Complete Early Cleavage Medium® (ECM°®) with DSS
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EU CAUTION: For Professional Use Only

US CAUTION: Federal (U.S.) law restricts this device
to sale by or on the order of a physician.

INTENDED USE

Complete Early Cleavage Medium® (ECM®) with DSS* is
intended for use in assisted reproductive procedures which
include human gamete and embryo manipulation. These
procedures include the use of Complete ECM with DSS as
a culture medium through day 3 of development.

PRODUCT DESCRIPTION

Complete ECM with DSS consists of Complete ECM
supplemented with 10% Dextran Serum Supplement
(DSS), for a total macromolecule concentration of 7 mg/
mL. The macromolecule components consist of 5 mg/mL
therapeutic grade Human Serum Albumin (HSA) and 2 mg/
mL dextran. This medium contains the antibiotic gentamicin
sulfate (9 pg/mL).

COMPOSITION:
EDTA Sodium Lactate
Sodium Citrate Dextran 40
Sodium Chloride Sodium Bicarbonate

Potassium Chloride Magnesium Sulfate
Dextrose Calcium Chloride
L-Alanyl-L-Glutamine  Phenol Red
Taurine Gentamicin Sulfate

Sodium Pyruvate Human Serum Albumin
QUALITY ASSURANCE

Complete ECM with DSS is membrane filtered and
aseptically processed according to manufacturing
procedures which have been validated to meet a sterility
assurance level (SAL) of 10°.

Each lot of Complete ECM with DSS is tested for:
Endotoxin by Limulus Amebocyte Lysate (LAL)
methodology
Biocompatibility by Mouse Embryo Assay
(one-cell)

Sterility by the current USP Sterility Test <71>

Allresults are reported on a lot specific Certificate of Analysis
which is available upon request.

BUFFER SYSTEM

Complete ECM with DSS uses Sodium Bicarbonate as a
buffering system. This is specifically designed for use in
a CO, incubator.

DIRECTIONS FOR USE

EQUILIBRATION

Complete ECM with DSS should be warmed to 37°C and
equilibrated to the desired pH in a CO, incubator prior to use.

Fertilization may be performed by standard in vitro
fertilization (IVF) in a culture dish containing pre-equilibrated
Complete ECM with DSS, or by ICSI according to the
laboratory’s standard procedures.

Once fertilization occurs, the reproductive specialist should
transfer the zygote/embryo into a new dish with pre-warmed
equilibrated Complete ECM with DSS for the growth phase.
Allow embryo to grow until desired developmental stage
(up to 3 days).

For additional details on the use of these products, each
laboratory should consult its own laboratory procedures
and protocols which have been specifically developed and
optimized for your individual medical program.

STORAGE INSTRUCTIONS AND STABILITY
Store the medium refrigerated at 2° to 8°C.

Do not freeze or expose to temperatures greater than 39°C.

For unopened bottles:

The shelf life of the product remains as the expiration date
stated on bottle when stored under the recommended
conditions of 2° to 8°C.

PRECAUTIONS AND WARNINGS

This device is intended to be used by staff trained in
assisted reproductive procedures. These procedures
include the intended application for which this device
is intended.

The user facility of this device is responsible for
maintaining traceability of the product and must comply
with national regulations regarding traceability, where
applicable.

Do not use any bottle of medium which shows evidence
of particulate matter, cloudiness or is not reddish-orange
in color.

CAUTION: Ammonium has been shown to induce
retarded embryo development in vitro, specifically in the
development of the inner cell mass.

To avoid problems with contamination, handle using aseptic
techniques and discard any excess medium that remains in
the bottle or vial after the procedure is completed.

Not for injection use.

Do not use any bottle in which the sterile packaging has
been compromised.

Information on known characteristics and technical factors
that could pose a risk if the product were to be re-used have
not been identified therefore the product is not to be used
after the initial opening of the container.

EU: Standard measures to prevent infections resulting
from the use of medicinal products prepared from human
blood or plasma include selection of donors, screening
of individual donations and plasma pools for specific
markers of infection and the inclusion of effective
manufacturing steps for the inactivation/removal of
viruses. Despite this, when medicinal products prepared
from human blood or plasma are administered, the
possibility of transmitting infective agents cannot
be totally excluded. This also applies to unknown or
emerging viruses and other pathogens. There are no
reports of proven virus transmissions with albumin
manufactured to European Pharmacopeia specifications
by established processes. It is strongly recommended
that every time Irvine Scientific Reproductive Media
Products culture media are administered to a patient,
the name and batch number of the product are recorded
in order to maintain a link between the patient and the
batch of the product.

US: This product contains Human Serum Albumin
(HSA). Human source material used in the manufacture
of this product has been tested by FDA-licensed kits and
found to be non-reactive to the antibodies to Hepatitis
C (HCV), and antibodies to Human Immunodeficiency
Virus (HIV). However, no test method offers complete
assurance that products derived from human sources are
noninfectious. Handle all human source material as if it
were capable of transmitting infection, using universal
pre-cautions. Donors of the source material have also
been screened for CJD.

CONTRAINDICATION

Product contains Gentamicin Sulfate. Appropriate
precautions should be taken to ensure that the patient
is not sensitized to this antibiotic.
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LIETUVIY K.

ES PERSPEJIMAS. Skirta naudoti tik specialistams

JAV PERSPEJIMAS. Remiantis federaliniais (JAV)
{statymais, §j prietaisg parduoti galima tik gydytojui
arba jo nurodymu.

NUMATYTOJI PASKIRTIS

,Complete Early Cleavage Medium® (ECM®) with DSS**
terpé yra skirta naudoti atliekant pagalbinio apvaisinimo
proceddras, jskaitant gamety ir embriony, manipuliacijas.
Siy procedary metu ,Complete ECM with DSS* priedu
naudojama kaip mitybiné terpé pirmasias 3 brendimo dienas.

PRODUKTO APIBUDINIMAS

,Complete ECM with DSS" terpe sudaro ,Complete ECM*
terpé, papildyta 10 % ,Dextran Serum Supplement* (DSS)
priedu, kurio bendra makromolekuliné koncentracija yra
7 mg/ml. Makromolekuliniai komponentai susideda i$
5 mg/ml terapinés paskirties Zmogaus serumo albumino
(ZSA) ir 2 mg/ml dekstrano. Sios terpés sudétyje yra
antibiotiko gentamicino sulfato (9 pg/ml).

SUDETIS
EDTA Natrio laktatas
Natrio citratas Dekstranas 40
Natrio chloridas Natrio bikarbonatas
Kalio chloridas Magnio sulfatas
Dekstrozé Kalcio chloridas
L-alanilo L-glutaminas Fenolio raudonasis
Taurinas Gentamicino sulfatas

Natrio piruvatas Zmogaus serumo albuminas

KOKYBES UZTIKRINIMAS

,Complete ECM with DSS* terpé yra filtruota naudojant
membraninj filtra ir aseptiSkai apdorota pagal gamybos
metodus, patvirtintus 10 sterilumo uztikrinimo lygiui
(SAL) atitikti.

Kiekvienos ,Complete ECM with DSS* partijos produktai
yra iSbandyti pagal Siuos metodus:
endotoksiny kiekio nustatymas pagal kardauodegio
krabo (Limulus polyphemus) amebocity lizato (LAL)
analizés metodg;
biologinio suderinamumo nustatymas pagal pelés
embriono tyrimg (vienos lastelés);
sterilumo nustatymas pagal Siuo metu patvirtintg
Jungtiniy Valstijy farmakopéjos sterilumo testg <71>.

Visi rezultatai pateikiami pagal atskiry partijy parametrus
parengtuose analizés sertifikatuose, kuriuos galima
gauti uzsakius.

BUFERINE SISTEMA

,Complete ECM with DSS" terpéje buferinés sistemos
funkcijg atlieka natrio bikarbonatas. Junginys yra specialiai
paruostas naudoti CO, inkubatoriuje.

NAUDOJIMO NURODYMAI

PUSIAUSVIRINIMAS

Prie$ naudojant ,Complete ECM with DSS* terpe reikia
CO, inkubatoriuje pasildyti iki 37 °C temperatiros leidziant
nusistoveti iki norimo pH pusiausvyros biisenos.

Apvaisinima galima atlikti standartiniu in vitro fertilizacijos (IVF)
metodu pasélio IekSteléje, kurioje yra pusiausvyros biisenos
,Complete ECM with DSS* terpés, arba intracitoplazminés
spermatozoido injekcijos (ICSI) budu, laikantis laboratorijoje
nustatyty metodiniy standarty reikalavimy.

Apvaisinimui {vykus, reprodukcijos specialistas turi zigotg
(embriong) augimo etapui perkelti | nauja lékstele su
pasildyta pusiausvyros busenos ,Complete ECM with DSS*
terpe. Leiskite embrionui augti iki pageidaujamos brendimo
stadijos (iki 3 dienu).

I8samesniy Siy produkty naudojimo gairiy kiekviena laboratorija
turi ieSkoti savo vidaus darbo tvarkos taisyklése ir metodiniuose
nurodymuose, specialiai parengtuose ir optimizuotuose pagal
atskiros medicininés programos nuostatas.

LAIKYMO SALYGOS IR STABILUMAS
Terpe laikykite Saldytuve nuo 2 °C iki 8 °C temperatiroje.

Negalima uz3aldyti ar laikyti aukStesnéje nei 39 °C
temperatdroje.

Dél neatidaryty buteliuky:

produkto tinkamumo laikas iSlieka tas pats, koks
nurodytas buteliuko etiketéje, jei preparatas laikomas
rekomenduojamos 2-8 °C temperatiros salygomis.

ATSARGUMO PRIEMONES IR |[SPEJIMAI
Si priemoné yra skirta naudoti darbuotojams, imokytiems
atlikti pagalbinio apvaisinimo proceddras. Tos procediiros
apima priemonés taikyma pagal numatytajg paskirt].

Sig priemone naudojanti jstaiga yra atsakinga uz
produkto atsekamumo duomeny kaupima_ ir privalo
laikytis savo Salies norminiy atsekamumo uztikrinimo
reikalavimuy, jei taikoma.

Negalima naudoti jokio terpés buteliuko, jei matyti
kietujy daleliy, skystis atrodo drumstas ar jo spalva néra
rausvai oranziné.

PERSPEJIMAS. In vitro tyrimy metu nustatyta, kad
amonis sulétina embriono vystymasi, ypac vidinés lasteliy
masés vystymasi.

Norint iSvengti uzkrétimo, naudojimo metu reikia laikytis
metodiniy sterilumo reikalavimu, o atlikus procedra —
iSmesti visus buteliuke likusios terpés likucius.

Neskirta injekcijoms.

Nenaudokite produkto, jei pazeista sterili buteliuko
pakuoté.

Néra informacijos apie Zinomas savybes ir techninius
veiksnius, galin€ius kelti rizika, jeigu produktas bty
naudojamas pakartotinai, todél po pirminio talpyklés
atidarymo produkta naudoti draudZiama.

ES. Taikomos standartinés priemonés siekiant
iSvengti infekcijy, kai naudojami i§ Zmogaus kraujo
arba plazmos paruoéti vaistiniai preparatai — donory,
atranka, individualiy donoriniy éminiy ir jungtiniy
plazmos banko méginiy tikrinimas pagal specifinius
infekcijy Zymenis bei veiksmingi gamybos etapai
virusams inaktyvinti arba sunaikinti. Nepaisant to, kai
naudojami i§ Zmogaus kraujo ar plazmos pagaminti
vaistiniai preparatai, negalima visiSkai atmesti infekuoty,
medziagy perdavimo galimybés. Tai taip pat taikytina
nezinomiems ar atsirandantiems virusams ir kitoms
patogeninéms medzZiagoms. Néra jrodymy apie
virusy perdavimg naudojant Europos farmakopéjos
specifikacijas atitinkant| albuming, pagamintg
taikant patvirtintus apdorojimo metodus. Primygtinai
rekomenduojama kiekvieng kartg skiriant pacientui
LIrvine Scientific* reprodukcing mitybos terpe uzra$yti
produkto pavadinima ir partijos numerj, kad baty galima
susieti pacientg ir produkto partija.

JAV. Sio produkto sudétyje yra mogaus serumo
albumino (ZSA). Sj produkta gaminant naudotos
zmogaus kilmés medziagos buvo istirtos taikant JAV
Maisto ir vaisty administracijos (FDA) patvirtintus
reagenty rinkinius, ir nustatyta, kad jos nereaktyvios
hepatito C viruso (HCV) antikiny atzvilgiu ir Zzmogaus
imunodeficito viruso (ZIV) antikiiny atzvilgiu. Visgi joks
tyrimo metodas nesuteikia visapusisky garantiju, kad i$
zmogaus kilmés medZiagy pagamintuose preparatuose
néra infekciniy ligy sukéléjy. Visas zmogiskos kilmés
medziagas tvarkykite taip, lyg jos galéty pernesti
infekcija, naudodami visuotines atsargumo priemones.
Taip pat buvo istirta, ar preparaty Zaliavos medziagy
donorai néra uzsikréte Kroicfeldo-Jakobo liga.

KONTRAINDIKACIJOS

Produkto sudétyje yra gentamicino sulfato. Batina imtis
tinkamy atsargumo priemoniy uZtikrinant, kad pacientas
néra alergikas Siam antibiotikui.
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