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1. THANH PHAN CONG THUC THUOC

Thanh phin hoat chit: Ham lwgpng
Paracetamol | g
Thanh phin ti dwec: Polyethylen glycol 400, Propylen glycol, S_—
Natri metabisulfit, Dinatri edetat, Acid hydroclorid, Nuéc dé pha -

thudc tiém

2. DANG BAO CHE

Dung dich dim diic dé pha tiém truyén

M6 ta: Dung dich trong, khong mau dén vang nhat

3. CHi BINH

- Diéu tri ngén han trong céc truong hop dau trung binh, dic biét sau khi phiu thudt va didu
trj ngén han dé ha sit trong cac truong hop ngudi bénh khong thé st dung céc dang bio ché
Ihéc.

4. CACH DUNG, LIEU DUNG

4.1 Cach ding

Thubc tiém truyén tinh mach.

Dung dich dé truyén tinh mach phai dugc pha lodng véi ndng do tdi thidu 13 1 mg/ml trong
dung dich Natri clorid 0,9% hodc dung dich Glucose 5% va phai dugc dung trong vong 1 gidy
sau khi pha.

4.2 Lidu ding

* Thanh thiéu nién va nguoi lén nen gtrén 50 kg:

1 éng/1in, téi da 4 dng/ngay. Giita hai lin tiém truyén cach nhau it nhit 4 gio.

* Thanh thiéu nién va nguoi lon nang dudi 50 kg ciing nhue tré em néng hon 33 kg (khodng
11 tiéi):

15 mg paracetamol/kg trong luong co thé/lin, téi da 4 lin/ngay.

2 lan tiém truyén cach nhau it nhét 4 gio.
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Liéu tbi da hang ngay khong duge vugt qua 75 mg/kg trong lugng co thé. Khong duge virgt
qué lidu t6i da 3 g/ngdy & bénh nhan nghién rugu, suy dinh duding man, bi mét nuéc.

* Tré em c6 can ning trén 10 kg (khodng 1 tuéi) vé can ndng dwéi 33 kg (khodng 11 tuéi):
15 mg paracetamol/kg trong lwgng co thé/lan x 4 lin/ngay

2 1An tiém truyén céch nhau it nhét 4 gio.

Liéu téi da hang ngay khéng duge vugt qua 60 mg/kg trong lugng co thé (khéng qué 2 g).

* Tré so sinh di thang, tré so sinh, tré méi biét di va tré can néing duweéi 10 kg (dén khodng

1 tuoi);

12,5 mg paracetamol/kg trong lugng co thé/lin

2 14n tiém truyén cach nhau it nhét 6 gio.

Liéu t6i da hang ngay khong dugc vuot qua 30 mg/kg trong lugng co thé

* Suy than ning:

Khi dung paracetamol cho bénh nhén suy thén niang (d¢ thanh thai creatinin < 30 ml/phuat),
nén ting thoi gian giira hai lin dung lién tiép 1én 6 gio.

5. CHONG CHI BINH

Mén cam véi Paracetamol hodc bat ky thanh phin nao cta thudc.

Phu ni¥ ¢ thai

Bénh nhan suy gan ning, rdi loan chic ning gan.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Bic sT cin canh bio bénh nhéin vé& cic diu higu ciia phan Gng trén da nghiém trong nhu hdi
chimg Steven-Jonhson (SJS), hdi chimg hoai tir da nhiém ddc (TEN) hay hdi ching Lyell,
hoi chirng ngoai ban mun mi toan than cip tinh (AGEP).

Phén tmg phy nghiém trong trén da mic du ti 1& méc phai 13 khéng cao nhung nghiém trong,
tham chi de doa tinh mang bao gdm hdi ching Steven- Jonhson (SJS), hdi chimg hoai tir da
nhiém ddc: toxic epidermal necrolysis (TEN) hay hoi chitng Lyell, hoi chirng ngoai ban mun
mi toan than cip tinh: acute generalized exanthematous pustulosis (AGEP).

Tri¢u ching cta cac hoi chirng néu trén dugc mo ta nhu sau:

- Hoi chimg Steven-Jonhson (SJS): 12 di (mg thubc thé bong nude, bong nude khu tri & quanh
cac hdc tu nhién: mét, miii, miéng, tai, by phan sinh duc va hau mén. Ngoai ra co thé kém sdt
cao, viém plléi, rdi loan chire nang gan thén. Chéin do4n hi chimg Steven-Jonhson (SJS) khi
cé it nhit 2 hdc tr nhién bi tdn thuong.

- Héi chig hoai tr da nhiém doc (TEN): 1 thé dj img thude ning nhat, gom:

2/8

T . >



https://trungtamthuoc.com/

+ Céc tdn thuong da dang & da: ban dang soi, ban dang tinh héng nhiét, hdng ban hodc cic
bong nude bling nhung, cac tén thwong nhanh chéng lan tda khip ngudi;
+ Ton thuong niém mac mit: viém gidc mac, viém két mac mu, loét gidc mac.
+ Tén thuong niém mac duwong tiéu hoa: viém miéng, trot niém mac miéng, loét héu, hong
thyre quan, da day, rudt;
+ Tbn thuong niém mac dudng sinh dyc, tiét niéu.
+ Ngoai ra con co cic triéu chirng toan thin trim trong nhu sét, xut huyét duong tidu hoéa,
viém phdi, viém cau than, viém gan... ty 1& ti vong cao 15-30%.
- Hoi chimg ngoai ban mun mu todn thin cip tinh (AGEP): myn mu v tring nhé phat sinh
trén nén hong ban lan rong. Tén thuong thuong xuat hién & cac nép gap nhu nach, ben va miit,
sau d6 cé thé lan rong toan than. Triéu chirng toan thin thudng ¢ 1a sét, xét nghiém mau
bach cAu mui trung tinh ting cao.
Khi phat hién nhitg déu hiéu phat ban trén da dAu tién hogc bét ky diu hiéu phan trng qua
mén nao khac, bénh nhan cin phai ngimg sir dung thudc. Ngudi da timg bi cic phan tmg trén
da nghiém trong do paracetamol giy ra thi khong duoc ding thude trd lai va khi dén kham
chita bénh can phai thong bao cho nhan vién y té biét vé vén dé nay.
- Nén sir dung thubc giam dau dudng udng.
- Khong st dung déng thii cling cac thude khac c6 chia paracetamol.
- Liéu cao hon khuyén céo din dén nguy co tén thuong gan rit nghiém trong. Céc tridu chimg
lam sang diu tién va déu hiéu tdn thuong gan thudng xudt hién sau hai ngay, voi dinh diém
thuong sau 4-6 ngay.
- Diéu tri bang thudc giai doc nén duoc thye hién cang sém cang tot
- Thén trong trong qua trinh st dung voi bénh nhéan:

e Suy giam chirc nang gan hoic thén,

e Nghién rugu man tinh, suy dinh dudng hoac méat nuéc mén tinh.
Thin trong td duge:

e Thubc cé chira dudi 1 mmol (23 mg) natri trong mdi 6ng 6,7 ml, vé co ban dugc xem

nhu “khéng chira natri”

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir dang mang thai:

Céc nghién ciru trén dong vat dé cho thdy khong ¢6 bang chiing vé tac dung gy quéi thai hay

dgc tinh trén thai nhi ddi véi paracetamol. Trén 1am sang, két qua cac nghién citu dich té hoc
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vé viée sir dung paracetamol cho phu nir mang thai dudng nhu khéng lam tang nguy co gy
qudi thai hodic doc tinh ¢ thai nhi. Tuy nhién, khi sir dung paracetamol cho déi tugng nay ciing
nén héi y kién cia béc si diéu tri.

Phu nit dang cho con bi;

Paracetamol phan bd dugc vao sita me voi sé lugng nho sau khi udng. Nghién ctru trén 15
phy nit cho con bu, cho thiy chi ¢6 1 - 2% lidu hang ngay cia paracetamol duoc hiip thu béi
tré b me. Hiép hoi Nhi khoa M§ va céc chuyén gia khuyén cao paracetamol co thé chz"ip nhén
dugc khi str dung cho phu nit cho con bti. Nén thén trong khi sir dung cho phu nit cho con bil.
8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 bing chimg vé anh hudng ciia thude 1én kha niing 14i xe, vin hanh may mac.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude:

- Probenecid lam gidm gan glp 2 l4n d¢ thanh thai paracetamol bing céch ttc ché sy lién hop
clia n6 véi axit glucuronic. Nén cin nhic giam liéu paracetamol khi diéu trj dong thoi voi
probenecid,

- Salicylamide ¢6 thé kéo dai thoi gian dao thai ti ciia paracetamol,

- Cén than trong khi ding dong thoi cac cht giy cam ng enzym

- Sir dung ddng thoi paracetamol (4 g mdi ngay trong it nhit 4 ngay) véi thubc chng dong
dudng uéng c6 thé din dén nhitng thay dbi nho vé gié tri INR. Trong truomg hop niy, cin
ting cuong theo ddi gia tri INR trong thdi gian sir dung dong thoi ciing nhu trong 1 tudn sau
khi ngirng didu tri bing paracetamol.
Twong ky ciia thude

Do khéng c6 céc nghién ciru vé tinh twong ky cia thude, khong trdn 1dn thude nay véi cac
thudc khac

10. TAC DUNG KHONG MONG MUON CUA THUOC

Gidng nhu tét ci céc san phdm chira hoat chit paracetamol, cic phan (g c6 hai ctia thude rit

hiém gap (>1/10000, <1/1000) hodc rit hiém gédp (<1/10000), dugc md ta dudi diy:

H¢ thong co quan Hiém gip Rét hiém giip
>1/10000, <1/1000 <1/10000
Tdng quét Kho chiu Phéin (ing qua man
Tim mach Ha huyét ap
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Gan Tang nong do transaminase
gan
Tiéu ciu/mau ' Giam tiéu céu, Giam bach

cdu, Giam bach clu trung
tinh
Céc phan (g phy thuong gap tai vi tri tiém dd dugc bio céo trong céc thir nghiém 1am sang

(dau va cam giéce ndng rat).
Céc trudmg hop rat hiém gip vé phan tmg qué man tir phat ban da don gian hodic ndi mé day
dén séc phan vé da duge béo céo va cAn phai ngimg diéu tri.
Céc truong hop ban do, do bimng, nglra va nhip tim nhanh d3 dugc bao céo.

“Thong bdo ngay cho bac sy hodc dirge sy nhitng phan irng cé hai gép phai khi sir dung

thuée”

11. QUA LIEU VA CACH XU TRi
11.1 Qud liéu
C6 nguy co ngd doc, diic biét dbi véi bénh nhan 16n tudi va tré nho, bénh nhin méc bénh gan,
bénh nhén nghién rugu man tinh, bénh nhén suy dinh dutng mén tinh va bénh nhan dang
dung thube cam ng enzyme. Qué liéu cé thé gay tur vong cho nhirng bénh nhén nay.
Céc triu chimg thuong xudt hién trong vong 24 giv diu bao gdm céc triéu chimg nhu budn
nén, nén, chan én, xanh xao va dau bung.
11.2. Xt tri:
Khi ding qua liéu khuyén cdo ma ¢6 biéu hién ngd doc, phai ngung dimg thuée, thong béo
bac st dé kip thori can thiép:
Céc bién phap diéu tri qua liéu bao gom ding thubc giai doc N-Acetylcysteine (NAC), tiém
tinh mach hogc udng, néu cé thé trong vong 10 gid.
12. PAC TINH DUQC LYC HQC
- Nhém téc dung duge 1y: Giam dau, ha sét.
- Ma ATC: N02BEOI.
Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) 12 chit chuyén héa cé hoat tinh
ctia phenacetin, 13 thudc giam dau, ha sdt hiru hidu c6 thé thay thé aspirin; tuy vay, khéc véi
Aspirin, paracetamol khéng c6 hi¢u qua diéu trj viém. Véi lidu ngang nhau tinh theo gam,

thude cé tac dung giam dau va ha sbt twong ty nhu aspirin. Paracetamol lam giam thén nhiét
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¢ ngudi bénh sdt, nhung hiém khi 1am giam than nhiét & nguoi binh thudng. Thude tac dong
1én ving dudi dbi gy ha nhiét, toa nhiét ting do gidn mach va ting luu lugng méau ngoai bién.
V6i lidu diéu tri, paracetamol it tic dong dén hé tim mach va ho hép, khong lam thay ddi can
bing acid-base, khong giy kich tmg, loét hoiic chay méu da day nhu khi ding salicylat. Tuy
nhién, & liéu giy doc, paracetamol cé thé gay suy tuin hoan.

Téc dyng ciia paracetamol trén hogt tinh cyclooxygenase chua duge biét diy du. Véi lidu 1
g/ngay, paracetamol 14 mdt thudc Gc ché cyclooxygenase yéu. Téc dung trc ché cua
paracetamol trén cyclooxygenase-1 yéu. Thude khéng co tac dung trén su két tap tiéu ciu
ho#c thdi gian chdy mau.

Paracetamol thudng duge chon lam thudc giam dau va ha sbt, dic biét & nguoi cao tudi va &
ngudi cé chdng chi dinh ding salicylat hogc NSAID khac, nhu ngudi bj hen, cé tién sir loét
da day ta trang va tré em.

13. DAC TINH DUGC DONG HQC

13.1 Hip thu

Sau khi tiém tinh mach paracetamol don liéu 500 mg, 650 mg hoic 1 g, duge dong hoc cia
thude ty 1¢ thudn véi liéu ding, ndng d6 dinh paracetamol dat duge sau 15 phit truyén tinh
mach, cao hon 70% so véi ndng do dinh dat dugc khi str dung dudmg udng. Tuy nhién, gia tri
AUC ciia paracetamol thu duge tuong tu khi sir dung dudng tinh mach hodc dudng ubng.
13.2 Phén b

Paracetamol phan b nhanh va dong déu trong phin lén cic mé ctia co thé. Thude qua duge
nhau thai va dugc phén bd vao sita me véi lugng nhé sau khi ubng. Khoang 10 - 25%
paracetamol trong mau két hop véi protein huyét tuong.

13.3 Chuyén héa

Paracetamol dugc chuyén héa chii yéu & gan qua hai con dudmg chinh: Lién hop véi acid
glucuronic, acid sulfuric va mot lugng nhé (dudi 4%) dwge chuyén héa qua cytochrom
P4502E1 thanh chét chuyén héa N-acetyl-p-benzoquinonimin (NAPQI), mot chit chuyén héa
c6 doc tinh cao. NAPQI duge khir ddc bing glutathion va dao thai vao nude tiéu va/hodc mat.
Khi chat chuyén héa khong dugc lién hop véi glutathion s& gy doc cho cac té bao gan va gay
hoai tir té bao.

Paracetamol thudmg an toan khi ding véi liéu diéu tri, vi lugng NAPQI duoc tao thanh tuong
déi it va glutathion tao thanh trong té bao gan du lién hop vdi NAPQIL. Tuy nhién, khi qua

liéu hodc déi khi véi lidu thudong dung ¢ méot 86 nguoi nhay cam (nhu suy dinh dudng, hodc
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tuong tac thudc, nghién rugu, co dia di truyén), ndng do NAPQI cé thé tich liy gay doc cho
gan.

13.4 Fhdl eviy

Nira doi huyét twong cia paracetamol 1a 1,25 - 3 gio, ¢ thé kéo dai voi lidu giy ddc hodic &
ngudi bénh 6 thuong ton gan. Khi sir dung tiém tinh mach don liéu 15 mg/kg & tré em hodc
1 g 6 nguoi lom, mira doi huyét tfuong cua thudc trén nguoi 16n 14 2,4 gio; trén tré em hodc
thanh thiéu nién 12 2,9 - 3 gi0; tré nho la 4,2 gid va tré so sinh la 7 gio.

Khoang 85% liéu paracetamol dugc thai trir qua nuée tiéu chu yéu dudi dang lién hop vai
acid glucuronic, mot lugng nhé lién hop véi acid sulfuric va dang khéng bién ddi (< 5%).
Trén bénh nhin suy giam chiic ning thin mirc dd ning (Cler < 10 ml/phit) ¢6 thé din dén
ting tich lily paracetamol va céc chit chuyén héa. Tré nhé it kha niing glucuronic lién hop vai
thude hon so v6i ngudi lon.

14. QUY CACH PONG GOI

- Hop 10 6ng x 6,7 ml, Hop 20 ong x 6,7 ml, Hop 50 éng x 6,7 ml; kém huéng dan sir dung.

15. PIEU KIEN BAO QUAN

Béo quin & noi khé rdo, nhiét d khong qua 30°C, tranh anh sang truc tiép.

16. HAN DUNG

36 thang ké tir ngay san xuét.

Thude phai ding ngay sau khi mé éng. Dung mét lan duy nhét, loai bé phan con lai,

Thoi han sir dung sau khi pha lodng:

D¢ 6n dinh vat Iy va hoa hoc trong khi ding dugc chirng minh 14 24 gio & 25°C & 4nh séng
thudng, tranh 4nh sang mit troi truc tiép. Tuy nhién, sau khi pha lodng nén sir dung ngay lap
tirc. Néu khong duge st dung ngay lap tie, thube pha lodng théng thuong s& duoc bao quan
khéng 1au hon 24 gior & 2-8 °C, trir khi viéc pha lodng dugc thuc hién trong diéu kién vo tring
duoc kiém soat va xac nhén.

17. THAN TRONG DAC BIET VA NHUNG LUU Y KHI SU DUNG:

Pha ché dung dich tiém truyén:

Ngudi I6n: Ong 6,7 ml ¢ thé duge pha lodng téi 100 ml.

Hadupara inj 1/6,7 c6 thé dugc pha loing trong dung dich Natri clorid 0,9% w/v trong 100
ml va sau dé tiém truyén tinh mach trong 15 phut

18. TIEU CHUAN CHAT LUQNG: TCCS

19. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
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