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“Doc ky huong dén sir dung trieoe khi ding”

tam tay tré em”

“Théng bdo ngay cho bdc sy hodc dwgc sy nhitng tdc dung khong mong muon gap phai
khi sir dung thube”.
3. Thanh phén cdng thirc thudc:

Cho 1 ml dung dich udng:

Thanh pha‘:n duoc chat:

Paracetamol 2.4 % (wW/v)

Diphenhydramin hydrochlorid 0,25 % (w/v)

. Thanh phd:n td dwroc: Natri saccharin, Sorbitol, Glycerin, Natri benzoat, Huong cam,

Nudrc tinh khiét. _
4. Dang bao ché: Dung dich udng. ,é-
Mo ta: Chét long trong, ddng nhét, vi ngot, thom mui hwong cam. b
5. Chi dinh ¢

Diéu trj cho tré em tir 2 tudi trd 1én, dé giam dau va kho chiu do cac nguyén nhan nhu:
moc ring, tiém ching hodc tré ¢ céc triéu chimg sot, dau nhire, kém theo khoé ngu.

6. Ciach ding, liéu ding

Cich ding: Pudng udng.

Liéu diing:
CHIi DUNG CHO TRE EM TREN 2 TUOL
Tudi | Liéu dung S6 lan/ngay
() 2 &n 4 tubi | 5 ml 3 Iin
4 dén 6 tudi 7.5 ml 3 lan
6 dén 8 tudi 10 ml 3 lan
8 dén 10 tuodi 15 ml 3 lan
10 dén 12 tudi 20 ml 3 lan
Luu y:

— Can dam bao du khoang thoi gian giita cac lieu-khoang thoi gian giita cdc liéu nén

la 6 gio.

Khéng dimg hon 3 liéu trong vong 24 gio.
— Chi sir dung thudc trong thoi gian ngén.
Khéng duoc khuyén khich dimg thuong xuyén.

Khong dwoc diung qud liéu khuyén cdo trong to hudng dan si dung.
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— Dam bdo khong sic dung thude nay chung véi cde loai thuée cé chira paracetamol.
Néu ban khéng chic thude cé chira paracetamol hay khong, hdy hoi bdc st hodc
duge s7 ctia ban va doc kf to huéng dan sir dung.

— Khéng dwoc ding véi bdt ky loai thude néo khdc ma khéng héi ¥ kién béc st hodc
duoc st cua ban.

7. Chéng chi dinh

Khéng duge dung thude nay trong nhiing truong hop sau:

— Tién sir di tmg véi paracetamol hodc diphenhydramin hydrochlorid hodc véi bét cir
thanh phn nao cua thudc.

— Tré em duéi 2 tuoi.

— C6 chimg dong kinh (Liéu luong 16n thube khang histamin c6 thé gy ra con dong
kinh)

— DPang dung bét cir san pham nao c¢6 chira paracetamol.

~ Dang ding céc san pham khang histamin hoc diphehydramin khéc.

— Dang dung hodc gin diy di dung (trong vong 14 ngay) thudc chdng trim cam dugc
goi 1a cht trc ché monoamine oxidase.

— Rbi loan chuyén hoéa porphyria.

8. Cinh bio va thin trong khi ding thube

SOLDIPHEN c¢6 thé gy ra tinh trang budn ngi. Tré em ding thudc nay nén duoc gidm

sat.

Thén trong khi dung SOLDIPHEN cho tré em bi suy gan ho#c suy thén.

Phan (mg phu nghiém trong trén da mic du ti 1& mic phai la khéng cao nhung nghiém

trong, thim chi de doa tinh mang bao gém hoi ching Steven-Jonhson (SJS), hoi chimg

hoai tir da nhiém ddc: toxic epidermal necrolysis (TEN) hay hoi chimg Lyell, hoi chung
ngoai ban mun mi toan than cdp tinh: acute generalized exanthematous pustulosis

(AGEP).

Triéu chirng cua cac hoi ching néu trén duge mo ta nhu sau:

— Hdi chimg Steven-Jonhson (SJS): la di img thudc thé bong nude, bong nudce khu tri &
quanh céc hdc tu nhién: mét, miii, miéng, tai, by phan sinh duc va hdu mon. Ngoai ra
c6 thé kém sbt cao, viém phdi, rdi loan chirc ning gan than. Chian doan héi chimg
Steven-Jonhson (SJS) khi cé it nhat 2 héc tur nhién bi tén thuong.

— Hoi chimg hoai tir da nhiém d¢c (TEN): 1a thé dj ing thudc nang nhét, gdm:

+ Céc ton thwong da dang & da: ban dang soi, ban dang tinh hong nhiét, héng ban
hodc céc bong nude bung nhing, cic tén thuong nhanh chong lan téa khip ngudi

+ Toén thwong niém mac mét: viém giac mac, viém két mac mu, loét gidc mac.

+ Toén thuong niém mac duong tiéu hoa: viém miéng, trot niém mac miéng, loét hau,
hong thue quan, da day, rudt
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+ Tén thuong niém mac duong sinh duc, tiét niéu.
+ Ngoai ra con ¢6 cac triéu ching toan than tram trong nhur sot, xuat huyét duong tiéu
hoa, viém phéi, viém cu than, viém gan... ty 1€ tir vong cao 15-30%.

— Hdi chimg ngoai ban myn mu toan than cip tinh (AGEP): mun ma v trang nho phat
sinh trén nén hong ban lan rong. Tén thuong thudng xuét hién & cdc nép gap nhu néch,
ben va miit, sau d6 c6 thé lan rong toan than. Triéu ching toan than thudng co 1a sot,
xét nghiém mau bach ciu mui trung tinh ting cao.

Khi phat hién nhimg du hiéu phat ban trén da ddu tién hodc bat ky dau hiéu phan ing

qué min nao khac, bénh nhén cin phai ngimg sir dung thude. Ngudi da timg bi céc phan

ing trén da nghiém trong do paracetamol gdy ra thi khéng dugc ding thude trd lai va khi
dén kham chita bénh cin phai thong bao cho nhén vién y té biét vé vén dé nay

Canh bao ta dwoc:

Thude ndy c6 chira sorbitol. Néu bénh nhén (hodc bénh nhi) dugc chin doan ¢6 réi loan

dung nap v&i mot so loai duong nhét dinh, hodc néu bénh nhan bj rdi loan khong dung

nap fructose do di truyén, mot r6i loan di truyén hiém gip, ma bénh khong thé tiéu hoa
fructose, hdly héi v kién béc si trude khi ding thube nay.

Thude nay c6 chira dudi 35 mg natri trong mdi 5 ml, twong duong véi 1,75 % trong khéu

phén natri t6i da mdi ngay dugc khuyén cdo cho ngudi lon 122 g.

Thude nay c¢6 chira sunset yellow c6 thé gy cac phan img di tng.

9. Sir dung thubce cho phu nir c6 thai va cho con b

Phu nir ¢ thai:

Khong nén sir dung san phim nay trong thdi ky mang thai trir khi lgi ich cta viéc diéu tri

d6i v6i ngudi me 16n hon bét ky nguy co nao ¢ thé xay ra doi véi thai nhi dang phat

trién.

Dura trén cac nghién ciru trén dong vit, diphenhydramine khéng dugc cho la s€ lam tang

nguy co di tit bam sinh.

Tuy nhién, khong c6 nghién ctru diy du va dugc kiém soat tot nao & phu nit mang thai.

Str dung thudc khang histamin an than trong tam c& nguyét thit ba c6 thé giy ra phin tng

¢6 hai & tré so sinh va tré sinh non. Khong nén dung diphenhydramine trong tam ca

nguyét thir ba.

Mot luong 16n dir liéu vé phu nit mang thai cho thdy khong c6 doc tinh gdy di tit hodc

ddc tinh dbi véi thai nhi/tré so sinh. Cac nghién ciru dich t& hoc vé sy phat trién than kinh

& tré em tiép xtic véi paracetamol trong tir cung cho thiy két qua khong thuyét phuc. Vé

miit 14m sang, néu cén thiét c6 thé sit dung paracetamol trong thoi ky mang thai, tuy

nhién nén st dung & lidu thip nhéit c6 hidu qua trong thoi gian ngan nhét co6 thé va ¢ tan
suét thip nhét co thé.
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Phu nir cho con bu:

Khéng nén sir dung san phdm nay trong thoi ky cho con ba trir khi loi ich cuia viée dicu
tri d6i véi nguoi me 1on hon bat ky nguy co nao c6 thé xay ra déi véi tré bi me.
Paracetamol dwoc bai tiét vao sira me nhung véi lugng dang ké vé mat 14m sang,

Cho dén nay. chua c6 bao céo nao vé tic dung khong mong mudn d6i véi tré ba me.

Diphenhydramine d4 dugc phat hién trong sita me, nhung nong d chua duge béo cdo va

tac dung chua duge biét. Tuy nhién, do nguy co tiém 4n cuia thude khang histamin ddi véi

tré bu me, nén khong khuyén céo sir dung diphenhydramine cho ba me dang cho con bi.

Tré so sinh hodc tré sinh non ¢6 biéu hién ting nhay cam véi thudc khang histamin.

Kha ning sinh san:

Khong c6 thong tin vé tac dung ciia san pham nay ddi véi kha nang sinh san.

10. Anh hwéng ciia thude 1én kha ning lai xe va vin hanh may méc

o SOLDIPHEN c6 thé gy ra tinh trang budn ngt, khong dugc 14i xe hoic vin hanh may

moc.

11. Twong tac, twong ky ciia thude

Twong tic thudc

— Téc dung chéng dong ciia warfarin va cdc coumarin khéc ¢ thé ting 1én khi sir dung
paracetamol thuong xuyén trong thoi gian dai véi nguy co chay méu ting lén; liéu
dung khéng thudng xuyén khéng c6 téac dung dang ké.

— Tdc do hép thu paracetamol c6 thé ting 1én khi ding metoclopramide hoic
domperidone va giam hap thu khi diing cholestyramine.

— Nghién ruvgu mén tinh c6 thé 1am ting dc tinh gan do qua liéu paracetamol. Nghién
rugu cép tinh co thé lam giam kha ning chuyén héa paracetamol lidu cao, thoi gian
ban huy trong huyét trong ctia paracetamol cé thé kéo dai.

. — Viée sir dung céc loai thudc gdy cam (mg enzym microsom gan, ching han nhu thude
chéng co gidt va thudc tranh thai duong ubng, c6 thé lam ting mirc dd chuyén hoéa
paracetamol, din dén giam ndng dé thudc trong huyét trong va téc do dao thai nhanh
hon.

— Diphenhydramine hydrochloride ¢ thé lam ting tic dung an than ciia thubc e ché
thin kinh trung wvong bao gdm barbiturat, thubc ngi, thube giam dau opioid, thude an
than giai lo 4u, thudc chdng loan than va rugu. Thube ciing c6 thé co tac dung khéng
muscarinic cgng hop vai cac loai thude khac nhur atropine va mot sé thude chdng tram
cam. Khéng nén sir dung diphenhydramine hydrochloride & nhitng bénh nhén dang
ding thudc trc ché monoamine oxidase (MAOI) hodc trong vong 14 ngay sau khi
ngimg diéu trj vi c6 nguy co mac hoi chirg serotonin.
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— Cén thén trong khi ding paracetamol ddng thoi voi flucloxacillin vi viéc ding dong
thoi ¢6 lién quan dén nhiém toan chuyén héa co khoang trong anion cao, dic biét 1a &
nhimg bénh nhan ndi tri c¢6 cac yéu té nguy co.

Twong ky

Do khéng c6 céc nghién ciru vé tinh twong ky clia thudc, khong tron 13n thudc nay véi

cac thude khac.

12. Tac dung khéng mong muédn cia thudc:

— Téc dung khéng mong mudn cua paracetamol rat hiém nhung c6 thé xay ra tinh trang
qua man bao gom phat ban da. Rét hiém truong hop phan mg da nghiém trong da
dugc béo cédo. C6 mdt vai béo cédo vé chimg loan san mau bao gdém giam tiéu chu va
méat bach cau hat, nhung nhirng trudmg hop nay khéng nhét thiét lién quan dén
paracetamol.

) — Hoai tir gan man tinh da dugc bdo cdo & mdt bénh nhan dung liéu diéu tri paracetamol
hang ngay trong khoang mot nim va tén thuong gan da duoc bao cdo sau khi udng qua

liéu hang ngay trong thoi gian ngén hon.
— DPanh gia mgt nhéom bénh nhén bi viém gan man tinh hoat dong khong phat hién ra su
khac biét vé bat thuong chirc nang gan & nhitng ngudi sir dung paracetamol lau dai va
kha ning kiém soét bénh ciing khong dugc cai thién sau khi ngirg ding paracetamol.
— Téc dung doc than sau khi dung liéu didu tri paracetamol la khong phd bién. Hoai tir
nht thin da dwgc béo céo sau khi ding thube kéo dai.
— Tac dung khong mong mudn cua diphenhydramine:
Thuong gap:
+ Téac dung 1én hé than kinh trung wong: Budn ngi (thudng gidm trong vong vai
ngay), kich thich nghich thuong, dau déu, suy giam tim thin van dong.
+ Tac dung khang muscarinic: Bi tiéu, kho miéng, mo mat, rdi loan tiéu hda, dic dich
tiét duomg ho hdp.
Hiém gip: Ha huyét ap, tic dung ngoai thap, chong mat, 16 13n, trAm cam, r6i loan gidc
ngul, run, co gidt, hoi hop, loan nhip tim, phan (mg qua man, rdi loan mau va rdi loan
chirc nang gan.
Thong bdo ngay cho bdc sy hodce dwoc st khi gdp cdc tac dung khéng mong muén nhie
trén khi sir dung thuéc hodc bdo cdo cde phan iing ¢é hai cia thuoc vé Trung tam Thong
tin thuée va Theo déi phan iing ¢6 hai cia thuée (ADR) Quée Gia.
13. Qua liéu va cich xir tri
Ngudi 16n ding 10 g paracetamol trg 1én co6 thé gay ton thuong gan. Ubng 5 g
paracetamol tr&s 1én ¢6 thé gay ton thuong gan néu bénh nhén ¢6 céc yéu té nguy co, bao
gdm cac yéu tb sau:

Cac yéu tb nguy co
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a) Piéu tri dai han bing carbamazepine, phenobarbitone, phenytoin, primidone,
rifampicin, St John’s Wort hodc céc loai thude khac gdy cam tmg men gan, hodc

b) thudng xuyén udng rrou vt qua lugng khuyén céo, hodc

¢) c6 kha niing bi giam glutathione, vi du nhu rdi loan 4n ubng, xo nang, nhiém HIV, doi,

suy nhugc.

Triéu chung:

Céc triéu chimg cta qua liéu paracetamol trong 24 gio dau tién la xanh xao, budn nén,

nén, chan 4n va dau bung. Tén thwong gan c6 thé bidu hién rd rang sau 12 dén 48 gio sau

khi udng. C6 thé xay ra tinh trang bat thuong vé chuyén hoa giucose va nhiém toan
chuyén hoa. Trong truong hgp nhiém ddc ning, suy gan co thé tién trién thanh bénh ly »--1:-?
ndo, xuét huyét, ha duong huyét, phii ndo va tir vong. Suy than cép kém hoai tir dng than E—

cép, dic trung boi dau thét lung, tiéu ra mau va protein niéu, c6 thé phat trién ngay ca khi G TY

'.'l'.--;II

. khong c6 tén thuong gan nghiém trong. R&i loan nhip tim va viém tuy da duge bio céo. "‘i’ \RM
Al

Cdch xu tri. —_

Pidu tri ngay lap tirc 1a didu cén thiét trong viéc xir tri qua liéu paracetamol. Mic duaf___UNG/
khong c6 triéu chimg ban dau dang ké, bénh nhan nén dugc chuy én dén bénh vién khan
cép dé dugc chiam soc y té ngay lap tirc.
Diéu tri ngay lap tirc la can thiét trong viée xir tri qué lidu paracetamol. Méc du thiéu cac
triéu ching déu tién quan trong, bénh nhan nén dugc dua dén co soy té khin cap dé
duoc chim soc y té ngay lap tirc. Céc tri¢u chimg co thé bi han ché nhu budn non, non va
c6 thé khong phan anh mirc dd nghiém trong clia qué liéu hodc nguy co tén thuong noi
tang. Xt tri phai phu hop véi céc chi dén diéu tri da dugc thiét 1ap.
Diéu trj bang than hoat tinh nén dugc cin nhic néu dung qué liéu trong 1 gid. Nong do
paracetamol trong huyét twong nén dugc do lic 4 gidr hodc tré hon sau khi uéng (néng do

o trude d6 khong tin cdy). Diéu trj voi N-acetyleystein ¢6 thé duge sir dung 1én dén 24 gid
sau khi ubng paracetamol, tuy nhién, hiéu qua bao vé téi da la trong vong 8 gidr sau khi
ubng. Hiéu qua giai doc cuia thube giam manh sau thoi gian nay. Néu cin bénh nhan nén
tiém tinh mach N-acetylcystein theo liéu trinh da dwgc thiét 1ap. Néu noén mira khong
phai 12 vin dé, methionin (udng) cé thé 1a lya chon thich hop. Céc xir tri véi bénh nhén
c6 biéu hién suy giam chirc ning gan nghiém trong qué 24 giv sau khi udng thuée can
duoc thao luén véi chuyén khoa vé gan.
Céc truomg hop qua liéu nhe véi thude khéng histamin chi yéu duge déc trung boi cac
tac dung khang cholinergic bao gém khé miéng, nhirc dAu, budn ndn, nhip tim nhanh va
bi tiéu. Qué lidu 16n hon s& c6 thém téc dung khang histamin c6 thé gy e ché hoic kich
thich hé than kinh trung wong. O tré nho, tac dung kich thich chiém wu thé va céc dic
diém 1am sang bao gdm 4o gidc, mat diéu hoa va co giat. Tré c6 thé bi néng, d6 bimg mat
va déng tir gian. Suy hd hp tim mach va hén mé c6 thé phat trién sau d6 dan dén tr vong
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nhanh chéng. Qué liéu diphenhydramine & ngudi I6m thuong dan dén budn ngi sau d6 la

co gidt va hon mé. Sét va do bimg mat khong phd bién. Bénh nhén qué liéu duge diéu tri

t&t nhét bing cach rira da day va céc bién phép hd trg. C6 thé sir dung than hoat tinh. C6

thé kiém soét co gidt bing diazepam.

C6 thé kiém soat tac dung khang cholinergic ngoai bién bing ncostigmine tiém dudi da.

14.Pic tinh dwge lwe hoe

Paracetamol.

Nhém duge ly: Thude giam dau, ha sét.

Mia ATC: NO2BES51

Diphenhydramin hydrochlorid:

Nhém dwrgce ly: Thude khang histamine diing toan than. ﬁ?f:g‘

Ma ATC: RO6AA02 =)
. 15. Quy cach déng goi

Goi AI/PE, Hop 20 géi x 5 ml. Ong nhya, Hop 20 dng x 5 ml; Lo nhya HDPE + c6c¢ chla@

lidu, Hop 1 lo x 60 ml; Hop 1 1o x 90 ml; Hop 1 1o x 100 ml.

16. Piéu kién bao quéan, han ding, tiéu chuin chét legng ciia thude

Bao quan: Noi kho mat, nhiét 46 dudi 30°C, tranh anh sang.

Han ding: 24 thang ké tir ngay san xut.

Han dung sau khi mé 19: 30 ngay sau khi mé.

Tiéu chuin chit lwong: Tiéu chuan co s (TCCS).

17. Tén, dia chi ciia co sé san xuat thubce
San xuét boi

@ CONG TY CO PHAN DUQC HA TINH
HADIPHAR S 167 — Duong Ha Huy Tap — Phudong Nam Ha - Thanh phd Ha
o Tinh - Tinh Ha Tinh

PT: 02393 854617 - 02393 858115 Fax: 02393 3856821
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