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Wia infravenosa. Intravenous use. \\
Consultar o folheta informativa antes de ulilizar. Read the package leafiet betore use.
Manter fora do alcance e da vista das criangas. Keep out of reach and sight of children.
Ceaservar a temperatura inferier a 30 °C. Store below 30 °C.

Comservar na embalagem de origem para proteger da luz. Store in the oniginal
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the solution should be used immediatly or preserved for a maximum of 1 hour (including
the infusion time) below 25 °C.
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Paracetamol 10mg

manital, fosfato dissadica di-hidratado, cloridrato de cisteina
mona-hidratade, acido cloridrico, hidroxido de sdie, gua para preparagoes

senERIS"
PARACETAMOL GENERES™ 10 mg / mi
salagis para pertasie (WG|
10 trascos para injectivets de 100 mi

injectaveis.
Excipients: mannitol, disodium phosphate dihydrate, cysteine hydrochloride

llﬂ”l““ﬂl“ monohydrate, hydrochioric acid, sodium hydroxide, water for injections.
*5423538* By e S.M. Farmaceutici SRL
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Manter o frasco na embalagem de erigem para
proteger da luz. Store in the onginal package in
order to protect from fight.

Nao refrigerar ou congelae. Do not refrigerate or

Nhan phu

Rx - Thudc ké don

Poc ky hudng din st dung trirde khi ding

Dé xa tm tay tré em

Tén thude: Paracetamol Generis

Hoat chét: Paracetamol 10mg/ml

Dang bao ché: Dung dich tiém truyén tinh mach
Pong go6i: Hop 10 lo 100ml

Bao quan & nhiét dé dudi 30°C.

Tiéu chudn: TCCS

Co s& san xuat: S.M. Farmaceutici SRL

Pia chi: Zona Industriale 1-85050 Tito (PZ) - Y
DNNK:

SDK:

8616 SX: NSX:dd/mm/yyyy HSD:dd/mm/yyyy
Chi dinh, cach ding, chdng chi dinh va cc théng tin
khac: xem trong tiy huéng din sir dung thude kém theo.
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THANH PHAN

M&i ml dung dich cé chua:

Théanh phdn hoat chdt: Paracetamol 10 mg

Théanh phan td duwgc: Mannitol; disodium phosphate dihydrate; cysteine hydrochloride monohydrate;
hydrochloric acid; sodium hydroxide; nude pha tiém vira du.

DANG BAO CHE | / '
Dung dich tiém truyen tinh mach. /Z{ é

Dung dich trong sudt, mau hoi vang.

CHI PINH

Paracetamol Generis duoc chi dinh dé dleu tri ngan han cac chimg dau vira, dac biét la sau phau
thuat, va dé giam than nhiét & ngucn bi sét trong thoi gian ngdn han, khi ding thudc theo dudng tiém
truyén tinh mach la can thiét dé giam dau hodic giam than nhiét va‘hoic khi khong thé dung thudc
theo cdc dudng khac.

LIEU LUONG VA CACH DUNG

Puwong diung: Tinh mach

Liéu llrc'ng

- Thiéu nién va nguoi lon cd cdn ndng trén 50 kg:

Paracetamol 1g/lan (chai 100 ml), c6 the dung toi 4 lan/ngay.

Khoang cach giira 2 lan dung thudc i thiéu 13 4 gio.

Téi da khéng dung qua 4g/ngdy (4 chai 100 ml).

- Tré em cdn ndng > 33 kg (khodng 11 tubi), thiéu nién va ngueoi lon cdn ndng <50 kg:
Paracetamol 15 mg/kg/ian (tvong duong voi 1,5 ml dung dich/kg), co6 thé dung tdi 4 1an/ngay.
Khoang cach giira 2 lan dung thude tdi thiéu 14 4 gio.

Liéu téi da mdt ngay khong dugc vuot qua 60 mg/kg (téng liéu khong duge vuot qua 3 g).

- Tré em cdn ndng tir 10 kg (khodng 1 tudi) — 33 kg:

Paracetamol 15 mg/kg/lan (twong duong v6i 1,5 ml dung dich/kg), c6 thé dung t6i 4 lan/ngay.
Khoang céch gilra 2 1dn diing thudc téi thiéu 12 4 gio.

Liéu tdi da mot ngay khong dugc vuot qua 60 mg/kg (téng lidu khong duoc vuot qué 2 g).

- Tré so sinh, tré nho, tré tic 2 tubi tm‘xuong va tré cé cin ngng <10 kg:

Paracetamol 7,5 mg/kg/la an (twong duong 0,75 ml dung dich/kg), c6 thé dung t&i 4 lAn/ngay.
Khoang cach giita 2 1an ding thude téi thiéu 1a 4 gio.

Liéu tbi da mot ngay khong dugc vuot qua 30 mg/kg.

Khéng co6 dir liéu vé d6 an toan va hiéu qua khi dung thuéc cho tré sinh non.

- Suy thin ndng:

D4i véi bénh nhan suy than ning (d6 thanh thai creatinin < 30 ml/phut), cén tang khoang cach tbi
thiéu gifra 2 1an dung thudc 1én 6 tleng

- Ngwai lon suy gan, nguoi nghién ruou liu ndm , suy dinh duong man tinh (dw triv glutathione
gan thap), mit nwdc:

Liéu téi da hang ngay khéng vuot qué 3 g.

Cach dung:

Dung dich paracetamol dugc dung dé truyen tinh mach trong vong 15 phut.
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Khi sir dung cho tré em va tré nho, ¢6 thé pha loang dung dich téi 10 lan bang dung dich sodium
chloride 0,9% hodc dung dich glucose 5%. Trong truong hop nay, chi sir dung dung dich pha lodng
trong vong 1 gid sau khi pha (tinh ca thoi gian truyén thuoc)

Ciing nhu tat ca cac dung dich dung trong chai thuy tinh, can giam sat cén than vao cudi luc truyen
khong ké qua dudng dung. Viée gidm sat vao cudi lic truyén dugc 4p dung dic biét qua dudng truyén
trung tdm dé tranh tic mach.

CHONG CHI PINH

Paracetamol Generis chong chi dinh & nhitng bénh nhan qué man véi paracetamol hodc propacetamoi
hydrochloride (tién chét clia paracetamol) hodc v&i bat ki thanh phan ta dugc nao cua thude va trong
trudng hop bi suy gan ning.

CANH BAO VA THAN TRONG KHI DUNG THUOC /f /// ’

Canh bao: /
Khuyen cdo nén dung thude giam dau dudng ubng truée khi ding duong tiém tinh mach. -

Dé tranh nguy co ding thube qua liéu, kiém tra cdc thude dang ding khac xem thanh phan c6 chira
paracetamol hay khéng.

Liéu dung cao hon khuyén céo cé the Ja nguy co gy tén thuong gan. Céc tridu ching va dau hiéu
lam sang cua tén thurong gan (bao gom viém gan t0i cap, suy gan, viém gan r mat, viém gan té bao)
thudng quan sat thiy khoang 2 ngay sau khi ding thude, dat muc dinh diém sau 4-6 ngay. Pidu tri
qué liéu nén bit ddu sém nhét co thé.

Thudc nay c6 chira it hon Immol sodium (23 mg) trong 100 ml dung dich nén ¢6 thé duoc coi la
“sodium free”.

Ciing nhu tat ca céc dung dich dung trong chai thuy tinh, cdn gidm sat can than vao cudi lac truyén.
Thén trong:

Paracetamol nén dugc sir dung than trong trong cac truong hop sau:

- Suy gan;

- Suy than nang (d6 thanh thai creatinin < 30 ml/phut);

- Ngudi nghién ruou lau ndm;

- Suy dinh dudng man tinh (giam du trir glutathion gan);

- Mt nude.

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

Phu nit mang thai:

Kinh nghi¢ém lam sang trong sir dung paracetamol dudng tinh mach con han ché. Tuy nhién, di liéu
dich té hoc tir viée sir dung liéu diéu tri paracetamol dudng udng cho thiy khong cé tic dung khong
mong mudn déi v&i ngudi me mang thai hodc véi sire khoe cua thai nhi / tré so sinh.

Dir liéu vé viée sir dung qué liéu & ngudi me mang thai khong cho thiy bét ki su gia tdng nao vé
nguy co di tdt.

Khoéng cé nghién ciru nao vé sinh san trén déng vat duoc thue hién vai dang bao ché tiém truyén tinh
mach. Tuy nhién cac nghién ciru trén dudng udng khéng cho thay c6 bat ki di tat hodc tic dung gay
ddc nao.

Tuy nhién, chi sir dung Paracetamol Generis trong thoi ki mang thai khi d4 can nhéc k¥ loi ich-nguy
co. Trong trudng s dung, lidu khuyén cdo va liéu trinh diéu tri phai dugc tudn thi chit ché.

Phu nir dang cho con bu:

Sau khi uong, paracetamol dugc bai tiét vao sira me vé6i s6 luong nho. Khéng ¢6 tac dung khong
mong mudn déi véi tré bu me dugc béo cdo. Do d6, Paracetamol Generis ¢6 thé duoc sir dung & phu

nir cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khoéng c¢6 anh hudng.

TUGONG TAC, TUONG KY CUA THUOC

0 A

=

/s <



https://nhathuocngocanh.com/

Probenecid lam giam d¢ thanh thai cuia paracetamol 2 14n do trc ché su lién hop v6i glucuronic acid.
Nén can nhic giam liéu paracetamol khi ding cling véi probenecid.

Salicylamid c6 thé kéo dai thoi gian ban thai cua paracetamol.

Than trong khi duing cung véi céc thudc giy cam img enzyme.

Dung cung paracetamol (4 g/ngay trong it nhét 4 ngay) voi cac thudc chdng déng mau c6 thé 1am
thay ddi nhe céc chi s0 INR. Trong truong hop nay, can tang kiém soat gid tri INR trong thoi gian
dung cung thudc va dén 1 tuan sau khi dirng diéu tri véi paracetamol.

TAC DUNG KHONG MONG MUON
Nhu tit ca cac che pham paracetamol, tdc dung khong mong thude thudng hiém gap (=1/10000 -

<1/1000) hoac rat hiém gap (<1/10000). Céc tac dung khong mong mudn dugc liét ké trong bang
dudi day.

n Hiém gip T M
Hé co quan (>1/1000-<1/1000) Rat hiem gap (<1/10000)

Réi loan téng quét va

phan Ung tai vi tri | Kho chiu Phan tng qua man
tiém truyén

Bénh tim mach Huyét ap thap

R6i loan gan mét Tang men gan

As 4 Giam tiéu céu, iam bach cdu, giam bach cau trun
Ro6i loan huyét hoe ks g : g 2 g

Téc dung khong mong mudn tai chd tiém truyén da duge bao céo thudong xuyén trong cdc thir nghiém
lam sang (bao gom dau va cam g:ac nong rat).
Rét hiém gap cac bao cdo vé phan tmg qua man, tir phat ban da don gian hodc ndi may day dén séc

phan vé va yéu cdu ngimg diéu tri.
Céc truong hop ban do, do birng mat, ngira va nhip tim nhanh da dugc bao céo.

QUA LIEU VA CACH XU TRIi
C6 nguy co ton thuong gan (bao gbém viém gan ton cép, suy gan, viém gan r mat, viém gan té bao)

dédc biét ¢ ngudi cao tudi, tré em, bénh nhén cé tién st bénh gan, nguoi nghién ruou 1du nam, ngudi
suy dinh dudng man tinh, hodc & nhitng ngudi su dung céac chét cam tng enzyme. Dung qué liéu c6
thé gdy tir vong trong cdc trudong hop nay.

Triéu ching qua liéu thuong xay ra trong vong 24 gio bao gom budn nén va nén, dau bung, chan
&n, xanh xao. Dung qua lidu mot lin 7,5 g hodc hon & ngum I6n va 140 mg/kg o tré em c6 thé gay
ton thuong té bao gan khong phuc hoi dan dén suy gan, nhiém acid chuyén hoa, bénh 1y ndo c6 thé
dan dén hon mé va tr vong. Quan sét thiy co su tang men gan (AST, ALT), lactate dehydrogenase
va bilirubin ciing v6i su giam mirc prothrombin ¢6 thé xay ra 12 dén 48 gid sau khi dung thude. Cac
triéu chirng 1dm sang cua tbn thuong gan thudng khai phat 2 ngay sau khi ding thube va dat mirc
dinh sau 4-6 ngay.

Céc bi¢n phap clp ctu:

Cdp citu & bénh vién

Truge khi diéu tri, 1dy miu mau dé dinh luong ndng do paracetamol ngay sau khi ding thude qua
lidu.

DEGU tri bing thudc giai doc, N-acetylcysteine (NAC), qua dudng tiém tinh mach hodc duong ung,
t6t nhét trong khoang 10 gio sau khi dung thude qua lidu. NAC c6 thé giai doc ngay ca sau 10 gid,
nhung céan diéu tri kéo dai trong nhitng trudng hop nay.

Diéu tri triéu chirmg

u
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Tlen hanh xét nghiém kiém tra chirc ning gan khi bit du diéu tri, nhic lai sau mdi 24 gid. Trong
hau hét cac trudong hop, men gan trd lai binh thuong trong 1 -2 tuin cing Vi viéc phuc hoi hoan toan
chirc nidng gan. Trong truong hop nang can thiét phai ghép gan.

DUQC LUC HQC
Nhom dwge ly: Thubc giam dau va ha sét.
Ma ATC: NO2BEO1

Co che tdc dung:
Co ché chinh xéc cho cdc dic tinh giam dau va ha s6t ciia paracetamol van chua duoc xac dinh; c6

thé lién quan dén céc hoat dong trung tdm va ngoai vi.

Paracetamol Generis lam giam dau trong vong 5 dén 10 phut sau khi bat dau dung thude. Hiéu qua
giam dau toi da dat dugc trong 1 gio' va thoi gian tdc dung giam dau thuong la 4 dén 6 gio.
Paracetamol Generis 1am ha sOt trong vong 30 phit sau khi bit ddu ding thudc vdi thoi gian tac dung
ha sbt trong it nhét 6 gio.

Ngudi lon:

Hép thu

Dugc déng hoc ciia paracetamol thé hién theo dudng tuyén tinh véi lidu dén 2 g sau khi dung liéu
don hodc liéu lap lai trong 24 gio.

Nong do thudc tdi da Cmax dat duge trong 15 phit sau khi truyén 1 g paracetamol véo khoang 30

pug/ml.

Phén bé

Thé tich phan bé ctia paracetamol vao khoang 1 ht/kg

Paracetamol khong lién két rong rdi véi protein huyét thanh. Sau khi truyén 1 g paracetamol, ndng
d6 dang ké paracetamol (khoang 1.5 pg/ml) dugc quan sat thiy & dich ndo tity vao khoang 20 phit
sau khi truyén.

Chuyén héa

Paracetamol dugc chuyén héa chu yéu & gan theo 2 con dudng: Lién hop véi glucuronic acid va lién
hop sulphuric acid. Con dudng thir hai nhanh chéng bao hoa ¢ lidu vuot qua lidu diéu tri. Mot lugng
nho (<4%) dugc chuyén hoéa boi cytochrome P450 tao thanh chét chuyén héa trung gian c6 hoat tinh
(N-acetyl benzoquinone imine), trong diéu kién binh thudng s& nhanh chong dugc giai doc bing cach
giam glutathione va dao thai qua nudc tiéu sau khi két hop vdi cysteine va mercapturic acid. Tuy
nhién, trong truéng hop qua lidu l6m, s6 lugng chét chuyén hoa doc hai duge ting 1én.

Thai trir

Chét chuyen héa cua paracetamol duogc bai tiét chu yeu qua nude tiéu. Khoang 90% liéu ding dugc
bai tiét trong vong 24 gid, chu yeu dudi dang lién hop vai glucuronide (60%-80%) va voi sulphate
(20%-30%). it hon 5% duoc bai tiét dudi dang khéng bién déi. Thoi gian ban thai 12 2,7 gid va dd
thanh thai toan co thé 1a 18 lit/gio.

Tré so sinh, tré nho va tré em:

Théng s duoc dong hoc cua paracetamol quan sat & tré nho va tré em la tuong tu nhu & ngudi truong
thanh, ngoai trir thoi gian ban thai ngan hon (1,5 dén 2 gid) so véi ngudi truong thanh. O tré so sinh,

thoi gian ban thai 16n hon so véi tré nho, khoang 3,5 gio. Tré so sinh, tré nho va tré em dudi 10 tubi
bai tiét paracetamol dudi dang lién hop v6i olucuromdc. it hon va lién hgp véi sulphate nhiéu hon so

v6i ngudi 16n.
Thong s6 dugc ddng hoc lién quan dén tudi duoc thé hién ¢ bang dudi day:

Tudi Céan nang (kg) *Clgwa/Fora (Lh-1 70 kg-1)
40 tuan PCA 3.3 5.9

3 thang PNA 6 8.8

6 thang PNA 7.5 11,1

DUGC PONG HQC /@ :



https://nhathuocngocanh.com/

1 nam PNA 10 | 13,6
2 nam PNA 12 15,6
5 ndm PNA 20 16,3
8 nim PNA 25 16,3

*CLgw 12 udc tinh quén thé cho CL.

Nhém bénh nhin dic biét:

Bénh nhin suy thin:

Trong trudng hop suy than nang (d thanh thai creatinine tur 10-30 ml/phat), sy trai trir paracetamol
bi chdm hon m6t chit, thoi gian bén thai dao dong trong khoang tir 2 dén 5,3 gio. Péi véi lién hop
glucuronide va sulphate, tdc d6 thai trir chdm hon 3 14n & nhitng ngudi bi suy than ndng so v&i nhimg
ngudi khée manh. Do do, khuyén céo ting khoang cach t6i thiéu giira 2 lan dung thudc 1én 6 gio khi
diing paracetamol cho bénh nhén suy than nang (do thanh thai creatinin < 30 ml/phut)

Nguwoi cao tudi:

Duoc dong hoc cua paracetamol khéng thay dbi & ngudi cao tudi. Khong can thiét phai diéu chinh

liéu & nhom bénh nhan nay. 5
QUY CACH DONG GOI '
Hop 10 1o x 100 ml /

PIEU KIEN BAO QUAN q
Béo quan & nhiét do dudi 30°C, tranh dnh sang. Khong bao quan trong ti lanh va khong dé dong
bang.

HAN DUNG

24 thang ké tir ngay san Xuét.

Dung dich pha lodng nén dugc sir dung ngay sau khi pha. Trong truong hop khong thé sir dung ngay
sau khi pha, bao quan dung dich pha loéing ¢ 259C & diéu kién vo tring trong thoi gian khong qua 1
gidr (tinh ca thoi gian truyén thudc).

TIEU CHUAN CHAT LUQNG CUA THUOC
Tiéu chuén co so.

NHA SAN XUAT

S.M. Farmaceutici SRL )
Zona Industriale 1-85050 Tito (PZ) - Y




