G-1™ and G-1™ PLUS are medical devices intended for use in assisted reproductive technology
(ART) for culture of embryos from the pronucleate stage to day 2 or day 3.

Thus, the patient target group is an adult population suffering from infertility, and G-1™ and G-1™
PLUS are not intended to treat a medical condition, but to support a treatment to have a baby.

G-1™ and G-1™ PLUS are not intended to be in contact with the patient, and there have been no
reports on adverse events or injuries associated with their use during the products’ life time.

Performance of G-1™ and G-1™ PLUS are well supported by data held by the manufacturer,
published scientific literature and clinical experience.

This data also confirm that G-1™ and G-1™ PLUS achieve their anticipated benefits in the target
group, namely to support embryo development by providing the best possible nutritional environment
according to current scientific knowledge.

Generating good quality cleavage-stage embryos improves the chances for good clinical outcome.

The risks associated with the use of the devices are acceptable, no further risks have been
recognized during the clinical evaluation of G-1™ and G-1™ PLUS and no new risks are expected.

The evidence to assess the benefit-risk ratio is considered to be of good quality, and in summary the
benefit-risk ratio for G-1™ and G-1™ PLUS, when used according to their Indications for Use, is at an
acceptable level.

*kk

G-1™ n G-1™ PLUS saBndawTca MeOUUMHCKAMW YCTPOWCTBaMM, MpeaHasHadeHHbIMU — Ons
ncnonb3oBaHus B cdpepe BCoMoraTenbHbIX penpoaykTMBHbIX TexHonormi (BPT) ansa BbipawmBaHnsg
3MOPUNOHOB HauMHas ¢ popPMMPOBaAHUS MPOHYKIEYCOB M 40 2 Unn 3 4HA pasBUTUS.

Tak, ueneBas rpynna nauMeHTOB — 3TO B3POCMIOE HacesfieHue, cTpagatwowee ot Oecnnogus, Ho
G-1™ n G-1™ PLUS He npegHasHayeHbl ONsl JleYeHUsi NaTONIONMYEeCKUMX COCTOSIHUMKW, a Aans
noaaepXXku MeponpuUATUA NOMoralLmMx cTaTb MaTepbHo.

G-1™ 1 G-1™ PLUS He KOHTaKTUpPYKT C MaLMEeHTOM, U He ObiNo 3aperncTpmpoBaHO Kakmx-rmbo
HeXXenaTernbHbIX SIBIEHUA WM Bpeda, CBSI3aHHbLIX C UX WCMOMb30BaHMEM Ha MPOTSXKEHUMU BCEro
XM3HEHHOTO LMKNa NpoayKuuu.

OddektnBHocte G-1™ 4y G-1™ PLUS nogTteepxgaeTcss  AaHHbIMKA — NMPOWM3BOAUTENS,
0ony6rIMKOBAHHON HAaYy4YHOWN NUTEPaTYPON N KITMHNYECKUM OMbITOM.

OTM p[aHHble Takke noareepxgawT, 4yto G-1™ u G-1™ PLUS pocturaloT ux oXugaemon
9hEKTUBHOCTM MNpPU NPUMEHEHUM B LENEBOW rpynne Ans nogaepXxaHust pocta 3mOpMOHa,
NpeaocTaBnasa Nyylwyld M3 BO3MOXHbLIX MUTATENbHYD Cpedy B COOTBETCTBUM C COBPEMEHHBLIMU
Hay4YHbIMWN 3HAHUSMMU.

Cosp,aHme Ka4eCTBEHHbIX 3M6pVIOHOB B CTaguu ,D,pOﬁJ'IGHI/IFI noBbllLaeT LwWaHCbl MNoJ1y4YeHnqa
NONOXNTEJTbHbIX KITMHNYECKUX pe3yJibTaToB.

Puckn, cBsidaHHble C MCMNOMb30BAaHMEM YCTPOWCTB, SIBASAIOTCSA NPUEMMEMbIMU, HA MPOTSKEHUU
KNUHMYecknx ncnbitainm G-1™ n G-1™ PLUS Hukaknx JONONHUTENbHbBIX ONAaCHOCTEN BbISBNEHO He
ObINo 1 HOBLIX PUCKOB HE OXKOAaeTcs.

[lokasaTenbcTBa, NpeaocTaBreHHbIe AN OLLEHKN COOTHOLLEHUS MeXOy CTEMNEHb pucka u nonb30Mn,
cunTalTcs 4obpoKayeCcTBEHHbIMU, U B UTOre KO3IUUMEHT pucka-nonb3abl gnd G-1™ n G-1™ PLUS,
npu NCNONb30BaHUN UX B COOTBETCTBUM C [lokaszaHMAMU K NPUMEHEHUIO, HAXOAUTCH Ha NpUEMIIEMOM
YPOBHE.



