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IMpunoxenue Ne 1

K IIpUTJIaIIeHHIO Ha 3alIPOC KOTHPOBOK

ok kogom «GHAPDzB-HVKAK-2022-88»
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Cpega Braypox

Cpepa npezHasHaveHa [Is BRIPALMBAHUS M COXPAHEHMs MHOTHUX BUIOB
Gudumobaxrepuii.

CocTaB: Ka3eMHOBBIH ITAHKPEATUYECKHUI TH/IPOIM3AT, JPOXCKEBOI SKCTPAKT, ITI0K03a,
JIaKTO3a, IIMCTEUH, XJIOPU/] HATPHA, CePHAA KUCIOTa MaTHUI, aCKOPOMHOBAA KHCIIOTa,
YKCYyCHas KMCJIOTa HaTPHs, arap.

Cpox rogHoCTH IpH IIocTaBKe He MeHee 70%, o6MMii CPOK XpaHEHHU He MeHee 3 JIeT,
YTIaKOBKa C BO3[yXOHEIIPOHUIIAeMbIMU T€PMETHYHBIMU KOHTelHepamu Becom 0.25 - 0.5
KT, C 3aBOJICKO# (haCOBKO¥ 1 MAPKUPOBKOH (B COOTBETCTBHH C TPEOOBAaHUAMH CTaHJAPTOB
cepun ISO 18113). O6s3arebHbI: Cepysi/KOJ, TAPTHH, HAUMEHOBAHNE U aZpecc
TIPOM3BOAUTEJIA, CTPAHbI IIPOU3BOACTBA, JATHI IPOM3BOICTBA U CPOKA rOgHOCTH. JJOImKHO
ObITH IIPHBE/IEHO HAUMEHOBAHNe PeareHTa AJIsi JUAarHOCTUKH in Vitro MiIu JAOKHBL OBITh
TIpUBeeHbI JOMOJHUTEIbHbIE CPe/ICTBA UAeHTUDHKALMI: HOMEpP B KaTajore, HOMep
ToBapa. Bes mapTus momKHA GBITH IIOTHOCTHIO €[MHOOGPA3HOM C TOUKK 3PeHUS JATHI,
IIPOMU3BOAUTEIA 1 yHaKOBKI/I) U UMETh CePTl/Iti)I/IKaT KadJecTBa IIapTUH, PeSyJIBTaTI)I
VCIIBITAHUH QYHKIIMOHATBHBIX XapaKTepPUCTUK. [IpOU3BOACTBO JODKHO UMETh
I/IHTeI‘PI/IPOBaHHyIO CI/ICTeMy yHPaBJIeHI/Iﬂ Ka4eCTBOM:B COOTBETCTBUU C ME)K'ELyHaPOAHLIMI/I
cranzapramu Kadecrsa ISO (ISO 13485-2017, 9001-2015, CE u / unu IVD)

Kr

r.Epesan, [I.Mansgua 37

B revenmue 45 pabouux gHeit
CO J{HA BCTYIIEHUSA B CHITY
3aKJTIOYEHHOTO MEXIy
CTOPOHAMH
JIOTIOJTHUTEIBHOTO

CorjalmeHusa

33691166

Cpeza a1 ompesiesieHus

TIO/IBYKHOCTH GaKTepuit

IpepnasHavena 1A U3yYeHUA MOABMKHOCTH U Ta30TeHEPUPYIONIMX CBONCTB
sHTepobakTepuit. KerThIil OZHOPOSHBIN OPOIIOK.

Wnrpepuents: 1000 M roTOBOI Cpepipr:

ITankpear. rumponusaT KasenHa (xxenarusa) 10 T,

MscHOi#t 9KCTpakT - 3 T,

Xnopup Hatpus - 5T,

Arap-35-4r.

Pacxogz 21.5 - 22.05 r nopoukooGpastoii cpeast B 1000 M1 guctunnuposanHoii Bogst (TM
media, \Himedia, Thermo Fisher Scientific uiau sxBus.).

Cpoxk rogHOCTH IIpH nIocTaBKe He MeHee 70%, oOuIMii CPOK XpaHeHHs He MeHee 4 JeT,
YTIaKOBKA C BO3[yXOHEIIPOHUIIAaeMbIMU T€PMETHYHBIMU KOHTelHepaMu BecoM He Gosee 0.5
KT, C 3aBOJCKOM (haCOBKOI1 ¥ MAPKMPOBKO# (B COOTBETCTBHH C TPeGOBAHMAME CTAH/APTOB
cepun ISO 18113). O6s3arebHEL: Cepus/KO/, HaPTUH, HANMEHOBAHHE U a/Ipecc
TIPOM3BOJMTE]IA, CTPAHbI IIPOU3BOJICTBA, JAThl IPOM3BOJCTBA U CPOKA rofgHOCTH. JJomKHO
GBITH IPHBEIeHO HANMEHOBAaHME PeareHTa JIjif JUAarHOCTHKH in Vitro MM JOJDKHBI OBITh
TIpUBe/IeHHI JOMOMTHHUTEIbHbIE CPe/ICTBA e HTH(GUKAIMU: HOMED B KaTajore, HOMep
ToBapa. Bca mapTus momkHA GBITH IIOTHOCTBIO IMHOOGPA3HOM C TOUKM 3peHMS JATHI,
TIPOM3BOJMTEIA M YIIAKOBKH) U UMETh CepTH(HUKAT Ka4eCTBa MAPTUH, Pe3yIbTaThI
VCIIBITAHUH (QyHKIIMOHATBHBIX XapaKTePUCTUK. [IpOU3BOACTBO JODKHO UMETh
MHTeTPUPOBAHHYIO CUCTEMY yIIPaBJIeHUS KaueCTBOM:B COOTBETCTBHM C MEXKyHAPOJHBIMI
cranzapramu kagecrsa ISO (ISO 13485-2017, 9001-2015, CE u / unu IVD)

Kr

r.Epesan, /I.Mansauna 37

B reuenmue 45 pabouux gHeit
CO IHA BCTyH]IeHI/I)'[ B CI/I}Iy
3aKJTIOYEHHOTO MEXIY
CTOpPOHAMH
JIOTIOTHATEIBHOTO

CcorjlalmeHusa




HOMEp . TIOCTaBKU
TOBAPHBI 3HAK,
TIperyCcMOT
Mapka u eMHUIIA LeHa oburas
PeHHOro CPV HaMMeHOBaHUE TeXHWJeCKas XapaKTepHCTHKa
HauMeHOBaHHEe HU3MepeHHua €OVHUIBL CTOUMOCTD KOJIUYECTBO azpec CpOK
TIpHUTIalTeH
IIPOM3BOUTE LA
ueM jiota
Ha6op cocTouT U3 TOBapOB, IPUBEIEHHBIX B IPUIOXKeHUH 1.1, KOTOpBIe IIpeIyCMOTPEHEI
a1 BeIpamuBanua B. cereus. O6mras meHa gota GOpMUpYyeTC IyTeM CyMMHPOBAHUA 5
croumocteii ToBapoB npuiaokenus 1.1. [Ipunoxenue 1.1 aBseTcs HeoTeMIeMON YaCThIO g B teuenue 45 pabouux gHei
®
PEMBA cpega ais 1IeHOBOTO IpeIoKeHud. Kaxxpas mapTus mocTaBku (TpyIina TOBapoB), IpelyCMOTPeHHAL 5 CO JHSA BCTYIUICHHUS B CUITY
3 33691400 |PPIPAIMEBaIMS B. cereus ¢ TpadpuKOM IIOCTAaBKH, JOJDKHA OCYIECTBIATCA B YKA3aHHBIM CPOK OJHOBpeMeHHO. B 6 100 = 3AKITIOUEHHOTO MEXTY
. : Habop - =
no6Gaskoii gy arapa Bacillus CJTydae OTCYTCTBHSA MIH HECOOTBETCTBUA (TpeGyeMas IJIOTHOCTD, KOIHYECTBO U T. [1.) N CTOpOHAMH
=]
cereus J:060T0 U3 IIOAITYHKTOB B IIeHOBOM IIPeJIIOXKeHUH YIaCTHUKA, 3aABKa Oy/leT OTK/IOHEHa 110 3 JIOTIOTHUTEIBHOTO
v
BCeM IOAIYHKTaM JaHHOTO JIOTa. o COTIanIeHus
Cuer-dakTypa J0/KHA GBITH IPEATaBIeHA B COOTBETCTBHM CO CIIUCKOM TOBApOB, =
mpescTaBieHHbIX B [Ipunoxennu 1.1
T'oMoreHHBIi CBETIO-XKeITABATHI MOPOIIOK. [I/Is CeIeKTPHBHOTO BBIEIEHHUL
KOpHUHeGaKTepuii.
Cocras xHa 1000 M cpenpr:
I
ITent. rugponusar XUBOTHO#M TKaHH - 10 T, MacHO# aKkcTpakT - 10 T, Xoopuz Hatpus - 5 1, «@ .
g B revyenue 45 pabounx gHeit
arap - 15 r. 'oroBas cpezna tpebyer fo6aBnerus 5% KpoBu U Kaaus TesLTyput. Cpox &
. IS CO IHSA BCTYIUIEHUA B CUITY
. TOJZHOCTH TIpU mocTaBKe He MeHee 70%, o0uuii CPOK XpaHeHHs He MeHee 4 JleT, yIaKOBKa ]
Arap Xoiinu a1 oGHapyKeHUA . = 3aKJIIOYEHHOTO MY
4 33691166 R C BO3JyXOHEIIPOHUIIAeMbIMU T€PMETHYHBIMU KOHTelHepaMu BecoM He Gozee 0.1 kT, ¢ KT 0.10 =
KOpHHeGaKTepuit . N N CTOpOHAMH
3aBOZICKOM (haCOBKO# M MApKMPOBKOM (B COOTBETCTBHM C TPeGOBAHUAMYU CTAHAAPTOB CEPUL =
3 JIOTIONTHUTETEHOTO
ISO 18113). O6si3aTe1bHbL: CEPHsL/KOA MAPTUH, HAUMEHOBAHKE 1 aLpecC IPOU3BOAUTEII, 3
=9 coryameHus
CTpaHBI TPOM3BO/ICTBA, JAATHI IIPOU3BOACTBA M CPOKA TOAHOCTH. [IPOM3BOACTBO HOIKHO =
HMETh P[HTeI‘PI/[POBaHHyIO CI/ICTeMy yHPaBJ’IeHI/IH Ka4YeCTBOM:B COOTBETCTBUHU C
MeXTyHapOAHBIME cTaHzapTamu Kadectsa ISO (ISO 13485-2017, 9001-2015, CE u / miu
IVD)
ArapoBast OCHOBA /ISl OIIpe/ieIeHUs TOKCUT€HHOCTH BO30yAuTeNns audrepuu (I recta
Elec). ITopomkoo6pasHas Macca, coepKalas dKCTPAKT MO3ra TeJIeHKa, 9KCTPAKT
TOBXKBETO Cep/iia, XJTOPHU/, HaTpHsA, KApOOHAT HaTpu, arap. CPOK O[HOCTH IIpU MOCTaBKe
He MeHee 70%, 061Ul CPOK XpaHEHUA He MeHee 3 JIeT, YIIaKOBKa C
>
BO3/[yXOHEITPOHMIIAEMbIMK TePMETHYHBIMK KOHTeifHepamMu BecoMm He Gonee 0.25 xr, ¢ g} .
. o N g B reuyenue 45 pabouux gHeit
3aBOJICKOM (haCOBKO¥ M MapKUPOBKOM (B COOTBETCTBUM C TPeGOBAHUSAMM CTaH/JAPTOB CEPUI =
= CO IHA BCTyH]IeHI/D'[ B CI/I}Iy
OcHoBa arapa fij1g oIpe/eieHus ISO 18113). O6s3aTenbHbL: cepus/KOJ, HapTHH, HAMMEHOBAHME U a/IPeCC IIPOM3BOJUTE]IA, é“
] 3aKTIOYEHHOTO MeX,
5 33691163  |TOoKCHreHHOCTH BO3GYAUTEIS CTpaHBI TPOU3BO/ICTBA, JAThI IPOM3BOJCTBA M CPOKA TOZHOCTH. JJO/DKHO GBITH TPUBEZEHO KT 0.25 = R4
o CTOpPOHAMH
mudrepun (as recra Elec) HaMMeHOBAHMe PeareHTa I JMATHOCTUKHY in Vitro MM JOJDKHEI GBITH IIPUBE/IEHBI o P
3 JIOTIOTHUTETHHOTO
JIOTIOTHHUTE IbHbIE CPeZICTBA UAeHTU(UKAIMY: HOMEp B KaTaJlore, HoMep Toapa. Bea 5}
S COTJIAIIeHUS
TapTHA JO/DKHA GBITH IOTHOCTHIO @ IMHOOOPA3HOM C TOUKH 3PeHHA IAThl, TPOM3BOSUTEILL =

¥ yIIaKOBKH) M UMeTh CepTU(HKAT Ka4eCTBa IAPTHH, Pe3y IbTaThl NCIIBITAHUI
(byHKINOHATBHBIX XapaKTePUCTUK. [[POU3BOACTBO JODKHO UMETh HMHTEITPUPOBAHHYIO
CHCTeMY YIIpaBJIeHHs Ka4eCTBOM:B COOTBETCTBUY C MEXX/yHAPOAHBIMY CTAHAAPTAMA
kauecrsa ISO (ISO 13485, 9001, CE u / umu IVD)




HOMEp

TIOCTaBKU
TOBapHBIH 3HAK,
TIperyCcMOT
Mapka u eMHUIIA LeHa oburas
PeHHOro CPV HaMMeHOBaHUE TeXHWJeCKas XapaKTepHCTHKa
HauMeHOBaHHEe HU3MepeHHua €OVHUIBL CTOUMOCTD KOJIUYECTBO azpec CpOK
TIpHUTIalTeH
IIPOM3BOUTE LA
ueM jiota
Ha6op cocTouT U3 TOBapOB, IPUBEIEHHBIX B IPUIOXKeHUH 1.2, KOTOPBIe IIpelyCMOTPEHEI
JULS BBIZIeIeHMA U3 GMOJIOTHYeCKOr0o MaTepHaa 1 BbIPAllMBAHUA MeHUHTOKOKKOB. O6mas
[
IleHa j10Ta GOPMUPYeTCs ITyTeM CyMMHPOBAHHA CTOMMOCTE TOBapOB IpuioxeHus 1.2, @ B 45 vab .
. TeyeHue 45 pabounx gHeit
Ipunoxenue 1.2 ABngeTcsa HeOTeMIEMO¥ YaCThIO IIEHOBOTO IpezIoxeHus. Kaxmas E
. = CO IHSA BCTYTUIEHUA B CUITY
MeHUHTOKOKKOBBII arap ¢ TapTHA MOCTaBKHU (TPYIIIA TOBAPOB), IPeyCMOTPeHHAs TPadUKOM IIOCTaBKHU, JOJDKHA ]
. . = 3aKTIOYEHHOTO MKy
6 33691420 | moGaBKoii ruApOXTIOpPUAA OCYIIECTBIATCA B yKa3aHHBIH CPOK OIHOBpeMeHHO. B ciryyae orcyrcrsus niu Habop 1.00 =
CTOpOHAMH
JIMHKOMUIIMHA HeCOOTBETCTBHUA (TpeGyeMast IIOTHOCTh, KOJIMYECTBO H T. [I.) IF060T0 U3 IIOAIYHKTOB B =
< JIOTIONTHHUTETLHOTO
1IeHOBOM IIPeJIJIOXKeHUH YIaCTHHKA, 3aABKa Oy/leT OTKIOHEHa II0 BCeM MOAIYHKTaM 2
=9 coTNanreHus
JIAHHOTO JIOTa. LE
Cuer-dakTypa J0/KHA GBITH IPEATaBIeHA B COOTBETCTBHM CO CIIUCKOM TOBApOB,
mpescTaBreHHbIX B [Ipunoxenun 1.2
Ha6op cocTouT U3 TOBAapOB, IPUBEIEHHBIX B IPUIOXKeHUH 1.3, KOTOpBIE IIpeyCMOTPEHbI
JUIs. 0GOTOLIeHUS MePCUHUIT B 06pasiiax MUIIEeBBIX U KINHUYeCKUX MaTepuazoB. Obuas
[
1eHa 10Ta GOPMUPYeTCs MyTeM CyMMHPOBAHHA CTOMMOCTe TOBapoOB Ipuioxenus 1.3. @ B 45 vab .
. TeyeHue 45 pabounx gHeit
Ipunoxenue 1.3 ABngeTCS HeOTeMIEMO¥ YaCTHIO IIEHOBOTO IpezIoxeHus. Kaxmas &
IS CO JHSA BCTYIUIEHUSA B CUITY
OcHOBa HEePCUHMOZHOTO TapTHA MOCTaBKYU (TPYIIIa TOBAPOB), IPeyCMOTPeHHAs TPadUKOM IIOCTABKHU, JODKHA 5
. = 3aKJTIOYEHHOTO My
7 33691420 CeJIeKTUBHOTO OY/IbOHA C OCYIIECTBIATCA B YKa3aHHBIN CPOK OIHOBpeMeHHO. B ciryyae orcyTcTBua niu Habop 1.00 =
. CTOpOHAMH
06aBKOM HeCOOTBETCTBHA (TpeGyeMast IIOTHOCTh, KOJIMYECTBO U T. [I.) IF060TO U3 IIOAIYHKTOB B o
© JIOTIOTHHUTETHHOTO
1IeHOBOM IIPeJIIOXKeHUH YIaCTHHKA, 3aABKa Oy/leT OTKIOHEHA 110 BCeM IOAIYHKTaM 2
=9 CcoTanreHus
JIAHHOTO JIOTa. =
Cuer-dakTypa f0/KHA GBITH IPeATaBIeHA B COOTBETCTBHM CO CIIUCKOM TOBApOB,
npezcTaBieHHbIX B [Ipunoxenun 1.3
Ha6op cocTouT U3 TOBAapOB, IPUBEJEHHBIX B IPUIOXKeHUH 1.4, KOTOpBIE IIPeyCMOTPEHbI
JUIsL OGOTOLIEHHS TUCTEPHil B 00pasiiax MHUIIEBbIX ¥ KIMHUIeCKHX MaTepranoB. O6mast
IS5
1ieHa JIoTa GOpMUPYeTCs IyTeM CyMMHMPOBAaHMA CTOMMOCTe TOBAapOB ImproxKeHus 1.4. @ B 45 vab .
. TeyeHue 45 pabounx gHeit
ITpunoxenue 1.4 sBIsieTCS HEOTEMIEMOMN YaCTHIO LIEHOBOTO IpepIoxeHus. Kaxzgas a
2 CO JHS BCTYIUIGHUSA B CUITY
Ocnoga arapa OXFORD na IapTUs IOCTABKY (IPyIINa TOBAaPOB), IPeyCMOTPeHHAsA rpauKOM IMOCTABKH, JODKHA =
.. . = 3aK/TIOYEHHOTO MEeXIy
8 33691420  [BbIpamuBaHMs TUCTEPUIL C OCYILIECTBIATCA B yKa3aHHBIA CPOK OJHOBPEMEHHO. B ciyuae oTcyTcTBUA MK Habop 1.00 =
. K CTOpOHAMH
106aBKOM HeCOOTBeTCTBHA (TpeGyeMas IJIOTHOCTh, KOJIMYECTBO U T. /I.) TI000TO 13 MOAIYHKTOB B w
< JIOTIOTHUTEIBHOTO
IIeHOBOM HPe,IU[O)KeHI/II/I y‘IaCTHI/IKa, 3aABKa 6y,[(eT OTKJIOHEHA I10 BCeM HO]IHYHKTBM 5'3
=9 CoTanIeHus
JIAHHOTO JIOTa. L'xj

Cuer-daxTypa f0/KHA GBITH IPeATaBIeHa B COOTBETCTBHIM CO CIIUCKOM TOBAPOB,
mpezcTaBaeHHBIX B [Ipunoxenun 1.4




HOMEp

TIOCTABKU
TOBapHBIH 3HAK,
TpeLycMOT
Mapka u e/[MHIIA eHa obwas
PeHHOro CPV HaMMeHOBaHUE TeXHWJeCKas XapaKTepHCTHKa
HAaUMeHOBaHUe M3MEpeHUs | eIMHMIEI | CTOMMOCTh | KOMM4YecTBO | azpec Cpok
TpUTIANIeH
IIPOU3BOJMTEIS
neM jiota
HaG6op cocTout 13 TOBApOB, IIPUBECHHBIX B IPUIOKEHUH 1.5, KOTOpbIE IIpe/yCMOTPEHBI
21t 0GOTOILeHKs TUCTepHUii B 06pasliax MUIIEBBIX ¥ KIMHUIeCKUX MaTepuanoB. OGmas
I
1eHa j10Ta GOPMUPYeTCs ITyTeM CyMMHPOBAHHA CTOMMOCTE TOBapOB IpuioxeHus 1.5. ™ .
. 8 B revenmue 45 pabouux gHeit
Ipunoxenue 1.5 ABngeTcsa HeoTeMIeMO¥ YaCTHIO IIEHOBOTO IpeIoxeHus. Kaxmas &
5 CO [{HSA BCTYIIEHUSA B CHITY
Ocnoga arapa PALCAM ps TapTHA MOCTaBKHU (TPYIIIA TOBAPOB), IPeyCMOTPeHHAs TPadUKOM IIOCTaBKHU, JOJDKHA s
.\ . = 3aKJTIOYEHHOTO MKy
9 33691420  [BbIpamuBaHMS JTHUCTEPUIL C OCYILIECTBIATCA B yKa3aHHBI CPOK OJHOBPEMEHHO. B ciyyae oTcyTcTBUA MM Habop 1.00 =
. K CTOPOHAMK
noGaBKoi HeCOOTBETCTBHUA (TpeGyeMast IIOTHOCTh, KOJIMYECTBO U T. [I.) IF060T0 U3 IIOAIYHKTOB B P
3 JIOTIOJTHUTEIBHOTO
1IeHOBOM IIPeJIIOXKeHUH YIaCTHHKA, 3aABKa Oy/leT OTKIOHEHa II0 BCeM MOAIYHKTaM 2
=% coryameHus
JIAHHOTO JIOTa. =
Cuer-dakTypa JO/KHA GBITH IPeATaBIeHA B COOTBETCTBHM CO CIIUCKOM TOBApOB,
mpescTaBieHHbIX B [Ipunoxenun 1.5
HaGop cocTouT 13 TOBapOB, IIPUBEIHHBIX B IPUIOKEHUH 1.6, KOTOpbIE IIpe/yCMOTPEHBI
2L 0GOTOIeHKsA JTUCTepHit B 00pasliax MUIIEBBIX ¥ KIMHUIeCKHX MaTepuasnoB. OGmas
I
1eHa s10Ta GOPMHUPYeTCs IyTeM CyMMHPOBAHHS CTOMMOCTEH TOBAapOB IpuaoxkKeHus 1.6. 0 .
. g B teuenue 45 pabouux gHei
ITpunoxenue 1.6 ABiIgeTCS HEOTEMIEMOH YaCTHIO I€HOBOTO mpezoxenus. Kaxmas =
OcHOBa XpOMOTE€HHOTO arapa IS CO JHS BCTYIUICHHUSA B CHITY
. TAPTHA TOCTaBKHM (IPyIINa TOBAPOB), IPelyCMOTpeHHas TpadIKOM MOCTaBKH, JO/DKHA 3
ALOA BhIpamuBaHus TUCTEPHH . = 3aKJIIOYEHHOTO MKy
10 33691420 OCYIIeCTBIATCS B YKa3aHHBIN CPOK OIHOBpeMeHHO. B ciryyae orcyTcTBUA MK HaGop 1.00 =
(ocHoBa arapa mo OTraBuamu- K CTOpOHAMM
HeCOOTBETCTBUA (TpeGyeMast IJIOTHOCTh, KOMYECTBO U T. /I.) JII06OTO U3 IOAIYHKTOB B g
Arocru) ¢ fo6aBKaMu o JIOTIOTHUTEIBHOTO
L[EHOBOM IIpe/JIOXKEHHH yIaCTHHKA, 3a5BKa Oy/leT OTKJIOHEHA II0 BCeM IIOZITyHKTaM 2
& COTrJIAIleHUs
IaHHOTO JIOTA. ‘-':
Cuer-takTypa momKHA GBITH IPe/TaBIeHa B COOTBETCTBHHU CO CIIUCKOM TOBApOB,
npesicraBieHHbIX B [Ipunoxennn 1.6
Kupxas HeceseKTUBHAA Cpe/a-TIpejHA3HAYEHHAS /I CAHUTAPHO-0aKTEPUOIOTHIECKHX
HCCIeJOBAaHUM, B TOM YHCIIE JJI ONpe/ieleHNs 6aKTepruaabHOM KOHTaMIHAIIII
KocMeTndecKux cpescTB. COCTaB: Ka3eMHOBBIN IUAPOIU3AT, IIEITHIECKUI SKCTPAKT
JKUBOW TKAaHH, XJIOpU/, HaTpus, Audocdar Kaaus, ZeKCTPo3a, JIEIUTHH, IOI1COpOaT 1in
Taun 80. Cpox rogHOCTH IIpH IOCTaBKe He MeHee 70%, o6uIuii CPOK XpaHeHUS He MeHee 4 5
JIeT, YIIaKOBKA C BO3yXOHEIPOHUIIAeMbIMU TePMEeTUYHBIMU KOHTeHHepaMU BECOM He g B teuenue 45 pabounx gHen
6omee 0.5 kr, ¢ 3aBOACKOIT (aCOBKOM ¥ MAPKUPOBKOIL (B COOTBETCTBHUHU C TPeGOBAHUAME E CO JHS BCTYIUIEHHUS B CHITY
11 33121270 SCDLP Gynbon-Tpuntuk coeBsrit craugapros cepuu ISO 18113). O6s3aTebHbI: Cepys/KOZ, TAPTHH, HAMMEHOBAHIE U 050 = 3aKJTIOYEHHOTO MY
KI' . =
Gy/TBOH C JIETIUTHHOM U TBHHOM azipecc TIPOM3BOJUTE]IS, CTPAHbI IIPOU3BOACTBA, JATHI IPOM3BO/CTBA U CPOKA TOSHOCTH. R CTOpPOHAMH
o o
'ZLO}I)KHO 6LITI) HPHBE}IEHO HavMeHOBaHUE peaTeHTa JUIS AUATHOCTHUKM 1N VILro Uan g JAOIIOJTHUTEIBHOTO
1%
JIOJKHBI GBITh IIPUBE/IEHBI JOTOIHUTEIbHbIE CPE/ICTBA MAeHTH(UKAIIMN: HOMED B L& COTrJIalleHus
KaTasore, HOMep ToBapa. Best mapTust momkHa GBITh IMOTHOCTHIO MHOOOPAZHON C TOYKK =

SPEHP[ﬂ JIaThI, HpOI/I3BO;[I/ITe]I}I n yHaKOBKI/I) " UMETh CePTI/[lbI/IKaT KadecTBa HaPTI/II/I,
Pe3y)’[LTaTLI I/ICHI)ITaHI/Iﬁ (byHK]_U/IOHEHLHLIX XapaKTepI/ICTI/IK. HPOI/ISBOACTBO JOJI)KHO UMETh
I/IHTEI‘PI/IPOBHHHYIO CI/ICTeMy praBJIeHI/IH Ka4yeCTBOM:B COOTBETCTBHH C Me)l(AyHapOAHLIMI/I
crargapramu Kadectsa ISO (ISO 13485, 9001, CE u / unu IVD)




HOMEp

TIOCTABKU
TOBapHBIH 3HAK,
TpeLycMOT
Mapka u e/[MHIIA eHa obwas
PeHHOro CPV HaMMeHOBaHUE TeXHWJeCKas XapaKTepHCTHKa
HAaUMeHOBaHUe M3MEpeHUs | eIMHMIEI | CTOMMOCTh | KOMM4YecTBO | azpec Cpok
TpUTIANIeH
IIPOU3BOJMTEIS
neM jiota
IpesHasHaveH fjis BbIoeeHUs Bo30yauTess xonepsl 1 HAT-BuGproHa, xeaToBaThIit
nopouok. Cozep:KUT IUAPOIU3AT PEIGHOM MYKH, APOXKEBOM 9KCTPAKT, CAXaposy, IUTPaT
HATPHA, IUTPAT XKeJle3a, XKeIdb, THOCYAbdaT HaTPHA, XJTOPU/, HATPUA, GPOMTUMOJIOBBII
CHHUI, TUMOJIOBBIH cuHMii 1 arap. Cpok TogHOCTH IIpy mocTaBKe He MeHee 70%, oGt
CPOK XpaHeHHs He MeHee 3 JIeT, yIIaKOBKA C BO3[yXOHEIPOHUIIAeMbIMU T€PMETHYHBIMU 5
KOHTeitHepamMu BecoM He Goiee 0.25 kT, ¢ 3aBO/ICKO# (hacOBKO¥ 1 MAPKUPOBKOI (B g B reyenue 45 pabouux gueit
®
cooTBeTCTBUU ¢ TpeGoBaHusaMu craHzapToB cepun ISO 18113). Obs3arensHsI: cepust/KOz, 5 CO HA BCTYTJIGHUS B CHITY
TapTHH, HAUMEHOBAHHUE U aJpecC IPOU3BOAUTELS, CTPAHBI IPOM3BOCTBA, JATHL = 3aK/TIOUYEHHOTO MEX[T,
12 33691163 | TCBS arap ’ KT 0.25 = Y
TIPOM3BO/CTBA M CPOKA TOAHOCTH. JIODKHO GBITH IPUBEeHO HAUMEHOBAaHUE PeareHTa Jid N CTOpPOHAMH
L =
JMaTHOCTHKY in Vitro MM JOJDKHBI GBITH IPUBEEHbI JOIIOTHUTEIbHbIE CPeJCTBA 3 JIOTIOTHUTEIBHOTO
1
uaeHTHUKAIMU: HOMED B KaTajiore, HOMep ToBapa. Bca mapTus J0/mKHA GBITh IOTHOCTBIO o COTIaNIeHus
€IMHOOGPAa3HO# C TOUKY 3PeHHA JAThl, IPOM3BOJUTEILI U YIIAKOBKM) H UMETh CepTHUKaT 3
Ka4ecTBa MMapTuu, Pe3yJIBTaTI:I VCIIBITAHUI q)yHK]_[I/[OHaJIBHLIX XapaKTepUCTUK.
IIpousBOACTBO JOIKHO UMETh HHTETPUPOBAHHYIO CHCTEMY YIIPAaBIeHMA KaueCTBOM:B
COOTBETCTBHHM C MEXyHAPOAHBIME cTaHZapTamu KadecTsa ISO (ISO 13485, 9001, CE u /
wiu [VD)
HaGop cocTouT 13 TOBapOB, IIPUBEIHHBIX B IPUIOKEHUH 1.7, KOTOpbIE IIpe/yCMOTPEHBI
zuis BeIpamuBanus Gakrepuii Legionella pneumophila. O6mas nena ora popmupyercs 5
ITyTeM CyMMHPOBaHHUsA CTOMMOCTeil ToBapoB npuiaokenus 1.7. [lpunoxenne 1.7 apnagercs g B revenwue 45 paGounx gHeit
Bydepusrit yronpHo-apoKeBoit HeoTeMJIEMOM JaCTBIO IEHOBOTO IpeoKeHus. Kaxas maprus mocraBku (rpymma E CO J{HS BCTYIIEHHUSA B CHITY
13 33691420 |ATAP € POCTOBBIMI 1 TOBApOB), IIPelyCMOTPeHHas IPadHKOM IIOCTABKH, JODKHA OCYIIECTBIIATCSA B yKa3aHHBIH 6 100 = 3aKJTIOYEHHOTO MeXIY
HaGop . =
CeJIeKTUBHBIMHU JOGABKAMH IS CPOK OZHOBPEMEeHHO. B cirydyae OTCYTCTBHS MIHM HECOOTBETCTBHS (TpeGyeMast IIOTHOCTS, X CTOPOHAMH
]
BBIPAIMBAHHUS JIETHOHEJII KOJI'YeCTBO M T. JI.) TI000ro U3 MOIIYyHKTOB B LIeHOBOM IIPe/JIOXKEHHHU yIaCTHHKA, 3aABKa 3 JIOTIOJTHUTEIBHOTO
1%
GyzieT OTKJIOHEHA II0 BCeM IIOZITyHKTaM JaHHOTO JIOTa. & coryameHus
Cuer-takrypa momKHa GBITH IPe/TaBIeHa B COOTBETCTBHHU CO CIIUCKOM TOBAPOB, H

npesicraBieHHbIX B [Ipunoxennn 1.7




HOMep . TIOCTABKU
TOBApHBIi1 3HAK,
TpeLycMOT
Mapka u e/[MHIIA eHa obwas
PeHHOro CPV HaMMeHOBaHUE TeXHWJeCKas XapaKTepHCTHKa
HAaUMeHOBaHUe M3MEpeHUs | eIMHMIEI | CTOMMOCTh | KOMM4YecTBO | azpec Cpok
TpUTIANIeH
IIPOU3BOJMTEIS
neM jiota
IlpenHasHaveH jia Beigenenns u guddepeniyanuu 6axrepuit Enterobacter sakazakii u3
MOJIOKa ¥ MOIOYHBIX MpoAyKToB (cormacHo 'OCT ISO / TS-22964-2013). Pacxoz na 1000
i 30,75 rpamm. CocTaB: Ka3eMHOBBIH (epMeHTaTHBHBIN TMAPOIU3AT 7 T, IPOAIKEBOMH
9KCTPAKT 3 T, XJIOpU/A HaTpus 5 T, fesokcuxosaT Harpus 0,6 T, 5-6pom-4-x10p-3-HHI0INIT
o-D-rimuxonupanosa 0,15 r, arap -15 r. Cpok rogrocT mpu nocraBke He MeHee 70%,
I
o0uIuit CPOK XpaHeHHs He MeHee 4 JieT, yIlaKOBKa C BO3yXOHEeIPOHHIAeMBIMI 0 .
. . . 8 B reyenue 45 paGounx gueit
TepMeTHYHBIME KOHTeliHepamu BecoM He Gonee 0.1 Kr, ¢ 3aBoACKO# pacoBKo# 1 =
. 5 CO JHSA BCTYIUICHHUS B CUITY
MapKHPOBKOII (B COOTBETCTBHY C TPeGOBAaHUSAMHE CTaHZapTOB cepuu 1SO 18113). s
Arap mis nuddepeHnanyuu = 3aKJIIOYEHHOTO MKy
14 33691163 .. OGs3aTe TbHBL: CEPHA/KOJ, TAPTHH, HANMEHOBAHUE ¥ a/[PeCC IIPOM3BOUTES, CTPAHBI KT 0.10 =
Enterobacter sakazakii (ESIA) R CTOPOHAMU
TIPOM3BO/CTBA, JAThI IPOM3BOACTBA U CPOKA FOAHOCTH. JIOJDKHO GBITH IIPHBEEHO P
L g JIOTIOTHUTEIBHOTO
HaMMeHOBAaHMe PeareHTa IS JHAaTHOCTHKH in Vitro K JO/DKHBI OBITh IIPHBE/ICHBI 2
o COrJIaIleHus.
JIOTIOSIHUTEIBHbBIE CPe/ICTBA HAEeHTU(UKAIINK: HOMEp B KaTajore, HomMep ToBapa. Bes =
TAPTHA JO/DKHA GBITH TIOIHOCTHIO eAMHOOGPA3HOM C TOUKH 3PEHHS JAThI, IPOU3BOMTEIS
¥ yIaKOBKH) ¥ MMeTh CePTH(HHKAT KaueCTBa MAPTHH, Pe3y IbTaThl MCIIBITAHMI
(byHKIHOHATBHBIX XapaKTePUCTUK. IIPOU3BOACTBO JOLKHO UMETh HHTETPUPOBAHHYIO
CHCTEMY YIIpaBJIeHHs Ka4eCTBOM:B COOTBETCTBHH C MEK/yHAPOJHBIME CTAH/aPTaMU
xavectsa ISO (ISO 13485, 9001, CE u / unu IVD)
Ha6op cocTouT U3 TOBAapOB, IPUBEJEHHBIX B IPUIOKeHUH 1.8, KOTOpBIe IIpelyCMOTPEHbI
JULS CeIeKTUBHOTO BhIZeIeHUS OuduA06aKTePHii 13 MOIOYHBIX IPOLYKTOB U s
[
nozcyera komoHui. O6mras reHa sota GopMUpyeTCs IMyTeM CyMMHPOBAaHKA CTOMMOCTeMH o0 .
. g B revenwue 45 paGounx gHeit
ToBapos npuaoxenus 1.8. Ilpuroxenve 1.8 sBgercsa HeOTeMIEMOIl JACTHIO I[EHOBOTO
2 CO J{HS BCTYIIEHHUSA B CHITY
npezaoxenus. Kaxzas maprus mocTaBKu (IpyIia TOBapoB), IpeyCMOTPeHHAsA rpagpukom =
BSC-nponnonaTHas araposas . = 3aKJIIOYEHHOTO MEXK/LY
15 33691420 N IIOCTaBKH, JO/DKHA OCYIIECTBIATCA B YKa3aHHBIN CPOK OZHOBpeMeHHO. B ciryuae Habop 1.00 =
OCHOBA € 06aBKOIX X CTOPOHAMH
OTCYTCTBHS MIJIM HECOOTBETCTBUA (TpeGyeMas IIJIOTHOCTD, KOIMYECTBO U T. J.) JI000ro 13 o
3 JIOTIOJTHUTEIBHOTO
HOAITYHKTOB B II€HOBOM IIPe/JIOKeHUH yJaCTHHUKA, 3aABKa OyZeT OTKJIOHEHaA II0 BCeM 2
=9 coryameHus
HOZIYHKTaM JaHHOTO JIOTa. ‘ﬁ
Cuer-daxTypa f0/KHA GBITH IPeATaBIeHa B COOTBETCTBHM CO CIIUCKOM TOBApOB,
npezcTaBieHHbIX B [Tpunoxenun 1.8
HaGop cocTouT 13 TOBapOB, IIPUBEICHHBIX B IPUIOKeHUH 1.9, KOTOpbIe IIpe/lyCMOTPEHBI
s puddepennnanuu remodrios. O6mas meHa ora GopMHUpyeTcs IyTeM 5
CYMMHPOBaHHs CTOMMOCTe ToBapoB nputoxenus 1.9. IIpunoxenue 1.9 sBigercs g B Teuenue 45 pabounx gHei
. &
HEeOTeMJIEMO}i YacThIO IIeHOBOrO Ipe/ioxeHus. Kaxgas maprus mocraBku (rpyima 2 CO J{HS BCTYIICHHUS B CHILY
TOBApOB), IIPelyCMOTPEHHAs IPaGHKOM IIOCTABKH, JODKHA OCYIIECTBIIATCSA B yKA3aHHBIH = 3aKJIIOYEHHOTO MEXK,
16 33691420 | Oucku ¢ V u X dakropamu POR), TIpeny P pad ’ i y Habop 1.00 = Y
CPOK OZHOBpEMEeHHO. B cirydyae oTCyTCTBHS MIM HECOOTBETCTBHS (TpeGyeMas IIOTHOCTS, - CTOPOHAMHM
o
KOJIMYECTBO H T. /.) II06OT0 U3 IIOAIYHKTOB B IIeHOBOM HPE/UIOKEHHH yYaCTHHKA, 3asBKa g JIOLIOJIHUTEIBHOTO
1
GyzieT OTKJIOHEHA II0 BCeM IIOZIIyHKTaM JaHHOIO JIOTa. S coryameHus
Cuer-takrypa mo/mKHa GBITH IPeTaBIeHa B COOTBETCTBHHU CO CIIUCKOM TOBAPOB, =

TpezcTaBiaeHHbIX B [Ipunoxenun 1.9




HOMEp

TIOCTABKU
TOBapHBIH 3HAK,
TpeLycMOT
Mapka u e/[MHIIA eHa obwas
PeHHOro CPV HaMMeHOBaHUE TeXHWJeCKas XapaKTepHCTHKa
HAaUMeHOBaHUe M3MEpeHUs | eIMHMIEI | CTOMMOCTh | KOMM4YecTBO | azpec Cpok
TpUTIANIeH
IIPOU3BOJMTEIS
neM jiota
TpesnasHayeHa B KauyeCTBe JOOABKY K IIMTATEIbHBIM CPeaM JJIs POCTa HEKOTOPBIX
TpeGoBaTeIbHBIX GaKTepuii. FI3roToB/IeH 13 JOHOPCKOI KPOBH, IIPeJCTaBIseT COGOM
o>
JKHJKOCTB XeJITOTO MJIU CBETIO-KOPUYHEBOTO IiBeTa 6e3 IPU3HaKOB reMosu3a. [Ipemapat [og) .
o g B revenwue 45 pabouux gHeit
cozepxut He 6osee 0,5% xiopodopma. Onun drakon comepxur He Meree 100 M =
o g CO [{HSA BCTYIIEHUSA B CHITY
cpiBopoTKU. Cpok rogHocTH He MeHee 1 roga mpu 2 - 8°C. Cpok rOZHOCTH IIpHU IIOCTaBKe S
JlomazuHas CbIBOPOTKA N N = 3aKJTIOYEHHOTO MKy
17 33121270 He MeHee 70%, ymakoBKa C 3aBOZICKOI MapDKMPOBKO#A (B COOTBETCTBUY C TPeGOBAHUAMM M 200.00 =
HOpMaJIbHast N CTOPOHAMHK
cepun ISO 18113). TlapTus ¢ 4eTKMMM yKa3aHUAMMU IIPOM3BOJAUTEIIA, JAThl IPOU3BOZCTBA U B
g JIOTIOJTHUTEIBHOTO
cpoka roguocty. [lapTus momxHa GBITh YeTKO 3aKOJMPOBAaHA U UMETh CepTU(UKAT 2
o & coryameHus
KayecTBa MapTuu. IIpousBojCcTBO ZOMKHO MMETh MHTETPUPOBAHHYIO CUCTEMY yIPAaBIeHUL 3
KAa4eCTBOM:B COOTBETCTBUH C MEX/JYHAPOZHBIMH CTaHZapTaMu Kavyecrsa ISO (ISO 13485,
9001, CE u / uau IVD)
ITpesHasHavyeH [jis MUKPOOHOTIOTMYECKHIX UCCIef0BaHmi. YKelToBaThIil, IPO3pauHBIi,
JKUKHUIL, C MAC/ITHBIM COCTAaBOM. YTIakoBKa B He 6ostee 100 Mt (pirakoHax, ¢ 3aBOJCKOM
MapKHPOBKOIi, C KOZOM IIapTHH, CPOKOM TOZHOCTH U T. I. Hanuune cepruduxara KavecTsa 5
(maprusa cepruduIposaHa mpoussosuTenteM). IlapTus fomKHA GBITH IOTHOCTHIO g B reyenue 45 paGouux gHeit
. &
OJHOPOZHOI (C TOUKH 3PeHHA CPOKA, IPOM3BOAUTEIA U yIaKoBKY). CPOK TOZHOCTH P 5 CO JHS BCTYIUIEHHS B CHITY
mocraBke He MeHee 70%, ymakoBKa ¢ 3aBOJCKOIl MApKMPOBKOM (B COOTBETCTBUH C = 3aK/TIOUYEHHOTO MEX[T,
18 33141213 Basenun xugxuit Y MIT 1,000.00 = Y
tpe6osanuamu cepuu ISO 18113). ITapTus ¢ YeTKMMM yKa3aHUAMHU IPOM3BOSUTEN, K CTOPOHAMHU
i
CTpaHBI TPOM3BO/ICTBA, JATHI IIPOU3BOACTBA M CPOKA TOAHOCTH. JIO/DKHO GBITH IPHBEEHO 3 JIOTIOTHUTEIBHOTO
. . 1
HaWMeHOBaHUE peaFeHTa JJIsT TAAaTHOCTHUKH 1N VItro MIn OOJIKHBL 6I>ITB HPI/IBE,I[EHLI LS# CorjlalieHusa
JIOIIOJIHUTEIBHBIE CPe/ICTBA AEHTUDUKAIY: HOMEpP B KaTajiore, HomMep ToBapa. Bes =
HapTHfI AOJIKHA 6BITB TIOJTHOCTBIO e;[PIHOO6pa3HO]>‘I C TOYKH 3PEHH5[ JAThI, HPOI/IBBOAI/ITEJIH
U yIAKOBKM) U UMeTh CepTH(UKAT KaueCTBa MapTHH.
dro nuodunusar mramma Legionella pneumophila ceporpymnma 1, paspaGoranssrii ajs 5
KOHTPOJIS KA4eCTBa IIUTaTeIbHOM CPe/Ibl M UCIIOJIb3yeMbIil B KaUeCTBe II0JI0XKUTETBHOTO ] B reuenwue 45 paGounx gHeit
. xoHTposs. CPOK rOZHOCTH IpH TocTaBKe He MeHee 70%, yIakoBKa ¢ 3aBOICKOI 2 CO J{HS BCTYIIEHHUSA B CHITY
JlrnobunrspoBaHHBIN IITAMM : <
. . MapKUPOBKOIi (B coorBeTcTBUU ¢ TpeGoBanusmu cepuu 1SO 18113). Iaprus u uszgenue ¢ = 3aKJIIOYEHHOTO MEXK/LY
19 33121270  |Legionella pneumophila ¢dmakon 1.00 =
1 YeTKHMH yKa3aHUAMH IIPOM3BOJHTEIIS O IaTe H3rOTOBJIEHHS U CpOoKe rogHocTH. [Taprus X CTOPOHAMH
ceporpyrma P
Porpy J0/DKHA GBITH YETKO 3aKOJMPOBAaHA U MMeTh cepTuduKar kayecrsa napruu. [IpousBoacTBo 3 JIOLIOJIHUTEIBHOTO
1%
JIOJDKHO MMETh MHTETPUPOBAHHYIO CHCTEMY YIIPaBJIeHHs Ka4eCTBOM B COOTBETCTBUH C & coryameHus
MeX/[yHapoJHbIMU cTaHzapramu Kadectsa ISO (ISO 13485, 9001, CE u / umu IVD) 3
HaGop pearentos s ngentndukanyuu Legionella pneumophila ceporpymma 1, Legionella
PP i 8 P 'P porpy > o8 B Teuennue 45 pabounx gHei
pneumophila ceporpymms 2-14 u apyrux matorenssix Legionella spp. Cpok roguocTs ipu
Ha6op raTexc-peareHTOB s . . CO J{HSA BCTYIIEHHUS B CHITY
/ moctaBke He MeHee 70%, ymakoBKa ¢ 3aBOZICKO# MapKMPOBKO# (B COOTBETCTBUH C
CepOrpyIIIpOBaHIs 3aKJIIOYEHHOTO MEXK],
20 33691420 porpyrmHp tpeGoBaruamu cepuu ISO 18113). ITapTus momxHa GBITH Y€TKO 3aKOAMPOBAHA U UMETh Habop 1.00 Y

upentudukanyu Legionella
pneumophila

ceprudUKaT KauecTBa MapTuH. [IpOM3BOACTBO OMKHO NMETh HHTETPUPOBAHHYIO CHCTEMY
yTIpaBIeHUA KaueCTBOM:B COOTBETCTBHHM C MEXKyHapOJAHBIMU CTaHJapTaMu Kadectsa ISO
(ISO 13485, 9001, CE u / umm IVD)
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IIOCTaBKU
TOBapHBIH 3HAK,
TpeycMOT
Mapka u eAUHUIA LeHa o6uas
PeHHOro CPV HaMMeHOBaHUE TeXHWJeCKas XapaKTepHCTHKa
HAaVMeHOBaHMe M3MEpeHUs | eIMHMIEI | CTOMMOCTh | KOMM4YecTBO | azpec Cpok
TIpHUTIalIeH
[IPOM3BOUTEIS
veM joTa
AwmwuHoKuCITOTa, XuMudeckas dpopmyna C11H12N202, monekynapusiit Bec 204.23. Besrit 5
KpHCTanndecKuii mopomok. Pacrsopumocts 33,3 mr B 1 ma 0,5 M consiroit kucmorst. Cpok g B teuenwue 45 pabouux gHeit
. . &
TOZHOCTH IIpH mocTaBke He MeHee 70%, yIIakoBKa ¢ 3aBOJCKOi MapKUPOBKOH (B 5 CO JHS BCTYIUIEHUS B CHITY
coorBercTBu ¢ TpeGoBanuamu cepur ISO 18113). [TapTus ¢ YeTKMMH yKasaHUAMHA = 3aKJIIOYEHHOTO MEX,
21 33121270  |L-tpunrodan P P P Y p 0.25 = Ay
TIPOM3BOJUTEIIA O IaTe M3TOTOBIEHUA U CPOKe TOAHOCTH. IlapTus JomKHA GBITh YETKO R CTOpPOHAMH
=
3aKO/IMPOBaHa U MMeTh CepTU(UKAT KadecTBa mapTuu. [IpoMsBOACTBO JOIKHO UMETh 3 JIOTIOTHUTEIBHOTO
1
VHTETPUPOBAHHYIO CUCTEMY yIIPaBIeHHUs Ka4eCTBOM:B COOTBETCTBHIY C MEXyHAPOZHBIMI & COTIalIeHNs
cranzgapramu Kadecrsa [SO (ISO 13485, 9001, CE u / unu IVD) =
Opranudeckoe coeiIHEHNE, TIMKO3H, GeIbIi MOPOIOK. XuMIdecKas GpopMyia - 5
C15H1609, monexynapusrii Bec 340.28. PactBopumocts 33,3 mMr B 1 Myt MeTanosa. Cpok g B revenwue 45 pabouux gHeit
N . &
TOZHOCTH IIpH mocTaBke He MeHee 70%, yIIakOBKa C 3aBOJCKOM MapKUPOBKOH (B = CO JHS BCTYIUIEHUS B CUITY
coorBercTBuM ¢ TpeboBanuamu cepun ISO 18113). [TapTus ¢ YeTKMMU yKasaHUAMHA = 3aKJIIOYEHHOTO MEX,
2 24300000  |Sckymus rugpar P P P ¥ p 25.00 = i
IIPOM3BOJMTEJIA O IaTe U3TOTOBJIEHUS U CPOKe TOAHOCTH. IlapTus Ho/mKHA GBITh YETKO K CTOpPOHAMH
=
3aKO/MPOBaHa U MMETh CepTU(UKAT KauecTBa nMapTuu. [IpoU3BOACTBO TOKHO UMETH g JIOTIOTHUTEIHHOTO
1
VHTETPUPOBAHHYIO CUCTEMY yIIPaBJIeHUs Ka4eCTBOM:B COOTBETCTBHIY C MEXKyHAPOAHBIMI & COTIalIeHHs
crangapramu kadecrsa [SO (ISO 13485, 9001, CE u / unu IVD) =
HeHTP[,IEa?;a A MMaJIOYKH, HPeAHa3Ha‘{eHHLIe pivjs:§ I/I;[EHTI/I(PI/IK&HI/II/I CTPEHTOKOKKOB FPyHHBI
A (S.pyogenes) u suTepokokkoB rpymisl D. OcHoBaHO Ha CBOiCTBe (pepMEHTATHBHOTO
ruzponusa L-mupponuponui-u-uadrmramuzga (PYR). 1 ymakoska cogepxur He menee 30 &
TEeCT-II0JIOCOK, IIponuTaHHble L-nupponugonmi-p-uadpruramugom (PYR), 1 drakon ¢ g B teuenue 45 pabounx gHen
=
PYR-pearenTtom (II-AuMeTHIAMUHOIMHHAMAIBAETH/) ¥ MHCTPYKIIUH II0 IIPUMEHEHHUIO. 35 CO IHA BCTYIUIEHUSA B CUITY
Cpoxk rogHOCTH IIpH nocTaBKe He MeHee 70%, yIIakoBKa C 3aBOZACKOI MapKUPOBKOH (B = 3aKJIIOYEHHOTO MEX,
23 33691420  [HaGop PYR-tect P P Y picip na6op 1.00 = Y
cootBetcTBUM C TpeGoBanuamu cepuu ISO 18113). [TapTus ¢ YeTKMMU yKa3aHUAMU K CTOPOHAMU
o]
HPOI/I3BO,I[P[TGJI5[ O JaTe U3TrOTOBJIEHUA U CPOKe TOOHOCTH. HapTHfI AOJI)KHA 6BITB YeTKO g JAOMOJTHUTEIBHOTO
1
3aKO/IMPOBAHA, IIOJTHOCTHIO €IMHOOOPa3Ha (C TOUKY 3peHHS JAThI, IPOU3BOJUTEI U o COTJIANIeHUS
YTaKOBKH) U UMeTh CepTH(HUIKAT KaueCTBa MapTui. IIpoM3BOCTBO JOMKHO HMETh =

HHTerpHPOBaHHyIO CI/ICTeMy yHPaBJIeHI/IH Ka4yeCTBOM:B COOTBETCTBHH C Me)K'ELyHaPOAHLIMI/I
crargapramu Kadecrsa [SO (ISO 13485, 9001, CE u / unu IVD).
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TIOCTaBKU
TOBapHBIH 3HAK,
TpeycMOT
Mapka u euHUIA uena obmas
PeHHOro CPV HaMMeHOBaHUE TeXHWJeCKas XapaKTepHCTHKa
HaMMEHOBaHUE M3MEpeHUs | eIMHMIEI | CTOMMOCTh | KOMM4YecTBO | azpec Cpok
TIpHUTIalIeH
[IPOM3BOUTEIS
ueM JIoTa
XpomoreHHas cpezia, TpefHa3HAYEHHAS /I CeJIeKTUBHOTO Ky TbTHBUPOBAHUS U
unentuédukanyu rpu6os Candida. OgHopozHsIit sxeThIN mMopomok. CocTas:
TIeNITUYeCKUH DKCTPAKT XKMBOM TKaHM, SKCTPAKT COJIOZA, POXKEBOM SKCTPAKT, TJII0K03a,
>
CMeCh XPOMOT€HOB, XJIOpaM(peHHKOJ, arap-arap. [sg) N
. 8 B reyenue 45 pabouux gueit
Cpoxk rogaoctu He MeHee 70% Ha MOMEHT IIOCTaBKH, OOIIHI CPOK XPaHEHHS - He MeHee 3 &
g CO JHSA BCTYIUIGHHUS B CUITY
. JIeT, yIaKOBKa - TepMeTHYHasA, MekcuMyM 1o 100 rpamm. ]
OcnoBa xpomorensoro Candida = 3aK/TIOYEHHOTO MEXTIY
24 33691163 CoOTBeTCTBYeT CTaHJapTaM KavecTBa, COOTBETCTBYIONIMM MeKIyHApOJHBIM CTaHapTaM p 200 =
arapa CTOPOHAMU
kavecrsa (Cepruduxar mpoussoguTess). [lapTus fo/DKHA GBITH OTHOCTBIO MEHTHIHA o
< JIOIIOIHUTEIBHOTO
(CpOK rOZHOCTH, TIPOU3BOAYITED, YIIAKOBKA). 2
[5« CoraleHus
[
Vnpukarop npefHasHadeH A KOHTPOJIS 3 deKTHBHOCTH Ipolecca mapoBoi
CTepuIM3aLuy B aBToKaaBe. [IpescTaBisier co60i HOCUTEIb B BUZE IJIACTHKOBOM
Tpo6upKy THIA JIneHK0pd/CTeKITHHOrO $IAKOHA C BRICYIIEHHBIMHU CIIOPaMK GaKTepuit
Geobacillus stearothermophilus BKM B-718, 3anaxoBaHHbI# B GyMaXHO-TUIEHOYHYIO
CTepUIM3AIMOHHYIO YIaKoBKy. [IpesHasHaueH /11 IPOBEPKH CIeyIOUIMX TeIJIOBBIX
PEXMMOB ¥ IIePHOJOB BO3EHCTBHS:
110 + 2 ° C-180 mun
120 + 2 ° C-45 munyT
132 + 2 ° C-20 munyT
126 + 3 ° C-10 munyT
126 + 2 ° C-30 munyT &
] B reuyenue 45 pabouux gHeit
VHaukaTop Guomorndeckuit 121 + 3 ° C-15 munyT E
B CO JHS BCTYIJIEHUS B CHJT
«BuoTECT-I12-BuHap» (nnu 121 + 3 ° C-20 munyT g Y y
3aKJIIOYEHHOTO MEX,
25 33111500  |axBHBAJIEHT) AL KOHTPOJLSL 121 + 3 ° C-25 muHyT Habop 5 = Y
o s CTOpOHAMU
a¢dexTrBHOCTH TTpOLIECCa 134 + 3 ° C-3,5 mumyTsI ]
o °C-4 2 JOTIOJTHUTEIBHOTO
TIapOBOW CTEPUIU3ALMHU 134 +3° C-4 mun g,
COrjalieHus
134 + 3 ° C-5 mun Lﬂh

134 + 3 ° C-7 mun

Ha6op paccunTan Kak MUHEMYM Ha 6 TectoB. CPOK TOZHOCTH IIPH JOCTaBKE He MeHee
70%, yIakoBKa C 3aBOJCKOM MapPKUPOBKOIA (B COOTBETCTBUH C TpeGoBaHuAME cepuu ISO
18113), ITapTus ¢ YeTKUMU yKa3aHUAMH IPOUBOJUTELS O JjaTe U3TOTOBIEHHU U CPOKE
roguocty. [TapTus Fo/mkHa GBITh YETKO 3aKOMPOBaHa, IIOTHOCTHIO e AMHO0OpasHa (c

TOYKH 3PeHI/Iﬂ J1aThI, HpOI/I3BOZ[I/ITe}IH nu yHaKOBKPI) U UMETh CEPTI/Ili)I/IKaT Ka4yeCcTBa HapTI/II/I‘




HOMEp

TIOCTABKU
TOBapHBIH 3HAK,
TpeLycMOT
Mapka u e/[MHIIA eHa obwas
PeHHOro CPV HaMMeHOBaHUE TeXHWJeCKas XapaKTepHCTHKa
HAaUMeHOBaHUe M3MEpeHUs | eIMHMIEI | CTOMMOCTh | KOMM4YecTBO | azpec Cpok
TpUTIANIeH
IIPOU3BOJMTEIS
neM jiota
Vicroneayercst Ayis IpoBepKu 9GGEeKTHBHOCTH PeXiMa paboThl CyIIHIBHOTO mKada. ITo
TpoGUpKa U3 TIaCTHKA MM CTEKJIa, YTaKOBAHHAA B CTeI[Ma/IbHBII TTAKeT, HaTlOTHEHHBIi
criopamu TecToBoro mramma mramma GVKM B-1711D Bacillus licheniformis.
ITpesHasHaydeH /i IPOBEPKHU CIEYIONUMX TEIIOBBIX PEXKHMOB ¥ TIePUO/IOB BO3JEHCTBHUA:
160 + 2 ° C, 150 munyT
160 + 3 ° C, 150 munyT
180 + 3 ° C, 45 munyT 5
. 180 + 3 ° C, 60 munyT ) B teuenue 45 pabouux gHei
Buosoriyeckuii HHAMKATOP R g
180 + 2 ° C, 60 munyT = CO HA BCTYTJIGHUS B CHITY
«BuoTECT-B1-BUHAP» (wmu o 3
200 = 3 ° C, 30 MumnyT = 3aKJIIOYEHHOTO MEXZY
26 33111500  |oxBHBAJIEHT) AL IPOBEPKU N HaGop 5 =
160 + 2 ° C, 150 munyT s CTOpOHAMHU
PpesxuMa paGoThI CYIIHIBHOTO oz
b HaGop paccuuran Kak MUHUMyM Ha 6 TecToB. CPOK TOZHOCTH IIPH IOCTaBKe He MeHee 3 JIOTIOTHUTEIBHOTO
mxada . . 5
70%, yIakoBKa C 3aBOZCKOI MapPKUPOBKOIA (B COOTBETCTBHY C TpeGoBaHMsAME cepuu ISO & COTrJIalIeHUs
18113), ITapTust c 9€TKMMM yKa3aHUAMHU IIPOM3BOJHTEIS O IATe U3TOTOBIEHUA U CPOKa =
ropHocTy. ITapTus fo/mKHa GBITH YeTKO 3aKOZMPOBAaHa, IIOMHOCTHIO eMHO06pasHa (¢
TOYKH 3PEHMUS JaThl, IPOM3BOAMTEIS M YIIAKOBKHM) M MMeTh CepTU(HKAT KayecTsa IIapTUH.
&
ITpesHasHayeH [Jis MUKPOOHOTIOIMYECKHX 1a6OpaTOPHbIX paboT, auamerp - 12,5 cm. g B teuenue 45 pabouux gHei
Kaxzsrii maker cogepsxut He 6onee 100 nuctoB duasTpoBansroii Gymary. CpoK TOZHOCTH 2 CO JHA BCTYTJIGHUS B CHITY
<
27 33140000 ®unprpoBansHas Gymara - 12,5 mpu nocTaBke He MeHee 70%, yIIakoBKa JOJDKHA GBITH C 3aBOJCKOI MapKMPOBKO# (B 3.000.00 = 3aK/TIOUEHHOTO MEXIY
T . ]
CM B uaMeTpe cootBetcTBUM ¢ TpeGoBanuamu cepuu ISO 18113). O6sa3aTenbHbI: CePHA/KOJ, IAPTHH, ’ = CTOpPOHAMH
]
HAaUMEeHOBaHKe U a/[pecC IPOU3BOAUTES, CTPAHBI TPOM3BO/ICTBA, JAATHI IIPOU3BOACTBA 1 2 JIOTIOTHUTETHHOTO
1%
CpOKa TOHOCTH. LS* COTJIAIIeHUS
[
OnHOPa30BbIi CTePUIN30BAHHbIN ITOTUCTUPOIOBBIH mmaress. Jruna murumym 20 cu, ~
. . o
KayK/bIi B MHAUBUAYa bHOM ynaKkosKe. [IpenHasHauen jyia oT6opa mpo6 MasKa 13 ropia, o B revenne 45 pabouux geit
=
crepubHbie. CPOK TOAHOCTH IIpu mocTaBKe He MeHee 70%, yIakoBKa JODKHA GBITH C ot CO JIHSA BCTYILIEHUA B CHIY
o - - m
HomucTuponopit mmaress, A 3aBOZICKOM MapKHPOBKO#1 (B COOTBeTCTBUH C TpeGoBanuamu cepuu SO 18113). = 3AKIIOYEHHOTO MEXy
141 b
28 33141000  |orGopa mpo6 maska u3 ropia, OGs3aTesIbHBL CePUA/KOJ, TAPTUH, HANMEHOBAHME U a/[pec IIPOM3BO/IUTEIIS, CTPAHbI urr 200.00 = cropomaMm
CTEpUIPHBIE TIPOM3BOJICTBA, JATHI IIPOM3BO/ICTBA U CPOKA TOJHOCTH. E TIOTIOTHUTETEHOTO
1
(=9
& coryameHus
=
OfHOPa30BbIN CTEPHUIBHbIN JePeBAHHBIN WIN IUIACTHKOBBIH 1ITIAaTeIb B MHAUBUAZYaTbHOM
babpuunoii ymakoske 1 ¢ GpabpUdHOI MAPKUPOBKOH (CPOK TOZHOCTH, KOJ TOBApa,
yKaSaHHe CTePI/IJ'[I)HCTI/I nu T.A.). Ilmarenn yHaKOBOBaHLI B KOPO6Ky VJIU TIOJTUSTUIEHOBBIH
naxet 1o 50 uan 100 mTyk- KaXas ¢ caBOACKON MapKUPOBKOiL. CPOK TOZHOCTH IPH B reuenue 45 paGouux pHeit
mocraBke He MeHee 70%, ymakoBKa ¢ 3aBOJCKOIl MApKMPOBKOM (B COOTBETCTBHUH C CO IHS BCTYIUIEHUS B CUILY
O/ HOPa30BbI CTEPHIHIBHbIN
tpeGoBaruamu cepuu ISO 18113). ITapTus ¢ YeTKMMHU yKa3aHUAMU IPOM3BOSUTENS, AATHL 3aKIIOYEHHOTO MEXIY
29 33141000 mmaresb A8 otr6opa mpob us wT 500

3eBa

M3TOTOBJIEHUA U CPOKA TogHOCTH. IlapTust Jo/mKHa GBITh YeTKO 3aKOAMPOBaHa, TIOTHOCTHIO
eanHOOOpasHa (C TOUKY 3PeHHUs JAThl, IPOM3BOJUTEIA U YIIAKOBKY) i UMeTh CepTUUKaT
KayvecTBa MapTuu.
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HOMep . TIOCTABKU
TOBApHBIi1 3HAK,
TpeLycMOT
Mapka u e/[MHIIA eHa obwas
PeHHOro CPV HaMMeHOBaHUE TeXHWJeCKas XapaKTepHCTHKa
HAaUMeHOBaHUe M3MEpeHUs | eIMHMIEI | CTOMMOCTh | KOMM4YecTBO | azpec Cpok
TpUTIANIeH
IIPOU3BOJMTEIS
neM jiota
ITpesnasHayes Ay c60pa U TPAHCIOPTHPOBKM 00pasiioB. M3roToB/ieH 13 HETOKCHYHOTO
TIpO3pavHOro IracTuka 06beMom 250 - 500 M1, ¢ IIMPOKUM TOPJIBIIIKOM IS GOMBIINX
KyCKOBBIX 06Pa3IioB, B MHAMBU/YaIbHOM yIIaKOBKE, C TOJIeM /I MapKUPOBKH, Pe3b00BOit
o o [
KpBIIIKO#. B Kakzoit ymakoske mo 50 - 100 mTyK. ¢ YeTKMM yKa3aHHEeM MapTHH ) .
o B reyenue 45 pabouux gueit
npoxykiy. Hamane cpoka XxpaHeHus npu nocraBke He Menee 70%, yrmakoBka - g
. . g CO JHSA BCTYIUIGHHUS B CUITY
TIracTHKOBBIH KOHTEHHED C repMeTnyHas. [1apTHA ¢ YeTKMMHU yKa3aHUAMK TPOU3BOJHUTENS, JAThI IIPOU3BOACTBA K <
. N . o = 3aKJTIOYEHHOTO MEXIY
30 33140000  |saBuHYHMBaOmEHC KPBIMIKO 250 CpOKa TOZHOCTH. YIIaKOBKa JOJDKHA GBITh C 3aBOJCKOI MapKMPOBKO (B COOTBETCTBHUH C wT 500.00 =
- CTOpPOHAMH
-500 M tpe6osaruamu cepur ISO 18113). O6s3aTenbHBI: CepHA/KOA, MAPTHH, HAUMEHOBAHUE 1 o
] JIOTIOJTHUTEIbHOTO
a/ipec ITPOM3BOAHTE IS, CTPAHBI IPOM3BOJICTBA, AATHI MPOU3BO/ICTBA ¥ CPOKA TOZHOCTH. 5
& corylameHus
=
IMunerxu, 06beMoM u3MepeHus 1 MJI, C OTMETKaMH (0 KOHUMKA MUIIETKH), yIaKOBaHHBIE ~
B maxeTax MakcumyM 1o 10 mt. Cpok rogHOCTH IpK IocTaBKe He MeHee 70%, ymakoBKa «° B Tevenye 45 paGounx gHeit
o o ]
JIOJDKHBI GBITH C 3aBOJICKOI MapKMPOBKO# (B COOTBETCTBUY C TpeGoBaHMAMYU cepuu [SO = CO HS BCTYILIOHUA B CHITY
ITHIeTKH, OFHOpasOBbIe 18113). O6s3aTebHBI: CepHA/KOZ, NAPTHHU, HAUMEHOBAHUE U aJpeC IIPOU3BOAUTENIA, é“ 3AKITIOYEHHOTO MEKLY
31 38431700 ’ ’ mT 1,000.00 ]
crepusHble, 1 M1 CTpaHBI TPOM3BO/ICTBA, JATHI IIPOU3BOACTBA M CPOKA TOLHOCTH. B = P ——
o]
g JIOTIOJTHUTEIBHOTO
1
=%
& coryameHus
~
MuxpornopucTbie MeMOpaHHbIE MICKH, H3TOTOBIEHHEIE HA OCHOBE alleTaATHOMN IieJIII0NO035I.
Cpepuuit suamerp mop cocrasyser 0,45 MKM, KOTOPBIH 06eCIiedHBaeT IIPOBOAMMOCTD
AMCTHIUTHPOBaHHOM Boas! mpu P = 0,05 MIa, 22-34 Mt / ( 2cM MMH), € IOTpY>KeHHOM B 5
BOZLy MeMOpanoit 23 mm. Kakzas yrakoBKa [JIs )KHIKOCTH COmep:KuT He Goiee 200 o B revernne 45 pabounx pueit
MeMOpaHHBIX AUCKOB AuameTpoM 35 mM. Hammdue cpoka rogHoOCTH IIpH IOCTAaBKe He E €O AHA BCTYTIIEHUA B CHITY
32 33691735 Mewm6panst «Braaumnop» menee 70%, Cpok TOZHOCTH He MeHee 4 JieT, yIIaKOBKa - TePMeTHYHas, C 3aBOJICKOH - 1.500.00 2 3aKIIOYEHHOI'0 MEXAY
IV =
AuameTpom 35 MM MapKMPOBKOIi (B cooTBeTCcTBUY C TpeGoBanmsamu cepun ISO 18113). ITaprus ¢ yeTKuMU o CTOpOHaMH
YKa3aHUAMH IPOM3BOJUTEIA, JAThI IPOM3BOACTBA M CPOKa rofHOCTH. ITapTus nomkHa % AOIIOTHUTEIPHOTO
MMeTh cepTUPHKAT KayeCTBa IIapTHH. & CormameHust
3
JlaTexcHbIe, CTepHIbHbIE, XMPyPIUYeCKHe, AHATOMUYeCKre. Y IaKOBKa B IIapax -
VHAUBUZYyaIbHAA, CpefHero pasmepa. 50 map B Kaxzoii yrmakoBke. CPOK TOZHOCTH IIPH B revene 45 paGounx axeit
mocraBke He MeHee 70%, yrmakoBKa ¥ MapKHUPOBKA JOJIKHbI OBITH C 3aBOACKOM €O HS BCTYILIOHUA B CHITY
MeIHHCK e CTepHTBHEIE MapKHPOBKOIi (B coorBeTcTBIY C TpeGoBanusmu cepuu ISO 18113). Obsa3aTempHsL: 3AKITIOUEHHOTO MEXKIY
33 33141156 Cepus/KOg, IapTHH, HAMMEHOBaHNE U a/ipec IPOU3BOANTEIS, CTPAHBI IPOM3BOJCTBA, JATHI fapa 500.00

IepYaTKu

IIPOM3BOJCTBA M CPOKA TOZHOCTH.
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HOMep . TIOCTABKU
TOBApHBIi1 3HAK,
TpeLycMOT
Mapka u e/[MHIIA eHa obwas
PeHHOro CPV HaMMeHOBaHUE TeXHWJeCKas XapaKTepHCTHKa
HAaUMeHOBaHUe M3MEpeHUs | eIMHMIEI | CTOMMOCTh | KOMM4YecTBO | azpec Cpok
TpUTIANIeH
IIPOU3BOJMTEIS
neM jiota
ITpesHasHayeH /i KOHTPOJIS TETIOBOTO PEKMMA B MOPO3MIBHBIX KaMepax, KOTOphIe
o6ecIeYnBaloT 9KCTPEMaIbHO HI3KUe TeMmepaTypsl. TeMmepaTypHblit guanasoH ot -90°C
70 + 25°C, +1°C. DT0 mIacTHKOBBIH CTep)KeHb, KOTOPHIi moMeleH BO (rakoH ¢ ~
o
mpomnuIeHrauKoeM. Tepmomerp 1 GIakOH C MPOMMIEHTIHKONIEM (IIpefHa3HaYeHHBIe /I o B reuenwue 45 paGounx gHeit
. N o
CMATYeHUs KOeGaHuil TeMIepaTypsl, BOSHUKAIOUIMX IIPH OTKPBITHI MOPO3HIBHOM 8 CO /IHA BCTYTLICHHSA B CHLTY
o o o o ﬂl
MoposusbHsie TepMOMeTpSI A5t KaMepbI) IIOMEIIEHbI B )KECTKHUH IIIaCTHKOBBII KOHTEHHED, IIpeiHa3HAYeHHbIH /I = 3AKITIOYEHHOTO MEX/TY
34 38411200  |reMmepaTypHOTO KOHTpOM MpU 3aIMTHI TEPMOMETPA OT HOBPEXKIEHMUIT ¥ TIPeOTBPAIeHNA YTeUKH B OKPYIKAIONIyIO CPezy. T 1.00 = cTopoHaMu
OIC€HE HUBKHX TeMIepaTypax He copepxut pTyTh, TOKCHYHBIE MM BOCIIaMeHAeMbIe BemecTsa. Hanmuume cepruduxara E JIOTIOTTHUTETBHOTO
KadyecTBa, TEXHUYECKOTO IIACTIOPTa U TapaHTHH He MeHee 1 oz, L:nﬂ COTTIAMIEHTS
[
IpesHasHaveH i u3MepeHus oobeMa xugkoctu 1-10 M B 1aGopatopuu,
MeXaHWYeCKHii. YCTPOICTBO BHIIIOTHEHO U3 KUCIOTOCTOMKOrO, IIPOYHOTO ITOIUMEPHOTO
MaTepuana. HkHsag 9acTh yCTpoicTBa IpUCoco6aeHa A KpemeHus 1-10 v 5
CTEKJITHHBIX U IUIACTUKOBBIX IuneToK. Heo6xoaumsIil 00beM mozaeTcs B GapabaH ¢ g B revenmue 45 pabounx gHeit
TIOMOIIIBIO KOJIECHOTO GOJITa B BepXHeii yacTu ycrpoiicrsa. Hanuune MexayHapogHoro 2 CO J{HA BCTYIIEHUSA B CHITY
[
. CTaHZJapTa KauecTBa 1 / Wau cepruduKara KauyecTsa (mapTus ceprudHIIpOBaHa = 3aKJIIOYEHHOTO MeX,
35 38431700  |Pyuioii mosarop P prud (maprus ceprudup urr 10.00 = Ay
TIpOM3BOAMTEIEM). YIIAKOBKA M MAPKMPOBKA JODKHBI OBITH 3aBOJCKOIL (B COOTBETCTBUU C - CTOPOHAMH
m
tpeGosanuamu cepuu ISO 18113). O6sa3aTenbHbI: CePHA/KOJ, IAPTHH, HAUMEHOBAHYE U = JIOTIOTHHUTETHHOTO
1
azipec MPOM3BOJMTE A, CTPAHBI IIPOM3BOJCTBA, TEXHUYECKHI ACTIOPT. & coryameHus
[
CrepusbHble OIUATHIEHOBbIE IIPO3PAUHBIe TIAKETHI, KOTOPHIE 3alHIIAI0T IPOOy OT
3arpA3HEHN, TePMEeTH3UPYIOTCA MeTaLIuYecKod win Zip sactexkoit. O6beM He MeHee
I
100 M. M3roroBiieH u3 TBepAOro MOJIUITHIIEHA, TOMINHA MeMOpaHsI cocraser 63-101 ] .
] B reuyenue 45 pabouux gHeit
MKM. He MMeIOT JIOTIOTHITE IbHbIX IIBOB, CTabUIbHEI IIpu TeMieparype ot -100 zo 80°C. &
CTepI/U'ILHBIe TIOJIN3TUJIEHOBBIE [ CO IHA BCTyHJIeHI/IK B CI/IJ'Iy
Ha makerax umeercs mose s 3ameTok. Cpok rogrocTy 5 set. Matepuas cOOTBeTCTByeT ]
TaKeTsI AJI1 0T6opa mpob ¢ = 3aKTIOUYEHHOTO MEXIY
36 33140000 . rpe6oBanuam FDA. He cogepxur PHK, THK u nuporena. Vsrorosreso ¢ mT 200.00 =
MeTaIJINYEeCKUM U ZIP— - CTOpOHaMM
HCIIOJIb30BaHIEM TPeGOBAHUI MeHEe)KMEHTa Ka4uecTBa, cepTuHuupoBanHoii mo ISO =]
3axuMoM_ 1 2 IOTIOJIHUTEIBHOTO
9001:2000. Cpox rogrocTy mpu nocTaBke He MeHee 70%, yIIaKOBKa - repMeTHYHAA. g,
= CorjlalieHusa
[
CrepuibHbIe OIMATUICHOBBIE IPO3PAUHbIE NIAKETHI, KOTOPbIE 3AIUIIAIOT IIPO6Y OT
3arpsA3HEHMs, TePMETU3UPYIOTCS MeTa/IMIeCcKol mwiu Zip sacrexkoil. O6beM He MeHee
250-500 mu1. Mi3roToBiieH U3 TBEpZOTO MOJUATHIIEHA, TONIHA MeMOPaHbI COCTaBIsIeT 63- .
B reuenwue 45 pabouux gHeit
101 MKM. He MMEIOT JOIIOTHUTEIBHBIX IIBOB, CTAGHIIBHBI IIpK TeMiepaType oT -100 mo
CTepI/U'ILHBIe TIOJIN3TUJIEHOBBIE - CO IHA BCTyH]IeHI/D'[ B CI/I}Iy
6 6 80°C. Ha makerax umeercs moje st 3aMmeTok. Cpok roguocru 5 stetr. Marepuain
TAKeTsI AJI1 0T6Opa mpob ¢ 3aKTIOYEHHOTO MeX,
37 33140000 pa p coorBerctByeT TpeGoBaHusM FDA. He cogepxxur PHK, /IHK u nuporena. MarororeHo ¢ wr 200.00 R4

MeTaJTHYeCKUM WM Zip-

32KUMOM_2

HCIIOIB30BAHNEM TPeGOBaHMI MeHeDKMEeHTa KayeCcTsa, cepruduipoBannoi mo ISO
9001:2000. Cpox rogHocTH 11pH nocTaBKe He MeHee 70%, yIIakoBKa - repMeTHYHAs.
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HOMep . TIOCTABKU
TOBApHBIi1 3HAK,
TpeLycMOT
Mapka u e/[MHIIA eHa obwas
PeHHOro CPV HaMMeHOBaHUE TeXHWJeCKas XapaKTepHCTHKa
HAaUMeHOBaHUe M3MEpeHUs | eIMHMIEI | CTOMMOCTh | KOMM4YecTBO | azpec Cpok
TpUTIANIeH
IIPOU3BOJMTEIS
neM jiota
ITpesHasHayeHa 1y XpaHEHUS U TPAHCTIOPTHPOBKH Ma3KOB, OTOGPaHHBIX M3 BEPXHHX
JIBIXaTesIbHBIX myTedt Ays ananusa [TIIP. DTo cMech KOHCepBaHTa, KPHOKOHBY/IbCAHTA U
Gydeproro pactsopa, B o6beme 0,5 M1, 3amonHeHOe 2 MI-OBbIe IIPOOUPKY DimeHzopda.
[
Ymaxosan ot 50 zo 100 exuHuI, B ymakoBke. el .
A o By « B teuenue 45 pabouux gHei
Hammume cpoka xpaHeHus npu 1octaBke He MeHee 709, yIIakoBKa -TepMeTHYHas C z
TpancnopTHas cpena ais . N = CO JHSA BCTYIUIGHHUS B CUITY
3aBOZICKON MapKHPOBKOi1 (B cooTBeTCTBUH C TpeGoBanuamu cepun I1SO 18113). ITaprtus ¢ ]
XpaHeHMA U TPAHCIOPTHPOBKK = 3aK/TIOYEHHOTO MEXIY
38 33691166 9YeTKHMH yKa3aHUAMH IPOM3BOJHTE/IS O IaTe H3TOTOBJIEHHA U CpOoKe TogHoCcTH. [TapTus mT 400.00 =
Ma3KOB, OTOGPaHHBIX U3 BEPXHUX - CTOPOHAMK
. JI0/DKHa GBITH YETKO 3aKOJAMPOBAHA, TOTHOCTHIO eANHO06pa3Ha (C TOUKY 3PeHHs JaTh, z
IbIXaTeIbHBIX Iy Tel 2 JIOTIOTHUTEIBHOTO
TIPOM3BOAMTEIA ¥ YIIAKOBKH) M MMETh CepTH(HKAT KaueCTBa MapTHH. 3
5 COTJIaNIeHusA
=
ITpesnasHayen Ay c60pa GHOTOTMYECKOTO MaTepHaa B YPe3BBIYAMHBIX CHTYAIIHIX.
HaGop ofHOpa3oBBLii, COLEPXKUT: IIAKET YCTONYIMBBIN K aBTOKJIaBUPOBaHUIO 10 +145°C, &
o . N o B reyenue 45 paGouux gHeit
XHMHYeCKHi aGCOPOEHT, CaBOK C IIETKOMH, XUMIIECKH CTOMKIe IePUaTKH, z
[ CO IHA BCTyHJIeHI/IK B CI/IJ'[y
Ha6op mns c6opa a6cop6upyiomue mpokaazaky. Hamuane cepridukara kayecTsa, MApKHpPOBKa B <
= 3aKJIIOYEHHOTO MEXZY
39 38431700 GHOIOTHYeCKOTO MaTepHana B cootBeTcTBHHM € TpeGoBaHusamu cepun ISO 18113, mapTus ¢ YeTKMMU yKa3aHUAMUI Ha6op 5 =
- CTOpPOHAMH
Pe3BBIYANHEBIX CHTYAIMAX TIPOM3BOAHTEIA ¥ CTPAHbI IIPOM3BOACTBA, JATHI IIPOY3BOJCTBA M CPOKA TOZHOCTH, o P
2 JIOTIOTHUTE/IFHOTO
%
[=¥
LI-'! CorjalmeHusa
~
[
] o
g B revenmue 45 paGounx gHeit
2 CO /{HS BCTYIICHHUSA B CHITY
IItatyB /15 MEKPOIIPOGHPOK . 3
IIITaTHB M3rUTHBIEH U3 OPrCTEKIIa, IMpo3pauHbli. ITpeHasHaven At 50 MEKPOIPOGHPOK = 3aKJTIOYEHHOTO MeXIy
40 42671120  |snnenzopda emxocTsio 0.2 M Ha mT 5 =
emxkoctbio 0.2 . Mimeer ceprudukar kagecrsa. N CTOPOHAMHU
50 mect -
3 JIOTIOJTHUTEIBHOTO
1
=%
& coryameHus
~
Ipennasuaven s oupegenenus ph. Ilpenens: onpenenenns ve menee 3-10 (uu 0-14).
VIakoBaHBI B ITACTHKOBBIE aMITyJIbI, KAXK/Jas M3 KOTOPBIX comepxkut 10 200 GyMakHbIX
TecT-10I0CcOK. MapKUpOBKa J0IBHA GBITh Y€TKOM, HA PyCCKOM HJIM aHIJIMHACKOM A3BIKE C B tevenue 45 paGounx gHeit
00s13aTeIbHBIMK ¥ TIOIHBIMM TEXHUYECKUMH XapaKTePHCTUKAMH. CO JHS BCTYIUIEHHUS B CHITY
VHZMKATOPHBIE TECT-TIOIOCKH 0
Hammume cpoka xpaHeHus Ipu 1ocraBke He MeHee 70%, CPOK TOZHOCTH He MeHee 2 JIeT, 3AKITIOYEHHOTO MEX/TY
41 33141211 11t onpesienenus pH- wT 2000

‘YHHBepCaJIbHbIe

YIaKOBKa - FepMeTHYHasA. YIaKOBKa C 3aBOZCKOM MapDKMPOBKOI (B COOTBETCTBUH C
tpeGoBarusamu cepuu ISO 18113). ITapTus ¢ 4eTKMMM yKa3aHUAMU IIPOM3BOLUTEINS, AATHL
IIPOM3BO/CTBA M CPOKA TOHOCTH.

r.Epesan, /. Mansna 37

CTOpOHAMHU
JAOIIOJTHUTEIBHOTO

CcorjlalmeHusa




TIpunoxenue Ne 1.1
K IIPUTJIANIEHHUIO Ha 3aIIPOC KOTHPOBOK
nox xogmom «GHAPDzB-HVKAK-2022-88»

eIMHULIA
HaVMeHOBaHUEe TeXHU4YeCcKas XapaKTepUCTHKA KOJIMYECTBO meHa
U3MepeHUus

INoMMUMUKCUH MUPYBaTHEIH XeJITOYHO-MaHHUTHBIH arap ¢ 6poMmrumos-cuHei. Cocras B 100 Mt cpensl (coracHO
tpe6osarusm 'OCT P MICO 21871-2010): mentuyeckuii SKCTpakT xuBoit Tkauu - 0,1 r, manuwur - 1,0 r, nupyBar HaTpHS -
1,0 r, 6uxap6onat Harpus - 0,25 r, xnopug Hatpus - 0,2 r., docdat - 0,025 r, cynsdat maruus, renrarugpar - 0,01 r,
6pomerumon-curuii - 0,01 1, arap - 1,8 r. Pacxoz 4,39 r cpezst B 90 Mt AUCTHIIMPOBAaHHOM BOJBI.
Cpok rogHocTy npu nocraBke He MeHee 70%, o61muii CpoK XpaHeHHU He MeHee 4 JIeT, yIIaKOBKa ¢

BO3ZyXOHENPOHHIIaeMbIMU TepMEeTHYHBIMHU KOHTeliHepamu BecoM He Goiee 0.1 Kr, ¢ 3aBoacKoit GhacoBKOH U
PEMBA cpega pins

MapKUPOBKOII (B COOTBETCTBHHU ¢ TpeboBaHUAMU cTaHZapToB cepun ISO 18113). O6a3aTenbHbI: cepua/KOA MapTHH, KT 0.1
BBIpAlIMBaHus B. cereus

HavMeHOBaHUe U afipecc MPOU3BOLUTES, CTPaHbI IPOU3BOACTBA, AATHI IPOU3BOACTBA U CPOKA TOAHOCTH. JI0IKHO GBITH
[IpUBE/IEHO HAUMEHOBAHKE PEAareHTa s ZUArHOCTUKHY in Vitro MJIN JOJDKHBL OBITH IPUBEIEHBI JOIIOTHITEIbHBIE
CpezcTBa UAEHTUQUKALMY: HOMEp B KaTajaore, HoMep ToBapa. Bes mapTuis Bo/mkHa GBITH MOTHOCTHIO eAMHO06Pa3HOM ¢
TOYKHY 3PeHUs JAThI, IPOM3BOAUTES ¥ YIIAKOBKY) U MMeTh CEPTU(UKAT KaIeCTBA TAPTUH, Pe3yIbTaThl UCIIBITAHUI
GYHKIIMOHATBHBIX XapaKTepUCTUK. [[POU3BOLCTBO JOKHO MMETh HHTEIPUPOBAHHYIO CUCTEMY YIIPABICHUS KaYeCTBOM:B
COOTBETCTBUU C MEXAyHapoAHbIMU cTaHzapramu Kadecrsa ISO (ISO 13485, 9001, CE u / wnu IVD)

AnTnéuornyeckas no6aBKa AJIA ceJeKTUBHOTO pocta B. cereus. 1 dmakon Ha 90-100 Mt cpensl, OTMMMUKCHH B-
cynsdar, 10000 E/I Ha drakoH. PacTBOPHUTH 5 MJI B CTEPHIIBHOM JUCTUILIMPOBAaHHOM BOJE.

Cpoxk ropHocTH npu noctaBke He MeHee 70%, 061yl CpOK XpaHeHN He MeHee 4 JieT, yIIaKOBKa C 3aBOJCKO
MapKHUpPOBKOIi (B cooTBeTCTBHH ¢ TpeboBanusmu cepuu ISO 18113). O6s3aTensHbl: Cepys/KOZ, IAPTUX, HAUMEHOBAHYE ¥
Job6aBka fy1s arapa afipecc TIPOU3BOAUTES, CTPAHBI IIPOM3BO/CTBA, JAThI IIPOM3BOJCTBA U CPOKA TOZHOCTH. JJODKHO OBITH IIPUBEIEHO 10.0
Bacillus cereus HaVMeHOBaHHe peareHTa /i1 AUArHOCTHUKY in Vitro Wiy ZO/DKHBI ObITH IPUBEAEHbI ZOIOIHUTEIbHbIE CPeCTBA rarorn ’
UIeHTUGUKALUNA: HOMED B KaTajore, HOMep ToBapa. Bes mapTus fo/DKHA OBITH MOTHOCTHIO eIUHOOOPA3HOM C TOYKHU
3peHMs JaTH, IPOU3BOUTEISI U YIIAKOBKY) ¥ UMETh CepTU(UKAT KadeCTBa IIAPTUHU, Pe3yIbTaThl UCIBITAHUN
GYHKIMOHATBHBIX XapaKTEPUCTUK. IIpOM3BOACTBO JOKHO MMETh HHTETPUPOBAHHYIO CUCTEMY YIIPAaBIE€HHI Ka4eCTBOM:B

COOTBETCTBUU C MEXAyHapoAHbIMHU cTaHzapramu Kadecrsa ISO (ISO 13485, 9001, CE u / wiu IVD




IMTpunoxenue Ne 1.2
K IIPUTJIALIEHNIO Ha 3aIIPOC KOTUPOBOK
nok xomoMm « GHAPDzB-HVKAK-2022-88»

eIVHUIA
HauMeHOBaHUe TexXHUYecKas XapaKTepHUCTHUKa KOJIHUYEeCTBO LeHa
u3MepeHus

Cpepa mpenHasHaueHa st BBIOeI€HUs U BRIPAIBAHMI MEHUHTOKOKKA U3 Guosoruyeckoro Matepuana. B cpezse Ha 1000
M 2 T ctumysaTop pocra remoduinos u 10 + 2 r arapa. K mpurorosnennoit 80 M1 pacniaBieHHON U OCTyIeHHOH cpezie
no6asiaior 20,0 M KOHCKO¥ CBIBOPOTKHY MHaKTHBUpOoBaHHOM 1Ipu 56°C B Teuenue 30 muH., 0,5 M pacTBOpa
JTMHKOMHUIIMHA Ipu II0THOCTH 1000 MKT / MJI (KOHEYHOe KOJIMYIeCTBO aHTHOHOTHKA - 5 MKT / MI). CPOK TOZHOCTH IIPU
mocraske He MeHee 70%, oOmIIi CPOK XpaHEeHHUS He MeHee 3 JIeT, YIIAKOBKA C BO3yXOHEIIPOHUIIAeMEIMU TePMETHIHBIMH
xonretiHepamu BecoM 0.25 - 0.5 kr, ¢ 3aBozCcKO# HacoBKO U MAPKUPOBKOI (B COOTBETCTBUH C TPeGOBAaHUAMHM CTAHZAPTOB
MeHUHTOKOKKOBBI# arap cepuu ISO 18113). O6Gs3aTenbHbI: cepus/KOJ, MapTUX, HANMEHOBAHUE U afpecc TPOU3BOLHTESI, CTPAHbI IIPOU3BO/CTBA, KT 0.25
ZaThl IPOM3BOJCTBA M CPOKA TOZHOCTHU. JlOJDKHO GBITH IPUBEZEHO HaMEHOBAHUE PeareHTa A/ JMarHOCTHKH in vitro
WJIN JOJDKHBI OBITh IIPUBEEHbI JOIOIHUTEIbHbIE CPeCTBA NAeHTUGUKAIUN: HOMep B KaTajore, HOMep Tosapa. Bes
TIapTUsA JOJDKHA OBITH IOIHOCTHIO eIUHOOOPA3HOM C TOUKY 3peHUs JAaTh, IPOU3BOSUTEISI U YIIAKOBKH) M UMETh
ceprudUKaT KauecTBa NaPTHH, Pe3yJIbTaThl UCIIBITAHUH QyHKIMOHAIBHBIX XapaKTepUCTHK. [Ipon3BoACTBO 1OKHO
YMMeTh MHTETPHPOBAHHYIO CUCTEMY yIIPaBIeHUA Ka4eCTBOM:B COOTBETCTBUAH C MEXIYHAPOSHBIMU CTaHZAPTAMH KauecTBa
ISO (ISO 13485, 9001, CE u / wiu IVD)

AHTHGaKTepHaIbHbII ITpenapar Bo ¢IakoHax (aMIlysax), 4 Zo6aBKM K MEHUHTOKOKKOBOMY arapy. VIHTpenueHTsI: B
xaxzaoM ¢raxkoHe Jlunkomunus rugpoxopuz 300 mr. Cpok rogHoCTH Npu noctaBKe He MeHee 70%), o6uruit cpok
XpaHeHU: He MeHee 2 JIeT, C 3aBOACKOI MapKUPOBKOII (B cooTBeTCTBHH ¢ Tpebopanuamu cepuu ISO 18113). ITaprus u
JIMHKOMUIIVH THUAPOXJIOPH, (M3Ie/re ¢ YeTKMMU YKa3aHUAMY IIPOM3BOAUTEIA O JaTe M3TOTOBIEHUA U CpoKe rogHocTu. [lapTus Fo/mKHA GBITH YETKO drakon 10
3aKOZMPOBAHA, IOJTHOCTHIO eAMHO00pasHa (C TOUKM 3peHHUS JaThl, TPOM3BOJUTENA U YIAKOBKH) M UMeTh cepTU(UKAT
KavecTBa IapTUHU. [Ipou3BOACTBO ZOKHO UMETh NHTETPUPOBAHHYIO CHCTEMY YIIPaBJIeHHA Ka4eCTBOM:B COOTBETCTBUU C

MeXZyHapogHBIMU cTaHAapramu kagecrsa ISO (ISO 13485, 9001, CE u / unu IVD)




IMTpunoxenue Ne 1.3
K IPUIIALIEHNIO Ha 3aIIPOC KOTUPOBOK
nok kogom «GHAPDzB-HVKAK-2022-88»

eIVHUIIA
HaVMEHOBaHHE TeXHUYeCKas XapaKTepUCTHKa KOJIMYECTBO meHa
U3MepeHUs

T'oMOreHHBI CBETIO-KETHIN ITIOPOLIOK, IIpeAHA3HAUYeHHBIH /I 060rallleHI HepCUHUI B 06paslaX MHUIIEBbIX 1
xinHu4Yeckux Marepuanos. Murpeauents: 1000 mr roToBoit cpensr:

ITenron 10 r

L-acmaparunuosas xucnora 3 r

[Mupysar Harpus 2,51 r

Teuu 80-1r

MOIIC/TPUC-5,5T.

Pacxoz; 40,2 r mopomkoo6pasuoii cpexst B 1000 M1 JuCTUINMPOBAaHHOM BOZBI.

Cpok ropHoCTH Ipy noctaBke He MeHee 70%, 001t CPOK XpaHeHHUs He MeHee 3 JIeT, YIIaKOBKa C

OcHOBa HEPCUHUO3HOTO . . .
BO3ZyXOHEIPOHUIIaeMbIMU TepMEeTHYHBIMU KOHTeliHepaMu BecoM He Goiee 0.5 KT, ¢ 3aBoZcKoO#t (acoBKOM U KT 0.50

CeJIeKTHBHOTO GyIb0HA .
MapKHpPOBKOii (B cooTBeTCTBUHM C TpeboBaHUAMH cTaHAapToB cepun ISO 18113). O6s3aTenbHbI CepUs/KOZ, IapTHH,
HauMeHOBAaHUE U afipecc IIPOU3BOLUTEIIS, CTPAHbI IPOM3BOJCTBA, AATHI IPOM3BOJCTBA U CPOKA TOTHOCTH. JJOKHO GBITH
IIpUBeZeHO HaMeHOBAHMe PeareHTa A/ JUAaTHOCTHKHY in Vitro MIN TOJDKHBI GBITh IPUBEIEHSI JOIOIHUTEIbHbIe
cpezcTBa UAeHTU(UKAIIUN: HOMep B KaTaJore, HoMep ToBapa. Bed mapTus LosmkHA GBITH IOTHOCTBIO € JUHOOOPa3HOM C
TOYKY 3PEHU JaThl, IPOM3BOAUTEIA U YIIAKOBKY) U UMeTh CepTU(HUKAT KaueCTBa IAPTUH, Pe3yIbTaThl UCIIBITAHMI
(YHKIMOHAIBHBIX XapaKTePUCTUK. [IpOM3BO/ICTBO JOKHO MMETh HMHTETPUPOBAaHHYIO CUCTEMY YIIPaBIeHHI Ka4eCTBOM:B

COOTBETCTBUH C MEXIyHapoaHbiMu craHgapramu Kadecrsa ISO (ISO 13485, 9001, CE u / unu IVD)

Jlo6aBka mpencrapisger co6oit Maccy ogHOpogHOro nopomka. Cocras - Tpukiosas 2 Mr. 1 ¢rakon paccunran Ha 1000 M
cpeznsl. Cpok rosHOCTH IIpu HocTaBKe He MeHee 70%, o0mmuii CpOK XpaHeHUs He MeHee 2 JIeT, C 3aBOACKO# (acoBKoii 1
MapKHMPOBKOI (B COOTBETCTBHY C TpeGoBaHuAMYU cTaHZapToB cepuu ISO 18113). O6s3aTerbHEI CepUA/KO, HAPTHH,
HaMMeHOBAHUe U afipecC IPOU3BOUTEIS, CTPAHBI IIPOM3BOACTEA, AATHI IIPOM3BOACTBA U CPOKA TOAHOCTH. JI0/KHO GBITH
IIpUBeJeHO HalMeHOBAHYE PeareHTa JJI JMArHOCTHKHY in Vitro MM JOJDKHBI GBITH IPUBEJEHSI JOIOIHUTEeIbHbIe

Tlo6 cpeZCcTBa UIEeHTH(UKALMY: HOMED B KaTajore, HoMep ToBapa. Bes mapTus mo/pkHA GBITh IOTHOCTHIO e JUHO0OPa3HOi ¢
06aBKa

TOYKH 3pEHHUS JAThl, IPOU3BOAUTENSI U YIIAKOBKU) U UMETh CepTH(UKAT KayeCcTBa IAPTHUH, Pe3yIbTaThl UCIIBITAHUH
MEepCHHUO3HOTO

(YHKIIMOHAIBHBIX XapaKTePUCTHUK. [I[pOM3BO/CTBO JOKHO MMETh HHTETPUPOBAHHYIO CUCTEMY YIIPaBJIeHHA Ka4eCTBOM B drakoH 10.00
CeJIeKTUBHOTO Oy/IbOHA
COOTBETCTBUU C MEXIyHapomHbIMHU cTraHgapramu Kadecrsa ISO (ISO 13485, 9001, CE u / unu IVD)




ITpunoxenne Ne 1.4
K IIPUTJIANIEHUIO HA 3aIIPOC KOTHPOBOK
ok xomoMm «GHAPDzB-HVKAK-2022-88»

eIVHUIA
HauMeHOBaHUe TeXHUYeCKas XapaKTepUCTHKA KOJIMYeCTBO | IleHa
U3MEDPeHUs.
OZHOpOHBIM TEMHO-)KEJITHII IIOPOLIOK, IIpefHAa3HAYeHHBIH JJI CEeJIeKTUBHOTO pocTa sucrepuii. Cocras:
o TIEIITOH, LPOXKeBOM SKCTPAKT, KpaxMaJl, XJIOPUJ, HAaTPHs, TII0K032, XJIIOPH/, IUTHUS, ITUTPAT JKee3a-aMMOHUS,
CHOBa arapa . .
OXFORD SCKYJIMH, (GeHOIOBBIH-KpacHsIi, arap. TpeGyeT no6aBKu.
IS .
Cpok roguoctu He MeHee 70% Ha MOMEHT IIOCTaBKH, OOLIMII CPOK XpaHEeHUs He MeHee 3 JIeT, YIIaKOBKa - KT 0.1
BBIPALVBAHUA
B repMeTruyHad, mo He 6osee 100 rpamm.
JIACTEepUit
CooTBeTCTByeT MeXAyHapOAZHBIM cTaHAapTaM KadecTsa [SO u umeer cepruduxar kauecrsa (ceprudukar
TMapTUX IIPOU3BOJUTENS).
CenextuBHas f06aBKa, comepKaIas medasoInH, TUKIOTeKCaMu], / IUKIOTEeKCUAUH, CYIb(aT KOTUCTHHA,
Jo6Gasxa fist axpudrasul, pochomunua. OpHopomHsrit nopouok. Cpok rogHocty He MeHee 70% Ha MOMEHT ITOCTaBKH, o 5
JIAKOH
OXFORD arapa yIIaKOBKa - repMeTnyHas. COOTBETCTBYeT MeXAYHAaPOAHBIM CTaHAapTaM KadecTsa ISO u umeer ceprudukar
KadecTBa (CepTU(UKAT MaPTUU IPOU3BOAUTEIIA).




IIpunoxernne Ne 1.5
K IIPUIJIALIEHUIO HA 3aIIPOC KOTUPOBOK
ok xogoMm «GHAPDzB-HVKAK-2022-88»

eIVHUIIA
HauMeHOBaHUe TeXHUYEeCKasd XapaKTepPUCTHKA KOJIMYeCTBO IleHa
YU3MepeHHU I
OZHOpPOIHBIN CBETIO-PO30BHLI IOPOIIOK, IIPeAHA3HAYEHHBIH AJIA CeJIEKTUBHOTO POCTa JIHCTEPHUIL.
o CocraB: IIeNnTOH, KpaxMaJl, XJIOPUJ, HATPUA, XJIOPUA, TUTUA, IUTPAT XKejle3a-aMMOHUA, D-MaHHUT,
CHOBA arapa
SCKYJIWH, arap-arap. Tpe6yer mo6aBKu.
PALCAM n1s YT, arap-arap. Lpevy )
Cpok roguoctu He MeHee 70% Ha MOMEHT IIOCTaBKH, OOl CPOK XpaHEeHUs He MeHee 3 JIeT, YIIaKOBKa - KT 0.1
BBIPALVBAHUA
. repMeTruyHad, mo He 6osee 100 rpamm.
JIUCTepUi
CooTBeTCTByeT MeX/AyHapOIZHBIM cTaHAapTaM kadecTsa [SO u umeer cepruduxar kauecrsa (ceprudukar
TIAPTUH IPOU3BOAUTENIA).
CenextuBHas fo6aBKa, comepxaas nedra3uguM, cyabdar KOIUCTHHA, akprudaaBuH. OZHOPOAHBIH
Job6aBka g nopomok. Cpok roguocTy He MeHee 70% Ha MOMEHT IIOCTaBKH, YIIaKOBKa - repMeTryHas. CoOTBeTCTByeT o 5
JIAKOH
PALCAM arapa MeXIYHapOIHBIM cTaHZapTaM Kadectsa ISO u umeer ceprudukar kavecTsa (cepTudHUKaT IApTUH
IIPOU3BOZUTEIIA).




IMpunoxenne Ne 1.6
K IIPUIJIALIEHIIO Ha 3aIIPOC KOTHPOBOK
ok xomoMm «GHAPDzB-HVKAK-2022-88»

HalMeHOBaHUe TeXHIYeCcKas XapaKTepHUCTHUKa CRIHINE | ¢ omrgecTso IeHa
U3MepeHus
OcHosa OZHOpPOHBIN IOPOLIOK CBETIO-KPEMOTOTO 1IBeTa, IIpeHa3HAYeHHBIH I CeJIEKTUBHOTO POCTa U GBICTPOTO
XPOMOT€EHHOIO arapa |o6GHapyskeHus sucrepuii. CocTaB: IEITOH, APOXKEBOM SKCTPAKT, IUPYBaT HATPH, IJII0K03a, Iaulepodocdat
ALOA nns MarHud, Cyab(aT MarHusd, XJIOpU], HaTPUA, XJIOPHUT, JINTH, XPOMOTEHHBII CyOCTpaT, arap-arap. Tpebyer
BBIPAIBAHUA IOOaBKH. KT 0.1
nucTepuii (0OCHOBa Cpok roguoctu He MeHee 70% Ha MOMEHT IIOCTaBKH, yIIaKOBKA - repMeTudHasA. COOTBETCTByeT
arapa o OTraBUaHU- |MeXIyHapOAHBIM CTaHAapTaM KadecTsa ISO u umeer ceprudukaT kadecTsa (CepTUdUKAT MAPTUU
Aroctn) TIPOU3BOJIUTEIS).
CenextuBHas fo6aBKa, comepxaas medrasugum, cyabdar IOTUMUKCAHA, HAUIMAMKCOBAs KUCIOTA,
Job6asxka 1 g1s ALOA-|{amdorepunun. OpzHopogusiit mopomok. Cpok rogHoctu He MeHee 70% Ha MOMEHT IIOCTAaBKH, yIIAaKOBKA - raxon 5
arapa repMmeruyHasi. COOTBETCTBYeT MeXAYHAPOLHBIM CcTaHAapTaM KadecTtsa ISO u nmeer ceprudukar xauecrna
(cepTuduKaT MapTHUM IPOU3BOAUTES).
5 9 ALOA CenexTuBHas no6aBka, copepxamas L-bochatuauinnosut. OxHopoausiii nopoiok. Cpox roJHOCTH He
Alobaska 2 iz | Menee 70% Ha MoMeHT OCTaBKH, yIIaKkoBKa - repMeruyHas. COOTBETCTBYeT MeX/AyHAapOAHBIM CTaHIapTaM ¢drakon 5
arapa xauecrsa ISO u umeer ceprudukar kavecTsa (cepTrdUKaT IAPTHH IPOUBOLUTEN).




ITpunoxenne Ne 1.7
K IIPUTJIANIEHUIO Ha 3aIIPOC KOTHPOBOK
ok xomoMm «GHAPDzB-HVKAK-2022-88»

eIVHUIIA
HauMeHOBaHUe TeXHHUYeCKas XapaKTepPHUCTHUKA KOJIUYeCTBO meHa
U3MepeHus

Cpeza npepHasHaueHa 14 BeIpamuBanug 6akrepuii Legionella pneumophila. YepHsrit HOpOLIOK, TOTOBEIIL arap
4gepHO-ceporo useta. CocTaB: IpOXKeBOH HKCTPAKT, aKTUBHPOBAHHEII yroib, arap (coriaacHo ISO
11731:1998«Water Quality - detection and enumeration of Legionella»). Cpox rogHocTH IIpu IOCTaBKe He MeHee
70%, ob1muii CpOK XpaHeHHUI He MeHee 4 JIeT, yIIaKOBKa- C BO3LYXOHEIIPOHHUIIAeMBIMY F€pMETHYHBIMU
C KOHTeliHepaMu BecoM He 6oitee 0.5 Kr, ¢ 3aBOACKO# (HhacOBKOI U MAPKUPOBKOH (B COOTBETCTBUU C TPEGOBAHUAMU
PeAd ATt craugapros cepuu ISO 18113). O6s3aTenpHbL: Cepys/KOL IapTUN, HANMEHOBAHNE U aipecC IIPOU3BOLUTEIS,
BHpa]imBa}_Im CTpaHBI IPOU3BOACTBA, AATHI IIPOMU3BOCTBA M CPOKA FOAHOCTH. JI0JKHO OBITH IIPUBEIEHO HANMEHOBAHYE KT 0.50
6akrepuii Legionella Lo
hila peareHTa I JUATHOCTHKY iN VIitro WM JOJDKHEI OBITH IIPUBEIEHBI JOIIOIHUTEIbHbIE CPeCTBA
pheumop nuneHTH(UKALYN: HOMED B KaTajore, HOMep ToBapa. Bes maprus fosmKHa 6BITh IIOIHOCTBIO eUHO00PasHOI ¢
TOYKY 3PeHIS JaThl, IPOU3BOSUTEIIS ¥ YIIAKOBKU) U UMETh CEPTU(UKAT Ka4eCTBa IIAPTHH, Pe3yIbTaThl
HCIBITAHNHN (PyHKIVOHATBHBIX XapaKTEPUCTHK. [IpOU3BOACTBO LO/DKHO MMETh HHTETPUPOBAHHYIO CHCTEMY
yIpaBieHHsI Ka4eCTBOM:B COOTBETCTBUU C MeXAyHapoAHbIMU cTaHAapramu kadectsa ISO (ISO 13485, 9001, CE

u / uu IVD)

JloGaBKka mpesHa3sHavYeHa A1 U30MpaTeIbHOTO pocTa JernoHe . 1 grakoH paccunrtad Ha 100 M cpenbl.
Cocras: raunus 0,3 r, rugpoxinopus Bankomunusa 0,1 mr, cynsdar norumukcuza B-8000 E/I, muxiorexcumup,

C 6 40 mr. Cpox rogaocTH nipu noctaBke He MeHee 70%, o6l CpOK XpaHeHUs He MeHee 2 JIeT, C 3aBOJICKOI
eJleKTUBHAs Ho6aBKa .
MapKUPOBKOIi (B cooTBeTCcTBUY C TpeboBanusamu cepuu ISO 18113). ITaprust v uszpere ¢ YeTKUMU YKa3aHISAMU
K YTOJBHO- ¢rakon 10.00
IIPOU3BOAUTEIS O aTe U3TOTOBIEHIS U CPOKe rogHOCTH. [lapTust nomKHa GBITh 4eTKO 3aKOAUPOBaHa,
IpOXXeBOMY arapy
IIOJTHOCTBIO eAMHOOOpa3Ha (C TOYKY 3pEeHUs JaThl, IPOU3BOAUTE/ISI U YIIAKOBKY) U UMeTh CepTU(HUKAT KadeCcTBa

napruu. [IponsBoCTBO LOMKHO UMETh HHTETPUPOBAHHYIO CHCTEMY YIIPAaBIEHMs KA4eCTBOM:B COOTBETCTBUH C
MeXIyHapogHbsIMU craHgapTamu kadecrsa ISO (ISO 13485, 9001, CE u / wiu IVD)




HaVME€HOBaHNE

TeXHHUYIECKAasA XapaKTEePUCTHKA

eIVHUIIA

HM3MEpPEHUA

KOJIMYECTBO

meHa

PoctoBas go6aska 6e3s

L-uucrenna

PocroBas mo6aBka 6e3 L-1iucrenHa npegHasHadeHa [jIs IUTaTeabHol cpenst Legionella, xak dakTop pocra.
YmaxoBka Bo ¢rakoHax, 1 ¢uakon paccunrtar Ha 500 M cpeznsl. CocraB: KanaueBas COIb A-KETOTIOTOPOHOBOHM
xucinots! 0,1 r, arteramuz-amunatas-cyabdokuciora (ACES), 6ydep (pH-6,9) / rumpoxcuz xanus 1,0 r, xxemeso
(IIT) mupodocdar 0,025 r. Cpox rogrocty npu nocraBke He meHee 70%, o6uIuil CPOK XpaHeHUs He MeHee 2 JIeT,
C 3aBOZCKOI MapKUPOBKOii (B cooTBeTcTBUY C TpeboBanuamu cepuu ISO 18113). ITaprus u usgenue ¢ veTKuMU
yKa3aHMAMU IIPOM3BOJUTEILI O JaTe UTOTOBIEHUSA U CPOKe rofHocTy. [lapTus fomKHa OBITh Y€TKO
3aKOZMPOBaHa, MOTHOCTHIO eAMHO0GPasHa (C TOUKU 3pEHNUs JAThI, IPOU3BOAUTEII U YIIAKOBKH) U UMETh
cepruduKaT KayecTBa HapTUH. [IpOM3BOCTBO ZOKHO UMETh MHTETPUPOBAHHYIO CUCTEMY YIIpaBIeHUA

KaIeCTBOM:B COOTBETCTBHY C MEXJyHapoaHbIMU craHgapramu Kagecrsa ISO (ISO 13485, 9001, CE u / unu IVD)

¢raxon

10.00




IMpunoxenue Ne 1.8
K IPHUIJIALIEHUIO Ha 3aIIPOC KOTUPOBOK

nox xomoMm «GHAPDzB-HVKAK-2022-88»

HaVMeHOBaHIe TeXHUYeCKasd XapaKTepPHCTHUKA CAVIHITA KOJIMYEeCTBO IleHa
u3MepeHus
Cpeza mpezHasHavyeHa I CeJIEKTUBHOTO BbleIeHIs 61dun06aKTepuil U3 MOJIOYHBIX IIPOAYKTOB U [JIs IOACYETa KOJIOHUIH (B
cootBerctBuu ¢ 'OCT 29981-2013, crangapramu 33924 u MOB 4.2.999-00). MurpesueHTsL:
DepmeHTaTHBHBIN Ka3eMHOBBIH rugponusar 10 r
JpoxoKeBoit sKCTpakT - 1 T
Juruzpodocdar xamus - 3t
JByxBanenTHsIi gurugpodocdar xamus - 4,8
Cynbdar aMmmonus - 3 T
Texcarugpar cynsdara maraus - 0,2 r
L-mucrens ruppoxiopus mororugpar - 0,5 r
ITponmonar Hatpus - 15 ¢
BSC-nponnonarHas
Tanmaxroonurocaxapuz 10 r KT 0.10
arapoBas OCHOBa
Arap 151
Pacxoz: 62,02 r na 1000 M1 guctumnupoBarHoi Bogsl. Cpesa TpeGyer mo6aBku. Cpok rogHoOCTH pu nocraBke He MeHee 70%,
06Kl CPOK XpaHEHUs He MeHee 4 JIeT, yIIaKoBKa C BO3/yXOHEIIPOHUIIAeMbIMY TepMETUIHBIMY KOHTeifHepaMu BecoM He 6Gostee 0.1
KT, C 3aBOJCKOI (hacOBKO# 1 MapKHUPOBKOI (B COOTBeTCTBUU ¢ TpeGoBaHusMu cranzaproB cepuu ISO 18113). Obs3arenpHsI:
cepusA/KOJ, TapTHX, HANMEHOBAHYE U aJ[pecc IIPOU3BOAUTEI, CTPAHbI IPOU3BOZCTBA, JAThI IIPOM3BOACTBA U CPOKA TOJHOCTH.
Jlo/XHO GBITH IIpUBE/IeHO HauMeHOBaHMe PeareHTa JJId JUarHOCTHKH in Vitro MM JOJDKHBL GBITh IPUBEIEHBI JOIOTHUTETbHEIE
cpezicTBa HAEHTUDUKAIN: HOMEpP B KaTajore, HOMep ToBapa. Bes mapTus no/pkHa GBITH MOJIHOCTBIO €AUHOOOPA3HON € TOYKH
3peHU JaThl, IPOM3BOJUTEIA ¥ YIIAKOBKM) M UMETh cepTUGUKAT KaueCcTBa IIapTUH, Pe3yJIbTaThl UCIIBITAHUM QyHKIIMOHATBHBIX
XapaKkTepHCTUK. [IpOU3BOCTBO LOKHO MMETh HHTETPUPOBAHHYIO CUCTEMY YIIPAaBIEHUA KA4€CTBOM:B COOTBETCTBHH C
MexzyHapogusiMu crangapramu kagecrsa ISO (ISO 13485, 9001, CE u / wiu IVD)
CesrexTuBHast Ko6aBKa [jIs MOACYETa KOJIOHUM Oudnmobakrepuil B MOIouHbIX mpoaykrax. Ogus drakoH cogepxut 25 Mr
aHTMOMOTHKA, 25 MT MynuponuHa u paccyutad Ha 500 mu cpensr. Cpok rogHoCTH IpH 1ocTaBKe He MeHee 70%, o6t cpok
6 BSC |XpaHeHus ne venee 2 jieT, yIIaKOBKA C 3aBOJICKO} MapKUPOBKO# (B cooTBeTCTBHU C TpeGoBanuamu cepuu ISO 18113). ITaprus u
AloBasxa ps u3fienue C YeTKUMH yKa3aHHAMHU IIPOM3BOJUTENS O JaTe U3TOTOBJIEHUS U CpoKe rogHocTu. [lapTus fomKHa GBITh YeTKO ¢daxox 10.00
IIPOIIOHATHOTO arapa
3aKO/IMPOBaHa, OJHOCTBIO eIMHOOOPasHa (C TOUKU 3peHH JaThl, IPOM3BOAUTE I U YIIAKOBKM) U UMeTh cepTU(HUKAT KauecTBa
HapTHUH. HPOI/ISBO,I[CTBO AOJIXKHO UMETh I/IHTEI‘PI/IPOBHHHYIO CI/ICTeMy yHPaBJIeHI/IH Ka4yeCTBOM:B COOTBETCTBHH C Me)K,E[yHapO,[[HBIMI/I
cranzpapramu kagecrsa ISO (ISO 13485, 9001, CE u / nnu IVD)




ITpunoxenue Ne 1.9
K IIPUIJIALIEHUIO HA 3aIIPOC KOTUPOBOK
ok xogoMm «GHAPDzB-HVKAK-2022-88»

eIVHUIIA
HauMeHOBaHUe TeXHUYeCKas XapaKTepUCTHUKA KOJIMYeCTBO| IieHa
U3MepeHUs

Jucku ¢ V-paxropom ucnonssyiorcs aia gupdepernuanyy reMopnnos. Kaxasiit Auck paccyuTad Ha OJUH
TecT. YTIaKOBKa [OJDKHA GBITh TepMETUYHOM, H3TOTOBIEHHO Ha 3aBOJEe, MAKCUMYM 25 IUCKOB B KOXAO0MH
ynakoBke. Cpok rogHocTH IIpH nocraske He MeHee 70%, oOmuii cpok XpaHeHMs He MeHee 2 JIeT, YIIaKOBKa C

3aBOZICKO# MapKUPOBKOH (B cooTBeTcTBHY C TpeGoBanusmu cepuu ISO 18113). ITapTus ¢ veTkumu

Jucku ¢ V-paxropom JUCK 50.00

yKasaHHSAMU IPOM3BOIUTEIIA, JaThl IPOU3BOACTBA U CPOKA TOLHOCTH. I1apTHs HOJDKHA GBITH YETKO
3aKOAMPOBaHA U UMeTh CEPTU(UKAT KaueCTBa IMapTHH. IIpOM3BOLCTBO ZOJDKHO UMETh MHTETPUPOBAHHYIO
CHCTEMY YIIpaBJIeHIs Ka4eCTBOM:B COOTBETCTBHH C MeXAyHapoAHbIMU cTanzapramu Kavecrsa [SO (ISO

13485, 9001, CE u / unu IVD)

Jucku ¢ X-paxropom ucnomnssyrorcs s guddepenmuarun remodrros. Kakasiit ;uck paccunuTad Ha OLUH
TecT. YIIaKOBKA [OJDKHA GBITh TepMETUYHOM, H3TOTOBIEHHOM Ha 3aBOJE, MAKCUMYM 25 IICKOB B KOXKAOMH
ynakoBke. Cpok rogHocTH Ipu nocraske He MeHee 70%, o6muii cpok XpaHeHMs He MeHee 2 JieT, YIIaKOBKa C

3aBOZCKOI MapKUPOBKOH (B cooTBeTCTBHY C TpeGoBanmsmu cepuu ISO 18113). [TapTus ¢ veTkmmu

Jucku ¢ X-paxropom JUCK 50.00

YKa3aHISIMU IIPOM3BOIITEIISA, JAaThl IPOU3BOACTBA U CPOKA TOLHOCTH. IapTus HO/DKHA GBITH YETKO
3aKOAMPOBAHA U UMeTh CePTU(UKAT Ka4eCTBA IMapTUH. IIpOM3BOLCTBO ZOJKHO UMETh HHTETPUPOBAHHYIO
CHCTeMY yIIpaBJIeHUs Ka4eCTBOM:B COOTBETCTBUU C MEXyHApOAHBIMU cTaHzapramu Kadectsa ISO (ISO

13485, 9001, CE u / unu IVD)




