Hwéng dan st dung thuéc

Thanh phan céng thirc thubc
C 1 6ng 10 ml chiva

Thanh phén hoat chét:

Sét clorid (s&t (I1) clorid - 4H20) /

(Iron (II) chloride tetrahydrate) 6,958 mg
Kém clorid / (Zinc chloride): 6,815 mg
Mangan (Il) clorid tetrahydrat /

Manganese (Il) chloride tetrahydrate 1,979 mg

Déng (Il)clorid dihydrat / Copper (11) chloride dihydrate 2,046 mg
Crom (Ill) clorid hexahydrat /

Chromium (lll) chloride hexahydrate 0,053 mg
Natri molybdat dihydrat / Sodium molybdate dihydrate 0,0242 mg
Natri selenit pentahydrat / Sodium selenite pentahydrate 0,0789 mg

Natri fluorid / Sodium fluoride 1,260 mg
Kali iodid / Potassium iodide 0,166 mg
Ham luong céc nguyén t vi luong trong 1 6ng

Sét 2,0 mg hodc 35  pmol
Kém 3,3 mg hoac 50 umol
Mangan 550 ug hoac 10 umol
DPéng 760 g hodc 12 pmol
Crom 10 ug hoac 0,2 pmol
Molybden 10 g hoac 0,1 pmol
Seleni 24 ug hoac 0,3 pmol
Fluor 570 Mg hoac 30 umol
lod 127 g hoac 1 pmol
pH 1,7-2,3
Ap suat thdm thau 90 mOsm/l
Thanh phén ta duoc:

Acid Hydrocloric, nwéc cat pha tiém.

Dang bao ché
Dung dich dam dac cho dung dich truyén tinh mach déng trong éng
thay tinh, thé tich: 10 ml

Hé dworc - tri liéu
Thubc bd sung nguyén tb vi lwong cho dung dich tiém truyén.

Chi dinh
Tracutil dugc dung nhw la mét bd phan trong nudi dwdng qua duong
tinh mach cung cap nguon nguyén to vi lwgng cho bénh nhan ngudi lon.

Liéu dung, cach duing
Chi ap dung cho ngudi Ion.

Liéu trinh liéu luong khuyén céo

Liéu khuyén cao hang ngay déi voi bénh nhan c6 nhu ciu co s& 1a
10 ml (1 6ng).

D6i v&i nhirng bénh nhan ¢6 nhu cau téng nhe thi liéu hang ngay c6
the Ién dén 20 ml (2 6ng), kém theo d6 phai theo ddi tinh trang nguyén
to vi lwong.

Trong céc trwong hop co nhu cau vé nguyén t6 vi luong tang 1én dang
ké (chang han nhw bénh nhan bi béng, da chan thwong c6 téng di hoa
tram trong) c6 thé can phai dung liu cao hon. Lieu ding cho nhitng bénh
nhan bi suy gan va/hoac suy than can dwoc xac dinh theo tirng ca thé.
Déi v&i nhitng bénh nhan nay lidu ding c&n phai thdp hon.

Thoi gian s& dung
C6 thé str dung lién tuc trong suét khoang thei gian nudi dwéng ngoai
dwong tiéu hoa.

Cach dung

Tracutil, la m6t dung dich dam d&c chiva cac nguyén té vi lwong, chi
dworc str dung qua dwdng tinh mach sau khi da pha loang véi khong it
hon 250 ml dung dich tiém truyén thich hop (xem muc Diéu kién bao
quan/st dung/xt ly)
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DPoc ky hwéng dan sir dung trwée khi dung.
Dé xa tam tay tré em.
Thuéc nay chi dung theo don thubc.

Tinh twong hop phai duoc kiém tra trwde khi pha vao cac dung dich
tiém truyén khac.

Viéc truyén hén hop da pha san khong dugc kéo dai it hon 06 gio va
nén hoan tat trong vong 24 gio.

Chéng chi dinh

— Khéng dwoc dung Tracutil cho tré so sinh, tré nhé tudi cling nhw tré
I&n tudi (vi con thiéu nhirng nghién clru chuyén biét).

—Bj * mat rd rét (bilirubin huyét thanh > 140 mmol/l va néng do
gamma-glutamyltransferase va phosphatase kiém tang cao).

— Man cam v&i bat ky thanh phan nao cua Tracutil.

—Bénh Wilson va duw tri* sat bi rdi loan (ttc bi chirng nhiém
haemosiderin hodc nhiém séc t sat).

Canh bao va than trong khi dung thuéc

Nbng d& mangan trong mau can duoc theo déi thwdng xuyén trong
trwong hop nudi dwdng nhan tao kéo dai. Can phai giam liéu, hoac
phai ngtrng truyén Tracutil, néu mangan bi tich Idy.

Khi st dung Tracutil can than trong trong trwéng hop chirc nang gan
bi suy, vi c6 thé lam gidm kha ning thai trir mangan, dong, kém qua
dwong mat, dan dén hién twong tich Ity va gay qua lidu.

Khi st dung dung dich nguyén tb vi lwong nay c;an than trong trong
trwong hop suy than, vi kha nang dao thai mot s nguyén 16 vi lwgng
(seleni, fluor, crom, molybden va kém) cé thé bj gidm dang ké.

Pé ngan ngua sw qua tai sat, 1 nguy co cha yeu @ bénh nhan bj suy
gan hoédc & nhirng nguoi duoc truyén mau, ndng dé ferritin trong
huyét thanh can dwoc kiém tra trong tirng khodng thoi gian déu dan.
Déi v&i nhirtng bénh nhan Pphai chiu sy nudi dwdng ngoai duwong tiéu
hoéa lau dai, tinh trang thiéu hut kém va seleni xay ra thwdng xuyén
hon.

Trong nhitng tredng hop nay, dac biét 1a khi c6 mat ca hién twong
tang di hoa, vi dy sau chén thwong trdm trong, dai phau thuat, béng,
v.v., lidu diing can duoc dleu chinh cho thich hop va nén cung cap
thém cac nguyén té nay khi can.

Khi str dung Tracutil can than trong trong cac trvong hop bi cuong
nang tuyén giap réd rét hodc nhay cam véi iod néu cac ché pham thuéc
khac co chira iod (vi du cac thubc chdng nhiém khuén cé iod) dwoc cho
dung déng thoi.

Su thiéu hut crom dan dén hién twong gidm sy dung nap glucose,
ma hién twong nay duoc cai thién sau khi bd sung thém crom. Va ca
& nhitng bénh nhan tiéu dudng dang ding thudc insulin, hién twong
qua lidu insulin c6 lién quan va hién twong ha dwong mau lién tuc co
thé xay ra. Vi thé can kiém tra m&rc duwdng trong mau. Diéu chinh lai
liéu insulin 1 viéc can thiét.
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Bénh tiéu chay co thé lam tang sw that thoat kém qua dwéng rudt.
Trwdng hop nay can kiém tra ndng dé trong huyét thanh.

Su thiéu hyt cac nguyén t6 vi lugng & tirng co thé bénh nhan can phai
dwoc bu dap béng ché dd bd sung riéng.

Thubc chia it hon 1 mmol Natri (23 mg) trong mdi 10 ml, nén duwoc
xem la khong chira Natri.

St dung thudc cho phu nir c6 thai va cho con b
Khong co di liéu vé st dung thudc trén phu nir ¢6 thai va cho con ba,
chi nén dung thudc néu lgi ich vt trdi so vaéi nguy co.

Anh hwéng cuia thude 1én kha ning lai xe, van hanh may méc
Chuwa c6 béng chirng vé &nh hudng cia thudc 1én kha nang lai xe,
van hanh may moc.

Twong tac cua thuéc
Khéng twong tac thubc ndo dwoc tim thay.

Twong ky, ciia thude

Sw phén hiy ctia vitamin C trong cac dung dich tiém truyén duoc tang
toc khi c6 mat cac nguyén to vi lwong.

Khéng duwoc pha Tracutil thang vao cac dung dich (tgé sung) co6 chra
phosphat v6 co. Trong trudng hop can pha vao hon hgp phic tap
cac chat dinh dudng co chira phosphat vo co, phai héi y kien nha
san xuat.

Khong duoc pha san phdm nay vao céc dung dich kiém cé kha nang
dém manh, vi du cac dung dich natri bicarbonat.

Khéng dwoc pha voi cac nhi twong béo.

Xin hay héi y kién nha san xuét dé biét thém thong tin.

Dé biét thém thong tin, xin doc muc Diéu kién bao quan/str dung/
xw ly.

Qua lidu va cach x tri

Khong c6 dir liéu vé st dung thudc qua liéu, khong dung qua liéu chi
dinh cla thudc.

Tac dung khéng mong muén cua thuéc

Thong bao ngay cho bac si hodc dwgc s nhirng phan &ng cé hai gap
phai khi st dung thudc

Céc tac dung khédng mong muén duoc liét ké tAn suat nhw sau:

Rét thwong gap: (21/10)

Thuwong gap: (=1/100 dén 1/10)

it gap: (=1/1.000 dén <1/100)
Hiém g&p: (=1/10.000 dén <1/1.000)
Rt hiém gdp:  (<1/10.000)

Khong rd tan suét: (khong thé wéc lwong tir div liéu hién co)

R6i loan hé mién dich
Khong rd tan suét: Phan (ng dj trng.

bac tinh dworc dong hoc

S bai tiét cua tivng nguyén té vi lwong xay ra theo cac con dudng
khac nhau: ) ) .

Sat dwoc bai tiet qua phan va mét ti 1é rat nhé qua nwarc tiéu.

Kém dwoc bai tiét cha yéu trong phan va bai tiét mot it qua than.
Mangan duoc bai tiét chii yéu qua mat vao rudt non va duoc tai hap
thu mét phan tir rudt non (tuan hoan rudt gan). Con dwdong bai tiét chi
yéu la qua phan; bai tiét qua nwdc tiéu va mo hdi 1a khong dang ké.
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Con duong chinh clia bai tiét dong Ia tai mat, trong khi chi mét lvong
nhd dwoc bai tiét qua thanh rudt vao trong Iong rudt hodc qua nwéc tiéu.
Crom va molybden duoc bai tiét chi yéu qua than, s con lai duoc bai
tiet qua rudt. Molybden cling dwoc bai tiét tai mat va dwoc tai hap thu
qua tuan hoan ruét gan.

Su bai tiét ctia selen 13 tai phan va nuwéc tiéu, phu thude vao tinh trang
selen.

Fluor va iod duoc bai tiét chii yéu qua than.

bac tinh dwoc Iwe hoc

Dung dich cac nguyén té vi lwgng dam dac dung cho tiém truyén, ma
ATC B05X.

Tracutil 1a mét dung dich can bang bao gém chin nguyén t6 vi lvgng
ma hién tai dwoc coi nhw 1a cac yeu to thiét yeu. Chung la can thiet dé
duy tri trang thai can bang vé& chuyén hoa cta sinh vat.

Duwoc dong hoc va dugc Iwc hoc clia cac thanh phan twong tw nhw
cac chat dwgc tim thay trong tw nhién.

Trong nudi dwdng nhan tao, cung cap cac nguyén t6 vi lwong la can
thiet do sy thieu hut c6 thé tao nén nhirng roi loan vé chuyén hoa va
ldm sang quan trong.

Cac nguyén t6 vi lvong théng thwong duoc lay tir mot bira an can
bang, nhwng nhu cau tang Ién trong tredng hop tang di hoa (thi du
nhw do phau thuét, da chan thwong, béng), cung cap khong day du
hogc that thoat bat thwdng va trong nhirng tredong hop kém hap thu
(hdi chirng rudt ngan hoac bénh Crohn).

Thanh phén clia Tracutil dugc dya trén cac khuyén céo ctia qudc té
hién nay vé nhu cau cac nguyén to vi lvgng.

Tiéu chuén chat lwong
Tiéu chuan co sé.

Han dung
Han dung clia san pham la 60 thang. Khong duoc st dung néu san
pham da qua han ghi trén nhan.

Quy céach déng géi: Hop 5 6ng thay tinh 10 ml

Diéu kién bao quan/str dung/xtr ly

Khong bao quan trén 30°C

Can kiém tra bang mét nhirng dau higu nghi ngd vé tiéu phan, tinh
nguyén ven cla bao bi va cac dau hiéu nghi ngd trwdc khi pha loéng
hoac st dung. Néu co bat clr dau hiéu nghi ngo nao, can phai virt bd
dung dich.

Tracutil nhét thiét phai dwoc pha loang trwéc khi ding. C6 thé pha
loéng trong khéng it hon 250 ml dung dich glucose 5%, 10%, 20%,
40% hoac 50% hodc cac dung dich dién gidi nhw natri clorid 0,9%
hoac dung dich Ringer.

Viéc thém vao dung dich pha lodng can dwoc thwe hién trong didu
kién vo trung.

Hay st dung dung dich da pha lodng ngay sau khi pha.

Chi dwoc st dung néu dung dich trong sudt va bao bi khéng bi hu hai.
Khéng duoc ding Tracutil lam dung dich pha lodng cho cac thubc khac.
Hay b phan thiva khéng dung dén clia 6ng thubc da mé:.

Tudi tho clia thudc sau khi pha.

V& phuwong dién hoéa hoc va vat ly thubc d& pha dé dung da dwoc
chirng minh 14 ¢4 tinh én dinh trong 24 gi® & 25°C.

V& phuong dién vi sinh hoc, san phdm can dwoc st dung ngay. Néu
khong st dung ngay, thoi gian bao quan khi thubc da pha va cac diéu
kién bao quan trudc khi thudc dwore dem truyén 13 thude trach nhiém
clia ngwdi ding va thudng khong nén kéo dai qua 24 gio & 2 dén 8°C,
trir phi sw pha lodng dwoc tién hanh trong diéu kién vé tring co kiém
soat va da dwoc kiém dinh hiéu luc.

Co’ s& san xuét
B. Braun Melsungen AG
Mistelweg 2, 12357 Berlin, Germany.
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