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o DPoc k§ huéng din sir dung trude khi ding.
o Dé xa tAm tay tré em.

o Thong b4o ngay cho béc s§ hodc duge s§ nhiing tdc dung khong mong mubn gip phai

khi sir dung thude

1. THANH PHAN CONG THUC THUOC: Cho 1 géi

- Thanh phén dugc chit:

Patatetimio] c.cooocisiasimiovmmmnminsveonrens 100 mg

- Thanh phdn t4 duge: Mannitol, natri citrat dihydrat, acesulfam K, sucrose, povidon K30, huong

cam..... vira du 1 goi.

2. DANG BAO CHE
- Thubc ¢ém pha dung dich uéng
- C5m mau tréng dén tring nga, mui thom, vi ngot.
3. CHi PINH
e Didu trj triéu chimg dau tir nhe dén vira va/hoic sét.
e Cho tré em can ning tir 6 dén 20 kg (khoang tir 3 thang dén 7 tudi).
4. CACH DUNG, LIEU DUNG
- Cich dung

o Dung bang dudng udng

e Lic goi truée khi dung.

o Hoa thube véi mot lugng nho thire udng (vi dy: nude, sita, nuée ép trai cdy) trude khi udng.
Pbi véi tré em, cin phai tudn tht lidu ding dugc xac dinh theo can niing cua tré, tir d6 dé lya chon
dang bao ché phti hop. Do tubi duge woc tinh theo c4n niing chi mang tinh chét tham khao. Liéu ding
khuyén cdo hang ngay la 60mg/kg/ngdy, duoc chia lam 4 hoédc 6 14n, tirc 12 15 mg/kg mbi 6 gidr hodc
10 mg/kg moi 4 gid.
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o Tré cAn ning tir 6 — 8 kg (khoang tir 3 dén 9 thang): 1 g6i/lan, néu cin thiét c6 thé dung lap lai
sau 6 gio, khong qua 4 goi/ngay.

e Trécin ning tir 9 — 10 kg (khoang tir 9 dén 18 thang): 1 g6i/lan, néu can thiét c6 thé dung lap lai
sau 4 git, khong qua 6 gdi/ngay.

e Trécin nang tir 11 — 16 kg (khoang tir 18 thang dén 5 tudi): 2 géi/lan, néu can thiét c6 thé dung
lap lai sau 6 gio, khong qué 8 goi/ngay.

e Tré cin niing tir 17 — 20 kg (khoang tir 4 tudi dén 7 tudi): 2 géi/lan, néu cén thiét c6 thé ding Lip
lai sau 4 gio, khéng qua 12 gbi/ngay.

Tén sudt sir dung

Ubng thudc déu dan nhim tranh cac thay dbi ciia con dau hogc sot.

- Péi véi tré em tan suit phai cach déu nhau, k& ca ban dém. Tén suét dung thude tuy thudce vao can

n3ng cua tré.

- D&i v6i ngudi 16n, chi mang tinh tham khao, céc lidu phai cdch nhau it nhét 4 gio.

Suy thén

Trong truong hop suy than ning (d6 thanh thai creatinine < 10 ml/phut), khoang céch giita hai lan

ding thude t6i thiéu 12 8 gio.

Cdc tinh huéng lém sang khdc

Nén c4n nhéc dung lidu thip nhit hang ngay hiéu qua, khong vugt qua 60 mg/kg/ngay (khong qué 3

g/ngay) trong céc trudong hop sau:

- Nguti l6n <50 kg

- Mitnudce

- Suy té bao gan nhe dén trung binh

- Nghién rugu mén tinh

- Dy trir glutathione thép ching han nhw suy dinh dudng man tinh, nhin én, sit can gln day, nguoi
trén 75 tudi hodc trén 65 tudi va méc nhidu bénh 1y, viém gan virus man tinh va HIV, xo nang,
ting bilirubin mau do di truyén (bénh Gilbert).

5. CHONG CHI PINH

- Qué mAn voi bt ky thanh phan nao clia thudc.

- Suy gan nédng.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

D& tranh nguy co qua lidu

+ Kiém tra viéc khong c6 paracetamol trong thanh phan clia c4c loai thudc khac.
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e Tuén tha liéu dung ti da dugc khuyén céo

-P6i v6i tré em chn ning < 40 kg, lidu dung tdi da cua paracetamol khéng vwot qua
80mg/kg/ngay.
- Dbi véi tré can nang tir 41 kg dn 50 kg, lidu ding tdi da cta paracetamol khéng vugt qua
3g/ngay.
- Dbi v6i ngudi 16n va tré em cin ning trén 50 kg, lidu dung t6i da cta paracetamol khong vuot
qua 4g/ngay.
D6i véi tré duge diéu tri bang paracetamol 60 mg/kg/ngay, viéc ding két hop thém mot thube ha sbt
khéc chi dugce thuc hién trong trudng hop paracetamol khéng ¢6 hiéu qua.
Viéc ding paracetamol c6 nguy co gdy doc cho gan ké ca & liéu diéu trj va liéu cao, sau khi diéu tri
ngén han va ngudi khong c6 tién sir réi loan chirc nang gan.
Cén than trong khi dung paracetamol, khong vuot qué 3 g/ngdy trong cic truong hop sau:
o Mit nuée
* Suy té bao gan nhe dén trung binh
e Suy thdn ngng (d thanh thai creatinine < 30 ml/phut)
o Cannidng <50 kg
* Nghién rugu mén tinh
« Du trit glutathione thip, vi du nhu suy dinh dudng mén tinh, nhin #n, sit cn gin ddy, ngudi
trén 75 tudi hodc trén 65 tudi va mic nhidu bénh ly, viém gan virus mén tinh va HIV, xo nang,
tang bilirubin méu do di truyén (bénh Gilbert).
e Dj ting v6i aspirin va/hoic thube chdng viém khong steroid (NSAID)
Khéng nén diing d6 udng cé cdn trong qud trinh diéu trj. Trong trudng hop cai nghién rugu mén tinh
gin day, nguy co ton thuong gan s& ting 1én.
Néu phét hién viém gan virus cp tinh, nén ngimg diéu tri.
Cén thén trong khi ding dbng thoi paracetamol va flucloxacillin do nguy co ting cao ctia nhiém toan
chuyén héa c6 khoang trdng anion cao (HAGMA), dic biét & nhitng bénh nhan suy thin ning, nhiém
trung huyét, suy dinh dudng va cac ngudn gy thiéu hyt glutathione khac (vi dy nhu nghién rugu mén
tinh), cling nhu & nhitng ngudi ding liéu t8i da hang ngay ctia paracetamol. Cén theo ddi chit ch,
nhu do lvong 5-oxoproline trong nudc tidu.

Ae re . o A * A ] ' A 3 A )
Poi vai tré em nén di€u chinh li¢u dung theo can néng.
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Thuéc nay cé chita sucrose: Nhitng bénh nhén khong dung nap fructose, hdi chimng kém hép thu
glucose va galactose hodc thiéu hut sucrase/isomaltase (bénh di truyén hiém gap) khong nén dung
thude nay.

Thudc nay chira it hon 1 mmol (23 mg) natri trong 1 géi, nghia la vé co ban khong chira natri.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phuy nit cé thai
Céc nghién ciru duge thuc hién trén dong vét khong chimg minh duge tic dung gdy quai thai hodc
doc tinh trén bao thai ctia paracetamol.
Céc dit lidu tir phu nit c6 thai da cho thdy khong c6 bat ky dj tat hodc doc tinh nao dbi véi thai nhi/
tré so sinh. Céc nghién ciru dich t& hoc dbi v6i sy phat trién than kinh cia tré em phoi nhiém véi
paracetamol trong tir cung cho két qua khong thuyét phyc.
Néu viéc didu trj 1a cin thiét, cling c6 thé ding paracetamol trong thoi ky mang thai. Tuy nhién, nén
diing & liéu thip nhat c6 hiéu qua, trong thoi gian ngin nhét, voi tAn sudt thip nhit c6 thé.
Phuy nit cho con bui
Sau khi ubng, paracetamol dugc bai tiét qua sita me, nhung v6i lugng khong c6 y nghia vé mét 1am
sang. O lidu diéu tri, c6 thé dung thudc nay trong thoi gian cho con bu.
Khi ning sinh sin
Do co ché tac dung lén cyclo-oxygenase va sy tdng hop prostaglandin, paracetamol c6 thé 1am suy
giam kha niing sinh san & phu nit thong qua tdc dong lén qua trinh rung trimg c6 thé phyc hdi sau
khi ngimg diéu tri.
Mot nghién ciru trén dong vét da quan sat thiy tac dong dén kha ning sinh san ctia nam gi6i. Méi
lién quan ctia nhitng tic dong nay & ngudi chua duge biét 8.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 bing chimg vé anh huéng clia thudc 1én kha ning 14i xe, van hanh may méc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude

Thdn trong khi ding két hop

« Thubc khéng dong dwomg udng: Warfarin va cdc thuée khang vitamin K khic (AVK)

Nguy co lam ting tac dung cuia warfarin va cac AVK khac va tédng nguy co chady méau khi dung
paracetamol liu tdi da trong it nhét 4 ngay. Theo ddi sinh hoc bao gdm theo di chi s6 INR thudng
xuyén hon. C6 thé diéu chinh lidu dung ciia warfarin va cdc AVK khéc trong thoi gian diéu trj bang
paracetamol va sau khi ngling thude nay.

« Céc nhya trao d6i ion
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Cac nhya trao di ion c6 thé 1am giam hap thu & rudt va lam giam hiu qua cla paracetamol khi
diing ddng thoi. Do d6, viée ding cic nhua nén céch xa thoi diém dung paracetamol, v6i khoang
céch trén 2 gid, néu co thé,

* Flucloxacillin

Cén thén khi dung ddng thi paracetamol véi flucloxacillin, vi viée ding ddng thi c6 lién quan dén
nhiém toan chuyén hoa c6 khoang trong anion cao, dic biét & nhitng bénh nhén c6 cc yéu t6 nguy
co.

* Céc thude gy doe gan

Poc tinh ctia paracetamol co thé ting lén & nhitng bénh nhén dugc didu tri bang cac thudc c6 kha
ning gay doc gan hodc cac thudc gdy cam ting enzym cytochrome P450, chéing han nhu thube chéng
dong kinh (phenobarbital, phenytoin, carbamazepine, topiramate), rifampicin hogc khi ding ddng

thoi v6i ruou. Viée kich thich chuyén hoa din dén san sinh déng ké cht chuyén hoa gay doc cho

= |

|

gan ciia paracetamol. Nhiém doc gan xay ra néu lwong chét chuyén hoa ndy vugt qua kha ning lién

két cia glutathione. I
Twong tdc véi cdc xét nghiém can ldm sang .:IUE:

Dung paracetamol c6 thé 1am sai 1&ch két qua do duong huyét bing phuong phép glucose oxidase-

=1

peroxidase trong trudng hop ndng d9 dudng huyét cao bat thuong.
Dung paracetamol c6 thé 1am sai 1éch két qua xét nghiém acid uric trong huyét thanh béng phwong
phép acid phosphotungstic.

Twong Ky ciia thube

Do khéng c6 cdc nghién ctru vé tinh tuong ky cia thude, khong tron 1An thudc ndy véi cac thude
khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Réi loan hé mién dich

Hiém gip: phan tmg qué mn nhu sbc phan vé, phit mach. Néu xuét hién céc triéu chimg nay can
phai ngimg sit dung vinh vién thuc nay va cac ché phim khéc c6 chira paracetamol.

Rdi loan da v md du6i da

Hiém giip: ban d6, mé day, phat ban.

Rét hiém gip: Téc dung khéng mong mudn nghiém trong trén da.

TAn suét chua r5: Ban do séc to ¢6 dinh

Néu xuét hién it nhdt mot trong céc tic dung khong mong mubn néu trén, ngimng ngay viée ding
thude nay.

Réi loan mau va hé bach huyét
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R4t hiém gip: Giam tiéu cu, giam bach cau va giam bach cdu trung tinh.

Tén suét chua rd: mét bach cAu hat, thiéu mau tan huyét & bénh nhan thiéu hut glucose-6-phosphate
dehydrogenase.

Réi loan gan mét

TAn suét chua r3: ting transaminase, tdn thwong gan do tiéu té bao, viém gan cz"‘ip tinh, viém gan
niing, dic biét khi diing cho déi tugng c6 cic yéu t nguy co.

Réi loan hé hip, ngwe va trung thit

Tén suét chua r3: co thit phé quan.

R6i loan chuyén héa va dinh dudng

T4n suit chua r3: nhiém toan pyroglutamic, bénh nhin c6 cac yéu té nguy co suy giam glutathione.
Théng bdo ngay cho bdc sy hodic dwgc sy khi gdp cdc tic dung khong mong muon nhw trén khi
s dung thubc hodc bdo cdo cdc phin ikng cd hai ciia thubc vé Trung tim Théng tin thubc va
Theo doi phin veng c6 hai cita thuéc (ADR) Quéc Gia.
11. QUA LIEU VA CACH XU TRIi
Quii lidu
Nguy co xay ra ngd doc nghiém trong déc biét cao & cac d6i twong: ngudi gia, tré nho, bénh nhén bi
tdn thuong gan, bénh nhan nghién rugu mén tinh, bénh nhan c6 lugng glutathione dy trir thédp nhu
suy dinh dudng mén tinh, nhin &n, sit can gé“m day, ldo hoa, viém gan virus méan tinh va HIV, bénh
tang bilirubin mau do di truyén (bénh Gilbert) ciing nhu bénh nhan didu trj ddng thai véi céc thude
gdy cam Umng enzym. Trong nhitng truong hop nay, ngd doc co thé gy tir vong.
Triéu chitng
- Bubn ndn, ndn, chén #n, xanh xao, dau bung thuong xuat hién trong vong 24 gi¢ dau.
- Qué lidu paracetamol c6 thé gay tiéu té bao gan, din dén suy té bao gan, xudt huyét tidu hoa,
nhi®m toan chuyén héa, bénh nio, hén mé va tir vong.
- Céc trudng hop ddng mau ndi mach lan téa dd duge quan sat thy khi ding qua liéu paracetamol.
- Trong trudng hop qué liu cép tinh, c6 thé thiy ting transaminase gan, lactic dehydrogenase,
bilirubin va giam ndng d9 prothrombin trong vong 12 dén 48 gio.
- Qua lidu ciing ¢6 thé dan dén viém tuy, ting amylase méu, suy thin cp va giam toan thé huyét
cau.
» Chuyén ngay dén bénh vién,
» Liy mot dng méu dé do ndng do ban dAu cua paracetamol trong huyét trong. Phép do nay s& duge

di&n giai theo khoang thoi gian gitra git ubng thude dy kién va gids 1dy mau. Nong d¢ paracetamol
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trong huyét trong phai duge do it nhat 4 gio sau khi ubng thudc (nhitng ndng d do trude dé khong
déng tin cay).

+ Loai bd nhanh chong ché phdm da ubng bang cach rira da day, tt nhét 1a trong vong 4 gid sau khi
ubng.

« Didu tri qué lidu theo cich cb dién bao gbm dung thudc giai doc N-acetylcystein cang sém cang
tdt bing dudng tiém tinh mach hoic dudng ubng néu cé thé trude gid thir muoi. Mic du N-
acetylcystein c6 hiéu qua nhét khi dugc ding trude gi¢r thir mudi, nhung né van c¢6 mot so mie do
bao vé ngay ca khi dugc ding trong vong 48 gio dAu tién sau khi ding. Trong trudng hop nay,
viée diéu tri bang N-acetylcystein phai kéo dai.

« Diéu trj triéu ching,

12. PAC TINH DUQC LUC HQC
Nhém duge 1y: Thube hé thAn kinh/Thude gidm dau/Thudc gidm dau va ha sét khac/nhém Anilide.
Mi ATC: NO2BE(1

Co ché tdc dung

Paracetamol ¢6 co ché tic dung & trung tAm va ngoai bién.

13. PAC TINH DUQC PONG HQC

Hip thu
Paracetamol hip thu nhanh va hau nhw hoan toan qua dudng tidu héa. Nong d dinh trong huyét
tuong dat trong vong 30 dén 60 phut sau khi ubng.

Phin bo
Paracetamol phan bé nhanh dén tAt ca cdc mo cua co thé. Nong do trong méu, nuée bot va huyét
tuong c6 thé so sanh dugc. Su gén két véi protein huyét twong thép.

Chuyén héa
Paracetamol duoc chuyén héa chi yéu & gan. Qua hai con dudng chinh 13 lién hop véi acid
glucuronic, acid sulfuric. Va mot lugng nhé duge chuyén héa béi cytochrome P450 thanh chét
chuyén héa N-acetyl-p-benzoquinonimin (NAPQI) mdt chét chuyén héa c6 ddc tinh cao, & tinh
trang sir dung binh thudng, chit ndy dugc khir doc nhanh chong boi glutathione va dao thai qua
nuée tiéu sau khi két hop véi cysteine va acid mercaptopuric. Mit khéc, trong truong hop ngé déc
niing, lugng chit chuyén héa doc hai nay s& ting lén.
Viée thai trir chi yéu qua nudc tidu. 90% lidu ubng duge dao thai qua than trong 24 gio, chi yéu &
dang lién hop acid glucuronic (60 dén 80%) va dang lién hop acid sulfuric (20 dén 30%).

Duéi 5% thudc duoc thai trir dudi dang khong ddi.
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Thoi gian béan thai cia paracetamol la khodng 2 gio.
Péi twong dic bigt
o Suy thin: Trong trudng hgp suy than ning (d6 thanh théi creatinine dudi 30 ml/phut), qua trinh
dao thai paracetamol va céc chat chuyén héa bi chim lai.
* Ngudi cao tudi: kha nang lién hop khong bi thay dbi.
14. QUY CACH PONG GOI
Hop 20 gbi (goi PET) x 1,2g, kem t& hudng dan str dung.
Hop 30 goi (g6i PET) x 1,2g, kém t& huéng dén sir dung.
Hop 50 goi (goi PET) x 1,2g, kém to huéng dan str dung.
15. PILU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG
- Didu kién bio quén: noi kho rdo, tranh 4nh sang, nhiét d6 dudi 30°C. |
- Han dung: 36 thang ké tir ngay san Xuét.
- Tiéu chuén chit lvgng: TCCS.
16. TEN, PIA CHI CUA CO SO SAN XUAT, CO SO DANG KY
Co sé san xuit: CONG TY CO PHAN DUQC PONG NAI
221B Pham Vin Thuan, Phuémg Tan Tién, Thanh phé Bién Hoa, Tinh Pdng Nai
Co sé diing kj: CONG TY TNHH THUONG MAI DUQC PHAM MINH TiN
925 Lity Ban Bich, Phuong Tan Thanh, Quén Tan Pht, TP. Hd Chi Minh.
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