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HUONG DAN SU DUNG
Tén thuée: HACOLMAX

Doc ky huéng dan sir dung truce khi ding. Dé xa tam tay tré em.

1. Thanh phén, ham lweng ciia thude: Mai vién nén phan tan chia:

Thanh phin Ham lugng

Paracetamol 500 mg

Td duge: Microcrystallin Cellulose, Amidon, Natri starch glyconat, &
Vira da
Natri lauryl sulfat, Sucralose, Huong cam, Magnesi stearat, Talc,

l vién
PVP K30.

2. Dang bao ché:

Vién nén phén tin. Vién nén dai mau tring dén tring nga, canh va thanh vién lanh lan.

3. Chi dinh:

Diéu trj dau nhe dén trung binh vihoiic sét bao g0om dau dAu, dau nira diu, dau ring, dau day
than kinh, dau hong va dau kinh nguyét. Giam triéu chirng bong gin va ciing co, dau thip
khdp, dau thin kinh toa, dau thét lung, viém xo, dau nhic co bip, sung va cung khép, cam
clim, s6t va cam lanh.

4. Cich dung, lidu dung:

4.1. Liéu diing:

- Nguwoi lon, nguoi gia va tré em trén 16 tubi: Uéng 2 vién sau mdi 4 dén 6 gi0. Khong dung
qué 4 licu (8 vién) trong thoi gian 24 gio.

- Tré em tir 12 dén 15 tudi: Ubng 1 vién sau mdi 4 dén 6 gior. Khong ding qué 4 liéu (4 vién)
trong thoi gian 24 gio.

- Khong dung cho tré em dudi 12 tudi

- Nén udng thube cach nhau it nhat 4 tiéng. Khong dung lién tuc qua 3 ngay trir khi duoe béac
sT huéng dan.
- Ngwoi suy than:

O tré em, Cler< 10 ml/phit, udng cach nhau 8 gio/lin

Ngudi l6n, Cler: 10 — 50 ml/phut, uong céch nhau 6 gio/lan; Cle: < 10 ml/pht, ung cach nhau
8 gidv/lan.

- Nguwoi suy gan: Dung thén trong, dung liéu thép, hoic kéo dai khoang cach dua liéu. Pa c6

bdo cdo vé nhiém doc gan khi uéng liéu hang ngay < 4g. Tranh dung kéo dai.
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Théng bdo cho bdc si ngay néu ban diing qud nhiéu thuéc nay ngay ca khi khong cé triéu
chitng. Do qud liéu paracetamol cé thé gay ra ton thiwong gan nghiém trong, chdm tré.

4.2. Cdch dimng:

Ubng truc tiép hodc hoa tan trong nudc.

Khéng dung paracetamol cho ngudi 16n va tré em dé tu didu trj s6t cao (trén 39,5°C), st kéo
dai trén 3 ngay, hodc sot téi phat, trir khi do thiy thudc huéng din, vi st nhu véy c6 thé 1a
dau hiéu cta mot bénh ning can duge thay thudc chin doan nhanh chéng.

5. Chong chi dinh:

Man cdm véi Paracetamol va bét ky thanh phan nao cia thube.

Suy gan nang

6. Canh bao va thin trong khi dung thudc:

- Paracetamol tuong doi khong doc véi lidu didu tri va khi ding dudi sur huéng dan cia thay
thude.

- Dung qua liéu paracetamol 1a nguyén nhén chinh gay suy gan cép. Dung nhiéu ché pham
chira paracetamol dong thoi ¢ thé dén dén hau qua c6 hai (nhu qué liéu paracetamol).

- Khong dugc ding paracetamol dé tu didu tri giam dau qua 10 ngay & nguoi 16n hoic qua 5
ngdy & tré em, trir khi do thiy thude hudng din, vi dau nhiéu va kéo dai nhur vay c6 thé 1a dau
hiéu ciia mét tinh trang bénh 1y cin dugc chan doan va didu tri c6 gidm sat boi thiy thude,

- Bic sT cn canh béo bénh nhan vé cac ddu hiéu clia phan ing trén da nghiém trong nhu: Hoi
chimng Stevens-Johnson (SJS), hoi chimg hoai tir da nhiém doc (TEN), héi chiing ngoai ban
mun mu toan than cép tinh (AGEP: Acute generalized exanthematous), hoi chimg Lyell tuy
hiém nhung da Xxdy ra voi paracetamol, thudng khong phu thudc vao tic dung ctia cac thube
khac. Céc thude giam dau va ha sét khic (nhu NSAID) c6 thé gy céc phan ing tuong tu,
nhung khéng phai do min cam chéo véi paracetamol.

- Ngudi bénh cin phai ngimg dung paracetamol va di khdm thay thudc ngay khi thiy phét ban
hogie cdc biéu hién khac & da hoc céc phan ang mn cam trong khi diéu tri. Neuoi bénh c6
tién sir ¢6 cdc phan tng nhu vy khong nén dung céc ché pham chira paracetamol.

- Than trong khi dung paracetamol cho nguoi bj suy gan, suy than, ngudi nghién ruou, suy
dinh dudng man tinh hodc bi mat nude. Tranh dung lidu cao, dung kéo dai va dung theo dudng
tinh mach cho ngudi bi suy gan.

- Thén trong khi ding paracetamol & nguoi bénh ¢6 thiéu méu tir trude, vi ching xanh tim cé

thé khéng biéu 16 o, mic di ndng d6 cao & mirc nguy hiém ctia methemoglobin trong mau.
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- Udng nhidu ruou c6 thé gdy tang doc tinh v6i gan cua paracetamol, nén tranh hodc han ché
udng rugu.

* Thong tin canh béo ta dugce: Thube cé chira Natri do d6 khi dung thubc nay kéo dai nén
tham khao y kién ctia bac sy va nén an theo ché do it mubi.

7. Sir dung thube cho phu nir ¢6 thai va cho con bii:

- Thai ky:

MOt lugng 16n dit liéu vé phy nit mang thai cho thiy khong co di tat, ciing khong cé doc tinh
d6i v6i thai nhi/tré so sinh. Céc nghién ciru dich t& hge vé sur phit trién than kinh & tré em tiép
xuc véi paracetamol trong tir cung cho thiy két qua khong thuyét phuc. Néu cén thiét vé mat
lam sang, paracetamol c6 thé dugc st dung trong thoi ky mang thai tuy nhién nén dung & liéu
thap nhét c6 hiéu qua trong thoi gian ngén nhit c6 thé va véi thn suit thép nhit c6 thé.

- Phu nit cho con bui:

Paracetamol/cac chit chuyén hoa duoc bai tiét qua sita me, nhung & liéu didu trj Paracetamol
500 mg khong c6 tac dung dbi v&i tré so sinh, tré bu me.

Paracetamol c6 thé dugc st dung trong thoi k¥ cho con bu.

- Kha ning sinh sdn:

Khong ¢6 dir liéu Paracetamol 500 mg anh huéng dén kha néng sinh san.

8. Anh hwéng ciia thude 1én khi niing lii xe, vin hanh may méc:

Paracetamol khong dnh huéng dén kha nang lai xe va van hanh may moc.

9. Twong tac thude, twong ky ciia thube:

* Twong tic thude:

- Can than trong khi phdi hop véi céc thude gdy cam 0ng enzyme gan P4502E1 (nhém
barbiturate, isoniazid, thude udng chéng dong méau, zidovudine, amoxicillin + acid clavulanic,
carbamazepine va rugu): vi cdc thude ndy gay cam tng enzyme gan, lam ting chuyén hoa cua
paracetamol thanh chét chuyén hoa NAPQI, ting doc tinh cho té bao gan.

- Thubc udng chéng déng méau: Udng dai ngay lidu cao paracetamol lam ting nhe tac dung
chéng dong clia coumarin va dén chét indandion. Paracetamol dugc wa dung hon salicylate
khi cdn giém dau nhe hodc ha sbt cho ngudi bénh dang ding coumarin hoic din chét
indandion.

- Cén cht y dén kha nang gdy ha than nhiét nghiém trong & ngudi bénh dung dong thoi

phenothiazine va li€u phap ha nhiét (nhu paracetamol).
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- Probenecid c6 thé lam giam thanh thai paracetamol gan 2 14n do tre ché qua trinh lién hop
paracetamol véi acid glucuronic. Vi vay cin can nhic giam lidu paracetamol khi phéi hop
cung voi probenecid.

- Ubng rugu qua nhiéu va dai ngay co thé lam tdng nguy co gdy doc cho gan cua paracetamol.
- Thude chéng co giat (26m phenytoin, barbiturate, carbamazepine) gdy cam (ing enzym &
microsom gan, c6 thé lam tang tinh dc hai gan clia paracetamol do ting chuyén hoéa thude
thanh nhiing chéit doc hai véi gan. Dung ddng thoi isoniazid véi paracetamol ciing ¢6 thé din
dén tang nguy co doc tinh véi gan.

Nguy co paracetamol gdy doc tinh gan tang ding ké & ngudi bénh uéng lidu paracetamol 16n
hon liéu khuyén dung trong khi dang diing thude chéng co giat hodc isoniazid. Thuong khong
cén giam liéu & ngudi bénh dung dong thoi lidu diéu tri paracetamol va thude chéng co giat,
tuy vdy, ngudi bénh phai han ché tr ding paracetamol khi dang dung thudc chéng co gift
hoac isoniazid.

- Isoniazid va céc thude chéng lao lam ting doc tinh ciia paracetmol ddi voi gan.

* Twong ky thubc:

Do khéng c6 céc nghién ciru vé tinh tuong ky cia thude, khong tron 14n thubde nay vdi cac
thude khac.

10. Téc dung khéng mong muén ciia thube:

- Phan Gmg da nghiém trong nhu hdi chimg Stevens-Johnson, hoi chimg Lyell, hoai tir da
nhiém doc (TEN), hoi chirng ngoai ban mun mt toan than cip (AGEP) tuy hiém Xay ra, nhung
c6 kha ning gy tir vong. Néu thdy xudt hién ban hoic céc biéu hién khéc vé da, phai ngirng
dung thude va tham kham thdy thudc.

- Ban da va nhitng phan tmg dj mg khéc gdm phil thanh quén, phi mach thinh thoéng xay ra.
Thudng 1a ban d6 hodc may day, nhung doi khi ning hon va ¢6 thé kém theo sét do thube va
thuong ton niém mac. Néu théy sot, bong nude quanh cac hdc tu nhién, nén nghi dén hoi
chimg Stevens-Johnson, phai dimg thuéc ngay.

- Hoi chirng Steven-Jonhson (SJS): 1a di tmg thubc thé bong nude, bong nudc khu trii & quanh
cac hoc tu nhién: mét, mii, miéng, tai, bd phan sinh duc va hdu mon. Ngoai ra ¢6 thé kém sét
cao, viém phdi, rbi loan chirc nang gan than. Chén doan hoi ching Steven-Jonhson (SJS) khi
¢ it nhat 2 héc tu nhién bi tén thuong.

- Hoi chitng hoai tir da nhiém ddc (TEN): 1a thé di {ng thude ning nhat, gom:
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+ Céc ton thuong da dang & da: ban dang s6i, ban dang tinh hing nhiét, hong ban hogc céc

bong nude bing nhung, cic ton thuong nhanh chong lan toa khip nguoi;
+Ton thuong niém mac mat: viém gidc mac, viém két mac mu, loét giac mac.

+ Ton thuong niém mac dudng tiéu héa: viém miéng, trot niém mac miéng, loét hau, hong

thye quan, da day, rudt;
+ Ton thuong niém mac dudng sinh duc, tiét niéu.

+ Ngoai ra con ¢6 cdc trigu ching toan than trdm trong nhu sot, xuét huyét dudng tiéu hoa,

viém phoi, viém cau than, viém gan... ty 1¢ tir vong cao 15-30%.

- Hoi chirng ngoai ban mun mu toan thén cép tinh (AGEP): mun mu vé tring nho phat sinh
trén nén hong ban lan réng. Tén thuwong thuong xudt hién & cac nép gip nhu nach, ben va
mit, sau d6 ¢ thé lan rong toan than. Triéu ching toan than thudng c6 1a sot, xét nghiém mau
bach ciu mui trung tinh ting cao.

Khi phat hién nhitmg dauhiéu phat ban trén da diu tién hoac bt ky d4uhiéu phan ing qua man
ndo khae, bénh nhan can phai ngimg str dung thuée. Nguoi da tung bi cac phan tng trén da
nghiém trong do paracetamol gdy ra thi khong duoc ding thude tré lai va khi dén kham chita
bénh can phéi théng béo cho nhén vién y té biét vé vén dé nay.

Qua liéu paracetamol ¢6 thé dan dén ton thuong gan ning va doi khi hoai tir éng than cAp.
Ngudi bénh mén cdm véi salicylate hiém khii min cam véi paracetamol va nhitng thuée c6
lién quan.

Trong mét sé it trudng hop riéng 1€, paracetamol da gy gidm bach cau trung tinh, giam tiéu
cdu va giam toan thé huyét cau, dic biét khi dung kéo dai cac liéu 16n. Hiém gip méit bach

cau hat & ngudi bénh dung paracetamol.

ADR Co quan Triéu chirng

It gap: Da Phét ban

Da day — rudt Budn nén, non

Huyét hoc Loan tao méu (giam bach cau trung tinh, giam toan thé

huyét cau, giam bach cau), thiéu mau

Than Bénh than, ddc tinh than khi lam dung dai ngay
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Hiém eap: Da Hoi ching Stevens-Johnson, hoai tir da nhiém doc
(TEN), héi ching Lyell, hoi chirmg ngoai ban mun mu
toan than cip (AGEP)

Khac Phan (mg qua mén

11. Qué liéu va cach xii tri:

* Triéu chirng:

- Hoai tir gan phy thudc liéu 1a tac dung doc cap tinh nghiém trong nhét do qua lidu va co thé
gay tir vong,

- Budn nén, noén va dau bung thudng x4y ra trong vong 2-3 gidr sau khi ubng lidu doc cua
thude. Methemoglobin mau, dan dén chimg xanh tim da, niém mac va mong tay la mot ddu
hiéu dic trung nhim doc cdp tinh din chit p-aminophenol.

- Khi bj ngd doc niing, ban dau c6 thé c6 kich thich hé thin kinh trung wong, kich déng va mé
séng. Tiép d6 co thé la trc ché hé thin kinh trung wong: sitng s&, ha than nhiét, mét 1, tho
nhanh, nong; mach nhanh, yéu, khéng déu, huyét 4p thdp va suy tudn hoan. Truy mach do
giam oxy xay ra véi liéu rt 16n. Séc c6 thé xay ra néu giin mach nhiéu. Con co gidt nghet
thd gy tir vong c6 thé xay ra, thuong hén mé xdy ra trude khi chét dot ngot hodc sau vai ngay
hén mé.

- Ton thwong gan trd nén rd rét trong vong 2 dén 4 ngay sau khi udng liéu doc. Suy than cip
cling xay ra & mot s6 ngudi bénh. Sinh thiét gan phét hién hoai tir trung tim tiéu thuy trir ving
quanh tinh mach ctra.

* Cdch x tri:

- Chén doan sém rét quan trong trong didu tri qué lidu paracetamol. Khi nhiém doc ning phai
diéu trj hé trg tich cye: Cén rira da day trong moi truong hop, tdt nhit trong vong 4 gidy sau
khi udng.

- Liéu phép giai doc chinh 1a ding nhimg hop chat sulfhydryl. N-acetylcystein c6 tic dung
khi uéng hodc tiém tinh mach. Phai ding thubc giai doc ngay 1ap tire, cang sém cang tét néu
chura dén 36 gitr k& tir khi uéng paracetamol.

- Diu trj véi N-acetyleystein c6 hidu qua hon khi cho thuée trong thoi gian dudi 10 gior sau
khi uéng paracetamol. Hoa lodng dung dich N-acetylcystein v6i nude hodc db ubng khong co

rugu dé dat dung dich 5% va phai ung trong vong 1 gior sau khi pha.
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- Cho ubng N-acetylcystein v6i lidu ddu tién 1a 140 mg/kg, sau d6 cho tiép 17 liéu nita, mdi
liéu 70 mg/kg cach nhau 4 gi mot 1An. Chém dut didu tri néu xét nghiém paracetamol trong
huyét twong cho thdy nguy co dée hai gan thip.

- Dung N-acetylcystein theo duong tinh mach: Lidu ban dau la 150 mg/kg, pha trong 200 ml
glucose 5%, tiém tinh mach trong 15 phut; sau do truyén tinh mach lidu 50 mg/kg trong 500
ml glucose 5% trong 4 gid; ticp theo 14 100 mg/kg trong 1 lit dung dich trong vong 16 gio
tiép theo. Néu khong ¢6 dung dich glucose 5% thi ¢6 thé dung dung djch natri clorid 0,9%.

- Néu khéng c6 N-acetylcystein ¢6 thé dung methionine. Néu da ding than hoat truée khi
dung methionine thi phai hat than hoat ra khéi da day truée. Ngoai ra ¢é thé ding than hoat
vi/hoiic thude tdy mudi do ching ¢6 kha nang lam giam hép thy paracetamol.

“Théng bdo ngay cho bde sT hodc dwoc sy dé dwoc hudng din”

12. Piic tinh dwoc e hoe:

Nhom duge ly: Thubc giam dau, ha st.

Mia ATC: NO2BEOL.

- Paracetamol 1a chét chuyén hoa c6 hoat tinh ciia phenacetin, 14 thudc gidm dau ha sét hitu
hiéu c6 thé thay thé aspirin; tuy vdy khac voi aspirin, paracetamol khong ¢6 hiéu qua diéu tri
viém.

- Paracetamol lam giam than nhiét & nguoi bénh sét, nhung hiém khi 1am giam than nhiét &
ngudi binh thuong. Thude tac dong 1én ving dudi doi gay ha nhiét, toa nhiét ting do gidn
mach va tang luu lwong méu ngoai bién.

- V6i lidu diéu tri, paracetamol it tic dong dén hé tim mach va ho hap, khong lam thay dbi
cin bing acid-base, khong gdy kich tng, loét hodc chay mau da day nhur khi dung salicylate.
Tuy nhién & liéu gay doc, paracetamol c6 thé gdy suy tudn hoan.

- Paracatamol thudng duge chon lam thude giam dau va ha sdt, dic biét & ngudi cao tudi va
& ngudi ¢6 chéng chi dinh dung salicylate hoic NSAID khéc, nhu nguoi bi hen, 6 tién st
loét da day té trang va tré em.

13. Pic tinh dwge dong hoc:

- Hép thu:

Su hép thu clia paracetamol qua dudng udng rt nhanh. Nong dé t6i da trong huyét tuong dat
duorc tir 30 dén 60 phut sau khi udng.

- Phén bé:

BN, S SNy



https://trungtamthuoc.com/

Paracetamol phan bd nhanh dén cic mo trong co thé. Kha nang lién két voi protein huyét
tuong thap.

- Chuyén hoa:

Paracetamol dugc chuyén héa chi yéu & gan theo hai con duong chuyén héa chinh: lién hop
acid glucoronic va acid sulfuric. Duong thit hai nhanh chéng bao hoa & lidu cao hon lidu diéu
tri. Mot con duong nho, duge xtic tac bdi cytochrome P450, din dén st hinh thanh thudc thir
trung gian (N-acetyl-p-benzoquinoneimine) ma trong diéu kién sur dung binh thuong duoc

giai doc nhanh chéng boi glutathione va thai trir qua nude tiéu, sau khi lién hgp véi cysteine

va mercaptopuric axit. Nguoc lai, khi nhiém déc ndng xay ra, sb luong cua chét chuyén hda

ddc hai nay s€ tang lén. }, |

St o
- Thai trie:

Paracetamol thai trir chii yéu qua nude tidu. 90% lidu udng duoc thai trir qua théan trong vong
24 givy, chu yéu la lién hop glucuronid (60 dén 80%) va sulphat (20 dén 30%). Du6i 5% duoc
loai bé & dang khéng chuyén hoa. Thoi gian ban thai khodng 2 gio.
14. Quy cich dong goi:
- Vi 10 vién. Hop 5 vi, 10 vi kém huéng dén st dung.
15. Diéu kién bio quin, han ding, tiéu chuin chit luong ciia thube:
- Diéu kién bdo quan: Noi kho réo, nhiét do khong qua 30°C, tranh dnh sang tryc tiép.
- Han ding: 36 thang ké tir ngdy san xut.
- Tiéu chudn chdt lwgng: TCCS.
N T % x £
16. Tén, dia chi ciia co sé' sin xuat thuom
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