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1. THANH PHAN, HAM LUQNG CUA THUOC:
Mdi g6i 1,5 gam thube cdm chira:
Thanh phd:;: hoat chdt: Paracetamol 325 mg
Thanh phcfn ta drge: povidon K30, dudng t1'ft|1g, acid citric monohydrat, aspartam, mau sunset yellow, bot
huong cam.
2. DANG BAO CHE: thudc cém
MG ti dang bao ché: Thude cdm mau cam, mii cam, vi ngot.

3. CHI DINH:
T a 5 ik A . ~ . X - &
Panalgan 325 dugc chi dinh giam dau va sot nhe dén vira trong nhirng truong hop dau dau, dau riang, sot,
cam lanh, cim va sau khi tiém vic-xin.

4, CACH DUNG VA LIEU DUNG
Cach ding:
Hoa tan thube vao lugng nude thich hop va lic déu. Ubng ngay sau khi thube da phan tén. PZ4C
Liéu ding: o
Néu con dau kéo dai qud 5 ngdy ¢ tr¢ em va 10 ngay & ngum I6m, sbt cao trén 39,5°C, st kéo dai qua 3
ngay hoiic sot tai phét: Khong nén tlep tuc diéu trf nén héi y kién béc sy.
Khoang cach gitra hai lan clung thude tir 4 dén 6 gio. Truong hop suy thén, khoang cach toi thidu 1a 8 gio.
Liéu khuyén céo hang ngay ciia paracetamol 1a khoang 60 mg/kg/ngdy, duge chia thanh 4 hogc 6 lidu, tirc
la khoang 15 mg/kg cir sau 6 gio hodc 10 mg/kg cir sau 4 gio.
- Nguwoi Ion va ne em tir 12 tudi tré 1én (khodng tir 41 kg tré 1én): ubng 2 gbi/ 1an, cach nhau 4 - 6 gier
mét lin; klmng uong qua 10 gbi trong 24 gid;, trir khi ¢6 sy hudng dén clia bac s¥.
Khéng uéng thude qua hon 10 ngay trir khi ¢6 sy hudng dan cia bac s§.

-Tré em f:r 6 tubi dén 11 tuéi ('Hmmrg tiv 16 kg dén 30 kg): uong 1 gbi/lan, cich nhau 4-6 gid mét lan;
khéng ung qua 5 géi trong 24 giv. Khong ubng thude quéa hon 5 ngay trlr khi ¢é sy hudng din ciia bic s§.

- Tvé em dudi 6 tudi: phai hoi y kién ctia bac sy.

5. CHONG CHI DINH
Man cam v§i paracetamol hodc vai bat ky thanh phan nao clia thude
Suy gan néng

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
- Béc sy cén canh béo bénh nhan vé cac ddu hiéu ctia phan (mg trén da nghiém trong nhu hdi chimg
Steven-Jonhson (SJS) hoi chimg hoai tir da nhiém ddc (TEN) hay hdi chimg Lyell, hdi chiing ngoai ban
mun mi toan than cip tinh (AGEP).
- Paracetamol tuorng d6i khong doc véi lidu diéu tri, va khi ding dudi sy hudng dén clia lhay thude. Tuy
nhién, ding qua licu palacctamol la nguyén nhéan chinh gdy suy gan cap. Dung nhiéu ché phim chira
paracetamol dong theri ¢ thé dan dén hau qua cdé hai.
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- Huong dein st dung Hi’lf(jﬂ

- Ddi khi cé nhimmg phan Gng da gdm ban dét sin ngta va mé)f day, nhimg phan tng mﬁn cam khac gom
phii thanh quan, phit mach, va nhung, phan tmg kiéu phan vé cd thé it khi xdy ra. Giam tidu cdu, giam bach
cdu, va giam toan thé huyét ciu da xay ra voi vige sir dung nhung dan chét p- ammophu]ol dac biét khi
dung kéo dai cac lidu I6n. Giam bach cdu trung tinh va ban xudt huyét giam tiéu ciu da xay ra khi ding
paracetamol. Hiém gip mat bach céu hat & ngudi bénh dung paracetamol,
- Ngudi bj phenylceton-niéu (nghia 1, thiéu hut gen xéc dinh tinh trang cta phenylalanin hydroxylase) v
nguoi phai han ché lugng phenylalanin dua vao co thé phai dugc canh bio 1a mot sé ché pham
paracetamol chira aspartam, s& chuyén héa trong da day - rudt thanh phenylalanin sau khi uéng.
- Phéi than trong khi dung paracetamol cho ngudi bi suy gan, suy than, nguoi nghién rugu, suy dinh
dudng man tinh hodc bi mat nude.
- Phai ding paracetamol thén trong ¢ ngudi bénh cé thiéu méu tir trudc, vi chimg xanh tim ¢6 thé khong
bidu 16 18, mic di ndng do cao & mire nguy hiém ciia methemoglobin trong mau.
- Ubng nhiéu rugu ¢6 thé gy ting doc tinh véi gan cia paracetamol, nén tranh hoic han ché ubng rugu.
- Bénh nhan phai duge khuyén khong nén ding céc san phim khac ¢6 chira paracetamol khi ding thude
nay va tham khao y kién béc sy néu cic triéu chirg van ton tai.

Nhirng diéu ciin thiin trong khi dung thude:

- Phan tmg phu nghiém trong trén da mac du ti 1€ méc phai la khéng cao nhung nghiém trong, tham chi
de doa tinh mang bao gdm hdi chiing Steven-Jonhson (SJS), hoi chiing hoai tir da nhiém doc: toxic
epidermal necrolysis (TEN) hay hi chimg Lyell, hdi ching ngoai ban mun mi toan thin cap tinh:
acute generalized exanthematous pustulosis (AGEP).

- Triéu chitng cua eae hoi ching néu trén diroe mé ta nhie sau:

+ Hoi chimg Steven-Jonhson (SJS): 1a di (g thude thé bong nude, bong nude khu tri & quanh cdc hde
tur nhién: mét, miii, miéng, tai, bd phén sinh duc va hiu mén. Ngoai ra c6 thé kém sdt cao, viém phéi,
roi loan chirc nang gan than. Chan doan héi chiing Steven-Jonhson (SJS) khi ¢6 it nhat 2 hoc tu nhicn
bi ton thuong.

+ Hoi chiing hoai tir da nhidm déc (TEN): la thé dj tmg thube niing nhét, gdm:

e Céc ton thuong da dang ¢ da: ban dang sai, ban dang tinh héng nhiét, h%mg ban hodc céc bong
nude bang nhing, cac ton thuong nhanh chéng lan téa khap nguoi,

T A ‘n & o ‘a “p i - " .
o Ton thuong niém mac mat: viém giac mac, viém ket mac m, loét giac mac.

e Ton thuong niém mac duong tiéu hoa: viém migng, trgt niém mac mi¢ng, loét héu, hong thuc
quan, da day, rudt;

e Tén thuong niém mac dudng sinh duc, tiét niéu.

o Ngoal ra con ¢o cac tri¢u chimg toan than tram trong nhu s6t, xudt huyét dudng tidu hoa, viém
phdi, viém ciu thdn, viém gan... ty 18 tir vong cao 15-30%.

+ Hoi chimg ngoai ban mun mi toan thén cép tinh (AGEP) myn mt v triing nhd phét sinh trén nén
héng ban lan réng. Ton thuong thudng xuat hién & céc nep gip nhu nach, ben va mdt, sau d6 cd thé
lan rong toan than. Triéu ching toan than thuong cé la sét, xét nghiém mau bach ciu mui trung tinh
tang cao.

- Khi phat hién nlumg diu hi¢u phat ban trén da ddu tién hodc bét ky ddu higu phan tng qué min nao
khéc, bénh nhén cin phai ngling st dung thudc. Nguéﬁ da tirng bj cac phéan ng trén da nghlem trong
do paracetamol gdy ra thi khong duoc dung thude trd lai va khi dén kham chira bénh cén phai thong
béo cho nhan vién y té biét v& vin dé nay
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10.

Hudmng dan sir dyng thude

Thiin trong lién qwan dén ta dwee
-Aspartam: Chira dan chat cta phenylalanin, can thén trong cho bénh nhéan bi phenylketon niéu.
- Puodng: khong ding cho bénh nhén khong hép thu glucose-galactose

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

THOI KY MANG THALI : Pi co nhiéu nghién clu khé"mg dinh tinh an toan cta paracetamol trén phu ntr
¢o thai nhung chi st dung paracetamol cho phu nii ¢6 thai khi lgi ich vugt (ri nguy co

THOI KY CHO CON BU: Khéng thay c6 tic dung khéng mong muén & tré nhé b me. Thude di qua
stra nhung ty 1€ dudi 1%

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC: Thudc ding
duge cho ngudi lai xe va vén hanh mdy méc.

TUONG TAC TUONG KY CUA THUOC

- Thube ubng chong dong méu: udng dai ngay lidu cao paracetamol 1am ting nhe téc dung chong dong cla
coumarin va din chét indandion. Dir liéu nghién ciru u?m méu thuin nhau va con nghi ngd vé wong lac
nay,nén paracetamol duge va ding hon salicylat khi can gidm dau nhe hodc ha sot cho ngudi bénh dang
ding coumarin hodc din chat indandion.

- Can phai cht y dén kha nang gay ha than nhiét nghidm trong & ngudi bénh diing ddng thdi phenothiazin
va li¢u phap ha nl]if;t (nhur patacetamol)

- Ub ng ruou qua nhidu va dai ngiy c6 thé 1am ting nguy co gy déc cho gan ciia palacetamol

- Thude chéng co gidt (gbm phenytoin, barbiturat, calbamachm) gdy cam (g enzym & microsom gan, cO
thé lam tang tinh doc hai gan cua paracetamol do ting chuyen hoéa thube thanh n hitng chét djc hai véi
gan. Ngoai ra ding dong thoi isoniazid voi paracetamol ciing co thé din dén ting nguy co doc tinh vdi
gan, nhung chwa xac dinh duge co ché chinh xdc ctia tuong tac nay. Nguy co paracetamol gdy ting dc
tinh gan gia tang dang ké & nguoi bénh udng lidu paracetamol én hon lidu dang dung trong khi ding
thudc chéng co glat hodc isoniazid. Thuong khéng can giam liéu & ngum bénh ding ddng thoi lidu diéu ui
palaceiamnl va thude chong co gidt; tuy vy, ngudi bénh phai han ché tu ding paracetamol khi dang ding
thude chéng co gidt hogic isoniazid.

- Probenecid ¢6 thé lam giam ddo thai paracetamol va lam tang thoi gian nta doi trong huyét twong cua
paracetamol,

- Isoniazid va cac thube chdng lao 1am ting ddc tinh cia paracetamol ddi voi gan.

- Chloramphenicol: Paracetamol ¢6 thé [am tang thoi gian ban thai ctia chloramphenicol.

- Thude tranh thai ding duding udng cé thé lam ting dd thanh thai cua paracetamol,

- Metoclopramid hodic domperidon: Tée do hdp thu cla paracetamol c¢6 thé dugc tang lén boi
metoclopramid hogc domperidon.

- Cholestyramin: Ioc dd hap thu cua paracetamol co thé giam néu diing chung véi cholestyramin

TAC DUNG KHONG MONG MUON

Phan ng da nghiém trong nhu hi chimg Stevens-Johnson, hoi chimg Lyell, hoai tLr b:cu bi nlucm doc,
mun mu ban do toan than ca]) tuy hiém xay ra, nhung c6 kha nang gay tir vong. Néu ‘Lhay xuét hién ban
hogic cdc biéu hién khéc vé da, phéi ngiing ding thude va thim kham thay thudc.

Ban da va nhﬁ'ng phan trng di Gmg khéc thinh thodng xay ra. lhucmg la ban do hodc may day, nhung, doi
khi ning hon va c6 thé kém theo sdt do thubc va thuong tén niém mac. Néu thdy sot, bong nude quanh
cac hoc ty nhién, nén nghi dén hoi chiing Stevens-Johnson, phal ngting thude ngay. Ngudi bénh man cam
voi salicylat hiém khi man cam véi parz qcctamal va nhung lhuoc co lién quan. Trong mot ) it trudng hop
riéng lé, paracetamol di gdy giam bach cau trung tinh, giam tiéu cau va giam toan thé huyét ciu.

it gap, 1/1000 < ADR < 1/100
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Hitbng dén st dung thude
Da: Ban.
Da day - ruét: Budn non, nén.
Huyét hoc: Loan tao méu (giam bach cau trung tinh, giam toan thé huyét cdu, giam bach céu), thiéu mau.
Thén: Bénh thén, ddc tinh than khi lam dung dai ngay.
Hiém gip, ADR < 1/1000
Da: Hoi chimg Stevens-Johnson, héi chimg Lyell, hoai tir biéu bi nhiém ddc, myn mu ban dé toan than
cép tinh.
Khae: Phan (ing qué man
Céch xir tri: Ngung dimg thue khi ¢6 bat ky mot phan (g dj Gng ndo xay ra
Théng bio cho bic sy nhitng tic dung khong mong muén gip phii khi siv dung thube

11. QUA LIEU VA CACH XU TRI

12

13.

Tridu chitng qud lidu:
Tén thuong gan cé thé xay ra ¢ ngum lon da udng 10g hodc nhiéu hon 10g paracetamol. Ubng 5g hoic
nhiéu hon 5g paracetamol ¢6 thé din dén tén thuong gan néu bénh nhan c6 céc yéu té nguy co dudi day:
Néu bénh nhan diéu tri lau dai vdi carbamazepin, phenobarbiton, phenytoin, primidon, rifampicin, hodc
cée thude khie gy cam (ng enzym gan. Hodc la thudng Xuyén uong rugu vugt qué lugng duge khuven
cdo. Hodc 1a bénh nhéan ¢6 kha nang bi mit glutathion vi du do réi loan &n udng, xo nang, nhiém HIV, suy
dinh dudng.
Céc triéu chimg qua liéu caa paracetamol trong 24 gidy dau tién la xanh xao, budn nfm, non, chan an va dau
bung. Tén thuong gan ¢ thé trd nén rd ring sau khi udng 12-48 gid . Bét thudng vé chuyén hoa glucose
va toan chuyén héa cé thé xay ra. Trong nhidm déc ndng, suy gan co thé t1en trién thanh bénh ndo, xuét
huyét, ha dlrong Imycl phu ndo va tir vong. Suy than cap tinh vol hoai tir dng than cap, déi ra mau va
protein niéu cé thé phat trién ngay ca trong truong hop khong c6 ton thuong gan nghiém trong.
Loan nhip tim va viém tuy da duogc bao cdo.

Cdch xi tri qud liéu:
Chén doan som rat quan trong trong diéu tri qua lidu paracetamol. Cé nhiing phuong phdp xéc dinh nhanh
nong d6 thude trong huyct fuong. Tuy vy, khéng duge tri hoén diéu trj trong khi chdr két qué x¢t nghi¢m
néu bénh sir goi y la qua liéu nzng. Khi nhiém doc ning, diéu quan trong la phai diéu tri hd tro tich cue.
Cién rira da day trong moi trudng hop, t6t nhit trong vong 4 gi¢ sau khi uong.
Gdy non, rira da day, dung than hoat hodc ding thuoc tdy mudi, N — accty]cystmn la thude giai doc diic
hi¢u cua paracetamol, hode co thé ding methlonm Dicu trj véi N — acetylcystein c6 hiéu qua hon khi cho
thude trong thoi gian dudi 10 f,lc)' sau khi uéng palacetamol Khi cho uong, hoa lodng dung dich N —
acctylcystcm vai nudce hoﬁc dd ubng khéng co ruou dé dat dung dich 5% va phai cho uong trong vong 1
um sau khi pha. Cho uéng N — acctyloystem voi lidu dau tién la 140 mg/kg, sau do cho tiép 17 lidu nira,
moi lu.u 70 mg/kg cich nhau 4 gio | lan. Chdm dut diéu tri néu xét nghiém paracetamol trong huyét tuong
cho thay nguy co dbc hai gan thap.

DAC TINH DUQC LUC HQC:

Paracetamol 1a thuéc giém dau, ha sdt. Lam giam than nhiét & ngudi bénh sdt, hiém lam giam than nhiét &
ngudi binh thucmg Thubc tac dong Ién ving dudi ddi gay ha nhiét, toa nhl(;t tanf, do gidn mach va tang
luu lugng mau ngoai bién. Khi diung qué liéu paracetamol mdt chdt chuyén héa la N- acetyl-
benzoquinonimin gdy ddc nang cho gan.

PAC TINH DUQC QNG HOC:

Hp thu: Paracetamol hap thu nhanh va hoan toan qua dm;mg tiéu hod. Thirc @n giau carbohydrat lam giam
ti 1€ hap thu ctia paracetamol. Nong d6 dinh trong huyét tuong dat trong vong 30 - 60 phit sau khi uong
voi lidu didu tri.
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14.

Hudng dan sir dung thuoc

Phdn bé: Paracetamol phéin bé nhanh va déng déu trong phdn 16n cac md cia co thé. Kkoang 25%
paracetamol trong mau két hop véi protein huyét tuong.

Thai trir: Nira doi huyet tuong cuia paracetamol [a 1,25 - 3 glcr c6 thé kéo dai voi lidu gay ddc hodic &
ngudi bénh cb terO'ng ton gan. Sau lidu diéu tri, c6 thé tim thdy 90 - 100% thudc trong nude tiéu trong
ngay thir nhét, chi yéu sau khi lién horp trong gan voi acid glucuronic (khoang 60%), acid sulfuric (I\hoanp_.,
35%), hodc cystein (khodng 3%); ciling phéat hién thiy mét lugng nhé nhitng chét chuyén hoa hydroxy! -
hod va khur acetyl. Tré nho it kha nang glucuro lién hop vdi thude hon so véi ngudi lon,

Paracetamol bj N-hydroxyl héa bai eytoclnom P.so dé tao nén N-acetyl- benmqumonnmn (NAPQ), mbt
chét trung gian ¢6 tinh phan (g cao. Chét chuyen hoa nay binh thudng phan (g vai cdc nhém sulfhydryl
trong glutathion va bi khir hoat tinh. Tuy nhién, néu udng liéu cao paracetamol, chét chuyen hoa nay duge
tao thanh vai lugng di dé lam can kiét glutathion ctia gan; trong tinh trang d6, chit NAPQ khéng dugc
lién hop véi glutathion gdy de cho té bao gan, dan dén viém va c6 thé din dén hoai tr gan.

QUI CACH PONG GOI:
Hop 20 x 1,5g, Hop 100 goi x 1,5g.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

16.

o Bio quin: Nhiét d dudi 30°C, noi khd mat, tranh anh séng.

¢ Han ding: 36 thang ké tir ngay san Xudt.

o Tiéu chuiin chiit lwgng: Tiéu chudn co so.

]

TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUGC PHAM CU'U LONG
Dia chi: S6 150, Dudng 14/9, Phudmg 5, Thanh phd Vinh Long, Tinh Vinh Long
Bién thoai: 0270 3822533



