Hab6op MiopCenweH Ha 24 06paboTKM NOCNAOUHbBIN 12x12mn

MpepHasHaYeHO UCKNIOUYUTENBHO ANA NpoBeaeHUa NabopaTopHbIX Npoueayp.
Monb3oBaTenb 06A3aH OrPaHMUYUTD NPUMEHEHUE CPea ANA APYIUX Lenei.

dacoBKa

OnucaHue npoayKTa KaTt.Ne

Habop MiopCenwweH Ha 24 06paboTKn NOCNONHbIN 12x12mn ART-2024 12x12mn

06nacTb NpUMeHeHUA:
MpoayKT npegHasHayeH AnA 3PpPEeKTUBHOrO BblaeneHua GpakumMmM NPOrpecCMBHO-NMOABUMKHbBIX CNEPMaTO30MAa0B U3
6onblWMHCTBA 06Pa3LLOB 39Ky AATA.

OnucaHue npoaykTa:

e 40% (06/06) n 80%(06/06) cTepunbHaa KoANOMAHAA CYCMEH3WA  4YacTML, KPemHMusA, CTabuan3npoBaHHbIX
KOBa/IEHTHOW CBA3blO C r’MAPOPUAbHLIM cunaHom, B cpege HTF (Human Tubal Fluid — pactBop, umutupytowwmii
cpedy BHYTPU MaTOuYHbIX Tpyb KeHWwwuHbl) ¢ 6ydepom HEPES. Habop nossonser npousBoauTtb 3PpPeKkTMBHOE
BblaeneHve ¢pakuMM NPOrpeccMBHO-MOABUMKHbBIX CMepMaTto3oMaoB W3 60abluMHCTBA 06pasuoB  3aKynATa.
Mpoueaypa npoucxoamt 6bICTPO, He TpebyeT 60/MbWIMX MaTepuanbHbIX 3aTpaT WM Npeanonaraer Haauyue
MWHUMaNbHOro Habopa o6opyoBaHUA U ONbITa.

e Habop paccuntaH npnbamn3nTenbHo Ha 24 o6paboTkn. Ha 06paboTKy ogHOM nopumm 3sKyaaTa pacxoayetca 2,0mn
BepxHel ¢pasbl (40%) 1 2,0mn HuxkHel dasbl (80%).

e Cuctembl rpagmeHTos, coctoawme m3 ¢a3 MiopCenweH pasMYHOM KOHUEHTPALMWU, MOTYT 6biTb NMPUITOTOB/IEHbI
nyTém pasbaBneHua usoToHudeckoro 100% MiopCenweH (KaT.NeART-2100) cOOTBETCTBYIOLMM KOAMYECTBOM
Cpena KBuHa ans npombisaHua cnepmbl (KaT.NeART-1005/1006).Kaxaan nabopaTopus A0/KHA CAMOCTOATE/IbHO
NPUHUMaTb pPELIeHME OTHOCUTENIbHO KOHUeHTpauuu [MopCenweH ana co3gaHus BepxHel u HukHel ¢as
rpagueHTa ana o06paboTKM crnepmbl, OCHOBbIBAACH HA UCXOAHbIX XapaKTEPUCTMKAX IAKYNATa.

e Cpeabl Habopa cogepskaT TaypuH u 3ATA. [oKasaHo, 4YTO TaypuH ydyacTByeT B Mpouecce KanaueTtauuu
CNepmaTo3ongoB U UrpaeT pPosib aHTMOKCUAAHTA, 3alLMLan CnepmaTo3onabl OT BO3AENCTBUA aKTUBHbIX Gopm
Kucnopoga. SATA cnocobCTBYeT MOBLIWEHUIO MOABUMKHOCTM CMEPMATO30MA0B UM CBA3bIBAET TOKCUYHbIE
61BaNeHTHblE KAaTUOHbI.

e [poaykT cogepknT 10Mr/n aMUHOTIMKO3NAHOIO aHTUBMOTMKA reHTaMULMHa
CocrtaB Habopa MiopCenweH Ha 24 06paboTKku nocnoitHoro 12x12mn

HukHAn dasa rpagmenTa: ART-2040-12 MiopCenweH 80% (06/06)8 cpeae HTF c 6ydepom HEPES 6x12mn
BepxHAna ¢pasa rpaguenTa: ART-2080-12 MiopCenweH 40% (06/06)8 cpege HTF c 6ydepom HEPES  6x12mn

CoctaB pacTBOpOB:

AnaHun-rnyTammH

Boaa cTepunbHas

FeHTamuumH

lnoKo3a

Kanua ¢pocoar

Kanua xnopug,

Kanbuua xnopug,

KonnouaHoli  KPeMHWI, MOKPbITbIM  CU/TAHOM
Marnus cynbdat

HaTtpus 6ukapboHat
Hatpua nakrat
Hatpua nupysaTt
Hatpua xnopug,
TaypuH

deHOo/10BbIN KPaCHbIN
XENEC

3ATA



Mepbl NpesoCTOPOIKHOCTH:

Habopsb! MiopCenweH nocTaBAaloTcA BO GAAaKOHAX, 3aKPbITbIX YCTOMUYMBLIMU K MOBPEKAEHUIO TE€PMETU3NPOBAHHbLIMM
KpbIWKamu. He ncnonb3yite NpoayKT, eciv GaakoH 3aKpbIT HEMNJIOTHO UK HapyLUeHa repMeTUYHOCTb LUIBA.

Pacteop MiopCeniieH WM3Ha4yalbHO WMEET OMasecLuMpyoWnii OTTEHOK. He ucnosnb3yiiTe NpOAyKT, €CM B HEM
O0OHapyKMBAIOTCA B3BELIEHHbIE YACcTWUUbl WAM MNPU3HAKM  MUKPOBMONOTMYECKOM KOHTaMWHauuMK. [puU3HaKamu
KOHTaMUHaLUUWM MOTYT BbITb CU/IbHOE MOMYTHEHWE MU 0becLBeYMBaHME cpeapbl.

Mpu nomeweHnn B CO, nHKybaTop dpaakoH c pactsopom [MopCenweH® fonxkeH 6bITb NIOTHO 3aKPbIT BO U3bexaHue
N3MEHeHUs ypoBHA pH.

OpHopasoBoe 1Ucnosib3oBaHue: B Luenax npeaynpeaeHna KOHTaMUHALMK cneayeT paboTaTh CO CPefoi B CTEPUbHbBIX
YCNOBMAX U BblIMBaTb OCTaTKM cpeabl U3 GNaKoHa AN NPOBUPKM NOCAEe OKOHYAHMA Npoueaypbl.

Cpegabl gna BPT npegHa3HayeHbl TONIbKO A/1A OAHOKPATHOrO NpUMeHeHUA. Pe3ynbTaTtom NOBTOPHOTO MCMNO/b30BaHUA
cpes MOXKeT cTaTb paboTa ¢ NPOCPOYEHHbIM NPOAYKTOM U BbICOKUI PUCK BAaKTEPMANbHOM KOHTAMUHALMKW MaTepuana.
Mpn MCNONb30BaHUM MPOCPOYEHHBIX WAM 3apParKEHHbIX cpej, YCAOBWUA in vitro MoryT OblTb 3HAUUTENBHO XyXKe
HeobXoAUMbIX AN HOPMaNnbHOTO OMNJOAOTBOPEHUA W PA3BUTUSA IMOPUOHOB, UYTO MOKET MPUBECTU K HapyLIEHMUIO
pa3BUTMA SMBPMOHOB, MX HECMOCOBHOCTU K UMNNAHTALMK U, KaK cneacteue, bespesynbtatHon nonbiTke SKO.

Buumaume: TpoAyKT COAEPHMT aHTUOMOTMK reHTamuumH cyabdat. [llepes npumeHeHMem Heobxoanmo
YAOCTOBEPUTBLCSA, YTO MALMEHT HE CEHCMOBUAM3MPOBAH MO OTHOLLEHUIO K A@aHHOMY Npenapary.

KoHTponb KauecTtBa:

MpoAyKT NpOTecTMpoBaH Ha 3MBPMOTOKCUYHOCTb Ha OAHOKNETOYHbIX 3MbpuoHax Mbiwm (MEA), pokasaHo
dopmmposaHue 80% n 6onee GaacToumMCT. YPOBEHb SIHAOTOKCMHA cornacHo USP KpuTepuam He npesbiwaet <1 ME/ma.
[na naHHOro NpoAyKTa no 3anpocy npeaocTaBaseTca cepTUdUKaT aHanuM3a.

Mpasuna 6e3onacHoit paboTbi:

1. BHMMmaTenbHO ocMoOTpuTe daakoHbl Habopa MiopCenweH. He ucnonb3yiTe cpeay, eciv oHa obecupeyeHa.
BepxHnas dasza (40%) n HMXKHAA da3a (80%) Habopa MopCeniueH B HOpMe A0/KHbI CIETKA ONanecumnpoBaThb.

2. B uenax npegynpesKaeHUa KOHTaMUHaLMUK:

e 3BneKaliTe cofeprKumoe U3 GJaKOHOB CTEPUIBHBIMU MHCTPYMEHTAMM B CTEPUIIbHBIX YC/I0BUSX.

e He 1Cnonb3yinTte o4HY U Ty }Ke CTEPUIbHYIO NUNETKY WAN UTY NOBTOPHOMO MPOHUKHOBEHMA BO GIIaKOH.

e [1nA NPOHMKHOBEHUA BO GIAKOH Yepes3 KPbILWKY MCMONb3yiTe TONbKO CTePUbHbIE UMbl. [POTPUTE KPbIWKY
CMMPTOM M AaliTe BbICOXHYTb. Kaxablil pas Ana M3roToBAEHMA HOBOTO MPaAneHTa UCNOb3yiTe HOBbIE UI/bl.

Heobxoanmoe o6opyaoBaHMe U pacxoaHble MaTepuasbl, He BXOAsLLME B COCTaB Habopa:
e Cpepa KeunHa ans npombiBaHmsa cnepmbl (Kat.Ne ART-1005/1006)
e CrepunbHble KoHMYecKkne 15mn NpoburpKu ana LeHTpudyrmpoBaHma U3 NoaAUCTMPOa
e  CrepubHble O4HOPa30Bble SM MMMNETKM UAK 3MA Wwnpuubl ¢ urnamm 1,57/21 g
e LeHTpudyra ¢ yrnoBbiM UAN FOPU3OHTAZIbHLIM POTOPOM, MpUrogHasa Ana pabotbl B TedeHMe 30 MUHYT Ha
ckopoctn 250 —750¢g
*  UHKybaTOp Ha 37°C unum BoasaHan 6aHsa
e Kamepa ansa noacyéta cnepmato3onaos
¢ MukpocKon c ob6bekTMBamum x10 n x20

MHCTPYKUMA No npumeHeHuto ana 06paboTku ceexunx ob6pasLoB aaKynATa:
1. nMepen Hayanom o6paboTkn cpeapl MopCenwH M 3AKYNAT [AOMKHbI OblTb A0BeAeHbl A0 KOMHATHOM
TemnepaTypbl. ITO NO3BOAUT U3beKaTb 3ddeKTa «X0NO0AHOTO LLOKa» CNepmMaTo30Ma0B.
2. [nsa npuroToBNeHWA O4HOIO ABYC/AOMHOTNO rpagMeHTa:
¢ [lepeHecuTe B KOHUYECKYID NPOBUPKY Ans ueHTpudyrmposanma 2,0 mn HuxkHeln dasbl (MopCenweH80%)



e C nomouwblo NUNETKM uaun wnpuua, Hacioute 2,0 mn BepxHel ¢asbl (MopCenweH40%) Ha NOBEPXHOCTb
HukHel ¢asbl, OCTOPOXKHO KAcasiCb €€ KOHYMKOM UTbl UAN MUMNETKMU.

e Cneps 3a Tem, YtTobbl HUXKHEW dasbl rpagneHTa Kacancsa TONbKO KOHYMK MUMETKU UAU CKOC WUF/bl, OCTOPOXKHO
BbiNyCKaiiTe cpedy BepxHei ¢asbl, NOCTENEHHO MOAHMMAA KOHYMK MI/Ibl/MMNETKM NO Mepe MOBbIEHUA
YPOBHA }uAKocTU. Mpun aTom chopmmnpyeTcs 3ameTHas rpaHMLa pasaeneHua asyx ¢as. [oToBbI ABYCNOMHbIN
rpafveHT coxpaHaeT cTabunbHOCTb B TeyeHue 1 yaca.

BHumanwue: MpaguneHT MiopCenweH HeobxoaMMO MCNOAb30BaTb B TedeHMe 1 yaca nocne NPUroToB/IEHUA, MHAYe ABe
basbl NnepemeLatoTca gpyr ¢ APYrom, U YeTKasa rpaHuua ucyesHet. MNogasnsatowee 60NbLWMHCTBO 31eMeHTOB aebpuca
ocefaeT Ha rpaHuue pasgena BepxHelt M HukHelt das. paHuua pasgena ¢as ABAAETCA BaXKHEWLWMM 3/1EMEHTOM
cuctembl MopCenweH.
3. AKKypaTHO HaHecuTe A0 2,5M/ PasKUKEHHOro 3AKyNATa Ha NOBEPXHOCTb BepxHen ¢asbl C NOMOLLbIO MUMETKM
WK Wnpuua.
4. OtueHTpUdyrnpynte B TeyeHne 20 MMHYT Ha ckopocTu 350-400g (419 o4YeHb BA3KOro 3AKy/AATa A0NyCcTMMA
cKopocTb Ao 750g). Nocne nepBoro LeHTPUPYyrupoBaHus Bbl MOXKeTe He YBUAETb OCaAKa Ha AHe NPobUpKK,
TEM He MeHee, npoueaypy Heob6XoAMMO NPOLOKUTb.
5. Nocne ueHTPUPYrMpoBaHNA yaanuTe BCe CNON CUCTEMbI FPaAMEHTA 3@ UCKIIOYEHUEM CaMOM HUMKHEW nopLmm
cpeapbl (06bEmom npubausutensHo 0,3 mn).
6. [lepeHecnTe 0CafOK M OCTaBLUYHOCA CPeay B CTEPU/IbHYIO KOHUYECKYI NMPOBUpPKY CTepuibHOM OAHOPa30BOM
NUNeTKoM. ITo NO3BOAUT M3beXKaTb KOHTAMMHALMM OCafKa CNepmMaTo3oMAaoB Aeb6pUcOM, OCTaBLIMMCA Ha
CTeHKax NPobupKM nocne LeHTPUPYrnpoBaHua.
7. [OobasbTe 2 -3 mn Cpeabl KBUHA ANnA NPpoOMbIBaHMA CNEPMbl U pecycneHanpynTe ocagok.
LleHTpudyrupyitte 4-8 MuHYT Ha ckopoctu 250g. OTMbIBKa 601bLLIOTO KOMYecTBa CNepMaTo3onaos notpebyet
MaKCUMaIbHOM NPOLOIKUTENBHOCTU LEHTPUDYIMPOBAHMA — 8 MUHYT, 3TO 06eCneynT TWATENbHYHO OTMbIBKY.
9. YpanuTe cynepHaTaHT U pecycneHanpyiiTe ocagoK B 0,5mn Cpeabl o158 NPOMbIBAHUA CEPMb.
10. Tenepb 0bpaseL, rotos 417 OLEHKN KOHLEHTPALUN U NOABUNKHOCTM CNEpMaTo30MA0B.

PaboTa c KPpMOKOHCEPBMPOBAHHOM cnepmoii

[na pasmMoporKEeHHOW KPMOKOHCEPBMPOBAHHOWM CMepMbl, KaK MPaBWIO, XapaKTeEpPHa CHWXKEHHAs MOABWUMKHOCTb MO
CpaBHeHMIO co cBexkeit. MoaTomy ucnonbayite 1,5 mn BepxHelt n HuxkHel dasbl BMecTo 2,0 M, PEKOMEHA0BaHHbIX 415
paboTbl CO CBEXMM IAKYNATOM.

1. Nepen Havanom o06paboTkM cpeapl MopCenwH M 38KYAAT AOMKHbI OblTb AOBeAeHbl A0 KOMHaTHOWM
TemnepaTypbl. ITO NO3BOAUT M3beKaTb 3 dEKTa «X00AHOTO LWOKa» CnepmMaTo30mM0B.

2.  [nAa npuroToBNEHWA OAHOIO ABYC/AOMHOMO rpagMeHTa:

¢ [lepeHecuTe B KOHUYECKYID NPOBUPKY Ansa ueHTpudyrmposanma 1,5 ma HuxkHen dasbl (MiopCenweH80%)

e C nomowblo NWUMNEeTKM WAM wnpuua, HacnouTe 1,5 mn BepxHelr ¢asbl (MiopCenweH40%) Ha NOBEPXHOCTb
HukHel da3bl, OCTOPOXKHO KAcasaCb €€ KOHYMKOM UT/bl UAN NMUMNETKMN.

e Cneps 3a Tem, YTo6bl HUXKHEN dasbl rpaaneHTa Kacasica TObKO KOHUYMK NMUNETKM WU CKOC UMbl, OCTOPOXKHO
BbiNyCcKaiTe cpeay BepxHei ¢asbl, nocTeneHHO NOAHMMAA KOHYMK MUIIbl/MMNETKU NO Mepe MNOBbleHUA
YPOBHSA *KMAKOCTU. Mpn 3TOM chopMMpyeTca 3ameTHaAA rpaHnLa pasaeneHuns asyx ¢as. FoToBbI ABYCNONHbIN
rpagMeHT COXpaHAeT CTabunbHOCTb B TedeHMe 1 Yaca.

Buumanwme: MpagmeHT MiopCenweH HeobxoAMMO UCNONb30BaTh B TeyeHWe 1 Yaca nocne NPUroTOBAEHUSA, UHAYe ABe
ba3bl NnepemeLatoTca Apyr ¢ APYrom, M YeTKasa rpaHuua ucyesHet. MNogasnsaowee 60AbLWIMHCTBO 31eMeHTOB aebpuca
ocefaeT Ha rpaHuue pasaena BepxHelr n HukHelt das. MpaHuua pasgena ¢as sBNASETCA BarKHEMWMM 3/1eMEHTOM
cuctembl MopCenweH.

3. AKKypaTHO Hac/ouTe PasMOPONKEHHYIO CMepmy Ha NoBEpXHOCTb BepxHei ¢asbl ¢ MOMOLLbIO MUNETKU UK
wnpunua



7.
8.
9.

OTtueHTpudyrnpyite B TedyeHne 20 MUHYT Ha ckopoctu 350-400g. MNocne nepBoro UeHTpUdyruposaHus Bbl
MOKeTe He YBUAETb 0CaZiKa Ha AHe NPobupKKM, TeEM He MeHee, NpoLeaypy Heob6XoAMMO NPOLO/IKMUTD.

Mocne ueHTpUbYrMpoBaHUA yoanuTe BCe CIOM CUCTEMbI FPASMEHTA 33 UCKIOYEHMEM CAMOM HUXKHEN nopuum
cpeabl (06bEMOM NpubAM3uTENbHO 0,5 MA).

MepeHecnTe OCAZlOK M OCTABLUYIOCA CPeay B CTEPWUSIbHYIO KOHWYECKYHD NPOBUPKY CTEPUIBHON OL4HOPA30BOWM
nUNeTkon. 3To No3BOAWT M3beaTb KOHTaMMHaLMKM Ocagka cnepmaTto3ouaoB aebpucom, ocTaBWMMCA Ha
CTEeHKax NPoBUPKK nocne LeHTpUdyrnposaHus.

[Job6asbTe 2 -3 mn Cpeabl KBUHA 418 NPOMbIBaHUA CNEPMbl U pecycneHanpyinTe ocagok.

LeHTpuoyrmpyinte 8 MMHYT Ha ckopocTu 250g.

Ypanute cynepHaTaHT U pecycneHamnpyiite ocafok B 0,5mn Cpeapl 418 NPOMbIBaHUA CNEPMbI.

10. Tenepb 06pa3eL, rotos 41A OLEHKN KOHLEHTPaLMUN U NOABUMKHOCTM CNepMaTo30Ma0s.

Bo3mO3KHble Npo6aemMbl U UX YCTPaHEHUE:

1.

Meproanyeckn MoryT BCTpevaTbca 0bpasubl 3AKyAATa, KOTOPbIE HE PA3XUKAKTCA U HE MOTYT MNPOUTU Yepes
rpagMeHT BCNeacTBuMe CBOEW  M3ObITOYHOM  BA3KOCTM. B Takom cnayyae  yBenMYEHWE  CKOPOCTM
ueHTpudyrmposaHua pgo 750g (Ho He 6onee) moxkeT crnocobcTBOBATL MPOLLECCY Cenmapauumn crnepmbl.
OcaxpeHne MNOABWMMKHbBIX CMEepMaTo30MA0B W3 UYpe3MepHO BA3KOTO 3AKYNATA C MNOMOLLbD CUCTEMbI
MiopCenweH, Kak NPaBuIo, He NPeaCcTaBAAET C/I0XKHOCTH.

Hanbonee BaxkHbIM MapamMeTpoOM CMEPMbl, BAUAIOWMM Ha OOBEM OCAaKAEHHbLIX BbICOKOMOABUMKHbIX
CNepmMaTo3onaoB, ABAAETCA KONMYECTBO MPOrPeCccCUBHO-MOABUKHbBIX CcrepmaTto3omMaoB. Yem 6onblue
NpPOrpeccuBHO-MOABUKHbIX CMEepPMaTo30MA0B B HAaTUBHOM 3sIKyNsATe, TeM Hosbwe ByaeT cnepmaTo3ouaoB B
ocagke. Ecnm obwan noasuKHOCTb UAKM KOIMYECTBO NPOrecCUBHO-NOABUMKHbBIX CEPMaTO30MA0B B 3AKYAATE
HUXXe HOPM, YCTaHOB/IEHHbIX BO3, Bbl moxeTe ncnonbsosatb No ogHomy muaamantpy 40% mn 80% MiopCenweH
BMECTO ABYX MUANMAMTPOB. Bbl TakKe morkete octaButb 0,5 - 0,7 ma cpeapl HuxHen ¢asbl Hag ocagkom
nocne LeHTpuoyruposaHua. B Takom cnyyae, UCNONb3yHTE ABOMHOM 06BEM Ccpeabl AN NPOMbIBaHWA cCnepmbl
yTobbl YAANUTL OCTaBLytoca cpeay HuxkHen dasbl.

CTabunbHOCTb U YC/IOBUA XPaHEHUA:

Bce komnoHeHTbI MiopCenweH Ao/IXKHbI XpaHUTBCA Npu TemnepaTtype oT 2 °C go 8°C.

MpoAyKT coxpaHaeT cTabnabHOCTb 40 UCTEUYEHUA CPOKA MOAHOCTH, YKAa3aHHOIO Ha YNaKOBKe.

OTbmpaiTe HeOBXOAMMOE KOIMYECTBO NPOAYKTa B CTEPUIIbHBIX YC/I0BUSAX.

3anpewaeTca BblIMBaTb 0TOBPaHHYt0 cpesy 06paTHO BO GaKoH.

He ncnonb3yiite NpoAayKT, ecv OH cTan 6ecuBeTHbIM, MyTHbIM WU MMEET NMPU3HAKM MUKPOBMOIOrMyeckom
KOHTaMWHALUUK.

SAGE In Vitro Fertilization ™ npon3BoAUT NO/IHbIM CNEKTP NPOAYKTOB A/1A CNeunanmcToB B 061act penpoayKTMBHOM

MeaMuMHbl. 3a nocnefHel Bepcuelt Katanora, a Takxe 3a /6ol npodeccmoHanbHoi MHpopmaumnen obpalanTecs,

NoKanyicra, K NPeAcTaBUTENO KOMMAHUK.

TenedoH cnybbl nogaep:ku: 8 (812) 318-02-90



3HayeHue CMMBOOB:

KaT.Ne

Homep naptum

Mcnonb3oBsath A0 (roa, mecsu, AeHb)

®% [ 3
=i |

He ncnonb3osatb NOBTOPHO

=
&

Temnepatypa XpaHeHun -

Aseptic Technique Sterilization

CtepunmsoBaHo membpaHHoOM dunbTpaumeit (SAL 10'3) Membrane Filtered (SAL 107)

BHumaHue!
O6paTtuTech K MHCTPYKLMUM NO UCNOJIb30BAHMIO

>

MpoaykT cooTtBeTcTBYET TPeboBaHMam Medical Device Product conforms to the Medical Device
Directive ooge Directive 93/42/EEC
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