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ENGLISH

EU Caution: For Professional Use Only

INTENDED USE
Sperm Maintenance Medium with Glycerol is intended 
for use in assisted reproductive procedures involving the 
cryopreservation and storage of human sperm.

PRODUCT DESCRIPTION
The formulat ion of Sperm Maintenance Medium 
with Glycerol is a modified version of Human Sperm 
Preservation Medium (HSPM) that was first described by 
Mahadevan and Trounson in 1983. The major formulation 
changes include lowering the osmolarity, stabilizing the 
buffer system and increasing the albumin and glycerol 
concentrations.

COMPOSITION

Salts and Ions 
Potassium Chloride
Calcium Lactate
Magnesium Chloride
Calcium Chloride 

Amino Acids
L-Glutamine
Glycine
Hypotaurine
Adenosine

Vitamin
Ascorbic Acid

Buffers
HEPES
Potassium Bicarbonate

Protein Source
Human Serum Albumin

Cryoprotectant
Glycerol
Sucrose

Copolymer Surfactant
Pluronic F-68

Energy Substrates 
Dextrose 
Inositol
Pyruvic Acid, Sodium Salt 

QUALITY ASSURANCE
Sperm Maintenance Medium 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 Sperm Maintenance Medium is tested for:
Endotoxin by Limulus Amebocyte Lysate 
(LAL) methodology
Sterility by the current USP Sterility Test <71>
Sperm Cryo Survival Assay

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

DIRECTIONS FOR USE

1. Semen is collected by masturbation following 2 to 
3 days of abstinence.

2. The sample is allowed to liquefy at room temperature 
or 37°C for 30 minutes.

3. One vial of a previously prepared aliquot of Sperm 
Maintenance Medium with Glycerol is thawed and 
brought to room temperature or 37°C. If antibiotics 
are desired they may be added at this step.

4. The liquefied sample is transferred to a sterile 15 mL 
conical centrifuge tube. The specimen volume is 
determined and an appropriate volume of thawed 
Sperm Maintenance Medium is added drop-wise 
until a 3:1 sample to medium ratio is reached. For 
example, for each 1 mL of specimen add 0.33 mL 
of medium.

5. Aliquot the sample-medium mixture into labelled 
cryotubes or straws. To allow for expansion, do not 
overfill cryotubes.

6. Freeze specimens either directly or after optional 
slow cooling step (see below) using a programmable 
freezer or vapor freezing procedure.

7. Optional directions for slow cooling prior to freezing: 
Attach the filled cryovials to an aluminum cane. 
Submerge the cane(s), sample end down, into an 
ambient temperature water bath (i.e. a plastic beaker 
containing 500 mL of water) and then place the water 
bath in a refrigerator (2 to 8°C) for 60 to 90 minutes 
before freezing.

EU-Vorsichtshinweis:

VERWENDUNGSZWECK

PRODUKTBESCHREIBUNG

QUALITÄTSSICHERUNG

GEBRAUCHSANWEISUNG

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 Sperm Maintenance Medium with Glycerol at 
-10°C or colder.

Do not expose medium to repeated freeze-thaw cycles. 
If smaller aliquots are desired, thaw the product, 
aliquot into sterile labeled containers and freeze until 
time of use.

When stored as directed, Sperm Maintenance Medium is 
stable until the expiration date shown on the bottle label.

Duration Following Bottle Opening:
Product should be used within (8) weeks from opening 
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 that include the 
indicated application for which the 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 that shows evidence 
of particulate matter, cloudiness or is not clear and 
colorless.

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

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.

The medium does not contain antibiotics. 
For procedures requiring antibiotics, these 
may be optionally added to the medium 
prior to use. In all cases, antibiotic usage 
should be determined by appropriate 
medical personnel to ensure that the patient 
is not sensitized to these antibiotics.

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 

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 

by established processes. It is strongly recommended that
every time this product is 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), 

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.2511 Daimler Street, Santa Ana, California  92705, USA
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For cryopreservation of human sperm.

Für die Kryokonservierung von menschlichem Sperma.

Per la criopreservazione dello sperma umano.

Para la crioconservación de esperma humano.

Pour la cryoconservation du sperme humain.

Para a criopreservação de esperma humano.

Kryoprezervace lidské spermie.

Til cryopreserveringaf humant sæd.

Ihmissiittiöiden kryosäilöntään.

Voor cryopreservatie van menselijk sperma.

Dla ochrony kriogenicznej ludzkiego nasienia.

Pentru crioconservarea spermatozoidului uman.

För kryopreservation av human sperma.

Inimese seemnevedeliku külmutatult säilitamiseks.

Humán sperma krioprezervációjára.

REFERENCES

Storage Temperature

Sterilized using aseptic 
processing techniques 

Catalog Number

Expiration: 
Year - Month - Day

Lot Number

Caution, consult accompanying 
documents

Do not resterilize

Do not use if package
is damaged

FRANÇAIS

CE Mark

00500050

Emergo Europe - Prinsessegracht 20
2514 AP The Hague

The Netherlands

Glossary of Symbols*:

*Symbol Reference - EN ISO 15223-1, Medical devices – 
Symbols to be used with medical device labels, labeling.

Rx Only
Caution: Federal law restricts this 

device to sale by or on the order of a 
(licensed healthcare practitioner).

Manufacturer:
®
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 tik profesionaliam naudojimui.

NUMATYTOJI PASKIRTIS

yra skirta naudoti atliekant pagalbinio apvaisinimo 

kriokonservavimu ir saugojimu.

buvo aprašytas 1983 metais Mahadevano ir Trounsono. 

Druskos ir jonai
Kalio chloridas
Kalcio laktatas
Magnio chloridas
Kalcio chloridas 

L-glutaminas
Glicinas
Hipotaurinas
Adenozinas

Vitaminas

Buferiai
HEPES
Kalio bikarbonatas

albuminas

Glicerolis

Paviršinio aktyvumo 
kopolimeras
Pluronic F-68

Energetiniai 
Substratai

Inozitolis 

„Sperm Maintenance Medium“ produktas yra filtruotas 

gamybos metodus, patvirtintus 10-3

lygiui (SAL) atitikti.

Kiekvienos „Sperm Maintenance Medium“ partijos 
produktai yra išbandyti pagal šiuos metodus:

NAUDOJIMO NURODYMAI

 

„Spe rm Ma in tenance  Med ium“  k iek i s ,  ko l 

A termékek használatára vonatkozó további részletekért 
minden laboratóriumnak a saját laboratóriumi eljárásait 
és protokolljait kell figyelembe vennie, amelyeket 
specifikusan a saját orvosi programjukhoz hoztak létre 

Tárolja a glicerines spermiumfenntartó tápoldatot 

Ne olvassza ki és fagyassza újra többször a tápoldatot. 
Ha kisebb aliquotokat kíván használni, olvassza ki 

terméket, ossza szét steril, felcímkézett tárolókba, 

A tárolási utasítások betartásával a spermiumfenntartó 

°C között tárolva 

Ó V I N T É Z K E D É S E K  É S 

Ezt a terméket az asszisztált reprodukciós eljárásokban 
képzett személyzet általi felhasználásra tervezték, amely 

Ne használja a tápoldat olyan üvegét, amelyben 
részecskék láthatók, zavarosságot mutat vagy nem 

Ne használ jon olyan üveget,  amelynek a ster i l 

A szennyezéssel  járó problémák elkerülésének 
érdekében kezelje aszeptikus technikák alkalmazásával, 
az eljárás befejezése után pedig dobja el az összes, 
üvegben vagy fiolában maradt felesleges tápoldatot.

a n n a k  é r d e k é b e n ,  h o g y  a  b e t e g 
biztosan ne legyen érzékeny ezekre 

megakadályozására irányuló szokásos intézkedések 
közé tartozik a donorok kiválasztása, az egyes 

eltávolítása érdekében elvégzett hatékony gyártási lépések. 

gyógyszerkészítmények beadásakor nem zárható ki teljesen 

kórokozókra is. Az Európai Gyógyszerkönyv leírása szerinti 
eljárásokkal gyártott albumin esetében nem jelentettek 

feljegyezni, hogy ismert maradjon a termék tételének 

AMERIKAI EGYESÜLT ÁLLAMOK: Ez a termék humán 

Államok Élelmiszer- és Gyógyszerügyi Hatósága által 
hitelesített készletekkel vizsgálva nem adott reakciót 

elleni antitestekkel. Azonban egyetlen vizsgálati módszer 
sem garantálja azt teljes bizonyossággal, hogy az emberi 

lenne, ezért meg kell tenni az általános óvintézkedéseket. 

laikas naudoti.

Laikant pagal nurodymus,„Sperm Maintenance Medium“ 
produktas iš l ieka stabi lus ik i  t inkamumo datos, 

po atidarymo, jei jis laikomas rekomenduojamomis 

Negalima naudoti jokio buteliuko, jei viduje matyti 

tu r i  p r i imt i  a t i t inkamas  med ic inos 

etapai virusams inaktyvinti arba sunaikinti. Nepaisant 

pagaminti vaistiniai preparatai, negalima visiškai atmesti 

apdorojimo metodus. Primygtinai rekomenduojama 

ir nustatyta, kad jos nereaktyvios hepatito C viruso (HCV) 

liga (CJD).

TÜRKÇE

AB Dikkat: 

KULLANIM AMACI

ÜRÜN TANIMI

sisteminin stabilize edilmesi ve albumin ve gliserol 

Potasyum Klorür
Kalsiyum Laktat
Magnezyum Klorür
Kalsiyum Klorür 

Amino Asitler
L-Glutamin
Glisin
Hipotaurin
Adenozin

Vitamin
Askorbik Asit

Tamponlar
HEPES
Potasyum Bikarbonat

Kriyokoruyucu
Gliserol
Sükroz

Kopolimer Sürfaktan
Pluronic F-68

Dekstroz

Pirüvik Asit, Sodyum Tuzu

-3

 Limulus Amebosit Lizat (LAL) metodolojisi 
 ile endotoksin
 Mevcut USP Sterilite Testi <71> ile sterilite

1. Meni 2-3 gün cinsel perhizden sonra mastürbasyon 

ya da 37°C’ye getirilir. Antibiyotikler arzu edilirse, 

6. Numuneleri programlanabilir bir dondurucu veya 

plastik bir beher) ve su banyosunu dondurmadan 

ürünü çözün, steril etiketli kaplara bölün ve kullanma 

ÖNLEMLER VE UYARILAR

sürdürülmesinden sorumludur ve geçerliyse izlenebilirlikle 

Vasat antibiyotik içermez. Antibiyotikler 

eklenebil ir.  Her durumda antibiyotik 

belirli enfeksiyon göstergeleri için takibi ve virüslerin 

materyali evrensel önlemler kullanarak ve enfeksiyon 
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