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En. Koa-

Ne HaumeHoBanue TpedoBaHus k KavecTBy
H3M. BO

1 Kombubect BUY-1,2 Meroz: «coHABUY»-BapraHT MDA,

AT/AT(2 xommniekT) Komnmaecrso onpezesnennii 192 (24x8), IiaHIIeT CTPUITHPOBAHHEII.
HyscrsutesbHoCTh p24 (BUY-1) He xye 10 HI/MIL.

O6wpem ucereyemoro o6pasia - He 6oJiee 70 MKJL.

Ycs10BusA IPOBELEHNs aHAN3A: Ge3 1 ¢ HCI0/1b30BAHUEM IIelKepa.
MuHuManbHoe BpeMs aHanusa He 6oJiee 1 4. 35 MUH.

B xomMnuIeKTaluy: ieHKa 1Jid 3aK7IeMBaHNA U IaKeT TUIA "3HI-/10K" s
IUTaHINeTa, BAHHOYKH /U1 peareHTOB, HAKOHEYHWKH JIJ1s THIIETOK,
yHu(uLKMpoBaHHbIe Hecnienu(pUUecKye KOMIOHEHThI ®CB-T, cron-pearexra. ymnax 20
l'oToBBIE OAHOKOMIIOHEHTHEIE PACTBOPBI KOHBIoTata i TMB, e Tpebyromue
pasBeieHuS.

HaGop xpanurs npu remMmeparype +2...8 °C. Cpok rogHoCTH - 1 IO/ ¢ AaTHI
[IPOU3BOJCTBA.

B03MOKHOCTS TPaHCIIOPTHPOBAHKS IPH TeMIEpaType /0 +25°C He MeHee 9
CyT.

Hanuque perucTpanioHHOr0 ya0CTOBePeHM A,

2 Bexroren B- HaGop pearenTos aisi UMMyHOGbEPMEHTHOTO BbIABICHUS HBsAg B 96
HBs(xommiexT 3) ompezesieHusAx. OfHOCTAIMHHASA [IOCTAHOBKA C OZIHOKPATHBIM BHECEHHEM
KOHBIOTaTa, He TpebyeTcs IpeiBapUTeIbHAS IPOMBIBKA TUIAHIIETA.
Cranzaprusanus yc/ioBuii IpoBesieHHs GepMEHTATHBHOMN PeaKIUH ¢
XpOMOreHoM B TepmocraTe npu 37°C, Tpebyerca meiikep. O6uee Bpems
PEeaKnuu - 1 9ac 20 MHHYT

3 becr antu-BI'C Habop peareHToB /uis AByXCTaZAuHHOTO HENPAMOro KMMYHOGDEPMEHTHOTO
(xomIuTeKT 2) HOATBEPKACHHA HATHYUSA IMMYHOT/106y/IMHOB K1accoB G u M K CTpyKTypHBIM
(core) n HectpykTypHBIM (NS) Geskam Bupyca rematuta C B CHIBOPOTKE HITH
IJIa3Me KPOBH Y€JI0BEKa, NpenapaTax KPoBH (MMMYHOT/I00Y/INHEI,
UHTeP(hEPOHbL, KDUONPEUNNTAT, a/ib0yMun). PaccunTan Ha mpoBesenue 48
HCCIe0BAHUH, BKJII0YAs KOHTPOJIH, [IPELyCMOTPEHO APOGHOE HCIIOIb30BAHKE
Habopa, B aBToMaTHueckux DA aHaIm3aTopax OTKPHITOro Tuma. C
OZIHOKDPATHOH NpeABapUTe/IbHON [IPOMBIBKOM IIaHIIETa U He06X0AuM
TepMolLelikep. Pacrionioxenye Ha IJIAHIIETe AHTUTEHOB TOPU30HTAIBHO: COTe
Bpsgax A, C, E, G; NS B pazgax B, D, F, H. Metoz onpe/ie/ieHHs OCHOBaH Ha
TBepAodasHoM DA ¢ mpuMeHeHHeM PeKOMOUHAHTHEIX AHTHI€HOB, yraK 20
MMMOOIIN30BaHHBIX Ha TIOBEPXHOCTH JIYHOK IIaHIIeTa. Bo BpeMs mepBoi
UHKYDalWH OHH B3aWMOZIEHCTBYIOT C IPUCYTCTBYIOUIAMHE B HCCITEyeMbIX
obpasuax anTures k BI'C. Bo Bpems Bropo# HHKy6alMu cMech
[EePOKCUIIa3HBIX KOHDBIOTATOB anTuTes K IgG u IgM cBsisbiBaeres ¢
aHTUTeIaMH, UMMOGITH30BAHHBIMHE B X0/i€ NIepBOi uHKybanuu. B TpeTheit
unkybanusa ¢ TMB npoucxoauT OKpaliiBaHue PACTBOPA B JIYHKAX,
COZlePIKALMX KOMILJIEKCHI aHTUIeH-aHTUTes10. CTOI-PeareHT OCTaHABJ/IUBAET
PEeaKNuio, UBMEPHIOT ONTHUECKYIO IJIOTHOCTh. HTEHCHBHOCTD >KeJITOr0
OKpaUIWBaHHUs POMOPIMOHAIbHA KOJIMYECTBY cofeprkammuxcsa anTuresn k BI'C.
[Tpoo/KUTE/IBHOTH AHAJIN3A 1 4. 20 MHUH

4 becr antu BI'C Habop peareHToB a1st ABYXCTaAUAHOrO HETIPAMOTO HMMyHO(bEepPMEHTHOTO
MOATBEPXKII. TECT TIO/ITBePIKAEHUS HATMYHSA MMMYHOTJIO0Y/IMHOB K1accoB G 1 M K CTPYKTYPHBIM
(core) u necrpyktypHbiM (NS) Gestkam Bupyca renatura C B CRIBOPOTKE HIIH
IUIa3Me KPOBU YeJI0BEKa, IpenapaTax KpoBH (MMMYHOTIO0Y/IMHEL,
HHTEPGhEPOHBI, KPHOTIPELUITHTAT, ayib0yMuH). Paccuntan Ha mpoBeneHwe 48
HCCTIE/IOBAHUH, BKJIIOYAsA KOHTPOJIH, IPEyCMOTPEHO APO6HOE HCII0Ib30BAHUE
Habopa, B aBTomMarudeckux MDA aHaIM3aTOpaX OTKPHITOro TUma. C
OZIHOKPATHOH NpeABapUTEIbHON IPOMBIBKOH ITAHIIETa U He0OX0IHM dnak 8
TepMmounierikep. Paciosioxkene Ha IUIAHIIETe AHTUTEHOB FOPH30HTAIBHO: COTe
B panax A, C, E, G; NS B pagax B, D, F, H. Meroz onpezesieHust OCHOBaH Ha
TBepAodasnom UQA ¢ npuMeHeHHEeM PeKOMOHHAHTHBIX AHTUIEHOB,
MIMMOOMIH30BAaHHbIX HA TIOBEPXHOCTH JIYHOK IUTaHIIeTa. Bo Bpems mepBoii
UHKY0ALUY OHHU B3aUMOZEHCTBYIOT € IPUCYTCTBYIOUIMMH B HCCIIEyeMbIX
obpasuax anTutes k BI'C. Bo Bpems Bropoii uHKy6anuu cyech
TEPOKCH/IA3HbIX KOHBIOTATOB aHTHTeN K [gG u IgM cBaA3BIBACTCA €
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AHTUTEJIAMH, HMMOOW/IN30BAHHBIMY B XOZe 1epBOi UHKyGauuu. B TpeTneit
uHKybauus ¢ TMB npoucxoaur OKpalluBaHue pacTBopa B JIyHKaX,
COAEPIKAINX KOMIIEKCHI AHTUTE€H-aHTHTEO. Cron-pearenr ocranasnusaer
PEAKLHIO, HBMEPAIOT ONTHIECKYIO IJIOTHOCT. HTeHCHBHOCTS JKEJITOTO
OKpalllMBaHHUS NPONOPLHOHAILHA KOJIUYECTBY copepxauiuxesa anturen k BI'C.
I pono/KUTeIBHOTE aHATM3A 1 4. 20 MHH
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Xnamubecr C
Trachomatis-IgG

Kommuecrso onpenenenuii 96 (12x8).

CraguitHOCTB: ABYXCTAIUITHBIH HOA,;

Tunsr ncenenyemoro o6pasua: CriBoporka (n1asma) kposu Ges
[IPEBAPUTEIHHOTO PA3BENCHHS;

O6bem uceeayemoro o6pasua: He Gosiee 20 MKJL.

Bpems peaxnuu: 1 yac 30 mun;

Hayimune HaKOHEUHUKOB /I/I ABTOMATHYECKIX Jl03aTOPOB: 16 IIT.

Hanuuwe mieHKu 1Uis 3aKk/IeMBAHKA [JIAHIIETOR: 3 IT.;

Hanwuue kpatkoii cxembl ananiusza B UHCTPYKIIUY;

B xomniektanuu: nieHka a1 3aK1eHBAHUS U IaKeT Tumna "3um-nok" s
TJTAHIIETa, YHH(UIUPOBAHHBIE HECTIeTUMHIECKHe KOMIOHEHTE ®CB-T, TMB,
Cron-peareHrt. ['0TOBBIE OJHOKOMIIOHEHTHbBIE pactBopbl Konbtorara u TMB, He
TpebyIoline pasBeseHHsl.

Cpok roanocry Habopa: He MeHee 6 MecsIIeR.

¢hnak 8

Xnamubecr C
Trachomatis-IgA

CraguitHOCTD: AByXCTanuiHbIH MDA,

Tuner ucesreayemoro o6pasma: CriBopoTka (n1asma) kposu Ges
[IPe/IBAPUTE/IBHOTO Pa3BeleHHS,

O6bem ucesteyemoro o6pasia; 20 MK

Bpems peaknuu: 1 9ac 30 MUHYT.

Kon-Bo ompeznesiennii: 12x8. yriak 8
Hanmuue cyxux (1o uin30BaHHBIX) KOMIOHEHTOR: KOH'BIOTAT, KOHTPOJIBHBIE
o6pasupl.

Hanwvaue nieHKu 14 3aK/1€HBAHAA MIAHIIETOB: 3 mir.

Cpoxk rogHOCTH HAbGOpa: 12 MecALes.

Ureaplasma
urealyticum-IgG UDA-
BECT

HaGop npeanasuaven a1 oqHOsTaIHOrO BUBYaJIbHOTO BBISBICHHSA
Ureaplasma urealyticum (U. u.), paccuuran Ha [IPOBEJIeHHeE OT 24 10 48
OlIpe/Ie/IeHHI [IPU KAYECTBEHHOM aHATU3e WIH OT 12 /10 16 onpeze/ieHUi Ipu
TIOJTyKOIMUECTBEHHOM OLIEHKE THTPA B TPEX PA3BELCHUSAX.

Cocras Habopa:

1. Ilurarensuas cpena a1 Boisasaenus U. ., nopuin3uposantas (50 i) - 1
(axom. — 8
2. IIpoGupkw [y1st MHKPOTIPOG - 50 1w, y

3. OTUKETKH /11 MapKHPOBKH MPOBUPOK - 50 WIT.

Yenosus xpanenus: npu Temueparype +2...8°C B ylaKkOBKe [pepUusaTHs-
HUBTOTOBUTEJIA.

loToBas nuratesbHas cpesa IPUTOAHA B TEUCHHE 1 He/le/H IIPH XPAaHEHUH B
XOJIOAWIbHHUKE,

3aperucTpUpoBaHo B PocszapaBragsop

Ureaplasma
urealyticum-IgA UDA-
BECT

BHeIHUH BU/: IPO3PAYHAS KUAKOCTD 5KeJITOr0 WK JIAMOHHO-KEJITOI'O [IBeTa
0e3 onasecueHnuy, 0cajiKa, TOCTOPOHHUX BKTIOYeHUH 1 XJIOTIBEB.

Koneunoe 3nauenue pH 6,0-6,5.

CozeprkaHre aMIHHOTO a30Ta HE HIDKe 0,07%,

X10pu/ibl B IepecyeTe Ha HATPHs XxJiopuz 0,5-0,7%, yrnak 8
Cyxoti ocrarok 2,0-21,4.

Yes10Bus XpaHeHHUST: IPU TeMIepaType +2...8°C.
Cpok roHOCTH - 6 MECALEB C IaTHl IPOH3BOACTBA.

TTI-UDPA-BECT

HalGop paccunran Ha 96 onpeesIeH i, BK/I0Uas KOHTPOJIH.
O6bém npobbl - He Gosiee 50 MKJI.

YyBCTBUTEIBHOCTD METO/IA 0,05 MKME /M.

Bocnipoussogumocts pesysibTaToB nectegosanuii 8 %,

Huanason nuamMepsaeMbIX KOHUEHTPALUH 0-15 MKME/m.

Bpems unky6auuu 60 MumyT npu Temmneparype 37°C.
Kommuiexrauus Ha6opa BK/II09aET: CTPHIIIAPOBAHHBIN TIAHIIET ¢
MoHOKXIoHaIbHBIMU AT k TTT B Ipo3pavHOM HakeTe ¢ 3aMKOM, ynak 55
KasnOpoBovHble IPOOH! - He MeHee 6 (IaKOHOB, KOHTPOJIbHYIO CBIBOPOTKY,
KoHBIOTart, 6ydep, pacrBop TMB, cTon-peareHt.

Cpox rognoctu Habopa - 12 MecsLeB ¢ AaThl [IPOUBBO/ICTBA, YKAa3aHHOM Ha
9THKeTKe Habopa.

XpaHuTh IpU TEMIEpaType +2...8 °C.

ITosnHocTIO cooTBeTCTBYET TpeGoBaHuAM TY 9398-213-98539446-2010.

T4 cBo6oaHBIN —UDA-
bect

Koukypenrnerii Bapuant UOA. OnHOCTAMAHDIH,

Konnuecrso onpenesiennii 96 (48 B ay6ssx), dopmar mianunera
CTPUIIMPOBAHHBIN JIOMAIOLIUECA 110 1 JIyHKe. Bea mpegsapuTenpHoi yhaK 30
MPOMBIBKH ILJIAHIIIETA.

O0bem ucenenyemoro o6pasua 50 MKIL




Bpems peakuuu 1 yac 15 MuH.

Cranzaprusanus yeioBuii nposeieHus (hepMeHTATHBHOMN peaxiuu ¢
XPOMOT€HOM B TepMOCTaTHPyeMoM Luelikepe mpu 37°C.

UyBCTBHTEJILHOCTD He XyKe 1 TMOJTB/JI.

lotoBele xupnkue kanubparops! B Auanasone 0-80 MMOIb/J1 — 6 wT., ¢
HEU3MEHHBIMH KOHIEHTPALUAMU B PA3HBIX CepHAX HaGOPOB, OKPAIIEHHBIE C
Pas/IM4YHON HHTEHCHBHOCTBIO B 3aBHCHMOCTH OT KOHI[EHTPAI[HN.

T'oToBbIi KOHTPOTEHBIH 06pasel,.

l'oroBble 0HOKOMIOHEHTHBIE PACTBOPbI KOHbIorata u TMB, He Tpebyiomue
pasBefieHuS.

Hanu4ue: r1eHKH [J14 3aK/IeUBAHUA IUIAHIIETA, AKeTa U1 IUTAHIIeTa TUIIA
"3un-10K", yHUQUIMPOBAHHEIX Hecneuuduyeckux kommnonenTos ®CB-T,
TMB, cron-pearesTa, perucTpallMOHHOTO YI0CTOBEPEHH L.

BosmoxkHOCTH TPaHCIOPTHPOBAHKA IPH TeMIIepatype 23-25°C 10 CYTOK.
YesioBuA XpaHeHUsA: IPHU Temneparype +2...8°C B TeueHHe BCEro cpoka
TOAHOCTH, YKa3aHHOTO Ha STHKETKE.
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Koptuzon-UPA-BECT

Habop peareHToB 4711 HMMYHO(bEPMEHTHOTO OIIPe/Ie/IeHHs KOHIIEHTPALK
KODPTH30J1a B CBIBOPOTKE KPOBH. YyBCTBHTEILHOCTE: 5 HMOJIB/ 1. Jlnana3on
U3MEPEHHH: 0-1200 HMOJIb/)

mT

Antu-TIO-UDA-BECT

Habop paccuntan Ha 96 onpezie/IeHUH, BKII09asd KOHTPOJIH.

O6peM npolsl - He 6osiee 50 MKJI.

YyscrBUTEILHOCTD MeToAa 4 Exu/mur.

BocrnpousBoaMMOCTE Pe3y/IbTATOB UCCIe[0BAHNH 8%.

Jlnanaszon onpenesisieMbIX KOHIEHTPALHH 0-500 /Mo,

Bpemsa unkybauuu 60 MEHYT npu Temnepatype 37°C.

Kommuiexranus Habopa BKIIOYAET: CTPUNITHPOBAHHBIN [UIAHIIET C
uMMobrIn30BanbM TIIO B IPO3PavYHOM MAKETe C 3aMKOM, KaTHOPOBOUHBIE
1poGkl - He MeHee 6 (QJIaKOHOB, KOHTPOJILHYIO CHIBOPOTKY, KOH'BIOTAT, 6ydepsl,
pacteop TMD, cron-pearest.

Cpoxk roaxocTs Habopa - 12 MecsIeB ¢ AATHI IPOM3BO/ICTBA, YKA3aHHOH Ha
3TUKeTKe Habopa.

XpaHuth npu Temueparype +2...8 °C.

ynax
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T3 cBoboaHbIH —UDA-
becr

*KonkypenTHbId BapuanT U®A. OfHocTaguiHBIH,

Konuuecrso onpenenenuii 96 (48 B xy6niax), hopmar miaHmera
CTPHIIUPOBAHHBIN JIOMaIOMIKHCA 10 1 JIyHKE. Bes npeaBapuTeIbHOL
[IPOMBIBKH ILJIAHIIETA.

O6peM ucctenyemoro 06pasua 50 MKJL.

Bpems peakiuu 1 vac 15 MUH.

CranpapTusanus yCI10BHH HPOBe/ieHUA HepMEHTaTHBHON Peakliny ¢
XPOMOT€HOM B TEPMOCTAaTUPyeMoM Iieiikepe mpu 37°C.

YyBCTBUTE/IBHOCTD HE XyIKe 1 TIMOJTh /JI.

ToroBble xuaKHe KaIMOPATOPHI B fUANa30He 0-80 MMOJIb/JI — 6 IIT., ¢
HEU3MEHHbIMU KOHUEHTPALMAMU B PA3HBIX CepHAX HaGOPOB, OKpalleHHbIE C
PasJIMYHON HHTEHCUBHOCTBIO B 3aBUCHMOCTH OT KOHIIEHTPAL[HH.

T'oTOBBII KOHTPOJIBHBIH 06paze.

ToToBble 0AHOKOMIIOHEHTHBIE PAcCTBOPBI KoHblorara u TMB, He Tpebyrommue
pasBefieHHA.

Hanwune: nyieHKH /15 3aK/IeHBaHUA IUIAHIIETA, TIAKeTa JUId IJIaHIIeTa THIIA
"3un-10k", yHuGUIUPOBAHHBIX HeCHeMHUpHUECKUX KoMIIOHeHToB OCB-T,
TMB, cTon-peareHTa, perucTpalHOHHOTO y0CTOBEPEHHS.

BosmMoHOCTE TPaHCIOPTUPOBAHKSA IIPH TeMIepaType 23-25°C 10 CyToK.
YenoBusA XpaHeHHUs: IPU TeMIieparype +2...8°C B TeUeHue BCEro cpoka
FOAHOCTH, YKa3aHHOTO Ha 3TUKETKE.

Cpok roanocTu Habopa - 12 MecsIEeB C JAThI IPOUBBOACTBA

ynak
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[CA-06munit(MPA-
BECT(Bapuanr 1)

Obmiee KOTHYECTBO OIIpesiesieHHH 96 (48 B ny61ax).

YyBCTBUTEIBHOCTD: 0,1 HT/MJI.

JlnamnasoH uaMepeHwuii: 0-40 HL/MJL.

Cocras Habopa:

1. [Inanmer cTpUNUPOBAHHBIN 12 110 8 JIYHOK, FOTOBBIU K IPUMEHEHHUIO - 1 LIT.
2. [Tpo65I kaTHOGPOBOYHBIE TOTOBBIE /1JIsl HCIIOJIL30BAHMUS - 6 (PJIAKOHOB.

3. Obpaser; KOHTPOJIBHBIH - 1 (PJIAKOH.

4. KonbioraT roToBBIN 71 HCIIOIb30BAHUA - 1 (DJIAKOH.

5. PactBop /15 pasBeZleHUsI CBIBOPOTOK, TOTOBBIM /I HCIIOJIB30BAHUA - 1
draxoH.

6. CyberpaT XpOMOTeHHBIH - pacTBop Terpamerunbesununa mioc (TMB+)
TOTOBBIH J/1f1 UCTIOJIB30BAHUA - 1 JIIAKOH.

7. Pactsop Gydepnbiii hochaTHO-COMEBOH ¢ TBUMHOM - 2 (hyIaKOHA.

8. CTon-peareHT, TOTOBBIL [JIs1 HCHOJIB30BAHUA - 1 (PJIAKOH.

9. Ilnenxa A4 3aKieMBaHus [UIAHIIETA - 1 [T,

10. Tpadaper 118 TOCTPOEHM KATUOPOBOUHOTO rpadpuKa - 1 LiT.

11. BanHOYKa [1s1 pearenTa - 2 MIT.

12. HakOHeYHHUKH U1l NUIETKY Ha 5-200 MKJI - 16 IIT.

Habop XpaHUTh DU TeMIeparype +2...8°C.

Cpox rogHocTH 18 MecsIEeB ¢ IaThl IPOM3BO/ICTBA, YKA3aHHOM Ha 3THKETKE

Habop
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Faﬁopa.
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Habop pearentos ans onpenenenus IgG anTutes x Mycoplasma pneumoniae,

.Mycoplasma hominis- Tun mukpormtanmera 96-JIyHOUYHBIH CO CTpUNAMH, pa3Zie/IIeMbIMU HA
IgG-Ha-BECT OTZe/IbHBIE JIYHKH.
Tun ananu3a: BO3MOXKHOCTD KOJIMYECTBEHHOTO U MIOJIyKOJTUYECTBEHHOTO
aHaausa.

Hcenenyemplii 06pasel: chIBOPOTKA U I1azMa KDOBH.

MuHuMaTBHBIH 00heM HCC/TeyeMOoro obpa3sua: He 6oJtee 1 MK,

Kosmuecrso onpenesnennii (¢ kambparopamu u KOHTPOJIAMH): He MeHee 96.
ALUTeIBHOCTD 3TANOB U yC/IOBUs HHKY6AIUH: He Gosiee 75 MUH. npu
KOMHATHOU TeMIepartype, 6e3 BCTpAXHBAHMU.

XapaKkTepHCTHKA PEATEHTOB — MOJIHOCTBIO TOTOBbIE K [NPUMEHEHHIO
(npombiBouHbI Oydep — KOHIEHTPAT). BO3MOMKHOCTD HCIIOJIB30BAHIS
KOHBIOTaTd, CybeTpaTa H CTON-PeareHTa ua APYyrHx JIOTOB Habopa: HaTuuue.
Bo3MOXKHOCTE HCIIO/IB30BAHUS AHAIOTHYHOTO KOH'BIOTATA (anTH-IgG),
cyberpara 1 CTON-peareHTa 13 Pa3HBIX HAGOPOB O(HOTO NPOH3BOIUTEIA:
Hayne. KomuyecTso U XapakTepHCTHKa KaTubpaTopos: He MeHee 3, KUKUE,
TOTOBBIE K IPUMEHEHHUIO.

HonoxurenpHas 1 OTpHLATEIBHAS KOHTPOJIBHBIE CBIBOPOTKH (Ha OCHOBe
CbIBOPOTKH Y€JI0B€Ka) B cocTaBe HAGOpa: HAIMYHE.

O0beM KOMTIOHEHTOB HaGopa: KATMGPATOPEI He MeHee 2 ML KaXK/IBIH,
TI0JIOKUTE/ILHBIA KOHTPOJIb He MEHEe 2 MJI, OTPHLATE/bHBIH KOHTDOJIb HE
MeHee 2 MJI, QepPMEHTHBII KOHBIOTAT He MeHee 12 MJI, Oydep m1a passenenus
006pasioB He MeHee 100 MJ1, KOHIEHTpaT Gydepa A1 MPOMBIBKH He MeHee 100
M1 (Ha 1000 MJT ToTOBOTO Gydhepa), cyberpar He MeHee 12 MJI, CTOTI-eareHT He
MeHee 12 MJL.

CTabu/ILHOCTb OKDACKH [IOC/IE BHECEHHUS CTON-PeareHTa — He MeHee 30 MHUHYT.
IIBeTOBasA KOAMPOBKA KPHILIEK (HJIAKOHOB: HATHIHE,

I[BeroBas KOJUPOBKA PeareHToB: HATUYHeE,

Jluanaszon BolABIeHUS KOHUEHTPALNH He MeHee 2 — 200 OEx/mu.

JlivHa BOJTHBI CYUTHIBAHUSA — 450 HM.

Crabu/IbHOCTb TOC/Ie BCKPBITUS: B TEYEHHE He MEHee 4 MeCAIEB.

ynak 8
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Mycoplasma hominis- Kosuectso onpenenennii: 96 (mianmer 12x8).

IgA-HUpa-BECT O6nem ncestegyemoro o6pasua - He 6osiee 20 MKJT.

B koMIuIeKTaluuy: [ieHKa [UTs 3aK/IeMBAHNSA U TAKET THIIA "3Un-10K" WIS
IJ1aHIIeTa, yHUDUUUMPOBAHHbIE HecreUPUIeCKHe KOMIOHEHThI ®CB-T, TMB,
CTOTI-peareHT. '0ToBbIe O/[HOKOMIIOHEHTHBIE PACTBOPHI KOHBIOTATA U TMB, ue
TpeCytomue passesenus. OGbeMHOE PaBEHCTRO KOHTpoJsiel 1 06pasios.
YesnoBus XxpaHeHus: Ipu TemIepaType +2...8°C B CYXOM TEMHOM MECTE,

Cpok rogHocT! HaGOPa - 1 TOA € AATHI IPOUSBOCTEA, YKa3aHHOU Ha 3THKETKe
Habopa.

ynak 15

Hauanbnas/MakcumaibHasi cymma aorosopa 1050000(OaMH MUITHOH NATBAECHT ThICAY py6) 00 koneex.
YcnoBusa HCNoJIHEHHs 10T0BOpA:

Henonnurens 06s3yercst BHOCHTL MH(OPMALIHIO B ABTOMAaTH3MPOBAHHYIO CHCTEMY 3aKa30B «DJIECKTPOHHbIN OPAEP» O MOCTABKE TOBapa
COIIACHO HHCTPYKLMH, MPENOCTAB/ICHHOH 3aKa3urKOM.

1. Tpe6oBaHus kavecTsa:

1) Tocrasnennpi#i ToBap K0MKeH COOTBETCTROBATH TpeGOBAHHMSM CTAHIApPTOB N0 KAYECTBY, YNAKOBKE M MapKHpPOBKE,
YTBCPAKICHHON HOPMATHBHO-TEXHUYECKOMN J0KYMEHTAIIMEH.
a) [locraBisieMbIi TOBAP JOMIKEH WMETh ACHCTBYIONIEE PErHCTPALHOHHOE YAOCTOBEPEHHE YCTAHOBJIECHHOrO 00pasla ¢ MpU/IOKEHHEM B
COOTBETCTBUM ¢ (1. 4 crarbh 38 DenepanbHoro 3akona ot 21 HosGps 2011r. Ne 323-@3 «O6 ocHoBax OXpaHbl 3/I0POBbsl I'pakaaH B
Poccniickoit @enepanmn»; INocranosnenue Tpasurenscersa PoccHitckoit Denepaunn or 27 nekabps 2012r. Ne 1416 «O6 YTBEPKIACHUU
TIPaBHJI FOCY1apPCTBEHHOHN PErMCTPALMK MEIULHHCKUX H3ENNIT)
0) TpeGosanue o Hanuumu CepTHUMKATOB/IEKNAPALUH B OTHOLICHUH YKA3aHHOH [POLYKLUMH YCTAHOBIEHO W [OCTAHOBJIEHHUEM
[pasurenscra Poceniickoit @enepaumu ot 01.12.2009 Ne 982 «O6 YTBEPXKIACHUH €IAMHOrO [CPEYHSA MPOAYKLMH, [OIEKAIICH
00513aTeNBHOM CEPTH(MKALINK, M CAMHOrO TMepedHs MPOLYKIHH, [IOATBEPHKIACHHE COOTBETCTBHS KOTOPOH OCYIIECTBISETCS B (hopme
NPUHATHS JCKIAPaALMK O COOTBETCTBUMY.

2) Kauecrso ToBapa noarBepkaaeTcsi COOTBETCTBHEM TeXHUUECKHM XapaKTEPHCTHUKAM, OIHMCAHHIO, (HACOBKE W YIIAKOBKE,
yKa3aHHbIM B TeXHUYECKOM 3aaHuUH.

3) Io konuuectBy 1 kadecTBy ToBap A0HKEH MOTHOCTBIO COOTBETCTBOBATD Texuuueckomy 3ananuio.

4) [llocransemblii  ToBap MOMKEH OBbITb  HOBBIM, H3FOTOBICHHBIM B 2019  romy, T.e. «KkoTOphli He Obll
B YNOTPEO/ICHUH, HaXOAMThes y [TOCTABILMKA HA 3AKOHHBIX OCHOBAHHSX, ObITH CBOGOAHBIM OT NpaB TPETHUX JIML, HE 3al0KEH W He
HaXOJIMThCS MO apECTOM.

5) TlocraBka [OMKHA COMPOBOKIATLCS KOMUSAMH ACHCTBYIOINMX CePTU(HKATOB COOTBETCTBHS, BbIIAHHbIC OpraHoMm o

ceprudukaunn Poccun.

2. Mecto noctasku: 182100 Ilckosckas obiacts ,r.Bennkue Jlykn ,nip-t Farapuna,97



3. Tapa gocrasku: nocraska TOBapa N0JDKHA OCYIICCTBIAETCS B OPHIMHAIBLHOM 3aBOJICKOI YNakoBKe, o0ecrneuuBaroleii ero
COXPaHHOCTb. YMaKkoBKa TOBapa J0JKHA 0BecreunBarh 3ALIUTY OT BO3NCHCTBHMSA MEXAHHYECKHMX, XUMHYECKHUX M KIMMATHYECKHUX (hakTopos
BO Bpemsl TPAHCIIOPTHPOBAHHS W XPAHEHHS 110CTABISIEMOTO TOBapa

4. Cpoku M ycJoBHSI MOCTABKH TOBAapOB: OIPEACIACTCS 3aKa3uHKOM B (dopme 3ajgBKM Ha TOBAp B 5JIEKTPOHHOM BHJE
NOCPEACTBOM _aBTOMATM3MPOBAHHOW CHCTEMbl 3aka30B  «DJEKTPOHHBIH _opaepy. C  aaThl MOJIy4CHUs] COOTBETCTBYIOLICH 3adBKU
[MocraBnkom, ITocTasiiyk 0043yeTcs 0CYILECTBUTh MOCTAaBKY YKa3aHHOTO B 3asBke ToBapa B TedeHHe 5 (I1TH) pabovymX IHEil.

5. CToumocTh TOBApOB J0/IKHA BKJIKW4ATL: Bcee pacxoas IocTaimmka, KOTOPbIE MOTYT BO3HHUKHYTb B XOJ€ MCIOJHEHUSI
A0roBopa, B TOM YHCJIE: Ha N1EPEBO3KY, CTPAX0OBAHMUE, YIjIaTa TAMOXKEHHBIX MOILUIHH, HAJIOT0B U p. 00S3aTeNbHBIX MIaTeXeH.

6. Cpok u ycaosusi onaatei: [lonHas onyaTa nocie NPHHSITHS M NOCTABKM ToBapa B TeueHne 90 KaJeHIapHbIX JHEH nocie
M0CTAaBKH TOBApa M MOANUCAHUS TOBAPHON HAKJIAIHOM.

7. OcoOble yc10BHUsA: B Clly4ae, €C/iM YUaCTHUK 110J1a€T KOTHPOBOYHYHO 3asBKy Ha ToBap, sBISIOLIMIACS aHAIOrOM, TO JaHHbI
ToBap 1Mo TeXHIYECKUM XapaKTCPUCTHKAM HE JIO/KEH OBITh XY)Ke. a 110 HEKOTOPBIM KPUTEPHAM Aaxe Jydile (TM60 aHANMOIHYHbIM), YeM Te,
KOTOPKIE OBIIH MPEJIOKEHB! 3aKa34UKOM B TeXHUYIECKOM 3a1aHHH.

MecTo noaa4u KOTHPOBOUHBIX 3asBok: : HY3 «Y3i0Bas GoabHuLa Ha cT. Benukue Jlyku OAO» PYK Iy

KoTupoBouHble 3asiBKM paccMaTPUBAKTEA: B Te4eHHE 5 pabOUMX JHEH MOC/IE OKOHYAHHS CPOKA T0Ja4M KOTHPOBOUHBIX 3asBOK
Ha MPEAMET MX COOTBETCTBHS TPeOOBAHMSIM, YCTAHOBJCHHBIM B 3aNpoce KOTHPOBOK LIGH, M COMOCTABJSET MX MPEANOKEHHS [0 LEHE
JI0TOBOpa.

Oosi3aTesibHble TPEOOBAHUS K YYACTHHKAM 3a1IPOCa KOTHPOBOK LieH:

1) HenpoBeieHHE MMKBHAALMK Y4aCTHMKA 3aKYIKH — IOPMMHYECKOTO [HUA W OTCYTCTBHE DEUIEHHs apOHTPKHOIO Cyda O
MPHU3HAHWK Y4aCTHUKA 3aKYIKH - IOPHAMYECKOrO JIML@ WM WHAMBHIYAILHOTO MPEANPUHUMATENS HECOCTOATEbHBIM (6aHKPOTOM) M 00
OTKPBITHM KOHKYPCHOT'O MPON3BOACTBA;

2) HENpHOCTAHOB/ICHHE LEATENLHOCTH Y4acTHMKA 3aKyNKW B NOpsiike, ycraHosieHHoM Koaekcom Poccuiickoit denepatinm 06
A/MUHUCTPATHBHBIX [PABOHAPYIIECHUAX, HA ATy MOJAYM 3as8BKH Ha y4acTHE B 3aKYTIKE;

3) OTCYTCTBHE y y4acTHMKA 3aKyNKH HEIOMMKM MO Hajoram, cGopam, 3al0/KEHHOCTH 110 MHBIM 00S3aTe/lbHbIM T1/1aTekaM B
O1o/mketsl Gro/uKeTHOH cuctemsl Poceniickoit ®enepalyu (3a MCKTIOUCHHEM CyMM, Ha KOTOPbIE MPEIOCTABICHbI OTCPOUKA, paccpouka,
MHBECTHUMOHHBIH HAMOTrOBBIA KPEAMT B COOTBETCTBMHM C 3aKOHOIATENbCTBOM Poccuiickoit ®exepaunn o nanorax u cbopax, KOTOpble
PECTPYKTYPUPOBAHDI B COOTBETCTBUHM C 3aKOHOJATEIBCTBOM Poccuiickol Pesiepaliiu, M0 KOTOPBIM HMEETCS BCTYIIHBIIEE B 3aKOHHYIO CHITY
pelieHie cyaa O NPU3HAHWK 00A3aHHOCTH 3aABMTENS MO YINATE ITHX CYMM HCIOIHCHHON WM KOTOpbIE NPH3HAHBI OC3HALCKHBLIMH K
B3BICKAHMIO B COOTBETCTBHM C 3aKOHOAATEJbCTBOM Poccuiickoit ®enepaunn o Hajorax M cOopax). YUYacTHHK 3aKyNKH CUMTAeTCs
COOTBETCTBYIOLIMM YCTAHOBJICHHOMY TPEOOBAHHMIO B CJydae, €CM MM B YCTAHOBIICHHOM [OPSKE M0AAHO 3asBIEHHE 00 0OKaioBaHUM
YKa3aHHBIX HEIOMMKH, 3aJ0JDKEHHOCTH M PCLICHWE 110 TAaKOMY 3asABJCHHMIO HA ATy PACCMOTPEHHs 3asiBKH HA yyacTHe B ONpele/eHHH
NOCTaBLIMKA (TTOAPSI4MKA, UCIIOIHUTEIS) HE TIPUHSATO;

4) OTCYTCTBME y y4acTHHKA 3aKyNkH — (QU3MUECKOro smua Jnbo y pyKOBOAMTENS, YJIEHOB KOJIETHATBHOTO HCMOMHUTENLHOIO
OpraHa Wi [IABHOTO OyXrairepa KOPUIMYECKOrO JHMIA — YYaCTHMKA 3aKYNKH CYIHMOCTH 3a TpECTyIjieHus B cepe IKOHOMHKH (3a
MCKIIIOYEHHEM JIULL, Y KOTOPBIX Takas CyAWMOCTb MOTallieHa Wik CHATA), a TAKKe HENPUMEHEHHE B OTHOLICHHH YKa3aHHbIX (U3HYECKUX JHL]
HaKa3aHWA B BUIE JIMIIEHHMS NPaBa 3aHUMATh ONPE/ICICHHBIC J0/IKHOCTH Ml 3aHUMAThCs ONPEIEICHHON ACSITETbHOCTBIO, KOTOPbIE CBA3AHbI
C I10CTABKOM TOBAPA, BBINOIHEHHEM PabOThI, OKA3aHUEM YCITYTH, SBIISIOIMXCS 00BEKTOM OCYIIECCTBISIEMON 3aKyKH, U aAMUHHCTPATHBHOIO
HaKa3aHWs B BUIE ANCKBAIH(PHUKALMY;

TpeboBannst K KOTHPOBOYHBLIM 3asiBKAM: KOTMPOBOYHAs 3asBKA [0JACTCS MPETCHIACHTOM B MHCLMEHHOH (opme B
3are4aTaHHoOM KOHBEPTE B CPOK, YKA3aHHBIH B 3aIpOCe KOTHPOBOK LIEH, U PETHCTPUPYETCSA Y 4pekKIEHHEM.

OcHoBanuem /15 0TKa3a B IPUEME 3asBKH ABIACTCS HCTEUEHHE CPOKa M0AUN 3as1BOK H/WUIIH HECOOTBETCTBHE KOHBEPTA C 3asBKOi
TpeOOBaHMSM, YCTAHOBJICHHBIM B M3BELEHHH O 3alPOCE KOTHPOBOK LIEH.

Ha xonBepre yka3blBaloTCsi HAMMEHOBAHUE M HOMED M3BELLEHHMS, Ha Y4acTHEe B KOTOPOM MMOIAETCs 3asBKa, a TAKKE HAUMEHOBAHHE,
a/IpeC ¥ MHAMBUYaJIbHBII HAJOTOBbIA HOMED YHaCTHHUKA 3aKYIKH.

3aKa34yMK NPUHMMAET KOHBEPTHI C 3asIBKAMM 110 HCTEUEHHUs! CPOKa MOJa4H 3asIBOK, 38 HCKITIOYEHHEM KOHBEPTOB, HA KOTOPhIX
OTCYTCTBYET HeoOX0AnMasl HH(OpMALHs, HE3aIeYaTaHHbIX W TOBPEKACHHBIX KOHBEPTOB.

o mucreyenuu cpoka 1oJauy 3asBOK KOHBEPTHI C 3asBKaMM HE NPUHUMAIOTCs. KOHBEPT ¢ 3aABKOM, MOJYUEHHBIH 3aKa3uMKOM 10
MCTEUEHHH CPOKa 110/1a4H 3as1BOK I10 [10YTE, HE BCKPBIBAETCSI U HE BO3BpAIIIAETCS.

Y4aCTHMKM BIIPABE [101aTh TOJIBKO OIHY 3asBKY, TAKKE UMEIOT [IPABO U3MEHUTB MM OTO3BATh CBOIO 3aIBKY /10 HCTEUEHHMS CPOKa
nogayu 3asBok. M3MeHeHMe 3asBKHM MJIM YBEIOMJICHHE O €€ OT3bIBE SIBJISICTCS JCHCTBUTE/IBHBIM, €CJIH M3MEHEHHE OCYLIECTBIECHO WIIH
YBEIOMJICHHE [10J1y4eHO 3aKa34uKOM [0 HCTEUEHHs CPOKa [101a4H 3asBOK.

3aKa34MK BIIPABE OTKA3aThCs OT MMPOBENEHHMS 3aIpOca KOTUPOBOK B JIF0O0E BpPeMsl, B TOM YMCIIE M0C/IE MOANUCAHUS MTPOTOKOA 110
pe3yabTaram 3aKyIKW, He Hecs MPH ITOM HHMKAKOH OTBETCTBEHHOCTH MEpe] Yy4YaCTHHUKAMH, KOTOPBIM TAKOE ACHCTBME MOXET NMPUHECTH
yOBITKH;

[lo pesyneTaTam pacCMOTPEHHMS M OLIEHKH NTPEACTABIEHHBIX KOTHPOBOYHBIX 3aBOK YHYACTHUKY pa3MEIIEHHs 3akas3a, MoJAaBliemMy
KOTMPOBOYHYIO 3a8BKY, KOTOpas OTBEYAET BCEM TPEOOBAHMAM, YCTAHOBJICHHBIM B HACTOSILEM M3BELICHWH, ¥ B KOTOPOH yka3aHa Haubosee
HM3Kast CTOMMOCTD 110 10r0BOPY, NMPU3HAHHOMY noOeauTesem, OyaeT HarpaBieH AUI_ITO/IMTMCAHHS TIPOSKT 10T0BOPA.

[Ipeacenarenb KOHKYPCHOM KOMHCCHH e o E.Jl. laBnexamoBa



