https://trungtamthuoc.com/

HUONG DAN SU DUNG
Tén thube: HADUPARA 1B 200
Doc ky hirdng dén sir dun g trudc khi dimg. Pé xa tam tay tré em.

1. Thanh phan céng thire thube:

Thanh phin hoat chiit: Ham lwong
Paracatamol 500 mg
Ibuprofen _ 200 mg

Thanh phin td d-n'p'c: Polyvinyl pyrrolidone K30,
Microcrystalline cellulose, Natri lauryl sulfat, Pregelatinized

potato starch, Sodium starch glycolat, Silica colloidal hydrated

-]

Vira du | vién

Magnesium stearat, Hydroxypropyl methylcellulose 606,
Hydroxypropyl methylcellulose 615, PEG 6000, Talc, Titan
dyoxyd, Mau Erythrosine lake, Mau Sunset Yellow Lake.

2. Dang bao ché:

Vién nén bao phim, hinh thuén dai, mau hdng dén cam.

3. Chi dinh:

Piéu trj cac con dau tir nhe dén trung binh lién quan dén chimg dau ntra dau, nhirc déu,
dau lung, dau bung kinh, dau ring, thip khép va dau co, dau do viém xuong khdp.
Diéu trj cam lanh va cim, dau hong va sit.

Hadupara IB 200 thich hop sir dung diéu tri con dau doi hoi phai giam dau manh hon
paracetamol ho#ic ibuprofen ding riéng lé.

4. Céch ding, li¢u ding:

4.1. Liéu ding:

Ngudi truong thanh (=18 tudi): Dung 1 vién/ lan, 3 1an trén ngay, mdi lan cach nhau 6
gio. Néu céc tri¢u chimg khong thuyén giam thi ¢é thé ding thém t6i da 2 vien/ lin, 3
lan/ngay. Khéng sir dung qua 6 vién/ngay (tuong duong 3000mg Paracetamol va
1200mg Ibuprofen).

Khéng st dung thude cho tré em dudi 18 tudi.

Lién h¢ v6i bac si diéu trj khi gap bat ci tac dung bit loi khi st dung thudc.

4.2. Cach ding:

Dung thude theo dudng udng. Chi sir dung trong thoi gian ngan dé giam triéu ching,
Bénh nhan nén tham khio ¥ kién bac s§ khi thiy cac triéu ching vin con hodc c6 diu

hié¢u xau di khi da ding san pham duge hon 3 ngay.
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Dé giam thiéu tac dung phu cta thuoc, khuyén cao bénh nhén nén sir dung Hadupara
IB 200 vai thic an.

5. Chéng chi dinh:

Bénh nhan man cam véi paracetamol va ibuprofen, hodc vai bt ky thanh phén nao cia
thudc.

Str dung dong thoi véi céc sin phéam c6 chira Paracetamol khéc — ting nguy co tac dung
phu nghiém trong

G nhiing bénh nhan co6 tién st phan (mg qua man (vi du nhu co thit phé quan, phu
mach, hen suyén, viém mii hodc ndi mé day) lién quan dén acid acetylsalicylic hoiic
céc thube chdng viém khong steroid khac (NSAID).

O nhirmg bénh nhian dang bi loét/xuat huyét da day - ta trang dang tién trién hoac cé
tién st tai phat

O nhitng bénh nhin ¢ tién sir hodc dang bi loét/thiing hodc chay mau duong tiéu hoa,
bao gdm ca trudng hop lién quan dén NSAID

Bénh nhén ¢6 rdi loan dong mau

O bénh nhan suy gan niing, suy thin nang hodc suy tim ning (NYHA d§ 4)

Khi str dung dong thoi voi cac san pham e chira NSAID khac, bao gom thude trc ché
diic hidu cyclo-oxygenase-2 (COX-2) va liéu acid acetylsalicylic trén 75 mg mdi ngy
— ting nguy co phan tmg bt loi

Trong ba thang cudi cta thai ky do nguy co ong ddong mach thai nhi déng sém va ¢6
thé tang ap phoi

6. Canh bfo va thin trong khi ding thudc:

Khéng dung vuot qué lidu khuyén cao.

Khong st dung cho dén lan déu tién thir dung ibuprofen hogc paracetamol riéng 1é dé
giam dau theo huéng din trén bao bi.

Tham khao ¥ kién bac si néu cac triéu ching van ton tai hodc trim trong hon hoidc néu
can dung san pham nay hon 3 ngay.

Dé xa tim mat va taim véi cia tré em.

Paracetamol:

Nguy co qua liéu Paracetamol cao hon & nhitng bénh nhan mic bénh gan do rwgu khong
X0 gan. Cén tu van y té ngay lap tic trong truomg hop ding qua liéu, ngay cé khi bénh

nhéan cam thdy khoe, vi nguy co ton thuong gan nghiém trong, cham tré,
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Khong ding chung vi bét ky san phim nao khac c¢é chira Paracetamol. Can tu vén y
té ngay lap tire néu diéu nay xay ra, ngay ca khi ban cdm thay khoe vi di¢u nay co thé
dan dén qua liéu,

Cén than trong néu ding dong thoi paracetamol voi flucloxacillin do tang nguy co
nhiém toan chuyén héa c6 khoang trong anion cao (HAGMA), dic biét ¢ nhitng bénh
nhan bi suy thin ning, nhiém tring huyét, suy dinh dudng va céc ngudn thicu hyt
glutathione khéc (vi du nhw nghién rugu mén tinh), cing nhu nhtng ngudi sir dung liéu
tbi da Paracetamol hang ngay. Nén theo doi chit chg, bao gom do nong do S-oxoproline
trong nudc tiéu.

[buprofen:

Cac tac dung khong mong mudn c6 thé duge giam thiéu bing cach st dung liéu thap
nhét cé hiéu qué trong thoi gian ngén nhit can thiét dé kiém soat céc triéu chimg va
biang cach bénh nhin ding liéu cling vai thire @n

Ngudi gia:

Neudi cao tudi co tin suét phan (mg bét loi voi NSAID cao hon, dic biét 14 xuat huyet
va thiing dudng tiéu hoa cé thé gay tir vong

Cén thin trong 6 nhitng bénh nhan mic mot s6 bénh 1y

- Réi loan hd hip:

3 nhitng bénh nhén dang hofc c6 tién st hen phé quan hodc bénh di img, NSAID da
duge bao cdo la giy co thit phé quén.

- Bénh SLE va bénh mo lién két hon hgp:

O nhitng bénh nhin méc bénh lupus ban do hé théng (SLE) va r6i loan bénh mo lién
két hdn hop co thé tang nguy co viém mang ndo vo tring

Téc dung 1én tim mach va mach mau nédo

Cin phai theo ddi va tu vén y té thich hop cho nhitng bénh nhan c6 tién sir ting huyet
ap va/hodc suy tim sung huyét nhe dén trung binh vi tinh trang & nude, ting huyét ap
va phu né di dugce béo cdo khi diéu tri bing NSAID.

Céc nghién ctu ldm sang cho thay rang st dung ibuprofen, dic biét ¢ liéu cao (2400
mg/ngay) c6 thé lam tang nhe nguy co xay ra cac bién cd huyét khdi dong mach (vi dy
nhu nhdi mau co tim hoidic dot quy). Nhin chung, cac nghién ciru dich t& hoc khéng cho
théy ring ibuprofen liéu thip (vi du < 1200 mg/ngay) cé lién quan dén viéc tang nguy

co bién ¢b huyét khdi dong mach.
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Bénh nhén tang huyét ap khong kiém soat dugc, suy tim sung huyét (NYHA do 2-3),
bénh tim thiéu méau cuc bd, bénh déng mach ngoai bién va‘hodc bénh mach mau néo
chi nén duge diéu tri bing ibuprofen sau khi cin nhic can than va nén trinh ding liéu
cao (2400 mg/ngay). Can can nhéc can than trude khi bt dau diéu tri 1du dai cho nhiitng
bénh nhén ¢6 yéu tb nguy co mic cac bién cb tim mach (vi dy: ting huyét ap, ting lipid
mau, dai thao duong, hat thude 14) dac biét néu cin dung liéu cao ibuprofen (2400
mg/ngay).

- Suy tim, suy thén va suy gan:

Viée str dung NSAID c6 thé lam giam sy hinh thanh prostaglandin phy thuge vao lidu
va din dén suy than. Bénh nhan ¢6 nguy co gip phan (mg ndy cao nhat 14 nhitng nguoi
bi suy giam chirc nang than, suy tim, r6i loan chirc nang gan, nhitng nguoi dung thube
loi tiéu va ngudi gia. Can theo ddi chire ning thin & nhitng bénh nhan nay

Nhiém toan éng than va ha kali mau c6 thé xay ra sau khi ding qua liéu cép tinh va &
nhitng bénh nhan diing san pham ibuprofen trong thoi gian dai voi lidu cao (thuong la
hon 4 tuin), bao gdm ca liéu vugt quéa lidu khuyén cdo hang ngay.

- Téc dung trén duong tiéu hoa:

Nén than trong khi dung NSAIDS cho nhirng bénh nhén co tién sir bénh duong tiéu
héa (viém loét dai trang, bénh Crohn) vi nhiing tinh trang nay c6 thé tram trong hon.
Chay méau, loét va thing dudmg tiéu hoa (GI), cé thé gay tir vong, di dugc bao cao véi
tit ca cdc NSAID vao bét ky thoi diém nao trong qua trinh diéu tri, 6 hodc khéng cé
céc triéu chimg canh bao hoic tién sir cac bién cd nghiém trong vé dudng tidu hoa trude
do.

Nguy co chay méu, loét hodc thung duong tiéu héa cao hon khi ting liéu NSAID &
nhitng bénh nhan cé tién sit loét, dac biét néu c¢é bién ching xudt huyét hodc thing va
& ngudi cao tudi. Nhirng bénh nhan nay nén bit dau diéu trj véi lidu thap nhat hién cé.
Neén xem xét diéu tri két hop vai cac thudc bao vé (vi du misoprostol hoéc thudc trc ché
bom proton) cho nhirng bénh nhén nay, cting nhu cho nhitng bénh nhan cén dung ddng
thoi acid acetylsalicylic liéu thép hodc céc thudc khac cé kha niang 1am ting nguy co
trén dudmg tiéu hoa.

Bénh nhin ¢6 tién str nhiém doc dudng tiéu hoa, dic biét 1a ngudi cao tudi, nén bao cio
bit ky triéu chirng bét thudng nao & bung (dac biét 1a chay mau duong tiéu héa), dic

bi¢t la trong giai doan dau diéu tri.

WMo N =
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Cén than trong & nhiing bénh nhén dung thude dong thoi co thé 1am ting nguy co loét
hofic chay mau, ching han nhu corticosteroid dudng udng, thuée chéng dong méau nhu
thude trc ché tai hﬁp thu serotonin ¢o chon loc warfarin hodc thube chéng tiéu cau nhu
acid acetylsalicylic

Khi xuét hién chay mau hodc loét duong tiéu hoa & bénh nhan dung san pham c6 chira
ibuprofen, nén nging diéu tri.

- Phin (rng da nghiém trong:

Cac phan Gmg da nghiém trong, mot sd gay tir vong, bao gom viém da troc vay, hol
chirng Stevens-Johnson va hoai tir biéu bi nhiém doc, hiém khi dugc béo céo lién quan
dén viée sir dung NSAID. Bénh nhin dudng nhw ¢6 nguy co cao nhét gap phai nhiing
phan Gmg nay som trong qua trinh diéu tri, phan 16n cac trudmg hop khéi phat phan ing
nay la trong thang diu diéu trj. Ngoai ban myn mu toan thén céip tinh (AGEP) da dugc
bao céo lién quan dén céc san phém ¢6 chira ibuprofen. Nén ngimg st dyng san pham
nay khi xuét hién cac d4u hiéu va triéu chimg ddu tién cua phan (g da nghiém trong,
ching han nhu phat ban da, ton thuong niém mac hoic bat ky déu hiéu qua man nao
khac.

- Che gidu céc triéu chimg nhiém tring tiém 4n:

San phim thude nay co thé che giau cac tri¢u chimg nhiém tring, diéu nay co thé dan
dén viée bat dau diéu tri thich hop chdm tr& va do do6 lam xbu di két qua cua nhiém
trung. Piéu nay di dugc quan sat thay & cong dong vi khuén méc phai bénh viém phéi
vé céc bién chimg do vi khuan gy ra bénh thiy ddu. Khi dung thubc nay dé ha sét hoic
giam dau lién quan dén nhiém trung, nén theo doi tinh trang nhiém tring. O nhitng noi
khong phai bénh vién, bénh nhan nén tham khao y kién bac s7 néu cac tridu chirng van
ton tai hoac tram trong hon.

- Suy giam kha niing sinh san ctia phu nir:

C6 béng ching han ché cho thiy cac thubc ¢ ché tong hop cyclo-
oxygenase/prostaglandin co thé lam giam kha ndng sinh san ¢ phu nir do anh huong
dén sy rung trimg va khong duge khuyén cdo & nhiing phu nit dang cd ging sinh con.

Piéu nay c6 thé dao nguoc khi nglmg diéu trj. O nhiing phu nit gdp kho khin trong viéc
thy thai hodic dang didu tri v6 sinh, nén can nhic viéc ngimg s dung san pham.

- Thén trong ta duogc:

+ Thude co chita dudi 1 mmol (23 mg) natri trong mdi vién nén bao phim, vé co ban

duogc xem nhu “khong chira natri”™
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+ Canh bao ta duge mau: Thube cé chira thanh phﬁu ta duge tao mau co thé gay phan
(g dj tmg khi sur dung thude.

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

Phu nit o thai

Khéng c6 dir liéu str dung san phdm nay & ngudi trong thoi ly mang thai.

Tur tudn thir 20 cta thai ky tro di, viée st dung thudc co thé giy ra thiéu &i do r6i loan
chitc nang thén cua thai nhi. Piéu nay co6 thé xay ra ngay sau khi bét dau diéu tri va
thuong héi phuc khi ngimng thube. Ngoai ra, da co bao céo vé tinh trang co that dng
dong mach sau khi diéu tri trong tam ca nguyét thi hai, hau hét déu khdi sau khi ngirng
diéu tri. Do do, trong ba thang dAu va ba thang thir hai cia thai ky, khéng nén dung
thude trir khi thue sy cin thiét. Néu thube duge st dung boi phy nir dang cd giing thy
thai hodc trong ba thang ddu va thé hai cua thai ky, nén gitr lieu & muc thap va thoi
gian diéu trj cang ngan cang t6t. Nén can nhiic theo ddi trude sinh vé tinh trang thicu
bi va co that éng dong mach sau khi sir dyng thube trong vai ngay ké tir tudn thai thir
20 trd di. Nén nglimg dung thube néu phat hién thidu 6i hodc co thit dng dong mach.
Trong ba thang cudi ctia thai ky, tat ci céc chét tre ché tong hop tuyén tidn liét co the
khién thai nhi:

- Poc tinh trén tim phdi (co thit/déng sém dng dong mach va ting huyét ap phoi)

- Réi loan chirc ning than

Ngudi me va tré so sinh vao cudi thai ky cin:

- C6 thé kéo dai thoi gian chay mau, tac dung chbéng dong méu co thé xay ra ngay ca &
liéu rat thap;

- Ut ché co bop tir cung din dén chuyén da chdm hodc kéo dai.

Do d6, thude bi chdng chi dinh trong ba thang cudi thai ky.

Mot lugng 1om dir liéu vé phu nit mang thai cho thiy khong gy di tat cing nhu khong
gdy doc tinh cho bao thai/tré so sinh. Céc nghién ctru dich t& hoc vé su phat trién than
kinh & tré phoi nhiém véi paracetamol trong tr cung cho két qua chua thuyét phuc. Néu
cAn thiét vé mat 1Am sang, cd thé st dyng Paracetamol trong thdi ky mang thai tuy
nhién nén str dung © lidu thap nhét ¢6 hiéu qua trong thoi gian ngdn nhat va véi tAn sudt
thAp nhét c6 theé.

Cic bit thuong bam sinh da duge bao cao lién quan dén viéc sir dung NSAID & nguon;
tuy nhién, nhimg tAn s6 nay thap va dudng nhu khong tuan theo bét ky khuén mau &

rang nao. Do tac dung da biét ctia NSAID dbi voi hé tim mach cua thai nhi (nguy co
6
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déng dng ddng mach), chfing chi dinh sir dung trong ba thang cudi ciia thai ky. Thoi
diém chuyén da cé thé bi tri hoén va thoi gian chuyén da téng 1&én cling v&i xu hudng
chdy mau gia ting & ca me va con. Khdng nén sir dung NSAID trong 6 thang déu cia
thai ky hoéac chuyén da trir khi lgi ich mang lai cho bénh nhan vuot trdi nguy co tiém
an cho thai nhi.

Vi viy, néu c6 thé, nén tranh str dung san phim nay trong 6 thang déu ctia thai ky va
chdng chi dinh trong 3 thing cudi chia thai ky.

Phu nit dang cho con bu

Thuprofen va céac chat chuyén héa ctia né cd thé truyén mot lugng rat nho (0,0008%
lidu ding ctia me) vao sita me. Khéng c6 tic dung cd hai cho tré so sinh dugc biét dén.
Paracetamol dugc bai tiét vao sita me nhung véi luong khong dang ké vé mat 1am sang.
Dt liéu duoc cong bd hién cé khong chéng chi dinh cho con bu.

Vi vily, khong can thiét phai gidn doan viée cho con bu dé diéu tri ngéin han véi lidu
khuyén céo clia san pham nay.

8. Anh hwéng ciia thude 1én kha nang l4i xe, vin hanh may moéc:

Cée tic dung khong mong mubn nhu chéng mit, budn ngt, mét méi va réi loan thi gide
c6 thé xay ra khi ding thube. Vi vay, bénh nhan can than trong khi 14i xe va van hanh
may moc.

9, Twong tic thudc, twong ky cia thube:

9.1. Twong tdac thuoc:

Ibuprofen hiép dong tac dung véi warfarin giy chay mau da day. Phéi hop hai thude
nay lam ting nguy co gdy chay mau da day cao hon khi dung tung thube don dédc.
Ibuprofen khi ding dong thoi voi aspirin lam ting nguy co gy chay mau da day. Céc
nghién ctru trén dong vat cho thiy nong do Ibuprofen giam khi ding dong thoi véi
aspirin, mic du cac nghién ciru trén nguoi con han ché va khong thiy su giam nong do
nay. Ngoai ra, Ibiprofen dbi khéng tac dung trc ché két tap tiéu ciu khong hoi phuc cta
aspinrin nén lam giam tac dung cta aspirin trén tim mach va lam ting nguy co tim
mach.

Thude 1am ting ndng do huyét twong cia lithi va cloramphenicol, lam giam thai trir
lithi qua than, giam thai trir methotrexate din dén tang doc tinh clia methotrexate nén
khi dung cting cén theo doi chit ché cac déu hiéu ngd doc lithi hodc methotrexate.
Cholestyramine: lam giam tdc do hap thu paracetamol. Do dé, cholestyramine khong

nén dung trong vong mot gidy trede hode sau khi ding thudc néu can giam dau t6i da.
7
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Metoclopramide va Domperidone: lam tang hép thu paracetamol. Tuy nhién, khong
cin tranh sir dung dong thoi cac thudc nay.

Cén phai chi ¥ dén kha nang giy ha than nhiét nghiém trong ¢ ngudi bénh ding dong
thoi phenothiazin va liéu phap ha nhiét (nhu paracetamol).

Ubng ruou qua nhiéu va dai ngay co thé lam ting nguy co gy doc cho gan ciia
paracetamol.

Thubc chbng co gidt (géln phenytoin, barbiturat, carbamazepin) gy cam ng enzym &
microsom gan, c¢6 thé 1am ting tinh doc hai gan cta paracetamol do ting chuyén héa
thude thanh nhitng chét doc hai véi gan.

Isoniazid va céc thudc chéng lao lam tang doc tinh ciia paracetamol véi gan, nhung
chua xac dinh dugc co ché chinh xac ciia twong tac nay.

Probenecid c6 thé lam giam dao thai paracetamol va lam ting théi gian nira doi trong
huyét twong ctia paracetamol.

C6 mot sb bing chimg vé hiép dbng tac dung tre ché prostaglandin khi ding dong thoi
ibuprofen v6i cac thudc trc ché enzym chuyén hay doi khang thy thé angiotensin II lam
gidm hiéu qua cia cac nhom thudc ndy trén huyét ap. Phai theo ddi chit che
huyét 4p khi phdi hop thube chéng viém khéng steroid & bénh nhan dang dung tre ché
enzym chuyén hay chen thu thé angiotensin 1. C6 it dir liéu vé viéc gay giam chirc
nang thin cép tinh khi phdi hop thudce chéng viém khong steroid va thude e ché enzym
chuyén, tuy nhién khéng thé loai trir nguy co nay vi mdi nhém thuée khi ding don doc
déu gay ADR nay.

Ibuprofen va cac thudc chdng viém khong steroid khac lam ting ADR ctia céc khing
sinh nhém quinolon 1&n hé thin kinh trung wong va c6 thé dan dén co giat.

Magnesi hydroxyd lam tang su hip thu ban diu cta ibuprofen; nhung néu nhém
hydroxyd cting c6 mat thi lai khong c6 tac dung nay.

Furosemid, cac thiazid: Thuprofen c6 thé 1am giam tac dung bai xuét natri niéu cia
furosemid va céc thude 1gi tiéu.

Digoxin: Ibuprofen c6 thé lam tang néng d6 digoxin huyét tuong.

9.2. Twong ky cua thuée:

Do khéng c6 cac nghién ctru vé tinh tuong ky ctia thude, khong tron 1an thudc nay voi
céc thude khac.

10. Tdc dung khéng mong mudn ciia thuoc:
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Céc thir nghiém 1am sang véi san phim nay khong chi ra bat ky tac dung khéng mong
mudn nio khéc ngoai nhitng tic dung khéng mong mubn ddi voi ibuprofen hoic
paracetamol.

Bang sau day liét ké cac tac dung phu tir dir liéu canh gidc duge ma bénh nhén dung
ibuprofen don ddc hodc paracetamol don doc gap phai khi str dung ngén han va dai
han.

Céc tic dung phu c6 lién quan dén Tbuprofen don thuén hodic Paracetamol don thuin
duogc dua ra dudi day, dugc lap bang theo loai co quan va thn suét cua hé théng. Tén
suét duoc xac dinh la:

Rét phd bién (> 1/10)

Phé bién (> 1/100 dén <1/10)

Khéng phd bién (> 1/1.000 dén <1/100)

Hiém gip ( > 1/10.000 dén <1/ 1.000)

Rét hiém (<1/10.000)

Khong rd (khong thé udc tinh tir dir liéu cd sin).

Trong mdi nhém tin sudt, cac tic dung phu dugc trinh bay theo thir ty mic d6 nghiém

trong giam dan.

Hé co quan Tén suét Téc dung khong mong mudn
Rbi logn hé théng méu  |[Rét hiém ~ |Réi logn tao mau
va bach huyét

Réi loan hé théng mién Khong phd bién |Qua man véi ndi mé day va ngira
dich

Rét hiém Phan (tng qua man nang. Céc tri¢u chimg c6
thé bao gém sung mat, ludi va ch hong, kho
thé, nhip tim nhanh, ha huyét ap (s6c phan
vé&, phit mach hoic sdc ning)

R6i loan tim thén Rét hiém L 1an, trdm cam va do giac
R6i loan hé thin kinh  |Khong phd bién |Dau dau va chéng mat

Rat hiém

Viém mang nio vo khuan, di cam, viém day
than kinh thi giac va budn ngu
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Roi loan miit Rt hiém R&i loan thi gidc

Ly ks T e o
Roi loan tai va tién dinh |[Rat hiém

U tai va chong mit

Roi loan tim Rét hiém Suy tim va phu

R6i loan mach mdu Rat hiém N Ting huyét 4p

R&i loan hé hép - ngwe - [Rét hiém Phan irng h6 hap bao gdm: hen suyén, con

trung thit hen trim trong hon, co thit phé quan va khé
tho

Roi loan tiéu héa Chung Dau bung, non mira, tiéu chay, budn nén, )

kho tiéu va khoé chiu & bung

Khéng phd bién |Loét da day ta trang, thimg duong tiéu héa
hodic xuét huyét duong ti€u hoa, dai tién

phin den, nén ra mau, loét miéng, dot cap
cta viém dai trang va bénh Crohn viém da

day, viém tuy, diy hoi va tdo bén

Réi loan gan mét Rét hiém Chirc ning gan bét thuong, viém gan va
vang da

Rdi loan da va md dué6i |Chung Tang tiét md hoi

da | I

Khéng phé bién |Phat ban da khac nhau

Rt hiém Phan Ging boﬁg nude bao gom hoi chimg
Stevens-Johnson, hong ban da dang va hoai
tr biéu bi nhiém dgc. Viém da troc vy, ban

xudt huyét, nhay cam véi anh séng

Khong biét  [Phan tmg thudc véi ting bach cdu 4i toan va
cac tri¢u chirng toan than (hoi chirng
DRESS)

10
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|Roi loan chuyén héa va [Khoéng biét Giam su them én
\dinh dudng R :
{Khéng bict Ha kali mau®
R6i loan thin va tiét Rét hiém Déc tinh trén than & nhiéu dang khac nhau,
niéu Ibao gf‘)xn viém théan k&, hdi ching thén hu
va suy thian cap va man tinh
Khéng biét Pau quin niéu quén, tiéu khé
|
Khéng biét |Nhiém toan dng than*
R6i loan chung IR:Eit hiém Mét moi va khé chiu
Xét nghiém ‘Chung Alanine aminotransferase tang, gamma-
glutamyltransferase ting va xét nghiém
chirc ning gan bat thudng véi Paracetamol.
O | B
Khéng phd bién |Creatinin mdu ting, uré méu ting.

11. Qua liéu va cdch xir tri:

11.1. Qud liéu paracetamol va cdch xir tri:

- Cae triéu chitng khi qua liéu paracetamol:

+ Nhiém doc paracetamol c6 thé do ding mét liéu doc duy nhit, hodc do udng Lp lai
liéu 16m paracetamol (vi dy, 7,5 - 10 g mdi ngay, trong 1 - 2 ngay), hoic do ubng thudc
dai ngay. Hoai tir gan phu thudc liéu 12 tac dung ddc cdp tinh nghiém trong nhit do qua
liéu va c6 thé gay tir vong.

Budn ndn, ndn, va dau bung, xanh tim da, niém mac va mong tay la mot diu hi¢u dic
trung. Khi bj ngd doc ning, ban dau cé thé cé kich thich hé thin kinh trung wong, kich
dong, va mé sang. Tiép theo co thé 1a (ic ché hé than kinh trung wong; sting so, ha than
nhiét, mét 14, thd nhanh, néng; mach nhanh, yéu, khéng déu, huyét 4p thip va
suy tudin hoan. Tryy mach do giam oxy huyét twong ddi va do tac dung tre ché trung
tam, tc dung nay chi xay ra voi liéu rit 16n. Séc c6 thé xay ra néu gifin mach nhiéu.
Con co gidt nghet thd gay tir vong ¢6 thé xay ra. Thuong hén mé xay ra trude khi chét

dot ngdt hodc sau vai ngay hon mé,
11
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Dau hiéu 1am sang thuong tdn gan tré nén rd rét trong vong 2 dén 4 ngay sau khi udng
lidu dc.Co thé 10% ngudi bénh bi ngd doc khong dugc diéu tri dic hidu da co thuong
ton gan nghiém trong; trong s6 d6 10% dén 20% cubi cung chét vi suy gan. Suy thén
cp cling xay ra &@ mot sé ngudi bénh. Sinh thiét gan phat hién hoai tir trung tam tiéu
thily trir viing quanh tinh mach cira. O nhiing trudng hop khéng tir vong, thuong ton
gan phuc hdi sau nhiéu tuin hodc nhiéu thang.

- Xuk tri:

Khi nhiém ddc ning, diéu quan trong 14 phai diéu tri hd tro tich cuc. Cén rira da day
trong moi trudng hop, tot nhét trong vong 4 gidr sau khi ubng. Liéu phap giai doc chinh
la dung nhitng hop chét sulfhydryl, N-acetyleystein ¢é téc dung khi ubng hojic tiém
tinh mach. Phai dung thudc giai doc ngay 1ap tirc, cing sém cang tét néu chua dén 36
gidy ké tir khi

udng paracetamol. Diéu trj véi N-acetylcystein cé hiéu qua hon khi cho thubc trong
thoi gian du6i 10 gior sau khi udng paracetamol. Khi cho udng, hoa loéing dung dich N-
acetylcystein véi nude hodic db udng khong cé rugu dé dat dung dich 5% va phai udng
trong vong 1 gitr sau khi pha. Cho udng N-acetylcystein vai lidu ddu tién 13 140 mg/'kg,
sau d6 cho tiép 17 liéu nita, mdi lidu 70 mg/kg cach nhau 4 gio mot 1an. Cham dit didu
tri néu xét nghiém paracetamol trong huyét twong cho thdy nguy co déc hai gan
thép. Ciing c6 thé dung N-acetylcystein theo dudng tinh mach: liéu ban du 13 150
mg/kg, pha trong 200 ml glucose 5%, tiém tinh mach trong 15 phut; sau dé truyén tinh
mach liéu 50 mg/kg trong 500 ml lucose 5% trong 4 gid; tiép theo 12100 mg/kg trong
I lit dung dich trong vong 16 giotiép theo. Néu khong c6 dung dich glucose 5% thi co
thé dung dung dich natri clorid 0,9%. Néu khéng c6 N-acetylcystein, c6 thé ding
methionin. Néu d4 dung than hoat trudce khi dung methionin thi phai hit than hoat ra
khoi da day trude. Ngoai ra ¢ thé ding than hoat va/hoic thude tay mudi do chung ¢o
kha ndng 1am giam héap thu paracetamol.

11.2. Quid liéu Ibuprofen va xit tri:

- Trigu chimg khi qua liéu Ibuprofen:

+ Dau bung, budn ndn, nén, thy o va ngt ga, co thé xay ra dau dau, con co cung, Uc
ché TKTW, co giat, ha huyét 4p, nhip nhanh, the nhanh va rung nhi. C6 bdo cao nhung
hiém vé nhiém toan chuyén hoa, hon mé, suy than cAp, tang kali huyét, ngimg th (chi

yéu & tré nhé), e ché hé hip va suy ho hap.

12
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- Xir tri: Thuomg 1a didu tri triéu chimg va hd tro. Néu di udng qua licu thi can: ria da
day, giy ndn va loi tiéu, cho ubng than hoat hay thudc thy mudbi.

Néu nang: thim tach méau hoic lruyf—in madL. Truyén dich kiém va loi tiéu. Theo ddi,
kiém soat nguy co ha huyét 4p, chiy mau da day va toan héa méu.

12. Dic tinh dwge lwe hoe

- Nhém tée dung duoc 1y: Thube khéng viém Non-steroid (NSAIDS). Dang két hop.
-Ma ATC: MO1AES!

[2.1. Paracetamol:

- Paracetamol ( acetaminophen) la chéat chuyén héa c¢é hoat tinh cta phenacetin, thube
giam dau, ha sdt hitu hiéu, khong cé hidu qua diéu tri viém. Paracetamol lam giam thin
nhiét & ngudi bénh sét nhung hiém khi 1am giam than nhiét & ngudi binh thuong. Thube
tac dong 1én ving dudi ddi gay ha nhiét, toa nhiét ting do gian mach va ting luu luong
mau ngoai bién. Tac dung cta paracetamol trén hoat tinh cua cyclooxygenase chua
dwoc biét day du. Tac dung Grc ché trén cyclooxygenase — 1 yéu.

12.2. Ibuprofen:

- Tbuprofen 14 thudc chéng viém khéng steroid, din xuét tir acid propionic. Tuong
tu nhu céc thude chéng viém khong steroid khac, ibuprofen co tac dung giam dau, ha
s6t va chdng viém. Co ché tac dung cua thude 1a tic ché enzym prostaglandin synthetase
va do dé ngin tao ra prostaglandin, thromboxan va cac san pham khac cia enzym
cyclooxygenase. Ibuprofen cling tre ché tong hop prostacyclin & than va cé thé gay

nguy co U nude do lam giam dong mau téi than.

13. Piic tinh dwge ddng hoc:

13.1. Paracetamol.

Hdp thu: Paracetamol duroc hép thu nhanh chéng va hau nhu hoan toan qua dudng tiéu
hoa. Thirc an giau carbohydrate lam giam ty 1& hip thu ctia paracetamol. Nong do dinh
trong huyét tuong dat trong vong 30 — 60 phit sau khi ubng véi lidu diéu tri.

Phdn bo: Paracetamol phan bd nhanh va dong déu dén phan 16n cic mé cua co thé.
Khoang 25% paracetamol trong méau két hop véi protein huyét tuong.

Thdi triv: Nira doi huyét tuong ciia paracetamol 1a 1,25 — 3 gidy, c6 thé kéo dai vai liéu
gay doc hodc & ngudi bénh co thuong tén gan.

Paracetamol bj N-hydroxyl héa boi cytochrom P450 dé tao nén N-acetyl

benzoquinonimin (NAPQ), mét chit trung gian ¢6 tinh phan Gng cao. Chét chuyén héa
13
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nay binh thuong phan tng véi cac nhém sulfhydryl trong glutathion va bi khir hoat
tinh. Tuy nhién, néu uf‘mg lidu cao paracetamol, chéit chuyén héa nay dugc tao thanh
vdi luong da dé 1am can kiét glutathion cia gan; trong tinh trang do, chiat NAPQ khéng
dugc lién hop vai glutathion gay doc cho té bao gan, din dén viém va c6 thé din dén
hoai tir gan

13.2. Ibuprofen:

Hip thu: Tbuprofen hép thu t6t & dng tiéu hoa.

Phén bé: Nong do t6i da cua thude trong huyét tuong dat duge sau khi ubng tir 1 - 2
gio. Thubc gin rat nhiéu voi protein huyét twong.

Thai trir: Nira doi ciia thude khoang 2 gid. Tbuprofen dao thai rat nhanh qua nuéc tiéu
(1% du6i dang khong dbi, 14% dudi dang lién hop).

14. Quy cdch déng gébi:

Hop 3 vi, 5 vi, 10 vi x 10 vién nén bao phim, kém theo t& hudng dan st dung thude.
15. Pidu kién biio quan, han ding, tiéu chuin chit lwgng cia thube:

- Piéu kién bao qudn: Noi khé rao, nhiét do khong qua 30°C.

- Han diing: 36 thang ké tir ngay san xuét

- Tiéu chuan chat lwgng: TCCS

. 5 > £ 01
16. Tén, dia chi cia co s& sian xu 1078 3
Q/CONG TY N2

Dia diém sin xuit: Nhi mdy HDPHARMA EU-
CONG TY CO PHAN DUQC VAT TU'Y TE HAI DUONG
D/e:; Tﬁng 2, toa nha 4A, Thita dat s6 307, cum Céng nghiép Cam Thuong,
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