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ENGLISH

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 µg/mL).

COMPOSITION:

EDTA
Sodium Citrate
Sodium Chloride 
Potassium Chloride
Dextrose
L-Alanyl-L-Glutamine
Taurine
Sodium Pyruvate

Sodium Lactate
Dextran 40 
Sodium Bicarbonate
Magnesium Sulfate
Calcium Chloride
Phenol Red
Gentamicin Sulfate
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 10-3.

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>

which is available upon request.

BUFFER SYSTEM
Complete ECM with DSS uses Sodium Bicarbonate as a 

a CO
2
 incubator.

DIRECTIONS FOR USE
EQUILIBRATION
Complete ECM with DSS should be warmed to 37°C and 
equilibrated to the desired pH in a CO

2
 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 

optimized for your individual medical program.

STORAGE INSTRUCTIONS AND STABILITY
Store the medium refrigerated at 2º to 8ºC.

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 2º to 8ºC.
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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 

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 

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.

For assisted reproductive procedures.

Für assistierte Reproduktionsverfahren.

Per tecniche di riproduzione assistita.

Para utilización en técnicas de reproducción asistida.

Pour les techniques de procréation médicalement assistée.

Pro postupy asistované reprodukce.

Til brug ved assisteret reproduktion.

Avusteisiin lisääntymismenetelmiin.

Voor geassisteerde voortplantingsprocedures.

Do procedur wspomaganego rozrodu.

För procedurer för assisterad befruktning.

Kasutamiseks reproduktiivse abi protseduurides.

Asszisztált reprodukciós eljárásokhoz.

Na postupy asistovanej reprodukcie.
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 Skirta naudoti tik specialistams

 Remiantis federaliniais (JAV) 

arba jo nurodymu.

NUMATYTOJI PASKIRTIS
„Complete Early Cleavage Medium® (ECM®) with DSS*“ 

antibiotiko gentamicino sulfato (9 µg/ml).

EDTA
Natrio citratas
Natrio chloridas 
Kalio chloridas

L-alanilo L-glutaminas
Taurinas
Natrio piruvatas

Natrio laktatas
Dekstranas 40 
Natrio bikarbonatas
Magnio sulfatas
Kalcio chloridas
Fenolio raudonasis
Gentamicino sulfatas

metodus, patvirtintus 10-3

(SAL) atitikti.

Kiekvienos „Complete ECM with DSS“ partijos produktai 

2
 inkubatoriuje.

NAUDOJIMO NURODYMAI
PUSIAUSVIRINIMAS

CO
2

terpe. Leiskite embrionui augti iki pageidaujamos brendimo 

nurodymuose, specialiai parengtuose ir optimizuotuose pagal 

A termék megengedett tárolási ideje marad az üvegen 

ÓVINTÉZKEDÉSEK ÉS FIGYELMEZTETÉSEK
Ezt a terméket az asszisztált reprodukciós eljárásokban 
képzett személyzet általi felhasználásra szánták. Ezen 
eljárások közé tartozik az az alkalmazás is, amelyre ezt 

Ne használja a médium olyan üvegét, amely részecskék 
jelenlétét, zavarosságot mutat, vagy nem vöröses 

 Az ammóniumról kimutatták, hogy 

érdekében kezelje aszeptikus technikák alkalmazásával, 
az eljárás befejezése után pedig dobja el az üvegben vagy 

Ne használ jon olyan üveget,  amelynek a ster i l 

A termék azon ismert tulajdonságaira és technikai 

meg, amelyek ismételt használat esetén kockázatot 
jelenthetnének, ezért a termék nem használható a 

intézkedések közé tartozik a donorok kiválasztása, 

hatástalanítása/eltávolítása érdekében elvégzett 
hatékony gyártási lépések. Ennek ellenére a humán 

Európai Gyógyszerkönyv leírása szerinti eljárásokkal 
gyártott albumin esetében nem jelentettek bizonyított 

és tételszámát feljegyezni, hogy ismert maradjon a 

AMERIKAI EGYESÜLT ÁLLAMOK: Ez a 
termék humán szérumalbumint (HSA) tartalmaz. 

anyag az Amerikai Egyesült Államok Élelmiszer- és 
Gyógyszerhivatala által hitelesített készletekkel 

C (HCV) és a 
humán immundeficiencia vírus (HIV) elleni antitestekkel. 
Azonban egyetlen vizsgálati módszer sem garantálja 

ezért meg kell tenni az általános óvintézkedéseket. 

megbizonyosodjon, a beteg nem szenzitizált erre az 

ES. 

virusams inaktyvinti arba sunaikinti. Nepaisant to, kai 

taikant patvirtintus apdorojimo metodus. Primygtinai 

JAV. 

KONTRAINDIKACIJOS

KULLANIM AMACI

ÜRÜN TANIMI
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