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MAU NHAN THUOC PANG KY

1. MAU NHAN Vi PHAANEDOL 650 (1 vix 10 vién nén)
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MAU NHAN THUOC PANG KY

2. MAU NHAN CHAI PHAANEDOL 650 (Chai 100 vién nén)
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MAU NHAN THUOC PANG KY

3. MAU HOP PHAANEDOL 650 (Hop 10 vi x 10 vién nén)
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TO HUONG DAN SU DUNG THUOC
Vién nén PHAANEDOL 650

PHAANEDOL 650 - Vién nén:

¢ Cong thirc (cho 1 vién):
- Paracetamol .......... coccooevecienirieiennen. 650 mg
R 1 [ o p— viradu.................. 1 vién \
(Tinh bt sin, PVP K30 (Polyvinylpyrrolidon), DST (Natri starch glycolat), magnesi stearat)
¢ Tac dung duge Iy: } T
Dwore lwe hoe: / )

oH % |

/

- Paracetamol: (acetammophen hay N-acetyl-p-ammOphenol) 1a chét chuyén hoa ca}s«!at tinh
cua phenacetm la thudc giam dau-ha s6t hiru hiéu c6 thé thay thé aspirin, tuy vay khac véi
aspirin, paracetamol khong c6 hi¢u qua trong Q1eu tri viém. Véi liéu ngang nhau tinh theo
gam, paracetamol c6 tac dung giam dau va ha sot tuong ty nhu aspirin.

Paracetamol 1am g1ém than nhiét ngudi bi sét, nhung hiém khi lam giam than nhiét nguoi

f_,qv

binh thuong. Thuoc tic dong 1én ving dudi dél gdy ha nhiét, tda nhiét do gﬁm mach va ting |/ 5

Irru lugng mau ngoai bién.
Véi liéu diéu tri, paracetamol it tac dong dén hé tim mach va ho hép, khong lam thay dbi can

bang acid-base, khong giy kich tmg, loét hodc chay mau da day nhu salicylat. Tac dung cua |

paracetamol trén hoat tinh cyclooxygenase chua dugc biét diy du. Vi lidu 1 g/ngay,
paracetamol la mot thuoc tcc ché cyclooxygenase yéu. Téc dung {rc ché paracetamol trén
cyclooxygenase-1 yeu Paracetamol thucmg duge chon 1am thude giam dau va ha sét, dic
biét & ngudi cao tu01 va & ngudi ¢6 chéng chi dinh ding salicylat hodic NSAID khéc, nhu
nguoi bi hen, co tién sir loét da day ta trang va tré em.

Paracetamol khéng c6 tac dung trén su két tap tiéu cau hodic thoi gian chay mau.

Véi lidu diéu tri, paracetamol chuyén héa chu yéu qua phan u’ng lién hop sulfat va
glucuronid. Mot luong nhé thuong chuyén thanh mot chit chuyén héa doc, N-acetyl- p-

benzoquinonimin (NAPQI) NAPQI dugce khir doc bang glutattuon va dao thai vao nudc tiéu
va/ hodic mét. Khi chét chuyen hoa khong duoc lién hop véi glutathion s& gy doc cho céc té
bao gan va gy hoai tir t& bao. Paracetamol thudng an toan khi ding V6i liéu didu tri, vi
lugng NAPQI dugc tao thanh tuong ddi it va glutathion tao thanh trong té bao gan du lién
hop voi NAPQI. Tuy nhién, khi qua liéu hogc doi khi véi liéu thuong dung & mot sb nguoi
nhay cam (nhu suy dinh dudng, hogc tuong tac thudc, nghién rrou, co dia di truyén), ndng
d6 NAPQI c6 thé tich lily giy ddc cho gan.

Duge dong hoc:

- Hép thu nhanh va hau nhu hoan toan qua dudng tiéu hoa. Nong @6 dinh trong huyét tuong
dat trong vong 30 phut dén 60 phut sau khi ubng véi lidu diéu tri.

- Phén bé: Paracetamol phin b6 nhanh va ddng déu trong phan 16n cic md cia co thé. Khoang
25% paracetamol trong mau két hop véi protein huyét tuong.
Thai trir: Nira doi huyét twong cua paracetamol 1a 1,25-3 gid, c6 thé kéo dai v6i lidu gay doc
hodc & ngudi bénh c6 thuong tén gan.
Sau lidu diéu tri c6 thé tim thdy 90-100% thudc trong nudce tiéu ngay thir nhit, chu yéu sau
khi lién hop trong gan véi acid glucuronic (khoang 60%), acid sulfuric (khoang 35%) hodc
cystein (khoang 3%); cting phat hi¢n thay mot luvgng nhé nhung chit chuyén hoa hydroxyl-
hoa va khir acetyl. Tré nho it cé kha nang glucuro lién hop véi thude hon so véi ngudi 1én.

- Paracetamol bi N- hydroxyl héa baoi cytochrom Pyso dé tao nén N acetyl- benzoquinonimin
(NAPQ), mjt chit trung gian c6 tinh phan vmg cao. Chit chuyén hoa nay binh thudng phan
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img v6i céc nhém sulfhydryl trong glutathion va bj khir hoat tinh. Tuy nhién, néu udng liéu
cao paracetamol, chat chuyén héa ndy dugc tao thanh véi sé luong du lam can kiét
glutathion cua gan; trong tinh trang d6, chét NAPQ khéng dugc lién hop véi glutathion géy
doc cho té bao gan, dan dén viém va c6 thé dan dén hoai tir gan.

¢ Chi dinh:
- Phaanedol 650 dugc dung rong réi trong diéu tri céc chim g dau va st tir nhe dén vira.
+ Pau:
o Dugc dung giam dau tam thoi trong diéu tri chimg dau nhe va vira. Thudc c6 hiéu qué
nhét 1a 1am giam dau cudng dé thip c6 ngudn gde khéng phai ndi tang.

o Thubc khéng c6 tac dung trong didu tri thAp khép. Paracetamol la thudc thay thé
salicylat (dugc wa thich & ngudi bénh chdng chi dinh hoic khéng dung nap salicylat)
dé 1am giam dau nhe hoic ha sét.

+ Sbt:

o Paracetamol dugc diing dé lam glam than nhiét & ngudi s6t do moi nguyen nhan nhung
khong lam giam than nhi€t & ngudi binh thuong. Tuy véy liéu phap ha s6t néi chung
khong dic hiéu, khong anh huong dén tién trinh ctia bénh co ban, va c6 thé che 14p tinh
trang bénh cia nguoi bénh.

¢ Liéu dung, cich dung:

- Ngudi 1ém va tré em trén 16 tudi: Udng 1 vién/ lan, 4-6 glm’lan t6i da 4 g/n

- Tré em dudi 16 tudi ding dang bao ché khac c6 ham lwong thich hop. EAF’

- Nguoi suy thén:

+ Tré em: Cle <10 ml/ phut, udng céch nhau 8 gio/ lan.

+ Ngudi lon: Cler 10-50ml/ phat, udng cach nhau 6 gid/ lan, Cl,, <10 ml/ phut, ubng cach
nhau 8 gid/ lan.

- Ngudi suy gan: Ding thén trong, dung liéu thip. Tranh dung kéo dai.

+ Khéng ding paracetamol cho ngudi 16n va tré em qié tu d}iéu tri s6t cao (trén 39,5°C), sét
kéo dai trén 3 ngay, hodc sot tai phat, trir khi do thay thude huéng dan, vi sot nhur vy c6
thé 1a dau hiéu cia mdt bénh nang can dugce thay thude chuian doan nhanh chéng.

+ Dé giam toi thidu nguy co qua liéu, khong nén cho tré em qua 5 liéu paracetamol dé gis
dau ha sbt trong vong 24 gio, trir khi ¢ thay thude huéng dan.

¢ Chong chi dinh:

- MAn cam véi paracetamol hay bat ky thanh phin cua thude.

- Suy gan ndng.

¢ Tic dung khong mong mudn (ADR):

- Phan tmg da nghiém trong nhu héi chimng Stevens-Johnson, hdi chimg Lyell, hoai tur biéu bi
nhiém ddc, myn mu ban do toan than cép tuy hiém xay ra nhung c6 kha nang gy tir vong.
Néu thdy xuét hién ban hofic cac biéu hi¢n khdc vé da phai ngimg ding thudc va thdm khém
thay thudc.

- Ban da va nhimg phan {mg dj ung khéc co thé xay ra, Thuong la ban do hay may day, nhung

d6i khi ndng hon c6 kém theo sot do thuoc hay ton thuong niém mac. Néu thdy sét, bong
nudc quanh cac héc ty nhién nén nghi dén hdi chimg Stevens-Johnson, phai ngirng thudc

ngay.
- Mot sb it tru‘orng hop riéng 1€, paracetamol ¢6 thé gay giam bach cdu trung tinh, giam tiéu
cAu va toan thé huyet cau.

- It g@p (1/1000<ADR<1/100):
+ Da: Ban.
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+ Da day-rugt: Budn ndn, nén.
+ H_uyét hgc: Loan tao méu (giam bach cdu trung tinh, giam toan thé huyét cu, giam bach
cau), thiéu mau.
+ Thén: Bénh thin, ddc tinh than khi lam dung dai ngay.
- Hiém gip (ADR<1/1000):
+ Da: Héi chimg Stevens-Johnson, hoai tir biéu bi nhiém ddc, hdi chimg Lyell, mun mu
ngoai ban toan than cap tinh.
- Khéc: Phan tng qué mén.
Thong béo cho bac si nhimg tac dung khéng mong mudn gip phai khi sir dung thude
¢ Huwéng din cich xir tri ADR:
- Néu xay ra ADR nghiém trong, phai ngimg ding paracetamol.
¢ Twong tic véi thude khic:

- Thuoc ubng chéng déng mau: Uong dai ngay liéu cao paracetamol 1am ting nhe tic dung
chéng ddng cua coumarin va dan chét indandion. Dir liéu nghién ciru con mau thufn nhau va
con nghi ngd vé tuong tac nay, nén paracetamol duoc wa dung hon salicylat khi can giam
dau nhe hoic ha s6t cho ngudi bénh dang diing coumarin hoac din chit indandion.

- Cén phai chu y dén kha ning gy ha than nhiét nghiém trong & ngudi bénh.dung dong thoi
phenothiazin va liéu phap ha nhiét (nhu paracetamol).

- Ubng rugu qué nhiéu va dai ngay c6 thé 1am ting nguy co gy déc cho gan ctia paracetamol.

- Thudc chdng co giat (gdm phenytoin, barbiturat, carbamazepin) gdy cam img enzym &

microsom gan, c6 thé lam tang tinh dgc hai gan cua paracetamol do ting chuyén héa thube
thanh nhimg chét dc hai v6i gan.

- Ngoai ra, ding ddng thdi isoniazid voi paracetamol ciing ¢ thé din dén ting nguy co doc
tinh v6i gan, nhung chua xac dinh dwoc co ché chinh xac cua tuong tic nay. Nguy co
paracetamol gdy dc tinh gan gia téng déng ké & ngudi bénh ubng liéu paracetamol 16n hon
lidu khuyén ding trong khi dang dung thudc chong co giét hodc isoniazid.

- Probenecid c6 thé lam giam dao thai paracetamol va lam ting thoi gian nira doi trong huyét
tuong cua paracetamol.

- Isoniazid va céc thube chdng lao lam ting déc tinh ctia paracetamol déi véi gan.
¢ Thén trong:

- Paracetamol tuwong ddi khong doc vai liéu diéu trj, va khi dung dudi sy huéng dan cha lhay
thudc. Tuy nhién, dung qué lidu paracetamol la nguyen nhén chinh gay suy gan cdp. Dung
nhiéu ché pham chira paracetamol (acetaminophen) ddng thdi c6 thé din dén hau qua c6 hai
(nhu qua liéu paracetamol).

- Phan tmg da nghiém trong, c6 kha ning giy tir vong bao gém hgi chimg Stevens-Johnson,
hoai tir biéu bi nhiém ddc (TEN), hdi ching ngoai ban mun mu toan thin (AGEP: Acute
generalized exanthematous), hoi chimg Lyell tuy hiém nhung di xdy ra véi paracetamol,
thuong khong phu thude vao tac dung cua cac thube khac Tuy céc thude giam dau va ha sbt
khic (nhu NSAID) c6 thé giy cac phan (mg twong tur, min cam chéo vm paracetamol khong
xdy ra. Nguoi bénh can phai ngimg ding paracetamol va di kham thay thude ngay khi thay
phat ban hogc cac biéu hién khac & da hodic cac phan img méin cam trong khi diéu tri. Nguoi
bénh c6 tién sir cé cac phan g nhur vay khon g nén ding cac ché pham chira paracetamol

- Doi khi ¢6 nhitng phan (mg da gdm ban dat, sdn ngira va may day; nhimg phan img man cam
khéc bao gom phu thanh quan, phu mach va nhig phan ung kiéu phan vé cé thé it khi xay
ra. Giam tiéu clu, giam bach ciu va giam toan thé huyét cau da xay ra véi viée sir dung
nhimg dén chét p-aminophenol, diic biét khi dung kéo dai céc lidu 16n. Giam bach ciu trung
tinh va ban xuft huyét, giam tiéu cAu da xay ra khi dung paracetamol. Hiém gip mét bach
ciu hat & ngudi bénh dung paracetamol.
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- Phai than trong khi ding paracetamol cho ngudi bi suy gan, suy thin, ngudi nghién rugu,
suy dinh dudmg man tinh hogic bi mat nuéc.

- Phdi ding paracetamol thén trong & nguoi bénh ¢6 thiéu mau tir trude, vi chimg xanh tim ¢6

thé khong biéu 16 15, mic du 6 nhimg nong do cao nguy hiém ciia methemoglobin trong
mau.

- Ubng nhiéu rugu c6 thé giy ddc tinh véi gan cua paracetamol; nén tranh hodc han ché udng
ruQu.

¢ Tic djng cita thudce khi 14i xe va vin hanh may méc:

- Thude ding duge cho ngudi 14i xe va van hanh may moc.
¢ Sir dung cho phuy nir ¢6 thai va cho con bi:

- Sir dung khi that can thiét & phu ni¥ ¢6 thai.

- Sir dung duge cho phu nit dang cho con bu. /
¢ Qua lidu va xir tri: %

- Triéu chung Nhiém doc paracetamol o thé do ding mt lidu doc duy nhét, hodc do udng

1ap lai lidu lcm paracetamol, hodc do udng thudc dai ngay Hoai tir gan phu thujc lidu 1a tac
dung ddc cAp tinh nghiém trong nhit do qua lidu va c6 thé gay tir vong.

Budn nén, nén va dau bung thu:orng Xdy ra trong vong 2-3 gidr sau khi udng liéu doc cua
thude. Methemoglobm mau dan dén chng xanh tim da, niém mac va mong tay 1a mét diu
hiéu ddc trung nhiém ddc cap tinh din chét p-aminophenol; mdt lugng nhé sulfhemoglobin
ciling ¢6 thé dugce san sinh. Tré em c6 khuynh hudéng tao methemoglobin d& hon ngudi 16n
sau khi udng paracetamol.

Khi bi ngé doc nang, ban dAu c6 thé bi kich thich than kinh trung wong, kich dong, va mé
sang. Tiép theo ¢6 thé 1a rc che hé than kinh trung uong; sitng so, ha thin nhiét, mét la, thé
nhanh, nong; mach nhanh, yéu, khong déu, huyet ap thap va suy tudn hoan. Truy mach do
giam oxy huyet tuong déi va do tac dung urc ché trung tam, tac dung nay chi xay ra voi liéu
rat Iém. Sdc c6 thé xay ra néu gian mach nhiéu. Con co giét nghet thé gdy tir vong c6 thé xay
ra. Thuong hon mé xay ra trude khi chét dot ngdt hodic sau vai ngay hon mé.

DAu hiéu 1am sang ton thuong gan tré nén rd rét trong vong 2-4 ngay sau khi uong liéu doc.
Annnotransferase huyét twong ting va ndng dd bilirubin trong huyét tuong cling co thé tang;
thém nita, khi tén thuong gan lan rong, thoi gian prothrombin sé& kéo dai. C6 thé 10% ngudi
bénh bi ngd doc khong dugc diéu tri dic hiéu da 6 thuong ton gan nghiém trong; trong so
d6 10%-20% cubi ciing chét vi suy gan. Suy than cip ciing xay ra & mot sé nguoi bénh. Sinh
thiét gan phat hién hoai tir trung tdm tiéu thuy trir ving quanh tinh mach ctra. O nhimg
truong hop khong tir vong, thuomg tén gan phuc hoéi sau nhiéu tudn hoic nhiéu thang.

- Diéu tri: Chén doan som rat quan trong trong diéu tri qua llcu paracetamol. Cén rira da day
trong moi trudong hop, tot nhat trong vong 4 gi¢r sau khi udng. Liéu phap giai doc chinh 1a
dung nhimng hop chat sulfhydryl, ¢ I& tac dong mot phan do b6 sung du trix glutathlon & gan.
N-acetylcystein ¢ tac dyng khi uong hodc tiém tinh mach. Phai ding thudc g1a1 doc ngay
lap tuc, cang som cang t6t néu chua dén 36 glor ké tir khi udng paracetamol. Diéu tri vm N-
acetylcystein ¢6 hi¢u qua hon khi cho thudc trong thivi gian dwéi 10 gidr sau khi uong
paracetamol Khl cho udng, hoa loiing dung dlch N-acetylcystein véi nwée hojic do udng
khong ¢6 rugu aé dat dun dlch 5% va phai uong trong vong 1 gm’ sau khi pha. Cho
uong N-acetylcystein véi lieu dau tién 1a 140 mg/kg, sau dﬁ cho tiép 17 lidu nira, mdi
liéu 70 mg/kg cich nhau 4 gm' mdi lin. Chim dirt diéu tri néu xét nghiém paracetanwl
trong huyét twong cho thiy nguy co djc hai gan thip. Ciing cé thé diung N-
acetylcystein theo dwdng tinh mach: liéu ban ddu Ia 150 mg/kg, pha trong 200 ml
glucose 5%, tiém tinh mach trong 15 phut, sau do truyen tinh mach liéu 50 mg/kg
trong 500 ml glucose 5% trong 4 gid; tiep theo 1a 100 mg/kg trong 1 lit dung dich trong
vong 16 giv tiép theo. Néu khong c6 dung dich glucose 5% thi ¢6 thé dung dung dich
natri clorid 0,9%.

o
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ADR ciia N-acetylcystem gom ban da (gdm cﬁ miy day, khong yéu ciu phai ngirng
thudc), budn nén, nén, ia chiy, va phéin ing kiéu phin vé.

Néu khéng co6 N-acetyleystein, c6 thé ding methionin. Néu da dung than hoat trudc khi dung
methionin th1 phai hut than hoat ra khoi da day truéc. Ngoai ra c6 thé ding than hoat va/
hogc thude tdy mubi do chiing c6 kha niing lam giam hép thy paracetamol.

¢ Trinh bay:
- Hop 10 vi x 10 vién.
- Chai 100 vién.
¢+ Han dung:
- 36 thang ké tir ngay san xuét.
¢ Bio quin:
- Noi khd mat, nhiét 6 duéi 30°C, tranh 4nh sang.
¢ Tiéu chuin: TCCS
PE XA TAM TAY CUA TRE EM W
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC \
KHONG DUNG THUOC QUA HAN SU DUNG |

THONG BAO CHO BAC SI NHUNG TAC DUNG KHONG MONG MUON GAP P
KHI SU DUNG THUOC :
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I

H % |
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TO HUONG DAN SU DUNG CHO BENH NHAN

1. Tén thuéc: PHAANEDOL 650
Khuyén cio:
Doc k§ hudng dan sir dung trude khi ding
Dé xa tAm tay tré em
Thdng bdo cho béc sy hoac duge sy nhimg tac dung khéng mong mudn gip phai khi sir

dung thudc.
3. Thanh phin, him hreng ciia thube:
- Hoat chit: Paracetamol .............occooveesoversrresrrerrnann. 650 mg
- Té duoc: Tinh bdt sén, PVP K30 (Polyvinylpyrrolidon), DST (Natri starch glycolat), magnesi
stearat.

4. M0 ta sin phim: Vién nén dai, mau tring, mot mit nhin, mot mit cé gach ngang, canh va
thanh vién lanh lan.

5. Quy cich dong goi: Hop 10 vi x 10 vién; Chai 100 vién. /y(
o 6. Thudc ding cho bénh gi: f
- Phaanedol 650 dugc ding rong rii trong diéu trj cic chimg dau va sét tir nhe dén vira.
+ Dau:

o Dugc dung glém dau tam thdi trong diéu tri ching dau nhg va vira. Thube ¢6 hidu qua
nhit 13 1am giam dau cudmg 9 thip c6 nguon gde khdng phai ndi tang.

o Thubc khong c6 tic dung trong didu tri thAp khép. Paracetamol 1a thube thay thé
sallcylat (dugc va thich & ngudi bénh chéng chi dinh hoiic khong dung nap salicylat)
dé lam giam dau nhe hodc ha sbt.

+ Sbt:

o Paracetamol dugc ding dé lam giam than nhiét & ngudi sdt do moi nguyén nhén
nhung khong lam giam thén nhi¢t ¢ ngudi binh thudmg. Tuy vdy liéu phép ha ségt noi
chung khong dac hi¢u, khong anh huong dén tién trinh cia bénh co ban, va ¢ thé che
ldp tinh trang bénh ctia nguoi bénh.

7. Nén dung thudc nay nhw thé nao va lidu lwong:
- Ngudi 16n va tré em trén 16 tudi: Udng 1 vién/ 1an, 4-6 gio/1an, t6i da 4 g/ngdy.
- Tré em dudi 16 tudi ding dang bao ché khac c6 ham lugng thich hop.
- Nguoi suy than:
+ Tré em: Cler <10 ml/ phut, udng cach nhau 8 gid/ lan.
+ Ngudi 16n: Cler 10-50ml/ phit, udng cach nhau 6 gid/ 1an, Cler <10 ml/ phit, udng cach
nhau 8 gid/ 1an.
- Ngudi suy gan: Dung than trong, dung liéu thap. Tranh dung kéo dai.
- Chuay:
+ Khong dung paracetamol cho ngudi 16m va tré em dé tu didu tri sét cao (trén 39,5 °C), sbt

kéo dai trén 3 ngay, hoic sdt tai phat, trir khi do thay thude _huéng d4n, vi s6t nhu vay co
thé 1a d4u hiéu cua mdt bénh ning can duge thiy thude chuén doén nhanh chéng.

+ Pé giam tdi thidu nguy co qua liéu, khéng nén cho tré em qua 5 lidu paracetamol dé giam
dau ha sdt trong vong 24 gid, trir khi c6 thdy thudc hudéng din.
8. Khi nao khong nén dung thude nay:
- Min cam véi paracetamol hay bét ky thanh phan ctia thube.
- Suy gan ning.
9. Téac dung khéong mong mubn:
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Phan img da nghiém trong nhu hoi chimg Stevens-Johnson, hdi chimg Lyell, hoai tir biéu bi
nhiém doc, mun mu ban d6 toan thén cap tuy hlern xay ra nhung c6 kha ning gdy tir vong.
Néu thay xuét hién ban hoic cdc biéu hién khéc vé da phai ngimg ding thudc va thim kham
thay thude.

Ban da va nhitng phéan ung di ung khéc c6 thé xay ra. Thudng 1a ban do hay may day,
nhung d6i khi nang hon co kém theo s6t do thudc hay ton thwong niém mac. Néu thdy sbt,
bong nude quanh cic héc tw nhién nén nghi dén héi chimng Stevens-Johnson, phai nging
thudce ngay

Mqt s6 it truomg h0'p neng 1¢, paracetamol c6 thé gy giam bach ciu trung tinh, giam tiéu
cdu va toan thé huyét cu.

it gap (1/1000<ADR<1/100):

+ Da: Ban.

+ Da day-rudt: Budn non, non.

+ Huyét hoc Loan tao mau (giam bach cau trung tinh, giam toan thé huyét céu, giam bach
cdu), thiéu méu. /

+ Théan: Bénh than, ddc tinh than khi lam dung dai ngay. \ﬂ/

Hiém gip (ADR<1/1000):

+ Da: Hoi chimg Stevens-Johnson, hoai tir biéu bi nhim ddc, hoi ching Lyell, mun mu
ngoai ban toan than cap tinh.

Khéc: Phan tmg qud mén.

Théng bao cho bac si nhing tac dung khéng mong mudn gap phai khi sir dung thube

Nén trénh ding nhimg thudc hodc thwe phim gi khi dang sir dung thudc nay.

Thudc udng chéng dong mau: Uong dai ngay liéu cao paracetamol lam ting nhe tac dung
chéng dong cua coumarin va dan chat indandion. Dir liéu nghién ctru con mau thuan nhau
va con nghi ngd vé twong tac nay, nén paracetamol dwoc wa dung hon salicylat khi cin giam
dau nhe hoac ha sbt cho ngudi bénh dang diing coumarin hoac dn chét indandion.

Cén phai cha y dén kha nang gdy ha than nhiét nghiém trong & ngudi bénh ding dong thoi
phenothiazin va liéu phap ha nhiét (nhwu paracetamol).

Udng rugu qué nhidu va dai ngdy c¢6 thé 1am ting nguy co giy déc cho gan cua paracetamol.
Thube chéng co gidt (gdm phenytoin, barbiturat, carbamazepin) giy cam ing enzym &
microsom gan, co thé 1am tang tinh dgc hai gan cua paracetamol do tang chuyén héa thube
thanh nhimg chat doc hai véi gan.

Ngoai ra, ding dong thdi isoniazid véi paracetamol ciing ¢6 thé din dén tang nguy co déc
tinh véi gan, nhung chua xac dinh duge co ché chinh xac cla tuong tac nay. Nguy co
paracetamol gay dgc tinh gan gia tang dang ké & ngudi bénh udng liéu paracetamol 1ém hon
liéu khuyén dung trong khi dang ding thude chng co giat hodc isoniazid.

Probenecid c6 thé lam giam dao thai paracetamol va lam ting thoi gian nira doi trong huyét
tuong cua paracetamol.

Isoniazid va cac thudc chdng lao 1am ting dgc tinh ctia paracetamol doi véi gan.

Cin 1am gi khi mjt lin quén khéng ding thude:

Tiép tuc dung thude theo huéng din.

Cin bio quan thudc nay nhw thé nao:

Noi kho mat, nhiét d§ dudi 30°C, tranh anh séng.

Nhirng dfu hi¢u va triéu chimg khi dung thudc qua liéu:

Triéu ching: Nhiém dgc paracetamol c6 thé do ding mét lidu doc duy nhét, hogc do udng

lap lai lidu l(m paracetamol, hoic do udng thuoc dai ngay Hoai tir gan phu thude lidu la tac
dung ddc cAp tinh nghiém trong nhit do qua liéu va c6 thé gy tir vong.



https://trungtamthuoc.com/

14.

15,

Buon ndn, nén va dau bung thudng xdy ra trong vong 2-3 gidr sau khi udng lidu doc cua
thude. Methemoglobm mau, dan dén chimg xanh tim da, niém mac va méng tay la mét déu
hi¢u dic trung nhiém dgc cip tinh din chét p-aminophenol; mét lugng nho sulfhemoglobin
cling ¢ the dugc san sinh. Tré em c6 khuynh huéng tao methemoglobin dé hon nguoi 16n
sau khi udng paracetamol.

Khi bi ngo doc nang, ban diu c6 thé bi kich thich thdn kinh trung uong, kich dong, va mé
sang. Tiép theo co6 thé 1a e che hé thin kinh trung uong; siing so, ha than nhi¢t, mét 14, tho
nhanh, néng; mach nhanh, yéu, khong déu, huyet ap thip va suy tuan hoan. Truy mach do
giam oxy huyet tuong a6i va do tac dung trc ché trung tdm, téc dung nay chi xay ra véi lidu
rat 1om. Séc 6 thé xay ra néu gian mach nhiéu. Con co giat nghet thd gy tir vong c6 thé xay
ra. Thuong hon mé xay ra trude khi chét dot ngdt hodic sau vai ngay hon mé.

Déu hidu ldm sang ton thu:cmg gan tr nén ro rét trong vong 2-4 ngay sau khi uong liéu doc.
Aminotransferase huyét twong ting va ndng d bilirubin trong huyét turong cling c6 thé ting;
thém nita, khi ton thuong gan lan rong, thoi gian prothrombin sé& kéo dai. Co thé 10% nguoi
bénh bi ngd doc khong dugc diéu tri dic hiéu da c6 thuong tén gan nghiém trong; trong s
d6 10%-20% cudi cung chét vi suy gan. Suy than cap cing xay ra & mét s0 ngudi bénh.
Sinh thiét gan phat hién hoai tir trung tdm tiéu thuy trir ving quanh tinh mach cira. 0] nhlmg
truomg hop khong tir vong, thirong tén gan phuc hdi sau nhiéu tudn hogic nhiéu thang,

Cin phai lam gi khi dﬂmg thudc qua liéu khuyén céo: (

Piéu tri: Chén doan som rét quan trong trong diéu tri qua l1cu paracetamol. Cén rira da day
trong moi truémg hop, t6t nhét trong vong 4 gidr sau khi uong Lu;—:u phap giai djc chinh la
dung nhing hop chat sulfhydryl, cé 1€ tac dong mot phin do bd sung dur trix glutathlon ]
gan. N-acetylcystein 6 tac dung khi uong hogc tiém tinh mach. Phai dung thude glal doc
ngay lp tirc, cang sém cang tét néu chwa dén 36 glo' ké tir khi udng paracetamol. Piéu tri
voi N-acetylcystein ¢é hi¢u qua hon khi cho thubc trong thii gian dwdi 10 gidr sau khi
uﬁng paracetamol. Khi cho udng, hoa loing dung dich N—acetylcystem v&i nwrde hodc
dd udng khong ¢6 rwgu dé dat dung dlch 5% va phii uong trong vong 1 gu:r sau khl
pha. Cho udng N-acetylcystein véi liéu dau tién la 140 mg/kg, sau do cho tlep 17 liéu
nira, mdi litu 70 mg/kg cich nhau 4 gio' mdi lin. Chim dit didu tri néu xét nghiém
paracetamol trong huyét twong cho thfly nguy co dt’jc hai gan thép. Ciing ¢é thé dung
N-acetylcystein theo dwong tinh mach: licu ban dau la 150 mg/kg, pha trong 200 ml
glucose 5%, tiém tinh mach trong 15 Phut, sau d6 truyén tinh mach liéu 50 mg/kg
trong 500 ml g]ucose 5% trong 4 gid; tiep theo 1a 100 mg/kg trong 1 lit dung dich trong
vong 16 gid tiép theo. Néu khong cé dung dich glucose 5% thi ¢ thé dung dung dich
natri clorid 0,9%.

ADR ciia N-acetylcystein gdm ban da (gdm ca may day, khéng yéu ciu phai ngirng
thudc), budn nén, ndn, ia chiy, va phﬁn ing kiéu phan vé.

Néu khong c¢6 N-acetylcystein, ¢6 thé dung methionin. Néu dd dung than hoat trwéc khi
dung methionin th1 phal hut than hoat ra khoi da day trude. Ngoai ra ¢6 thé ding than hoat
va/ hogc thude tay mudi do chiing c¢6 kha ning 1am giam hﬁp thu paracetamol.

Nhirng Piéu cin thén trong khi ding thudc nay:

Paracetamol tuong déi khong doc vai liéu diéu tri, va khi ding duéi sy huéng din cua thay
thuoc Tuy nhién, dung qua lidu paracetamol 1a nguyén nhan chmh gdy suy gan cap Dung
nhiéu ché pham chira paracetamol (acetaminophen) dong thori ¢6 thé dan dén hau qua c6 hai
(nhu qué liéu paracetamol).

Phan tmg da nghiém trong, cé kha ndng géy tir vong bao gdm hdi chimg Stevens-Johnson,
hoai tir biéu bi nhiém ddc (TEN), hoi chimg ngoai ban myn mu toan thin (AGEP: Acute
generalized exanthematous), hgi chimg Lyell tuy hiém nhung da xay ra véi paracetamol,
thudng khong phu thude vao tac dung cia cic thude khéc Tuy céc thube giam dau va ha sbt
khac (nhu NSAID) co thé gy cac phan {mg tuong ty, min cam chéo véi paracetamol khong
xay ra. Ngudi bénh cin phai ngimg diing paracetamol va di kham thay thude ngay khi thiy
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phét ban hoic céc biéu hién khéc & da hojic cac phan (mg min cam trong khi diéu tri. Ngudi
bénh c6 tién sit c6 c4c phan img nhur viy khong nén ding céc ché phim chira paracetamol.

boi khi co nhu:ng phan tmg da gdm ban dat, sin ngira va may day, nhitng phan tmg man
cam khac bao gom phu thanh quén, phu mach va nhimg phén ng kiéu phan vé c6 thé it khi
xay ra. Giam tiéu cau, giam bach ciu va giam toan thé huyét ciu da Xdy ra vol vige sir dung
nhimg din chat p-aminophenol, ddc blet khi ding kéo dai céc lidu 16n. Giam bach cau trung
tinh va ban xuit huyét, giam tiéu ciu da xay ra khi ding paracetamol. Hiém gip mét bach
cau hat & nguoi bénh ding paracetamol.

Phai than trong khi dung paracetamol cho nguoi bi suy gan, suy thén, ngudi nghién rugu,
suy dinh duéng man tinh hodc bi mat nuée.

Phai ding paracetamol thén trong & ngudi bénh c6 thiéu méu tir trude, vi chimg xanh tim c6
thé khong biéu 16 15, mic du c6 nhimg ndng d9 cao nguy hiém ciia methemoglobin trong
mau.

Ubng nhiéu rugu c6 thé gay ddc tinh vai gan cia paracetamol; nén tranh hodc han ché uéng
ruQu.

Str dung cho ngudi l4i xe va van hanh may méc: Thude ding dwgc cho ngudi l4i xe va vén
hanh may moc.

Str dung cho phu nir ¢6 thai va cho con bu:

+ Sir dung khi thét cin thiét & phu nir c6 thai.

+ Sir dung dugc cho phu nitr dang cho con bt. M

Khi nao ciin tham vén béc sy, dwge sy:

Néu can thém thong tin xin héi y kién bac sy hodc duge sy.

Han ding cia thude:

36 thang ké tir ngay san xuét.

Tén, dia chi, biéu twong (néu cd) ciia co sé sin xuit.

Tén nha san xuit: CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA).
Dia chi: L6 11D, duong C, KCN Tén Tao, Q. Binh Téan, Tp.HCM. \ \
Dién thoai: (08) 37.541.999 — Fax: (08) 37.543.999 A
Ngay xem xét sira d6i, cip nhit lai ndi dung hwémg din sir dung thude: 03/05!2017 /
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