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To hudng din sif dung thudc

opralsin®

Boc ky husing din s dung i khi diing,
1. THANH PHAN CONG THU'C THUGC: Trong mdi vién nang cing Topralsin cd chifa:
Thinh phén hoat chdt: Oxomemain hydroclorid titang duong vdi Oxomemazin ... 1,65 mg

Gualfenesin . 333mg
Paracetamol 333mg
Matri benzoat ...... ; 33,3mg
Thanh phen td dugc: Tinh bit mi, magnesi stearat.
2. DANG BAO CHE: Viin nang cing.

3. CHE OINH: Bt r trifu chilng ho khan, d3c blét Ho hié v 88 (ho do df g v kich ting).

4. LIEU DUNG— CACH DUNG: Nén diéu tri ngén han; trong vai ngay. _

Lidu ddng: Ngui 16n: Udng 2— 6 vién/ ngay, chialm 2 - 3 4. Tré em:Ding theo sy hutng dén cila thay thubc

Cach diing: Ubng nguyén vién thudc cling voi nuge.

5. CHONG CHI DINH:

Bénh nhan b tién sirqua man véi bt i thanh phan nao cda thude; bénh nhin suy ho hap, suy gan.

6.CANH BAOVATHAN TRONG KHI DUNG THUGC:

Bécsi can canh bdo bénh nhan vé céc diu higu ctia phan ing trén da nghiém trong nhi hi chiing Stevens-Johnson {515),
i chiing hoal 10 da nhiém dac (TEN) hay hdi chiing Lyell, hdi chiuing ngoal ban mun mé todn thn ¢3p tinh (AGER):
Paracetamol tng 661 Knong 08¢ véi i iéutr. D3 khi o nhng phan g da gdm ban dét s3n ngifava may day; nhiing
phin ing m3n cim khidc gém phil thanh qudn, phis mach, va nhiing phan ding ki€ phdn vé cd thé it khi xdy ra. Gidm tiéu
ciu, gidm bach cdu, va giam toan thé huyét cdu da xdy ra véi viéc sir dung nhiing din chit p - aminophenol, dc biét khi
diing kéo d cic 160 16n, GI3m bach cSu trung tinh va ban xudt huyét gidm tiéu ciu 45 xay ra ki ding paracetamol. Hiém
gap mét bach céu hat & ngudi bénh diing paracetamol. Phéi ding paracetamol thin trang & nguol bénh ¢ thidy mat
trudc, vi chifng xanhtim c6 thé khong biéu 9 16, mée di cd nhiing néing do cao nguy hiém cia methemaoglobin trong mid.
Ung nhidu niou 6 thiqdy tang dac tinh vai gan i paracetamol; nén trinfi hodc han ché uling rigu, Khéng sif dung
thusic trang tnsdng hop ho kéa dai hay man tinh nhu & bénhahn hit thudc, bi hen, viém phé quin man tinh, khi thing
* phfthodcho cb qud nhidatm. BEnh nhin cin ditsbi iGe 83y trong khi s dung thude Khing tuy diimg thube qud-
7 nody ma khang tham khdo ¥ kién bacsi, Thue chifa 1a duge tinh bt mi b thé dlng duge cho ngudi 6 bénh duang rut,
nhing bénh nhan ¢ df tng vai 62 mi thi khong nén diing thude ndy.

7,50 DUNG THUSC CHO PHU NOCOTHAI VA CHO CON BU:

Phunizmang thai: Chua c bdo cio an toan véthubekhi it dyng cho phu i mang thal. Nén khéng diing cho phis nif 6 thal
Phu nir cho con bi: Chta xac djnh 89 an toin cla thudc ding cho me trong thoi glan cho con b Nén khdng duge ding
khi dang cho con bu.

8. ANH HUGNG CUA THUGC LEN KHA NANG LAIXE, VAN HANH MAY MOC:

Thuse cé thé gy chiing mit va ngd gat. Cin trénh ding cho ngubi dang L3 xe hodc diéu khién méy moc.

9. TWONG TAC, TUONG KY COA THUGC: Khong st dung thudc nay vol ché phim ¢6 chita dextromethorphan cio bénh
nhén dang ding thusic dc chi MAD. Can thn trong khi sif dung thude ndy vai ché pham cd chida phenylpropanclamin
cho bénh nhan tang huy@t dp, ¢d bénh tim, 43l thio dutng hay bénh mach ngoai vi, phi dai tuyén tién liét va gldcom.
Uéing néou qua nhiéu v d3i nady c6 thé 1am tang nguy co gdy ddc chio gan, Thudc ching co giat (phenytoin, barbiturat,
carbamazepin) giy c3m ng enzym & microsom theé gan, ¢d thé 1am téng tinh dac hal gan do tang chuyén hoa thusc
thanh nhing chat o hai vai gan. Nyoaisa ding ding this vdi isoniazid cling cd thé dén dén ting nguy ca d¢ tinh gan.
10, TAC DUNG KHONG MONG MUON CUA THUGC:

Oxomemazin: Thuimg gap: Budn ngil. Tang d& quénh chét tiét phé quan, khd miéng, tdo bén, bi tiéu. Chang mat, ban
(16, Hiém g3p; Chan an, bubn non; of mia; tiéu chay, Rat hiém gdp: Loan van dong muan do st dung kéo dai thudc khang
histamin thudc nhom phenathiazin, gidin bach ¢su v3 mat bach ciu hat, hign tiong kich thich d tré emva tre con bi.
Paracetamiol: Ban da va nhitng phin ing di ing khac thinh thodng xdy ra. Thudng la ban d6 hode may day, nhung dbi khi
ndng han vé cé thé kem theo s6t do thubic va thuong 161 njém mac. Nguti bénh man cim vdi salicylat higm mén cim vl
paracetamol va nhiing thude cf lién quan, Trong modt s& it truidng hop riéng [¢, paracetamol da gay glam bach cu trung,
tinl, giam tiéu cAu va gidm toan thé huyét ciu.  gdp, /7000 < ADR < 1/100:Da: Ban. D3 ddy - rudt; Budn nén, nén. Huyét
hioc: Loan tao méu (gidm bach c3u trung tinh, gfam toan thé huyt cdu, giim bach ciu), thiéu mav. Than: Bénh than, doc
tinh thin kil lam duna dai ngdy. Higm gdp, ADR < 7/1000; Da: i chiing Stevens-Johrsan, héi chimg Lyell, hoai td bidu bi
nhiém dc, myn mi ban 6 toan thin ¢3p tinh. Khdc: Phin dng qua min.

Guaifenesin; Cic tic dung khdng mong musn khac hiém hodc it gap nhu: Chang mat, dau ddu, tiéu chay, non hodc budn
ndn, dau bung, ban da, may day. :

i thin 83 dude bdo edo G nhiing bénh nhan lam dung ché phdm cé chita quaifenesin.

Hiémg ddn cdch xi tri ADR: Cic thc ding Khing mong mudn thusdng nhe, it hét. Néu ndn nhiéu hosc dau bung nhiy
nén ngimg thusc. Trénh ding thusic kéo uai. Rat thin trong khi diing thudc cho tré em.

Théng bido cho becsi nhiing td¢ diing khdng mong muéi gdp phdi khi dilng thudc,



11.QUA LIEU VA CACH XU TRI: o,

Trigu chiing qud liéu:
Lién quan dén Oxomemazin:

« Otré em: Hung phin vdi kich d3ng, do gidc, mida vim, co gidt. Bing tir o dinh v gidn ra, da mit 4 biing v s6t cao.

Sau ¢ling ¢6 thé xdy r2 hon mé nang vai truy tim mach, tvong cd thé xdy ra trong 2 dén 98 gidr,

= ( ngut 16n: Trém cim va hon mé cd thé xdy ra trudc giai doan kich ddng v co gidt.
Liénquan dén Paracetamol: Nhiém dé¢ paracetamol ¢ thé do cing mét liéw dac duy nhat hodcdo udng thude dai ngay, Hoai
tirgan phu thude liéu 13 téc dung dge dp tinh nghiém trong nhét do qud liéu va cd thé gdy L& vong. Budn nin, nin, dau
bung thutmg xdy ra trang vdng 2 - 3 gi6r sau khi udng liéu dbc cta thube. Methemoglobin mdu, din dé&n chitng xanh tim
da, niém mac va mong tay 1a mét ddu hidu dac trung nhidm doe c3p tinh din chdt p-aminophenol. Khi bi ngd déc ning,
ban diu 8 thé c6 kich thich hé than kinh trung wang, kich d3ng, va mé sang. Tiép theo o thé 13 dc ché hé thin kinh trung
utona; siing sé, ha than nhiét; mét 13; thés nhanh, nong; mach nhanh, yéu, khang déu; huyét §p thap; va suy tudn hoan.
Gach i trf: Liéu phap gidi doc chinh 13 ding nhiig hop chét sulfhyryl, c6 1€ tc ding mét phan do bé sung di tr
glutathion & gan. N-acetylcystein <6 tac dung khi udng hodc tiém tinh mach, Phai cho thuSc ngay 1gp tiicnéu chua dén 36
9i6 k# tir khi ubng paracetamol, Dicu 1rj voi N - acerylcystein ¢6 higu qua hon khi cho rhuﬂcmng thisi gian dudi Il:lgiasau
khi udng paracetamol. Kii cho udng, hoa loang dung dich N - acetylcystein véi nudc hodc d6 usng khang c6 rugu 0€ dat
dung dich 5% va phdi udng frong vona 1 gid sau khi pha.
12. DACTINH DUOC LUC HOC:
- Oxomemazin: La din cht cla phenothiazin nhém dimethyliaminpropyl, ¢6 tie dung khang histamin va an thin manh.
(ling nh cac thudc khang histamin H1, oxomemazin tranh chp vai histamin & céc vi ti clia thy thé H1 trén cac té bao
tac ddng, numg khéng nadn can gidl phing histamin, do 86 thudc chi ngan chin nhimg phén Ung do histamin tao ra
bao gbm: May day, min ngua. Oxomemazin ddi khing hoan toan vai histamin tai co tron khi quén, tiéu héa gdy gidn cic
<0 nay vaddi khang mat phan trén tim mach gay giam tinh tham mao mach. Oxomemazin khing dc ché sy tiét dich vi.
Oxomemazin gay ha huyét dp tu thé ding & bénh nhan nhay cim voi thudc. § liu diu tr, thusc <6 thé kich thich hodc
it chié mdt cach nghich thidng hé thén kinh trung wang. Téc dyna kich thich hé thn kinh trung wong biéu hién bing bén
chin; ndng nay, kho ng.
- Paracetamol: Paracetamol (acetaminophen hay N - acetyl - p - aminophenal) 13 chit chiyén héa c6 hoat tinh cda
phenacetin, 1a thudc gidm dau - ha st hitu hiéw. Paracetamol Iam gidm thin nhiét & ngudi bénh sat, nhimg hiém khi lam
qiam thén nhiét & ngudi binh thubng. Thudc tac dong lén viing dudi ddi gdy ha nhiét, téanhiét ting do gidn mach v ting
Iuru lwong mdu ngoai bién. Paracetamol, vai ligu diéu tr, ft tac Gng dén hé tim mach va h hap, khong lim thay d6i cn
béng acid - base, khng ady kich dng, xuée hodc chiy méu da day nhu khi diing salicylat, vi paracetamol khéng tac dung
trén cyclooxygenase toan than, chi téc dgng dén cycloorygenase/prostaglandin cia hé thén kinh trung wong, Paracetamol
khang ¢6 ticdung trén tiéu cdu hodctht gian chiy mau. Khi ding qua 11éu paracetamol mgtchat chuyén hoa I N-acetyl-
benzoquinonimin gdy dic ndng cho gan,
- Guaifenesin: Guaifenesin ¢d tdc dung long dom nhé kich dng niémmac da day, sau d6 kich thich tang tiét dich & duting
hé hap, fam tang thé tich va gidm dd nhat cda dich tiét & phe qudn va khi quén. Nho viy, thue 1m tang hiéu qua cia
phin xa ho va lam d& tiing dém ra ngoal han. Ca ché nly khdc vii co ché clia cic thudie chng ho, thusic khéng lam mét
ho. Thudc duac chi dinh d€ diéu tr triéu chiing ho ¢6 dom quénh dic kho khac do cdm lanh, viém nhe dubig ho hap trén.
- Natri berwraat; Kich thich suf bai tiét o phé quan.
13.DACTINH DUGCDONG HOC:
Paracetamol: Patacetamol hp thu nhanh va hoan toan qua duding tiéu hod. Phan bé ddng déu trong phén Idn cdc mé cla
cathé, 25% paracetamol trong mau két hop v protein huyét tiong. Thai trir90 - 1009 thusic qua nugctiéu ngay thilnhat,
chil yéu sau khi lién hap trong gan véi acid glucuronic (khodng 60%), acid sulfuric (khodng 35%), hodc cystein (khodng
3%); ciing phat hién 1 lugmg nhé nhing chat chuyén hoa hydroxyl - hod va khiracetyl
Paracetamol b N-hydroxyl hoa bal cytochrom P, 8é tao nén N-acetyl-benzoquinonimmin, mét chdt trung gian c6 tinh phén
img cao. Cht chuydn héa ndy binh thisang ph.in iing v6i cac nhém sulfhydryl trong glutathion v b khi hoat tinh. Néu
uting lidu cao paracetamol, chit chuyén hoa ndy tao thanh mét hing 60 4€13m can kiét glutathion ez gan. Phan tng cda
néwai nhom sulfydryl ca protein gan ting lén dan dén hoai tir gan.

in:Thidc hip thu 16t qua dubng tié hoa. Trong mdu, 60% lugng thudc b] thily phin trong vbng 7 gidl Chat

chuyn ha kheing can hoat tinh dutge thai trirqua than. Nia 601 th trif cha quaifenssin khodng 1 gid.
Oxomemazin: Chia c6 thing tin nghién cdu v & liéu dyge déng hoc
Natri benzoat: Chita 6 thing tin nohién ciu vé dir léu duge dgng hoc.
14.QUY CACH DONG GOI:
Hop 1 tuyp, 10 tuypx 24 vién nang cdng.
15.DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUGC

» Béo quin: Noi khd mat, nhiét dd dudi 30°C, tranh dnh sdng.

« Han diing: 36 thang k ti ngay sin xudt.

+ Tigu chudin chat lvang: Tiéu chudn o sd.
16. TEN, DIA CHI C0A €O SO SAN XUAT THUOC

CONGTY O PHAN DUOC PHAM CU'U LONG
Bia chi: S8 150, duing 14/9, phuting 5, thinh phé Vinh Long, tinh Vinh Long
‘Bién thoal: 0270 3822533 Fax: 02703822129



