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RX Thubc bintheo Gon

RVPARA

Paracetamol 10mg/ml
Dung dich tidm truyén
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Dung dich tiém truyén tinh mach

RVPARA

Paracetamol 10mg/ml

IR

Thisrsh phin: Mai 100 mi dnia:

1000 mg

l, Dinatrl Hydrophosphat, Add Hydrodoric, Nudgc
citphatidm .o o VS0

Chl dinh, léw ditng, chch ding. chéing chi Sinh, cic
thikng tin kivie: 3€ nghj xem trong ts hudng diin sir dung
kim theo.

O xa tém tay ré en.
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5681 sdn xubt :
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Handing  :dd/mmiyy
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102, Phd Chi Lang, Phuimg Nouydn Tril, Thanh phé Hii
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Rx_Thuobc bin theo don | .
Dung dich tiém truyén RVPARA .___J/\a_}%%

THANH PHAN:

MBbi chai chira:

Hoat chdt : Paracetamol 1000 mg

Ta dwoc: Mannitol, Dinatri hydrophosphat, Acid hydrocloric, Nudc cét pha tiém vira da 100
ml.

CAC PAC TINH DUQC LY'C HQC:

Co ché tic dong:

Gidm dau: Co ché giam dau cia paracetamol chua duge biét ddy da. C6 thé 1a do paracetamol
e ché tong hop prostaglandin trong hé théng than kinh trung wong va & ngoai vi, ngin chin sy
dan truyén c4c xung dong dau.

Tac dong & ngoai vi ciing c6 thé 1a do tc ché sy tong hop prostaglandin hoic trc ché su téng
hop va tac dong cia cac chit nhay cim lam gidm tinh cam thy véi céc thu thé gay dau co hoc
hoic hoéa hoc.

Ha sét: paracetamol ¢6 thé ha nhiét bing céch tic dong trén trung tim didu nhiét & ving duéi
dbi lam gian mach ngoai vi din dén ting Iuu lugng méu qua da, 36 md héi va mét nhiét.

Nhém tic dong dwge ly:

Giam dau, ha sét.

CAC PAC TiNH DUGC PONG HQC:

Nguoi lon:

Hilp thu:

Dugc ddng hoc ctia Paracetamol tuyén tinh dén 2 g sau khi ding don lidu hay dung thuéc lién
tuc trong 24 gio.

Sinh kha dung ctia paracetamol sau khi truyén 500 mg va 1g of paracetamol twong ty nhur sau
khi truyén 1 g va 2g propacetamol. Nong d6 thudc tdi da trong huyét trong sau khi két thic 15
phiit truyén 500 mg va 1g Paracetamol twong ing 13 15 pg/mL va 30 pg/mL.

Phin bo:-

Thé tich phan bé ciia paracetamol x4p xi 1 L/kg.

Paracetamol khong gén két véi protein huyét twong.

Khi truyén 1 g paracetamol, ndng 9 thudc c6 tac dong (khoang 15 pg/mL) dugc quan sat thiy
trong dich ndo tity tir phut thir 20 sau khi truyén thudc.

Chuyén héa:
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Paracetamol dugc chuyén héa cha yéu & gan theo hai duong chinh: lién hop véi acid
glucuronic va lién hop véi acid sulfuric. Lién hop véi acid sulfuric nhanh chéng dugc bio hoa
khi ding qua liéu diu tri. M¢t phan nhé (it hon 4%) dugc chuyén héa boi CYP P450 thanh
chét trung gian (N-acetyl benzoquinon imin), trong diéu kién str dung thudc binh thudng, cac
chit nay s& nhanh chong dugc khir doc bai glutathion va bai tiét trong nudc tiéu sau khi lién
hop véi cystein va acid mercapturic. Tuy nhién, khi dung qué liu paracetamol, lugng chit
chuyén héa c6 dc tinh nay sé tang lén.

Thai trie:

Céc chét chuyén héa cua paracetamol dugc bai tiét chi yéu trong nuéc tiéu. 90% lidu dung
duoc bai tiét trong 24 gid, chu yéu & dang lién hop glucuronic (60-80%) va sulphat (20-30%).

It hon 5% dugc bai tiét & dang khong dbi. Thoi gian ban thai 1a 2,7 gio va d6 thanh thai toan
phén 13 18 L/h.

Tré so sinh va tré nhé:

Cic théng s6 dwgc dong hoc ciia paracetamol & tré nhé gidng nhu & ngudi 16n, ngoai trir thoi
gian ban thai ngén hon (1,5 gidr dén 2 giv). O tré so sinh, thoi gian ban thai dai hon & tré nho
(khoéng 3,5 gi®). O tré so sinh va tré nhé dudi 10 tudi, dao thai it chét lién hgp glucuronid va
nhiéu chét lién hop sulphat hon ngudi 16n.

Cic doi twong dac biét:

Suy thgn:

O bénh nhan suy thén ning (CL 10-30 mL/phiit), Paracetamol dao thai cham, thoi gian ban thai
giao dong tir 2 dén 5,3 gid. Thoi gian dao thai chét lién hop glucuronid va sulphat & nguoi suy
than niing gap 3 1in so véi ngudi khong suy than.

Nguwoi gia:

Dugc dong hoc cua paracetamol khong thay déi & ngudi gia. Khong cin diéu chinh lidu cho
céc dbi twong nay.

CHI PINH :

Dung diéu trj ngén ngay céc con dau trung binh, dic biét sau khi mé va didu trj ngén ngay cac
con sdt, dung thuéc béng dudmg truyén tinh mach khi c6 bing chirng lam sang cn phai gidm
dau ha st nhanh chong va/hoic khi khong thé dung thude bing céac duong khac.

LIEU DUNG VA CACH DUNG : tiém truyén tinh mach trong 15 pht.

= Vi thanh nién va ngudi 16n ning trén 50 kg :
M&i lan 1g Paracetamol (tirc 13 1 chai 100 ml dung dich), ti da 4 lan/ngay.
Khodng céch t6i thiéu giira 2 14n ding thubc 12 4 gio.
Téng lidu thubc t5i da mbingay 1a 4 g.

.. r‘.llml-/': il
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Tré em can ndng trén 33 kg (khoang 11 tudi), vi thanh nién va ngudi 16n can ning dudi 50
kg:15 mg/kg tirc 13 1,5 ml dung dich/kg, t6i da 4 1an/ngay.

Khoéng cach i thiu giira 2 13n ding thubc 12 4 gid.

Téng liéu thudc t6i da mbi ngay khong vurgt qua 60 mg/kg (khong qua 3 g)

Tré em cén ning trén 10 kg (khoang 1 tudi) va it hon 33 kg:

15 mg/kg tirc 12 1,5 ml dung dich/kg, t6i da 4 lin/ngay.

Khoang cach téi thiéu giira 2 14n dung thudc 12 4 gio.

Téng lidu thudc t6i da mdi ngay khong vugt qua 60 mg/kg (khong qua 2 g)

Tré so sinh du thang, tré nho, tré mai biét di va tré em can ning dudi 10 kg (dén 1 tudi):
7,5mg/kg tirc 12 0,75ml dung dich/kg, ti da 4 1an/ngay.

Khoang cach t6i thiéu giira 2 14n ding thudc 14 4 gid.

Tdng lidu thudc t6i da mbi ngay khéng vuot qua 30 mg/kg.

Khéng c6 dir liéu vé d6 an toan va hiéu qua cho tré sinh non.

O bénh nhan suy thin ning: d6 thanh thai nhé hon 30 ml/phit, cin chi y ting khoang cach
giita cac 1an ding thudc 1én dén 6 gid.

Bénh nhan suy gan, nghién rugu, suy dinh dudng (trir lirgng glutathion thap), mit nudc:
Tong liéu tdi da trong ngay khéng qua 3 g.

CHONG CHIi PINH :

J bénh nhan nhay cam véi paracetamol hodc propacetamol hydroclorid (tién chat cia
paracetamol) hodc bét cir thanh phan nao cia thudc.
Suy gan néng.

THAN TRONG VA CANH BAO PAC BIET KHI SU DUNG THUOC:

= Biéc si cin canh bao bénh nhén vé cac ddu hiéu cia phan ng trén da nghiém trong nhu
hoi chimg Steven — Jonhson (SJS), h¢i chimg hoai tir da nhiém doc (TEN) hay hi
chimg Lyell, hdi chimg ngoai ban mun mi toan than cAp tinh (AGEP).

CANH BAO:

Nén dung thudc gidm dau bing dudng uéng khi cé thé.

Pé tranh nguy co bi qué liéu nén kiém tra cic thudc diing kém cé chira paracetamol hay
propacetamol khong.

Lidu ding cao hon lidu khuyén céo c6 thé gdy hai gan. Triéu chimg 14m sang va déu hi¢u
ctia hai gan (bao gdm viém gan kich phat, suy gan, viém gan r mét, viém gan hiy té bao)
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thuong xudt hién sau 2 ngdy dung thudc va thdy r5 sau 4 dén 6 ngay. Cén diéu tri bing
thude giai déc cing sém cang tot.

THAN TRONG:

Paracetamol can phai diing than trong trong céc trudng hop sau :
*  Suy chirc ning gan

* Suy than ning (4 thanh thai <30 ml/phit)

* Nghién rrgu

* Suy dinh dudng (trit lrgng glutathion trong gan thép)

= Mit nude

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

Phu ni¥ c6 thai:

Kinh nghiém 1am sang vé diéu tr paracetamol truyén tinh mach cho phu nir ¢6 thai bi han ché.
Tuy nhién céc s6 liéu dich t& hoc vé didu trj paracetamol theo dudng udng di cho thiy khong
¢6 tac dung khéng mong mudn cho phu nir c6 thai hay cho sirc khée thai nhi.

Tuy nhién paracetamol truyén tinh mach chi duoc ding cho phy nif ¢6 thai sau khi d3 cin nhic
gitra loi ich va nguy co gy hai cia thuéc. Trong trudng hop ndy cin tuan thi nghiém ngat lidu
ding va thoi gian diéu tri.

Phu nir cho con bu:

Paracetamol bai tiét qua sita me tuy nhién v6i mét lwgng khong dang ké trén 1am sang, Khéng
c6 dit liéu vé chdng chi dinh cho phu nif cho con bu.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Khong tac dong.

TAC DUNG KHONG MONG MUON:
Nhu tét ca cac san phdm chira paracetamol khac, tac dung phu cia thudc hiém hodc rt hiém
duogc mo ta theo bang sau:

Hé co quan Hiém (>1/10000, <1/1000) | RAt hiém (<1/10000)
Toan co thé Khé chiu Phén {mg dj tng
Tim mach Ha huyét ap

Gan Tang men gan

L s
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H¢ co quan Hiém (>1/10000, <1/1000) | Rat hiém (<1/10000)

Giam tiéu cau, Giam bach cau, Giam

Tiéu caw/Mau X
bach cau trung tinh.

Rit it truong hop cc phan img qué min tir phat ban da hay nbi mé day dén séc phan vé dén
mirc cin phai ngung thudc dge bao cho.
Théng bdo cho Bdc si nhitng tdc dung khong mong muon gdp phai khi sir dung thuéc.

TUONG TAC THUOC:

» Probenecid c6 thé giy giam gin 2 lan d¢ thanh thai ciia paracetamol béi Probenecid ngin
can sy lién hop cua paracetamol voi acid glucuronic. Cin phii xem xét giam liéu
paracetamol khi dung chung véi probenecid.

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

» Cin thin trong khi diing dong thdi vdi céc chit cam img enzym.

= Dung ddng thoi paracetamol (4 g mdi ngay trong hon 4 ngdy) véi thudc chéng dong duong
udng c6 thé din dén thay dbi nhe gia tri INR (chi s6 binh thuong héa chuén qudc té). Trong
trudmg hop ndy, cn phai theo ddi gi4 tri INR trong sudt thdi gian ding chung 2 thudc va
can tiép tuc dén 1 tudin sau khi ngung diéu tri bang paracetamol.

QUA LIEU:

C6 nguy co ton thuong gan (bao gbm viém gan kich phat, suy gan, viém gan {r mat, viém gan
hity t& bao), dic biét 1a & cac dbi twong ngudi cao tudi, tré nho, bénh nhan suy gan, nghién
reou, suy dinh dudng va bénh nhan dimg céc chit cam img enzym. Ding qua liéu c6 thé dén
dén tir vong & nhimg ddi tuong nay.

Céc tridu chung thudng xuét hién trong vong 24 gi& bao gdm budn nén, ndn chén an, xanh
xao, dau bung.

Khi diing don liéu 7,5 g paracetamol hodc hon & ngudi 16n va 140 mg/kg thé trong & tré em c6
thé gly viém gan hity té bao c6 kha ning gay hoai tir hoan toan, khong héi phyc, din dén suy
t& bao gan, nhim toan chuyén héa va bénh néo c6 thé d3n dén hon mé va chét. Pong thoi, ting
men gan (AST, ALT), lactate dehydrogenase va bilirubin cling dugc quan st thiy cung v6i su
giam prothrombin xuAt hién 12 dén 48 gid sau khi dung thudc.

Céc triéu chimg 14m sing thudng xuét hién sau 2 ngay ding thuéc va thy rd sau 4 dén 6 ngay.
Cic bién phép khién cép:

= Nhép vién ngay 1ap tirc.
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* Truéc khi bit ddu diéu tri, ldy 1 éng mau dé kidm tra ndng @ paracetamol trong huyét
twong cang sém cang tt sau khi ding qué lidu.

" Diéu trj bing thuéc giai doc N-acetylcystein (NAC) tiém tinh mach hoic uéng trudc git
thir 10. Tuy nhién, NAC ciing c6 thé c6 tic dung bao vé sau 10 gio, tuy nhién trong trudong
hop nay can diéu tri kéo dai.

Diéu tri tridu chimg.

* Xét nghiém gan can dugc thuc hi¢n khi bét diu didu tri va lap lai m3i 24 gid. Trong phin
16n cac trudng hop, chuyén héa & gan tré lai binh thudng sau 1 dén 2 tudn. Trong mét sé
trrong hop rét ning, c6 thé cn phai ciy ghép gan.

BAO QUAN: Bio quan & nhiét d¢ dudi 30 °C, tranh 4nh sing.
TRINH BAY: Hép 1 chai 100 ml

HAN DUNG: 24 thang ké tir ngdy san xuét.

Khéng ding thuéc qud han sir dung trén bao bi.

Thuéc nay chi bdn theo don ciia Bdc sp.

- A\
Doc kj hwdng dan sir dung trieée khi ditng o\
Néu cdn thém théng tin xin héi y kién cita Bdc sj. 4
DPé xa tim tay tré em. __,-'f
Scn xudt tai:

CONG TY CO PHAN DUGC VAT TU' Y TE HAI DUONG
Dia chi:102, Pho Chi lang, Phudmg Nguyén Tri, Thanh phd Hai Duong, Tinh Hai Duong

Chii 56 hifu san phdm va céng ty déing ky : CONG TY TNHH RELIV PHARMA

Dia chi: S6 22H1, Puong sé 40, Khu dan cu Tan Quy Déng, Phuong Tan Phong, Quén 7,
Thanh phé Hé Chi Minh: g

TUQ CUC TRUONG
PTRUONG PHONG



