28.

ABTOMATHYECKHIA UXJIA AHAJIU3ATOP (1)

Mogenb (MoJIHOE M TOUHOE HA3BAHHUE):

IpoussoanTe b (I0JIHOE H TOYHOE HA3BAHHE):

CTpaHa npouCXOKIEHMSI:

I'on npousBoacTBa ToBapoB He paHee 2022 r.

Ha3zHauyenwue:

IIpereHneHT HOMKEH NPeOCTaBUTh, KaK HEOThEMIIEMYIO YacTh
NPEIUIO’KEHHST KaTaJIoTH, TIacopTa Ha 000pyAOBaHUE U APYTYIO
TEXHUYECKYIO JOKYMEHTALUIO JUIS [IOATBEPKIE€HHsI COOTBETCTBUS
3as1BJICHHBIX XapaKTEPUCTHK.

O0mue XapaKTepuCTHKH:

TupongHas nanesnb

Tupeorponssiii ropmon (TSH)

Tupoxcus (T4)

TputionTuponus (T3)

FT4

Coboansiii T3 (fT3) - (FT3)

Antutena k TT1O (Anti-TPO)

AnTHTena k Tupeornodynuny (Anti-TG) - (TGA)

Tect nornomenust TupeonaHbx ropMoHoB (T-Uptake)

TupeounncsspiBarommii rnodynuH (TBG)

TTI" (3 mokosneHue)

TG (Tupeornodyux)

PenpoaykTuBHAs NaHEIb

FSH (@CT)

JlrotenHusupyromuii ropmos (LH)

HCG/B- HCG

Prolactin (PRL)

Estradiol (E2)

Progesterone (PRG)

Tecrocrepon (TEST)

Jerunposnuannpocrepon cyiabbhar (DHEA-S)

I'1oOynuH, cBs3bIBarOIM N0J0BbIe ropMOHBI (SHBG)

Onkomapkepsl

AFP (Prenatal Screening)

CEA

IIpocrar-cnenmduyecknii antured (PSA)

Csoboanblii mpocrar-cnieundudeckuii antured (f-PSA) nnm
(clICA)

OV-monitor (CA 125)

BR-monitor (CA 15.3)

BR-monitor (CA 19.9)

Metaboau3m

Insulin

Cortisol

25 OH-Vitamin D

Vitamin B12 (VB12)

Kapanonanennb

Kpeatnnkunaza MB (CK-MB)

Troponin I

Myoglobin (MB)




NT-proBNP

Nupexunonnas navesb

HBsAg

Anti-HBs

Anti-HBc

Anti-HBc¢ O6uii

Anti-HBc IgM

TORCH

Toxo IgG

ToxolgM

Rubella IgG

Rubella IgM

CMV IgG

CMV IgM

JInarHocTuka aHeMHuH

DepputuH (Ferritin)

donuensas KuciIoTa

JlekapcTBeHHbII MOHUTOPUHT

Takponumyc

Luknocnopux

Juroxkcus

TexHn4ecKne u IKCIUITYATALIHOHHBLIC BO3MO’KHOCTH:

Meton (bepMeHTaTUBHO-YCUIICHHOH XEMUJIFOMUHECLIEHITUH
(monyckaercs He (PEpMEHTHBI € IJIUTENBbHON CTa0WIBHOCTBHIO
PEareHToB);

ABTOMaTHYECKas TIOATOTOBKA MPOOBI, pa3BeleHUE W U3MEPEHHE
pPe3yJbTaTa,

PaboTa n3 nepBUUHBIX MPOOHPOK. JleTeKTHPOBaHHE CTYCTKA,

OnHoBpeMeHHasi 3arpy3ka — He MeHee 65 mpod MaIlUeHTOB.
Bo3moxkHOCTE  nO3arpy3kw  OOpaslioB B TPOLECCe  Cepur
HUCCJICTOBAHUIT,

[TpousBoauTenpHOCTh He MeHee - 100 TecTos/4ac;

Bo3MOXXHOCTD OZHOBpEMEHHas! 3arpy3ka Ha OOpT 40 25-X THIOB
peareHToB, BO3MOXHOCTb J03arpy3Kd M 3aMeHbl pPeareHTOB
MPOU3BOJILHO O€3 IpephIBaHus Mmpolecca o0padoTku npod;

TeMmneparypHblii KOHTPOJIb PEAreHTOB. bJOK  OXJaKIeHUs
peareHToB, ¢ TemmepaTypoii oxnaxaenus no +4°C, mospomser
XPAHUTb PEareHThI B MPHOOPE;

PedprxeparopHas 06J1aCTh ¢ HE3aBUCHMBIM UCTOYHUKOM MUTAHMSI,

HHupopmanst o xapakTepuCTHKaX HAOOPOB C peareHTaMy BBOAUTCS
B IAMSITh TPUOOpPA MyTEM CUUTHIBAHMSI IITPUX-KOJA,

B03MOXHOCTB HCITONTB30BAHMUS PEAKLIHOHHBIX MPOOUPOK B KAUECTBE
pobupoK st 0Opa3oB Npu paboTe ¢ MATBIMU O0bEMaMH,

Hanuune kanmubpaTopos B coctae HAOOPOB.

AHAJIUTHYECKHE U (PYHKIIHOHAJIbHbIE BO3MOKHOCTH
onpenessieMbIX APAMETPOB.

AHauTHYeCKasl YYBCTBUTEIBHOCTD (BBIOOPOUHAS):

- TTT tpertbeii reneparuu — He Xyxe 0,005 - 100 nlU/mL;
- IICA Tpertneii rerepaunu — He xyxke 0,008 - 100 ng/ml.
CTaduabHOCTH peareHToB Ha 00pTy He MmeHee 30 nHei

B03MO:KHOCTH IPOrPaAMMHOTO 00ecriedeHHs :




Ynpaenenne npudOOpPOM BO3MOXKHO Kak C KJIaBUATYpbl, Tak U
MIPUKOCHOBEHUEM K 3KPaHy MOHHUTOPA,

Jdnsa Bcex mpoOd MOXKHO NPOCMOTPETH BpEMsl O TOJIYYEHUS
pe3ysbTaTta: He Oosiee 28 MUHYT

[Monkmoyennuss k  pasmmuHbiM  cersiM: LIS  (;maboparopras
uH(pOpMaLIMOHHAs CUCTEMA), COOTBETCTBYIOIIUM MEKIYHAPOIHBIM
crangaptaMm ASTM E1394 ASTM E1381; LAS (maboparopHas
ABTOMATH3UPOBAHHAS CHCTEMA);

VYnaneHHass cepBUCHasi NHArHOCTHMKA. BO3MOXKHOCTR mocTyma K
npubOpy ¢ MOMOIIBIO MOJIeMa U TeJie)OHHOM JIMHUH.

KoHnTtpoab kauecTBa:

[IporpaMma KOHTPOJISI KauecTBa OTOOpaKaeT NaHHBIE B BHIIE
rpadukos Jlepu-/)xeHHUHTCA;

B0O3MOXXHOCTD aBTOMAaTH4ECKOH OLIEHKH PEe3yJIbTATOB KOHTPOJIS
Ka4eCcTBa C UCTIONb30BaHueM mpasui Westgard.

BHemHuii KoHTposIb KavecTBa (yKasaTb HAaUMEHOBAHHE
MEXKIYHApOIHO TMPHU3HAHHON pedepeHCcHOH Mporpammsl, IO
KOTOPOH NMPOW3BOAMJIICS] BHEIIHUN KOHTPOJIb KAYE€CTBA):

Kommiektanusi HAGOPOB peareHToB:

ITomumo crapToBOoro HaOopa peareHToB IloCTaBIUK HOJKEH
o0ecrieunTh MUHHUMAaJbHBI HabOp peareHToB 1iisi  paboTh
obopynoBanusi o MPOGUITIO JIe4eOHOTO YUPEKACHHS TPOSKTHOTO
MecTa.

Kowmmekt o6opynosanust auist ocHameHnst PCHIIMIIHTII nomxen
BKJIOUYATH CJIEAYIOIIMN EPEYEHb TECTOB!

Tupeorponsstii ropmon (TSH) - 200 TecTos

Tupoxcus (T4) - 200 TecToB

TputionTuponus (T3) - 200 TecToB

FT4- 200 TtecToB

Csoboannriii T3 (fT3) = (FT3) - 200 TecToB

AnTrrena k TTIO (Anti-TPO) - 200 tecToB

AnTrrena k Tupeornodynuny (Anti-TG) = (TGA) - 200 tecToB

FSH (®CT') - 200 tecToB

Jlrorennusupyromuii ropmos (LH) - 200 TectoB

HCG/B- HCG- 200 TecToB

Prolactin (PRL) - 200 TecTos

Estradiol (E2) - 200 TecToB

Progesterone (PRG) - 200 TecTos

Tecroctepon (TEST) - 200 TecToB

25 OH-Vitamin D - 200 tectos

HAVADb-IgG - 200 TectoB

HAVAb-IgM - 200 TecTos

HBsAg - 200 tectos

Anti-HCV - 200 tecToB

HCV Ag - 200 TecToB

HIV Ag/Ab Combo - 200 tecToB

Tacrolimus - 500 TecToB

ITocraBumwk (rpu HEOOXOIUMOCTH) NOJDKEH YKOMILIEKTOBATh
obopynoBanue (¢ y4éToM crielnuKu npeaaraeMoil MOJEH)
BCEMH HEOOXOIMMBIMU ACTAJSIMH, Y3JIaMU, MaTepHaIaMu
(cTOMMOCTh KOTOPBIX JOJDKHA OBITh BKIIFOYEHA B KOHKYPCHOE




MpeUIoKEHUE) st COOPKU, MOHTAXKa M CAa4U B HKCILIYaTaIUIO HA
pabodem MecTe.

[MocraBumk (mpu HEOOXOOMMOCTH) MIOJUKEH YKOMIUIEKTOBATH
obopynoBanue (¢ y4éroM crenupuKkd MpeasaraeéMoil MoJenu)
BCEMH HEOOXOIMMBIMHU 3aMaCHBIMU YaCTSIMU (CTOMMOCTb KOTOPBIX
IOJDKHA OBITh BKIIFOYEHA B KOHKYPCHOE MPEINJIOKEHHE) IS €ro
MOJTHOLICHHOH 3KCIUTyaTallid B TE€YEHHE TapaHTHHHOTO MEPHUO.a.
[TepeueHp TakMX 3amacHBIX YacTeH MOJKEH ObITb MPENCTaBIIEH B
KOHKYPCHOM TPEIOKEHUH.

CTaHgapThbl Ka4ecTBA 1 6€301MACHOCTH:

ISO 13485:

CE wnu FDA:

Komuu ceptudukaroB kauecTBa u 0€30MACHOCTU JOJKHBI OBITH
MPEICTABICHB B KOHKYPCHOM MPENJIOKEHUN U 3aBEPEHBI MEUaThIO
yYaCTHUKA TOPTOB.

JOKyMeHTaHs:

HHCTpyKIMs 1O SKCIUTyaTalMy HA PYCCKOM SI3BIKE.

HHCTpyKUHs O TEXHUYECKOMY OOCTYKMBAHUIO Ha PYCCKOM WJIH
AHTJIUUCKOM SI3BIKE.

V4acTHHK TOProB OJOJDKEH NPEACTABUTE OAHY KOIMWMIO MHCTPYKLIUHU
IO SKCIJIyaTalilii B KOHKYPCHOM MPEAJIOKCHUN.

I'apaHTHiiHBIC YCJI0BHSA:

I"apaHTHIHBIN CPOK CO [HS CAAYU B SKCILTYAaTALUIO:

B TeueHne rapaHTHITHOTO NMepUOAa MOCTABIIMK JOJIKEH
obecreunThb MpHUe3 ] CeNUaTNCTa K MECTY SKCIUTyaTalluu
obopynoBaHus He TIO3IHEE S-TH paboYnX JHEH ¢ MOMEHTa
MOJyYEHHs] MUCbMEHHOTO YBEAOMIIEHUS OT YIIOJHOMOUYEHHOMN
croponbl (Munsnpas PY3 wiu areHT 1o 3aKynke Wi KOHEUHbIH
TIOJIb30BATEJIb).

MomnTax:

Ob6opynoBanne AOIKHO OBITH CMOHTHPOBAHO, TPOTECTHPOBAHO U
CIIaHO B HKCILTYaTALUI0 IIOCTABIIMKOM HAa KAXIOM paboueM MecTe

O0yueHue MeTHIIHHCKOrO MEePCOHAJIA:

OO6yueHne TOHKHO ObITh HA PYCCKOM SI3BIKE.

ITocTaBmKK TOJKEH OPTaHU30BaTh HA paboueM MecTe oOydeHue
MEAWIIMHCKOTO MepcoHaa (0 5 4eJIOBEK).

OO6yueHune TOHKHO BKIIFOYATh TEOPETHUECKUH U PAKTUIECKUN
KypC, OXBaThIBAIOLIUI BCe HEOOXOIUMBIE BOMIPOCHI SKCILTyaTaL[IH
o0opynoBaHusL.

O0y4eHne TEXHHYECKOT0 MEPCOHAIA:

OO6yueHne TOHKHO ObITh HA PYCCKOM SI3BIKE.

[TocTaBmKK TOJKEH OPraHU30BaTh oOyueHue 1 WHKeHepa Ha
pabodem MecTe.

OOGyuenune TOHKHO 00ECTIeUNTD TOTyUYeHHE TEOPETUIECKIX
3HAHHI U MPAKTUYECKUX HABBIKOB, HEOOXOJIMMBIX JJIsi
TEXHUUYECKOro 00CTyKUBaHMsl 000PYIOBAHUS U BKJIIOYATH!

OO0y HHCTPYKLHMIO MO TEXHUKE 0€30MaCHOCTH.

OO01yr0 MHCTPYKITUIO TIO SKCITyaTaIli 00OPYIOBAHUSI.

Omnncanne OCHOBHBIX MPUHIMIIOB pabOThl 000OPYIOBAHUS, €r0
KOHCTPYKLIMH, YCTAHOBKH M ITyCKOHAJIAIOYHBIX paboT.




3HaHus 00 OOIMMX U CHIEIUANBHBIX MMPABUIIAX MPOPUIAKTHUECKOTO
oOcy KUBaHUS, 3aMEHbBI 3aIMACHBIX YacTel, a TAKKe TONCKA U
yCTPAHEHUS HEeTIOJIAI0K/TIOJIOMOK.

Perucrpanus;

[Ipennaraemas MOAeNb TOJDKHA OBITH 3apErUCTPUPOBAHA B MOMEHT
noctasku B [ YII «I'ocynapcTeenHsiii LIeHTp sSxkcnepTussl u
CTaHAAPTU3ALUHU JEKAPCTBEHHBIX CPEACTB, U3AEIUI
MEIUILIMHCKOrO HA3HAYEHUS 1 MEIUIIMHCKON TexHuku» M3 PY3
(ecnn moyieskuT peructparun o kogy TH BOJT)

48.

HIxadsbi aas I[P koMHATBI B KOMILIEKTBI

HIxad muxpoduonoruyeckoi 6esomacHoctu CLASS II TIP B
Kanacc II tun B2: 1 mryk

Monenb (IOJTHOE ¥ TOYHOE HAa3BaHUE):

IIpousBoauTesb (OJHOE U TOYHOE HA3BAHHE):

CTtpaHa MPOUCXOXKIICHHSI:

I'on npoussoacTea ToOBapoB He paHee 2022 r

OO0mme XxapakTepUCTHKH:

Bricora ot nona 1o paboueii moBepxHOCTH HE MeHee 850 MM

CpenHsisi CKOPOCTb BO3YILIHOIO MOTOKA, BXOASIIETO B OOKC 4epe3
pabounii mpoem, M/c He meHee 0,45

CpenHsisi CKOPOCTb HUCXOAIIEr0 BO3MYIIHOTO ITOTOKA B paboueit
kamepe, M/c He meree 0,25/ 0,50

Iputounsri punetp: H14 HEPA crenens ouncTky BO3ayxa OT
B3BELIEHHBIX YacTULl pazMepoM 0,3 MkM He MeHee 99,995%

BexsonHo#t ¢punetp: H14 HEPA crenens ouncTky BO3ayxa OT
B3BELIEHHBIX YacTULl pazMepoM 0,3 MkM He MeHee 99,995%

DUILTp NpeaBapuTenbHOM ouncTku: G4

Kunace uncrorsl Bo3ayxa B pabodeti kamepe: ISO 5 — Class 100

YpoBeHb 3ByKOBOTO fasieHust, 1b(A) He Oonee 65

I P-60kc: 1 mTyK

Mopenb (IOJTHOE U TOYHOE Ha3BaHUE):

IIpousBoauTesb (OJHOE U TOYHOE HA3BAHHE):

CTtpaHa MPOUCXOXKIICHHSI:

I'on npoussoacTea ToOBapoB He panee 2022 r

OO0mme XxapakTepUCTHKH:

AnTtnOakrepuanbHasi pabodass cpema BHyTpu OOkKca  TOf
Bo3aelicTBUeM Y@-00nydyeHHss Ha BHYTPEHHEE IPOCTPAHCTBO H
NOBEPXHOCTU OOoKca, ounctka Bo3nyxa HEPA ¢unbrpom

D¢ dexruHocTe HEPA dunbrpa 99,999% npu 0,3 MM

Bcrpoennbie pozetkn: He MeHee | (onmmoHHoe 2)

Nmeer dpayopecueHTHas namma, Y® namma

Hmeer mtatvp/Bemmanka ajisi 03aTOPOB

Y noGHast ¥ MOHATHAS TAHENb YIIPABJICHUSI

BokoBble maHesny U3 noymkapooHarTa

ITocraBumk (mpu HEOOXOAMMOCTH) MOJUKEH YKOMIUIEKTOBATH
obopynoBanue (¢ y4éroMm crneuupuku mnpenyiaraeMoil MOMEIH)
BCEMH HEOOXOOUMBIMU  [EeTaIsMH, Yy3JIaMH, MaTepHajaMu
(CTOMMOCTH KOTOPBIX JOJKHA OBITh BKJIIOYEHAa B KOHKYPCHOE
npenokeHue) 1 COOPKHU, MOHTaXKa U CAa4YM B SKCIUTYaTalHIo Ha
pabodem Mecrte.




ITocraBumk (mpu HEOOXOAMMOCTH) MOJUKEH YKOMIUIEKTOBATH
obopynoBanue (¢ y4éroMm crneuupuku mnpenyiaraeMoil MOMEIH)
BCEMH HEOOXOIMMbBIMH 3aIIACHBIMH YaCTSAMH (CTOMMOCTh KOTOPBIX
IOJUKHA OBITH BKIIOUEHA B KOHKYPCHOE MPENJIOKEHHE) IUISl €ro
MOJTHOLICHHOH 3KCIUTyaTallid B TEYEHHUE TapaHTUHHOrO MEpHofa.
IlepeueHp TakMX 3aMacCHBIX YaCTEeH JOJDKEH ObITh MPEICTABICH B
KOHKYPCHOM TPEIOKEHUH.

CTaHgapThbl Ka4ecTBA 1 6€301MACHOCTH:

ISO 13485:

CE:

Komuu ceprudukatoB kadecTtBa U 0OE30MACHOCTH JOJIKHBI OBITH
MPEICTABICHBI B KOHKYPCHOM MPEIJIOKEHUH U 3aBEPEHBI TIEUATHIO
yYaCTHUKA TOPTOB.

JOKymMeHTauus:

HHCTpyKIMs 1O SKCIUTyaTalMy HA PYCCKOM SI3BIKE.

HHCTpyKUHs MO TEXHUYECKOMY OOCITYKUBAHUIO HA PYCCKOM HJTH
AHTJIUUCKOM SI3BIKE.

V4acTHHK TOProB AOJIKCH NPECACTABUTHL OAHY KOO MHCTPYKLUHA
IO SKCIJIyaTalilii B KOHKYPCHOM MPEAJIOKCHUN.

I'apaHTHiiHBIC YCJI0BHSA:

["apaHTHIHBIN CPOK CO [HS CAAYH B SKCILTyaTaluio: 24 Mecsana

B TeueHwe rapaHTUHHOrO MEPUOAAa MOCTABLUUMK AOJIKEH
obecrieunTh TMpHUE3[ CHENHATUCTa K MECTy OSKCIUTyaTaluu
obopynoBaHusT HE TMO3AHEEe S5-TH pabo4ynMxX JHEH ¢ MOMEHTa
MOJYYEHHUs] MUCbMEHHOTIO YBEAOMJIEHUS OT YIIOJHOMOYEHHOMH
croponbl (Mun3npaB PY3 win areHT 1o 3aKkyrnke Ui KOHEUHBIH
TIOJIb30BATEJIb).

MomnTax:

Ob6opynoBanne TOJKHO ObITh CMOHTUPOBAHO, MMPOTECTHPOBAHO U
CIIaHO B HKCIUTYaTAlNIO TTOCTABIIUKOM Ha KaXI0M paboueM MecTe

O0yueHue MeTHIIHHCKOrO MEePCOHAJIA:

OO6yueHne TOHKHO ObITh HA PYCCKOM SI3BIKE.

IMocTaBmMK AOKEH OpraHU30BaTh Ha paboueM MecTe oOydueHue
MEAWIIMHCKOTO MepcoHaa (0 5 4eJIOBEK).

OOyueHne NOKHO BKIHOYATh TEOPETUYECKUH M MPAKTUYECKHN
KypC, OXBaThIBAIOIINH BCE HEOOXOIUMBIEC BOIPOCHI SKCILTyaTalluu
o0opynoBaHusL.

O0y4eHne TEXHHYECKOT0 MEPCOHAIA:

OO6yueHune TOHKHO ObITh HA PYCCKOM SI3BIKE.

IMocTaBmmMk moMKeH OpraHu3oBaTh OOydeHwe | WH)KEHepa Ha
pabodem MecTe.

OOyuenne nNOWKHO 00ECMEeUnTh TMOJYYEHHE TEOPETHYECKHX
3HAHUH ¥  TMPAKTUYECKUX HABBIKOB, HEOOXOAMMBIX  JJIsI
TEXHUUYECKOro 00CTyKUBaHMsl 000PYIOBAHUS U BKJIIOYATH!

OO0y HHCTPYKLHMIO MO TEXHUKE 0€30MaCHOCTH.

OO01yr0 MHCTPYKITUIO TIO SKCITyaTaIli 00OPYIOBAHUSI.

Onucanne OCHOBHBIX MPHHLMIOB pPabOThI OOOPYyAOBaHUS, €ro
KOHCTPYKLIMH, YCTAHOBKH M ITyCKOHAJIAI0YHBIX paboT.

3Hanus 00 00INX U CIIeUATBHBIX MPABUIIAX MPOPUIAKTHIECKOTO
oOCcny KUBaHUS, 3aMEHBbI 3allaCHBIX YacTeW, a TaKXKe TOUCKA W
yCTPAHEHUS HEeTIOJIAI0K/TIOJIOMOK.




Perncrpanus:

[Ipennaraemas MOAENb AOJKHA OBITH 3aPETUCTPUPOBAHA B MOMEHT
nocraBku B I'YII «l'ocynapctBeHHbIll LleHTp SkcnepTussl u
CTaHAApTHU3ALUU JIEKaPCTBEHHBIX CPEncTs, U3enui
MENUIIMHCKOTO Ha3HAUeHUs U MEOUIMHCKON TexHukm» M3 PVY3
(ecan momeskuT peructparuu o kogy TH BOJT)

26.

ABTOMATHYECKHUU BHOXUMHUYECKUHN
AHAJIN3ATOP (1)

Mopeab (noJiHOe H TOYHOE HA3BAHHE):

IIpoussoanTensn (MoJHOE M TOUHOE HA3BAHME):

CTpaHa NpoUCX0KACHHS:

I'on npousBoacTBa ToBapoB He paHee 2022 r.

Ha3zHauyenwue:

IIpereHneHT HOMKEH NPeOCTaBUTh, KaK HEOThEMIIEMYIO YacTh
NPEIUIO’KEHHST KaTaJIoTH, TIacopTa Ha 000pyAOBaHUE U APYTYIO
TEXHUYECKYIO JOKYMEHTALUIO JUIS [IOATBEPKIE€HHsI COOTBETCTBUS
3as1BJICHHBIX XapaKTEPUCTHK.

O0uue XapaKTepuCTHKM:

HpOBeHeHI/Ie TCCTOB Ha OCHOBE TCXHOJIOI'NH ((CYXOﬁ XUMHID)

[IpuHUMTIEI N3MEPEHUS - TOTEHIIMOMETPHYUECKUH (TIPsSMOit
HMOHOCEJIEKTHBHBIH 3JIEKTPO), KOJIOPUMETPHUECKUA,
UMMYHOMETPUYECKUI!

IIpoussonurenpbHOCTE HE MeHee: 240 TeCTOB B Hac

KomudecTBo 00pasnos Ha 6opty He MeHee: 40

Tumbr 06pa3oB - CHIBOPOTKA, IJIa3Ma, MO4a, CTUHHOMO3TOBast
SKUJKOCTB!

MakcumanbHbIi 00beM oOpasia He Oonee: 15 Mxi

[IporpammHoOe obecrieueHne Ha PyCCKOM SI3bIKE JUIsl TPOBENECHUS
PacYETOB M MOCTPOSHHSI KATHOPOBOUHBIX KPHUBBIX:

BCTpOGHHaﬂ CHUCTEMA KOHTPOJISA Ka4€CTBaA.

OTtcnexuBaHue HAJTUYIUST CTYCTKOB, MMY3bIPEKOB U HCAOCTATOYHOI'O
KOJIMYECTBA 00pasna:

DJIeKTpONUTAHNE:

220 B+ 10 %, 50/60 I'n:

CerteBoii kabenb, pa3béM eBPOCTAHIAPT:

Uctounnk OecriepeOotHOT0O MUTaHMs ¢ MOAIEP)KaHHEM pabOThI
He MeHee 15-20 MuHyT:

KOMHJ’[CKTle]J.II/Ie, 3aNACHBIC YACTH, PACXOAHBIC MATCPHAJIBI

O0wuit Genok: 3000 TecToB

AJIT: 3000 TecToB

ACT: 3000 tecToB

bummpyOuna (npsimoii u o6mmuii): 3000 TecTos

Mouesuna: 3000 TecToB

AnpOymuH: 2000 TecToB

Kpeatnnun: 3000 TecTos

I'moxo3a: 500 TecToB

JlakTtat:; 500 TecToB

Mouesas xkucaora: 500 TecToB

Tpurnuuepunst: 500 TecTos

OO6umit xonecrepuH: S00 TecToB

Ilenounas docdaraza: 1000 TecToB




Awmunaza: 3000 TectoB

Kamnuii: 200 tecToB

Harpuii: 200 TecToB

Ammuak: 500 TecToB

Kaneuuii: 500 TecTtos

Maruuii: 500 TectoB

Dochop: 500 TecTos

Xnop: 500 TecTtoB

Kemneso: 500 tectoB

[TocTaBuMK TOMKEH 0O0ECTIEYNTh MOCTABKY COOTBETCTBYIOIIETO
KOJINYECTBA KOHTPOJIBHBIX CBIBOPOTOK (KPOBb, TIA3Ma),
MIPOMBIBOUYHBIX PACTBOPOB (IIPH HEOOXOAUMOCTH) U
KaJTMOPOBOUHBIX HAOOPOB, a TAKKE WHBIX PACXOIHBIX
MaTepHaioB, CTOMMOCTb KOTOPBIX JJOJKHA ObITh BKIIOYEHA B
KOHKYPCHO€ MPEJIOKEeHNE. Y YaCTHUK TOProB JOJDKEH BKIIFOUUTh
B KOHKYPCHO€ MPEIJIOKEHNE MePEeUeHb JAHHBIX PACX OTHBIX
MaTepHaJioB C YKa3aHUEM HaMMEHOBAHUS, KOJIMUECTBA U
CTOMMOCTH 33 €AMHULLY.

K MOMeHTy mocTaBkM Ha TAMOKEHHYIO TeppuTopHio PecriyOnmku
V30eKuCTaH CPOK FOMHOCTH PACXONHBIX MaTEPHANIOB (C
OrpaHUYEHHBIM CPOKOM T'OTHOCTH) OJIKEH ObITh HEe MeHee 80 %
OT YCTaHOBJICHHOTO.

ITocraBumwk (rpu HEOOXOIUMOCTH) NOJDKEH YKOMILIEKTOBATh
obopynoBanue (¢ y4éToM crielu Ky mpeaiaraeMoi MOJIEIIH )
BCEMHU HEOOXOIUMbBIMH AETASIMH, Y3JIaMH, MaTepHaJaMu
(CTOMMOCTB KOTOPBIX JOJKHA ObITh BKJIIOUEHA B KOHKYPCHO®
NpEeaNIO’KEeHNe) 11t COOPKH, MOHTaXa U CHAYH B HKCIUTYaTaLHIO
Ha pabouem MecTe.

ITocraBumwk (rpu HEOOXOIUMOCTH) NOJDKEH YKOMILIEKTOBATh
obopynoBanue (¢ yuéToM criennuKU MpeaiaraeMoi MOJIEIH)
BCEMH HEOOXOIUMbBIMH 3aMIACHBIMHU YaCTSAMH (CTOMMOCTb KOTOPBIX
IOJDKHA OBITh BKITFOYEHA B KOHKYPCHOE MPEIJIOKEHHUE) ISl €70
MIOJTHOLICHHOH HKCIUTyaTallii B TE€YEHUE TapaHTHIHOTO MEepPHOAa.
ITepeueHp TakuX 3aMacHBIX YacTEH MOJIKEH OBITh MPEICTABIIEH B
KOHKYPCHOM INPEIUIOKEHHH.

CraHaaptbl KauecTBa H 0€30MACHOCTH:

ISO 13485:

CE umu FDA:

Komuu ceprudrkaToB kauecTBa 1 0€30MaCHOCTH TOJIKHBI OBbITh
MPEICTABICHBI B KOHKYPCHOM MPEIJIOKEHUH 1 3aBEPEHBI
MEYaThI0 YYaCTHUKA TOPTOB.

JOKymMeHTauus:

HHcTpyKIMs N0 SKCIUTyaTaluy HA PYCCKOM SI3BIKE.

HHCTpyKUHs MO TEXHUYECKOMY OOCITy KHBAHUIO Ha PYCCKOM WJTH
AHTJIUUCKOM SI3BIKE.

V4acTHHK TOProB AOJIKCH NPCACTABUTDL OJAHY KOIMUIO MHCTPYKIHUN
IO SKCIJIyaTalilii B KOHKYPCHOM MPEAJIOKCHUN.

I'apaHTHiiHBIC YCJI0BHSA:

I"apaHTHIHBIN CPOK CO [HS CAAYU B SKCILTYAaTALUIO:

B TeueHne rapaHTHITHOTO NMepUOAa MOCTABIIMK JOJIKEH
obecreunTh MpHUe3 ] CIeUaINCTa K MECTY SKCIUTyaTalluu




000pynOBaHUs HE MO3/AHEe 3-X pabovnX THEH ¢ MOMEHTa
MOJyYEHHs] MUCbMEHHOTO YBEAOMIIEHUS OT YIIOJHOMOUYEHHOMN
croponbl (Munsnpas PY3 wiu areHT 1o 3aKynke Wi KOHEUHbIH
TIOJIb30BATEJIb).

MomnTax:

OO0opynoBaHHe TOKHO ObITb CMOHTHPOBAHO, POTECTUPOBAHO U
CIAHO B HKCIUTYaTALMIO TOCTABIIMKOM Ha Ka)IoM pabouem MecTe
(cm. Tabmuny pacnpenenenus 000pyIOBAHUS MO MPOSKTHBIM
O00BEKTaM).

O0y4eHne METHIMHCKOTO MEPCOHAJIA:

OO6yueHune TOHKHO ObITh HA PYCCKOM SI3BIKE.

ITocTaBmKK TOJKEH OPTaHU30BaTh HA paboueM MecTe oOydeHue
MEAWIIMHCKOTO NMepcoHaia (10 5 4eyloBeK).

OOGyuenne TOHKHO BKJIFOYATh TEOPETHYECKHUH U MPAKTHUECKUH
KypC, OXBaThIBAIOLIUI BCe HEOOXONMBIE BOMIPOCHI HKCILTyaTaL[IH
o0opynoBaHusL.

O0y4eHne TEXHHYECKOT0 MEePCOHAJIA;

OO6yueHune TOHKHO ObITh HA PYCCKOM SI3BIKE.

[TocTaBmKK TOJKEH OPraHU30BaTh oOyueHue 1 WHKeHepa Ha
pabodem Mecrte.

OO6yuenue 1OHKHO 00€CTeUNTD MOTyUYeHHE TEOPETUIECKIX
3HAHHI U MPAKTUYECKUX HABBIKOB, HEOOXOJIMMBIX JJIsi
TEXHHUYECKOro 00CyKuBaHHsl 000PYIOBaHUS U BKJIKOYATH!

OO0y HHCTPYKLHUIO MO TEXHHUKE 0€30MaCHOCTH.

OO01yI0 HHCTPYKIUIO TIO SKCITYaTAIIH O0OPYIOBAHUSI.

Omnncanne OCHOBHBIX MPHUHIUIIOB padoThl 000PYIOBAHMS, €T0
KOHCTPYKLIMH, YCTAHOBKH M ITyCKOHAJIAI0YHBIX paboT.

3HaHus 00 OOIMIMX U CHIEIUATBHBIX MPABUIIAX
npOoUIAKTUIECKOTO 00CTYKUBAHUS, 3aMEHBI 3aIMaCHBIX YacTel, a
TAKKE IMOVCKA U YCTPAHEHHsI HEMOJIa 10K/ TIOJIOMOK.

Perucrpanus:

IIpennaraemast Mozeb OMKHA ObITh 3apETUCTPHPOBAHA B
MoMeHT noctaskd B I'VII «l'ocynapcreennsiii LienTp
SKCHEPTU3bI U CTAHAPTU3ALNH JIEKAPCTBEHHBIX CPEACTB,
U3JeIUH MEAUIIMHCKOTO Ha3HAUEHUs] 1 MEIULMHCKON TEXHUKN
M3 PY3 (ecan momnexxut peructpanun o kogy TH BOJT)

27.

ABTOMATHYECKHI TeMaTOJIOTHYeCKHH AHAJIN3ATOP
(kosmyecTBO-11IT)

Mopeab (noJiHOe H TOYHOE HA3BAHHE):

IIpoussoanTensn (MoJHOE M TOUHOE HA3BAHME):

CTpaHa npouCXOKIEHMSI:

I'on npousBoacTBa ToBapoB He paHee 2022 r.

Ha3zHauyenwue:

[IperenneHT AOMKEH MPEIOCTABUTD, KAK HEOTHEMIIEMYIO YacTh
NPEJIOKEHHSI KaTaJIOTH, TacropTa Ha 00OPYAOBAaHUE U APYTYIO
TEXHUYECKYIO JOKyMEHTALIUIO JJISl TIOATBEPKAECHUS COOTBETCTBUS
3a51BJICHHBIX XaPaKTEPUCTHK.

O0mmne xapakTepuCcTHKHU:

IIpon3BoaNUTENBLHOCTE HE MeHee: 60 aHAJIU30B B Hac

KonnuecTBO OMHOBPEMEHHO ONpeaesseMbIX NTapaMeTPOB HE
MeHee: 23




HN3mepsiembie napameTpbi:

Opurpouuts! (RBC):

Jleiikorutel (WBC):

Tpombouuter (PLT):

I'emornobun (HGB):

I'ematokput (HCT):

OTtHoleHne 061>eMa SPUTPOLUTOB K UX YHUCJIY B OIIPECACICHHOM
obwveme kpou (MCV):

Cpennee conepskanue remornoduna B spurpounte (MCH):

Komudectso remornioduna (8 r) B 100 M spurpoumros (MCHC):

Pacnipenenenre s3puTPOLUTOB MO pa3MepaM — aHU3OLHUTO3
sputporutos (RDW):

Pacnpenenenue TpoMOOLIMTOB MO pa3zMepaM — aHU3OLIUTO3
tpombormtos (PDW):

Cpennnii 06bem TpombouuTos (MPV):

Tpombokput (PCT):

Jlmmdorurer (LYM):

Jlumbonmtsr % (LYM %):

Cpennue kyerku (MID):

Cpennune kyietku % (MID %):

I'panynorutsl (GRA):

I'panynonutst % (GRA %):

I'mcTtorpamMmmsi:

Pacnpenenenue nefikoruros nmo ooremy (WBC Histogram):

Pacnpenenenue spurporutos o oovsemy (RBC Histogram):

Pacnpenenenune TpombonuTos no oowsemy (PLT Histogram):

Bo3MOKHOCTD pabOTHI € IETBHOH KPOBBIO:

Tun mpobs! (CTaHOAPTHBIN pekuM): desoBek (OOLIHiT), My KUHHA,
JKEHIIIMHA, TOJPOCTOK, peOCHOK, MITaJICHEI

BcrpoeHHasi MHOrOoypoBHeBasi CICTeMa KOHTPOJISI KauecTBa!

XpaHeHue pe3ynbTaToB KOHTPOJIS KA4eCTBA HE MeHee 4eM 3a 30
IHEH:

[IpocMoTp pe3yIbTaTOB KOHTPOJIS KayecTBa B rpaduyuecKoi u
TabIMuHOM (hOpMe Ha AWCILIEE C BHIBOIOM HA ME€YATh:

ABTOMaTHUECKast KaTMOPOBKA!

O06bem npoobI:

Jlns uenpHOM KpoBu He Oojee: 10 Mk

C npenBapuTENbHBIM pa3BeieHneM He Oosee: 20 MK

BCTpOGHHaﬂ CUCTEMaA MMOACKA30K U CUTHAJIMU3allUN HpI/I C60$IX u
OLIMOKAX:

Coo0rienns mpu U3MEHEHUSIX U OTKJIOHSHHSIX TIOKa3aTeNel oT
HOPM H crcteMa (iaros:

BBOI[ 1 BBIBOJ ITOJIHBIX HAHHBIX O ITALIUCHTE:

BrICOKOKOHTpACTHBIN CeHCOpPHBIH (touch screen) aucruteti ¢
MOACBETKOM:

CuurniBaTenb LITPUX-KOOA.

BcTpoeHHBIN UK BHEIIHUN TPUHTEP:

Buemass CTaHOapTHasA KjlaBUaTypa AJisd BBOAd JAHHBIX!

Wnrepdetic casizu - RS 232:

O6bem namsaTu He MeHee 250 000 aHaIM30B, BKIIIOYAs
TUCTOTPAMMBI.




DJIeKTPONHTAHHE:

220 B+ 10 %, 50/60 I'ii:

CerteBoii kabenb, pa3béM eBpOCTAHIAPT:

Uctounnk OecriepeOotHOT0O MUTaHMs ¢ MOAIEP)KaHHEM pabOThI
He MeHee 15-20 MuHyT!

KOMHJ’[CKTle]J.II/Ie, 3anacCHbI¢ YACTH, PACXOAHbIC MATCPHAJIbI:

PearenThl 1 pacxoaHble MaTepHabl AJs IPOBEACHUS HE MEHEE
3000 TecTOB MO KaXXAOMY HapameTpy. YUYaCTHUK TOProB AOJLKEH
MPEICTABUTH B KOHKYPCHOM MPEIJIOKEHUN TOAPOOHBIN TIepevYeHb
PEAreHTOB U PACXOAHBIX MATEPHAJIOB.

bymara ny1s npunrepa: 10 pysnoHos

[TocTaBuMK TOMKEH 0O0ECTIEYNTh MOCTABKY COOTBETCTBYIOIIETO
KOJINYECTBA KOHTPOJIBHBIX CBIBOPOTOK (KPOBb, TIA3Ma),
MIPOMBIBOUYHBIX PACTBOPOB (IIPH HEOOXOAUMOCTH) U
KaJTMOPOBOUHBIX HAOOPOB, a TAKKE WHBIX PACXOIHBIX
MaTepHaioB, CTOMMOCTb KOTOPBIX JOJKHA ObITh BKIIFOUEHA B
KOHKYPCHO€ MPEJIOKEeHNE. Y YaCTHUK TOProB JOJDKEH BKIIFOUUTh
B KOHKYPCHO€ MPEIJIOKEHNE MePEeUeHb JAHHBIX PACX OTHBIX
MaTepHaJioB C YKa3aHUEM HaMMEHOBAHUS, KOJIMUECTBA U
CTOMMOCTH 33 €AMHULLY.

K MOMeHTy mocTaBkM Ha TAMOXKEHHYIO TeppuTopHio PecryOnuku
V30eKuCTaH CPOK FOAHOCTH PACXOMHBIX MaTEPHUANIOB (C
OrpaHUYEHHBIM CPOKOM T'OTHOCTH) OJIKEH ObITh HEe MeHee 80 %
OT YCTaHOBJICHHOTO;

ITocraBumwk (rpu HEOOXOIUMOCTH) NOJDKEH YKOMILIEKTOBATh
obopynoBanue (¢ y4éToM crielnuKu npeaaraeMoil MOJEH)
BCEMHU HEOOXOIUMbBIMH AETASIMH, Y3JIaMH, MaTepHaJaMu
(CTOMMOCTB KOTOPBIX JOJKHA ObITh BKJIIOUEHA B KOHKYPCHO®
NpeJIO’KEeHNe) 11t COOPKU, MOHTaXKa U CAAYH B HKCIUTYaTALIUIO
Ha pabouem MecTe.

ITocraBumwk (rpu HEOOXOIUMOCTH) NOJDKEH YKOMILIEKTOBATh
obopynoBanue (¢ y4éToM crielnuKu npeaaraeMoil MOJEH)
BCEMH HEOOXOIUMbBIMH 3aMIACHBIMHU YaCTSAMH (CTOMMOCTb KOTOPBIX
IOJDKHA OBITh BKITFOYEHA B KOHKYPCHOE MPEIJIOKEHHUE) ISl €70
MIOJTHOLICHHOH SKCIUTyaTalliy B TEYEHNE TapaHTHIHOTO MePHoAa.
ITepeueHp TaknX 3aMacHBIX YacTEH TOJKEH OBITh MPEICTABIIEH B
KOHKYPCHOM INPEIUIOKEHHH.

CraHaaptbl KauecTBa H 0€30MACHOCTH:

ISO 13485:

CE uwmu FDA:

Komuu ceprudrkaToB kauecTBa 1 0€30MaCHOCTH TOJIKHBI OBbITh
MPEICTABICHBI B KOHKYPCHOM MPEIJIOKEHUH 1 3aBEPEHBI
MEYaThI0 YYaCTHUKA TOPTOB.

JOKymMeHTauus:

HHcTpyKIMs N0 SKCIUTyaTaluy HA PYCCKOM SI3BIKE.

HHCTpyKUHs MO TEXHUYECKOMY OOCITy KHBAHUIO Ha PYCCKOM WJTH
AHTJIUUCKOM SI3BIKE.

V4acTHHK TOProB AOJIKCH NPCACTABUTHL OAHY KOIMHUIO MHCTPYKIHUN
IO SKCIJIyaTallui B KOHKYPCHOM MPEAJIOKCHUN.

I'apanTHiiHbBIC YCJI0BHSA:

["apaHTHIHBIN CPOK CO [HS CAAYH B SKCILTyaTaluio: 24 Mecsana




B Tedenue rapaHTUHHOIO NEPUOAA MOCTABLIUK JOJIKEH
00ecreunTh MpHe3]| CIEeMUANTNCTA K MECTy SKCIUTyaTalluu
000pynOBaHUs HE MO3/AHEe 3-X pabovnX THEH ¢ MOMEHTa
MOJIy4€HUs] TUCbMEHHOIO YBEIOMIICHHSI OT YIIOJHOMOUYEHHON
croponbl (Munsnpas PY3 wiu areHT 1o 3aKynke Wi KOHEUHbIH
TIOJIb30BATEJIb).

MomnTax:

OO0opynoBaHHe TOKHO ObITb CMOHTHPOBAHO, POTECTUPOBAHO U
CIAHO B HKCIUTYaTALMIO TOCTABIIMKOM Ha Ka)IoM pabouem MecTe
(cm. Tabmuny pacnpenenenus 000pyIOBAHUS MO MPOSKTHBIM
O00BEKTaM).

O0y4enne MeTHIMHCKOTO MEPCOHAJIA:

OO6yueHune TOHKHO ObITh HA PYCCKOM SI3BIKE.

ITocTaBmKK TOJKEH OPTaHU30BaTh HA paboueM MecTe oOydeHue
MEAWIIMHCKOTO NMepcoHaia (10 5 4eyloBeK).

OOGyuenne TOHKHO BKJIFOYATh TEOPETHYECKHUH U MPAKTHUECKUH
KypC, OXBaThIBAIOLIUI BCe HEOOXOIUMBIE BOMIPOCHI SKCILTyaTaL[IH
00opynOBaHUsI.

O0y4eHne TEXHHYECKOT0 MEPCOHAIA:

OO6yueHune TOHKHO ObITh HA PYCCKOM SI3BIKE.

[TocTaBmKK TOKEH OPraHU30BaTh oOyueHue |1 WHKeHepa Ha
pabodem Mecrte.

OO6yuenue 1OHKHO 00€CTeUNTD MOTyUYeHHE TEOPETUIECKIX
3HAHHI U MPAKTUYECKUX HABBIKOB, HEOOXOJIMMBIX JJIsi
TEXHHUYECKOro 00CyKuBaHHsl 000PYIOBaHUS U BKJIKOYATH!

OO0y HHCTPYKLHUIO MO TEXHHUKE 0€30MaCHOCTH.

OO01yI0 HHCTPYKIUIO TIO SKCITYaTAIIH O0OPYIOBAHUSI.

Omnncanne OCHOBHBIX MPHUHIUIIOB padoThl 000PYIOBAHMS, €T0
KOHCTPYKLIMH, YCTAHOBKH M ITyCKOHAJIAI0YHBIX paboT.

3HaHus 00 OOIMIMX U CHIEIUATBHBIX MPABUIIAX
npOoUIAKTUIECKOTO 00CTYKUBAHUS, 3aMEHBI 3aIMaCHBIX YacTel, a
TAKJKe TMIOMCKA U YCTPAHEHHsI HEMOJIaJOK/TIOJIOMOK.

Perucrpanus:

IIpennaraemast Mozeb NOMKHA OBITH 3aPETUCTPHPOBAHA B
MoMeHT noctaskd B I'VII «l'ocynapcreennsiii LienTp
SKCHEPTU3bI U CTAHAPTU3ALNH JIEKAPCTBEHHBIX CPEACTB,
U3JeIUH MEAUIIMHCKOTO Ha3HAUEHUs] 1 MEIULMHCKON TEXHUKN
M3 PY3 (ecan momnexxut peructpanun o kogy TH BOJT)




