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SAGE Media”

Hyaluronidase, 80 U/mL
in HEPES-HTF with
5 mg/mL HSA

For laboratory procedures only; other uses
must be qualified by the end user.
REF
Product Descriptit Number Unit Size

Hyaluronidase, ART-4007-A  6x 1.0 mL
80 U/mLinHEPES-HTF

INTENDED USE

Prior to intracytoplasmic sperm injection
(ICSl), the cumulus cells have to be removed
from the oocyte so that there is

a clean surface on the zona pellucida to
permit the easy handling of the oocyte with
microtools for holding and injection. Brief
exposure of the oocyte-cumulus masses to
hyaluronidase solution digests the hyaluronic
acid holding the cumulus cells together.

The cumulus cells can then be more easily
removed mechanically by pipetting the oocyte-
cumulus mass through fine-bore pipettes
slightly larger than the diameter of the oocyte.

PRODUCT DESCRIPTION

Hyaluronidase is an enzyme found in high
concentration in the acrosome of most
mammalian spermatozoa. It randomly attacks
the hexosaminidic linkage of hyaluronic acid,
the glycosaminoglycan that makes up the
extracellular matrix holding cumulus cells
together.

This product contains 10 mg/L of gentami-cin,
an aminoglycoside antibiotic.

PRECAUTIONS AND WARNINGS

Do not use medium that shows evidence
of particulate matter or cloudiness, or is not
rose-colored.

Hyaluronidase (Ref# 4007-A) contains
5 mg/mL of human serum albumin.

Caution: All blood products should be treated
as potentially infectious. Source material from
which this product was derived was found
negative when testing for antibodies to HIV-1/
HIV-2, HCV and non-reactive for HBsAg, HCV
RNA and HIV-1 RNA. No known test methods
can offer assurances that products derived
from human blood will not transmit infectious
agents. Donors of the source material have
been screened for Creutzfeldt-Jacobs disease
(CJD). Based on effective donor screening and
product manufacturing processes, it carries an
extremely remote risk for transmission of viral
diseases. A theoretical risk for transmission of
CJD is also considered extremely remote. No
cases of transmission of viral diseases or CJD
have ever been identified for albumin.

Note: Embryo is considered a general term.
More precisely, SAGE™ considers the period of
time initiating when a single diploid cell results
from the fusion of male and female genome
resulting in zygote formation with subsequent
development from repeated mitotic divisions
forming a solid mass or morula (typically day
4-5) and after which

a fluid-filled cavity develops resulting in
blastocyst formation (typically day 5-6) ending
with embryo implantation that begins the end
of the first week and is completed by the end of
the second week post conception.

Caution: U.S. Federal law restricts this device
to sale by or on the order of a physician (or
properly licensed practitioner).

This product contains the antibiotic genta-micin
sulfate. Appropriate precautions should be
taken to ensure that the patient

is not sensitized to this antibiotic.

QUALITY ASSURANCE

One-cell MEA tested and passed with 80%
or greater blastocyst. USP Endotoxin tested
and passed with <1 EU/mL.

A Certificate of Analysis is available for this
product.

DIRECTIONS FOR USE

Oocyte-cumulus complexes (OCC) can be
placed in a drop of hyaluronidase medium

(100 pL) under oil (REF #4008). After 30 to

45 seconds, the OCCs are pipetted in and

out of a fine-bore glass pipette to loosen the
weakened cumulus mass and release the
oocyte with attached corona radiata cells. The
oocyte is then transferred to a 100-uL drop of
Quinn’s Advantage™ Medium with HEPES (REF
#1023/1024) containing

5 mg/mL HSA (REF #3001/3003) and the
corona radiata cells removed by gentle
pipetting using a narrow-bore glass pipette.
The first pipette used to remove the oocyte with
adhering corona radiata cells from the cumulus
mass should have an inside diameter of 250 to
300 pm. The second pipette for the removal of
the corona radiata cells should have a diameter
of about 135 um. The cumulus-free oocytes are
further washed through a series (4-5) of 100-
WL drops of Quinn's Advantage™ Medium with
HEPES (REF #1023/1024) containing 5 mg/
mL HSA (REF #3001/3003) to remove excess
hyaluronidase and detached cumulus cells. The
oocytes are now ready for the ICSI procedure.

Each laboratory should make
its own determination of which medium
to use for each particular procedure.

STORAGE INSTRUCTIONS

AND STABILITY

Store unopened containers at 2 °C to 8 °C
upon receipt. Warm to incubator (37 °C)
temperature prior to use. Exposure of the
medium to CO, should be minimized to avoid
pH levels of 7.0 or less. Do not expose to
temperatures greater than 39 °C. The product
is stable until the expiration date shown on
the label.

A. Remove desired volume of product using
aseptic procedures.

B. Once removed, do not return any volume of
product to the original container.

C. Do not use if the product becomes
discolored, cloudy, turbid, or shows any
evidence of microbial contamination.

To avoid problems with contamination,

handle using aseptic techniques and discard
any excess product that remains in the bottle or
vial after procedure is completed.

RELATED PRODUCTS
ART-4008P Oil for Tissue Culture

ART-1023/1024 Quinn’s Advantage™ Medium
with HEPES

ART-3001/3003 Human Serum Albumin
100 mg/mL in normal saline

SAGE In Vitro Fertilization™ has a full line

of products for the Reproductive Medicine
Specialist. Please call or write for specific
information or to receive a copy of our current
catalog. For technical questions, or to reach our
Customer Service Department, call the SAGE™
Support Line.

Call the SAGE™ SUPPORT LINE:
In the U.S.: (800) 243-2974
International: (203) 601-9818

EXPLANATION OF SYMBOLS
Catalog Number

LoT Batch Code
g Use By (year, month, day)

Do Not Reuse

Temperature Limitation

Aseptic Technique Sterilization
Membrane Filtered (SAL 10'3)

C ATTENTION:
See instructions for use.
“ Manufacturer

RXONLY ) 5. Federal law restricts this

device to sale by or on the order of
a physician (or properly licensed
practitioner).
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SAGE Media™

Hyaluronidase, 80 U/mL
in HEPES-HTF with
5 mg/mL HSA

Tinbku Ans nabopaTtopHux npoleayp;
iHWI BUAKM BUKOPUCTAHHS NOBUHHI GyTy

KkBanicikoBaHi KiIHLEBMM KOPUCTyBayeM.

Onuc Bux. Poamipu
npoAYKTY HOMep 6roky
Hyaluronidase, ART-4007-A 6x1,0 mn
80 U/mL in HEPES-HTF

BUKOPUCTAHHA 3A NPU3HAYEHHAM
lMepes iHTpaLMTONNA3MATUYHOIO iH'EKLLiED
cnepmaro3oigis (IKCI) knitunu kymynioca
noBuHHI 6yTv BUAANEHi 3 NoBepXHi ooLuTa
Tak, LLo6 BiH MaB YMCTy NOBEPXHIO Brinckyyoi
060MOHKM NSt NErKoro BUTPUMYBaHHS Ta
iH'ekwjii B 00LWUT 3@ JONOMOrOI0 MiKpOIHCTPY-
MeHTiB. KopoTke BUTPUMYBaHHS 0OLIMT-KY-
MYTIOCHUX KOMMTEKCIB B PO34IHI rianypoHi-
/a3 po3LLEnnIoe rianypoHoBY KUCNOTY, fka
YTPUMYE KNiTUHYM Kymyntoca pa3oM. KnitHu
Kymymioca MoXyTb ByTv noTiM nerko BunaneHi
MexaHiYHIM LNAXOM NpK NPOAABMBaHHI
0OLMT-KyMYTMIOCHIX 4aCTUHOK Yepes nineTku
3 fiameTpoM TPoXu BinbLuMM Hix AiameTp
oouuTa.

Onuc NPOAYKTY

lanypoHiaasa — Uue hepMeHT, NpUCYTHIA y
BUCOKit KOHLIEHTpALii B akpocomi cnepmaro-
30igiB GinbLuocTi ccasLiB. Bora cnopagnyHo
aTakye rekcosamiHigHui 38'S30K rianypoHoBOl
KUCOTH, rMiko3amiHorMikaH, Lo YTBOPHE
NO3aKMITMHHY MaTpULII0, Sika YTPUMYE Kymyio-
CHi KNiTHN pa3om.

Y ybomy npogykTi MicTTbCst 10 Mr/n reHTami-
LHY (aMiHOrMIKO3WAHWIA aHTUBIOTHK).

3ACTEPEXXEHHS 1 MOMEPEDKEHHS

He BUKOpUCTOBYBATYH CEPEAOBMULLE, ke Mae
03HaKu HasBHOCTi YaCTUHOK, MOMYTHiHHSI, 860
HE € POXEBOTO KOMbOpY.

Hyaluronidase (Bux. Ne 4007-A) mictis
5 Mr/Mn cpoBaTKoBOro anbGyMiHy MoauHA.

06epexHO: yCi npenapaTy KPoBi BBAXAKOTLCS
NOTEHLHO iHcbeKLiHMMU. BuxigHuit maTepian,
3 sikoro BB OTPUMaHWIA Lieit MPOAYKT, Noka3as
HeraTMBHWIA pesynbTaT npy TecTyBaHHi Ha
aHTuTina go BIN-1/BIN-2, BI'C Ta BusiBMBCS
HepeakTBHUM npy nepesipui Ha HBsAg, PHK
BI'C i PHK BIN-1. XogeH i3 Binomux meTogis
aHanisy He MoXe rapaHTyBaTy BiACYTHICTb

36y AHVKiB iHcekwiit y npenapaTax, Buro-
TOBNEHWUX Ha OCHOBI KPOBI MiofvHK. [loHOpK
BUXifHOrO MaTepiany 6ynu nepesipeHi Ha
xBopoby Kpeittuensara-Akobiea (CJD).
3aBasiki eeKTMBHOMY 0BCTEXEHHIO [JOHOPIB

i npovecy BMpOGHULITBA NPOAYKTY, MOXHA
CTBEPKYBATH, LLO PU3NK nepeaadi BipycHoi
iHcheKLii NpaKT4HO BiACYTHIN. TeopeTuyHmin
pu3uk nepeaavi xsopobu Kpentudensara-
HAkobca Takox BBaXa€eTbCS BKpal HUSbKIM.

3a Becb Yac BUKOPUCTaHHs NMPOAYKTY He 6yno
BUSIBNIEHO XXOAHOTO BUNaaKy nepefadi BipycHoi
iHekuii abo xBopotu KpeiTudenbara-Akobea
yepe3 anbOyMiH.

Mpumitka: emBpioH BBaXAETLCA 3aranbHUM
TepMiHom. Binbl TouHo, SAGE™ poarnsinae
nepiog yacy iHiujanisadii, konu yTBOPIOETLCS
OfMHOYHA AUNMOiAHAa KMiTUHA NPU 3NUTTI Yono-
BIYOr0 Ta XiHOYOro reHoMa, B pesynbTari 4oro
YTBOPHETLCS 3UroTa 3 NOAaNbLUAM PO3BUTKOM
Bif GaraTopa3oBux MITOTU4HUX NOAINIB 3 yTBO-
peHHsiM TBepaoi Macy abo Mopynu (sik npasu-
0, Ha 4-5 fieHb), i nicns SKoro po3BMBaETLCS
3aM0BHEHa PiAVHOK MOPOXHIHA, LLO, B CBOKO
yepry, NpU3BOAUTL A0 YTBOPEHHs BnactouucTa
(s npaBuro, Ha 5-6 feHb), B pedynbTati Yoro

BinGyBa€eTbCs iMNMaHTaLyis, no4aTok sikoi npu-
najae Ha nepLunii TWKAEHb i 3aBepLUyeTbCs 40
KiHLS iPYrOro TWXHS MICNS 3annigHeHHs.

0O6epexHo: theaepanbHuit 3akoH CLUA ao3so-
Nsie NPOAAX LibOro NpUCTPOIO Tirbky 3a BKasiB-
Koto nikaps (abo npakTukyrouoro haxisls, Lo

Mage HanexHy niyexsito).

Lleit npopykT MiCTUTb aHTUBIOTUK Cynbdar rex-
TaMmiLuHy. MoBMHHI ByT BXWTI BIANOBIAHI 3ano-
GixHi 3ax0au, W06 yNEeBHUTUCh, LLO NaLeHT He
ceHeubini3oBaHuii 0 LbOro aHTUBIoTHKa.

3ABE3MEYEHHA AKOCTI

[MpoTecToBaHO Ha OAHOKNITUHHMX eMEpioHaxX
muiweit (MEA). Mokasaro hopmysanHs 80 %
i 6inbLue 6nactouucr. MpoiiaeHo TecT Ha
eHpoTokeuH USP 3 peaynbtatom < 1 oguHULbL
€HOOTOKCUHY/MI.

PesynbTaty BCiX TECTIB ANS JAHOTO NPOAYKTY
BifoBpaxatoThes Y BiANoBIAHOMY cepTudikarti
aHaniay, Lo HaaaeTbCs 3a 3an1ToM.

IHCTPYKLIA 3 BUKOPUCTAHHA
OoumT-kymyniocHi komrnekcn (OKK) moxHa
NOMICTUTY B Kpannio cepeaoBuLLa rianypoHiaa-
3u (100 mkn) nig macnom (Bux. Ne 4008). Yepes
30-45 cexyHn OKK HabupaeTbest | fopaetbest
NiNETKOI0 3 BY3bKVM BHYTPILUHIM KaHanoMm Ans
ocrnabnexHs ocnabneHoi kyMyniocHoi macu,

i NoTiM JoaETbCS B 0OLMT 3 NMPUEAHAHNMM
KOPOHHUMM pagianbHuMm KniTuHamu. Oouut
noTiM nepecazxytoTb B kpanmio 100 Mkn cepe-
nosuwa Quinn's Advantage™ Medium 3 HEPES
(Bux. Ne 1023/1024), wo mictuts 5 mr/mn HSA
(Bux. Ne 3001/3003) i kopoHHi pagianbHi kniti-
HY, BUMYYeHi LLNSIXOM aKypaTHOro MineTyBaHHst
3a J0NOMOr0I0 CKNSHOI MINETKN 3 BY3bKNM
KkaHanom. MepLua nineTka, sika BUKOPUCTOBY-
€TbCS ANt BUNYYEHHS 00LUTa 3 MPUESHAHMM
KOPOHHUMM pazianbHUMM KNiTUHAMM 3 Kymynio-
CHOI Macu, NOBUHHA MaTyW BHYTPILLHI1 fiamMeTp
250-300 mkm. CTapa ninetka Ansi BUNYYeHHst

KOPOHHUX pafianbHuX KMiTUH MOBUHHA MaTu
niameTp 6rnabko 135 mkm. OouuTy, Wo He
MICTATb KyMYyNIOC, 0AATKOBO NPOMMBAIOTH 3a
[0MOMOrolo Jekinbkox (4-5) kpanenb 100 mkn
cepeposuia Quinn's Advantage™ Medium 3
HEPES (8ux. Ne 1023/1024), wo mictuts 5 mr/
mn HSA (Bux. Ne 3001/3003), wob Buaganuti
HaANMLLOK rianypoHigasm i BigokpemneHi
KyMyntocHi kniTHW. OouuTy Tenep rotosi 4o
BUKOpUCTaHHs B npoLieaypi IKCI.

KoxHa nabopatopisi Mae camMocTiliHO BpilLy-
BaT, sike Cepe/oBuLLE BIUKOPUCTOBYBATH [N
KOXHOT OKpemoi npoLieaypy.

MPABWNA 3BEPIFAHHA TA CTABINbHICTb
3aneyataHi koHTeilHepy 36epiratit B Xomo-
AVbHUKY pu Temnepatypi 2-8 °C. Mepen
BMKOPWCTAHHAM Harpiti o Temnepatypu
Mepm4Horo iHkybatopa (37 °C). Bnnme CO9 Ha
cepefoBuLLEe Mae ByTi 3BeieHO 40 MiHIMymy,
106 3ano6irtvt sHwkeHHIo pH [0 7,0 | MeHLe.
He nignasaty gii Temnepatypy nowag 39 °C.
MpoaykT 36epirae cTabinbHICTb [0 3aKiHYEHHS
CTPOKY NPUAATHOCTI, 3a3Ha4YEHOro Ha YnakoBLy.

A. Buaanitb notpibHuit 06'em NpoayKTy, BIKO-
PUCTOBYIOUM ACENTUYHI NpoLieaypy.

B. Micns 3abopy 6yab-akoro 06'emy npopykTy
Henpu1nycTMMO MoBEPTaTH MOro Y BUXIAHMIA
KOHTEilHep.

C. He 3actocoByBaTit npenapar, siKL0 cepeao-
BULLe cTano 6e3bapBHIM, kanamyTHUM abo
Mage 03Haku MikpoBHOT KoHTamiHaLi.

3 MeTol0 nonepekeHHst KoHTaMiHaii cnig
npaLioBaTy 3 CEPeAOBULLEM B CTEPUIBHUX
YMOBaX | BUNMBATH 3anuLLKU CepefoBuLLa
3 dhnakoHa abo npobipku nicns 3akiHYeHHst
npoueaypy.

CYNYTHI MPOAYKTH
ART-4008P CtepunbHe Macro s TKaHUHHOT
KynbTypu

ART-1023/1024 Quinn’s Advantage™ Medium
3 HEPES

ART-3001/3003 CupoBaTkoBuit anbbymiH
ok 100 Mr/mn B dhisionoriyHomy po3umHi

SAGE In Vitro Fertilization™ mae nosHy niniitky
NPOAYKTIB, NPU3HAYEHNX NS PEnpPOAYKTUBHOT
meanumHu. Byab nacka, TenedoHyiite abo
MWWWITL ANst OTPUMAHHS! [LoKNafHoi iHop-
maLii abo o6 oTpuMaTit NPUMIPHUK HaLLoro
NOTOYHOTO KaTanory. 3 TEXHIYHUX NuTaHb abo
ANst 3BEPHEHHS B Hall Bifain 06CnyroByBaHHs
KnieHTiB TenedoHyiiTe 3a HoMepom cryx6u
nigTpumkn SAGE™.

TENE®OH NIATPUMKU SAGE™:
Y CLLA: (800) 243-2974
MixHapopaHwit: (203) 601-9818

@ UA.TR.099

MosicHeHHs cumBonis

Katanorosuit Homep
Kog naprii

CTpok npuaaTHoCTi
(pik, MicsiLb, AeHb)

® il [{

He BUKOpUCTOBYBaTY MOBTOPHO

=

OBMexeHHs TemnepaTypy

c

AcenTuuHa cTepunisais
BindinetposaHo yepes
MembpaHHuil dinbTp (SAL 10'3)

]

YBATA:
[IuB. iHCTPYKLi 3 BUKOPUCTAHHS.

BupobHmk

TINbkM  deaepanbHuit 3akoH CLUA

RX [103BONSIE MPOAAX LbOro
NPUCTPOIO TiMNbk 3a BKa3iBKOK
nikapst (abo npakTuKyr4oro
axiLs, L0 Mae HanexHy
niLeHsio).
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a CooperSurgical Company
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a CooperSurgical Company
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