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KB Package insert - please read carefully

LIGASORB® ~ Protein A column for immunoadsorption

Note!

/N

yARTA

aforementioned package Inserts,

Before using the LIGASORB column, please read the ADAsorb (medicap clinic Gmbb) instructions for use,
the respactive package inserts from the devices approved for the primary plasma separation in combination
with ADAsorh, as well as the package inserts for the respective disposables, solutions and sets.

The information provided in the Ligasorb package insert doss not replace the information provided iy the

Physiclans should perform a risk-benefit analysis for each individual case before treating the patient.

Indication;

The LIGASORB immunoadsorber is specified for the quantitative
elimination of immunoglobuling from plasma in patients whose
disease is associated with specific antibodies and/or immune
complexes, LIGASORB is specified for intervention in the acute
exacerbation of autoimmune diseases. Treatment with LIGASORB
must be prescribed and monitored for each individual patient by
a qualified physician.

1. Intended use of the LIGASORB immunoadserber
LIGASORB is a sterile medical product, It contalng an adsorbent
made of recombinant protein A which is immobilised covalently
1o a pargus Polymethacrylate matrix. Protein A binds human
loG molscules (particularly lgG1, 1gG2, lgG4) and immune
complexes, Other Immune globuling (I9G3, lgM and 1gA) are
partially bound fo these ligands.

The housing congists of polycarbonate and contains the
adsorbent between 2 polyester sieves. The connections to the
adsorber are integrated into the housing cover. The internal
housing volume is about 162 mi.

The hinding capacity of the adsorber is > 2.0 g per loading
cycle, under saturation conditions. The system Is designed to
treat 1-1.5x plasma volume. One adsorber is used for sach
treatment which Is regenerated multiple tmes during treaiment.
The adsorber is designed for single use only,

LIGASORB may only be used

# if packaging is undamaged,

= if hoth housing and adsorber are undamaged,
s if all connections are undamaged,

» if protective cans on the connectors are not loose or have
fallen off,

¢ if the expiry date has not heen exceeded.

Note:

LIGASORB must be stored after receipt at +2 °C to +8 °C. The
adsorber may not be frozen.
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This product must be taken from the styrofoam box before
proceeding to afl steps that foflow, at feast 30 minutes before
preparation in order to bring the adsorber to room temperature
before use. Also, the solutions must be brought to the treatment
room before use so that they can equilibrate to room temperature.
The adsorber's connectors may only be opened when used.

The adsorber is filled with a non~physiclogical solution at delivery,
which contains ascorbic acid, The solution must be completely
rinsed out in one rinsing step before treatment is commenced,

&

. This process is automatically controlied by ADAsorb,

2. Application

2.1 Anticoagulation

Suitable anticoagulation is strictly required for extracorporeal
treatment with LIGASORB. The anticoagulation must be pre-
seribed and monitored by the responsible physician depending
upon coagation status and the history of the patient, It is
recommended to check blood coagulation at regular intervals
during treatment. For patients with no risk of bleeding, a heparin
holus of 70 to 80 rkg IV as well as a maintenance doge of

15 to 20 U/kg/hour is administered. The dose must always be
adjusted to the status of the patient and his/her risk of bleeding.

The recommendations of the primary plasma separation device
must be considersd for anticoagulation, If the anticoagulation
is done with heparin, a supplemental administration of ACD-A
should be given in a ratio of at least 1:20 in plasma hefore
loading the LIGASORB column, The ACD-A servas o prevent
coagulation as well as to suppress possible activation of the
complement system.

Attention!

Administeation of ACD-A requires close monitoring of blood
ionised calcium fevels.

2.2 Use of LIGASORB with the extracorporeal system
LIGASORB is used in combination with ADAsorh (to control

apheresis) with an approved primary plasma separation-device

as well as appropriate accessories and solutions, ADASorD /
A
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controls preparation, loading and regeneration of the adsorber.
The adsorber is regenerated after (cading the adsorber with
plagma, I.e. the plasma is discharged to neutrat buffer;
afterwards, the adsorber is eluted with an elution solution, and
inen neutralised with neutral buffer before a new plasma loading
rycle s started. After the last load cycle at the end of treatment.
the plasma is simply discharged. Since this is a single-column
systern, the plasma is sent back to the patient over the ADAsorb
SB02 tubing system during regeneration of the adsorber. When
the treatment is finished, follow the ADAsorb instructions for
plasma refurn to the patient.

Al machines are equipped and prepared independently according
to the Instructions in the respective package inserts. They are
connected only hefore being connected 1o the patient. When the
treaiment is completed, the relsvant insteuctions of the primary
plasma separation process are to he followed to return blood and
plasma to the patient,

Use of the COM.TEC/P1R set

Attention!

During filling, the clamp for the P1R set bypass line must be
closed, including the tubing of the plasma lings or plasma returt
fines which to the ingoing or outgoing ADAsarb lines, including
the Heidelberg storage with NaCi,.

The P1R set bypass line clamp must be closed during treatment.

Use of ADAsorh/$B02/LIGASORB
Attention!

3000 1 of heparin must be administered inta 1 litre NaCl

solution bag to prepare LIGASORB

The adsorber must be shaken for 10 seconds before use in orger
lo be as hamogeneaus as possible. Afterwards, the adsorber is
to be put into a provided adsorber stand.

Connecting all disposables and machines

Attention!
Observe aseptic working conditions.

Before connecting the plasma infet fing fo the primary plasma
separation device or the Heidelberg extension to the drip chamber
of the SBO2 tubing system, one must ensure that the clamp is
closed at its vent,

When connecting the machine, ensure that the particie filter
is instafled in the patient return, as described in the ADASorh
package insert.
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Flow direction

Qutlet:

bottom - biue

One must ensure that the adsorber is correclly connected
(see drawing).

3. Side sffecis

3.1 Non-specific side effects due to extracorporeal
treatment ¢

' Every extracorporeal treatment procedure is connected (o

stresses specific to sach individual patient which can appear a8
non-specific side effects. The physician must inform the patient
of the possibility of Individual performance limitations for a period
of time after treatment.

Side effects can oceur due to interactions between bloed or
plasma and the artificial surfaces of the extracorporeal circult,
These reactions can be accelerated and/ or worsened by specific
factars for the respective patient’s disease.

Side effects which can generally occur in an extracorporeal
circutating system include:

Immune systeny:

» Hypersensitivity and allergic reactions with the Toltowing
gymptoms: Headache, nausea, vomiting, chest and stomach
pains, diarrhoea, lower back pain, hypertension, erythema,
flushes, eyelid oedema, tachycardia, fever, chills, increased
sweating, muscle spasm, ear nolse, pruritus, malaise,
coughing.
~ Anaphylactic reaction with obstruction of the respiratory

tract, branchospasm and shock,

« Activation of the bradykinin system (e.g. flushes, back and
abdominal pain, hypotension, globus sensatior)

Nervous system:

» Fatigue

* Sensitivity to cold
+ Nervousness

e Eye pain !

¢ Visual disturbances
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Cardiovascular system:

« Vasovagal, hypotensive blood pressure dysregulation
{tachycardia, vertigo, syncope)

» Angina pectoris-type symptoms

# Hyperlension

¢ Bradycardia

Blood/ coagulation:

¢ Anaemia

¢ Thrombacytopenia

« Caagulation distuption, bleeding fendencies

+» Temporary change in the concentration of electrolytes and
other plasma components

A side effect of venous puncture can be the formation of a
haematoma, thrombosis or inflammation of the area around the
vessel. Dus to the concomitant administration of anticoagulants,
there can be a temporarily increased generalised haematoma
formation as well as bleeding.

If anticoagulation is done with continuous administration of
ACD-A, a temporary systemic reduction of ionised blood calcium
is possible; this can fead to an inerease In neuromuscular
excitahility (with, for example, paraesthesia, tonic muscle cramps,
tetany, and paralysis symptoms). For patients who already

have hypocalcaemia prior to treatment, calcium administration

to normalise the calcium level hefore or continuously during
treatment should beconsidered.

Depanding upon the degres of the clinical signs of hypocalcasmia,
action must be taken to counteract further derailment of the

-calcium balance. At first, blood flow must be reduced. If this is

insulficient, the mixing ratio of ACD-A to blood may be lowered
at the discretion of the physician. If needed, calcium ¢an be
substituted through the administration of, for example, calcium
ghiconate 10 % IV according to directions and with a physician's
prescription.

Biocompatibllity of the materlals Is a particular focus during the
development of extracorporeal systems, However, an aphasrasis
procedure can lead 10 @ more or less pronounced influence on
the cellular components as well as activation of clotting and
complement system due to contact of the blood and plasima with
a "forgign" surface, This activation can fead to an anaphylactic
1eaction.
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3.2 Specific side effects

» Beqular monitoring of fibrinogen levels is recommendead
due fo the reduction of fibrinogen under treatment and the
concomitant rigk of impaired blood clotting. This must he
especially considered in the case of patients with low starting
values.

¢ The therapeuticatly proposed elimination of immunoglobuling
may cause increased susceptibifity to infection due to the
transient weakening of the humoral immune systerm.

* Reduction of fibrinogen and elimination of immunaglobuling
can result in hypoproteinaemia,

= Temporary leucocylosis can he experienced under treatment,

+ Temporary phosphate increase can be experienced under
treatment,

4, Drug interactions

There are no known interactions betwesn LIGASORB and ather
drugs of treatments. Drugs may be taken out of the blood or
diluted with this procedure; therefore, the time when this is.used R

_ should be adjusted, to the extent that it is medically reasonable,
to the apheresis treatment (e.g. administer drugs after apheresis
treatment). The type of accompanying treatment, dosage and
time of the drug administration must be delermined by the
treating physician,

it is basically possible that bradykinin synthesis can e activated
in an apheresis procedure. Bradykining are quickly decomposed
by ACE (Angiotensin Converting Enzyme). Treatment with ACE
inhibitors can lead to excessive bradykinin and anaphytactic
reactions.

5. Contraindications

Use of LIGASORB is contraindicated for

® patients who are unable to withstand the siress of an extra-
corporeat treatment procedure due to their age, their physical
developments or their clinical constitution,

¢ patients who cannot have suitable anticoagutation {reatment,
such as due to known hypersenaitivity to heparin or ACD-A,

e natients who suffer from severe cardiovascular disease, so
that extracorporeal treatment is not possible,

» patients who suffer from an acute, systematic infection,

« patients with pronounced allergic diathesis, especially with
known hypersensitivity fo the materials used in the extra-
corporeal circult (8.g. adsorber material, ascorbic acid)

» patients with haemorrhagic diathesis in whom extracorporeal
apheresis procedures and anticoagulation performed have a
high bleeding hazard
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6. Precautions

Responsible staff must continuously monitor patient parameters
during treatment, especially the fluid and calcium balance, anti-
coagulation and blood and plasma flow rates. A loss of platelets
or platelet aggregation as well as loss of erythrocytes can ocour
with the aphsresis procedure.

For first use of LIGASORB in patients under ACE inhibitor treat-
ment, ang must watch out for a possible anaphylactic reaction. In
patients who are treated with ACE inhibitors and show reactions,
they must stop taking it in time before an apheresis treatment,
One st therefore congider the half-life of the substances used.
The longer the half-life, the earlier the taking of these drugs
must he stopped,

Treatment with LIGASORB should, as for all extracorporeal pro-
cedures, he used with care for patients who cannol tolerate
therapeutic apheresis and have already shown an over-sensttivity
reaction in connection with therapeutic apheresis or othet
extracorporeal treatments,

One must consider the present permanent treatment in patients
with oral anticoagutants (e.g. ASA or phenprocoumon) for
anticoagulation,

A particularly careful benefit-risk evatuation is advised before the

application of apheresis in the following conditions:

« Patients who tend to hypocalcasmia due to a concomitant
disease.

« Patlents with clinically-relevant hypotension for whom a further
drop in bipod pressure could be damaging.

e Patients with restricted kidney function and cardiac
performance who can react sensitively to fluid and electrolyte
shifts.

» Patients with decompensated liver failure who have reduced
protein synthesis. :

* Patients with assured or suspected intracranial disease for
whom a fluid imbalance or change in pressure should be
avoided.

+ Patients with unexplained bleading tendency.

Note: There Is no experience with immunadsorption in pregnant
and nursing mothers or children. Treatment should only be
carried out under strict indications in these cases.

Furthermore, the following must be observed:

» Betore treatment, the particie filter must be installed in the
patient return line as indicated in the ADAsorb directions

for use. In order to avoid endangering the patient, if there

is suspicion of or a confirmed blockage of the particle filter
during treatment, do not continue the ireatment under any
circumstance without a filter,

The products are for one-time use. Further use could pose

a health risk to palients and users. Cleaning materials,
disinfectants and preservatives can damage the material.
Satety and performance capabiliies can no longer be assured,
and the manufacturer assumes no liability.

One must always work in clean, aseptic conditions.

Blood and plasma can be contaminated with pathogens of
communicable diseases. All components of the treatment
system must be regarded as potentially infectious after
contact with patient blood or plasma. All components must be
disposed afterwards in accordance with respective regional
disposal legal provisions,

L 2
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LIGASORB
KoJT0HKa C TIPOTEMHOM A IIsl AMMYHOAACOP6LIY
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FAHCTPYKUMSI IO MPAMEHEHHI0 — BHHMATEJILHO 03HAKOMUTECH ¢ HHCTPYKIMeH
LIGASORB® KoiioHKa ¢ IPOTEHHOM A 1 uMMyHOaACOPOIIII

Baumanne!

[Teper: HCTIOE30BAHACM KOJOHKH LIGASOBB Heqﬁ).couumo O3HAKOMHTBCS C MHCTPYKIHIME 1O TiprMerenmo ADASorb
(KOMITAHHH (MEJIMKATl KITHHIK I'm6X» (medicap clinic GmbH), cooTBETCTBYIOIINE HHCTPYKLMH IO MPUMEHEHHIO
afCcOpOCHTOB, 0106PEHHBIX [IA IEPBUYHOTO Pa3IeNIeHNs MIa3Mbl B komOuHaImu ¢ ADAsorb. a TakKe HHCTPYKIHUH T10
[IpAMEHEHHIO COOTBOTCTBYIOLIVX O/HODA3OBHIX MATEPHAIIOB, PACTBOPOB K HabOopOB.

VropMamst, COEPXKATIALCS B MECTPYKIUH 110 TPUMEHCHUIO l.igasorb, ne 3amensieT MHGOPMANKIO, IPEACTABICHHYIO B
BHIIIEYTIOMSHYTBIX MHCTPYKIIHSX TIO IPUMEHCHUIO 8ICOPOEHTOB.

Bpadi ZOIDKHB! TIPOBOJATH AHAIH3 COOTHOMICHHS MEIY PHCKOM B BEITOAMHU JUIS K@XIOTO OTAGIBHOTO CITyHast Tepe/l

HpOBelIeHI/IeM JIedeHuA malCHTa.

Moxa3aHusa K NPUMEHEHHNIO:
Wmmynoancopbep LIGASORB  mpeanasnaden  mis
KOJMYECTBEHHOrO HCKIIOYEHHS HMMYHOTIOOYIMHOB H3
NI43MBl ¥ TALMEeHTORB, 3a60/IcBaHHE KOTOPHIX CBA3AHO €O
cmeu(UIECKUMH AHTUTENaMH H /WA HMMYHHBIMH
KOMILJIEKCaMU. LIGASORB npeaHa3sHaueH pit ¥4
po3JeHCTBHA Ha OCTpPoe OOOCTPeHHE ayTOMMMYHHBIX
gaboJiesanuii. Jleuenue ¢ momoupo LIGASORB gomxen
HAa3HAYATh ¥ KOHTPOJHPOBATH KBAIM(UIMPOBAHHEINH Bpay
B 3aBHCHMOCTH OT Ka)XKJOro OTAEIBHOIO IalueHTa.

1. Ipeamoiaraemoe HCHOJb30BaHHE
ummynoaacopéepa LIGASORB
LIGASORB - 5TO CTepUJIbHBIH MEOULUHMHCKHM HPOAYKT.
O  comepxuT  aigcopOeHT,  H3rOTOBIGHHBIH W3
pekOMOHHAHTHOTO INPOTEMHAa A, KOTOPHIH KOBAJIEHTHO
HMMOOUIIHUBYeTCH B MOPHUCTYIO MaTpuuy
nomumerakpunata. [Iporenn A cassiBaer Monekynn 1gG
yenoeexa (B uactHooTy, 1gG1, [gG2, IgG4) n mMMyHHEBIE
KoMmIiekchl. Jpyrue mmmynHornoOynunel (IgG3, IgM u
IgA) 4aCTHYHO CBA3aHBI C STHMHU JIUTaHAAMU.
Kopmyc cocTouT u3 moaukapboHaTa M COJAEPIKUT
ancopOeHT MeXAy OBYMA NOAHI)UPHBIMH CHTaMH.
Coepunenus ¢ axgcopbepoM BCTPOEGHBEI B IIOKPBITHE
xopmyca. OOBEM BHYTPEHHEro KOpIyca COCTaBJIAET
oKo0Ji0 162 M.
CeazeiBatomasn crioco0HOCTE agcopbepa cocraBnsaer>2.0 r
Ha LMKJ 3arpy3kd, B YCJHOBUAX HaceimeHus. Cucrema
npeiHasHadeHa A jgedeHus 1-1.5° moToka IITasMBL.
Onun agcopbep wucmosib3yeTcs JUis KaXJOTO CeaHea
JIeYeHUA, KOTOPHIf MHOTOKpaTHO OGHOBIAETCS BO BpeMs
JAedeHud.  Ajgcopbep  DpegHasHAYeH  TONBKO  JUIA
OJHOPA30BOTO HMCIIONL30BAHMS.
LIGASORB MOxeT MCHOIB30BATECA TONBKO

®  ©C/IM YIaKOBKA HE MOBPEIKICHA.

® ecnM  Kak KOpPOyC, Tak M

MOBPEXKIEHBI,
®  ©C/IM BCE COGJUHEHHA HE MOBPEMKICHEL.
¢  ©CJH 3alUTHHIe KOJUAYKK Ha pazbeMax He
OCJIa0JICHB! Ul HE YIaJIH.

3 ®  ©CJIH CPOK 'OJHOCTH HE HCTEK.
§ Hpumeuanue:
| LIGASORB criedyem xpanumo nocne nonyuenus npu

§ memnepamype om +2° 00 +8° Aocopbep ne moocem Goime
¥ samopoorcen,

aacopbep He
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JaHHBI NPOAYKT HEO6GXOXMMO HM3BIE€Yh M3 KOpOOKH W3
MEHOMIOJIMCTUPONIAa Iepel TeM, Kak TPUCTYHNUTh K
BHIIIOJIHEHHIO BCEX STAlOB, KaKk MMUHUMYM, 3a 30 MHHYT
0 TOATOTOBKM JUII TOIO JAOCTHXKEHHA ajcopbepa
KOMHaTHOH TeMmnepaTypel. Kpome Toro, pacTBOpHI
HeOoOX0JMMO  JIOCTAaBJIATH B INPONEAYPHYIO Hepex
HCTOJIb30BAHNUEM, ITOOBI OHM MOTJIH JOCTHYH KOMHATHOMN
temneparypsl. CoenuHMTeNBHBIE 4acTH agcopbepa
MOHO OTKPBEIBATH TOJBKO NPU UCIOJIB30BAHUH.
Ancop6ep 3amonHseTCs HeGUIHONOTUYECKHM PACTBOPOM
BO BpeMs JOCTaBKH, KOTOPBIM COAGPIKHT acKOpOMHOBYIO
KucaoTy. PacTBOp HokeH OBITH NMOJHOCTBIO CMEBIT 3a
OJMH NPUEM IIOJOCKAHMS KO Hauajla jieyeHus. JlaHHBIM
Ipolecc aBTOMaTHYeCKH KOHTponupyerca ADAsorb.
2. TIIpumeHeHue
2.1 AaTHKoaryxsauug
IMoxxopsnias aHTHKOATYNALMUsI CTPOro HeoOxomuma “mis
9KCTPAKOPIOPANBHOH obpaboTku LIGASORB.
OTBeTCTBEHHEI TepaneBT MOMKEH MPOMMCATE M
KOHTPOJIMPOBATh AHTHKOATYJIALMIO B 3aBUCHMOCTH OT
COCTOsHHUSA KOaryJiLU{ M aHaMHe3a nanueHTa. Bo BpeMsa
JieYeHUs  PEKOMEHAYeTCs  pPeryispHO  NpPOBEPATH
CBEpPTHIBAHHE  KpPOBH. ITanuenTam 0e3  pucka
KpOBOTEYEHHs BBOAAT Goyroc ¢ remapunoMm ot 70 mo 80
ME/kr B.B., a Takxe IOJHEPIKUBAIOILYIO 103y OT 15 mo
20 ME / xr [/ wuac. [osza Jo/KHA Bcerga
KOPPEKTHPOBATHCA B 3aBUCMMOCTH OT COCTOSHHA
NMalMeHTa M pPHUCKa  DPa3sBUTHA  KPOBOTEYEHHA.
PexomeHnzmanwy 1jis  ycrpolicTBa ANA  MEPBHYHOIO
pasjeneHust IUTa3Mbl HEOOXOJMMO YYHTHIBATH AN
agTUKoarynanuu. Ecnu aHTHKOAryJsnmus HOPOBOJUTCA C
[IOMOIIBIO TeNMapHHa, CAeAYyeT AONMONHMUTENBHO BBOJHTH
ACD-A B mia3My B COOTHOLIEHHHW Kak MHHMMYM 1:20
nepex 3arpyskoit xomonku LIGASORB. ACD-A cayxuT
INA TpefOTBPAlleHHs KOarylsmud, a Takke Jiad
IOJABJIIGHNA BO3MOXHON aKTHBAIWHU JOIOJHHTENBHON
CHCTEMBL. ‘
Brumanue!
Bseoenue ACD-A mpebyem mugamenvrozo KoRMpons
YposHeli UOHUSUPOBAHHO20 KANLYUS. 6 KPOBU.
2.2 HcenoxwioBanne LIGASORB ¢
IKCTPAKOPNOPATBLHON cHcTeMOMH
LIGASORB ucnonssyercs B couetanuu ¢ ADAsorb (mns
KOHTpOJIA adpepe3a) BMecTe ¢ OHOOPEHHEIM yCTPOHCTBOM
JU1S IePBUYHOTO pasjelIeHus IIa3MBbl, & TaKkKe ¢
COOTBETCTBYIOIIMMH aKceccyapaMH M PacTBOPAMH. . ., -
yio yap | pa(:gﬁ%ﬂg;ﬁmlﬂlﬂ
: N T
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b KOHTPOJHPYET IOATOTOBKY,
A0 apcopbepa. Axncop6ep
ppyeTcs  IOCIe  3arpysku  ajcopbepa
1, TO €OTh IUIa3My  BBITPYXKAIOT B
papii  6ydep; mocie »Toro ancopbep
JOT pPAcTBOPOM DSIIOMPOBAHHA M  3aTeM
mayloT HelrpanbHeiM Gydepom no Hauana
[HKJIA 3aTPY3KH TIIa3MEL
JOCJEHETO [HKJIa HAPY3KH B KOHIE CeaHoa
[ IIa3Ma MPOCTO ciuBaeTca. ITOCKONBKY 3Ta
)\ ¢ OJHOM KOJIOHKOM, mia3zMa BO3BpaliaeTCA
ry uepes cucreMy Tpy6ok ADAsorb SB02 Bo
)erenepanun agcopbepa, ITocne 3aBepiIeHus
TeueHre 3aKOHYEHO, CIeAyHTe MHCTPYKIMAM
‘b nug BO3BpATA ITA3MbI AIUEHTY.
TpoiicTBA OOOPYHOBAHBI M IOATOTOBJIEHEI
)BAHHO B COOTBETCTBHM C WHCTPYKLHUAMHU B
CTBYIOI[UX  JIHCTKaX-BKJAJBIIIAX. Onu
[FOTCA TOJBKO Mepe] NOAKIIOYEHHeM K
ry. Korma ceaHc JieueHHs 3aBEpIIEH,
TMMO CJIEJOBATH COOTBETCTBYIOMUM
(LMSIM [epBHYHOIO IHpoecca pasmeleHus
IJi1 BO3BpaTa IAIUEHTY KPOBH M ILIAa3MEL
3oBaHMe Habopa COM.TEC / PIR
tuel
5 HARONHENUS 3acuUM 0N 06800H0U nunuu P1R
Goimy  3aKpelm,  GKNIOYAs MPYOKY UHUU
Wiy JNUHUY 6038pama KAA3Mbl, KOmMopble
CAL BXOOAWUMYU. UNYU  UCKOOAWUMU  IUHUAMU
b, exmouas ycmpoicmeo Ons  XpaHeHus
bepea ¢ NaCl,
ona obsoonoti nunuu PIR Oonoicen Ovimy
80 8pEMSL CEaHCa.
30BaHue ADAsorb / SB02 / LIGASORB
ue!
] 2enapuna HeobX00uUMO 8600UMb 6 Naxem C
nom NaCl obvemom 1 n Onss npuzomoenenus
'RB
2 Heobxo0umo ecmpsaxHyme 6 mevenue 10
neped UCHONL30BAHUEM Ol OOCHIUDICEHUS UM
aneHo 00HOPOOHO20 cocmosnusa. Ilocne smozo
2 Oonoicen Bblmb noMewjeH 8 YCMaHOBNEHHYIO
0na aocopbepa.
OueHHe BCEX 0JHOPA30OBHIX MATEPHAJIOB H
'TOB
nuel
tiime MonbKo 8 ACENMUYECKUX YCOBUAX.
ROOKHIOYEHUEeM JNUHUU 6X00a HIASMbl K
CHIGY 0N NEPBUYHO20 PA3OENIEHUS NAAMbl UAY
yeti mazucmpanu Ietidenvbepza k xanenvrol
cucmemvt  mpybox  SB02  Heobxooumo
bCAl, YMO GLIXOOHOE Omeepcmue Ha 3a0cume
0.
dKnoyenuu annapama ybedumecs, ¥mo gunomp
yemanoenen 6o enyckHoti mpybke nayuenma,
cano 6 uncmpyxyuu no npumenenuio ADAsorb.

3arpy3Ky H
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BxomHoe oTBepeTHe: Bepx — KPacHOro 1peta

BBIXOAHOE OTBEPCTHE. HM3 ~ CHHErO IBeTa

Heobxooumo ybeoumvcs, umo  aocopbep  nooKknoueH
npasuivHo (cm. PucyHox).
3. MoGounbie 3¢ pherTh
3.1 Hecnenuduueckne noGoyHbIe spdexTsl,

BbHI3BAHHBIE YKCTPAKOPIOPAJBHBIM JIeYeHHEM

Kaxpas mpoumeaypa  OSKCTPakOpIOPAIBHOrO  JICUCHHSA
cBf3aHA CO CTPECCAMM, XApaKTepHBIMH IS KaxkIoro
OTHENEHOTO HalMeHTa, KOTOPEIE MOTYT HpPOJBIATHCS Kak
Hecneuubuueckue noGouneie sddexTel. Bpau moikeH
COOGIUTh MALUEHTY O BO3MOXHOCTH WHIMBHIYaJbHBIX
orpaHdueHdd Ha  paboTOCHOCOGHOCTE B TEUYCHHE
ONpEIEICHHOTO MNepuofa BPEMEHH IIOCNe  JICYSHHS.
TloGouHbIe s dexTet MOTYT BO3HMKATh . M3-32
B3aMMOJEHCTBUA  MEXIY KpOBBIO WJIH IUIazMoit u
HCKYCCTBEHHBIMH IMOBEPXHOCTAMM 3KCTPaKOPHOPANbHOMN
pemy. OTH peakuudw MOryT OBITH YCKOPEHBI M / WIH
YXYZOIIEHBI cnenupuIecKuMmI tdakTopamu
coOTBETCTBYIOIEH OOJIe3HH MAlHeHTa.

Io6ounbie 3hPeKTh, KOTOPHI® OGBIYHO MOTYT BO3HHUKATE B
9KCTPAKOPIIOPANBHOM HUPKYIAPYIOHei CHCTEME,
BKJIIOUAIOT:

HWMMyHHAs cHCTEMA;

* T'unepuyyBCTBUTENEHOCTh M AUIEPIHYECKHE PEAKIHH CO
CEIYIOIMMA CHMITOMaMHU: TOJIOBHas Oo0Nb, TOINHOTA,
psoTa, Gojiu B TpyAM M OKedygke, Auapes, 6oxp B
MOSCHHUIE, THIEPTOHNS, SpUTEMa, BHE3aIIHO® IIOKPACHECHHE
AMUa, OTeK BeK, TaxukKapius, JHXOopajka, O3HOO,
MOBHIIICHHOE MOTOOTAENECHHE, MBILEYHBIH cmasM, mMyM B
ymax, 3y, 9yBCTBO 00IIero HeOMOTraHus, Kameib.

- AraduiakTryeckas peaknus ¢ o6cTpykuuei
IBIXaTeNBHBIX MyTeH, G6POHX0CIIa3MOM H LIOKOM.

* AKTHBaIMs  CHCTEMBl  OpaiuKMHHHA  (HAampuMep,
BHE3AMHOE MOXpacHeHHEe JHuNa, GONM B CIHHE M OpIOHMIHOMN
HOJIOCTH, MMIOTOHMS, OIIYIEHNEe KKOMKA B rOpJie»)
HeppHasa cucrema:

* VYcTanocrs

* YyBCTBHTEIBHOCTH K XOJOAY

* HeposHooTn

* T'maspas 60Jb

* PaccTpoiicTBa 3peHns

CoBonencxuit LJL.
M
9/3
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Cepreuno-cocy gucras cucrema:

* Basosarampuas. aprepuanbHad
(raxmxapmus, FOJIOBOKPYIKeHHEe, 0GMOPOK)
*  Cumnrromsr Tuna 6onesnu Pyupon-I'e6epaena
* T'mnepronus

*  Bpamuxapaus

Koarynanus xposu:

TAMMOTCH3UA

* AHemus

* TpomGouuromnenus

*Hapymenue KOaryJsuuy, CKJIOHHOCTD K
KPOBOTEYESHHAM

* Bpemennoe H3MEHEHHE KOHUEHTPAUUN

BJIEKTPOJIATOB U APYTUX KOMIIOHEHTOB IIA3MBI
IToGounsiM 5 hexTOM BEHOIHON MyHKIMH MOKET GHITH
o6pasoBaHne remMaToMbl, TPOMGO3 MM BOCHANCHHE
obnaer Bokpyr cocyma. M3-3a OZHOBPEMEHHOIO
BBCACHHA  aHTHKOAUyJSHTOB  MOXKET  BpPEMEHHO
YBENHYUTECA reHepanu30BaHHOE o6pa3oBaHue
TEMaTOMEI, & TaKkiKe KpOBOTEeYEHUE.

Eciu anTHKOArynsups mpoBOAMTCS MPH HEMPEPEHIBHOM
BBeIcHUH ACD-A, BO3MOMHO BPEMEHHO® CHCTEMHOE
BOCCTAHOBJICHHUE KalblHd HOHU3UPOBAHHON KpPOBH;
OTO MOXeT TNPHBECTH K YBEJTHYEHHIO HEPBHO-
MBIEYHOM B036yIUMOCTH (mampumep, npu
NapecTesuy, TOHMIUPYIOIUX MBIMIEYHEIX CYAOpOrax,
TETaHUM U CHUMITOMax Napanuda). s HalUEeHTOB, y

KOTOPBIX YK€ JHArHOoCTHPOBAHA THMOKAILIHEMHS
nepen OpoBEeACHUEM JICUCHUA, cienyer
KOPPEeKTUpPpOBATH BBCHACHHE Kaabnusa ansa

HOpMAaJIM3alMH YPOBHA KaldbUUsA IO IUIM BO BpeMs
JIEYEHHS AOJLKHO.,

B 3aBMCHMOCTH OT CTENEHH KIMHHYECKHUX NPU3HAKOB
THNOKAJIBIIMEMHH HEOOX0AMMO TIPeANPUHATE MEpHl s
OPOTHBOAEHCTBHSA JaNnbHelimeMy HapyueHuo Gamanca
kaneuuga. CHauana HEOOGXOXUMO YMEHBIIHTE KPOBOTOK.
Eciu 5TOro HegjocTaToyHO, COOTHOIIGHHE CMEIIUBAHNA
ACD-A ©H KpoBM MOXET OBITH CHHIKEHO IIO
yeMOTpeHHI0 Bpaya. IIpH HeoO6XOAUMOCTH KaJbIMit
MOXeT OBbITh 3aMEHEH MNyTeM BBEJCHMA, HATPUMEp,
rmokonara xanbnus 10% B.B. B COOTBETCTBHH C
YKa3aHHAMM II ¢ HA3HAYEHHEM Bpaya.
BuocoBMeCTHMOCTE MaTepHaNOB 0COGEHHO BajKHA MPH
pa3paboTke HKCTPAKOPHOPANBHEIX cHCTEM. ONHAKO
npoueaypa adaspesrca MOXKeT CTaTh NPHIMHON Golee
WIM MEHEE BBIPAXEHHOTO BIMAHUA HA KJIETOUYHBLIE
KOMITOHEHTE, @  TaKXe  aKTHBAOUM  CHCTEMEI
CBEPTHIBAHHS M KOMIUIEMEHTANUH H3-33 KOHTaKTa
KPOBH H IJIA3MBI C «UYKEPOAHOU» MOBEPXHOCTHIO.
Taxan aKTUBAIUA MOXeT OPUBECTH K

| aHaduIaKTAIECKOH peaKiuy.

~——

110Ky MenTa ¢ AHTIIHIACKOTO A3BIKA HA DYCCKHI F351K,
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3.2. Coeunduueckne moGounsie 3 pexrol

* PexomeHnayercs npoBOAMTE perynsapHrif MOHUTOPHUHT
ypoBHel (QuOpHHOreHa HO NpPUYHHE YMEHbIICHHUS
ypoBHel (QubpuHOoreHa mnpum JedeHum @ HaJIMY HIO
COMYTCTBYIOWETO  PHCKA HAPYIIEHUSA  CBEPTHIBAHUS
kpoBd. B 0COGEHHOCTH, 5TO Heo6XommuMo YUUTHEIBATH
Npu  JICYECHMH MAaNHeHTOB C HUSKUMH  HaYaybHEIMA

3HAYCHUSIMY,
* BeIBeeHUE MMMYHOINOGYIHHOB M3-3a NMPOBOIMMOr0
JCYCHUS MOXET BEI3BaTh MOBELIIEHHYIO
BOCIIPUMMYHBOCTD K uHpexuuu u3-3a
KPaTKOBPEMEHHOTO ocnabnenus TyMOpaabHOM

HMMYHHOMH CUCTEMBEL.

¢ CHumxeHHue ypoBHeU pubpuUHOreHa u BEIBEIeHUE
HWMMYyHOTTIO6YIIMHOB MOTYT NPUBOJUTE K
TUIONPOTEUHEMHUH. :

* Ilpu nOpoBeHeHMM JIEY4EHMSA  MOMKET
BPEMEHHEINA JTeHKOIHTO3.

* Ilpg npoBeneHUM NeYeHHT MOXeT HaGmIOAATHCH
BPEMEHHOE yBeIHUeHHe ypoBHeH docdara.

4. B3auMojelicTBHE JIeKAPCTBEHHBIX CPeJCTB

O mBzammogeiicteun wmexny LIGASORB mu IpyruMu
JEKAPCTBEHHBIMM CPEACTBAMHU WJIH THIIAMM JICYCHHUA.
JlexapCTBEHHEIE CPENCTBA MOTYT BHIBOJUTHCH H3 KpOBH
HIIA X KOHLEHTPAUMA B KPOBH MOXKET YMEHBIIATHCA BO
BpEM POBENCHHUA NAHHOM NPOUEAYPH; NOITOMY BpeMs
ee NPOBEACHUS HOJLKHO OBITH CKOPPEKTHPOBAHO B TOM
CTENEHH, B KOTOPOH OSTO SBIAETCS pPAa3yMHEIM ©
MOJUUMHCKOW TOYKM 3PeHHS, ANA TepameBTHIECKOro
ajpepesa (Hampumep, g BBEJICHHA JIOKAPCTB IOCIIE
npouenypsl  adepesa). Jlewammii  Bpay  JOJKEH
ONPEJeJIUTh THH COIMYTCTBYIOLIErO JICUEHHUS, HO3UPOBKY
U BpeMs BBEJCHHUSA JIEKAPCTBEHHOI'O CpeCTRa.

B npunnune BO3MOXHO, YTO BO BPeMA NPOUELYpHI
aepesa MOXKET aKTHBMPOBATLCA CHHTE3 GPATMKMHUHOB.
BpasguKHHUHEL 6BICTPO paznaraioTes ATID
(auruoreHsmHmpeBpamaomuM Qpepmentom). JleueHue
uaruéuropamMu Al MOMKET NPUBOAUTH K NOBBIIICHUIO
yPOBHEH OpafuKWHUHA U aHAQHIAKTHIECKUM PEaKIUIM.
S. IlpoTuBonoKa3zanun

Henone3opanue LIGASORB npoTHBOMOKA3aHO

* DNauHeHTaM, KOTOPEIE HE MOryT HNPOTHBOCTOATH
CTpecCy MPOLEAYPEl SKCTPAKOPIOPAIBEHOrO JIEUEHHS B
CHIIy CBOEro BO3pacTa, (M3MYECKUX H3MEHEHMH HIH
KIIMHAYECKOM KapTHHEL,

* TalMeHTaM, y KOTOPBIX HEeJIb34 noxobpathb
NONXOAAIIEEe AHTUKOATYJISHTHOE JEUYCHHE, HANpuMep,
U3-3a HaMW4YMsg y HHUX THOEPUYYBCTBHTCIBHOCTH K
remapury unn ACD-A, .

* NDAalYeHTaM, CTPajalIluM OT TAKEIBIX COpACTHO-

pasBUTECA

COCYAMCTEIX 3aboneBanmii, 00 NpPHUYHMHE KOTOPBIX
IpOBENCHNE 3KCTPaKopIopalbHOr0 JICUEHUA
HEBO3MOXKHO, i

* IamHeHTaM, CTpafaro KM oT OCTpOH,

CHOTEeMAaTHYECKOH mHbpexuueii,

MaI[HEeHTaM ¢ BHPAXXEHHEIM ajllepru4eCkuM AHATE30M, B
YaCTHOCTH, NIPH HATHYAM Y HUX
THUIIEPYyBCTBHTEJIBHOCTH K MaTepHanaM, HCTO b3yel‘fﬂM

: npuME
B 9KOTpal{0hjﬁlpﬁ&§§%ﬁl ;gj; cfczi)ﬁi +ion

ancopbupyroumit MaTepy
MAHEHTaM [eMOPparuueckum AW@“ g .
SKCTPAKOPIOPATBHEIS NpOLCAY _;I.a‘l" PR

AHTHKOATY AU CBA3AHpFE BHIOOKAM P
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%peaocmpomnocm
Oreercrremmprit MepPCOHAN  JNOJDKEH  IOCTOSHHO
KOHTpommpopars mokasaTel mauWeHTa BO BpeMs

JICYCHNA, B 4acTHOCTH, GANAHC MKHUIKOCTH H Kanblms,
AHTHKOATYIIIUMIO ¥ CKOPOCTh KPOBOTOKA M MJasMbl. Bo
BPeMa mponenyp adepesa MOXKET BOSHHKHYTH CHINEHHE
YPOBHA TpoMGOLUTOB MM arperanuu TpoMGoruToB, a
TaKKe CHIKEHHEe yPOBHSA SPUTPOIUTOB.

Bo  mpems mepeoro npumenemms LIGASORB
NauMeHTaMy, NPUHAMAIOIHUMHA HHrUOUTOPE  ATI®D,
HEOGXOMMMO ~ OTCHEXKHBATE Y HHX  BO3ZMOKHOOCTE
BO3HHKHOBEHUA aHa)MIIAKTHYECKOM peakiuu.

HMamuenrer, xotopere NPUHAMAIOT UHTHOUTOPEI ATID n
Y KOTODEIX pPasBHUINCh NOHOGHEBIE peakLMH, TOJKHED
3ab1aroppeMeHHO IPEKpaTUTE OpUeM  JaHHBIX
Npenapatos mepes npoBemeHueM TEPANEBTHYECKOTO
adepesa. ITo sTo npuuume HEOOXO0MUMO YYHTEIBATE
TICPUOA  momypacmajga HCIHONB3yeMBIX BemecTs, Uem
AOJIbIIE MEPHOA MONypacmana, TeM paHbIIe NOKEH
OBITH IpeKpaIeH NpHeM NaHHEIX npenaparos.

Jleuenue LIGASORB AOJKHO, KaK H B CIy4dae BCex
SKCTPAKOPHOPANBHBIX NPOLEAYP, HCNOABIOBATECH ¢
OCTOPOXKHOCTBIO Y MALHMEHTOB, KOTOPHIE He HEPEHOCAT
npouepypel adepesa u yxe moxasamm YPE3MEPHYIO
PCaKklMI0 B CBA3H C TepameBTHYECKUM adepozoM mim
APYTHMH OKCTPaKOPHOPANLHEIMH METONAMH JICYSHUS.
Heobxoaumo yunreisarn TEKYI[eC MOCTOAHHOE JICUSHH S
HallMeHTOB, NPUHAMAMHUX [EPOpaIbHble
AHTHKOATYJIAHTH (HANIPHMeD, aleTHICATHIMIOBAS
KHCIIOTa MM heHIPOKYMOHOM) Muis AHTHKOATYJIAIUH.
[Tepen nposemennem adepesa pexomenyercs IIPOBECTH
THIATENbHYIO OUEHKY COOTHOWICHMA MEXKIY PHCKOM H
BBITONOM IIPH HANTHYIHM CJIETYIOMAX YCIOBUAX:

* Ilaumenrsr, KOTOphIE CKIOHHBI K IHIIOKaTbIHEMHH
H3-3a COIYTCTBYIOWIETO.

* TlauweHTH ¢ KIMHHYECKM 3HAYUMOH TUIIOTeH3HEH,
AaNbHEHINee  CHINKGHHE — apTepUaibHOro JaBJICHH
KOTOPBIX MOXET GBITH OMaCHO.

- ITauuedTs! ¢ OrpaHmveHHoOl dyHKuHe nouex n
CEpASYHON HEA0CTATOYHOCTEIO, KOTODPEIE MOTYT
YYBCTBUTEILHO PEarupoBaTh Ha U3MEHEHUS

IManuenter ¢ HCKOMII®HCHPOBAHHON  HeYeHOYHOM
HE/I0CTaTOUHOCTBIO, Y KOTOPHIX CHIKEH CHHTE3 Genxa.

¢ Tlauments ¢ HOATBEPKACHHBIM JHATHO3OM HJIH
TIONO3peHMeM  Ha  BHYTpUYepemHOe 3a6oJieBanue,
KOTOPBIM HeoOXommuMo usberars aucbananca XUIKOCTH
HITM U3MEHEHMA NaBJICHUS,

¢ TIlaumeHntnl ¢ HEOOBACHUMOH
KPOBOTEYEHUAM,

Ipumeuanne: oneira UMMYHOAACOPOIHM Y
OepeMeHHEBIX H KopMAmuX Marepel wiu mereu uer. 13
OTHUX CITy4asX NEYEHUE JOJLKHO MPOBOXUTHCS
HCKIIOMATEONBHO PH HATHYHM CEPhO3HBIX MOKa3aHuAM.
Kpowme Toro, Heo6xomumo cobmonars clleayrouee;

* [Ilepex mpomenmenuem apouenaypst GunbTp uwacTun
AOIKeH OBITh YCTAHOBNGH HA JIMHUY BO3BpaTa k
DanMeHTy. KaK yka3aHo B HHCTPYKIUHUAX  TI0
npumenenuio ADAsorb. Bo wu3z6exanue HaHECEeHUS
Bpela NanMeHTy, W[pM HaJluuus MMONO3PEHNUS  WiIH
HNOATBEPIKACHHUM GIOKHPOBKH bunerpa wacrug mo
BPEMA NPOUCSAYPEL, HA NPH KAKUX obcToATeNnBCTBAX He
Iponomkate npouenypy 6es punsrpa.

* lpoayxTs! npegHasnayenp: JUISL OTHOPA30BOr0
MCnonb3oBanus. JlansHeluiee HCIONB30BaHHE MOXKET
HPeACTABIATE ONACHOCTh MU 3XOPOBBS MagUEHTOB |
none3oBareneif. Yncramue MaTepualkl,
Ae3MHpUUMPYIOWNE CPEACTBA W KOHCEPBAHTEI MOryT

TeHICHUHEeH K

NOBpeAUTE MaTepuan. B sToM ciyuanm rapaHTus
BBINOTHEHHS noxasarejei GezonmacHoctn + wm
DPOHU3BOJUTENBLHOCTH  GOJIbLIE  He AeHcTByIOT, W

TIPOU3BONUTENL HE HECET HUKAKOM OTBETCTBEHHOCTH.

* Heo6xoxzumo  Bcerna paborats B uymCTHIX,
ACeNTHYECKHUX YCIOBUAX.

* Kpoer wu nmumasma MOTYT GBITH  II€pEKPECcTHO
SapaXeHbl NMATOreHaMu WHQpEKUHOHHBIX 3a60JeBANMIL,
Bee  koMmmomemTEl  cmoTemsr JICYEHHUS  JOJIKHEY
PacoMaTpHBATECA KaK NOTSHLHAIBHO HHpEKNMOHHEIE
T0C/Ie KOHTaKTa € KPOBBIO MAIMEHTA WM IIA3MOIL.
Iocne zaBepmenus OPOLEaYPE BCE KOMIIOHEHTHI
AOJKHEL  GBITh yTHIM3UPOBAHEI B COOTBETCTBHH G
COOTBCTCTBYIOIIMMH  PErMOHAIbHBIMHU NIPaBOBBIMH
HOJIOKEHUAMH 06 yTHIHM3anuH.
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Immunosorba
Protein A Column for Immunoadsorption
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BHUMAaTeribHO nayvuurte nHcpopmMmaumro

Ha BKNadblille

ImmMunosorba — KormoHka ¢ NPoTerHOM A

A9 UMMyHOoaocopoumnm

BHumaHue!

Mepeg, NPUMEHBHUEM KONOHKM ImMmUNosorba 08HaKoMBTECH C MHCTPYKLIE Mo akcnnyataLmm
annapata ADAsorb (medicap clinic GmbH), ¢ UHCTpyKLmeit annapara Ans niasMocenapadum,
KOTOPbI MOXET NPUMeHATLCS B KoMBKHaUmMn ¢ ADAsorb (medicap clinic GmbH), a Taroke

¢ vHhopMaLmelt 0 pacxofHLIX MaTepuanax, PacTBOPaXx ki KOMIIeKTax.

1. Hapnexaiuee UCrionb3oBaHue KONOHKK
Immunosorba

Immunosorba — 8T0 KONOHKa, cofepXatLias NpoTenH A,
KOBANEHTHO UMMOBUA3NPOBAHHLIR Ha cedhapo3HOM Ma-
Tpuykee, [MpoTelH A — 370 6enok BakTepuin Staphylococcus
aureus, NPOSIBNSAIOLLNIA BLICOKYIO atPUHHOCTL K UMMYHOITIO-
GynmHam dernoseka knacca G (IgG1, 1gG2, 19G4) v MMyH-
HbIM KoMriekcam. pyrie ummyHornoBynuHsl (IgG3, IgM,
IgA) TaxKe 4acTUYHO C HUM CBsI3bIBaIOTCS, MaTpuke
(SepharoseCL4B) B cBOSI OCHOBE COEPXUT araposy.

Kaxk[ias KonoHka conepxut 62,5 mn agcopbeHTa npote-
nHa A - cechapoabl (06eM 3aMonHeHWs! KOOHKK: 72,5 mi),
3TO AaeT BOSMOXKHOCTE CBA3aTL OKOMo 1,2 I UMMyHOro-
BYMMHOB (NonHoe HachlLeHue). Kopryc KONOHKU COCTOWT
13 nonnKap6oHaTa Y COBEP AT NMOAMMPONINEHOBbIS
hUnETPLI (OrameTp nopbi — 36 MKM) Ha KaXKaOM KOHLIE.
CucTema MarucTpaneii uarotosieHa Ua NOMMBUHAIXIIO-
puaa (NBX). KonoHka Immunosorba MoXkeT 6bITb BOCCTa-
HOBNeHa BO BPeMs NPOLIsAyPs! 1 NOBTOPHO Wcronb3oBaHa
I8 eHeHms Toro e nauueHTa. s kakno npoleayps!
NCMONL3YETCA 2 KONOHKN,

Konowka Immunosorba npeaHasHadera s niasmoriep-
thy3un B SKCTPAKOPIOPAaSIsHOM KOHTYPE VCKNIOYUTENBHO B
coMeTaHuy ¢ annapaTtom ADAsorb (medicap clinic GmbH).
Mepes; NCronb3oBaHUEM BHAMATENBHO U8YYUTe MHCTPYK-
L0 NO 3KCIyaTaumn annapara, Ha KoTopoM Bkl fypeTe
paboTaTk, BO BPeMsi paBoThl YeTKO criefdyitfie npegmmca-
HUSIM, KOTOpbIE B HE codepaTcs.

[nst nnasmocenapaii MoryT UCToNb30BaTLCH TOSBKO
YOTPOWCTBE, 0fOBPEHHbBIE K COBMECTHOMY MPUMEHEHMIO C
annapatom ADAsorb (medicap clinic GmbH).”

Konorka Immunosorba MoXeT 6biTb UCMoNb30BaHa TONbKO
ecnu:

@ \NaKoBKa He NoBPEeXeHa

® KOPIYC KOMNOHKM He NOBpeXaeH

® clcTeMAa MarucTpansii U KOHHEKTOpb! He MOBPEXAeHs
® BOS KOHHEKTOPbI HAIBNHO 3aKPbITh,

IBe konoHkn Immunosorba formkHb! BbITh NCMONL30BaHbI
MPY NPOBEBHUN KaXKL0W npovLislypbl UMMYHOLCOPOLIAN.
Kaxxgas napa KonoHoK MOXKeT BbITk UCNoSb3oBaHa, a
TaKXKe MOBTOPHO UCMNONb30BaHa ANt NeHeHUs TONBKO
OfiHOro naumeHTa. cnons3osaHue ¥ NOBTOPHOE UCIMONb-
80BaHNE KONMOHOK WA KOHKPETHOW Napbl KOMOHOK A1
JeveHnst Gonee YoM OAHOro NaumeHTa CTPOoro 3anpeLLeHo.

KonoHkm Immunosorba AomKHbI XpaHUTECH BERTUKANLHO
npu Temrepatype ot +2°C go +8°C B amLLeHHOM oT
cBeta MecTel

KONOHKN JOMKHbI BbiTb SallMLLEHb OT samepaaHMﬂl

KpoBb 1 nnaama MoryT 6biTe NMHHOULIMPOB L«bl noaTOMy
npaswuia acenTUKK AOIKHbI CONOAATLCH Ha KaXKAoM aTarne
paboThl, .

Mpov3BoanTENeM YKa3aHo, YTO KOMOHK Iimunosorba He
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" LUAMK OB BEMaMK Masmbl

JOMKHbI NCNOJIb3CBAaTLCH AN JleHeHna NaLneHToB rocne
WCTEYEHNS CPOKa roAHOCTU.

Mocne 3aBeplUeHs NpoLieaypbl 1eHeHNs, KONMOHKU
Immunosorba JomKHb! BbiTk YTUAKSUPOBaHbLI B COOTBET-
CTBUM C ASUCTBYIOLLMW HOpMaMU 1 NMpaBUnami.

BHumanne!

IMpu rocTaske, KonoHkK Immunosorba 3anonHeHs
crieLmasibHbiM KOHCEPBYPYIOLLMM pacTBopom (Preservation
Solution), KoTopbii copepXuT 0.04 % nonurekcameTineH-
Buryarig (PHMB) v tpuntodbaH. [aHHbIi pacTeop yaansercs
crieLvankHbIM LWaroM NPoMbLIBKIA [0 Hadana npoLedypsl.

B KoHLe kaxgoli NpoLenypbl, 4O Ha4ana BOCCTBHOBIISHWS
KOJOHOK, NaLWeHT [ormkeH BbiTh OTCOedUHEH OT CUCTeMbl.
ADAsorb (medicap clinic GmbH) koHTponMpytoT BoccTa- .
HOBMEHWe 061X KOMOHOK 1 NMOZATOTaBMBAIOT UX K XpaHe-
HIO, 3arioNHAS TPUMTOMaH-COASPKALLUM KOHGEPBUPYIO-
LM pacteopom (PHMB/Tryptophan-containing
Immunosorba Preservation Solution).

B cnyqae npamMoro, AnvTesisHoro BosneicTens ceeta

(> 4 vacoB) TpunTohaH pasnarasTes, Npuaasas pPacTeopy
MKENTYIO OKPACKY.

YKenTble KoNoHK1 Immunosorba MoryTh 6bITb PacnosHaHb
MO LIBETY KOHCEPBUPYIOLWIEro pacTBopa. Takie KONOHKM He
LOMKHbI UCTIONB30BATHCS.

Mpy ronafaHi BO3Ayxa B KONOHKY BOBHUKAET 3HAYUTESb-
HbIlk PUCK MUKPOBHOM KOHTaMMHALMW. KavecTBo ancoptu-
PYIOLLIETO Tefist MPU 8TOM TaKXKe MOXKET V3MEHWUTLCS,

B [pesy/ibTaTe Hero MOXeT CHUSUTLCS aacopBLMoHHas
CMOCOBHOCTL KOMOHKN,

Bo Bpems nnasmocenapaiimn B 3KCTpakoprnopasibHbIl
KOHTYP [oMmKeH 6biTb gobasneH ACD-A pacTsop

(B o6bemMe okono 10 % oT o6bema Nnasmbl) 41 NpefoT-
BPALLIEHNA aKTUBALWMW CUCTEMbI KOMITIBMeHTa U Kackaga
Koarynauum B KoHType. Josupoeka ACD-A pacteopa
JOIPKHA Ha3HaYaTLes BpaqdeM.

2. lNpumMmeHeHne

KonoHka Immunosorba npefiHasHa4yeHa Ana Kom4ecTseH-
HOro yaaneHns MMYHOMNOGYSIMHOB, UMMYHHBIX KOMIIEKCOB
U CreuUmdUIecknX aHTuTen 13 niasmbl NaUUeHToB, y KoTo-
PbIX BbILLEMNEPEYUCIEHHbIE KOMMOHEHTb! aCCOLIMUPOBAHbLI ¢
3aboneBaHVieM.

Mpoueaypa ¢ NpUuMeHsHeM KONoHKW Immunosorba
JOMmKHA BbITb Ha3Ha4YeHa KBanhuLmMpoBaHHbIM Bpadem
VHOVBUOYABHO ANS1 KEXKAOMO MauyeHTa Y NPoBOaUTLCS
nof, ero HabnoaeHNeM,

My NNAHMPOBaHM MPOLIBLYPL! ¢ NPUMEHEHUEM KOSTOHKM
Immunosorba AomKHbI BbiTk TLLATENLHO OLeHEHbI BCe
BO3MOMKHbIE MONOXKUTENbHLIS 1 OTpULIaTeNbHbIe ee NoCNes-

- CTBUA. 3a KaxKOyio MpoLieaypy Yepes ofHy napy KONOHOK

MOXHO NpoBecTy nepdyaunto ot 1,5 0o 2,5 OﬁbeMOB
rnasmbl NaLmerTa. Hakornnex orpaHm HHblM‘M ¢ oMb~

Oonesckuii 1)1,




MPOAOMKUTENBHOCTL W KONMHEETBO MpoLeayp ¢ MpYMeHe-
H1eM KOMoHKM Immunosorba JomKHbl BbiTk afanTUpoBaHhb!
Mo KOHKpPEeTHoe sabonesaHue. B cnyvae ocTporo TeHeHus
3a601eBaHuUs, B 8aBUCHMOCTY OT KIUHUHECKUX CUMMTOMOB,
MOXKHO MpoBecTn oT 3 4o 5 npoleadyp B nocneaylolme
IHY, TIpU XPOHUHECKOM TeUeHUA UHTEPBASTL MOTYT Baphi-
poBAaTL OT 1 NpoLeayPb! B MECAL| A0 HACKONBKIX MpoLie-
Lyp B Heaenio.

3. MobouHbIe adhheKTh

MoBo4HbIe athheKTsl MOMYT BOSHUKHYTL B pesynsTare
B3AVMOLEICTBUA KPOBU MU MNa8Mbl C MOBEPXHOCTHIO
BKCTPAKOPMOPANEHOMO KOHTYPA. STU peakLui MoryT
YCKOPATLCS U/ UNK YCYTryBNSTLECS HANUYUEM KOHKPETHOro
3aBonesaHus y NadyeHTa, Bo Bpems npoueaypbl Nepco-
Ha NeYeBHOrO YUPEXLSHUS JOMKEH NMOCTOSHHO KOHTPO-
TMPOBATh YNBHEHHbIe NokasaTenu nalmeHTa, Takue Kax
BOAHbIA 6anaHc U 6anaHc KansUys, aHTUKOarynsaLmio, cko-
POCTL MOTOKOB KPOBW U Mi1a3Mbl, MpefoTepallaTe akTuea-
UMIO CUCTEMbI KOMTINEMeHTa.

[Mo6o4Hble achdpeKThl, KOTopble MOryT BO3HUKHYTL BCBA3W
C MnasMocenapalyen ¥ UMMyHoaacopGLEi Takue ke,
KaK ¥ T8, YTO BOSHUKAIOT MPW APRYruX SKCTPaKopropabHbIX
npoLenypax:

® remMartoma

KpOBOTEHEHNE

MUNOTEH3US

peakLmn rMNep4yBCTBUTENLHOCTI U anneprimHeckue
peakLn

aHahunaxkTieckmne 1 aHadunakTonaHble peaxumm
LLIOK

rynepTeHaust

BpapvKkapovs
apUTMAU
cepaeHHbI MPUCTYN

WV e & 6

raLMeHTOB ¢ MNepYyBCTBUTENbHOCTLIO UMK annepriel
Ha nobble MaTepuanbl, U3 KOTOPLIX U3roTOBNeHa KO-
JoHka Immunosorba;

raUveHToB, KOTOPLIM B HACTOSILLIES BPeMSst NPOBOOUTCA
Tepanvst ¢ NPYMEHeHMeM MHMIMBUTOPOB aHMMOTeH-
3uHNpeBpaLlaoLLero dhepmenTa (MAIND): nposepeHVe
BKCTPaKopropasbHbIX NMpoLeayp Y AaHHOro KOHTUH-
reHTA MaLMEHTOB COMPOBOXIAETCA 3HAYUTEsHbLIM
PUCKOM N5t UX SKNBHW;

naLneHToB, KOTOPbIe He MOTyT MepeHecTV TepanesTy-
YecKui achepes 1 NPosIBIANN peakLy Mnep4yBCTBIU-
TENBHOCTY MU NPeabIaYLLMX Mpolesypax;

MaLUMeHToB N5t KOTOPbIX HE MOXET BbITh oBecreyeHa
aleKBaTHas aHTVKOarynaLms;

MaLYeHToR, CTPAIAIOLLMX THKenbIMU CepagHHO-CocYImn-
CThIMW 3a60neBaHUsIMI, KOTOPLIM MpOBeeHue Tepanes-
TU4eCKoro adepesa He NPenCTaRNAESTCA BOSMOXKHDBIM;
MaLNeHTOR G CUCTEMHOWN UHChEKLIMEI;

NaLWeHTOB C TAXESbIMA UMMYHOZeULUTAMY;
MauyeHToB C Maccoi Tena me+ee 15 kr.

Mpumeuanue: Ha ceropHs HakonneHo Marno onbiTa
0 NpUMeHeH! UMMYHOA[COoP6LIMN Y GepemMeHHbIX
KeHuyuH. Tem He MeHee He PEeKOMEHRYETCH UCTIONb-»
soBaTth Immunosorba npu neveHuy 6epemMeHHbIX
SKEHLLMH

Mepey Havanom npoueayps! achepesa yéepurecs,
4TO (OUNBLTP TBEPbIX YacTUL, TOYHO BCTPOEH B
MarucTpank BO3BparTa KpoBU NauneHTy, Kak onmcaHo
B MHCTPYKLUM Mo akcnnyatauuun. Bo nsbexxaHue
NPUHUHEHNA BPea NatMeHTy He CRefyeT HauuHaTe
npouesypy npu oTCYTCTBUK (UNLTPa TBepAbIX
yacTuL, ecnu URLTP 3acOPUIICA UK Bil 3TO
nopospesaeTe, NPoLeaypy cnenyeT npekpartutb

6. MpepyrpexaeHus

®
®
®
®
®
®
® runokansLmemMus Mpotieayps! ¢ NpriMeHeHem Immunosorba, kak 1 apyrie
@ napecTesus 3aKCTPaKopropansHbIe MEoLeaypbl, CNefyeT NPOBOAUTL C
® UHheKLMN OCTOPGXKHOCTLIO Y CNEOYIOLLUX MY NaUmUeHToB:
o ap ® ralMeHTOB G MIoXMM [OCTYNOM Yepea nepedepueckie
. BEHbI, KOTOPLIM TPEBYSTCS MOCTAHOBKA LIeHTPabHOro
APOXB BEHOBHOrO KaTeTepa;
¢ TollHoTa 1 pBoTa ® [aLMEHTOB, Y KOTOPbIX HapyLLeHWe BOAHOro 6anaHca
& 03H06 MOXKET MPUBECTY K 3aCTOVHOI cepgHyHOl HelocTaTo -
® 3aTpyfHeHVe pbixaHus HOCTY;
@ cynoporn ® rauveHTbl C NpearionaraeMsIM Uik NMOATBEPKAEHHBIM
® 6Borb MOBbILLEHVEM BHYTPUHEPENHOMO AaBNeHUs, Y KOTOPbIX
HapyLLeH1e BOOHOro BaiaHca Unv apTepuasibHoro
® oo K -
o ONOBOKPYKEHIS DABNEHVS MOXET MPUBECTU K 060CTPeHWO 60NesHN;
YYBCTBO NoKasblBaHus
Y rlokan ® MalyeHThl C HapyLleHneM thyHKLMNA FoYeK, UaMeHeHe
® ronosHas Gosb 06bema MnasMsl MOXKET MPUBECTU K HeraTUBHbIM
@ NapasTUHeckne CUMITOMbI MOGNeOCTBYSIM;
4. BaaumopeiicTBiie ¢ nekapcTBeHHbIMM ® (IaUMeHTaM C KIIMHUMECKN 3HRMMOl IUMNOTEH3NEH N
BeWeCTBaMM MOrPaHUHIHOV M’UNOTEH3WeN, rae AanbHelLlee CHKeHKe
. N apTEPUANTEHOTO AABAIEHUS MOXET UMETh HeraT1BHbIE
He BhisiBNeHo BaamMopneiicTeuii Mexay Immunosorba 1 MOCNGACTRHS: .
NeKapCTEEHHLIMU BELLIECTBAMM, MPUMEHASMbIMIA SN . G ' . DEHP
COMyTCTBYIOLLEH Tepanuu. PekoMeHayeTCs NpoBOMANT ncTeMa MarucTpane CoaepXuT : \ YTO CO3AaeT
MBLMKAMEHTOSHYIO Tepanuio crycTst 1—-2 Yaca nocne rpo- PVCK NP NPOBEASHIY MPOLISAYD Y OEPCMBHHLIX 1
BEJIBHIS MPOLIBAYPbI i YKEHLLWH B NEPUOL, NakTauuvy a TarE heTdii. MoaTomy,
| pelleHvie 0 NPoBeAeHUY [P e,qy;ﬁo@wg&gmem
5. [poTueonokasaHusi l cmcmw:wa;gpw@?y fanHoi rpynns! naverHes LI,
MpuMeHeHUe KonoHKK Immunosorba npotusoriokasaHoy  AOIPKHO LRMAMATLGCA MOC/IE TLLATENLHOTO aHamsa

CnefdytoLmx rpynn nauneHToB:
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BHUMAaTENbHO U3yuuTe BKIaabill
GLOBAFFIN - Merm/aHas KoMoHKa 418 MMMYHO2ACOoR0LY

Brumannel

[0 vcnonbaosanus koniorok GLOBAFFIN rioxanyiicTa npouwTaiiTe UGTPYKLMIO No SKCTVyaTaLv annapara ADAsorb (medicap
clinc GmbH) v annapara fns nnasMocenapauuy, ooGPeHHOTo AnA UCTIONL30BAHNS B KomGuHawwm ¢ ADAsorb (medicap clinlc
GimbbH), a TaKKe 03HAKOMTECK C UH(DOPMALEIt 0 PACXOAHLIX MaTeprianax, pacTBopax ¥ KOMMIBKTaX.

1. Hapnexatee nenonbaoBanue konoHok GLOBAFFIN

- GLORAFFIN 870 KomoHKa, conepxanias okono 250 mr nerupa GAM146, ko- -
BANGHTHO MMMOGHIIM30BAHHOTO Ha CedhaposHom MaTpuxce, Mentua GAM146
aTO CUHTETUYECKAN LIMKAMYECKasn Monexyna, o6rafialoluias BbICoKoi adbiutt-
HOCTBIO K Y6TIOBEUBCKMM UIMMYHOTAIOGYIMHAM, 0COBEHHO K IGG Y AMMYHHbIM
KoMriniekcam, B ocHose MaTpykea (cethapoaa CLAB) cogepxiTes araposa.

Kapas KoNoHKa CoriepyuT 60 M1 KWAKAro NenTw-cothaposoro aacop-
GenTa, 4TO Aa6T BOSMOXKHOCTb CBASATE A0 1,2 I UMMYHOMOGYMHOB (Tion-
HO® HACBILEHVE). KOPNYG KONOHKW COCTOUT W3 NONIMKapGoHaTa 1 CORepMMT |
NONANPONMAGHOBLIE (HUALTPLI (IMaMETP Nopbl —~ 20 MKM) Ha KaXOM KOHLIS.

* B BEPXHOI 11 HVXHEH YacTV KonoHK HaxoaaTes Luer-Lock KOHHeKTOpb! AR
BXOALLGH U BLIXOASLLIEH MArucTpany, B cpefiHei YacTit KONoHKY HAX0AUTCA
OTBEPCTVIE /NS BANONHEHNS, KOTOPOB HUKOTAR He JLOMKHO OTKpbIBaTBES, Ko-

- fioHKka GLOBAFFIN moxeT 6biTh BOCCTAHOBNBHA BO BPEMA NPOLIEAYDLI 14 No-
BTOPHO UCMONb30BAHA U1 JIGHBHYA TOT0 X6 TIaLveHTa. [inst Kaxpol mpotye-
[yPbl VICTIONB3YSTCS 2 KONOHKA,

Kororka GLOBAFFIN nipezHastasieHa 4nn nnasmonepgysiu B aKCTpakop-
NOPANLHOM KOHTYPE UCKMIOUATENbHO B COYETaHUN C annapaTom ADAsorb
(medicap clinic GmbH), Mepex uenonb3oBaHeM BHUMATENLHO USY4UTE UH-

" GTPYKLMIO 10 SKCIyaTaLy annapara, B Bpems pacoTbl YETKO cneayiae
MPEATMCAHMAM, KOTOPLIE B Hell CopepxaTcs,

[ing nasmocenapaliuu MoryT UCMonib3oBaTbCs! TOMbKO YETPOHCTBA,
0A0GPEHHbIE K COBMECTHOMY MpvMeHeHuIo ¢ annapatom ADAsorb (medicap
clinic GmbH).

Konotky GLOBAFFIN MOXHO WCTIONb30BAaTb TOMBKO BCIM:
* YNAKOBKA He roBpeNieHa;
® KOPMYC KONOHKM HE NOBPEXIEH;

" e GHCTEMA MArueTpanei i KOHHEKTOPL! He NOBPEXAEHb;
® 506 KOHHOKTOPb! HAAEKHO 3aKPbITHI.

JiBe konotkn GLOBAFFIN omKHb! GbiTh UCTONb30BaHY! TPY NPOBEASHAN Ka-
[0l NPOLIEAYPE! UMMYHORACOPGLIMK.

Kasziast niapa Konorok GLOBAFFIN MOXeT GbiTh MCoNb30BaKa, a Takxe ro-
BTOPHO UCNONb30BAHA 9 JIBUBHIS TONLKO OAHOTO NauyeHTa, Wcronkaosa-
HIe 1 NOBTOPHOE YCMONb30BAHUE KOMOHOK MW KOHKPETHOI Napbl KONIOHOK
NS NgHeHus 605166 MeM OAHOTO MALMENTA CTPOFO 3anpelieHo.

* Konowxu GLOBAFFIN flomKHb! XpaHUTLCS BEPTUKASIBHO NPY TemnepaType or
+2°C o +8°C B 3aUIMLLEHHOM OT CBETA MecTel

KONOHKW1 JOMDKHBI BbiTh 3aLL{ALLEHEI OT 3amepsarisl

KpoBb M nasma MOryT GbiTb MH(ULMPOBAHDI, [I09TOMY NPaBUAA ACENTUKN
JOMKHL! CONOAATLCS HA KaNGIOM 9Tane pasotsl,

MpOn3BOAMTENEM YKasaHO, 4To KkonoHk1 GLOBAFFIN He SOMKHB! HCNONL30-
BATLCA Y151 IBHEHNS] MALMBHTOB M10CNE UCTEYSHNS CPOKA FOHOCTH,

Mocrie 3aBEpLIGHIA MPOLSAYPH Nevetus, Korohkk GLOBAFFIN aomkHb) Guite
 YTARMBYDOBAHD! B COOTBETCTBAM C AGVCTBYIOLIMMA HODMEMY Y NIpaBUIaMA,

BHumanue!

- TIpM NOCTABKE, CTEPUM30BAHHbIe riapoM KonoHky GLOBAFFIN 3anonke-
Hbl PACTBOPOM LiTpaTa HaTpust (10 Muons/n; pH 4.0). JaHHuIi pacTsop
YIANAGTCA CrIeLarnbHbM LIATOM NPOMbIBKV 10 Hauana NpoLeAypbl.

B KOHUE KaXKI0M NPoLieyphl, A0 Haana BOCCTBHOB/IEHUSA KOMOHOK, NaLineHT
[oMKeH GblTh oTeoeauHeH oT cucTembl, ADAsorb (medicap clinlc GmbH) koH-
TPOMADYET BOCCTAHOBAIEHIE 0BeuX KonoHok GLOBAFFIN 1 noaroTasneaet vix

" K XpaHBHII0, 3aMI0NHSIA KKAYIO KOMOHKY KOHCEPBUDYIOLAM PacTBOpOM «PBS
+0.01% NaN» (Phosphate buffered physlologlcal Sodium Chioride solution - -
with 0.1 g/l Sodium Azlde).

Jlo W iocnie Kaxaol MpoLrypbl, Kak ¥ A0 KoHCEpBALWY, KONIoHKA AOKHb! Xo-
POLLIO BCTPSAXMBATECS, ’

[y nonaaaHuu BO3/YXa B KONOHKY BOSHUKAET 3HAUUTENbHBIA PUCK MUKDOG-
HOI KOHTAMUHAUMM, KauecTBO afcopGypyIoLLIero renist nipk STOM Takeke Mo-
KT USMBHUTLCS, B PE3YNLTATE YEr0 MOXET CHUSNTLCS aACOPOLMOHHaS
CNOCOGHOCTb KOMOHKM, i

Jl03npoBKa aHTUKOATYASHTOB AA0/KHA ONPEABASTLHCH U OTCNEXNBATHCA BPA-
YeM,

2, Tipumetenue

Konotka GLOBAFFIN npearasHaueta Ans yaneHis iMMyHOrRoGYNMHOB, M-
MYHHBIX KOMTITIGKCOB 1 CTIBLMEPMHBCKIX AHTUTEN V3 11a3Mbl NaLMEHTOB, Y KTo-
PbiX BLILLIENEPEUVCABHHbIS KOMTIOHBHTb ACCOLMAPOBAHbI C 3a607BRAHNOM,

Mpoligaypa ¢ npumeHeHviem konoHku GLOBAFFIN fomkHa GbiTh HasHaueHa
KBAMULIADOBAHHbIM BPaYeM UHANBYIYANIbHO NS KaXJIOro NaLMenTa v npo- -
BORUTLCA NOA €ro HabnioaeHueM.

{1pV MNaHVpeBAHIN NPOLIBAYPLI C NPUMEHEHVEM KONOHKH GLOBAFFIN BosmkHbl
GbITb TLLATE/BHO OLEHEHb! BCB BOSMOXHbIE MOMOXUTENbHLIG 1 OTPUIATEAb-
HblB 88 NOCMBACTBIS. 34 KKIYI0 NPOLIGAYPY YEPes ofiHy Napy KONOHOK MOX-
Ho nposecTy niepyauio ot 1,5 A0 2,5 0GbeMOB NNa3Mbl MaLKEHTa, HakonneH *
OrPaHWEHHbI OMbIT ¢ GO/bLIMMM OGbEMaMA TIIA3MbI,

TOROIKUTENLHOCTb W KOIWYECTBO NPOLIBAYD G MPYMEHEHIUEM KOMIOHKA
GLOBAFFIN 0mKHb! ObiTb. 81,aNTUPOBAKLI 10f KOHKPETHOE 3a6016BaHVE.

B cily4ae 0CTPOro TeHeHA 3a60neBaHua, B 38BUCMOCT OT KNMHINHECKNX
CUMITOMOB, MOXHO NPOBECTA 0T 3 10 5 npoLieAyp B nocneftylotie AHu. [pu
XPOHUYECKOM TEUBHMUY WHTEPBAIB! MOTYT BapbitpoBaTh OT T Npoueaypbl B Me-
CALL 10 HECKOMbKYX MPOLIGAYP B HBZeNto.

3. MoGouHble 3hPeKTb!

3.1 Hecrieumthuueckme noBoytbie stheKTbi 3KCTPAKOPNOPANIbHLIX
METOJ0B NeveHmns :

IKCTPAKOPNOPAIBHbIG METOAK! I84eHNA MOTYT 0KA3bIBATL HArPY3KY Ha opra-
HiASM NALMEHTA ¥ BLISLIBAT HECNBLM(UHBCKUE NOGOUHbIS PEAKLI, KOTODbIE
OrpaHNuMBaloT S(IPEKTUBHOCT NPOBOAUMOI TEPATM, TAIOKE B HEKOTOPLIX
Cy4asiX BOSMOXHO NOSBAEHME OTCPOYBHHbIX OB04HIX SeKTOB,

Mo604HbIe adpheKTLI MOryT pasBiBaTLGS B PB3YNLTATE KOHTAKTA KPOBY N
[1a3Mb! G TIOBEPXHOCTHIO SKCTPAKOPNIOPANIBHOrO KOHTYDA. ST peakiii MoryT
YCKODATLCA WM 0BOCTPATLGS MK HanMuuy (aKTopos, BOSHUKAIOLLIX U3-3a
UHAMBMYaNbHOM Cristdky 3a00neBaHNA NaLyueHTa,

B NpoLiecee SKGTPAKOPIOPabHLIX MPOLIGAYD KOMIOHEHTL! KPOBH MOTYT ObiTh
YANGHb! WK 3aMeLLIeHb. [103TOMY PEKOMEH/IYBTOS OCYLLIBCTBAATH PBrynAp-
HbIi1 KOHTPOMb TIOKAZATeNe! KPOBY 10 U TIOCHe NPOBOAUMON Tepaniu, oco-
GBHHO, GCAV NOBTOPHbIE NPOLBAYPGI MPOBOAATCA 4epPed KOPOTKIE MPOMEXYT-
KA BPOMEHM,

To6ouHb1e 3pPEKTDI, KOTOPLIS B POAKKX CAYHAAX MOTYT BOSHUKATL NPW NPo-
BO/IGHVI 3KCTAKOPROPALHOM Topaniu: :
VmmyHHas cuctema:

TWNGPYYBCTBUTENLHOCTH 11 aNNePriuiecke PeakLti MOryT BbisBaTh ,
CNBLIYIONLVE CUMITTOMbI: TOR0BHAS! GoNb, TOLUHOTA, PBOTA, GOJlb B FPY/AM 1 Xe-
TWAKS, Avapes, Gonv B cycTasax, runepToHUA, 3pUTeMa, rvnepemis, oTek

BOK, TAXMKAPAVS, IMXOPAZKA, 03HOO, NOTAUBOCTb, MbILIEYHbIS CrIagMbl, LUYM B
yLiax, 3y, 061166 HOAOMOraHue, Kalenb

AKTVBALIA GPAIMKMHIHOBOM CUCTEMb! (HAnpUMep, runepemus, 6oMb B crivte
1A JKWBOTE, FANOTOHWS, OLLYLIEHUE Avicharum) :

AHAGMNAKTUYECKNE PBAKUUH C 0GCTPYKUVEN AbixaTenbHbIX ryTe
‘,/‘:’

GPOHXOCTA3M, LOK, 4
L
,//? ¢ HepeosHOCTb

!
HepBHas cuctema:

* Gpadocts . gr)éw Cob
~ e “Binb & masax wofTomyrenns aperus~ OOOTER Ky oy
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CeppeyHo-cocyaueTan cucTema:

*  ACTOHO-BOIBTATUBHbIA CHHAPOM (TAXAKAPAA, TUNOTOHUS,
FONOBOKNYEHNS, 06MOPOKY)

© CUMITTOMbI CTEHOKapAMM

* Tuneprexana

"« Bpagvkapas

Kpoeb / Koarynauws (cBepTbIBaHUe KPoBM):

.* TpomBouwronskng  * HapyLweHus Koaryisiuuu, KpOBOTE4EHNS

o Jlerkuii remorma @ Axemus

Crieayloue noGoyHbIe 3QdeKTb MOryT BOSHUKATH B PE3yNLTaTe BEHENyHK-
Liwt: TeMaTOMa, TPOMBO3 W/ BOCTIANGHHE COCYAMCTOM 061acTI B MECTS
NYHKLN,

] TTPUMEHBHUO AHTUKOArYNAHTOB MOXKET BPEMEHHO MPUBBCTH K YBEAW4BHMIO Te-
Hepany3oBaHtbiX reMaToM U KpOBOTEUEHUHO,

B cnyyae, 6Ny aHTUKOArYAALMA OCYLLBCTBIAETCA METOLOM HEMpEpLIBHOrO

_ BBOAGHMA LIMTPATHOIO aHTVKoArynaHTa (ACD-A), MOXET PasBuTLCA BREMBHHOE
CHIDKEHVE KOHUEHTDALIAY MOHIKSVPOBAHHOTO KaNbLA B KNOBY 1, CRGA0BaTE/Ib-
HO, CHMITTOMOB FIOBHILLIGHHOM HEPBHO-MbILLIGUHO BOSOYAUMOCTH (HarpuMmep.
NAPECTE31A, TOHMHBCKHE CYLIOPOTY, TETAHNS, CHMIMTOMBI apanmya),

MatpeHTam, ¥ KOTOPbIX YPOBEHb Kanblivis B KPOBU 10 Havana Teparniu

HAXOLUTCA HIDKS HOPMAJIBHOTO [IMANA30Ha PEKOMEHA0BAH NepopanbHb(i npv-
- ©M KanbLyis niepes HauarnoM NeueHia, B 3aBUCUMOCTY OT TSKECTA M1NoKanb-

LVIEMIAN, HEOBXOAMMO MPUHATH MEpbl 1S NPOTURCABHCTBIS AanbHelie-

MY CHIDKBHVIO/YXYALIBHYIO TOMBOCTA3A KaslbLs, [Tpexie BCero, Heosxomnmo

CHVIBUT MIOTOK KPOBY, ECIIV 9TOr0 OKaXKeTCA HeAOCTATONHO, UHAYans ACD-A

MOXKET BbiTh YMEHbLIEHA N0 YeMOTPeHUIo Bpava.

B HEKOTOPbIX Criy4asX NaLyeHTy MOXeT NoTpeGoBaTLCH -3aMelLieHre KaslbLA,
HanpUMep, BHYTPMBEHHAA MHGY3US ITHOKOHATA KanbLyta 10% B COOTBETCTBIN
C MHCTPYKLMEN NO MPUMEHBHNIO 14 Moj HaGHopeHYeM Bpava.

MU pagpaboTke SKCTPAKOPTIOPanbHbIX GYCTEM, G0/bLI0E BHIMAHUE
" YHENAETCA 61OCOBMECTVIMOCTY UCNIONB3YEMbIX MaTepHasnos. TeM He Metee,
IpM MioGoit adiepeaHoil Tepankis KOHTAKT KPOBY 1 MNa3Mb! G «yXKePORHOA »
FIOBEPXHOCTBIO B GOIbLIBH AN MEMbLLIGH CTENEHV MOXET OKA3IBATL BOBAGH-
* CTBYE HA KOMTIOHEHTbI KPOBY 1 BbI3bIBATE AKTUBALVIO CBEPTBIBAIOLLGA CHCTE-
Mbl, CUGTEMbI KOMINGMEHTOB ¥, BBPOSITHO, 8aNycKaTh aHahnakTuieckyo
peakuuio,

3.2. Cneundusieckne nofodHble ahekTsl npy akeTpa-
KOpMopasbHOM NeYsHM ¢ vcnionb3osaHrem GLOBAFFIN
- B0 BPBMSA NG4EHWS) OTBETCTBEHHbIA NBPCOHAI A0IKOH HENPEPBIBHO KOHTPOMM-
POBATHL WYNPABNAT SHTAKOATYNALMEN, GANAHCOM XWIKOCTY U KaNbLns, & TaK-
MKE KUCOTHO-LLUENOYHBIM GanaHcoM CKOPOCTbIO NOTOKA KPOBW Y NNa3Mbl

B criy|ae MpoBengHya NOBTODHLIX POLBAYD POKOMBHLYETA NPOBOAUTS MO-
HATOPUHT hBpIHOreHa, ST0 0COGBHHO BAKHO YWTHIBATY NPU REMEHIH NaLt-
HTOB C HY3KVMM NOPOTOBLIMY YPOBHsMY hGpUHOreHa.

4, B3anmoAencTRME ¢ NeKapCTBEHHLIMI BELLECTBAMN

Ha BbifBNGHO B3aumoaeicTauil Mexsy GLOBAFFIN u nexkapeTBeHHbIMN BolLiG-

* GTBAMMA, NPUMEHSIGMbIMY LR CONYTCTBYIOWIBN Teparviv. PeKOMBHZYeTCS npo-
BOITH MEJNKAMEHTO3HYIO Tepanuio cnyeTa 1-—2 yaca Nocne NposeseHus
npoLieaypsl,

5. MpoTnBonokasaHus

MpumeHsHme KonoHkA GLOBAFFIN npoTiBomnoxasato y CneayiotLyx rpynn na-
LMGHTOR;

* MAUMEHTOR C MANEPYYBCTBUTENBHOCTBIO WA AANBPrieil Ha itobbie

MATEPUANb, U3 KOTOPBIX M3roToBnea Konokka GLOBAFFIN;

" MAUMEHTOB, KOTOPLIM B HACTOAILGE BPEMH NPOBOAWTCA Tepanus ¢ NpumMeHe-
HVYeM VHTMGMTOPOB aHrVoTEHSUHNPeBpaLLiaioLlero tepmenTa (AND): npo-
BBAGHYE KCTPAKOPNOPAbHLIX MPOLIBAYP Y AAHHOTO KOHTUHTGHTA NaLieH-
TOB CONPOBOXKAAETCH BHAUNTESbHBIM PUCKOM. Fist UK XUEM; . .
NALMEHTOB, KOTOPHIE H MOTYT repeHecT| TeparesTiyeckuii ade-
P63 1 NPOSBASNM PEAKLIMM MMNEPHYBCTBUTENLHOCTY TIPY MPBABLIAYLLIAX
ripoLienypax; i

{
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NALYIBHTOB ANIA KOTOPLIX HE MOXET BbiTh 06eCTIeYeHa aAeKBaTHAS
HTUKOANYNALMAR,

NALYEHTOB, CTPAAAIOLLIAX TAKETbIMU CEPAeUHO-COCYANCTLIMA
3a60N10BAHMSIMM, KOTOPLIM POBOAGHHE TEPANEBTUHECKOro adepesa He
TPBACTABNAGTCA BOSMOXHLIM;

MALMEHTOB C CUCTEMHON MHEEKLVEH,

NMpumevanne: Ha cerofiHa HET ONbiTa NPUMEHEHNA MMMyHoa/-
COPOLMY G CTIONL30BAHKEN KonoHoKk GLOBAFFIN y Gepementbi-

XM U KOPMSILLWX JKEHILUMH, TI03TOMY He PEKOMEHAYETCS NPOBOAUTL
npoLieaypbl STOM rpynne natuenTos!

Ha CerofHs HET OnbITa NpUMeHeHNs uMMyHadepeaa y AeTeil BECOM
10 30 Kr, MoaToMy He PEKOMEHAYETCS NPOBOAVTSL NPOLEAYPbI 16~
TaM Becom Hinke 30 kri

fipy NPOBEAEHUM YIMMYHOARCOPOLMA C UCOL30BAHUEN KONo-

Hok GLOBAFFIN Hen3mMeHHO UMEET MeCTO HeaHauuTerbHas noteps
MNasMbl, 3 TAKXKE NONafaHue B NAasmy MPOMBIEOMHOTO PacTeopa.
9T0 NPOUCXOAMT Ha 3Tane pereHepaLyi 1 SIBNSETCA CNEACTBUEM
cMeiLieHUst NTa3mbl ¢ coneBbiM pacTaopom (0,9% NaCl) 8 Havane

11 B KOHU@ K2KA0T0 UWKNA perenepaLm. Bo uaGexatie 6obLLuX
NOTEPb NNIA3MbI TIPY NPOBEAGHUV NPOMBIBKY acopbepa GLOBAFFIN
YPaBHOBELIMBAHNE KOMIOHEHTOB BbINOAHSAETCH ¢ HeGoMbLIMM 38~
BbILLEHVEM, B COOTBETCTBUM C HACTPOMKAMY NPOTPpamMmMbl npy npo-
BE/IEHIY NPOLEAYPLI C MCTOMb30BAHNEM KONOHOK GLOBAFFIN Takoe
3aBbiLUeHYEe cocTasnseT 16 MN pns KKA0T0 UNKNA.

Apumedanme: B cnyyuae NoYeYHOR HEBOCTATOYHOCTY WHTEHCMB~ <
HOGTb JI6YEHNs, a Takxe o06bem nobasnsemoro NaCl LomkHb!

6bITh aanTUPOBaHb! B COOTBETCTBUW CO CTONEHBIO OTPAHNYEHHO~
CTV BbIennTENbHON (hyHKUMK. TIpi HEOOXOAVMOCTH MOXHO YBenu-
YuTh riokasaTenu Beisegenna NaCl v BoAb! NOCPEACTBOM NETNEBLIX -
IYPETUKOB,

Tipumenanue: Npy HasHayeHn npotenypbl pedeky secom 30 Kr

¢ VCTIONb30BAHMEM 3-KpaTHOro 06beMa NaaMbl (MaKcUManbHbIl
06GbEM 0KONO 4 J1) MaKcMManbHOe 3aBbllLieHNe Npi ypasHoBeLn-
BAHUV KOMIOHEHTOB A1 UMMYHOAACoPOLAY MOXKET COCTABANATh

340 mn. JaHHbli 06beM BBOAWTCA B TeueHue oK. 3,5 4acos, Takum
06pasom, He CTOUT OrIacaThes CRyyalfHora NPeBbiluenA oGhema
JadKe Np1 MaKCUManbHONA NPOAOIDKUTENBHOGTY JIe4YeHNs.
Mpumeyanue: Nleped Hauanom npokenyps! agepesa yoepuTecs,

4TO (PMBTP TBEPHLIX YACTUL TOHHO BCTPOGH B MArUcTpasb Bo3-
BpATA KPOBM NAUMEHTY, KaK ONUCEHO B MHCTPYKLMY NO SKeTNyaTa-
K. Bo n3Gexanvie NPUUVHEHNS BPEKA NALMEHTY He CNeyeT Ha-
YWHATL NPOLEAYPY [TPU OTCYTCTBMY (INLTPE TBEPLIX YacTUL, Ecnu
dunbTp sacopusica wiv Bul 370 nopoapesaeTe, Npoueaypy criepyer |
npeKpaTuTh!

) Mpumevanne: [l 066Crie4eHUS rapaHTUPOBAHHOI repMeTMHHO-

6. - .
Mpotienypbi ¢ ripumeHeruen konoHox GLOBARFIN, kaK v fpyruie SKeTpakop-

¢t KonoHok Globaffin B npoygcce UX XpaHeHns B nepepbiBax Mex-
Iy TIPOLeAYPamMM HeoGXOAUMO MCTIONb30BATE NOCTABAREMbIE B
KOMMUTEKTE NPOGKHA AN 3aKPLITAS JIIDIPOBCKOTO COSRUHEHS apco-
pOepa nacne ero KOHCEPBaLK,

MpepynpexaeHus :

fiopankHble NPOLEAYRbl, CNe, YT NPOBOANTE C OCTOPOKHOCTBIO Y CRBAYIOLIVX
rpynm nauueHTos:

.

.

*

NALMBHTOB C MNOXVIM J0CTYTIOM Yepes nepedepuieckue BeHbi, KOTOPLIM
TPEGYETCs MOCTAHOBKA LIGHTPANbHOTO BEHOZHOTO KATETEpa;

MALMEHTOB, Y KOTOPbIX HAPYLUEHIAG BOAHOTO Gariaca MOMET NpUBecTy

K 3aCTOMHON CEpABUHON HEAOCTATOUHOCTY;

MNALWEHTL! C NPSANOTAragMbIM WA NOATBBPMK/EHHbIM NOBLILUBHNEM
BHYTPUYEPENHOro /ABAIEHNS, Y KOTOPbIX HAPYILIHUE BOAHOTO GaniaHca un .
apTepUabHOTO JIABNEHIAS MOXET NPUBECTY K 0GOCTRBHMIO GONesHH;
MaLMEHTb! ¢ HapyWIeHVEM (YHKLWY NoveK, HapyLueHie oGbema nnasmbl
MOXET MPUBECTY K HEraTUBHLIM NOCTBACTBYAM;

MALWEHTAM C KIWHAECKA SHAUMMOV FMIOTEHaeN Wik FIOrPAHUYHOM Y-
NOTEH3UEN, e nanbﬁgiw.qm Ve apTRpIabHOTO JaB/eHUA MOXKET
WMBTh HeraTUBHbIE.FOGeACTRIS; 0 ONeBCImi i
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