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HUGONG DAN SU DUNG THUOC
PHAZANDOL C 200

Dé xa thm tay tré em

Doc ky huéng din sir dung trwée khi ding

THANH PHAN
Mbi vién nén sti bot PHAZANDOL C 200 c6 chia:
Thanh phan hoat chat:

L R 500 mg
Acid aSCOTDIC ...cvvcmsiransavmnernoorenanssnsnsserener 200 mg
Thanh phan td duwoc:

Acid citric khan, natri hydrocarbonat, natri carbonat khan, aspartam, povidon K30, PEG 6000,
natri saccharin, mau vang sunset, bot huong cam.

DANG BAO CHE

Vién nén sti bot.

MG ti sdn phim:

Vién nén hinh tron, mau vang cam, hai mjt phing, tron.

CHI PINH:

Diéu trj céc tri¢u chimg cam cam va sét (sét do cdm lanh, phét ban hodc nhiém tring).
Giam dau khép va co do thip khép, dau dy thin kinh, dau dAu va dau bung kinh.
CACH DUNG VA LIEU DUNG

Cach dung

Dung dudng udng, hoa trong mét ly ddy nuéc, udng sau khi sti bot hoan toan.
Liéu diing

Tré em:

PHAZANDOL C 200 chéng chi dinh & tré em va thanh thiéu nién duéi 18 tudi.
Nguoi lon:

Mot vién chira 500 mg paracetamol/lan, 13p lai néu cin sau 4 giv, khong qua 6 lidu mdi ngay.
Trudng hop dau nhiéu hodc sét cao ubng 2 vién/lan.

Khéng ubng qu4 3 ngay lién tuc ma khong hoi y kién béc si.
CHONG CHI PINH

— Ngudi qua mén v6i paracetamol, acid ascorbic, hodc bt ky thanh phén ta dugc ndo cla
thudc.

— Tré em va thanh thiéu nién (duéi 18 tudi).

— Suy gan niing hozic bénh gan mét bu.

— S06i than oxalo-calci (soi duong tiét niéu) khi dung liéu acid ascorbic 16n hon 1 g/ngay.
PHAZANDOL C 200 - To hudng dén sir dung 1




CANH BAO VA THAN TRONG KHI DUNG THUOC
Str dung thén trong trong céc trudng hop sau:

Béc si can canh bao bénh nhan vé céc phan ung phu nghiém trong trén da, mac du ti 1¢ méc phai
la khong cao nhung nghiém trong, thdm chi de doa tinh mang bao gbm hdi chimg Stevens -
Johnson (8JS), hi chimg hoai tir da nhiém ddc: toxic epidermal necrolysis (TEN) hay héi chiing
Lyell, hoi ching ngoai ban mun mu toan thin cdp tinh: acute generalized exanthematous
pustulosis (AGEP) véi céc triéu ching duge mé ta nhu sau:

Hoi chimg Stevens - Johnson (SJS): 1a di tmg thudc thé bong nuée, bong nudc khu tri & quanh
céc hoc ty nhién: mit, mi, miéng, tai, bo phan sinh duc vi hiu mén. Ngoai ra cé thé kém sbt
cao, viém phdi, réi loan chirc ning gan than, Chin doan hdi ching Stevens-Johnson (SJS) khi ¢6
it nhit 2 héc tu nhién bi tén thuong.

Hoi chig hoai tir da nhiém doc (TEN): 1a thé dj éng thubc ning nhét, gdm:

— Céc tbn thuong da dang & d:dt ban dang soi, ban dang tinh hé}ng nhiét, hf‘mg ban hoac cic
bong nudc bung nhung, cac ton thuong nhanh chéng lan toéa khap nguoi;

— Tbén throng niém mac mét: viém gidc mac, viém két mac mu, loét giac mac.

— Tén thuong niém mac dudng tiéu héa: viém miéng, trot niém mac miéng, loét hiu, hong thyuc
quan, da day, rudt;

— Tbn thuong niém mac duong sinh duc, tiét niéu.

— Ngoai ra con ¢6 cdc triéu chimg toan than trdm trong nhu sbt, xuét huyét duong tiéu hoa,
viém phdi, viém cau thén, viém gan...ty 1¢ tir vong cao 15 —30%.

Hoi chimg ngoai ban mun mu toan than cp tinh (AGEP): mun mu vo tring nho phét sinh trén
nén hong ban lan rong. Tén thuwong thudng xuit hién & cac nép gép nhu nach, ben va mit, sau do
¢6 thé lan rdng toan than. Tri¢u chimg toan thin thuong c6 13 sdt, xét nghiém méu bach cau mui
trung tinh tdng cao.

Khi phét hién nhimg d4u hiéu phit ban trén da d4u tién hodc bt ky diu hiéu phan g qua min
nao khac, bénh nhan can phai ngimg sir dung thuoc. Nguoi da bi cac phan tng trén da nghiém
trong do paracetamol gay ra'kh(”?ng‘dugc dung thudc tré lai va khi dén kham chita bénh can phai
thong bdo cho nhan vién y t€ biét vé van dé nay.

Trong mdt sb it truong hop xdy ra phéan tmg di (mg, nén ngimg st dung va tién hanh didu tri
thich hop.

Thén trong khi sir dung trong trudng hop nghién ruou mén tinh, udng quéd nhidu ruou (3 ly rugu
tré 1én moi ngay), chan an, dn v6 d¢ tdm than hogc suy mon, suy dinh dudng mén tinh (du trit
glutathion ¢ gan thap), mat nudc, giam thé tich tuan hoan.

Cén thén trong khi ding paracetamol cho bénh nhin suy té bao gan nhe dén trung binh (bao gbm
hoi chimg Gilbert), suy gan ning (Child-Pugh >9), viém gan cép, diéu tri ddng thoi véi thude
anh huéng dén chirc ning gan, thudc trc ché men glucose-6-phosphate dehydrogenase, thidu
maéu tan huyét.

Liéu cao hodc kéo dai cua thubc c6 thé gdy ra nhiing thay ddi nghiém trong v‘é mau va thén.
Viée dung thudce & nhitng ddi tugng bi suy than chi duge thuc hién ndu thuc su can thiét va dudi
sur gidm sat y té trye tiép.

Trong truong hop sir dung kéo dai, nén theo doi chire nang gan, than va cong thirc mau.

Cén than trong néu dimg'd(:‘mg thoi paracetamol véi flucloxacillin do ting nguy co nhim toan
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chuyén héa c6 khoang trong anion cao (HAGMA), dic biét & bénh nhan suy thin nzing, nhiém
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tring huyét, suy dinh dudng va cac nguyén nhan khac gay thiéu hut glutathion (vi du: nghién
rugu man tinh), cling nhu & nhitng ngudi sir dung liéu paracetamol t0i da hang ngay. Nén theo
doi chit ch&, bao gom do 5-oxoprolin trong nude tiéu.

Trong qué trinh dicu tri bing paracetamol, trudc khi dimg bét ky loai thuc nao khéc, phai kiém
tra xem thu6c d6 c6 chira hoat chit tuong ty khéng, vi cic phan ing khong mong muén cé thé
Xay ra néu dung paracetamol liéu cao.

Nén tham khao y kién bac si trude khi két hop bét ky loai thube nao khac (xem thém phén
Tuong tac, tuong ky ctia thuéc).

Thin trong dic biét:

Natri: 353,3 mg natri mfgi vién tuong duong véi 17,7% luong khuyén céo téi da hang ngay cua
WHO la 2 g natri cho méi nguoi 16n. Cén can nhic & nhitng ngudi b suy giam chirc ning than
hodc c6 ché d6 an it natri.

Mau vang sunset: C6 thé gdy phan (g dj img.

San phim nay ciing chira aspartam, mot ngudn phenylalanin. Cé thé c6 hai cho nhitng ngudi bi
phenylketon niéu.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Mgt luong 16n di liéu nghién ciru tir phu nit mang thai cho thy khong c6 bat ky dj tat hodc doc
tinh nao doi vai thai nhi/tré so sinh.

D liu tir céc nghién ciru dich t€ hoc déi v6i sy phat trién thin kinh cia tré em tiép xic véi
paracetamol trong tir cung la chua day du.

Néu cin thié} vé mit 1dm sang, cé thé dung paracetamol trong thoi ky mang thai; tuy nhién nén
sir dung & licu thap nhat c6 hiéu qua, trong thoi gian ngan nhat c6 thé va & tan suét thdp nhit c6
the.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
PHAZANDOL C 200 khéng anh huéng dén kha néng 14i xe hodic van hanh may méc..
TUONG TAC, TUONG KY CUA THUOC

Twong tic thude

Viée hap thu paracetamol qua dudng uéng phu thudc vao téc d6 lam réng da day. Do d6, viée sir
dung dong thoi céc thude lam chim (vi du thudc khang cholinergic, opioid) hoic tang (vi du
thuéc 1am ting nhu dong da day va thuc quéan) téc do lam rong da day c6 thé din dén giam hodc
téng sinh kha dung cua paracetamol.

Diing ddng thoi véi cholestyramin lam gidm hép thu paracetamol.

Ubng ddng thoi paracetamol va chloramphenicol ¢ thé din dén ting thoi gian ban thai cua
chloramphenicol do d6 tang nguy co doc tinh.

Sir dung ddng thoi paracetamol (4 g m&i ngdy trong it nhét 4 ngay) véi thude chéng dong duong
ubng c6 thé din dén nhitng thay dbi nho vé gia tri INR. Trong nhiing trudng hgp nay, nén tién
hanh theo doi thuong xuyén hon céc gia tri INR ca trong qua trinh str dung dong thoi va sau khi
ngumg sir dung.

Sir dung hét sirc than trong va dudi su gidm sét chit ché trong qué trinh diéu tri lau dai véi cac
logi thuéc c6 thé gy cam img monooxygenase & gan hodc trong trudmg hop tiép xic véi cac
chit c6 thé gay ra tac dung nay (vi du: rifampicin, cimetidin, thudc chéng dong kinh nhu
glutethimid, phenobarbital, carbamazepin), trudng hop nghién ruou va bénh nhan diéu tri bﬁng
zidovudin.
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Cén than trong khi sir dung ddng thoi paracetamol v6i flucloxacillin vi diing dbdng thoi ¢6 lién
quan dén nhiém toan chuyén héa c6 khodng trong anion cao, ddc biét & nhitng bénh nhén c6 cc
yéu té nguy co (xem phén Cdnh bdo va thdn trong khi diing thudc).

Vige sir dung paracetamol c6 thé anh huéng dén két qua xét nghiém acid uric (bang phuong
phép acid phosphotungstic) va xét nghiém dudng huyét (bing phuong phép glucose-oxidase-
peroxidase).

Twong ky, ciia thude

Do khéng cé céc nghién ctru vé tinh twong ky cta thude, khéng tron 1an thudc nay véi cac thube
khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Du6i déy la céc tdc dung khong mong n}uén cua paracetamol dugc sip xép theo hé thong phén
loai co quan. Khong ¢6 du dir liéu dé thiét 14p tan suat cua céc tac dung riéng 1é duoc liét ké.

Hg co quan T4c dung khong mong muén

Gidm ti€u cau, giam bach cu, thiéu mau, méit bach ciu

Roi loan hé lympho va mau hat.

Phan tng qui mén (n6i mé day, phu thanh quan, phu

Ro1 loan hé thong mién dich mach, sic phan ve)

Céc bénh Iy cua hé than kinh Chéng mit
Bénh ly dudng tiéu héa Phan g dudng tiéu hda
Bénh Iy gan mét Chire niang gan bét thuong, viém gan

Bénh 1y cta da va ctia mé dudi Hf’jng ban da dang, hoi chimg Stevens Johnson, hoai tir
da biéu bi, phat ban.

Bénh 1y than va tiét niéu Suy than cap, viém than k&, tiéu mau, v niéu

Rét hiém truong hop phén g da nghiém trong di duoc bao co.

Bdo cdo ADR

Viée bio cdo cde phan tmg nghi ngé c6 hai cta thubc sau khi dugc luu hanh 1a rit quan trong,
diu nay cho phép tiep tuc theo ddi cén bing gifta loi ich/ rii ro cia thude. Cac chuyén gia y te
can phai bao cdo bét’ ky phan {mg nghi ngd c6 hai nao thong qua hé thong cta Trung tdm Quoc
gia v€ Thong tin thudc va Theo dbi phan img ¢6 hai ctia thudce (Trung tim DI & ADR Quoc gia).

Thong bdo ngay cho bdc sy hodc duwoc sy nh ing phan ting cé hai gap phai khi sit dung thuéc.
QUA LIEU VA CACH XU TRIi
Str dung paracetamol c6 nguy co ngd ddc, dic biét & bénh nhan mic bénh gan, nghién rugu man

tinh, bénh nhan suy dinh dudng man tinh va bénh nhan ding thude gy cam tmg enzym. Trong
nhing truong hop nay, qua lidu cé thé gdy tlr vong.

Triéu chieng:

Trong trudmg hop v6 tinh ubng lidu rat cao paracetamol, nhidm déc cAp tinh biéu hién bing viéc
chan &n, budn ndn va ndn, sau d6 13 tinh trang chung xau di nghiém trgng; nhimg triéu ching
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ndy thudng xuat hién trong vong 24 git déu tién. Trong trudng hop qua licu, paraceta.rpol co thf:
gay ly giai té bao gan, c6 thé tién trién thanh hoai tir ndng va khong hoi phyc, hdu qua la suy t
bao gan, nhiém toan chuyén héa va bénh nio gan, co thé dan dén hon mé va tir vong. Pong thoi,
ngudi ta quan sat thiy sur gia ting ndng db cc men gan, lactat dehydrogenase va bilirubin huyet,
dong thoi gidam ndng do prothrombin, c6 thé Xay ra trong vong 12 dén 48 gid sau khi uong.

Cach xi tri:

Céc bién phép duge thuc hién bao gom lam ring da day sém va nhap vién dé didu tri trudng hop
nay, sir dung N-acetylcystein dé giai doc cang sém cang tot: tiém tinh mach v01 licu luong la
150 mg/kg trong dung dich glucose trong 15 phit, sau d6 13 50 mg/kg trong 4 gidr tiép theo va
100 mg/kg trong 16 gio tiép theo, tong cdng la 300 mg/kg trong 20 gid.

DAC TINH DUQC LU'C HQC

Nhém dwge ly: Thude gidm dau, ha s6t két hop véi acid ascorbic

Ma ATC: NO2BES5S1

Paracetamol

Téc dung giam dau ctia paracetamol 1a do tac dong truc tiép 1én hé tha"in‘kinh trung wong, c6 thé
dugc trung gian béi hé thong opioid va serotonergic, cling co thé do uc che tong hop
prostaglandin & cap d§ trung wong. Ngoai ra, paracetamol c6 hoat tinh ha sot 10 rét.

Acid ascorbic (acid ascorbic) can thiép tich cuc vao cac qué trinh oxy hoéa khir ¢y té bao, c6 tac
dung bao vé& hé thong mach mau va kich hoat cac qua trinh bao vé cua co thé.,
PAC TINH DUQC PONG HQC
Paracetamol:

Hip thu

Su hép thu paracetamol qua duong uéng nhanh chéng va ddy di. Néng d6 t6i da trong huyét
twong dat duoc tir 30 dén 60 phtt sau khi udng.

Phin bé

Paracetamol dugc phén bé nhanh chéng trén tét ca cdc md. Nong b paracetamol trong mau,
nudc bot va huyét twong 1a trong dirong nhau. Lién két véi protein thap.

Chuyén héa

Paracetamol dugc chuyén héa chi yéu & gan theo hai con dudng chuyén héa chinh: lién hop
acid glucuronic va lién hop acid sulfuric. Con dwong thir hai nhanh chéng bdo hoa & lidu cao
hon liél} dicu tri. M6t con dudng nho, duge xic tac boi cytochrom P450, c‘lz'?in dén su hinh thanh
mot chat phan tng trung gian (N-acetyl-p-benzoquinoneimine), trong dieu kién sur dung binh
thuong s& nhanh chéng dwoc giai doc boi glutathion va duoc loai bé trong nuée tidu, sau khi két
hop v6i cystein va acid mercaptopuric. Nguoc lai, khi xdy ra tinh trang nhiém dc ning, luong
chat chuyén héa doc hai nay tang 1én.

Thai trie

Thai trir chu yéu 1a thong qua duong tiéu. 90% lidu ubng duoc dio thai qua than trong vong 24
gio, chi yéu dudi dang lién hop véi glucuronid (60 - 80%) va sulfat (20 - 30%). It hon 5% duoc
dao thai & dang khong doi.

Thoi gian ban thai khoang 2 gio.

Nhom bénh nhan dic biét

Suy thin
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Trong trudng hop suy than nang (d9 thanh thai creatinin duéi 10 ml/phut), qué trinh dao thai
paracetamol va céc chat chuyén hoa ctia n6 bi chim lai.

Acid ascorbic:

Hiip thu

Héu nhu tit ca acid ascobic duoc hép thu tdt & rudt non.
Phén b

Acid ascorbic duge phan bb rong rai trong tit ca cde mo.
Thai trir

Acid ascorbic duge dao thai qua nude tidu do d6 khdng c6 nguy co tich tu hoic ddc tinh.
QUY CACH PONG GOI

Vixé Alu— Alu. Hop 4 vi x 4 vién kém theo t& huéng dan sir dung.

Vixé Alu— Alu. Hop 5 vi x 4 vién kém theo t& huéng dén sir dung.

Tuyp nhya PP. Hop 1 tuyp x 10 vién nén sti bot kém theo t& huéng dan sir dung.
Tuyp nhya PP. Hop 1 tuyp x 20 vién nén sti bot kém theo t& huéng din sir dung.
HAN DUNG

36 thang ké tir ngay san xuét.

PIEU KIEN BAO QUAN

Bao quéan noi kho, dudi 30°C, tranh 4nh sing.

TIEU CHUAN CHAT LUQNG CUA THUOC

Theo TCCS.

TEN, PIA CHI CUA CO SO SAN XUAT

Dia chi: L6 CN4-6.2 KCN Thach Thét — Quéc Oai, x4 Phung X4, huyén Thach Thit,
Tp. Ha Noi

Dién thoai : 024 3559 6583

CONG TY
CO PHAN

TRAN MINH NGUYET
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