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IVF Basics® HTF

Catalogue number

HTF-B-10 1x 10 ml of IVF Basics®HTF

HTF-B-30 1.x 30 ml of IVF Basics® HTF

HTF-B-60 1.x 60 ml of IVF Basics® HTF
HTF-B-120 1.x 120 ml of IVF Basics® HTF
HTF-B-250 1 x 250 ml of IVF Basics® HTF
HTF-B-500 1 x 500 mi of IVF Basics® HTF

IVF Basics® HTF 0.4% HSA

HTF-B-0.4A-10 1x 10 ml of IVF Basics®HTF 0.4% HSA
HTF-B-0.4A-30 1.x 30 mi of IVF Basics® HTF 0.4% HSA
HTF-B-0.4A-60 1.x 60 ml of IVF Basics® HTF 0.4% HSA

1 x 120 ml of IVF Basics®HTF 0.4% HSA
1 x 250 ml of IVF Basics® HTF 0.4% HSA
1 x 500 ml of IVF Basics®HTF 0.4% HSA

IVF Basics® HTF HEPES

HTF-B-0.4A-120
HTF-B-0.4A-250
HTF-B-0.4A-500

HTF-H-10 1x 10 ml of IVF Basics® HTF HEPES

HTF-H-30 1.x 30 mi of IVF Basics®HTF HEPES

HTF-H-60 1.x 60 ml of IVF Basics®HTF HEPES
HTF-H-120 1 x 120 ml of IVF Basics® HTF HEPES
HTF-H-250 1 x 250 mi of IVF Basics® HTF HEPES
HTF-H-500 1 x 500 mi of IVF Basics®"HTF HEPES

IVF Basics® HTF HEPES 0.4% HSA

HTF-H-0.4A-10 | 1x 10 ml of IVF Basics® HTF HEPES 0.4% HSA
HTF-H-0.4A-30 | 1x 30 ml of IVF Basics® HTF HEPES 0.4% HSA
HTF-H-0.4A-60 | 1x 60 ml of IVF Basics® HTF HEPES 0.4% HSA

1 x 120 ml of IVF Basics® HTF HEPES 0.4% HSA
1 x 250 ml of IVF Basics® HTF HEPES 0.4% HSA
1 x 500 ml of IVF Basics® HTF HEPES 0.4% HSA

HTF-H-0.4A-120
HTF-H-0.4A-250
HTF-H-0.4A-500

USED ABBREVIATIONS

ICSI - Intracytoplasmatic Sperm Injection

IVF - In Vitro Fertilization

IUI - IntraUterine Insemination

HSA - Human Serum Albumin

LAL - Limulus Amebocyte Lysate

SSCP - Summary of Safety and
MSDS - Material Safety Data Sheet

Clinical  Performance

GENERAL

IVF Basics® HTF (0.4% HSA) and IVF Basics® HTF HEPES (0.4% HSA)
have been developed for washing, handling, conditioning and culturing
of human gametes and embryos.

» IVF Basics® HTF (0.4% HSA) should be pre-equilibrated overnight or
at least for a minimum of 4 hours before use at 37°C and 5% CO..

» IVF Basics® HTF HEPES (0.4% HSA) contains HEPES, no CO,
incubation is required.

APPLICATION
Intended use

IVF Basics HTF / IVF Basics HTF 0.4% HSA are used for washing and
handling of human gametes, and for handling and conditioning of
human embryos. The media are used for the following procedures:

- Washing/handling of human ova

- Washing/handling of spermatozoa

- Swim-up of spermatozoa

- Production of density gradient media

- Washing/handling for human embryos

- UL IVF, ICSI

- Embryo culture from day 1 to blastocyst stage

- Embryo transfer

IVF Basics HTF HEPES / IVF Basics HTF HEPES 0.4% HSA are used
for washing and handling of human gametes, and for handling and
conditioning of human embryos. The media are used for the following
procedures:

- Flushing for oocyte collection

- Washing/handling of human ova

- Washing/handling of spermatozoa

- Swim-up of spermatozoa

- Production of density gradient media

- Washing/handling for human embryos

- IUl,ICsl
- Embryo transfer

Indications for use

For use during ART procedures of patients and couples undergoing
infertility treatments.

Intended user

The intended users are ART professionals (lab
embryologists, or medical doctors).

Target patient population

The target patient population consists of patients and couples
undergoing infertility treatments.

technicians,

COMPOSITION

IVF Basics® HTF and IVF Basics® HTF HEPES consist of a balanced
physiologic salt solution, supplemented with carbohydrate energy
sources such as glucose, pyruvate and lactate, and 10mgl/liter
gentamicin sulphate (medicinal substance). IVF Basics® HTF is
bicarbonate buffered, while IVF Basics® HTF HEPES additionally
contains HEPES.

It is strongly suggested to supplement IVF Basics® HTF and IVF Basics®
HTF HEPES with 4g/liter HSA (medicinal substance derived from human
blood plasma) before use.

IVF Basics® HTF 0.4% HSA and IVF Basics® HTF HEPES 0.4% HSA are
presupplemented with 4g/liter HSA (medicinal substance derived from
human blood plasma) and are ready-to-use.

The MSDS for IVF Basics® HTF media also describes the product
composition and is available on the website of Gynotec B.V.

MATERIAL NOT INCLUDED

» IVF Basics® HTF and IVF Basics® HTF HEPES (media without HSA):
pharmaceutical grade Human Albumin Solution with registered Plasma
Master File

QUALITY CONTROL

» pH: 7.20-7.60 (At 5% CO, for IVF Basics® HTF (with HSA))

» Osmolality: 270-290 mOsm/kg

» Endotoxin test by LAL methodology (USP <85>): < 0.25 EU/mlI
» Sterility test by the current Ph. Eur. 2.6.1/ USP <71>: No growth
» One-cell mouse embryo assay (%blastocysts after 96h): = 80%
» Human sperm survival assay (% motility compared with control after
24 hours): 2 80%

» Chemical composition

» Use of Ph Eur or USP grade products if applicable

» Certificate of analysis and MSDS are available upon request

Sterilized by using aseptic processing techniques.

PRECAUTIONS AND WARNINGS

» Aseptic techniques should be used to avoid possible contamination,
even when the products contain gentamicin.

» Always wear protective clothing when working with specimens.

» Handle specimens as if capable of transmitting HIV or hepatitis.

» All blood products should be treated as potentially infectious. Source
material used to manufacture this product was tested and found
nonreactive for HbsAg and negative for Anti-HIV-1/-2, HIV-1, HBV, and
HCV. Furthermore, source material has been tested for parvovirus B19
and found to be non-elevated. No known test methods can offer
assurances that products derived from human blood will not transmit
infectious agents.

» 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 Pharmacopoeia specifications by
established processes.

» Any serious incident (as defined in European Medical Device
Regulation 2017/745) that has occurred should be reported to FertiPro
NV and, if applicable, to the competent authority of the EU Member State
in which the user and/or patient is established.




PRE-USE CHECKS
» Do not use the product if:
e the seal on the bottle is broken or open when the product is
delivered;
. it becomes discoloured, shows any evidence of microbial
contamination or cloudy;
. expiry date has been exceeded.
» Do not freeze before use.
» Do not resterilize after opening.
» Products which include gentamicin should not be used on a patient
that has a known allergy to gentamicin or similar antibiotics.
» Depending on the number of procedures that will be performed on one
day, remove the required volume of medium under aseptic conditions in
an appropriate sterile recipient. This is in order to avoid multiple
openings/warming cycles of the medium. Discard excess (unused)
media.

STORAGE CONDITIONS

» Store refrigerated (2°C — 8°C).

» Keep away from (sun)light.

» After opening the container, do not use the product longer than 7 days.
Sterile conditions must be maintained and product must be stored at 2°C
—-8°C.

» Discard the devices in accordance with local regulations for disposal
of medical devices.

INSTRUCTIONS FOR USE
Each laboratory should establish its own validated procedures and
protocols.

Addition of human albumin solution before use:

It is strongly recommended to supplement IVF Basics® HTF media
without human albumin with 4 g/l HSA (see material not included). Use
aseptic techniques to avoid introduction of microorganisms to the
medium.

IVF Basics® HTF (0.4% HSA)

Designed for the use in a CO; incubator in a humified atmosphere.

» Pre-Equilibration of IVF Basics® HTF (0.4% HSA):

» Preincubate the media (in culture dishes or flasks with loosened screw
caps) overnight or at least for a minimum of 4 hours before use at 37°C
and 5% CO,.

» In case pre-equilibration is performed in culture dishes make sure the
droplets are covered with suitable oil or alternatively, use an open system
according to general laboratory practice.

IVF Basics® HTF HEPES (0.4% HSA)

Contains a HEPES buffer to maintain stable pH during procedures
performed outside a CO; incubator.

» Before use, IVF Basics® HTF HEPES (0.4% HSA) can be preheated
to room temperature or 37°C.

Washing / handling instructions

1.  Recover oocytes and prepare sperm according to your
standard laboratory procedures.

2.  After collection check the oocytes and rewash, if necessary,
before placing them in fresh droplets/wells for overnight
culture. Carry out fertilization in IVF Basics® HTF (0.4% HSA).

3. Where ICSI is required, perform the sperm injection in IVF
Basics® HTF HEPES (0.4% HSA) if performed outside a CO,
incubator. Afterwards transfer back into IVF Basics® HTF
(0.4% HSA) for culture in a CO; incubator. Alternatively,
perform ICSI with only IVF Basics® HTF (0.4% HSA) under
CO..

4. Place the fertilization dishes into a CO, incubator and culture
according to your standard laboratory procedures.

5. Evaluate the oocytes for evidence of fertilization (generally
performed within 16-20 hours after fertilization).

6. For embryo transfer at day 2 or 3 transfer the embryos to the
uterus in fresh equilibrated IVF Basics® HTF media.

7. Flush the Embryo Transfer catheter with IVF Basics® HTF
media prior to use.

Swim-up (According to WHO, 2021)
1. Carefully layer 1.5ml IVF Basics® HTF media on top of 1ml
washed semen in a conical based centrifuge tube.
2. Place the tube in the incubator at a 45° angle for 1 hour at
37°C.

3. Place the tube carefully in an upright position and remove 1ml
of the top layer.

4. Dilute the aliquot of motile cells with 2-5 ml of IVF Basics® HTF
media. Centrifuge for 5-10 minutes at 300g.

5.  Carefully aspirate the supernatant and resuspend the sperm
pellet in 0.5ml IVF Basics® HTF media.

Embryo transfer (According to Brinsden, 2005)

Take a sterile syringe, fill it with IVF Basics® HTF media and
eject air bubbles. Place the syringe onto a catheter and eject
the medium.

2. Suck up the IVF Basics® HTF media into the syringe and push
down the piston to the 10pl calibration mark.

3. Suck up the embryo(s) into the catheter in such a way that the
volume is approximately 20-30pl.

4. Hand over catheter and syringe to the clinician for insertion
and transfer into the uterus.

SUMMARY OF SAFETY AND CLINICAL PERFORMANCE (SSCP)
The SSCP for IVF Basics® HTF media describes safety and performance
characteristics for the media and is available on the website of Gynotec

B.V. (www.gynotec.nl).

For further questions regarding to the safety and performance, please
contact Gynotec B.V.
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Tel: +32 (0)50 79 18 05

Fax: +32 (0)50 79 17 99

URL: https://www.fertipro.com

E-mail: info@fertipro.com

[._ ]f.



UKRAINIAN AUTHORIZED REPRESENTATIVE
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URL: www.stoik.com.ua
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HTF-B-10 1 x 10 mn1 of IVF Basics®HTF

HTF-B-30 1 x 30 mn1 of IVF Basics® HTF

HTF-B-60 1 x 60 mn1 of IVF Basics® HTF
HTF-B-120 1 x 120 mn of IVF Basics® HTF
HTF-B-250 1 x 250 mn of IVF Basics® HTF
HTF-B-500 1 x 500 mn of IVF Basics® HTF

IVF Basics® HTF 0.4% HSA

HTF-B-0.4A-10 1 x 10 mn of IVF Basics® HTF 0.4% HSA
HTF-B-0.4A-30 1 x 30 mn1 of IVF Basics® HTF 0.4% HSA
HTF-B-0.4A-60 1 x 60 mn1 of IVF Basics®HTF 0.4% HSA

1 x 120 mn of IVF Basics® HTF 0.4% HSA
1 x 250 mn of IVF Basics® HTF 0.4% HSA
1 x 500 mn of IVF Basics® HTF 0.4% HSA

IVF Basics® HTF HEPES

HTF-B-0.4A-120
HTF-B-0.4A-250
HTF-B-0.4A-500

HTF-H-10 1 x 10 m1 of IVF Basics® HTF HEPES

HTF-H-30 1 x 30 mn1 of IVF Basics® HTF HEPES

HTF-H-60 1 x 60 mn1 of IVF Basics® HTF HEPES
HTF-H-120 1 x 120 mn of IVF Basics® HTF HEPES
HTF-H-250 1 x 250 mn of IVF Basics® HTF HEPES
HTF-H-500 1 x 500 mn1 of IVF Basics® HTF HEPES

IVF Basics® HTF HEPES 0.4% HSA

HTF-H-0.4A-10 1 x 10 m1 of IVF Basics® HTF HEPES 0.4% HSA
HTF-H-0.4A-30 1 x 30 m1 of IVF Basics® HTF HEPES 0.4% HSA
HTF-H-0.4A-60 1 x 60 m1 of IVF Basics® HTF HEPES 0.4% HSA

1 x 120 mn of IVF Basics® HTF HEPES 0.4% HSA
1 x 250 mn of IVF Basics® HTF HEPES 0.4% HSA
1 x 500 mn of IVF Basics® HTF HEPES 0.4% HSA

HTF-H-0.4A-120
HTF-H-0.4A-250
HTF-H-0.4A-500

BUKOPUCTOBYBAHI CKOPOYEHHA

ICSI iHTpauuTonnasMaTmyHa iH'ekLis cnepmaTto3oisis

IVF eKCTpaKoprnoparnbHOro 3anfigHeHHs

1UI BHYTPILLHbOMAaTKOBA iHCEMiHaLis

HSA TNIOACHKUIN CUPOBaTKOBUIA anbOyMiH

LAL nizaT ame6ouuTiB nimynocy

SSCP  kopoTkuin ornsig  6e3neku 3acToCyBaHHA Ta  KMiHIYHOI
eeKTUBHOCTI

MSDS  nacnopt 6e3neku matepiany

3ArAllbHI BIAOMOCTI

IVF Basics® HTF (0.4% HSA) Ta IVF Basics® HTF HEPES (0.4% HSA)
po3pobrieHi Ansi npomvBaHHs, O0OpPOOKM, KOHAMUIOHYBaHHS Ta
KyNbTUBYBaHHA raMeT Ta eMOPIOHIB MIOANHM.

»|VF Basics® HTF (0.4% HSA) cnig nonepeaHbo 3piBHOBaXMTU
NPOTAroM HoYi abo NpUHaNMHiI NPOTArom 4 roAnH nepes BUKOPUCTaHHAM
3a Temnepatypu 37°C i 5% koHueHTpauii CO,.

» IVF Basics® HTF HEPES (0.4% HSA) mictute HEPES, He notpebye
iHkyGaUii B cepenosuLi CO,.

3ACTOCYBAHHA

Mpu3HayeHHA

IVF Basics HTF Ta IVF Basics HTF 0.4% HSA moxe BukopuctoByBaTucs
AN HacTYNHUX npoueayp:

P [pomurBaHHs/06pobka NIOACHKUX AALEKMITUH
»[pommBaHHsA/0bpobka cnepmaTtosoiais

» dnoTauis cnepmaTosoigis

» CTBOpPEHHSI cepefoBMLLa 3 TPafiEHTOM LLifIbHOCTI

P [pomurBaHHsi/06pobka emMOpioHiB NoanHU

»|Ul, IVF, ICSI

» KynbTByBaHHst eMOpIoHIB Bia 1-ro AHA Ao cTagdii 6nactoumcTyi
»[lepeHeceHHs eMOpioHiB

IVF Basics HTF HEPES Ta IVF Basics HTF HEPES 0.4% HAS
npu3HayeHi Ana NPOMMBaHHS Ta 0BPOBKM NMIOACEKUX rameT, a Takox Ans
06poBKkM Ta KoHAMLiOHyBaHHA emGpioHis moguHu. IVF Basics® HTF

HEPES (0.4%
npouenyp:

» [pomuBaHHA Ans 36opy oouuTiB

» [pomMmBaHHsi/06pobka NIOACHLKUX AALEKITITUH

» [pommBaHHsi/06pobka cnepmarto3oigis

» dnoTtauia cnepmaTosoigis

» CTBOpPEHHS1 cepeoBuLLA 3 TPafiEHTOM LUiNMbHOCTI
» [MpomurBaHHsi/06pobka eMOPIOHIB NOANHM

»1Ul, ICSI

» [lepeHeceHHs1 emMbpioHiB

HSA) Moxe BMKOPUCTOBYBATUCA AN  HACTYMHUX

MNMokasaHHsA A0 3acTOCYyBaHHA

Onsa BukopucTaHHs nig 4ac npouegyp OPT y nauieHTiB Ta nap, Ski
NpOXoAnATb NikyBaHHsi 6e3nnigas.

LinboBui kopuctyBay

LlinboBumn kopuctysavamu € daxisui 3 IPT (nabopaHtun, embpionoru
abo nikapi).

LinboBa rpyna nauieHTiB

LlinboBa rpyna nauieHTiB cknagaeTbcs 3 NauieHTIB Ta nap, siki NpoxoasTb
nikyBaHHs1 6e3nnigas.

CKNnALQ

IVF Basics® HTF Tta IVF Basics® HTF HEPES cknagaioTbcs 3i
36anaHcoBaHOro (pisionoriYHoOro ConbOBOrO PO34MHY, [OMOBHEHOTO
BYIMEBOAHNMMN [Xepenamu eHeprii, TakumuM $K [nokosa, nipyeaT i
naktat, Ta 10 Mr/niTp reHTamiumHy cynbdarty (nikapcbka pevosuHa). IVF
Basics® HTF 6ydepusosanuin GikapboHaTtom, Toai sk IVF Basics® HTF
HEPES poagatkoBo mictute HEPES.

[Mepen 3acTtocyBaHHSAM HacTiMHO pekoMeHAayeTbcs gogaty go IVF
Basics® HTF Tta IVF Basics® HTF HEPES 4 r/niTp nioacbkoro
CcMpoBaTKOBOrO anbbyMiHy (Mikapcbka peyoBMHa, OTpUMaHa 3 nrasmu
KPOBI IIOANHM).

IVF Basics® HTF (0.4% HSA) Ta IVF Basics® HTF HEPES (0.4% HSA)
nonepeaHLO AOMNOBHEHI 4 r/MITP NIOACLKOrO CUPOBATKOBOrO anb6yMiHy
(nikapcbka peyoBMHa, OTpUMaHa 3 nnasMu KpoBi MOAWMHK) i rOTOBI 4O
BMKOPUCTaHHS.

Y nacnopti Gesneku marepiany ans cepegosuiia IVF Basics® HTF
TaKoX OMMCYETbCH CKNaj NpoAaykTy i JOCTynHWUiA Ha BebGcanTi Gynotec
B.V.

MATEPIANW, WO HE BXOOATb 4O HABOPY

» IVF Basics® HTF Ta IVF Basics® HTF HEPES (cepenosuuia 6e3
NOACHKOTO CMPOBATKOBOrO anbOyMmiHy): po34uH MOACHLKOro anbbyMiHy
hapMaLEeBTUYHOrO Kracy i3 3apeecTpoBaHUM MancTep-dannom nnasmm

KOHTPOIJ1b AKOCTI

» pH: 7.20-7.60 (npu 5% KoHueHTpauii CO, ans IVF Basics® HTF (3
NOACBKMM CUPOBaTKOBUM anb0yMiHOM))

» OcmonsaneHicTb: 270-290 MOcm/kr

» TecTt Ha eHOoTOKCUH 3a MeToaukoto LAL (USP <85>): < 0.25 OE/mn
» TecCT Ha CTEPUIbHICTb 3a YMHHUM cTaHgapTom €Bp. hapm. 2.6.1/USP
<71>: Hemae pocty

» AHani3 ogHOKMITUHHKX MULWa4nx eMopioHiB (% BnacToumcT Yepes 96
roguvH): = 80%

»TecT Ha BWKMBaAHHSA cnepmarto3oifiB nwoguHu: %
NMOPIBHSIHO 3 KOHTPOSbHUM 3pa3koM Yepes 24 rogunHu: = 80%
» XimiyHui cknag,

» BukopucTaHHsi NpoaykTiB ctangapTty €Bp. cdapm. abo USP, skwo
3aCTOCOBHO

» Ceptudikat aHanisy Tta nacrnopT 6esneku matepiany (MSDS)
HafalTbCA 3a 3anUToM

PYXNMBOCTI

CTepuni3oBaHi 3 BUKOPUCTaHHAM acenTUYHUX MeTogis 06po6Ku.

3ANOBIXKHI 3AX0OU TA NONEPEMXEHHA

» LUo6 yHMKHYTM MOXNMBOI KOHTaMiHauii, cnig 3acTocoByBaTu
acenTnyHi MeToamn o6pobKM, HaBITb AKLLO NPOAYKTU MiCTATb FEHTaMILMH.
» [ig yac po6oTy 3i 3pa3kamm 3aBXAN HagsranTe 3axXMCHUA oasr.

» 3 ycima npenapaTtamu KpoBi CMiA NOBOAUTUCS SK 3 MOTEHLNHO
iHpekuinHuMK. BuxigHuin matepian, BUKOpUCTaHWUIA ANst BUPOOHMLTBA
Luboro npoaykTy, 6yB MpPOTECTOBaHWA i BM3HAHUIA HEPEAKTUBHUM Ha
HbsAg i Takum, WO Mae HeraTMBHY peakuito Ha aHTuTina go HIV-1/-2,
HIV-1, HBV, a Takox HCV. Kpim Toro, BuxigHuin Mmatepian OyB
npotecToBaHWin Ha napoBipyc B19 i Gyno BcTtaHoBReHO, O 1Oro
NOKa3HUKN 3HaXoOATbCA Y Mexax Hopmu. XKogeH 3 BiOMMX MeToaiB
TECTYBaHHS He MOXe rapaHTyBaTK, WO NPoAyKTWU, OTPUMaHIi 3 NIOACHKOT
KpOBi, He NepeAaBaTUMyTb 30yOHUKIB iHEKLN.




» CraHgapTHi 3axogu Anst 3anobiraHHs iHEeKUiaM, WO BUHMKAITb
BHACMIJOK 3aCTOCYBaHHS NikapCbkux 3acobiB, BUrOTOBMEHMX 3 NOACHKOT
KpoBi abo nnasmu, BKMHOYaoTh BiAOIp JOHOPIB, CKPUHIHT iHOMBIAYaNbHUX
OoHaUin i NyniB Nna3mmM Ha HasiBHICTb cneundivHuxX MapkepiB iHpekwuii
Ta BKITOYEHHS epeKTUBHUX BUPOGHNYMX eTanis ans
iHaKkTMBaLii/yCyHeHHs BipyciB. HesBaxawun Ha uUe, Npu BBEOEHHI
nikapcbknx npenapartiB, BUrOTOBMEHMX 3 NIOACHKOI KpoBi abo nmnasmu,
MOXNUBICTb nNepepadi 30yAaHWKIB iHpekuin He moxe OyTu MOBHICTIO
BMKMtoveHa. Lle Takox crocyeTbcsi HeBigomMux abo HOBUX BipyciB Ta
iHWKx natoreHiB. [loBigOMNEHHS Npo NiATBEpPOXEHE MNepeHeceHHs
BipyciB 3 anbbymiHOM, BWUIOTOBMEHMM BIiOMOBIAHO A0 cneuudikain
€Bponencbkoi  capmakonei 3a BCTAHOBNEHUMW  TEXHOMOFYHMMM
npouecamu, BiAgcyTHi. ToMy 3 ycima 3pa3kamu cnig noBoaMTUCS SIK 3
Takumu, Wo 3aaTHi nepegasatu HIV abo renatur.

» [po Oyab-AkMin  CEepUO3HWN  iHUMAEHT (SK BU3HA4YeHO B
€BponencbkoMy pernameHTi Woao MeandHux Bupobis 2017/745), wo
cTaBcs, cnig nosigomut komnadito FertiPro NV i, 3a HeobGxigHocTi,
KOMMNETEHTHUN opraH Aepxasu-vneHa €C, B SKii 3apeecTpoBaHuiA
KopuvcTyBay Ta/abo naujieHT.

NEPEBIPKA NEPEQ BUKOPUCTAHHAM
» He BMKOPUCTOBYITE MPOAYKT, SKLLIO
e nromba KOHTeWHepa po3kpuTa abo noliKomXeHa Mg yac
[0CTaBKU.
. NPOAYKTM MalTb O3HAKM MIKPOOHOI KOHTamiHauii abo ctanm
MYTHUMW.
e 3aKiHYMBCHA TEPMiH NPMOATHOCTI.
» He 3amopoxynte nepea BUKOPUCTaAHHAM.
» He ctepunisyiiTe NOBTOPHO Nicns BigKpUTTS.
» [eHTamiuuH He Ccrifg 3acTOCOBYBAaTW Ha MauieHTax, §iki, sik BigoMo,
MatoTb aneprito Ha reHTamiunH abo NoaibHi aHTMBIOTHKN.
» 3anexHo Bif KinMbKoCTi npoueayp, SKi BUKOHYBaTUMYTbCSH NPOTATOM
ofHoro AHs, BinbepiTb HeobXigHWMI 06'eM cepefoBMLLA B aCENTUYHUX
yMOBaXx Y BiAMnoBiaHWUIA cTepunbHuin peuunieHT. Lie pobutbea ans Toro,
Wwob  yHWKHYTM  GaraTopasoBuWx  BIOKPUTTIB/UMKNIB  HarpiBaHHs
cepepoBuLa. YTunisynte Haanuwok (HEBUKOPUCTAHOIO) cepefoBuLLa.

YMOBW 36EPIFAHHA

» 36epiraiiTe B xonoaunbHuky (2-8°C).

» 36epiraiiTe nogani Bia (COHsI4HOro) cBiTNa.

P [licnsa BigKpUTTS KOHTEeNHepa He BUKOPUCTOBYWTE MPOAYKT Aoslle 7
AHiB. HeobxigHo nigTpumyBaTh CTepunbHi yMOBH i 36epirati npoaykT 3a
Temnepatypu 2-8 °C.

» YTunisynte BvpobWu BiANOBIOHO A0 MOKanbHUX NpaBwun yTunisauii
MeaVYHNX BMPOGiB

IHCTPYKLIIi I3 3ACTOCYBAHHS

KoxHa nabopartopis NMOBMHHa KepyBaTWUCA BMacHUMW 3aTBEpKEeHUMMU
npouegypamu, ONMTUMI3OBaHUMW Ans 1i  iHOUBiAyanbHOI MeAnYHOT
nporpamu.

Mepen BUKOpUCTaHHSIM AoAaNTe PO3YMH MOACHKOrO anboyMmiHy:
Hanonernneo pekomeHayeTbca AonoBHUTK cepeposuile IVF Basics
HTF, wo He wMictutb niogcbkoro anbbymiHy, 4 r/n nioAcbKOro
CMpOBaTKOBOrO anbbyMmiHy (OMB. MaTepian, Wo He BXOAUTb A0 Habopy).
BukopucToByiiTe acenTuyHi MeToaM, LWOO YHUKHYTU MOTpanfsiHHA
MiKpPOOpraHi3amiB y cepefoBuLLE.

®

IVF Basics® HTF (0.4% HSA)

Mpopgykt npusHadeHnn pns  BukopuctaHHa B COp-iHkybatopi B
aTmocdepi 3 nigBMLLEHUM BMICTOM BOMOrN.

» MonepeaHe BpisHoBaxeHHst IVF Basics® HTF (0.4% HSA):
»NonepenHbO iHKYOynTe cepepoBuule (B Yawax abo konbax ans
KynNbTMBYBaHHA 3 BIiAKPYYEHUMM KpULIKaMW) NPOTAroM Houi abo
LLlOHaMeHLe 4 roavH nepea BUKOPUCTaHHAM 3a Temnepatypu 37°C i
5% koHueHTpauii CO..

»FAKWO nonepegHE BPIBHOBaXEHHSI BWKOHYETbCA B valwax Ans
KyNbTUBYBaHHS, NepeKkoHanTecs, Lo Kpanii MOKpUTI BiANOBIAHOIO Onieto
abo, B SKOCTi anbTepHaTNBW, BUKOPUCTOBYITE BIAKPUTY CUCTEMY 3riQHO
i3 3aranbHO0 NabopaToOPHOD MPaKTUKOLO.

IVF Basics® HTF HEPES (0.4% HSA)

Mictutb 6ycpep HEPES ans nigTpumanHs ctabinsHoro pisHs pH nig vac
npoueayp, Wo BUKOHyTbcs nosza CO,-iHkybaTopoMm.

» Mepeq BukopuctaHHsam IVF Basics® HTF HEPES (0.4% HSA) moxHa
nonepegHbLO HarpitTm Ao KiMHaTHOI Temnepatypu abo Temnepatypu
37°C.

IHCTpYKUii 3 npomMuBaHHA / 06pobka maTepiany

1. 36epitb oountn Ta nigroTywTe cnepMmy BIQNOBIOHO A0
cTaHAapTHUX nabopaTopHWX npoueayp.

2. Tlicnsa 36opy nepesipTe oouuTy i, 3a HEOOXiAHOCTI, NpoMuIATE
iX, nepw HbK MOMICTUTM Yy CBiXI Kpanni/myHkn Ans
KynbTWBYBaHHA NpoTAroMm Houi. [lpoBepiTb  npoueaypy
3annigHeHHs B cepegosuwi IVF Basics® HTF (0.4% HSA).

3. fAkwo e notpeba y iHTpauuTonnasmivHin iH'ekuii cnepmu
(ICSI), BukoHaTe ii B IVF Basics® HTF HEPES (0.4% HSA),
SIKLLO BOHaA npoBoaunTbes nosa CO,-iHky6aTopom. lMicns uporo
3HOBY nepeHeciTb B cepeposuile IVF Basics® HTF (0.4%
HSA) ans kynbtuByBaHHsA B CO,-iHkybaTopi. ABO X BUKOHaNTe
ICSI 3 BukopucTaHHam nuwe IVF Basics® HTF (0.4% HSA) B
COg-iHkyBaTopi.

4. TlomicTiTb emHocTi Ans 3annigHeHHs B COo-iHkybaTop i
KynbTMBYNTE  BIAMOBIAHO OO0  BMACHUX  CTaHAAPTHUX
nabopaTtopHux npoueayp.

5.  OuiHiTb oouNTM Ha nNpegMeT HasIBHOCTI O3HaK 3anmigHeHHs
(3a3Buyan ue pobutbes npotarom  16-20 roauH nicns
3annigHeHHs).

6. [ns nepeHeceHHs eMOpioHiB Ha 2-11 abo 3-11 AeHb NepeHeciTb
eMOpioHM B MaTKy y CBixe BpiBHOBaxeHe cepegosuie IVF
Basics® HTF.

7. Tlepep BMKOPUCTaHHSIM NPOMUIATE KaTeTep ANs NepeHeceHHs
embpioHis cepeposuiem IVF Basics® HTF.

®dnorauis (BianoBiaHo o Bumor BOO3, 2021 p.)

1.  O6epexHo BHeciTb 1.5 mn cepeposuwa IVF Basics® HTF
nosepx 1 MM MPOMWUTOI CMEPMU B KOHIYHY LIEHTPUDYXKHY
npobipky.

2. TMowmicTiTb Npobipky B iHKy6aTop nia kytom 45° Ha 1 roanHy 3a
Temnepatypu 37°C.

3. ObepexHo nocrtaBTe NpobipKy y BepTMKarnbHe MOMOXEHHS i
3HIMITb 1 M BEPXHBLOTO LIapy.

4. PosBepfiTb anikBoTy pyxomux KnituH 2-5 mn cepeposuwia IVF
Basics® HTF. LlenTpudpyryitte npotsrom 5-10 XBMAWUH Npu
npuckopeHHi 300g.

5. Ob6epexHo acnipyiTe HagocadoBy piovHY i pecycnenayinTe
ocan cnepmu B 0.5 mn cepenosuiia IVF Basics® HTF.

MNepeHeceHHs embpioHiB (3a MeTogom BpiHcaeHa, 2005 p.)

1. Bi3bMiTb CTEpMNBbHUIA LINPUL, HANOBHITb NOro cepenoBULLEM
IVF Basics® HTF i supanite 6ynbbalukm nositps. Bcraste
LnpvL y KaTeTep i BigkayanTe cepeaoBuLLe.

2. HabepiTtb cepenosuie IVF Basics® HTF y wnpwu i HaTUCHITb
Ha nopLueHb Ao kanibpysanbHOi No3Havku 10 mMkr.

3. BcmokuiTb emOpioH(-1) B KaTeTep TakMM YMHOM, 06 1oro
06'em cTtaHoBMB NpuGnn3Ho 20-30 MK

4. Tllepepavite kaTeTep | LWNpuy nikapo AONA BBEOEHHS i
nepeHeceHHs B MaTky.

KOPOTKUM Ornan BE3MNEKU 3ACTOCYBAHHA TA KINIHIYHOI
E®EKTUBHOCTI (SSCP)

SSCP ans IVF Basics® HTF media onvcaHo xapakTepuctukm 6esneku
Ta eheKTUBHOCTI CEPEAOBULL, 3 SIKUM MOXHaA O3HAMOMUTUCSA Ha BebcanTi
komMmnaHii Gynotec B.V. (www.gynotec.nl).

IOna oTpumaHHa pgopaTtkoBoi  iHpopmauii  wopo Ge3nekn  Ta
edeKTUBHOCTI 3aCTOCyBaHHA MPOAYKTY 3BepTalTecsa [0 Crnyxou
TeXHIYHOI niaTpuMkn abo fo cnyx6m niaTpumkm knieHTiB Gynotec B.V.
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CwumBon, siKk BU3Ha4YeHo B noctaHoBi KabiHeTy MiHicTpiB YkpaiHu Big

3HakK BiAnoBiAHOCTI TEXHIYHUM pernameHTam, Lo
CYNPOBOKYETLCS iAeHTUIKaLiiHUM HOMEpOM
NPU3Ha4YeHoro opraHy 3 OLiHKM BiANOBIAHOCTI

CNYXBA TEXHIYHOI NIATPUMKW/CIYXXBA NIATPUMKU KNIEHTIB

<z»# Gynotec B.V. (FHotek 5.B.)
W™ Rijksweg 150 (Loce 150)

6581 ET Malden The Netherlands (6581 ET ManbaeH Hinepnanam)

Ten.: +31 (0)243 58 65 82

dakc: +31 (0)243 58 13 55
URL-agpeca: http://www.gynotec.nl

agpeca en. nowTtn: info@gynotec.nl

| I FertiPro NV (®eprtillpo HB)

Industriepark Noord 32 (IHaycTpianbHuin napk Hopa 32)

8730 Beernem Belgium (8730 BeepHem Benbrist)

Ten.: +32 (0)50 79 18 05
dakc: +32 (0)50 79 17 99
URL-agpeca: https://www.fertipro.com
appeca en. nowTtwn: info@fertipro.com

YNOBHOBAXEHWW NPEOCTABHUK B YKPAIHI

TOB «KomnaHis CToik»

Byn. Buroscbkoro IBaHa, 6ya. 13, kopnyc A, kimHata A-612, m. Kuis, 04136, YkpaiHa
Ten.: +38 (0)67 112-92-92

URL-agpeca: www.stoik.com.ua

agpeca en. nowTu: stoik.ivf@gmail.com




