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bét huong cam.

DANG BAO CHE: Thudc cSm sii bot.

MG t3 san phdm: Ché phdm dang c5m mau cam, khd risi, misi tham.

GHI BINH

Diing diu trj tridu chiing cdc truing hgp: cm st nhilc d4u, dau nhilc cd bdp, xuang khap kém theo 8 mii, viem mang nhdy xus tist,
viém xoang do cim ciim ho3c do dj ing vdi thi tigt.

CACH DUNG, LIEU DUNG

Hoa tan thudc vao lugng nudc (thich hgp cha bé) d&n khi sii hét bot. Cach mdi 4 - 6 gids Ldng mot 14n, khang qud 5 14n/ ngdy.

Tré em tif 4 - & tudi: udng 1 g6i/ 14n.

Ho4c theo chi diin clia Thdy thudc.

CHONG CHI B|NH

Mn cim vdi mgt trong cac thanh phdn clia thudc. »

Cdc dic tinh khang cholinergic cla clorpheniramin dugc tng cudng bdi cac chat dc ché monoamin oxydase (MAQIs). Do do, chding chi
dinh & nhilng bénh nhdn da dugc diéu tri bing thudc (c ché MAQ trong vang 14 ngay.

THAN TRONG VA CANH BAO BAC BIET KHI SUf DYNG THUGC

Paracetamol

Chia paracatamol. Khdng sl dung déng thai vdi cdc san phdm chifa paracetamol khic.

Bénh gan tiém 4n 1am ting nguy cd hodc t8n thudng gan lién quan d&n paracetamol. Bénh nhin d dugc chdn dodn bj suy gan hodc suy
than phai dugc chi dinh clia bac sTtrudc khi diing thudc nay.

Khong ding qud lidu quy dinh.

Bénh nhan nén hoi ¢ kién bac sTnéu con dau ddu trd nén dai ding.

C4n tham khdo  kién bac sTnéu bénh nhan bj viém khdp khong nghidm trong va c4n sif dung thudc gidm dau mdi ngay.

C4n thin trong & nhing bénh nhan €6 tinh trang can kiét glutathion, vi vidc sl dung paracetamol cd thé 1m ting nguy co nhiém toan
chuyén héa.

Than trong khi sif dung cho bénh nhan suy gidm glutathion do thigu hut chuyén hoa.

Néu cic trigu ching vin tigp tuc, cdn hai y kiéh bic sT.

B3 vai thudc chia paracetamol: Bac s7 cdn cinh bdo bénh nhan vé cdc ddu higu clia phan dng trén da nghiém trong nhu hii ching
Stevens - Johnson (SJS), hdi ching hoai tif da nhidm ddc (TEN) hay hdi chiing Lyell, héi ching ngoai ban myn mi todn than cdp tinh
(AGEP).

Clarpheniramin

Clarpheniramin ciing nhu cde thudc khdc ¢ tac dung khdng cholinergic, nén thin trong khi sif dung trong bénh dng kinh, ting dp hic
ndi nhin bao gém bénh tAng nhdn dp, phi dai tuy&n tidn lidt; tAng huyét dp ndng hodic bénh tim mach; viém phé quin, giin phd quin
va hen suyén; suy gan; suy than. Tré em va nqudi gia co nhidu khd ning gdp phii tac dung khdng cholinergic trén thén kinh va kich
thich nghich 1 (vi du: ph&n khich, bén chén, hdi hdp). Tranh sif dung & bénh nhan caa tudi bi I 1An.

Bic tinh khdng cholinergic cia clorpheniramin cd thé gdy bubn ngl, chéng mat, mas mét va suy gidm tAm thdn van ddng & mot s§
bénh nhan va cd thé dnh hudng nghiém trong dén kha ndng l4i xe va sl dyng mdy méc.

Sir dyng déng thai vai cic thudc gdy an thdn nhu thudc gidi lo duva thudc ngii ¢ thé IAm tang téc dung an thdn, do d6 nén tham khdo §
kign bac sTtrudc khi ding clorpheniramin déng thisi vdi cAc thudc nay.

Tac dung ciia rugu co thé tang Ién va do d6 nén tranh sif dung ddng théi.

Khong nén st dyng vdi cdc sin phdm cd chifa chat khdng histamin khdc, bao gém ca thudc khang histamin co chia thudc ho va thudic
cdm lanh.

D& xa tdm nhin va t4m tay clia tré em

Lidn quan d8&n t4 dugc

Thudc nay chifa it han 1 mmol natri (23 mg) mdi géi, co nghta 13 “khdng cd natri”.

Buing trdng: B&nh nhan cd van dé di truyén hiém gap vé khdng dung nap fructose, kém hAD thu glucose - galactose hadc thid sucrase
- isomaltase khdng nén diing thudc nay.

Aspartam: Thudc ndy chifa 47 mg aspartam trong mdi goi. Aspartam 13 mgt ngudn phenylalanin. C6 thé ¢ hai néu nguiti sif dung mic
bénh phenylketon nigu (PKU), mdt chiing réi loan di truyén higm gdp, trong d6 phenylalanin tich ty do ca thé khang thé loai bd ding
cdch.

Mau sunset yellow: c6 thé gy phin (ng dj Ung.

U DYNG THUGC CHO PHY NT € THAI VA CHO CON BU

Phy nil c6 thai

Cdc nghian cuu dich th hoc vé sy phat trién thén kinh & tré phai nhidm voi paracetamol trong tir cung cho két qui chua thuyét phyc. C6
thé sif dung paracetamol trong thai ky mang thai néu c4n thigt v mat 1am sang, tuy nhién, nhu vdi bat ky logi thuic ndo, nén sif dyng &
libu thap nhat ¢ hidu qud trong thai gian ngdn nhat c6 thé.

Khang c6 dil ljgu ddy di tir vic sif dung clorpheniramin maleat & phy ni? mang thai, Nhing nquy co tiém 4n cho con nguai 13 khéng xdc
dinh. Sif dyng trong ba thang cudi thai ky ¢d thé din d&n phan ing & tré so sinh hodc tré sd sinh sinh non. Khang duge sif dung giai
doan mang thai ma khdng cd sy xem xét cla bac si.

Phy ni cho con bii

Paracetamol duoc bai tiét qua sa me nhung khong cé ¥ nghia tam sdng. Cdc dil liéu dugc cong bd khang chdng chi dinh & phy nid cho
con bi.

Clorpheniramin maleat va cdc thudc khang histamin c6 thé dc ché tidt s0a va cé thé duge bal tidt trong sia me. Khong duge stt dyng
giai doan cho con bis ma khdng cd sy xem xét clia béc sT.

ANH HUGNE CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Cc djc tinh khing cholinergic clia clorpheniramin cd thé gay budn ngis, chéng mat, mi mét va suy gidm tam thdn van dong c6 thé
cén tr nghiém trong kha ning I4i xe va s dung may mdc clia bénh nhan.

TUONG TAC, TUONG KY CUIA THUGC

Paracetamol

Téic d9 hdp thu cita paracetamol cd thé tang I&n bdi metoclopramid hodc domperidon va sy hdp thu bi gidm bdi cholestyramin. Tic
dyng khang dOng cira warfarin vi cdc coumarin khdc cd thé dugc ting cuing néu st dyng paracetamol thubing xuyén hang ngay kéo dai
do d6 1m tang nguy ca chiy méu. Can néusir dung paracetamol ngdt quding thi tic dong ndy khong d4ng ké.

Clarpheniramin

Sir dyng déing thisi clorpheniramin va thudc an thén hodic thudic chéing lo 4u cd thé gay ra sy gia tang téc dyng an thén, do dé cin cé chi
dinh ciia bdc sTtrudc khi diing clorpheniramin déng thal véi cic thudc ndy.

Clorpheniramin e ché chuyén hda phenytoin va ¢ thé din d&n ngd doc phenytoin.

Téc dyng khding cholinergic cia clorpheniramin duge ting cusng bi MAOIs.

TAC DUNG KHONG MONG MUON CUA THUOC

Paracetamol

T d0 ligu 14m sang trudc day cho thiy cic tac dyng khong mong mudn clia paracetamol déu khang thuding xuyén va cd it bénh nhin
phai nhi&m. Theo d6, cic phin Ung bt igi duge bdo cdo 1 kinh nghidm sau tiép thi & liéu diéu tri/ liéu trén nhan da dugc thong ké theo
tifng nhém cd quan va t&n sut.

Quy udc sau ddy d3 dugc s dyng dé phn loai cac téc dyng khdng mong mudn: R4t thudng gip (= 1/ 10), thudng gdp (= 1/ 100 d&n
< 1/10), khdng thubing gap (= 1/ 1000 d&n < 1/100), higm g3p (= 1/ 10.000 dén < 1/ 1000) va rat hiém gdp (< 1/10.000), khdng rd

(khdng thé udc tinh ti d lidu co sdn). T4n sudt tac dyng khdng mong mudn dugc udc tinh tir cdc béo cdo ty phdt nhdn dugc thang qua
diligu hau mai.

R4l loan mdu va hé bach huyét: Rat hiém gap: Gidm tidu cu, mat bach cdu hat.

RGi loan hé midn dich: R&t higm gdp: S8c phdn v, phan (ng mdn cam & da bao gdm phdt ban, phi mach. C4c tring hgp phan ing
da nghiém trong rat hiém gap da dugc bdo cdo.

Rl loan hd hap, nguic va trung that: RAt hiém gap: Co thdt ph& quin (cd truing hap khi diing paracetamol nhung chi yéud bénh nhan
bi hen va nhay cim véi aspirin cling nhu cdc NSAIDs khdc).

Roi lean hé gan mdt: RAt hi€m gap: RGi loan chifc ndng gan.

Clorpheniramin

Quy ude sau ddy d3 duge si dung dé phan logi tn sudt céc tic dung khdng mong mudn: R4t thuing gdp (2 1/ 10), thuong gdp (= 1/
100 d&n < 1/10), khéng thubing gap (= 1/ 1.000 dén < 1/100), higm gap (= 1/ 10.000 d&n < 1/ 1.000) va rét hiém gap (< 1/ 10.000),
khdng rd (khdng thé udc tinh tir i lidu cé sdn).

Tén sudt tic dung khding mong mudn dugc ude tinh tir céc bdo céo ty phat nhdn duc thdng qua dT lidu hiu mai. Céc téc dung khang
mong mudn duge xac dinh trong qué trinh sif dung clorpheniramin sau khi dua thudc ra thi trudng dugc liét k& dudi ddy. Vi nhing phan
(iIng ndy dugc bao cdo ty nguyén tir mot quén thé cé quy mé khdng chdc chin, t4n sudt clia mdt s§ phan Ung chua duge biét nhung c6
thé higm gap hodc rat higm gap:

Réi loan hé thdn kinh *; Rat thubing gdp: an th&n, budn ngi. Thuling gap: rdi loan chii ¥, phdi hop bt thuting, nhilc d4u ching mat.

Réi loan mat: Thusng gdp: més mét.

Rdi loan tiéu hda: Thubing g3 p: budn ndn, khd midng. Khang rd: ndn, dau bung, tidu chiy, khé tidu.

Réi loan hg midn djch: Khong rd: phan ting dj ing, phir mach, phan iing phin vé.

Réi loan chuyén hda vé dinh dudng: Khéng rd: chan dn.

Rdi loan mau va hé bach huyét: Khang rd: thigu mau tan huyét, ching loan dudng mu.

Réi loan ca xudng v& md lién két: Khang rd: co gidt cd, yéu ca.

Réi loan t4m thdn: Khdng rd: nhdm [&n *, kich thich *, cdu gdt *, 4c mdng *, trdm cdm

R6 loan than va tiét nigu: Khong ro: bi tidu.

Réi loan da vi mé dudi da: Khdng rd: viém da troc vay, phat ban, ndi may day, nhay cim dnh sing.

R6i loan h hdp, I6ng nguc v trung that: Khdng rd: ddc quénh dich tist phé quén.

Rdi loan mach mdu: Khong rd: ha huyét dp.

Rdi loan gan mgt: Khdng rd: viém gan, vang da.

Rdi loan tai va tai trong: Khdng ro: U tai.

Réi loan tim mach: Khdng rd; dnh tréng ngyc, nhip tim nhanh, rdi loan nhip tim.

R loan chung v tai ché disng thudc: Thudng gdp: mét méi. Khang rd: tlic ngyc. .

* Tré em va nquisi cao tudi cd nhidu kha ndng gdp cdc tic dyng khdng cholinergic thdn kinh va kich thich nghich  (vi dy: phdn khich,
bén chén, héi hop).

Thang bdo cho bac sTnhing tac dung khdng mang mudn gap phii khi sif dung thudc.

QUA LIEU VA CACH Xt TRI

Paracatamol

C6 thé tdn thudng gan & ngudi truting thanh uding > 10 g paracetamal.

Udng > 5 g paracetamol s3 gy tiin thuong gan néu bénh nhan ¢ cdc yu tb nguy cd nhy sau:

- Diéu tri |4u dAi véi carbamazepin, phenobarbital, phenytoin, primidon, rifampicin, St John's Wort, cdc thudc I2m ting enzym gan
hodic

~ Thuling xuyén sif dyng thiic vdng c6 cdn qué liéu khuygn cdo hodc

- Thidu hyt glutathion, rdi loan 4n udng, xa nang, nhigm HIV,déi, suy nhuge.

Trigu ching qui Iidu

Céc tridu ching clia qua liéu paracetamol trong 24 gid ddu 12 xanh xao, budn ndn, ndn, chén &n va dau bung. T8N thuang gan ca thé trd
nén 16 rang sau 12 - 48 gid sau khi uing. BAt thubing clia chuyén hda glucose va nhi¥m toan chuyén héa cd thé xdy ra. Trong ngd ddc
ndng, suy gan c6 thd tign tridn thanh bgnh ndo, xult huyét, ha duiing huyét, phis ndo vA tif vong. Suy thn cdp voi hoai tlr 6ng thdn cdp
tinh, dau thdt lung, tifu mdu va protein nibu, c6 thé tigh trién ngay cd khi khdng cd tBn thuong gan nghiém trong. REI loan nhip tim va
viém tyy cing da dugc bdo cdo.

Cach xi trf

Didu tri ngay 1ap tdc 13 rdt cn thiét trong xi tri qud lidu paracetamol. M3c di thidu cdc dau hiéu ddng ké clia trigu ching sam, bénh
nhan nén duge chuyén ngay dén banh vién dé dugc cham séc v 18 ngay 13p tilc. Cc tridu chiing cé thd dugc gidi han & budn ndn hodc
ndn va cd thé khong phan dnh mic d nghiém trong ciia qud liéu hodc nguy ca tn thuong ndi tang. Vige xif tri phai phis hap voi cde
huding ddn didu tri 43 dugc thist 13p.

Biéutri bing than hoat tinh nén dugic xem xét néu qud liéu da xdy ra trong vong 1 gié. Néng db paracetamol trong huyét tuang nén dugc
do &4 gis hogc mudn hon sau khi usng (néng dg sdm hon khang dang tin cdy). Didu tri bing N - acetyicystein ¢d thé duoc si dung dén
24 gids sau khi udng paracetamol, tuy nhién, higu qud bio vé 161 da 1A trong vang 8 gids sau khi qud liu. Higu qud cla thudc gidi doc gidm
manh sau thisi gian nay. Néu dugc yéu cdu, bénh nhan n&n dugc tidm finh mach N - acetylcystein, phis hgp vdi lich trinh dugc thidt Ip.
N&u ndn khang phai 13 vAn dé, methionin duiing udng ¢4 thé 12 Iya chon thay thé phis hgp cho bénh nhdn viing sdu viing xa, b&n ngoai
bénh vign. Vide cham séc bénh nhan cd réi loan chiic ndng gan nghiém trong sau 24 gid ké ti khi qué liéu nén dugc thio ludn voi cdc
dan vi chuyén khoa gan mat.

Clorpheniramin

Trigu chung va ddu higu

Lidu gdy chét ngudi udc tinh ciia clorpheniramin 12 25 d&n 50 mg mdi kg trong lugng ca thé. C4c triu ching va du higu bao gém an
thdn, kich thich nghich Iy cia hé thin kinh trung uang, réi lsan tim thén do nhifm ddc, ngung thd, co gidt, tic dung khdng cholinergic,
r8i loan truang Iyc cava tryy tim mach bao gém rdi loan nhip tim.

Cach xit trf

Cdch x! trf phai thea chi dinh Idm sang hodc thea khuy&n nghj clia cac trung tdm chdng ddc quic gia nu cb.

Didu trj trigu ching va diéutri b trg, chay dic bidt d&n chifc niing tim, hd hap, thin, gan, cin biing nudc va chat didn gidi.

Néu diing qud liéu biing dubing uing, nén can nhic diéu tri bing than hoat néu khéng ca chéng chi dinh sif dung va mdi diing qud lidu
(diéu tri hidu qud nhat néu dugc thuc hién trong vang mot gid sau khi ung).

Ha huyét &p va rdi loan nhip tim nén dudc didu tri manh mé; co gidt thdn kinh trung udng c6 thé dugc didu tri biing tiém tinh mach
diazepam. Thdm phin mau cd thé duge sl dyng trong tring hdp nghidm trong.

DAC TiNH DUGC LYC HOG

M3 ATC: NO2B ES1

Paracetamol 12 thudc gidm dau ha sat. Ca ché téc ddng tuang by nhu aspirin va phy thude vio sy tc ché tng hop prostaglandin. Sy o
ché nay xudt hién trén cusd chan loc.

Higu qud l4m sang: Trong hai nghién ciu vé dau ring, khd ndng gidm dau d3 dugc quan sit tai thi digm trung binh 15 phit sau khi
wing 1.000 mg paracetamol. Paracetamol thd hign kha ndng gidm dau vuot trdi & lidu 1.000 mg so voi gid duge. Ngodi ra lidu 500 mg
cng cha thdy higu qua gidm dauvugt trdi so vdi gid duge.

Clorpheniramin la mét ch4t d6] khang manh mé th th histamin H1.

Thudc khdng histamin 1am gidm hoc 10ai ba c4c haat dong ciia histamin trong cd thé bing cdch phong tda canh tranh cdc v tri thy thd
histamin H1 trén cdc mé. Clorpheniramin cing ca hoat tinh khdng cholinergic.

Thudc khdng histamin c6 tic dung ngan chan sy gidi phéng histamin, prostaglandin va leukotrien va da dugc ching minh 14 ngan chin
sy di chuyéin clia cdc chdt trung gian gay vidm, Cdc hoat dng cia clorpheniramin bao gém ic ché histamin trén cd tron, tinh thim cita
'mao mach va do d6 lam gidm phii nd va sung dd da trong cdc phan ing qui m&n nhu dj dng va s&c phan vé.

DAG TiNH DUUC BONG HOC

Paracetamol dugc hdp thu nhanh chdng va gdn nhu hoan tadn tit duling tiéu hoa. Néng d6 trong huyét tuang dat dinh trong 30 - 60 phit
va thisi gian ban hiy trong huy&t tuang 14 1 - 4 gids sau liéu diéu tri. Paracetamol dugc phan phdi tuang d6i déng déu trong hdu hét dich
cothé. Khd nang lién két vai protein huy#t tuang thay ddi; c6 thé bat gap t 18 20 - 30% trong nhim doc cAp tinh. Sau lidu diéu trj 90 -
100% thuSc ¢d thé dudc phyc hdi trong nubic tiu trong ngay d4u tién. Tuy nhién, thyc t& khong cd paracetamol dugc bai tiét dudi dang
khdng ddi va phdn l6n dudc bai tist sau khi ket hgp gan.

Clorpheniramin d dang duge hap thu tir dusng tidu hoa, sau khi uing. G4 tic dyng trong vang 30 phit, 16i da trong vong 1 dén 2 gio va
kéo dai 4 d&n 6 gids. Thai gian ban hily trong huy8t tuong dugc ude tinh 1 12 - 15 gids.

4 lign k&t protein huyét tudng déng ké. Thudc phan I6n bj bat hoat & gan va dudc bai tiét dudi dang cdc chdt chuyén hda trong nude
tiéu. Clorpheniramin dugc chuyén hda thanh din xudt monodesmethyl va didesmethyl. Khodng 22% liéu vdng dupc bai tiét dudi dang
khdng 6i qua nudc tiéu. Chi cd lugng nhd d2 dugc tim théy trong phan.

QUY CACH BANG GOI: Hop 24 gdix 1,5 g. HOp 50 gdix 1,5¢.

HAN DUNG: 36 thing ké tl ngay sin xut,

BIEU KIEN BAD QUAN: Noi khd, nhigt di khdng qué 30°C, trénh 4nh séng.

TIEU CHUAN: TCCS.

Cd s8 san xudt:

CONG TY ¢O PHAN DUQC HAU GIANG - Chi nhdnh nha mdy dugc phdm DHG tai Hau Giang
L& B2 - B3, Khu cang nghiép Tan Phi Thanh - Giai doan 1, xa Thanh Xuan, thanh phd Cén Th, Viét Nam

DT: (0293) 3953454 e Fax: (0293) 3953555

(@) 0292.3899000
E-mail: dhgpharma@dhgpharma.com.vn

www.dhgpharma.com.vn

Size 90%



