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Syafen®

Ibuprofen 100mg / 5ml

120 mi

Keep out of reach of childen.
D4 xa thm véi cua tré em

Shake the bottle well before use.

Only use within 3 months after the bottle is
opened

Léc ky trudre khi sir dung

Oral suspension
Hén dich uéng

Read carefully the package insert before use.
Boc k§ hwéng dan sir dung trwée khi ding)

Chi st dung thudc trong véng 3 théng sau
khi m& nap
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HUONG DAN SU DUNG
Tén thudc: Syafen 100 mg/5 ml

Khuyén cdo: .
Doc ky hudng dan sir dung trudce khi dung.

Dé xa tam tay tré em.

Thong bao ngay cho bac sy hodc dwoc sy nhirng tac dung khéng mong muon gdp phai
khi sw dung thuoc.

Thanh phan, ham lwong ciia thude:
Moi chai 120ml hdn dich chira:

Hoat chit: Ibuprofen 2,4g

Thanh phan ta dugc:

- Sorbitol

- Natri starch glycolate (Type A)
- Xanthan gum

- Polysorbate 80

- Glycerol

- Citric acid monohydrate

- Natri citrate dehydrate

- Propylene glycol

- Methyl parahydroxybenzoate
- Propyl paraxydroxybenzoate
- Saccharin natri

- Tutty fruty flavor

- Nudc tinh khiét

Mbo ta san pham:
Hon dich u6éng c¢6 mau trang hodc gan nhu trang, mui hoa qua

Dang bao qhé
Hon dich uong

Quy cach dong goi:

Hop 1 chai thity tinh 120ml kém cbc phan liéu.

Hop 1 chai nhua 120ml kém cdc phan lidu

Chi dinh:

Thudc dung dé ha st cho tré em, bao gdém sdt sau khi chich ngura va giam nhe cac
triéu ching cam lanh va cum, giam dau tor nhe dén dau vira, nhu dau hong, dau moc
rang, nhuc rang, dau tai, dau dau, dau nhic va bong gan.
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Liéu lwong, cach dung:
Dung qua dudng udng.
D‘é giam dau, giam s6t do cam lanh va ciim: 20-30 mg/kg trong luong, chia lam nhiéu
liu:
- Tre tir 3-6 thang, 16n hon Skeg: lidu st dung 2,5 ml/l4n, 3 14n trong 24 gid.
- Tré 6 - 12 thang: liéu sir dung 2,5 ml/lan, 3 — 4 lan trong 24 gio.
- Tretr1 -3 tudi: 1i§u su dung 5 ml/lan, 3 lan trong 24 gio.
- Tré ta 4 - 6 tudi: liu sir dung 7,5 ml/lén, 3 lan trong 24 gio.
- Tré tr 7 - 12 tudi: liéu st dung 10 ml/l1an, 3 lan trong 24 gio.

Céc liéu sir dung khuyén céo cach nhau 6-8 gior (hodc it nhit 4 gid néu can thiét).
Khéng str dung cho tré dudi 3 thang tudi trir khi ¢6 chi dinh cua bac si.

Gién} sbt sau kh1 chich ngua: lidu sir dung 2,5 ml, c6 thé sur dung tiép theo véi lidu 2,5
ml néu that sy can thiét. Néu sot khong giam, can héi y kién bac si.

Chi str dung ngén han. Néu tré trén 6 thang tudi, van con triéu chimg hon 3 ngay, can

tai kham bac si. Néu tré dudi 6 thang tudi, sau 24 gid sit dung thudc, triéu chimg
khong giam, can tai kham bac si.

Chong chi dinh:

Man cam véi ibuprofen.

Loét da day ta trang tién trién.

Qua m?m v6i aspirin hay véi cac thubc chéng viém khéong steroid khac (hen, viém
miii, n01 may day sau khi dung aspirin).

Ngudi bénh bi hen hay bi co that phé quan, rdi loan chay mau, bénh tim mach, tién sir
loét da day ta trang, suy gan hoac suy than (luu lugng loc cau than dudi 30 ml/phat).

Ngudi bénh dang duoc diéu tri bang thuc chdng dong coumarin.
Nguoi bénh bi suy tim sung huyét, bi giam khdi luong tuan hoan do thudc loi tiéu
hodc bi suy than (tdng nguy co roi loan chirc nang than).
Nguoi bénh bi bénh tao keo (c6 nguy co bi viém mang ndo vo khuan. Can cha y 1a tat
ca cac nguoi bénh bi viém mang ndo vo khuin déu di c6 tién sit mac mot bénh tu
mién).
Tac dung khong mong muon:
Nguy co huyét khdi tim mach (xem thém phan Canh béo va than trong)
- 15% nguoi bénh co tdc dung phu vé tiéu hoa.
Thutcmg gap, ADR >1/100:
Toan than: Sot, moi mét.
Tiéu héa: Chudng bung, budn nén, non.
Than kinh trung wong: Nhtic dau, hoa mit chong mit, bon chén.
Da: Mén ngira, ngoai ban
it gap, 1/100 > ADR > 1/1000:
Toan than: Phan Ung di tmg (dic biét co that phé quan & nguoi bénh bi hen), viém
miii, ndi may day.
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Tiéu hoa: Pau bung, chay mau da day - rudt, lam loét da day tién trién.

Than kinh trung uong: Lo mo, mat ngi, 1 tai.

Mit: Réi loan thi giac

Tat: Thinh luc giam.

M4u: Thoi gian mau chay kéo dai.

Hiém gap, ADR < 1/1000:

Toan than: Phii, n6i ban, hoi chimg Stevens - Johnson, rung toc.

Than kinh trung wong: Trim cam, viém mang ndo vo khuin, nhin mo, rdi loan nhin
mau, giam thi lyc do ngé doc thuoc

Mau: Giam bach cau, giam tiéu cau, giam bach cdu trung tinh, tang bach cau wa eosin,
giam bach cau hat, thiéu mau.

Gan: Réi loan co bop tai mat, cac thir nghiém thim do chic ning gan bat thuong,
nhiém doc gan.

Tiét niéu - sinh duc: Viém bang quang, dai ra mau, suy than cép, viém than k€, hoi
chung thén hu.

Twong tac thudc:

Syafen c6 thé sir dung chung véi thirc dn, hodc c¢6 thé ubng khi bung d6i dé ting tic
dung nhanh.

Acetylsalicylic acid: khi sir dung dong thoi co t}lé lam tang nguy co phan tng phuy,
ngoai trir acetylsalicylic acid dugc st dung véi liéu thap (< 75 mg mdi ngay) duoc chi
dinh ba1 bac si.

Céc nhém‘thuéc NSAID khac bao gdm thudc trc ché chon loc cyclooxygenase-2: tranh
sir dung dong thoi hai hodc nhiéu hon cdc nhém thuée NSAID vi diéu nay c6 thé lam
tang nguy co tac dung phu.

Ibuprofen nén than trong khi dung két hop véi:

Thudc chéng déng méu: NSAIDS cé thé ting cudng tic dung cuia chit chéng dong,
nhu warfarin.

Thudc ha huyet ap va thuoc loi tiéu: NSAID c6 thé 1am giam tac dung cia cac loai
thudc nay. Thudc loi tiéu co thé 1am ting nguy co doc tinh trén thin cua thudc thude
nhom NSAID.

Corticosteroid: ¢6 thé 1am tiang nguy co loét da day hodc chdy méu.

Chét chdng tap két tidu ciu va thudc wc ché tai hip thu chon loc serotonin (SSRI):
tang nguy co chady méau dudong tiéu hoa.

Glycosid tim: NSAID ¢6 thé lam trdm trong thém suy tim, giam do loc cau than va
lam ting nong do glycoside trong huyét tuorng

Lithium: c6 bang ching cho thay lam ting ndng do lithium trong huyét tuong.
Methotrexate: ¢6 kha ning 1am ting néng d6 methotrexate trong huyét tuong.
Ciclosporin: gia tang nguy co ddc tinh trén than.

Mifepristone: thuc thudc nhom NSAID khong nén dugc st dung trong vong 8-12
ngay sau khi dung mifepristone do thudc nhom NSAID c6 thé lam giam hi¢u luc

mifepristone.
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Tacrolimu‘s: tang nguy co co thé nhiém doc than khi thude thuéc nhom NSAID duoc
su dung dong thoi vai tacrolimus

Zidovudine: gia ting nguy co doc tinh huyét hoc khi thudc thudc nhém NSAID duoc
stir dung dong thoi véi zidovudine.

Khang sinh quinolon: dir liéu nghién ctu trén dong vat cho thiy thudc thudc nhom
NSAID c6 thé lam ting nguy co co giat khi két hop véi khang sinh quinolon. Bénh
nhéan ding thude thuée nhém NSAID va quinolon ¢6 thé lam tang nguy co co giat.

Qua lidu:
O tré em uong hon 400 mg/kg c6 thé gay ra tridu ching qua licu. O nguoi 16n triéu
chimg qua liéu it rd rang hon. Thoi gian ban thai trong qua lidu 1a 1,5 - 3 gio.

Tri€u ching:

Hau hét bénh nhan udng luong 16n thudc nhém NSAIDs c6 biéu hién 1am sang nhu
buon non, non, dau vung thuong vi, hodc tiéu chay nhung hiém gdp. U tai, dau dau va
xudt huyét tiéu hoa ciing c6 thé xay ra. Trong truong hop nghiém trong hon, doc tinh
tac dong 1én hé than kinh trung uong, nhu buén ngu, kich thich va mat phuong hudéng
hoic hén mé. Bénh nhan c6 thé bi co giat. Nhidm toan chuyén héa nghiém trong c6
thé xay ra va thoi _gian prothrombin/INR ¢6 thé kéo dai, do tic dong lén cac yeu t6
dong mau trong tudn hoan. Suy than cip va huy hai gan c6 the xay ra. Dot cap tinh cta
bénh hen suyén c6 thé xay ra & bénh nhan c6 bénh hen suyén.

Diéu tri:

Diéu tri triéu chimg va hd trg, bao gém viéc duy tri duong thd va theo doi cac dau
hi¢u tim va dau hi€u s6ng con cho dén khi on dinh. Can nhac viéc udng than hoat tinh
néu bénh nhan nhiém doc trong vong 1 gi0 sau khi bi qua lidu. Néu co giat xay ra

thuong xuyén hodc kéo dai, nén dwgc diéu tri bang diazepam tiém tinh mach hodc
lorazepam. Sir dung thudc giin phé quan cho bénh nhan hen suyén..

Canh bao va than trong:

Nguy co huyét khdi tim mach: cac thude chong viém khong steroid (NSAIDs), khong
phdi aspirin, dung dudng toan than, c6 thé 1am ting nguy co xuit hién bién cb huyét
khéi tim mach, bao gom ca nhdi mau co tim va dot quy, co thé dan dén tir vong. Nguy
co nay co thé xudt hién sém trong vai tudn dau dung thudc va co thé tang 1én theo thoi
gian dung thudc. Nguy co huyet khéi tim mach duoc ghi nhan chu yéu ¢ lidu cao. Béc
sT cAn danh gia dinh ky su xut hién clia cac bién cb tim mach, ngay ca khi bénh nhén
khéng c6 céc triéu ching tim mach trudc d6. Bénh nhan cin dugc canh béo vé cac
triéu ching cta bién ¢ tim mach nghiém trong va can tham kham béc si ngay khi xuét
hién cac triéu chung nay.

pé giam thiéu nguy co xudt hién bién b bat loi, can sir dung [tén thudc] & lidu hang
ngay thap nhit c6 higu qua trong thoi gian ngin nhat c6 thé.

Hé ho hap: Co that phé quan co thé xay ra ¢ nhitng bénh nhéan mic hodc c6 tién sir
trude d6 cua bénh hen phé quan hoic bénh di ing.

Nhém thuéc NSAID khac: Viéc sir dung ibuprofen v6i nhém thudc NSAID khac bao
gbém ca nhom thude we ché chon loc cyclooxygenase-2 khong dugc khuyén céo.
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Bénh ban dé hé théngvé bénh mé lién két hon hop: Bénh ban do hé théng, bénh mo
lién két hdn hop lam ting nguy co bi viém mang ndo v6 khuan.

Than: Bénh nhan bi suy than khi str dung thudc lam ting suy giam chic ning than.
Gan: Bénh nhan bi suy gan khi sir dung thudc 1am ting suy giam chirc nang gan.

Tim mach: Cin thin trong (can tham khao ¥ klen ctia hodc dugc si) 1a can thiét trude
khi bat ddu diéu tri & nhitng bénh nhan c6 tién st ting huyét ap va / hodc suy tim G
dich, ting huyét ap va phu da duoc ghi nhan khi str dung liéu phap c6 str dung thude
nhom NSAID.

Thir nghiém 1am sang va liéu dich té hoc cho théy réng viéc st dung ibuprofen, dac
biét & lidu cao (2400 mg mdi ngdy) va trong diéu tri lau dai c6 thé duoc xem lam tang
nguy co huyét khdi dong mach (nh01 mau co tim hay d6t quy). Nhin chung, cac
nghién ctru dich t& hoc khong cho rang ibuprofen lidu thap (< 1200 mg mdi ngay) cb
lién quan vdi tdng nguy co nhdi mau co tim.

Heé tiéu hoa: nhom thuéec NSAID can sir dung than trong cho bénh nhan c6 tién sur
bénh duodng tiéu hoa (viém loét dai trang, bénh Crohn). Chay mau da day, loét hodc
thing da day, ¢ thé gy tir vong, da duoc bao cdo véi tat ca cac nhom thudc NSAIDs
trong qua trinh diéu tri cho bénh nhan ¢ hoic khong c6 canh bao céc triéu ching hoic
c6 tién str truge d6 cua bénh ti€u hoa nghiém trong.

Nguy co xuat huyét da _day, loét hodc thung da day tang cao khi tang liéu NSAID, Y
nhiing bénh nhan co tién sir loét da day, dic biét bénh nhan c6 bién chung véi Xudt
huyét hay thung da day, va ¢ nguoi gia. Nhiing bénh nhan nay nén duoc bat dau diéu
tri v6i lidu thap nhat. Can than trong d6i v6i bénh nhan dang diéu tri cac thuoc c6 thé
lam ting nguy co loét hodc xuat huyet da day, nhu corticosteroid duong ubng, thudc
chong dong mau nhu warfarin, thudc trc ché tai hap thu chon loc serotonin hodc chét
chéng tap két tiéu cau nhu acid acetylsalicylic (aspirin). Khi xudt huyet tiéu hoa hoac
loét da day xay ra ¢ nhiing bénh nhan st dung ibuprofen, viéc diéu tri nén duoc tam
dung.

Da: Phan tng da nghiém trong, co thé gay tir vong, trong d6 c6 viém da troc vay, hoi
chimg Stevens-Johnson, va hoai tur thuong bi do nhiém doc, da dugc bdo cédo nhung
tat hiém. Bénh nhén c6 nguy co cao nhit d6i véi nhiing phan ung phu nay s& dugc
phét hién trong giai doan dAu ctia qua trinh diéu tri: da s6 céc trudng hop su khoi dau
cua cdc phan ung xay ra trong thang dau tién diéu tri. Ibuprofen nén ngung khi triéu
chimg dau tién ctia phét ban da, t6n thuong niém mac, hodc bat ctr dau hiéu qua man
nao xay ra.

T4 duoc: Thube c6 chira methy parahydroxybenzoate va propyl parahydroxybenzoate
c6 thé gy ra phan tmg di Gmg (o thé xudt hién tré). Thudc c6 chira 24 g sorbitol. Khi
duoc dung véi lidu khuyén céo (m01 lidu 5 ml) ham lugng sorbitol duoc dung 1 g/liéu.
Nhirng bénh nhéan c6 bénh di truyén hiém gip 1a khong dung nap fructose khong nén
ding thudc nay.

Phu nit ¢6 thai va cho con bi: thudc duoc khuyén cdo sir dung cho tré dudi 12 tudi,
khong ap dung.

Kha nang lai xe va van hanh may moc: thudc duoc khuyén cio sir dung cho tré dudi
12 tudi, khong ap dung.
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Cac dac tinh duoc ly:

Duge luc hoc

Nhoém duge 1y: nhém thude khang viém khong steroid, dan xuét cia acid propionic.
Ma ATC: MO1AE 01

Ibuprofen 14 thudc chdng viém khong steroid, din xuét tir acid propionic. Giéng nhu
cac thubc chéng viém khong steroid khéc, ibuprofen c6 tac dung giam dau, ha sét va
chéng viém. Co ché tac dung cta thudc 13 Gc ché prostaglandin synthetase va do do
ngdn tao ra prostaglandin, thromboxan va cdc san pham khac cta cyclooxygenase.
Ibuprofen ciing tc ché tong hop prostacyclin ¢ than va co thé gdy nguy co & nudc do
lam giam dong mau t&i than. Can phai de y dén dleu nay d6i v6i cac ngudi bénh bi suy
than, suy tim, suy gan va cic bénh cé réi loan vé thé tich huyét twong.

Tac dung chong viém ctia ibuprofen xuat hién sau hai ngay diéu tri. Ibuprofen cé tac
dung ha s6t manh hon aspirin, nhung kém indomethacin. Thudc c6 tac dung chéng
viém t6t va ¢ tac dung giam dau t6t trong diéu tri viém khép dang thap thiéu nién.

Ibuprofen 14 thudc an toan nhét trong cac thudc chong viém khong steroid.
Duwgc dong hoc
Ibuprofen hap thu nhanh sau khi sir dung.

Néng d6 huyét tuong tbi da dat dugc 45 phut sau khi udng péu ubng thube lic bung
doi. Khi str dung v6i thirc an, ndng d6 dinh dugc quan sat thay sau 1-2 gid. Thoi gian
dat nong do dinh c6 thé thay doi vdi cac dang bao ché khac nhau.

"O
Thoi gian ban thai cua ibuprofen khoang 2 gio. .;jg o
Trong cac nghién ctru khong day du, ibuprofen xudt hién trong sita me & nong do rat -.//d*
thép. s
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Ibuprofen duoc bai tiét nhanh va hoan toan qua thén.
Bdo quéan:

Béo quan & nhiét do dudi 30°C.

Han ding cia thude:

36 thang ké tir ngdy san xuét.
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Sau khi m& nép chai: han dung 3 thang ké tir ngdy mé nap. )
Tiéu chuin: Nha san xuat ;
Nha san xuit:

SOPHARMA AD

Vrabevo vlg 5660 district of Lovech, Bulgaria.

Xuit xir: Bungari
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