Paracetamol .....

Ibuprofen ......... 200mz EEe QX IV/T¢3) IR 'bupgian......
PHAPHARCO CTCP Dugc & VTYT Binh Thugn
Paracetamol .....325 mg Paracetamol .....325 mg
|
A i Ibuprofen .......... 200 mg Atalzan Ibuprofen .........200 mg
CTCP Dugc & VTYT Binh Thugn PHAPHARCO CTCP Dugc & VTYT Binh Thugn

)D /x P H E D U EI }/:: T nol .....325 mj Paracetamol .....325 m, :
. | St Atalzan JEESoerEy A!,@,,l&é?“ =
\f)

Lan daute. al5s 0. .... poseel A talzan e

GMP -WHO

Ibuprofen .........200 mg
CTCP Dugc & VTYT Binh Thugn
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Paracetamol .....325 mg
ta Zan Ibuprofen .........200 mg
GMP -WHO CTCP Dugc & VIYT Binh Thudn
Paracetamol .....325 mg Paracetamol .....325 mg
Ibuprofen g Atalzan Ibuprofen .........200 mg
CTCP Dugc & VTYT Binh Thujn GMP -WHO CTCP Dugc & VIYT Binh Thudn
Paracetamol .....325 mg
Ibuprofen .........200 mg
CTCP Dugc & VTYT me
Paracetamol .....325 mg Paracetamol .....325 mg
tbuprofen Ibuprofen .........200 mg
CTCP Dugc & VIYT Binh Thuin

Paracetamol
Ibuprofen
CTCP Duge &
Paracetamol
tbuprofen ...

Paracetamol .....325 mg Paracetamol
Ibuprofen .........200 mg Ihuprofen ...
CTCP Dugc & VTYT Binh Thudn

Paracetamol .....325 mg Paracetamol
Ibuprofen .........200 mg Ibuprofen
CTCP Dugc & VTYT Binh Thugn PHAPHARCO CTCP Duigc & VTYT Binh Thujn
Paracetamol Paracetamol .....325 mg
Ibuprofen Ibuprofen .........200 mg
CTCP Dugc & VTYT Binh Thudn GMP -WHO CTCP Dugc & VTYT Binh Thuin PHAPHARCO

S6'16 SX & Han dung dugc in ndi trén vi
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CHi PINH:

Gidm cac con dau cd xuong nhe dén trung binh nhu
dau c6, dau vai, dau lung, cang ca bap tay hay bip
chan, ciing cd c8, viem khdp, thip khap, viem bao
hoat dich, bong gin, viém gan.

Giam nhiic ddu, dau bung kinh, nhiic rang, dau sau
nhé rang va tiéu phiu.

e ATALZAN — eusoi
Thanh phiin céng thirc:
Paracetamol .. 325mg
Ibuprofen .......... ceco. 200 mg E

T4 dugc vd

Hop 10 vi x 10 vién

LIEU DUNG VA CACH DUNG, CHONG CHi

PINH & NHUNG THONG TIN KHAC:

Xem trong todgdng din sit dung thudc kém theo.

-

POC KY HU .a

BAO QUAN NOT KHO MAT, NHIET PO DUGI 30°'C
TRANH ANH SANG.

AMTAY TRE EM

Sdn xudt tgi:

CONG TY CO PHAN DUGC& VIYT BINH THUAN

192 Nguy&n Hgi, P. Phi Trinh, TP. Phan Thiét
Tinh Binh Thudn. Vié¢t Nam

N SUDUNG TRUGC KHI DUNG

Vién nén >‘H>FN>Z

Thanh phéin cdng thirc:

Ibuprofen
T4 dugc vd

Hép 10 vi x 10 vién

PHAPHARLCO
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CHi DINH:
Giam cic con dau co xuong nhe dén trung
binh nhu dau ¢6, dau vai, dau lung, cang co
bip tay hay bdp chan, cling co c§, viém
khép, thap khdp, viém bao hoat dich, bong
gan, viémgan.

Giam nhiic dau, dau bung kinh, nhic rang,
dau sau nhd ring va tiéu phau.

LIEU DUNG VA CACH DUNG, CHONG CHi
DINH & NHUNG THONG TINKHAC:
Xem trong t& huéng din st dung thudc kém theo.

San xudt tai:
CONG TY CO PHAN DUGC& VTYT BINH THUAN
192 Nguy&n Hoi, P. Phd Trinh, TP. Phan Thiét,
Tinh Binh Thuin, Viét Nam
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CHI DINH: i LIEU DUNG VA CACH DUNG, Z Z &
Giam cdc con dau co xuong nhe dén trung Vién nén CHONG CHI DINH & NHONG ~ * &

binh nhu dau ¢8, dau vai, dau I)ung, céng cd THONG TIN KHAC: Xem trong to =
bép tay hay bép chan, ciing cd cd, vim khép, A I A I ’ z 'AN huéng dan sit dung thudc kém

thap khdp, viém bao hoat dich, bong gén, theo.

viém gan. Thanh phan cong thire: D& xa tam tay tré em.

Gidm nhic ddu, dau bung kinh, nhic rang, Boc ky huéng dan sit dung trude
dau sau nh rang v tiéu phau. Faracetamol =325 mg khi ding.

IBUprofery BAo qudn noi kho mat, nhigt 49

San xuét tai: Ta dugce vd. dudi 30°C, tranh 4nh séng.
CONG TY CG PHAN DUQC & VTYT BINH THUAN Chai 100 vién " 2
192 Nguyén Hoi, P. Pha Trinh, TP Phan Thist, PHAPHARCD TIEU CHUAN: TCCS
Tinh Binh Thuén, Vigt Nam. e o 1> (Jram e —

6. NHAN CHAI 200 VIEN

f . GMP - ; < A
CHI DINH: S—— dki/ LIEU DUNG VA CACH DUNG,

Giam c4c con dau co xuong nhe dén trung CHONG CHi DINH & NHONG THONG

binh nhu dau ¢8, dau vai, dau lung, cing co TIN KHAC: Xem trong tb hudng din
bap tay hay bdp chan, citng cd c8, viém khdp, A I A I r 2 ’AN sif dung thudc kem theo.

thdp khop, viem bao hoat dich, bong gén,
DE xa tim tay tré em.

aH
"XSN

XS 01 98

viém gan. Thanh phan céng thirc: tamt s
Gidm nhic ddu, dau bung kinh, nhifc ring, Boc ky hudng dén sif dung trude
dau sau nhd rang va tiéu phu Paracetamol ................ 325 mg khi diing.
’ louprofen .... . Bao quan noi khd mat, nhigt d
3 ocan sk <
San xudt tai: Td dugc vd .. dudi 30°C, tranh anh sdng.
CONG TY 6 PHAN DUQC & VTYT BINH THUAN Chai 200 vién —_—
192 Nguyén Hgi, P. Pha Trinh, TP Phan Thiét, PHAPHARCD .
Tinh Binh Thuén, Viét Nam. — k%% K % SPK: o




TO HUONG DAN SU DUNG THUOC
Vién nén ATALZAN

. Tén thuéc: ATALZAN

2. Cic déu hi¢u lru  va khuyén cdo khi ding thubc:
Doc ky hudng dan sir dung trude khi ding.
Dé xa tam tay tré em.

3. Thanh phén céng thirc thudc:

[a—

Thanh phén dugc chét:

Paracetamol ...........ccooviiiiiiiiii e 325 mg
TOUPBHOEOIE onsscvsmsvsummmvusensmssnsomsenmssnusmssmssms ewessesmss s esssssss ks s bsimsensmpnpasnsss 200 mg
Thanh phan ta duogc:

Dicalci phosphat, erapac, tinh bét, sunset yellow, povidon K90, colloidal silicon dioxide,
magnesi stearat, talc, natri starch glycolat.....................c.cc.cccoeveceeeeeeceereeenannn.. vira du.

4. Dang bao ché: Vién nén 2 16p hinh tron, mot 16p mau tring, mot 16p mau cam nhat.
S. Chi dinh:

Giam céc con dau co xwong nhe dén trung binh nhu dau ¢d, dau vai, dau lung, cdng co
bip tay hay bip chan, cimg co ¢b, viém khép, thép khép, viém bao hoat dich, bong gén, viém
gan.

Giam nhirc d4u, dau bung kinh, nhtrc rang, dau sau nhd ring va tiéu phau.

6. Cach ding, liéu dung: i ) N ‘

Nguoi 16n va tré em 12 tudi trd 1€n: Udng 1 vién moi 6 gid khi can.

Khéng dung lau hon 10 ngay.

7. Chéng chi dinh: _ ’ ‘ 3901/ ,

Nguoi bénh qué man véi bat ky thanh phan nadyedfa thuoc.

Suy gan néng.

Loét da day t4 trang tién trién.

Qué mAn véi aspirin hay véi cac thube chdng viém khong steroid khac (hen, viém mili,
ndi may day sau khi dung aspirin).

Nguoi bénh bi hen hay bi co thit phé quan, rdi loan chday mau, bénh tim mach, tién sir
loét da day ta trang, suy gan hodc suy than (muc loc cdu than dudi 30 ml/ phut).

Ngudi bénh dang dugc diéu tri biang thudc chéng dong coumarin.

Ngudi bénh bi suy tim sung huyét, bi giam khéi luong tudn hoan do thude 1o niéu hodc
bi suy than (tang nguy co ri loan chirc ning than).

Nguoi bénh mic mot trong nhom bénh tao keo (cé nguy co bi viém mang nio vo khuén;
can chi y 1a tit ca cac ngudi bénh bj viém mang ndo vo khudn déu da co tién sir mic mot
bénh tu mién).

Ba thang cubi cua thai ky.

8. Canh b4o va than trong khi ding thudc:

Paracetamol:

Paracetamol twong dbi khong doc véi liéu diéu tri, va khi dung dudi sy huéng dan cta
thdy thudc. Tuy nhién, ding qué liéu paracetamol 1a nguyén nhan chinh gy suy gan cp.
Dung nhiéu ché pham chira paracetamol (acetaminophen) ddng thoi co thé dan dén hau qua
¢6 hai (nhu qué liéu paracetamol).

Phan mg da nghiém trong, c6 kha nidng giy tr vong bao gbm hoi chimg Stevens-
Johnson, hoai tir biéu bi nhiém ddc (TEN), hoi chirmg ngoai ban mun mu toan théan (AGEP:
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Acute generalized exanthematous), hoi ching Lyell tuy hiém nhung di xay ra voi
paracetamol, thuong khong phu thudc vao tic dung cuia cac thude khac. Tuy cac thube giam
dau va ha sét khac (nhu NSAID) c6 thé gy cac phan tng tuong tu, man cim chéo véi
paracetamol khong xay ra. Ngudi bénh can phai ngimg dung paracetamol va di kham thay
thude ngay khi thdy phat ban hodic cac biéu hién khéac & da hodc cac phan (g mén cam trong
khi diéu tri. Nguoi bénh c6 tién st c¢6 cac phan ng nhu viy khong nén ding céc ché phim
chira paracetamol.

Poi khi ¢6 nhitng phan mg da gdbm ban dét san ngtra va may day; nhitng phan (g man
cam khac gdm phu thanh quéan, phi mach, va nhitng phan tng kiéu phan vé c6 thé it khi xay
ra. Giam tiéu cau, giam bach cau, va giam toan thé huyét ciu da xdy ra voi viéc st dung
nhitng din chét p-aminophenol, dic biét khi ding kéo dai cac liéu 16n. Giam bach ciu trung
tinh va ban xuét huyét giam tiéu ciu da xay ra khi dung paracetamol. Hiém gip mét bach cau
hat & ngudi bénh dung paracetamol.

Nguoi bi phenylceton - niéu (nghia 13, thiéu hut gen xac dinh tinh trang cta phenylalanin
hydroxylase) va ngudi phai han ché lugng phenylalanin dua vao co thé phai duge canh bao 1a
mdt sé ché phim paracetamol chira aspartam, s& chuyén héa trong da day - rudt thanh
phenylalanin sau khi ubng.

Mot sé dang thudc paracetamol c6 trén thi trudong chira sulfit ¢6 thé gdy phan tmg kiéu di
trng, gdbm ca phan vé va nhitng con hen de doa tinh mang hodc it nghiém trong hon & mot sd
ngudi qua man.

Thuong gdp & ngudi bénh hen nhiéu hon & ngudi khong hen.

Phai than trong khi dung paracetamol cho ngugi bi Suy gan, suy thin, nguoi nghién ruqu,
suy dinh dudng man tinh hodc bi mét nude. Trénl% liéu cao, dung kéo dai va dung theo
duong tinh mach cho nguoi bi suy gan.

Phai dung paracetamol than trong & nguoi bénh ¢ thiéu mau tir trude, vi ching xanh tim
¢6 thé khong biéu 16 r5, mac di nong do cao & mirc nguy hiém ctia methemoglobin trong
mau.

Ubng nhiéu rugu c6 thé gay tang doc tinh v6i gan cua paracetamol; nén tranh hodc han
ché uéng ruou.

Béc s§ can canh béo bénh nhan vé cac ddu hiéu ctia phan tng trén da nghiém trong nhu
hoi chimg Stevens-Johnson (SJS), hi chung hoai tir da nhiém doc (TEN) hay hoi chimng
Lyell, hoi chirng ngoai ban myn mu toan than cép tinh (AGEP).

Ibuprofen:

Can than trong khi dung ibuprofen d6i véi ngudi cao tudi.

Ibuprofen c¢6 thé 1am cdc enzym transaminase tang lén trong méu, nhung bién dbi nay
thoang qua va hdi phuc duoc.

Réi loan thi gidc nhu nhin mo 1a déu hiéu chi quan va c6 lién quan dén tac dung c6 hai
cta thudc nhung sé& hét khi ngirng dung ibuprofen.

Ibuprofen trc ché két tap tiéu cau nén c6 thé lam cho thoi gian chdy mau kéo dai.

CAn theo ddi chitc ning gan thudng xuyén khi sir dung ibuprofen 1au dai. Noéng do ALT
huyét tuong 1a chi s6 nhay nhit dé danh gia nguy co lam giam chirc ning gan cua thude
chbng viém khong steroid.

CAn than trong va theo doi chit ch& bénh nhén suy gidm chic néng thén khi st dung
ibuprofen.
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O ngudi ¢ acid phenylpyruvic niéu (nhu thiéu enzym phenylalamin hydroxylase) va
nhitng ngudi phai han ché sir dung phenylalamin nén than trong khi dung biét dugc Motrin
vién nhai c¢6 chtra aspartam (chit chuyén hoa qua dudng tiéu hoéa tao thanh 3 hodc 6 mg
phenylalamin véi mdi vién 50 mg hogc 100 mg) va vién nhai Advil®Chidren va Advil®Junior
cho tré em chira aspartam (chuyén héa tao 2,1 mg va 4,2 mg phenylalamin & mdi vién).

Cén theo dbi chat ché nguy co chady mau khi dung ibuprofen ¢ tré so sinh thiéu thang.
Thén trong khi sir dung ibuprofen & tré so sinh thiéu thang c6 nguy co nhiém khuén hodc

nhiém khuan chwa duoc kiém soat day du.

Khi str dung ibuprofen c6 thé lam ting huyét ap hodc lam ning hon bénh ting huyét ap,
lam tdng nguy co cac bién c¢d tim mach. Ibuprofen lam tdng nguy co bién ¢ tim mach
nghiém trong do huyét khéi. nguy co bién c¢b tim mach cua ibuprofen tang & bénh nhan c6
bénh tim mach hoic c6 yéu t6 nguy co mic bénh tim mach. Dé giam thiéu cac bién cb tim
mach nén dung liéu thdp nhét c6 hiéu qua va trong thoi gian ngin nhat. Bénh nhan cin dugc
thong tin vé céc tridu ching doc tinh nghiém trong trén tim mach (dau nguc, khé tha, yéu,
n6i kho) va huéng din xir tri khi cic triéu chirng nay xay ra.

Ibuprofen nén sir dung than trong & bénh nhan c6 r dich, suy tim vi d c6 bdo cdo vé tac
dung phu @ dich va phu xay ra khi str dung cac thude nay.

Cin than trong vi tdc dung ha nhiét va chéng viém cua ibuprofen cé thé che mo cac diu
hi¢u va triéu chirng viém cuia cac bénh khéc.

Ibuprofen nén than trong trong khi str dung & bénh nhan ting bilirulin toan phan vi nguy
co foribuprofen thay thé bilirubin trong lién két voi albumin.

Nguy co huyet khéi tim mach:

Céc thudc chbng viém khong steroid (NSAQ‘P/), khong phai aspirin, dung dudng toan
than, c6 thé 1am ting nguy co xuat hién bién cd huyét khdi tim mach, bao gdm ca nhdi mau
co tim va dot quy, ¢ thé dan dén tir vong. Nguy co nay c6 thé xuét hién sém trong vai tuin
du dung thudc va co thé tang 1én theo thoi gian dung thudc. Nguy co huyét khéi tim mach
duoc ghi nhan cha yéu & lidu cao.

Béc sy cin danh gia dinh ky su xuét hién cta cac bién ¢ tim mach, ngay ca khi bénh
nhan khong ¢6 cac tri¢u chirng tim mach trugc d6. Bénh nhén can dugc canh bao vé céc triéu
chimg cuia bién ¢b tim mach nghiém trong va can tham kham béac sy ngay khi xuét hién cac
triéu chirng nay.

Pé giam thiéu nguy co xut hién bién ¢b bét loi, cdn st dung ATALZAN & lidu hang
ngdy thip nhit c6 hiéu qua trong thoi gian ngin nhét co thé.

Thén trong véi ta dugce sunset yellow: Co thé gay di tmg da.

9. Sir dung thudc cho phuy nir ¢6 thai va cho con bu:
Khong nén str dung thudc trong thoi ky mang thai, dic biét 1a trong ba thang cudi cia thai

ky.
Thudc vao sita me rt it, khong dang ké. it kha ning xay ra nguy co cho tré & liéu binh
thuong voi me.

10. Anh hwéng ciia thudc 1én kha niing l4i xe va van hanh may méc:
Khong anh hudng cua thubc 1én kha nang 14i xe, van hanh may moc.

11. Twong tac, twong Ky, ciia thudc:
Thudc ubng chdng dong mau: Ubng dai ngay liéu cao paracetamol lam ting nhe tac dung

chéng d6ng ctia coumarin va dan chét indandion. Dit liéu nghién ciru con mau thuin nhau va
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con nghi ngd vé twong tac niy, nén paracetamol duoc ua ding hon salicylat khi cin giam dau
nhe hoic ha sbt cho ngudi bénh dang ding coumarin hoic din chét indandion.

Cén phai chi y dén kha ning giy ha st nghiém trong & ngudi bénh dung ddng thoi
phenothiazin va li€u phap ha nhiét (nhu paracetamol).

Udng ruou qua nhiéu va dai ngay c6 thé lam ting nguy co gdy doc cho gan cuia
paracetamol.

Thude chdng co giat (gdm phenytoin, barbiturat, carbamazepin) gdy cam Ung enzym &
microsom thé gan, c6 thé lam ting tinh doc hai gan cia paracetamol do tang chuyén hoa
thude thanh nhig chét doc hai vai gan. Ngoai ra, ding dong thoi isoniazid voi paracetamol
ciing c6 thé din dén tang nguy co doc tinh véi gan, nhung chua xac dinh duoc co ché chinh
xdc cla trong tac ndy. Nguy co paracetamol gdy doc tinh gan gia ting dang ké & ngudi bénh
ubng liéu paracetamol 16n hon liéu khuyén dung trong khi dang ding thubc chéng co giét
hoic isoniazid. Thudng khong cin giam lidu & ngudi bénh ding dong thoi lidu diéu tri
paracetamol va thubc chdng co giat; tuy vdy, ngudi bénh phai han ché ty ding paracetamol
khi dang dung thubc chdng co giat hoic isoniazid.

Probenecid c6 thé 1am giam dao thai paracetamol va lam ting thoi gian ban thai trong
huyét tuong cia paracetamol.

Isoniazid va cac thudc chdng lao lam ting doc tinh cua paracetamol d6i v4i gan.

Ibuprofen hiép dong tic dung v6i warfarin gay chay mau da day. Phdi hop hai thudc nay
lam ting nguy co gdy chay mau da cao hon khi ding timg thuc don doc.

Ibuprofen khi ding dong thdi véi aspirin lam ting nguy co gdy chimg chay mau da day.
Cac nghién ciru trén dong vét cho thdy ndng do ibuprofen giam khi ding ddng thoi véi
aspirin, mic du nhitng nghién ctru trén ngudi con han ché va khong thdy su giam ndng do
nay. Ngoai ra, ibuprofen ddi khang tic dung wrc ché két nap tiéu ciu khong hdi phuc cua
aspirin nén lam gidm tac dung cua aspiriwg@/ tim mach va 1am ting nguy co tim mach. Liéu
ibuprofen 400 mg x 3 1an/ ngay dung ddng thoi véi liéu aspirin 81 mg 1am trc ché tac dung
trc ché hoat tinh ctia enzym cyclooxygenase-1 cuia tiéu cau ciing nhu tac dung e ché két nap
tiéu cdu cua aspirin khi dung aspirin kéo dai. Str dung aspirin truéc 2 gior khi dung lidu
ibuprofen budi sang khong tranh dugc xdy ra tuong tc khi ding ché d6 nhiéu liéu ibuprofen
trong ngdy, mic du thay dbi thoi gian sir dung 2 thude c6 thé tranh dugc khi dung ché do don
liéu ibuprofen trong ngay. Co quan quéan ly dugc phim va thuc phdm My (FDA) khuyén cdo
& bénh nhan st dung liéu ibuprofen 400 mg/ lan/ ngay phdi hop v&i vién gidi phéng ngay lap
tirc, ham lugng thip aspirin, nén st dung ibuprofen 8 gi truéc hodc it nhat 30 phut sau khi
dung aspirin. Do nguy co tdng tdc dung phu nén khuyén céo khong nén dung dong thoi thube
chéng viém khong steroid véi aspirin.

D4 ¢6 bao cdo ibuprofen lam ting ndng do huyét twong cua lithi 1én 12 — 67 % va giam
thai trir lithi qua than. Co ché cua tuong tdc ndy chua rd nhung sy uc ché téng hop
prostagrandin c6 thé anh hudng dén sy thai trur lithi & than. Mot s6 nha 1am sang khuyén cdo
khong nén ding ddng thoi lithi véi ibuprofen. Tuy nhién, néu ding dong thoi phai theo dai
chiit ché cac ddu hiéu ngd doc lithi va ndng do huyét twong cta lithi phai dugc theo ddi khi
bit dAu st dung ddng thoi hai thude va hiéu chinh cac lidu tiép theo. C6 thé phai giam liéu
lithi & mdt s& bénh nhén va cin hiéu chinh liéu lithi khi ngimg dung ibuprofen.

C6 mot sb bang ching vé hiép ddng tac dung (rc ché prostaglandin khi dung dong thoi
ibuprofen véi céac thudc e ché enzym chuyén hay d6i khang thu thé angiotensin II lam giam
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hiéu qué ctia cdc nhom thube nay trén huyét ap. Phai theo doi chit ché huyét ap khi phdi hop
thube chéng viém khong steroid or bénh nhén dang dung trc ché enzym chuyén hay chen thu
thé angiotensin II. C6 it di¥ lidu vé viéc gdy gidm chirc ning than cip tinh khi phdi hop thude
chéng viém khong steroid va thudc wrc ché enzym chuyén, tuy nhién khong thé loai trir nguy
co nay vi mdi nhom thude khi dung don doc déu gdy ADR nay.

Sir dung dong thoi corticoid va thude chéng viém khong steroid lam tdng nguy co loét da
day.

Ibuprofen va cic thudc chdng viém khong steroid khéc lam taing ADR cua céc khang sinh
nhém quinolon 1én hé than kinh trung wong va c6 thé din dén co giat.

Magnesi hydroxyd lam ting sy hdp thu ban ddu cua ibuprofen; nhung néu nhdém
hydroxyd cung c¢6 mét thi lai khong c6 tac dung nay.

Vi cac thude chéng viém khong steroid khac: Tang nguy co chay mau va gy loét.

Methotrexat: Ibuprofen lam tédng doc tinh cua methotrexat.

Furosemid, c4c thiazid: Ibuprofen c6 thé lam giam tac dung bai xut natri niéu cia
furosemid va céc thudc loi tidu.

Digoxin: Ibuprofen c¢6 thé lam ting ndng do digoxin huyét tuong.

12. Tac dung khong mong muédn ciia thude:

Paracetamol:

Phan {mg da nghiém trong nhu hoi chimg Stevens-Johnson, hdi ching Lyell, hoai tir biéu
bi nhiém ddc, mun mu ban do toan than cip tuy hiém xay ra, nhung c6 kha ning gy tir vong.
Néu thdy xuét hién ban hodc cac biéu hién khac vé da, phai ngimg dung thubc va tham kham
thay thudc.

Ban da va nhitng phéan ng di ung khdac thinh thodng xay ra. Thudng l1a ban d6 hodc may
day, nhung doi khi nang hon va c6 thé kém theo sét do thudc va thuong ton niém mac. Néu
thdy sdt, bong nudc quanh cac hbc tu nhién/ nén nghi dén hdi chig Stevens-Johnson, phi
ngimg thudc ngay. Qué liéu paracetamol &thé din dén ton thwong gan nang va dbi khi hoai tir
6ng than cdp. Nguoi bénh min cam véi salicylat hiém min cam véi paracetamol va nhiing
thude ¢6 lién quan. Trong mdt sO it trudng hop riéng 1é, paracetamol di giy gidm bach cau
trung tinh, giam tiéu cdu va giam toan thé huyét cau.

It géip, 1/1000 < ADR < 1/100

Da: Ban.

Da day - rudt: Budn nén, non.

Huyét hoc: Loan tao médu (gidm bach cdu trung tinh, giam toan thé huyét cdu, giam bach
cau), thiéu mau.

Thén: Bénh than, doc tinh than khi lam dung dai ngay.

Hiém gdp, ADR < 1/1000

Da: Hoi chirg Stevens-Johnson, hoai tur biéu bi nhiém doc, hdi chimg Lyell, mun mu
ngoai ban toan thin cAp tinh.

Khac: Phan tmg qua mén.

Hu’o'ng din cdch xir tri ADR:

Néu xay ra ADR nghiém trong, phai ngirng ding paracetamol. V& didu tri, xin doc phan:
“Quad liéu va cach xir tri”.

Ibuprofen:

5 — 15 % nguoi bénh c6 tac dung phu vé tiéu hoa.

Thuong gap, ADR > 1/100
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Toan than: S6t, méi mét.

Tiéu hoa: Chudng bung, budn non, non.

TKTW: Nhitc dau, hoa mét chéng mat, bdn chdn.

Da: Mén ngira, ngoai ban.

It gap, 1/100 > ADR > 1/1000

’ Toan than: Phan umg di ing (dic biét co that phé quan ¢ nguoi bénh bi hen), viém miii,
ndi may day.

Tiéu hoa: Dau bung, chay méu da day — rudt, 1am loét da day tién trién.

TKTW: Lo mo, méit ngu, U tai.

Mit: Réi loan thi giéc.

Tai: Thinh lyc giam.

Mau: Thoi gian mau chay kéo dai.

Hiém gap, ADR < 1/1000

Toan than: Phu, ndi ban, héi chung Stevens — Johnson, rung tdc, ha natri.

TKTW: TrAm cam, viém mang ndo vo khuén va hén mé, nhin mo, rdi loan nhin mau,
giam thi lyc do ngod doc thudc.

Méu: Giam bach ciu, giam tiéu clu, giam bach cau trung tinh, ting bach cdu wa eosin,
giam bach cau hat, thiéu mau.

Tiéu hoa: Réi loan co bop ti mat, cac thir nghiém thdm do chirc ning gan bét thuong,
nhiém ddc gan. Viém rudt hoai tir, hoi chimg Crohn, viém tuy.

Tiét niéu - sinh duc: Viém bang quang, d4i ra mau, suy than cép, viém than k&, hoi ching
thén hu.

Da: Nhay cadm v6i 4nh sang.

Nguy co huyét khéi tim mach (xem thém phén%trong khi diing thudc).

Huong dén cdch xir tri ADR:

Néu nguoi bénh théy nhin mo, giam thi luc, hodc rdi loan cdm nhén mau séc thi phai
nging dung ibuprofen.

Néu c6 rdi loan nhe vé tiéu hoa thi nén udng thudc lic an hay uéng vdi sira.

Thong bdo ngay cho bdc sy hodc dwogc sy nhitng phan iing c6 hai gap phai khi s dung
thuoc. .

13. Qua lieu va cach xir tri:

Paracetamol:

Biéu hién

Nhiém doc paracetamol c6 thé do dung mat lidu doc duy nhét, hoic do uéng lap lai liéu 16n
paracetamol (vi du, 7,5 - 10 g mdi ngay, trong 1 - 2 ngay), hodc do ubng thude dai ngay. Hoai
tir gan phu thudc lidu 1a tac dung doc cép tinh nghiém trong nhét do qué lidu va c6 thé gay tir
vong.

Budn ndn, ndn, va dau bung thudng xay ra trong vong 2 - 3 gid sau khi udng liéu doc cia
thudc. Methemoglobin méu, din dén chimg xanh tim da, niém mac va méng tay la mot dau
hiéu dic trung nhiém doc cép tinh din chit p-aminophenol; mot lugng nhé sulfhemoglobin
cling ¢6 thé dugc san sinh. Tré em c6 khuynh huéng tao methemoglobin dé hon ngudi 16n
sau khi udng paracetamol.

Khi bi ngd doc néng, ban du ¢6 thé c6 kich thich hé than kinh trung vong, kich dong, va
mé sang. Tiép theo co thé 1a wrc ché hé than kinh trung uong: siing s, ha than nhiét, mét 14,
thé nhanh, nong; mach nhanh, yéu, khong déu; huyét ap thip va suy tudn hoan. Truy mach
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do gxam oxy huyét twong dbi va do tac dung trc ché trung tam, tac dung nay chi xay ra végi
liéu rat 16n. Séc co thé xay ra néu gian mach nhiéu. Con co giat nghet thé gay tir vong c6 thé
xay ra. Thuong hon mé xay ra truéc khi chét dot ngdt hodc sau vai ngay hon mé.

Déu hiéu 14m sang thuong ton gan tré nén ro rét trong vong 2 dén 4 ngay sau khi ubng
liéu doc. Aminotransferase huyét tuong tdng (d6i khi tang rat cao) va ndng do bilirubin trong
huyét twong cung c6 thé tang; thém nira, khi thuong ton gan lan rong, thoi gian prothrombm
kéo dai. C6 thé 10 % ngum bénh bi ngd doc khong duoc diéu tri dic hidu da co thuorng ton
gan nghiém trong, trong s6 d6 10 % dén 20 % cudi cung chét vi suy gan. Suy than cép cling
xdy ra & mot sO nguoi bénh. Sinh thiét gan phat hién hoai tir trung tAm tiéu thiy trir ving
quaph tlph mach ctra. O nhiing truong hop khong tir vong, thuong ton gan phuc hdi sau
nhi€u tuan hodc nhiéu thang.

Diéu tri

Chan doan som rét quan trong trong diéu tri qua lidu paracetamol. C6 nhitng phuong phép
xéc dinh nhanh ndng d6 thudc trong huyét twong. Tuy viy, khéng dugc tri hodn diéu trj trong
khi cho két qua xét nghiém néu bénh sir goi y 1a qua lidu ning. Khi nhiém doc ndng, diéu
quan trong 1a phai diéu tri hd trg tich cuc. Can rira da day trong moi truong hop, tot nhit
trong vong 4 gid sau khi uéng.

Liéu phap giai doc chinh la dung nhitng hop chét sulthydryl, ¢6 1& tac dong mot phan do
bd sung dur trit glutathion & gan. N-acetylcystein c6 tac dung khi udng hoic tiém tinh mach.
Phai dung thudc giai doc ngay l4p tire, cang sém cang tot néu chwa dén 36 gio ké tir khi ubng
paracetamol. Diéu tri véi N-acetylcystein ¢6 hiéu qua hon khi cho thudc trong thoi gian dudi
10 gio sau khi udng paracetamol. Khi cho udng, hoa loang dung dich N - acetylcystein vai
nude hoic db uéng khong c6 rugu dé dat dung dich i/% va phai udng trong vong 1 gitr sau
khi pha Cho udng N-acetylcystein véi liéu dau tleﬁ\ 140 mg/ kg, sau do6 cho tiép 17 lidu
nira, mdi liéu 70 mg/ kg cach nhau 4 gid mot lan. Chdm dut diéu tri néu xét nghiém
paracetamol trong huyét tuong cho thdy nguy co doc hai gan thip. Ciing c6 thé dung
N-acetylcystein theo duong tinh mach: liéu ban dau 1a 150 mg/ kg, pha trong 200 ml glucose
5 %, tiém tinh mach trong 15 phut; sau do6 truyén tinh mach liéu 50 mg/ kg trong 500 ml
glucose 5 % trong 4 gid; tiép theo 1a 100 mg/ kg trong 1 lit dung dich trong vong 16 gid tiép
theo. Néu khong c6 dung dich glucose 5 % thi c6 thé dung dung dich natri clorid 0,9 %.

ADR cua N-acetylcystein gdm ban da (gdm ca may day, khong yéu cau phai ngimg thuéc),
budn ndn, ndn, ia chdy, va phan tng kiéu phan vé.

Néu khong c6 N-acetylcystein, c6 thé ding methionin (xem chuyén luan Methionin). Néu
da dung than hoat trude khi dung methionin thi phdi hut than hoat ra khdi da day trudc.
Ngoai ra c6 thé dung than hoat va/hoic thudc tdy mudi do chiing c6 kha ning lam giam hap
thu paracetamol.

Ibuprofen:

C6 it thong tin vé xay ra doc tinh cép v6i ibuprofen. ADR do qué lidu ibuprofen thuong
phu thugc vao lugng thudc udng va thoi gian udng. Tuy nhién vi sy dap umg véi thude 1a
khéc nhau nén qua liéu phai danh gia trén timg c4 thé.

Céc triéu chung vé qua lidu ibuprofen da dugc bdo cao gém: Pau bung, budn ndn, ndn,
thy o va nga ga, co thé xay ra dau dAu, con co cimg, rc ché TKTW, co giét, ha huyét ap,
nhip nhanh, thé nhanh va rung nhi. C6 bdo cdo nhung hiém v& nhidm toan chuyén héa, hon
mé, suy than cip, ting kali huyét, ngimg thd (cht yéu & tré nho), tc ché ho hap va suy hod
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hép. C6 su lién quan rt it giira ndng do ibuprofen trong méau va cac phan tng nghiém trong
xay ra khi qué liéu ibuprofen.

O tré em tinh lidu theo trong luong co thé c6 thé gitp du doan trude nguy co doc tinh
nhung nén dénh gia trén ting c4 thé. Mot nha san xuat va mot sé nha 14m sang khuyén céo
ring liéu du6i 100 mg/ kg it xay ra doc tinh & tré em. Liéu 100 — 400 mg/ kg can ubng khi
d6i va theo doi tré tai co so y té 4 gio sau khi udng thude. Véi liéu trén 400 mg/ kg cin can
thiép b?lng thudc ngay lap tirc, theo doi chat chg, didu tri hd tro, khong khuyén céo sir dung
cac thude gay non do nguy co gdy co gidt va hit vao da day

Thudng 1a diéu tri triéu chimg va hd trg. Néu da udng qué liéu thi can ap dung ‘nhiing
bién phap sau day nhim tang dao thai va bit hoat thudc: rira da day, gdy non va loi tiéu, cho
ubng than hoat hay thudc tay mu01 Néu nang: thim tach méu hodc truyen méu. Vi thudc gy
toan hoa va dao thai qua nudc tiéu nén vé ly thuy,et s& ¢6 loi khi cho truyén dich kiém va loi
tieu. Can phai theo doi, kiém soat nguy co ha huyét ap, chdy méu da day va toan héa mau.
14. Quy cach dong goi:

Hop 5 vi x 20 vién (vi nhéom - PVC);

Hop 10 vi x 10 vién (vi nhom - PVC);

Chai 100 vién (chai nhya HDPE);

Chai 200 vién (chai nhya HDPE).

15.Piéu kién bio quén, han dung, tiéu chuan chit lrong ¢ ude:
Bdo quén: Noi kho mat, nhiét do duai 30 °C, tranh 4nh sa g
Han dung: 36 thang ké tir ngay san Xuét.
Tiéu chuin: TCCS.
16. Ten, dia chi cua o s& san xuét thudc:
CONG TY CO PHAN DUQC & VAT TU Y TE BINH THUAN
192 Nguyén Héi, P. Pha Trinh, TP. Phan Thiét, Tinh Binh Thu4n, Viét Nam.

TUQ.CYC TRUONG
PTRUGNG PHONG

Nguyén Moo
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