Rx Prescription drug Solution for infusion

MANNITOL INJECTION 20%
- e e e — —

Ingredients: Each bottle 250ml contains:
Mannitol..............cc..........50.09 Water for injection q.s to 250ml
Indications, Contraindications,Dosage and Administration,
Precautions and other informations: Please see the package insert.
Storage: Store at temperature below 30°C, protect from light.

KEEP OUT OF REACH OF CHILDREN.

CAREFULLY READ THE INSTRUCTIONS BEFORE USE.

Reg No (Sé dang ky):

Batch No:

Mfg Date:

Exp Date:

Manufactured by(san xuét boi):

ANHUI DOUBLE-CRANE PHARMACEUTICAL CO.LTD
Anhui Province Fanchang Economy, Trung Quéc,

Nha nhip khdu:
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“Pé xa tim tay {e¢ k- g diin sir dyng trude khi ding. Néu
s ¢; 7 Jl\julbl ¥ Kién coa thdy thubc™.
) C@Aﬁm[.ma'nm 20%
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: Iﬂo{/ﬁau khi tiém véo tinh mach, manitol
phén bd \rao khoa pran-bio Do dé manitol c6 tac dyng lam tang d¢ tham
théu cia huyét tuong va dich trong dng than, gdy lgi niéu thim thiu va [am
tang fuu luong méu thin. Tac dung cia manitol manh hon dextrose (vi it bi
chuyen héa trong co thé va it bj ong thin tai hip thu). Tuy phai dung voi
thé tich lén, manitol it gdy tdc dung phy hon urd, nhumg lai c6 hidu qua
ngang nhau. Manitol cha yéu duge dung theo dudmg truyén tinh mach dé
gay lgi niéu thim thiu nhim bao vé chirc ning thdn trong suy thin cap aé
lam gidm ap lyc ndi so va giam ap lyc nhan cdu. Manitol duoc ding dé gly
lgi mi2u ép bude trong xir tri qua lidu thude. Khéng duge dung manitol
trong suy tim vi lam ting thé tich mau mét cach dot ngdt. Dung lidy cao
manitol d& didu trj phis ndo c6 thé 1am thay ddi thé tich, d¢ thim théu va
thanh ph&n dich ngoai bao &1 mirc trong mot sb truémg hop co thé dén 11
suy thin cdp, suy tim mAt bl va nhiéu bién chimg khac. Manitol truyén tinh
mach ciing dugc ding trong phiu thuft tim mach, trong nhidu loai phiu
thufit khic hodc sau chén thuong. )
Manitol 14 thubc co tac dung giam 4p luc nhan cdu, 4p luf: ndi 50 ngan han.
Téac dung lam glam ap lwc nhan cdu va ap lye ndi sQ xudt hign trong vong
15 phot sau khi bt du truyén manitol va kéo dai tr 3 dén 8 giv sau khi
ngimng truyén; tac dung lgi nigu xuat hién sau khi rruyén tir | dén 3 gid.
Manitol Ia thude vi)r tham thiu néu dung theo dutmg udng va gay ia chay
Manitol ciing c6 thé lam giam do nhét cia mau, lam tang tinh bién dang
cua hdng chu va lam tang huyét ap dong mach.

Durge diing hoe

Manitol it co gié tri vé mit nang lugng vi bi dao thai nhiéu ra khoi co thé
truée khi bi chuyén héa. Manitol it bi chuyén hoa trong co thé (chi 7 -
10%), phin lon dao thai qua nudc tidu dudi dang nguyén ven cung vl mit
lrgng nudce tuong tng. Néu ubng thi co khoang 17% dugc hép thu. Tiém
tinh mach liéu 1g/kg va 2 g/kg lam a9 thim théu cia huyét thanh ting thém
tuong {mg 13 11 va 32 mOsm/kg, Jam néng do natri huyét thanh giam di
tuong img la 8,7 va 20,7 mmol/lit va lam hemoglobin gidm tuong img la
2,2 va 2,5 gidecilit. Thé tich phan bd V140,233 litkg; do thanh thai la
0,086 liVgiovkg, Nira ddi thai trir khodng 100 phat (voi chire ndng thén binh
thuomg). Khi thén by suy, manitol bj tich 1y va 1am cho nuéc chuyen vio
long mach, din dén mét nudc trong té bao va ha natri huyét.

Chi dinh ) )

Phong hoai tir thin cdp do ha huyét ap.
Thi¢u nigu saumd.

Gay loi nidu ép bude dé ting dao thai cic
Lam gidm ap lyc ndi so trong phit ndo.
Lam gidm nhan ap.

Diing trudc va trong c4c phiu thust mat § _
Dung lam test tham do chirc niing than, .
Ding lam dich rira trong ¢t ndi soi tuyért‘r‘én llét"‘ A
Chong chi dinh P
Mét nuoc.

Suy tim sung huyét, cac bénh tim ning.
Pha phéi, sung huyét ph&l

Chay méau ndi so sau chin thuong so nao (trir trong lic phd
50)

Pha do réi loan chuyén héa co kém theo dé v mao mach
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Manitol an toan cho ngudi mang thai.

Thr ki cho con ba

Khéng co dir ligu.

Tic djng 1€n kha naing Ldi xe va vin hanh miy méc

Cin thin trong vi thudc co thé gay nhic dﬁu mé mat.

Téc dung khong mong mubn (ADR)

Thucmg gdp, ADR > 1/100

Tuén hoan: Tang thé tich dich ngoai té bao, qua tai tudn hoan (khi dung liéu
cao). Viém tic tinh mach.

Toan than; Rét run, sét, nhic diu, ‘

Tiéu héa: Budn nén, ndn, khat, la chay (khi dung theo dutmg udng, manitol
co tac dyng nhu thudc t&y)

Chuyén hoa: Mét cn bing nudc va dién giai, mit can béng kiém - toan.

Co xuong: Dau nguc.

Mit Mé mat,

Hiém Ig,’.‘p ADR < 171000

Taic Thubc ra ngoai mach cé thé gy phi va hoai tir da.

Tudn hoan: Nhip tim nhanh, ) .

Thén: Than hur timg & do thim théu, suy than cip (khi dung liéu cao).

Khac: Phan img dj img: May day, choang phan v¢, chong mat.

Hwéng déin cach xir tri ADR

Cén theo ddi nguai bénh chit chi trong khi truyén dich manitol va phai
tmyén cham.

Phai giam tdc dd truyén néu ngudi bénh kéu nhirc diu, budn nén...

Dé phong v& rudt trong lic soi dai trang, bang cach bom va hot hoi dai
trang trong liic sol.

Tﬁéér:g bdo cho bde s§ cdc tdc dung khdng mong mudn g(p phai khi ding
thu

Lidu lirgng va cdch ding

Lam test; Truyén tinh mach 200 mg/kg thé trong hofic 12,5 g dung dich
mamtol trong 3 dén 5 phit, s& gay bai xufit nudc tiéu it nhit 14 30 dén 50
ml mdi gior trong vong tir 2 dén 3 gitr sau d6. Néu dap img voi 14n thir nhét
khéng t6t thi ¢6 thé 1am lai test J&n thir hai. Néu lugng nude titu2-3
gitr sau khi Jam test dudi 30 - 50 ml/gi&s thi than da bj tén thuong thuc thé
(khéng duoc ding manitol trong truémg hop nay).

Phong ngira suy thdn cdp. LAm test nhu trén lidu thong thudng ngudi lén
cho tir 50 dén 100 g tiém truyén tinh mach. Téc dé truyén thuomg diéu
chinh d& ¢6 1 luu lugng nudc tidu it nhit tir 30 dén 50 mi/gio.

Dé ting déo théi cde dic t6: Lam test nhu trén thdng thuomg duy tri luu
lugng nudc tiéu it nhit 100 ml/git, thuong duy tri 500 ml/gitr va cén bing
duong tinh vé dich tai 1 - 2 lit, ;

De gidm dc tink ciia cisplatin lén thdn: Truyén nhanh 12,5 g ngay truoc
khi ding cisplatin, sau do truyén 10 g/gio, trong 6 git, Bu djch bang dung
dich c6 natri clorid 0,45%, kali clorid 20 - 30 mEqg/lit véi tbe do 250
ml/gio, trong 6 gig. Duy trl lwu lugng nuée tidu trén 100 ml/gitr bing cich
truyén tinh mach manitol. .

Lém giam dp luc ngi so. Truyén tinh mach nhanh dung dich manitol, theo
lidu | dén 2 g/kg, trong vong 30 dén 60 phat Néu hang rao mau - ndo
khéng nguyén ven thi truyén manitol c6 thé din dén tang 4p lyc ndi so
(trudng hop nay nén ding furosemid),

Lém gidm dp e nhan cdu: Ligu 1,5 dén 2 g/kg, truyén trong 30 - 60 phat,
Tac dung xuét hién trong vong 15 phiit tinh tir lic bit ddu truyén manitol va
kép-dai tir 3 dén 8 gitr sau khi ngimg truyén. C6 thé dénh gi tic dung cia
ianitol 1&n 4p lyc ndi so va nhan 4p bang cach kham day mét nguai bénh
(tinh trang phu gai thi, i ré), theo ddi cdc trigu chimg 14m sang. Diéu chinhy,
lidu, néng do dich va tée do truyén theo mitc d0 dap img ciia nguai bénh.
Lléu ding trong nhi khoa:

Diéu trj thiéu niéu hodic v8 nigu: Lam test vdi lidu 200 mg/kg nhu trén; lidur
diéu tri 1a 2g/kg truyén tinh mach trong 2 - 6 gidr.

1 g ap luc ndi so hodc 4p lyc nhan chu: Lidu 2g/kg, truyén trong 30 -
o tudi: Bat diu bing liéu ban du thp nhét va diéu chinh theo dap

Suy thin nang (trir trudmng hop ¢ dap img vai test gay loi " néu k ng m
c6 d4p tmg hodc dap img kém thl thé tich dich ngoai y ) . ) a
dén ngd dic nude clp). Ngudi dang diu trj bang lithi cin phai theo ddi dap tmg véi thude khi

Thiu nidu hodc vé niéu sau khi lam test voi manitol.

Thén trgng

Trudc khi dang phai chic chin 12 nguoi bénh khong bj mét nuoc,

Trong lic truyén cén theo dai chit che cin biing dich va dién giai, do thém
thdu ctia huyét twong, chirc ning than, déu hiéu sinh tén.

Néu luu lugng dich truyén vao nhiéu hon luu lugng nudc tidu thi co thé gay
ngd ddc nudc. Tac dung loi nidu kéo dai ciaa thude c6 thé che lap cac diu
higu cia bu nuéc khdng dit hoge giam thé tich tudn hoan.

Bo day truyén tinh mach cén phai khop véi b phén loc ghn lién.

Khong dugc Iruyén manitol cling v&i mau toan phén,

Truée khi truyén phai kiém tra sy tuong hop cia cac chit thém vao dung
dich manitol,

Do dich wu truong, nén chi tiém dung dich manitol vao tinh mach, néu
khong, cb thé gy hoai tor mo.

Manitol (nhit 1a dung theo duding udng) co thé lam tang nﬁng do khi hydro
trong long rudt gid t6i mirc gy vd rudt khi tri liéu bing thdu nhidt
(diathermy).

Théi k¥ mang thai

dung manitol.

Nguti bénh dang dung benazepril, khi ding thém mannitol cén theo doi
huyét 4p chat cha vi ¢4 hai co thé gy tac dung ha huyét ap higp déng.
Khong nén st dung dong thtri paroxetin véi mannitol vi ¢6 thé lam tang
nguy co gly ha natri mau

Tuong ky ; -

Khéng dugc truyén manitol cling véi mau toin phén.

Qué liéu va xir trf )

Nging ngay vige truyén manitol. Diéu trj tri¢u chimg.

D§ &n dinh va bio quan

Bao quin & noi tranh anh sang, nhiét d6 <30°C.

Trénh dé dong bang.

Déng goi: Chai 250 ml, kém to hudng din sir dung.

Tiéu chudn: CP2010.

Han ding: 36 thang ké tir ngay sin xuét,

Sin xuit béi;

Anhui Double-Crane Pharmaceutical Co., Ltd.

Anhui Province Fanchang Economy, Trung Quéc.



