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TO HUONG DAN SU DUNG THUOC

Vién nén sui
SAVIPAMOL EXTRA 500

THANH PHAN

- Paracetamol 500 mg

- Caffeine anhydrous .............ccoooonriereiennes BOPRROOO < 114

- Té duge vira da cereeennee | VIEDL
(Mannitol powder, aspartame, citric acid anhydrous, povidone
K30, Ileucine, tutti fruitti powder (hodc mii ddwhodc mii
cam), PEG 6000, natri hydrocarbonate, effer soda, natri
carbonate anhydrous, natri benzoate)

DANG BAO CHE 5
Vién nén sii (c6 3 mui riéng biét) -

DUQC LYC HQC

Lién quan dén Paracetamol

- Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) la
chét chuyén héa cé hoat tinh cia phenacetin, 1a thufc giam dau - ha
sét hiru hi¢u c6 thé thay thé aspirin; tuy vay, khac véi aspirin,
paracetamol khéng c6 higu qua digu trj viém. Vi liév ngang nhau tinh
theo gam, paracetamol c6 tic dung giam dau va ha sot twong tw nhu
aspirin. E

- Paracetamol 1am giam than nhiét & ngudi bénh sét, nhung hiém khi
lam giam thin nhiét & ngudi binh thudng. Thudc tic déng lén ving
dudi ddi gy ha nhiét, tda nhiét ting do gian mach va ting luu lugng
méu ngoai bién.

- Paracetamol, v¢i lidu diu tri, it tic dong dén hé tim mach va hé
héip, khong lam thay ddi cin bing acid - base, khéng gdy kich img,
xudce hodic chdy méu da day nhur khi ding salicylate, vi paracetamol
khong tac dung trén cyclooxygenase toan thin, chi tic déng dén
cyclooxygenase/prostaglandin cia hé thdn kinh trung wong
Paracetamol khong c6 tic dung trén tidu cdu hodic thoi gian chay mau,
- Khi ding qué liéu paracetamol mt chét chuyén hoa 1a N - acetyl -
benzoquinonimine gdy dfc n@ing cho gan. Liéu binh thudng,
paracetamol dung nap t6t, khong c6 nhigu tic dung phy ciia aspirin,
Tuy vy, qua lidu cép tinh (trén 10 g] {am thuong ton gan gy chét
ngudi, va nhimg vy ngd ddc va ty van bing paracetamol di ting 1én
mdt cich dang lo ngai trong nhimg nam gin ddy. Ngodi ra, nhidu
ngudi trong d6 c6 ca thdy thubc, dubng nhu khéng biét tac dung
chdng viém kém cua paracetamol.

DUGQC DONG HQC

Lién quan dén Paracetamol

Hdp thu:

- Paracetamol dugc hép thu nhanh chéng va hiu nhu hoan toan qua
dudmg tiéu héa. Thirc in cé thé lam vién nén gidi phong kéo dai
paracetamol chim dugc hdp thu mét phin va thirc &n gidu carbon
hydrat lam giam ty 1& hip thu ciia paracetamol. Nong do dinh trong
huyét tuong dat trong vong 30 dén 60 phit sau khi udng voi lidu didu

tri.

Phan b3:

- Paracetamol phan bé nhanh va déng déu trong phén ldn cac mé cia
co thé. Khoang 25% paracetamol trong méu két hop vai protein huyét
tuong.

Thai triz:

- Nira doi huyét tuong ciia paracetamol 1a 1,25 — 3,0 gid, co thé kéo
dai véi lidu gdy doc holic & ngudi bénh c6 thuong tén gan,

- Sau lidu diéu tri, 6 thé tim thiy 90 dén 100% thubc trong nudc tidu
trong ngdy thir nhit, chi yéu sau khi lién hop trong gan véi acid
glucuronic (khoang 60%), acid sulfuric (khoang 35%) hodc cysteine
(khodng 3%); ciing phét hién thdy mét lugng nho nhimg chit chuyén
hoa hydroxyl hoa va khir acetyl. Tré nho it kha ning glucuro lién hop
v6i thue hon so vai ngudi 16,

- Paracetamol bi N - hydroxyl héa bdi cytochrom Pys, dé tao nén N -
acetyl - benzoquinonimine, mot chét trung gian c6 tinh phan (mg cao.
Chit chuyén hoa ndy binh thuong phan tng véi cac nhom sulfhydryl
trong glutathione va nhu vdy bj khir hoat tinh. Tuy nhién, néu uéng
liéu cao paracetamol, chét chuyén héa ndy duge tao thanh véi luong
du dé 1am can kiét glutathione ciia gan; trong tinh trang d6, phan img
ciia né véi nhom sulfhydryl cia protein gan téng lén, c6 thg din dén
hoai tir gan.

Lién quan dén Caffeine

Caffeine duoc hip thu hoan toan theo dwrng udng va phén bd toan
thén; né ciing dugc hap thu qua da; sir dung theo dang toa duge (thude
nhét hdu mon), caffeine dugc hip thu chim va khong déng hhit,
dwdng tiém bép hip thu kém hon duong uéng.

Caffeine d& dang vugt qua mang nfo cia hé thin kinh trung wong, qua
nhau thai, vao tuyén nudc bot va mot sé it duge tiét vdo sira me (xem
Truéng hop cho con bi). O ngudi 16n, caffeine duge chuyén hoa gin
nhu hoan toan & gan nhir cac phan (mg oxi hod, demethyl hod va acyl
ho# va duge bai tiét qua dudng nude tiéu dudi dang 1-methyluric acid,
I-methylxanthine, 7-methylxanthine, 1,7-dimethylxanthine (paraxan-
thine), 5-acetylamino-6-formylamino-3-methyluracil (AFMU) va
khoang 1% chét khong bién ddi. Tré em (tir méi sinh dén 6 thing tudi)
mdi c6 kha nang khir hoa manh cafein. Nura doi thai trir khodng 3 - 7
gidr & ngudi 1on va tang gép 100 1dn & tré méi sinh.

DU LIEU AN TOAN TIEN LAM SANG :
Khéng c6 dir ligu mdi, ngoai cac thong tin trong Tom tat dic tinh san
phdm.

CHI PINH DIEU TRI

- Giam céc chimg dau va sét tir nhe dén vira c6 ngudn gdc khong phai
ndi tang, nhu dau ddu, dau bung kinh, dau co bip, dau hong, dau ring,
dau nhirc do cam lanh hay cam ctim, sot va dau khi khi tiém vaccin,
dau sau khi nhé ring. Paracetamol phdi hop véi caffeine lidu thip
gip ngudi dung tinh tdo hon.

-Ha sgt & ngudri bénh sbt, khi sbt ¢ thé co hai hotic khi ha sbt, ngubi
bénh d€ chiu hon. Tuy nhién, li¢u phdp ha sot n6i chung khong dic
hiéu, khéng anh huémg dén tién trinh cia bénh co ban va c6 thé ch
14p tinh trang bénh ctia ngudi bénh. '

LIEU LUQNG VA CACH DUNG

Cdch diing:
Thudng ding dudng udng. .
Hoa tan 1 vién trong khoang 150ml nuée udng.
Ubng ngay khi thuéc ¢4 tan hoan toan.

Liéu heong: .
Thubc nay chi danh cho ngudi 16n va tré em trén 11 tudi.
Dé giam dau va ha sét, liéu thudng dung udng 14 325mg — 650mg, cir
4 — 6 gitr mdt 1n khi cén thiét, nhumg khong qua 8 vienmot ngay (tic
4g paracetamol/ngay).

Hodc theo chi din cia Thiy thudc.

Luu y :
Khéng nén kéo dai viéc tu st dung thude cho tré; cén héi y kién bac
khi :

- Sbt cao (39,5°C) va kéo dai hon 3 ngay hofic téi phét.

- Pau nhiéu va kéo dai hon 10 ngay.

CHONG CHI PINH

- Ngubi bénh nhiéu lin thiéu mau hozc c6 bénh tim, phdi, than hoac
gan.

- Ngudi bénh qua min cam vai paracetamol

- Ngudi bénh thiéu hut glucose-6-phosphat dehydrogenase

- Ngudi an kieng mubdi

CANH BAO VA THAN TRQNG KHI SU DUNG

- Phai diing paracetamol thdn trong & nhimg ngudi bénh c6 thiéu méu
tir trude, vi chimg xanh tim c6 thé khéng biéu 15 18, mac da c6 nhimg
ndng dd cao nguy hiém cia methemoglobin trong méu.

- Bénh gan, thin nang

- Udng nhiéu rugu c6 thé gy tang doc tinh vdi gan cua paracetamol;
nén tranh hodc han ché ubng ruou.

- Paracetamol twong ddi khang ddc vdi ligu diéu tri. D6i khi ¢ nhimg
phan {mg da gbm ban dét sin ngira va may day; nhimg phan img méin
cam khac gébm phi thanh quan, phi mach, va nhimg phéan img kiéu
phan vé cé thé it khi xdy ra. Gidm tiéu céu, giam bach cdu, va giam
toan thé huyét cdu da xay ra voi viéc sir dung nhimg din chit p-amino
phenol, dat biét khi ding kéo dai céc lidu 16n. Giam bach cdu trung
tinh va ban xudt huyét giam tidu cdu da xay ra khi dung paracetamol.
Hiém gip mét bach chu hat & ngudi bénh diing paracetamol.

- Ngudi bj phenylceton-niéu (nghia 1 thifu hut gen x4c dinh tinh
trang cia phenylalanin hydroxylase) va nguéi phai han ché luong
phenylalanin dua vio co thé phai duge canh bao 1a mot sé ché phim
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paracetamol chira aspartam, s& chuyén héa trong da day — rudt thanh
phenylalanin sau khi uéng.

- Dung phéi hop vai cac ché phim khac co chira paracetamel co thé
géy hién tugng qua liéu hodic ngd doc thudc.

- Sir dung l4u dai véi lidu cao cafein c6 thé gdy trang thai cau kinh, lo
mo va dau du khi ngung ding dot ngét.

TUONG TAC VOI CAC THUOC KHAC, CAC DANG TUONG
TAC KHAC !

- Uéng dai ngay lidu cao paracetamol lam ting nhe tac dung chdng
déng coumarin va din chait indandion. Tac dung nay cé vé it hodc
khéng quan trong vé ldm sang, nén paracetamol dugc wa ding hon
salicylate khi cdn giam dau nhe ho#c ha s6t cho ngudi bénh dang ding
coumarin hogc dn chit indandion.
- Cén phai chii y dén kha nang gdy ha st nghiém trong & ngudi bénh
dun; dgrlg thori phenothiazine va liéu phép ha nhiét.

gng rwou qua nhiéu va dai ngay co thé 1am ting nguy co para-
cetamol gdy ddc cho gan.
- Thudc chéng co gidt (gdm phenytoin, barbiturate, carbamazepine)
gdy cam (mg enzym & microsom thé gan, c6 thé lam tang tinh doc hai
ciia paracetamol do ting chuyén héa thudc thanh nhimg chit doc hai
véi gan.
- Ngodi ra, ding ddng thoi isoniazide yéi paracetamol ciing c6 thé
din dén tang nguy co ddc tinh vai gan, nhumg chua xéc dinh duge co
ché chinh xac twong tic nay. Nguy co paracetamol gdy dbc tinh gan
gia ting déng k& & ngudi bénh udng lidu paracetamol lén hon liéu
khuyén ding trong khi dang diing thude chéng co gidt hozc isoniazide.
Thubdng khong cin giam liéu & ngudi bénh ding dong thoi liéu diéu tri
paracetamol va thudc chéng co gidt; tuy vdy, ngudi bénh phai han ché
tyr diing paracetamol khi dang ding thudc chéng co gidt hay isoniazid.
- Tuong ty nhu theophyllin, caffeine tuong tac duge dng hoc vai
cic thude duge chuyén hod bdi hé enzym cytocrom Pusy isoenzym
CYPIA2 & gan. :

TRUONG HQP CO THAI VA CHO CON BU

Truomg hop cd thai

Chura xc dinh duge tinh an toin ciia paracetamol ding khi thai nghén
lign quan dén tac dung khong mong nuén co thé c6 doi vai phat trién
thai. Do d6, chi nén ding paracetamol & ngudi mang thai khi that can.
Duya véao nhing thi nghiém trén stic vdt mang thai, t6 chirc FDA (M)
khuyén cdo ngudi mang thai nén han ché sir dung dén mirc tbi thiéu
caffeine hoic thirc ubng c6 chira caffeine vi caffeine c6 tic dong dén
bao thai, gdy truy thai; tuy nhién vin dé nay viin con tranh cii, chua di
dén thdng nhit vi d1 c6 bho cdo ubng caffeine lidu trung binh lai lam
giam nguy co giy sdy thai.

Trudng hop cho con bi ;2
Nghién ciru & ngudi me cho con bt ding paracetamol, khong théy cé
tac dung khong mong muén & tré nho bl me. Sau khi dung theo dutmg
uéng liéu 35 — 336mg caffeine, ndng do dinh caffeine trong huyét
tuong dat 2,4 — 4,7 microgam/ml, trong nude bot 1a 1,2 — 9,2 micro-
gam/ml, trong sira me 1a 1,4 — 7,2 microgam/ml. O ndng d§ nay tré b
me da phai tiéu thy khoang 1,3 - 3,1 mg caffeine, 1a liéu khong gy
nguy hai mic dii tré ting tinh hiéu déng va it ngi hon so véi miu doi
chimg. %

TAC DUNG DOI VOI KHA NANG LAI XE VA VAN HANH
MAY MOC :

Khoéng c6 tac dong.

Thing bdo che Bdc st nhitng tdc dung khing mong mubn
gdp phdi khi sit dung thuic

TAC DUNG KHONG MONG MUON (ADR)

Ban da va nhiing phan tmg di tmg khic thinh thoing xéy ra.
Thubdng |4 ban d6 hodic may day, nhung d6i khi nang hon va c6 thé
kém theo sét do thudc va thuong tén niém mac. Ngudi bénh min cam
v6i salicylate hiém min cam véi paracetamol va nhimg thube 6 lign
quan. Trong mét s8 it trutmg hop riéng 1€, paracetamol di gdy giam
bach céu trung tinh, gidm tiéu cu va giam toan thé huyét céu.

frgap, 1/1000 < ADR < 1/100: .

- Da: Ban.
- Da day — rugt: Bubn n6n, non.
- Huyét hoc: Loan tao méu (gidm bach cdu trung tinh, gidm toan thé
huyét ciu, giam bach ciu), thidu mau.
Thén: Bénh than, ddc tinh than khi lam dung dai ngay.
Hiém gap, ADR < 1/1000
Khac: Phan img quéa min.

HUONG DAN CACH XU LY ADR
Néu xay ra nhimg tdc dung khong mong mudn nghiém trong, ngimg
ding thudc. V& diéu tri, xin doc phén : “Qua liéu”,
QUA LIEU
Biéu hién: ) .

* Cafein : v6i liéu sir dung nhir trén, khong c6 vén d& vé qua licu,
* Paracetamol : .
- Nhiém doc paracetamol c6 thé ding mét liéu doc duy nhit, hojc do
udng ldp lai licu 1én paracetamol (vi du 7,5 — 10 g mdi ngay, trong 1 -
2 ngay), hoic do ubng thudc dai ngdy. Hoai tir gan phu thudc lidu 1a
tac dung déc cp tinh nghiém trong nhét do qua liéu va cé thé gay tir
vong. 1
- Budn nén, nén, va dau bung thutmg xdy ra trong vong 2 -3 gits sau
khi udng liéu doc cia thubc. Methemoglobin — méu, din dén chimg
xanh tim da, niém mac va4 mong tay 12 mdt déu hiéu déc trung nhiém
doc cdp tinh din chdt p — aminophenol; mét lwgng nhd sulfhemo-
globin ciing ¢6 thé dugc san sinh, Tré em co khuynh hung tao me-
themoglobin d& hon ngudi 16n sau khi ubng paracetamol.
- Khi bj ngd doc ning, ban ddu co thé kich thich h¢ thin kinh trung
uong, kich dong va mé sang. Tiép theo c6 thé 1a &rc ché hé thin kinh
trung wong; siing s&, ha than nhiét; mét 1a; thd nhanh, néng; mach
nhanh, yéu, khéng déu; huyé‘t ap thip; va suy tudn hpan, Truy mach
do giam oxy huyét tuong déi va do tdc dung (rc ché trung tim, tac
dung ndy chi xdy ra véi liéu rét 16n. S6c co thé xdy ra néu gian mach
nhiéu. Con co gidt nghet thé gdy tir vong co thé xay ra. Thutng hon
mé xay ra trude khi chét dot ngot hofic sau vai ngay hon mé.
- Déu hiéu 1am sang thuong tn gan tréy nén 13 rét trong vong 2 dén 4
ngay sau khi udng liéu doc. Aminotransferase huyét tuong ting (d6i
khi tang rit cao) va ndng dd bilirubin trong huyét tuong ciing c6 thé
tang; thém nira, khi thuong tén gan lan réng, thdi gian prothrombin
kéo dai, C6 thé 10 % ngudi bénh bi ngd doc khong duoc diéu tri dac
hiéu da c6 thuong tdn gan nghiém trong; trong sb d6 10 % dép 20 %
cudi cing chét vi suy gan. Suy thin cp ciing xay ra & mot sb ngudi
bénh. Sinh thiét gan phat hign hoai tir trung tim tidu thy trir ving
quanh tinh mach cira. & nhimg trudng hop khong tir vong, throng tén
gan phuc hdi sau nhiéu tudn hodc nhiéu thang.

Diéu tri:
- Chén doan sém rit quan trong trong diéu tri qua lidu paracetamol.
C6 nhimg phuong phép xdc dinh nhanh néng dé thube trong huyét
trong. Tuy véy, khong duge tri hoan diéu tri trong khi cho' két qua xét
nghiém néu bénh sir goi y 14 qua liéu nang. Khi nhiém doc néng, diéu
quan trong 1 phai diéu tri hd trg tich cyc. Cin rira da day trong moi
truong hop, tét nhét trong vong 4 giér sau khi udng.
- Ligu phap giai djc chinh la ding nhing hop chit sulfhydryl, c6 1&
tac dong mot phin do bd sung dy trir glutathion & gan. N-acetyl
cysteine c6 tac dung khi udng hofic tiém tinh mach. Phai cho thudc
ngay 18p tire néu chua dén 36 gitr ké tir khi udng paracetamol. Diéu trj
véi N-acetylcysteine co hiéu qua hon khi cho thudc trong thai gian
dudi 10 gi¢r sau khi uéng paracetamol. Khi cho uéng, hoa loang dung
dich N-acetylcysteine v6i nudc hodc do udng khong cé rugu dé dat
dung dich 5% va phai udng trong vong 1 gitr sau khi pha. Cho uéng
N-acetylcysteine vai ligu dgéu tién 1a 140 mg/kg, sau d6 cho tiép 17
lidu nira, véi mdi liéu 70 mg/kg cach nhau 4 gio mot ldn. Chim dit
diéu tri néu xét nghiém paracetamol trong huyét trong cho thiy nguy
co dgc hai gan thap. :
- Tac dung khdng mong mubn ciia N-acetylcysteine gﬁm ban da (gbm
ca may day, khong yéu clu phdi ngimg thudc), budn non, nén, tidu
chay, va phan {mg kiéu phan vé. o
- Néu khéng c¢6 N-acetylcysteine, c6 thé ding methionine. Ngoai ra
6 thé ding than hoat va/hoc thudc ty mudi, ching c6 kha nang lam
giam héip thy paracetamol.

DONG GOI :
Hop 4 vi x€ va hdp 25 vi xé; vi 4 vién.
Hop | tube; tube 10 vién

BAO QUAN :
Noi khé, nhiét d6 dudi 30°C. Tranh anh sang

TIEU CHUAN AP DUNG :
Tiéu chudn co 50,

HAN DUNG :
24 thang ké tir ngay san xuét.
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TRACH NHIEA TRON VEN

Dé xa tdm tay cila tré em.
Doc kj hiréng dén sit dung trieée khi ditng.

Néu cin thém thong tin, xin héi y kién Bdc st.
Sin xuft tai:
CTY CO PHAN DUGQC PHAM SA VI (SaWipharm J.5.C)
L6 Z.01-02-03a KCN/KCX Tén Thuan, Q.7, TP.HCM
Dién thoai : (84.8) 37700142-143-144
Fax : (84.8) 37700145

Tp. HCM, ngayZ2) thang 05 nim 2011
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Nyuyin Yin Thank,




