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THIS ARTWORK IS NOT PRINTED TO SCALE

FNB9796E 2000 mL

Baxter (APPROX 80 mL EXCESS)
DIANEAL Low Calcium (2.5 mEq/L) Peritoneal
Dialysis Solution with 4.25% Dextrose

Each 100 mL CONTAINS 4.25 g DEXTROSE HYDROUS USP 538 mg SODIUM CHLORIDE USP
448 mg SODIUM LACTATE 18.3 mg CALCIUM CHLORIDE USP
5.08 mg MAGNESIUM CHLORIDE USP pH 5.2 (4.0 TO 6.5)
mEg/L. SODIUM 132 CALCIUM25 MAGNESIUM 0.5 CHLORIDE 95 LACTATE 40
OSMOLARITY 483 mOsmol/L (CALC)
STERILE NONPYROGENIC STORE BELOW 30° C SEE INSERT

I POTASSIUM CHLORIDE TO BE ADDED ONLY UNDER THE DIRECTION OF A PHYSICIAN I

WARNING EXTENSIVE USE OF THIS SOLUTION DURING ONE PERITONEAL DIALYSIS PROCEDURE
CAN RESULT IN SIGNIFICANT REMOVAL OF WATER FROM THE PATIENT
FOR INTRAPERITONEAL ADMINISTRATION ONLY

CAUTIONS SQUEEZE AND INSPECT INNER BAG WHICH MAINTAINS PRODUCT STERILITY
DISCARD IF LEAKS ARE FOUND DO NOT USE UNLESS SOLUTION IS CLEAR
DISCARD UNUSED PORTION KEEP OUT OF REACH OF CHILDREN

BAXTER HEALTHCARE SA, SINGAPORE BRANCH ULTRABAG CONTAINER PL-146
2 WOODLANDS INDUSTRIAL PARK D STREET 2 SINGAPORE 737778
(AN AFFILIATE OF BAXTER HEALTHCARE CORPORATION USA)

MALAYSIA  MAL 19984820XS VIETNAM  VN-xxxx-Xx
DIRECTIONS  TO BE USED AS DIRECTED BY PHYSICIAN

JAUHI DARIPADA KANAK-KANAK
DIANEAL, ULTRABAG and PL-146 are trademarks of Baxter International Inc.

Sub-label

Confidential — For Baxter Use Only

Document Status: Issued and Effective
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Nhin phu cua tai

DIANEAL Low Calcium (2,5mEq/l) Peritoneal Dialysis Solution With 4,25% ﬁéxtmse

Rx = Thubc ban theo don

DIANEAL Low Calcium (2,5mEq/l) Peritoneal Dialysis Solution With 4,25% Dextrose
Dung dich tham phén phiic mac

Hoat chat trong 100 ml: Dextrose Hydrous 4,25 g; Sodium Chloride 538 mg; Sodium Lactate 448 mg;
Calcium Chloride 18,3 mg; Magnesium Chloride 5,08 mg.

Ti 2L.

Bao quan: Duéi 30°C

San xuit boi: BAXTER HEALTHCARE SA, SINGAPORE BRANCH - 2 Woodlands Industrial Park D
Street 2, Singapore 737778, SINGAPORE.

SPK: VN-XXXX, $6 16 SX, NSX, HD xin vui long xem “LOT”,“MFG”, “EXP” trén bao bi.

Chi dinh, cich ding, chéng chi dinh va cac théng tin khac, d& nghi xem t& Hudng dan sir dung kém theo.
DNNK:

Poc k§ huéng dan sir dung trude khi ding. Dé xa tim véi cua tré nho.
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FNB5203 5000 mL

BaXter / e gk (APPROX 150 mL EXCESS)

DIANEAL Low Calcium (2 5 mEq/L) Peritoneal
Dialysis Solution with 4. 25% Dextrose

EACH 100 mL CONTAINS  4.25 g DEXTROSE-HYDROUS USP 538 mg SODIUM CHLORIDE USP
448 mg SODIUMLACTATE 18.3 mg CALCIUM CHLORIDE USP ‘ /
5.08 mg MAGNESIUM CHLORIDE USP  pH 5.2 (4.0 TO 6.5)
mEg/L SODIUM 132  CALCIUM25 MAGNESIUMO05 CHLORIDE95  LACTATE 40
OSMOLARITY 483 mOsmol/L (CALC)
STERILE NONPYROGENIC STORE BELOW 30°C SEE INSERT

I POTASSIUM CHLORIDE TO BE ADDED ONLY UNDER THE DIRECTION OF A PHYSICIAN ]

WARNING EXTENSIVE USE OF THIS SOLUTION DURING ONE PERITONEAL DIALYSIS PROCEDURE
CAN RESULT IN SIGNIFICANT REMOVAL OF WATER FROM THE PATIENT
FOR INTRAPERITONEAL ADMINISTRATION ONLY

CAUTIONS SQUEEZE AND INSPECT INNER BAG WHICH MAINTAINS PRODUCT STERILITY

DISCARD IF LEAKS ARE FOUND DO NOT USE UNLESS SOLUTION IS CLEAR :
DISCARD UNUSED PORTION KEEP OUT OF REACH OF CHILDREN L.
BAXTER HEALTHCARE SA, SINGAPORE ERANCH AMBU-FLEX CONTAINER PL-146

2 WOODLANDS INDUSTRIAL PARK D STREET 2 SINGAPORE 737778
(AN AFFILIATE OF BAXTER HEALTHCARE CORPORATION USA)

BAXTER HEALTHCARE (M) SDN. BHD.

SUITE 12.01, LEVEL 12, THE GARDENS, SOUTH TOWER, MID VALLEY CITY, 53200 KUALA LUMPUR
SINGAPORE SIN6625P THAILAND 2C65/45 PHILIPPINES DR-XY20804 BRUNEI BRU12120968NP
HONG KONG HK-35010 VIETNAM VN-ooox-xx MALAYSIA  MAL09062144X

DIRECTIONS TO BE USED AS DIRECTED BY PHYSICIAN

JAUHI DARIPADA KANAK-KANAK
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DIANEAL, AMBU-FLEX & PL-146 are trademarks of Baxter International inc.
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Nhén phu cua tui

DIANEAL Low Calcium (2,5mEq/l) Peritoneal Dialysis Solution With 4,25% Dextrose

Rx = Thuéc ban theo don

DIANEAL Low Calcium (2,5mEq/l) Peritoneal Dialysis Solution With 4,25% Dextrose
Dung dich thim phan phic mac

Hoat chit trong 100 ml: Dextrose Hydrous 4,25 g; Sodium Chloride 538 mg; Sodium Lactate 448 mg;
Calcium Chloride 18,3 mg; Magnesium Chloride 5,08 mg.

Ti SL.

Bao quan: Dudi 30°C

San xuét boi: BAXTER HEALTHCARE SA, SINGAPORE BRANCH - 2 Woodlands Industrial Park D
Street 2, Singapore 737778, SINGAPORE.

SPK: VN-XXXX, $6 16 SX, NSX, HD xin vui long xem “LOT”,“MFG”, “EXP” trén bao bi.

Chi dinh, cach ding, chéng chi dinh va céc théng tin khac, dé nghi xem t& Hudng dén sir dung kém theo.
DNNK:

Poc k¥ hudng din sir dung trude khi dung. Dé xa tim véi cua tré nho.
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2,5%., 4,25% DEXTROSE
Dich loc mang bung.

Thudc nay chi ding theo sy ke don cuaa b:ic T
Poc ky hwémg din sir dung trude khi ding. DE xa tim tay tré em. Néu ciin thém théng tin, xin hoi
¥ kién béc si.

MO TA:

Dung dich vé tring, khong c6 chat gay sét, khong chira chat kiém khuén hodc diét khuin hodc cac chit
dém, dung trong céc tii Twinbag hodc AMBU-FLEX, chi ding dé tham phén phiic mac (phuong phap
loc mang bung).

Hé thong tii nhya dugc thiét ké gdm bé déy truyén dich, tai chira dich dé truyén va hodc cé kém thém tui
nhya chira dich xa. Thanh phan, ap suét tham thdu dwoc quy déi, pH va ndng dé ion duoc thé hién & Bang
1:

Bing 1: Thanh phén trong 100 ml dich

Thanh phan DIANEAL Low | DIANEAL Low | DIANEAL  Low
Calcium  (2.5mEq/l) | Calcium  (2.5mEgq/l) | Calcium (2.5mEq/1)
Peritoneal ~ Dialysis | Peritoneal Dialysis | Peritoneal Dialysis
Solution with 1,5% | Solution with 2,5% | Solution with
Dextrose Dextrose 4,25% Dextrose

Thanh phan/100ml:

Dextrose hydrous 15¢g 25g 425¢

Natri clorid (NaCl) 538 mg 538 mg 538 mg

Natri lactat (C;HsNaOs) 448 mg 448 mg 448 mg

Calci clorid (CaCl».2H-0) 18,3 mg 18,3 mg 18,3 mg

Magie clorid MgCl,.6H,0) 5,08 mg 5,08 mg 5,08 mg

Nudrc cét vd vd vd

Ap suat thim théu 344 395 483

(mOsmol/L)

pH 5.2 (4,0 dén 6,5) 5,2 (4,0 dén 6.5) 5.2 (4,0 dén 6.5)

Nong d ion (mEq/1):

Natri 132 132 132

Calci 2,5 2.5 2,5

Magie 0,5 0,5 0,5

Clorid 95 95 95

Lactat 40 40 40

Ta duoc: Nudc cét pha tiém vira du

B6 thi nhua DIANEAL duoc ché tao bang polyvinyl chloride. Hé théng tii ddi (Twin bag) ding trong k¥
thuat loc mang bung lién tuc ngoai tri (CAPD) dugc thiét ké gdm bo két nbi chir “Y™ véi tai chira dich
truyén va tii chira dich xa. Viéc van chuyén hodc bao quan & nhiét d6 trén 30°C/86°F s& lam giam 1 lugng
nhé d6 4m. Nhiét d6 cao hon s& din dén giam nhiéu do 4m hon. Hién chua c6 bang chirng nao cho thay
viéc giam mot lugng nho do 4m c6 thé dan dén cac thay ddi lam sang déng ké nao trong thoi han sir dung.
Mot lugng nuée co thé ngédm (tham) tir bén trong tdi chira dich ra tai bao bén ngoai, song khong du dé
gdy anh huéng déng ké. Céc dung dich chira trong tii nhya 6 thé hoa tan mét lugng rét nho cac thanh
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phan hoa hoc thodt ra tir bao bi nhya, tuy nhién cac thir nghiém sinh héa da chimg minh tinh an toan cua
bao bi.

TINH CHAT DUQC LUC HQC

DIANEAL la dung dich loc mang bung wu truong chita duong dextrose, mgt duong don nhu tac nhan
tham thau chinh. Mét gradient thim thiu cin phai dugc hinh thanh giita mang bung va dich loc dé siéu
loc xay ra. Nong dd siéu loc cua glucose trong DIANEAL dua ap luc thdm thiu vao khip mang bung dan
dén siéu loc xuyén mao mach. Giéng nhur cac dich loc mang bung khac, DIANEAL chira cac chét dién
giai dé tao diéu kién cho sy diéu chinh mét can bing dién giai. DIANEAL chira hé dém lactat, dé giap
binh thudng hoa sy mét can bing acid — base.

TINH CHAT DUQC PONG HQC

Hip thu

Glucose dugc hip thu nhanh tir khoang mang bung théng qua khéch tan va xuat hién nhanh chong trong
vong tudn hoan do gradient ndng do cao cua gluscose trong DIANEAL so véi néng dé glucose trong mau
mao mach. Sy hap thu trén mot don vi thoi gian s& cao nhat vao lac bat dau cua su trao déi va giam theo
thoi gian. Téc d6 hép thu glucose s& phu thuéc vao tinh vin chuyén cua mang bung bénh nhan yéu t6

duoc do ludng boi xét nghiém can bang mang bung (PET). Su hép thu glucose s& phu thudc vao ndng do
ctia glucose diing dé trao doi va thoi gian ngdm. Su vén chuyén cua cac phan tir khac s& phu thude vao
kich thuéc phén tir cuia chat tan, gradient nong d9, dién tich bé mat hiéu dung ctia mang bung nhu dugc

do bai xét nghiém PET. Y

( 1
;I | =
Chuyén hoa va thai trir » GRT
Glucose chuyén hoa qua chudi phan img sinh hoa théng thuémg trong té bao (con goi la glycosis). Chuyén , AN F
héa cua lactat xay ra tai gan va din dén sy hinh thanh bicarbonat. Glucose khéng bj hap thu trong qua F "{-J, Al
trinh loc mang bung s& dugc loai bo thong qua viéc xa dich loc mang bung tir khoang mang bung. 1 T'a"‘ai
T R 10 C!
TRINH BAY: Tui nhya 2L; 5L. iy
Khong phai tit ca cac quy cach déng géi déu liu hanh trén thi truomg. \.;:

CHI PINH PIEU TRI:

Chi dinh cho bénh nhan suy than man tinh duoc duy tri thim phan phiic mac (loc mang bung) thuc hién
bang k¥ thuat loc mang bung lién tuc ngoai tri (CAPD) hay loc mang bung tu dong bang may (APD) khi
cac phuong phéap diéu tri khong thdm phan dugc danh gia 1a khéng hiéu qua.

CHONG CHI PINH:
e Main cam véi thanh phén cua thudc, bénh nhan hén mé do tiéu dudong, vd niéu, xuéat huyét trong
tiy séng hodc so ndo.
e Ngudi bénh di c6 triéu chimg nhiém toan lactic nghiém trong.
e Bénh nhén c6 cac tinh trang rdi loan chirc ning diéu hoa dan dén giam hiéu qua diéu tri véi ky
thuat loc mang bung hodc ting nguy co nhiém khuén.
e Bénh nhén d4 c6 ghi nhén suy giam chirc nang mang bung hoic ting két dinh lam anh hudng téi

chirc nang cua mang bung.

CANH BAO:
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Viém phiic mac nang xo héa (EPS) duroc coi la mot bién chirng hiém gdp cua k¥ thuat loc mang
bung. Viém phiic mac nang xo héa (EPS) da dugc béo cao ¢ nhimg bénh nhan sir dung cac dich
loc mang bung, trong d6 ¢6 DIANEAL. Rit hiém truéng hop duge bao céo 1a tir vong do viém
phiic mac nang xo héa khi diéu trj véi DIANEAL.

Néu viém phiic mac, viéc chi dinh khéang sinh va liéu diing khang sinh nén da trén cac két qua
xéc dinh tinh nhay cam cua cac chang vi sinh vét phan lap néu c6 thé. Truée khi xac dinh dugc
tinh nhay cam cua vi sinh vit, c6 thé dung khang sinh phé rong.

Khong diing dé tiém tinh mach.

Quy trinh thyc hién ky thuét loc mang bung: Dung k¥ thuat vo tring.

Nhiém tring khéa néi Luer c6 thé din dén viém mang bung. Kep hodc qué trinh mdi khong ding
céch ¢6 thé dan dén dua khi vao mang bung, c6 thé gay ra dau bung bét thudng va/ hodc viém
mang bung.

Ky thuit loc mang bung phai duoc tién hanh hét strc can than, dac biét trén bénh nhan dang mic
cac bénh ¢ & bung bao gom thing mang bung hoic thing co hoanh do phau thuét hodc chén
thuong, dinh chat, cang phdng rudt, ké ca cac bénh vé bung chua chan doan, nhidm tring thanh
bung, sa ruét hoac phong, rd phan hodic mé thong rudt két, béo phi va than to da nang. Than trong
khi tién hanh ky thudt loc mang bung trén bénh nhéan c6 cac bénh khéc bao gdm thay ghép dong
mach chu, va bénh phéi nang. Khi thuc hién k¥ thuat loc mang bung trén cac déi tiong bénh nhéan
nay, phai can nhic lgi ich va bt lgi c6 thé xay ra.

Phai ghi lai can bing dich chinh xéc va theo ddi cdn than trong lwgng cua bénh nhan dé tranh mat
nude qua nhidu hodc du thira nuée din dén suy tim sung huyét, kiét sirc va sdc. Cac bénh nhén
thuong xuyén loc mang bung phai theo déi dinh ky ham lugng cac chit héa hoc trong mau va cac
yéu 18 huyét hoc, ciing nhu céc biéu hién tinh trang bénh khéc.

Truyén lién tuc hon 1 tai DIANEAL trong 24 giér ¢ thé l1am tang ndng do cac chat carbohydrat
chuyén hoéa va maltose trong huyét twong. Hién chwa rd nhirng hau qua do su gia ting cac chat
trén, song sur gia tang d6 tham thiu huyét twong c6 thé xay ra.

Trong truong hop qué liéu véi DIANEAL, c6 thé phai tiép tuc loc mang bung bing cac dung dich
ngudn gdc glucose.

Sir dung qué liéu DIANEAL Low calcium peritoneal dialysis solution with 4.25% dextrose
(glucose) trong k¥ thuat mang bung c6 thé gy tang thai trir nuéc trén ngudi bénh.

Cén than trong khi diéu tri véi cac dung dich chira dextrose trén céc bénh nhan dugc biét 1a c6 dj
{mg v&i tinh bot ngd hodic cac hoic cac san phdm tir ngd. C6 thé xay ra phan {ing qua man nhu
céc trudong hop di img tinh bot ngd, bao gém ca cac phan tng phan vé, phan (ing kiéu di img.
Ngimg truyén ngay lap tirc va rit dich tir cac khoang phic mac néu nghi ngor cé déu hiéu hoac
triéu chimg cua cac phan (mg qua min. Ap dung cac bién phap diéu tri thich hop nhu chi dinh
lam sang.

Bénh nhan nhiém toan lactic ning khéng duoc chi dinh diéu tri bing cac dung dich loc mang
bung ¢6 chira lactat. Cén tién hanh theo ddi sir xudt hién tinh trang nhim toan lactic truéc khi bat
du va trong khi diéu trj vdi cac dich loc mang bung c6 chira lactat trén ngudi bénh c6 nguy co
nhiém acid lactic cao [vi du: ha huyét 4p nang hoac nhiém tring c6 thé két hop véi suy than cap
tinh, khuyét tat bim sinh trong qua trinh trao ddi chét, bénh nhén dang diéu trj véi cac thude nhu
metformin va nucleoside/thudc irc ché men sao chép ngugc nucleotid (NRTI)].

Khi chi dinh céc dich loc, cin cin nhiic dén cic tuong tac co thé xay ra giita dich loc mang bung
v6i lidu phap diéu tri truc tiép cac bénh ly khac ctia ngudi bénh. Vi du: viéc loai bo nhanh kali ¢6

-\
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thé gay ra loan nhip tim trén cac bénh nhéan c6 bénh ly vé tim dang sir dung céc thuéc tro tim
nhém digitalis hodc cac thude tuong tu; doc tinh cia cac thude trg tim nhém digitalis c6 thé bi
che khuét béi viéc téng kali hodc magie, hodc bai viéc ha calci. Viéc diéu chinh cac chét dién giai
trong qua trinh loc mang byung cé thé lam khoi phét cac ddu hiéu va triéu chirng cua viéc du
digitalis. Nguoc lai, doc tinh co thé xuat hién & lidu mirc i wu cia thude nhém digitalis néu nong
d kali thap hodc ndng do calci cao. Nong do kali, calci, magie trong huyét thanh nén dugc theo
ddi chat ché trén nhitng bénh nhén sir dung thude trg tim nhom digitalis.

e Cin giam sat chat ché viéc diéu tri trén cac bénh nhan tiéu duong trong va sau khi diéu tri véi cac
dung dich ¢6 chira dextrose (glucose). C6 thé phai diéu chinh liéu insulin hodc cac phwong phap
diéu trj tang dudng huyét khéc. ) )

e Céc bénh nhan trong tinh trang 6n dinh, dang dugc tien hanh loc mang bung nén duoc kiém tra
danh gia dinh ky cac chét sinh hoa trong méu, va céc xét nghiém khac vé mau, cling nhu cac chi
s khac dé gitip danh gia tinh trang cia bénh nhan. Nong d calci huyét thanh nén duoc kiém soat
va lugng bé sung calci dung duong udng c6 thé tang hodc dich loc mang bung c6 chira ndng 4
calci cao c6 thé duoc sur dung. Néu néng do6 calci huyét thanh ting cao, viéc diéu chinh liéu calci
carbonate phosphate va/hodc céc chét twong tu vitamin D nén duoc xem xét bai béc si.

e Kali khéng c6 trong thanh phan cua dich loc mang bung DIANEAL do quan ngai nguy co tang
kali huyét. Trong truong hop ndng 6 kali huyét thanh binh thuémg hodc ndng do kali huyét thanh
giam, viéc bd sung kali clorid (1én t6i ndng d6 t6i da 4mEq/1) c6 thé dwoc chi dinh dé ngan ngira
viéc ha kali mau nghiém trong. Viéc bé sung thém kali clorid chi nén dugc tién hanh sau khi da
danh gia k¥ chi s6 trong huyét thanh va tdng lugng kali trong co thé va dudi sur giam sat cuia bac
s1.

THAN TRONG:

Thin trong chung: Khong sir dung néu dung dich thudc khéng con trong. Phai thuc hién ky thuét vo
tring trong su6t qua trinh thdm phan va khi két thic dé giam kha nang nhiém trung. Su mat dac hiéu
protein, acid amin va cic vitamin tan trong nudc cé thé xay ra trong qua trinh thim phan. Néu can, c6 thé
diéu tri thay thé.

Phai kiém tra dich xa xem c6 fibrin hodc tiéu phan, do déy la cac dau hiéu cia viém phic mac. Khong sur
dung néu san pham bi mat hodc hu nit cao su. Sau khi bo tii bao bén ngoai, kiém tra dd ro ri bing cach
bop chit tii chira dich bén trong. Néu thy rd, phai bo tii dung dich di vi c6 thé san pham khéng con vo
trang. Sau khi kéo vong ra khoi voi, kiém tra niém phong duong néi bing cach xem dung dich c6 chay
lién tuc hay khong. C6 thé ¢6 vai giot dung dich trong dng ndi hodc & nép bao vé. Néu dong chay lién tuc
hoic thanh giot nho, phai bo dung dich di vi ¢6 thé dung dich khong con vé triung. Trong qua trinh rit
dich, ¢6 thé thdy céc sgi to huyét trong dung dich va céc sgi nay c6 thé dinh vao éng nbi. Trong céc trudng
hop ca biét nay, c6 thé gay tic dng mot phin hay hoan toan. Thao tic 6ng ndi trong khi dat dng c6 thé
thong tic.

Cin thén trong khi diéu tri dung dich DIANEAL LOW CALCIUM (2.5mEq/l) PERITONEAL DIALYSIS
SOLUTION WITH 1,5%, 2,5%, 4.25% DEXTROSE trén cac bénh nhéan ting calci mau. Phai gidam sat
chi sb calci mau trén nguoi bénh dé phong truong hop ha calci huyét hoic nghiém trong hon la tang calci
huyét. Trong céc truomg hop nay, can diéu chinh lidu cia cac tac nhan gin véi gbe phosphate va/hodc cac
thude kiéu Vitamin D, cac chét twong tu vitamin D nén dugc xem xét boi béc s§.

Céc san pham DIANEAL c6 chira ham lugng dextrose (glucose) khac nhau tir 1,5% dén 4,25 % (kl/tt).
Cin giam sat chi sé duomg huyét trén cac bénh nhan tiéu dudng va c6 thé phai can nhic diéu chinh liéu

\
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insulin hodc cac phuong phép diéu trj ting duong huyét khac.

Truyén mét lugng qué 16n DIANEAL vao khoang phiic mac c6 thé din dén kho tiéu, cam giac dy bung
va/hodc kem theo kho tho.

Phuong phap diéu tri trong truomg hop truyén qué lidu 13 rat dich thubc DIANEAL ra khoi khoang phuc
mac.

Can dinh ky theo ddi cac chi s dién giai (dic biét bicacbonat, kali, magie, calci va phosphate) chi s6 hoa
sinh (bao gdm cac hocmon tuyén giép, céc chi sé lipid) va huyét hoc.

Khi ké toa dung dich cho timg bénh nhan, phai xem xét tuong tac giira dung dich tham phén va cac thube
khac. Vi du: Viéc loai kali nhanh cé thé gay loan nhip & bénh nhan bénh tim dang dung céc thudc tro tim
digitalis hogc cac thudc twong tu; ngd doc digitalis c6 thé bi che khuit boi sy tang kali va magie, hodc
giam calci. Diéu chinh chét dién giai bing thim phén c6 thé che céc déu hidu va triéu chirng cua tinh trang
qua liéu digitalis. Nguoc lai, ngd doc c6 thé xay ra & liéu digitalis thip hon liéu téi wu néu ndng do kali
thép hodc nong do calci cao. Cén theo dai insulin thudong xuyén trong khi va sau khi thim phan bang dung
dich chira dextrose trén cac bénh nhan tiéu dudng hodc ¢6 ure huyét.

Cdc xét nghiém cdn ldm sang: \ vy

¢ Phai dinh ky theo ddi ndng do chit dién giai, magie, bicarbonate huyét twong va cén bing dich. r-
e San pham khong chira kali. Trong céc truomg hop nong d6 kali huyeét thanh binh thuémg, hoac
giam, c6 thé bo sung thém kali chloride (dén nong d6 4mEq/L) dé phong ngira ha kali huyét. Chi

dugc bd sung kali chloride sau khi da danh gid ndng do kali huyét thanh va nng d¢ kali toan co -

thé. Viéc bd sung kali huyét phai dugc thuc hién dudi su chi dinh cua béc sy. 8

e Céc nghién ciru 1am sang da chi ra ring viéc sir dung dich loc mang bung lam ting mot cach dang

]

ké ham lugng CO: trong huyét tuong va giam magie huyét tuong. Tuy nhién, hién tugng giam ,
nong d6 magie trong huyét twong nay khong biéu hién triéu chirng ha magie huyét trén lam sang. \

Kha nding gy ung thu, gay djt bién, anh hwong dén kha ndng sinh san:
Khéng c6 cac thir nghiém thoi gian dai trén dong vat thi nghiém véi dung dich DIANEAL dé
danh gia kha nang gay ung thu, gay dot bién, hoac anh hudng dén kha nang sinh san.

Phu nit co thai:
Loai C danh cho phu nit c¢é thai. Hién chua c6 du cac dir liéu 1am sang diing thudc trén phu nir ¢6
thai. Chi chi dinh diéu tri DIANEAL cho phu nir ¢é thai khi thuc su cin nhéc cac yéu t6 loi ich
va nguy co trén timg ngudi bénh.

Phu nit cho con bu:
Phai than trong khi ding dung dich thim phan DIANEAL cho phu nir cho con bu.

Diing cho tré em:
Dir liéu nghién ciru hién chwa du dé chimg minh tinh hiu qua va an toan khi ding cho tré em.

Anh hwing Ién kha niing lii xe va vin hanh may méc
Bénh nhin mac bénh thin giai doan cudi (ESRD) dang tién hanh loc mang bung c6 thé gap nhimg tc
dung khong mong muén c6 thé anh hudng dén kha ning lai xe hodc sir dung may méc.
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TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC
Hién chua 6 cdc nghién ciru vé tuong tac thudc tién hanh trén DIANEAL. Nong d6 trong mau cua cac

thude c6 kha nang tham tach c6 thé bi giam do qua trinh loc mang bung.

Twong ky
— Tham khao y kién cac chuyén vién y té c6 kinh nghiém trong sir dung k¥ thudt loc mang bung néu c6

thé.

Phai sir dung k¥ thuét vo tring néu phdi hop thude duge khuyén céo theo dénh gia cua bac s¥.

— Tham khao huéng dan sir dung thudc kém theo dé co thong tin day du vé cac thuée phéi hop
— M6t 56 thude c6 thé khong tuong thich véi DIANEAL.

>

v

Phdi hop cing kali

Kali dugc loai ra khoi cong thirc cia dung dich DIANEAL do thim phén c6 thé khic phuc dugc tinh
trang tang kali mau néu can. Truong hop kali huyét & mirc binh thuong hodc ha kali mau, c6 thé chi
dinh bd sung kali clorua (dén ndng do 4 mEq/L) dé ngan ngira ha kali mau ning. Quyét dinh bd sung
kali clorua nén dugc thuc hién boi bac si sau khi danh gia chi sé kali huyét thanh can than.

Phéi hop ciing insulin

Phoi hop insulin véi DIANEAL dugc danh gia trén 6 bénh nhén bi tiéu duong phu thugc insulin sur
dung ky thuat loc mang bung luu déng lién tuc ngoai tri CAPD dé diéu tri bénh thén giai doan cuoi.
Quan sat thiy khéng cé tuong tac ciia DIANEAL véi su hap thu insulin tir khoang phiic mac hodc
kha nang kiém soat dudng mau cua insulin (Xem Twong tdc véi cdc thudce khdc v cdc dang twong
tac khac).

Nén tién hanh cac bién phap kiém soat lugng dudng trong mau thich hop ngay khi bat dau sir dung
DIANEAL ¢ bénh nhan tiéu duong, diéu chinh liéu insulin néu can thiét.

(Xem Canh bdo va than trong ddc biét khi sir dung).

Phéi hop ciing heparin

Nghién ciru vé twong tac thude trén ngudi véi heparin chura dugc tién hanh. Nghién ciru in vitro cho
thdy khéng c6 bing ching vé su khéng twong thich cia heparin véi DIANEAL.

Phéi hop cing khang sinh

Nghién ciru tuong tac thude trén lam sang chinh thirc chwa dwoc thuc hién. Nghién ciru tuong thich
in vitro da chimg minh DIANEAL khéng c6 anh hudng d6i véi ndng do trc ché tdi thiéu (MIC) cia
cac khang sinh sau day: vancomycin, cephazolin, ampicillin/flucoxacillin, ceftazidim, gentamicin,
va amphotericin. Tuy nhién, aminoglycosid khéng dugc tron 13n véi penicillin do khdng twong thich
héa hoc.

TAC DUNG NGOAI Y:
Thong bdo ngay che bdc sy hodc dwgc sy nhitng tdc dung khéng mong mudn gip phai khi sic dung

thubc.

Cac tac dung c6 hai khi tham phan phic mac bao g0m cac vin dé lién quan dén may moc va dung dich
ciing nhu do nhiém tring thiét bi hodc thao tac khong ding k¥ thudt khi dat Sng thong.

Phin ieng bit lgi dwpc bdo cdo trong qud trinh leu hanh

Cac phan (ng phu sau ddy dd dugc bao cdo sau luu hanh. Nhimng phan img nay duogc liét ké theo phén
loai MedDRA theo hé co quan, sép xép theo mirc dd nghiém trong.

Nhiém tring va ky sinh tring: Viém phiic mac do nédm, do vi khuan; nhiém tring lién quan dén ong

théng.
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Réi logn hé chuyén héa va trao déi chdr: Séc ha duong huyét, tinh trang qua tai dich, ha kali méu, ha
natri mau, mat nudc, mat can bang dich.

Réi loan hé hép, trung thét va long ngwe: Khé tho.

Rbi loan mach mdu: Ha huyét ap, ting huyét ap.

Réi logn hé hép, trung thit va long ngiwc: Co that phé quan, tho kho khe.

Roi loan hé tiéu héa: Viém phiic mac nang xo héa, viém phic mac, dich mang bung bi duc, nén, tiéu
chay, bubn nén, tic ruét, cd truéng, thoat vi ben, khoé chiu ving bung.

Réi logn hé da va mé duwdi da: Hoji chiing Stevens-Johnson, cham, ndi ban (bao gdm ca vét san, ban do),
ngua.

Rdi logn toan than va tai v tri tiém truyén: Phi toan than, khé chiu, sét, én lanh, phan img lién quan dén
truyén dich (bao gdbm dau tai vi tri tiém truyén).

Réi loan co xwong khép, mé lién két: Pau khop, dau co, dau co xuong.

QUA LIEU

Nguy co qua liéu khi diéu tri c6 thé din t&i tang hodc giam luu lugng mau, mét can bing dién giai hoic
ha dudng mau.

Diéu tri qua lieu:

e Tang luu lugng mau c6 thé kiém sodt bang viéc sir dung cac dich loc mang bung wu truong va
kiém soat dich co thé.

e  Giam luu lugng mau c6 thé kiém soat bing cac bién phap thay thé dich nhu chuyén sang dudng
udng hodc duong tinh mach, tiy thude mirc do mét nudc.

« Réi loan dién giai c6 thé kiém soét tuong img véi loai dién giai bi anh huong, thong qua kiém tra
céc chi sé mau. Truong hop réi loan dién giai thuong gap nhat, ha kali mau, c6 thé diéu tri bing
b6 sung kali duong udng hodc thém vao dich loc mang bung dudi chi dinh cia bac sy chuyén
khoa.

e Ting dudng huyét trén bénh nhan tiéu dudng co thé kiém soat bang viéc diéu chinh liéu insulin
hoic cac thudc ha dudng huyét khéc.

LIEU LUQNG VA CACH DUNG:
Dung dich duoc ding dé thim phan bang cach truyén vao khoang mang bung.

Viéc chon thé tich truyén, thoi gian ngdm dich, tin sé diéu tri thich hop dua vao diéu kién, thanh phan
trong mau, can bing dich trong co thé, tudi tac va trong lugng co thé clia mdi ca nhan ngudi bénh. Téc
do truyén/ xa dich thuong thap hon hoic bang 300ml/ phit.

Voi kv thudt loc mang bung lién tuc ngoai tri (CAPD): Tiui DIANEAL Twinbag.

Thong thuong, truyén tir 1,5 dén 2L dung dich thdm phén vao khoang bung ngudi 16n va luu lai trong 4
dén 8 gio. Sau khi dat duoc hiéu qua, xa dung dich ra. Qué trinh nay duoc coi la 1 chu ky.

Trong trudmng hop lugng dich thira ciia co thé la 1kg/ ngay hoac it hon, phai thyc hién lién tuc 3 dén 4 chu
ky trao ddi mot ngay voi dung dich DIANEAL Low Calcium Peritoneal Dialysis 1,5% Dextrose. Trong
trudmg hop lugng dich thira cia co thé la 1kg/ ngay hodc nhiéu hon, phai diing tir 3 dén 4 chu ky trao déi
voi dung dich DIANEAL Low Calcium Peritoneal Dialysis 2,5% Dextrose hoac tir 1 dén 2 chu ky trao
dbi véi dung dich DIANEAL Low Calcium Peritoneal Dialysis 4,25% Dextrose két hop véi dung dich

C~
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DIANEAL Low Calcium Peritoneal Dialysis 1,5% Dextrose va thyc hién lién tuc 3 dén 5 chu ky trao dbi
lién tuc mot ngay.

Déi vai ky thudt loc mang bung tir dong vai may (APD): Tai DIANEAL AMBU-FLEX.

Viéc lya chon ché d diéu tri loc mang bung (thim phan phuc mac gian doan IPD) hodc lién tuc tu dong
(CAPD), hay tuan hoan lién tuc (CCPD), ciing nhur tin suat diéu tri, cong thirc, thé tich dich trao déi, thoi
gian ngam dijch, thoi gian thim phan déu phai duoc chi dinh boi chuyén vién y té da dugc dao tao vé ky
thuat loc mang bung, chiu trach nhiém va giam sat viéc diéu tri cho ting nguoi bénh. Cén nang cua bénh
nhan dugc sir dung lam chi thi mic dich xa ciing nhu nhu cau.

Tién hanh thao tac véi may loc mang bung lién tuc theo t& huéng din sir dung di kém may.
Khuyén céo viéc diéu tri va giam sat diéu tri boi chuyén vién y té da duoc tap hudn vé k§ thuat loc mang
bung. Tham khao cac tai liéu huéng dan dao tao vé ky thuat nay (dwoc cung cép boi Tap doan Baxter

Healthcare) ciing nhu Quy trinh K¥ thuét ctia co quan y té nudc s tai.

HUONG DAN SU DUNG TUI DICH LQC MANG BUNG: Ding ky thuat vo tring.
Trudng hop chuan bi thi dich cho toan bg hé théng kin, tham khao Hudéng dan sir dung cua cac thiét bi di

kém.

Néu can lam 4m dung dich loc mang bung DIANEAL, tién hanh khi con nguyén tii bao ngoai (overpound) N

va bing phuong phap nhiét kho. Lam 4m dung dich téi nhiét do co thé (37°C/98,6°F). Tui dich dugc lam ;

4m phai cho cam giac thoai mai khi tiép xic. Lam 4m & nhiét dd vuot qua 45°C c6 thé anh hudng dén

dung dich, do d6 khong dugc 1am néng qua mirc. Néu phuong phap 1am 4m c6 thé vuot qua nhiét d6 45°C,

kiém tra thudng xuyén tii dich va nhic tai dich ra khoi ngudn nhiét néu cham vao tui dich thiy néng. .
i

Dé mé tii

X¢é tii bén ngoai theo dudng rach sin va liy tai dung dung dich ra. Kiém tra ro ri bing cach bop chit tai
dich. C6 thé quan sat thdy mét vai diém duc trén tii nhua ngoai do hit 4m trong qua trinh tiét triing, day
la diéu binh thudng va khong anh hudng dén chét lugng dung dich thube va 6 an toan.

Truong hop muén ding cac thude bd trg khéc, xem cac budc thao tac dudi day:

Thém thudc N
Thube, cac chét bo sung co thé tuong ky. 1P HO
Khéng ding thude néu nit cao su trong tui mét di hodic khéng con nguyén ven. 1N /

Thao tac: -0
Chuén bi vi tri dua thubc vao A

Diing bom tiém dai 1 inch va kim tiém c& 19 — 25, choc 13 dwra thudc vao va ¢b dinh lai, bom thudc.
Chuén bj truyén dich (Phwong phap loc mang bung lién tuc ngoai tri)

1. Xé thi boc ngoai tir khe rach sin va ldy tai dich ra ngoai. Kiém tra ro ri bang cach dé manh tai
dich trong 1 phut.
Giét bo khoen kéo day dau dng dan dich.

3. Két ndi tii Twinbag vai bd chuyén tiép (transfer set) theo huéng dan cua chuyén vién y té.
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4. Kep dudng ddy din tii chira dich, mé khoa céng dan dich ra bing cach bé gay van (mau xanh)
ngay cong ra cua tai dich.

5. Treo tai dich Ién bang 1 treo & phia trén cua tui.
Cham va xa dich loc mang bung trong tti d6i theo nhur cach tién hanh mé ta duéi day.

Cach sir dung

1. Xa dich ngam trong khoang mang bung bing cach mé khoa xoay trén bd chuyén tiép.

2. Sau khi xa, dong khoéa xoay va théo kep ra khoi day dan dich dé rira duong day véi khoang 100ml
dung dich lpc mang bung mai (trong 10 gidy). Quan sat thdy dich chay vao thi xa.

3. Kep duong dng diy xa va mo khoa xoay b chuyén tiép dé cham dich loc mang bung méi.

4. Sau khi cham xong, dong khoa xoay lai va théo thi d6i ra khoi bd chuyén tiép.

5. Déng nip minicap mdi vao bd chuyén tiép dé hoan tit quy trinh.

Phwong phip loec mang bung di djng véi may
Tham khao Hieomg dan st dung di kém cua may tham phan phiic mac tw dgng HOMECHOICE

BAO QUAN: Bio quan dudi 30°C/ 86°F.
HAN DUNG: 24 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUQNG: Nha san xuit

Nha sin xuét:
BAXTER HEALTHCARE SA, Singapore Branch.
2 WOODLANDS INDUSTRIAL PARK D STREET 2 SINGAPORE 737778

Ngay xem xét sira doi, cip nhit lai ndi dung hwéng din sir dung thube:
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