Sperm Maintenance Medium
with Glycerol

Catalog No. 99176

100 mL

For cryopreservation of human sperm.

Fir die Kryokonservierung von menschlichem Sperma.
Per la criopreservazione dello sperma umano.
Para la crioconservacion de esperma humano.
Pour la cryoconservation du sperme humain.

Para a criopreservagao de esperma humano.

['la kpuoauvTAPNGN AVBPWTTIVOU OTTEPHATOG.
Kryoprezervace lidské spermie.

Til cryopreserveringaf humant seed.
Ihmissiittididen kryosailontaan.

Cilvéka spermatozoida kriokonservacijai.

Voor cryopreservatie van menselijk sperma.

Dla ochrony kriogenicznej ludzkiego nasienia.
Pentru crioconservarea spermatozoidului uman.
For kryopreservation av human sperma.

Inimese seemnevedeliku kiilmutatult séilitamiseks.
Skirta zmogaus spermos kriokonservavimui.

insan sperminin kriyoprezervasyonu igin
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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 formulation 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

Protein Source
Human Serum Albumin

Salts and lons
Potassium Chloride
Calcium Lactate

Magnesium Chloride Cryoprotectant

Calcium Chloride Glycerol

. . Sucrose
Amino Acids
L-Glutamine Copolymer Surfactant
Glycine Pluronic F-68
Hypotaurine
Adenosine Energy Substrates
Vitamin Dext_rose
Ascorbic Acid Inositol

Pyruvic Acid, Sodium Salt

Buffers
HEPES

Potassium Bicarbonate

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,

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

Al 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.

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°t0 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
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 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),
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.
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LIETUVIY K.
ES jspéjimas: tik profesionaliam naudojimui.

NUMATYTOJI PASKIRTIS

,Sperm Maintenance Medium* terpé su gliceroliu
yra skirta naudoti atliekant pagalbinio apvaisinimo
procedlras, susijusias su Zmogaus spermos
kriokonservavimu ir saugojimu.

PRODUKTO APIBUDINIMAS

,Sperm Maintenance Medium“ terpés su gliceroliu
formulé — tai modifikuotas ,Human Sperm Preservation
Medium* (HSPM) terpés variantas, kuris pirma karta
buvo aprasytas 1983 metais Mahadevano ir Trounsono.
Pagrindiniai formulés pakeitimai — tai osmosiskumo
sumazinimas, buferinés sistemos stabilizavimas bei
albumino ir glicerolio koncentracijy padidinimas.

SUDETIS
Druskos ir jonai Baltymy Saltinis
Kalio chloridas Zmogaus serumo
Kalcio laktatas albuminas

Magpnio chloridas

Kalcio chloridas Krioprotekciné medziaga

) . Glicerolis
Aminoraigstys Sacharozé
L-glutaminas
Glicinas PavirSinio aktyvumo
Hipotaurinas kopolimeras
Adenozinas Pluronic F-68
Vitaminas Energetiniai
Askorbo ragstis Substratai
Buferiai Dek§tro_zé
HEPES Inozitolis

Kalio bikarbonatas Piruvo rgstis, natrio druska

KOKYBES UZTIKRINIMAS

,Sperm Maintenance Medium* produktas yra filtruotas
naudojant membraninj filtra ir steriliai apdorotas pagal
gamybos metodus, patvirtintus 10 sterilumo uztikrinimo
lygiui (SAL) atitikti.

Kiekvienos ,Sperm Maintenance Medium* partijos

produktai yra iSbandyti pagal Siuos metodus:
endotoksiny kiekio nustatymas pagal kardauodegio
krabo (Limulus polyphemus) amebocity lizato (LAL)
analizés metoda;
sterilumo nustatymas pagal Siuo metu patvirtinta;
Jungtiniy Valstijy farmakopéjos sterilumo testg <71>
Spermatozoidy kriogeninio i§gyvenamumo tyrimas.

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

NAUDOJIMO NURODYMAI

1. Séklos méginiai yra paimti masturbuojantis po
2-3 lytinés abstinencijos dieny.

2. Meginys paliekamas 30 minuciy suskystéti kambario
arba 37 °C temperatiroje.

3. Vienas buteliukas su anksciau paruosta gliceroliu
papildytos ,Sperm Maintenance Medium“ terpés
dalimi yra atSildomas iki kambario temperatdros
arba 37 °C. Siuo etapu galima pridéti antibiotiky,
jei jy pageidaujama.

4. Suskystéjes méginys yra perkeliamas { sterily
15 ml talpos kagin{ centrifuginj mégintuvélj.
Nustacius méginio tarj, lasinamas atitinkamas
,Sperm Maintenance Medium*“ kiekis, kol
pasiekiamas 3:1 méginio ir terpés santykis.
Pavyzdziui, kiekvienam méginio mililitrui (1 ml) reikia
pridéti po 0,33 ml terpés.

5. Padalinkite méginio ir terpés misinj | etikete
pazymétus kriogeninius mégintuvélius arba
Siaudelius. Kriogeniniy mégintuveéliy neperpildykite,
kad likty vietos plétimuisi.

6. Méginius uzSaldykite i§ karto arba po papildomo
létojo Saldymo etapo (zr. toliau) naudojant
programuojamg Saldiklj arba taikant Saldymo gary
slégiu metoda.

7. Papildomi nurodymai dél léto vésinimo prie$ Saldant:
uzpildytus kriogeninius mégintuvélius pritvirtinkite
prie aliumininio laikiklio. Prie$ uz8aldant, kriogeninj
laikikl{ (-ius) méginiy galu Zemyn panardinkite

{ aplinkos temperatiiros vandens vonele (t. y. plastiking
500 ml vandens pripildyta menzira) ir tada vandens
vonele 60-90 minuciy palaikykite Saldytuve (2-8 °C).

Dél i§samesniy iy produkty naudojimo gairiy kiekviena
laboratorija turi zidréti savo vidaus darbo tvarkos taisykliy,
ir metodiniy nurodymy, specialiai parengty, ir optimizuoty
pagal atskiros medicininés programos nuostatas.

LAIKYMO SALYGOS IR STABILUMAS
,Sperm Maintenance Medium* terpe su glicerolio priedu
laikykite -10 °C ar Zemesnéje temperatroje.

Saugokite terpe nuo pasikartojan¢iy uz3aldymo-
atSildymo cikly. Jei pageidaujama mazesniy, alikvotiniy
daliy, produkty atildykite, padalykite | sterilias
etiketémis pazymétas talpykles ir uz8aldykite iki ateis
laikas naudoti.

Laikant pagal nurodymus,,Sperm Maintenance Medium*
produktas iSlieka stabilus iki tinkamumo datos,
pazymétos butelio etiketéje.

Naudojimo trukmé atidarius butelj:

produktq reikia sunaudoti per 8 (astuonias) savaites
po atidarymo, jei jis laikomas rekomenduojamomis
salygomis 2-8 °C temperatiroje.

ATSARGUMO PRIEMONES IR |SPEJIMAI

Si priemoné yra skirta naudoti darbuotojams,
i8mokytiems atlikti pagalbinio apvaisinimo procediras,
susijusias su priemonés taikymu pagal numatyta paskirt].

Sia priemone naudojanti jstaiga yra atsakinga uz produkto
atsekamumo duomeny kaupima ir privalo laikytis savo $alies
norminiy atsekamumo uztikrinimo reikalavimy, jei taikoma.

Negalima naudoti jokio buteliuko, jei viduje matyti
daleliy ar drumstumo pozymiy arba jei terpé néra
skaidri ir bespalvé.

Nenaudokite buteliuko, jeigu sterili pakuoté buvo pazeista.

Norint iSvengti uzkrétimo, naudojimo metu reikia
laikytis metodiniy sterilumo reikalavimy, o atlikus
proceddra — iSmesti visus butelyje ar buteliuke likusios
terpes likucius.

Terpés sudétyje antibiotiky néra. Jei
procedurai reikalingi antibiotikai, jais terpe
galima papildyti prie§ naudojant. Visais
atvejais antibiotiky naudojimo sprendima
turi priimti atitinkamas medicinos
personalas uztikrinant, kad pacientas tiems
antibiotikams néra alergiSkas.

Taikomos standartinés priemonés siekiant ivengti infekcijy,
kai naudojami i§ Zmogaus kraujo arba plazmos paruosti
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 administruojami 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 medziagoms. Néra jrodymy apie virusy
perdavima naudojant Europos farmakopéjos specifikacijas
atitinkantj albuming, pagaminta taikant patvirtintus
apdorojimo metodus. Primygtinai rekomenduojama
kiekvieng karta uzrasyti pacientui skiriamo produkto
pavadinimg ir partijos numerj, kad baty galima iSsaugoti
ir atsekti pacientui skirty Sio produkto partijy informacija.

JAV: §io produkto sudétyje yra Zmogaus serumo albumino
(ZSA). Sj produktgq 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)
antikany, atzvilgiu ir zmogaus imunodeficito viruso (ZIV)
antikliny atzvilgiu. Visgi joks tyrimo metodas nesuteikia
visapusisky garantiju, kad i§ Zmogaus kilmés medZiagy
pagamintuose preparatuose néra infekciniy ligy sukéléjy.
Visas Zzmogiskos kilmés medziagas tvarkykite taip, lyg jos
galéty pernesti infekcija, naudodami visuotines atsargumo
priemones. Taip pat buvo iStirta, ar preparaty zaliavos
medziagy, donorai néra uzsikréte Creutzfeldt-Jakob
liga (CJD).

TURKGE
AB Dikkat: Sadece Mesleki Kullanim igin

KULLANIM AMACI

Gliserollii Sperm idame Vasatinin insan sperminin
kriyoprezervasyonu ve saklanmasini igeren yardimla
Ureme islemlerinde kullaniimasi amaglanmistir.

URUN TANIMI

Gliserollii Sperm Idame Vasati formiilasyonu ilk kez
Mahadevan ve Trounson tarafindan 1983 yilinda
tanimlanan Insan Sperm Koruma Vasatinin (HSPM)
modifiye edilmis bir versiyonudur. Major formiilasyon
degisiklikleri arasinda ozmolaritenin azaltiimasi, tampon
sisteminin stabilize edilmesi ve albumin ve gliserol
konsantrasyonlarini arttiriimasi vardir.

BILESIM

Protein Kaynagi
Insan Serum Albumini

Tuzlar ve iyonlar
Potasyum Kiloriir

Kalsiyum Laktat
Magnezyum Kloriir Kriyokoruyucu
Kalsiyum Kloriir Gliserol

. . Stikroz
Amino Asitler
L-Glutamin Kopolimer Siirfaktan
Glisin Pluronic F-68
Hipotaurin
Adenozin Enerji Substratlar
Vitamin Dekstroz
Askorbik Asit Inozitol

Pirlvik Asit, Sodyum Tuzu

Tamponlar
HEPES

Potasyum Bikarbonat

KALITE GUVENCE

Sperm idame Vasati 10 degerinde bir sterilite giivence
diizeyini (SAL) karsilamak igin dogrulanmis Gretim
islemlerine gére membrandan filtre edilir ve aseptik
olarak islenir.

Her Sperm idame Vasati sunlar igin test edilir:
Limulus Amebosit Lizat (LAL) metodolojisi
ile endotoksin
Mevcut USP Sterilite Testi <71> ile sterilite
Sperm Kriyo Sagkalim Testi

Tiim sonuglar istek tizerine saglanabilecek, lota spesifik
bir Analiz Sertifikasinda bildirilir.

KULLANMA TALIMATI

1. Meni 2-3 giin cinsel perhizden sonra mastiirbasyon
yolu ile toplanir.

2. Ornek oda sicakliginda veya 37°C'de 30 dakika
boyunca sivilagmasi igin birakilir.

3. Onceden hazirlanmig bir flakon Gliserollii Sperm
idame Vasati alikotu ¢dzilir ve oda sicakligina
ya da 37°C'ye getirilir. Antibiyotikler arzu edilirse,
bu adimda eklenebilirler.

4. Swilagtinlmig drnek, steril 15 ml'lik konik bir santrifilj
tipiine aktarilir. Numune hacmi belirlenir ve uygun
hacimde gdzilmis Sperm idame Vasati, 5mek:vasat
orani 3:1 oluncaya kadar damla damla eklenir.
Ormegin, her 1 ml numune igin 0,33 ml vasat ekleyin.

5. Ornek-vasat karisimini etiketli kriyotiiplere veya
kamiglara béliin. Genisleme agisindan kriyotiipleri
fazla doldurmayin.

6. Numuneleri programlanabilir bir dondurucu veya
buharla dondurma iglemini kullanarak istege bagl bir
yavas sogutma adimindan sonra (asagiya bakiniz)
veya dogrudan dondurun.

7. Dondurmadan dnce yavas sogutma igin istege bagli
talimat: Doldurulmus kriyoflakonlari aliminyum bir
cubuga ekleyin. Gubugu/gubuklari ornek igeren
u¢ asagida olacak sekilde ortam sicakliginda
bir su banyosuna daldirin (yani 500 ml su iceren
plastik bir beher) ve su banyosunu dondurmadan
6nce 60 ila 90 dakika buzdolabina (2 ila 8°C arasi)
yerlestirin.

Bu drinlerin kullanimi hakkinda ek ayrintilar igin her
laboratuvar kendi tibbi programina gére 6zellikle
gelistirilmis ve optimize edilmis kendi laboratuvar
islemleri ve protokollerine bagvurmalidir.

SAKLAMA TALIMATI VE STABILITE
Gliserollii Sperm Idame Vasatini -10°C veya daha
sodukta saklayin.

Vasati tekrarlanan donma-goziilme dongiilerine maruz
birakmayin. Eger daha kiigik alikotlar arzu edilirse
Urinli ¢dziin, steril etiketli kaplara bolin ve kullanma
zamanina kadar dondurun.

Belirtildigi gibi saklandiginda, Sperm idame Vasati
sise etiketinde gdsterilen son kullanma tarihine kadar
stabil kalir.

Sise Agiimasindan Sonraki Sire:
Urtinler 6nerilen 2° ila 8°C kosullarinda saklandiklarinda
acildiktan sonra (8) hafta iginde kullaniimalidir.

ONLEMLER VE UYARILAR

Bu cihazin, cihaz kullaniminin amaglanmis oldugu
belirtilen uygulamanin dahil oldugu yardimla Greme
islemleri konusunda egitimli personelce kullaniimasi
amaglanmistir.

Bu cihazi kullanan tesis (riiniin izlenebilirliginin
stirdurtilmesinden sorumludur ve gegerliyse izlenebilirlikle
ilgili ulusal diizenlemelere uymak zorundadir.

Partikiil madde veya bulaniklik bulgulari gsteren veya
berrak ve renksiz olmayan herhangi bir vasat sisesini
kullanmayin.

Steril ambalajlin olumsuz etkilendigi herhangi bir siseyi
kullanmayin.

Kontaminasyon sorunlarindan kaginmak igin aseptik
tekniklerle kullanin ve islem tamamlandiktan sonra sise
veya flakonda kalan fazla vasat varsa atin.

Vasat antibiyotik icermez. Antibiyotikler
gereken islemler igin bunlar istege
bagl olarak vasata kullanim 6ncesinde
eklenebilir. Her durumda antibiyotik
kullanimi hastanin bu antibiyotiklere duyarl
olmadigindan emin olmak lizere uygun tibbi
personel tarafindan belirlenmelidir.

AB: insan kani veya plazmasindan hazirlanan tibbi
GUrlnlerin kullanimindan kaynaklanan enfeksiyonlarin
énlenmesi igin alinan standart énlemler arasinda dondrlerin
segimi, bireysel bagislarin ve plazma havuzlarinin
belirli enfeksiyon gostergeleri icin takibi ve viriislerin
inaktivasyonu/uzaklastiriimast iin etkili iretim asamalarinin
kullaniimasi yer almaktadir. Bunlara ragmen insan kani
veya plazmasindan hazirlanan tibbi Griinler uygulandidinda
bulasici ajanlar iletme olasiligi tamamen ortadan
kaldirilamaz. Bu ayrica bilinmeyen veya yeni ¢ikan virlisler
ve diger patojenler igin de gegerlidir. Yerlesmis stireclerle
Avrupa Farmakopesi spesifikasyonlarina gére tretilen
albuminle ispatlanmis viriis bulagmasi raporu yoktur.
Bu riin bir hastaya her uygulandiginda, hasta ile Uriiniin
lotu arasinda baglantinin siirdiriilmesi igin Griniin isim
ve lot numarasinin kaydedilmesi kesinlikle onerilir.

ABD: Bu {irtin insan Serum Albumini (SA) igerir. Bu Griiniin
Uretilmesinde kullanilan insan kaynakl materyal FDA lisansli
kitlerle test edilmis ve Hepatit C (HCV) antikorlari ve insan
immiinyetmezlik Viriisii (HIV) antikorlari agisindan reaktif
olmadigi bulunmustur. Bununla birlikte higbir test yontemi
insan kaynaklarindan tiretilen drinlerin bulagici olmadig
konusunda tam giivence sunmaz. Tiim insan kaynakli
materyali evrensel onlemler kullanarak ve enfeksiyon
bulastirabilirlermis gibi kullanin. Kaynak materyal dondrleri
CJD icin de taranmistir.
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