FertiVit™ Cooling
FertiVit™ Warming
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OBJIACTb IPUMEHEHUA

FertiVit™ Cooling u FertiVit™ Warming mnpencraBisitor co0oi  HabOpbl TOTOBBIX K
VICTIOJIB30BAHUIO CPEJl Ul BUTPUDHKAMN M PA3MOPAXKUBAHUS OOLIUTOB X SMOPHOHOB YEJIOBEKA.
Tonvko ona npogheccuonanvHozo ucnonb308aHus.

BBEJIEHUE

Burpudukanus 3urotr u ’MOPHOHOB SABISETCS MPU3HAHHOW MPOIETypOH, CTaBLICH CTaHIApTHOU
npaktukoii B BPT (BcroMorarenbHBIX pPENMpPOAYKTHUBHBIX TEXHOJOTHAX). B cooTBeTCcTBUM C
EBpormelickuM 3aKOHOJATENLCTBOM B oOjacTu TpeboBaHWU K 0€30MacHOCTH MEAUIIMHCKUX
YCTPOMCTB ISl KPUOKOHCEPBALIMM YEJIOBEYECKUX KIIETOK, ObUIM pa3paboTaHbl TepPMETUYHO
3aKpBITbIE (aCEeNTHYECKUE) KOHTEHHEpHI, KOTOpBIE IMO3BOJSIOT H30eraTth MpsIMOrO KOHTaKTa
SMOPHOHA C JKHIKAM a30TOM IMPH 3aMOPaKUBAaHUHM M JJIMTEIbHOM XpaHenuu. HaGopsr FertiVit™
Cooling u FertiVit™ Warming pa3pa0oTaHbl TakuM 00pa3oM, YTO OOECHECYMBAIOT XOPOIINE
pe3ynbTaThl MPH MOHMKEHHBIX CKOPOCTSIX OXJIXACHHS, MPUCYIIMX 3aKPBITHIM yCTPOMCTBaM
BUTpU(DUKALUH (M3-32 TEPMOM3OJIIMK). B mocnennue roasl HabIr0AaeTCsl BO3PACTAIONINI HHTEpEC
K KPUOKOHCEpBAIlMU OOIMTOB B CBS3M C JKEJIAHUEM COXPAaHUTh MOTEHIHaN (EepTUIBLHOCTU Y
MOJIOJBIX KEHIIUH, TPOXOASIIUX TOHAIOTOKCUYHOE JICUEHUE, a TAK)KE B CBA3U C OIPAHUYCHUSAMHU
3aKOHOJATEIbCTBA B OTHOLLIEHUU KPHOKOHCEPBAIIMM SMOPUOHOB B HEKOTOPBIX CTpaHax.
AMepHKaHCKUM OOLIECTBOM penpoAyKTHBHOH MenuiuHbl (ASRM) omyOiauKOBaHBI pe3ysibTaThl
MeTa-aHanu3a 1Mo OIleHKe 3(P(HEKTUBHOCTH U 0€30MaCHOCTH KPHUOKOHCEPBAIMH OOLMTOB. bhiIo
npoaHanusupoBaHo 1200 crarteil, B TOM uuciae pe3yabTaThl 4 paHIOMH3MPOBAHHBIX
KOHTPOJIMPYEMbIX HCHBITAHUHN, B KOTOPBIX CPaBHUBAINCH MCXOJbl C KPUOKOHCEPBUPOBAHHBIMHU U
ceexumu oorutamu 1ipu rukiax IKO/MKCHU. Ha ocHOBaHWYM TaHHBIX UCCIIETOBAaHUI OBLI cAenaH
BBIBOJI, YTO CYIIECTBYIOT yOeIWTEeNbHbIE J10Ka3aTeIbCTBA TOTO, YTO KIMHUYECKHE HCXOAbl MpHU
npoueaypax BPT COBIIAJAIOT npu HUCTIIOJIb30BAaHUU CBEXEIOJIYYEHHBIX u
BUTPH(HUIIPOBAHHBIX/PAa3MOPOKEHHBIX OOIIHTOB .

JlanHble pe3ynbTaThl OBUTM TOATBEPKICHBI KIMHUYECKUMHU JIaHHBIMU, TIOJTYYCHHBIMU IIPH
ucronp3oBanuu Habopos FertiVit™ Cooling u FertiVit™ Warming.

COCTAB

Cpensr ocHoBanbl Ha cpeae HTF u comepxar HEPES, caxapo3y u denmoBedeckuii CHIBOPOTOUYHBIN
anpoymun (10-20 1/m). Cpenst FertiVit™ Cooling taxxe comepkatr JIMCO, 3THUICHTIUKOIb U
¢dukonn. Hukakue u3 cpen He copepxaT aHTHOMOTHUKOB.

MATEPHAJIBI, BKJIIOUEHHBIE B HABOP
[TocraBnssemoro B oJHOM Habope 00beMa cpell XBaTaeT MPUOTU3UTENBHO Ha 3-4 IPOLEAYPHI.




Ha6op FertiVit™ Cooling (kaTanoxusiii Homep FVC_KIT) conepxur no 1 pnakony xaxmaoi
U3 CIICAYIONIHNX CPEI:

- kat.HOMep FPI00S: 1 . x 5 mut cpensl s mpeaBapuTenbHOM HHKyOauu Pre-incubation
medium («P1»)

- kat.HOMep FVC1001: 1 ¢u. x 1 ma cpenst Cooling 1 («C1»)

- kar.HoMep FVC2001: 1 ¢1. x 1 ma cpensr Cooling 2 («C2»)

- kar.HoMep FVC3001: 1 ¢1. x 1 M cpensr Cooling 3 («C3»)

- kar.HoMep FVC4001: 1 ¢a. x 1 ma cpensr Cooling 4 («C4»)

- kar.HoMep FVC5001: 1 ¢1. x 1 ma cpensr Cooling 5 («C5»)

Ha6op FertiVit™ Warming (katanoxubrii Homep FVW_KIT) conepxur no 1 ¢uakony kaxaoin
U3 CIICAYIONINX CPEI:

- kat.HOMep FVW1005: 1 ¢u1. x 5 M cpenst Warming 1 («W1»)

- kar.HoMep FVW2001: 1 ¢u1. x 1 i cpemsr Warming 2 («\W2»)

- kat.HOMep FVW3001: 1 ¢u. x 1 M cpenst Warming 3 («W3»)

- kar.HoMep FVW4001: 1 ¢u. x 1 M cpensr Warming 4 («\W4»)

- kat.HOMep FVW5001: 1 ¢ur. x 1 M cpenst Warming 5 («W5»)

- kar.HoMep FVW6001: 1 ¢u. x 1 M cpensr Warming 6 («\W6»)

Cpenpl JOMKHBI UCTIOJIB30BAThCSl B TIOKA3aHHOM BBIIIIE TIOpsKE (B HAOOpe (IakOHBI MOTYT JICKATh
B MHOM TOPSIZIKE).

MATEPHAJIBI, HE BKJIIOYEHHBIE B HABOP

e  Yamkwu ¢ JyHKamMu

e Cocyn ans 3aMOpaKUBaHUS C KUJIKUM a30TOM

Bonsnas 6ans, criocoOHas moaaepkuBath Temmneparypy 37 °C

Jlo3upyromnme nureTKu

Iy

Cucrema s BuTpudHKanuu (MPEAIMOYTHTENFHO 3aKpbITas CUCTEMa, HArp., COJOMHHEI
HSV (Cryo Bio Systems) uiu VitriSafe)

e Jlamunapnsiii mkad (kmacca 5 ISO)

e  Mukpockon

e TaiiMep 1ab0OpaTOPHBIA

FERTIVIT™ COOLING / FERTIVIT™ WARMING U KYJIbTUBUPOBAHHUE
IMBPHUOHOB

Cpensr FertiVit™ Cooling u FertiVit™ Warming MoryT HCIoJib30BaThbCsi B KOMOHMHAIIUH CO
cpenamu GAIN™ medium, FertiCult™ IVF medium u FertiCult™ Flushing medium (FertiPro
N.V.) st KyIbTUBHPOBaHKS ¥ TPOMBIBAHUS OOLIUTOB U SMOPHOHOB YEJIOBEKA /10 BUTPUDHUKAIINU 1
MOCJIE pa3MOPAXKUBAHUS.

CHHEOUOUKANUA ITPOAYKTA

e  XUMHUYECKHUI COCTAB
e pH: 7,20 -7,50
(mpu BeITTyCKe: 7,20 — 7,40)

e (OCMOISVIBHOCTE
- cpena JuIs IpeaBapuTeIbHOM HHKYyOarwu /

cpena as pazmopaxusanus \Warming 6: 270-295 mOsm/kr

(mipu BeIycke: 270-290)
- cpena i pazmopaxkuanus Warming 3: 805-865 mOsm/kr

(mipu BeImycke: 805-850)
- cpena i pazmopaxkuanus \Warming 4: 535-565 mOsm/kr
- cpena i pasmopakuanus Warming 5: 405-435 mOsm/kr

e CTepWIbHOCTD: Crepunbro (SAL 107%)



e bakrepuanbHbIe YHIOTOKCUHBI: < 0,25 ED/mn

e Tect Ha 3MOpHoOHax MblIIIeH (OacToUCThI ociie 96 u): > 80%

e lcnone3yrorcs ucxonHele Martepuansl kadectBa EBp. ®@apm. wim ®apm. CIIA, rne
IPUMEHUMO

e (CepTtudukar aHaiu3a U TacnopT 0€30MaCHOCTH: IO 3aIpocy

ITPOBEPKA IIEPE/I UCITIOJIb3OBAHUEM

. He ucrnonb3yiiTe MpOayKT, €CIU OH CTaJl 3aMYTHEHHBIM HIIU TPOSIBIISECT JTIOOBIC MPU3HAKH
MUKPOOHOJIIOTUYECKOTO 3arpsI3HEHNUS;
. He wucnone3yiiTe OpomyKT, €CIM 3allMTHBIA KOJMA4YoK (3alllMTHAs IUIEHKA) CHAT WU

MOBPEXACH TP 10CTABKE IMPOAYKTA.

NHCTPYKIUSA 11O XPAHEHUIO

- XpaHUTb Ipu TeMneparype 2-8 °C;

- HE 3aMOpPaKMBaTh NEPE]] UCIOIb30BAHUEM,

- XPaHUTH B 3aLUIIECHHOM OT CBETa MECTE;

- TPOAYKTHI MOTYT OBITh O€30MacCHO HCIOJB30BAHBI B TE€UCHHE 7 IHEW IOCIE BCKPBITUS TNPU
COOJIIO/ICHUH YCIIOBUI CTEPUIILHOCTH U XpaHEHUH NpH Temnepatype 2-8 °C;

- He ucnonp3oBaTh 1ocie UCTEUEHUs! CPOKA TOAHOCTH.

- IlpomykT cTabmieH ToOciIe TPaHCHOPTUPOBKU (MakCHMyM 5 CYTOK) IpH IOBBIIICHHBIX
temriepatypax (<37 °C).

MEPBI IPEJOCTOPOXHOCTH

CrangapTHble Mepbl TPOQUIAKTUKA WHPEKIUH, BO3HUKAIOIMIUX OT HCIOIH30BAHUS MEAUIIMHCKUX
U3JIeNHiA, TPHUTOTOBICHHBIX W3 KPOBU WM IUJIa3Mbl YEJOBEKA, BKIIIOYAIOT BHIOOP JOHOPOB,
CKPUHUHT HWHAMBUAYAJIbHOTO JOHOPCKOIO MaTepuana W MyJIOB IUIa3Mbl Ha creuuduyeckue
Mapkepel ~ WH(peKumid, W  BKIOYeHHE  A(P(GEKTUBHBIX  ATANOB  IMPOU3BOJCTBA IS
MHAKTUBaLMU/yaaaeHus: BUpycoB. HecMoTpst Ha 3TO, Npu MCHOIb30BAaHUN MEAUIIMHCKUX U3JIEIHIA,
INPUTOTOBJICHHBIX M3 KPOBU MM IJa3Mbl 4YEJIOBEKa, BEPOSATHOCThb IMepefauyd HH(EKIUOHHBIX
areHTOB HE MOJKET OBbITh IMOJHOCTHIO HCKJIIOYEHA. DTO TaKXKe OTHOCUTCS K HEM3BECTHBIM WU
HOSIBJISIIOIIMMCS BUpycaM M JApyruM maroreHam. OTdeThl O JOKa3aHHOW Tmepefade BHUPYCOB C
IOMOIIBI0 AIbOYMUHA, IMPOU3BEJCHHOTO B COOTBETCTBUM cO crneuupukanusmu EBpormeiickoit
®dapMakorien ¢ MOMOIIBI0 YCTAHOBICHHBIX MPOIIECCOB, OTCYTCTBYIOT. Takum oOpa3om, padoraiite
co BceMHu 00Opa3liaMu Tak, Kak eciii Obl OHM MOTJIM iepefaBath BUY wnu remarur.

Bcerna HanmeBaiite 3amuTHYIO0 OACKIY mpu pabote ¢ oOpasnamu. Beerma paboraiite co cTporum
COOJNIOZICHMEM YCIOBHM THTHEHBI BO W30ekaHHE BO3MOXXHOW KOHTaMUHAIUU (HAmp., C
UCIIOJIb30BaHUEM JJaMUHAPHOTO miKada kiacca [SO 5).

Hcnonp30BaTh TONBKO Ui 1eeBOro mpuMeHeHus. [lonrocpouynas 6€30MacHOCTh BUTpUDUKALIUN
OOLMTOB/ASMOPHOHOB B OTHOIIEHUM JETEH, POXKICHHBIX C NMPUMEHEHHEM IaHHOW MpOIeAypbl, HE
yCTaHOBJICHA.

METO/I

[lepen nmpumMeHEeHHEM Y 0CTOBEPHTECH, UTO BCE (PIIAKOHBI CO CpeAaMu, BXOASIINE B HAOOP, XOPOIIO
nepeMeIanbl M HarpeThl 10 KoMHaTHO#M TemmepaTtypsl (20-25 °C). AnbprepHaTHBHO, cpeaa AJst
Warming 1 mo:xet 6b1Th Harpera 10 37 °C.

BHumarensHO pOYUTANTE BCE HIDKEU3JI0KCHHBIC STaIbI poreryp
BUTpU(DUKAIIHN/Pa3MOPAKUBAHUS TIEpe]l HauauoM padoThI.

IIpeaBapuTeabHbIE 3TANbI

- Ha omgHO# moAroToBieHHOW dYamike ¢ BUTPU(PUKAITMOHHBIMH CPElaMH MOXKHO TIPOBECTH 10 5
[IUKIIOB BUTPU(PUKALUU (TSI OHOTO M TOTO KE naienTa). He HCIOJIB3YHUTE OJHU U TE JKE CPEIIbl
JUTSl pa3HBIX MAIMEHTOB!

- BckpoiiTe HeoOXouMoe KOJIMYECTBO HOCHUTENEH [UIs BUTPUGHUKAIMM, TPUHAMAs BO BHUMAaHHE,
yTO0 1 HOCHUTETh MOXKET yIepKHBaTh 2-3 ooruTa Wik 1-2 >MOpHOHA, B MAaKCUMaJIbHOM 00BEME
3arpy3ku B 1 Mki (IIpoBepbT€ HHCTPYKLMH 110 HPUMEHEHHIO YCTPOWCTBA, KOTOPOE BBHI




UCTIONb3yeTe). YI0O0HO pPa3JIOKUTE COCTABHBIE YacTH HOCUTENS Ha paboueil MOBEpXHOCTH IS
YIOPOIICHUS UX JTaTbHEHIEero UCIOoIb30BaHus B TIPOIIEAYPE.

- Ilpounenypa 3amopaxuBaHus: B 6-JIyHOUHOH 4YallIKe 3allOJIHUTE JYHKH COOTBETCTBEHHO
(CoKpaIlieHHbIE Ha3BaHHUS pacuIu(pOBaHbI BHIIIE):

P1: 250-300 mxn

C1: 250-300 Mk (HE a1t SMOPHOHOB)

C2: 250-300 MK (HE AJ1s1 SMOPHUOHOB)

C3: 250-300 mxn

C4: 250-300 MK

C5: 250-300 mxn

- Ilpoueaypa pasmopaxuBaHusi: B 6-TyHOYHOH 4Yamike 3aloOjJHUTE JYHKH COOTBETCTBEHHO
(cokpaIlieHHbIE Ha3BaHHUS pacuIn(pOBaHbI BHIIIE):

W1: 500-800 mxn

W2: 250-300 mkn

Wa3: 250-300 mkn

W4: 250-300 Mk

W5: 250-300 Mk (He 11t SMOPHOHOB Ha CTAAMK OT 4-KJICTOYHOM /10 OJIACTOIIKCT)

W6: 250-300 Mk

BUTPUDOUKALIMSA OOLIUTOB

IIpoToxo.J1 3amMopaKuBaHUS

- Harpeiite Bce cpenpl Habopa 10 koMHaTHON TeMmepaTtypsl (20-25 °C) 10 uX UCTIOIB30BaHUSL.
- [lepenecute 0OLUTHI MOCIEOBATEIBHO B KAXK/IYIO U3 CICTYIOMINX CPE:

PI C1 C2 C3 C4 C5
AMCO/I1u- 0 1.25 25 5 10 20
JICHI'JIMKOJIb

(%0)

2 MUHYTBI 3 MUHYTHI 3 MHHYTHI 3 MHHYTHI 5-6 munyT | 60 cexynnm*

* IlpuMevaHue: TOJHBIA MPOIECC MOMEIICHUSI OOILMTAa B cpeay sl 3amopaxusanus Cooling
medium 5 (C5), momernieHus: oomTa B yCTPOHCTBO JJIsl BUTPU(PHUKALUK B MAKCUMYM | MKJI Cpezbl
C5, momeriieHre yCTPOICTBA BO BHEIIHIOK COIOMHUHKY U €¢ 3aredyaThlBaHUe HE J0DKEH 3aHUMATh
6onee 60 cekyH nepes MOTPyKEHUEM YCTPOMCTBA B KUAKHUH a30T.

IIpoToK0JI pa3MoOpaKMBAHUSA

- Harpeiite Bce cpeasl Habopa mo komHatHOW TemriepaTypbl (20-25 °C) mo uX HCIOIB30BaHMS.
ANbTepHATUBHO, cpeda aas pasmopaxuBanus \Warming 1 moxer 6biTh Harpera mpo 37 °C
(MpeAnoYTHTEILHO B MPOOHPKeE).

- Ha mepBoM 3Tamne pazmMopakuBaHUs YOEIUTECh, YTO COJIOMHUHKA OCTOPOXKHO BpAIaeTCsl B Cpele
JU1s pazmopakuBaauss Warming 1 (3to obecrieunBaeT 00jiee TOMOTEHHYIO TEMITEPaTypy).

- HepeHeche OOIIMTEI MOCJICAOBATCIIbHO B KAXKAYI0 U3 CJICAYIOIIUX CpGI[:

W1 W2 W3 W4 W5 W6
Caxapo3a (M) 1 0.75 0.5 0.25 0.125 0
1 munyta | 1 MuHyTa 1-2 2 MUHYTHI | 2 MUHYTBI 1-2
MUHYTBI MUHYTBI*

* [Ipumeuanue: [IpompiBaiiTe B TeueHue 1-2 MUH 10 IEpEeHOCA B KYJIbTYPaTbHYIO CPENY.

BUTPUOUKALIUA SMBPUOHOB (HA CTAJIUM OT 3UI'OTHI 1O BJJACTOIUCT)

IIpoTOKO0JI 3aMOpAKHBAHUS
- Harpeiite Bce cpenpl Habopa 10 komHaTHOM Temrepatypsl (20-25 “C) 10 UX UCIOJIb30BaHUS.
- [leperecure YMOPHUOHBI TIOCTIETOBATENIHHO B KXKAYIO U3 CISAYIOUINX CPE/I:

Pl C3 C4 C5

JMCO/I1u- 0 5 10 20




JIEHTJIMKO0JIb (%)

3urorsl 2 MUHYTBI S MUHYT 5 MuHyT 30 40-60 cexynn*
CEeKYH[

Ot 4-kneroyHoM 2 MUHYTBI S MUHYT 4 MUHYTBI 40-60 cexynn*

CTajINu 10

0J1acTOLMCT

* TIpuMedaHMe: TMOJHBIA MPOIECC MOMEIIECHHUS 3MOpHOHa B cpedy Ui 3amopaxuBanus Cooling
medium 5 (C5), nomemieHus SMOpHOHa B YCTPOWCTBO sl BUTpH(UKAIMM B MakCUMyM | MK
cpeasl C5, moMelieHue ycTpoicTBa BO BHEIIHIO COJOMUHKY M €€ 3aledarblBaHUE HE JOJIKEH
3aHUMaTh Oojee 60 ceKyH repes MOrpyKeHUEM YCTPOMCTBa B )KUAKUH a30T.

IIpoToK0JI pa3MoOpaKMBAHUSA

- Harpeiite Bce cpeasl Habopa mo komHaTtHOW TemriepaTypbl (20-25 °C) mo uX HCIOIB30BaHMS.
ANbTepHAaTUBHO, cpeda aas pasMopaxuBanusi \Warming 1 moxer 6biTh Harpera mpo 37 °C
(MpeanoYTHTEILHO B MPOOHPKe).

- Ha mepBoM sTane pasmMopakuBaHUs yOEIUTECh, YTO COJIOMHUHKA OCTOPOXKHO BpAIlaeTCsl B Cpele
JU1s pazmopakuBanuss Warming 1 (3To obecrieunBaeT 00jiee TOMOTEHHYIO TEMITEPaTypy).

- HepeHeche 3M6pI/IOHBI MOCJICAOBATCIIbHO B KAXKAYIO M3 CICAYIOIIUX C .

W1 W2 W3 W4 W5 W6
Caxapo3sa (M) 1 0.75 0.5 0.25 0.125 0
3urorol 1 munyta | 1wmvunayta | 1 MuHYTa | 2 MEHYTHI | 2 MUHYTBI 1-2
MUHYTBI*
Ot 4-knerouynoii | 1 munyra | 1 munyta 1-2 2 MUHYTBI - 1-2
CTAUM 10 MUHYTHI MUHYTBI*
0J1aCTOLHCT

* Ilpumeuanmne: [IpompiBaiiTe B TeueHue 1-2 MUH JI0 MIEpEeHOCA B KYJIbTYPaIbHYIO CPENY.
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