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TO HUGNG DAN SUDUNG THUOC

Vién nén Nafluextra
Cong thire cho 1 vién:

Thanh phan
Paracetamol
Caffein
Ta duoc: Disolcel, HPMC E15, povidon,
erythrosin lake, aerosil, tween 80, amidon,\ (
magnesi stearat  vd 1 vién. b

Dang bao ché cia thude: Vién nén.

Duwgec Iy va co ché tic dung:

Paracetamol:

Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) 1a chét chuyén hoa c6 hoat tinh
cua phenacetin, 1a thudc giam dau - ha sot hitu hiéu c6 thé thay thé aspirin; tuy vay, khac voi
aspirin, paracetamol khdéng co hiéu qua_ didu tri viém. Vi lidu ngang nhau tinh theo gam,
Paracetamol ¢6 tac dung giam dau va ha st tuong tur nhur aspirin.

Paracetamol lam giam théan nhi¢t & nguoi bénh sot, nhung hiém khi 1am giam than nhiét ¢ nguoi
binh thudong. Thude tac dong lén ving dudi doi gay ha nhiét, toa nhiét ting do gidn mach va
tang luu lugng mau ngoai bién.

Paracetamol, véi liéu diéu tri, it tic dong dén hé tim mach va ho hap, khong lam thay doi can
bing acid - base, khong gay kich tng, xudc hodc chay mau da day nhu khi dung salicylat, vi
Paracetamol khong tiac dung trén Cyclooxygenase toan than, chi tiac déng dén
Cyclooxygenase/prostaglandin cua hé than kinh trung wong. Paracetamol khong ¢6 tac dung trén
ticu cau hoac thoi gian chay mau.

Khi dung qué liéu Paracetamol mot chét chuyén hoa 1a N - acetyl - benzoquinonimin gdy doc
nang cho gan. Liéu binh thuong, paracetamol dung nap tot khéng c6 nhiéu tac dung phu cua
aspirin. Tuy »ay qua lidu cap tinh (trén 10 g) lam thuong tén gan gdy chét nguoi, va nhimng vy
ngd doc va tu van bang paracetamol do tang 1én mgt cach dang lo ngai trong nhimg ndm gan
day. Ngoai ra, nhiéu nguoi trong do cd ca thay thudc, duong nhu khong biét tac dung chong
viém kém cua paracetamol.

Caffein: _

Caffein 1a thudc thude dan chat xanthin duoe chiét xudt tir ca phé, ca cao hodc tong hop tir acid
uric. Caffein ¢6 tac dung ro rét:

- Trén than kinh trung wong: Caffein kich thich wu tién trén vo ndo, lam giam cam gidc mét moi,
budn ngt, lam tang hung phin vo ndo, ting nhan cam céc gidc quan. Do dé ting kha nang lam
viéc va lam viéc minh man hon. Tuy nhién, néu dung caffein lién tuc va kéo dai thi sau giai
doan hung phén 14 giai doan trc ché. Lidu cao, caffein tac dung trén toan b hé than kinh gay con
giat rung.

- Trén hé tudn hoan: caffein kich thich lam tim dép nhanh, manh, tang luu lugng tim va luu
lugng mach vanh nhung tac dung kém theophylin. O liéu diéu tri, thude it tic dung dén huyét
ap.

- Trén hé ho hép: Kich thich trung tim hé hip, lam gian phé quan va gian mach phoi. Tac dung
nay cang ro khi trung tam hé hap bi trc ché. ‘ ..

- Trén hé tiéu hoa: Thude lam giam nhu dong rudt, gay tdo bon lam tang tiét dich vi (¢6 thé gay
loét da day - ta trang). _

- Trén co tron: Thude ¢6 tac dung gidn co tron mach mau, mach vanh, co tron phé quan va co
tron tiéu héa. Dic biét, tic dung gian co tron cang rd khi co tron ¢ trang thai co that.

- Trén than: Thude lam g giam mach thén, tang suc loc cau than, giam tai hap thu Na’ nén co tac
dung loi tiéu tuy nhién tac dung loi tiéu cua caffein kém theophylin va theobromin.

- Tac dung khac: Thude con tang hoat dong cua co van, tang chuyén héa.
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Co ché tac dung: Caffein ngin can phan hiy AMPv do trc ché canh tranh v6i phosphodiesterase.
Nong do6 AMPy tang s& thic day cac phan ung lam tang calci nm baetang _hoat dong cua co
tim, tang chuyén héa, tang phan huy lipid, tang glucose mau. 3‘””9 2%
Duge dong hoc:

N
\.f
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Paracetamol: (5 DUTC
Hap thu: l | VAT TUY TE o
Paracetamol duoc hap thu nhanh chong va hau nhu hoan toan q‘ Iﬁ'a Nong do dinh

trong huyct tuong dat trong vong 30 dén 60 phut sau khi uon;: vORLEe
Phdn bo: Paracetamol phan bé nhanh va dong déu trong phan lonea
25% paracetamol trong mau két hop véi protein huyét tuong.

Thai trie

Thot gian ban thai cua paracetamol la 1,25 - 3 gio, ¢6 thé kéo dai vai liéu gay doc hodc ¢ nguoi
bénh ¢ thuong ton gan. ’

Sau licu diéu tri, c6 thé tim thay 90 dén 100% thudc trong nude tiéu trong ngay thir nhét, chu yéu
sau khi lién hop trong gan vai acid glucuronic (khoang 60%), acid sulfuric (khoang 35%) hoac
cystein (khoang 3%); ciing phét hién thiy mot luvong nho nhiing chat chuyén hoa hydroxyl - hoa
va khir acetyl. Tré nhé it kha nang glucuro lién hop véi thude hon so v6i nguoi lon.

Paracetamol bi N - hydroxyl hoa bai Lytochrom Pyso dé tao nén N - acetyl - benzoquinonimin,

a-_e etfa co thé. Khoang

mot chat trung gian c6 tinh phan tng cao. Chét chuyén hoa nay binh thuong phan ung véi céc |

nhom sulfhydryl trong glutathion va nhu vay bi khu hoat tinh. Tuy nhién, néu udng liéu cao
Paracetamol, chat chuyén héa nay duoc tao thanh véi luong du dé lam can kiét glutathion cua
gan; trong tinh trang do6, phan mg cua né v6i nhém sulfhydryl cua protein gan tang Ién, c6 thé
dan dén hoai tr gan.

Caffein:

Thuoc hap thu nhanh qua duong udng, sinh kha dung qua duong udng dat trén 92%. Thude dat
nong do toi da trong huyét tuong sau khi udng thude khoang 1 gio.

- Phén bé: Thude phan bd rong rai trong co thé, qua nhau thai va sita me, thé tich phén bb 0.4 -
0.61/kg.

- Chuyén hoa: Thude chuyén hoa qua gan bang phan mg demethyl va oxy hoa.

- Thai trir: Thudc thai trir qua nudc tiéu chu yéu dang da chuyén hoa. Thoi gian ban thai khoang
3 - 7 gio, kéo dai hon ¢ tré so sinh va tré dé non.

Chi dinh:

- Giam dau trong cac truong hop: Pau dau, dau hong, dau bung kinh, dau nhuc co, gan, dau do
chan thuong, dau do viém khép, viém xoang, dau nhtre do cam lanh, cam cim.

Liéu dung va cich ding:

- Nguoi 16m va tré em trén 12 tudi: 1 - 2 vién/lan, ngay udng 1 - 4 lan. Khong dung qué 8

vién/ngay.

- Céc lan dung thude nén cach nhau it nhat 4 gio. Hodc theo chi dan cia béc sy.
Choéng chi dinh: ‘ ’

- Man cam v&i cac mt trong cac thanh phan cta thuoc. _

- Nguoi suy chire nang gan, thén. ]

- Nguoi bénh thiéu hut glucose - 6 - phosphat dehydrogenase. [\ﬁ

Thén trong va cic canh bao dac biét khi dung thude: _

- Thén trong voi ngudi bénh ¢6 thieu mau tir trude, vi chimg xanh tim khong biéu 16 6, méac du
¢ nhimng néng do cao nguy hiém cta methemoglobm trong mau.

- Than trong v&i ngudi udng ruou nhiéu vi lam tang doc tinh cua thube & gan.

- Khong dung véi cac thube khac c6 hoat chét Paracetamol, khong dung qua nhiéu thuc pham
chira caffeine (nhu ca phé...) khi dung thude.

- Béc s can canh bao bénh nhan vé cac dau hiéu cua phan umg trén da nghiém trong nhu hoi
chimg Steven-Jonhson (SJS), hoi chimg hoai tir da nhiém doc (TEN) hay hoi chimg Lyell, hoi
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chimg ngoai ban mun mu toan than cip tinh (AGEP).
Swr dung cho phu nir ¢6 thai va cho con bi:
- (Lhua xaL dmh dU'UC tmh an toan cua Naﬂuextra khi clung cho o‘_ i,

Tuu’ng tdc voi cac thude khic, cic dang two ng tac khac
Doi véi Paracetamol: Nl NGl:[E AN
- Uong dai ngay liéu cao paracetamol lam tang nhe tac dun@fche '
chat indandion. '
- Uonsc, ruQu qua liéu va dai ngay co thé lam tang nguy co paracetamo gay doc cho gan.

- Thube Lhong co giat (gébm phenytoin, barbiturat, carbamazepin) gdy cam Ung enzym &
microsom thé gan, ¢6 thé lam tang tinh doc hai gan cua paracetamol do ting chuyén hoa thudc
thanh nhitng chét doc hai véi gan.

- Ngoai ra ding dong thoi isoniazid véi paracetamol cuing ¢6 thé din dén tang nguy co doc tinh
voi gan. Nhung chua xac dinh duge co ché chinh xac cia tuong tac nay. Nguy co paracetamol
gay doc tinh gan lén hon lleu khuyén dung trong khi dang dung thude chong co giat hoac
isoniazid. Thuong khong can giam liéu & nguoi bénh dung dong thoi liéu diéu tri paracetamol
va thude chong co gidt, tuy vdy, nguoi bénh phai han ché tu dung paracetamol khi dang dung
thude chdng co giat hoic isoniazid.

- Cholestyramin dugc su dung dé lam giam cholesterol (acid béo) trong mau, khi két hop voi
paracetamol lam can tré no hap thu vao co thé. Cholestyramin lam giam tac dung dugc ly cua
paracetamol. Néu can ding chung ca 2 thude nay, can phai udng paracetamol it nhit 1 gid trude
khi udng cholestyramin hoac it nhat 3 dén 4 gio sau khi uong cholestyramin.

Doi véi Caffein:

- Tranh dung caffein voi cdc khang sinh nhom Quinolon nhu: enoxacin, nofloxacin,
ciprofloxacin. Céc khang sinh nay ngin can su thai trir caffein va vi thé co thé gay qua lidu
caffein.

- Dbi voi theophylin, caffein lam tang tac dung phu cua theophylin.

Téac dung khong mong mudn ciia thube (ADR):

- Ban da va nhiing nhitng phan mg di ung khac thinh thoang xay ra. Thuong la ban do hoac
may day. nhung ddi khi nang hon va c6 the kém theo sdt do thude va thuong ton niém mac.
Nguoi bénh man cam véi salicylat hiém man cam véi paracetamol va nhirng thude ¢6 lién quan.
Trong mot s it truong hop riéng I€, paracetamol da gdy giam bach cau trung tinh, giam tiéu cu
va giam toan thé huyét cau.

- Phan tmg phu nghiém trong trén da mac du ti 1é mac phai la khong cao nhung nghiém trong.
tham chi de doa tinh mang bao g@)m hdi chimg Steven-Jonhson (SJS), hdi chung hoai to da
nhiém ddc: toxic epidermal necrolysis (TEN) hay hoi chimg Lyell, hoi chig ngoai ban mun mu
toan than L(ip tinh: acute generalized exanthematous pustulosis (AGEP).

- Hoi chimg Steven-Jonhson (SJS): la di timg thude thé bong nude, bong nude khu tri & quanh
céc hdc tu nhién: mat miii, miéng, tai, bd phan sinh duc va hau mon. Ngoai ra ¢6 thé kém sot
cao, viém ph01 rdi loan chirc néng gan than. Chén doan hdi chimg Steven- Jonhson (SIS) khi co
it nhit 2 hdc tu nhién bi ton thuong.

- Hoi chimg hoai tir da nhiém doc (TEN): la thé di tmg thudc nang nhat, gom:

+ Céc ton thuong da dang & da: ban dang soi, ban dang tinh hong nhiét. hong ban hodc cac bong
nude bung nhung, cic tén thuong nhanh chéng lan toa khip nguoi;

+ Tén thuong niém mac mat: viém giac mac, viem két mac mu, loét gidc mac. ‘

+ Tén thuong niém mac duong tiéu hoa: viém miéng, trgt niém mac miéng, loét hau, hong thuc
quan, da day, rudt;

+ Tén thuong niém mac dudng sinh duc, tiét meu

+ Ngoai ra con ¢o cdc triéu ching toan than tram trong nhu sbt, xuat huyét duong tiéu héa, viém

\ o



phoi, viém cau than, viém gan... ty 1é tir vong cao 15-30%.
- HO1 chimg ngoai ban mun mu toan than cap tinh (AGEP): mun
nén hong, ban lan rong. Ton thuong thudng xuét hién ¢ cac nép gé
d6 ¢6 thé lan rong toan than. Triéu ching toan than thuong c6 1gs(
mui trung tinh tang cao.

- It gap: 1/1000<ADR<1/100
+ Da: ban.

+ Da day - rugt: Budn non, non.
i Huyet hoc: Loan tao mau (giam bach cau trung tinh, giam toan thé huyet cau, giam bach cdu),
thiéu mau.

+ Than: Bénh thén, doc tinh than khi lam dung dai ngay.

- Hiém gap: ADR <}/100{)

+ Phan tmg qua man.

Qua liéu va xir tri

Quii liéu paracetamol:

- Nafluextra la thudc két hop gifra paracetamol va caffein. Nhiém doc Nafluextra (luu y thanh
phédn chira paraceamol) c¢6 thé do dung mét liéu doc duy nhét hodc do udng thube dai ngay. Nén
chu y khi sr dung qua liéu, hoai tir gan phy thude liéu 1a tac dung cap tinh nghiém trong nhit do
qué liéu va co thé gay tur vong. Buon nén, ndn va dau bung thuong xay ra trong vong 2 - 3 gio
sau khi uong liéu doc cua thude. Methemoglobin - mau, dan chimg da xanh tim, niém mac va
méng tay 1a mot dau hiéu dic trung nhiém doc cip tinh dan chat P - aminophenol, mot lugng
nho sulfhemoglobin ciing cé thé duoc san sinh.

- Khi bi ng6 doc néng, ban dau c6 thé c6 kich thich hé than kinh trung wong, kich dong, va mé
sang. Tiép theo ¢6 thé la e ché hé than kinh trung uong; simg so, ha than nhiét; mét la; tho
nhanh, néng; mach nhanh, yéu, khong déu; huyet ap thap; va suy tuan hoan. Truy mach do giam
OXy huyet tuong d01 va do tac dung (e ché trung tam, tac dung nay chi xay ra voi liéu rat lon.
Sde ¢o thé xay ra néu gian mach nhiéu. Con co git nghet thé gdy tir vong c6 thé xay ra. Thuong
hon mé xay ra trude khi chét dot ngdt hodc sau vai ngay hon me.

- Déu hiéu lam sang thuong tén gan tré nén o rét trong vong 2 den 4 ngay sau khi ubng liéu

doc. Aminotransferase huyét tuong tang (doi khi tang rat cao) va nong do bilirubin trong huyét

tuong cling ¢o thé tang; thém nira, khi thuong ton gan lan rong, thoi gian prothrombin kéo dai.
C6 thé 10% ngudi bénh bi ngd doc khong duoc diéu tri dac hiéu da co ‘thuong ton gan nghiém
trong; trong sd d6 10% dén 20% cubi cung chét vi suy gan. Suy thén cép ciing xay ra & mot §6
nguoi bénh. Sinh thiét gan phat hién hoai tir trung tam ti€u thuy trir ving quanh tinh mach cé
O nhing truong hop khong tur vong, thuong ton gan phuc héi sau nhiéu tuén hodc nhiéu thang
Huong dan xir tri qud liéu Paracetamol: o
- Chan doan som rat quan trong trong diéu tri qua lidu paracetamol. C6 nhiing phuong phéap Lac
dinh nhanh ndng do thuoc trong huyét tuong. Tuy vay, khong dugc tri hoan diéu tri trong khi
cho két qua xét n;:,hlem néu bénh s goi y la qua lidu nang. Khi nhiém doc nang, diéu quan trong
la phai d:eu tri hd tro tich cuc. Cén rira da day trong moi truong hop, tét nhit trong vong 4 gid
sau khi uéng. .
- Lidu phap giai doc chinh 1a ding nhimg hop chét sulfhydryl, c6 1& tac dong mot phan do bd
sung du trir glutathion ¢ gan.

- N-acetyleystein ¢6 tac dung khi uéng hodc tiém tinh mach. Phai cho thudc ngay 1ap tic néu
chua dén 36 gid ké tir khi udng paracetamol. diéu tri v&i N - acetylcystein ¢6 hiéu qua hon khi
cho thude trong thoi gian dudi 10 gio sau khi udng paracetamol. Khi cho udng, hoa lodng dung
dich N - acetylcystein véi nudce hodc d6 udng khong c6 ruou dé dat dung dich 5% va phai uong
trong vong 1 gio sau khi pha. Cho udng N - acetylcystein voi liéu dau tién la 140 mg/kg. sau do
cho tiép 17 liéu nita, mdi liéu 70 mg/kg cach nhau 4 gio mot lan. Cham dut diéu tri néu xét
nghi¢m paracetamol trong huyet twong cho thay nguy co dgc hai gan thap.

- Téc dung khong mong muon cua N - acetylcystein gom ban da (gém ca may day, khong yéu cau
phai ngimg thudc), budn non, ndn, ia chay, va phan (mg kiéu phan vé.
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Néu khong ¢6 N - acetyleystein, co thé dang methionin. Ngoai ra ¢6 thé dung than hoat va/hodc
thude tay mudi, chiing ¢6 kha nang lam giam hép thu paracetamol.
Qui liéu Caffein:
Qua heu caffein c6 thé gy ra céc triéu chimg dau ving thug
hodc réi loan nhip tim, cac triéu chimg kich thich than kinh trung
dong, hoang so, run co).

Hu‘ong dan xir tri qua heu Caﬂem

nhién céac blen phap hd trg nhu sir dung cac thude (:’[01 khang beta adrenceptor ¢6 thé dll’OC str
dung dé lam giam céac doc tinh trén tim.
Quy cach déng géi: Hop 10 vi x 10 vién nén.
Han dung: 24 thang ké tir ngay san xuét.
Bao quan: Noi kho réo, tranh dnh sang, nhiét d dudi 30°C.
Tiéu chuin ap dung: TCCS.
Thong bao cho bac sy tic dung khong mong muén gip phai khi sir dung thude
Dé xa tim tay tré em, doc kj hwong dan si dung trude khi dung
Néu cin thém théong tin, xin héi y kién thay thuéc

Dia chi nha sin xuit: r\%
CONG TY CP DUQC - VTYT NGHE AN
S6 68 - Nguyén Sy Sich, Thanh phd Vinh, Nghé An




TO THONG TIN CHO BENH NHAN
(PIL)

1. Tén sin pham: Nafluextra.

2. Mo ta san phflm: Vién nén dai mau hf)ng, canh va thj
3. Thanh phan cia thude:
VAT TUY Té
Thanh phin Hanf \mﬂﬂm /%)

Paracetamol
Caffein mg
Aerosil 2 mg
Disolcel 40 mg
Povidon 17.5 mg
HPMC EI5 6.0 mg
Natri laurylsulfat 3.5mg
Tween 80 0,25l
Erythrosin lake 0.25 mg
Magnesi stearat 6,0 mg
Amidon 6,0 mg
Bot huong dau 3,0 mg J

4. Ham lwong:

Paracetamol 500 mg
Caffein 65 mg
Al

5. Thudc ding cho bénh gi:

- Giam dau trong cac trudong hop: Pau dau, dau hong, dau bung kinh, dau nhtrc co, gén, dau
do chén thuong, dau do viém khép, viém xoang, dau nhic do cam lanh, cam cam.

6. Nén dung thuéc nay nhu thé nao va bao nhiéu:

- Ngudi 16n va tré em trén 12 tudi: 1 - 2 vién/lan, ngay udng 1- 4 lan. Khong dang qua 8
vién/ngay.

- Cac lan dung thude nén céch nhau it nhét 4 gio. Hoac theo chi dan cua bac s3.

7. Khi nao khong nén dung thudc nay:

- Nguoi bénh nhiéu lan thiéu mau hodc c¢6 bénh tim, phoi, than, gan.

- Ngudi bénh qua man véi paracetamol.

- Ngudi bénh thiéu hut Glucose - 6 - phosphat dehydrogenase.

8. Tic dung khong mong mudn ciia thude (ADR):

- Ban da va nhirng nhimg phan tng di tng khac thinh thoang xay ra. Thuong la ban do hoac
may day, nhung ddi khi nang hon va cé thé kem theo s6t do thude va thuong toén niém mac.
Nguoi bénh man cam véi salicylat hiém min cam véi paracetamol va nhiing thude c6 lién
quan. Trong mt sé it truong hop riéng 1, paracetamol dd gdy giam bach cau trung tinh, giam
tiéu cdu va giam toan thé huyét cau.

- Phan Gmg phu nghiém trong trén da mac du ti 1€ mic phai la khong cao nhung nghiém trong,
tham chi de doa tinh mang bao gdm hdi chimg Steven-Jonhson (SJS). hoi chimg hoai tir da
nhiém ddc: toxic epidermal necrolysis (TEN) hay héi ching Lyell, hdi ching ngoai ban mun
mu toan thin c¢ip tinh: acute generalized exanthematous pustulosis (AGEP).

- Hoi chimg Steven-Jonhson (SJS): la di tmg thude thé bong nude, bong nude khu tri o quanh
cac hdc tu nhién: mal miii, miéng, tai, bd phan sinh duc va hiu mén. Ngoai ra ¢6 thé kém sot
cao, viém phm. rdi loan chirc nang gan than. Chan doan hoi chimg Steven-Jonhson (SJS) khi
¢6 it nhét 2 héc tu nhién bi ton thuong.
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+Ton thu'(mg niém mac mét: viém giac mac, viém két mac my. &%W&P 0\

+ Ton thuong niém mac dudng tiéu hoa: viém miéng, trot nicy % ac nﬁ’,{gg .],%t hd hong
thuc quan, da day, rudt;

+ Ton thuong niém mac duong sinh duc, tiét nigu. P\

+ Ngoai ra con ¢6 céc trigu chu’ng toan than trim trong nhu sot, X
viém phoi, viém cau than, viém gan... ty 1 tir vong cao 15-30%.
- Hoi chimg ngoai ban myun mu toan thén cap tinh (AGEP): mun mu v6 trung nho phat sinh
trén nén hong ban lan rong. Ton thuong thuong xuat hién & cac nép gap nhu nach, ben va mat,
sau do ¢ thé lan rong toan than. Triéu chiing toan than thudng c6 la sot, xét nghiém mau bach
ca}; mui trung tinh tang cao.

- It gap: 1/1000<ADR<1/100

+ Da: ban.

+ Da day - rudt: Budn nén, non.

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

+ Than: Bénh than, dc tinh than khi lam dung dai ngay.

- Hiém gap: ADR <1/1000

+ Phan ng qua man.

9. Nén tranh nhirng thude hoiic thie pham gi khi dang sir dung thudc nay: (\m

Déi véi Paracetamol:

- Udng dai ngay liéu cao paracetamol 1am ting nhe téc dung chong déng cua coumarin va dan
Lhél indandion.

- U6 ong, rugu qua lidu va dai _ngay c6 thé lam tang nguy co paracetamol gdy doc cho gan.

- Thude chong co giat (gom phenytoin, barbiturat, carbamazepin) gdy cam Ung enzym ¢
microsom thé gan, c0 thé lam tang tinh doc hai gan cua paracetamol do tang chuyén ho4 thude
thanh nhtng chat doc hai véi gan.

- Ngoai ra dung dong thoi isoniazid véi paracetamol cling ¢6 thé dan dén tang nguy co doc
tinh voi gan. Nhung chua xac dinh dugc co ché chinh xéc cua tuong téc nay. Nguy co
paracetamol gdy doc tinh gan 16n hon liéu khuyén dung trong khi dang dung thude chong co
giat hoac isoniazid. Thuong khong can giam liéu & nguoi bénh dung dong thoi liéu diéu tri
paracetamol va thudc chdng co giét, tuy vay, ngudi bénh phai han ché tu dung paracetamol khi
dang dung thude chdng co giat hoic isoniazid.

- Cholestyramin dugc sir dung dé lam giam cholesterol (acid béo) trong mau, khi két hop voi
paracetamol lam can tré né hap thu vao co thé. Cholestyramin lam giam téc dung duoc ly cua
paracetamol. Néu cén ding chung ca 2 thudce nay, can phai uong paracetamol it nhét 1 gio
trude khi udng cholestyramin hodc it nhat 3 dén 4 gio sau khi udng cholestyramin.

Déi véi Caffein:

- Tranh dung caffein véi cac khang sinh nhom Quinolon nhu: enoxacin, nofloxacin.
ciprofloxacin. Céc khang sinh ndy ngan can sy thai trir caffein va vi thé ¢6 thé gay qua liéu
caftfein.

- Dbi v6i theophylin, caffein lam tang tac dung phu cta theophylin.

10. Can lam gi khi mt lan quén khong dung thube

E Uong ngay luc nhé va ¢o thé tham van thém y kién cua thay thudc.

11. Can bio quén thudc nhw thé nao:

Noi kho rao, tranh anh sang, nhiét do dudi 36°C,;

12. Nhitng d4u hiéu va triéu chimg khi dang thude qua liéu:

Qud liéu paracetamol:

- Nafluextra 12 thube két hop gilra paracetamol va caffein. Nhiém déc Nafluextra (luu y thanh
phin chtra paraceamol) c6 thé do dung mét liéu doc duy nhét hoac do udng thude dai ngay.




mac va mong tay la mot dau hi¢u dac lru'ng nhiém doc cap tinh dﬁn CHQ.UPC aml of henol mot
luong nho sulfhemoglobm cling ¢6 thé dugc san 5mh.

sang. Flep theo co thé 1a tre c,he hé than kinh trung uorng \-: Bt
nhanh, nong; mach nhanh, yéu, khong déu; huyet 4p thap; va suy Ttéw=hoan. [1uy mach do
giam oxy huyct tuong do: va do téc dung trc ché trung tim, tac dung nay chi xay ra vai lidu rat
l6m. Séc ¢ thé xay ra néu gidn mach nhiéu. Con co giat ng,het thé' gdy tir vong c6 thé xay ra.
Thuong hon mé xay ra trude khi chét dot ngot hodc sau vai ngay hon mé.
- Dau hiéu lam sang thuong ton gan tré nén rd rét trong vong 2 den 4 ngay sau khi udng liéu
ddc. Aminotransferase huyet tuong tang (do1 khi téng rat cao) va nong do bilirubin trong huyét
tuong cling ¢6 thé tang; thém nita, khi thuong tén gan lan rong, thoi gian prothrombin kéo dai.
C6 thé 10% ngudi bénh bi ngd doc khong dugc diéu tri dac hiéu da co thuong ton gan nghiém
trong; trong s6 do 10% dén 20% cudi cung chét vi suy gan. Suy than cap cting xay ra ¢ mot sO
nguoi bénh. Sinh thiét gan phat hién hoai tir trung tdm ti€u thuy trir ving quanh tinh mach cua.
0 nhimg truong hop khong tir vong, thuong ton gan phuc hdi sau nhiéu tuan hodc nhiéu thang.
Qua hgu Caffein:
Qud liéu caffein c6 thé gdy ra cac triéu chimg dau ving thuong vi, nén mira, ting niéu, ting
hodc réi loan nhip tim, céc triéu chung kich thich than kinh trung uong (mat ngu, bon chon,
kich déng hoang sg. run co). ,
13. Can lam gi khi ding thude qua liéu khuyén cdo: /\“
Hudng din xir tri qud liéu paracetamol:
- Chén doén som rat quan trong trong diéu tri qua liéu paracetamol. Co nhimg phuong phap
xac dinh nhanh nong do thuoc trong huyét tuong. Tuy vay, khong duoc tri hoan diéu tri trong
khi chor két qua x¢ét nghiém néu bénh sir goi y 1a qua liéu nang. Khi nhiém doc nang, diéu quan
trong la phai diéu tri hd tro tich cuc. Can rira da day trong moi trudng hop, tot nhat trong vong
4 gio> sau khi udng.
- Liéu phap giai doc chinh la ding nhiing hop chat sulfhydryl, ¢6 1& tic dong mét phan do bo
sung du trir glutathion ¢ gan.
- N-acetyleystein ¢6 téc dung khi udng hodc tiém tinh mach. Phai cho thude ngay lap tic néu
chua dén 36 gid ké tir khi ubng paracetamol. Piéu trj voi N - acetyleystein ¢6 hiéu qua hon khi
cho thubc trong thoi gian dudi 10 gid sau khi uéng paracetamol. Khi cho udng, hoa loang
dung dich N - acetylcystein voi nude hodc do uong khong ¢6 ruogu dé dat dung dich 5% va
phai udng trong vong 1 gio sau khi pha. Cho uoéng N - acetylcystein voi lidu dau tién la 140
mg/kg, sau d6 cho tiép 17 lidu nira, mdi liéu 70 mg/kg cach nhau 4 gio mot lan. Cham dut diéu
tri néu xét nghiém paracetamol trong huyét tuong cho thiy nguy co doc hai gan thap.
- Tac dung khong mong muon cua N - acetyleystein gdm ban da (gdm ca may day, khong yéu cau
phai ngimg thudc), budn non, ndn, ia chay, va phan tmg kiéu phan vé.
Néu khong ¢6 N - acetyleystein, ¢6 thé dung methionin. Ngoai ra c6 thé dung than hoat
va/hodc thude tdy mudi, chung c¢6 kha nang lam giam hap thu paracetamol.
Hudng din X tri qud liéu caffein:
- Cén luu ¥ ring nhimg triéu chimg qué lidu caffein s& nghiém trong hon khi dung san pham
ndy vi nhimg ddc tinh trén gan lién quan dén paracetamol. Khong c6 thude giai doc dac hiéu
tuy nhién cdc bién phap hd tro nhu sir dung cac thude dbi khang beta adrenceptor ¢ thé dugce
sir dung dé lam giam cac doc tinh trén tim.
14. Tén/ biéu twong cia nha san xuit:

CONG TY CP DUQC - VTYT NGHE AN
15. Nhirng diéu can than trong khi ding thudc nay:
- Than trong véi ngudi bénh co thiéu méu tir trude, vi chimg xanh tim khong biéu 16 15, mac
du ¢6 nhitng ndng do cao nguy hiém ciia methemoglobin trong mau.
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- Than trong voi ngum uong ruou nhleu vi lam tang ddc tinh cua thuoc 0.gan.

chira caffeine (nhu ca phé...) khi dung thuoc
- Béc si can canh bao bénh nhan veé cac dau hiéu cua phan unlﬁ n dﬂb@?{eplt 0 .
chung Steven-Jonhson (SIS), hoi chng hoai tir da nhiém doc ( ' )\P@‘,‘% 95 )

chig ngoai ban mun mu toan than cép tinh (AGEP). 2
St dung cho phu nir ¢6 thai va cho con bu: :
- Chua xéac dinh dugce tinh an toan cta Nafluextra khi dung cho phu nir ¢6 thai va cho con bu.
Do d6 nén cén than khi dung cho phu nir ¢6 thai va cho con bu.

Tac dung cua thudc khi vin hanh may moc, tau xe:

- Thude khong giy budn ngu nén co thé ding duge cho nguoi dang van hanh may mac, tau xe.
16. Khi nao cin tham vin bic sy:

Théng bao cho bac sy tac dung khong mong mudn gap phai khi str dung thude, khi can thém
thong tin vé thude. ‘

17. Ngay xem xét sira doi lai to thong tin cho bénh nhéin: Ngay.( thang//nim 2015.
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