TOTHONG TIN DANH CHO CAN BO Y TE

R ThuSE ke don
TRANFAST

Hocky hudng dén sit dung trude khi ding
Néu cdn thém thang tin xin héi § kién betc sf dlrge 57
Thudic chi dimg khi cd ké don cda bdc 57
Thanh phan: Mai goi chiza:
Hoat chit:

Macrogol 4000........eeeeivene i
Matrisulfat ..., w37g
Natri clorid ..., .
Natri bicarbonatu,. ..v.c.c oo l68g
Ralledoridl i it oo s
Td durgrc: Matri saccharin,

Dang bao ché: B6t pha dung dich udng
Quy cach déng gdi: Hop 2 gai, hip 20gal.
Béctinh duoc lue hoe
Nham duge [y: Thudic nhudn trang tham thiu

Ma ATC: ADGADES

Macrogol 4000 16 nhing polymer dai thiing trén d6 cac phan tl nusc dugc gén vao
bdng nhing lign két hydro, Khi ding duiing udng chiing lam ting luigng mudc trong
rudit. Luging nuide trong rudt khang duac hiipthu nén dung dich ¢a tinh nhuan trang.
Bac tinh dugc ding hoc

Ham lugng chat dign gial trong dung dich can bing véi ham lugng chat dign gl
trong huyét twong dusng rudt, nén sir trao déi nay coi nhu bing khong.

Cée dirlieu dirge déng hoc xdc nhan réng macrogol 4000 khong duoc hip thu duting
tieu hda cling nhw khéng chuyén héa sau khi ugng,

Chi dinh

Ria dal trang chudn bl cha bénh nhin trdc:

+ Cac thdm do vé néi sol, X quang.

+ Phau thuat dai trang,

Tranfast chi duge chi djnh cho nguiéi bén

Lidu diing va cich diing

Lidu divng danh cho ngui lan;

Mdi gai duoc hoa tan trong 1 lit nudce, Lic, khudy ¢%&u cho tan hoan toan,

Liéu dimg: Khodng 1 lit dai vai 15 kg - 20 kg trong luong ca thé, tuiang ung vl lidu
trung binh la 3 - 4it

Cech st dung:

€6 thé udng 1 hoac 2 I3n chia thee 2 ché d6 lidu vai diéu kien toan bé luong dich
phii dugc dua vao car thé (trung bink khoang 24 lit] wy theo trong Iwgng co thé
clia bénh nhan,

Ligu uding 2 fdn: 2 it budi t61 héom trudc va 1 dén 2 it van budi sdng, udng 3 - 4 gis
frufic khilam thi thudt, hoac 3 it vao budit6i ham trudeva 1 it budi sing, udng 3 -4
gty trudic khi lam thi thuat,

Liéu udng Tdn: Usng 3 - 4 it vip bui t81 hom trude

Cach st dung dude khuyén cde i3: 1-1.5 it méi gici (tuc 1a 250 ml mdi 10 dén 15
phit). Bac 57 eé thé difu chinh theo tink trang |3m sang cla bénh nhin va céc bénh
Iy mic kém.

Eénh nhdn suy thin:

Dir ligu khéng day do

Tré em:

5Uan toan va hidu qua cla Tranfast & tré em dudi 18 tudi chua duge nghién ciu.
Chéing chi djnh

= Man cam val bt ki thanh phin nao cia thude

- Téng trang suy y&u nhut Tinh trang mat nude hay suy tim ning

- Bénh dai trang [am cho niém mac rudt suy yéu nang, ung thy dai trang tén trién

- Bénh nhdn ¢ nguy co hodic da b tic rudt hode dudng tidu haa

- Bénh nhan thing rudt hodc ca nguy ¢d thiing rudt

- Réi loan da day ruat (ligt ruat)

- Wiém dal trang hodc bénh Megacolon

= Tré erm dudi 15 wdi (chua ¢ nghién cou 1am sang)

Cénh bdo va than trong

-8 nquii gia tdng trang suy yéu, chi nan ding khi ca su theo dai ciia Bac o7,

- Tieu chdy sau khi ding thudic nay co thé g4y can trdt ding k& dén viec hap thu cac
thudic duge ding déng thai.

- Thusc nay chiia macrogol

+ Bigu hign dj dng: séc phin va, phat ban, néi mé day, phi mach

+Tuy san phim ding truang so vai huyst tuong cla thanh rudt, nhung cic réi lnan
chit dién giai # duge bao cio d3c biét & nhifing bénh nhén co nguy co. Cae rdi loan
dign gidl truidc ddy & mét s6 bénh nhan cén dugc digu chinh teude khi ding dung
dich rfa dai trang. Ngoai ra, nén than trong khi sit dung san phim & nhing bénh
nhén nay hodc & nhitng bénh nhin disu tr] bang thufic ca thé lam tang nguy co
loan chit léng va chit dién gidi bas gém ha natr mauva hz kali mau ho&c lam tang
nguy co bién chiing tiém &n (nhu bénh nhan suy gidm chic nang than, suy tim, hoac
diu trj déng thi vai thude Igi tigu}. Trong truéing hep nay, bénh nhan cin duge theo
dldi mat cch thich hap,

+ 5an phim nén dugc diing than rong va dudi sty gidm sét chat ché & nhing bénh
nhén ¢6 tinh trang nén mia, hénh nhdn ndm liat gidng hoac bénh nhan bi réi loan
chifc néng than kinh vashoac réi foan vin déng, do nguy co gay tac duding tha.

+ @ bénh nhan suy tim va/hodc suy than, o6 nguy co bj phi phéi cép do tran dich,
+Thudc nay c6 chita 1,967 g natri méi tai, Cin duge xem xét & bdnh nhan co cha da
an kigng nghiém nga,

Tie dung khong mong mudn

+ Buéin nén va nén cd thé xay ra lic mdi bat diu udng thude, sa giam di khi tiép tuc
udng thudc

+ Bdng dudi day list ké cac tic dung khong mong mudn duge bio cao trong cac
nghién ciu lam sang va duge quan st thy ké tif khi s3n phim ra thj truting. Tan
sudt phan dng phu dugc phin loai nhu sau: rit phé bién (= 1/10), phé bign (= 1/100
dén <1/10), khéng phé bign (= 1/1000 dén <1/100), hiém gap [= 1/10 000 dén <1/
o), rét higm (<1 / 10,000}, tin sujt khang xac dinh (khéng the wee lueng e Ly
dirfiéu sin c6)

—

Coquan Tansa Tac dung
khéng mong muén

Réi loan tidu hoa Rat phé bién Budn non, dau byng,
chuéng bung

Phid bién Nén

Rii loan hé mién dich Khéng xdc dinh Phén ing di ng (S6c
phin vé&, phi mach, néi
mé day, phit ban, noda)

Théng bdo ngay che fric 57 hade duge sikhi gdp phdl cdc tor dung phu cia thudc,
Tudng tac thudc
Khi diing kém véi cac thude dudng udng khic ca ths khong duge hip thu do viec
réng rudt do thudc gay ra va nén sir dung trudc 2 gier khi ding Tranfast. Trinh sir
dung cac thube dudng udng khic trong hodc sau khi uéng thudec NhUAn trang, va sau
khi thém kham dugc thye hign,
B8i vdi thude co khodng diéu trj hep hodc thai gian bdn thai ngan, hidu qud cé tha
bianh huang nghiém trong.
5t dung thuéc cho phu ni ¢ thai va cho con b
- Coratithojckhdng cé dir libu vé vise strdyng Tranfast & phu il co thal, C4c nghian
clis trén ddng vat khéng d0 dé két ludn vé doc tinh @81 vai chirc nang sinh san.
Tranfast chi nén ducic s dyng néu cin thist
- Cordt it hodc khong co d i lidu va vigc st dung Tranfast & phu i che con ba, Khéng
€0 0l 1y vé suf bai tiét cia Tranfast trong sia me. Nguy oo déi vdi tré se sinh khi sir
dung khong thé bi loai tris. Cée nghién et trén dang vat khéng dis dé ket ludn vé doc
tinh d6i véi chiic nang sinh san, Tranfast chi nén duic sirdung néu cin thigt
Anh huéng dén kha ning I8 xe va van hanh may méc
Khéng dnh hudng
Qua lidu
Khéng co truing hop qualidu nao dugt bdo cao. Tuy nhign, cin theo dai cic réi loan
dién giai va tinh trang mat nudc & bénh nhan treng tniong hop qué lidu cling veéi
tiéu chdy nang.
Bao quén: Bio quén trong bao bi kin, trénk 4nk sang, nhiét dé dugi 30°C
Han diing: 36 thang ké trngay san xust,

DOCKY HUONG DAN SU DUNG TRUGC KHI DilNG
DE THUGC TRANH XA TAM TAY TRE EM.
Nha sén xuat

]
Cang ty cé phan Dugc pham CPC1 Ha Noi
Cum ciing nghlép Ha Binh Phutang, huyén Thugng Tin, TR H3 NG

Ngdy xem xét sira d6i, cap nhatiaingidung huéng dinsirdung thuse 23.10.2019



TO THONG TIN DANH CHO BENH NHAN

TRANFAST

“Bac ky hudng dan st dung trdde khi ding”

“Dé xa tdm tay tré em”
“Théng bdo ngay cho bée sThede duge sTnhlng tde dung khéng mong mudn gép phai
khi sirdung thudc™”
“Thudc chi ding khi od ké don cue bdc st
Thanh phan:
Hoat chit;
Mamogol 4000.... ..o v s sivans v 04 G
Matri sulfat ... .57g
Natri clorid ... - i 1469
Matri bicarbonat. 1,689

LA L T
Tei diiic: Natri saceharin.

Dang bao ché: Bot pha dung dich udng

Quy cich déng géi: Hop 4 g6i, hop 20 g6l
Thube ding cho bénh gi:

Rita dai trang chuén bi cho bénh nhén trudc

+ Cac tham di vE ndi soi, X quang.

+ Phau thudt dai trang.

Tranfast chi dugc chi dinh cho ngui ldn.

Mén diing thudc nay nhu thé ndo va lidu lugng

Liéu ding dinh che nguét idn:

WM&l gol dugc hda tan treng 1 lit nudc. Lac cho tan hoan toan,

Ligu dung; khodng 1 it a6i vai 15 kg - 20 kg trong luong co thé, tuang tng voi lidu
trung binh la 3 -4 lit

Cich st dung:

Ca thé udng 1 hoac 2 13n chia theo 2 ché dé liéu vl diéu kign toan bé luong dich
phél duge dua vao oo thé (trung binh khodng 3-4 Iit] tiy theo trong lugng co thé
cia bénh nhén.

Ligu udng 2 idn: 2 it budi t6i hém trudc va 1 dén 2 lit vao budi sang, udng 3 - 4 gids
trude khi khi lar thi thuit, hoac 3 it vao budi tai hém trude v 1 1itbudi sdng, udng
3 - 4 gidr trudic khi lam this thuat.

Liéuudng 11dn: USng 3 - 4 lit vao budi tdi hém trude

Cdch sirdung duoe khuyén cdo fa: 1-1,5 it mdi gy (tite |3 250 mil mdi 10 dén 15 phiit).
Béc 5§ co thé digu chinh theo tinh trang lam sang clia bénh nhin va cac benh ly
mac kem.

Bénh nhdn suy than:

Dirlizu khéng diy 80

Tré em:

Sy an toan va hiéu qua clm Tranfast & tré em dudi 18 tudi chua duge nghién ciu.
Khindo khéng nén ding thudc nay:

- Man cadm vél bat ki thanh phan naa cia thudc

-Téing trang suy yéu nhik Tinh trang mat nudc hay suy tim nang

- Bénh dai trang lam cho niém mac rugt suy yéu ndng, ung thu dai trang tién trién

- Bénh nhan cd nguy oo hoac da bi tac rudt hode dubng tidu héa

- Bénh nhan thdng rudt hoac oo nguy cothiing rudt

- Réi loan da day rudt (liEtrudt)

~Vidm dal trang hoidc bénh Megacolon

~Tré em dudi 15 tudi (chua co nghién ciu lam sang)

Tac dung khang mong mudn:

<+ Budn ndn vi ndn cd thé xdy ra lic méi bit dau udng thudc, s& gidm di khi tigp
tuc udng thudc

+ Bang dudi ddy liét ké cac tic dung khong mong muén dugc bao céo trong cac
nghién cdiu lim sang va duge quan sat thdy ké i khi sin phdm ra th trudng. Tén
suat phan ing phy duge phin laai nhu sau: rdt phé bién (= 1/10), phé bién (z 1/100
dén <1/10), khéng phé bién (= 1/1000 d&n =1/100), hiém gdp (= 1/10 000 dén <1/1
000), rat hidm (<1 / 10,000), tin sudt khéng xéc dinh (khang thé wde lugng due L
dirlidu sin ca)

Co quan Tén s6 Tac dung
khéng meng mudn

Réi loan tiéu hoa Rit phd bién Budn nan, dau buyng,
chudng bung
Pha bién MNan

Réi loan hié mién dich Khng xac dinh Phan dng dj tng (Sac
phan ve, Em:. mach, ndl
at ban, ngia)

mé day, p

Thdng bdo ngay che bdc s7hodc duot sikhi gdp phdi cde tde dung phu cda thube.
Nén tranh ding nhing thudc hodc thue phém gi khi dang sir dung thude nay
Khi diing kism vai cdc thude duding udng khic cb thé khéng duge hip thu do viec
réng rudt do thudc gy ra va nén sif dung trude 2 gitf khi diing Tranfast, Tranh st
dung cdc thude dudng udng khac trong hodc sau khi udng thudc nhuan trang, va
sau khi tham kham duee thuc hién,
£6i voi thudc co khoang diéu tri hep hoge thai gian ban thai ngdn, hiéu qué co thé
bi anh huéng nghiém trang.

Can lam gi khi mét 1an quén khing diing thudc:

Hé  kign béc sy trong truéing hop quén ding mat lidu Tranfast

Cén phai lam gi khi diing thudc qué lidu khuyén cio:

Khéng ¢6 trudng hop qué liéu nao duge bio cdo. Tuy nhién, can theo dai cac rai
loan dign gidi va tinh trang mat nude & bénh nhan trong trudng hop qud lidu cing
Vi tiéu chay nang.

Nhiing didu cin than trong khi ding thudc nay:

- G ngudi gia téng trang suy yéu, chi nén diing khi ed su theo di clia Bic si.

- Tiéu chay sau khi ding thudc nay cd thé gy can trd déng ké dén viéc hap thu cic
thuéc duge ding déng thisi,

- Thudc nay chia macrogal

+ Biéu hién di tng: sdc phdn vé, phét ban, ndi mé day, phi mach

+Tuy sdn phim ding truong so vdl huyét tuong cda thanh rudt, nhung cac rdi loan
chat dign gidi da duge bao cdo dac bigt & nhimg bénh nhan co ngquy co. Cac rdi loan
dign gidl trudec diy & mbt s8 bénh nhin cdn dugc diéu chinh trude khi ding dung
dich rira dal trang, Mgoai ra, nén than trong khi s dung san phdm & nhing bénh
nhén nay hoae & nhimg bénh nhan diéu t] bang thudc co thé 1am ting nguy ca rd|
loan chét ldng va chét dién gidl bao gdm ha natri madu va ha kali mau hodc lam tang
nguy co bién ching tiém dn (nhu bénh nhan suy giam chifc nang than, suy tim,
hodc didu tri dong thasi voT thudc o tiéu). Trong trugng hop nay, bénh nhén cin
duge theo dai mét cich thich hop.

+San phdm nén duge ding thin trong va dudi su giam sat chat ché & nhimg benh
nhan ¢ tinh trang ndn mia, bénh nhan ndm liét givgng hodc bénh nhan bi rdi loan
chie néng than kinh vashodc 16i loan van dong, do nguy <o gay tdc duding tho,

+ @ bénh nhin suy tim va/hodc suy than, co nguy ca bi phil phéi cap do tran dich.
+ Thuse néy c6 chiia 1,967 g natri mi tal, Cin dugc xem xét & bénh nhin co ché do
an kigng nghiém ngat.

5if dung thudc cho phu niff cd thai va cho con ba

- Ca rat it hadc khang cd dir ligu Vi viéc 50 dung Tranfast & phy n cé thai. Cac
nighién cifu trén dang vat khong di dé két luan vé doc tinh ddi vdi chic ndng sinh
san. Tranfast chi nén dugc st dung niéu cin thiét

- C6 rat it hodic khong cé dir lidu vé vide it dung Tranfast & phy nit cho con b
Khang co dir lidu v& sy bl tiét cia Tranfast trong sifa me. Nguy co doi vl tré so
sinh khi sif dung khang thé bi loai trit, Cic nghién ciu trén dang vat khong da dé
két luan vé dac tinh déi vdi chiic nidng sinh sdn. Tranfast chi nén duge st dung néu
can thiét

Anh huéng dén kha nang I3i xe va vin hanh méy moc

Khéng anh hudng

Khi nao cdn tham vin bac 57, duge si:

Khi gap phai céc tac dung khing mong mudn cda thude hodc <o dau hiéu bat
thuéing trang qua trinh ding thudc,

Neu cdn thém thong tin xin hoi y kién bac sT hoac dugc si.

Han diing cla thudc: 36 thing ké tir ngay sén xudt.

POC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG
DETHUGC TRANH XA TAM TAY TRE EM.

Nha sdn xult

y
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Cong ty cd phin Dugc phdm CPC1 Ha Noi
Cum cong nghiép Ha Bink Phuang, Thutng Tin, Ha Nai
Ngay xem xét sifa doi, cap nhat lai noi dung hudng dén sit dung thude:
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