Cpeaa KBuHa ycoBepLueHCTBOBaHHasA ¢ 6e1KOM ANna KynbTMBUPOBaAHUA 3MBpUoHOB 20Mn

MpepHasHaYeHO UCKAOUYUTENBHO nposeaeHua NabopaTopHbIX npoueayp.

Monb3oBatenb 06A3aH OrpaHUUUTb UCNOJIb30BaHUE cped, B APYrUX Lensx.

OnucaHue npoayKTta Kat.Ne dacoska

Cpegaa KBuHa ycoBepLieHCTBOBaHHAA ¢ 6eikom ans
KYNbTMBUPOBAHUA 3MBpUOHOB 20MN

ART-1526 1x20mn

O6nacTb NnpumeHeHuA:

Cpepa npegHasHayeHa Ana NpoBesaeHua npoueayp in vitro, B Tom uncne, gaa KyibTUBUPOBAHMA IMBPUOHOB YeNoBEKa

c1no3 aeHb.

OnucaHue npoaykKTa:

[daHHaa cpepa npeactaBnsetr coboit moamduumpoBaHHyio cpegy  HTF (Human Tubal Fluid — pacTBop,
UMUTUPYIOWNIM  cpedy BHYTPM MaTOYHbIX TPY6 XeHLWwMHbI), pa3paboTaHHyo MaTpukom KBMHOM M Konneramwu
(Fertil Steril. 1984;41:202, 1985;44:493). MoauduuMpoBaHHas cpeda oOT/AM4YaeTcA gobaBAeHWEM ULUTPaTa,
HEKOTOPbIX 3aMEHMMbIX aMMHOKWUCIOT W TaypuHa, HaauMuMem faktata KasbuuaA. MpoayKkT cogepkut 10mr/n
AMUWHOI/TIMKO3UAHOIO aHTMBMOTUKA FrEHTaMULMHA.

Cpefia roToBa K MCnonb3oBaHuto. JobaBneHne AONONHUTENbHbBIX KOMMOHEHTOB He TpebyeTca.

PaspaboTaHa ana npumeHeHua B ycnosuax CO2-uHKkybaTopa. [na AOCTUXKeHMA 3HaveHua pH B npeaenax
pekomMeHZyemoro AuanasoHa Heobxogumo 5-6%C0O2. PekomeHayembl auvanasoH pH ana KynbTMBMPOBAHUSA
3MbBPUOHOB Ha CTaguu gpobnenHns - 7,2+0,1.

MocTaBnseTcs B CTEKNAHHbIX ¢paakoHax. CTeKNAHHbIe GNaKOHbI 06ecneynBatoT CTabuAbHOCTb cpeabl, MPEenaTCTBYOT
notepe CO2 1 OKNCANUTENbHbIM NPOLLEeCCam.

Cocras cpegpbl:

o AnaHUN-rnyTamuH e  Hartpua nupysaTt

e AcnaparuH e  Hartpua xnopug,

e AcnaparnHoBas KucaoTa e  Hatpwusa yutpar

e Bopga crepunbHaa USP e [lpoauH

e [eHTamuumH 0,01 mr/mn o CepuH

e [nnumH e  3ameHuTEeNb CbIBOPOTOYHOro 6enKka yenoseka
e [/0KO3a 5mr/mn

e  Kanua docdat e TaypuH

e  Kanua xnopwng e  ®deH0N0BbIN KpacHbiin 0,003 mr/mn

e  Kanbumsa nakrar e ONTA

e Marnua cynbdat
e HaTpwua 6ukapboHat

Mepbl NpesoCTOPOIKHOCTH:

He ncnonb3yiiTe cpeay, eCamn B Heit 06HapYKMBAOTCA YacTHLLbl, OHA MOMYTHEIa UK He OKpalleHa B PO30BbIi LiBET.

OpHOpa3oBoe Ucnoib3osaHue: B uensax npeaynpeskaeHna KOHTaMmnHaumMm cneayet paboTatb CO CPeAoi B CTEPUbHbIX

YCNoBUAX U BblIMBAaTb OCTATKU Cpeabl U3 d)fIaKOHa nnn I'IpOﬁMpKVI nocne OKOHYaHUA npoueaypsbl.

Cpepbl gna BPT npegHasHayeHbl TO/bKO A/1A OAHOKPATHOrO NMpMMeHeHUs. Pe3ybTaToM MOBTOPHOrO MCMO/Ib30BaHUA

cpen MOXeT CTaTb pa60Ta C NPOCPOYEHHbIM NMPOAYKTOM U BbICOKMI PUCK 63KT€pVIaJ1bHOV1 KOHTaMUWHaUWn maTtepuana.



Mpy MCNONb30BAHUM MPOCPOYEHHbIX WM 3aPaXKEHHbIX Cpes, YCAOBWMA in Vitro MOTyT ObiTb 3HAYUTENbHO XyKe
HeobX04MMbIX A1 HOPMa/ibHOTO OMJI0AOTBOPEHUS W PasBUTUA SMOBPUOHOB, UYTO MONKET MPMBECTU K HaPYLUEHWIO
pasBUTUA IMBPNOHOB, MX HECMOCOBHOCTU K UMNAAHTALMM U, KaK cneacteune, 6espesynbTaTHoM nonbiTke KO.

MpoAyKT coaeput 5MI'/M}'I 3amMmeHunTenAa CbiIBOPOTOYHOIO 6enka yenoBeka.

Octopo:xkHo: PaboTa co BCceMW NPOU3BOAHBIMM KPOBM AO/KHA MPOBOAWUTLCA KaK C NOTEHLMANbHO WMHPEKUMOHHO
OMacHbIMM BelecTBaMu. TeCTUpOBaHWE UCXOA4HOrO MaTepuana Ana NoayyeHusa AaHHOTO NPOAYKTa Ha Haanuue aHTuTen
K BUY n Bl agano otpuuatensHble pesynbtatbl. HbsAg, PHK HCV, PHK B/Y-1 u HBV npu aHanv3e ucxogHoro matepuana
TaKXe He 6blnnM obHapyKeHbl. ObcnegoBaHME AOHOPOB KPOBM MPOBOAMTCA Kaxable 4 mecsAua, BCe JOHOPbl MMetOT
HeraTMBHbIN pe3ynbTaT aHasn3a Ha cuduamc. HM oaMH M3 CyLLEeCTBYIOLLMX METOAO0B CKPUHWHIA He rapaHTUpyeT, YTo
NPOAYKTbI, NOJIy4EHHbIE N3 YE/IOBEYECKOMN KPOBU, HE COAEPKAT MHPEKLIMOHHbIX areHTOB.

LoHOpbI UCTOYHMKA MmaTepurana bbian nposepeHbl HAa 6onesHb KpeiTudenbara-Akoba (CID). bnarogaps apdekTBHOMY
obcnenoBaHMIO JOHOPOB M MpoLeccy NPOM3BOACTBA MPOAYKLUMM PUCK Nepenadr BUPYCHOW MHOEKUUU NPaKTUYeCcKu
oTcyTCTBYET. TeOpeTUYECKana BEPOATHOCTb Nepenaun 6onesHn Kpentudenoara-Akoba TakKe cUMTaeTCA KpailHe HU3KOM.
3a BCe BPeMA UCMOAb30BaHMA NPOAYKTa He Obl0 BbISBNIEHO HWM OAHOrO C/yYas nepenayv BUPYCHOM MHbEKUUU nau
6one3Hn Kpetudenbara-Akoba yepes anbbymuH.

CTaHOapTHble MeToAbl MPEeAOTBPALLEHUA 3apaXKEHUs B pesy/bTaTe MCMNO/b30BaHUA MEAUUMHCKON NpoayKLumu,
npousBeAeHHON 13 KPOBM MM NAa3Mbl YENOBEKA, BKIKOYAIOT OTOOP A0HOPOB, 06Ccaef0BaHME AOHOPCKOro matepuana
M nNynoB nNnasmbl  Ha crneumbuyeckme MapKepbl UHOEKUMM U BHeapeHue IOPEKTUBHbIX Mep  Ans
[E3aKTUBALMU/ANKBUOAUMN BMPYCOB Ha nNpous3BoacTBe. HecmoTps Ha 3TM  Mepbl, BO3MOMHOCTb Nepegayu
B03byauTenei MHOEKLMM B pesynbTaTe MPUMEHEHUA MEAULMHCKON NpOoAyKUWUW, NPOU3BELEHHOM M3 KPOBU WU
NNasmbl YEIOBEKA, HE MOKET BbITb MCK/OUYEHA NOJIHOCTLIO. ITO KAcaeTcsA TaKKe BO3SMOXKHOCTM Nepesayn HeM3BEeCTHbIX
WM HOBbIX BMPYCOB WU ApyrMx natoreHos. Clyyau nepefayu BUPYCOB C afibbyMMHOM, NMPOM3BEAEHHbIM COMAacHO
TpebosaHuam EBponeiickoin Papmakonen NocpeacTBOM YyTBEPKAEHHbIX MPON3BOACTBEHHbIX MPOLLEAYP, HE ONUCaHbI.

BHMmaHue: TIpOAYKT COAEPMKMT aHTMBMOTUK reHTamuumH cynbdat. [epes NpUMMeHeHMEM  HeobXxoaMmo
YA,0CTOBEPUTLCS, YTO NALMEHT HE CEHCMBUAN3MPOBAH MO OTHOLIEHUIO K AaHHOMY npenapary.

UHCTPYKLMA NO UCNONb30BaHUIO:

e JlaHHylO cpeay cneayeT UCNOb30BaTh ANA KY/bTUBMPOBAHMA SMOPUOHOB YeNoBEKA A0 CTaAMM KOMMaKTU3aumm, ¢
1 no 3 geHsb.

o [lepep ucnonb3oBaHnem HarpeinTte cpeay Ao 37°C u ypaBHoBecbTe B aTmocdepe, coaepkalen 5%C0O2.

e [lns npoBefeHUs onioL0TBOPEHUS peKomMeHAyeTcA ncnoab3osaTb Cpeay KBMHa ycoBepLUEHCTBOBAHHYIO C 6eKOM
Ana onnoaoteopeHMa ooumToB (KaT.Ne ART-1520); ans KynbTuBmpoBaHuA ¢ 3 no 5 aeHb pekomeHayetca Cpeaa
KBMHa ycoBeplueHCTBOBaHHaA ¢ 6enKkom Ansa KynbTuBupoBaHusa 6nactoumct (Kat.Ne ART-1529). Cpeabl He TpebytoT
nobasneHua b6enka.

e pH Cpeabl KBUHa ycoBepLIEHCTBOBAHHOM € 6eNKOM ANA KyNbTUBMPOBAHMA 3MOPUOHOB 20MN JONKEH HAXOAMUTCA B
npegenax 7,2+0,1.

e [1nAa AOCTMXKEHUA ONTUMAJIbHbIX MAapPaMeTPOB Ky/JbTUBMPOBAHMA, Mbl HAaCTOATENbHO peKomeHayem uamepsaTtb pH
KY/NbTYpaNbHOW cpefibl B KOHKpPETHbIX paboumnx ycnosuAax Bawei nabopatopumn u perynmposatb yposeHb CO»
Takum obpasom, 4Tobbl pH Haxoamnca B npeaenax ONTUMaNbHOMO ANA Pa3BUTMA IMBPUMOHa AuanasoHa.

KoHTponb KavecTBa:

MpoAyKT npoTecTMpoBaH Ha 3MOPUOTOKCUYHOCTb HA OAHOKAETOYHbIX 3SMbpuoHax Mmbiwn (MEA), pokasaHo
dopmuposaHme 80% 1 6osee 6aacToumUCT. YPOBEHb SHAOTOKCMHA cornacHo USP Kputepusam He npesbiwaet 1 ME/ma.
[na naHHOro NpoAyKTa no 3anpocy npefoctaBaseTcs cepTuduKaTt aHaamsa.



CTabunbHOCTb U YyCNnoBuA XpaHeHuUA:

3aKpbITble YNAaKOBKKU cpeabl XpaHUTb Npy TemnepaTtype oT 2 go 8 °C.

He 3amopakusatb.

He HarpeBsaTb Bbiwe 39°C.

Mepen Tem, Kak MNOCTaBUTb OTKPbLITbIN GNaKoH cpesbl 0BPaTHO B XONOAUIbHUK, HEOBXOAMMO 3aHOBO MPOBECTU
3KBUAMBpaUMIo cpeabl B aTmocdepe 5% CO2.

OTbmpaiTe HEOBXOAMMOE KOIMYECTBO NPOAYKTa B CTEPUIbHBIX YC/I0BUSAX.

3anpewaeTcs BblIMBaTb OTOOPaHHYIO cpesy 06paTHO BO GNaKOH.

MpoayKT coxpaHaeT cTabuAbHOCTb A0 NCTEUYEHUA CPOKA FOAHOCTM, YKAa3aHHOTO Ha YNaKoBKe.

He wucnonb3yite npoayKT, ecan OH ctan 6ecuBeTHbIM, MYTHbIM WMAM MMeeT MpPU3HaKM MUKpobuonoruyeckom
KOHTaMMWHaLUW.

SAGE In Vitro Fertilization ™ npou3BoAUT NOAHbIM CNEKTP NPOAYKTOB A/1A CNeunannctos B 061actu penpoayKTMBHOM

MeamumMHbl. 3a nocnesHeN Bepcuel KaTanora, a Takxe 3a /itoboi npodeccmoHanbHo MHPopmaumnen obpalanTecs,

NOKaNyIcTa, K NpeacTaBUTeNl0 KOMMNAHUMN.
TenedoH cny6bl nogaep:kku: 8 (812) 318-02-90



3HayeHue CMMBOOB:

KaT.Ne

Homep naptumn
Mcnonb3oBsath A0 (roa, mecsu, AeHb)

He ncnonb3osatb NOBTOPHO

Temnepatypa XpaHeHun

CtepunmsoBaHo membpaHHoOM dunbTpaumeit (SAL 10'3)

BHumaHue!

0O6paTnTech K MHCTPYKLMM MO UCMO/1b30BaHMIO

MNpownssoautens

MpepacrasutenbcTso B Poccuum:

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
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SAGE In Vitro Fertilization, Inc.

a CooperSurgical Company
95 Corporate Drive
Trumbull, CT 06611 USA
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