IIporoxon uroros

I/ITOI‘OB TeH)Iepa no 3alcyny «MeauUMHCKONH TeXHUKH W METHIIHHCKHX M3eJuiD» Ha 2024 r.

KITI Ha HXB "A.nmaTmlcmm obaactHoi LlenTp mo npoduiakTuke u 6opnde co (G117 0] AN

rAmvaer 0 (il «23y ampens 2024 roma

HaunmenoBanue 3akazynka: KI'TI va ITXB "Anmaruackuit 061acTHOM LleHTp WO MpoduIaKTUKe U
Gopsbe co CITHI"

AJlpec 3aKa3umKa: r‘.‘?KazaH:CKan 33
MaTta Havaa npuema 3asiBok: 26.03.2024 r.
Jdata okoHuanus ‘n‘pneMa 3asgBOK: 10 11:00 wacos 17.04.2024 r.

Komuccus B coctase:

1. XKaxarosa I".A. 3amecTuTesb IMPEKTOPa IO KOHTPOIIO KAYeCTBA METAIINHCKHX YCIIYT, IpeACenaTeb
Komucens | < J2LA-

2. Aceiibekos KK, Kommeanc oduIIep — 3aMECTHTEND TIpe loe1aTes /

3. Kepumos A.E. Bpaq 71adOPaTOPHH - HWIEH KOMHCCHHI/ J

4. Epnenos H.A., MeHe/:[;Kep no roc APCTBEHHBIM 3aKyIIKaM —

cekpeTaph KOMHCCHH/ / L e

(SKcnepTHaﬂ KOMI/ICCI/IS[ HE I‘pr/IBJ'IeKaJ'IaCB)

IIpoBera onenKy ¥ COMOCTABNIEHNE TEHNEPHBIX 3aSBOK IO CTIEyIOIEeMy 00beMy 3aKyIIaeMbIX TOBAPOB H

CYMMBI, BEIIETIEHHOM JUTSl HX 3aKyIIa 10 KayKIOMY HaHMEHOBAHHIO.

1. HammenoBaHmMe, KpaTKast XapaKTepHCTHKA:

PN i Konuuectso, LleHa 3a O6was cymma
| Ea.usm obbem eAvHULY

nor HaumeHoBaHMe 3aKynaembix ToBapoB B TEHre

a 4 ; B TEHre

1 TecT-cucTeMa UOA 171s1 BBISBICHHS

- aHTUTEN K BI/Iq 1 uBUY-2 B cyxon Karuie
kpoBH (CKK), OIHO3TAIHBIH BapHaHT 192
onpeneneHuit JJOH

Habop . 3 85000 255000

2 | Tect —cucrema UDA 115 BHISBICHHS
‘I/IMMYHOFIIO6}’JII/IHOB G u M K Bupycy
rematura C B cyxoit Karure kposu (CKK), Habop 3 85000 255 000
‘IIByX‘BTaHHHI/I BapHaHT, 192 onpeneneHui
I[SH‘

31 TeCT —CHCTeMa I/ICDA JUIS BBISABJIEHIS

I/l'MMyHOI‘JIOGyIII/IHOB GuMk Habop 3 85000 255000

CprKTyprIM(COI'e) 1 HECTPYKTYPHEIM (NS)
Oenkam Bprca renatuta C B CyXoif Karute




KPOBH YeJIOBEKA, ABYXITANHbIH BapHaHT, 96
ompenesienuit IOH

4 Ha6op 'pe;iféﬂrplsf{ ISt OOHApY KeHHs
JHK chlamidia spp. B riasme kposu Habop 5
(KaquTBeH}mIfI Metox), 110TecToB

85000

425 000

5 HaGop pearentos m1s 06Hapyxenus
AHK' Bupyca npoctoro repreca 1 u 2
THIIOB B ILIa3Me KPOBHU (Ka4eCTBEHHbII
Meton), 110tectos’

Habop 5

85000

425 000

6 HaGop pearenTos s 06HapyxeHus
HHK  Mycoplasma (kagecTBeHHbIH Habop 5
meron), 110 tecros

85000

425 000

7 Boigenenus JIHK u3 kIMHMGecKoro

mateprarta «[THK-cop6-AM» 100 g 5

85000

425 000

8 HIV Combo BHY s Habope (100 TecToB) Habop 700

135000

94 500 000

9 Tecr-cucrema nmmyHobepmeHTHAs
A1 OTIpeIe/IEHHS aHTHTE K

Treponema pallidum, B CBIBOPOTKE HaGop 2
WJIH TITa3Me KPOBH He/IOBeKa B
KopoOke Ha 480 oripenesenuii

348975

697 950

Utoro:

97 662 950 -

(AeBAHOCTO cemb
MUWAIMOHOB
LecTbCoT
wecTbAecAT Age
TbICAYU AEBATLCOT
NATbAECAT) TeHre

00 TUbIH
il

. TexHuueckas CreMHpHKALNS 3aKyIaeMbIX TOBapoB

XapakTepucruka

€I.U3 | KOJI-
BO

HeHa CymMMa,
TCHIe

‘MeTon omnpenenenus ocHoBaH Ha TBEPIO(a3HOM
P | mMMyHOGEPMeHTHOM aHaTH3e.
il | PekOMOMHAHTHbIE aHTHreHBI BHpYCa MMMyHORedHIHTa
‘ | |uemoexa 1 w 2 Thmos (BHY-I . u BHY-2),
UMMOGHIM30BAHBl B JIyHKax TIOJIMCTUPOJIOBBIX
TIAHIIETOB. [Ipy MHKy6ammu B iryHKax HCCIIE Ty eMBIX
00pa3sloB ' CBIBOPOTOK IPOMCXOIHT cneurpuyeckoe

, CBASBIBAHUE aHTUTEJN C PEKOMOMHAHTHBIMH aHTHIC€HAMHU
aHtuten k BUY-1 u 9

il - | BUY-1 u BUY-2. Hecps3apmuiics MaTepHal OTMBIBAIOT,
BUY-2 B cyxoii kamme | | =
kposit (CKK), | || AoGasisioT B JIyHKH KOHBIOTaT, COCTOAIMI U3

| PEKOMOMHAHTHBIX  aHTHreHoB BUY-1 u BHUY-2,

KOHBIOTHPOBAHHBIX ¢ NIEPOKCHIA30if XpeHa, Mocie
MHKYOalMA KOTOPOTO JYHKH MPOMBIBAIOT M BHOCAT
pactBop TMB. B pesyinbrare hepmentatupHoit peaxkuuu
00pasyeTcs  OKpAWIeHHBIH NPOLYKT, WHTEHCHBHOCTE
OKpacky KOTOPOro MPONOPLHOHANEHA KOHLEHTPALMH B
JyHKaX CyMMapHsIX aHTHTeN kK BUY-1 1 BUY-2.

Tecr-crctema UDA
IUISL BBISBJIEHUS |

OIHO3TaIHBIN BapHAHT,
192 onpenenenuit JJOH

Habop 3

85000 255000

" | Peaknuro OCTaHaB/IMBAIOT N00aBIEHUEM CTOIl-pearexHTa.

o= 4]




Pe3yJTLTaTI>I‘ HDA PETUCTPUPYIOT C  TOMOLIBIO
CIIEKTPOOTOMETpa, U3MEPSA ONTHYECKYI IJIOTHOCTH
(OIT)' B mBYyXBOJIHOBOM peKHMe: OCHOBHOM bmwipTp —
450 HM, pedbeperc-puIbTp — B IManaszone 620—650 Hwm.
ILQnygTuma PETHCTPAaLUsl  pe3yJbTaTOB  TOJIBKO C
duIBTPOM 450 HM.

Tlocne U3MEPEHHUS OTITHIECKOM IIOTHOCTH pacTsopa B
:nyHKax Ha OCHOBAHMH PaCCYUTaHHOTO 3HaueHHs O,

aHa.anpyem,Ie 00pa31bl OLEHMBAIOTCS KAK
T0JIOXUTEITBHBIE WM OTPHLATE bHBIE,

"Coctas:
HaGop comepxur Bce HeoGXommmble s
NpPOBENCHUS aHamM3a peareHTsl, Kpome

IUCTHIUTUPOBAHHOM BOIBI;

- IUTAHIIET ¢ UMMOOWIN30BAHHBIMU PEKOMOUHAHTHBIMH
aHtureHamu  BUY-1 u  BHY-2, roToBBIH 15
UCIIOJIb30BAHUSA — 2 IIT.;

- TIOJIOXKHUTETIBHBIY KOHTPOJIBHELA 00paseL, comepsKarit
anTuTena k BUU-1, nnaktuBuposanHslit (K+), roTossrit
IUIA MCTI0NIB30BaHus — 1 ¢ut., 1,0 mu;

-OTPULIATE/IbHBIH KOHTPOJIbHBI1 obpaser,

MHAKTUBMPOBAHHBIH (K™), roToBslit s HcToMB30BaHKS
— 1, 2,0 mim;
- KOHBIOTAT — peKOMOHUHAHTHbIe Oenku BUY- 1, BUY-2,
MEYEHHBIE IIePOKCUaa30it XperHa — 1 ¢ur. wiu 2 (bn
= PacTBOp 1A NPENBAPUTENBHOTO PA3BENEHHS (PITP) - 1
d’m 3;0 Mz
7 pacTBop i passenenus ceBOpoTok (PC) — 1 ¢ur., 9,0 mum;
7 PacTBOp A pasBeneHus KoHbtorata (PK) — 2 ¢, mo
13 ,0 mut;
ki 25< -KPaTHBIA - KOHLEHTpaT  (ochaTHO-CONEBOro
OytepHoro pactsopa ¢ TBHHOM (OCB- -Tx25) — 4 ¢,
110 28,0 mum;
- cybcTpaTHbIf GydepHslii pacteop (CBP) — 2 ¢m., mo
13,0 mu;
- Tetpametnnbensunus (TMB), koHuenTpar — 1 ¢, 1,5
MIE i
- CTon-peareHt — 1 ¢, 21,0 mu.

v Ha6op JONOJHUTEIBHO KOMILIEKTYETCST:
- BaHHO‘IKaMI/I [UIsl pEareHToB — 2 INT.;
- HaKOHe‘{HHKaMH IUIS TIMNETKY Ha 5- 200 MKJI- 16 mr.;
- IIEHKAMH UTS 3aK/ICHBAHNS LIAHIIETa — 4 T,
Ha60p paCC‘{I/ITaH Ha npoBeieHue 192 aHaH30B, BKIIIOYas
KOHTpOIIH (10 3 IYHKU 8 KaKHCOOiI NOCMAHOBKe) B PyIHOM
pe)Id/IMG VIH C HCTIOJIB30BAaHHEM aBTOMATHUECKUX VIDA-
aHATH3aTOPOB OTKPHITOTO THIIA,
XpaHeHne = Habopa B ymakoBke TIPEAIPHATHS-
I/I3I‘0TOBI/ITC.TISI npu Temnepatype (2—8)°C.
Cpok xpaHeHI/m Habopa — 18 MecsueB co mHs BBIITyCKa.

Tect —cucrema UOA
UL BBISBIICHUS
UMMYHOTII00yIHHOB G
4 M K BUpyCy rematura
C B cyxoif Karuie KpoBu
(CKK), nByX3TanHsIit
BapHaHT, 192
onpenenenuit [I5H

MeTon ' ONpefeneHHs OCHOBaH Ha TBEpHO(DaszHOM
P[MM)/HO(i)epMeHTHOM aHamM3e C  [PUMEHEHHEM
PEKOMOMHAHTHBIX ~ aHTHIEHOB. Bo Bpemst mepsoit
uHKy6aunH TPY HAJIMYAM B HCCIETyeMbIX 00pasmax
anturel kK BI'C, oHM cBmBIBaIOTCS ¢ peKOMOGMHAHTHBIMM
6e.m<arvm, MMMOOWIM30BAHHBIME  Ha TIOBEPXHOCTH  JTYHOK
rmaHme'[a Bo Bpemst BTOpO HHKYGALIM CMECh TTEPOKCHIA3HBIX
KOHbK)IaTOB anruren K IgG yenosexa u aHTiTen k IgM yeroseka
CB$I31>IBaETC${ C aHTWTeIaMK, HMMOOWTMBOBAHHBIMU B XOIE
nepBOH MHKyOawm. JTanee, BO BpeMs HHKYOALIH C PacTBOpoM
Te‘[paMtrrI/mGemmma TIPOKCXOIWUT OKpALIMBAHUE PAacTBOpa B
nymcax, conepxcamm( 00pa30BABIIINECS KOMIUIEKCHI «aHTHIeH-
QHTHTEINON. ||

PeaKumo OCTaHABIHMBAIOT ZIO6aBJ'IeHI/;CM CTOII-peareHTa

Habop 3 85000

255000

0l J




u HsMepa}OT ONTHYeCKYI0 MI0THOCTh (OII) pacTBOpOB
B JyHKax B IBYXBOJTHOBOM PEXXHMe: IIPH OCHOBHOM
IJIMHE BOJHEI 450 HM U IJTHHE BOJIHBI CPABHEHUS B
nOyanasoHe 620-650 HM; WIH IPU JJIMHE BOJIHBI 450 HM.
VIHTeHCHBHOCTD X&1TOrO OKpaIluBaHUS

HPONOPIHOHATbHA KOJIMYECTBY CONEPKAIIUXCS B

HCCHC)IyeMOM o6pasue aHTHUTEN

«KBI_‘C

B cocTas HaGopa BXoasT:
® IUIAHIIET LEJbHBIH C HMMMOOGHIM30BaHHBIMHU

- PEKOMOUHAHTHBIMH aHTHTEHAMH Bupyca renatuta C,

TOTOBBIN UL UCIIOIb30BAHHUS — 2 IIT.;
e TONOKHTEIBHBIH KOHTpOJIBHBIH 0o6pazen (K)
Ha  OCHOBE HHAaKTUBUPOBAHHOM CBIBOPOTKH KPOBH
HeI0BeKa, coaepaliuii antutena Kk BI'C, rotoerii mis
UCTIONB30BaHMA — 1 ¢, 1 mi;
® OTPHLATENbHBIN KOHTPOIBHEIN o6pasen (K ) Ha
OCHOBE HHAKTHBUPOBAHHOM CBIBOPOTKU KPOBHU YeJIOBEKa,
He comepxamuil aHtutena k BI'C, roToBeif s
HCTIONB30BaHHM — 1 ¢ur., 1 M
* KoHbIoraT (cmece awmumen x IgG u IgM
Yel06eKa, = MEYeHHbIX  nepokcudadsol  Xpewa),
KOHUEHTpAT — 2 ¢u. mo 1,5 mi;
® pacTBOp WA pasBeneHus KoHbiorata (PK) — 2
d11. mo 13 mu;
® PacTBOp I pasBeneHus cbiBOpoTok (PC) — 2
¢ mo 10 muz;
® 25-KxpaTHplff KOHIEHTPAT (OCHaTHO-CONIEBOTO
OydepHoro pacteopa ¢ TBuHOM (®CB-Tx5) — 2 ¢u1. mo
28 mi;
~* terpamerun6ensumun (TMB), KoHueHTpar — 1
¢, 1,5 mu;
Gl m Cy6CTpaTHI>IPI Gydepnslii pactsop (CBP) — 2
q)n no 13 M
'*  CTOI-peareHT, FOTOBBIH [T HCIIONb30BAHMS — |
¢, 21 M. |
' Hab0p NOMOTHHUTEIbHO KOMILIEKTYeTCS:
®  IUIEHKaMH ISl 3aKJICUBaHUsI UIAHINETA — 4 IIT.,
® BaHHOYKaMH [ peareHrta — 2 IIT.,
HaKOHEYHUKAMU IS ITUIIETOK — 16 miT.
Habop paccuutan Ha nposenenue 192 (2x96)
aHAIIN30B, BKITI0UAs KOHTPOJH (10 4 IyHKU HA KaKCOom
nnaymeme) Habop npennasHauen nna pyqnoit
HOCTaHOBKI/l aHanu3a. BO3aMOXHO HCII0IB30BaHNe
Ha6opa B aBTOMaTH‘-IeCKI/IX HN®A-ananuzatopax
orxpmroro THIIa.
TpaHCHOpTI/IpOBaHHe Ha0opa NOKHO POBOIMTECS TP
Temmeparype (2-8) °C. JlomyckaeTcst TpaHCIIOPTHPOBAHKE
TpH Temrepatype 1o 25 °C e Gosee 10 CyT,
CpoK ronHocTy HaGopa peareHToB — 24 Mecsa co JHS
BBIITyCKa. |

Tect —cuctema UDA
IUIs BBISIBIICHUS
HMMYHOTJI00Y/IHHOB G
uMk
CTPYKTYpHBIM(COTe) U
HEeCTPYKTYpHBIM (NS)
Oenkam Bupyca
renatura C B cyxou

KaIie KpOBH 4eJI0BeKa,
IBYX3TallHbIH BapHaHT,

96 onpenenenuit J3H

MeTox onpeieenns OCHOBaH Ha TBEpHOhazHOM
IMMYHO(DEPMEHTHOM aHATH3E C IPUMCHEHUEM
PeKOMOMHAHTHBIX aHTHIeHOB. Bo Bpems riepBoit
HHKy6aLH/II/I, TIPH HATMYKK B UCCIIETyeMbIX 00pasuax
antuTen K BIC, 0HM CBs3BIBAIOTCS C PEKOMOMHAHTHBIMHU
Oenkamu, I/IMMOﬁI/IJ‘II/IZ%OBaIﬂ-ILH\/II/I Ha MOBEPXHOCTH JIYHOK
HJ'IaHI.HeTa 'Bo Bpemst BTOPOM UHKYOalMK CMECh
nepoxcmmHer KOHBIOTaToB aHTUTeN K 1gG uenoseka u
antuTen K IgM vernoseka cBA3bIBaeTCS ¢ AHTUTEJIaMH,
PIMMOﬁHJII/BOBaHHbIMI/I B XOJI€ NepBOM MHKYyOawmu. [lasee,
BO BpeMs m-ucy6a1mu C PacTBOPOM TETPaMeTIIOEH3UAKHA

Habop 3

85000 255000

TPOKCXO T OKpALIMBAHNE PACTBOPY B JIYHKAX,

\
\

/@

sl



COIEPKAlIIIX 00pa30BaBIINECS KOMIUIEKChI «aHTHIeH-
AHTUTEION.

PeakLimio 0cTaHaBIMBAIOT 10GABIIEHHEM CTON-PEAreHTa 1
U3MEPSIOT ONITHYECKYFO TI0THOCTH (OIT) pacTtBOpoB B
JIyHKaX B IBYXBOJIHOBOM PEKHMME: [IPY OCHOBHOM JUTHHE
BOJTHBI 450 HM U JUIMHE BOJIHBI CPaBHEHHSA B IHAMA30HE
620—650 HM; Wi MPH UTHHE BOHBI 450 HM.
VIHTEHCHBHOCTB XETOr0 OKpAIUMBAHKS PONOPLIOHATbHA
KOJMYECTBY COACP)KALIMXCA B HCCIIEAYEMOM 06pasLie
aHTPITeJ'I Kk BI'C.

B cocras Habopa BXOMIAT:

- IJTAHIIET Pa30OpHBIN ¢ IMMOGUIM30BaHHBIMK
PEKOMOMHAHTHBIMU aHTUT€HaMU BUpYyca renatuta C,
TOTOBBIIT TSl HCTIONB30BAHKS — | 1mT.;

- MOJIOXKUTEJIbHBIH KOHTPOJIBHBIN 06pasewt (K+) Ha ocHOBe
MHAKTHBUPOBAHHOM CEIBOPOTKH KPOBH YeJIOBEKa,
cdﬂepmamnﬁ aHtuTena k BI'C, rotoBslit mis
ycronb3oBanust — 1 ., 1,0 m;

| - OTpHLATe/IBHBI KOHTPONIBHBII 06paser (K-) Ha ocHoOBe
UHaKTUBUPOBAHHOH CHIBOPOTKHU KPOBHU YEIOBEKA, HE
cozmeprkaruii anturena k BI'C, roToBeIi mist
ucnose30Banus — 1 ¢, 1,0 mu;

- KoHbIorar (cmeck anTHTen K 1gG 1 IgM genosexa,
MCUEHHBIX NEPOKCHIA30H XpeHa), KOHLEeHTpaT — 1 ¢, 1,5
m | ’

- pacTBop Wi pasenenus konsrorata (PK) — 1 ¢,
13,0m1;

7 PacTBOp 114 passeneHus ceiBopotok (PC) — 1 ¢, 10,0
M

- TeTpameTioeHsuame (TMB), kosuenTpar — 1 i, 1,5
Mo v :

- cyGcTparHblii Gy hepHbIt pactsop (CEP) — 1 ¢, 13,0
M

-25- KpaTHLIH KOHIICHTPAT (ocdhaTHO-coneBoro GyhepHoro
paCTBOpa ¢ TBUHOM (PCB-T*25) — 1 ¢, 28,0 mut;

= CTon-peareHT TOTOBBIH U MCTIONB30BaHust — | ¢i1., 12,0
ML i

Ha6op uonbhHﬂTenbﬂo KOMILIEKTYeTCS:

- IUIEHKaMH U1 3aK/IeHBAHNS TUIAHIIETa — 3 LIT.,

- BAHHOMKAMJ1 U1 PearesTa — 2 Ir.,

- HaKOHeqHMkaMH JULT TAIIETOK Ha 5-200 MKJI— 16 wr.
HaGOP peareHTOB paccuuTaH Ha MpOBeNeHue 48 aHaIU30B,
BKJIIOYast KOHTPOIIH. [IperycMOTPEHO HCToNB30BaH e
Ha6opa qacmMH B 3aBHCHMOCTH OT KOJIM4ecTBa 1po6 (0T 1
aHaanpyemoro o0pasua 10 45). Bo3aMoxkHO
chonL3OBaHne Haﬁopa B aBTOMaTuyeckux MDA
aHAIM3aTOpPax OTKPBITOrO THITA.

XpaHeHHe HA00pa B yMAKOBKE NP AIPHSATHA-H3TOTOBHTEI
HOIDKHO MPOU3BOIUTECS IIPH TEMTIEpaType (2-8)°C.
3aM0pa>1<HBaﬂne KOMITOHEHTOB Habopa He JOIyCKaeTCs.
Cpok XpaHeHus Habopa — 24 MecsLEeB co THA BBITyCKa.

Habop pearentos mis
o6HapyxeHrust JJHK
chlamidia spp. B
I1a3Me KpoBH
(xauecTBEHHBIH
Mmeton), 110rectos

Tlna [IP-amrmuduxanmu JTHK Chlamydia trachomatis ¢
FI/I6pI/1‘,£[I/I38.L[I/IOHHO -(ITyOpeCLIeHTHOI neTekmeit
TpoTyKTOB aMILTH(UKALIH B PEXHME «PEATEHOT0
BPEMEHI

Bce KOMHOHeHTLI Habopa roToBe! k paboTe U He TpeGyroT
BOCCTaHOBJIeHI/I}I

l'IlLP CMeCL -1 mowkHa GBITh packanasa oz BOCK, B
npo614p1<n 0,2 M1t 11 oBecrederus «TOPSTIETO CTapTay
Hanmne rotooit ITIP-cmecu-2, He TpeGyrommeit
CMeH.IP[BaHI/I}I IOTIOJIHUTETBHBIX KOMIIOHEHTOB

Hanprqne KOMIUIEKCHOTO TTOJIOXKUTETbHOTO KOHTPOJIBHOTO
06pa3ua (HKO) JHK Chlamydia trachomatis, JTHK-

Habop 5 85000 425 000




6yc§epa ]

& OTOBbIE TILIP-cMecH H0MKHBI HMETh CPOK F'OTHOCTH
PaBHBIH CPOKY FOMHOCTH TECT-CHCTEMBI

Kosnuuectso Tectos He Meree 110

OCTaTO‘{HLII/I CPOK 'OTHOCTH He MeHee 7 MeCELEB
Haymmue peructparn 8 PK miu paspernerus va BBo3.
TocTaBKa YaCTAMM HITH OTHOMN HapTHEH TI0 YCMOTPEHHIO
3a1<a3qm<a \Cpoxk mocTaBky B TedeHne 15 KaleHIapHbIX
ZHel CO IHA NOJAYH 3asBKH.

HaGop pearenros pis
o0HapyxeHus JJHK
BUpYCa POCTOrO
repreca 1 u 2 TUIIOB B
IUIa3Me KPOBH
(xauecTBEHHBIN
Meton), 110TecToB

II,mI ammidukamm JTHK Bupyca npoctoro repreca [ u II
turios (HSV LII)

B03MOKHOCTB TUOPHIN3aLHOHHO-(ITy OPECLIEHTHO
HETEKUHUH TIPOXYKTOB aMILTH(HUKALIH B PEXUME
«PEaTBHOTO BPEMEHID

T'oroseie [TIIP-cMecH HOIKHBI HMETh CPOK TOIHOCTH
PaBHBI CPOKY FOTHOCTH TECT-CHCTEMBI

Bce KOMMOHEHTBI HaG0Pa rOTOBHI K paboTe U He TpebyroT
BOCCTaHOBJICHHS

ITIP-cMech-1 nomkHa GbITh pacdacoBaHa o BOCK B
npoGupku 0,2 M1 (0GeCIeueH e «rOPSIEro cTapTay)
Hanuaue rotosoii ITLIP-cmecu-2, He Tpebyrommeii
CMEIIMBAHIA TOTOJHATEBHBIX KOMIIOHEHTOB

Handye KOMILTEKCHOTO IIOI0KHTETBHOTO KOHTPOJBHOTO
obpasua (ITKO)

Hammune THK-Gydepa

Konut{eCTBo TECTOB He MeHee 110

OCTaTOYHBIN CPOK TOAHOCTH He MeHee 7 MeceLeB

- Hamane peructpaimu B PK niny paspereHus Ha BBo3.
ITocTaBKka YacTAMM KM OXHOM MapTHei 10 YCMOTPEHHUIO
3akas4uka. CpoK MOCTaBKM B TeueHwe 15 KaJICHIapHBIX
JHEH €O s [0JaYH 3asBKH.

Habop

85000

425 000

Ha6op pearenros s
obHapyxenus JJTHK
Mycoplasma
(xauecTBEHHBIH
meton), 110 Tectos

Hota TILP-ammmdukamm JTHK Mycoplasma genitalium ¢
THOPHAN3ALIOHHO-(ITyOPECLICHTHO AeTeKLueit
HpO}IyKTOB aMnnmppmauHH B PEKHUME «PEAIBLHOTO
BpeMeHH)> f

TTI[P-cMech-1 HomkHa GBITH packarasa 1o BOCK, B
np0614p1<n 0,2 M1 11 oBecriedeHus «rOpSYETO CTapTa»
Hamiue rorosoit ITL[P-cmecu-2, He Tpebyromweit
CMEILHBAHYIS HOTIOTHUTETBHBIX KOMIIOHEHTOB

Hanntme TIOJIOXKHUTENIBHOTO KOHTPOJIBHOTO o6pasia (ITKO)
/IHK Mycoplasma genitalium, JTHK-6ydepa

Konmecmo TECTOB He MeHee 110

OcTaTquLm CPOK 'OTHOCTH HE MEHee 7 MECELIEB
Hannsive periictpamn B PK iwin pasperuerns Ha BBO3.
HOCTaBKa HaCTsIMH WM OJTHO# NapTHEH 110 yCMOTPEHHIO
3a1<a31u/n<a Cpok MocTaBKH B TeueHwe |5 KaneHIapHbIX
JHEH cO JIHA [OTauH 3asBKHI

Habop

85000

425 000

Beinenenust THK u3
KJIMHUYECKOTO
MaTepuana «JJHK-
cop6-AM» 100

KOMrmeKT peareHTos s Beineserue JIHK u3
Knm—mqecxoro Marepuaia (Maski. CockoGbl, Moya)
qunepmm BKO 1 OKO 11 BeIsIBIIEHHA Bo36yamenen
WIIT
Konuqecho BBIIOHAEMBIX TecToB He MeHee 100 LITyk
OCTaTouHbIH CPOK FOTHOCTH He MeHee 7 MecelieB
Ha.m/IqI/Ie peructparmu B PK win paspenienus Ha BBO3.
locTaBKa YacTAMH HIK OHOM NapTHeH [0 YCMOTPEHHIO
3a1<a3qm<a  Cpok IocTaBKH B Teyerne 15 KaneHIapHEIX
JIHeI/I €O [IH{ IO/a4yM 3asIBKH.

Habop

85000

425 000

HIV Combo BUY B
Habope (100 TectoB)

PeareHT OOJDKEH HCIIONb30BAThCSA [UIS KAaueCTBEHHOTO
onpeﬂeneﬂuﬂ AHTHUTENl K BHPYCY HMMYHOZe(ULIHUTA
YesioBeKa; THMa 1, BKmoYas rpynmy M u O, w/unum 2
(Antl HIV-1 u Anti-HIV-2) u anturesa HIV p24 B
HElIOBEUECKOH  CHIBOPOTKE WIM ILIa3Me (remapur u

EDTA) y B3pOC.TIbIX GepeMeHHBIX )KEHW’H MIOJPOCTKOB

Habop

700

135000

94 500 000

Y.

[§)




I/I HETéI/I C | ICTIOJIb30BAaHUEM aHAJIM3aTOPOB  CEpHH

: VITROS

OnHa ynaKbBKa IOJDKHA conepxkarb:- He MeHee 100
JIYHOK C . TIOKPBITHEM (6akTepHanbHBIA CTeNTAaBUONH,
CBA3bIBAIONIAs COCOGHOCTh > 3 Hr GHOTHHA Ha JYHKY)
(OMOTHHWTHPOBAHHbIE  MBIIMHBIE MOHOKIOHAIBHBIE
aTurena  anti-HIV  p24; 0,3 mxr/mn (0, 08%) wu
6H0THHHJ1HpOBaHH1,Ie PEKOMOUHAHTHEIE BUY-
aHTI/II‘eHLI 0,1025 mxr/mi (0,0205%)).

- HE MeHee 6,2 MII TECTOBOTO pearenra (0ydep ¢ GerapuM
raMMa r100ysnuHoM  (0,3%), GBIYBMM  CHIBOPOTOYHBIM
3JIB6yMHHOM (BCA) (2,95%) u aHTUMHKPOGHBIM

- arenTom [TpoKims 300 (0,98%)).

- He MeHee 16,2 MJI KOHBIOTMPOBAHHOTO pearenta (HRP-
pexoMOuHaHTHEIe BHU-amturens: (1,06%); 0,021 —
0,266 Mkr/mnm u HRP-MBIIIMHBlE MOHOKIOHATbHEIE
BUY-aututena anti-HIV p24; 1,5 mxr/mi (0, 266%)) B
Oydepe ¢ xo3seii criBopotkoit (1,0%), BCA (3,0%) u
aHTUMUKPOOHBIM areHToM IIpoKuimun 300 (1,0%).
®Dacoska: He MeHee 100 TecToB (1 mmacTMKOBas
KOMOMHHUpPOBaHHas Hepa30opHas yIaKoBKa,
BKIIOYAKOMas 2 €MKOCTH C pearcHTaMu U TYOBI ¢
JIyHKaMH)

B HaGop Tak xe Bxomut: Kammbpatop BHUY Kombo,
HaGop koHTponeit 11 BIABIeHNs anTuten k HIV 1 u
2,Hab0p KOHTpone#f i BhHIABICHWS aHTUreHa BUYU
1,HakoHeuHunKn OTHOPA30BbI€ IUIACTUKOBBIM,

"MHKpPO KOHTeitHepbI LI 06pas1oB, Ha6op wis
MPOBEICHHUS 0OCITY)KUBAHKS, YIAKOBKA C CHTHAJIbHbIM
PEAreHTOM, Y HUBEPCAJIbHBIN MPOMBIBAFOIIIHL pEareHr,
KapTpuik 1is ormomme s s napos.

Tect-cucrema
HMMYHO(EpMEHTHas
IUIS OTIpeaeeH s
aHTHUTEN K
Treponema pallidum,
B CBIBOPOTKE HJTH
1a3Me KpoBU
4eJIoBeKa B KOPOOKe

HaGop pearento npennasmasen ans in vitro BbisBrenms
CmeapHLIX antuten k Treponema pallidum B ceiBOpoTKe M
[7a3Me  KpPOBH ' 4ETOBEKA METOAOM HMMYHO(DEPMEHTHOro
ananusa. 1. Komraectso MHKyOauuit:

- nepsas - 30 muH, 370C

+ BTOpas - 60 MmuH, 370C

= TPEThS - 30 Mun, 370C.

2! ﬂuarﬂocmquKaﬂ 1yBCTBUTE/ILHOCTE — He MeHee 100.0%, a
pe3ynbmpy}omaﬂ cnenudu4HoCTS - >99,95%,

Bi O6bem pa36aBmcn5{ s o6pasua He Gonee 50 MK, 06BEM

Ha 480 onpeneneHuit 06pa3ua - iie 6ostee 50 MK HaGop 348975 697 950
4. launsle BHyTpBHHCI‘O KOHTPOJIS:
- CpefHee '3HAauEHME OTPULATENHHOTO koHTpons OII(K-) -
I[()IDKHO O5ITH MeHee 0.15.
| [BHavYeHHe ' ONTHYECKOH TIOTHOCTH — MOMOKHTEILHOTO
KoHTpom OH(K+) nomkHa GbITh Gostbure 3Hauenus OTI(K-) Ha
0.8.
5, Hmeerc;x qurHa;x WHIMKATOPHAS CHCTEMA [T KOHTPOJIs
BOEX TATIOB MOCTAHOBKHU PeaKLMu 1 11 KOHTPOJIS
quaBneHx)m 06pa3ua (SAM).
] i ; Hroro: 97 662 950
Lk N (neBsiHOCTO
CceMb
i i MHJIIHOHOB
‘ | HIECTBCOT
IIECTHAECST
JB€ THICSYH
NEeBSITbCOT
MSATHAECAT)
Tenre 00
THBIH




2.TenntepHyo 3asIBKY Ha y4acTHe B TeH/epe NPEIOCTABHIN CJIeAYIONIHe IT0CTABIAKH:

Ne HanmeHOBaHPje MOTEHIIHATBHBIX BUH JaTa 1 Bpemsl nmpeacTaBIeHHs
NMOCTABIMHKOB (MMH)/MHH/YHII 3asiBKH (110 XPOHOJIOTHH)
1 TOO «Hyp-Con0809» 191140020740 12.04.2024 r. 15 gac.20 MuH
TOO «Takurra 181040017577 15.04.2024r. 11 wac. 00 vux
3 TOO «IVD Holding» 120240009004 15.04.2024r. 14 vac. 18 Mun

3. Hanumune J0KYMEHTOB, TpEIOCTABJIEHHBIE HA y4acTHe B  TeHJepe
NOTEHIHATBHBIMH MOCTABIIHKAMH 10 KBATHOHKANMOHHBIM TPeOOBAHUIM O0TPAKEHBI B
MPOTOKOJI€ BCKPBITHSI H OIJIalleHbl NPH BCKPLITHH KOHBEPTOB, TaKKe IPH BcexX
NPUCYTCTBYIOIIUX YYACTHHKOB TEHAEPAa H TEHAEPHONl KOMHCCHH, 0 YeM HMeEIOTCs
CoOTBeTCTBYIOIME  3amucH B «KypHajge  perucrpaumm  mpeacraBUTeel
MOTEHUHAILHBIX M0CTABIHMKOB, MPHCYTCTBYIOMMX PH BCKPBITHH T€HIEPHBIX 3aBOK».

JoxymeHnT
Hoxkymen Tabanna MOATBEPKAAI0 JdoxymeHT
ThI LeH Mt HNudopma MOATBEPKAAI0
Ne | HanmeHOBaH | MOATBEp | MOTEHOHATL | IJIATEKECHOC nust it
n/ | ue KIAKOIH HOI'0 00HOCTB, 00 nepevHst paspeleHne
0 | MOTEeHIHAIbLH e TOCTABINMKA | OTCYTCTBHH | HeA00POCOB Ha
010 MPaBOCIIo HAJIOTOBOM €CTHBIX OCYIIECTBJIEHH
MOCTABIIMKA | COOHOCTE 32JJ0/KEHHOC | MOTEeHIHAIb e
(nuist TH, HBIX NnpeAnpHHAMA
I0P.JIH ) OTCYTCTBHH | MOCTABIIUK TeJIbCKOI
 TPa)KIaHC 3a10JIZKEHHOC 0B AeSAITEJbHOCTH
. Kasl 1 o OIIB, ¢us. u
Jleecnioco OIIIIB, CO, . 0p.Juna
OHOCTD OCMC
(st
¢u3.m)
y T&g&gﬁgi' B Hamwmn | B Ramraum (C)gp(?:g%; He cocTouTt B mammamn
2 | TOO «Takurray | B mampunn | B mamuumn | CTPaBKa OT He cocrout B manmmumn
, 12.04.2024
3 TI? OWVD || B o mprapnt | B Hammamn | CTIP@BKa OT He coctout B Hanuunn
lalding ; 09.04.2024

4. HOCTaBHII/IKI/I MPpEAOCTABHIN TEHACPHYIO 3asIBKY ¢ IEHOBBIMHU NPEeATOKCHUSIMH

3  HanmeHOBaHHeE 3aKyIIaeMbIX Emmann| Kosi-so,
Ne i/, [HaumeHoBaHHE TOBAPOB. a oobem [[lena 3a O6masn
] |
VIOTOB | MOCTABIIUKA | il 4 usMepe eIMHUILY cymMMma
| f i HUS
! TOO «Hyp- ‘ IR
' 8 ot Con0800y | | HlV Combo BMY B Habope (100 Tectos) Habop 700 135000 94 500 000




8 ot

TOO «Taktﬁ‘ra»i HIV Combo BM1Y 8 Habope (100 Tectos) Habop 700 71 000 49 700 000
~ [TecT-cucTema MMMyHObepMeEHTHas
| . |aha onpepenenus aHTUTEN K
TOO W VD 14
9 5ot | A Treponema pallidum, B cbiBOpOTKE MAK| Habop 2 348950 697 900

' Holdingy .
! [nnasme kpoBm yenoseka B KOpPobKe Ha

480 onpep,eneHmw

5. OTK/I0HeHHbIE 32BKHA Ha y4JacTHe B KOHKYpce (KOJIHYeCTBO 3aBOK)

No  Haumenosaunue : BUH (HHH)/ IIpnyuna
‘ noTeH'un;im;ﬂoro NUH/YHII OTKJIOHEHHUS
HOCTABIMKA
1 TOO «Takurray 130340006907 Ha OCHOBAHUU
MIOAIYHKTa 7 IyHKTa
62, TJ1aBEI 2
ITocranoBEHHS

IIpaBuTtenscTBa PK Ne
110 o moty Ne 8

6. Cirenyromue 3asiBKH Ha y9acTHe B KOHKYpCe GbLIH AOMYHIEHBI (KOJHYECTBO 3a5IBOK):

Ne HauvmenoBanne . IOTEHIHAJIbHOI0 BbUH (MH)/ UUH/YHII
MOCTABINHMKA

1 TOO <<Hyp -CoH0809» 191140020740

2 TOO «Takurray 181040017577

3 TOQ «1VD Holding» 120240009004

7.3MeHeHUs ¥ 10TIOIHEHNSI B TEHAEPHYIO 3asIBKY He BHOCHJIHCD.

8.3anpockl 0 pasbACHEHUN TEHAEPHOI TOKYMEHTALMH He MOCTYMAJIH.
Pemenne TenaepHoi KoMuccun:
Komucenusi, PaccMOTpeB MpeCTaB/IeHHbIE TeHJepHbIe 3asIBKU pelInJia;

- Haocnosanny mymkra 65 ['naser 2 [IpaBun npusHaTh 10T Ne 1,2,3,4,5,6,7 HecocTosBIMMCS
- Ha ochosannn nyrkra 64 I'masst 2 [Tpasui mpussats 10T Ne 8, 9 HECOCTOSBIIIMCS H 10 OCHOBAHWHA

HOIIa‘-H/I TOJBKO OIHOM = 3as BKH, COOTBGTCTB}’IOHIGI/I YCIIOBHSIM TCHI[epHOI/I JAOKYMCHTAaIuu

S

OC}’HICCTBI/ITB 3a1<yn CIIoCOO0OM M3 ODHOI'0O MCTOYHHUKA Y NOTCHIHAJIIBHOTO IOCTABINHKA, IIOJABIIETO
JaHHYIO 3asBKY.
TOO «Hyp-Cor0809», BUH 191140020740 1o 1oty Ne 8
TOO «IVD Holdingy, EI/IH 120240009004 1o oty Ne 9
B Teuenne matu KaneHzxapme JHEH CO IIHS TIOABCICHUSI UTOTOB TCHJCPa HaAlpaBUTh MOANIMCAHHBIA
JIOrOBOP HOTeHuHaJIbHOMy HOCTaBHII/IKy

Komuccens B cocTase:

1. XKaxanosa I'.A. 3aMeCTHTeJII> AUPCKTOPA IO KOHTPOJIIO KAYeCTBA MEAUIMHCKHX YCIIYT, IPENCENaTeNb
KOMUCCHH / gﬁ&i g
2. Acbuibexos K.K., Kommteanc odurep — 3amecTiTens npencgnartens /

3. Kepumos A.E., Bpau naGopartopus - wien KOMHCCHU/ __, 2o
i 1 [~4

4. Eprenos HA., MEHEIDKEp 10 rocyﬂapcfs/eHHblM 3aKyInKaM —
: i V/

CeKpeTapb Komuccuw/ | ff4 S
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