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1. THANH PHAN CONG THU'C THUOC
M&i vién nén bao phim chita:
Thanh phan hogt chdt: Paracetamol 500 mg, Caffeine 65 mg

Thanh phan té dwge: Pregelatinized starch, Povidone K30, Croscarmellose sodium, Magnesium
stearate, Microcrystalline cellulose 101, Opadry QX White (Macrogol (PEG) Polyvinyl Alcohol
Graft Copolymer, Talc, Titanium dioxide, Glyceryl mono and Dicaprylocaprate, Polyvinyl
aleohol).

2. DANG BAO CHE CUA THUOC

Vién nén bao phim.

Mé ta dang bao ché: Vién nén bao phim dai mau tring, hai mt khum.

3. CHI PINH

Thude duoc khuyén cdo dé didu tri hiu hét cac triéu chiing dau tir nhe dén vira: dau lién quan dén
r.hﬁp khop, gtau day than kinh, r6i loan co xuong, dau dau va khoé chiu lién quan dén cum, sét, cam
lanh kém s6t, dau ridng, dau bung kinh.

4. CACH DUNG, LIEU DUNG

Céach dung:

Thube ding theo dudng udng.

Liéu dimng:

Ngwoi lon (bao gom cd nguwdi cao tudi) va tré em tiv 16 tudi tré lén:

Ubng 2 vién/lan x 1 —4 lan/ngay. Khong qué 8 vién trong 24 gid.

Tré em tiv 12— 15 tubi:

Ubng 1 vién/lan x 1 —4 lan/ngay. Khong qué 4 vién trong 24 gid.

Khong khuyén cdo sir dung thude cho tré em dudi 12 tudi.

Khoéng céch giita 2 lidu tdi thidu 14 4 gid.

Nén sir dung thude & lidu thip nhit c6 hiéu qua.
Khong nén ding véi cac thube khéc ¢d chira paracetamol.
Stk dung thube & bénh nhén suy thin:

péi vGi bénh nhén suy thén phai hoi y kién ctia bic s trude khi ding thude nay. Céc han che lién
quan dén viéc sir dung thude co L,hu'a paracehmol va caffeine & bénh nhén suy than chu yéu 1a do
thanh phén paracetamol trong thudc gdy nén.
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nhén suy gan phai hoi y kién ctia bac s trude khi dung thude nay. Céc han che lién
sir dung thudc ¢6 chira paracetamol va caffeine & bénh nhén suy gan cha yéu 1a do
acetamol trong thude gdy nén.

triomg hop sau, trir khi ¢6 chi dinh cua béc si:
Cén ning dudi 50 kg

Ngudi nghién rurgu man tinh

Ngudi bi mét nude

Suy dinh dudng kéo dai

5. CHONG CHI PINH
Ngudi bénh qui mén véi paracetamol, caffeine va bt ky thanh phén nao cta thube.

Suy chic niing gan, than.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Khéng ding thude nay véi san phdm ¢é chua paracetamo[ khac. Viée str dung dong thor thude
ndy véi san phim c6 chita paracetamol khéc c6 thé gy qua liéu paracetamol co thé din dén suy
giam chirc néng gan hodc tir vong.

Trudng hop nhiém doc gan do paracetamol ké ca tnmrng hop tr vong, da duge bao cdo & nhimg
bénh nhéin dung paracetamol véi lidu trong pham vi didu tri. Nhing trueong hop néy da duogc bao
40 & nhitng bénh nhan cé mot hodc nhiéu yéu té nguy co gy nhiém doc gan bao gom cén ndng
thdp (< 50 kg), suy thén va suy gan, ngm‘n nghién rugu man tinh, dung dong thoi vdi cée thude
gy ddc gan, nhiém trung hu}'ct nguoi bi mat nude, suy giam dinh duéng cap tinh va man tinh
(dt,r trit glutathione & gan thap). Khi diing paracetamol cdn thin trgng & nhing bénh nhén ¢ cac
yéu td nguy co trén.

Cén thr;m trong & nhing bénh nhin dang dung ddng thai véi flucloxacillin do tang nguy co toan
chuycn hoéa tdng Anion gap (HAGMA), dac bigt & nhiig bénh nhén suy than ning, nhiém tring
huyét, suy dinh dudng va cdc nguyén nhén khac gay thiéu hyt glutathione (vi du: nghién rugu man
tinh), cling nhu anrng bénh nhén ding qué liéu t6i da paracetamol hang ngay. Khuyén céo theo
d5i chat che, bao gdm do ndng d6 5-oxoproline trong nude tiéu.

Cén than trong ¢ nhimg bénh nhan dang diéu tri v&i thudc gay cam ting enzym gan va thleu hut
glutathione. O nhitng bénh nhan ¢6 trinh trang can kiét glutathione nhu nhiém tring huyét — viée
str dung paracetamol ¢6 thé 1am ting nguy co nhiém toan chuyén hoa.

Liéu paracetamol can duge xem xét lai tai céc thoi c‘hem lam sang thich horp va bénh nhan can
duge theo dai dé phét hién céc yéu té nguy co moi ddi véi dic tinh gan, didu nay co thé yéu ciu
diéu chinh liéu dung.

Tranh ding qué nh:cu caffeine (vi dy tra, ca phé va mot s6 loai dd udng déng hop chira caffeine)
trong thiri gian diéu tri bang thudc.

Chtra Natri methyl parahydroxybenzoat (E219), Natri ethyl pa rahydroxyben:roat (E215) va Natri
propyl parahydroxybenzoat (E217) c6 thé gay ra phan tmg dj tmg (c6 thé xay ra cham).

Mai vién thude chira 0,446mg, vé co ban 1a “khong chira natri”

Str dung paracetamol kéo dai ¢6 thé gay hai (trir truong hqp ¢6 sy gidm sét cua nhén vién y té).
Nhin chung, cac san phém thudc c6 chita paracetamol chi nén diing trong thoi gian ngan va khong
ding lidu cao.
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qué lidu quy dinh. Chi diing khi cén thiét.
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iB¥cisT A canh béo bénh nhén v& céc ddu hiéu clia phan tmg trén da nghiém trong nhu hoi chimg
even-Jonhson (SJS), hdi chimg hoai tir da nhiém ddc (TEN) hay hoi chimg Lyell, hdi chimg
ngoai ban mun mi toan than cap tinh (AGEP).

4n st cao hodc nhiém tring thit phat kéo dai hon 3 ngay, can tham khéo ¥ kién bac

in va ngoai tdm va&i cua tre.

Phéan ttng phu nghiém trong trén da mac du ti 1§ miic phai 1 khdng cao nhung nghiém trong, thdm
chi de doa tinh mang bao gém hdi chimg Steven-Jonhson (SJS), hdi chimg hoai tir da nhiém doc:
toxic epidermal necrolysis (TEN) hay hdi chimg Lyell, h¢i chimg ngoai ban mun mu toan thin
Cfip tinh: acute generalized exanthematous pustulosis (AGEP).

Triéu chitng cuia cac hoi chimg néu trén duge mé ta nhur sau:

1. Hoi chitmg Steven-Jonhson (SJS): 12 di tmg thudc thé bong nuée, bong nwde khu tri & quanh
cée héc ty nhién: mat, mili, miéng, tai, bd phén sinh duc va hiu mén, Ngoai ra c6 thé kém sot
cao, viém phdi, roi loan chirc ning gan than. Chin dodn héi chimng Steven-Jonhson (SJS) khi
c6 it nhét 2 hde tu nhién b ton thuong.

2. Hoi chimg hoai tir da nhiém dgc (TEN): 1a thé dj img thudc ning nhét, gdm:

e Céc ton thuong da dang & da: ban dang sdi, ban dang tinh hong nhiét, hdng ban hoiic cic
bong nude bung nhiing, cde tén throng nhanh chéng lan téa khip ngudi;

e Tén thuong niém mac mét: viém gidc mac, viém két mac m, loét gidc mac.

e Tén thuong niém mac dudng tidu héa: viém miéng, trot niém mac miéng, loét héu, hong
thuc quan, da day, rudt;

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

o Ngoai ra con ¢6 cdc tridu chimg toan than trdm trong nhuw sdt, xuit huyét dwomg tiéu hoa,
viém phdi, viém cdu than, viém gan... ty 1¢ tir vong cao 15-30%.

3. Héi chimg ngoai ban mun mii toan than cip tinh (AGEP): myn mui v6 tring nho phat sinh trén
nén héng ban lan rong. Ton thuong thudmg xudt hién & céc nép gip nhu nach, ben va mit, sau
d6 6 thé lan rong toan than. Triéu chimg toan than thuong c6 1 sbt, xét nghiém mau bach cau
mui trung tinh tang cao.

Khi phét hién nhitmg ddu hiéu phét ban trén da déu tién hofc bt ky ddu higu phén ng qué mén
ndo khac, bénh nhan cin phai nglmg sir dung thude. Ngudi da timg bi céc phén img trén da nghiém
trong do paracetamol gély ra thi khong duge ding thudc trdr lai va khi dén kham chita bénh can
phai théng bdo cho nhén vién y té biet vé vén dé nay.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi kv mang thai

Paracetamol: Mot lwong 16n dir liéu vé phy nit mang thai cho Ehéy khong co ddc tinh gay di tat
hay ddc tinh ddi v6i thai nhi/tré so sinh. C4e nghién ctru dich té hoc vé su phat trién than kinh &
tré em tiép xic véi paracetamol trong bung me cho thdy két qua chua 1.

Caffeine: Khong khuyén céo diing paracetamol va caffeine trong thoi ky mang thai do c6 kha niing
lam tdng nguy co sdy thai ty nhién lién quan téi viée tich lity caffeine trong co thé.

Thoi ky cho con bt

Paracetamol va caffeine dugc bai tiét vao sita me. Khong nén sir dung thuéc nay trong thoi gian
cho con bi.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
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Paracetamol c6 thé lam tang thoi gian ban thai cua cloramphenicol. Sw hép thu cia Jparacetamol
6 thé ting lén khl diing cung metoclopramide va giam béi cholestyramine. Thude tranh thai
duomg ubng c6 thé 1am tang tbe do thanh thai clia paracetamol.

Tac dung chdng déng mau ctia warfarin va céc coumarin khac cé thé duoc ting cudmg bang céch
sir dung paracetamol hang ngay kéo dai gy ting nguy co chdy mau; tic dung nay khong dang ké
khi ding paracetamol khong thudng xuyén.

Cén than trong khi diing dong thoi _paracetamol véi flucloxacillin vi ¢6 lién quan den vige nhiém
toan chuyén héa cé ting khoang tréng anion, dic biét & nhiing bénh nhan c6 céc yéu t6 nguy co.

Caffein

Caffein trong thudc 6 thé 1am ting d thanh thai cia lithi. Do do, khdng nén sir dung ddng thoi
thudc nay vai lithi.

Thubdc trc ché enzym monoamine oxidase (MAOI) ¢c6 thé 1am téing téc dung kich thich cta caffeine.
Twong ky

Do khéng c6 cdc nghién ciru v& tinh tuong ky cua thude, khong tron 1dn thube ndy véi cée thude
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khdng mong mudn dugce bdo céo sau khi luu hanh thudc ra thi truong & lleu khuyen
nghi duoc dua ra trong bang dudi ddy theo hé théng co quan ciia co thé va tAn sudt xudt hién.

Tén suit tic dung khong mong mudn uée tinh duoe phén loai theo quy ude sau déy: Rat thuong
gép (= 1/10), thudmg gip (= 1/100, < 1/10); khéng thutmg gap (> 1/1.000, < 1/100); hiém giip =
1/10.000, < 1/1.000); rit hiém gip (< 1/10.000), chua biét (khoéng woe tinh duge tir di liu sén
c0).

Tan sudt téc dung khéng mong mudn di dugc wée tinh tir cde béo cdo tw phét nhdn duoc thong
qua dir liéu sau khi thudc lwu hanh trén thi trudng,

Co quan Thc dung khong mong mudn Tin suit
Paracetamol
Rbi logn méu va h¢ | Giam tiéu ciu Rét hiém gip
bach huyét

Réi loan hé mién dich | Phan v&, phan tmg qua man trén da, | Rat hiém gip
phu mach, hdi ching Stevens —
Johnson va hoai tir thugng bi nhiém
doe

Rét hiém truémg hop phan img da
nghiém trong da dugce bao céo
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that nhay cam vdi aspirin va cde NSAID
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Réi loan tim Danh tréng nguc Chua biét
RAi loan tAm than Mét ngt1, bdn chdn, lo ling, céu kinh | Chua biét
Heé tiéu hoa R&i loan dudmg tiéu hoa Chua biét

Khi dung liéu khuyen céo paracetamol — caffeine cling véi ché do #n uong ¢6 nhidu caffeine, lidu
caffein cao hon c6 thé lam tang kha ning gay ra tac dung khéng mong mudn lién quan dén caffeine
nhu mat ngt, thao thite, lo ldng, cau kinh, dau diu, rdi loan tiéu hoa, hdi hop.

Théng bdo ngay cho bdc sT hodc dugce st khi gap cdc tdc dung khong mong muén nhie trén khi sic
dung thude hodc bdo cdo cac phan img cd hai ciia thuéc vé Trung tam Théng tin thubc va Theo
ddi phan g ¢d hai ciia thube (ADR) Quéc gia.

11. QUA LIEU VA CACH XU TRi
Paracetalmol

Qué liéu paracetamol cé thé gy suy gan dén dén phai ghép gan hoic tir vong. D quan sat dugce
trudng hop viém tuy cép thuong kém theo rdi loan chite ning gan va nhiém dde gan. Nguy co ngd
doc cao hon & nguoi cao tudi, tré nhé, bénh nhan mic bénh gan, ngudi nghién rwou man tinh va
bénh nhin suy dinh dudng kéo dai. Qua lieu paracetamol co thé gdy tir vong trong nhiing truong
hop nay.

Céc triéu ching qua lidu paracetamol thudng xudt hién trong vong 24 gid dAu tién, co thé bao
gdm: budn ndn, ndn, chan in, xanh xao va dau bung hoic bénh nhan c6 thé khong c6 tridu chimg.

Qua liéu paracetamol trong trurdng hop dung liéu duy nhét & ngudi 16m va tré nho ¢6 thé gy hoai
tir té bao gan hoan toan va khnng hdi phuc, dan dén suy té bao gan, nhiém toan chuyén héa va
bénh ndo do gan c6 thé din dén hon mé va tir vong. Pong thai, ndng dd men gan (AST, ALT),
lactate dehydrogenase va bilirubin tang cting v6i nong do prothrombin tang co6 thé xuét hién tir 12
— 48 gi¢y sau khi ding thude.

Ton thuong gan co thé xay ra & [lgl.l’O‘l lUn/ nguoi truong thanh khi ding paracetamol nhiéu hon
lidu lwong khuyén co. Khi ding qua liéu, paracetamol s& chuyén hoa thanh chit doc (trong khi
lucmg paracetamol binh thudmg s& khir ddc hoan toan bing glutathione) va géin két khong hdi phuc
v&i mo gan.

Mat s6 bénh nhén c¢é nguy co ton thuong gan do nhiém ddc paracetamol. Cac yéu tb rui ro bao
gom:
o Dang didu tri dai han bing carbamazepine,phenobarbital, phenytoin, primidone,
rifampicin, cdy St John's Wort hodc cac thude gay cam (g men gan.

e Thudng xuyén udng rugu vuot qua luong khuyén céo.
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p tinh duy nhét, nong do paracetamol trong huyet tuong nén do dum: 4 gity sau khi uong
Nén st dung than hoat tinh néu udng >150 mg/kg paracetamol trong vong 1 gid.

Thude giai doc N-acetylcysteine, nén duge sir dung cang sém cang t6t theo phac db diéu tri cua
B3 Y té.

Piéu tri triéu chimg nén duoc thyc hién.
Caffeine

Qua liéu caffein c6 thé dén dén dau thuong vi, r}én m‘L'ra, tdng bai niéu, nhip tim nhanh hoac loan
nhip tim, kich thich than kinh trung (mét ngu, bon chén, kich déng, tic gidn, run va co giét).

Cén luu ¥ d6i véi céc triéu chimg c6 ¥ nghia lam sang vé qué lidu caffein x4y ra di v6i san pham
ndy, lwong tiéu thu s& lién quan dén doc tinh gan nghiém trong cua paracetamol. Khong co thude
gidi doc ddc hifu, nhung c6 thé st dung céc bién phép hd trg nhu thube ddi khéng thu thé beta-
adrenergic dé dao nguoce tdc dung gy ddc cho tim.

12. PAC TiNH DUQC LUC HQC
Nhém duge Iy: Thude giam dau
Ma ATC: NO2BE01, N06BC01

Paracetamol (acetammophen hay N-acetyl-p-ammo phcnol) la chét chuyén hoa co hoat tinh cua
phenacetin, la thube giam dau, ha s6t hitu higu c6 thé thay thé aspirin; tuy véy, khac véi aspmn
paracetamol khong c6 hlBll qué didu trj viém. Véi lidu ngang nhau tinh theo gam, thube co tac
dung giam dau va ha sOt tuong ty nhu aspmn Paracetamol lam gidm than nhiét & ngudi bénh sot,
nhung hiém khi lam giam than nhiét & ngudi binh thuomg. Thude tac dong 1én ving dudi dbi gay
ha nhiét, tda nhiét ting do gidin mach va ting luu lugng mau ngoai bién.

Vi liu didu tri, paracetamol it tac dong dén hé tim mach va hd hip, khéng 1am thay dbi can bing
acid-base, khong gay kich ting, loét hodc chdy mau da day nhu khi ding salicylat. Tuy nhién, &
lidu gy ddc, paracetamol cé thé gay suy tudn hoan.

Téc dung cua paracetamol trén hoat tinh cyclooxygenase chua dugce biét day &, Vi lidu 1 g/ngay,
paracetamol 1a mot thuﬁc tic ché cyclooxygenase yeu. Téac dung trc ché cua par acetamol trén
cyclooxygenase-1 yéu. Thude khong ¢o tac dung trén su két tap tiéu cAu hodc thdi gian chdy mau,

Paracetamol thuong duge chon lam thudc giam dau va ha sot, dic biét & ngudi cao tudi va & ngudi
c6 chbng chi dinh dung salicylat hogc NSAID khac, nhu ngudi bi hen, ¢é tién sir loét da day ta
trang va tre¢ em.

Caffeine: Hi¢u qua hd tro giam dau cta caffeine dugc cho 1a két qua tir mot s6 co ché nhu: chen
cdc tac dong tién cam nhan dau ngozu vi ctia adenosine; kich hoat c,ac tuyén noradrenergic trung
wong hinh thanh mot hé thong giam dau ndi sinh; va kich hoat hé than kinh trung wong dén dén
diéu tiét viée tac dong dén thanh phin clia cim giac dau.

Caffeine hoat dong nhu mot chét ting cuong tac dung giam dau cia paracetamol. Céc dix liéu lam
sang cho thiy su két hop paracetamol-caffeine géy ra tic dung giam dau t&t hon nhiéu so véi vién
nén paracetamol thong thudmg (p < 0,05).



https://trungtamthuoc.com/

ivhip thu khi st dung vién nén paracetamol giai phong kéo dai. Khi udng 500 mg vién
thcon, odc 650 mg vién nén giai phong kéo dai, nong do trung binh trong huyét tuong ctia
paracetamol tuong tng 1a 2,1 microgam/ml tai thori diém 6 gioy hodic 1,8 microgam/ml tai thoi diém
8 gio. Nong dd dinh trong huyét twong dat trong vong 10 - 60 phul ddi véi vién nen thuémg va 60
- 120 phat d6i véi vién nén giai phong kéo dai sau khi udng véi lidu dleu tri. D6i voi thude dan
paracetamol, thoi gian dat nong do dinh bi kéo dai hon so voi duong udng.

Sau khi tiém finh mach paracetamol don lidu 500 mg, 650 mg hodc 1 g, duge dong hoc ctia thude
ty 1€ thuén véi lidu dung, nong do dinh paracetamol dat dugc sau 15 phut truyen tinh mach, cao
hon 70 % so véi nong d§ dinh dat duoc khi sir dung dudng ubng, Tuy nhién, gia tri AUC cta
paracetamol thu duge tuong tu khi sir dung duomg tinh mach hodc duong udng.

Phén b: Paracetamol phan bd nhanh va ddng déu trong phan I6n cac mo cua co thé. Thude qua
dwgc nhau thai va duoc phin bé vao stta me voi lugng nhé sau khi ubng. Khoang 10 — 25 %
paracetamol trong méau két hop véi protein huyét trong.

Chuyén héa: Paracetamol duge chuyén héa chti yéu & gan qua hai con duong chinh: lién hop véi
acid glucuronic, acid sulfuric va mét lugng nho (dudi 4 %) duge chuyén héa qua cytochrom
P4502E1 thanh chit chuyén hoa N-acetyl-p-benzoquinonimin (NAPQI), mot chit chuyén hoa c6
doc tinh cao. NAPQI duge khir doe bﬁng glutathion va dao thai vao nude tiéu va/hodic mat. Khi
chﬁt chuyén héa khéng dugc lién hgp véi glutathion s€ gy ddc cho céc té bio gan va gdy hoai tix
té bao.

Paracetamol thuong an toan khi dimg véi lidu diéu tri, vi lwong NAPQI duoc tao thanh tuong dbi
it va glutathlon tao thanh trong té bao gan du lién hop v&i NAPQIL Tuy nhién, khi qua lidu hodc
d6i khi véi lidu thuomg ding & mot sd ngudi nhay cam (nhu suy dinh dudng, hoic trong tac thude,
nghién rugu, co dia di truyén), ndng do NAPQI ¢6 thé tich lity gy ddc cho gan.

Thai trir: Nira doi huyét tugng ctia paracetamol 1a 1,25 - 3 gid, co thé kéo dai vai lidu gay dde
hoiic & ngudi bénh cé thwong ton gan. Khi sir dung tiém tinh mach don lidu 15 mg/kg & tré em
hoac 1 g & ngub'l 16m, nita doi huyét tuong cia thude trén ngudi 1ém 1 2,4 gid; trén tré em hodc
thanh thiéu nién 1 2,9 - 3 gid; tré nhd 12 4,2 giér va tré so sinh 1a 7 gio.

Khoang 85 % liéu paracetamol dugc thai trir qua nude tiéu cha yéu duéi dang lién hop voi acid
glucuronic, mft lugng nho lién hop voi acid sulfuric va dang khong bién dbi (< S %). Trén bénh
nhén suy giam chirc nang than mirc d§ ning (Clc < 10 ml/phit) c6 thé din dén tang tich ILI}'
paracetamol va cdc chat chuyén hoa. Tré nho it kha ning glucuronic lién hop véi thude hon so véi
ngudi 1on.

Caffeine
Hdp thu: Sau khi ubng 10 mg/kg caffeine dang base, thudc dat ndng @9 dinh 6 - 10 mg/lit sau 30
phut - 2 gio.

Phiin bé: Sau khi ding, caffeine dwoc phan bd nhanh chong véao cic md trong co thé, d& dang di
qua nhau thai va hang rao mau - ndo. Iy 1é hen két véi protein huyet twong ¢ ngudi truong thanh
14 17 — 36 %. Thudc qua duoc sita me v6i ndng d6 bang 0,5 - 0,76 14n so v6i ndng dd thube trong
huyét twong.

Chuyén héa: O ngudi trudng thanh, caffeine duge chuyén hoa tai gan chi yéu théng qua enzym
CYP1A2.

Thai trie: O nguoi truémg thanh, Tip 13 5 gidr va ty 18 thude thai trir qua thin dudi dang khong ddi
121 %.
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c nghien ctru lam sang dugc thyc hién véi paracetamol duong udng, nong dd thude trong
huyét tuong va thoi gian béan théi kéo dai hon ¢ bénh nhén méc bénh gan man tinh, ké ca & bénh
nhén xo gan do rugu, didu do6 cho thay su chuyen hoa ctia paracetamol bj suy giam. Tuy nhién
khong quan sat thiy c6 sur suy giam déng ké nong do paracetamol. Thoi gian ban thai trong huyét
twong cia paracetamol tang lén khi suy glam chire ning gan. Do d6, nén than trqmg khi ding
paracetamol cho bénh nhén bi bénh gan, liéu paracetamol t01 da hang ngay & ngudi lén 1a 2 g.
Chéng chi dinh paracetamol & nhirmg bénh nhén xo gan mét bu, dac biét 12 do udng quéa nhiéu
ruou (do cam tmg CYP21E, dan dén ting hinh thanh cic chit chuyén hoa doc véi gan cla
paracetamol)

Suy thdn

Trong trudng hop suy thén niing (49 thanh thai creatinin 10-30 ml/phuat) khi str dung paracetamol
don thanh phén, lam chém sy thai trir paracetamol, thoi glan ban thai tir 2 dén 5.3 gid. Téc @9 thai
trir céc chét chuyen héa dang lién hop glucuronid va sulfo & bénh nhén suy thin ngng cham hon
3 14n so v6i 0 nguoi khoe manh. Tuy nhién, & nhimg dbi tuong nay, khong can hiéu chinh lidu khi
st dung paracetamol don thanh phan vi céc chit chuyén hoéa dang lién hop g]ucummd va sulfo
khong ¢6 ddc tinh. Tuy nhién, nén kéo dai khoang céch tdi thiéu gitra cc lidu khi st dung
paracetamol & bénh nhan suy than ning (d9 thanh thai creatinin < 50 ml/phit)

Chéng chi dinh str dung thude & bénh nhén suy than ning (d3 thanh thdi creatinin < 30 ml/phut).

O nhimg bénh nhan thim tach méu, thdi gian ban thai sau khi sit dung lidu diéu tri paracetamol cé
thé giam 40-50 %.

Ngudi cao tubi.

Thoi gian ban thai kéo da: trén ngudi cao tudi va cé thé lién quan dén giam do thanh thai cua
thudc. Thudmg khéng cdn hiéu chinh liéu

Dit liéu an toan tién 1Am sang

Paracetamol

Liéu cao paracetamol gdy ngd ddc gan cap tinh. Trong céc nghién ctru khac nhau di xac dinh dugc
kha niing gdy ddc gen. Tuy nhién, diéu nay thay doi tiy theo liéu luong.

Dua trén nhiing co ché gia dinh gay ra nhu'ng tac dung nay, co thé cho rang khong co tac clung
gay doc gen nao xdy ra o lidu thip hon céc gid tri gi6i han nhét dinh, mic di gia tri nguéng glm
han co thé thép hon khi du trit glutathion giam. Gi4 tri nguﬁ’ng ma tai d6 téc dong gdy dgc gen co
thé xut hién trong cac thi nghiém trén dong vat trong pham vi lidu ddc gay ton thuong gan va tiy
xuong. Ngoai ra, lidu khong doc véi gan (1én dén 300 mg/kg & chudt cong va 1.000 mg/kg & chudt
cong) khong gay ung thu. Do do, o thé loai trir kha ning gy doc gen hodc gdy ung thu khi sir
dung thude & lidu diéu tri.

Céc nghién clru doc tinh trén dong vat dang duge diéu trj bing paracetamol cho thdy thube khéng
¢6 anh huong dén sinh san va khéng cé tde dung gy qudi thai.

Diing lidu cao paracetamol thudmg xuyén (giy doc cho gan) ddn dén teo tinh hoan & chugt.

Dung lap lai véi li?;u cao paracetamol (< 500 mg/kg) cho chudt duc 1am giam kha ning sinh san
(suy giam ham muon va hoat dong tinh duc cling nhu kha néing hoat dng cua tinh tring).
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mhén kg '41'1 1a chit gdy ung thur trén ngudi. Caffeine khong duge tim thayr sau khl str dung lau
i / ong Ien den ]02 mg/kg/ngay ¢ chudt duc vé 170 mg/kg/ngéy fr chuot cdi, cling nhu

Tit mot s6 nghién et in vitro, ¢d bang chimg cho thay nong d9 cao caffeine c6 tac dung gdy dot
bién. N6 ciing lam ting tac dung gdy dde gen cia cac dot bién da biét va ting su xudt hién cia cc
vi nhén & chudt thidu folat.

Tuy nhién, caffeine khong gy hién tuong sai l¢ch nhiém séc thé trong té bao dfng vt co vu,
khéng gy ddt bién trong cdc thir nghiém HGPRT in vitro va khéng gy dot bién nhiém sic the
trong cdc thir nghiém vi nhén in vivo.

Hau hét cac bang chimg chi ra rang caffeine khong phéli la chét géy quai thai va khong co téc dung
trén kha niing sinh san hogic phat trién trong pham vi lidu diéu tri trén ngudi. Trong céc thi nghiém
trén dong vt cho thdy caffeine sau khi sir dung véi lidu tir 25 dén 250 mg/kg/ngay 1on hon rat
nhiéu so v&i lidu dung trén ngudi ¢6 tée dung gy quéi thai, phd bidn nhét 1a cac khuyét tat & cac
d6t ngon tay/chan, tai hip thu va loan nhip tim.

Cic chi y khace
Anh Fuecng dén xét nghiém
Paracetamol cé thé dnh hudmng dén phép do dudng huyét khi sir dung phuong phép glucose
oxidase. N6 ciing cd thé 12 nguyén nhan gdy ting 16 ret lugng nude tiéu khi sir dung phuong phap
khir phosphotungstate. Caffeine c6 thé anh huang dén viée xac dinh acid uric, bilirubin va acid
vanilin-mandelic.
14. QUY CACH PONG GOI

- Hop 3 vi Alw/PVC x 10 vién, kém t& huéng déan sir dung.

- Hop 6 vi Al/PVC x 10 vién, kém t& huéng din st dung.

- Hop 10 vi AlwPVC x 10 vién, kém t& hudng déan st dung.

- Hop 10 vi Alw/PVC x 12 vién, kém t& huéng dan sir dung.

- Hop 15 vi AlwPVC x 12 vién, kém to hudng din sir dung.
15. PIEU KIEN BAO QUAN, HAN DUNG VA TIEU CHUAN CHAT LUQNG CUA
THUOC
Diéu kién bao quan: D& & noi khd réo, tranh dnh sdng, nhiét ¢ khong qué 30 °C.
Han dung: 24 thang ké tir ngay san xudt
Tiéu chuén chét lvong: DDVN

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Céng ty TNHH MTV Dugc phim LA TERRE FRANCE

L6 B3-1, goc dudng D4-N1, khu cong nghiép Hyu Thanh, Xa Hyu Thanh, Huyén Dic Hoa, Tinh
Long An, Viét Nam.



