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Partamol Extra

Tén thudc

Partamol Extra

Céc dédu hiéu Iwu y va khuyén céo khi dung thuéc
DE xa tam tay tré em

Boc k§ hwréng dan st dung truéc khi ding

Thanh phén céng thikc thudc

Thanh phan hoat chat:

Paracetamol 325 mg
Ibuprofen 200 mg
Thanh phan t4 dugc:

Microcrystallin cellulose, tinh bt ngo, Iactose monohydrat povidon K30, tinh bft natri
glycolat, colloidal silicon dioxyd, talc, magnesi stearat, hypromellose, macrogol 6000, titan
dioxyd, sunset yellow lake.

Dang bao ché

Vién nén bao phim.

Vién nén tron, bao phim mau cam, hai mét khum, tron.

Chi dinh

Didu trj cac con dau va viém tir nhe dén vira trong céc trirdng hop sau: Dau bung kinh, dau
dau, dau nira dau, dau hau phau, dau rang; réi loan co xtrong khép nhu viém cot séng dinh
khop, thoai héa khép va viém khép dang thép, réi loan quanh khép, r6i loan mé mém nhu
bong géan va cang co.

Céch dung, lidu dung

Ngudi I6m va tré em 2 12 tu6i: U8ng 1 vién mdi 6 gid, khéng qué 6 vién/ngay, khﬁng dung qua
10 ngay.

Chéng chi dinh

Bénh nhan qua mén hay c6 co dia dj (rng v6i bat ¢ thanh phan ndo cia thudc.

Bénh nhan suy gan néng, suy than hodc suy tim néng.

Bénh nhan nghién ruou.

Bénh nhan thiéu hut glucose-6-phosphat dehydrogenase,,

Bénh nhan loét da day tién trién.

Tién st xuét huyét hodc thiing da day-ruét lién quan dén str dung NSAID truéce day.

Bénh nhén bi co thét phé quan; hen suyén, phil mach hoéc ndi may day, viém mdi néng, phan
(rng dj rng néng hodc sbc sau khi ding aspirin hodc cac NSAID khac.

Phu ni¥ c6 thai, d&c biét la 3 thang cudi thai ky.

Canh béo va than trong khi dung thudc

Khéng dugc ty y dung thubc:

D& gidm dau qua 10 ngay & ngudi lon.

DE ha s6t trong nhing tredng hep s6t qua cao (trén 39,5°C), s6t kéo dai hon 3 ngay hodc
st tai phat.

Thén trong khi dung thudc cho ngudi cao tudi va ngudri b&nh r6i loan xudt huyét, tang huyét
apva suy chirc nang than, gan hoac tim.

Béc s can canh bao bénh nhan vé céc déu hiéu ctia phan Lrng trén da nghiém trong nhu hoi
chirng Stevens-Johnson (SJS) hdi chirng hoai tir da nhiém doc (TEN) hay hdi chimg Lyell,
hdi chirng ngoai ban mun mu toan than cép tinh (AGEP).

& nhirng bénh nhan da dugc bédo céo dang hodc c6 tign sir hen phé quan, di g voi cac
thudc NSAID dén, dén co that phé quan.

Xuét huyét, loét va thiing dudng tiéu héa co thé gay tir vong da duoc bao céo & bat cr giai
doan diéu tri nao véi cac thuéec NSAID, c6 hodc khdng c6 cac triéu chirng canh bao hoc c6
tién str nhiém céac bénh vé tiéu héa nghiém trong.

& bénh nhan réi loan lupus ban dd toan than (SLE) va mé lién két hén hop c6 thé tang nguy
co.viém mang ndo vd khudn,

Viéc str dung thudc c6 thé lam giam kha nang sinh san & phu nir va khéng dugc khuyén cao
& phu nir ¢ gdng dé thy thai. O nhitng phu nir gép khé khén trong viéc thy thai hoac nhirng
ngudi dang trai qua didu tri vo sinh, can nhic viéc ngirng ding thuéc. »

Nguy co huyét khéi tim mach: Céc thuSc chdng viém khdng steroid (NSAIDS) khdng phai
aspirin, dung dudng toan than, cé thé lam tang nguy co xuét hién bién c6 huyét khéi tim
mach, bao gdm c& nhdi-méau co tim'va ddt quy, 6 thé dan dén tir vong. Nguy: co ndy cé thé
xuét hién sém trong vai tuain dau ding thubc va c6 thé ting Ién theo thdi gian dung thudc.
Nguy co huyét khdi tim mach dwoc ghi nhan chi yéu & lidu cao.

BAc sT can danh gia dinh ky sir xudt hién clia cac bién c8 tim mach, ngay ‘¢a khi'bénh nhan
khéng c6 céc triéu chirng tim mach trwéc d6. Bénh nhan can dugc canh béo V@ cAc triéu
chirng ctia bién cd tim mach nghiém tfong va ¢an tham kham bac sT ngay khi xuét hién cac
triéu chirng nay.

P& giam thiu'nguy co xuét hién bién c6 bét i, can sir dung Partamol Extra & liéu hang ngay
th&p nhét c6 hiéu qua trong thoi gian ngén nhét c6 thé.

Partamol Extra c6 chia lactose, Khong nén dung thuSc nay cho bénh nhan c6 cc vén d&.vé
di truygn hiém giip khong dung nap galactose, thiéu hut erJzym lactase toan phan hay kém
hép thu glucose-galactose.

Partamol Extra c6 chitra chat mau nhém azo nhu sunset yelpw ¢ thé gay phan ung di rng.
Str dung thudc cho phu ni¥ c6 thai va cho con ba

Phu ni¥ c6 thai

Thudc rc ché tdng hop prostaglandin cé thé gay tac dung khdng mong mudn trén hé tim
mach clia bao thai (nhwr déng 6ng dong mach sém). Khdng khuyén céo dung thudc nay trong
thai ky, (d&c biét 3 thang cudi) hodc trong giai doan chuyén da va sinh con.

Kéo dai thoi gian chuyén da va ting thoi gian chay mau & ca me va tré.

Phu n&¥cho con ba

Ibuprofen va chét chuyén héa ctia né ¢6 thé bai tlét qua stra me mot-lwgng rét nhd. Khong
gay tac dung c6 hai cho tré b me.

Paracetamol bai tiét qua stra me véi lugng nhd khOng coy nghTa lam sang. Khéng chdng chi
dinh & phu nir dang cho'con b

Khong can thiét phai ngung cho tré ba khi digu trj ngén han véi lidu khuy&n céo cta thudc
nay.

Anh hwéng cua thudc Ién kha niing l4i xe, van hanh may méc

C6 thé xay ra ¢cac tac dung khdng mong muén nhw: Chéng mét, budn ngti, mét méi, réi loan

- thmlécésau khi ung NSAID Néu bj-anh huéng; bénh nhan khdng nén lai xe hay van hanh
“'méy méc

Twong tac, twong ky cuia thu6c

Twong téc cua thuéc

Paracetamol

Ruwou: UBng regu qua nhigu va dai ngay c6 thé 1am tang nguy co paracetamol gay doc cho

gan.
Thuéc chéng co gidt va isoniazid: Ding ddng thi paracetamol véi isoniazid hodc thudc
chdng co giat 1am tang nguy co gay doc cho gan.

- Cloramphenicol: Tang ndng d6 cloramphenicol trong huyét tuong.

Cholestyramin: Lam gidm t6c do hdp thu cla paracetamol. Do d6 khéng nén dung
cholestyramin trong vong. 1 gi¢.néu bat budc giam dau t6i da.

‘Metoclopramid va domperidon: Lam tang si hép thu clia paracetamol. Tuy nhién khéng can

tranh dung ddng thoi.

Thuéc ch6ng dong dwong ubng: Thube lam tang tac dung clia coumarin va cac thuée chéng
dong dén-xuét indandion. |

Ibuprofen

 “Aspirin: Trlr aspirin lidu thép (< 75 mg/ngay) theo i khuyén clia bac sT, vi sy két hop nay lam
! rténg nguy co'tac dung khdng meng mudn: Dir liéu thirc nghiém cho théy ibuprofen cé-thé trc

ché tac dung cua aspirin liu thdp trén sir két tap tiéu cau khi dung ddng thoi.
Thuéc chbng déng: Cac NSAID c6 thé lam tang tac dung clia thubc chéng déng nhur warfarin.

© . Thudc ha huyét 4p: Cac NSAID c6 thé 1am giam tac dung cia cac loai thubc nay.

Thu6c chbhg két tap tiéu cau va thubc e ché chon loc téi hép thu' serotonin (SSRI): Tang
nguy co chdy mau dudng tiéu héa.

Céc glycosid tim: Cac NSAID c6 thé lam tram trong thém suy tim, gidm GFR va lam ting ndng
d¢ glycosid trong huyét tuong.

Ciclosporin: Tang nguy co nhiém doc than.

Corticosteroid: Tang nguy co loét hay xuét huyét dudng tiéu héa.

Thuc loi tiu: Gidm tac dung loi tiéu. Thudc loi tiu c6 thé 1Am ting nguy co doc tinh trén
than cla cac NSAID.

Mifepriston: Cac NSAID khong nén auqc dung trong 8 - 12 ngpy sau khi dung mifepriston vi
cac NSAID c6 thé lam giam tac dung clia mifepriston.

Céc thudc khéng sinh quinolon: Bénh nhan ding ddng thdi cac NSAID va céc thube khang
sinh quinolon c6 thé tang nguy co' tién trién co giat.

Tacrolimus: C6 thé téng nguy co nhiém doc than khi ding ca¢ NSAID véi tacrolimus.
Zidovudin: Tang nguy co: ngd ddc mau khi dung cac NSAID véi zidovudin, C6 bang chizng vé
nguy co gia téng chirng tran méau khép va tu méu & bénh nhan hay chay. mau dwong tinh véi
HIV'khi digu tri ddng thoi zidovudin va ibuprofen.

Thuéc diéu hoa lipid: Ibuprofen ddy ciprofibrat ra khéi cac vi tri.gan két véi protein.

Thudc gién co: Boc tinh clia baclofen ¢é thé tang sau khi bat dau dung ibuprofen. Suy than
cdp do ibuprofen lam giam bai tiét baclofen.

Lithi: buprofen lam tdng ndng do lithi trong huyét trong hodc'huyét thanh khoang 12 - 67%
va lam giam do thanh thai cuta lithi & than.

Céc thuéc tc ché enzym chuyén angiotensin: C6 mot s6 béng chirng vé viéc st dung ddng
thori céc thude (re ché tdng hop prostaglandin bao gdm ibuprofen, cé thé lam giam dép tng
1&n huyét &p clia cac thudc trc ché enzym chuyén ‘angiotensin (nhu captopril, enalapril).
Céc thuéc khang viém khéng steroid (NSAID) kh4c: Dung chung ibuprofen va céc salicylat,
phenylbutazon, indomethacin, hay cac NSAID khac c6 kha ning gay ting tac dung khdng
mong mudn trén dudng tiéu héa clia cac thubc nay. Ibuprofen ¢6 thé‘lam giam hiéu qua bao
Vvé tim cla aspirin & nhirng bénh nhan cé nguy co tim mach cao.

Furosemid, céc thiazid: Cac NSAID ¢é thé lam giam hiéu qua bai xuét natri niéu cla
furosemid hodc thu6c lgi tiu thiazid.

Methotrexat: C6 kha nang lam téing ddc tinh clia methotrexat.

12.

:Ill

14,

15.

16.

17.

Twong ky cda thuéc
Do khéng c6 cac nghién ctiu v& tihh trong ky ca thude, khdng tror I&n thudc ndy véi cac thube
khéc.
Téc dung khéng mong muén ctia thuéc
Paracetamol
Phan (rng da nghiém trong nhu hi chitng Stevens-Johnson, hdi chirng Lyell, hoai tir biéu bi
nhiém déc, mun md ban dé toan than cép tuy hiém xay ra, nhung c6 kha nang gay tir vong.
Néu thay xuét hién ban hodc cac biéu hién khac vé da, phai ngirng dung thudc va tham kham
thay thudc.
Ban da va nhirng phan (rng dj (rng khac thinh 'hoang xay ra. Thwong la ban dé hodc mAy day,
nhung dbi khi niing hon va c6 thé kém theo sét do thudc va tdn thuang niém mac. Néu thdy
s6t, bong quanh cac hdc tw nhién, nén nght dén hdi chitng Stevens-Johnson, phai ngirng thudc
ngay. Qua lidu paracetamol c6 thé dan dén tén thuwong gan néng va déi khi hoai ttr 6ng than
cép. Ngudi bénh man cadmvéi salicylat hiém khi man cam véiparacetamol vanhirng thubc lién
quan. Trong mdt sd it trwdng ‘hop riéng 18, paracetamol d& gay giam bach cau trung tinh, giam
ti€u cau va giam toan thé huyét cau.
It g&ip (1/1.000 < ADR < 1/100)
Da: Ban.
Da day - rugt: Budn nén, nén.
Huyét hoc: Loan tao mau (giam bach CcAu trung tinh, gidm toan thé huyét cau, gidm bach cau),
thiéu ' mau.
Than: Bénh than, doc tinh than khi'lam dung dai ngay.
Hiém gép (1/10.000 < ADR <'1/1.000)
Da: Hdi chirng Stevens-Johnson, hoai tir biéu bi nhiém déc, hoi chung Lyell mun mu ngoal ban
toan than cép tinh.
Khéac: Phan (rng qua man.
Ibuprofen
5 - 15% ngudi bénh c6 tac dung khéng mong mudn vé tiéu héa.
Nguy co huyét khai tim mach (xem thém phan Canh b4o va than trong khi dung thudc)
Thuong gép (1/100 < ADR < 1/10)
Toan than: S&t, moi mét.
Tiéu héa: Chuéng bung, budn ndn va nén. ) )
Than kinh trung wong: Dau dau, hoa mét chéng mét, bdn chon.
Da: Man ngira, ngoai ban,
It g&p (1/1.000 < ADR < 1/100)
Toan than: Phan (rng dj (rng (d&c biét co that phé quan & ngudi bénh bj hen), viém mi, ndi may
day.
Tiéu héa: Pau bung, chady mau da day rudt, lam Ioét da day tién tnén
Than kinh trung wong: Lo me, mét ngu, U tai.
Mat: Réi loan thj gi4c.
Tai: Thinh lyc giam.
Mau: Thoi gian mau chay kéo dai.
Hiém gép (1/10.000 < ADR < 1/1.000)
Toan than: Phu, ndi ban, hdi chirng Stevens-Johnson, rung téc, ha natri.
Than kinh trung wong: Tram cam, viém mang néo v khuén va hén mé, nhin mo, réi loan nhin
mau, gidm thj lyc do ngd ddc thudc.
Méau: Giam bach c&u, giam tiéu cau, giam bach cau trung tinh, ting bach' cau wa eosin, giam
bach céu hat, thi€u mau.
Tiéu héa: Réi loan co bop ti mat; cac thir nghiém tham do chirc ndng gan bét thudng, nhﬂém
ddc gan. Viém rudt hoai tir, hdi chitng Crohn, viém tuy. .
Tiét niéu - sinh duc: Viém bang quang, dai ra méu, suyman cép, viem'than k&, hoi ché'ng than
hur.
Da: Nhay cam véi anh sang.
RA&t hiém gdp (ADR < 1/10.000) v

Tim mach: Phu ng, ting huyét ap va suy tim.
Hé hép, nguc va trung thét: Hen suyén, hen suyén cép, co thé,t phé quanva khé thé.
Gan mét: Chirc nang gan bét thudng, viém gan, vang da.

'“ Qué lidu va cach xur tri

Triéu chimg

Paracetamol

Qué lidu paracetamol c6 thé do dung motifan lidu gay doc tinh hodc'sir dung lap lai'ligu cao
(7,5 - 10 g m&i ngay trong 1 - 2 ngay) ho#c'do dl)ng thu6ic thudrg xuyén. Hoai tir t& bao gan
phu thudc fi8u 1a ddc tinh cdp nguy hiém nhét clia ngd doc paracetamol va cé thé gay tir
vong.

Ibuprofen

Phan I6n nhitng bénh nhan uéng NSAID V6i lrgng dang ké v&' mat |am sang sé& khong phat
trién hon nhing triéu chitng nhur budn ndn, nbn, dau thurgng vi hay hiém géip nhu tiéu chay.
U tai, dau dau va xuét huyét da day-rut cling c6 kha néng xay ra. Trong nhirng truéng hop
ngd doc nang hon, biéu hién ddc tinh durgc quan sat thdy trén than kinh trung wong nhw
chong mat, dau dau, suy ho hap, khé thé, budn ngti, dbi khi xay ra kich thich va mét phrong
huéng hay hén mé. Bénh nhan thinh thoang cling bj co giat. Trong trudng hqp ngé doc
nghiém trong, ha huyét &p, téng kali huyét va nhiém acid chuyén héa c6 the xay ra va thoi
gian prothrombmllNR (ty s chuén h6a qudc t&) c6 thé bj kéo dai, c6 thé do can ti'uep Vao cac
hoat ddng cla céc yéu t5 dong mau trong tudn hoan. Suy than cép va tén thuong gan ciing
c6.thé xay ra. Con hen suyén nang c6.kha. néng xuét hién & bénh nhan hen suyén.

Xup tri

Paracetamol

Khi bj ngd doc paracetamol, acetylcystein dwgc dung nhu mdt chét giai ddc. Khi dung
acetylcystein béng dudng udng, lidu khdi dau la 140 mg/kg; tiép theo la li@u duy.tri 70 mg/kg
sau:mdi 4 gior x/17 lidu. Trong vong 1 gid. sau khi dung.lidu kh&i dau, hodc lidu duy tri
acetylcystein, néu bénh nhan bj ndn 6i, nén cho dung ligu I3p.lai. Néu bénh nhan vén khong
thé ubng, acetylcystein c6 thé duoc dwa qua 6ng thdng vao té trang: Cling ¢ thé dung thuéc
chdng ndn cho nhirng bénh nhan bjnén 6i.

Né&u ngd doc vira méi xay ra, dung than hoat c6 thé lam giam sv hép thu paracetamol.va nén
diu tri sém nhét c6 thé (t6t nhét Ia trong vong 1 gir sau khi bj ngd.ddc). Cac phuwong phap
khir doc da day khac (nhw dung siro ipeca) thi it hiéu 'qua va thuong khdng: duge khuyén
dung.
Ibuprofen A S
Nén didu tr triéu chung va digu lr| i hd trov, bao gamduyﬁ dubmgthd!hbng thoang, theo ddi
chirc nang tim va ddu hiéu sinh tn dén khi 8n dinh. U8ng than hoat tinh ciing duwgc xem xét
néu bénh nhan vira uéng mét lgng thudc c6 khéd néng gay ddc trong vong 1 gidr: Néu co giat
thudng xuyén va kéo dai, triéu chirng ndy nén dugc didu tri-béing cach tiémtinh mach
diazepam hay lorazepam. Thudc gidn phé quan cling dugc dung @é tri con hen'suyén.

Dic tinh dwo'c e hoc

Nhém dugc ly: Paracetamol, cac dang phdi hgp ngoai trir véithube tam than.

Ma& ATC: NO2BES1.

Paracetamol 1a mot d&n xuét téng hop khong géy nghién ctia p-aminophenol. Paracetamol
gidm dau va ha sét theo co'ché trong ty voi salicylat. @ clng ligu/lrgng, paracetamol cho
tac dung gidm dau va ha sdt twong tw nhu aspirin. Paracetamol gup giam than nhiét & ngudi
bi $6t nhung hi€m khi'lam ha than nhiét & nguoi binh thudng. O fidu 1 g/ngay, paracetamot
1a chét &rc ché yéu, thun nghich, khéng chuyén biét trén enzym cyclooxygenase. Ligu didu
tri cia paracetamol c6 tac dong 'khong dang ké trén hé tim mach va hd hép, tuy nhién, ligu
ddc c6 thé gay suy tuan hoan va thd nhanh, ndng.

Ibuprofen c6 tac dung dugc ly twong ty nhu céac thube khang viém khdng steroid c6 dién
khac (NSAID). Ibuprofen (rc ché s tong hop cla céac prostaglandin & cac mé do rc ché
cyclooxygenase; it nhét 2 isoenzym, cyc[uoxygenase-l (COX-1) va -2 (COX-2) (twong trng
V61 prostaglandin G/H synthase-1 [PGHS-1] va -2 [PGHS-2]), xtc tac sy thanh lap
prostaglandin theo con dudng acid arachidonic.

Diéc tinh dwore ddng hoc

_Paracetamol dwgc hép thu nhanh va hau nhuz hoan toan qua dwdng ubng..Nong do dinh
“trong huyét twong dat dugc trong vong 10 - 60 phat sau khi udng. Paracetamol dwoc phan

bé trong hau hét cac mé clia co thé. Thudc qua dugc nhau thai va sira me. Su gén két cia
thuéc véi cac protein huyét twong khong dang ké & ndng do didu tri théng thuwdng nhung
tang I&n khi ndng d9 thudc tang. Thei gian béan thai khoéng 1300,

Paracetamol chuyén héa hau hét qua gan.va thai trir qua nwdc tiéu chi yéu dudi dang lién
hop glucuronid va sulfat. Duéi 5% thudc duge dao thai duéi. dang khéng déi. MOt chét
chuyén héa thir yéu do sy hydroxyl héa (N-acetyl-p-benzoquinonimin) thdng dugc tao ra
Vvéi lrgng rét nhd & gan va than. Chét nay:dugc giai doc blng su két hop voi glumthion
nhung c6 thé tich Ity sau khi qua liu paracetamol va gay ton thuong mé. 1

Ibuprofen dwgc hédp thu & 6ng tiéu héa va ndng d¢ dinh clia thudc trong huyét tvong dat
duoc sau khi udng tir 1 - 2 gi¢. Khoang 90 - 99% ibuprofen duwgc gén két véi protein huyét
tuong va thoi gian ban thai khoang 2 gir. Thudc dwge dao thai nhanh qua nuéce tiéu chia yéu
& cac dang chét chuyén héava dang lién hep. Khoang 1% duqc bai tiét dwéi dang khong ddi
trong nuéc tidu va khoéng 14% & dang lién hqp 328

Quy céch déng g6i AISSY HNSTINSA0Y BivIAaeY
Vi 4 vién. HOp 10 vi.

Vi 4 vién. HOp 20 vi.

Chai 100 vién. Hop'1 chai.

Diéu kién bao quan, han dung, tiéu chuén chét lwong cua thudc

sirtaomeset

17.1. Digu kién bao quan

B&o quan trong bao bi kin, noi khé. Nh|et dd khong qué 30°C.

17.2. Han dung

17.3. Tiéu chuén chét lwong
18.

36 thang ké tir ngay san xudt.
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TCCS.

Tén, dja chi clia co’ s& san xuét thudc
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