Cpeaa KBuHa ycoBepLueHCTBOBaHHaA A8 ON1I040TBOPEHUA ooumuToB 50Mn
Cpepa KeuHa ycoBepLieHCTBOBAaHHAA ANA onaoAoTBopeHusa oouutos 100mn

MpepHa3HaYeHO UCKNOUUTENIBHO ANA NPpoBeaeHUa N1abopaTopHbIX Npoueayp.
Monb3oBatenb 06A3aH OrpaHUUMTL UCNO/Ib30OBAHUE Cped, B APYrUX Lensx.

OnucaHue npoayKTta Kat.Ne dacoBka
Cpefia KB1Ha ycoBepLueHCTBOBaHHAA AN1A ONJ040TBOPEHUA ART-1020 1X50MA
ooumtoB 50mn
Cpepa KB1Ha ycoBepLLEeHCTBOBAHHAA ANA ONJI040TBOPEHMUA ART-1021 1x100MA

ooumTtoB 100mn

O6nacTb NnpumeHeHuA:

Cpefia npeaHasHa4YeHa 414 npoBeAeHMA Npoueayp in vitro, 8 TOom Yncne, 4ns onaoA0TBOPEHNA OOLMTOB Ye/oBeKa.

OnucaHue NpPoayKTa:

e [laHHas cpepa npeactasnsetr coboirt moamobuumpoBaHHyto cpegy  HTF (Human Tubal Fluid — pactsop,
UMUTUPYIOWMNIN  cpeay BHYTPM MATOUYHbIX TPYO KeHLMHbI), pa3paboTaHHyto MaTpukom KBMHOM M Konneramwu
(Fertil Steril. 1984;41:202, 1985;44:493). MoanduumMpoBaHHasa cpefa OT/AMYAETCA HU3KOM KOHUeHTpauunen
docdatos, pobasneHnmem umtpata, IATA, HEKOTOPbLIX 3aMEHMMbIX aMUHOKUCIOT U TaypuHa, UCNOAb30BaHUEM
aNlaHUA-TIyTaMMHA B KayecTBe CTabW/IbHOrO WCTOYHMKA [YyTAMUHA M HaauMuMeM JlakTaTa Kanbuuma. [poaykT
coAaepKUT 10mMr/n aMMHOTIMKO3UAHOIO aHTUBMOTHMKA reHTamMuuMHa.

e pH cpeapl ponxkeH 6bITb B AnanasoHe 7,3x0,1.

Cocras cpeapbl:

e AnaHun - rNyTamuH e MarnHua cynbdat

e AcnaparvH e HaTpua 6ukapboHat
e AcnaparnHoBas KMc/noTa e Hatpwua MNupysat

e Bopa ctepunbHan e Hatpwua xnopug

e [eHTamuumH e Hatpwua uutpar

e [/AnuuH e [lponuH

e [nioKo3sa e CepuH

e  Kanusa pocoar e TaypwuH

e Kanua xnopug, e  deH0n0BbIN KpPACcHbIN
e  Kanbuma naktat e DATA

Mepbl npesoCcTOPOIKHOCTU:

He ucnonb3yiTte cpeay, ecnv B Helt 06HapPYKMBAOTCA YaCTULLbl, OHA MOMYTHE/IA UKW He OKpaLUeHa B PO30BbIN LBET.
OpHopaszoBoe ucnosb3oBaHue: B uenax npeaynpexaeHna KOHTaMMHAUMK cieayeT paboTaTb CO Cpeaoi B CTEPUbHBIX
YCNOBUAX W BbINIMBaTb OCTaTKM cpeabl U3 paakoHa namM NpobMpKM NOC/ e OKOHYAHUA Npoueaypbl.

Cpegbl ana BPT npegHasHayeHbl TONbKO A8 OAHOKPATHOrO MpMMeHeHUA. Pe3ynbTaTomM MOBTOPHOIO MCNOJ/1b30BaHUA
cpes MOXKeT cTaTb paboTa ¢ NPOCPOYEHHbIM NMPOLYKTOM U BbICOKMI PUCK BaKTepManbHOM KOHTAMUHALMM MaTepumana.
Mpn MCNONb30BaHUM MPOCPOYEHHBIX WMAM 3aParKEHHbIX Cpej, YCAOBWUA in Vitro MoryT OblTb 3HAUYUTENBHO XyXKe
HEeo6XoAUMbIX ANA HOPMaNnbHOTO OMNIOLOTBOPEHUA W PA3BUTUSA IMOPUOHOB, UYTO MOMKET MPUBECTM K HapyLUeHMUIo
pasBUTMA SMBPMOHOB, MX HECMOCOBHOCTU K UMNNAHTALMK U, KaK cneacteue, bespesynbTatHon nonbiTke SKO.
Buumanue: [poayKT cOLepHUT aHTMOMOTUMK reHTamuumH cynbdaT. [lepes npumeHeHnem Heobxoanmo
YAOCTOBEPUTLCSA, YTO MALMEHT HE CEHCMOBUAN3MPOBAH MO OTHOLLEHUIO K JaHHOMY Npenapary.



UHCTPYKUMA NO UICNONb30BAHUIO:

[na npoBeneHna onnoaoTBOPEHUA in Vitro peKoMeHA,0BaHO UCMONb30BaTb AaHHYIO cpeay.

Mepes ucnonb3oBaHnem HarpenTte cpeay o 37°C 1 ypaBHoBecbTe B atmocdepe, coaepkalen 5%C02.

Ona  KynbTMBMpOBaHWA 3mbpumoHoB ¢ 1 no 3 [AeHb peKkomeHayeTca ucnonb3osBatb Cpeay KsuHa
YCOBEPLUEHCTBOBAHHYIO A5 KYAbTUBMPOBaHUA ambpuoHos (Kat.Ne ART-1026/1027); ans KyAbTMBMPOBaHMSA C 3 NO
5 peHb pekomeHayeTca Cpega KBMHa ycOBepLUEHCTBOBAHHaA ANsA KynabTMBMpoBaHMA 6nactoumct (Kat.Ne ART-
1029).

K cpeae Heobxoanmo f06aBnTb 6€10K - AIbBYMUH CbIBOPOTOUHBIN Yesosedeckuin 100 mr/mn B pusnonornieckom
pacteope (Kat.Ne ART-3001/3003) nnu 3ameHnTeslb CbIBOPOTOYHOTO 6esiKa yCoBepLUIEeHCTBOBaHHbIN KBuHa (KaT.Ne
ART-3010/3011).

pH cpeapl Cpeaa KBMHa ycoBeplUeHCTBOBAHHOM ANA ONI0AOTBOPEHUA OOLMTOB AO/IKEH HAaxogomMTCs B npegenax
7,310,1.

Ons fOCTUNKEHUSA ONTUMAsbHbBIX MAPaMETPOB KyAbTUBMPOBAHMA, Mbl HacTOATENIbHO pPeKomMeHayem uamepsaTtb pH
KY/IbTYypPa/ibHOW cpefbl B KOHKPETHbIX pabounx ycnosuax Bawel nabopatopumn U peryamposatb yposeHb CO»
Takum obpasom, 4Tobbl pH Haxoamnca B npeaenax oNTMMaabHOrO A1A Pa3BUTUA IMBPUOHaA AManasoHa.

KoHTponb KauecTsa:

MPOAyKT MpOTECTMPOBAH Ha 3MOPUOTOKCMYHOCTb Ha OOHOKNETOYHbIX 3MBpMOHax Mbiwn (MEA), noKasaHo

dopmmposaHue 80% n 6onee 6aacToUMCT. YPOBEHb SHAOTOKCUHA cornacHo USP Kputepuam He npesblwaet <1 ME/mn.

[lnsa naHHOro NpoAyKTa no 3anpocy npegocTaBaserca ceptudukat aHanmsa.

CTabunbHOCTb U YC/IOBUA XPaHEHUA:

3aKpbITble YNAaKOBKKU cpeabl XpaHUTb Npu Temnepatype oT 2 go 8 °C.

He 3amopakuBartb.

He HarpeBsaTb Bbiwe 39°C.

OT1bupaitTe HeobxoaMMOe KOIMYECTBO NPOAYKTa B CTEPUIbHBIX YC/0BUAX.

3anpewaeTca BblIMBaTb OTOHPaHHYIO cpedy 06paTHO BO GNaKOH.

MPOAYKT coXpaHAeT CTabUAbHOCTb 4,0 UCTEYEHNA CPOKA FOLHOCTH, YKA3aHHOIO HA YNaKoBKe.

He ucnonb3yiiTe NpoayKT, €civ OH CTan HecuBeTHbIM, MYTHbIM WAW MMEEeT MPU3HaKM MUKPOOBMOIOrMYecKomn
KOHTaMWHaUUK.

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

MeamnuMHbl. 3a nocnefHel Bepcuelt Katanora, a Takxe 3a /itoboil npodeccmoHanbHon nHpopmaumnen obpalanTecs,

nomanyHCTa, K npeAcCTaBUTENO KOMNaHUN.

TenedoH cnyx6bl noaaepxku: 8 (812) 318-02-90



3HayeHue CMMBOOB:

KaT.Ne

Homep naptum

Mcnonb3oBath A0 (roa, mecsau, AeHb)
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He ncnonb3osatb NOBTOPHO
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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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