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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 ipti Number Unit Size
Hyaluronidase, ART-4007-A 6 x 1.0 mL
80 U/mL in HEPES-HTF

INTENDED USE

Prior to intracytoplasmic sperm injection
(ICS), 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: Al 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-pL 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 pum. The second pipette for the
removal of the corona radiata cells should
have a diameter of about 135 pm. The
cumulus-free oocytes are further washed
through a series (4-5) of 100-pL 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 COo 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.

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

Do not use if the product becomes
discolored, cloudy, turbid, or shows any
evidence of microbial contamination.
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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
Batch Code
Use By (year, month, day)

Do Not Reuse

2

s
. /i/ Temperature Limitation
Aseptic Technique Sterilization

Membrane Filtered (SAL 10'3)

ATTENTION:
See instructions for use.

d Manufacturer

RXONLY 5. Federal law restricts this

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

SAGE In Vitro Fertilization

a CooperSurgical Company
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SAGE Media"

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

Tinbkun pns naéopaTopHux npoueayp;
iHLWi BUAY BUKOPUCTAHHSA NOBUHHI OyTh

KBanicikoBaHi KiHLleBUM KOPUCTYBayeM.

Onuc

MPOAYKTY
Hyaluronidase,

80 U/mL in HEPES-HTF

Bux. Poamipn
HoMmep 6noky

ART-4007-A 6x 1,0 Mn

BUKOPUCTAHHS 3A NPU3HAYEHHAM
Mepen iHTPALMTONNA3MATMYHOIO iH'EKLIEID
cnepmaro3oigis (IKCI) knituHu kymyntoca
MOBUHHI OyTW BUAANEHI 3 MOBEPXHI oouuTa
TaK, 106 BiH MaB YUCTY MOBEPXHIO BANCKYYOT
06ONOHKY ANS NETKOro BUTPUMYBAHHS Ta
iH'eKUil B 00LMT 32 JONOMOrOH MiKpO-
iHCTPYMeHTiB. KOpOTKE BUTPUMYBaHHs!
0OLMT-KYMYJIOCHUX KOMMNEKCIB B PO3YMHI
rianypoHigasu po3LLensItoe rianypoHoBy KUC-
JI0TY, SIKa YTPUMYE KNITUHYM KyMySoca pasoM.
KniTHn Kymyntoca MoXxyTb 6yTu1 NOTiM NErko
BUAANEHI MEXaHIYHUM LUASIXOM MW NpojaB-
JI0BaHHi 00LMT-KYMYJIOCHUX YaCTUHOK Yepe3
nineTKy 3 AiaMeTPOM TPOXM BiNbLUMM HiXK
[LliameTp oouuTa.

OMuc NPOAYKTY

lanypoHiaasa — Le hepMeHT, NpUCYTHIA y
BUCOKIll KOHLIEHTpALLii B aKpocoMi criepmaro-
30igiB GinbLLOCTI ccaBLiB. BoHa cnopaguyHo
aTaKye rekco3amiHiHmiA 3B'S30K rianypoHo-
BOI KICNOTW, rNiKO3aMiHOMiKaH, L0 YTBOPIOE
N03aKNITUHHY MaTPULLIO, SiKa YTPUMYE
KYMYTIOCHi KNITUHN pasom.

Y ubomy npoayKTi MicTuTbes 10 MI/n reHTami-
LHY (aMiHOTMIKO3WAHWIA @HTMBIOTHK).

3ACTEPEXXEHHS! i NONEPEKEHHSI

He BMKOPUCTOBYBATY CEPEAOBULLE, SIKE MAE
03HaKN HAABHOCTI YaCTUHOK, MOMYTHIHHS, a60
He € POXXEBOr0 KONbOPY.

Hyaluronidase (ux. Ne 4007-A) MicTuTb
5 Mr/Mn CMPOBATKOBOrO anbByMiHY MOAVHY.

06epeXHo: yci npenapaTti KpoBi BBAXAKOTLCS
MOTEHL{HO iHAeKUiiHMMM. Buxignwii mate-
pian, 3 Koro 6yB OTPUMAHNI Lieil NPOJYKT,
NOKa3aB HeraTUBHWIA pe3ynbTaT npu TecTy-
BaHHi Ha aHTuTina Ao BIN-1/BIN-2, BIC Ta
BUSIBUBCS HEPEAKTVBHUM NPy NepesipLli Ha
HBsAg, PHK BI'C i PHK BIJI-1. XogeH i3 Bigo-
MVX METOZB aHaNi3y He MOXe rapaHTyBaty
BiACYTHICTb 30YHMKIB iH(eKLil y npenaparax,
BUrOTOB/IEHNX HA OCHOBI KPOBI JIOANHU.
JloHopu BUXigHOTO MaTepiany 6ynn nepesipeHi
Ha xBopoby KpenTudensara-Siko6ea (CJD).
3aBAsKku eheKTUBHOMY 0GCTEXXEHHIO JOHOPIB

i mpoviecy BUPOGHULITBA MPOAYKTY, MOXHA
CTBEPAKYBATY, LU0 PU3NK Nepedadi BipycHol
iH(heKLiT NpaKTWYHO BiACYTHIN. TeopeTuyHUi
pu3uK nepegadi xsopoou Kpeitudensara-
flko6ca TakoX BBAKAETLCS BKPAN HU3KIM.
3a BeCb 4ac BUKOPUCTAHHS NPOAYKTY He 6yno
BUSIBNIEHO XKOAHOO BUNAAKY nepeaadi BipyCHoi
iHchekwii a6o xBopoby KpenTudenbaTa-iko6ea
yepes anboyMiH.

MpumiTka: eMOPiOH BBAXAETLCS 3araibHUM
TepmiHoM. binblu TouHo, SAGE™ posrnsgae
nepiop, yacy iHivianiaawii, konn yTBOPIOETLCA
0AVHOYHA AVNAOIAHA KNITUHA NPY 3AUTT
YO/I0BIYOTO Ta XIHOYOr0 reHOMa, B pesynbTari
40ro YTBOPIOETLCS 3Ur0Ta 3 MOAANBLUIMM PO3-
BUTKOM Bifj 6aratopasoBux MiTOTUYHUX MOAINIB
3 YTBOPEHHAM TBEPAOI Macu abo Mopynu (K
npasuno, Ha 4-5 AeHb), i nicns SKoro pos-
BMBAETbCS 3aNOBHEHA PIANHOI0 MOPOXKHMHA,
L0, B CBOKO Yepry, MPU3BOANTD 40 YTBOPEHHS
6nacrouucTa (8K npasuno, Ha 5-6 AeHb), B

pesynbTarti Yoro BiA6yBAETLCS iMANAHTaLs,
N0YaToK KOl NPUNAAAE HA NEPLLMA TUKLEHb i
3aBEPLUYETHCA [0 KiHLS APYroro TVWKHA nicns
3annigHEHHS.

006epexHo: (hefepanbhuii 3akoH CLUA no3Bo-
NI5IE MPOAAX LibOr0 NPUCTPOIO TifbKM 32 BKa-
3iBKOI0 Jikaps (260 NpaKTMKYK4Ooro daxisus,
LU0 MAE HanexHy NiLeHsito).

Llei npopyKT MiCTUTb aHTUGIOTUK Cynbgat
reHTamiuyHy. MoBUHHI 6YTW BXUTI Bigno-
BifiHi 3aM06iKHi 3aX0fu, W06 YNeBHUTUCH,
110 NALEHT He CEHCMBINi3oBaHuiA 40 LbOro
aHTMbioTHKa.

3ABE3MEYEHHS SKOCTI

[pOTECTOBAHO Ha OAHOKMITUHHUX eMOpioHax
muweit (MEA). MNMokasaHo hopmyBatHs 80 %

i 6inbLue 6nacTouumcT. MpoitaeHo TecT Ha
eHpoTokeuH USP 3 pesynbtatom < 1 0auHnUb
€HJ0TOKCUHY/M.

Pesynbratyt BCix TECTIB AN 4AHOMO NPOAYKTY
Bifj0Op@XalOThCs Y BIANOBIAHOMY CepTUdIKaTi
aHaniay, Wo HaaETHCA 32 3anuToMm.

IHCTPYKLIIA 3 BUKOPUCTAHHSA
OounT-kymyniocHi komnnekcy (OKK) moxna
NOMICTUTI B Kpansito CepesoBuLLa rianypo-
Higasu (100 mkn) nig macnom (Bux. Ne 4008).
Yepe3 30-45 cekyHn OKK HabupaeTbes | joaa-
€TbCA NINETKOIO 3 BY3bKIM BHYTPILLHIM KaHa-
1IOM Ans ocnabneHHst ocnabneHoi KyMynocHoi
mac, i noTiM A0AAETLCA B 00LWT 3 NPUELHA-
HUMU KOPOHHUMW pagianbHUMK KNITUHAMK.
OouuT MoTiM NepecamkyoTb B KPani

100 mkn cepegoua Quinn's Advantage™
Medium 3 HEPES (Bux. Ne 1023/1024), wo
MicTuTb 5 mMr/mn HSA (Bux. Ne 3001/3003) i
KOPOHHI pagianbHi KNITUHW, BUNYYEHI LLSIXOM
aKypaTHoro nineTysaHHa 3a AonoMorol
CKNAHOI NiNeTKy 3 BY3bKMM KaHanom. Mepiua
nineTKa, ika BUKOPUCTOBYETLCS ANS BUNY-
YeHHs 00uuTa 3 NPUEAHAHUMI KOPOHHUMM

pagianbHAMKM KNITUHAMN 3 KyMYTIIOCHOT

Macw, NOBMHHA MaTu BHYTPILLHIN AiameTp
250-300 mMkm. CTapa ninetka s BuyYeHHs
KOPOHHUX paianbHNX KNiTWH NOBUHHA MaTW
niametp 6am3bko 135 MkM. OounTy, Wo He
MICTATb KYMY/IOC, l0AATKOBO NPOMMBAIOTb 33
[I0MOMOrot0 IEKinbKox (4-5) kpanens 100 Mkn
cepenosua Quinn's Advantage™ Medium 3
HEPES (Bux. Ne 1023/1024), wo mictutb 5 Mr/
mn HSA (Bux. Ne 3001/3003), 106 Buaanutm
HaANMLLOK rianypoHifasu i BijoKpemneHi
KyMYTIOCHI KniTuHW. OouuTy Tenep roTosi Jo
BUKOpUCTaHHSA B npoLieaypi IKCI.

KoxHa naGopatopisi Mag CamoCTiiHO BUPiLLy-
BaTW, SIKe CEPEOBULLE BUKOPUCTOBYBATY 1S
KOXHOI OKpeMmoi npoLesypu.

NPABWJIA 3BEPITAHHS TA CTABUIBHICTb
3aneyaraHi KOHTeiHepu 36epiraTi B Xono-
vnbHUKY npu Temnepartypi 2-8 °C. MNepen
BUKOPUCTAHHSAM HarpiTit A0 TeMneparypu
MeanyHoro itky6atopa (37 °C). Bnams COo
Ha cepefioBuLLE Mae 6yTn 3BefEeHO [0 MiHi-
MyMY, 1106 3an06irTin 3HWKeHHI0 pH 1o 7,0 i
MeHLue. He nigaasatu Aii Temnepatypy noHap,
39 °C. MNpogyKT 36epirae CTabinbHICTb 40
3aKiHYeHHs CTPOKY NPUAATHOCTI, 3a3HAa4EHOro
Ha YNaKoBL.

A. Bupanitb noTpi6HuMii 06’€M NPOAYKTY, BUKO-
PUCTOBYIOYM aCENTU4HI NPOLEaYpU.

B. MMicnst 3a6opy 6Y/b-s1KOro 06°€MY NPOAYKTY

HenpUNyCTMMO NOBEPTATH i0r0 Y BUXIAHMIA

KOHTeiHep.

He 3acTocoByBatin npenapar, fIKLLo cepefo-

BuLLE CcTano 6e36apBHNM, KanamyTHUM a6o

Ma€ 03HaK| MiKpOGHOI KOHTaMiHaLii.

o

3 MEeTOI0 NONepeKeHHs KOHTaMiHauii cnig
npawoBaTh 3 CEPeoBULLEM B CTEPUNIBHIX
YMOBAX i BUNVBATI 3aWLLKVN CEPEfoBULLA
3 (hnakoHa a6o npoGipku Micns 3aKiHYeHHs
npoueaypu.

CYNYTHI NPOJYKTH
ART-4008P CtepunbHe Macno A5 TKaHUHHOI
KynbTypy

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

ART-3001/3003 CupoBaTKOBMIA anbOymiH
noguHn 100 Mr/mMn B GisionoriyHoMy po3yuHi

SAGE In Vitro Fertilization™ mae noBHy niHiliky
NPOAYKTIB, NPU3HAYEHNX ANS PENPOAYKTUBHOI
MeauumHi. Byab nacka, TenedoHyiTe a6o
MULITb AN OTPUMAHHS JOKNaAHOI iHdop-
mauii a6o o6 oTpUMaTH NPUMIPHUK HALLOro
NOTOYHOO Katanory. 3 TEXHIYHMX NUTaHb a6o
L1151 3BEPHEHHS! B HALL BiaAin 06CNyroByBaHHs
KJNEHTiB TenetoHyinTe 32 HOMEPOM CRyXG6U
nigTpumkn SAGE™.

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

MosicHeHHs cumBonis

Karanorosuit Homep
Kog naprii

CTpok npuaaTHocTi
(PiK, MicsLb, AeHb)

He BUKOPUCTOBYBATY MNOBTOPHO

06MeXeHHsi TeMnepaTypu

AcenTuyHa cTepunisadis
BiainsTposaHo yepes
MemGparHuii dinstp (SAL 10-3)

YBATA:
JIVB. IHCTPYKLIi 3 BUKOPUCTaHHS.
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TiNbkn  ®epepanbHuil 3akoH CLUA

RX JI03BO/ISIE NPOAAX LIbOMO
MPUCTPOIO TiNbKN 32 BKA3iBKOIO
nikapsi (a60 NpaKTMKyK4oro
(haxiBug, L0 MAE HANEXHY
NiLEH3it0).

Bupo6HuK

SAGE In Vitro Fertilization

a CooperSurgical Company

SAGE™ In Vitro Fertilization, Inc.
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