Monb3oBatenb 06A3aH OrpaHUUUTb UCNOJIb30BaHUE cped, B APYrUX Lensx.

lNMpeaHa3HayeHO UCKAIOYUTENBHO

Cpepa KBuHa ycoBepLUeHCTBOBaHHAA ¢ 6e/Ikom gna KynbTuBupoBaHua 6aacrouuct 20mn

A NnpoBeaeHUA NabopaTopHbIX Npoueayp.

OnucaHue npoayKTta Kat.Ne dacoska
K
Cpepna KBunHa ycoBepLueHCTBOBaHHaA ¢ 6enkom ana ART-1529 1X20MA
Ky/NIbTUBUPOBaHUA Baactounct 20Mn

06nacTb NpUMeHeHUA:

Cpena npefHasHayeHa 419 NPOBeAeHMA Npoueayp in vitro, B TOM Yncne, KyJibTUBUPOBAHUA 3IMOPMOHOB YesoBeKa ¢ 3

no 5/6 geHo.

OnucaHue npoaykKTa:

e [laHHas cpepa npeactaBnsetr coboirt mogmobuumpoBaHHyto cpegy  HTF (Human Tubal Fluid

UMUTUPYIOLLLNIA
(Fertil Steril. 1984;41:202, 1985;44:493). MopguduumpoBaHHaa cpeaa oTAMYaeTcs A06aBNeHMEM HEKOTOPbIX
3aMEHUMbIX U HE3aMEHMMbIX aMWHOKUCNOT, TaypuHa, uMTpaTa HaTpus, BUuTamuHoB MEM u Hanuumem nakrtata

cpedy BHYTPM MaTOYHbIX TPY6 KEHLWMHbI), pa3paboTaHHylo MaTpuKom KBMHOM M Koasneramwu

Kanbuma. MpoayKT cogepxnt 10Mr/n aMMHOINKO3NAHOTO aHTUBMOTUKA reHTaM1LMHa.

L4 Cpepa rotoBa K MCNO/Ib30BaHMUIO. ﬂ,O6aBI’IeHMe AONO/IHUTENbHbLIX KOMMNOHEHTOB He Tpe6y8TCﬂ.

e PaspaboTtaHa ana npumeHeHua B ycnosuax CO2-uHkybaTopa. [na [oOCTUXKeHMA 3HaveHua pH B npeaenax
pekomMeHZyemoro AuanasoHa Heobxogumo 5-6%C0O2. PekomeHayemblii gManasoH pH ans KyAbTUBMPOBaHUA A0

cTaaunun 6nhactoumctol - 7,3+0,1.

o MocTaBnAeTca B CTEKNAAHHbIX d)/'IaKOHaX. CTeknaHHble d)naKOHbl obecneunBaoT cTabUNbHOCTb cpeapbl, NpenATCTBYOT

notepe CO2 1 OKUCAUTENBbHbIM MpoLeccam.

Cocras cpeapbl:

AnaHunn-rnyTammH
ApPruHunH

AcnaparuH
AcnaparnmHosas KucnoTa
BanunH

Bopaa ctepunbHaA
FeHTamuumH 0,01 mr/mn
MmctnanH

FAnuuyH

[noko3a

3ameHuTENIb CbIBOPOTOYHOIO H6esika YenoBeKa
Smr/mn

MN3onelnumH

Kanua ¢ocoar

Kanua xnopug,

Kanbuuna nakrat
Kanbuua naHToTeHaT
NenymH

JIn3unH

Mepbl npesoCcToOPOIKHOCTU:

He ncnonb3yiiTe cpeay, eCam B Heit 06HaPYKMBAOTCA YaCTULLbI, OHA MOMYTHE/Ia UM He OKpalleHa B PO30BbIN LBeT.

MarHua cynodaTt
MeTnoHuH

HaTtpwus 6ukapboHat
HaTtpua nupysaTt

Hatpua xnopug,

Hatpua uutpar
HukoTMHamng,
MupuaoKcmHa rmapoxaopua,
MponuH

PubodnasuH

CepuH

TaypuvH

TnamnH

TuposuH

TpeoHuH

TpuntodaH

®PeHnnanaHuH

deHonoBbIN KpacHbii 0,003 mr/mn
LunctnHa aurnapoxnopus,




OaHOpa30Boe Ucnosib3oBaHue: B uenax npeaynpeskaeHna KOHTaMUHALMK cnedyeT paboTaTb CO CPeaoit B CTEPUbHBbIX
YCNOBMSAX U BblIMBATb OCTaTKM cpeabl M3 GaKoHa MAK NPOBMPKM Nocae OKOHYaHUS NpoLeaypsbl.

Cpegabl gna BPT npeaHasHayeHbl TONbKO ANA OAHOKPATHOrO NPUMEHeHUA. Pe3ybTaToM NOBTOPHOMO MCMO/Ib30BaHMA
cpes MOXKeT cTaTb paboTa C NPOCPOYEHHbIM MPOAYKTOM M BbICOKUIA PUCK BAaKTEepMaibHOMW KOHTaAMUHALMK MmaTepuana.
Mpn MCNONb30BaHUM MPOCPOYEHHBIX WAM 3aParKEHHbIX CpPej, YCAOBWUA in Vitro MOryT OblTb 3HAUYUTENBHO XyXKe
HEeobXoAUMbIX AN HOPMaNbHOTO OMNJOAOTBOPEHUSA U Pa3BUTUSA IMBPUOHOB, YTO MOMKET MPUBECTU K HapyLUEHUIO
pa3BUTMA SMOPMOHOB, MX HECMOCOBHOCTU K UMNNAHTALMK U, KaK cieacTeue, bespesynbTaTHoM nonbiTke IKO.

MPOAYKT COAEPKUT SMI/MN 3aMeHUTENA CbIBOPOTOUYHOIO 6esKa YenoBeka.

OctoporkHo: PaboTa co BcemMn NPOM3BOAHbIMM KPOBW [O/IKHA MPOBOAMTLCA KaK C MOTEHLMANbHO WHOEKLMOHHO
onacHbIMM BelecTBaMu. TeCTUPOBaHWE UCXOLHOTO MaTtepuana ANA NoAyYeHUAa AaHHOTO NMPOAYKTa Ha HaMYmMe aHTUTen
K BUY n Bl agano otpuuatensHble pesynbtatbl. HbsAg, PHK HCV, PHK B/Y-1 u HBV npu aHanv3e ucxogHoro matepuana
TaKKe He 6blnM obHapyKeHbl. O6cnenoBaHMe AOHOPOB KPOBM MPOBOAUTCA Kaxable 4 mecAua, BCe AOHOPbI MMET
HeraTMBHbIN pe3ynbTaT aHanu3a Ha cuduamc. HM oaMH M3 CyLLEeCTBYIOLMX METOAO0B CKPUHWHIA HEe rapaHTUpyeT, YTo
NPOAYKTbI, NONYYEHHbIE U3 Ye/I0BEYECKOWN KPOBU, HE coaepKaT MHOEKLMOHHbIX areHToB.

[oHopbl MCTOYHUKA MaTepuana bbian nposepeHbl Ha 6bonesHb KpeTudenbara-Akoba (CID). bnarogapa apdpeKkTuBHOMY
obcnenoBaHMIO AOHOPOB M MpoLeccy NPOM3BOACTBA MPOAYKLMM PUCK Nepeaadyy BUPYCHOW MHOEKUUU NpaKTUYecKu
OTCYTCTBYET. TeopeTnyeckasn BepOATHOCTb Nepegaun 6onesHn Kpentudenbara-Akoba TakKe cunTaeTca KpalHe HU3KOW.
3a Bce BpemMA WCNO/Ib30BaHUA NPOAYKTa He 6blN0 BbIABAEHO HWM OAHOTO CAyvasa nepefavyy BUPYCHOM MHPeKLMU uaun
6onesHu KpeiTtudenbara-ikoba yepes anbbymuH.

CTaHpapTHble MeToAbl NPEeAOTBPALLEHMA 3apa)KeHMA B pesy/ibTaTe MCMNO/Ab30BaHMA MESUUMHCKON NpPOAyKLMM,
npov3BeAeHHON M3 KPOBU MW NIa3Mbl YENOBEKA, BK/OYAtOT 0T6OP AOHOPOB, 06Caea0BaHMe AOHOPCKOro matepuana
M NynoB naasmbl Ha crneunbuyeckme MapKepbl UHOEKUMM W BHeapeHue IOPEKTUBHbIX Mep  Ans
[E3aKTMBALMKU/IMKBUAALMM BUPYCOB Ha Mpou3BoACTBE. HecmoTps Ha 3TM  Mepbl, BO3MOMHOCTb Nepesauu
BO3byauTeneil MHOEKLMM B pesynbTaTe MNPUMEHEHUA MEAULMHCKON NpoAyKUMW, NPOM3BELEHHOM M3 KPOBM WU
NAasmMbl YENOBEKA, HE MOXKET BbITb UCK/OYEHA MOMIHOCTbIO. ITO KacaeTcs TaKKe BO3MOXKHOCTM nepesaym HeM3BeCTHbIX
WAM HOBbIX BMPYCOB M ApyrMx natoreHos. Ciyyau nepegayy BMPYCOB C afibbyMUHOM, NPOM3BEAEHHbIM COMIacHo
TpebosaHuAM Eponeiickoi dapmakonen nocpeacTBOM YTBEPHKAEHHbIX MPOM3BOACTBEHHbIX MPOLEAYp, HE OMMCaHbI.

BHumaume: TpoayKT COAEPHMUT aHTUOMOTMK reHTamuuuH cynbdat. [lepes nNpvMeHeHMem Heobxoanmo
YAOCTOBEPUTBLCSA, YTO MALMEHT HE CEHCMBUAM3MPOBAH NO OTHOLLEHUIO K A@aHHOMY Npenapary.

UHCTPYKLMA NO UCNONb30BaHUIO:

e JlaHHyIO cpeay cneayeT UCMO/b30BaTb A/1A KYbTUBMPOBAHMA SMOPMOHOB YenoBekKa ¢ 3 no 5-6aeHb.

o [lepep ucnosnb3oBaHnem HarpeinTte cpeay Ao 37°C n ypaBHoBecbTe B aTmocdepe, cogepkawen 5-6%C02.

e [lns npoBefeHUs onioL0TBOPEHUS peKoMeHAyeTcA ncnoib3oBaTb Cpeay KBMHa ycoBepLUEHCTBOBAHHYIO C 6eKoM
Ana onnoaoteopeHMa ooumToB (Kat.Ne ART-1520); ans KynbTueBmpoBaHua ¢ 1 no 3 geHb pekomeHayeTtca Cpeaa
KBMHa ycoBeplueHCTBOBaHHaA ¢ 6enKom Ans KynbTuBupoBaHusa 6nactoumct (Kat.Ne ART-1526). Cpeabl He TpebytoT
nobasneHua b6enka.

e pH Cpeapbl KBMHa ycoBepLueHCTBOBaHHAsA ¢ 6e/1KoM A5 KybTUBUPOBAHUA Bractounct 20M AONKEH HaXOAMUTCA B
npeaenax 7,3+0,1. HekoTopble ambpunoaorn pekomeHayT paboTaTb co cpeaon npu 6% CO2 ana goctuxkeHus pH
npnéansntenbHo 7,25.

e [1na AOCTUXEHUA ONTUMAAbHbIX NAPAaMETPOB KyAbTUBMPOBAHMUA, Mbl HaCTOATENbHO peKoMeHayem uamepsaTb pH
KYNbTYpPaNbHOM cpeabl B KOHKPETHbIX paboumx ycnosuax Baweir nabopatopum w perynavpoBaTtb ypoBeHb CO»
Takum obpasom, 4tobbl pH Haxoamnca B npeaenax oONTMMaabHOMO AR Pa3BUTUA IMBPUOHa AnanasoHa.



KoHTponb KauecTsa:

MpoAyKT npoTecTMpoBaH Ha 3MOPUOTOKCMUYHOCTL Ha OAHOKNAETOYHbIX 3mbpuoHax mblwmn (MEA), p[okasaHo

dopmmposaHue 80% u 6onee 6aacToumnct. YpoBeHb 3HAOTOKCMHA cornacHo USP KpuTepuam He npesblwaer 1 ME/mn.

[ns paHHOro NpoAyKTa no 3anpocy npeaocTaBnseTca ceptudmKaT aHanunsa.

CTabuNbHOCTb U YCNOBUA XpPaHEHUA:

3aKpbITble YNaKOBKM cpeabl XpaHMTb Npu TemnepaType oT 2 go 8 °C.

He 3amopaxwuBaTb.

He HarpeBaTb Bbiwwe 39°C.

OTtbupainTe HeobxoaMMOe KOIMYECTBO NPOAYKTa B CTEPUIIbHBIX YC0BUAX.

HuKorpa He BbinMBaliTe 0TobpaHHYyto cpesy ob6paTHO BO GpNaKoH.

MpoayKT coxpaHAeT cTabUAbHOCTb A0 UCTEYEHUA CPOKA FOAHOCTM, YKa3aHHOTO Ha YNaKoBKe.

He wucnonb3yite npoayKT, ecan OH ctan 6ecuBeTHbIM, MYTHbIM WMAM MMeeT MpPU3HaKM MUKpobuonoruyeckom
KOHTaMUHaL MK,

SAGE In Vitro Fertilization ™ npou3BoAUT NOAHbIM CNEKTP NPOAYKTOB A4/1A CNEeunanmcTos B 061act penpoayKTUBHOM

MeamumMHbl. 3a nocnefHeln Bepcuelt Katanora, a Takxe 3a /6ol npodeccmoHanbHoi MHPopmaumnen obpalwanTecs,

FIO)KafIyVICTa, K npeactaBUTENNIIO KOMNaHUN.

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



3HayeHue CMMBOOB:

KaT.Ne

Homep naptum
Mcnonb3oBath 40 (roa, mecsu, AeHb)

He ncnonb3osatb NOBTOPHO

Temnepatypa XpaHeHun

CtepunmsoBaHo membpaHHoOM dunbTpaumeit (SAL 10'3)

BHumaHue!

0O6paTnTech K MHCTPYKLMM MO UCMO/1b30BaHMIO

MNpownssoautens

MpepacrasutennbcTso B Poccum:

000 «OPNOXNO»
196158, CaHkT-lNeTepbypr,
Mynkosckoe wocce 40/4 nutep A
BLL « TexHomoAnc»

Ten. 8 (812) 318-02-90
Info-ru@origio.com
WWW.origio.ru
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SAGE In Vitro Fertilization

& CooperSpica) Cormpamy

SAGE In Vitro Fertilization, Inc.

a CooperSurgical Company
95 Corporate Drive
Trumbull, CT 06611 USA

2] Aseptic Technigue Sterilization
Membrane Filtered (SAL 109

]

SAGE In Vitro Fertilization
1979 East Locust Street
Pasadena, CA 91107 USA
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