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Huéng dan sie dung thuoc
SAFETAMOL120

Dang thude: Dung dich udng
Qui ciach déng goéi: Hop 20 ing x Sml.
Cong thire bao ché: Mbi 5 ml dung dich uéng chrra:
Paracetamol 120mg
Ta dugc vira du Sml
(Té dwoc gom: Propylen glycol, glycerin, natri citrat, acid citric, nipagin, nipasol, sorbitol
70%, tinh dau cam, aspartam, tartrazin, polysorbat 80, nwéc tinh khiét).
Duwoc lwe hoc:
Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) la chat chuyén hoa c6 hoat tinh
clia phenacetin, 1a thudc giam dau - ha sét hitu hiéu ¢6 thé thay thé aspirin; tuy vay, khac véi
aspirin, paracetamol khong cé hiéu qua diéu tri viém. Véi lidu ngang nhau tinh theo gam,
paracetamol c6 tac dung gidm dau va ha s6t trong tu nhu aspirin.
Paracetamol lam gidm than nhiét & ngudi bénh sét, nhung hiém khi lam giam than nhiét &
ngudi binh thuong. Thudce tac dong 1én vung dudi ddi gdy ha nhiét, téa nhiét ting do gidn
mach va tang luu lrong mau ngoai bién.
DParacetamol, véi lidu didu tri, it téc dong dén hé tim mach va ho hap, khong lam thay dbi can
bang acid - base, khong géy kich tng, loét hodc chiay méau da day nhu khi dung salicylat, Tac
dung cua paracetamol trén hoat tinh cyclooxygenase dwoc biét ddy du. Véi lidu 1 g/ ngay,
paracetamol 1a mot thube e ché cyclooxygenase yéu. Tac dung Gc ché cla paracetamol
thuong duoc chon lam thude giam dau va ha sét, dic biét & nguoi cao tudi va & nguoi co
chdng chi dinh véi dung salicylat hodc NSAID khdc, nhu nguoi bi hen, ¢6 tién st loét da day
ta trang va tré em. Paracetamol khong c6 tac dung trén tidu cau hodc thoi gian chay mau.
Véi lidu diéu trj, paracetamol chuyén héa chu yéu qua phan tng lién hop sulfat va glucuronid.
Mot luong nho thudng chuyén thanh mot chat chuyén héa doc, N-acetyl-p-benzoquinonimin
(NAPQI). NAPQI duoc khir doc béng glutathion va dao thai vao nuée tiéu va/ hodc mat. Khi
chét chuyén héa khong dugc lién hop vdi glutathion s& gdy doc cho céc té bao gan va gay hoai
fr té bao. Paracetamol thudng an toan khi dung véi lidu didu tri, vi luong NAPQI duoc tao
thanh twong déi it va glutathion tao thanh trong té bao gan du lién hop véi NAPQI . Tuy nhién,
khi qud lieu hogc doi khi v6i liu thuong ding & mét s6 ngudi nhay cam (suy dinh dudng hodc
twong tac thude, nghién rugu, co dia di truyén), nong do NAPQI 6 thé tich [0y gay doc cho
gan.
Dugc dong hoc:
Hdp thu: Paracetamol duoc hip thu nhanh va hiu nhu hoan toan qua duong tiéu héa. Thire an
c6 thé lam vién nén giai phong kéo dai paracetamol chim duoc hap thu mot phan. Thirc &n
giau carbonhydrat lam giam ty 1¢ hip thu cta paracetamol. :ﬁ:ngydédinh trong huyét twong dat

trong vong 30 dén 60 phiit sau khi udng véi lidu didu tri.

Phan bo: Paracetamol phan b("’)' nhanh va dong déu trong p an 16n cac mo cua co thé, Khoang
25% paracetamol trong mau ket hop véi protein huyét twong.

Chuyén héa: Paracetamol bi N - hydroxyl hoa bdi cytochrom Puso dé tao nén N - acetyl -
benzoquinonimin (NAPQ), mét chit trung gian c¢é tinh phan Gng cao. Chét chuyén hoa nay
binh thuong phan tmg véi cac nhém sul'fhydryirtrong glutathion va bi khir hoat tinh. Tuy
nhién, néu udng liéu cao paracetamol chat chuyén héa nay dugc tao thanh véi lugng du dé
lam can kiét glutathion cua gan; trong tinh trang do. IChf’it NAPQ khéng dugc két hop vai
gltathion gdy ddc cho t¢ bao gan, dan dén viém va ¢6 thé dén dén hoai tir gan.



Thdi tri: Nira doi huyet twong ciia paracetamol 1a 1.25 - 3 gid, c6 thé kéo dai véi lidu gdy doc
hodc ¢ ngudi bénh c6 thuong ton gan.

Sau lidu diéu tri, c6 thé tim thiy 90% dén 100% thude trong nude tiéu trong ngay thir nhét, chi
yéu sau khi lién hop trong gan véi acid glucuronic (khoang 60%), acid sulfuric (khoang 35%)
hodc cystein (khoang 3%); ciing phat hién thiy mot luong nhoé nhimg chét chuyén héa hydroxyl
- hod va khir acetyl. Tré nhé it kha ning glucuro lién hop véi thude hon so véi nguoi 1ém.

Chi dinh:

Ha sét. giam dau nhe va vira trong cac truong hop: Cam ctim, sét, nhirc dau, dau co va gén,
dau do chin thwong; cac chirng s6t nhét 1a khi c6 nhiém khuén & tai-mii-hong, phé quan, phéi
va niéu dao; sét do tiém chiing vaccin, say nang, cac chimg s6t ¢6 phat ban va bénh truyén
nhiém ¢ tré em.

Cach dung va lieu dang: Thudc chi ding dwong uong khong dung dwong tiem.

Khoéng dung Paracetamol cho ngudi 16n va tré em dé tu diéu tri sdt cao (trén 39,5°C), st kéo
dai trén 3 ngay, hodc sot téi phat, trir khi do thdy thuéc hudng dan, vi sét nhu vay c6 thé 1a ddu
hiéu cia mét bénh nang can dugc thdy thubc chan doén nhanh chéng.

Dé giam thiéu nguy co qué liéu, khong nén cho tré em qua 5 liéu Paracetamol dé giam dau
hodc ha sot trong vong 24 gid, trur khi do bac sy huéng dan.
+ Tré em tir 6 thang - 3 tudi/ 1an: Udng 1 éng/ lan.

+ Tré em tir 4- 7 tudi: Udng 2 6ng/ 1an.

+ Tré em tir 8- 10 tudi: Udng 3 éng/ l4n.

+ Tré em tir 10-12 tudi: Udng 3- 4 éng/ lan.

+ Tré em tir 12-16 tudi: Ubng 4- 5 éng/ l4n.

+ Tré em tir 16-18 tudi: Udng 5-6 éng/lan.

Co the nhic lai sau 4-6 gity néu cén, t6i da 4 lidw24 gio,
Chong chi dinh:

Ngudi bénh qua man véi paracetamol hodc bét ctr thanh phén nao cua thuébe.

Suy gan nang.

Thén trong:

Paracetamol twong doi khong dée véi lidu diéu tri, va khi ding véi su huéng dan cia thdy
thude. Tuy nhién trong qua liéu paracetamol la nguyén nhén chinh gdy suy gan cap. Dung
nhicu ché phdm chwra paracetamol ddng thoi co thé dyiléu qua c6 hai (nhu qué lidu

paracetamol).

Phan {mg da nghiém trong c6 thé gay tr vong bao gom hbi ching Steven-Johnson, hoai tir biéu
bi nhi€m déc (TEN), hoi chimg ngoai ban mun mu toan thin (AGEP: acute generalized
examthematous), héi chimg Lyell tuy hiém nhung da xdy ra v&i paracetamol, thudong khong
phu thudc vao tac dung cua cac thude khic. Tuy céc thude giam dau va ha sbt khac (nhu
NSAID) c6 thé giy céc phan (mg twong tw, min cam chéo véi paracetamol khong xay ra.
Ngudi bénh cin phai ngimg dung paracetamol va di khdm thay thudc ngay khi thdy phat ban
hodc cac biéu hién khic & da hodc céc phan tng man cam trong khi didu trj. Nguoi bénh ¢
tién sir c6 cac phan tmg nhu véy khéng nén dung cic ché phdm chira paracetamol.

Doi khi ¢6 nhig phan ung da gdm ban dat sin ngira va may day: nhimg phén img min cam
khac gom phu thanh quan, pht mach, va nhitng phan tmg kiéu phan vé c6 thé it khi Xay ra.
Giam tiéu cdu, giam bach ciu, va giam toan thé huyét ciu da Xay ra voi vigc sir dung nhitng
dan chét p-aminophenol, dic biét khi dung kéo dai cdc lidu 16n. Giam bach ciu trung tinh va
ban xuit huyét giam tidu ciu da xdy ra khi ding paracetamol. Hiém gdp mét bach cau hat &
nguoi bénh dung paracetamol.
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Nguoi bi phenylceton-niéu (nghia 13, thiéu hut gen xé4c dinh tinh trang cua phenylalanin
aydroxylase) va ngudi phai han ché lugng phenylalanin dua vao co thé phai dugc canh bao la
moét sd ché phim paractamol chira aspartam, sé chuyén héa trong da day- ruét thanh
phenylalanin sau khi uéng.

Mot sb dang thudc chira paracetamol ¢4 trén thi truong chira sulfit ¢6 thé gdy phan g kiéu di
{tng, gdbm ca phan v€ va nhiing con hen de doa tinh mang hodc it nghiém trong hon ¢ mét sd
ngudi qua man. Thuong gdp & bénh hen nhidu hon & ngudi khong hen. Phai than trong khi
dung paracetamol cho nguoi bi suy gan, suy than, nguoi nghién ruou, suy dinh dudng man tinh
hodc bi mat nuée. Tréanh ding liéu cao, ding kéo dai va ding theo duong tinh mach cho nguoi
bi suy gan. Phai dung paracetamol than trong & ngudi bénh cé thiéu mau tir trude, vi ching
xanh tim cd thé khong biéu 16 13, mic du néng do cao & mirc nguy hiém cua methemoglobin
trong mau.

Udng nhiéu ruou bia c6 thé gdy tang doc tinh v&i gan cua paracetamol. nén tranh hodc han ché
udng ruou.

Thoi ky mang thai:

Nghién ctru dich t& hoc chi ra paracetamol 1a an toan cho phu nir ¢ thai trong diéu kién thong
thudng. Chi nén dung Paracetamol & ngudi mang thai khi that can hogc theo chi daanc ctia thiy
thude.

Thoi ky cho con bi:Nghién ctru & ngudi me ding paracetamol sau khi dé cho con b, khong
thdy c6 tac dung khéng mong muén & tré nho bt me.

Tac dong cia thuoc khi l4i xe hodc vén hanh may mée: Thude khong gdy budn ngi khong
anh hudng dén hoat dong cua ngudi khi 1ai xe hoic dang van hanh may moc.

Tac dung khong mong mudn cia thude (ADR):

Phan ung da nghiém trong nhu hoi chimg Steven- Johnson. hoi ching Lyell, hoai tir biéu bi
nhiém ddc, mun mu ban d6 toan than cép tuy hiém xdy ra, nhung c6 kha nang gay tir vong.
Néu thdy xuat hién ban hodc céc biéu hién khéc da, phai ngimg dung thudc va tham kham thay
thude.

Ban da va nhiing phén ung di (mg khac thinh thoang x4y ra. Thuong la ban do hodc may day,
nhung d6i khi ndng hon va c6 thé kém theo sdt do thude va thuong t6n niém mac. Néu thdy sot,
bong nudc quanh héc tr nhién, nén nghi dén hoi chimg Steven- Johnson, phai n

ngay. Qué lieu paracetamol c6 thé din dén tén thwong gan ning va doi khi-hoai
cap. Nguoi bénh min cam véi salicylat hiém khi min cam véi paracet va g Yhude co
lién quan. Trong mét s it truong hop riéng 1€, paracetamol da gay ;.-;/ Ay ‘ AN
gidm tiéu cdu va giam toan thé huyét cau. )
It gdp, 1/1000 < ADR < 1/100

Da: Ban.

Da day - rudt: Budn ndén, non.

Huyét hoc: Loan tao méu (giam bach cau trung tinh, giam toan thé huyét
thiéu mau.

Than: Bénh thédn, ddc tinh than khi lam dung dai ngay.

Hiém gdp, ADR < 1/1000

Da: Hoi chirng Steven- Johnson, hoai tir biéu bi nhidm doc, hdi chiung Lyell, myn mu ngoai
ban toan thin cap tinh.

Khéc: Phan rng qua man.

Ghi chi: "Théng bdo cho bdc si nhitng tdc dung khéng mong muén 8dp phai khi si dung
thuoc".
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Huéng dan cach xir tri ADR: Néu xay ra nhitng tac dung khéng mong muén nghiém trong,
nging dung paracetamol. Ve dleu tri, xin doc phan "Qua licu va xur tri".

Khuycn cao: Cac thay thuéc néu ké don céc ché pham phéi hop chira paracetamol thi ché
pham ndy chi chira bang hoc it hon 325mg paracetamol. Tuy liu gap d6i van co thé ké don,
néu thich hgp, nhung trong truong hop nay, tong lidu paracetamol la 650mg. Phai ludn nhd
dén liéu thudc tht 2 phdi hop.

Twong tac véi thudc khic, cac dang tu'tmg tac khac:

Thudc chéng déng mau: Uong dai ngay liéu cao paracetamol 1am ting nhe tac dung chéng
dong cua coumarin va dan chét indandion. Dir lidu nghién clru con mau thuan nhau va con
nghi ngo ve tuong tac nay, nén paracetamol dugce wa dung hon salicylat khi can giam dau nhe
hoic ha sét cho ngudi bénh dang dung coumarin hodc dan chat indandion.

Can phai cht y dén kha ning gay ha than nhiét nghiém trong & ngudi bénh ding dong thoi voi
phenothiazin va li¢u phap ha nhiét (nhu paracetamol).

Uong ruegu qua nhiéu va dai ngay c6 thé lam tang nguy co gay doc cho gan cua paracetamol.
Thudc chéng co giat (gdm phenytoin, barbiturat, carbamazepin) gdy cam ing enzym 0
microsom gan, c6 thé lam ting tinh doc hai gan cla paracetamol do ting chuyén héa thudc
thanh nhitng chat doc hai voi gan. Ngoai ra, ding déng thoi isoniazid véi paracetamol cling ¢6
thé din dén tang nguy co ddc tinh véi gan, nhung chua xac dinh duoc co ché chinh Xéac cua
tuong tac nay. Nguy co paracetamol gdy ddc tinh gan gia ting dang k& & ngudi bénh ubng liéu
paracetamol 16n hon lidu khuyén dung trong khi dang dung thude chong co giat hodc isoniazid.
Thuong khong can giam lidu & ngudi bénh dung dong thoi lidu diéu tri paracetamol va thuée
chong co gidt; tuy vy, ngudi bénh phai han ché tw dung paracetamol khi_dasg.ding thube
chéng co gidt hodc isoniazid. e‘-\““a"ﬂa
Probenecid c6 thé lam giam dao thai paracetamol va lam tang thoi gigh

tuong cia paracetamol,

Isoniazid va cac thude chdng lao lam tang ddc tinh ctia paracetamol doi
Qua liéu va xir tri: .
Biéu hién &490‘”” 4
Nhiém doc paracetamol cé thé do ding mdt litu doc duy nhét, hodc do uong=tapT.
paracetamol (vidy,7,5-10¢g moi ngay, trong 1 - 2 ngay), hodc do uong thude dal ngay Hoai ta
gan phu thugce lidu 12 tac dlmg ddc cap tinh nghiém trong nhat do qua lidu va c6 the gdy tir vong.
Budn nén, nén, va dau bung thudng xay ra trong vong 2 - 3 gid sau khi uong liéu doc cua
thube. Methemoglobm mau, dan dén chirng xanh tim da, niém mac va méng tay 1a mot dau
hi¢u dac trung nhiém doc cap tinh din chit p - aminophenol; mét lwgng nho sulfhemoglobin
cling ¢o thé duge san sinh. Tré em ¢6 khuynh hudng tao methemoglobin dé hon nguoi 16n sau
khi uéng paracetamol .

Khi bi ngé ddc néng, ban dau c6 thé co kich thich hé than kinh trung wong, kich dong, va mé
sang. Tiép theo c6 the la e chc hé than kinh trung wong; simg so, ha thén nhiét; mét 1a; tho
nhanh, ndng; mach nhanh, yéu, khong déu; huyet ap thap; va suy tudn hoan. Truy mach do
giam oxy huyet tuong dm va do tac dung trc ché trung tam, tac dung nay chi xay ra véi liéu rat
l6n. Séc c6 thé xay ra néu gidn mach nhidu. Con co gidt nget thd gy tir vong c6 thé xay ra.
Thuong hon mé xay ra trude khi chét dot ngdt hodc sau vai ngay hon mé.

Dau hiéu lam sang thuong ton gan trd nén 1o rét trong vong 2 den 4 ngay sau khi uéng lidu
doc. Aminotransferase huyét tuong tang (doi khi tang rat cao) va nong d9 bilirubin trong huyét
tuong cling ¢6 thé tang; thém nira, khi thuong ton gan lan rong, thoi gian prothrombin kéo dai.
Co6 the 10% nguoi benh bi ngd doc khong dugc diéu tri dac hidu da co thuong ton gan nghiém
trong; trong s6 d6 10% dén 20% cudi cung chét vi suy gan. Suy thédn cdp ciing xay ra & mot so




nguoi bénh. Sinh thiét gan phat hién hoai tir trung tam ticu thiy trir vung quanh tinh mach cra.
0 nhimg trudng hop khéng tir vong, thuong tén gan phuc héi sau nhiéu tuan hodc nhiéu thang.
Diéu tri

Chén doan som rat quan trong trong diéu tri qua lidu paracetamol. C6 nhirng phuong phép xéc
dinh nhanh néng d6 thudc trong huyét twong. Tuy vdy, khong dugce tri hodn diéu tri trong khi
cho két qua xét nghiém néu bénh str goi y 1a qua liéu nang. Khi nhidm doc nang, diéu quan
trong la phai dleu tri ho trg tich cyc. Can rira da day trong moi truong hop, tét nhét trong vong
4 gi¢r sau khi udng.

Li¢u phép giai dgc chinh 12 ding nhimg hop chat sulfhydryl, ¢6 12 tic dong mot phan do bo
sung dy trir glutathion ¢ gan. N- -acetylcystein ¢6 tac dung khi uéng hoac tiém tinh mach. Phai
cho thudc ngay 1ap tirc néu chua dén 36 gio ké tir khi udng paracetamol. Diéu tri véi N -
acetylcystein cd hiéu qua hon khi cho thude trong thoi gian dudi 10 gi¢ sau khi uong
paracetamol. Khi cho udng, hoa lodng dung dich N - acetylcystein véi nude hodc do uong
khong ¢6 rugu dé dat dung dich 5% va phai udng trong vong 1 gi¢ sau khi pha. Cho ubng N -
acetylcystein véi lidu dau tién 1a 140 ‘mg/kg, sau do6 cho tiép 17 lidu nira, mdi lidu 70 mg/kg
cach nhau 4 gio mot lan. Cham dut diéu tri néu xét nghiém paracetamol trong huyét turong cho
thdy nguy co doc hai gan thap

Tac dung khéng mong mudn cua N - acetylcystein gom ban da (gém ca may day, khong yéu cau
phai ngtmg thudc), budn nén, non, ia chdy, va phan tmg kiéu phan vé.

Néu khéng ¢6 N - acetylcystein, c6 thé ding methionin. Ngoai ra ¢6 thé dung than hoat
va/hodc thude thy mudi, ching co6 kha nang lam giam hap thu paracetamol.

Han dung: 24 thang ké tir ngay san XUAt. Khong dwgce dung thuoc da qua han dung.

* Lieu y: Khi thiy thude bi van duc, chuyén mui, s6 16 SX, HD mé... hay ¢6 cac biéu hién nghi
ngd khac phai dem thudc t&i hoi lai noi ban hodc noi san xuét theo dia chi trong dcm /@
Bio quan: Noi khé, nhiét d6 dudi 30°C. - »

Tiéu chuin ap dung: TCCS.

Dé Xxa tam tay tré em

THUOC SAN XUAT TAI:
CONG TY C.P DUQC PHAM HA TAY :
T6 dén phé sé 4- La Khé - Ha Déng- TP. Ha Noi  TUS- CYC TRUONG
S8 dién thoai: 04.33824685 S6 fax: 04.33829058.TRUONG PHONG
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