IIpoTokoa
Hroros Tenaepa no 3akyny «MeIHIHHCKON TEXHHKH M MeAULHHCKHX H31eaui» Ha 2023 r.

KI'II na IIXB "AnmaTtuackunii o6.1actHoii [lentp no npoduiakruke u 6opsde co CITAI".

r.AJIMaTel «15» uronst 2023 rona

Haumenosanue 3akazunka: KI'TI va [IXB "Anmarunckuit o6nactHoit LleHTp mo npodunaktike u
6opsbe co CITHT"

Anpec 3aka3quka: r. Kazanckas 33

Jarta Hayana npuema 3asiBok: 24.05.2023 r.

JaTa okoH4aHus npuema 3asiBok: 10 11:00 gacos 14.06.2023 r.

Komuccus B cocraBe:

1. MacaJmMOB A b., n.0. mupexTopa, npeacesaTenh KOMUCCHHA—tr————
3 ABEYIOLIMH OTAEJIOM 3NuAeMHoIorudeckoro Haa3opa (Kommteane odunep) — wien

KOMHCCHE e
3. AGyoBa A. A , 3aBeJlyrolas 1abapaTopuu, WieH KOMUCCHHU/ w7

4. laynbaes N.A., 5KOHOMUCT - CEKpETapb Komuccum/ e

(OxcnepTHast KOMHCCHS HE ITPUBIICKANIACE).

[IpoBesia OLEHKY U CONOCTABICHUE TEHAEPHBIX 3asBOK IO CIIEAYIONIEMY 06BEMY 3aKyIIaeMBIX TOBAPOB M
CYMMBEI, BEIIEJIEHHOH I UX 3aKyIa [0 KaKIOMY HAHMEHOBAHHIO.
1. HammeHoBaHHe, KpaTKasi XapaKTePHCTHKA:

Ne Konuuecrtso, LleHa 3a O6wana cymma
Ea.u3m o6vem eauHuLy
nor HaumeHoBaHMe 3aKynaembix TOBapoB B TEHre
a B TEHre

1 Alere Pima CD4 (Cartridge Kit 100x) — 90000
KapTpuaxu Alere Pima CD4 ynakoBKa 15 13500000
0

(100wt/yn)

2 Alere Pima CD4 Test Bead standard —
KOHTPO/IbHbIE KAapPTPUAXKM C
$nyopecueHTHbIMK yNaKoBKa 2 85000 170000
MUKpOrpaHyfamu AN8 U3MepeHus
HOPMaNbHOro U HU3KOro yposHAa CD4

3 Kaptpugx FACSPresto us komnnekra
Cuctema nopTtaTuBHas
asTomartuyeckana BD FACSPresto ans
noacyeta CD4-numeoumTos n

KOHueHTpvau,um remornobuHa B —n 15 10516 15774345
Le/IbHOM KPOBM YenoBeKa C 23
NPUHAANEKHOCTAMMU U PACXOAHbIM
matepuanom (100 Tectos) +4 +31 C
(Becton, Dickinson and Company, BD
Biosciences CLLA )




WUroro:

29 444 345

(aBaguatb geeatb
MWIIMOHOB
YeTblpecTa COpoK
yeTbipe TbicAYU
TPUCTA COPOK NATb)

Texnuueckast cneuml)mcamm 3aKyllaeMbIX TOBapoB

Ne
oTa

HaumeHoBanue

XapakTepucTnka

En.n3sm

Koa-Bo

Cymma,

€Ha
1 TEHIe

Alere Pima CD4
(Cartridge Kit 100x) —
KapTpuaxu Alere
Pima CD4 (100wrt/yn)

Kaptpuaxu PimaTM CD4 (Cartridge Kit 100x) —
KapTpuaxu PimaTM CD4 (100 wrt/yn) —
aBTOMaTMYeCKMe MMMYHOIOTMYECKUE TECTI,
npefHasHayeHHble K UCMONb30BaHMIO C
dnyopecueHTHbIM aHanusatopom m-PIMA
analyzer, ona 6bICTPOro KONMYECTBEHHOTO
nsmepenusa invitro CD3+/CD4+ T-kneTok (T-
XennepoB) B KAMUANAPHOMN UM BEHO3HOMN LE/IbHOWM
KPOBMU.

MpuHuMn TecTa

KapTpuaxbl 0CHalleHbl yCTpOMCcTBOM A/1A 3abopa
25 pl obpasua U CoAepPIKUT Cyxue peareHTbl,
HeobxoauMble ANA BbINOAHEHMA TecTa. s
CHUXXEHMA PUCKOB KOHTOMMHALMM aHaAM3aTopa u
Apyrux o6pasuos, KapTpuaku AlerePimaCD4u
06pasLbl HUKOTAA HE KOHTAKTUPYET C KaKUMU-
nnbo yactamu aHanmsatopa m-PIMA analyzer.
Mocne BCTaBKM KapTpuAKa B aHaM3aTop CHavana
obpaseL, NepUCTaNbTUYECKUMM ABUKEHUAMM
TPaHCNOPTUPYETCA BHYTPU KapTpMUaXKa B
MHKYBaLMOHHBI OTCEK, rae B3aMMOAENCTBYET CO
cneunduUUecKMMU aHTUTENIAMMU, MEYEHHbIMU
ABymA GNyopecLEeHTHbIMU KpacuTenamm,
MCNYCKaloLWMMM CBET Pa3NINYHbIX A/IMH BOH
(kpacuTenbl u KpacuTens 2).

YnakosKka Kaptpuaxei PimaTM CD4 coaepxar:

yn
aK
oB
Ka

15

900

000 13500000

-



¢ 100 KapTpUAXKEN B UHAUBUAYANbHbIX
aNIOMUHEBbIX

ynakoBkax u3 ¢onbru

e 1 MHCTPYKUMIO-UAMOCTPUaLMio 3abopa obpasua
B KapTpuax PimaTM CD4

Alere Pima CD4 Test
Bead standard —
KOHTPO/IbHblE
KapTpUAXKM C

KOHTPO/IbHbIE KapTPUAXKH C GyopecLieHTHbIMU

yna

dnyopecueHTHbIMK MUKpPOrpaHynamu gna UsmepeHmna HopmaaibHoOro u KoB 2 805(;) 170000
MWKpOrpaHynamu gna | Huskoro yposHsa CD4 Ka
M3mepeHua
HOPMaIbHOro U
HU3Koro yposHa CD4
KapTpuax npefHasHauyeH Ana onpeaeseHuns u
noacuyeta abCcoNOTHOrO U OTHOCUTENBbHOTO (%)
copepskaHua CD4 —kneTok 1 remornobuHa c
MOMOLLLbIO MOPTATUBHOTO YCTPOMCTBA.
KapTpua)k CoaepKUT BbICYLUEHHbIE peareHTbl Ha
OCHOBE KOHBIOTMPOBAHHbIX C $/1lyOPOXPOMOM
MOHOK/IOHANIbHbIX aHTUTEN K MOBEPXHOCTHbLIM
Kaptpuax FACSPresto | ayryrenam AMMGOLMTOB U MOHOLMTOB:
U3 KOMMN/eKTa )
Cuctema nopTatBHAaA | - autuTena Kk CD4, KNOoH SK3 KOHbIOrMpoBaHHbIE C
aBToMaTtuyeckas BD dnyopoxpomom PE-Cy5,
FACSPresto gna
nogcuerta CD4- - aHTUTEena CD3, KNOH SK7 KOHbIOrMPOBaHHbIE C
Q;‘Q"tc:;”;oa;' dnyopoxpomom APC,
remgrnogn:a B - aHTuTena Kk CD45RA, knoH HI100 e 15
5 ’ KOB 15 162 15774345
e e KOHbIOTMpPOBaHHble ¢ dayopoxpomom APC, Ka 3

yenoBeKa C
NPUHAA/IEXHOCTAMM U
pacxoaHbIM
matepuanom (100
TectoB) +4 +31C
(Becton, Dickinson and
Company, BD
Biosciences CLUA )

- aHTUTena CD14 knoH M@P9 KOHbIOTMPOBAHHbIE C
dnyopoxpomom PE.

KapTpuax COAepKUT peareHTbl A1a UsMepeHus
obuwero remornobuHa npy nomoLyn metoaa
cnektpodoToMeTpum. KapTpraxu NoCTaBaAIOTCA B
KopobKe He meHee 100 W, KaxAbli KapTPUAXK
MHAMBKUAYANbHO ynakoBaH B Gosbry. Bmecre ¢
KapTpuAXKaMu NoCTaBAAOTCA O4HOPa30Bble
NAaCTUKOBbIE NMUNETKM No He meHee 100 wTykK.

KapTpuasku MMetoT TeMNepaTypHbIV pexunm
XxpaHeHua +4°C-+310C. KapTpuaxK npeaHasHayeH
ana paboTbl ¢ 06pas3LLamMy BEHO3HOW U




KanunnsapHOM KPOBM YesloBeka.

KapTpuasK CoaepuT maTepuan ANs KOHTPONs
KauecTBa B BUAE UMMOBUIN30BaHHbLIX aHTUTES.

KOHTPOb KauecTBa KapTpuasKa OCyLLeCTBAARTCA
aBTOMATMYECKM MPU KaXKA0M UCNONb30BaHUN
KapTpuasKa.

KapTpuax obecneunsaet pesynbraThl B
cneayowem ananasoHe IMHEMHOCTU: He MeHee
100 CD4 (50-4000 kneTok/mKn), AnanasoHe
abcontoTHOro cogepaHuna AMMGoOLUTOB He MeHee
100 (200-10 000 kneTok/mMKN) U AnanasoHe
remornobuHa He meHee 100 (2-20 r/an).

KapTtpuax obecneunsaet ctabunbHocTb 06pasua
[0 2 yacos nocne gobasneHus obpasua B
KapTpUOK.

KapTpugx obecneunBaeT fOCTOBEPHbIE
M3MEpPEeHUA B CAeyoWem aMana3oHe:
AbcontoTHoe cogeprkaHue CD4:

- He meHee 100 50-4000 KneTok/MKA,

- %CD4: 5-60 %, KoHueHTpauua Hb: He meHee 100
2,0-20 r/pn. :

Hroro:

29 444 345

(aBaguatb
OEeBATbL
MWIIMOHOB
yeTblpecTta
COpOK
yeTbipe
TbICAYM
TpUcTa
COPOK NATb)

2.TennepHylo 3asiBKy Ha y4acTHe B TeH/epe NPeJOCTaBHJIH CJIeAyIoLIye MOCTABIIUKHU:

Ne | HaumMeHOoBaHHE MOTEHUHAJbHbBIX BUH Hdarta u Bpemsi
NOCTABLIUKOB (MMH)/MHH/YHII | npeacraBJieHUus 3asiBKH (110
XPOHOJIOTHH)
1 TOO «JIOKAJI ®APM» 110840004886 12.06.2023 r. 14 yac. 22 MuH.




2 TOO «HII® «MenunsHa» 930140000809 12.06.2023r. 15 uac. 09 muH.
3. Haauuue JOKYMEHTOB, npeaocTaBJIeHHbIE Ha y4Jyactue B TeHaepe
NoTeHUHAJbHbIMH NnocraBIIMKaMH no KBaJ]PlCl)l/lKaHHOHHbIM TpGﬁOBaHl/lﬂM

OTpPa’KeHbI B MPOTOKOJIe BCKPBITHSI H orJjialuieHbl NP BCKPBITHH KOHBEPTOB, TAKIKeE
IpH BCEX MPHUCYTCTBYIOIIHX Y4YaCTHUKOB TEHAEpPaA H TeHIlepHOPI KOMHCCHH, 0 YEM
HMEIOTCSl COOTBETCTBYHOIIHE 3allHCH B «)Kypnane perucrpauyuu l'lpeJ.ICTaBl/lTeJ'[el/l

[OTeHIHAJbHBIX MOCTABIIMKOB, MPUCYTCTBYIOIUMX INPH BCKPBITHH TEHAEPHBIX
3asIBOK).
JokymMeHT
Jokyment | Tabauua ueH | MOATBEPKAAIO JlokymMeHT
bl NOTEHIHATBH LM Hudopman | moaTBep:KAAIOLI
Ne | HaumMeHOBAHH | NMOATBEPK oro nJjarexecnocod usi Hii paspelienne
n/ |e Jalonue NOCTABIINKA HOCTb, 00 nepevHst HA
n NOTEeHUHAJbHO | MPaBOCIOC OTCYTCTBHH He00pocoBe | OCYIIECTBJICHHE
ro 00HOCTDH HAJIOrOBOH CTHBIX npeanpHHAMAT
MOCTABIIHKA (s 3a40JKEeHHOCT | MOTEeHUHAJIb eJIbCKOH
I0P.JTHII) H, OTCYTCTBHH HBIX IesiTeIbHOCTH
rpaKaanc 3a10/UKEHHOCT | MOCTABUIHKO | (u3. H H0p.JaHua
Kasi u no OIIB, B
Jeecnoco OIIB, CO,
OHOCTDB oCcMC
(nns
¢du3.ann)
. TO((.I)) ngl?AI:An B Hanuuuu B nanuuuu cripasKa oT He coctout B nanuuuu
31.05.2023r
2 ;rl\(zgx ;:Jilli B Hanuuuu B Hanuuuu cripaBKka oT He cocrout B Hanuunu
31.05.2023r.

4, ITocTaBIIUMKH I

e10CTABHJIM TEHJAEPHYI0 3asBKY € eHOBbIMHU NpPeAJI0KEHUAMH:

ST

HaumenoBanue 3akynaempix  [Exaunu | Koa-Bo,
Ne n/n  [HanMeHOBaHUE[TOBAapoOB a oobem [I[lena 3a O6was
UIOTOB [[MOCTaBIIHUKA n3Mepe eINHUILLY cymMma
HUS
1 jgoT
TOO «JIOKAJI Alere Pima CD4 (Cartridge Kit 100x) — |ynaKkosk
13500000
DAPM» kapTpuaxu Alere Pima CD4 (100wt/yn) a L 38000 =
2 JoT Alere Pima CD4 Test Bead standard —
KOHTPO/IbHbIE KapTpUAXH C
;i?,&{fOKAH bNyopecLeHTHbIMU MUKPOTrpaHynamu yna:osu 2 85000 170000
[ANA N3MEPEHUA HOPMa/IbHOTO U
Hu3Koro yposHa CD4
3 g0t [TOO «HIID KapTpuask FACSPresto M3 KOMnaekTa | YNaKoBk 15 1051623 15774345
/ 5




«MenuwiH) Cuctema nopTatuBHas a
aBTOMaTu4yeckaa BD FACSPresto gna
nopgcyeta CD4-numdounTos u
KOHUEeHTpauum remornobuHa B
Lie/IbHOM KPOBM YeN0BEKaA C
NPUHAANEXHOCTAMU U PAacXO4HbIM
MaTtepuanom (100 Tectos) +4 +31 C
(Becton, Dickinson and Company, BD
Biosciences CLUA )

S. OTK/I0HEeHHBIX 3a5IBOK Ha Y4acTHe B KOHKypce (KOJH4eCTBO 3asiBOK) He ObLI0.
6. Caenyromue 3asiBKH Ha y4acTHe B KOHKypce GbLIH A0MyIIeHbl (KOJIHYeCTBO 3asiBOK):
No HaumeHoBaHMe  MNOTEHLHAJbHOIO BUH (MUH)/ UMH/YHII

MOoCTaBIIMKA
1 TOO «JIOKAJTI ®APM» 110840004886
2 TOO «HIT® «Meannsua» 930140000809

7.AA3MeHeHHUsl ¥ I0NOJHEHHUs] B TEHAEPHYIO 3asiBKY He BHOCHJIUCD.
8.3anpockl 0 pa3bsiCHEHHU TEHAEPHOI JOKYMEHTALMH He MOCTYMaJIH.
PemeHue TeHAePHOI KOMHCCHU:

Komuccusi, paccMoTpeB npeacTaB/eHHbIe TEHAePHbIE 3asIBKH pPelInJa:
- Ha ocHoBanuu nyHkta 72, rnaBsl 8 [loctanoBnenus IIpaBurensctBa PK Ne375 B cuimy momaum
TOJIBKO OJJHOH 3asBKH, 3aKyIl clloco6oM TeHaepa mo jgotam Ne 1, 2, 3 npu3HaTh HECOCTOSBIINMCS U

OCYIICCTBUTD 3aKYIT U3 OMHOI'O HCTOYHHKA C ITOAaBIINM JaHHYIO 3asBKY:
TOO «JIOKAJI ®APM», BUH 110840004886, no notam Ne 1, 2;
TOO «HIT® «Meaumnay, BUH 930140000809, o oty Ne 3.

- B TeueHme nATM KaleHJApHBIX AHEH CO AHS HOJBEJCHUS UTOrOB TEHJIEpa HAIpPaBUTh
IOANMKCAaHHEIM TOrOBOP MMOTEHIUAIBHOMY ITOCTAaBUIUKY TOO «JIOKAJI ®PAPM», BUH 110840004886;
- B Teuenue mATH KaJeHAApHBIX IHEH cO [MHSA MOJBENCHUS WTOrOB TEHJEpa HAaIlpaBUTh
IOIKMCAHHEIN JOrOBOP MOTEHIHAIBHOMY IOCTABILUKY TOO «HII® «Memumaua», BUH 930140000809.

Komuccus B cocrase:

1. MacannmoB A.b., H.0. AUPEKTOpa, IpeaceaTeNb KOMUCCUH /| SSeo——""
2. U6panmos-J aBeIyIOLIUI OTAENIOM 3MUAeMUoJIorHIeckoro Haazopa (Kommieanc oduuep) — wieH

o ? p
3. AGyoBa ATAC, 3aBenyromas 1abapaTopuu, WICH KW/ ng” :

4. Nlaynbaes U.A., 3KOHOMWUCT - CEKpeTapb Komuccuu/ .




