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C&n phai tudn theo nhing chi dan

sau day:

I Ngay tredre khi sty dung hay
thac bo mang bec ngeai ra
khoi tai va pha irén cac dung
dich trang hai khoang khac
nhau. Gilr khoang nho bang ca
hai tay va bép cho dén khi tao
ra mot chd mé & miéng niém
dang 16t ra dugre gidva hal
khoang.

il DAy ca hai tay i&n khoang lén
cha dén khi midgng niém dang
16t ra dwoc gitva hai khoang
mé hoan toan.

i Bao dam pha trdn hodn toan
dung dich bang céch lEc nhe
tai. Dung dich 10c nay da san
sang d& s dung va cb thé frso
1&n thit bi.

IV Day dan thay thé hosc tham
tach ¢6 thé duge ndi véi mat
trong hai céng tiép xuc.

.a Néu str dung tigp xdc dang
cAm hay thao ndp bang dong
tac van va kéo va ndi khéa
dang c&m “duc” trén day dan
thay thé hodc tham tach voi
dadu nhan dang cdm “cai” irén
ttii bang déng the day va van.
Bao dam két ndi vao vi tri hoan
todn va siét chit. DAu néi e
nay da m&. Bac dam rdng
dung dich chay tr do. Khi déy
dén thay thé va thAm tach
durors thao ra khdi dau ndi dang
cém dAu ndi s& déng lai va
deng chdy cla dung dich sé
ngieng lai. Céng dang cam la
cbng khong cb kim vao ob thé
thay déi duoc.

W.b Néu diing cbng dang tiém
tneére hét hay thao bo ndp
dang bat ra, Sau g6 dwa dau
cam vao xuyén qua vach ngan
cao su. Bdo dam ring dung
dich chay iy do. Dung dich nén
dwoe st dung ngay lap tic sau
khi mé& mang boc ngoai. Néy
khéng st dung ngay, dung dich
sau hoan nguyén nén duoc si
dung trong vong 24 gid, bao
gbm ca thoi gian didu tr, sau
khi thém dung dich dién giai
vao dung dich dém.

N3

Dung dich hoan nguyén chl dé
diing mét 1an. Khéng dwoc ding
néu Wi chtra bi hw hang hodc néu
dung dich khang trong sudt. Vit
b moi phén khéng ding dén ngay
sau khi str dung.

B4t ky nhirng san pham nao khong
s{r dung hodc chél thai nén duoc
tigu hiy theo yéu cdu cha dia
phuong.

TIEU CHUAN CHAT LIPONG:
TCCS

MHA SAN XUAT
Bieffe Medital S.p.A.
Via Stelvio, 94
23035 Sondalo (SO)
Y
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Pack insert for Physicians

Fx PRISMASOL BO

This drug is taken with prescription
oy

Keep out of reach of children
Read the instructions carefully
before use.

QUALITATIVE AND
QUANTITATIVE COMPOSITION
PRISMASOL 80 consists of a

wo compartments polyelefin bag
containing the electrolyte solution in
the small compartment (compait-
ment A) and the buffer soiution in
the large compartment (compart-
ment B).

BEFORE RECONSTITUTION

1 000 ml of electrolyte solution
(small compartment A) contains:
gctive substances:

Caicium chloride, 2H,0 5,145¢g
Magnesium chloride, 6H,0 2,033 g
Lactic acid 5449
Excipient: Water for injection

1 000 ml of buffer sclution (large
compartment B) contains:

active substances:

Sodium hydrogen

carbonate 3,08 ¢
Sodium chloride 6,45 g
Excipients: Water for injection,
Carben dioxide

AFTER RECONSTITUTION
The small and the large compart-
ments are mixed to give one
reconstituted soluticn whose ionic
composition is:

in mmolft in mEg#

Calcium, Ca?* 1,75 3,50
Magnesium, Mg 05 1,0
Sodium, Na* 140 140
Chloiide, CI- 1095 1095
Lactate, C,H,O~ 3 3
Hydrogen 23 39

carbonate, HCO,”

PHARMACEUTICAL FORM
Solution for haemadialysis/hasmo-
filtration.

Clear and celeurless recanstituted
solution.

Theoretical Osmolarity:

287 mOsmil

THERAPEUTIC INDICATIONS
PRISMASOL BO is used as
substitution solution in continucus
haemofiliration and haemodiafil-
tration and as dialysis sciution in
continuous hasmodialysis for acule
renal failure in adult and children of
ail ages.

POSOLOGY AND METHOD OF
ADMINISTRATION

Posology

The rate at which PRISMASOL B0
is administered depends on the
blood concentration of electrolytes,
acid-base balance, fluid balance
and overall clinical condition of the
patient. The volume of replacs-
ment selution and/or dialysate to
be administered will alsoc depend
on the desired intensity (dose) of
the freatment. The solution should
be prescribed and administration
{dose, infusion rate, and cumula-
tive volume) should be established
only by a physician experienced in
critical care medicine and CRRT
{Continuous Renal Replacement
Therapy).

Commenly used flow rates for the
substitution sclution in haemolilira-
tion and haemodiafiltration are:

s Adult: 500 - 3000 mL/hour
Commonly used flow rates for

the dialysis sclution (dialysate) in
continuous haemodialysis are:

e Adult: 500 - 2500 mL/hour
Commonly used flow rates in
adulis are appreximately 2000 to
2500 mi/h which correspond to a
daily fluid volume of approximately
481060 L.
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Special popuiation:

Elderly popuilation:

Evidence from clinical sludies and
experience suggests that use in the
elderly population is not associ-
ated with differences in safety or
effectiveness.

Paediatric population:

The range of flow rates for the

substifution solution in haemofilira-

tior and haemaodiafiitration and for

the diatysis solution (dialysate) in

continuous hasmodialysis are:

e Children (from neonates o
adolescents to 18 years): 1000
to 2000 mL/AWA.73 m?

Flow rates up 10 4,000 mL/h/1.73
m? may be needed, especially in
younger children (<10 kg). The
absolute flow rate {in mL/h) in the
raediatric population should gener-
ally not exceed the maximum adult
flow rate.

Method of administration:
Intravenous use and for haemodi-
alysis.

PRISMASOL BO, when used as

a substitution solution is adminis-
tered into the extracorpereal circuit
before {pre-dilution) or after the
haemofilier or haemodiafilter (post-
dilution).

For instructions on reconstitution
of the medicinal product before ad-
ministration, see section “SPECIAL
PRECAUTIONS FOR DISPOSAL
AND OTHER HAMDLING".

CONTRAINDICATIONS
Hypersensitivity to the active sub-
stances or to any of the excipients
listed in section "QUALITATIVE
AND QUANTITATIVE COMPOSI-
TION™.




SPECIAL WARMINGS AND
PRECAUTIONS FOR USE

Warnings:

The substitution solution PRISM-
ASOL BO is potassium-free. The
serum poiassium consentration
rmust be monitored before and dur-
ing hemefittration andfor hemodi-
alysis.

The elactrolyte solution must

be mixed with the buffer solution
before use to abtain the final
sclution suitable for hasmofilira-
tion/haemodiafiltration/continuous
haemaodialysis.

Use only with appropriate extracor-
poreal renal replacement equip-
ment.

Because the solution contains no
glucose, administration of PRISM-
ASOL BC may lead to hypogiyce-
mia. Blood glucose levels shouid
be monftored regularly.
PRISMASOL B0 contains hydrogen
carbonate {bicarbonaie), and
lactate (a hydrogen carbonate
precursor) which can influence

the patient's acid-base balance.

If metabolic alkalosis develops or
worsens during therapy with the
solution, the administration rate
may need to be decreased, or the
administration stopped.

The use of contaminated haemofil-
tration solution may cause sepsis,
shock and fatal conditions.

Precautions for use:

PRISMASOL BO may be warmead to
37 °C to enhance patient comfort.
Warming of the solution pricr to use
should ba done before reconstitu-
tion with dry heat only. Sclutions
should not be heated in water or

in a microwave oven. The solution
should be inspected visually for
particulate matter and discoloration
prior to administration, whenever
solution and container permit. Do
not administer unless the solution is
clear and the seal is intact. Before
and during freatment, electroiyte
and acid-base balance shouid be
closely monitored throughout the
procedure.

Phosphate up to 1.2 mmol/l. may
be added to the solution. If potas-
sium phosphate is added, the total
polassium concentration should

not exceed 4 mEg/L (4 mmaol/L).
Potassium supplement might be
necessary.

The patient's hemodynamic status
and fluid balance should be moni-
tored throughout the procedure and
corrected as needed.

Paediatric population:

There are no specific warnings
and precautions when using this
medicine for children.

FERTILITY, PREGNANCY AND
LACTATION

Pregnancy and breasifeeding:
Mo effects during pregnancy or on
the breast-fed newborn/infant are
anticipated. There is no report on
PRISMASOL BOC during pregnancy
ar {actation but literature on renal
replacement therapy during acute
kidney injury does not suggest risks
associated with solutions. The pre-
gcriber shouid consider the benefit/
risk relationship before administer-
ing PRISMASOL BO to pregnant or
breast feeding women.

Fertility:

There are no clinical data on fertil-
ity. However, no effects on fertility
are anlicipated.

EFFECTS ON ARILITY TO
DRIVE AND USE MAGHINES
Not relevani

INTERACTION WITH OTHER

MEDICINAL PRODULCTS

AND OTHER FORMS OF

INTERACTION

The blood concentration of

filtterable/dialysable drugs may

be reduced during treatment.

Corresponding correclive therapy

should be instituted if necassary to

establish the desired bleod concen-
trations for drugs removed during
freatment.

interactions with other medications

due to electrolyte and/or acid-base

imbalances can be avoided by
correct dosage of the solution for
haemodiatysis/haemofiltration and
precise monitoring.

However, the following interactions

are concelvable:

= The risk of digitalis-induced
cardiac arrhythmia is increased
during hypokalaemia;

s Vitamin D and vitamin D ana-
logues, as well as medicinal
products containing calcium
{e.g. calcium chloride or calcium
gluconate used for maintenance
of calcium homeostasis, in
CRRT patients receiving citrate
anticoagulation and calcium
carbonate as phosphate binder)
can increase the risk of hyper-
calcaemia;

Prismasol B0 07-19-00-2878

®  Additional sodium hydrogen car-
benate (or other buffer source)
contained in the CRRT fluids
or in other fluids administered
during therapy may increase the
risk of metabolic alkalosis,

¢ When citrate is used as an
anticoagulant, it confributes to
the overall buffer load and can
reduce plasma calcium levels,

INCOMPATIBILITIES

In the absence of compatibility
studies, this medicinal product must
not be mixed with other medicinal
products.

It is the responsibility of the physi-
cian to judge the incompatibility

of an additive medication with the
PRISMASOL BC solution by check-
ing for eventual colour change and/
or eventual precipitation, insciuble
complexes or crystals. The Instruc-
tions for Use of the medication to
be added must be consulted.
Before adding a drug, verify itis
socluble and stable in water at the
pH of PRISMASOL B0 (pH of re-
conslituted solution is 7.0 to 8.5).
The compatible medication must be
added to the reconstituted solution
and the solution must be adminis-
terad immediately.

UMDESIRABLE EFFECTS

The following undesirable effects
are reported from post-marketing
experience.

The table presented below is ac-
cording io the MedDRA system
argan classification {SOC and Pre-
ferred Term Level). Frequencies:
Mot known (cannot be estimated
from the availabie data).

Systern

Organ Class Preferred Term Frequency

Electrolyte imbalances,
&.40.- hypophosphatasmia, | Mot known
Metabolism | hypokataemia

and nutrition -
" Acid-Basa balance .

disarders disoeriers Not known
Flutd imbalance Nc! known

Vasculsr .

disorders Hypatension Mol known

Gastrointesti- [Nausea Mot known

nat disorders |\iomiting Mot known

Musculaskel-

etal and con-

netive tissue Ruscle spasms Mot known

disarders

Special attentich must be taken for
patients with hypckalaemia as this
solution is potassium-free (see sec-
tion SPECIAL WARNINGS AND
PRECAUTIONS FOR USE).

Thee hé co Tac dung khéng mong tin sudt
quan mudn
At £an bang disn gidi. = .

i vE du nhw ha phét phat !(hc;rjghxac
Ral loan \ n
cyEn .

. . an Khong xac
hui} védinh axit — bazcy dinh
dudng -

RAA1 A bing dich Khdag e
RéL loan bi R Knong xac
mach mau Ha huyst ap e dinh

i Budn nén Khding xae
Réilognde |~ | dwh |
dayrudt | | Knong xat

Y NGn Khong xac

dinh
Rbiloan hé ) —
fcor xuong va |Co thit cor md”gn"ac
ma lien ket n

Can luu y d3c bigt 6 véi banh
nhén ha kali mau vi dung dich nay
khéng chiea kali (xem phan SANH
BAD VA THAN TRONG KHI
DUNG).

840 a0 céc phan (ng bat loi noh
ngl

Bac céo cac phan (ing bat lgi nghi
ngd sau khi lwu hanh san pham
thudc 1a quan trong. Né cho phép
1iép tuc theo ddi nhivng loi ich / 1
rG ¢tz san phdm thude. Cac can bd
¥ 18 nén béo c4o cac phan (ng bat
Iri nghi ngér qua hé théng bao céo
qudc gia.

QUA LIZU VA CACH Xir TRE
Quiz lidu d6i véi dung dich thay thé
PRISMASOL BO s& khong xay ra
néu thi thuat duege thipe hién ding
cach va can béng dich, can bang
didn gidi va axit - kidm cda bénh
nhén dwge theo ddi chat che.

Tuy rhign qua lidu co thé dén

dén nhivng hau qua nghigm trong
chéng han nhu suy Bm sung huyét,
réi loan gién giai hodc axitbazo.
Ny xuAt hién tinh trang dw thira
ho#c thiéu hut dich, cén didu chinh
ngay s mét can béng dich nay.
NAu xay ra s mat can bang dién
gidi va cac bt thudng thing bang
axit-bazo (vi dy kiém chuyén hoa,
ha phosphate mau, ha kali mau...),
ngung s dung ngay. Khéng co
thude glai dde dac hidu cho tinh
trang qud lidu. Nguy co cd thé
Gwoc giam thidu béng cach theo
déi chit ché va b sung céac chéit
Gay di trong qua trinh didu
{xem myc CANH BAG VA THAN
TRONG KHI DUNG THUOC).

THONG TIN VE DUQC LY, LAM
SANG
Tinh chét dwoc lwc hgc:

Nhom duwge ty: Loc mau Ma ATC:
BO5ZB.

Tac dong dwog e hoo
PRISMASOL B0 khéng cd hoat
tinh dwoc ly. Cac ion natri calcium
magié va chiorice hién dign & néng
4 twong e nhir mike sinh |y frong
huyét twong.

Co ché ta¢ dung

Dung dich dwoc ding dé thay thé
nwée va chéit dién gidi bi loai bd
trong khi Joc méau hodc ¢é& dong
vai tro la moi treong trao g8 48 s
dung trong khi siéu loc mau hoéc
tham tach mau fién tuc.

Hydrogen carbonate dwec ding
tam chét dém kiém hoa,

Tinh chat gwoe dong hoc:

Khang lign quan. Cac hoat chél bt
hoat dwgc iy va hign dign & néng
d6 twrong ty nhw mivc sinh ly trong
huyét twong.

Théng tin an todn tién [Am sang:
Knhong lién quan. Cac hoat chét
khéng cb hoat tinh duwge Iy va hién
dién & ndng do twong tw nhu mis
sinh ly frong huyét twong.

QUY CACH BONG 61

Tdi chiza 1am béng polyolefin ta
mét chiée tai hai khoang. T 5000
ml gbm o mit khoang nhd (250
ml} va mét khoang 1&n {4750 mi).
Hai khoang dwoc ngén cach bing
méat kep niém oo thé bé duec hode
miéng niém dang 16t ra dugc.
Khoang l&n B dugc iap mot dau ndi
dang tiém (ho%c dau ndi dang 1p)
{4 béng polycarbonate (PC) duoc
dong kin véi mdt chlec dia cao su
duec che bang nép nhy mot dau
ndi dang cdm (PC) vei van {am
béng cao su silicone dé ndi Wi voi
day dan dung dich thay thé hodc
day dan tham tach phi hop.

Tdi duoe boc ngodi bang mang boo
trong sudt ldm bang nhiéu iép phim
polymaetr.

Mt chiée tdi hai khoang chira 5000
ml.

Quy cach déng gai: Thiing 2 tdi,
mai tdi 5000mi gém 2 khoang
(khoang A 250 ml v& khoang B
4750 ml)

DIEU KEN BAG QUAN

Béo quan dwéi 30°C. Khing duge
wép lanh hodc cap ddng.

D& bidt cac didu kién bdo quan sau
khi hoan nguyén ché phim thude,
xin xem muc HAN SUF DUNG.
HAN DUNG

18 thang ké tlr khi ddng goi dé ban.
£6 dn dinh vat iy va hoa hoc khi sk
dung cla dung dich hoan nguyén

Prismasoi B0 07-19-00-2078

da duwoe chieng minh trong 24 gior
dbng hd & nhigt do dwsi 30°C.

Tir quan didm vi sinh hoc khi d&
khui {t{rc #& ndi véi dng dan) va
khi ¢é st hign dién cta hydrogen
carbonate thi dung dich hoan
nguyén can phai duroe ste dung
ngay lap trc. Thoi gian bao quan
trong khi s dung khac va cac digu
kién trwdc khi st dung thude ve
trach nhiém cla nguwdi ding va
thurdrng khong qué 24 gid déng hd
bao gdm thoi gian didu tri.

THAN TRONG BAC BIET KHI
THAI BO VA THAC TAC KHAC
Dung dich dién gidi {khoang nhd
A duge thém vao dung dich §&m
(khoang lon B) ngay sau khi md
mieng dan niém phong trudc khi
st dung dé& cb dugce dung dich
hean nguyén.

Mdt i thong tin danh cho bénh
nhan vét hwéng dan chi tiét & siv
dung dugc kem theo trong hop.
Can phai sr dung ky thuat va tring
trong qua trinh thao tac va tiém
truyén cho bénh nhan.

Chi s dung néu vo hao boc ngodi
khong bf e hong, thtca Cac con
déu 14 con nguyén ven, miéng dan
niégm phong con nguyén ven va
dung dich trong suét. Bép manh
tai d& kiém tra bét ky sy ro f nao.
Khi phat hién s ro i, loai bo dung
dich ngay ap trc béi vi sw vo rling
khong con ¢6 thé duoc dam bao.
Khoang i&n dwee gén mét edng
tiém truyén d& cd thé bd sung cac
thude can thiét khac sau khi hoan
nguyén dich.

Trudre khi bé sung cac chét hosdc
thudc, c&n xac nhan rang cac

chét hodc thudc nay co thé haa
tan va dn dinh trong dung dich
hoan nguyén, va trong khoang pH
phi hop (pH clia dung dich hoan
nguyén I3 7.0 dén B.5).

Cac chat phu gia co thé khéng
firong thich. Phai nghign ciu
Huwéng dan sk dung cia thude cén
dwegc bd sung va cac tal lidu fién
quan khéc. Sau khi bd sung thudc
hodic chét nay, neu phét hién ¢é sy
thay ddi v& mau séc valhodc s
%udt hién cGa chét két t0a, phiro
hop khéng hoa tan hodc dang tinh
thé thi khéng sir dung.

C4n pha trén dung dich mat cach
k§ luwéng khi bd sung cac chét phy
gia.

Viéc thém vao va pha trén cac chét
phu gia cén dugc thuc hién trudc
khi k&t ndi i dich vao vong tadn
hoan ngoai co thé.




CANH BAC VA THAN TRONG
KHI DUNG THUSC

Canh bao:

Dung dich thay thé PRISMASOL
BO khang chira kali. Néng do kati
mau phai duge theo dbi truede va
trong sudt qua trinh loc mau va/
hodc tham tach mau.

Dung dich dién giai phai duoc pha
v&i dung dich dém treedre khi ding
d& b duos dung dich cudi cing
phil hgp d& loc maufsieu loc mau/
thdm tach mau lién tuc.

Chi sl dung v&i thiét bj thay thé
than ngoai co thd phi hop.

Vi dung dich thay thé nay khong co
chira glucose nén truyén dich b
thé dan dén tinh trang ha dwéng
huyét. Vi thé duong huyét nén
dugc theo d&i déu dén.
PRISMASOL BO c6 chiva hydrogen
carbonate (bicarbonate) va lactate
{tién chét clia hydrogen carbonate)
©¢ thé anh huéng dén can bing
axit-bazo clia bénh nhan. Néu kidm
chuyén hoa tidn tridn hoac trdm
trong hon trong qua trinh didu tri
vOi dung dich ndy ¢ thé can phai
giam lidu hodc ngieng fruyén.

Vigc s dung dung dich foc mau

bi tap rhiém e} thé géy ra nhiém
khuén huyét, sdc va nguy hiém tinh
mang.

Than trong:

PRISMASOL B0 ¢4 thé duoc 1am
4m dén 37°C g8 tao su dé chiu
cho bénah nhan. Viéc lam &m dung
dich triede khi 3& dung nén dugc
tién hanh treedre khi hoan nguyén va
chi dugre dling phuong phép 1& dm
khé. Dung dich khdng nén duec
l&m &m trong nurdre hay béng 10 vi
seng. Dung dich nén dugc kidm tra
bang mét dé phat hién cac phan tir
trong dung dich va si thay ddi mau
séc truedre khi sl dyng bat i khi
nao ¢o thé. Khang sir dung triy khi
dung dich trong sudt va midng niém
phong con nguyén ven.

Truedre va frong khi digu tr, can
bang dign gidi va axit-bazo cén
dugc theo dii chat ché trong sudt
qua trinh,

Phosphate 1&n dén 1.2 mmoi/L

ot thé durge thém vao dung dich.
Né&u bd sung kali phosphate téng
nong dé kali khéng dugc viegt gua
4 mEg/L {4 mmoliL}, B sung kali
c6 thé cln thiét.

Tinh trang huyét dong cda bénh
nhan va sir can bang dich nén
durgc theo dai trong sudt qua frinh
didu tri va didu chinh khi can thiét,

Mhom tré e

Khong cd canh b4o va thén trong
riéng biét nao khi ding thubc nay
cho tré em.

KHA NANG SINH SAN, ST
DUNG THUGG CHC PHY NP CO
THAI VA CHO CON BU

St dung thudc cho phu niv cé
thai va cho con bl

Chwa thay oo anh huéng nao
trong thot ky co thai hodc ddi v
tré s sinh/iré nhé b sla me.
Khéng c6 bas céo nao vé sty dung
PRISMASOL BO trong khi cé thai
Ro#c cho con bl nhung y van vé
liéu phap thay thé than trong khi
t&n thwong than cép khong goi

¥ nguy co ndo oé lidn quan dén
dung dich nay. Bac sTké toa phai
can nhdc mbi quan hé gitra loi
ich/nguy co trerdre khi cho diing
PRISMASOL BO & phy nir c6 thai
ho#&c dang cho con ba.

Kha néng sinh san:

Khéng cd dir iéu 1am sang nao
vé& kha n&ng sinh san. Tuy nhién
khéng cd anh hwdng naoc vé kha
nang sinh san dugc doan trudc.

ANH HUONG GUA THUOC LEN

KHA NANG LAI XE, VAN HANH

May MOC

Khéng anh huwdng.

TWONG TAC THUOC

Néng 48 cac thube c6 thé bj loc/

c6 thé bi tham tach frong méu cé

thé giam trong khi didu ti. Can

phai thire hign fidu phap khac phuc

trong (ng ndu can thiét dé dat

dwere ndng dd mong muédn cac

thude da bi loai bd trong qué trinh

didu tri.

Cé thé tranh dugc twong téc voi

cac thude khac do mat can bang

dién gidi vathodc acid-kidm bang

lidu diing chinh xac dung dich

thdm tach maufioc mau va theo déi

nghiém ngét.

Tuy nhién, nhirng twong tac sau cd

thé xay ra:

= Nguy cor loan nhip tim do
digitalis téng cao hon khi ha kali
huyét;
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= Vitamin D va céc chat tueong
ty vitamin D cling nhw céc ché
pham thudc cé chiva can-xi (vi
du nhw calcium chloride hay
calcium gluconate duod diing
gé duy tri ndng do can-xi noj
md d6i vét bénh nhan didu i
bang CRRT ¢o ding khang
dang bang citrate va caloium
carbonate nhw (4 chat gdn két
phosphate) c6 thé lam tang
nguy co tang calci huyét;

+  Viéc thém hydrogen carbonate
{(hay nhirmg chét dém khac) oo
trang dung dich CRRT hoéc
nhitng dung dich khéc dugc chi
dinh trong sudt qua trinh didu tr
c6 thé [am téng nguy co nhigm
kidm chuyén hoa.

= Khi citrate dugc ding nhuw chat
chong d8ng s& gép phan lam
téng téng tai dém va co thé
lam gidm ndng do can-xi huyét
thanh.

TUONG KY

Khi khong o cac nghién clru vé
tinh trong thich, khdng dugc pha
ché phém thube nay voi cac thudc
khac.

Bac s7 ¢b trch nhiém danh gia tinh
khéng twong thich cta thubc bd
sung vao dung dich PRISMASOL
BO bang cach kidm tra xem co sy
thay dbi mau vafhodc sy két tha,
tao tinh thé hoc chét phirc hop
kheng hoa tan. Can phai tham khao
1o Hwdng dan siv dung cla thube
bé sung thém vaoe dung dich.
Treedre khi bd sung thém thude

vao dung dick, hay kiém tra xem
thubc nay ¢ & dang hoa tan va

én dinh trong nwoc & 66 pH cla
PRISMASOL BO khéng (d6 ph cia
dung dich hoan nguyén |4 7.0 dén
8.5).

Chi thém thudc twong thich vao
dung dich da hoan nguyén va dung
dich phai dwoc cho ding ngay ap
ke,

TAC DUNG KHONG MONG
MUON

Cac tac dung phy khéng mong
mudn sau day dugc bac cdo tly
kinh nghiém sau khi {iép thj.
Bang dwoc trinh bay dudi day la
theo phan loai theo hé co quan cla
hé thong MedBRA {(Mirc SOC va
cAc thudt ngl vé& tac dung khong
mong mubn throng duoe st
dung).

Tan sudt: Khéng xac dinh (khong
thé wéc tinh dwgc tr dir ligu c6
sén).

Reporting of suspected adverse
reactions

Reporting suspected adverse
reactions after authorisation of the
medicinat product is important. It
allows eontinued monitoring of the
benefit/risk balance of the medici-
nal product.

Healthcare professlonals are asked
to report any suspected adverse
reactions via the national reporiing
systam.

OVERDOSE

Qverdose with PRISMASOL B0
substitution fluid should not ocour
if the procedure is carried out cor-
rectly and the fluid balance, electro-
lyte and acid-base balance of the
patient are carafully moniiored.
However, overdose could tead to
severe consequences, such as
congestive heart failure, electrolyte
or acid-base disturbances.

If hypervolasmia or hypovolaemia
cceur, this should be correcied
immeadiately.

If slectrolyte imbalance and acid-
base balance abnormalities {e.9.,
metabolic alkalosis, hypephospha-
taemia, hypokalaemia, etc.) ocour,
stop administration promptly. There
is no specific antidote for over-
dose. The risk can be minimized
by close monitoring and adeguate
supptemantation during freatment
(sea section SPECIAL WARNINGS
AMD PRECAUTIONS FOR USE).

PHARMACOLOGICAL
PROPERTIES

Pharmacodynamic properties:
Pharmacotherapeutic group: He-
mofilirates, ATC code: BO5ZB.
Phammacodynamic effects
PRISMASOL BO is pharmacologi-
cally inactive. The sodium, calcium,
magnesium and chloride ions are
present at concentrations simitar to
physiological levels in plasma.
Mechanism of action

The solution is used to repiace
water and electrolytes remaoved
during haemofiltration or to serve
as a suitable exchange medium
for use during haemodiafiliration
or cohtinuous haemodialysis,
Hydrogen carbonate is used as an
alkalising buffer.

Pharmacokinetic properties:

Not relevani. The active ingredients
are pharmacologically inactive and
are present at concenirations simi-
lar to physiological plasma levels.

Preclinical safety data:

Mot relevant. The active ingredients
are pharmacologicaily inactive and
are present at concentrations simi-
iar to physiological plasma levels.

MATURE AND CONTENTS OF
CONTAINER

The container made in polyolefin is
a two-compartment bag. The 5000
m bag is comprised of a smalt
compartment (250 ml}) and a targe
compartment (4750 ml). The two
compartments are separated by a
peel seal.

The large compartment B is fitted
with an injection connecter (or
spike connector) made of polycar-
bonate (PC), which is closed with
a rubber disc covered by a cap as
well as a iuer connector (PC) with
a valve made of silicone rubber for
the connection of the bag with a
suitable replacement solution line
or dialysis line.

The bag is over wrapped with a
transparent cverwrap made of
mukiilayer polymer film.

Package size: box of 2 bags. Each
bag contains 5000mi divided in

2 compartments {comparimeni A
250mi and compartment B 4750ml)

SPECIAL PRECAUTIONS FOR
STORAGE

Store below +30°C. Do not refriger-
ate or freeze.

Faor storage conditions after recon-
stitution of the medicinal product,
see seclion SHELF LIFE.

SHELF LIFE

18 months as packaged for sale.
Chemical and physical in-use
stability of the reconstitited solu-
tian has been demonstrated for

24 hours below 30°C. From a
micrabiclogical point of view, cnce
opened {i.e. connectad o the line),
and as Hydrogen carbonate is
present, the reconstituted solution
should be used immediately. Other
in-use storage imes and conditions
prior to use are the responsibility of
the user and wouid not normally be
longer than 24 hours, including the
duration of the {reatment.

SPECIAL PRECAUTIONS

FOR DISPOSAL AND OTHER
HANDLING

The electrolyte solution {small
compartment A) is added fo the
buifer solution {large compariment
B) after breaking the pesl seal im-
mediaiely before use to obtain the
reconstituted solution.
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A patient information leaflet wilh de-
tailed instruction for use is enclosed
in the box.

Aseptic technigue should be used
throughout the handling and admin-
istration to the patient:

Use only if the overwrap is not
damaged, all seals arg infact,

peel seal is not broken, and the
solution is clear. Press bag firmly

¢ test for any leakage. If leakage

is discovered, discard the solution
immediately since sterility can no
longer he assured.

The large compartment is fitted with
an iniection port for the possible
addition of other necessary drugs
after reconstitution of the solution.
Before adding 2 substance or
medication, verify that it is soluble
and siable in the solulion, and that
the pH range of PRISMASOL BO

is appropriate {pH of reconstituted
selution is 7.0 to 8.5).

Additives may be incompatibie. The
instructions for use of the medica-
tion to be added and other relevant
literature must be consuited.

Adter addition, if there is a color
change and/or the appearance of
pracipitates, insoluble complexes,
or crystals, do not use.

Mix the solution theroughly when
additives have been introducad.
The infroduction and mixing of ad-
dittves must always be performed
prior to connecting the soludion bag
to the extracorporeal circuit.




Instructions for use shouid be fol-
lowed:

I Immediately before use remove

the overwrap from the bag and
mix the solutions in the two dif-
ferent comparimeanis. Hold the
small compartment with both
hands and squeeze it until an
opening is created in the peel
seal between the two compart-
ments.

i1 Push with both hands on the
targe compartment untit the
peel seal between the two
compartments is entirely open.

il Secure complete mixing of the
solutich by shaking the bag
gently. The solution is now
ready for use, and can be hung
on the equipment.

W The dialysis or replacement
line may be connected to either
of the two access ports.

MW.a if the luer access is used, re-
mave the cap with a twist and
pull moticn, and connect the
male luer lock on the dialysis or
replacement line to the female
luer recepior on the bag using
a push and twist motion. En-
sure that the connection is fully
seated and tighten. The con-
neactor is now open. Verify that
the fluid is flowing freely. When
the dialysis or replacement line
is disconnected from the tuer
connecior, the connector will
ciose and the fiow of the solu-
tion will stop. The luer portis a
needle-less and swabbable
port.

M.bIf the injection port is used, first
remove the snap-off cap. Then
introduce the spike through the
rubber septum. Verify that the
fluid is flowing freely.

The scluticn should be used im-
mediately after removal of the over
wrap. If not used immediately, the
reconstituted solution should be
used within 24 hours, including the
duration of the treatment, after ad-
dition of the electrolyte solution to
the: buffer solution.

The reconstituted solution is for sin-
gle use only. Do not use if containar
is damaged or if solution is not
clear. Discard any unused portion
immediately after use.

Any unused medicinal product or
waste material should be disposed
of in accordance with local require-
ments.
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QUALITY STANDARD: in house.

MANUFACTURER
Bieffe Meditat S.p.A.
Via Stelvio, 84
23035 Sondalo (SO)
ITALY

Hwéng dan s& dung cho can bo y t&

Rx PRISMASGL BO

Thudc nay chi ding theo don thude
Dé xa tam tay tré em

Boc ki huong dén st dung rude
Khi dung

THANH PHAN SONG THFC
THUOC

PRISMASOL BC dwgec trinh bay
trong tdi polyolefin cd hai khoang
chira dung dich dién gidi & khoang
nho (khoang A) va dung dich dém
& khoang lén (khoang B).

TRUOC KHI HOAN NGUYEN
1000 mi dung dich dién giai
{khaang nhd A) chiva:

Hoat chat:

Canxi clorid, 28,0 5,145 g
Magie clorid, 6H,0 2,033 g
Acid lLactic 544

T4 duge: nudc cat pha tiém

1000 ml dung dich d&m {khoang

ion B} chra:

Hoat chét:

Matri hydrogen carbonate 3,08 g
Natri chiorid 65459

Ta dwoc: nwde cat pha tigm,
carbon dioxide
SALU KHI HOAN NGUYEN
Khoang lén va khoang nhé dugc
trén véo nhau dé tao thanh dung
dich hoan nguyén ¢ thanh phan
ion &

mmoifl  mEg/

Canxi, C&* 1,75 3,50
Magié, Mg 05 1.0
Matri, Na* 140 140
Chloride, CI 109,5 1085
Lactate, C,H O 3 3
Hydrogen a0 a2

carbonate, HCO,”

DANG BAD CHE

Dich loc mau va thdm thch mau.
Dung dich hoan nguyén trong sudt
vé ikhong mau.

Néng @8 Osmol theo Iy thuyét:
287 mOsm/l

cHi BINH

PRISMASOL BO dugc dung lam
dung dich thay thé trong loc mau
va siéu loc mau lién tuc va dang
lam dung dich thdm tach trong
thém tach mau lién tyc, ding cho
suy than cap & ngudi In va tré em
thudc moi Itka tudi.

LIEU DUNG VA CACH DUNG
Lidu ding

The d6 truydn dung dich
PRISMASOL B0 duoc chi dink phy
thudc vac nbng d6 cla cac chat
dién gidi trong mau can bang axit-
bazo, can bang dich va tinh trang
lam sang chung cla bénh nhan.
Thé tich dung dich thay thé vashoac
dich tham tach dwrere chi dinh s&
phu thudc vao mire db (lidu) diéu tr
mong mudn. Vigc k& toa va chi dinh
thubc (lidu ding, the 46 truyéa va
thé tich tich 1Ty) nén chi duge chi
dinh bé&i bac s7co kinh nghigm vé
cham sbc dac biét va CRRT {Ligu
phap thay thé than lién tuc).

Tée 8 truydn thwdng ding ddi véi
dung dich thay thé trong loc mau va
siéu loc mau la

s Nguwdi ion: 500 - 3000 mligic
Tdc d6 truydn thudng ding dbi voi
dung dich tham tach (dialysate}
trong tham tach mau lién tuc 1a:

o Ngudilon: 500 - 2500 ml/gic
Tée a6 truyén thiedng ding &
nguwdr 1én xép xi 2000 dén

2500 mlfgitr twong (rng véi keong
dich hang ngay khodng 48 dén
60 L.
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Sir dung trén nhém d6i tweng
bénh nhan dic bigl:

Whdm hénh nhan cao tudl:
Béng ching t kinh nghigm va
nghién ctru 12m sang goi y rang
vigc sl dung & nhom ngudi cao
tudi khéng di kém véd nhing khac
higt vé d9 an toan hodc higu qua.

Mhom tréd em:

Téc 36 truydn déi véi dung dich

thay thé trong loc mau va siéu loc

mau: trong tham tach mau lién tuc

R

e Tré em (tré so sinh dén thidu
nién va dén 18 tudi) 1000 -
2000 ml/git/1.73 m?

Thc do truydn ca thé 1én dén 4.000

migicn/1.73 m2 khi chn thidt ddc bigt

& tré nhé (< 10 kg). Tc €5 truyén

tuyét dbi {tinh theo miigic) & tré em

nai chung khéng nén vuot qua the

d6 truyén t8i da cia ngudi lon.

Cach dung:

Puéng tinh mach cho tham tach
mau.

PRISMASOL BO khi dwgc ding
lam dung dich thay thé dugc troyén
vao hé théng ngoai co thé trude
{pha lodng trwec qua) hodc sau
qua ioc hodc qué loc thAm tach
{pha lodng sau qua).

P& bidt hwéng dén hoan nguyén
ché pham thude triede khi ding
xem muc “THAM TRONG BAC
BIET KMl THAI BO VA THAO TAC
KHAC”.

CHONG CHi BINH

M#n cam voi cac hoat chét hodic
bt ky ta dwoc clia thude dwoc liét
ké tai phan THANH PHAN CAU
TAD CUA THUGC,




