha huyét 4p vira phdi, gidm truong
Iuc ¢d. S dung cho bénh nhan bi tAm thin ¢ thé gy triéu chitng ngoai b6 thap (run,
ting truong luc, liét cd chéc 14t). Nhitng phdn ¥ng nay hi€m, nhe va thudng cham x4y ra.
Théng bdo cho bdc si nhitng tdc dung khong mong mudn gdp phdi khi sit dung thudc.
TUONG TAC THUOC:
Lam ting hiéu qui cdc thudc ttc ché than kinh trung udng (cdc thude ngd, thudc mé).
Lam ting hiéu itng atropinic khi st dung cling liic vdi cdc thudc khang cholinergic.




THAN TRONG:

Tranh k€&t hdp vdi din chat IMAO. Trdnh sif dung thitc uéng ¢6 chita rgu trong qud trinh
diéu tri. )

SUDUNG QUA LIEU:

St dung qud liéu c6 thé gdy tlf vong dic biét § tré sd sinh va tré em. Hién tugng qué liéu
khi st dung cdc chit khdng histamine thong thudng kém theo cdc tdc dong nhu khang
muscarin, hoi chitng ngoai bé thép, trén hé tiéu hod va hé than kinh trung uong. O ré so
sinh va tré em, tdc ddng kich thich thin kinh trung uong rd rang hon tdc ddng tc ché than
kinh trung wong gy ra mat diéu hoda van dong, kich dong, run, r6i loan tdm thin, 4o gidc,
va co gift, s6t cao c6 thé x3y ra. Hon mé sdu truy tim mach hd hap c6 thé xay ra sau dé.
3 ngudi 16n su dc ché & hé thin kinh trung vong thong thudng hon, ¢6 tinh trang 16 md,
hon mé, va co giat, tién dén suy hd hdp hoic c6 khd ning truy tim mach.

Piéu tri triéu ching va diéu tri hd trg bao gdm ho hdp nhan tao, lam mat bén ngoai khi
s6t cao. Diazepam c¢6 thé ding d€ kiém sodt suf co gidt. C6 thé ding than hoat. Khong ¢
thudc gidi doc dic hiéu.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Mequitazine khéng nén st dung cho phu nif ¢6 thai va phu nif cho con bi. Mequitazine
bai ti€t dugc qua sita me.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

Chi ¥ & ngudsi diéu khién xe va vin hinh mdy méc vi ¢6 thé gy nguy hi€m do tinh trang
budn ngi.

TRINH BAY:

Mot vi gom 10 vién, hdp c6 10 vi.

BAO QUAN:
B4o quan & nhiét do dusi 30°C.

HAN DUNG:

36 thang ké tif ngay sdn xuat.
TIEU CHU;{N CHAT LUQNG:
Tiéu chudn nha sin xuat.

San xuat bdi:

YOUNG-IL PHARM. CO., LTD.
521-15, Sinjong-Ri, Jinchon-Up, Jinchon-Kun, Chungchong-Bukdo, Han Qudc.
Tel: 82-434-32-1434 Fax: 82-434-33-6115

PHARMIX, CORPORATION
Giam ddc cong ty dang ky

PHARMIX CORPORATION

Prf:31dent SANG KOO LEE

President.



TG THONG TIN CHO BENH NHAN
(PIL)

1. Tén san pham
FMARIN Tablet
2. Mb ta san phdm
Vién nén khong bao, hinh thudn dai, mau tring, mot mat c6 vach bé.
3. Thanh phin cia thudc
Mdi vién chita:
Mequitazine ..omg
Td dugc: Anhydrous lactose, Microcrystalline cellulose, Sodium starch glycolate,
Magnesium stearate.
4. Ham lugng cia thuéc
M3i vién chita: Mequitazine 5,0mg
5. Thuéc diing cho bénh gi ?
Diéu tri c4c tinh trang di ¢ng:
1. Pudng hd hap: sot cd khd, viém miii quanh nidm, di @ng phan hoa.
2. Da: may day, cham, ngita, viém da than kinh mach, viém da ti€p xuc.
3. Thi gidc: Viém két mac theo mia, viém k&t mac quanh nam.
6. Nén diing thudc nay nhu th& nao va liéu lugng
- Ngudi 16n: Udng mot vién Smg mdi 1an, hai 1dn mdt ngay. @
- Tré em trén 12 tudi: USng mot vién Smg mdi 1an, hai 1dn mdi ngay.
- Tré em du6i 12 tudi: Khong khuyén ding thude nay.
- Suy thn, suy gan nhe vi vira: Khong can gidm liéu.
- Suy thin, suy gan ning: Khong khuyén diing do chura ¢6 nghién citu trén déi tugng nay.
- Ngudi gia: Khong can gidm liéu, tuy nhién do ngudi gid nhay cdm hon véi tic dung
khéng mong mudn cia cdc thudc khdng histamin, ddc biét 1a tdc dung suy gidm hoat
dong clia hé than kinh trung wong, ha huyét d4p ngay & liéu diéu tri nén can phai theo
d&i bénh nhan chit ché trong qud trinh ding thudc.
7. Khi nao khéng nén diung thuéc nay
Tang nhdn 4p, u tuyén tién liét.
8. Tdc dung khong mong mudn
Nhitng phdn ng di ng, phdn Wng nhay cdm véi 4nh sidng & da, budn ngl, khd miéng,
tdo bén. Dung lidu cao c6 thé giy chéng mait, ngit xfu, ha huy&t 4p vira phdi, gidm
truong luc cd. Si dung cho bénh nhan bi tim thin c6 thé gy triéu chitng ngoai bé thép
(run, ting trudng luc, liét cd chdc 14t). Nhitng phdn @ng nay hi€m, nhe va thudng chdm
xay ra.
Théng bdo cho bdc si nhiing tdc dung khéng mong mudn gdp phdi khi sit dung thudc.
9. Nén tranh diing nhitng thudc hodic thuc phdm gi khi dang sit dung thudc nay?
Lam ting hiéu qua cic thudc e ché thin kinh trung vong (cdc thudc ngy, thudc mé).
Lam ting hiéu (ng atropinic khi sif dung ciing lic vdi cdc thude khdang cholinergic.
10. C4n lam gi khi mot 1in quén khong diing thugc?
Dung liu da quén ngay khi ban nhd. N&u gin thdi gian dé sl dung liéu k€ ti€p, bd qua
lidu da quén va dung thudc theo lich ti€p theo. Khong diing thudc thém dé tao nén liéu
da quén.




11. Can bdo quan thudc nay nhu thé nao?
B4o quin § nhiét do dudi 30°C.

12. Nhitng ddu hiéu va triéu chitng khi diing thuéc qua liéu
St dung qud liéu c6 thé gdy t¥ vong dic biét  tré sd sinh va tré em. Hién tugng qud
liéu khi sit dung cdc chit khdng histamine théng thudng kém theo cdc tdc dong nhu
khdng muscarin, hoi chitng ngoai b6 thép, trén hé tiéu hod va hé thin kinh trung uong.
3 tré so sinh va tré em, tdc dong kich thich thin kinh trung wong rd rang hon tic dong
ttc ché thin kinh trung uong gy ra mat diéu hoa van dong, kich dong, run, réi loan tim
than, 4o gidc, va co giat, sdt cao c¢6 thé xdy ra. Hon mé sau truy tim mach ho hip c6
thé x4y ra sau d6. O ngudi 16n sy e ché 3 hé thin kinh trung uong thong thudng hon,
c6 tinh trang 16 md, hon mé, va co giit, ti€n dén suy hdé hap hodc c6 kha ning truy tim
mach.

13. Cén phai lam gi khi dung thuéc qu4 liéu khuyén cdo
Piéu tri triéu chitng va diéu tri hd trg bao gdm hd hdp nhan tao, lAm mat bén ngoai khi
s6t cao. Diazepam c6 thé diing d€ kiém so4t suf co giat. C6 thé dung than hoat. Khéng
c6 thudc gidi doc dac hiéu.

14. Tén/bi€u tugng cda nha san xuat/nha nhip khiwchi sé hitu gidy phép ding ky

san phdm
- Nha sdn xudt
2 \ YOUNG IL PHARM. CO., LTD.

\\_/_/' 521-15, Sinjong-Ri, Jinchon-Up, Jinchon-Kun, Chungchong-Bukdo, Han Qudc.
- Chii 56 hitu gidy phép ddang ky sdn phdm
PHARMIX CORPORATION
1304, Garak ID Tower, 99-7, Garak-dong, Songpa-gu, Seoul, Han Quéc.
15. Nhitng diéu can than trong khi ding thudc nay
Tranh két hop v6i dian chdt IMAO. Trdnh st dung thic udng c6 chita rugu trong qud
trinh diéu tri.
16. Khi nao can tham van béc s§
Phu nif ¢6 thai, phu nif cho con b, bénh nhén bi tim than.

17. Ngay xem xét sita d6i lai t& théng tin cho bénh nhan 3
17.09.2012. = PHARMIX CORPORATION l

e Gidm doc cong ty ding k}'f,

PHARMIX CORPORATION

; President. SANG KQQ;EJ;“
PHA CYC TRUONG :



