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COMPOSITION: Each tablet contains: | THANH PHAN: MBi vién chia: /. S
Acetaminophen 325 mg | A inopt 325 mg 2D/
....200 mg | Ibuprofen.
one tablet | T4 dugc vira dd..
Indications, contraindications,

Chi dinh, chéng chi dinh, c4ch dung,
administration, dosage and other | liéu dung va cac thong tin khac: Xin
information: See the insert. doc trong & hudng dan sir dung.

Keep out of reach of children. D€ xa t4m tay tré em.
Read carefully the enclosed

Boc kj hudng ddn st dung trude
insert hefore use. khi ding. Femrs
Store at temperature below 30°C, i - : dits
in a dry place, protect from light. E,‘?g ?é"f"‘g:,?'gtm?g:nlg' 80°C, ndi
SBK: csamaiam
;S'('ln .}‘uﬁ't tqi: X
/#W ) CONG TV ¢§ PHAN DUGC PHAM OPV

S 27, Dubing 3A, Khu Cong Nghiép Bién Hoa Il
Phutsng An Binh, Tp. Bién Hoa, Tinh Bdng Nai.
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FEPRO®

Dé xa tim tay fre em
Docthlf g/ddn s dung trude khi ding
Thong hdo ngay cho béc s§ hodc dugc s§ nhiing tdc dyng khdong mong mudn gap phai khi

sit dyng:thuc

1. THANH PHAN CONG THUC THUOC: M3i vién nén bao phim chia:

Hoat chéat: Acetaminophen.........c.ccvuee.. 325 mg
Ibuprofen ..o 200 mg

T4 dugc: Tinh bot tién ho hoa, silic oxyd dang keo khan, tinh bot ngd, povidon K30, gelatin, natri
starch glycolat, talc, magnesi stearat, opadry Il white.

2. DANG BAO CHE: Vién nén bao phim

3. QUY CACH BONG GOlI:
Chai 200 vién nén bao phim.

4. DUQC LUC HOC
Nhém dugc Iy: Thubc chdng viém va thap khép, khong steroid, dan xudt acid propionic. Két hop
ibuprofen.
Ma ATC: MO1AES1
Acetaminophen 13 thudc giam dau — ha sot hitu higu co thé thay the aspirin, tuy vAy acetaminophen
khong co higu qua diéu tri viem. V6i liéu ngang nhau, acetaminophen c6 tac dung gidm dau ha sot
tuong tu nhu aspirin. Acetaminophen 1am gidm than nhigt & ngudi bénh st nhung hiém khi lam
giam than nhiét & ngudi binh thudng. Acetaminophen, voi ligu diéu tri, it tac dong dén hé tim mach

va hd hap, khong lam thay d6i can bing acid — base, khong gay kich (ng, xudc hodc chay mau da

day nhu khi dung aspirin va salicylat. Khi dung qua lidu acetaminophen, chat chuyén hod N-acetyl-p-
benzoquinoneimin gay ddc ndng cho gan. Liéu binh thudng, acetaminophen dung nap tot khong co
nhidu tic dung phu nghiém trong nhu aspirin. Tuy vay qud liéu c&p tinh (trén 10 g) s& lam ton
thuong gan gay chét ngudi.

Ibuprofen 12 thudc khang viém khong steroid, din xust tif acid propionic. Giong nhu cac thudc
khang viém khong steroid khéc, ibuprofen c6 tdc dung giam dau, ha s6t va chong viém. Co tac
dung (c ché prostaglandin synthetase va do d6 ngdn tao ra prostaglandin, thromboxan va cac
san phdm khac cla cyclooxygenase. Ibuprofen cling (ic ché tong hop prostacyclin & than va co
thé gay nguy cd & nudc do 1am gizm dong mau t6i than. Cdn phai dé y dén diéu nay ddi voi
cac ngudi bénh bi sy than, suy tim, suy gan va cac bénh c6 roi loan vé thé tich huyét tuong.
Tac dung khdng viém cla ibuprofen xudt hién sau hai ngay diéu tri. Ibuprofen c6 tdc dung ha
s6t manh hon aspirin, nhung kém indomethacin. Thudc co tac dung chdng viém 6t va co tac
dung giam dau t6t trong diéu tri viém khép dang th&p thiéu nién.
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5. DUGC DONG HOC
Acetaminophen dugc hap thu nhanh tir dudng tiéu hoa véi nong do dinh trong huyét tuong dat
dugc khoang tii 10 - 60 phit sau khi udng. Acetaminophen dugc phan b trong hau hét cac mod
clia co thé. Acetaminophen qua nhau thai va hign dign trong sia me. Gan ket véi protein huyét
tuong khong dang k€ tai ndng do diéu tri thong thudng nhung gén k&t sé ting khi ndng do
ting. Thoi gian ban thai clia acetaminophen thay ddi ti khodng 1 dén 3 gio. Acetaminophen
duoc chuyén hoa chil y&u & gan va bai tiét trong nudc ti€u chil y&u duti dang lién hiép
glucuronid (60 - 80%) va lién hop sulphat (20 - 30%). it hon 5% dugc bai tiét dudi dang khong
ddi. Mot phan nhd (dudi 4%) dugc chuyén héa dudi tdc dung clia cytochrom Puso thanh chét
chuyén héa. Trudng hgp ngd doc do dung lidu cao, lugng chdt chuyén hoa ting 18n va dugc khi
doc nha lién hop véi glutathion.
Ibuprofen h&p thu tt & 6ng tiéu héa. Nong do t6i da clia thudc trong huyét tuong dat dugc sau
khi uSng tUr 1 d&n 2 gio. Thudc gin rat nhiéu véi protein huyét tuong (tir 90 dén 99%). Thoi gian
ban thai clia ibuprofen khodng 2 gio. Ibuprofen dao thai rat nhanh qua nutc ti€u (1% dudi dang
khong déi, 14% dudi dang lién hgp).

6. CHi BINH
- Gidm dau do nhdc xuong, nhiic ddu, dau nhiic than thé, dau co, dau do thdn kinh, nhic rdng,
dau tai va dau lung, dau do chdn thuong nhu bong gén, gdy xuong, trat khép, hau phau.
- Giam viém khép, viém khép dang thép.

7. CACH DUNG, LIEU DUNG:

Cach diing:

Dung dudng udng, chi ding trong thdi gian ngdn. Usng cling hodc sau bia dn v6i mot ly nudc pe
ddy. :
Bénh nhan nén tham khao y kién bac sy néu triéu ching kéo dai hodc xdu di hodc dung hon 3

ngay.

Giam thiéu tac dung khdng mong mudn béng cach dung liéu thdp nhét c6 hiéu qua trong thoi s
gian ngdn nhat 1a cdn thigt dé ki€m soat trigu ching. 95
Liéu ding:
Ngudi I6n va tré em tif 12 tudi tro I&n:
- Usng 1 - 2 vién/lan, ngay 3 lan. Khdng dugc vugt qué 6 vién trong 24 gio.
Trong trudng hop man tinh: USng 1 vién/lan, ngay 3 lan.
8. CHONG CHI DINH:
- Bénh nhan man cam v6i b4t ci thanh phdn nao clia thudc, aspirin hay thudc khang viém
khong steroid khac.
- Suy gan va/hodc suy than nang.
- Loét da day t4 trang tign trién.
- Ngudi bénh bi hen, suy tim xung huyét.
- Ngudi bi bénh tao keo.
- Ngudi bénh dang dugc di€u tri bdng thudc chdng dong coumarin.
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- Ba thang cudi clia thai ky.
- Ngudi bénh thi€u hut G6PD
9. LUU Y VA THAN TRONG:
Than trong va canh bao dic biét khi st dung thudc chita hoat chat acetaminophen: Bac sy can
canh bdo bénh nhan vé cdc diu hiéu clia phdn Ung trén da nghiém trong nhu hoi chiing Steven-
Johnson (SJS), hdi chitng hoai ti da nhiém doc (TEN), hay hoi chiing Lyell, hoi chiing ngoai ban
mun mi toan than cip tinh (AGEP).
- Khong nén dung véi céc san pham khac c6 chifa acetaminophen.
_ Sit dung kéo dai va liéu cao acetaminophen c6 thé gdy thuong t6n € bao gan.
- Acetaminophen nén dugc sif dung than trong & bénh nhén suy giam chdc néng gan, than.
- C4n than trong khi st dung thudc d6i v6i ngudi suy tim, ngudi gia va ngudi dang dung cac thudc
khang viém khong steoid khac.
- Khi r6i loan thi giac xay ra trong thoi gian diéu tri, phai di kham mat.
- Ngudi co tién st loét da day ta trang.
- Chay mdu tiéu héa hodc loét co thé xay ra & bénh nhan sl dung ibuprofen, viéc diéu tri nén
ngling ngay lap tuc.
Nguy co huyét khdi tim mach:
- C4c thudc chong viém khong steroid (NSAIDs), khdng phéi aspirin, dung dudng toan than, co
thd lam ting nguy co xudt hién bign c§ huyét khGi tim mach, bao gdm c& nhoi mau cg tim va
dot quy, c6 thé din dén tir vong. Nguy co nay co thé xudt hign sém trong vai tudn dau dung
thusc va co thé ting 1&n theo thdi gian dung thudc. Nguy co huyét khoi tim mach dugc ghi nhan
chl y&u 6 liéu cao. s
- Bac sj cdn danh gid dinh ky su xudt hién cla cdc bién cd tim mach, ngay ca khi bénh nhan
khong c6 cac trigu chiing tim mach trudc do. Bénh nhan cén dugc canh bao V& céc triéu ching
clia bign ¢6 tim mach nghiém trong va cdn thdm khdm bac sy ngay khi xuét hién cac trigu
ching nay.
- P& giam thifu nguy co xudt hién bign c6 bat Igi, cAn sl dung FEPRO & liéu hang ngay thdp
nhét c6 hiéu qua trong thdi gian ngdn nhat c6 thé.
Thai ky mang thai:
Khong nén dung thudc cho phy nit mang thai trir khi nhiing Ii ich clia thudc vugt troi so vGi nhiing
nguy hai cho bao thai trong 6 thang ddu clia thai ky va chong chi dinh trong 3 thang cudi cla thai
ky
Thai ky cho con bii:
Ibuprofen vao siia me rat it, khong dang ké. it khd ndng xay ra nguy cd cho tré & liéu binh thudng
vai me. Nghién ciu & ngudi me dung acetaminophen sau khi dé cho con b khdng thay co tic
dung khong mong mudn & tré nhd b me. Vi vy khong cdn thiét ngiing cho con bl khi diéu tri
ngan han v6i liéu duge chi dinh.
Anh hudng cia thude déi véi cdng viée: Téc dung khong mong mudn nhu chéng mat, budn ngd,
mét mdi va ri loan thi gidc co thé xdy ra sau khi dung thudc khang viém khong steroid. Nén than
trong khi l4i xe, van hanh may moc, lam viéc trén cao va céc hoat dong khac.
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10. TUONG TAC THUOC

- U6ng dai ngay liéu cao acetaminophen 1am ting nhe tac dung chdng dong clia coumarin va dan

chat indandion.

- Dung dong thoi acetaminophen va phenothiazin c6-kha ndng gay ha sot nghiém trong.

- UBng qud nhiéu rugu va dai ngay lam tdng nguy ca acetaminophen gay doc cho gan.

- Cac thudc chdng co giat (gdm phenytoin, barbiturat, carbamazepin), isoniazid c6 thé 1am ting

doc tinh cla acetaminophen trén gan.

- Ibuprofen va céc thudc khang viém khong steroid khdc 1am tdng téc dung phu cla cac khang

sinh nhom quinolon I&n hé thdn kinh trung uong va co thé din dén co giat.

- Magnesi hydroxyd 1am ting su hdp thu ban ddu clia ibuprofen; nhung néu nhém hydroxyd clng

c6 madt thi khéng co tac dung nay.

- Vi cac thudc khang viém khong steroid khéc: Phoi hgp voi thudc lam tdng nguy co chdy mau va

gay loét.

- Methotrexat: Ph6i hop thudc lam tdng doc tinh clia methotrexat.

- Digoxin: Phdi hop thudc co thé 1am ting ndng do digoxin huyét tuong.

- Thubc chdng dong va tan huy&t khoi: Tac dung gy xudt huyét tiéu hoa clia warfarin va thudc

khdng viem khong steroid khac (NSAIDs) la hiép dong. Dung dong thoi NSAIDs véi warfarin c6

nguy co xuat huyét tiéu hoa cao hon so v6i sii dung mot trong hai loai thudc. Ibuprofen nén dung

than trong va bénh nhan cdn dugc theo ddi cdn than néu skt dung thubc dong thoi véi bét ki thudc

chéng déng nao (vi du warfarin) hodc thudc tan huy€t khoi (vi du streptokinase).

- Lithi: Ibuprofen 1am t&ng ndng do lithi trong huygt tuong va lam gidm do thanh thdi cla lithi.

- Thubc Gc ché ACE va thudc ddi khang thu thé Angotensin I1: Ibuprofen c6 thé lam gidm téc dung

ha huy8t &p clia thudc Gc ché ACE (vi du captoril, enalapril) va thuéc ddi khang thu thé angotensin

[l.

- Thudc lgi ti€u: Ibuprofen ¢ thé 1am gidm tic dung ting bai tiét natri nigu clia furosemid hodc

thudc lgi ti€u thiazid.

11. TAC DUNG KHONG MONG MUON

Nguy co huy&t khoi tim mach (xem thém phéan Luu y va than trong)

5 — 15% ngudi bénh c6 tc dung phu Vvé tiéu hoa

Thuong gap, ADR > 1/100

- Toan than: S6t, mét moi.

- Tiéu hoa: Chudng bung, budn ndn, non.

- Than kinh trung uong: Nhic ddu, hoa mat chong mat, bon chon

- Da; Man ngifa, ngoai ban

It gap, 1/1000 < ADR < 1/100

- Toan than: Phan Gng di Ging (ddc biét co thit ph& quan & ngudi bénh bi hen), viém mii, ndi may
day.

- Tiéu hoa: Dau bung, chdy méu da day — rudt, lam loét da day tién trién, budn non, non.

- Than kinh trung uong: Lo mo, mat ngl, U tai

- Da: Phat ban
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- M4t: R&i loan thi giac

- Tai: Thinh luc gidm

- Mau: Thoi gian mau chay kéo dai, loan tao mau (gidm bach cdu trung tinh, gidm toan thé huyét
cau, gidm bach c4u), thi€u mau.

- Than: Bénh than, doc tinh than khi lam dung dai ngay

Hiém gdp, ADR < 1/1000

- Toan than: Phi, ndi ban, rung tc, ha natri

- Tidu hoa: Roi loan co bép thi mat, cac thii nghiém thdm do chic ning gan bit thutng, nhiém
doc gan. Viém rudt hoai tl, hoi chiing Crohn, viém tuy.

- Than kinh trung uong: Trdm cam, viém mang ndo vd khudn va hon mé, nhin ma, r6i loan nhin
mau, giam thi luc do ngd doc thudc.

- Da: Nhay cam anh sang, hdi chiing Stevens-Johnson, hoai tii da nhiém doc, hoi ching Lyell,
mun mi ngoai ban toan than cap tinh.

- Mau: Gidm bach cdu, gidm tiéu cdu, gidm bach cdu trung tinh, gidm toan thé huy€t cdu, ting
bach cAu ua eosin, gidm bach cAu hat, thi€u mau.

- Tiét niéu — sinh duc: Viém bang quang, dai ra mau, suy than cdp, viém than k&, hoi ching than
hu.

- Khac: Phan (ng qua man.

12. QUA LIEU VA CACH XU TRi

Qud liéu acetaminophen:

Triéu chung: Dung qué liéu acetaminophen ¢ thé gay suy gan. Dung liéu qua cao, trén 10 g &

ngudi 16n (liu thdp hon & ngudi nghién rugu) va trén 150 mg/kg thé trong & tré em, dung liéu don

co thé gy phan hly t& bao gan dua dén hoai tlf hodn toan va khong héi phuc, nhim toan chuyén

héa, bénh Iy ndo dan dén hon mé hoic ti vong.

Cdch xi tri- Chadn doan sém rdt quan trong trong diéu tri qua liéu acetaminophen. Khi nhiém doc

ning, diéu quan trong 1a phéi diéu tri hd trg tich cuc. Cin rira da day trong moi trudng hgp, tot

nhat trong vong 4 gio sau khi udng.

Lidu phap gidi doc chinh 1a dung nhiing hop chét sulfhydryl, cd 1€ tic dong mot phan do bd sung

du trr glutathion & gan.

N-acetylcystein c6 téc dung khi udng hodc tiém finh mach. Phai cho thudc ngay lap tic néu chua

dén 36 gio k& ti khi udng acetaminophen. Diéu tri vGi N-acetylcystein c6 higu qua hon khi cho

thudc trong thoi gian dudi 10 gid sau khi ubng acetaminophen. Khi cho udng, hoa lodng dung dich

N-acetylcystein v6i nudc hodc do udng khong co rugu dé dat dung dich 5% va phai ubng trong

vong 1 gid sau khi pha. Cho ung N-acetylcystein véi liéu ddu tién Ia 140 mg/kg, sau do cho ti€p

17 liéu niia, mdi liéu 70 mg/kg cach nhau 4 gid mot 14n. Chdm ddt diéu tri néu xét nghiém

acetaminophen trong huy&t tuong cho thdy nguy co doc hai gan thap.

Qud liéu ibuprofen:

Triéu ching: Cac triéu ching thudng gdp bao gdm budn ndn, ndn, dau bung, hon mé va budn ngl.

T4c dung 1&n hé than kinh trung uong bao gobm dau ddu, U tai, chong mat, co giat va mat y thic.

Cac tridu chiing hiém khi xdy ra da dugc bdo cdo bao gdém rung giat nhan cdu, nhiém toan chuyén
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hoa, ha than nhiét, anh hudng than, xudt huyét tiéu hoa, hdn mé, ngiing thd, tiéu chdy, suy gidm
hé thdn kinh trung uong va hé ho hap. M4t phuong hudng, kich thich, ngdt xiu va doc tinh tim
mach, bao gém ha huy&t &p, chdm nhip tim va nhip tim nhanh ciing d& dugc béo céo. Trong
truong hop qud liéu dang ké, suy than va ton thuong gan co thé xay ra.

Cdch xi7 tri: Thudng 12 diéu tri triéu ching va hé trg. Néu da udng qué liéu thi can ap dung nhiing
bién phdp sau day nhim ting dao thai va bt hoat thudc: Rla da day, gay non va loi ti€u, cho
udng than hoat hay thudc tdy mudi. Néu ning: thdm tich méau hodc truyén mau.

13. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Khéng diing qué liéu chi dinh.

14. PIEU KIEN BAO QUAN: O nhiét do dusi 30°C, noi kho rdo, tranh anh sang.

15. HAN DUNG cUA THUOC: 36 thang k& tii ngay san xudt. Khong dung thudc khi qué han dung.
16. TEN, DIA CHI, BIEU TUGNG CUA CO SG SAN XUAT

Pharmaceuticals
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