HUONG DAN SUF DUNG
Tén thuéc: Syafen 100 mg/5 ml

Khuyén céo:

Doc ki huong dén sir dung trude khi ding.

Dé xa tAm tay tré em.

Théng bao ngay cho bac sy hode duoe s nhimg téc dung khong
mong muén gap phai khi str dung thude.

Thanh phén, ham lwgng cla thube:
M&i chai 120ml hén dich chira;

Hoat chét: Ibuprofen 2,4g

Thanh phan ta duoc:

- 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

- Nuwée tinh khiét

Mb ta san pham:

Hén dich uéng c6 mau trdng hodc g&n nhur tring, mui hoa quéa

Dang bao ché
Hén dich uéng

Quy cach déng goi:
Hop 1 chai thdy tinh 120ml kém céc phan liéu.
Hop 1 chai nhira 120ml kém céc phén ligu

Chi dinh:

Thuéc dung dé ha sét cho tré em, bao gdm sét sau khi chich ngira
va gidm nhe céc triéu chirng cdm lanh va cim, gidm dau tir nhe dén
dau vira, nhu dau hong, dau moc réng, nhirc rang, dau tai, dau dau,
dau nhtrc va bong gan.

Liéu lwong, cach ding:

Dung qua dwéng ubng.

Dé gidm dau, gidm sét do cam lanh va cim: 20-30 mg/kg trong
Irgng, chia lam nhiu lidu:

- Tré tir 3-6 thang, lon hon 5kg: lidu st dung 2,5 mi/ian, 3 I&n
trong 24 gid.

- Tré 6 - 12 thang: liéu st dung 2,5 mi/1An, 3 - 4 I4n trong 24 gidv.
- Tré tir 1- 3 tudi: liéu sk dung 5 mi/iAn, 3 IAn trong 24 gidr.

- Tré tir 4 - 6 tudi: liéu st dung 7,5 mi/lAn, 3 I4n trong 24 gid.

- Tré tir 7 - 12 tudi: lidu st dung 10 miian, 3 IAn trong 24 gioy.

Céc ligu st dung khuyén céo cach nhau 6-8 gir (hodc it nhét 4 gid
néu cAn thiét). Khdng sir dung cho tré dudi 3 thang tudi trir khi co
chi dinh cua béc si.

Giam sbt sau khi chich ngtra: liéu st dyung 2,5 ml, c6 thé st dung
tiép theo v liéu 2,5 ml néu that sy can thiét, Néu sét khong gidm,
can héi y kién bac sf.

Chi str dung ngén han. Néu tré trén 6 thang tudi, van con triéu chirng
hon 3 ngdy, cn tai kham bac si. Néu tré dudi 6 thang tudi, sau 24
gi&r sir dung thuéc, triéu chiing khéng gidm, can tai kham béc si.

Chéng chi dinh:

Man cém voi ibuprofen.

Loét da day ta trang tién trién.

Qué mén v6i aspirin hay véi cac thube chéng viém khéng steroid
khéc (hen, viém mi, ndi may day sau khi dung aspirin).

Nguri bénh bj hen hay bi co thét phé quan, rbi loan chay mau, bénh
tim mach, tién st loét da day ta trang, suy gan hodc suy than (luu
Iwong loc cAu than duéi 30 mi/phit).

Nguai bénh dang duoc diéu tri bing thube chéng déng coumarin.
Ngui bénh bj suy tim sung huyét, bi gidm khdi lwong tudn hoan
do thudc lgi tiéu hodc bj suy than (tang nguy co réi loan chirc nang
than).
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Ngudi bénh bj bénh tao keo (co6 nguy co bj viém mang ndo vé
khuan. Can chi y 14 tét ca cac ngudi bénh bj viém mang ndo vo
khudn déu da cé tién st mac mét bénh ty mién).

Téc dung khéng mong muén:

Nguy co huyét khéi tim mach (xem thém ph&n Canh bao va than
trong)

5- 15% nguoi bénh co tac dung phy vé tiéu hoéa.

Thuéng gép, ADR >1/100;

Toan than: Sét, mdi mét.

Tiéu hoa: Churéng bung, bubn nén, nén.

Thén kinh trung vong: Nhirc dAu, hoa mét chong mat, bdn chdn.
Da: Man ngra, ngoai ban

It gap, 1/100 > ADR > 1/1000:

Toan than: Phan (rng dj (ng (d&c biét co thét phé quan & ngudi
bénh bj hen), viém mdi, ndi may day.

TIEU héa: Dau bung, chay mau da day - rudt, 1am loét da day tién
trien.

Thén kinh trung wong: Lo mo, méat ngd, U tai.

Mét: Réi loan thj giac

Tai: Thinh Iyc giam.

Mau: Thoi gian mau chay kéo dai.

Hiém gap, ADR < 1/1000:

Toan than: Phu, ndi ban, hdi chirng Stevens - Johnson, rung téc.
Thén kinh trung wong: TrAm cam, viém mang ndo vé khuan, nhin
mé, réi loan nhin mau, gidm thj luc do ngd ddc thude.

Mau: Gidm bach cau, giam tiéu cAu, gidm bach cAu trung tinh, tang
bach cAu wa eosin, gidm bach cAu hat, thiéu mau.

Gan: Réi loan co bép tii mat, cac thir nghiém tham do chirc nang
gan bét thwong, nhiém doc gan.

Tiét niéu - sinh duc: Viém bang quang, dai ra mau, suy than cép,
viém than k&, hdi chirng than hu.

Twong tac thubc:

Syafen co thé sir dung chung véi thirc &n, hodc c6 thé ubng khi
bung d6i dé ting tac dung nhanh.

Acetylsalicylic acid: khi str dung dong théi co thé lam ting nguy cor
phan (rng phy, ngoai trir acetylsalicylic acid dwoc st dung véi lidu
thép (< 75 mg mdi ngay) dwoc chi dinh b bac sT.

Céc nhém thubc NSAID khac bao gdm thudc (rc ché chon loc
cyclooxygenase-2: tranh sir dung déng théi hai hoac nhidu hon céac
nhém thudc NSAID vi didu nay co thé lam ting nguy co tac dung
phy.

Ibuprofen nén than trong khi ding két hop véi:

Thuébe chéng déng mau: NSAIDS co thé tang cwong tac dung cia
chét chéng dong, nhu warfarin.,

Thuée ha huyét ap va thubce Igi tiéu: NSAID co thé lam gidm tac
dung cta cac loai thubc nay. Thubc loi tiéu c6 thé 1am tang nguy co
ddc tinh trén than cla thubc thude nhom NSAID.

Corticosteroid: c6 thé lam tang nguy co loét da day hogic chdy mau.
Chét chéng tap két tiéu cAu va thubc trc ché tai hap thu chon loc
serotonin (SSRI): tdng nguy co chay mau dudng tiéu hoa.

Glycosid tim: NSAID cé thé lam trm trong thém suy tim, gidm dé loc
cau than va lam tang ndng do glycoside trong huyét twong.

Lithium: cé bang ching cho thay lam ting ndng dé lithium trong
huyét trong.

Methotrexate: co khd nang lam tang néng d6 methotrexate trong
huyét tvong.

Ciclosporin: gia tdng nguy co dgc tinh trén théan,

Mifepristone: thuéc thude nhom NSAID khéng nén dugc str dung
trong vong 8-12 ngay sau khi ding mifepristone do thuéc nhom
NSAID c6 thé lam gidm hiéu lyc mifepristone.

Tacrolimus: tang nguy co c6 thé nhiém déc than khi thube thude
nhom NSAID dwoc st dung dbng thoi véi tacrolimus

Zidovudine: gia tang nguy co ddc tinh huyét hoc khi thude thudc
nhém NSAID dugec sir dung déng thei vi zidovudine.

Khéng sinh quinolon: dir liéu nghién clru trén dong vét cho théy
thubc thubc nhém NSAID c6 thé 1am tang nguy co' co giat khi két
hop v6i khang sinh quinolon. Bénh nhan ding thube thuéc nhém
NSAID va quinolon cd thé 1am tang nguy co co giat.

Qua lidu:

O tré em ubng hon 400 mg/kg c6 thé gay ra triéu chirng qua lidu,
O ngudi 16n triéu chirng qua liu it 16 rang hon. Thai gian ban thai
trong qua lidu 14 1,5 - 3 gid.

Triéu chirng:




Hau hét bénh nhan udng lugng Ién thuée nhom NSAIDs co biéu
hién 1am sang nhw budn nén, ndn, dau viing thugng vi, hodc tiéu
chay nhung hiém gép. U tai, dau dAu va xuat huyét tidu héa ciing
co thé xay ra. Trong tredng hop nghiém trong hon, déc tinh tac
dong lén hé than kinh trung wong, nhw budn ngd, kich thich va
méat phwong huéng hodc hén mé, Bénh nhan co thé bj co giat.
Nhi&m toan chuy&n héa nghiém trong cé thé xay ra va thei gian
prothrombin/INR c¢6 thé kéo dai, do tac ddng Ién cac yéu té dong
mau trong tudin hoan. Suy than cap va hiy hai gan co thé xay ra.
Dot cép tinh clia bénh hen suyén c6 thé xdy ra & bénh nhan co
bénh hen suyén,

idu tri:

Diéu trj triéu chirng va hd trg, bao gbm viéc duy tri dudng the va
theo ddi cac déu hiéu tim va déu hiéu sdng con cho dén khi én dinh.
Cén nhéc viéc ubng than hoat tinh néu bénh nhan nhiém déc trong
vong 1 gi&r sau khi bj qua liéu. Néu co giat xy ra thuéing xuyén
hodc kéo dai, nén duoc didu tri bing diazepam tiém tinh mach
hoac lorazepam. Str dung thudc gian phé quan cho bénhnhan hen
suyén.

Canh bao va thén trong:

Nguy co huyét khéi tim mach: cac thudc chéng viém khang steroid
(NSAIDs), khéng phai aspirin, ding dwéng toan than, c6 thé lam
tang nguy co' xuét hién bién cb huyét khoi tim mach, bao gom ¢
nhdi mau co tim va dét quy, ¢ thé d&n dén tr vong. Nguy co nay co
thé xuét hién sém trong vai tudn dau dung thudc va c6 thé tang 1én
theo thei gian diing thube. Nguy co huyét khéi tim mach duoc ghi
nhan chl yéu & lidu cao. Bac sT cdn danh gia dinh ky sw xuét hién
cla c4c bién cb tim mach, ngay ca khi bénh nhan khéng cé céc triéu
chirng tim mach truéc do, Banh nhan cin duoc canh béo vé cac
tridu chirng ctia bién ¢ tim mach nghiém trong va cn tham kham
bac sT ngay khi xuét hién cac triéu ching nay.

P& giam thidu nguy co xudt hién bién cb bAt loi, can sir dung [tén
thudc) & lidu hang ngay thap nhét co hiéu qua trong thei gian ngén
nhét c6 thé.

Hé ho hap: Co thét phé quan co thé xay ra & nhirng bénh nhan méc
hodc c6 tién str tredre o cla bénh hen phé quan hoac bénh dj tng.
Nhém thudc NSAID khéac: Viéc st dung ibuprofen v&i nhom
thubc NSAID khac bao gém cd nhém thudc (rc ché chon loc
cyclooxygenase-2 khéng durgc khuyén céo.

Bénh ban dé hé théngva bénh mé lién két hén hop: Bénh ban do
hé théng, bénh mé lién két hén hop lam tang nguy co' bi viém mang
néo vo khuén.

Than: Bénh nhan bi suy than khi st dung thudc Iam tang suy gidm
chirc nang than.

Gan: Bénh nhan bj suy gan khi st dung thudc |am tang suy giam
chirc ndng gan.

Tim mach: Can than trong (can tham khao ¥ kién cla hodc duoc
sT) 14 cAn thiét truére khi bat dAu didu tri & nhiing bénh nhén cé tién
str tang huyét ap va / hodc suy tim (¢ dich, tang huyét ap va phu
@4 dugc ghi nhan khi st dung liéu phap co si dung thuéc nhom
NSAID.

Thir nghiém Iam sang va liéu dich t& hoc cho thAy réng viéc st dung
ibuprofen, dac biét & lidu cao (2400 mg mbi ngay) va trong didu tri
lau dai c6 thé dwgc xem lam ting nguy co huyét khéi déng mach
(nhdi mau co tim hay dét quy). Nhin chung, cac nghién ctu dich t&
hoc khéng cho rang ibuprofen lidu thdp (s 1200 mg méi ngay) cé
lién quan véi tang nguy co nhdi mau co tim.

Hé tiéu hoa: nhom thubc NSAID c¢én st dung than trong cho bénh
nhan co tién sir bénh dwong tiéu héa (viém loét dai trang, bénh
Crohn). Chdy mau da day, loét hodc thing da day, co thé gay tir
vong, da dugc bao cao vdi tAt ca cac nhdm thube NSAIDs trong qua
trinh diéu tri cho bénh nhan c6 hodc khéng c6 canh béo cac triéu
chirng hodc c6 tién st trudre d6 clia bénh tiéu hoa nghiém trong.
Nguy co xuét huyét da day, loét hoac thing da day tang cao khi
tang lidu NSAID, & nhirng bénh nhan cé tién si¥ loét da day, dac
biét bénh nhéan c6 bién chirng véi xuét huyét hay thing da day, va
& nguei gia. Nhirng bénh nhan nay nén dwoc bat dau didu tri voi
liéu thAp nhét. C4n than trong déi véi bénh nhan dang diéu tri cac
thuéc co thé lam tang nguy co ioét hodc xuét huyét da day, nhu
corticosteroid dwéng ubng, thube chéng déng méau nhu warfarin,
thuéc trc ché tai hap thu chon loc serotonin hoac chét chdng tap két
tiéu cAu nhu acid acetylsalicylic (aspirin). Khi xuét huyét tiéu hoa
hodc loét da day xay ra & nhirng b&nh nhan st dung ibuprofen, viéc
diéu tri nén dwoc tam dirng.

Da: Phén (rng da nghiém trong, co thé gay tir vong, trong d6 c
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viém da troc vay, hdi chirng Stevens-Johnson, va hoai t0 thugng
bi do nhiém doc, da dugc bao céo nhung rat hiém. Bénh nhan co
nguy co cao nhét ddi véi nhirng phan (ng phu nay sé duwoc phat
hién trong giai doan dau clia qua trinh diéu tri: da sé cac truéng
hop st khéi dau cla cac phan (rng xay ra trong thang dau tién didu
tri. Ibuprofen nén ngung khi triéu chirng dau tién clia phat ban da,
tbn thirong niém mac, hodic bt cir ddu hiéu qua mén nao xay ra.
Ta duge: Thude cb chira methy parahydroxybenzoate va propyl
parahydroxybenzoate c6 thé géy ra phan (rng dj tng (c6 thé xuat
hién tré). Thuéc co chira 24 g sorbitol. Khi dwgc ding voi lidu
khuyén cao (mdi liéu 5 ml) ham lvgng sorbitol dugc diing 1 g/liédu.
Nhirng bénh nhén c6 bénh di truyén hiém gép 1a khong dung nap
fructose khéng nén dung thuéc nay.

Phuy ni¥ ¢6 thai vé cho con bu: thudc dwoc khuyén céo st dung cho
tré duéi 12 tudi, khéng &p dung.

Kha néng lai xe va vén hanh may méc: thube dwgc khuyén céo siv
dung cho tré dudi 12 tudi, khéng ap dung.

Cac dac tinh dwoc Iy:

Dwerc e hoe

Nhém duoc Iy: nhém thube khang viém khéng steroid, dén xuét clia
acid propionic.

Ma ATC: MO1AE 01

Ibuprofen 1a thuéc chdng viém khdng steroid, d&n xuét tir acid
propionic. Giéng nhw cac thubc chéng viém khéng steroid khac,
ibuprofen cé tac dung gidm dau, ha sét va chéng viém. Co ché
tac dung clia thubc 14 (rc ché prostaglandin synthetase va do dé
ngan tao ra prostaglandin, thromboxan va cac san phdm khac clia
cyclooxygenase. Ibuprofen cling trc ché tbng hop prostacyclin &
than va co thé gay nguy co (v nwde do lam gidm dong mau téi thén.
Cén phai dé y dén diéu nay dbi voi cac ngudi bénh bj suy than, suy
tim, suy gan va cac bénh co rdi loan vé thé tich huyét tvong.

Téc dung chéng viém clia ibuprofen xuét hién sau hai ngay diéu
tri. Ibuprofen ¢6 tac dung ha sét manh hon aspirin, nhung kém
indomethacin. Thudc cé tac dung chéng viém tét va cb tac dung
giam dau tét trong diéu tri viém khép dang thép thiéu nién.
Ibuprofen Ia thuéc an toan nhét trong cac thube chéng viém khéng
steroid.

Dwerc dong hoc

Ibuprofen hap thu nhanh sau khi stz dung.

Nbng do huyét twong tbi da dat dugc 45 phat sau khi ubng néu
udng thubc lic byng déi. Khi st dyung véi thire dn, néng d6 dinh
dwoc quan sat thay sau 1-2 gio. Théi gian dat ndng do dinh c6 thé
thay ddi véi cac dang bao ché khac nhau.

Thoi gian ban thai cla ibuprofen khoang 2 gié.

Trong cac nghién ciru khéng dy dd, ibuprofen xuét hién trong sra
me & nong dj rat thap.

Ibuprofen dwrgc bai tiét nhanh va hoan toan qua thén.

Bao quan:
Bdo quan & nhiét dd dudi 30°C.

Han dung cia thudc:

36 thang ké tir ngay san xuét. )
Sau khi m& nép chai: han ding 3 thang ké tir ngay mé nép.
Tiéu chudn: Nha san xuét :

Nha san xuét:

SOPHARMA AD

Vrabevo vlg 5660 district of Lovech, Bulgaria.

Xuét x@: Bungari




