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HUGNG DAN SU DUNG THUOC

= Vién nén phén tin
= SEALAGAN 500
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1. Thanh phén cong thire thude: mdi vién nén phan tan chira:
Thanh phin hogt chif: Paracetamol..........c..cc....... 500 mg.

Thanh phin ti duge: Prosolv SMCC, Aspartam, Crospovidon XL10, PVP K30, Acid Citric,
Talc, Magnesi stearat, Aerosil, Huong bac ha.

2. Dang bao ché: Vién nén phén tan.
M6 ta: Vién nén dai mau tring, mit vién béng, mot mit co ddu gach ngang chim, canh va
thanh vién lanh lin,

3. Chi djnh

Paracetamol duge ding rong réi trong diéu tri cdc chimg dau tir nhe dén vira va sit.

Gidm dau: Paracetamol duge ding giam dau tam thoi trong didu trj ching dau nhe dén vira.
Thube ¢6 hiéu qua nhét 1a 1am giam dau cudng d thip c6 ngudn gbe khéng phai ngi tang.

Ha sit: Paracetamol thudmg dugc ding dé gidm than nhiét & ngudi bénh sdt, khi sét c6 thé co
hai hodc khi ha s6t, ngudi bénh s& dé chju hon. Tuy vy, liéu phép ha sbt néi chung khong dic
hidu, khong anh hudng dén tién trinh ciia bénh co ban va ¢d thé che lp tinh trang bénh cia
ngudi bénh.

4, Cach dimg, liéu ding

Cich ditng: ding dudng ubng, hoa tan vién thude vao mét luong nuée nhéd dé udng.

Liéu dilng:

Khéng duge ding paracetamol dé tu didu tri gidm dau qué 10 ngay & ngudi lon hodc quéd 5
ngdy & tré em, trir khi do thdy thudc huéng dAn, vi dau nhidu va kéo dai nhu véy c6 the la déu
hiéu ciia mdt finh trang bénh ly cAn thiy thude chin doan va didu tri 6 giam sat.

Khéng dung paracetamol cho nguoi 1on va tré em dé tu didu trj sbt cao (trén 39,5°C), st kéo
dai trén 3 ngdy, hoiic sbt tai phat, trir khi do thiy thube huéng din, vi st nhu vy c6 thé 1a
déu hiéu ctia m6t bénh niing cin dugc thdy thudc chén dodn nhanh chong,

Pé giam thidu nguy co qué lidu, khong nén cho tré em qué 4 lidu paracetamol dé giam dau
hotic ha sét trong vong 24 gid, trir khi do thay thude huéng dén.

+ Ngwoi I6n, ngudi gia va tré em trén 16 tuéi: Ubng 2 vién mbi 4 giv, t6i da 13 8 vién/ ngay.
+ Tré em 10 - 15 tudi: Ubng 1 vién mdi 4 - 6 giv, tdi da 12 4 1an/ ngay.

+ Tré em dudi 10 fudi: Vién nén phan tin SEALAGAN 500 khéng phi hop dbi véi tré dudi
10 tudi.
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+ Bénh nhdn suy gan: Nén ding thén trong, ding lidu thép d6i v6i nhém bénh nhén nay.
Tranh dung thude kéo dai,

+ Bénh nhdn suy than: O tré em, do thanh thai creatinin ca thdn Cl, < 10 ml/phit, ding
thudc cach nhau 8 gid/lan, O ngudi 16n, néu dé thanh thai creatinin cia thin Cl tir 10 — 50
ml/phit thi ding thude cach nhau 6 giéw/l{in va néu d6 thanh thdi creatinin cta thén Cl, <10
ml/pht thi ding thudc cach nhau 8 git/lan,

5, Chong chi dinh
Ngudi bénh qua min véi paracetamol hojic voi bat ky thanh phin nao ciia thude,

Suy gan néng.

6. Cinh bdo va thin trong khi diung thude

Paracetamol twong d6i khong doc voi lidu didu tri, va khi dung duéi sy huéng din cla thay
thude. Tuy nhién, ding qua lidu paracetamol 1a nguyén nhén chinh gy suy gan cép. Ding
nhiéu ché phim chira paracetamol (acetaminophen) dbng thoi cb thé din dén hau qué cb hai
(nhwr qué lidu paracetamol).

Phan tmg da nghiém trong, co thé géy tir vong bao gbm hdi chimg Steven-Johnson (SJS), hoi
chimg hoai tir da nhigm ddc (TEN), hdi chimg ngoai ban myn mu toan théin ¢hp tinh (AGEP),
héi chimg Lyell tuy hiém gip nhung di xdy ra v6i paracetamol, thudng khéng phy thuge vio
tac dung cia cac thude khée, Bénh nhén cin phai ngung diing paraceatamol va di kham bac st
ngay néu thiy phat ban hoiic cac biéu hién khéc & da hogc cc phan img mén cam trong diéu
tri. Ngudi bénh c6 tién sir ¢ cdc phan Gng nhur vy khéng nén ding cdc ¢hé pham c6 chita
paracetamol. _
D6i khi ¢6 nhimg phan tng da gdm ban dét sin ngia va may day; nhiing phén Gng man cam
khac gdm phu thanh quan, phit mach, va nhitng phan Ung kidu phéan vé c6 thé it khi xay ra.
Giam tiéu cu, giam bach cdu, va giam toan thé huyét cau d& xay ra véi viée sir dung nhitng
din chét p-aminophenol, diic biét khi dimg kéo dai céc liu l6n. Giam bach cAu trung tinh va
ban xudt huyét giam tiéu cdu da xay ra khi ding paracetamol. Hiém giip mét bach cdu hat &
ngudi bénh dung paracetamol.

Ngudi bj phenylceton — nidu (nghia 14, thiéu hut gen xédc dinh tinh trang cia phenylalanin
hydroxylase) va ngudi phai han ché luvgng phenylalanin dua vio co thé phai duge canh béo 1a
mbt s& ché phim paracetamol chiia aspartam, s& chuyén héa trong da day — rudt thanh
phenylalanin sau khi udng.

Thudng gap & ngudi bénh hen nhidu hon & ngudi khéng hen

Phai than trong khi diing paracetamol cho ngudi bi suy gan, suy thin, ngudi nghién rugu, suy
dinh dudng man tinh hodc bi mét nuée. Tranh ding lidu cao, ding kéo dai va dung theo
dudng tinh mach cho ngudi bi suy gan.

Phai diing paracetamol thén trong & ngudi bénh cd thiéu mau tir trudce, vi chimg xanh tim c6
thé khong bidu 16 8, miic di néng db cao & mitc nguy hiém ctia methemoglobin trong mau.
Uéng nhidu rugu ¢6 thé gy tang doc tinh véi gan ciia Paracetamol, nén tranh hofic han ché
ubng ruou.

,I(""'bf ; £
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Céinh bio lién quan dén td dwge:
Thube nay ¢é chira 15 mg aspartam trong mdi vién nén phan tan. Aspartam bi thiy phén tai
éng tidu hoa khi dung dudng uéng. Mot trong nhimg sin phém thiy phén chinh Ia
phenylalanine. Chua cé biing chimg phi 14m sing hay lam sang dé danh gia viée sir dung
aspartam cho {ré dudi 12 tudn tudi.

7. St dung thude cho phy nik ¢6 thai va cho con bi
- Thoi ky mang thai:
Chua xdc dinh duge tinh an toan cia paracetamol dung khi thai nghén lién quan dén ADR c6

thé co dbi voi phat trién thai. Do dé, chi nén ding paracetamol & ngudi mang thai khi thét
chn.

- Thai ky cho con bl
Nghién ctru & ngudi me cho con bu, diing paracetamol khong thiy c6 ADR & tré nho b me.

8. Anh hwéng ciia thude 1én khi niing l4i xe, vin hinh mdy méc
Chura c6 bing chimg v& anh hudng ctia thude 1én kha ning 14 xe, van hanh may méc.

9. Tuong tic, twong ky ciia thube

- Thube ubng chéng dong mau: Udng dai ngay lidu cao paracetamol lam ting nhe téc dung
chéng déng ctia coumarin va dan chét indandion. Dir liéu nghién ciru con mau thuin nhau va
¢on nghi ngdr vé tuong tae nay, nén paracetamol duge ua ding hon salicylat khi cén giam dau
nhe hodic ha s6t cho ngudi bénh dang ding coumarin hoiic din chét indandion.

- Cén phai cht ¥ dén kha nang gy ha thn nhiét nghiém trong & ngudi bénh ding dbng thoi
phenothiazin va ligu phap ha nhiét (nhu paracetamol).

- Ubng ruou qua nhidu va dai ngay 6 thé 1am ting nguy co gdy djc cho gan clia paracetamol.
- Thube chdng co glét (gbm phenytoin, barbiturat, carbamazepin) gdy cam Ung enzym &
microsom gan, co thé 1am ting tinh doc hai gan cla paracetamol do ting chuyén héa thude
thanh nhitng chit d6c hai v6i gan. Ngoai ra, ding dbng thoi isoniazid véi paracetamol ciing
¢6 thé din dén ting nguy co dde tinh véi gan, nhung chua xéc dinh duge co ché chinh xéc cua
tl.rorng tdc ndy. Nguy co paracctamol gdy dbc tinh gan gia ting dang ké & nguoi bénh udng
liéu paracetamol 1én hon heu khuyen dung trong khi dang ding thudc chdng co giat hodc
isoniazid. Thudmg khdng cin gidm lidu & ngudi bénh ding dﬁng thoi lidu didu tri paracetamol
va thudc chéng co gidt; tuy viy, ngudi bénh phai han ché tu ding paracetamol khi dang ding
thude chéng co gist hodc isoniazid.

- Probenecid c6 thé 13m gidm dao thai paracetamol va 1am tang thoi gian mra doi trong huyét
tuong cua paracetamol.

- Tsoniazid va cac thudc chdng lao 1am ting ddc tinh cia paracetamol déi véi gan.

10. T4c dung khéng mong mubn cia thude

- Phan {mg da nghiém trong nhu hoi chfmg Stevens - Johnson, hdi chiing Lyell, hoai tir bidu
bi nhiém d(;:c mun mt ban @6 toan than cAp tuy hiém xay ra, nhung ¢6 kha ndng gdy tir vong.
Néu thay xuét hién ban hoiic cic bidu hién khéc v& da, phai ngimg ding thude va thim khém
thiy thude.
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- Ban da va nhitng phan ting di @ng khic thinh thoang xay ra. Thuong 14 ban dé hodc may
day, nhung déi khi niing hon va c6 thé kém theo sbt do thudc va thuong tén niém mac. Néu
thdy sbt, bong nude quanh cic héc tir nhién, nén nghi dén hoi chimg Stevens - Johnson, phai
ngling thude ngay. Qua liéu paracetamol ¢ thé din dén ton thuong gan ning va db6i khi hoai
tir bng than cdp. Ngudi bénh mn cam véi salicylat hiém khi mén cam véi paracetamol v
nhimg thuéc ¢d lién quan. Trong mot s6 it truémg hop riéng 1¢, paracetamol da gy gidm bach
cAu trung tinh, giam tidu cAu va gidm toan thé huyét cu.

1t giip, 1/1 000 <ADR < 1/100

Da: Ban.

Da day - rudt: Budn nén, non.

Huyét hoe: Logn tgo méu (giam bach clu trung tinh, giam toan thé huyét cdu, gidm bach cau),
thidu mau. Than: Bénh thén, dde tinh thdn khi lam dung dai ngay.

Hiém glip, ADR < 1/1 000

Da: Hoi chimg Stevens - Johnson, hoai tit biéu bi nhidm dde, hdi chning Lyell, myn mu ngoai
ban toan than cép tinh,

Khéc: Phan (tng qud mén.

Théng bdo cho bdc st nhiing tdc dung khong mong mudn giip phdi khi sir dung th ube

11. Qud lidu va cach xir tri
Biéu hign

Nhiém doe paracetamol ¢o thé do dung mdt lidu doc duy nhét, hoac do uéng lap lai lidu 16m
paracetamol (vi dy, 7,5 - 10 g mdi ngy, trong 1 - 2 ngay), hogc do ubng thudc dai ngay. Hoai
tir gan phu thudce lidu Ia téc dung d6c cdp tinh nghiém trong nhét do qué 1idu va co thé gdy tir
vong.

Budn nén, ndn, va dau bung thudng xay ra trong vong 2 - 3 gid sau khi ubng lidu doc cla
thubc. Methemoglobin mau, din dén chimg xanh tim da, niém mac va méng tay 14 mét déu
hiéu diic trung nhi®m ddc cip tinh din chét p - aminophenol; mdt lugng nhod sulfhemoglobin
ciing ¢6 thé duoe san sinh. Tré em c6 khuynh huéng tao methemoglobin d& hon ngudi 16n sau
khi ubng paracetamol.

Khi bi ngé ddc niing, ban déu c6 thé c6 kich thich hé thin kinh trung wong, kich dong, va mé
sang. Tiép theo cb thé 12 tre ché hé thin kinh trung uong; siing so, ha thin nhi¢t, mét 13, tho
nhanh, ndng: mach nhanh, yéu, khéng déu, huyét 4p thip va suy tudn hoan. Truy mach do
giam oxy huyét tucmg déi va do téc dung tre ché trung tim, tdc dung ndy chi xay ra véi lidu
1At 16m. Sc c6 thé xay ra néu gidn mach nhiéu. Con co gidt nghet thé gy tir vong ¢6 thé xay
ra. Thuong hon mé xay ra trudce khi chét dot ngdt hodic sau vai ngay hon mé.

Déu hiéu 14m sang thuong tén gan trd nén 13 rét trong vong 2 dén 4 ngay sau khi udng lidu
ddc. Aminotransferase huyét twong tang (d6i khi téng rit cao) va ndéng @6 bilirubin trong
huyét tuong cung ¢6 thé tiing; thém nita, khi thuong ton gan lan rong, thoi gian prothmmbm
s& kéo dai. C6 thé 10% nguc‘n bénh bi ngd doc khong duoge didu tri ddc hidu dd ¢o thlrcmg ton
gan nghiém trong, trong sb d6 10% dén 20% cubi ciing chét vi suy gan. Suy than cép ciing
xdy ra & mit s6 ngudi bénh. Sinh thiét gan phat hién hoai tir trung tdm tidu thiy trir vung
quanh {inh mach cira. O nhimg trudng hop khong tir vong, thuong tén gan phuc hdi sau nhigu
tudn hodic nhiéu thang.

x|
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Diéu tri

Chén dodn som rit quan trong trong diéu tri qud lidu paracetamol. C6 nhing phuwong phép xéc
dinh nhanh ndng dd thude trong huyét tuong. Tuy vy, khéng duge tri hofin didu trj trong khi
chdr két qua xét nghiém néu bénh sir goi ¥ 12 qud liéu niing.

Khi nhidm ddc ning, didu quan trong 1 phai diéu trj hd tro tich cuc. CAn rira da day trong moi
trudng hop, t6t nhét trong vong 4 giér sau khi udng. Liéu phap giai djc chinh la ding nhitng
hop chit sulfhydryl, ¢6 1& tdc déng mot phdn do bd sung dy trit glutathion & gan. N-
acetylcystein ¢d tac dyng khi ubng hodc tiém tinh mach. Phal ding thube giai ddc ngay 1ap
tle, cang som cang t6t néu chua dén 36 g1or ké tir khi udng paracetamol. Piéu tri vé6i N -
acetylcystein co higu qua hon khi cho thudc trong thoi gian duéi 10 gid sau khi uong
paracetamol. Khi cho ubng, hoa loding dung dich N - acetylcystein véi nude hode (IB ubng
khéng co6 rugu dé dat dung dich 5% va phai ubng trong vong 1 gi&y sau khi pha Cho ubng N -
acetyleystein voi liéu déu tién 1a 140 mg/kg, sau d6 cho tiép 17 lidu nira, méi lidu 70 mg/kg
céch nhau 4 gior mdt lan, Chém dt didu tri ndu xét nghiém paracetamol trong huyét twrong
cho thiy nguy co ddc hai gan thp. Ciing ¢6 thé ding N - acetylcystein theo dudng tinh mach:

lidu ban ddu 12 150 mg/kg, pha trong 200 ml glucose 5%, tiém tinh mach trong 15 phit; sau
d6 truyén tinh mach lidu 50 mg/kg trong 500 ml glucose 5% trong 4 gidy; tiép theo 1a 100
mg/kg trong 1 1it dung dich trong vong 16 gi& tiép theo. Néu khong ¢ dung dich glucose 5%
thi ¢o thé ding dung dich natri clorid 0,9%.

ADR ciia N - acetylcystein gdm ban da (gdm ca may day, khong yéu ciu phai ngimg thubc),
budn nén, ndn, ia chay, va phan g kiéu phan vé.

Néu khong c6 N - acetyleystein, ¢6 thé ding methionin (xem chuyén luin Methionin). Néu d&
duing than hoat truéce khi dung methionin thi phai hdt than hoat ra khéi da day trude. Ngoai ra
¢6 thé dung than hoat va/hodc thube thy mudi do ching c¢é kha néng lam gidm hép thu
paracetamol.

12. Piic tinh dwee Iye hoc
Nhom duge 1y: Thube gidm dau, ha sot
Mi ATC: NO2ZBE(1

Paracetamol (acetaminophen hay N — acetyl — p - aminophenol) 1& chét chuyén hoa c6 hoat
tinh cia phenacetin, 1a thude gidm dau - ha st hitu hiéu c6 thé thay thé aspirin; tuy vdy, khac
véi aspirin, paracetamol khong ¢6 hiéu qua diéu tri viém. Véi lidu ngang nhau tinh theo gam,
paracetamol ¢6 tac dung gidm dau va ha sOt trong tur nhr aspirin.

Paracetamol 1am gidm than nhiét & nguoi bénh sbt, nhung hiém khi lam gidm than nhiét &
ngudi binh thwdng, Thude tée dong 1én ving dudi ddi gdy ha nhiét, toa nhiét ting do gidn
mach va ting luu lwgng mau ngoai bién.

Vi lidu didu tri, paracetamol it tac dong dén hé tim mach va hd hip, khong 1am thay doi can
bang acid - base, khong gy kich Gng, loét hodc chay mau da day nhu khi ding salicylat. Téac
dung clia paracetamol trén hoat tinh cyclooxygenase chua duge biét ddy du. Voi lidu 1
g/mgdy, paracetamol 12 mdt thudc ch ché cyclooxygenase yéu. Tac dung wc ché cta
paracetamol trén cyclooxygenase - 1 yéu. Paracetamol thudng duge chon lam thude giam dau
va ha sbt, dic biét & ngudi cao tudi va & ngudi c6 chbng chi dinh dung salicylat hodc NSAID
khéc, nhu ngudi bi hen, ¢6 tién st loét da day ta tring va tré em.

Paracetamol khong c6 tac dung trén sy két tap tiéu céu hodc thdi gian chay méu.
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Véi lidu didu tri, paracetamol chuyén héa chii yéu qua phén img lién hop sulfat va glucuronid.
Mot lugng nhd thudng chuyén thanh mdt chét chuyén hoéa dbe, N - acetyl - p-
benzoquinonimin (NAPQI), NAPQI dugc khir djc bing glutathion va dao thai vao nude tiéu
va/ hofic mét, Khi chdt chuyén héa khong duge lién hop véi glutathion s& géy doc cho céc té
bao gan va géy hoai ti té bao. Paracetamol thuong an toan khi ding vai lidu diéu tri, vi luong
NAPQI duoc tao thanh twong dbi it va glutathion tao thanh trong té bao gan di lién hop véi
NAPQI Tuy nhién, khi qué lidu hofic ddi khi voi lidu thuong ding & mdt s ngudi nhay cam
(nhur suy dinh dudng, hofic tuong tac thube, nghién ruou, co dia di truyén), ndng do NAPQI
c6 thé tich [u§ giy dée cho gan.

13. Dic tinh dwge djng hoc
Hép thy: Paracetamol dugc hip thu nhanh vé hdu nhu hoan toan qua dudng tidu hoa. Thire #n
giau carbohydrat lam giam ty 18 hép thu cta paracetamol. Néng d6 dinh trong huyét tvong dat
trong vong 30 - 60 phut sau khi udng véi lidu didu tri.
Phdn bé: Paracetamol phéin bé nhanh va déng déu trong phén 16n cdc md cia co thé. Khoang
25% paracetamol trong mau két hop véi protein huyét tuong.
Thdi trie: Nita doi huyét tuong cia paracetamol 13 1,25 - 3 gidy, ¢6 thé kéo dai voi lidu gy doc
hodic & ngudi bénh ¢6 thuong tén gan. Sau lidu didu tri, ¢6 thé tim thdy 90 - 100% thudc trong
nuée tiéu trong ngay thi nhét, chii yéu sau khi lién hop trong gan véi acid glucuronic (khoang
60%), acid sulfuric (khoing 35%) hoic cystein (khoang 3%); cling phat hién thiy mét lugng
nhé nhimg chét chuyén héa hydroxyl - héa va khir acetyl. Tré nhé it khé niing glucuro lién
hop vé6i thube hon so véi nguoi 1om.
Paracetamol bi N - hydroxyl héa béi cytochrom P450 dé tao nén N - acetyl -
benzoquinonimin (NAPQ), mdt chit trung gian c6 tinh phén tmg cao. Chét chuyén hoéa nay:.
binh thu{mg phcm irng vGi cac nhom sulfhydryl trong glutathion va bi khir hoat tinh. Tu}{\\
nhién, néu ubng liéu cao paracetamol, chéit chuyén hoéa nay duge tao thanh véi lwong du dé J
lam can kit glutathion ctia gan; trong tinh trang dd, chét NAPQ khéng duoc lién hop vé’l o
glutathion gay doc cho té bao gan, din dén viém va co thé din dén hoai tir gan.

\v /
14. Quy cich dong goi: /

Hop 5 vi (Al - PVC) x 10 vién nén phén tan.
Hdop 10 vi (Al - PVC) x 10 vién nén phén tan.

15. Didu kién bio quin, han ding, tiéu chufin chit lwgng ciia thude

- Didu kién bio quan: Noi kho thoang, tranh anh séng, nhiét do dudi 30°C.
- Han diing: 36 thang k& (ir ngdy sin xuat.

- Tidu chudn chit lwgng: TCCS.

16. Tén, dia chi ciia co s& sin xudt

Co s6 san xudt: CONG TY CO PHAN DUQC ENLIE.

Dia chi: Dudng NAG, khu cong nghiép My Phude 2, phudong M§ Phude, thi xd Bén Cét, tinh
Binh Duong.

Dién thogi: 0274.3553326 Fax: 0274.3559899



