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TO HUONG DAN SU DUNG THUOC

SOTRAPHARNOTALZIN 500

GMP-WIHO )
Vién nang ciing —’

PE XA TAM TAY CUA TRE EM
DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG

Thanh phan; Moi vién nang cimg chira:
— Partcetamiol .ommmmsmsmommsaes 500 mg

— Tadwgewviradua ..................oc.oo. L vién
(Tinh bét mi, bor Tale, Magnesi stearat, PVP K30)
Dang bao ché: vién nang ciing

o " 14 i ; £ PR | crial ke 5o " L
Mo tia dang bao ché: Vién nang cirng s6 0, mau “Iriang — Trang”, bén trong chira com

thude mau tring, khong mui.
Chi dinh:
— Giam dau tir nhe t&i vira trong cée trudng hop dau dau, dau lung, dau co, dau rang, dau
bung kinh, dau do cam cim.
— Ha st
Liéu ding va cdch ding:
| Liéu lwong:
+ Ngudi 16n va tré em tir 16 tudi trér 1én : 2 vién mdi 4 gio, tdi da 8 vién trong 24 gid.
+ Tré em tir 12 dén 15 tudi: 1 vién dén 1,5 vién mdi 4 gio, (5i da 4 vién trong 24 gio.
+ Tré em tir 10 dén 11 tudi: 1 vién mdi 4 gio, t6i da 4 vién trong 24 gio.
+ Tré em tir 6 dén 9 tudi : ¥4 vién mdi 4 gio, toi da 2 vién trong 24 gio.
+ Khong ding cho tré em dudi 6 tudi.
Cach ding:
Thube duge dung theo duong udng, Khong diroce ding paracetamol dé tu v didu trj giam
dau qua 10 ngay & nguoi lon hodc 5 ngay o tre em, trir khi do thy thube hudng dan.
Khong tu ¥ ding thude kéo dai qua 5 ngay véi tré nhd, 3 ngdy véi ngudi sbt cao trén
39,5C trir khi do thy thude huéng dan.
Chéng chi dinh:
— Ngudi bénh qua mén véi paracetamol hodc véi bat ky thanh ph?;in nao cia thudc.
Canh b#o va thin trong khi dung thube:

Thén trong v&i ngudi suy gan, suy than.
O nguoi thiéu G6DP ¢6 thé gdy tan mau.

Chan &n, suy dinh dudng (cac tinh trang gdy giam glutathione ¢ gan).
Paracetamol tuong d6i khong déc vai lidu diéu tri. D6i khi cé nhitng phan ting da gdm ban
dat sdn ngira va may day; nhimg phan tmg man cam khac gdm phu thanh quan, phit mach, va

nhirng phan g kiéu phan v¢ co thé it khi xay ra. Giam tiéu cau, giam bach céu, va giam toan
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kéo dai cac liéu lén. Giam bach céu trung tinh va ban Xudl huyét giam tiéu cau da xay ra khi
diing paracetamol. Hiém géip mét bach cau hat & ngudi bénh dung paracetamol .
‘ — Ngudi bi phenylceton - niéu {nglﬁa 4, thiéu hut gen xéc dinh linhﬂ trang cua phenylalanin
hydroxylase) va ngudi phai han ché lugng phenylalanin dua vao co thé phai duge canh béo la
mét so ché phdm paracetamol chira aspartam. sé chuyén hoa trong da day - rudt thanh
phenylalanin sau khi uéng,

— Phai ding paracetamol than trong & ngudi bénh c¢é thiéu méau (i trude, vi chimng xanh tim
o thé khong biéu 16 10, méc di ¢6 nhirg n?}ng dd cao nguy hiém cua methemoglobin trong
maul,

— Ubng nhiéu ruou co thé gy ting doc tinh voi gan ciia paracetamol; nén tranh hoic han ché
udng o,

~ Béc s cin canh bao bénh nhéan vé cée déu hiéu cta phan tng trén da nghiém trong nhu
h6i chimg Steven-Jonhson (SJS). hdi ching hoai tr da nhiém doc (TEN) hay héi chirg
Lyell, héi chirng ngoai ban mun mi toan than cép tinh (AGEP)..

Khuyén cdo vé td duge:
Bénh nhan di tmg vdi tinh bdt mi thi khéng nén ding thude nay. Nhung thude sir dung

duge cho nguoi bi bénh dj tng véi gluten (thanh phan co lugng rat nho trong tinh bét mi).

Sw dung thube cho phu nir ¢6 thai va cho con ba:
Thoi ky mang thai::
Céc nghién ctru trén dong vat dd cho thiy khong c6 béng chimg vé tac dung gy quéi thai hay
ddc tinh trén thai nhi d6i voi paracetamol. Trén lam sang, két qua cac nghién citu dich té hoc
trong thoi ky mang thai & ngudi cho thiy khong 6 tac dong xéu do paracetamol dugce sur
dung trong cac licu khuyén céo, nhung bénh nhén nén theo 1 khuyén cua béc s§ vé viée sir
dung no.
Thoi ky cho con b
Paracetamol dugc bai tiét qua stta me nhung véi lwong khong dang ké vé mat 1am sang,
thude khong chdng chi dinh cho phu nir cho con bi. Nghién ciu trén 15 phu nit cho con b,
cho thiy chi c¢6 1-2% lidu hang ngay cua paracetamol duge hép thu boi tré bi me, Hiép hoi
Nhi khoa M§ va c4c chuyén gia khuyén cdo paracetamol ¢6 thé chdp nhan duge khi sir dung
cho phu ntr cho con bu.

Anh hwéng cia thude 1én kha nang lai xe va van hanh miy mac:

Chwa c6 bdo céo. Tuy nhién, dya trén cic tac dung khong mong muén cia thude cho thdy
khi sir dung paracetamol khong gay anh huong.
Twong tic ciia thube voi cdc thude khic va céc loai twong tac khic:
Céan than trong khi phdi hop véi cac thude gdy cam Ung enzym gan CYP2El (nhém
barbiturat, isoniazid, thudc uéng chéng déng méu, zidovudin, amoxicillin + acid clavulanic,
carbamazepin va rugu): vi cc thube nay gdy cam ting enzym gan, lam ting chuyén héa cua
paracetamol thanh chit chuyén héa NAPQI, tang doc tinh cho té bao gan.
Cholestyramin: Téc d6 hép thu cia paracetamol s& bi giam khi phéi hop cung voi
cholestyramin. Do d6. khi bénh nhéan dang sir dung thude paracetamol, néu phdi hop c6 thube
cholestyramin thi nén uéng cach nhau it nhit 1 gid.
Metoclopramin va domperidon: Mirc d6 hap thu cua paracetamol sé ting néu phdi hop cung
v6i metoclopramin va domperidon. Tuy nhién, khéng nhét thiét phai tranh nhau khi s dung
: dong thoi.

2/6

thé huyét cau da xay ra vdi viée su dung nhimg dan chat p - aminophenol, dic biét khi dung

-\

-
)

a

X\.
=

=2

y



https://trungtamthuoc.com/

' Thudc uong chong dong mau (warfarin): Ubng dai ngay liéu cao paracetamol (4 g/ngay va it
nhat 4 ngay) lam tang nhe tic dung chong déng ctia coumarin (warfarin) va dan chét
indandion. D li¢u nghién ctru con médu thuan nhau va con nghi ngd vé tuong tac nay, nén

dang diing coumarin hodc dan chat indandion.

Cloramphenicol: Phdi hop cting paracetamol s¢ lam ting ndng do cloramphenicol trong huyét
trong.

Cén phai chi y dén kha ning gay ha than nhiét nghiém trong & ngudi bénh dung déng thoi
phenothiazin va li¢u phap ha nhiét (nhu paracetamol).

Probenecid c¢o thé lam giam thanh thai paracetamol g?m 2 lan do e ché qué trinh lién hop
paracetamol véi acid glucuronic. Vi vdy. cin cin nhiic giam lidu paracetamol khi phoi hop
cung voi probenecid.

Uéng rugu qua nhiéu va dai ngdy c6 thé lam tang nguy co gay déc cho gan cua paracetamol,
Thudc chéng co gidt (gdm phenytoin, barbiturat. carbamazepin) gdy cam (ng enzym &
microsom gan, ¢6 thé 1am tang tinh déc hai gan cua paracetamol do ting chuyén héa thube
thanh nhimg chat doc hai véi gan. Ngoai ra. ding ddng thoi isoniazid voi paracetamol cling
c6 thé dan dén tang nguy co déc tinh véi gan, nhung chua xéc dinh duoc co ché chinh xéc
ctia tuong tac nay. Nguy co paracetamol gdy doc tinh gan gia ting dang ké ¢ ngudi bénh
udng ligu paracetamol 16n hon liéu khuyén dimg trong khi dang ding thude chong co gidt
hogic isoniazid. Thuéng khong can giam lidu ¢ nguoi bénh dung dong thoi lidu diéu tri
paracetamol va thude chdng co gidt: tuy véy. ngudi bénh phai han ché tu dung paracetamol
khi dang dung thude chdng co giat hodc isoniazid.

Isoniazid va céc thube chéng lao lam tang doc tinh cua paracetamol dbi voi gan.

Tac dung khéng mong mudn:

Phan tmg da nghiém trong nhu hdi chimng Stevens-Johnsen, hoi chimg Lyell, hoai tir biéu bi
nhiém ddc, mun mil ban d6 toan than cip tuy hiém xay ra, nhung c6 kha ning gay tu vong.
Néu thay xudt hién ban hodc céc biéu hién khac vé da. phii ngimg dung thude va tham kham
thay thude.

Ban da va nhirng phan tng di ung khéc thinh thodng xay ra. Thudng la ban do hodc may day,
nhung d6i khi niing hon va c6 thé kém theo sét do thude va thuong tén niém mac. Néu thdy
sot, bong nuée quanh cac hic tir nhién, nén nghi dén hoi chimg Stevens-Johnson, phai ngtmg
thude ngay. Qua lidu paracetamol c6 thé dan dén tén thuong gan ning va déi khi hoai tir ong
than cAp. Ngudi bénh man cam voi salicylat hiém khi mén cam voi paracetamol va nhiing
thude cé lién quan. Trong mdt sb it trudng hop riéng 1€, paracetamol di gdy gidm bach ciu
trung tinh, giam tiéu cdu va giam toan thé huyét cau.

It gap, 1/1 000 < ADR < 1/100

Da: Ban.

Da day - rudt: Budn non, non.

Huyét hoc: Loan tao mau (giam bach ciu trung tinh. giam toan thé huyét cu, giam bach
céu), thiéu mau.

Théan: Bénh than, dgc tinh than khi lam dung dai ngay.

Hiém gdp, ADR < 1/1 000

Da: Hoi ching Stevens-Johnson. hoai tir biéu bi nhiém ddc, hoi chimg Lyell, mun ma ngoai
ban toan than cép tinh.

paracetamol dugce wa dung hon salicylat khi can giam dau nhe hodc ha sét cho ngudi bénh

Khéc: Phan (tng qua man.
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lrl_lu'é'ng dén cich xir tri ADR - ]

Néu xay ra ADR nghiém trong, phai ngimg ding paracetamol. Vé diéu trj, xin doc phén:
“Qua lidu va xir tri”,

If Khuyén edo: Cac thay thude néu ké don céac ché pham phdi hop chita paracetamol thi ché

phém nay chi chira bﬁng hodac it hon 325 mg paracetamol. Tuy lidu 2 vién van co thé ke don.

I néu lh\l’Ch h(_):p, nhung h:ong truémg hop nay. tong liéu paracetamol 1a 650 mg. Phai luén nhé

- dén liéu thude thir 2 phoi hop.

| Qua lidu va cdch xir tri:

Biéu hién:

— Nhiém dac paracetamol cé thé do dung maét liéu déc duy nhét, hode do ubng lap lai liéu Ién
paracetamol (vi du, 7.5 - 10 g mdi ngay, trong 1 - 2 ngay). hodc do uéng thubc dai ngay. Hoai
tir gan phu thude lidu 1a tac dung dée cip tinh nghiém trong nhét do qué liéu va c6 thé gy o
vong.

— Budn ndn, ndn, va dau bung thudmg xay ra trong vong 2 - 3 pid sau khi ubng liéu doc cia
thude. Methemoglobin - méu, din dén chimg xanh tim da, niém mac va méng tay la moét déu
) hiéu ddc trung nhiém déc cdp tinh dén chit p - aminophenol; mét luong nho sulfhemoglobin
cfing ¢6 thé duoc san sinh. Tré em ¢6 khuynh hudng tao methemoglobin dé hon nguoi 16m sau
khi ubng paracetamol.

~ Khi bi ngd ddc nang, ban ddu c6 thé cé kich thich hé than kinh trung vong, kich dong, va
mé sang. Tiép theo c6 thé 1a e ché hé thin kinh trung wong; sitng so, ha than nhiét; mét 1a;
thd nhanh, néng; mach nhanh, yéu, khéng déu; huyét 4p thip; va suy tuan hoan. Truy mach
do giam oxy huyét tuong ddi va do tac dung tre ché trung tam, téc dung nay chi xay ra véi
liéu rét I6n. Sbe co thé xay ra néu gian mach nhidu. Con co giat nget thé gay tir vong c6 thé
xay ra. Thudong hon mé xay ra trude khi chét dot ngdt hodc sau vai ngay hdn mé.

— Déu hiéu 14m sang thuwong tén gan trd nén rd rét trong vong 2 dén 4 ngay sau khi udng
lidu doc. Aminotransferase huyét twong tang (ddi khi tang rit cao) va ndng do bilirubin trong
huyét trong ciing c6 thé tang: thém nita, khi thuong tén gan lan rong, thoi gian prothrombin
kéo dai. C6 thé 10% ngudi bénh bi ngd doc khéng duge diéu tri diic hidu da c6 thuong tén
gan nghiém trong; trong sb d6 10% dén 20% cudi ciing chét vi suy gan. Suy than cdp ciing
xay ra & mot so nguei bénh. Sinh thiét gan phat hién hoai tor trung tam tiéu thuy trix ving
quanh tinh mach ctra. O nhirng trudong hop khéng tir vong, thuong ton gan phuc hoi sau nhiéu
tudn hodc nhiéu thang.

Diéu tri:

~ Chan doan sém rat quan trong trong diéu tri qua liéu paracetamol. C6 nhimg phuong phap
xéc dinh nhanh ndng do thude trong huyét trong. Tuy vay, khong dugc tri hodn diéu tri trong
khi chér két qua xét nghiém néu bénh str goi v la qua licu nang. Khi nhiém doc nang, diéu quan
trong la phai diéu tri hd trg tich cuc. Can ria da day trong moi truong hop, {6t nhat trong vong
4 gir sau khi u6ng.

— Liéu phap giai doc chinh 1a dung nhimg hop chét sulfhydryl, ¢6 1€ tic dong mdt phan do
bd sung dur trir glutathion & gan.

— N-acetyleystein ¢6 tac dung khi uéng hodc tiém tinh mach. Phai dung thude ngay lap tuc
néu chua dén 36 gio ké tir khi udng paracetamol. Piéu trj vai N - acetyleystein c6 hidu qua
hon khi cho thude trong thoi gian dudi 10 gi¢r sau khi ubng paracetamol. Khi cho udng, hoa

lodng dung dich N - acetylcystein véi nude hodic 6 udng khong ¢o rugu dé dat dung dich 5%
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vi pi}éii u_oﬁgﬁi_ung vong 1 gio sau khi pha. Cho udng N - Zlécly-lC)T[;léil'l voi liéu dau tién la 140 |
mg/kg, sau do cho tiép 17 lidu nira, mdi liéu 70 mg/kg cach nhau 4 gio mot lan. Chédm dut diéu
tri néu xét nghi¢m paracetamol trong huyél tuong cho lhzi}-' nguy co doc hai gan the'ip. Ciling co
thé diing N-acetycystein theo duomg tinh mach: liéu ban dau 1a 150 mg/kg, pha trong 200ml
glucose 5%, tiém tinh mach trong 15 phut, sau d truyén tinh mach liéu 50 mg/kg trong 500ml
glucose 5% trong 4 gid, tiép theo la 100 mg/kg trong 1 lit dung dich trong vong 16 gid ticp
theo. Néu khéng cé dung dich glucose 5% thi ¢ thé dung dung dich Natri clorid 0,9% ., ADR
cua N-acetylcystein gdm ban da, budn nén, non, ia chay va phan tmg kiéu phan vé.

— Néu khéng c6 N-acetyleystein, ¢ thé dung methionin. Néu da dung than hoat trude khi
dung methionin thi phai hit than hoat ra khoi da day truée. Ngoai ra cé thé dung than hoat
va/hodc thude tdy mudi. ching c6 kha nang lam giam hép thu paracetamol.

Pac tinh duge lye hoe;

— Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) 1a chét chuyén héa cé
hoat tinh cia phenacetin, 14 thudc giam dau - ha s6t hitu hiéu c6 thé thay thé aspirin; tuy vay,
khéc voi aspirin, paracetamol khéng c6 hiéu qua diéu tri viém. Véi liéu ngang nhau tinh theo
gam, paracetamol ¢ tac dung giam dau va ha sdt tuong ti nhur aspirin.

— Paracetamol 1am giam thén nhiét & ngudi bénh sét, nhung hiém khi lam giam than nhiét
& ngudi binh thuemg. Thube tac déng 18n viing dudi déi gdy ha nhiét, toa nhiét tang do gién
mach va tang luu hrgng mau ngoai bién.

— Paracetamol, véi liéu diéu tri, it tic dong dén hé tim mach va hé hip, khong 1am thay ddi
cin bing acid - base, khéng gay kich tmg, xudc hodc chay mau da day nhu khi ding salicylat,
Téc dung cua paracetamol trén hoat tinh cyclooxygenase chua dugc biét ddy du. vai lidu
lg/ngay, Paracetmol 1a 1 thube e ché cyclooxygenase véu. Tac dung tic ché cia Paracetmol
trén cyclooxygenase-1 yéu. Paracetamol thuomg duoc chon 1am thube giam dau va ha sét, dic
biét & ngudi cao tudi va ngudi cd chong chi dinh ding Salicylat hodc NSAID khéc. nhu ngudi
bi hen, ¢é tién sir loét da day té trang va tré em.

— Paracetamol khéng c6 tac dung trén su két tip tiéu cau hodc thoi gian chay mau.

- Véi liéu diéu tri, Paracetamol chuyén hoa chi yéu qua phan tmg lién hop Sulfat va
glucuronid. Mot lugng nho thuong chuyén thinh mot chat chuyén héa doc, N-acetyl-p-
benzoquinonimin (NAPQI). NAPQI duoc khir doc bang glutathion va dao thai vao nuée tiéu
va/hodc mat. Khi chét chuyén hoa khong duoe 1ién hop voi glutathion s& gdy doc cho céc té
bao gan va s& gy hoai tir cdc € bao. Paracetamol thudng an toan khi dung véi lidu didu tri,
vi lwong NAPQI duoc tao thanh twong dbi it va glutathion duoc tao thanh trong cae té bao
gan du lién hop véi NAPQI. Tuy nhién khi qua liéu hodc ddi khi véi liéu thuomg ding ¢ mot
s6 ngudi nhay cam (nhu suy dinh dudng hodc twong tic thube, nghién ruou, co dia di
truyén), ndng do NAPQI c6 thé tich giy doc cho gan.

Cac dac tinh dwge dgng hoc:

Hdp thu : Paracetamol dugc hép thu nhanh va hdu nhv hoan toan qua duong tiéu hoa.
Thitc n giau carbohydrat lam giam ty 1¢ hap thu ctia paracetamol. Nong d§ dinh trong huyét
tuong dat trong vong 30 dén 60 phut sau khi udng véi liéu diéu tri.

Phdn bé:Paracetamol phan bd nhanh va dong déu trong phéan 16n cic mé cia co thé.
Khoang 25% paracetamol trong mdu két hop véi protein huyét tuong.

Chuyén héa : Paracetamol bi N - hydroxyl hoa béi cytochrom Pysy dé tao nén N-acetyl—

benzoquinonimin (NAPQ), mét chét trung gian ¢6 tinh phan tng cao. Chit chuyén héa nay
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binh thuong phan (mg vai céc nhom sulthydryl t_rc;ng glutathion va bj khir hoat tinh. lTy_
nhién, néu udng liéu cao paracetamol, chat chuyén hoa nay duoe tao thanh véi lwgng du dé
lam can kiét glutathion cua gan: trong tinh trang do. chit NAPQ khong dugce lién hop voi
glutathion gay doc cho té bao gan. ddn dén viém va c6 thé dan dén hoai tir gan.

Thai trir: Thoi gian bén thai cua paracetamol 1a 1,25 - 3 gidn, ¢6 thé kéo dai véi lidu pay
doc hodc & ngudi bénh ¢6 tdn thuong gan. Sau lidu diéu trj ¢6 thé tim thiy 90 — 100% thude
trong nudc tiéu ngdy thir nhit, chu yéu sau khi lién hop trong gan véi acid glucuronic
(khoang 60%), acid sulfuric (khoang 35%) hodc cystein (khoang 3%), cling phat hién thfiy
mot lugng nho nhitng chét chuyén hoa hydroxyl — hda va khir acetyl. Tré nho it kha nang
glucuro lién hop véi thude so voi ngudi lon
Quy cach dong goi:

— Chai HD (High Density). chai 200, chai 500 vién nang clng
—~ Vi Al-PVC (Nhém - Polyvinyl chlorid), hép 10 vi, hdp 20 vi, hop 50 vi x 10 vién
nang cimg
Piéu kién bio quin: Noi kho rdo, tranh dnh sang. nhiét d6 khong qué 30°C.
! Han ding: 36 théng ké tir ngay san xut,
Tiéu chuéin chit lhwgng: TCCS,

i San xudt tgi: CONG TY CO PHAN DUQC S.PHARM
;:'7 PHARM Lé G. Khu cong nghiép An Nghiép, X3 An Hiép, Huyén Chéu Thanh,
i Tinh S6c¢ Trang
DT: (0299) 3637020 - FAX : (0299) 3821553

Séc Trang, ngay 22 thang 08 ndm 2022
CO SO DANG KY VA SAN XUAT
PRECHAT LUONG Awy
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