MauuneHT:

3akas: Koa naumeHTa: Hara perucrtpauum:

Data poxpeHus: Bospacr: Mon:

nny: Kop Nnny:

BepemMeHHOCTb (yKa3aHO Bpayom/nauMeHTOM Npu 3akase): HdeHb MeHCTpyanbHOro uukKna:

NNABOPATOPHbLIE NICCNEOOBAHUA

LLUTpuxkonA: BH.Ne: Matepuan: 3amopoXeHHasi Mova
(cyTodHas)

CyTouHbI Anype3 (06bEM CYyTOYHOW MOUM), MIT:
HaumeHoBaHMe ropmoHarnbHbIX NpenapaTos:
MapameTtp Pesynbrar PechepeHCHbIe 3HaYeHUs1 EA. nam.

KomMmnnekcHoe onpeaeneHue metabonuToB acTporeHa u nporectepoHa B CyTO4YHOW Mmoye meTtoaamu BIXKX-MC u MNX-MC (10
rnapaMeTpoB, pacyeT COOTHOLIEHU)

AcTporeHbl

OcTtpagumon (E2) 2.010 0.000-45.000 MKr/cyT
3cTpoH (E1) 3.120 0.900-46.000 MKr/cyT
Octpuon (E3) 1.830 0.000-130.000 MKr/cyT
MporecTareHbl

MperHaHamon 492.990 0.000-6140.000 MKr/cyT
| ba3a metabonuama: 2-OH nyTb

2-rngpoKkenacTpoH (2-OHE1) 8.40 0.200-30.100 MKr/cyT
2-rmgpokcunactpagmon (2-OHE2) 2.310 A 0.030-2.200 MKr/cyT
| dha3a meTrabonuama: 4-OH nyTb

4-rnppokcuacTpoH (4-OHE1) 1.470 0.050-2.630 MKr/cyT
| hba3a metabonuama: 16-OH nyTb

16a-rmapokcnacTpoH (16a-OHE1) 0.570 0.200-7.800 MKr/cyT
Il haza meta6onuama: KOMT nyTb

2-MeTOoKCMacTpoH (2-OMeE1) 1.350 0.300-9.000 MKr/cyT
4-MeTOKCUaCTpoH (4-OMeE1) 0.05000 He onpepeneHo MKr/cyT
PaccuutbiBaemble KO3 PMLIMEHTDI

(2-OHE1+2-OHEZ2) / 16a-OHE1 18.790 A 1.600-7.700

(22—1\n(§|:oé<%m3CTp0H (2-OMeE1) / 2-ruapokcnacTpoH 0.160 ¥ 0.200-0.650

?4—|_Vloe|‘l-'|0EKf)VI3CTpOH (4-OMeE1) / 4-rnapokcmacTpoH 0.1 He onpenenero

2-rnppoKcuacTpoH (2-OHE1) / 2-MeToKCnacTpoH

Pl ( ) P 6.22 A 0.660-3.340

?4—E(M),D'{/[I):II;CEII;IGCTpOH (4-OHE1) / 4-MeTOKCMIACTPOH 9.80 He onpenenero

KomMMeHTapui k pesynbsraTty uccrnegoBaHus:

PegbepeHcHble 3HavyeHus1 16a-2udpokcuscmpoHa 8 cymo4Hol mode (16a-OHET) (mke/cym):
* [llomeuHosas ¢a3a 1.8-7.8, nocmmeHonay3a 0.2-3.0.

PegbepeHcHble 3HauyeHus1 2-eudpokcuacmpaduon (2-OHE?2) (mke/cym):

« JllomeuHosas ¢pasa 0.45-2.20, nocmmeHonay3a 0.03-0.54.

PegbepeHcHbIe 3Ha4yeHus1 2-2u0pOoKCU3CMPOHa 8 cymo4yHol moye (2-OHE1) (mka/cym):

« llomeuHosas ¢pasa 3.2-30.1, nocmmeHonay3a 0.2-5.2.

Pesynbmam nabopamopHoeo uccrnedosaHus He sisnsaemcs OuagHO30M.
Takmuka obcriedosaHusi, Ne4YeHuUs nayueHma, uHmeprnpemauus pesyibmamos nabopamopHbix uccredosaHuli onpedensemcs nevyauum epaqom.

KauecTtso nccneposanuii obecneyeHo cepTUdULMPOBaHHON CUCTEMON MEHEAXKMEHTA Ka4ecTBa, COOTBETCTBYOLLEN TPeboBaHNAM MEXAYHAPOAHBIX CTaHAapTOB:
FOCT P UCO 9001-2015 (ceptudukar coorserctems POCC RU.13CK03.01050, pgevicteuteneH go 30.05.2028 r.)

1SO 9001:2015 (cepTudpumkar cooreetcTams Ne RU.QM075.00402, pevicteuteneH ao 30.05.2028 r.)

FOCT P UCO 15189-2015 (ISO 15189:2012) (ceptucbmkar Ne POCC RU.32101.04>K3A1.246, penctemteneH Ao 19.08.2027 r.)

FOCT 33044-2014 / OECD Guide 1:1998 (ceptudmkat Ne POCC RU.32101.04XK3A1.247, pencteuteneH Ao 19.08.2027 r.)

WUTOrOBbIA PE3YJILTAT

[laTta roToBHOCTU pesynbraTa:
[ata neyatv pesynsrara: Pesynkrar Bbigan:

noanucs



MauuneHT:

3akas: Kop nauueHTa: Hata peructpauum:

Oarta poxneHus: Bospacrt: Mon:

nny: Kopg NNY:

BepemeHHOCTb (yKa3aHO Bpavyom/naLuMeHTOM Npu 3akase): HeHb MeHCTpyanbHOro uukKna:

JIABOPATOPHbLIE NICCNEOOBAHUA

LUTpuxkon: BH.Ne: Matepuan: 3amopoxeHHas mo4va
(cyTodHas)

CyTouYHbIN Aanype3 (06BLEM CyTOYHOM MOYM), MIT:
HaumeHoBaHMe ropmoHarnbHbIX NpenapaTos:

MapameTtp Pesynbrar PechepeHCHbIe 3HaYeHUs EA. nam.
KomMMeHTapui k pesynbsraTty uccrnegoBaHus:
PeghepeHcHbIe 3Ha4YeHus1 2-MemoKCcU3CMPOHa 8 cymoyHol move (2-OMeE1) (mke/cym):
* llomeuHosas ¢pasa 1.0-9.0, nocmmeHonay3a 0.3-3.6.
PeghepeHcHbIe 3HayeHus1 4-eudpoKcU3CmMpPoHa 8 cymoyHol move (4-OHE1) (mka/cym):
* JllomeuHosas ¢hasa 0.35-2.63, nocmmeHomnay3a 0.05 - 1.0.
PegbepeHCHble 3Ha4yeHUs npeasHaHOuUoa 8 Cymo4HoU Move (MKka/cym):
» QonnukynsapHas ¢gasa 0-2500, nromeuHosas ¢pasa 1450-6140, nocmmeHonay3a 200-1000.
PecpepeHcHsle 3HaueHus scmpaduoria 8 cymo4Hol Mode (MKa/cym):
» QonnukynspHas ¢asa 1.0 -23.0, osynsimopHas ¢asa 4.0 - 45.0, ntomeuHosas ¢pasa 2.0 - 7.8, meHonay3a 0 - 3.5.
PecpepeHcHble 3Ha4YeHUs Mo CyMMapHOMY MoKasamerno U3 KoOHUeHmpayuti scmpoHa, scmpaduoria u scmpuona (Mke/cym):
» QonnukynspHas ¢asa 7.0-110, osynamopHas ¢pasza 38-221, nromeuHosas ¢pasa 14.7-61.9, nocmmeHonay3a 1.0-17.0.
PecbepeHcHble 3HayeHuUs1 acmpuosia 8 Cymo4yHol Mode (MKe/cym):
» QonnukynsapHas ¢asa 3.0 - 48.0, osynsimopHas ¢gasa 20 - 130, momeuHosas ¢asa 7.0 - 29.7, meHornay3a 0 — 7.
PecbepeHCHbIe 3Ha4YeHUs1 3cmpoHa 8 Cymo4YyHoU Mo4ye (MKe/cym):
» QonnukynsapHas ¢asa 2.0 - 39.0, osynsimopHas ¢pasa 11 - 46, nromeuHosas ¢pasa 4.7 - 27.6, meHonay3a 0.9 - 6.5.

Pesynbmam nabopamopHoeo uccrnedosaHusi He sisnsiemcs OuagHO30M.
Takmuka obcrnedosaHusi, ne4eHuUs nayueHma, uHmepnpemauusi pesyrbmamoe nabopamopHbix uccnedosaHuli onpedensemcs nevyauum epaqom.

KauectBo nccneposaHuii obecnedyeHo cepTuULMpoBaHHOM CUCTEMON MEHEAXKMEHTa Ka4eCTBa, COOTBETCTBYIOLLEN TPeBOBaHNAM MEXAYHAPOAHBIX CTaHAaPTOB:
FOCT P UCO 9001-2015 (ceptucukat coorsetctems POCC RU.13CK03.01050, gevicteuteneH go 30.05.2028 r.)

1SO 9001:2015 (ceptudbmkar coorsetctemst Ne RU.QM075.00402, gencremteneH ao 30.05.2028 r.)

FOCT P MUCO 15189-2015 (ISO 15189:2012) (ceptudcpukat Ne POCC RU.32101.04>K3A1.246, fenctauteneH fo 19.08.2027 r)

FOCT 33044-2014 / OECD Guide 1:1998 (ceptudomkatr Ne POCC RU.32101.04XK3A1.247, pevicteuteneH go 19.08.2027 r.)

WUTOrOBbIA PE3YJILTAT

[aTta roToBHOCTW pesynesraTa:
[ata neyaTtn pesynesrarta: Pesynkrar Bblgan:

noanuch



