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SARA INFANT DROPS

, ﬂoceky hwé'ng ddn sir dung truoc khi dung

\THANH PHAN CONG THUC THUOC:

. nh p/zan hoat chat: Mbi 0,6 ml chira:

== Paracetamol 60 mg (10% kl/tt)

Thanh phan té dirge: natri saccharin, natri cyclamat, polyethylen glycol 1500, propylene
glycol, glycerin, butylparaben, bronopol, ethyl maltol, natri phosphate (Na;HPOj. 12
H>0), carmoisin, grape flavor (huong nho), nudce tinh khiét.

DANG BAO CHE: Dung dich ubng.

Mo ta dang bao ché: Dung dich mau dé, trong, khong duodng véi huong nho.

CHI PINH: Thudc ha sét va gidm dau nhe dén trung binh cho tré em va tré so sinh.

CACH DUNG, LIEU DUNG:

Tubi Can ning (kg) Liéu diing
1-3 thang 4-6 kg 0,6 — 0,9 ml
3-6 thang 6-8 kg 09-1,2ml
6-12 thang 8-10 kg 1,2-1,5ml
1-2 tudi 10-12 kg 1,5-1,8 ml

Dung ding lidu mdi 4 - 6 gio néu can thiét (t6i da 4 1an trong 24 gio).

Lic déu thude trude khi sir dung.

Dinh lugng lidu bang cach st dung 6ng nhd glot trong hop thude c6 chia vach, khoang
cach gitra 2 vach lién nhau 13 0,1 ml. Trén 6 ong nho giot c6 cac ky hiéu 0.3cc va 0.6¢cc
tuong umg v4i 0,3 ml va 0,6 ml.

CHONG CHI PINH:
Ngudi bénh qua man véi paracetamol hodic véi bét ky thanh phan nao cta thudc.
CANH BAO VA THAN TRONG KHI DUNG THUOC:

Paracetamol tuong dbi khong doc véi liéu didu tri, va khi dung dudi sy huéng dan cia
thay thudc. Tuy nhién, dung qué liéu paracetamol 13 nguyén nhéin chinh gy suy gan
c4p. Dung nhidu ché pham chira paracetamol (acetaminophen) dong thdi c6 thé din dén
hau qua c6 hai (nhr qua liéu paracetamol).

Tuy cac thudc giam dau va ha sdt khac (nhu NSAID) c6 thé gay cac phan g tuong tur,
man cam chéo véi paracetamol khong xay ra. Ngudi bénh can phai ngirg dung
paracetamol va di kham thay thudc ngay khi thy phét ban hogc cac biéu hién khac ¢ da
hodc cac phan tmg man cam trong khi diéu tri. Ngudi bénh ¢6 tién st ¢6 cac phéan Gng
nhu vdy khong nén dung cac ché phidm chua paracetamol.

Dai khi co nhung phén tng da gdm ban dat san nglra va may day; nhirng phan ung man
cam khéc gém phu thanh quan, phlt mach, va nhitng phéan tmg kiéu phan vé c6 thé it khi




~ https://trungtamthuoc.com/

xay ra. Giam tiéu ciu, giam bach cau, va giam toan thé huyét cau da Xay ra vdi viéc sur
dung nhitng d4n chét p-aminophenol, dic biét khi dung kéo dai céc lidu 16n. Giam bach
cau trung tinh va ban xuét huyét giam tiéu ciu da xdy ra khi dung paracetamol. Hiém
gip mét bach cu hat & ngudi bénh dung paracetamol

Phai thén trong khi ding paracetamol cho nguoi bi suy gan, suy than, ngudi nghién
rugu, suy dinh dudng man tinh hoic bi mét nuéc. Tranh ding lidu cao, dung kéo dai va
dung theo duong tinh mach cho ngudi bi suy gan.

Phai ding paracetamol than trong & ngudi bénh c6 thiéu mau tir trude, vi da ching xanh
tim c6 thé khong biéu 10 rd, mic du néng do cao & mirc nguy hiém ciia methemoglobin
trong mau.

Udng nhiéu rugu c6 thé gdy tang ddc tinh véi gan cilia paracetamol, nén tranh hodic han
ché uéng rugu.

Thén trong va cinh bao dic biét khi sir dung thudc:

Béc si cdn canh bao bénh nhén vé cic diu hi€u cla phan tng trén da nghiém trong nhu
hoi ching Steven — Johnson (SJS), hoi ching hoai tir da nhidm doc (TEN) hay hoi
ching Lyell, hoi chirng ngoai ban mun mu toan than cap tinh (AGEP).

- Phan Ung phu nghiém trong trén da mic du ti 16 mic phai 1a khong cao nhung
nghi€ém trong, thdm chi de doa tinh mang bao gf‘)m héi chimg Stevens-Johnson (SJS),
hoi chiing hoai tir da nhiém doc: toxic epidermal necrolysis (TEN) hay hoi chimg Lyell,
hoi chimg ngoai ban mun mu toan than cip tinh: acute generalized exanthematous
pustulosis (AGEP).

- Tri€u chimng cuia cac hdi chirng trén dugc mé ta nhir sau:

+ Hoi ching Stevens-Johnson (SJS): 12 di tng thudc thé bong nudc, bong nudc khu tra =
& quanh cac hdc tu nhién: mét, miii, miéng, tai, bd phan sinh duc va hiau mén. Ngoai ra :
c6 thé kém sét cao, viém phdi, rdi loan chirc ning gan than. Chan doan hoi chung
Steven-Johnson (SJS) khi ¢6 it nhit 2 héc tu nhién bi tén thuong.

+ Hoi chimg hoai tir da nhiém doc (TEN): 1a thé di tmg thudc nang nhat, gdm:

++ Cac tén thuong da dang & da: ban dang sdi, ban dang tinh hdng nhiét, héng
ban hodc c4c bong nudce bung nhiing, cac tén thuong nhanh chéng lan tdéa khip ngudi.

++ To6n thuong niém mac mat; viém gidc mac, viém két mac mu, loét gidc mac.

++ Ton thuong niém mac duong tiéu hoa: viém miéng, trot niém mac miéng, loét
hau, hong, thuc quan, da day, rudt.

++ Tén thuong niém mac duong sinh duc, tiét niéu.

++ Ngoai ra con c6 céc triéu ching toan than trim trong nhur sdt, xudt huyét
dudng tiéu hoa, viém phéi, viém cau than, viém gan,... ty 1& tir vong cao 15 — 30 %.
+ Hoi chimg ngoai ban mun mu toan than cdp tinh (AGEP): mun mu v6 trung nhé phat
sinh trén nén héng ban lan rong. Tén thuong thuong xuét hién & cac nép gdp nhu nach,
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ben va mat, sau d6 c6 thé lan rong toan than. Tri€u chiig toan than thudng co 1a sot, xét
nghiém mau bach ciu mui trung tinh ting cao.

Khi phat hién nhing déu hiéu phét ban trén da du tién hodc bt ky d4u hiéu phan tng
qua min nio khéc, bénh nhan can phai ngimg str dung thude. Ngudi da timg bi cac phan
ng trén da nghiém trong do paracetamol gy ra thi khong duoc ding thude trd lai va
khi d@én kham chira bénh cn phai thdng bao cho nhan vién y té biét vé vén d& nay.

Cic canh bao, nguy co lién quan dén thanh phin ta dwge

Propylene glycol: néu tré duéi 4 tudn tudi hay néi véi bac st hoic duoc s trude khi sir
dung thudc nay, dac biét néu tré dang st dung nhing thudc khac co chua propylene
glycol hogc alcohol.

Carmoisine: c6 thé gy ra cac phan tng di Ung.

Natri: Thubc nay chira it hon lmmol Natri (23 mg) trén 5 ml, nghia 13 vé& co ban
khong c6 natri”.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Phuy nit ¢6 thai: Chua xac dinh duoc tinh an toan cta paracetamol dung khi thai nghén
lién quan dén ADR c6 thé c6 dbi véi phat trién thai. Do d6, chi nén dung paracetamol &
phu ni¥ c6 thai khi that can.

Phu nit cho con bii: Nghién ctru & ngudi me cho con bu, ding paracetamol khéng thiy
¢O0 ADR ¢ tré nho ba me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Khoéng anh hudng.
TUONG TAC, TUONG KY CUA THUOC:

Thudc udng chéng doéng méu: Udng dai ngay liéu cao paracetamol lam tang nhe tac
dung chéng dong cua coumarm va dan chit indandion. Dit liéu nghién ctru con mau
thun nhau va con nghi ng& vé turong tac nay, nén paracetamol dugc wa dung hon
salicylate khi can giam dau nhe hodc ha sbt cho nguoi bénh dang ding coumarin hoic
dan chit indandion.

Can phai cha y dén kha nang gdy ha than nhiét nghiém trong & ngudi bénh ding dong
thoi phenothiazine va liéu phap ha nhiét (nhu paracetamol).

Ubng ruou qua nhiéu va dai ngdy c6 thé lam tang nguy co gay ddc cho gan cua
paracetamol.

Thude chéng co giat (gdm phenytoin, barbiturat, carbamazepin) gdy cam tmg enzym &
microsom gan, ¢6 thé 1am tang tinh doc hai gan cia paracetamol do ting chuyén hoa
thudc thanh nhitng chit doc hai véi gan. Ngoai ra, ding ddng thdi isoniazid véi
paracetamol ciing c6 thé din dén tang nguy co ddc tinh véi gan.

Nguy co paracetamol gdy doc tinh gan gia ting dang ké & ngudi bénh udng lidu
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paracetamol 16n hon lidu khuyén ding trong khi dang ding thudc chdng co gidt hoic
isoniazid. Thudng khong cin gidm liéu & ngudi bénh ding dong thoi lidu diéu tri
paracetamol va thudc chéng co giét; tuy vdy, ngudi bénh phai han ché tr ding
paracetamol khi dang ding thudc chdng co giat hodc isoniazid.

Probenecid c6 thé 1am giam dao thai paracetamol va lam tang thoi gian nira doi trong
huyét trong ciia paracetamol.

Isoniazid va cac thuoc chong lao 1am ting ddc tinh cua paracetamol doi v&i gan.

Twong ky: Do khong c6 céc nghién ciru vé tinh turong ky ciia thudc, khong tron 13n
thudc nay voi cac thube khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Phan tng da nghiém trong nhu hdi ching Stevens — Johnson, hdi chimng Lyell, hoai tir
biéu bi nhiém ddc, mun mu ban d6 toan than cap tuy hiém xay ra, nhung c6 kha nang
gdy tir vong. Néu thdy xuit hién ban hodc céc biéu hién khéc vé da, phai ngirg dung
thudc va tham kham thay thude.

Ban da va nhirg phan tmg di (ng khac thinh thoang xay ra. Thudng 1a ban d6 hodc may
day, nhung d6i khi ning hon hodc c¢6 thé kém theo sét do thude va thuong ton niém
mac. Néu thdy sdt, bong nudc quanh cac hdc ty nhién, nén nghi d&én hoi chimg Stevens
— Johnson, phai ngimg thudce ngay. Qua lidu paracetamol c6 thé din dén ton thuong gan
ning va d6i khi hoai tir dng than cip. Ngudi bénh man cam véi salicylat hiém min cam
Vv6i paracetamol va nhimg thudc c6 lién quan. Trong mét s it trudng hop riéng 1€,
paracetamol da gdy giam bach cau trung tinh, gidm tiéu cau va gidm toan thé huyét cau.
It gap, 1/1000 <ADR<1/100

Da: Ban.

Da day - rudt: Budn non, non. ™
Huyét hoc: Loan tao méu (giam bach cau trung tinh, gidm toan thé huyét cau, gidm bach NH
cau), thiéu mau. do]
iA
AM
Hiém gdp, ADR<1/1000 5

A

Than: Bénh than, doc tinh than khi lam dung dai ngay.

Da: Hoi chitng Stevens — Johnson, hoai tir biéu bi nhiém doc, hoi chung Lyell, mun mu
ngoai ban toan than cép tinh.

Khac: phan tng qua man.

HUONG DAN CACH XU TRi ADR

Néu xay ra nhimng tac dung khéng mong mudn nghiém trong, ngimg ding thudc. Vé
diéu tri, xin doc phé‘m “Qua liéu va xir tri”.

Thong bao ngay cho bac s§ hodc dugc si khi gip cac tac dung khong mong mudn nhu
trén khi str dung thude hodic bao céo cac phan ng c6 hai ciia thude vé Trung tdm Thong
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tin thudc va Theo doi phan g c6 hai ciia thuéc (ADR) Quéc Gia.

NHOM DUQC LY:

Nhém dugc ly: Thude giam dau va ha sbt
Mi ATC: N02B E01

QUA LIEU VA CACH XU TRIi:

Tén thuong gan c6 thé X4y ra & ngudi 16n va thanh thiéu nién (> 12 tudi) khi da dung tir
7,5g paracetamol tr&d 1én. Ngudi ta coi ring luong du thira chit chuyén héa doc hai
(thuong duge gidi doc hoan toan bing glutathion khi udng paracetamol & lidu binh
thudng) sé lién két khong hdi phuc véi mé gan. Khi udng 5g paracetamol tr& 1én c6 thé
dan dén tén thuong gan néu bénh nhan c6 cac yéu tb nguy co nhu sau:
> Pang didu tri kéo dai bing carbamazepin, phenobarbital, phenytoin, primidon,
rifampicin, St John's Wort ho#c céc loai thudc khac tao ra men gan.
hodc la ,
» Thuong xuyén tiéu thu ethanol vugt qué lugng khuyén céo
hodc la
» Co6 kha ning bj can kiét glutathion, vi du: réi loan in ubng, xo nang, nhiém HIV,
thiéu #n, hoi ching suy mon.
Cdc triéu chirng:
Cac triéu ching qué lidu paracetamol trong 24 gi dau 14 xanh xao, budn non, tang tiét
md héi, kho ch1u ndn, chan an va dau bung. Tén thuorng gan co thé ro rang tir 12 dén 48
glor sau khi udng. Céc triéu chimg c6 thé bao gdm gan to, mém gan, vang da, suy gan
cap va hoai tir gan.
C6 thé xay ra bat thuong vé chuyén hoa glucose va nhiém toan chuyén héa. Bilirubin
mau, enzym gan, INR, thoi gian prothrombin, phosphat méu va lactat mau c6 thé tang.
Trong trudng hop ngd doc nang, suy gan co the tién trién thanh bénh ndo, xuat huyét, ha
dudng huyét, phi ndo va tir vong. Suy than cdp voi hoai tir 6ng than cap, biéu hién la
dau thit lung, dai ra mau va protein ni€u, c6 thé phat trién ngay céa khi khong c6 tén
thuong gan ning. R4i loan nhip tim va viém tuy da dugc bao cao.
Thiéu mau tan mau (6 bénh nhan thiéu hut glucose—6-phosphat dehydrogenase [G6PD]):
Chirng tan méau da dugc bao cdo & bénh nhan thiéu men G6PD do sir dung paracetamol
qua liéu.
Cdch xir tri
Piéu tri ngay lap tirc 12 diéu cén thiét trong Xur tri qua liéu paracetamol. Mac du khong
co cac triéu chimg ban diu dang ké, bénh nhan nén duoc chuyén dén bénh vién khin
cép dé duogc chim séc y té ngay 13p tirc. Cac triéu ching c6 thé giéi han & budn non
hodc n6n va c6 thé khong phan dnh mirc dd nghiém trong ctia qua lidu hodc nguy co tén
thuorng cac co quan. X1 tri phai tuan theo cac huéng dan diéu trj da dugc thiét lap.
Diéu trj bang than hoat nén dugc can nhic néu da dung qué liéu trong vong 1 gio. Nong
do paracetamol trong huyét trong nén duoc do luc 4 gio hodc mudn hon sau khi udng
(ndng d6 trude dé khong dang t1n cay). Piéu trj bang N-acetylcystein ¢6 thé duge sir
dung trong vong 24 gi¢r sau khi udng paracetamol, tuy nhién, tac dung bao vé t5i da dat
dugc trong vong 8 gid sau khi uéng. Hiéu qua cia thudc giai doc giam manh sau thoi
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gian nay. Néu duoc yéu cu, bénh nhan nén duoc tiém N-acetylcystein tinh mach, phu
hop véi lidu luong da thiét lap. Néu khong bi non, methionin duong uéng c6 thé 1a lya
chon thay thé thich hop cho viing sau viing xa va diéu tri ngoai tra.

QUY CACH PONG GOI: Chai thity tinh mau hd phach 15 ml, kém éng nhé giot 0,6 ml,

déng vao hop riéng. Hop 16n gdm 12 hop nhd.

PIEU KIEN BAO QUAN: Bio quéan & nhiét 6 khong qué 30°C. Tréanh 4nh sang.

HAN DUNG: 5 nam ké tir ngdy san xuit. 30 ngay sau khi m& nép 1an dau.

TIEU CHUAN CHAT LUQNG THUOC: TCCS.

CO SO SAN XUAT: THAI NAKORN PATANA CO., LTD.

14 Soi Ngamwongwan 8, Ngamwongwan Road, Bangkhen, Mueang, Nonthaburi 11000,

Thailand (Thai Lan).
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