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3akasunk [KIT na [1XB "Muoreshapewsttas ropoackas Gonpauna Ne 3" akumara ropona
Acrtansl, r.AcTana

IlpeacraBurens 3akazuumka MykataeBa AkToTel CabuTOBHa, 3aMECTUTENb IUPEKTOpa IO
(hrHAHCOBO-XO3AMCTBEHHBIM BOMPOCAM, KOHTAKTHBIE Teedonst 8 7172 39 66 02

Opranuszatop 3akynmok ['KIT ma ITXB "MuoronpodumsHas roponckas GomsHuma Ne 3"
aKuMara ropojaa Acradsl, I. ACTaHa

IpeacraBuTens oprammzaTopa 3akymok Mykaraepa Axrtorel CaGWTOBHA, 3aMECTHTCIDb
JMPEKTOPA MO (PMHAHCOBO-X03AMCTBEHHBIM BOIIPOCAM, KOHTakTHEIE Tenedonsr 8 717 239 66 02
Hauano npuema 3asiok ot 14:00 uacos "09" dpespans 2023 roxa

OKOHYATENLHBIH CPOK NpeacTaBIenns 3asBok 10 13:00 yacos 01" mapTta 2023 roaa.
JlaTa, MecTO ¥ BpeMsi BCKpbITHS 3asBoK: "01" mapra 2023 roaa, r. Acrana, IIpocmexkT
JKenic nom 58, 3 3Taxk, 0TAE]N rocy aPCTBEHHBIX 3aKyNOK, B 14 wacos 50 MHHYT

CocraB TeH1epHOII KOMHCCHN:

[Tpencenarens: Knm Hukonait Aprais0HOBHY,

3amecturens npencenarens: Kyansimbaesa Anmus MypaToBHa,

UneHsl TeHAepHOH koMuccum: Kacenosa [[uHa AxmertosHa, Kycaunosa Acus CanaBaroBHa,
Taxxubaes Kyansn bosaToBuy,

Cexperaphb TenziepHoit komuccun: A6aymes [laynerbek CepukoBHY.

IloTeHIHAILHBIA NOCTABIIMK HE YYACTBYeT B 3aKyne, peryaupyemom Ilpasunamu
OPraHM3alHH W OPOBEJEHHS 3aKyNa JEKAPCTBEHHBIX CPENCTB, MEIHIHHCKHX H3XEIHA U
CTIeNHATH3HPOBAHHBIX JedeHbIX NMPOAYKTOB B PAMKaX rapaHTHPOBAHHOIO o00beMa
GecrIaTHON MeIHIMHCKONW MOMOLIHM, AOMOJHUTENBLHOr0 00b€Ma MEIHIHMHCKOH MOMOINH
AAs JHL, COJEPIKAMMXCA B CJEACTBEHHBIX H30JIATOPAX H YYPEXKICHHAX YroJ0BHO-
HCMOIHUTE/NbHOI (MEeHATEHUMAPHOH) CHCTeMBbI, 33 CYeT GI0/KeTHBIX CPeACTB U (WiM) B
cHCTeMe 00A3aTEeNBLHOr0 COMHATLHOr0 MEJHIIHHCKOr0 CTPaxoBaHus, papManeBTHYECKHX
yeayr (nanee — IIpaBuia), yTBepKIEHHBIX ITocTaHoB/IeHHEeM NPaBUTENLCTBA Pecnybmnku
Kazaxcran or 04 mionsa 2021 roga Ne 375, u BHeCEHHH B HAX M3MEHEHMIl U NOMOJIHEHUH
IMoctanosaenuem IlpasuTeiascTBa PecmyOanku Kaszaxcran ot 8 cenrsabps 2022 roga Ne
667 (nasnee — IlpaBuiia), a ero 3asiBKA HAa y4acTHE B 3aKyIe NOLIEKHT OTKIOHEHHUIO, EC/TH

MOTEHLHANBHBI M0CTABIUK aQ(PUIHPOBAH C:

1) nOpeacTaBHTENsSIMM  3aKAa34YHKA, OPraHM3aTOpa 3aKyna HAH  €IUHOro
AHCTPUOBLIOTOPA, KOTOPbIe HMEIOT NPABO NPAMO H (11M) KOCBEHHO MPUHHMATDH pPEINeHHs
¥ (MIM) 0KA3LIBATH BIMSHUE HA IPHHAMAEMbIC PELICHUSA TEHIEPHOH KOMHCCHEiH;

2) yjieHaMM TeHIEPHOH KOMHCCHH;

3) cexperapeM TEHAEPHOA KOMHCCHH.

ITomenuaabHblil ROCMAGUIUK He YHaAcmeyem 6 3aKyne, eciu:

1) Guu3skue pPOACTBEHHWKHM, cynpyr (cynpyra), ONM3KHE PONCTBEHHHKH Cynpyra
(cynmpyru) nepBbIX PYKOBOJMTENCH MOTEHUNANBHOTO MOCTABIIMKA W (MJIH) YNOJHOMOYEHHOTO
MpeJCTABUTENS MOTCHUMATBPHOIO MOCTaBIHKA O0NajaroT NpaBOM TNPHHMMATH DEMEHHE O
BEIGOpE MOCTaBIIMKA JMOO ABJIAIOTCS MPEACTABUTENIEM 3aKa34MKa, OPraHUu3aTopa 3aKyna Wi
eIMHOro ANCTpUOBIOTOPA B IIPOBOANMOM 3aKYTIE,



2) (MHAHCOBO-XO3AMCTBEHHAS JEATENBHOCTH MOTEHUHANIBHOrO TOCTABIIMKA HJTH

MOCTABIIMKA MPUOCTAHOBIEHA B COOTBETCTBHHU € 3aKOHO/A
MO0  3aKOHOJATENHCTBOM

Pecny6nuku Kaszaxcran,

1. O6mue nonoxeHus

TeneCTBOM PecnyOmuku Kaszaxcran
rocynapcTea  NMOTCHUMATBHOIO  MOCTABIIMKA-HEPE3HACHTA

1. Tennep nposoautes ¢ nensio BBIOOpA NIOCTABIIMKA (OB) M0 3aKyNKaM pearentos s MDA
u ITIP B cooTBeTCTBUE © TpeOOBaHHUAMH, YCTAHOBICHHEIMHU [IpaBunamu.
2. Cymma, BEIIENEHHAs /TSt HAHHOTO TEHJEPa (JI0Ta) [0 3aKyIKam TOBapa, COCTABIIAET:

No

oT

HaumenoBanne
J10Ta

Texunyeckas cneunduxanus

Peanbect BI'B
TP (xoMmaexT
1/konHaecTBEHHBI
i)

Cymma,

BBIJEJIEH
Hast JJTst
3aKyna

(Teure)

Oobem

Habop pearcHtoB npenHasmadeH /[is BHIABNEHMA H  KONHUECTBEHHOTO
ompenenexus IHK supyca remarura B (BI'B) B criBopoTke (IU1asme) KpoBH
METONOM, OCHOBAHHBIM Ha ammuidukanuyu (parmenta JHK B nomumepasHoil
uenHo# peaxumn (TILP) ¢ rubpuausauuonno-dryopecueHTHON HeTeKLHeH
nponykros IILIP B peanmsuoM Bpemernn. HaGop paccumran Ha mIpoBeNeHHE
aHamusa 96 o6pasnos, BKMIOYAA KOHTPONBHBIE. Habop npepnasmaden mis
npuMeHerHs ¢ nmpubopamu «iQ iCycler», «iQ5 iCycler», «CFX96» («Bio-Rady,
CIIA), «OT-96» (3A0 «HII® [HK- Texnonormsa», Poccus) umm mx
ananoramu. XapaktepucTuka HaGopa: IIpHETHN aHanM3a OCHOBaH HA
PErHCTPAlMH  @pouecca aMIUTHQHKAIMH  BBIOPAaHHOrO  cremH(pHIECKOro
¢pparmerra JHK, sakmodaromerocs B HOBTOPSIOMIMXCA — [HKJIAX:
TeMIEpaTypHas /ACHATYPALMsd, OTAKHT MNpaliMEepOB HA KOMILIEMEHTApHEIE
MOC/IENOBATENBHOCTH, AOCTPOMKA MONHHYKIEOTHIHBIX MOCIENOBATENLHOCTEH ¢
3THX npakimMepoB Taq-monmmepasod. Beumenenwe [JHK (PHK) pmomxso
MpOM3BOJMTECA  HA  TPOLECCOPe  MArHMTHBIX 4acTHn. HaGoper Ha
aMIUTHQHKALMO JO/KHEL GBITB ONHOTO mpom3BoAuTens ¢ Habopamu Ha
eeieneHne. HaGopsl amanTuposaner mia pabotsr ¢ ['eneparop Ilrammeros.
O6wmmuii mporokon ammmpukanud mna Beero cmekrpa MITIIL, TORCH-
uagexumii, JTHK BI'B, PHK BI'C mw PHK BHY. Cocras naGopa: I'otosas
peakumonnas cmece aia [P (I'PC), mmopmmsuposannas — 96 npoGupox;

| cnaGbifi MONOKUTENbHBIH KOHTpONMBHBLE 06pasen (CIIKO BI'B/BI'C/BHY),

nMOGHUANIMPOBAHHEIR —1 (NaKOH; NONOKHTENBHEIH KOHTPONBHBI oBpasen
(TIKO BI'B), nuodunusuposannsiii — 2 dakona; kamubposoussrii obpasern 1
(KO1 BI'B), inodunnskposansii — 1 ¢nakow; kanmmbposounsii obpasen 2
(KO2 BI'B), muo¢unu3upoBasHelil — 1 (uakoH; pacTsOp /18 BOCCTAHOBNEHHA
xoHTponbHbIX obpa3nos (PBK) — 2 ¢makona no 4 mu. HaGop ponomaurensuo
KOMIUTEKTYETCA CTPHIHPOBAHHBIMHE KPLIIIKAMH st IpOGHPOK HIH ONTHYECKOMH
IUIEHKOH, A TaKKe IUIACTHKOBBIMH KPBINIKAMH UL (DIIAKOHOB ¢ KOHTDONEHBIMH
obpasiiaMy. AHANTHTHYECKME XaDAKTEPHCTHKH: [lMana3oH OmpesenaeMbIX
koHueHTpauu# (obnacts maneiroctn): ot 10 ME/mn no 108 ME/mn JTHK BI'B
npu Beinenenny THK u3 1 mn npoGer. lna onpeneneHss BUPYCHOI HATPY3KkH B
xonuax JHK BI'B na mn cnemyer npumensats coornomenue 1| ME = 4,5 kormmu
JHK BI'B (WHO 2nd International Standard for Hepatitis B Virus DNA
Nucleic Acid Amplification Techniques NIBSC Code: 97/750).
Cremnpuanocts ananusa. Obpasusl, conepxamue [IHK BI'B (Bsime npenena
00HapyxeHHA), ONPENEAIOTCA KaK INONOKHMTENBHRIE. B obpasuax, me
comepxamux JIHK BI'B, pesynerar awmammsa rapautupoBamno (B 100%
obpasuax) orpuuarenes. UyscTsurensHocTs (npenen obmapyxenus). HaGop

rapanTpoBanHo (B 100% o6pasuos) seissnser [JHK BI'B B koHUeHTpamuH He
menee 10 ME/mn npr seinenennu JIHK w3 | mn obpasua (win ve menee 10 ME
B npobe). Ycnosua xpanenua H TpancmopTHpoeku: HaGop pearentos nonken
XpaHHTLCS B YNAKOBKE NPEANPHATHA-H3rOTOBHTENA MPH Temnepatype (2-8) °C
B TEYEHHE BCEr0 CpOka TOAHOCTH. JIOMyCKAaeTcs TPAHCMOPTHPOBAHME NpH

temnepatype a0 25 °C B rtedenue 10 cytok. 3amopakusanue Habopa He
pomyckaercs! Cpok rogHoctn Habopa — 12 Mecsues €O muA BBITyCKa.
3anpemaerca HCIIONL30BATE KOMIMOHEHTHI m

2751
070,00




Habopos  pasHeX cepuil. OddexTHBHOCT mpoGomOAroTOBKH OOpasma
OLIEHHBAETCS C MOMOLIBIO BHYTpeHHero koHtpons (BKQ), Bxonsmero B cocTas
Habopa st npo6onoarotopku (Beinenenus HK) u NIPOXOMANIET0 BCE CTAAMH

npobonoarotoBky u cneayrouero 3a Heit [TLP wim OT-IILIP ananusa BmecTe ¢
BhiAengeMoi HK,

Peanbect BI'B

TP (xommaexT
2)

Habop pearentos mpenmasmaues s seisienenus JHK Bupyca rematura B
(BT'B) B ceiBopoTKe (m1a3Me) KPOBH METOZOM, OCHOBAHHBIM Ha aMmTApHKaHK
$parmenra [THK B nommmepasHod wuenmo#f peaxmumn (IIIP) ¢
rubpuIM3auHOHHO-(ITyopecUeHTROM neTekuuelt mpomyktos ITLIP B peansHoM
Bpemenn. Xapakrepuctka Habopa. Ilpuuumn meroma: IlpmHmmn anamusa
OCHOBAH HA  PErHCTPAUMH  TPOLECCA  aMIUIH(HKAUHH  BEIOPAHHOrO
cneunduyueckoro (parmenra JHK, sakmovaomerocs B MOBTOPAIOMUXCA
LMKNAX: TeMNepaTypHas JeHaTypals, OTKUT NPaiiMepoB Ha KOMJIEMEHTApHEIE
NOCNEAOBATENbHOCTH, JOCTPOHKA MONHHYKIEOTHIHBIX MOCICAOBATENLHOCTEH ¢
3THX mpaiiMepos Taq-momumepasoil.  Beimenemme JHK (PHK) momkHO
IIPOM3BOIDMTECA HAa  OPOLIECCOPE  MATHMTHBIX vacTHu. Habopsr Ha
AMIUTHQHUKAIMIO HOMKHEI GBITh ONHOTO npoussoauTens ¢ Habopamu Ha
Bbizenenue. Habopel amanrupoBanel mis paorst ¢ Temeparop ILnanmieTos.
Obmwit mporokon ammmudukaEm A1s BeEro cnexrpa HIIIII, TORCH-
uadekmmit, JHK BB, PHK BI'C u PHK BWY. Cocras Habopa.
Fotopas peaximonnas cmecs mna TP (CPC), nuoduiusuposannas — 96
npo6HpoK; cnabpiii  MONOKHTENBHBI KOHTpOMNBHBIH obpasen (CITKO
BI'B/BI'C/BWY), mmodummsuposammeii - 1 ¢naxo; pacTBOop  AIA
BOCCTAaHOBJIEHUS. KOHTpOJbHBIX 06pasmoe (PBK) — 1 ¢nakon, 4 mn. Habop
JOMONHUTETEHO KOMIUIEKTYETCA CTPHITHPOBAHHBIMH KPBIIIKAMHU A1 IPOGHpOK
HJIH ONTHIECKOH IIEHKOH, A TAKKE MIACTHKOBLIMH KPBIIKaMK U1t (IIaKOHOB ¢
KOHTPOJIBHEIMH obpasuamu. Amnanutayeckue XAPAaKTEPHCTHKH:
Cremmdwmunocts ananusa, O6pasusl, conepkamue JIHK BI'B (sbime npenena
OOHapyKEHHA), ONPENENAOTCA KAK TONOKHTENbHbiE. B obpasmax, He
cogeprcammx JTHK BI'B, pesynerar amamusa rapamtupoBamHo (B 100%
obpasuax) orpuuarenen. UyBCTBHTENbHOCTb (mMpeaen o6Hapyskerns). Habop
rapaHTHpoBaHHO (B 100% 06pasuos) seuanser [JHK BI'B B koHueHTpamm He
menee 10 ME/mn npu seiaenermu JIHK w3 1 mn o6pasua (wmk we meree 10 ME
B npobe). Ycnosusa XpaHeHus U TpaHCIOpTHPOBKH: Habop peareHToB mMomken
XPaHHTLCA B YIIAKOBKE MPEANPHATHA-H3TOTOBHTENA NIpH TemuepaType (2-8)°C B
TEYCHME BCErO CpOKAa TrOAHOCTH. JlomyckaeTcs TpaHCIOPTHPOBAHME NpH
Temneparype a0 25°C B tevenme 10 cyrox. 3amopakuBanuMe Habopa He
pomyckaerca! Cpox roasocts HaBopa — 12 MecsiueB €O OHA BBITYCKA.
3anpemiaercs WMCrONB30BATH KOMMOHEHTH W3 HA0OPOB Da3HBIX CepHil.
Ot dextuBrocte mpofonoaroroBk o6pasua OLEHHBAETCA €  MOMOIIBIO
BHyTpeHHero koHtpons (BKO), Bxomsmero B cocras mabopa s
npobonoarotokn  (Beizmenenws HK) u  npoxoasmero Bce  crammu
npo6OonoAroToBKH M cneyiomero 3a neii ITUP win OT-IILP ananusa smecTe ¢
Be1AenaeMoi HK.

1613
200,00
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LIS ]

PeanBect BI'C
[THP (xoMrexT
/konuuecTBEHHbI

#)

Habop pearenToB 1A BBIABNEHMA M KOIMYECTBEHHOrO ompesencHus PHK
supyca renatuta C metogom OT-TILIP B peanshoM BpeMeHH. XapaxTepucTika
Habopa: B OCHOBE HCMONB3YEMOr0 METOAA PErMCTPALMM NEKHT H3MEpEHWE
ypoBHs (uryopecuenuur B mpouecce ammmnpukammn kJHK (nomygennoi
merosom obpatHo# Ttpanckpurnumu u3 PHK BI'C) B kaxkaom muxne ITLI[P,
HHTEHCHBHOCTb KOTOPOH OMpPENENAETCA HMCXOAHBIM Kommdectsom kJIHK B
obpasue. Bosmoskto seiaenenue PHK n3 1 i, 250 mxo, 100 mkn ceiBopoTku
(mmasmel) kposu. KonuwecTso ompenenenmii: 96 onpeneneHwii, BrmOdas
xoHTponH. O6bem BHOcHMOro B PC obpasma: 50 mxn UyBCTBHTENBHOCTD:
HabGop rapauruposanno (B 100% o6pasuoe) smssaser PHK BIC s
KoHUeHTpauuH He MeHee 15 ME/Mn npu seipeneanu PHK m3 1 mn obpazua.
CreundmynocTs: BeisBNeHUE Bupyca rematura C reHoTHnOB la, 1b, 2a, 2b, 2c,
2i, 3, 4, 5a, 6 HesaBucuMo or cybruma, Obpasusl, conepxamue PHK BI'C
(Berme npesnena OOHAapY)KEHHA), OMPENENAOTCA KAK TMONOKHTENbHEE, B
obpasuax, xe conepaunx PHK BI'C, pesynbrar ananmsa rapantuposasmo (s
100% obpasuax) otpuuarenes. [InutensHocts ananusa: 100 Mum. Perucrpauus
M OLEHKA PE3yNLTATOB: MPOTOKON mposencHna peakuun OT-TTLIP: 1 cramua:
45°C — 30 mun; 2 cranus: 94°C — 1 mun; 3 cragus: 50 umknos (94°C - 10 cex,
60°C_— 20 cek); M3mepenme ()iyopecueHIMM npOBOAMTE npd  60°C.

3668
140,00




I'nbpummsaumonno-piyopecuenTras netexuuss mpoxyktos IILIP B peanbHOM
BpeMenH, KaHamel aerexumn «FAM», «ROX». Onpenenerme Ct BKO u Ct
BI'C, sbraucnenne (Ct BKO)cp, cpaBHeHue 10 3a1aHHBIM kputepusM. Habop
MpEHa3HA4eH A1 NPUMEHEHHA ¢ PErHCTPHPYIOUMMHE aMILTHHKaTopamy «iQ
iCycler», «iQS iCyclern, «CFX96», «IT-96» unu ux ananoramu. Beimenemue
MHK (PHK) nomksO npoMsBomuThCs Ha NPOLIECCOPE MAarHHTHBIX YACTHLI
Haboper na amnnndukaumo 1omkHs 66T 0AHOrO NPOM3BOIHTENS C Habopamu
Ha Belzenenue. HaOops anantuposanst ans paborsl ¢ leneparop [Tnanmeros.
OGumit nporoxon ammnupukamum ms scero cmektpa I, TORCH-
undexuuii, THK BI'B, PHK BI'C u PHK BUY. Kommexrarms Habopa:
Fotosas peaximonnas emece ana OT-IILP (TPC), mHoduH3npoBanHat — 96
OPOGHPOK;  CAGBIA  MONOMHTENBHBIN  KOHTPONBHBI obpazeny (CIIKO
BI'B/BI'C/BHY), TMoMNM3INpOBaHHBIE — |  (NAKOH, MOOKUTENBHBIH
KOHTponbHbI obpasen (IIKO BI'C), mmoduiusupoanneii — 2 ¢naxoma;
kanubposounkli obpasen 1 (KO1 BIC), nHO(puM3HpoBanueii — 1 ¢nakow;
kanubposounklit o6pasen 2 (KO2 BIC), nuodumminposarneii — 1 Quiakon;
PACTBOp M4 BOCCTAHOBIEHMsA KOHTPO/bHEIX 00pasioB (PBK) — 2 ¢nakona mo 4
M. Habop NOMONHMTENBHO KOMILIEKTYETCS CTPHIHPOBAHHBIMH KpBIIKAMH
It IPOOMPOK MM ONTHYECKOH TUTEHKOM, 8 TAKXKEe ILIACTHKOBEIMHA KpBIKaMH
U1 NIAKOHOB C KOHTPOJIHBIME 0Gpasuamu. Kascusrii (nakoH ¢ peareHTaMH
MMEET LBETOBYIO HICHTH(HKAUMIO. YCIOBHS XPAHEHHA M TPAHCTOPTHPOBKH:
XpaHuTE mpu Temnepatype 2 — 8 °C. [lomyckaercs TpaHCMOPTHPOBKA IpH
Temnepatype o 25 °C we 6Gomee 10 cyrok. Cpok rogmocrs: 12 mecsues.
O¢dexTHBHOCTE  MPOGONOATOTOBKH 06pPA3LA OLEHMBAETCH C MOMOLIBEO
BHyTpeHHEro  kontpons (BKO), Bxomamero B cocras Habopa mia
npoGonoarotoku  (seiaenenus HK) u OPOXOOAWIEro BCE  CTAafHH
Npo6ONOATOTOBKH i cremyromero 3a Heit TP wm OT-IILIP ananu3a BMECTE C
BeIgenaeMoit HK.

| Peanbect BI'C

ITLIP (xoMruiexT
2)

Habop pearenros mst BesBrerns PHK supyca renatura C merogom OT-IILIP
B pCaltbHOM BpeMeHH. XapakTepucTuka HaOopa: B ocHose mcmomesyemoro
METO/A PETrUCTPAIlHH JIEXKHUT U3MEPEHHE YPOBHA (DIIyOpECUEHIIMH B IIPOLECCE
ammundukaumny kJJHK (momydenHoit meromom o6paTHOM TPAHCKDHIIIMHA H3
PHK BI'C) B kawaom mukne ITL[P, uuTeHCHBHOCTD KOTOpOH ompenensercs
HexoaneM konuuecTsom kJIHK B obpasue. Bosmosxso srinenenne PHK u3 |
mi1, 250 mrn, 100 mx ceiBopoTku (rrasmer) kposy. KonraecTso onpegene Huii:
96 onpeneneHuit, Bmoas KonTpoms; O6seM BrOCHMOro B PC ofpasma: 50
M. YyscteurensHocts: HaGop rapanmTupoBanro (B 100% obpasuos)
eeuiBaer PHK BI'C B xoHuenTpauuu ne Menee 15 ME/Mn npwm BRImenerHuu
PHK u3 1 mn obpasua. Crenudmanocts: Obpasusi, conepxamue PHK BI'C
(Borme mpenena OOHAPYMKEHMS), ONPENENAIOTCS KaK MONOXKUTENbHEE, B
obpasuax, He copepxamux PHK BI'C, pesyibTar ananusa rapaHTHPOBAHHO (B
100% o6pasuax) otpuuarenen. JIuTensHOCTE aHanu3a: 100 MHH, Peructpauus
W OLEHKa pe3yNbTaTOB: NPOTOKON mposeaeHua peakuuu OT-TTLP: 1 cramus:
45°C — 30 mun; 2 cragua: 94°C — 1 mun; 3 cragus: 50 umiomos (94°C — 10 Ccex,
60°C - 20 cex); Msmepenme duryopecieruMs TPOBOAMTE opu  60°C,
I'nbpupusaumnonHo-pyopecuenTHas netexuus nponykros ITIP B peamsuoM
BpeMeHH, kaHanel gerekuuu «FAM», «ROX». Ompenenenne Ct BKO u Ct
BI'C, Beraucnenne (Ct BKO)cp, cpaBuenue no 3aJaHHEIM KPHTepHAM. Habop
TNPEAHA3HAYeH UL NPUMEHECHNA ¢ PECHCTPHPYIOIMMYU aMILIH(HKaTopamy «iQ
iCycler», «iQ5 iCyclern, «CFX96», «IT-96» umu ux ananoramn. Brinenenue
JHK (PHK) momxHO NMpOM3BOAMTBCA HAa IPOLIECCOPE MATHWTHBIX YACTHIL,
HaGops! Ha ammndukalmio Z0mKHb! GbITh OXHOTO TIPOM3BOAHTEIL ¢ HAGOpaMH
Ha Bbiaenenue, Habope! anantuposamsl s pabotsl ¢ Ienepatop [Tnanmeros,
O6wwuii nporokon ammaudukauuu mia Beero cmekrpa MIIII, TORCH-
uaexuuit, JIHK BB, PHK BI'C u PHK BHUY. Kommiekraumus naGopa:
[orosas peakuuonnas cmecs ais OT-ITLP (I'PC), nuodunusupopannas — 96
npoGupok;  cnaGelif  MONOKHTENbHEIH  KOHTPOMbHBIA  ofpasen  (CITKO
BI'B/BI'C/BHY), miopwmmsuposanmsiii — 1 duakon; pacteop mna
BOCCTAHOBJICHHA KOHTponbHEIX 00pasuos (PBK) — 1 ¢uakon, 4 mm. Habop
AOMONHUTE/ILHO KOMIUIEKTYETCA CTPHIHPOBAHHBIMM KPBIIKAMHA U1t IPOGHPOK
WIH ONTHYECKOH TUIEHKOM, A TAKOKE MIACTHKOBBIMH KPBILIKAMH 1 (MIAKOHOB ¢
KOHTpOJIbHBIMH 00Opasuamu. Kbl (pnakoH ¢ pearentamn umeer LBETOBYIO
HAEHTH(MKauMO. YCIOBHA XpaHeHWs M TPAHCTIOPTHPOBKH: XPAaHHTh TPH

1916
900,00

10




Temneparype 2 — 8 °C. [lomyckaeTcs TpaHCTIOPTHPOBKa npH TeMnepaType ao 25
°C ne Gonee 10 cyrox. Cpok rommocTw: 12 Mecsiues. SpdexTiBHOCTL
NpoBonoAroTOBKY 06pasia OLEHMBACTCH ¢ MOMOLIBIO BHYTPEHHETO KOHTPOJISA
(BKO), xonsmero B coctas Habopa mis mpoGonoxroTosky (eernenenus HK) u
TMPOXOUAIIErO BCE CTAaMH NPODOTNIOArOTOBKY K CHEYIOMEro 3a Heif TP wm
OT-ITLIP anamusa BMecTe ¢ BEAensemoit HK,

PeanBecr
5 | HensraMar
BI'B/BT'C/BIY

Habop pearentos mns opsoBpeMeHHOrO BbimeneHus IHK BI'B, PHK BIC u
PHK BUY w3 cesoporku (miasmbr) KPOBH /ISl TIOCNENYIOWIEro aHANM3a
MeTonom IIMP ¢ merekumeit B peanbHOM Bpemenw. XapaxrepucTrku Habopa:
IMpuHumn paboTs! Habopa 3aKTIOYAETCA B CBALIBAHMHN uenepoit HK ¢
MArAMTHbIM  copGeHTOoM,  KOTOPOe  0BycinoBiEHO cneuuudHO  x
nocnenosarensrocty HK rubpuamsaumeir. Ha astane nusuca MPOHCXOTAT
Pa3pyLICHUE KOMINEKCOB OENKOB C HYKICHHOBHIMM KHMCHOTAMH 33 Cuér
ACTCPIeHTOR M pa3’obINAOIKX AreHTOB, BXOAAIIHX B COCTAB JIM3HPYIOIIETO
pacrsopa, mocne uero uemesas HK ru6pmaumsyercs ¢ maxomammuMmcs B
JM3HPYIOIIEM PAaCTBOPE MEAMATOPHEIMH OJTMrOHyKneoTHaamy, Ha CIe AYIOIEM
9Tane MPOMCXORMT cOpOLKMA KOMIUIEKCA MENMATOPHOro OJIHTOHYKJICOTHAA C
uenesoi HK Ha wmareMTHEIE uacTHIBI 33 CuéT  B3aMMOmEHCTBHIA
FOMONONMMEPHOrO  TpaKTa, BXOMAIIEr0 B COCTAB OTHTOHYK/IEOTHAE, M
KOMILTEMEHTapHOH eMy romononumvepHod [IHK, kosamenTHO cBa3aHHO# ¢
TTOBEPXHOCTBIO 4aCTHL. MarHUTHBIC ACTULE! ¢ COPEHPOBAHHEIMH MOJIEKyIaMH
ueneepon HK COOHPAIOTCA MAarHUTOM, HANOCANOYHAS JKMIOKOCTh yaansercd, U
OCANOK MarHWTHBIX HYACTHL [OXBEPraeTcs Cepum MNPOMBIBOK BOJHBIMH
PacTeopaMm  muA  ypanemms uHruburopos I[P wu  menenesoii HK.
Pecycnennuposanne ocamka B SIFOMPYIONIEM pAacTBOpE H MOCIEMYHOMHIA
Farpes NPUBOMAT X PaspYICHHIO KOMILIEKCA MEIMATOPHOTO OMIOHYKIEOTHAA
¢ uenesodi HK u mnepexomy nocnemmedt s pacTBop. AnanTUpoBaH A
BLIACNICHNA HA CTAHLMK ABTOMATHYECKOH npoGonoarotosku King Fisher Flex u
Tecan FreedomEVO. Pexomenayercs mis BBICOKOYYBCTBHTENbHOM IIL[P-
AMArHOCTHKH BHPYCHbIX rematutos B, C u BUY. KomuaecTso onpenenenwii: 48
ompejeneHuli, BKMIOYas KOHTPONM. Bronormueckuit MaTepHal: CHIBOPOTKA
(mnasma) xposu. O6BEM aHATH3HPYEMOTO obpasna: 250 mxn. O6sem smommH:
100 - 200 mxu. Io3sonser mpoeecty 3 He3aBHCHMBIE HPONEOYPH! BhINEICHUA
(mo 16 npo6 B xaxcmod). Bpems seumemenus: 16 mpo6 3a 100 MUHYT.
Oddexrusrocts BELmenenuws: JHK BIB 10 ME, 100%; PHK BI'C 15 ME,
100%; PHK BUY 20 ME, 100%. Kommnnektanus nabopa: akTeBHEI copbenr ¢
BKO (AC16) — 3 npoGupks; pacTBOp U1 BOCCTAHOBJEHMS AKTUBHOIO
copbenra (PBAC) — 3 uiakona no 2 m; nu3sHpyiomgmii pacTeop — 3 duakona
10 50 MJ1; IPOMBIBOYHBIH pacTBop No 1 — 3 ¢nakosa mo 50 m; HPOMBIBOYHBIH
pactsop No 2 — 3 ¢nakona no 20 m; smoupyiommii pacteop — 3 bnakona 1o 5
MJT; OTPHLATEJIbHBIA KOHTPO/IbHEIH o6pasen (OKO) — 3 dnaxona o 12 wur. T
ynobcTa Bee (UIAKOHBI C PEAreHTAMH HMEIOT ILBETOBYIO HIECHTHOHKAIHIO,
VYCnoBus XpaHEHHA M TPAHCIOPTHPOBKM: XPAHUTH TIPH TeMnepatype 2 — 8 °C,
Hormyckaercs TpaHCIOPTUPOBKa NIpH Temmepatype 10 25 °C ne Gomee 10 CYTOK.
Cpox roaHocTH: 12 Mecaes.

1538
160,00

17

Habop pearenrtos
U1 BBIABJICHHS
JHK Candida

6 | albicans meToaom
[1LIP B pexcumMe
peansHoro
BpEMEHH

—

HabGop pearentos mna onpegenenna JIHK Candida albicans METOIOM
MONMMEPA3HOH — LEMHOH pEaKUuMH B  PEKHME  PEANbHOrO  BPEMEHH.
Xapakrepuctika Habopa: B ocHOBe ucnomesyemoro meroja permcrpammu
JICKHT H3MEepeHHe ypOoBH: (uyopecuenmu s npouecce ammnmubukamma JHK B
kaiaom ke IILP, WHTEHCHBHOCTh KOTOPOH ONpENENsTeTcs WHCXOIHBIM
xomaiectBom JIHK B obpasue. Komuuectso ompenenenwii: 96 onpenenerwuit,
Biuno9as koHTpoau. O6sem BHOCHMOro B PC ofpasma: 50 mMxn. Brimenenue
AHK (PHK) pomxHO NpoM3BOAMTECS Ha NPOLECCOPE MATHHTHBIX WACTHIL
Habopel Ha aMmnnmukaumio K0mikHs! GBITE OLHOTO NPOM3BOIMTENS C Habopamu
Ha Beinenenne. Habopel agantuposasl s paboTe ¢ T'eneparop Inasmeros.
O6wmit mporokon amniudukauuum s Bcero cnektpa MITII, TORCH-
untexums, [IHK BI'B, PHK BI'C 1 PHK BHUY. YyscTBHTENBHOCTS (npenen
obrapyxerus) - seiBnchne 100 xomwit IHK Candida albicans B mpobe.
Crennduanocts Boianenus [JHK Candida albicans (o CTAHIAPTHOM NaHenu
npeanpuaTia  otpuuatenbHbix [THK-skctpaktoB) — 100%. [Inwrensuocts
ananu3a: 70 MuH. Pernctpaums u oueHka pesynsTaTos: mpoTokon TIPOBENEHHUS

peakunu ammndukauuu: 1 cragua: S0°C — 2 mun; 2 cramus: 95°C — 2 MHH; 3
cramis: 50 umknos (94°C — 10 cex, 60°C - 20 cex). Wamepenue

4366
450,00

55




Habop pearenros
IUist
OHOBPEMEHHOTO
BelABneHMa JTHK
BHPYyCa IPOCTOro
reprneca 1 u 2
THIIOB METOIOM
IMIIP B pexnme
peajbHOro
BpPEMEHH

(uyopecuentuu mposonuTe mpn 60°C, FnGpaanaunoﬂuo-qmyopecueHman
herexuus npoayktos [P B peansrom BDEMEHH, KaHAJB! INETEKIHH «FAM»,
«ROX». Onpenenenne Ct Bo36yaurens, Ct BKO, srrumcnenne (Ct BKO)cp,
CPAaBHCHHE MO 3aIaHHBIM KDPHUTEPHSM. Habop pearentop NpeaHA3HAYeH yIa
[IPHMEHEHNA C DPECHCTPHUPYIOMEMH aMmnudukatopamu «iQ iCycler», «iQ5
iCycler», «CEX96», «/IT-96» wmmn ux atanoravn. Kommnekrauns ma6opa:
Tonoxurensupiii  xonTponbHEL obpasen  yHuBepcans it (MKO) - 1
mpobupka, 1 wmm; Toropas PCaKUMOHHAT cmech g TIL[P (TPO),
moguM3HpoBaKHaT — 96 npobupok. Habop monomsurensuo KOMILIEKTYeTC S
ONTHYeCKOM TIUIEHKOH MR CTPHIIMPOBAHHBIMH Kpelmkamu, He COAEPIKHUT
PearenToB nna eeigenenms JHK. Vcnosus XPaHEHHS W TPAHCTIOPTHPOBKH:
XPaHUTL mpu Temneparype 2 — 8 °C, Homyckaeres Tpamcnopruposka npu

Temneparype a0 25 °C he Gonee 10 cyTok. Cpoxk rogroct: 12 mecsries.

Habop pearentor mns onpenenenus IHK supyca mpocroro repmeca 1 u 2
THIOB  METONOM MONMMepa3HOM UEmHON PCAKUMHM B peXHMe pearbHOro
BpeMenu. Xapakrepucruka HaGopa: B  ocHose HCHONB3YEMOr0o  MeToma
PETHCTPALMK  JIGHKHT H3MEPEHHE YDOBHS (iryopecuerimm B mpomecce
avmmpukamue JTHK B kaxmoMm muiore P, wunrencuBHOCTS KOTOpPOH
OTPEACIIACTCA MCXOAHBIM KonMdectBoM JIHK 8 obpasue. Konumgectso
orpenenenuit: 96 onpenenenwit, Bkmoyas KOHTposiH. O6bemM BHOCHMOro B PC
obpasua: 50 min1. Bripenenne AHK (PHK) nomxzo npomseomuthes Ha
fpoueccope marHuTHeix wactuu, HaGopsl Ha aMIIHGUKALMIO JODKHEL OBITE
OIHOro mpousBoguTeNs ¢ HaGOpaMH HA BEUIENEHHE. Ha6ops agantupoBansr
ansa paboter ¢ Ieneparop ITnanmeros, O6muii NPOTOKOJI aMIUTA(HKALMHE U1
Bcero cnexrpa MIIIII, TORCH-unbekmmii, JHK BI'B, PHK BI'C u PHK
BUY. Yyrcreuremsrocts (ompenenernve 100 xommt JHK BHpYCa TNPOCTOro
repreca 1 1 2 THIOB B IATH 06pasmax) - 100 %, Crenrdrranocts onpenenerus
MHK Bupyca mpoctoro repmeca 1 u 2 Tumos (mo cranmaprHOH namenw
TMpeAnpuATA oTpuuaresbusix J{HK-3kctpakros) - 100 %. JInurensrocTs
ananm3a: 70 mun, Peructpauus u ouenxa PE3YNIbTATOB: MPOTOKOM TPOBENEHHUS
peakuun amnnudrkaumu: 1 cramus: 50°C — 2 MuH; 2 cranusa: 95°C — 2 mum; 3
cragusa: 50 nmkiaoB (94°C - 10 cex, 60°C — 20 cex). Hamepenne
(pryopecuentmu mporomuts mpu 60°C. I'nbpuamusaumonto-¢yopecuenTHas
Aerexups nponyktoe [P B peansHoM BpemeHM, KaHAIB HAETEKLHH «FAM»,
«ROX». Onpenenerme Ct Bos6ymurens, Ct BKO, ssrancienne (Ct BKO)cp,
CPaBHCHHC MO 3ajaHHEIM KpuTepuaM. HaGop pearenros mpenmmazmagen mus
NPHMEHCHHA C DeruCTpUpYIOmuMH amiuinguxatopamu «iQ iCyclern, «iQS
iCyclern, «CFX96», «JIT-96» WMnu HX AHAIOrAMH. Kommnexramms Habopa:
TTonoxuTenbHbIA  KOHTPONBHBIA 06pasen yHMBEpCATBHEIIl (TIKO) - 1
npobupka, 1 s ToTOBas peakuUMOHHAs CMech s [P (TPC),
JmopunusupoBanHas — 96 mpobupok (12 crpumos mo 8 npobupok). Habop
AOMOTHUTENIEHO KOMIUIEKTYETCS ONTHYECKOH TIEHKOH HIM CTPUITMPOBAHHBIMH
KPBIUKAMH. YCNOBHA XDaHEHHA H TDAHCIOPTHPOBKH: XpAHHThH P’
temneparype 2 — 8 °C. JlomyckaeTcs TpaHCIOPTHPOBKA MPH TEMIEpaType no 25
°C ne 6onee 10 cyrok. Cpok rogmoctn: 12 Mecsiues.

4817
450,00
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Habop peareHToB
AN BBIABNEHAS
AHK Chlamydia
trachomatis
metozom [P B
peXxume
peansHOro
BPEMEHH

Habop pearentos mns onpeaenenms JTHK Chlamydia trachomatis metozom
MONMMEPA3HOH  LEMHON pPeakuMd B PEXHUME  DEANBHOTO  BPEMEHH.
Xapaxtepuctnka Habopa: B OCHOBE WCMONMB3YEMOro MeTO;a perHcTpaLMu
NEIKUT U3MEPEHHE YPOBHA (myopecueHumy B npouecce amnaudukaunu JHK B
kaxcaom uukne ITLP, HHTEHCHBHOCTE KOTOPOH ONPENENSETCs WMCXOMHBIM
kommuectsom JIHK B obpasue. Konwuectso onpenenermii: 96 onpenenenmit,
Brno4as koHTponu; O6nem BrOCHMOro B PC ofpasuma: 50 mxn. Brigenenme
JHK (PHK) pomixHO MpOM3BOAMTECS HA NPOLECCOPE MACHWTHBIX YACTHIL
Habopsr Ha aMIUTHQHKALKIO AOMKHE GBITh OAHOTO MPOM3BOAMTENS C HaGOpaMH
Ha sbienenue. Haboper anantuposane! s paGotsr ¢ Ieneparop Inammeros.
O6muit npoTokon amniaudukauuMm ana Beero cmektpa MIIII, TORCH-
un¢exumii, THK BI'B, PHK BI'C 1 PHK BUY.UyscTBHTenbHOCTD (BEIABNICHHE
100 konnit JHK B natn obpasuax): 100 %. Creunduanocts: no crannaptHoi
naHend npeanpuAtvs - otpuuatenshelx  JIHK-akctpaktoB — 100 %,
AnurenbHocTs aHanmusa: 70 MuH. PerncTpaums M OueHKa pe3yNbTaToB:
MPOTOKOJ MpoBeAeHUs peakumu ammndukammn: | cragna: 50°C — 2 mum; 2
crapua: 95°C — 2 mun; 3 cramnsa: 50 umknos (94°C - 10 cek, 60°C — 20 CEeK).
Wsmepenre _(ayopecueHunn npoBomuts npu  60°C. I'mOpmmmsaumonso-

7621
440,00

96




dmyopecuenTHa nerekuns npoxykros TP B peansHOM BpeMeHH, KaHAEI
nerexunn «FAM», «ROX». Onpenenenne Ct Bo3Gymurens, Ct BKO,
seraucnenne (Ct BKO)ep, cpasmenwe no samammsiv kputepusm. HaGop
PCAareHTOB  NPEAHASHAEH Ul TPHUMEHEHHS C  PErHCTPHPYIOIHMH
ammmadukaropamu «iQ iCyclern, «iQ5 iCycler», «CFX96», «T-96%» wmu ux
ananoramu. Komnnexrauus nabopa: ITonoxuTensHeIA KORTPOMbHBLI obpasen
yruBepcanbhbiit (IIKO) — 1 npobupxa, 1 mu; FoToBast peakiuonnas cMech mis
[P (I'PC), nuodunusuposanHas — 96 npobupok. Habop nononmurensHo
KOMITIEKTYETCs ONTHIECKOH ILTEHKOH WM CTPHNHPOBAHHBIMK KpbiimkaMH. He
conepxut pearentos na  Beigenenua JHK. Vcenosus xpanenus wu
TPaHCHOPTHPOBKH: XpaHWTh NpH TeMmepatrype 2 — 8 °C. Jlomyckaercs
TpancmoprupoBka npu Temmneparype 20 25 °C me Gomee 10 cyrok. Cpox
rOAHOCTH: 12 mecsaues.

Habop pearenTos
AN BBIABIIEHHA

HaGop pearentos mia ompenmenenma JIHK Mycoplasma hominis meTonom
NONMMEpPa3HOH  LEMHOH peakuMH B DEKMME pPeambHOr0o  BPEMEHH.
Xapaxrepuctuka Habopa: B ocHose MCIOIE3YEMOr0 METOAA PETHCTPALH
JIEXXHT M3MEPEHHE YpOBHA (uryopecueHUMH B npouecce ammiupukauuu JHK B
kaxnoMm wmkne IIP, HMHTEHCHBHOCTH KOTOpPOI ONpenenaeTca HCXOMHBIM
konniecteom JIHK B ofpasue. KommaecTso onpepenenmit: 96 onpemenesuii,
Bitoyas koHTpoiu. O6reM BHOcHMoro B PC obpasua: 50 mkn. Brigenenne
AHK (PHK) [OMXHO MPOM3BOAMTECS HA MPOLECCOPE MATHUTHEIX 9YaCTHIL
HaGope1 Ha aMIuHUKALIIO LOMKHE! GEITH OHOTO NPOH3BOAHTENA ¢ HAGOPAMH
Ha Beenienne. HaGope! anantupoBaner s paborst ¢ lenepatop ITnarmeros.
OB6ummit mpotokon ammnupukauum s Beero cmektpa MIIIIL, TORCH-
vadexunit, THK BI'B, PHK BI'C u PHK BUY. UyBCTBATENBHOCTE (npemen
obnapy»xenus) - BeisBnenme 100 xoruit JTHK Mpycoplasma hominis B npoGe.
Cremuduanocts seigsnenus JIHK Mycoplasma hominis (mo CTaHAapTHOH

IHK NAHENM  NpeAnpuATds  orpuuarencHbix  JIHK-skerpaktoB) —  100%.

9 Mycoplasma HmrensnocTs aHanusa: 70 MuH. PermcTpaims u ouenka pe3yJIbTaTOB: 8335 105
hominis MeToom | mpotokon mpoBeneHuA peaxumu ammadukamma: 1 cragus: S0°C — 2 mum; 2 950,00
TP B pexume cragus: 95°C — 2 mun; 3 cragms: 50 uuknos (94°C — 10 cex, 60°C — 20 ceK).
PEAIBHOTO Hsmepenne Quyopecuenuuy npoBomuts mnpu 60°C. T'ubpumusausoHHO-

BPEMEHH (nyopecuenThas nerexuns npoayktos ITL[P B peaTbHOM BpEMEHH, KAHAMNLI
merekund  «FAM», «ROX». Onpemenenne Ct Bo3byaurens, Ct BKO,
permcnienne (Ct BKO)op, cpasHenne no samaHHeIM kpurepusm. HaGop
PEareHTOE  MpENHA3HAYEH JUIA [PHMEHEHHMS C  PETHCTPHPYIOIIMMH
ammmadukaropamu «iQ iCyclern, «iQ5 iCyclern, «CFX96», «JIT-96» mma ux
anajoramu. Kommiexrauus Habopa: [TonoKHTEBHBIH KOHTPONBHLIH 0bGpasen
yausepcansHeiii (ITIKO) — 1 npo6upka, 1 Mty ['oToBad peakmHOHHAA CMECh s
[P (T'PC), muodmmmsupopannas — 96 mpobupox. Habop nomommmrensno
KOMILIEKTYETCS ONTHYECKOH MIEHKOH MIIM CTPHITMDOBAHHLIMH KphlmKama. He
COOepXKHT peareHTOB i  Bbigenenus JIHK. Vcnoeus xpaHenus wu
TPAaHCMOPTUPOBKM: XPaHWTh npu Temnepatype 2 — 8 °C. Jlomyckaercs
TPaHCrOpTHPOBKa mpH Temmeparype mo 25 °C ne Gonmee 10 cyrok. Cpok
rOfHOCTH: 12 MecsLes.

Ha6op pearentoB pia onpejenedus JIHK Bupyca nanumnnoMsl yenoseka 16 u
18 THHIOB METONOM TIONMMEpa3HOM NEMHOH PEaKIMH B PEXUME PEaTbHOrO
BpeMeHH. XapaxTepucTuka Habopa: B ocHoBe MCmoOnB3yemoro Meroza
PerHCTpalH JIeXHUT H3MEPEHHE YPOBHA (UIyODECHEHUHH B mpouecce

Ha6op pearerron ammnuduxaumn JIHK 8 xaxgom uukne TIHP, WHTEHCHBHOCTE KOTOpOiH

G A onpenenserca ucxoaHsiM  konuuyecteom JIHK B obpasue. Konmuectso

AHK supyca onpepeneHuit; 96 onpejeneHUH, BKIouas KOHTpoNH. O6sem BHOCHMoOro 8 PC

EATIHRABAAL obpasma: S0 min.  Beigenenwe JHK (PHK) momkHO mpowsBoauTecs Ha

1cnosexa 161 18 nmponeccope MarHMTHBIX 9acTuil. HaGopsl Ha ammmdukammo nomkee G6uTh | 4 664

10 | Turios METONTE oHOro mpou3BomuTens ¢ Habopamu Ha BhAeneHue. HaGopsl amanTHpoBaHbl 860,00 ®
et S mna pabotsl ¢ eneparop [InanmeroB. OO6uii IPOTOKON aMIUTMpHKAIMA N1A
HCTHOR PEAlititt | poero criexrpa MIIIIIL, TORCH-undexwsti, JHK BI'B, PHK BI'C u PHK
B peacHMe BUY. YyscTBUTeNBHOCTE (mpenen oOHapyxeHuA) - BeissieHne 100 kommii
PEATEHORY, JHK BITY B npo6e. Cneundirnocts suiasnenus JJTHK BITU (no crannaproit
BpeMeHH 100%.

nadend npeanpuatHs  otpHuatenvhbix  JIHK-akctpaktoB) —
JnutensHocts ananu3a: 70 muH. PerucrpauMs M OLEHKA pE3ynbTaToB:
MpOTOKOJ NpoBeacHWA peakuun amnnupukauun: | cramua: 50°C — 2 mun; 2
cragus: 95°C — 2 mun; 3 craaus: 50 umknos (94°C — 10 cek, 60°C — 20 cek).




U3smepenme QnyopecueHuMu TpoBomuTH npu 60°C. T'ubpuauszanuoHHO-
dryopecuenTnas merexuns mpomyxtos ITLIP B pealbHOM BpEMEHH, KaHAIbI
nerexunn «<FAM», «HEX», «<ROX», Onpenenenve Ct Bo3bymutens, Ct BKO,
Beraucnenue (Ct BKO)ep, cpaBhenue no 3amanHbmM kputepusaM. HaGop
PeareHToB  mpeaHa3HAaueH V1A NPHMEHEHHS PEruCTPHPYIOMHMH
ammH(prkaropamu «iQ iCycler», «iQ5 iCycler», «CFX96», «[1T-96» wmn ux
ananoramu. Kommnexrauns HaGopa: TTonoxurensueris KOHTPO/IbHEIH 0Bpa3en
yHuBEpcansHbii (ITKO) — 1 npobupka, | mi; Totopas PEaKLMOHHAs CMECh ISl
HIP (IPC), nuodmnusuposansHas — 96 npobupok. Haop momommmrensro
KOMILIEKTYeTCs ONTHYECKOH IVIEHKOH HIH CTPHIMMPOBAaHHBIMHU KPBIIIKAMH.
Yenosus xpanenus u TPaHCIIOPTHPOBKH: XpaHUTE NPy Temmepatype 2 — 8 °C.
Homyckaercs Tpancnopruposka npu Temneparype 1o 25 °C He Gonee 10 cyTox.
Cpok ronHocTn: 12 mecsues.

Habop pearentor
1A BBIABIEHUA

Habop pearentos mis onpepenerms AHK Trichomonas vaginalis meTonom
MONMMEpPasHON  UENHOH  peakuuH B PeKHME  peansHOro  BpPEMEHH.
XapakrepucTuka Habopa: B ocHose HCIIONBE3YEMOI0 METOAa pPErHCTpALHH
JIEHKUT HIMEPECHHE YPOBHA (IIyOPECLICHIHU B IpoLecce ammuduxanuu THK B
KakaoM  uukne IILP, HHTEHCHBHOCTE KOTOPOH ONPENENAETCA HMCXONHBIM
kommiectsom IHK B ofpasue. Konmuectso ompezencuumii: 96 onpeneneHuii,
BIIIFO4an KoHTpony; O6neM BHOCcHMoro B PC ofpasua: SO M, Beurenenne
AHK (PHK) nomxno npomssomutecs Ha MPOLIECCOPE MACHHTHBIX YACTHIL.
Habopei na ammmuguxkaiiimo momxkst 6s1ts oHOr0 TIPOH3BOAMTEIS ¢ Habopamu
Ha Beiaenenve. Habops! anantuposanst wis pabotst ¢ I eneparop [lnaxmeros.
O6umit nporokon ammnudukaumu mis Beero cnextpa HIIIII, TORCH-
ur¢exuuit, THK BI'B, PHK BI'C u PHK BUU. YyecTBHTENBHOCTE (Npemen
obHapy:xeHus) - Beiasiaenne 100 xommi JMHK Trichomonas vaginalis B npo6e.

HTHK Creunduanocts soiasnesms JHK Trichomonas vaginalis (mo crammapTHO#M
Trichamonas UaHCM  NpennpuaTHa  oTpHuUaTenbheix  JIHK-skctpaxtoB) —  100%. 9 606
11 | vaqinalis HAnutenbhocTs amanmsa: 70 mum. Perucrpamus M omenxa PE3yJILTATOB: 190.00 121
metonom ITLIP B TIPOTOKON MPOBEACHUA peakuuy ammuudukanun: 1 cramus: 50°C — 2 mum; 2 ’
pexume cramaa: 95°C — 2 mun; 3 cragus: 50 nuxnos (94°C — 10 cek, 60°C — 20 cex).
peansHOro Wamepenne Qayopecuenuns mpoBonuts npu  60°C. TuGpumM3aLHOHHO-
BPEMEHH (yopecuentnas nerekuus mpoayktos ITL[P B pPeamTbHOM BpPEMEHH, KAHAEL
nerexuuu  «FAM», «ROX». Onpenenenne Ct Bo3byaurens, Ct BKO,
Bbiuucnenue (Ct BKO)cp, cpasrenne no 3amaumbiM kpurepusm. HaGop
PeareHToB  NPEAHA3HAYEH Ul NPUMEHCHHA C  PErHCTPHDYIOLIMMHE
ammrgukaropamu «iQ iCyclers, «iQ5 iCycler», «CFX96», «IT-96» wmu wx
aHanoramu. Kommiexramus Habopa: ITonoskutembHei KOHTPOJIbHKIHM 00paser
ynusepcanensii (ITKO) — 1 npoGupxka, 1 mi; FoToBas peakumonHas cMech LS
[P (T'PC), nnodunmsmpopanHas — 96 mpo6Hpok. Habop nomonuurensuo
KOMILTCKTYETC ONTHYECKOH TMIEHKOA WIM CTPHIHDOBAHHBIMH KPBIIIKAMK.
YCnoBus XpaHERHA U TPAHCTIOPTHPOBKH: XPaHHUTh IpH Temnepatype 2 — 8 °C,
Homyckaetes TpancnopTuposka mpu Temnepatype a0 25 °C ue Gonee 10 CYTOK.
Cpox rognocts: 12 mecsues,
Habop pearentos s onpenencuus JIHK Ureaplasma urealyticum meronom
HONMMEPASHOH  LEMHOH pCAKUMH B  PENCMME  DEANbHOrO  BpEMEHH.
Xapaxrtepuctuka Habopa: B ocHoBe wHcmompsyemoro mertoma perucTpaLyun
NEHHT HIMEPEHHE YPOBHA (TyopecLeHtrH B npouecce ammuiudukamuu JHK B
kakaom umkne IIP, HHTEHCHBHOCTh KOTOPOW ONpENENAETC HCXOMHBIM
xomuaecteom JIHK B obpasue. Konwectso ompenenermit: 96 onpenenesmii,
HaGop pearerros BiI0Yad KOHTponH. O6vem BHOCHMOro B PC ofpasua: 50 mxn. Beiaenenue
AR BULAICE AHK (PHK) 10mkHO npoM3BOAMTECA HA NpPOLECCOPE MATHHTHBIX HACTHIL
,[lHR"L.Jreplasma Habope! Ha aMmnanuraumio 1omknel ObiTh 0QHOrO NPOUIBOAMTENS ¢ Habopamu 11527
‘ 12 urealiticum Ha Belenenue. HaGopel agantuposatbl ana pabotsi ¢ Ienepatop ITnanmertos. 6 02 121
metozom T1LIP 5 Obwuii NpOTOKON aMIUIA(PUKALMK U BCErO cunektpa HUIIII, TORCH- 70,00
penHme undexunii, JIHK BI'B, PHK BI'C u PHK BHY. YyscteurensHocTs (upenen
PERIRHOG obHapyceHus) - biapiennue 100 komuit IHK Ureaplasma urealyticum s npoGe.
BpEMEHH

Creundurrocts seiasnenns JHK Ureaplasma urealyticum (mo crammaproii
MaHeNH  NpeAnpHATHs /oTpuumatenbheix  JIHK-3kctpaktoB) —  100%.
AnutencrocTs amanusa: 70 MuH. PernctpamMs M oueHka pe3ymbTaTos:
MPOTOKO/ MPOBEACHHA peakuun ammuindukaunn: 1 cranua: 50°C — 2 mun; 2

| cragus: 95°C — 2 mun; 3 cramus: 50 unknos (94°C — 10 cek, 60°C — 20 cex).
| Msmepenne  (uyopecuenunn nposoauts npu  60°C, Tubpuansaunomso-
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(bnyopecueHTHAsA AETEKUMS MPOLYKTOB [P B peanshom Bpemenn, KaHabl
petexumn  «FAM», «ROX». Onpenenenme Ct Bo3byaurens, Ct BKO,
serumcnenne (Ct BKO)ep, cpasmenwe mno 3ajaHHeIM  KpuTepHaM. Habop
PCAreHTOB  MPENHASHAYEH [N  NpPHMEHeHHs ¢ PETHCTPHPYIOIMMH
ammkpukaropamu «iQ iCycler», «iQ5 iCycler», «CFX96», «T-96» mm mx
ananoramu. Kommnexraums naGopa: ITonosuresHsri KOHTPONBHEIH 06pasen
ynuBepcanbrbii (TIKO) — 1 npobupxa, 1 mn; Cotopas P€aKLMOHHAA CMECh IS
[P (TPC), nuodumM3HpoBaHHan — 96 npobupox. Habop momonHuTensHo
KOMIUIEKTYETCA ONTHYECKOH IMIEHKOH MiH CTPHNHMPOBAHHBIMH  KPHILIKAMH,
YenoBus xpasenus u TPAaHCTIOPTHPOBKH: XPaHUThL NpPH Temnepatype 2 — § °C.

Homyckaeres tpancnoptiposka Tipu Temreparype ae 25 °C He Gonee 10 cytoxk.
Cpox rognocT: 12 mecaues,

Ha6op pearentos
IA BEIABIIEHHA

OHK

HaGop pearentos mis onpepenenna JTHK untomeranoupyca MeTozom
NonMMepasHOil  menHOW  peakumm B PeXHME  DPEanbHOr0  BpPEMEHH.
Xapaxrepucruka HaGopa: B ocuose HCTIONBE3YEMOTO METOZA pErMCTpaLMH
JICHKHUT HIMEPEHHE YPOBHA (ITyOPECLEHUMH B MpoLecce amruupuxanun [JHK B
Kaxnom uwmkne IIP, wuutencusmocts KOTOPOH OMpenensercs HMCXOMHBIM
xomuiectsom [THK B o6pasue. Konuuectso onpeneneHuit: 96 onpenenenuis,
BiJltodas koutponu; O6beM BHocHMmoro B PC obpasua: 50 mxn. Brimenenue
OHK (PHK) nomxmo [IPOM3BOIUTECA HA MNPOLECCOPE MATHMTHBIX YaCTHMIL
HaGops1 a aMmmubuxanmo gomies: 65its OIHOTO NPOH3BOMHTEIA C HaGopaMu
Ha Beinenenue. Haboper anantuposanst ms pabots:r ¢ Teneparop Inanumeros.
Obuwi#t mporokon ammmmpukamMm mia scero cnektpa MITI, TORCH-
uupexuui, HK BI'B, PHK BI'C u PHK BUY. YyBCTBUTENEHOCTE BHIAB/ICHHE
100 xonmit THK B natu o6pasuax: 100 %. Crenudrarocts: mo craHmapTHOM
[aHeIM  MpeAnpuATHA OTpHuaTenbHbix JHK-akctpaktop — 100 %.
HnutensHocts amanusa: 70 wmum, Peructpauma u ouenka pesymbraTos:

cragua: S0°C — 2 muan; 2 cramus: 95°C — 2 mum; 3 cramms: 50 umknos (94°C —
10 cex, 60°C — 20 cek). M3mepenue ¢uryopecueHLMn npoBoaKTSL npu 60°C.
[ubpunusaumonHo-(nyopecuenTHas aetekumus npomykros [TL[P B peaNbHOM

UMTOMETANOBHPYC B - 4029 6
a meTozom I[P 5 | MPOTOKON Eposeneum peakuuy ammHukammn: 1 cragus: S0°C — 2 mum; 2 140,00 4
pesine crammst: 95°C — 2 mun; 3 cragusa: SO wHoB (94°C — 10 cex, 60°C - 20 cex).
peanLHOro Vsmepenne  ¢myopecnenumn  mposomuts npr  60°C. TuGpuausarmuoHHO-
BPEMEHH ¢rryopecuentHan xetexums mpomyxros IMIIP s PEaNbHOM BPEMEHH, KaHAIEI
Aetexumu «KFAM», «ROX». Onpenenenue Ct IIMB, Ct BKO, peraucnenme (Ct
BKQO)cp, cpaBeenne 1o 3agaHHbIM kpurepuam. Habop pearenros
IPENHA3HAYEH ISl IPUMEHEHHA C PETHCTPHPYIOMHMHEA ammudrkaTopamu «iQ
| iCycler», «iQS iCyclern, «CFX96, «AT-96» wmmm wux ananoramm.
Kommnexkrauma  nabopa:  IlonourensHsiit KOHTPONBHEIH ~ o6pasen
yHnusepcanbrpii (ITKO) — 1 npobupka, 1 m; Totosas peakmmonnas cvecs IUIst
[P (I'PC), mmodumusuposannas — 96 mpobupok (12 CTPHIIOB mno 8
npobupok). Habop AONMONHHTENEHO KOMILIEKTYETCA ONTHYECKON IIEHKOH wmu
CTPHUIIMPOBAHHEIMM  KpBIIKaMu, Kaxmelli ¢nakom ¢ pearemtamu mmeer
IBETOBYIO MACHTHPUKALMIO. VCIOBHA XPAHEHHA H TPAHCIIOPTHPOBKH: XpaHHTb
npu Temneparype 2 — 8 °C. [lomyckaeTcs TpaHCIOPTHPOBKa NpH TEMITEpaType
1o 25 °C ne bonee 10 cytok. Cpok ronnocts: 12 mecsies.
Habop pearentos s muddepenumansroro sesmrenns JHK Chlamydia
trachomatis u THK Mycoplasma genitalium MeTozom momuMepasuoii uensoi
PeakiMu B PEXXHME PeanbHOro BpeMeHH. Xapaktepuctuka Habopa: B ocuose
Habop peareHToB | HCMONB3YeMOrO  METOAA  PETHCTDALMH  JIEKHT  H3MEPEHHE YPOBHSA
IUTsT ayopecueHuun B npouecce ammmbukaman JHK Chlamydia trachomatis u
omsospementoro | JHK Mycoplasma genitalium B kaxaom wuxne ITLP, MHTCHCHBHOCTD KOTOpOI
BBIABJIEHHA B onpenensercs wucxonHeM komwuectBoM JHK B ofpasme. Konuuectso
o/Ho#t npobe onpeaenenuii: 96 onpenenexui, Bkmouas koutpoau; O6sem BHOCHMOro B PC
JHK Chlamydia obpasua: 50 min.  Beipenenne JHK (PHK) nomxHo npouseomuTses Ha
trachomatis u npoLeccope MarHUTHeIX dacTul, HabGope! Ha aMmuMpUKAIMIO DODKHBI GHITH 8 351 63
14 JIHK OJIHOTO MPOM3BOAUTENA ¢ HAOOpamH Ha BaeneHne. HaGopwl aNanTHPOBAHEI 910,00 =
Mycoplasma ana pabotel ¢ I'eneparop Inarmeros. O6umit mpoTokon ammmubukaumy o
genitalium scero cnekrpa MIIII, TORCH-undexuunii, JHK BI'B, PHK BI'C u PHK
metomom I1LIP B BUY. Yyscreurensrocts (BesiBnenue 100 kommit JHK B nata obpasuax): 100
pexumMe %. CrneuspuHOCTE: MO CTAHAAPTHOH MAHENH MPEANPHMATHS OTPHIATENEHBIX
peanbHOro HHK-3kctpaktos — 100 %. dnurensrocTs ananusza: 70 MuH. Perncrpauma u
BPEMEHH OUEHKA PpE3y/NbTATOB: MPOTOKOJN TNPOBEACHHA DPEAKUHH aMrnnbukammm: |




BpeMeHH, KaHalel AeTekuun «FAM», «HEX», «ROXy. Onpenenenne Ct mo
kahanam NCTeKUMH, Berikcnenne (Ct BKO)cp, cpasmenwe no 3aganmbmv
kputepusM. Habop  pearenros MpeAHAa3HAYeH [ TpPUMEHEHUA ¢
PETUCTPHPYIOWHMH  amnnudukatopamu  «iQ  iCyclery, «iQ5 iCycler»,
«CFX96», «IT-96» wumm wux ananoramu.  Kommnexrauus  na6opa:
HonoxwurensHblit  KOHTPONBHBIEH obpasen; ynusepcanbHsIif (IIKO) - 1
mpobupka, 1 wMm ToToBas peakmmomHas cmecs ma TP (TPC),
nuo¢rIM3HpoBarEas — 96 npobupok. Kamerit (naxon ¢ pearentamu mmeer
HBETOBYI0 — mmeHTHOMKammo. Habop  nomommmrensuo KOMILIEKTYeTCs
{UIACTHKOBBIMH  KPHIIUKaMH /15t (IAKOHOB ¢ KOHTPONBHBIMH obpasuams.
YCII0BHA XpaHEHHS U TPAHCIIOPTHPOBKHU: XpaHuTb npu Temnepartype 2 — 8 °C.

Honycxaetes tpascnoptuposka Tiph TeMneparype no 25 °C ne 6onee 10 cyTok.
Cpoxk ronnoctn: 12 mecsues.

Habop pearenros
A1 BEIABINEHUA
JHK Gardnerella
vaginalis
metonom [TLIP B
pexkume
peansHOTo
BPEMEHH

HaGop pearentos mns onpenenenus OHK Gardnerella vaginalis metonom
MOJIAMEPA3HOM  UEMHOM peakuuu B PeXHMME  peasbHOrO0  BpEMEHH.
Xapakrepuctuka maGopa: B ocHOBe HCMOTB3yeMOr0 METOHA pErHCTpalHu
JIEMHT M3MEPEHHE YPOBHA (ITyOPECIEHIIMK B porecce aminukannd JJHK B
kKaxknom ummkne P, unTeHCHBHOCTH KOTOpO#l ompemendaercss MCXOMHBIM
kommiecTsom JIHK B o6pasue. Konmweerso onmpezencHuit: 96 onpeneneHui,
BKmoyas koHTponu. Obvem BHOCHMOro B PC o6pasua; 50 mir. Briienenue
AHK (PHK) nomkHo npomssomutscs wa TIPOLIECCOPE MArHUTHBEIX YACTHILL.
HaGopei na amnnuduxaumo gomkss! 66its omoro Npou3BOMTENA ¢ Habopamu
Ha BplaeneHue. Habopsl anantupopant: mua pabotsi ¢ I'eneparop IlnanmeTos.
O6umit mpotokon ammmdukanuu ans Bcero cnekrpa HIIIII, TORCH-
ungexmmif, THK BI'B, PHK BI'C u PHK BUUY. YyBcTBHTEMBHOCTE (Npenen
OOHapyxeHHs) - BhABNCHME 100 Kommi HHK Gardnerella vaginalis 8 mpo6e.
Crneuudrranocts soissnenns JIHK Gardnerella vaginalis (mo cranpaprHoO#R
MaHeIM  OpeAnpuATHA — otpuuatensmbix  JHK-skctpakros) —  100%.
HnutencHocte aHanmsa: 70 Mum. Peructpauus u oueHka pesynsTaTos:
[POTOKONL NPOBEACHHA peakuuyu ammunpmkaume: 1 cranus: 50°C — 2 mum; 2
cranus: 95°C — 2 mun; 3 cragns: SO waknos (94°C — 10 cek, 60°C — 20 ceK).
M3mepenue ¢nyopecuenuns nposomuts mpm  60°C. I'mbpuanzaumonno-
(ryopecuenTHas petexuua nponyktos I[P B peambHOM BPEMEHH, KaHAIbI
merexumn  «FAM», «ROX». Onpenenemme Ct Bos6ymmrens, Ct BKO,
spraucnenne (Ct BKO)cp, cpaBhemme 10 3agaHHBIM KpHTEpHAM. Habop
PeareHToB  NpeaHa3HaYCH Ul NIPUMEHEHHA C  PErHCTPHPYIOIMMH
amrngukatopamn «iQ iCycler, «iQ5 iCycler»n, «CFX96», «IT-96» umu mux
ananoramu. Kommnexrauus Habopa: ITonoxkuTenbHEIN KOHTPOJIBHEIH obpasen
ynusepcansHuii (ITKO) — 1 npobupxa, 1 mn; FotoBas peakunonHas eMech ms
[P (I'PC), nnodpunusuposannas — 96 npobupok. Habop momomauTenbHo
KOMIUIEKTYETCA ONTHICCKOH TIEHKOH HIM CTPHIMPOBAHHBIMM KDBIMIKAMH.
YCnoBHsA XpaHeHUA H TPAHCIOPTHPOBKH: XPaHHTE NMpH Temmeparype 2 — § °C,
HomyckaeTcsa TpaHCIOPTHPOBKA NpH Temmneparype no 25 °C ue Gonee 10 cyrok.
Cpok rogHocTH: 12 MecsleB.

8971
070,00
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Ha6op pearenroB
IIJI BEIIBJIEHHA
JTHK Neisseria
gonorrhoeae
metomom ITLIP B
pexume
peaLHOro
BpEMEeHH

Ha6op pearentop mns onmpenenenus JIHK Neisseria gonorrhoeae mertomom
NONMMEPA3HOM  LEMHOH PpeakiWH B pPEXHME pPEAIbHOrO  BPEMEHH.
Xapakrepuctuka Habopa: B OCHOBE HCHONB3YEMOTO METONA PETHMCTPAIMM
JEKUT H3MepeHHe ypoBHs (uryopeciieHUHH B npouecce aMmrutndukamn JJHK B
kascaom umkne TTLP, HHTEHCHBHOCTH KOTODOH ONpEegenserca MCXOJHbIM
konnuecrsom JTHK B obpasue. Konuuecrso onpenenenuil: 96 onpenenenmii,
BKmouas koHTpond. O6wem BHocHmoro B PC ofpasua: 50 mxn. Brimencuane
JHK (PHK) momikHO NpOH3BOAMTECA HA MPOLECCOPE MATHMTHBIX HACTHLL
HaGope! Ha aMuTH(HKALHIO JOMKHE! GbITE OXHOTO MPOH3BOAMTENA ¢ HaBopaMu
Ha Beienenne, Haboper anantuposans! juis pabotel ¢ I'eneparop [Inanmeros.
O6wmit nporoxon amniuukaumn ana Beero cnextpa WIMII, TORCH-
undexuuit, JHK BI'B, PHK BI'C u PHK BI/N:LIYBCTBH'!EIIBHOCTB (npenen
obnapyxenus) - sbissnenue 100 konuit JIHK Neisseria gonorrhoeae 8 npoGe.
Cneunduunocte Bbiasnenns [IHK Neisseria gonorrhoeae (mo cramnaprhoit
naHeny npeanpuatna  otpuuarensHux  JIHK-3kctpakroB) —  100%.
OnurenpHocTs anamu3a: 70 MHMH. PErHcTpalMs M OLEHKAa De3yNbTAaTOB:
NpOTOKON NpoBeeHHA peakuuu ammupukauuu: 1 cragas: 50°C — 2 mun; 2
cragua: 95°C — 2 mun; 3 cragus: 50 uuknos (94°C — 10 cex, 60°C — 20 cex).
HWsmepenne (uyopecueHuns nposoauts npH  60°C. Tu6puamsamuons0-

8971
070,00

113




(yopecueHTHAA NETEKUHs NPOAYKTOB ILP B peanbHOM BPEMEHH, KAHAJIBI
' nerexumn  «FAM», «ROX», Onpepenenne Ct so3dymurens, Ct BKO,
peuucnenue (Ct BKO)cp, cpaBHenme mo 3ajanHbiM kputepuam. Habop
peareHTOB ~ NpENHA3HAYEH /U1  TPUMEHEHMs C  PETHCTPHPYIOUIMMH
ammmndukaropamu «iQ iCycler», «iQS iCycler», «CFX96», «[AT-96» wu ux
ananoramu. Kommnekrauus Habopa: [NonoxurensHelit KOHTponbHBIA obpasen
YHHBEpCaNbHbI A (ITKO) — 1 npobupxa, 1 mn; ['oToBas peakLHOHHAA CMECh Ul
MLP (I'PC), nmodunusuposarnas — 96 npobupok. Habop mOnonHHTENBHO
KOMIUTEKTyeTCSl ONTHYECKOH MIEHKOH WM CTPHMMPOBAHHBIMH KpBIIKAMH.
| YCoBus xpaHeHus H TPAHCTIOPTUPOBKH: XpaHHTh Npu Temneparype 2 — 8 °C.

Jlomyckaercs TpaHCHOPTHPOBKA mpy Temmepatype no 25 °C He Gonee 10 cyTok.
Cpok rogrocTr: 12 Mecaues.

TpancnopTHsLi

pacteop Jlnst

TPaHCTIOPTHPOBKH

Y XpaHeHHA

KJIHHHYECKOTO

MaTepHala H3

buonTaToB K "

cocxoBion Tpaucnopraslii pacteop . HazHaueHHe: npefHasHavYeH U1 TPAHCTIOPTHPOBKH H

S XpaHEHNH: KIMHIIECKOTO MaTepHana i3 GuonTaToB H COCKOGOB IMHUTEHATBHEIX

TEEGE D KJIETOK CO C/IM3HCTOH LEPBHKAILHOrO KaHama, ypeTphl, BIarajiHing, 3agHeH

cnsncTol CTEHKM TOPTAHM H Ap. ANA MOCNEAYIOWErO BEIABICHHA BO30yaHTENEH

LEPEMKATBHOTO HH[]JEKHHOHHHXU 3abonesanuit meromom [P ¢  rubpuHan3alHOHHO-

KaHaIa, ypeTpel, (nyopecuenTHO# neTexuueli MPOAYKTOB l'Il:lP B PEXKHME PEANbHOTO BPEMCHH.

— XapakrepucTuku HaGopa: TpaHCNODPTHEI pacTBOp NpeACTABIIET COOOMH

S R M30TOHHYECKHH Bonno-canengﬁ Gydepusiii  pactBop ¢ JHgobaBneHHEM
17 | roprare = ap. s KOHCEPBaHTa, CnocobCTBYIONIHIA COXPAHHOCTH 6uonpo6. KonudecTBO TECTOB! 1 39050 63

o i 200. Kommnexrauus HaGopa: TpaHcnoptHstit pacteop — 200 npo6upok mo 1000 670,
S M1, Xpanernue 6uonpo6: IlpuroToBneHHBIC Gnonpoﬁgl MOTYT XPaHHTECA: NPH
sy KOMHATHOH '[‘eMl'lepaW‘]JJC mo 2 cyrox; mpu (2-8)°C mo 2 Hemenb; IpH
P — Temnepatype MuHyc 20°C u Hmxe 10 2 mecaues. ITosTopHoe 3amopa>1-:m3armc-.
Sefenanatk oTrauBaHue npob He nomyckaercs. 3/::3031451 XpaHEHHsA H TPAHCTIOPTHPOBKH!
ueronas It G XPaHHUTb MpH TeMnepgType 2 — 8 °C. JlonmyckaeTcs TpPaHCTIOPTHPOBKA MPH

P temneparype mo 25 °C ue Gomee 10 cyrok. Cpox rommocts: 24 Mecsaua.
TR OcTaTouHBIA CPOK FOAHOCTH NpM nocraske - He meHee 60 % oT cpoka
gnyopecueﬂ*moﬁ FOJHOCTH, YKa3aHHOTO Ha YTMAaKOBKE.
JAeTeKUMe
npoayxkroe ITLP B
pexuMe
peasbHOTO
Bpemenu. 200
npobupok

HaGop pearentoB mns  Beigenenusa JHK w3 xnuHuyeckux obpasuos.
Habop pearcios Xapaktepuctuky  Habopa: IlpuHmum nedcteus  HaGopa COCTOMT B
L ARUUS TeMniepaTypHoit 00paboTke TpPOOB MHOFOKOMNOHEHTHBIM JIM3HPYHOLIHM
JRHK s PAcTBOPOM, pa3spyIIAIOIIMM KOMIUIEKCH HYKJIEMHOBEIX KHCIOT ¢ Gemxamu, c
D nocyiefytomeii copbumeii Ha MarHHTHBIE YAaCTHLEI, NMOKPBITEIE CHIIHKAremeM,
urraruse (Ges CITHpPTOBOMH OTMEIBKOH U 3motmei. [Tomyaensie mpobs! CTyXaT WA NPOBEICHHH
HCHIADRREES peakuuu ammandukanuyu  BeiOpanHoro ¢parmenta JIHK ¢ nmerexmmeit
LeHTpU{yrH) 13 npoayktoe I[P B pexmme peanbHoro spemenu. Habop npennasnauen mns
MO'H, CbIBOPOTKH | o\ renenus JOHK Ha cranuum aeToMaTHueckoil npobonoaroroeku. Tect Ha
18 | ?:;;::Iz;ffolgga OTCYTCTBHE MHrHOHpOBAHUA U 3Lp¢exnmnoc1:1: seinencuna JJHK Chlamydia 2131 84
trachomatis, 100%. Konmdectso onpeneneHud: 96 onpeneneHuil, Bkmodas 080,00

RS KOHTpONH. Buonmormueckuit marepuan: Moua, ChIBOPOTKA (MnasMa) KpOBH,
AR SIATENHATEHbIE KIETKH (Cockobbl, Masku). Obem ananusMpyemoro obpasua:
ﬁgﬂi:;;‘:élﬂz 100 mxn. O6wvem smounn: 200 mxn, 600 M. [lo 12 He3aBHCHMBIX mpouexyp

AHATH3a METOZIOM
[P B pexume
peaabHOro
Bpemenn 90
orpeseneHuil

Beiienenna (no 8 npob B kaxnoit). Bpems suinenenus: 16 npo6 3a 40 munyT,
Komnnekrauus nabopa: nusupytomnit pactsop — 6 ¢n. no 10 v pacteop ans
otMbiBkH — 6 (1. mo 20 mui; smoupytoumi pacteop — 6 ¢ mo 12 mn; copbent
(cyenen3us MarHuTHBIX yacth) — 2 . no | M, BHYTPEHHMIT KOHTPONbHIIT
obpasen (BKO), (mnodunnsoannbiii konuentpat) — 3 ¢n. pacteop s
BOCCTAHOBJIEHHs KOHTPOJIbHbIX 06pasuos (PBK) — 1 du., 4 mn; otpuuatensHsiii




KOHTpOsIbHbIH 0bpasen (OKO) - 2 . no 1 ma. Inx yaobcTBa Bee (rakoms! ¢
PCArcHTaMKH HMMEIOT LBETOBYI MAeHTHDMKAUMIO, Y CIOBHA XpaHeHHA H
TPAHCTIOPTHPOBKH: XPaHHTh Npu Temmepatype 2 — 8 °C. Honycxaerca
TPaHCTIOPTUPOBKA NpPH Temmneparype a0 25 °C ue Gonee 10 cytok. Cpok
TONHOCTH: 12 MecsALeB.

19

Habop pearentos
mnst 6ercTporo (15
MHHYT)
BeIIenenus JJTHK
u3 cockobos
SIMHTENHANBHBIX
xknetok 100
onpeaeneHu

HaGop pearentos mns seinenenns JTHK u3 cockoBos SMHUTENUANBHBIX KIETOK,
Xapakrepuctuku Habopa: I[Tocne TOro, kak Ouonormdeckas npoba B
TPAHCTIOPTHOM PacTBOPE 0CTAB/SETCS B NaGOPATOPHIO, ANTHKBOTA NIEPEHOCHTCS
B NpoBupKy C JM3UPYIOLIAM PacTBOPOM, Iporpes npo6e:r (Tepmommsuc) mpu
98°C B nu3MpyiomweM pacTBope TPHMBOAMT K NU3KCY KneTok u Beixoxy JTHK B
pacteop. [Tocne 3toro npoba rorosa k nocraHoske peaxuus I[P, Komngecteo
onpenenenuil: 100 onpemenenmit, BkmoOYasx KOHTponu. BHonorugeckuii
MATepHa: JMHTENHANBHEIE KIETKH (COCKOGBI, Masku), Mowa, ciona. O6beM
aHanH3Kpyemoro obpasua: 300 mkn B TpaHcnoprHOiR npobupke. O6weM
rorosoi x IHP mpo6er: 600 mxn. Ilossonser mposecT 10 8 He3ABMCHMBIX
TpoueAyp sbiaenenni (mo 6 npo6 B kaxaoi). Bpems Brinenenus: 20 MHHYT.

| Tect Ha orcyrcTBhe MHrHGmMpoBaHms - 100 %. ObdextusHoCTs BELTENEHMA:

OHK Chlamydia trachomatis, 100%. Komnnexramus Habopa: TpaHCTOPTHBIH
pacteop — 100 npo6. no 300 mxn; Jusupyromuit pacteop ¢ BKO — 100 npob.
10 500 mxn; OTpHUATENbHBIH KOHTPOMLHBI obpasen (OKO) — 2 ¢n. no 1 ma.
Hnst yno6erea Bee (uakoHs: ¢ PEareHTaMM UMEIOT LBETOBYIO HAEHTH(PHKALIHIO.
YCNOBHA XPAHEHHA H TPAHCTIOPTHPOBKH: XpaHuTh TIpH Temmepatype 2 — 8 °C.

Homycxaetcs TpancnopTuposka npu TeMueparype 1o 25 °C me Gonee 10 cyrok.
Cpok roguocTH: 12 Mecsues.

5602
540,00
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BIIT" 1,2 —IgG
(Habop
PEareHToB 1A
HMMYHHO(epMeH
THOTO BBISBJIEHHS
HUMMYHOT0BYIHMH
oB wnacca G k
BHPYCY NPOCTOro
repneca) 12x8
ONpeneseHHH

Habop peareHToB nns uMmyHODepMeRTHOTO BEIABIGHHA HMMYHOTJI00YITHHOB
xracca G x BUpycy mpocToro reprmeca. XapaxrepHcTHKH HaGopa: OCHOBHBIM
CBOMCTBOM Habopa fiBNAeTcA COCOGHOCTH BHIABMNATH B CBIBOPOTKE (IUIasme)
KpOBH 4enoBeka anTuTena kiacca G k BMpYCy MPOCTOrO repmeca 3a CY8T HX
B3aMMONCHCTBHSA C OYHLIEHHBIM AHTHI€HOM, COPOMPOBAHHEIM HA MOBEPXHOCTH
JyHOK rnnanmera. O6pa3soBaHHe KOMIUIEKCA «AHTHIEH-aHTHTENIO» BHIABISIOT C
TIOMOLIBIO  HMMYHO(EpPMEHTHOro Kowbiorata. KonuvecTso onpenenemii:
Habop paccuMTaH Ha TpoBeNeHMe 96 aHANM3OB, BKNIQUAS KOHTPONBHBIE
obpasue, pomyckaercs 12 HesasmcmMEx mocraHopox MDA mo 8 o6pasios,
BKIO9as  KOHTponM. O6wseM  anamusupyemoro ofpasma: 10 Mxm
AHQIHTHYECKHE W JMATHOCTHYECKHE XapaKTepHCTHKH: ChelubHIHOCTD
BBISIBNEHHMA MMMYyHOrnoOynuHoB kiacca G k BIII 1 u 2 TunoB cocraBnser
100%; UyBCTBUTENBHOCTE BBIABNCHHA HMMYHOTNOOYIHHOB Kknacca G x BIIT 1
¥ 2 Tunos cocrasnaet 100%. marenpHocTs anamusa: 85 MuHyT; Perucrpamms
M OUEHKA pe3ynpraToB: pesynabtatel UPA peructpHpyiotea ¢ nomomnipio
CTIeKTPOOTOMETPA, OCHOBHO#M (QuibTp 450 HM, pedieperc-Gpunstp 620-655 HM;
Kommnexrauma mnabopa: mmaHmer pasfopHeli ¢ HMMOGWIH3OBAaHHBIMHA
anTurenoM BIII — 1 wr.; nonoxuTensHEI KOHTpONbHBIH o6pasen (K+) — 1
¢a., 1,5 mu; crabononosuTenbHIi KoHTpobHbIH 06pasen (K+cmab.) - 1 ¢,
1,5 Mn; oTpHuAaTenbHbl kOHTpoabHBIH obpazen (K=) — 1 ¢n., 3,0 M, korblOTaT
antuten k 1gG venoseka ¢ nepokcumasod xpeda — 1 ¢, 13 mn; koHueHTpar
tpochatro-conesoro Bydeproro pactsopa ¢ TeunoM (PCB-Tx25) — 2 ¢n. no
28 M1, pacTBOp AJA MPEABAPHTENBLHOTO passBefieHHsa ChiBOpoToK (PIIPC) — 1
., 10 mut; pactBop ana passenenua cersopotok (PPC) — 1 ¢, 12 mn; pactsop
terpamerunbensuausa (pacteop TMB) — 1 ¢n., 13 mn; cron-pearent — 1 ¢,
12 M, TIeHKa A1 3aKIEHBAHHA IUIAHIIETa — 2 INT.; IUIACTHKOBAA BAHHOYKA
UL PeareHToB — 2 IIT.; HAKOHEYHHKH JUIA MHTIETOK — 16 wr.; nnasmer ns
MpeBapHUTENbHOTO PAa3BECHHA HCCISAYeMBIX 00pa3uos — 1 mr. Jina ynoberea
Bce (praKoHbI C PEareHTaMH MMEIOT LBETOBYIO HaeHTHHKawmO. Jlna ynobersa
pa6oThl W onTHMH3auKMK paBouero mpouecca MeToAMKa no o6bémaM obpaswos,
peareHTOB U BpEMEHH uHKyGaLMKH WAEHTUYHA C MeToaukamu HabopoB s
onpenenenna [IMB IgG n IgM, BII" 1, 2 tunos IgM. Ycnoeus xpanenus u
TPAHCTIOPTHPOBKHM: Xpanuth Tpu Temnepatype 2 — 8 °C. [lomyckaerca
TpaHcnoprHpoBka npu Temnepatype no 25 °C ne Gonee 10 cytox. Cpok
rogHoctu: 12 mecsues., Jlpobxoe wucnons3oBaHHe Habopa MoOkeT ObITh
peanM3oBaHO B TEYEHHE BCEro cpoka romHoctd. Habopel momxel Gbith
amanTHpOBaHbl HA  ABTOMATHYECKHH HUMMYHO(EpPMEHTHEIH  aHanu3aTop

JIABYPUT u I'TT (HDA).

2278
000,00

34
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HaGop peareHTOB Ui IMMYHO()EDMEHTHOIO BbIABASHHA HMMYHOTNOGYNTHHOB

2399

l

34




(Habop
peareHToB s
HMMYHHO(epMeH
THOTO BBISIBJICHHS
HMMYHOTIIOOYTHH
oB Knacca M k
BHPYCY MPOCTOro
reprieca | u 2
tHnoe) 12x8
onpeaeneHui

xnacca M k Bupycy npocroro repneca | u 2 Tuna, Xap:
OcHoBHBIM CBOHCTBOM HaboOpa SABNAETCH COCOGHOCTE
(nnasme) kpoBM 4enoBeka aHTHTENA Kiacca M k BHpY!
CYET WX B3aUMOASHCTBHMA C OYHMINEHHEIM AHTUT€HOM, COpPOHpOBAHHEIM Ha
TIOBEPXHOCTH JIYHOK IUIAHIIETA. OGP?BOB&HI‘IE KOMIeKCa «aHTHIMeH-aHTHTEION
BPUIBJIIIOT ¢ NOMOWBIO  MMMyHO(epMeHTHOro kombtorara. KommuecTso
ompefenehui: 96 onpemenenuit (cTpum), BKmouas KOHTpoNH. OBbem
aHanniupyemoro obpasua: 10 Mwn Amanuthueckue u JHArHOCTHYECKHE
XapaKkTepUCTUKH: UyBCTBHTENBHOCTD BBISBIEHNS HUMMYHOIOOYIHAOB Knacca
M k BIII' | 1 2 T4nos — coorsercTaue PE3ynbTaTOB Onpenenenns HaGopom
IgM x BIIT 1 1 2 Tunos tpeGosanmam CTAaHNAPTHOW MaHeNH NPEeANpHUATHI —
cocrasnser 100%; CroeuudysraHOCTb BBISBIeHHS HMMYHOrJ100y1HHOB Kiacca M
X BIIT" | 1 2 Tunos — cooteTcTRHE PE3yNbTaToOB Onpenenenus nabopom IgM x
BII' 1 u 2 runos Tpe6OBAHMAM CTAHAAPTHOM namHe/y NPEANPHATHA —
cocrasnser 100%; [Iuarmoctuueckas YYBCTBHTENBHOCTE: KIMHHYECKHE
HCCNeIOBaHMs, NPOBEASHHLIE HA TONOIKHTETBHbIX ofpasuax, noxazamu 100%
YBCTBUTENLHOCTD (MHTepBan 94-100%, ¢ HOBEPHTENLHOH BEPOATHOCTHIO
90%). [duarHocTHueckas CHeLMpUIHOCTE,  KIMHUYECKHE MCCIEOBAHMA,
TMPOBEICHHEIC HA OTPHUATENBHBIX 00pa3Lax, nokasanu 100% cremupuaHOCTD
(unTepBan 94-100%, ¢ AOBEPHUTENBLHON BepOATHOCTEIO 90%). JUHTENBHOCTB
ananusa: 85 MuHYT, PETHCTpalLMs M OUEHKA pE3yNbTATOB: pesynsTaTel DA
PETHCTPAPYIOTCS € TMOMOLUBIO CIEKTPOPOTOMETPA, OCHOBHO ¢uneTp 450 HM,
pedepenc-dunstp 620-655 1m; Kommnexrammus Habopa: muaHmeT pa3bopH.lii ¢
MMMOOMIH3OBAHHBIMM  aHTHreHom BIIT — l mwr; mnonoxuTeaBHBIH
KonTponeHeli obpaseu (K+) — 1 ¢, 1,5 m; OTPHUATENBHBIA KOHTPOJIBHEIH
obpasen (K-) — 1 ¢, 3,0 MI; KOHBIOraT MOHOKJIOHATEHEIX AHTHTEN K IeM
HC/NOBCKA C© MepokcHAasod xpema — 1 ¢ur, 13 mu; xoHuenTpar (ocgaTHo-
conesoro OyhepHoro pactsopa ¢ TBHHOM (®CB-T*25) — 2 ¢n. no 28 wmn;
PacTBOp A MpeABapUTENbHOrO passeAennus cpisopotok (PIIPC) — 1 ¢, 10
MII, PacTBOp i passenenua ceisopotox (PPC) — 1 ¢m., 12 mm; pacTsop
TeTpameThiOeHsuauna (pacteop TMB) — | ¢, 13 mu; cron-pearent — 1 ¢,
12 mm; nneHka ad 3akneHBaHHMA rUIaHImeTa — 2 INT.; IUTACTHKOBAsS BAHHOYKA
AN PEAreHTOB — 2 INT.; HAKOHEYHHKH Ul NHNETOK — 16 INT.) [IAHmIeT aid
NpeABAPUTENLHOrO Pa3BeNICHHs HCcneayeMbix 0bpazuos — 1 wr, s yno6ersa
BCE (DNIAKOHEI ¢ PEAreHTAMH MMEIOT LIBETOBYIO MaeHTubHKammo. Ja ynobcrBa
paboThl W onTuMHU3AIHHE paBodero npomecca MeTOMKA MO O6BEMAM 0bpasuos.,
PEareHTOB M BPEMEHH HHKYOAUHWHM HICHTHYHA C MeTOAMKamMu HAaGOpOB i
onpenenenns [IMB IgG u IgM, BIIT 1, 2 tunos IgG. Vcnosus xpareHus u
TPAHCNIOPTHPOBKH: XPAHMTh NpH Temmepatype 2 — 8 °C. Jlomyckaercs
TPaHCIOPTHPOBKA NMpd TeMneparype mo 25 °C ue Gomee 10 cyrok. Cpox
rogHocTh: 12 mecaues. [lpoGHoe wucnons3oBanue Habopa MOMeT 6bITh
peanM3OBaHO B TEYEHWE BCero cpoka ropHoctH. Habopel momkHel GBITH
ANanTHpOBAHbl HA  ABTOMATHYECKMH MMMYHOQEpPMEHTHEIH aHanM3aTOp
JIABYPUT uI'Tl (MPA).

aKTepUCTHKH Habopa:
BBIABJIATE B CHIBOPOTKE
Cy mpocToro repmeca 3a

380,00
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Pybenna - IgG —
crpun (Ha6op
peareHToB ansi
HMMYHO(EpMEHT
HOT'O BBIABJIEHHA
HMMYHOr00yIHH
o knacca G K
BHpYCY
kpacHyxu) 12x8
onpeaeneHui

Habop pearentoB nnd  WMMyHO(EPMEHTHOrO  KOJNHYECTBEHHOTO M
Ka4yeCTBEHHOrO ompefcneHus uMMyHOrnoOynuHoB kmacca G Kk  Bupycy
KPacHyXH B ChiBOPOTKe (Mnia3Me) KpOBH 4enoBeka. XapakTepHCTHKH Habopa:
OcHoBHbIM cBOMCTBOM Habopa sSBAsETCA CHOCOGHOCTE BBLIAB/ATL B CHIBOPOTKE
(nnazme) kpoBH uyenoBexa aHTHTeNa Kacca G K BHPYCY KPACHYXH 32 CHET ux
CBA3BIBAHMA C HMMOOWIM3OBAHHBIM HA IIOBEDXHOCTH JYHOK IUIAHIIETA
aHTHreHOM Bupyca KpacHyxu. OOpa3oBaHue KOMIUIEKCA (AHTHIEH-AaHTHTENON
BLIAB/IAIOT C [OMOLILI0 MMMYHO(EPMEHTHOr0 koHbiorata. Kommuectso
onpegencHuil: 96 onpemeneHuit (CTpHMN), BKLO4YAs KOHTponH. O6bem
aHanmuznpyemoro ofpasua: 10 min.  UyBcrBuTenbHOCT. MHUHHMamBHAS
JIOCTOBEPHO onpenenseMas Habopom kouuenTpamms [gG k Bupycy kpacHyxu 10
ME/mn. Cneuupuunocrs sbinsnenus IgG x supycy kpacHyxu: 100% npu
MpOBepKe Ha CbIBOPOTKAX CTAHAAPTHOH maHenu mnpeanpuatus (CIIIT),
copepncamiux M He comepuammx IgG k BHpycy xpacHyxw, JIIMTENBHOCT
ananu3a: 85 MuHyT. Peructpauus v oueHka pesynbTaToB: pe3ynstatel MDA
PErHCTPUPYIOTCS € MOMOWLIO CneKTPOGOTOMETPa, OCHOBHON (HHALTP 450 HM,
pedepetic-¢punbTp 620-655 HM; Kommnnekrauua nabopa: mnanmer pas6opHsiit
(12 BOCEMWIYHOYHBIX CTPHMNOB) ¢ MMMOOWNH3OBAHHBIM HAa BHYTDEHHEH
TNOBEPXHOCTH AHTHIEHOM BHPYCA KpacHyxH — | wT.; kanubpoBouHsle 06pasiwI,

3 540
600,00

45




CONepIKALINE M3BECTHBIC KOonuyecTsa IgG k BUpycCy kpachyxwu: 0, 10, 50, 200
800 ME/man — 5 ¢n. mo 1,5 wmu (xanuGpoBoyHsie obpasip anecronaum’
oTHocuTensHo WHO International Standard Anti Rubella Immunoglobulin
Human, NIBSC code: RUBI-1-94); KOHTPONbHBIA 06pasen; ¢ I-ﬂBeC‘I'}Eblh;
conepicanuem IgG k Bupycy KpacHyxu - | ¢,
MOHOKJIOHANBHBIX anTuTeN K IgG wenosexa ¢ nepokcinas
MJL; PacTBOp /IS MPeABAPHTENBHOTO PasBeneHus CBIBOPOT
MIT; PacTBOp MU Pa3sBENEHHA CHIBOPOTOK (PPC) -1 ¢
(ocdatno-conesoro 6ydeproro pacTBopa ¢ TeuHOM (DC
MII; pacTBOp TETpaMeTUIOEH3MAMHA (pacteop TMB) — | ¢n.,13 mn; crom-
pearenT — 1 ¢n., 12 mn; nnéuka s 3aKNEUWBAHHA MIAHILIETA — )2 iT.
'TACTUKOBAA BAHHOMKA [UIAl PEATEHTOB — 2 IUT.; HAKOHEYHUKM JUIA [TUOETOK —
16 wT.; nnanwer s npexsapuTensHOro Pa3BEIEHHUA HCCIenyeMbIX 00pasIoB
— 1 wr. Ina ynobcrea Bce (nakowuel ¢ pearenramu umeror LBETOBYIO
MACHTHDUKALMIO. YCNOBMA XpaHeHus u TPaHCTIOPTUPOBKH: XPAHHTE TIPH
Eemnepa'rype 2 — 8 °C. Nomyckaercs TPaHCNOPTHPOBKA NPH TeMIIEpaType a0 25
C me Gonee 10 cyrox. Cpok romsocTn: 12 Mmecaues. HaGoper momxuer 6piTh

4aNTHPOBAHEI HA  ABTOMATHYECKHI MMMYHOQEDMEHTHBIA ~ aHATH3aTOp
JIA3VPUT u 'l (UDA).

1,5 mn; kowsiorar
oit xpena — 1 ¢, 13
ok (PTIPC) -1 ¢, 10
12 mn; xoHueHTpar
B-Tx25) -2 ¢. mo 28

Pybenna - IgM —
crpun (Habop
peareHToB M
UMMYHOEPMEHT
HOrO BbIABJICHHsA
HMMYHOITIODYJIHNH
oB knacca M k
BUpYCY
kpacHyxH) 12x8
omnpenesneHui

HaGop pearenror pmia MMMYHO(DEDMEHTHOrO  KOJNH4YECTBEHHOrO M
KaYCCTBEHHOr0 OMNpENCNeHus MMMYHOrNOOYNMHOB Ktacca Mk BHpYCy
KpacHyXu B CBIBOPOTKE (ILIa3Me) KDOBH 4ernoBexa. XapaKTepHCTHKH Habopa:
OCHOBHEIM CBOMCTBOM Habopa ABIACTCA CNOCOBHOCTD BHIABIATH B CHIBOPOTKE
(mnasme) kposu uenoBeka anThTeNa Knacca M k BHDYCY KPacHYXH 3a CHUET MX
CBASBIBAHMA C MMMOOHIH3OBAHHBIM Ha IIOBEPXHOCTM JyHOK IUIAHMIETA
4HTHTEHOM BUpyca kpacHyxu. OOpa3oBaHHe KOMIUIEKCA «AHTHIE€H-AHTHTENON
BRIABIAIOT C MOMOIIBKD HMMYHO(EPMEHTHOr0 KOHBLIOraTa., KOJNHYECTBO
ompenencuuii: 96 ompenenenmii (cTpHm), Bkmouas KOHTpomm. OGBEM
ananusupyemoro ofpasua: 10 wmxn. YyscTBuTensHOCTh. MHHHMAIbHAS
AOCTOBEPHO onpeaensemas HabOpoM KoHueHTpauMa IgM k BHpyCy kpacHyxu
10 ME/mn. Cneunduanocts seiasnenns IgM k supycy xpacuyxu: 100% npu
NpOBEpKE HA CBIBOPOTKAX CTAHJAPTHOH mnaHenu mnpeanpuatus (CITIT),
comepxamMXx u HE comepamux [gM k Bupycy xpacHyxu. I[muMTenbHOCTH
aHanusa: 85 MMHYT. Perucrpanmms M OLEHKA Pe3ynbTAaToB: pe3yabratel UDA
PErHCTPHPYIOTCS C MOMOIUBIO COEKTPO(OTOMETPa, OCHOBHOH GmibTp 450 HM,
pedepenc-punbtp 620-655 HM; Kommnekraims Habopa: nmaHmer pa36opHeri
(12 BOCBMMIIYHOUHBIX CTPHIIOB) ¢ HMMMOOMIH3OBaHHEIM HA BHYTpEHHeH
TIOBEPXHOCTH AHTHTEHOM BHpYCa KpacHyXH — 1 mT.; xanuGpoBounsie o6pasip,
colepikallKe M3BeCTHhIE kKonudecTsa IgM x Bupycy kpacuyxu: 0, 10, 50, 200,
800 ME/mMn — 5 ¢n. mo 1,5 mn (kanuGpoBounble 00pasil aTTECTOBAHEI
otHocuTensHo WHO International Standard Anti Rubella Immunoglobulin,
Human, NIBSC code: RUBI-1-94); koHTponsHBIM 00pasel ¢ H3BECTHBIM
comepxanueM IgM Kk BHpycy kpacHyxu — 1 ¢n, 1,5 mn, xowsworar
MOHOKJIOHAJIBHBIX aHTHTEN K 1gM uenoseka ¢ nepokcHaasoi xpena — 1 ¢u., 13
ML, PACTBOP AJ1A IPEABAPHTENBHOTO passeneHus cuiopoTox (PIIPC) -1 ¢, 10
mi; pactBop s passeaeHua ceiBopotok (PPC) — 1 ¢n.,12 mn; xonuentpar
(ocdarro-conesoro Gyeproro pacrsopa ¢ TBrHOM (PCB-T*25) -2 ¢m. mo 28
mn; pactop Terpamerunbensuamna (pactsop TMB) — 1 ¢n.,13 mn; cron-
pearent — | ¢, 12 mu; mnéska W 3aKNCHBAHWA MIaHmera — 2 wr.;
[IACTUKOBAs BAHHOYKA Ul PEAreHTOB — 2 IUT.; HAKOHEYHHKH IUIS MHMIIETOK —
16 wT,; MAAHIIET [UIA NPEABAPUTENBLHOrO Pa3BEAECHHA MCCIEAYEMBIX 06pa3nos
— 1 wr. [na ymobcrsa Bce (IAKOHBI C pearcHTaMH HMEIOT LIBETOBYIO
HAEHTH(MKALMIO, YCIOBMA XPAHEHHs H TPAHCMOPTHPOBKH: XPAaHHTb MpPH
temnepatype 2 — 8 °C. JIomycKkaeTca TpaHCIOPTHPOBKA NPH TEMIEPATYpe 10 25
°C ue Gonee 10 cyrok. Cpok romnocty: 12 mecsues. HaGopel nomkHbl GbiTh
aJanTHpOBaHbl HA  ABTOMATHYECKMH HMMYHO(EPMEHTHBIR  aHATM3aTOP
JIABVPUT u I'Tl (MDA).

3739
050,00

45
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LIMB- IgG-cTpun
(Habop

peareHToB /14
UMMYHO(EPMEHT
HOrQ BbIABIECHHA
uMMyHOrIOOYIMH |

Ha6op peareHTOB i MMMYHO(EPMEHTHOrO BEIABIECHWA MMMYHOTIOOYNHHOB
xnacca G k uuTomeranosupycy. XapaktepHcTuks HaGopa: MeTtoa onpenenexns
OCHOBaH Ha TBEPAO(A3HOM HMMYHO(EpMEHTHOM aHanuse. B JyHKaX MIaHIETa
npu m0OaBNEHMH HCC/IEIyEMOro ofpasua BO Bpema mepBoil HHKyOaumu
MPOUCXOMHUT CBA3BIBAHIIE MMMYHOTTOOYNHHOB Knacca G (IeG) k IIMB ¢
peKOMOMHAHTHBIM _ AHTHFEHOM,  MMMOOWIH3OBAHHBIM _ HA BHYTPEHHEH

4 509
000,00




oB knacca G k
LIMTOMETAIIOBHPYC

y) 12x8
onpeneneHu

TIOBEPXHOCTH JIYHOK U 00pa3OBaHHe KoMIUTeKca
HecBssapmmiica Marepnan ymansior oTMbBKOi, Cs
BEIB/IAIOT MPH MHKYOALMH C KOHBIOTAaTOM anTHTEN
nmepokcHaaso xpea. [locre BTOpo OTMBIBKM Komuy
KOHBIOraTa ONPENENAIOT
NepoKCHIAasbl — MEPEKHCH

«QHTHreH—aHTHTENIO),
A3aBIIHECS AHTHTENA
k IgG 4enomeka ¢

< €CTBO CBA3ABLIEroCA
HPCTHOH peakuuest ¢ ucnonmbsosanmem cyGcrpara

: BOOPOAa H XpomoreHa — TeTPaMeTHIOEH3HIHHA,
Kommiectso onmpenenenuit: naGop paccumran ua nposefienne 96 ananm3os,
BKIOHAT KOHTPONIbHBIE 06pasiel, nomyckaerca |2 HE3aBUCHMBIX MOCTAHOBOK
10" L, o s oo
> AVArHOCTHIECKHE  XapaKTEPHUCTHKH:
10084 costmoemoess 25 mapmoras e ool & (B coomaac:
100%, ITn My YHaM knacca G k I[[MB cocraBnser
0+ AJHTEIBHOCTD aHanu3a: 85 mMuu. Perucrpaums u onenxa pe3ynbTaToB:
pesyneTatel UDA perncTpupytoTes ¢ momolmsio CeKTpooTOMETPa, OCHOBHOM
Gunbtp 450 HM, pedepenc-bunbtp 620-655 Hm: Kommnekrauus naGopa:
TnaHweT pasbopueii (12 BOCEMHTYHO4HBIX CTPMIIOB) ¢ HMMOGHIH30BAHHBIM
Ha BHYTPEHHEH TNOBEPXHOCTH JIYHOK PEKOMOMHAHTHBIM AHTHIEHOM [IMB,
TOTOBBIH A MCIONB30BAHHS — | IIT.; NOJIOXKHTEJBHEIH KOHTPONILHELA 0bpasen
(K+) na ocHOBe HHAKTHBHpOBAHHO!H CBIBOPOTKH KPOBH 9e/I0BeKa, COAepKaIMi
IgG x IIMB, roroBmiit mma wucmomssobamms — 1 ¢maxon (1,5 m);
OTpULIATEe/BHBIH KOHTPONbHEIN obpasen (K-) Ha ocHose HHAKTHBHPOBaHHOH
CEIBOPOTKH KPOBH YENOBEKa, He conepxammi IgG x IIMB, roTtoBelil mwis
ucrnonb3osanms — 1 guakon (3,0 Mi); KOHBIOraT — MOHOK/TOHANbHbIE AHTHTENA
k IgG genosexa, KOHBIOTHPOBAHHBIC C MEPOKCHAA30H XpeHa, TOTOBBIH MIs
ucnonesosauus — 1 dnakor (13 mx); 25-kpaTHEli KoHIeHTpaT ocharHo-
conesoro 6ydepnoro pactsopa ¢ Teusom (GCB-T %25)—2 ¢naxona (mo 28 mn);
PacTBOp IUIA MPEABApHUTENBHOIO pa3sefienns ceiBoporok (PIIPC) — 1 dnakon
(10 mn); pacTBOp s pasBe;eHHS CHIBOPOTOK (PPC) — 1 ¢maxon (12 mn);
pacTtBop TerpaMeTmnbensuauua (TMB), roToBelif miIs HCIOONB3OBAHHA —
1 dnaxon (13 mu); cron-peareHT, roToBBI A1 HCMONE30BAHMS — | thnakon (12
mi). HaBop HOMONHUTENEHO KOMINEKTYETCA: IUIEHKAMHM [T 3aK/ICHBAHMS
nnaHwera — 2 WT.; BAHHOYKAMM [UIA peareHTa — 2 INT.; HAKOHEYHUKAME IUIA
nunetok Ha 5-200 mwn — 16 IUT. TMO COrNACOBAHHIO [OMOMHHTENBHO
MOCTABNAETCA: MAAHLIET JUIA MNPENBAPHUTENLHONO DPA3BENEHHMS HMCCIEXyeMBIX
obpasuos. [lns ynobcrea Bce (IAKOHEI C peareHTAMH HMEIOT LBETOBYIO
npeHTHduKanmo. Jlna ynoberea pabothl H onTHMH3amAn pabouero mpouecca
MeToaHKa o 06sEMam 06pasLoBs, peareHTOB H BPEMEHU HHKYDALHH HACHTHIHA
¢ meTomukamu Habopoe mns onpeaenenus [IMB IgM, BIIT 1, 2 tunos IgM u
IgG. Ycnoeus XpaHeHHs U TPAHCIIOPTHPOBKH: XPAHUTE NIPH TeMneparype 2 — 8§
°C. JlomyckaeTcs TPaHCMNOPTHPOBKA mpH Temnepatype mo 25 °C ne Gonee 10
cyrok. Cpox rogHoctu: 9 mecaues. [Ipo6Hoe mcnoms3oBaHHe Habopa MOmkeT
ObITh pEAM30BAHO B TEUEHHE BCEro cpoka roxHoctd. Haboper nomkwer GsiTe
afjanTUpPOBAHEl HA  ABTOMATHYECKUH MMMYHO(EpMEHTHBIH  aHamu3aTop
JIABYPHUT u I'Tl (MDA).
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Ha6op peareHTOB Ui MMMYHO(EPMEHTHOIO BbIABJIEHHI HMMMYHOIJIOOYIHHOB
kmacca M K UMTOMErajioBupycy. XapakTepucTHKH HaGopa: OCHOBHEIM
cBOlicTBOM Habopa sBJIsAETC: COCOOHOCTD BHIABNIATL B CHIBOPOTKE HIIM TUIa3ME
kpoBu venoseka crnenu(puueckue Ig M k 1IIMB 3a cuér ux B3auMoneicTBHA C
peKOMOMHAHTHBIM @HTHIEHOM, MMMOOHIM30BAHHBIM Ha MOBEPXHOCTH JYHOK
ctpunos, OGpasoBaHHE KOMIUIEKCA «AHTUMEH-AHTHTENO» BBIABAIOT C
NOMOLIBI0 HMMYHO()EPMEHTHOIO KOHBIOTaTa MOHOKJIOHANBHEIX anTHTen Kk IgM
yenopeka ¢ nepokcuaa3oi xpexa. KonmmuecTso onpeaenenuii: Habop paccauTan
Ha mpoBeicHHe 96 aHanTu30B, BKIIOYas KOHTPOJBHBIE 06pasnel, nomyckaeres 12
He3aBHCHMBIX noctaHoBok MDA no 8 obpasuos, Bkmouat KoHTponu.; O6sem
ananusMpyemoro obpasua: 10 Mkn;, AHAIHTHYECKHE H JAHATHOCTHYECKHE
XapaKTEPUCTHKH: CNELH(PUIHOCTE BBIABIICHMUS HMMYHOroOYNHHOB Kknacca M k
LIMB cocraBnser 100%; 9yBCTBHTENBHOCTb BBIABNICHHS MMMYHOTNOOYNIHHOB
xnacca M x LIMB cocrasnser 100%; JnureneHocTe aHanusa: 85 MuH.
PerucTpaums M OLEHKA pE3YNbTATOB: W3MEPHTb BENHUHMHY ONTHYECKOH
MIOTHOCTH pAcTBOPOB B JIYHKax Ha cnemoq:orcimerpe BEPTHKANBLHOTO
CKAHWPOBAHHA B JIBYXBOJIHOBOM PEXHME: OCHOBHOH ¢unetp — 450 HM,
pedepenc-punetp B auamasone 620-655 mm. JlomyckaeTcs M3MepeHHE

onTHYECKOl  IUIOTHOCTH mpH  anuHe  BomHbl 450 HM  (BbIBeeHHME

3487
950,00
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criekTpo)OTOMETPA HA HYNIEBOH YPOBEHB («bnaHk») OCYLIECTBIATE MO
BO3AYXY). Kommnnexraums nabopa:  mmammer  pasbopHsli  C
HMMOGHIH30BAHHBIMH HA MOBEPXHOCTH JYHOK PEKOMOHMHAHTHBIM aHTHTEHOM
[IMB — 1 mt.; nonokutensHelH koHTponsHel obpaszen (K+) — 1 ¢a., 1,5 mu;
OTpHuATENEHBIH KOHTpONeHBIH obpasen (K-) — 1 ¢, 3,0 mu; xoHsrorar
MOHOKJIOHaNbHBIX aHTUTeN K [gM 9enoseka ¢ mepokcunasoii xpena — 1 ¢, 13
MII; pacTBOp M1 MPEedBapHTENbHOrO passeneHus ceiBoporok (PITPC) — 1 .,
10 mn; pactBop s passenenus ceiBopotok (PPC) — 1 ¢n., 12 mur; koHUEHTpaT
docdarno-conesoro 6ydeproro pactsopa ¢ TeuHOM (PCB-T*25) — 2 ¢n. no
28 mu; pactBop TerpamerrnbensuanHa (pacteop TMB) — 1 ¢ur., 13 mu; cTom-
pearent — 1 ¢, |2 mn; nneHka AnNA 3aKIEMBAHMA NiaHweTa — 2 IOT.;
IACTHKOBAA BAHHOYKA IUIS PEAreHTOB — 2 INT., HAKOHEMHHMKH [J1A MTHIETKH —
16 WT.; MAHWET TS TpeABAPUTENHLHOTO PA3BEAEHHA HCCIENyEMBIX 00pasLIOB
— 1 wr . Ina ynobcrea Bce (nakoHbl C peareHTaMH HMEIOT LBETOBYIO
unentudurawno. Jlna ynobersa paboter M onTHMH3aLmuu paboyero mpouecca
Metonnka no o6bvémam o6pasuoB, peareHTOB M BPEMEHH HHKYOAllHH HOCHTHYHA
¢ MeTtoaukamu Habopoe mns onpepenenus LIMB IgG, BIIT 1, 2 tunos IgM u
1gG. VcnoBus XpaHeHHs M TPAHCTIOPTHPOBKH: XPaHMTh NpH Temmepatype 2 — 8
°C. JlomyckaeTcs TPaHCMOPTHPOBKA Npu Temreparype ao 25 °C He Gomee 10
cytok. Cpok romHocTtH: 12 mecsaues. [pobroe ucnonb3osaHue Habopa MOKeET
ObITh PEANM3OBAHO B TEUEHHE BCETO CPOKA TOAHOCTH. HaGophl MOMKHEI GBITH
afanTHPOBAHEI HA ABTOMATHYECKHH MMMYHO(EDMEHTHBIH  aHAIH3ATOP

JIABVPUT uI'Tl (MDA).

HaGop peareHTOB  mnA  HMMYHO()EPMEHTHOIO  KOJIHYECTBEHHOIO  H
KA9ECTBEHHOrO ONpesienenus uMMyHornobynunos kmacca G k Toxoplasma
gondii. XapakrepucTnkH Habopa: METOA OCHOBAH Ha  CBA3BIBAHHH

CHELU(PHYECKHX AHTHTEN CHIBOPOTKH KPOBH C PEKOMOHMHAHTHBIMH @HTHICHOM
T.gondii, ¥MMOOMIH30BAHHEIM HA MOBEPXHOCTH NyHOK MUAHINETA, & 3aTEM
MOMY4EHHBIH KOMILIEKC CBA3BIBAETCA ¢ KOHBIOTATOM MOHOKIIOHAIBHBIX AHTHTEN
npotuB [gG 4emoBeka ¢ nepokcHaa3oi xpeHa. KoMIieke «aHTHIeH—-aHTHTEI0—
KOHBIOTAT» BHIABJIAIOT [BETHOH peakuueil ¢ HCHONb30BaHHEM CyGcTparta
epOKCHIa3kl — MEPEKMCH BOZOPOJA M XPOMOTEHa — TETPaMETHIOCH3MAMHA.
Konuuecteo onpezencuuii: 96 onpeneneHui (CTpHm), BKMOYas KOHTPOJH;
Ob6rem ananusupyemoro obpasua: 10 mxn; UyBCTBHTENLHOCTE: NMPH IMPOBEPKE

;r}?:gg —IgG nonosxutensHbix coisopotok CITTI, comepixamunx Toxo-1gG, cocrasnser 100%.
P Creun(puuHOCTb: NPH MPOBEPKE OTPHUATENBHBIX CEIBOPOTOK CTAHAAPTHOH
PRATCETED U mavenu npeanpuatusa  (CIINI), e conepwamux Toxo-IgG - 100%.
HMMYHO(EPMEHT JlnutensHocTs anHanm3a: 85 MuH. PerHcTpauus H OLEHKA Ppe3yJbTATOB:
SREe pesynsTatsl UPA perscTpHpYIOTCS ¢ IOMOIIBIO CIEKTPO(OTOMETPA, OCHOBHOH
ROMEYECTASHHOANO ¢dunstp 450 HM, pedepenc-¢punsTp 620-655 HM; Kommmexraums Habopa: 2427
H KaUECTBEHHOTO | | rriviet pas6opHiil ¢ nMMoGHIM30BaHEEME anTHreHoM Toxoplasma gondii — 820,00 a8
S i 1 mr.; xorTponbHKIH 0bpasen, koxuenTpamua Toxo-IgG (34-46) ME/mn — 1
HMMYHOPI06y/1MH ., 1,3 mn; kanubpOBOUHbIE PACTBOPEI ¢ KOHLUEHTPALHEH Toxo-1gG 0, 10, 25,
os snacca G x 50, 100, 200 ME/mn — 6 ¢n. no 1,3 MJI; KOHBIOraT MOHOKIIOHANILHBIX AHTHTEJ
Toxoplazma npotus IgG uenoBexa ¢ MEPOKCHAA30H XpeHa — 1 ¢n., 13 mn; pacteop mna
gondii) 1248 NpeBAPHTENEHOMO pasbeaenus chisoporok (PIIPC) — 1 ¢ur., 10 mu; pactsop
ONPEIEIEEE s passeseHust ceiBopotok (PPC) — 1 ¢ui, 12 mu; koHUEHTpaT ¢ocparHo-
conesoro bydeproro pactsopa ¢ TBHHOM (PCB-T*25) — 1 ¢, 28 mn; pacTop
rerpameTiIOensumuEa (pacteop TMB) — | ¢, 13 mn; cron-pearest — 1 ¢,
12 M1, IVIAHINET JUis NPEeJBApHUTENEHOrO pasBeaeHMs obpasuoB — | mr,
[UIACTMKOBAs BAHHOYKA [UIA PEareHTOB — 2 IIT.; HAKOHEYHHKH 1714 nuneTkn— 16
WIT.; TUIGHKA 1A 3aKnenBaHus mnaxiwera — 2 wr. [{na yao6etsa Bee (uakoHs! ¢
peareHTaMM HMMEIOT LBETOBYI0 HMAEHTH(MKAUMIO. YCNOBMA XpaHEHHA M
| TpaHCNOpTUPOBKK: xpaHuTe Tpu Temnepatype 2 — 8 °C. [lomyckaercs
| TpaHcnopTHpoBKa npu Temnepatype A0 25 °C ne Gonee 10 cyrok. Cpok
rogpocti: 12 mecanes. Habopbl pmomxHel OBITE aNnanTHpOBAaHBI Ha
‘ apTomaTHdeckuii ummyHoepmenTHeii ananu3atop JIASYPUT u I'TI (MDA).
[ Toxco — IgM | Habop peareHTOB /18 MMMYHO(EPMEHTHOTO BBLIABICHHS HMMYHOTTOOYIHHOB
(Habop knacca M k Toxoplasma gondii. XapakTepHcTHKH HaGopa: METOJ OCHOBaH Ha
peareHToB [A CBA3BIBAHMH CMELH(PHYECKHX AHTHTEN CHIBOPOTKH KPOBH ¢ peKOMOHHAHTHEIMH 2730 o
auturedom T.gondii , MMMOBIIM3OBAHHBIM HA MOBEPXHOCTH JIYHOK [LIAHIIETA, 680,00 L

| uMMyHO(EPMEHT
HOTO BbIABICHHA
J UMMYHOrI00yTHH

a 3aTeM MOMY4eHHBIH KOMIUIEKC CBA3BIBAETCA C KOHBIOraTOM MOHOKIOHANbHBIX
anTuten npotuB IgM venoseka ¢ nepokciaaloft xpera . Kommneke «aHTHreH—
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AHTHTEJIO-KOHDBIOTAT)  BBIABNAIOT UBETHOM peakmueli c HCIONB30BAHHEM
cybetpata  nepokcumashi  —  mepekucH BOAOpOAa M  XpOMOTeHa —
TeTpameTunbensuauna. Kommuectso onpenenenuii: 96 onpexeneHHH (cTpury),
BKIIOYas  KOHTponu, OObeM  aHanusmpyemoro oOpasma: 10  mkn;
UyBCTBUTENBHOCTE! IPH TOPOBEPKE MOMOKHTENbHBIX cerBopoTok  CIIII,
comepkamux Toxo-IgM, cocrasmser 100%, Cremudmanocts: mpu npoBepke
OTPHLATENLHEIX CBIBOPOTOK CTAHNAPTHON naseny npeanpuatua (CIII), He
conepxamux Toxo-IgM - 100%. nurensmocts aHamu3a: 85 MHH.
Pernctpauns u omenka pesysneraros: pesyneratet MDA perucrpupyiotes c
MOMONIBIO CHIEKTPO(OTOMETPA, OCHOBHOM GunsTp 450 HM, pedeperc-punpTp
620-655 nm;  Kommiekraums Habopa:  mnammer  pasGopmelt ¢
MMMOOMNHM30BAHHEIMH  AHTHIEHOM Toxoplasma gondii - 1 mr;
TIOJIOXKHUTENBLHBIA KOHTPONbHBIN 06pasely (KH) =1 ¢, 1,5 m; OTPHLATENBHBIH
KOHTpONBHEIH o6pasen (K-) — | ., 2,5 M; KOHBIOraT MOHOKTOHANBHBIX
aHTHTeN npoTHB IgM uernosexa ¢ mepokcupasoit xpena — 1 ¢, 13 mu; pacTsop
AL pasBeiierus CeBOpoTok (PPC) — 1 dur, 12 mn; KoHueHTpar ¢ocdarHo-
conesoro 6yepHoro pacrsopa ¢ TBHHOM (®CB-Tx25) — 1 ¢., 28 mm; pacTsop
TeTpameTunbensunuea (pactsop TMEB) — | ¢n., 13 mr; cTon-pearent — 1 ¢m.,
12 Mn; nnacTHkOBas BaHHO4YKA IJIA peareHTOB — 2 mT., HAKOHEIHHKH [UIA
THNETKH — 16 WT.; mieHka Wit 3aK1euBaHus IIAHMETOB — 2 mr. st ynobersa
BCE (NAKOHBI C peareHTamyu MMeroT UBETOBYK) HICHTH(HMKALMIO. Y CIOBHA
XPaHCHUA M TPAHCNOPTHPOBKM: XDaHMTh mpu Temmepatype 2 — 8 °C.
Homnyckaercs TpascnopTiposka npu Temneparype ao 25 °C me 6onee 10 cyTok.
Cpox rommocru: 12 mecsiues. HaGopel momkusi 6bits aJlaTHPOBAHBl HA
4BTOMAaTHYECKAH HMMYHO(DEPMEHTHBIA aHanu3arop JIASYPUT u I'TI (UDA).

Kanpuna — 1gG —

Habop pearentor min ummyHO(epMeRTHOrO BBIABNCHHSA HMMYHOTTI00YJIHHOB
wiacca Gk rpubam poma Candida B ceiBopoTke (nnasme) KpoBwm.
XapakrepucTHkH HaBopa: B xome MDA NPH B3aUMOJEHCTBHH HCCIIELYEMBIX
00pasuos  ChIBOPOTOK  (muiasmbi) KPOBH B  JIyHKax CTPHIIOB €
MMMOOH/IH30BaHHbIMK anTHrenamu Candida albicans npoucxoaut cessbiBaue
crneuudHYECKHX aHTHTEN H 0Bpa3oBaHue KOMIUIEKCA «AHTHIeH—-aHTHTENON HA
noBepxHOCTH nyHOK. [locne nobasneHHs B NyHKM IIAHIDETA KOHBEOrATa
MOHOK/IOHAJILHBIX aHTUTEN K [gG YenoBexa ¢ nepokcHaasoi XpeHa MPOHCXOTHT
BKJTFOYCHHE (EPMEHTHOH METKH B HMMYHHBIH KOMIUIEKC. MHTEHCHBHOGTB
OKpalIMBaHMA MpPONOPUHOHANEHE KOHUeHTpauuH IgG k amturenam Candida
albicans B ananusupyemom obpasue CHIBOPOTKH (mrasmbr) kposH. KomugecTso
onpeaenenui: 96 onpeaeneHuit (cTpHm), BKmoYax koHTponm. O6bem

ctpun (Habop aHanusupyemoro obpasua: 10 MKI. AHANHTHYECKME H [OHATHOCTHYECKHE
peareHTOB AnA XapaKkTepHCTHKU: UyBCTBHTENLHOCTE U cnelHbHunocTs — 100% IIPH MIPOBEPKE
MMMYHO(EPMEHT | Ha CBIBOPOTKAX CTaHAapTHOH manenu npemnpuarus (CIIII), conepramux u He
HOIO BhIABAEHHS coneprkaux HMMyHOrno6ymuHe! kiacca G k Candida albicans. J{nurtensrocts
uMMyHornoOynuH | anamu3a: 85 muHyT. PerucTpanma M OLEHKA pe3yNbTAaTOB: pe3yibTaThl UMA 1001 13
28 oB kacca G PETUCTPHPYIOTCS C HOMOLIBIO CHEKTPO(OTOMETpPA, OCHOBHOR GHIETp 450 HM, 780,00
rpabam pona pedepenc-prnbtp 620-655 M; Kommnexrauus nabopa: nmnanmer pas6opmsiii ¢
Candida B ummobnnusoBaHHeIMH anTureHamu Candida albicans — 1 mT.; nonoxurensHBIH
CBIBOPOTKE koHTponsHeIit obpasen (K+) — 1 ¢n., 1,5 mn; oTpuuaTenbHBIi KOHTPOIBLHBIH
KpoBM ) 12x8 obpazen (K-) — 1 ¢n., 2,5 mn; koustorat (anturena k [gG uenoseka, MeyeHHbIE
OrnpeaeneHui nepokcuaasoit xpena) — 1 wim 2 (a,; pacTBop MIA NPEABAPHTENBHOTO
paspenenua ceiopotok (PIIPC) — 1 ¢, 10 mn; koHueHTpaT ¢ocdaTio-
coneporo Bypeproro pactsopa ¢ TeuHoM (PCB-T*25) — 1 ., 28 mur; pactsop
terpameTnnbensummna (pactsop TMB) — 1 ., 13 m; cron-pearent —1 ., 12
MJT; [UIEHKA I8 3aKIE€HBAHHA TUTaHIIeTa — 2 I0T.; TUTACTHKOBAs BAHHOYKA A
peareHTOB — 2 [UT., HAKOHEYHHKH 1A NUneTku — 16 wmr.; mnanmer s
NpeABapUTENbHOTO PasBe/ieH s Hecneayemeix 06pasuos — 1 mr. [na ynoberea
Bce (makoHbI ¢ peareHTaMH HMEIOT LBETOBYIO HAeHTH(QHKaumo. Ycnoews
XpaHeHHA W TPAHCTIOPTHPOBKW: XPAHHTL NpH Temneparype 2 — 8 °C.
Jonyckaercs TpancnopTHpoBka npH Temneparype 10 25 °C ue Gonee 10 cyTok.
Cpok rogHoctd: 12 mecaues. Habopsr momkHel GbiTb aganTpoBambl Ha
aBTOMaTHYEeCKHH HMMYHO(epMerTHEIH ananuzatop JIASVPUT u I'TI (UDA).
Mycoplasma Habop pearenTtoB i mdmyﬁotl]epmem‘no!‘o. BRIABJIEHHA HMMYHOTJOOYNnHHOB e
29 hominis - 1gG - inacca G k aHTHreHam Mycoplasma hominis B CHIBOPOTKe (rmasme) KposH. 21
UDA (Tect- XapakrepucTuku Habopa: B xome MDA npH B3aHMONEHCTBHH HCCIEMYEMBIX 720,00
cHcTEME 00pa3LoB CHIBOPOTOK (MUTasMbl) KPOBH B JIYHKAX CTPHMOB C COPOHPOBAHHBIM
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PEKOMOMHAHTHBIM ~ AHTHIEHOM p120 Mycoplasma hominis NPOHCXOANT
CBA3BIBAHWE CrEUM(UUECKHX aHTHTEN M 00pasoBaHKe KOMILTEKCA «AHTHreH—

BbIABIEHHUS AHTHTENI0» HA NOBEpXHOCTH NyHOK. Ilocne noGapnerms B JIYHKH IUIaHIETa
HMMYHOTJIOOYIMH | KOHBIOraTa MOHOK/IOHATBHBIX anTHTen K IgG wenoseka ¢ nepokcuaazoi XpeHa
HOB Knacca G k NPOUCXOIHT BKIIOYEHHWE (EPMEHTHON MeTku B HMMYHHBIH  KOMILIEKC.
aHTHTeHaM Konmuuecrso ompenenenmii: 96 OnpeneneHuii (cTpun), BKIOYas KOHTPOJIH.
Mycf);flasma Ob6bem ananusupyemoro obpasua: 20 Mxn, AnanmuTugeckue u AHATHOCTHIECKHE
hominis ¢ XapaxrepucTuxy: Yyscreurensnocts mo CIIIT 100%, cremnduanocts mo CITIT
nenonesosanuem | 100%. JnurenbHocTs ananmsa: 85 MUHYT. Peructpauus u ouenxa PE3YNIBTATOB:
PEKOMOMHAHTHBIX | pesynbrater UDA PECHCTPHPYIOTCA C NOMOIIBIO CeKTPO(OTOMETPa, OCHOBHOH
Genkos) 12x8 buneTp 450 HM, pedepenc-punstp 620-650 1. Kommnexkramma mabopa:
OnpeaeneHuii MIAHWET pa3OopHBIM ¢ UMMOBIH3OBAHHBIMH PEKOMOMHAHTHEIM AHTHIEHOM
p120 Mycoplasma hominis — 1 UIT.; MOJIOKHTENbHBIA KOHTPOMBHELA O6paser
(K+) = 1 ¢n., 0,5 mm; OTPHUATENbHBIH KOHTPONBHEI obpasew (K-) — 1 ¢, 1
MJI; KOHBIOTAT (aHTUTeNa K IgG yenoBeka, MedeHHbBIE NepOKCHAA30H XpeHa) — 1
Hnu 2 ¢a.; pacteop st TIPEABAPUTENBLHOTO passenenus (PIIP) — 1 ¢, 3 Mo
pasBonammi Oydep mns crBopoTok (PBC) — 1 ¢, 13 mm; pacTBop uis
passeneHus konmiorara (PK) — | ¢, 13 mu; KOHLeHTpar (ochaTHO-coneBoro
Oydeproro pacteopa ¢ TEHHOM (OCB-Tx25) — 1 ¢n., 28 wmx; pacTBop
TeTpameTunbensuauna (TMB) — 1 ¢n., 13 mn; cron-pearest — 1 G, 12 mo;
TNEHKA IR 3aKIeHBAHNS [IAHINETa — 3 LOT.; BAHHOYKA JUI1 PEAreHTOB — 2 IMT.;
HAKOHETHUKH A nuneTok — 16 wr. [ins yno6ersa see (rakoHs: ¢ peareHTaMu
HMCIOT LUBETOBYFO WACHTH(HUKaUMIO. YCIOBHS XpaHEHHS U TPAHCIIOPTHPOBKH!
XPaHHTE Npu Temnepatype 2 — 8 °C. Jlomyckaetcs TPaHCIOPTHPOBKA IPH
remnepatype xo 25 °C me Gonee 10 cyrox. Cpok rommocrm: 12 MECALEB.
Hab6ops: MOJKHEL ObiTe  amantmpoamer  Ha  aBTOMaTHuecKwuii
| MMMYHO(epMeHTHBIA aHanusatop JIASYPUT u I'TT (UDA).
Habop pearentos mns ummyHobepMeHTHOTO BBIBICHMS HMMYHOTJI06YITHHOB
Kiacca A k anTHrenam Mycoplasma hominis B CBIBOPOTKE (IUIa3sMe) KpPOBH.
Xapakrepuctiku Habopa: B xome DA NPH B3aMMOACHCTBHH HCCIIELYEMBIX
00pa3sioB CHIBOPOTOK (TLIA3MBI) KPOBH B JIyHKAX CTPHIIOB ¢ COPOMPOBaHHEIM
PEKOMOHHAHTHEIM anThreHom pl20 Mycoplasma hominis HNPOHMCXOMUT
CBA3BIBAHHE CHBU.H[}]H‘IQCKHX AHTHTEN H 06]3330‘83,}!]‘16 KOMIUIEKCA «aHTHUTEH—
AHTHTEIIO» HA TMOBEPXHOCTH NyHOK. Ilocne moGaBneHHs B MyHKHM IUTaHImeTa
KOHBIOTAaTa MOHOK/IOHANIBHBIX aHTHTEN K [gA 4enoBeKa ¢ nepokCHAA30M XpeHa
NPOMCXOMUT BKIOYEHHE (EPMEHTHOH METKH B HMMYHHBIH KOMILICKC.
Hgeaplaima KoniriectBo or #: 96 o enenuit (cTpum) as
i peneNCHHIL: NpeAENeHUH (CTPHIN), BKIOYAs KOHTDOJH.
hominis - IgA - Obvem anamusupyemoro obpasua: 20 MK, AHAIUTHYECKHE M THATHOCTHIECKHE
MDA (L, XapakTepHCTHKH: UyBCTBHTENBHOCTE 110 BHYTPEHHEH MAHENH IOJIOKHTEIbLHEIX
ERAE-ARS ofpasuos mpeanpuatus 100%, CneUM(UYHOCT 1O BHYTpeHHeH mnaHenH:
HMMYHO(EpMeEHT NoJIocHTENbHEIX 00pasuos npeanpuatus 100%. JInuTensHOCT: aHammza: 85
i MUHYT. Perucrpaums ¥  OUEHKA  pe3yNbTATOB: pe3ynbTaTsl  HOMA
BRABIERIS PErHCTPHUPYIOTCS € TIOMOILIBIO CTIEKTPO(OTOMETPA, OCHOBHON (PHIETP 450 Hm, C
30 | AMMYyHOrnOOYIHH pedepenc-punstp 620-650 . Kommnexrams Habopa: mianmeT pasGopHerii ¢ 220,00 21
HOB KIHCCH AL K MMMOGHIH3OBAHHEIMH ~ PEKOMOWHAHTHBIM anTureHoM pl20 Mycoplasma ’
aETHIoTaMW hominis — 1 T.; NONOXHTENLHEL KOHTPONBHEH 06pasen (K+) — 1 ¢, 0,5 mu;
My cpplasma OTpHIATENbHbIM KOHTPONMBHBIH obpasen (K-) — 1 dn, 1 i xoHeworar
hominis ¢ (anTuTena k IgA 4enoBeka, MEYCHHBIC NEPOKCHAa30H XpeHa) — 1 wiu 2 ¢o.;
HCTIONIBSOBANHEM | 1yactBop ans npensapuTensHoro passenenns (PTIP) — 1 ¢, 3 M passonsmuit
peKOMOMHAHTHBIX Oydep ana cesoporok (PBC) — 1 ¢n., 13 mm pacteop ana passenerus
6enkos) 12x§ koneiorata (PK) — 1 ¢, 13 mur; konuentpar docarro-conesoro 6ydeproro
ornpeneneHui pactsopa ¢ TBMHoM (DCB-Tx25) - 1 ¢n, 28 wmn; pacreop
tetpamerunbensuguna (TMB) — 1 ¢n., 13 mn; cron-pearent — 1 on., 12 mn;
TUIEHKa [UIA 3aKIEHBAHKA IUIAHIIETa — 3 [IT.; BAHHOYKA Ul PEareHTOB — 2 IT.;
HaKOHEYHHKH ANiA munetok — 16 wr. Jins ynobersa Bee (akoHs! ¢ pearenTamu
HMEIOT LIBETOBYIO HACHTH()MKALMIO, YCIOBHA XPAHEHHA H TPAHCIOPTHDPOBKH:
xpauute npu Ttemneparype 2 — 8 °C. JlomyckaeTcsa TPaHCMOPTHPOBKA MpPH
' Temnepatype no 25 °C ne Gonee 10 cyrok. Cpok roaHocTH: 12 Mecsaues.
Habops! LOJKHBI OBITh  @NANTHPOBAHBI Ha ABTOMATHYECKHIl
l ‘ ummynoepmentrbtid ananusatop JIASYPHUT u I'T1 (HDA).
[ I anTunanaiaym — | Habop pearentos ans MMMYHO(EPMEHTHOTO BRIABAEHHA aHTHTEN knacca IgM 1269
IgM (Habop Treponema pallidum/ Xapakrepuctuku Habopa: OCHOBHBIM cBOFcTBOM Habopa 870,00 21
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peareHToB s

ABJISETCA CNOCOGHOCTh BBIABNATH B CHIBOPOTKE (ILIa3Me) KPOBM H JIHKBODE




HMMYHOGEpPMEHT
HOTO BBIABICHHs
AHTHTEN Knacca
M k Treponema
pallidum ) 12x8
onpeneneHui

4eNoBeKa cneuuduIeckye anTuTena knacca M k Treponema pallidum 3a cuér
UX B3AUMOJAEHCTBHSA C PEKOMOHHAHTHBIM @HTUI'€HOM, HMMOOHIIH30BAHHEIM Ha
MOBEPXHOCTH nyHOK cTpunos. OOpasosanue kommnexca (AHTHTEH-aHTHTENION
SPUABNAIOT € IOMOUIBIO  HMMYHO(DEPMEHTHOrO KOHbBIOraT. Konuuectso
onpenenexuit: 96 onpemenenuii (cTpum), BKmOuas koHTpomy; O6bem
ananusupyemoro obpasua: 10 mxn; UyscreurensHocrs: ma CBIBOPOTKAx
CTARNAPTHOH maHems npennpustus (CIIIT+), COIEPXMAmMMX aHTHTENA K
Treponema pallidum, 100 %. Creunduanocts: Ha crBoporkax CTaHAApTHOIA
MaHend npeampusatus (CIIM-), we COomepkammx antuTena k Treponema
pallidum, 100 %. TnurensHocts ananusa: 85 MuHYT; Peructpauus u ouenxa
Pe3ynbTaToB:  pesynbtatel MDA PETHCTPHPYIOTCA ¢ MOMOIIEO
cnekrpodoromeTpa, ocHoBHOl Gunetp 450 1M, pedepenc-pusTp 620-650 Hm;
Komnnexrauus Habopa: nnmaHmer pasbopHEIli ¢  UMMOGHTH30BAHHBIMHU
PCKOMOUHAHTHBIMH  AHTHreHaMH Treponema pallidum - 1 qr;
TIOIOXUTeIBHEIH KOHTPONbHEIH 06paser (K+) — 1 Gn., 0,5 mn; oTpHUATENLHBIH
KOHTPONBHENH obpasen (K-) — 1 ¢, 0,5 MII; KOHBIOrar (aHTHBUIOBBIE
AHTHTEJ1a, KOHBIOTHPOBAHHBIE C EPOKCHAA30MH xpena) — 1 ¢, 1,5 mu; pactop
ANA TIpEABAapuTenbHOro passemenua (PIIP) — 1 ¢, 3 wmo; pacTBop s
Pa3BENCHHUS CHIBOPOTOX M KoHbiorata (PCK) — 2 dur. mo 13 mn; KOHLIEHTpaT
ocarro-coneroro Gydeproro pactsopa ¢ TBuHOM (OCB-Tx25) — 1 ¢, 28
MIL;  cybetpatHblit  Gydepubiit  pactsop (CBP) - 1 ¢n, 13 wmm
TeTpameTunbensuaud (TMB), KOHUeHTpar — 1 ¢n., 1,5 mn; cron-pearenr — 1
Gn., 12 Mn; mnéska s 3akneMBaHus TIaHmeTa — 3 IOT., BaHHOYKA s
PEareHTOB — 2 INT., HAKOHEYHWKM NS MHNETKH— 16 T, Hns ynobeTea Bece
(nakoHBl ¢ peareHTAMH MMEIOT IBETORYIO uaenTHdHKao.  YcnoBus
XPAHCHWA W TPaHCMOPTMPOBKM: XPaHHTh NpPH Temmeparype 2 — 8 °C.
HomyckaeTcs TpaHCIOpTHPOBKA NpH Temneparype a0 25 °C ne 6onee 10 cyrok.
Cpox rommocta: 12 mecsaues. HaGoper momkHBI 6bTH a/lanTHPOBAaHLl HA
aBTOMAaTH4CCKHH UMMYHO(pepMeHTHEL ananu3arop JJASYVPUT u I'TI (UDA).
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AHTHNAIIMIYM-
[gG (Habop
peareHToB s
HMMYHO()EPMEHT
HOTO BBIABIEHHA
anTuTen knacca G
Kk Treponema
pallidum ) 12x8
onpeneneHui

Habop pearenToB mnst nMMyHO(EPMEHTHOTO BHISENEHNA aHTHTEN Kiacca IgG x
Treponema pallidum, Xapakrepuctuku Ha6opa: OCHOBHBIM CBOMCTBOM Habopa
ABJIAETCA CNOCOOHOCTh BBLIABJATE B CHIBOPOTKE (IUTasme) KpPOBH H JTHKBOpE
denosexa cmenupuyeckue antarena knacca G kx Treponema pallidum 3a caér
UX B3aHMOJEHCTBHA ¢ PEKOMOMHAHTHBIM AHTHTEHOM, MMMOGHIH3OBAHHBIM Ha
NOBEPXHOCTH JYHOK CTpHnoB. OOpasoBaHHe KOMIUIEKCA «aHTHTEH-AHTHTENION
BBIAB/AIOT C MOMOWILI) HMMMYHO(EPMEHTHOrO KOHbBIOTaTa. KOJNIHYECTBO
onpenenennd: 96 onpesenenuit (ctpum), BKIHOYas koHTponu; Ob6neM
ananusupyemoro obpasua: 10 mkn; YyBCTBHTENBHOCTB: MO AHTHTENAM K
Treponema pallidum, 100%; Cnenuduurocts: no awrurenam x Treponema
pallidum, 100%; JnurensHocTs amammsa: 85 mumyt; Peructpamma m onenxa
pesynbraTtoB:  pesynbtatel MDA permcTpupyioTca ¢ momombio
cnekTpo(poToMeTpa, OCHOBHOH punbTp 450 HM, pedeperc-durstp 620-650 HM;
Kommnnekraums Habopa: nnaHmer pasbOpHBIE ¢ HMMMOGHIM3OBAHHBIMM
peKoMOMHAHTHBIMH ~ anTHreHamu  Treponema pallidum - 1  mr;
TOJI0MKHUTEIbHBIH KOHTPONBHEIA 06pasen (K+) — 1 ¢, 0,5 Mn; otpunatensueiit
xonTposbHeld obpazen (K-) — 1 ¢, 0,5 mn; xowstorar (aHTHBMEOBBIE
AHTHTENa, KOHBIOTHPOBAHHEIE C MEPOkCHAa3oH xpena) — 1 dur., 1,5 mn; pacTBop
it passeaeHus ceiBopotok (PC) — 1 dn., 13 mm; pactsop mis passenenus
xonsiorara (PK) — 1 ¢, 13 mn; konuenrpar docdarno-conesoro Gydeproro
pactopa ¢ TBuHOM (®CB-T*25) — 1 ¢n., 28 mn; cyGerparHsi Gydepnrrii
pacteop (CBP) — | ¢, 13 mn; TerpametunGensunun (TMB), koHugnTpar — 1
¢n., 1,5 mn; cron-peareHT — 1 ., 12 Mn; nnéHka Ang 3aKieHBaHdA [UIAHIIETA
— 3 WT.; BAHHOUKA [UIA PEAreHTOB — 2 [IT.; HAKOHEYHHKH AN NMUMETKH— 16 mT,
Hna yno6ersa Bee (akOHBI ¢ peareHTaMH HMEIOT LBETOBYIO HAEHTH(HKaIHIO.
YcnoBuA XpaHeHHA W TPAHCMOPTHPOBKK: XPAHHUTEL NpH Temneparype 2 — 8 °C.
HomnyckaeTcs TpaHCOpTHpPOBKa npu Temneparype 10 25 °C we Gonee 10 cyTox.
Cpox romuocru: 12 mecsaues. HaGopel momkHel ObITh aaanTHpOBaHhl Ha
aBTOMATHYECKHI HMMyHO(epMenTHbIH ananu3atop JIASYPUT u I'TI (UDA).

859 530,00

21
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Trichomonas
vaginalis — [gG-
HU®DA Habop
peareHToB As
HMMYHO()EpPMEHT

Habop pearentoB wns MMMYHO()EPMEHTHOTO BHIABNCHHA HMMYHOTNOOYIHHOB
knacca Gk Trichomonas vaginalis. Xapakrepuctukn HaGopa: Meron
OTpeJieyieHHsl OCHOBaH Ha TBEPAO(AIHOM HMMYHO(EPMEHTHOM aHAMH3E C
NpHMEHEHHeM aHTHrena wuuroaaresuHa Trichomonas vaginalis, koTopsiit
HMMOOHIH30BaH B JyHKaX TOJMCTHPONOBEIX MiaHmeroB. Bo Bpems nepsoii

823 200,00

10




HOTO BBISIBIICHUA
WMMYHOTO0YIIHH
oB Kacca G
Trichomonas
vaginalis.96
onpeneneHui

WHKYOAUMK TPOHCXOAMT CBASHIBAHHE CIEUHPUIECKIX IgG x Trichomonas
vaginalis, COHEPXAIIMXCH B HCCIEHYEMBIX o0pasuax ChBOPOTOK KpPOBH, C
MMMOGHITM30BAHHBIM Ha [IOBEPXHOCTH JYHOK CTPHIIOB aHTHreéHoM Trichomonas
vaginalis. Ha BTopom 3rame antuTena x IgG vuenomexa, Mmeuenmusie
TMEPOKCHAA30H XPEHA, CBA3BIBAIOTCA C KOMIIEKCOM «aHTHreH-aHTHTeNo». Bo
BpeMs TpeTheH HHKyOauum ¢ pacTBOpOM TeTpameTunOensHanHa TIDOHCXOIHT
OKPAaMIHBAHWE pAacTBOpPa B JIYHKaX, COAEPIKAIUMX KOMIIEKCHl (AHTUIEH-
auTureno». Komndectso onpenenennii: HaGop paccuuran Ha npopencHue 96
aHanusos. Bosmoxknb 12 HesaBucHMBIX mocTaHoBok MDA no 8 aHamusos
Kaicnad, BKJIOYAS KOHTPONMH (O 3 JyHKH HCMONBSYIOT UIA MOCTAHOBKH
KOHTpONe#), AHammsupyemeie 06pasipi: Homyckaercs  uemons3oBanue
00pasuos, XpaHUBIIMXCS NpH Temmnepartype (2-8) °C He Gonee 5 cyTok, mub6o
mpH Temneparype MuHyc (20+£3) °C, ecnmu HeoGXxomuMmo 6Gonee WIHTENBHOE
Xpauenne. Obnem ananusupyemoro obpasma: 20 MKJI; UyBCTBUTENLHOCTE MO
IgG k Trichomonas vaginalis no CTAHIAPTHOH maHenu npeanpuaTtua 100 %,
Creundmarocts no IgG x Tri-chomonas vaginalis mo cTaHmapTHON maHeaH
npeanpuatua 100 %. JnutenbHocTe ananuza: 90 MUHYT; Perucrtpaums u
OueHka pesynbtatoB: Pesynsrater HM®A perucTpuposats ¢ HOMOLIBIO
cnextpopoTometpa, usmepss OI1 B aByxBonHOBOM pex<uMe: OCHOBHOH GHIETP
— 450 uM, pebepenc-punbtp — B amanasome 620-650 HM. Jomyctuma
PETHCTpallid  PE3YNBTAaTOB TONBKO ¢ umstpom 450 ©M. Brieegenue
CEKTPOQOTOMETPA HA HYNEBOK ypoBeHD («Gnanky) OCYLIECTBJIATH 110 BO3AYXY.
Cocrap nabopa: miaHmwer pas6OpHBIA ¢ UMMOGHIM3OBAHHBIM AHTHIEHOM
Trichomonas vaginalis — 1 wrT.; nonoKHTENBHEI KOHTponbHbIi 06pasen (K+),
MHAKTMBUPOBAHHBIH — | Qur., 0,5 MI; OTpHLATeNBHBIN KOHTPOMBHBIN 06pasern
(K-), nnakrueuposanusiii — 1 ¢, 1 Mo KOHBIOTAT, THO(HIKM3HpOBaHHBIH — 1
$n.; 25-kparhplii KOHUeHTpaT (ochaTHO-CONEBOro Bydepnoro pacteopa c
TBUHOM — 1 (1., 28 My1; pacTBOp /U1 IIpe/IBAPHTENLHOTO Pa3BeaCHHS (PITP) - 1
¢un., 3 m; pacTBOp MNA paseenenus ceiBopoTok (PC) — 1 ¢ur., 13 mu; pactsop
AnA - pasBeacHuA  kowstorata (PK) - 1 ¢m, 13 wmm  pactsop
rerpameTinbensumuna (TMB) — 1 ¢, 13 mn; cron-pearent — 1 ., 12 mm,
Ha6op nomomHUTENbHO KOMIUIEKTYETCA: TIEHKAMM [UIA 3aKICHBAHMS [UIAHIIETa
— 3 IT.; BAHHOYKAMH JI PEAreHTOB — 2 IUT.; HAKOHEYHUKAMM JUIA TTHITETKH HA
4-200 mxn — 16 wr. [Jns yno6erea Bee ¢nakoHst ¢ peareHTaMu HMMEIOT
LBCTOBYIO ~MACHTH(MKALMIO. VCNOBHA XPAaHEHHA M TPAHCTIOPTHPOBKH:
TpancrnoprupoBanue HaGopa MOMKHO NPOBOAUTLCA TIPH Temmneparype (2-8) °C.
Homyckaercs TpaHcnopTMpOBaHHE Ipu Temmepatype 1o 25 °C me Gonee 10
CYTOK. 3amopakuBaHMe He AOmyckaercd. XpaneHue Habopa B ymakoBke
NPEANPHUATHA-HIrOTOBUTENA JO/KHO NMPOM3BOLMTECS TPH TeMmmepatype (2-8)
°C. 3amopaxwuBanue He nomyckaercszo Cpok rogHocTH: 12 mecsues, Ha6opni
HOMKHEL OBITH ANANTHPOBAHBI HA ABTOMATHYECKHHN HMMYHO(EpPMEHTHBI i
ananusatop JIA3YPUT u I'TI (MDA),

Habop peareHTOB 1171 MMMYHO(EPMEHTHOTrO BBISBIEHHS UMMYHOTIO0YTHHOB
knacca A k anturesam Ureaplasma urealyticum. Xapaxtepucruxu Habopa:
OcHoBHBIM CBO¥iCTBOM HaGopa SIBAKETCS CNOCOGHOCTD BLIABNATH B CBIBODOTKE
(rrasme) kposu venoseka amturena knacca A k Ureaplasma urealyticum 3a

Ureaplasma CHET MX B3AUMOACHCTBHMA C OYMILEHHBIMH PEKOMOWHAHTHBIMH AHTHTEHAMH
urealyticum - IgA | Ureaplasma urealyticum, HMMOGWIM30BAHHBIMH Ha NOBEPXHOCTH JIYHOK
- UDA (Tecr- miaHwera. OOpa3soBaHHE KOMIIEKCA AHTHTEH-AHTHTENO) BHIABIAIOT C
cHcTeMa NOMOILLIO MMMYHO(EPMEHTHOrO KoHBorata. Konmuectso onpemenenmii: 96
uMmyHodepmenT | onpenenewuit (cTpuim), Bkaovas KoHTponH, O6bem aHalH3Hpyemoro obpasua:
| Has ans 20 Mxn. YyBCTBUTENBHOCTE H crneun(hUIHOCTE MO HMMyHOrnoOynuHaMm knacca 1399
34 | BriABREHHS A k anturenam Ureaplasma urealyticum — 100%. JimurensHocTs anamm3a: 85 440.00 17

uMMyHOrnoOynus | MuHyT. PerumcTpamms W oueHka  pe3ysnbTaTros: pesynbratet MDA :
HOB Knacca A K PCTHCTPUPYIOTCS C MOMOWIBIO CEKTPOGOTOMETPA, OCHOBHON (imbTp 450 HM,
aHTHreHam pedepenc-punptp 620-655 um. Komnnextauua HaGopa: miaHmer pa3bopHsi ¢
Ureaplasma MMMOOMITH30BaHHBIM PeKOMOHHAHTHBIM anTirenamu Ureaplasma urealyticum—
urealyticum) 12x8 | | wr.; mOnOMUTENBHBI KOHTPOMbHBIA obpasen (K+) — 1 ¢, 0,5 mm
OnpeAenCHMIl OTPULATENbHBIH KOHTpONbHBIA o6pasen (K-) — 1 ¢n., 1 mn; kowbiorar

(anTuTena k IgA 4enoseka, MEYEHHbIE NEPOKCHAA3OI xpena) — | ¢u1.; pacteop

AnA npeasaputenbHoro passenetus (PIP) — 1 ¢, 3 mn; pazsopsuuii 6ydep

ana coisoporok (PBC) — 1 ., 13 mn; pactsop mis passenenus koHbiorara

(PK) — 1 ¢n., 13 mn; koHuentpar docdaro-conesoro Oydeproro pactsopa ¢




TBuHOM (PCB-TY25) - | ¢, 28 MJT;

PacTBop Tetpametunbensuauna (TMB) —
I ¢n., 13 mn; cron-pearenr — 1 .,

12 Mn; nnénka g saknensanus MaHmera
— 3 WIT.; NNACTHKOBAsA BAHHOYKA INA PCareHTOB — 2 IT.; HAKOHEYHHMKH IS
IUNETOK — 16 WT.; nnanmer ns [IPEABAPHTENILHOTO Pa3BeaeHUs HCCJIEYEMBIX
obpasnos — 1 mr. Jnst ynoberea Bee ¢nakons! ¢ PCareHTaMu HMEIOT UBETOBYIO
unenTaukanuio, Venosus XPaHCHHA M TPAHCIIOPTHPOBKM: XpaHHTh TIpH
Temneparype 2 — 8 ¢C. Jlonyckaercs TPAHCTIOPTUPOBKA NIPM TeMmmepaType A0 25
€C He 6onee 10 cyrox. Cpok romsocTa: 12 mecaues. Habopel nomkuer 6piTh

ANaNTHPOBAaHBI Ha  ABTOMATHYECKHI UMMYHO(EPMeHTHBIH

dHAMTH3ATO|
TIA3YPUT u ITT (MDA). i

Ha6op pearentos mns UMMYHO(EPMEHTHOTO BbISBEHMS HMMYHOTIOOYIHHOB
knacca G x awrurenam Ureaplasma urealyticum. Xapakrepuctrxu Habopa:
OcHOBHEIM cBOiCTBOM Habopa ABNSETCA CHOCOBHOCTD BHIABIATH B CBIBOPOTKE
(masme) xposm wenoeexa amThtena xmacca G x Ureaplasma urealyticum 3a
CU€T WX B3AaMMONEHCTBHMA C OMHIICHHBLIMH PEKOMOMHAHTHBIMM AHTHIrE€HAMH
Ureaplasma urealyticum, #MMoGuIH30BaHHEMY Ha TMOBEPXHOCTH JIYHOK
mianmera. O6pasosanue KOMIUIEKCA KAHTHIGH-AHTHTENO» BHIABISIOT C
MOMOIIBIO HMMYHO(EPMEHTHOTO KOHBIOraTa, KonudecTso onpemeneHud: 96
ONPENENEeHUH (CTPUM), BKIIOYAA KOHTpOIn, Obbem aHanusupyemoro obpasua:

Ureaplasma 20 mx. YyBCTBHTENBHOCTD ¥ Cnenu(pUYHOCT M0 UMMYHOrTOBYIMHAM KIacca
urealyticum - IgG | G k auturenam Ureaplasma urealyticum — 100%. [lurensHocTs asanu3a; 85
- UDA (Tecr- MUHYT.  Perncrpaums ¥ omeska  pe3ysbTarTos: pesymeratel MDA
cucrema PETHCTPHPYIOTCA C MOMOIIBIO CTEKTPOHOTOMETPa, OCHOBHOM (uasTp 450 HM,
HMMYHO(pepMeHT pedepenc-duneTp 620-655 M, Kommexramms Habopa: ruraHmeT pasGopHbIi ¢
Has Ui MMMOGU/IH3OBAHHEIM PEKOMOMHAHTHBIM AHTHI€HAMH Ureaplasma urealyticum— 1 399
35 | BeIABlIEHAA | mT., nonoxuTenbHbIA KOHTPONBHBIHK obpasen (K+) — 1 ¢n., 0,5 mm 440,00 17
MMMYHOTTIODYTHH | OTPHUATENbHBIH KOHTPONbHbII obpasent (K-) — 1 ¢m, 1 Mm; koHBIOraT ’
HOB knacca G k (anTuTena k 1gG yenosexa, MeYeHHBIE MepOKCHIA30M xpena) — 1 ¢n.; pactop
aHTUreHam Ani npeasaputensHoro passeneHus (PIIP) — 1 ¢in., 3 mn; passogsumit 6ydep
Ureaplasma ana ceiBopotok (PBC) — | ¢m., 13 mui; pacTsop mis pasBenenus koHbrorara
urealyticum) 12x8 | (PK) — 1 ¢un., 13 mu; konuentpar pocharHo-coneroro 6ydeproro pacteopa ¢
ONpeneNeHnH tBuHOM (PCB-Tx25) — 1 ¢., 28 mun; pactBop TeTpameranbensumuna (TMB) —
1 ¢n., 13 mur; cTon-pearent — 1 dur., 12 MiI; WIEHKA A4 3aK/IEHBAHUS TUTAHIIETA
— 3 IUT.; IIACTHKOBAA BAHHOYKA IS PEATEHTOB — 2 INT., HAKOHEYHHKH LA
MHNETOK — 16 IWIT.; IMIAHIWET AJI NPeABaPHTENBHOTO Pa3sBeNEHNS UCCIIEMyeMBIX
obpa3suos — 1 wr. [ing yaobersa Bee (PnakoHbl ¢ peareHTaMi HMEIOT BETOBYIO
MAEHTU(HUKALMIO. YCNOBUS XDAaHEHUA M TPAHCTIOPTHPOBKM: XPAHHMTH IIPH
Temnepatype 2 — 8 °C. JlonyckaeTca TpaHCIIOPTHPOBKA MIPH TEMIepaType 1o 25
°C ne 6onee 10 cyrok. Cpok ropnocts: 12 mecaues, Habopsr nomxab1 651Th
ajanTUpOBAHbL HA  ABTOMATHYECKMA HMMMYHO(QEDMEHTHBIH  aHaNTU3aTOp
JIABYPUT u I'TI (UDA).
Hafop peareaToB mid MMMYHO(DEPMEHTHOrO BBISBICHHA BHAOCHEUHGBUYECKHX
nmmyHornobynunoe knacca G k Chlamydia trachomatis. Xapakrepuctuxu
Xonamu C Habopa: OcHOBHBIM CBOWCTBOM Halopa ABIAETCA CNOCOOHOCTH BHIABNATH B
trachomatis- IgG- | ceiBopoTke (IU1a3Me) KPOBH UENOBEKA Bunocneumtimecxue aHTuTena knacca G
crpun (Tect- k Chlamydia trachomaltis 3a ¢uéT HUX B3aHMOOEHCTBMA ¢ PEKOMOHHAHTHBIM
cucrema AHTMreHOM, MMMOOMNM30BAHHBIM HA  IOBEPXHOCTH JIYHOK CTDMIIOB.
uMmyHopepmenT | O6pa3zoBaHHE KOMIUIEKCA (AHTUICH-AHTHTENO» BBHIABIAIOT C  MOMOIIBIO
Has IS uMmyHoepmenTHoro koHbiorata. Konmyectro onpenenennti: 96 onpezenenuii
BBISBICHHA (ctpun), Brmouas KOHTpoiH; O6beM aHanu3upyemoro ofpasma: 20 M
supocrenepuaec | Yyscteurensnocts: no  OCO 42-28-313-00, BKJIOHAIOMETO oﬁpasigu 1
KHX ceiBopoTok, comepxamue IgG x anturenam Chlamydia trachomatis, 100%. 2182 25
38 nummyHorno6yun | Creuudranocts: mo OCO 42-28-313-00, siiouaiowero ofpasi . 4 250,00
Hos kiacca G K e comepwamue IgG k anrturenam Chlamydia trachomatis, 100/0:
AHTHreHaM JinutensHocTh aHanusa: 85 MuHyT; PerncTpanms W oOueHKa pezymramB;
| Chlamydia pesynbTaTsl DA perucTpUpYIOTCs C NOMOMIBIO CIEKTPO(OTOMETPA, OCHOBHOMA

trachomatis B
CBIBOPOTKE
(nnasme) KpoBH
yenopexa) 12x8
onpejeneHuH

dunptp 450 nM, pedepenc-gpunbTp 620-650 nm; Kommiekraumus naGopa:
nuTaHieT pa3bopHsIi ¢ MMMOOHTH30BAHHBIMH PEKOMOMHAHTHEIMH AHTHTEHAMH
C. trachomatis — 1 wT.; monOKHTENbHBII KOHTpONbHEIH obpasen (K+) — 1 du.,

0,5 mu; oTpHuaTeNbHBIA KOHTpONbHbIA obpasen (K-) — 1 ¢u., | mm; kowstorar
(auTuTena x IgG wenoseka, MeveHHbIe nepokcHnasoi xpexa) — 1 ¢n.; pacrsop
mia nmpensaputenbHoro passeaenns (PITP) — 1 ¢, 3 wmn; pactsop W
passegenus ceiBopotok (PC) — 1 ¢, 13 mn; pacTBop na pa3BeacHHs




konbiorara (PK) — 1 ., 13 My KOHLEHTPAT (ocparho-conesoro Gydeproro
PacTsopa ¢  tBuHOM (®CB-Tx25) — | br, 28 wmn pacTeop
TeTpamMeTHnOe H3uaANHA (TMB) - 1 ¢, 13 MJI; cTon-peareHtT — 1 ¢n., 12 mn;
TNEHKA AN 3aKIEMBAHNS MIaHWeTa — 3 LIT.; BAHHOYKA [UTA PeareHToB — 2 IIT.;
HAKOHEHHWKH 1A nunetok — 16 wr. [1s ynoBersa see (raxonst ¢ pearentamu
MMEIOT LIBETOBYIO HAEHTHGMKALMIO. Y C0BUs XPaHEHHA W TPAHCTIOPTHPOBKH;
XpPaHUTL npu Temnepatype 2 — 8 °C. Homyckaercs Tpancnopruposxa npu
Temnepatype 10 25 °C ne 6onee 10 cyrox, KOHUCHTPHPOBAHHEIH pacTBOp
KomeroraTa — mpu (2-8)°C no 1 mecsua, Cpok roxrocTH: 12 Mecamnes. Habopst
ROKHBl  GBITh ananTupoBambl Ha ABTOMATHYECKHH HMMYyHO(bepMeHTHEIi

Xnamu C
trachomatis- [gM-
crpun (Tecr-

ananusarop JIASYPUT u I'TI (MQA).

Habop pearenTos nna MMMYHO(EPMEHTHOrO BhIABIEHHAS BUIOCTIEUHbHYECKHX
MMMyHOrnobyauHos knacca M K Chlamydia trachomatis, XapakTepHCTHKH
Habopa: OCHOBHEIM CBOHCTBOM Habopa sBfeTCA CHOCOBHOCTE BBLISBIATH B
CEIBOPOTKE (11a3Me) KPORH uYeloBeka BUnOCTIe M uueckue anTuTeNma Knacca M
k Chlamydia trachomatis 3a cuér ux B3aUMOICHCTBHA C pexOMOMHAHTHBIM
AHTHTCHOM, HMMOOWIM3OBAHHEIM Ha TIOBEPXHOCTH  JIYHOK  CTPHIIOB.
O6pazoeanue Kommnexca “aHTHTCH-aHTHTE/I0» BBIABIAIOT C IIOMOIIBIO
HMMYHO(epMEeHTHOTO kKoHBIoraTa, Konmaectso omnpeneneHuit: 96 onpeneneHuit
(ctpum), Bkmouas konTpomn; Obvem amamusmpyemoro ofpasua: 10 Mk
HysersutenpHocTs: o IgM k Clamydia trachomatis no cramnaprsoi maHenu
MONOMKHTENbHBIX  00pasuoe  mpeanpuatus  CITIT  05-2-181,  100%.
Creuuduunocrs: o IgM k Clamydia trachomatis no crammaprsO# naHenH

cHcTeMa OTpHUATENbHBIX 0Opasuor npeanpusta CITI 05-2-181, 100%. JnutensHocTs
HMMYHO(EpPMEHT | aHammza: 85 MHHYT; PerucTpauus u oueHKa pesysbTaToB: pesynsTatel HOA
Has ans PETHCTPHPYIOTCA C NOMOIIBIO CIIEKTPO(OTOMETPA, OCHOBHOI GwreTp 450 HM,
BBLABJICHHA pedepenc-dunsTp 620-650 Hv; Kommmextarms Habopa: miaHmeT pa3GopHEI ¢ 2182
37 | Bumocnenehudec | WMMOBUIHIOBAHHEIMY pekombuHanTHEMY anTHrenamu C. trachomatis — 1 mr.; 250.00 25
KHX TONOKHTENBHBIH KOHTpONbHBIA 06pasen (K+) — 1 o, 0,5 m; otpunaTe s sl ’
MMMYHOFIOOYIMH | KOHTpONbHBIH 06pazew (K=) = I ¢n, 1 mn; xowstorar (anTurena k IgM
HOB Knacca M k I€NOBeKa, MCYEHHbIE nepokcunasod xpeHa) — 1 ¢n; pactop mas
aHTHreHam NpeasapuTenbHoro passeaenus (PIP) — 1 ¢, 3 mm; pacteop asa passeneHus
Chlamydia ce1BOpoToK (PC) — 1 (1., 13 mm; pacTBop juist passenenus KOHBIOTaTa (PK) -1
trachomatis) 12x8 | ¢u., 13 mu; konuentpar pocparso-conesoro 6yteproro pacreopa ¢ TBHHOM
ompeneneHui (@CB-T*25) — 1 ., 28 M11; pacTBOp TETPAMETHNOEH3HIMAA (TMB) -1 ¢n., 13
MJI; CTON-pearenT — 1 ¢ur., 12 mr; muékka ang 3axierBasEus MiaHmeTa — 3 mT.;
BAHHOYKA Ui PEareHTOB — 2 INT., HAKOHEYHHKH JUIA IMOETOK — 16 mT.,
INAHIET I3 OpPEABAPUTENPHOrO passesienusa — 1 mr. Jlns ynobertea Bee
(naKoHbl C peareHTAMH WMEIOT UBETOBYIO MIEHTHDMKALMIO. VCIOBHS
XpaHCHHA W TPAaHCNOPTMPOBKM: XPAaHHTL Mpu Temmepatype 2 — 8 °C.

' Honycxkaetca TpaHCnOpTHpPOBKa NpH Temnepatype 10 25 °C ue Gonee 10 CYTOK.
KOHLEHTPHUPOBAHHBIH PacTBOP KOHbiorata — mpH (2-8)°C no 1 mecama. Cpok
romHoct: 12 mecaues. HaGopel gomxHBl  ObITH a[anTHPOBAHEI HA

| aBTOMATHYECKHMH HMMYHOepMeHTHbI ananusatop JIASYPUT u I'TT (UDA).

‘ Habop pearenTos s mMMyHO(DEPMEHTHOIO BLABICHHA BUIOCTIELMMHECKHX
umMmMyHornobymuros knacca A x Chlamydia trachomatis. Xapakrepucruxu

Xnamu C. Habopa: OcnoBHbIM cBOHcTBOM Hafopa SBASETCS CIIOCOOHOCTH BEISBIATE B
‘ Trachomatis — CbIBOPOTKE (TU1a3Me€) KPOBH HE0BeKa BUAOCTEUH(HYECKHE aHTHTENA K1acca A
[gA (Tecr- i Chlamydia trachomatis 3a cuér ux B3auMOAENCTBUS ¢ MMMOGHIHIOBAHHBIM
cHcTeMa HA NOBEPXHOCTH JYHOK CTPHIMOB PeKOMOMHAHTHBIM aHTHreHOM. O6pasoBanue
‘ HMMYHO()CDMEHT | KOMIUIEKCA KAHTHTE€H-AHTHTENON BELBIAIOT C IOMOLIBIO HMMYHO(EDPMEHTHOrO
HasA s xonbiorata. Konwuecrso onpepenenmii: 96 onpepenennit (cTpun), BKmOuas
‘ BBIABEHHA koHTponH. Ob6beM aHanmsupyemoro obpasua: 20_ MKJI. UyBCTBHTENBHOCTE MO 2182
38 | Bupocneueduyec | supocnemmdrieckum IgA x Chlamydia trachomatis s 100%. Croenuduunocts 250.00 25
KHX no eugocnenudaecknm [gA k Chlamydia trachomatis, - 100%. JlnurensrocTs ’
nMmyHornobynun | ananusa: 85 muHyr. PerucTpauus H OueHKA pPe3yNbTATOB: PE3yNLTATI HOA
HOB Khacca A k PErUCTPUPYIOTCA C MOMOLIBIO cnexrpoq)momema, OCHOBHOH (GumeTp 450 HM,

I AHTHreHaM peepenc-punbtp 620-650 nm; Komnnekrauns nabopa: nnanmer pa:*:ﬁopumﬁ c

| Chlamydia HMMOGUNH30BaHHBIMH pekoMOHHaHTHLIMHU anTHreHamu C, trachomatis — | m'r.-;

| trachomatis) 12x8 | monoscuTebHbIH KOHTPONbHBIA obpasew (K+) — 1 ¢n., 0,5 mn; oTpunarenshsrii

| onpeneneHui koHTponbHblit obpasen (K-) — 1 ¢m, 1 mn; xowstorar (amTnrema x IgA

UYE/IOBEKA, MEHCHHBIC rMepokcHAa3od xpewa) — 1 ¢un; pactsop mna
npeasapuTenbHoro passenenns (PITP) — 1 ¢, 3 mn; pacTBop 1ist passenennus




ceisoporok (PC) — 1 dn., 13 mn; pactsop mns passepenus kowstorara (PK) — 1
(., 13 mn; xoHuenTpar dhocdarHo-conesoro 6ydepHoro pacreopa ¢ TBHHOM
(©CB-T*25) — 1 §m., 28 mn; pacTeop TeTpamernnbernsummna (TMB) — 1 i, 13
mi; cron-pearedT — 1 ¢, 12 mor; nnéHka a1a 3aKIeMBaHHA [UIAHIIETa — 3 T,
BAHHOYKA [UIA PEAreHTOB — 2 INT., HAKOHEYHMKHM A TMIETOK — 16 wr. s
ynobeTea Bce (NAKOHBI C PEAreHTAMH MMEIOT LBETOBYIO HIOEHTH(HKALMFO.
YCnoBns XpaHEHHs W TPAHCTIOPTHPOBKH: XpaHUTE TpH Temneparype 2 — 8 °C,
Honyckaetes TpascnopTipoBka npy Temnepatype 10 25 °C He Gonee 10 CYTOK.
KOHLEHTPUPOBAHHBIA PacTBOp KoOHbIOraTa — mpH (2-8)°C mo 1 mecsma, Cpok
romHoctu: 12 mecaues. Habopsl nomkHbl 6bIT  amanTHpOBaHBI  Ha
aBTOMATHYECKHMI UMMYHOpepMeHTHELH ananusatop JIAZYPHUT u I'TI (UDA).

B-HBs-anTuren

Tecr-cucrema ummyrodepmentHas Ans Beissnenns HBsAg ¢ HCMIONb30BAHAEM
PEKOMOMHAHTHOrO AHTHIeHA M MOHOKIOHATBHBIX aHTHTEN. XapaKTepPUCTHKH
Habopa: [lpunumn meroma s3akmouaerca BO B3auMmoneiictema HBsAg ¢
MOHOK/IOHA/IBHEIMH @HTHUTENIAMH HA MOBEPXHOCTH JIYHOK ranmera. KoMruieke
“AHTUTEH-AHTUTENO) BLIABJAIOT ¢ NOMOIUBIO KOHBIOTATAa MOIHKIOHATBHEIX
AHTUTEN ¢ NEPOKCHOA30i xXpeHa. MunumaneHas koHuentpaums HBsAg,
BBIAB/IAEMAA C [IOMOLOBI TECT-CHCTEMBI, COCTAB/IAET 10 OTPACIEBOMY

(TecT-cucTeMa craHmaptHomy obpasuy (OCO) HBsAg 0,05 ME/mn.  Konudectso
HMMyHO(EpPMEHT | onpepenemit: 96 onpeaeneHuii (CTpHN), BKmoYas KOHTpomH; OGBeM
Has njd a”anusupyemoro obpasua: 100 mkn; Yyscteurensnocts: 100%. 0,05 ME/Mn
OMpeaeNeHUs npu nponeaypax 1 u 2, 0,1 ME/mn npu npouenype 3. CrnemuduaHOCTE: 1O
Hbs-anTHreHa ¢ OCO 42-28-311 -00 100%. InutenbHocTs ananu3a: ot 90 MunyT; Peructpanus
MCTIONB30BAHHEM | M OLEHKA pe3ynbTaToB: pedynstathl MOA permcTpupyroTcs ¢ MOMOIIBIO
PEKOMOMHAHTHOT | criekTpodoToMeTpa, ocHOBHOH GuibTp 450 1M, pedeperc-punbtp 620-650HM;
39 | O AHTHMICHA U Komnnekrauus nabopa: Ilnanmer pasbopeii ¢ MMMODMIM3OBAHHBIMH 1994 45
MOHOKJIOHAJIbHBIX | MOHOKNOHA/BHBIMH aHTHTeNaMH k HBsAg - lmr, CnabononoxHTenbHbIi 400,00
antuTen(oAHocTa | KOHTponbHbiA Obpasen HBsAg (K+cmab) - | ¢makon, IlonoxurensHsri
| JUHHAS KOHTponbHEIA OOpasen (K+) - 1 ¢nakon, OrtpuuatenbHelH KOHTPONBHEIH
NOCTAHOBKa) obpasen (K-) - | ¢makon, Kowusiorar - 1 dmakon, Pacteop ang paseemenms
UyecteuTenpHOCT | koHbiorata (PK) - 1 durakon, 25-kpaTHelii KoHueHTpaT (ocdaTHO-CONEBOro
b— 0,05ur/Mn o | 6ydeproro pacreopa ¢ tBuHOoM (PCB-Tx25) - 1 ¢uakon, Llurparso-
OCOTI'MCK) tocaruntii Gydepuerii pacteop (LIPP) | dnakon, Terpamerunbensunun
12x8 (TMB) - 1 ¢nakon, Cron-peareHt - | (nakon, IIneHka U 3aKnNeWBaHUs
onpeacaeHu nnadweTa - 2 wTt, BaHHOYKa Ana peareHToB - 2 mT, HAaKOHEUHHKHM i
munerky Ha 4-200 mkn - 16 wr; [na ynobersa Bce (uiakoHBI ¢ peareHTamMu
HMEIOT LBETOBYIO MACHTH(HKAUMIO, YCIOBHA XPAHEHHA M TPAHCIOPTHPOBKH:
xpauuth npu Temmeparype 2 — 8 °C. [lomyckaeTca TpaHCHOPTHPOBKA IpH
temnepatype go 25 °C He Gomee 10 cyrox. Cpok rogHocT: 24 MecsAues.
Habopsr  momkHEI OBITh ~ aDATITHPOBAHBI  Ha ABTOMATHIECKHI
ummyHodepmeHrTHBIH ananuiatop JAZYPHUT u I'TI (MDA).
| Habop pearenTor anst uMMyHO(EPMEHTHOrO MOATBEPHAEHUA Hamuaus HesAg.
B-HBs-antures, TlpAHUKMN MeTOOa 3alJIFoYaeTcs B [POBEAGHHM pEaKkLHH HEeHTpaTH3aluH
noareepxnarown | (konkypentheti MPA) HBsAg B wucecnenmyemom ofpasue ¢ nomoursio
it rect (Tect- NONHKNOHAILHEIX AHTHTEJ, COAEPKALUMXCA B PACTBOPE MNOATBEPIKAAOIIErO
cucTema arenta. [lonuknoHanbHble aHTHTENA B PacTBOPE TMONTBEPKHAIOLWIETO areHTa
HMMYHO(EPMEHT | PEarHpylOT ¢ @HTHreHHBIMH nerepmuHantamu HBsAg, mpensrcrteys
Has i CBA3BIBAHWIO aHTHTEHA C aHTHTENaMH Ha TBEpHOH (ase W B COCTaBE KOHBIOTATA.
MOATBEPIKAEHHA Ipu namuanm B obpasne HBsAg rabmonaerca He menee gem 50% crwkeHue
npucyrcteusa Hbs | snauenus ontuuecko# nnotHoctd (OI1) B xonkypentHom MDA no cpasnenmio
aHTHUreHa ¢ co 3uauenuem B npamom H®A. UyBcTBHTENbHOCTE KOHTpPONMpYeTCs Mo
40 | MCMOML3OBAHHEM | PASBEACHHAM cTaHgapTHOrO o0pajua npeanpusaTus, cogepxamero HBsAg 592 280.00 13
pexombunanTHor | cybrunos ad u ay. Pacteopei COIl HBsAg ad, ay ¢ konuentpauuei#t HBsAg : -
0 AHTHreHa W 0,05 ME/mn u en. I1-O/mn (npoueaypa 1) u 0,01 ME/Mn u en. I1-D/mn
MOHOK/IOHANBHBIX | (mpoueaypa 2) MAODKHBI WHTEPNPETHPOBATBCA KaK IOJIOKHTENBHBIE, T.€.
antuten(ogHocta | comepxamue HbsAg. CrneunHYHOCTE KOHTPONHDYETCA MO CTAHAAPTHOM
JIHiiHag MaHe/IH NpeanpuaATUs 06pasuoB CHIBOPOTOK KpOBH, He copepxamux HBsAg, u
TMOCTAHOBKA) cocrasnsier 100%. Bcee ceisopotkn CITIT (100%) nomknel mHTepnpeTHpOBaTHCS
UyBCTBMTENBHOCT | KaKk OTPHLATENbHBIE, T.€. He conepkaume HbsAg. JluarHocthdeckas
b — 0,05Hr/MJT IO | YYBCTBUTENBHOCTB: KITMHHYECKHE MCTILITAHNA, npoBeAEHHLIE Ha

OCO I'iCK) 6x8
onpeneneHmii

MONOMKHTENbHBIX 06})2]31.[2!)( CBIBOPOTOK H MJ1a3M KPOBH OT OONBHBIX renaTtuToM
B B ocrpoii u xpouuieckoil (hopmax, mokazann 100% uyBCTBHTENBHOCTD
| (uurepBan  98,9%-100% ¢ nosepHTenbHOIl  BEPOATHOCTHIO  90%);




JnarHocTHYeCKas CHCUH(HIHOCTE: KIMHHYECKME MCIBITAHMS, NPOBENEHHBIE
Ha OTPHULATEIBHBIX 00pa3Lax CHIBOPOTOK M IUIA3M KPOBH OT YCIOBHO 3M0POBEIX
INOHOPOB KpOBH, OONBHBIX C JAPYTHMH WHQEKUHOHHBIMH 3a60NIeBAHHAMH
(boneurie remarurom C, rematurom A, BUU-unbumuposanHbie maumenTs:),
MALMEHTOB C MONONHTENBHBIM PEBMATOMAHBIM (DAKTOPOM, GepeMeHHHIX H
MHOTOPOXABIUMX OkeHIUMH, nokasand 100% cneundmarocTh (uHTEpBan
98,7%-100% ¢ [NOBEpHTENLHOH  BEPOATHOCTBIO 90%). Kommuectso
uccnenoBanuii: Hafopa paccuMTaH Ha mpoBeseHWe 48 aHANH30B, BKIIOYAA
KOHTpOnu. Jlnst wuccnefoBanus Hebonbmoi naptuu npo6 BO3MOKEBI 6
He3aBHCHMEIX mocTanoBok M®A no 8 amanmsos, Bkmouas KOHTPOMBHEIE.
BoamoiHo ncnonesosanne HaGopa B asromatiueckux MMA-aHanmusaropax.
Ananmmsupyemele 06pasuel: [1is aHATH3A HCMIONB30BaTH 06PA3LE! CHIBOPOTKH M
TNa3MEL (MONTy4eHHOH ¢ HCTIONB30BAHHEM B KAYECTBE AHTHKOArYJIAHTA LIHTPATa
Hatpus, renapuia wiu OJITA). Jlomyckaercs wucrons3oBanHe 06pasios,
XpaHMBIIMXCA npH Temnepatype (2-8)°C ue Gonee 5 cyrok, nubo mnpu
Temneparype munyc (20+4)°C, ecnu nHeobxomumo Gonee LIHTENEHOE XPaHEHHE
(momyckaeTcs  ONHOKpaTHOE —3aMOpakHBaHMeE/pasMopakmBanue). O6beM
aHanusupyemoro obpasua: 100 mxn. [nutensHocTh aHamu3a: oT 80 MHHYT;
Peructpaums u oueska pesynsratos: PesynmeraTei VMDA T1pH OCHOBHOM
H3MEPEHUH PETUCTPHUPOBaATh C MOMOMLIBIO CcrekTpodoTomerpa, u3mepas OIl B
ABYXBOJIHOBOM peXXHME: OCHOBHOH (mbtp — 450 mM, pedepenc-punsTp — B
Auamasone 620-655 mm, JlomycTMMa perucrpalyd pesynsTatoB H  6e3
pedepenc-puabtpa. Pesyneratsi UDA 1pH BecmomoraTelqsHOM H3MEPEHHH
npoBoaute ¢ ¢uiabTpom 450 mm 6e3 pedepeHc-¢puneTpa. BriBeneHHe
CHEKTPO(OTOMETPA HA HyNEBOH ypoBeHb («OIaHK») OCYLIECTBIATh [0 BO3AYXY.
Cocras  nHabopa:  munammer  pasGopHEf ¢ = MMMOGHIH3OBAHHEIMH
MOHOK/IOHaNbHbIMH antdreNaMd Kk HBsAg - 1 mr; nonoxwrenbHbIHA
KOHTponbHBIH o6pasen (K+), mnakrusupopanueii, comepxut 4,0+2,0 ME/Mn
HBsAg — 1 ¢n, 1,5 mm; cnabononoxutensHelii KOHTPOJBHBEINA 0Opasem
(K+cnab), mnakrupupopanHerii, conepxutr 0,2+0,1 ME/Mn HBsAg — 1 ¢, 1,5
MIT; OTPHUATENBHBIH KOHTPONLHEIH obpasen (K-), nnakrusuposannsiii — 1 ¢ur.,
2,5 Mn; KOHBIOraT, KOHIEHTPAT — IONHKJIOHANbLHBle aHTHTena k HBsAg,
MEYeHbIE nepoxcumasoit xpesa — 1 ¢m., 0,7 mn; pacTBop ans paseemeHus
koustorata (PK) — 1 ¢n.,, 7 mn; xoruentpar docharHo-conesoro GydepHoro
pacteopa ¢ TBuHOM (®CB-Tx25) — 1 ¢n., 28 mm; TerpaMeTUnGeH3HmHH,
konuentpat (TMB) — I ¢n., 1,5 mun; pacteop noarsepskaaiomero arenta (PIIA)
-1 ¢n., 0,8 mn; pacreop mna passencuua obpasuoe (PPO) — 1 ¢, 21 mur;
cyberparsniit Oydepnsiit pactsop (CBP) — 1 ¢n., 13 mim; cron-pearent — 1 ¢,
12 mn. HaGop AOMOJHHMTENBHO KOMIUIEKTYETCA: IUIEHKAMH IUIS 3aKIEHBAHMA
IiaHmeTa — 2 WT.; BAHHOYKAMHE [UIS PEAreHTOB — 2 INT.; HAKOHEUHHKAMMY U
nunerok Ha 4-200 mxn — 16 mr. [ins yaoberea Bee dnakoHs! ¢ peareHTaM#
HMEIOT LBETOBYIO MACHTH(HMKALMIO. YCIOBHA XPAHCHHS M TPAHCIOPTHPOBKH:
TpancmopTHpoBanue HaOpa AO/UKHO TMPOBOAMTHCA BCEMH BHMJAMH KDBITOTO
Tpaxcnopta npyu Temneparype (2-8) °C. [lonyckaeTcs TpaHCIOPTUPOBAHHUE TIPH
temnepatype a0 25 °C ue Gonee 10 cyrok. Xpaneune Habopa B ymakoske
MpEANPHUATHA-H3TOTOBUTENA AOJKHO MPOBOAKTECA NMpu Temneparype (2—8) °C,
Jlpofuoe ucnonb3oBaHne Habopa MOXeT OBITb pEanu3OBaHO B TeveHHe 12
MeCsilEB nocne ero Bekpbitva. Cpok rogHocTh: 24 Mecslia CO JHS BhITYCKa.
HaGope! AOJKHBI BBITH ananTUpOBAHBI Ha 8BTOMATHIECKHI
umMyHo(epMeHTHEIH ananuzatop JIASYPUT u I'TI (MDA).

Ha6op peareHTOB M1 HMMYHO(EPMEHTHOTO BBIABICHHS HMMYHOTJIOOYIHHOB
xnaccoB G u M k Bupycy renaruta C. XapakTepuCTHKH HaGopa: OCHOBHEIM

a:_;Tg — cBoiicTBOM Habopa ABNAETCA CMOCOGHOCTB BBIABIATE B CHIBOPOTKaX (IUTasme)
(Habop kpoeu uyenoseka antutena k BI'C (IgG u IgM) 3a cuet ux B3auMoneiicTeus ¢
peareHTod]B i PEKOMOMHAHTHBIMHM  AHTHIEHAMH, HMMOOMIM30BAHHBIMH HA TIOBEPXHOCTH
HMMYHO®EP h:f:: JyHok niaHwera. O6pa3oBaHHE KOMIUIEKCA AHTHIEH-BHTHTENO BbISBISIOT € 1420
bISBIIE p
4 | HOTOB NOMOLLLIO MMMYHO()EPMEHTHOrO KOWbiorata., KonuvectBo ompenenenwmit: 96 45
| HMMYHOrno0ynnH 650,00
O S onpeneneHu# (cTpun), BKmo4as Kontpond. Obbem ananusupyemoro obpasua:
— 40 miu, Yyscturenshocts: 100% npu KOHTpONE CHIBOPOTOK CTAHAAPTHOl
pycy TNaHey, CofiepalluX H He COlepKAIIHX aHTHTeNa K Bupycy renatura C (OCO
renatura C) 12x8 0
— 42-28-310-02IT).  Cneundmnocts: 100% npn  KOHTpONE  CHIBOPOTOK
P CTAHAAPTHOM MaHENH, COACPHKAWNX W HE CONEPIKALIAX AHTHTENA K BHPYCY
[ | renarura C (OCO 42-28-310-02I1). [InuTenbHOCTh aHanu3a: OT 75 MMHYT.




Peructpaumns w ouenka Pe3ynbTaToB: pesynbrathl MDA peructpupyrotes ¢
MOMOLLBIO CNEKTPO(OTOMETPA, OCHOBHOM (uibtp 450 HM, pedepenc-punsTp
620-650mM. Kommnekrauus Habopa: TlnaHmer meneHbId WIM miammer
pas6opusiit - 1 wr, [TonoxuTenbHbIH KOHTponkHbIH 06pasen (K+) - 1 dnakos,
OTpHuaTeNbHELA KOHTpOMbHBIH obpasen; (K-) - 1 ¢umaxon, Komstorar - 1
(naxown, 25-kparHerit KOHIEHTpaT hocdaTHo-coneBoro Gydepnoro pactsopa ¢
TBUHOM (DPCB-Tx25) - | dnakon, Pactsop s npensapurensroro pasBeneHuA
(PIIP) - 1 ¢nakon, Pacteop ans passexenms ceiBopoTok (PC) - | dnakon,
Pacteop mna passenedus kombiorata (PK) - 1 ¢unakon, CyGerparssiii
Oydepubiii pactsop (CPB) - | dunaxon, TerpamerunGensuaun (TMB) - 1
¢nakon , Cron-pearent - | ¢naxon, [Tienxa wis 3aKIEeHBAHKA IUTAHIIETA - 3
T, BaHHOuKa Ana peareHToB - 2 mt, Hakoweunmku ats mumetkd Ha 4-200
MK - 16 mr; [na ynobersa Bee dnakomsi ¢ PEareHTaMH MMEIOT LBETOBYIO
MACHTHQUKALMIO. YCNOBHS XpaHeHWA | TPaHCTIOPTHPOBKH: XPAHHTH IIPH
Temneparype 2 — 8 °C. JlonyckaeTcs TpaHcnopTHposka TIp4 Temmeparype o 25
°C me Gonee 10 cyroxk. KOHUEHTPHPOBAHHLIH pacTBOp KOHbIOrata (B
NPEABAPUTENLHOM Pa3BENCHNH) MOMNEKHT XxpaneHmio npu (2-8)°C mo |
mecsiua. Cpok rogHocTi: 24 mecaues., Habops nomicHb! GaTh aNanTHPOBAHbI

Ha aBTOMATHYECKHHA HMMYHO(EPMEHTHBIH anammwzatop JIA3YPUT u [Tl
(UDA).
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antn -BI'C
NOATBEPKAAIOLLH
i Tect (Habop
PeareHToB ANs
UMMyHO(EepMeHT
HOTO BBIABJIEHHS
M MOATBEPXKAEHUSA
HATHIHSA
HMMYHOTJI00YIHH
oB x1accos M u G
K BHPYCY
renatuta C) 48
onpeaeneHHA

Habop pearentor ans umMysO(epMeHTHOrO BHIABICHHA H HOATBEPKAEHHA
HAIM9Hs  UMMyHOrOOynuHOB knaccoB G m M k Bupycy rematura C.
XapakrepucTHkE  HabOpa: OCHOBHBIM  CBOHCTBOM Habopa aBnAeTCA
CTOCOGHOCTD BBIABISTE B CHIBOPOTKAX (IUIa3Me) KPOBH 9eIOBeKA AHTHTENA K
BI'C (IgG u IgM) 3a cuer wx B3ammopeiicTeua ¢ PeKOMOHHAHTHBIMH
AHTHTEHAMM, MMMOOHIM3OBAHHEIMH HA IOBEPXHOCTH JIYHOK [LIAHIIETA.
O6pasoBaHne KOMIUIEKCA @HTHICH-AHTHTENO BBIABNAIOT C  MOMOLIBIO
MMMYHOQePMEHTHOTO  KOHborata. Konmmuectso onpenenenmit:  HaGop
PCAareHTOB pacCYMTaH Ha npoBeaeHue 48 aHanu3o0B, BKIOYas KOHTPOIH,
Ipexycmorpeno wucnonesoBamue HAbOpa WACTAMH, B 3aBHCHMOCTH OT
komuuectea mpo6 (or 1 amanusupyemoro ofpasua no 45). Jlpobroe
MCroNb30BaHKWE HA0Opa MOXKeT ObITh peanM3OBaHO B TEYEHHE BCErO CPOKa
rogHocTH. Bo3mMOXHO uenone3zoBaHwe HaGopa B apTOMAaTHUecKkmx HDA
AHANMM3aTOPaX OTKPHITOrO TUna. AHamusupyemsie ofpasupn: [ng anammsa
HMCIIONb30BaTh OOPA3IEI CEIBOPOTKHM ¥ TUIA3MBI (MONYYEHHOM C HCIONB30BAHHEM
B Ka4CCTBE AHTHKOATY/SIHTA LHTPaTa HATPMA, remapuHa wm JJITA).
HoryckaeTes uenons3osanne 0bpasNoB, XpAHHBIIMXCS DU TeMmepaType (2—
8) °C ue Gonee S cyTok, nubo mpu musyc (20+£3) °C ecmu Heobxomumo Gonee
JUTATEIbHOE XpaHeHue. JIMOGWILHO BHICYMEHHBIE IpEnapaThl KPOBH Mepes
HCC/Ie[JOBAHHEM PACTBOPHTh B COOTBETCTBHH C HHCTPYKLHEH IO NPHMEHEHHO
HaHHOTO npenaparta. JXuakue npenapatsl KPOBH, 33 HCKIIOYCHHEM MpPENapaTos
HMMYHOTIOOYTHHOB, HCCIeI0BATE Hepa3Be/ICHHBIMH, ITpenapate
MMMYHOTJIOOYAMHOB ~ Nepel  HCCeloBaHMEM pasBomuts B 10 pas
aucTunnuposanHoHd Bogod. OO6wbem avanumsmpyemoro ofpasua: 40 mkn.
HyBCTBMTENPHOCTE:  Pe3yNbTaT  KAueCTBEHHOrO  BBIABNCHMS  HAGOpOM
umMyHornobynmuaos knaccoB G ¥ M k k BI'C pmomken cOOTBETCTBOBATH
TpeGOBaHNAM  CTAHAAPTHOH MaHEAM ChIBOPOTOK, CONEPKAIMX H He
COAepKAlIMX aHTHTeNa K Bupycy rematuta C | 4YyBCTBMTENBHOCTE IO
anturenam k BI'C — 100%; cneumduarocTs no anturenam k BI'C — 100%.
JnarHocTHyeckas 4yBCTBUTEILHOCTD: KIHHHUECKHE HCIBITAHUA, IPOBEAEHHBIE
HA MOJI0KUTENEHEIX 06pa3Lax CeIBOPOTOK M ILUIA3M KPOBH, B3ATBIX OT GONBHBIX
renatitom C B OcTpoH W XpoHuueckoil dopme, nokazanu 100%
uyscTBUTeNbHOCTE, [lpn  cmewnsannn PC ¢ mnecneayemsiM  obpasuom
(KOHTPONAMM) MPOHCXOAMT H3MEHEHHME LBETA PACTBOPA B JIYHKE IUIAHINETA.
CreneHb M3MEHEHMA LBETA Y pPasiHM4YHBIX OOpA3sLOB MOMKET OTIMYATHCS.
Bo3imoueH  KOHTponb BHeceHHsA 00pasuos (koHrtponmeH) B mynku ¢ PC ¢
NOMOLWIBLIO CNEKTPo(oTOMETPa, NpH AnHHE BonHBI 620 HM. onTHYeckas
MIOTHOCTL B KaMAOH M3 JyHOK, comepaxamwnx PC n uccnenyemuiii obpasen
AomkHa Obite Gonewe 0,400 o.e. [AHTENLHOCTD aHanM3a: OT 75 MHHYT.
Pernctpauns u ouenka pesynstatos: Pesynsratel MDA peructpuposats ¢

| nomoupio - cniekrpodoromerpa, u3mepsas OIl B ByXxBONHOBOM pexmMe:

OCHOBHOH (punbTp — 450 HM, pedpenc-punsTp B nuanazone 620-650 mm.

[lomyckaeTcs perucTpaums  pe3ynsTaToB  TONBKO ¢ (unstpom 450 M.

729 170,00
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Kommnekrauys waGopa: mnanmer pa3bopHsIif ¢ HMMOBHIHIOBAHHBIMH
PEKOMOMHAHTHBIMM  AHTHIEHAMY Bupyca renatuta C, roToBeli s
HCTIONbIOBAHMA — | 1T, NONONHUTENBHBIH KOHTPONBHBIN obpasen (K+) na
OCHOBE  WHAKTMBHDOBAHHOH CHIBOPOTKM KpOBH 4eJNOBEKa, CoMepKALIHIA
anturena k BI'C, roroseiil nna uenonssopanus — | ¢n., 1 Mm; oTpHuaTensHBIH
KOHTponbHbIi 06pasen (K-) Ha ocHoBe MHAKTHBHPOBAHHOH CHIBOPOTKM KPOBH
HenoBexa, He conepxamuit anturena k BI'C, rorossiit ans wemons30sanus — 1
¢, 1 mr xowstorar (cmech aHTHTEN K IgG u IgM uenoBeka, MeueHHBIX
NepOKCHAA30i xpeHa), konueHTpar — 1 ., 1,5 pacTBOp MUIA pasBeleHus
kowbtorara (PK) — I ¢n., 13 mn; pacTsop s passenenus ceiBopotok (PC) — 1
$n., 10 mn; retpamerundensuann (TMB), koHueHrpar — 1 ¢, 1,5 mug
cyberpathuiii  Gygepruiii pactsop (CBP) - | ¢n., 13 mu; 25-xpaTHbrit
KoHUeHTpaT pocdarno-conesoro GydepHoro pactsopa ¢ Teunom (PCB-Tx25)
= 1 ¢n., 28 ma; cron-pearent, roToBbIil AN UCHOAB30BAHMA — | ¢mn., 12 M.
HaGop nomonauTensHo KOMILIEXTYETCA: MIEHKAMI U1K 3aK/TeHBAHMS [UTAHIIETa
— 3 mIT., BAHHOYKAMM IS pearenTa — 2 1IT., HAKOHEYHHUKAMM IS TIATIETOK — 16
WT. YCNOBUA XPAHEHUA M TPAHCIIOPTHPOBKH: XPaHUTh NpH TeMmepatype 2 — 8
°C. MomyckaeTcs TpaHCHIOPTHPOBKA MpH Temmeparype no 25 °C me Gonee 10
cytok. Cpok roanoctu: 24 mecsues. HaGoper nomkrs: GbiTh ananTHpoBaHB! Ha
ABTOMATHYECKHH HMMYHO(hepMeHTHbII ananuzarop JIASYPUT u I'TT (MDA).

Habop pearenros
AnA
HMMYHO(EpMEHT
HOTO
onpeeneHus
KOHLEHTPALHH

obuwero
UMMYHOTOOYTHH
a E B ceiBOpoTKE
KPOBH
YyBCTBHTEIBHOCT
b: 2,5 ME/Mn,
[Hana3oH
n3amepenuii 0-690
ME/mn 12x8
onpeaeneHui

Habop pearentos nns MMMYHO(DEPMEHTHOrO ONpefieNeHns KOHLEHTPAILHH
obwero ummyHornobynuna knacca E B cbiBopoTke kpoBH. XapaKTepHCTHKH
Habopa: B xone MDA Ha nepsoit cramuu aHanmsa xanubposounsie mpobel ¢
U3BECTHOH KoHUeHTpanued IgE u uccnenyemsie ofpasier HHKYGHPYIOTCS B
JYHKax IUIAaHIIETa ¢ MMMOOWIM30BAHHBIMH MOHOKIOHANBHEIMH AHTHTEIAMH
(MKAT) x IgE. Ha sTopoii cramuu cBssasmuiics B siyskax IgE o6pabaTeisaior
konbtloratom MKAT x IgE ¢ mepoxcupasoii. O6pa3oBaBlinecs HMMYHHBIE
KOMIUIEKCHl BBIABMAKOT IIBETHOH peakuueid ¢ HCmons3oBaHHMeM cyOcTpara
MEPOKCHAA3bl — MEPEKHCH BOAOPOAA M XPOMOIeHa — TeTpaMeTHIOeH3MAMHA.
MHTEHCHBHOCTE OKPALIMBAHWA [NPONOPLUHMOHANBHA KOHUeHTpauun IgE B
aHanuiupyemom obpasue. KonuwectBo onpegenenwit: 96 onpeneneHwHi
(ctpun), Bkmouas koutponu. O6vem amanusupyeMmoro ofpasua: 15 Mim
YysctBurensaocTs ananusa — 2,5 ME/mn IgE. Cneumduunocts: B na6ope «IgE
0bmmit — HUDA - BECT» wHcnone3yroTci MOHOKIOHAIBHBIE &HTHTEN,
obnaparoniue BrICOKOH crieruuunHocTEIO K IgE. IlepekpecTHOro CBS3LIBAHMA C
IgG, IgM, IgA wunu ansBymuHOM B (DPH3HONOTHYECKHWX KOHLEHTDALMSX HE
sabmopnanoce. «Xyk»-addexkt» npH ucmons3oBaHuH Habopa peareHTOB HE
sapukcupoBad.  OnTtuyeckas  MmIOTHOCTE  00pasloB  CHIBOPOTKM ¢
koHueHtpauned IgE no 10000 ME/Mn Bcerma mnpeBmlana ONTHYECKYIO
MIOTHOCTE NpoBbl ¢ MAKCUMANBHOH KOHLEHTpauueH. JInuTensHOCTE aHanM3a:
55 munyr. Peructpauma M OLEHKa pesynbTaToB! pesymsTaTel MDA
PETHCTPHPYIOTCA € IOMOLIBIO creKTpodoToMeTpa, OCHOBHOH (GHIBTp 450 HM,
pedepenc-dunstp 620-655 Hm; Komrutextanus Habopa: nnarmer pasbopHsriic
nmmobmnzopanEeiMe MKAT k IgE genoseka — 1 mt.; korsorar MKAT k IgE
¢ nepokcuaasoit xpera — 1 ¢u., 13 mr; xanubposounsie npobsr 1 K0, K1, K2,
K3, K4 u K5 c¢ m3BectHoit koHueHtpauued IgE — 6 ¢n. mo 200 wmkn;
KOHTpPOJBbHBIH 00paseu ¢ u3BecTHOM koHuentpamued IgE — 1 dur,, 200 mxn;
koHueHTpaT (ocatHo-conesoro Bydeproro pacteopa (OPCB-Tx25) — 1 ¢,
28 mu; pacteop ans passeaenus cbiBopotok (PPC) — 2 dur. Tlo 12 mn; pacteop
terpamerunbensumara (TMB mmoc) — 1 ¢um., 13 Mn; cron-pearenT, roToBsri
WA Wenonb3oBaHus — | (., 12 mi; nueHKa And 3aKieHBaHHA niaHmera — 2
IIT.; TUIACTHKOBAA BaHHOUKA [UTA PEAarcHTa — 2 INT.; HAKOHEYHHKH I [HIETKH
— 16 wr. Jns ymobcta Bce (IAKOHBI C PEAreHTAMM HMEIOT LBETOBYIO
HOCHTHOUKALMIO, YC/IOBMA XPAaHEHHA M TPAHCMNOPTHPOBKH: XPAaHWUTh [pH
temneparype 2 — 8 °C. JlomyckaeTcs TpaHCIOPTHPOBKA NPH TeMneparype ao 25
°C ue Gomee 10 cyrok. [po6hoe wucnonbiobanue HaGopa MOMET ObITh
peanu3oBaHo He no3aHee | Mec. ¢ MOMEHTa TNpPOBENEHHMA MEPBOrO
ummMyHodepMenTHoro ananusa. Cpok rogHocty: 12 mMecsues. HaGopsl nomxkHs:
ObITh aMANTHPOBAHbl HA ABTOMATHYECKHH HMMYHO(EDMEHTHBIN aHANM3ATOP
JIABYPUT uTTI (MPA).

1 449
600,00

24

|44

| I'pebenku ans
npoueccopa
MAarHHTHBIX

HEIC&,HK‘& Ha MAarHMTHBIC CTEPIKHH, ajanTHpOBAaHA A/ npoucccopa MArHHTHRIX
yactuy AutoMag96. Msrorosnena wu3 nonunponunexa, Kaknas Hacaaka
MAarfHHTHOTO CTEPIKHA HMEET LIEPEX0BATYIO pabouyto MOBEPXHOCTh W HA KOHUE

2380
000,00
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[ HACTHLL 3a0cTpéuHyl0 Qopmy. Hacagka cosmectima u HCIIONB3YETCA COBMECTHO G

CTepUIIEHELE (YT rnyﬁoxonyi{om{hmu [UIaHMeTaMl Ha 96 nyHOk ¢ V-06paskbiM gHoM 1

50 wryx) KBanpatHo# Qopmoii camoli mymkum (06bém  Kaxcod nyHKH 2,2 Mn).

Tlpumensetca ana ocamaenus na ¢ MOBEPXHOCTM MArHUTHBIX YACTHI H

| TIOCACAYIOWEr0 WX MNepeMeleHus B FyOOKONYHOUHbIE [UIAHIIETHL HA Gopty
L nporneccopa. Jins OAHOKPATHOrO HCMONB30OBAHM.

i rﬂyﬁU{OHyHO‘IPHﬁ Inanwer ua 96 nyHok ¢ V-06pasusiM aHoM 1 KBa/IpaTHOM

[ny6oKkonyHOUHE! dopmoit camoit JyHKH. H3rotoenen w3 Gecupersoro MONHUIpOnKneHa, 6e3

e mnanmers mis | NOKPRITHA. OGnéM xannoi syrke 2,2 M. Umeer auskoe COZIepXaHHe TSKEBIX

npoueccopa MCTAJUIOB H AHTHCTATHYECKHE CBOMCTBA, XMMHYeckHu cTabmwieH. Bes [IMPOreHOB,

45 | ‘Naramraine AHKase/PHKassr. Beinepxusaer uenTpupyruposanue ¢ yckoperne 4000xg. 8576 67
YacTHL, Bosmoxko nomseprars JUIATENIHOMY 3amopaxuBanmio no -860C. Moxer | 000,00
cTepubHbie (Y gpmenaucn Anst GaKTepui, KIETOK, 6eNKOB, HYKNEHHOBBIX KHCAOT K ApYTHX
50 wryK) MONorMYeckux  obpasuos; mnposeneHus peaxumii, KyNbTUBMPOBAHMA M

AUTHTENLHOTO XpaHEHNs. AJANTHPOBAH AUIA PaboThl Ha IPOLECCOPE MATHHTHBIX
- vacTiu AutoMag96. JIns 0AHOKPAaTHOTO HCHOBE30BAHKS,
Hakoneunuku ¢ $unstpom 1 — 200 wmxn, 6GecuperHsre, Npo3pa4HeIe
Hakoweunuku crepuibHble, cBoGoanbie or JHK-a3, PHK-a3 u UHrHOHTOpOB. HakoHeuHHKH
YHHBEPCANBHBIE HOMKHBI  OBITB AJANTHPOBAHBI HA JO3ATODEl WMEIOmMecs Ha Oamasce
AIst 103aTOpoB ¢ | naboparopud. XapakTepHCTHKA HAKOHETHHKA: MAaTepHan: aBTOKIaBHPYEMBIH 2503

46 | pumerpom 1-200 | nomunponmnen (BBinepicuBaeT TemnepaTypy me Menee 1210C B Teuenuu 20 200.00 84
MKJ CTepHIbHEIE | MuHYT), anusa 50,8 mm; crepunbhbie, GecuBeTHbE, HUMEIOT rpagyHpoOBKY ’
6e3 wrarusa No CTAHAAPTHOrO 0bvéma. XapaktepucTuka Quabrpa: pasmep mop 5-20 MKM;

1000 maTepuan ruapodobHelii nonuaTHneH 6e3 nobasnenwit. Bes mratusa, ynakoska
_ 1000 1w,

HakoHeunnku Haxoneutnkn 6Ges ¢unprpa 1 — 200 min, kentele, He CTEpHIIEHBIE.

YHHBEpCaNbHble Hakoneunuxu AOMKHE! OBIT aJaNTHPOBAHBI HA NO3ATOPhl MMEIONMECH HA

47 | 1% A03aTOPOB I- | Ganance  naboparopunm.  XapakTepHCTHKA  HAKOHETHMKA: MaTepHaNL: | c19 00 00 84
200 mx, JxenTele, | aBTOKJIABHPYEMEIH MONMIPONMIEH (BELIEPKUBAET TEMIEPATYPY He MeHee 2
Hecrepunbhble Ne | 1210C B rtedenuu 20 wmumyr), mmuHa 50,8 MM: WMeErOT rpamyHUpOBKY
1000 cranaapTsoro o6séma. B ynaxosxe mo 1000,

ITpobupku Tuna Snnernopd 1,5 mn, npospaunsie cTepHbHbIE, CBOGOAHEIE OT

AHK-a3, PHK-a3 u unrubutopos (ymakoska 1000 wr). Xapakrepucrtuia

. F NPOOMPKH: MaTepHas: aBTOKIABMPYEMBIM, BbIAEDIKUBACT TEMIEPATYpy He
[Mpobupku THna 4 o
menee 1210C B TeyeHun 15 MunyT, seicota 40,9 MM; cTepHIbHEIE, HecUBETHBIM,

48 Onnenznopd 1,5 MMEIOT  TPalyMpOBKY M  JONONHHTENBHOE  MNPOCTPAHCTBO  utd | 756 000,00 84
e s 3aMOpaKMBAHNA/HATPEBAHMA. OPrOHOMHYHAS KDBINIKA HA IAPHAPOMY,

Ne 500 NIPOKAIBIBAEMAaA KpPBIIIKA, KPhIIKA M mpobupka 6e3 ocTpeIX kpaés, umeeTcs
MaToBad 00nacTh MIA MapKMPOBKH. BHIZEpKHBAIOT meHTpuGyrHpoBaHHe a0
25000xg. lNoaxoaar s onTHaeckux HimMepernil. Ymakoeka 500 mr
Haxoneunukn ¢ ¢Qunetpom 100 — 1000 mxn, nnudHBE, OpO3pauHble
Hakoneunuku crepunbibie, csoboansie ot JIHK-a3, PHK-a3 u uxruburopos. Hakoneunuku
YHHUBEPCAlbHbIE [O/KHBL OBITH AHANTHPOBAHBI HA [O3aTOPhl MMEIONIMECS Ha GanaHce
1A 103aTOPOB ¢ | JlabopaTOpuH. XapakTepUCTHKA HAKOHEUHHKA! MATePHAN: ABTOKIABUPYeMbIi
49 | ¢unstpom 100- MOJIMITPONANIEeH (BblAEp)KHBaeT Temneparypy He menee 1210C B Teuemam 20 | 469 300,00 13

1000 mxn
cTepHnbHBIE Ne
1000

MUMHYT), AnuHa 86 MM; CTepuibHble, GECLBETHEIE, MMEIOT TIPalyMpOBKY
craHaapTHoro obweéma. XapaxtepucTuka masTpa: pasmep nop He Gonee 18-40
MKM; MaTepHan ruapogobuetii monusTHnen 6e3 nobarnenuil. B ynakoske 1000
L.

3. IloTeHUMaNbHBIH MOCTABLIMK, YHACTBYIOLINHA B 3aKyMne, COOTBETCTBYET CIEAYIOLIAM
KBaJIM()MKALMOHHBIM TPEOOBAHUAM:!
1) mpaBoCIOCOOHOCTE (MUIs FOPUAMYECKUX JIMIL), TPaXKJaHCKas NeecrnocobHOCTh (ms
(pu3MYECKHX JIHLL, OCYIIECTBIMIOUMX NPEANPUHUMATENBCKYIO IEATENBHOCT);
2) 1npaBOCMOCOOHOCTL HA OCYLIECTBICHHE COOTBETCTBYIOLIEH (apMaleBTHYECKOM
NESTENBHOCTH;
3) ne a@@uiaupoBaH ¢ UJEHAMH H CEKPETAapeM TEHAEPHOH KOMHCCHH (KOMMCCHH), a
TaloKe NPEACTABHUTENSIMU 3aKa3uuka, OpraHH3aTopa 3aKyna Wi €AMHOro AMCTpHOBIOTOpA,
KOTOPbIE UMEKT MPaBO NPAMO M (MJM) KOCBEHHO NMPHHUMAThb pelleHHs M (MIIM) OKa3kIBAThH
BJMSHHUE HA IPUHUMAEMBIE PELIEHUS TEHAEPHON KOMUCCHEH (KOMHCCHH);




4) OTCYTCTBHME 3a0MKEHHOCTH B OlomKeT, 3aN0/KEHHOCTH M0 06S3aTeNbHBIM
MCHCUOHHBIM ~ B3HOCAM, O0A3aTENBbHBIM  MPOQECCHOHANBHBIM  IEHCUOHHEIM B3HOCAM,
COLUMANBHBIM OTYMCNEHUAM W OTUMCICHUAM H (WIH) B3HOCAM Ha 00S3aTEIbHOE COLHANBHOE
MEQHLIUHCKOE CTPaX0BaHueE;

5) He MOUIEXHUT NPONeaype GAHKPOTCTBA 1160 JIMKBYJALIUM.

4. K sakymaemeM nekapcTBEHHBIM CpeocTBaM ©  MEAMLIMHCKMM  M3JENHSM,
NPCAHASHAYCHHBIM Ui OKas3aHMsl rapaHTHPOBAHHOrO 0ObeMa OECIHIATHOM MeIUIIHHCKON
MOMOWM ¥ (WIM) MENMIMHCKOM TNOMOIIM B CHCTEME 00S3aTENBHOr0 COLHUATHHOTO
MCAUIIMHCKOTO CTpaxOBaHuUsl, IPEIbSBIMIOTCS CIIEAYIOIINE TPeOGOBAHHUS:

1) nanuume rocynapceraenoii peructpauun B PecnyGnnke Kasaxcran B COOTBETCTBHH C
nonoxenusamu Kozxekca u mopsakoM, ONpeNeNeHHbIM YIOMHOMOYEHHBIM OPraHOM B 00J1aCTH
3APaBOOXPAHCHUs, 32 MCKITIOYEHHEM JIEKAPCTBEHHBIX MPENaparToB, M3rOTOBICHHBIX B alTEKaXx,
OphaHHBIX MPENapaToB, BKIIOYEHHBIX B TEPeuyeHb Op(AHHBEIX NPEMapaTos, yTBEPKICHHBIH
YIOJTHOMOYCHHBIM ~ OpraHoM B OOJNacTd  34paBOOXPAaHEHHS, HE3apErMCTPHPOBAHHBIX
JICKAPCTBEHHBIX CPEACTB, MEAMLUMHCKUX H3NEIUH, BBE3CHHBIX HA TEPPUTOPHIO PecmyOiHKu
KasaxcraH Ha OCHOBaHMH 3aKJIOYeHHs (Pa3pelMTENBHOTO JIOKYMEHTA), BBIJAHHOIO
YNOJHOMOYEHHBIM OpraHoM B 00NacTW 3ApaBOOXpAHEHHS, KOMIIEKTYIOUIMX, BXOIAIIKX B
COCTaB  M3ACNMA MEOULUMHCKONO Ha3sHA4YeHMs M HE HCHOJB3YEeMBIX B  KauyeCTBE
CaMOCTOATEIBHOr0 M3ACNMUA WM YCTPOMCTBA; B Cly4ae 3aKkyna MENMIUHCKOM TEXHHKH B
CHELHaNbHOM TPAaHCIOPTHOM CPEACTBE — HAJIWYHE TOCYJApCTBEHHOM pErHCTpaldy B
PecnyOnuke Kazaxcran B ka4ecTBe €OMHOrO TIEPEABHIKHOIO MEIMIIUHCKOTO KOMILIEKCA.

OtcyrcTBue HEOOXOAMMOCTH pErHCTPAlMM KOMIUIEKTYIOIIETO MENULHHCKOM
TEXHUKH (KOMIUIEKTA TOCTABKH) MOATBEPXKKNACTCA MUCHMOM 3KCTMEPTHON OpraHHW3aldM MM
YINOJIHOMOYEHHOIO OpraHa B 001acTH 34paBOOXPAHECHHUS;

2) COOTBETCTBHE XAapaKTEPUCTUKH WJIM TEXHHYECKOH cHeLH(UKALMK YCIOBUSAM
0OBsABIEHHS WK IIPUTTIALICHAS Ha 3aKyII.

IIpu 3TOM [JONyCKaercs IIPEBBILICHUE MPEMJaraeMeiX (QYHKIHOHAIBHEIX,
TEXHUYECKUX, KAYECTBEHHBIX W 3KCIUTyaTAllMOHHBIX XapaKTEPUCTHK MENUIMHCKOM TEXHHUKH
TpeGoBaHNAM TEXHUUYECKON cnenupukaLum;

3) HEmpeBBILIEHUE YTBEPKAEHHBIX YIMOIHOMOYEHHBIM OpraHoM B 001acTu
3[PABOOXPAHEHUS MPEAENBLHEIX LEH N0 MEXAYHAPOAHOMY HENAaTEHTOBAHHOMY HA3BaHHIO U
TOProBOMY HaMMEHOBAHHIO (IPH HAIHYHH) C YYETOM HALECHKH E€OHHOrO AUCTPUOBIOTOpA (B
cilyyae 3aKyna €IMHBIM JUCTPUOBIOTOPOM), IEHEI B OOBABICHUY WM NPHUIJIALICHAN HA 3aKyIl,
3a UCKITIOYEHHEM HE3apErHCTPUPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB M MEMMITMHCKAX M3JIENHUiA,
BBE3GHHEIX Ha Tepputopuio PecnyOmukum KasaxcTaH Ha OCHOBaHMH — 3aK/IIOYCHHUSA
(paspelUTENbHOr0  JA0KYMEHTa), BBIJAHHOTO  YIOJHOMOYEHHBIM OpraHoM B 061acTu
3APaBOOXPAHEHUS;

4) XpaHEHUE W TPAHCTOPTHPOBKA B YCIOBHAX, OOECNEUMBAIOIUX COXPAHEHHUE KX
GesonacHocTH, 3((MEKTMBHOCTH M KayecTBa, B COOTBETCTBUM C IlpaBunamu XpaHenus u
TPaHCIOPTHUPOBKH JIEKADCTBEHHBIX CPEACTB W MEAMUMHCKUX H3JIENHH, YTBEPKIECHHBIMH
YII0JIHOMOYEHHBIM OPraHOM B 00/1aCTH 3[[paBOOXPaHEHHS,;

5) COOTBETCTBME MAapKMPOBKM, MOTPEOHMTENLCKOH YNMAKOBKH WM WHCTPYKIMH MO
NPUMEHEHHIO  JIEKAPCTBEHHBIX ~ CPEACTB M MEOULMHCKMX  u3fenuii  TpeGoBaHMAM
sakoHojarenscTBa PecnyGnuku KaszaxcrtaH W NMOpAAKY, YCTAHOBJICHHOMY YIMOMHOMOYEHHBIM
opraHomM B 00iacTd 34paBOOXpaHEHHs, 3a HCKIIOYEHHEM ClyyaeB BBo3a B PecnyGsuky
KaszaxcTan He3aperuCTpHpOBaHHbIX JIEKAPCTBEHHBIX CPEICTB H (HIH) MEAUIMHCKAX H3MEHIi;

6) CpOoK TOAHOCTH JIEKAPCTBEHHBIX CPEACTB M MEAMLMHCKMX M3JCNUH Ha Aary
MOCTaBKM MOCTABIIMKOM 3aKa34HKy COCTABJISET:

HE MEHEE IATHACCATH NPOLEHTOB OT YKa3aHHOrO CpOKa rOJHOCTH Ha ynakoBke (Tpw
CpoKe rOJJHOCTH MEHEE IIBYX JIET);

HE MEHEE IBEHANUATH MECALEB OT yKa3saHHOro CPOKa rOJHOCTH Ha yNakoBKe (Tpu
CpOKE roAHOCTH ABa roja 1 6osee);



7) CPOK rOAHOCTH JICKAPCTBEHHbIX CPEACTB M MEAMIMHCKHX M3JENHH, 3aKymaeMbIx
Ha 1aTy NOCTAaBKM TOCTABLIUKOM CAMHOMY MUCTPHOLIOTOPY, COCTABISAET:

HE MCHEC MIECTHIECSTH IIPOLIEHTOB OT YKa3aHHOTO CpOKa rOAHOCTH Ha YIIaKoBKke

» AHBAPb HACTYNMBIIETO (JMHAHCOBOrO rona M He MEHEE MATHAECATH
MPOLEHTOB MPU MOCNEAYIOLIUX NIOCTABKAX B TEYEHHE (PUHAHCOBOTO roja;

HC MCHEE YCTBIPHAALATH MECSLER OT YKa3aHHOTO CpOKa TOAHOCTH Ha YNaKOBKe (1pu
CPOKE rOOHOCTH [Ba roma u Gonee) IpHA TIOCTaBKE JICKAPCTBEHHBIX CPEJACTB U MEOMIIMHCKHX
U3NCTMA B TIEPHON  HOSGpE, Aekabpb rona, MNpemMIECTBYIOLIErO romy, s KOTOpOro
NPOM3BOMMTCS 3aKym, sHBaphb HACTYNHMBLIETO (DPUHAHCOBOTO roga W He MeHee JBEHAMLATH
MCCALICB NPH NOCHEYIOMUX IIOCTABKAX B TEYEHUE (unancosoro roza;

8) cpok rommocTH JICKapCTBEHHBIX CPEACTB M MENMLMHCKHX M3IeNuil Ha Jatry
MOCTABKH €IUHBIM AUCTPHOBIOTOPOM 3aKa34YHKy COCTABIISIET;

HC MCHEE TPUILATH NPOUEHTOB OT CPOKA TOLHOCTH, yKa3aHHOro Ha ymakoBKe (Ipu
CPOKE TOMHOCTH MEHEe BYX JIeT);

HC MEHEE BOCbMU MECALIEB OT YKA3aHHOTO CPOKa FOAHOCTH Ha yIIaKOBKe (TIpH CpoOKe
TOAHOCTU ABa roja u 6onee);

9) CpOK rOAHOCTH BakIMH Ha AaTy MOCTaBKU €NMHBIM JUCTPUOBIOTOPOM 3aKa3uMKy
COCTaBJISET:

HE MEHEE COpOKa MPOLEHTOB OT YKA3AHHOTO CPOKA TONHOCTH HA YIAKOBKE (mpu
CPOKE rOZHOCTH MEHEE JIBYX JIET);

HE MEHEC NICCATH MECALEB OT YKa3aHHOTO CPOKA FOJAHOCTH Ha YIAKOBKE (IIpH CpOKe
TOJAHOCTH ABa roza u fonee);
10) MeHee CPOKOB rOAIHOCTH, YKA3aHHEIX B MOAMYHKTaxX 8) u 9) HaCTOSAIIEro myHKTa,
A TIEPEXONALIMX OCTATKOB JICKAPCTBEHHBIX CPEICTB M MENUIMHCKHX W3JETHil emuHOro
AUCTPHOBIOTOPA, KOTOPBIE MOCTABISIOTCS 3aKa34HKy IS MCIONB30BAHUS O Ha3HA4YEHUIO 10
UCTEYEHHUS CPOKA HX TOMHOCTH;
11) HOBM3HA MEIMIMHCKON TEXHHKH, €€ HEHCIONb30BAHHOCTE MPOU3BOJCTBO B
TICPUON BALLIATH YCTEIPEX MECSIIEB, IPEAUIECTBYIOMMNX MOMEHTY TOCTABKH,
12) BHeCEeHME MEOMUMHCKOH TEXHHKH, OTHOCALIEHCS K CPEACTBAM H3MEpEHHs, B
PCECTp TOCYNAPCTBCHHOM CHCTEMBI €IMHCTBa M3MepeHuit PecnyGnuku Kasaxcran B
COOTBETCTBUH C 3aKOHOAATENLCTBOM Pecny6iuku KazaxcTan o eIHHCTRe H3MEPEHUIA.
OTcyTcTBie HEOOXOAMMOCTH BHECEHWS MEMLMHCKON TEXHMKH B peectp
rocynapCTBEHHOM CHCTEMBI €lMHCTBA M3MepeHuit Pecniybmuxu Kaszaxcran NIOATBEPKAAETCSA B
COOTBETCTBMM C 3akonoAaTenbcTBoM Pecny6Gnukn Kasaxcran o6 o6ecnevenun €IUHCTBA
M3MEPEHMUIA;
13) cobmoneHne KOMMYECTBA, KA4YeCTBA M CPOKOB MOCTABKH HIH  OKa3aHus
(papmaueBTIYECKOH yCITYTH IO YCIOBHSIM A0TOBOPA;
14) Hanuuue [JOKYMEHTa, MOATBEPKIAIOLIErO [IOCTaBKy MOTEHUHANBHBIM

OCTABILMKOM, HMCIOLIMM CTAaTyC MpOu3BOAMTENs auGO oQuLMantHOro mnpencrasuTens
npou3BoAuTENns".

2. Ilopepkka 0TE4ECTBEHHBIX TOBAPONPOH3BOXUTEICH H (nnu) mpousBoguTenei
rocyaapers-4ieHos EBpasniickoro 3xoHoMHYeCKOro cot03a

5. B cmyuae, ecniu B 3akyme 1o jory YHaCTBYET ONWH NOTCHUMANBHBIA MOCTABIIMK,
ABJISIOIMIACS OTEYECTBEHHBIM TOBAPONPOU3BOAKTENEM W (MIIH) MPOH3BOJUTENIEM rOCYNApCTB-
HICHOB EBPa3sHiCKOro 3KOHOMMYECKOrO COK03a, MpeACTABUBIIMNIA 3afBKY, COOTBETCTBYIOLILYIO
YCNIOBUSIM  OOBSBNEHUS WM TPHITIALIEHNS Ha 3akyn ¥ TpeGoBanusM [lpaBun, Takoii
NOTCHUHAJILHEIH MOCTaBIUIMK NpH3HAETCs nobeguTeNneM, a 3asBKH APYTHX MOTEHUHANBHBIX
NIOCTaBILMKOB aBTOMATHYECKH OTKJIOHSIOTCS.



6. B cmyuae, ecnu B 3akyme 1o JIOTYy Y4YacTBYIOT aABa M 00J€€ MOTEHIHATLHEIX
MOCTABILIWKA,  ABNAIOLWIUXCA ~ OTCYECTBEHHEIMH  TOBAPONPOU3BOAMTENSMH M (HJIH)
MPOM3BOANUTENAMI  rOCYNAPCTB-UIEHOB EBpasuiickoro 3KOHOMHYECKOTO COK033, 3asBKH
KOTOPBIX COOTBETCTBYIOT YCIOBUSM OOBSABNEHHMS WM MPHUITIALIEHHS HA 3aKyN H TpeOOBaHHAM
[pasu, T0 noGeauTent CpeaM HUX ONMPENENAETCH N0 HAMMEHbLIEH LeHe, a 3afBKH APYIHX
NOTCHIMAIBHBIX MOCTABIIMKOB aBTOMATHYECKH OTKJIOHSIOTCS.

7. Ecnu B TeHAepe, MpeamnoNaralolieM BO3MOYKHOCTh 3aKTIOUEHHs LONTOCPOYHOTO
AOTOBOpA € OTEYECTBEHHBIM TOBAPONPOU3BOAUTENEM, [OJAHA OJHA 3a9BKa, COOTBETCTBYHOLIAA
YCn0BUAM 00BsABNEHUS U TpeGoBaHusIM [1paBul, MOTEHUHATEHBIM [TOCTABLIMKOM, SB/SIOLIAMCS
OTEHECTBCHHLIM ~ TOBAPONMPON3BOAUTENEM, C HHUM 3aKTIOYAETCs JOJIFOCPOYHBI IOroBOP
NOCTaBKH.

8. CTaryc OTEYECTBEHHOrO TOBApONMPOU3BOAMTENS TOTEHIMATBHOTO IOCTABIIMKA MPH
NPOBENCHHH 3aKyna NOATBEPIKAAETCS CAEAYIOIMMH JOKYMEHTAMH:

1) nuuensuelt Ha apMaLEBTHYECKYIO AESTENLHOCT MO MPOM3BOLCTBY JIEKAPCTBEHHBIX
CPeACTB W (WIIM) MEAUIUHCKUAX H3ICNHMA, MONYYEHHOH B COOTBETCTBHHE C 3aKOHOAATEIBECTBOM
Pecniybmmkn Kazaxcran o paspenenusx u yBe1oMIeHHAX,

2) PETUCTPALMOHHBIM YIOCTOBEPEHUEM Ha JIEKAPCTBEHHOE CPEACTBO HIJIH MEIMLHHCKOE
H3MeNHe, BBIJIAHHBIM B COOTBETCTBMM C MonoxeHusMU Kogekca B MOPSAKOM, ONPEAC/ICHHBIM
YNOJITHOMOYEHHBIM OpraHoM B 001acTH 3/paBOOXPAHEHMS, ¢ YKa3aHHEM OTE€4EeCTBEHHOIO
TOBApONPOU3BOAUTENS B KAUECTBE MPOU3BOAUTEIIS.

[Ipy 3aKIIOYEHHN JOTOBOpA WM JOIOJHUTENBHOrO COMTAIICHUS K JOJIrOCPOIHOMY
JOTOBOPY TIOCTA@BKH OTEYECTBEHHBIN TOBAPOIPOU3BOJUTENL HA MOCTAB/IAEMBIC JIEKAPCTBCHHEIC
CPEACTBA M MEIMLMHCKAE MW3/IeJus MPENOCTAaBIsIET CEepTHQHKAT O MPOMCXOXKIACHHUH
NIeKapCTBEHHBIX CPECTB, MEAMLIMHCKAX M3[e/nii 1is BHyTperHero obpamenus "CT KZ".

9. Craryc INOTEHLUHMANBHOrO  MOCTaBLIAKA-TIPOM3BOAMTENSI  FOCYNapCTB-YICHOB
EBpasniickoro 3KOHOMHUYECKOr0 COK3a MOATBEPKAAETCA CIAEAYIOMAME JOKYMCHTAMH!

1) nuueH3uel Ha HapMAaEeBTUUECKYIO NESITENLHOCTh 110 MPOU3BOICTBY JIGKAPCTBEHHBIX
CpeacTB U (MIM) MEAHLIMHCKUX U3IENHH;

2) PeruCTpalHOHHBIM YIOCTOBEPEHHEM, COOTBETCTBYHOIIMM [IpaBuiiaM perucTpanuy 1
SKCIIEpTH3bl EBpasuiicKOro 3KOHOMHYECKOTO coro3a (cormacHo pemenusMm  Cosera
EBpasuiickoii 3kOHOMI4ecKoi komucchu ot 3 HosOps 2016 roxa Ne 78 u ot 12 derpans 2016
roga No 46).

3. Ioaaepskka NpeAnpUHUMATENbCKOH HHHIMATHBBI

10. [IpeumyIIeCTBO HA 3aK/IIOYEHHE JOTOBOPOB B paMKax rapaHTHPOBAHHOrO o6bema
GecniaTHOM MeAMUMHCKONH mnomoimm © (WIM) B CHCTEME O0A3aTENBHOTO COLMATBLHOIO
MEJUIIMHCKOTO  CTPAXOBaHWsA HMMEKOT TMOTCHUHMAIbHBIC IOCTABIUMKH, IIOAYYMBIIME B
COOTBETCTBUU C TpeGOBaHMAMH 3aKOHOJATENLCTBA B 00JIACTH 3/paBOOXpaHeHus Pecmy6anku
KaszaxcTaH cepTU()UKaT O COOTBETCTBUM 00BEKTa TPEOOBAHHAM:

1) namnexatiedt nponssoncTeeHHod mpaktukd (GMP) npu 3akyne nexapcTBEeHHBIX
CPEJICTB M 3aK/TFOYEHHH JOrOCPOYHBIX 10TOBOPOB MOCTABKH JIEKAPCTBEHHEIX CPE/ICTB;

2) Hamnexauledt muctpubproTopckoit mpaktukd (GDP) mpu 3akyne nekapcTBeHHBIX
cpeacTB M (hapMaLeBTHYECKUX YC/IYT MO OKa3aHMIO rapaHTMPOBAHHOIO obrema GecraTHOM
MEIMLMHCKOH [TOMOLIN;

3) naanexauielt anteyHoit npaktvku (GPP) npu 3akyne (hapmaneBTUYECKHX YCIIYT.

11. Jlna monyueHus MPEMMYILECTBA HA 3aK/IOYEHHE JOTOBOpA 3aKyma WM JI0roBopa
MOCTaBKH K 3asBKE:

1) OTeYecTBEHHEIE TOBAPONPOHM3BOAMTENH MpPU 3aKyne JIEKapCTBEHHBIX CPEICTB H
3aKJTIOYEHUH JIOITOCPOYHBIX JOrOBOPOB MOCTABKH JICKAPCTBEHHBIX CPEICTB NPHKIAIBIBAIOT
cepTH(UKaT O COOTBETCTBMM OGBEKTa M TPOH3BOACTBA TPEGOBAHMSM  HAIMEKALICH
npoussoacTBerHHoi npaktukk (GMP), mnonyueHHblit B COOTBETCTBMM C TpeDOBAHUAMH
3aKOHOAATENLCTBA B 0011aCTH 3paBooxpaHenns PecnyOmikn Kaszaxcran;



2) NOTEHIUANBHBIE TOCTABIIMKH TIPH 3aKyNE JICKAPCTBEHHBIX CPEACTB, MeIHIMHCKUX
M3NCIMH ¥ (hapManeBTHYECKUX YCIYT NPUKIANBIBAIOT CEPTU(HUKAT O COOTBETCTBHH 0OBEKTA
TpeOOBaHUAM  Hajnexaweii JAMCTPUOLIOTOPCKON  MPAKTHKH (GDP), mnonydyeHHsblf B
COOTBETCTBUM C TPeOOBAHMAMU 3aKOHOLATENBCTBA B OGNACTH 3npaBooxpaHeHus PecnyGnuku
Kazaxcranu;

3) nOTeHUManbHBIE NOCTABLUMKK M (WIM) MX COMCIONHHTENH TIpH 3aKyre
(apmauesTuyeckux ycuyr MPUKIIaABIBAIOT CEPTH(HUKAT O COOTBETCTBHH 00BEKTA TPEOOBAHUIM
HaulexKawed anteunoit npaktuxe (GPP), monyuyeHnbii B COOTBETCTBHH C TpeOOBaHUAMH
3aKOHOJATENILCTBA B 06/1aCTH 3APaBOOXPAHEHHS Pecny6nuku Kazaxcran.

12. Ecnu B 3axkyme mo JIOTYy Y4acTBYeT TOJBKO ONWH TOTEHIHMAJIBHEIN ITOCTABIIHK,
MPCACTABUBLIMA 3a51BKY, COOTBETCTBYIOLLYIO YCIOBHSIM OOBABICHUS HIIH NpUITALIEHUs. Ha
3akynm W TpeGoBanusm [lpaBun, W cepTHdUKAT O COOTBETCTBMM OGBEKTA TpeGoBaHUSIM
Haanexawei npoussoacrsennoii npaktnkn (GMP) mmu Hamiexaiiedl AUCTPHOBIOTOPCKO
npaktuku (GDP), Takoit MOTEHUIHANBHBIN MOCTABLIUK NpU3HACTCS MOOEAUTENEM, a 3asiBKH
APYTHX MOTEHUHANBHBIX MOCTABIIAKOB aBTOMATHYECKH OTKJIOHSIOTCS.

13. Ecnn B 3akynme mo 0Ty yd4acTBYIOT ABa M 6ojee MOTEHLUMANBHBIX ITOCTABIIMKA,
NPCACTABUBIIMX TCHACDHBIE 3aiBKM, COOTBETCTBYIOINME YCJIOBHSAM OOBSABIECHHS HITH
NpUTIAlleHus Ha 3aKyn U tpeGoBanuam [IpaBun, u ceprudukaTel 0 COOTBETCTBHH OGBEKTOB
TpeOOBaHMAM HaATexkalled npousBoACTBeHHONW npakTukn (GMP) wunm  Hamiexauieri
auctpubbiotopckoit  npaxktuku  (GDP), To nobeauTens cpead HUX OMpeAeNseTcs [0
HaMMEHLIICH LEHe, a 3adBKM J[pPYIMX M[OTEHUUATEHEIX IIOCTABIIUKOB AaBTOMATHYECKH
OTKJIOHSIIOTCA.

Ecnmu B 3akyne no JOTy y4yacTBYIOT faBa W 0o0Jiee IOTEHIHMAIBHBIX OCTABIIHKA,
OPEACTAaBUBIIMX  PErHCTPALlMOHHOE  yNOCTOBEPEHHWE, IOJHOCTBIO H B TOYHOCTH
COOTBETCTBYIOILEE NaHHBIM TOCYIApCTBEHHOTO DEECTpa JICKApCTBCHHBIX CPEACTB W (WMiM)
MEIVLMHCKAX W3JICIUA, UM HOMEP paspelleHHs (3aK/IIOUeHHs) YIOJHOMOYEHHOrO0 OpraHa B
obnacTu 31paBOOXpaHeHHs Ha BBO3 JIEKAPCTBEHHOTO CPEACTBA U (MJIH) MEIUIIMHCKOTO H3IENHs
B Pecnybnuky KasaxctaH, NpeMMyLIECTBEHHOE pPaBO MPENOCTABISETCS MOTEHIMATEHBIM
IOCTaBILKKaM, IIPEICTaBUBLIAM PETUCTPALMOHHOE YIOCTOBEPEHHE, MOJIHOCTHIO W B TOYHOCTH
COOTBETCTBYIOIIEE NaHHBIM FOCYNAPCTBEHHOrO PpEEeCTpa JIEKApCTBEHHBIX CPEACTE W (MIH)
MEIUIMHCKUX U3JENHM, TPU 3TOM MOGEANTENb CPEAN HAX ONpPENENseTcs 110 HauMeHbLIeH neHe,
a 3asBKH IPYTHX MOTEHIUATBHBIX TOCTABIIMKOB aBTOMATHYECKH OTKJIOHSIOTCA.

4. CocTaB TeHAepPHOH JOKYMEHTALHH

14. HacTosiwas TeHaepHas AOKyMEHTALus (1anee — JOKYMEHTALMs1) BKJIIOYAET B cebs:

1) IlepeyeHb 3aKymaeMBIX TOBapOB COIJIACHO TMPHIOKEHHKD 1 K HacTosinei
JIOKYMEHTAaLKH,

2) TexHu4ecKas crnenuprKanus (OMUCaHUE U TpeOyeMble TEXHUYECKUE, KAYSCTBEHHBIE H
(pyHKIMOHANBHBIE, XapaKTEPUCTHKH 3aKyMaeMBIX TOBApOB) COTNIACHO TPUIOKEHHMIO 2 K
HacTOALLEH JOKYMEHTALUH,

3) IpOEKT AOTOBOPA, MPUIOKEHNE 3 K HACTOAIICH TOKYMEHTALHMH.

15. TToTeHUMabHBIH MOCTABIIMK B paMKaX 3aKyra 1o OAHOMY JIOTY MPEACTABISET OHO
TOProBO€ HAWMEHOBAHWE JIEKAPCTBEHHOrO CPEACTBA HJIM MEIULMHCKOrO M3/IENus, 3a
HCKJIIOYEHHMEM CJTyHasi, KOT/ia 1o yCJIOBUAM OOBsBICHHS WK NPUTTIAIIEHUS HA 3aKyN TpebyeTcs
€ro KOMMJIEKTHOCTB.

5. PazpsicHeHHe M0JI0JKeHH I JOKYMEHTALHH MOTEHIHAJBHBIM MOCTABIHKAM

16. He no3pHee yeM 3a JAECATH KAJIEHJAPHBIX AHEH N0 HCTEYEHHS OKOHYATENLHOTO
CpoKa NpHEMa 3aiBOK Mpu HEOOXOAMMOCTH MOTEHUHMANbHBIH MOCTAaBIMHK oOpaiaercs K
3aKa34MKy, OpraHM3aTopy 3aKyna 3a pasbiACHEHHAMH NO JOKYMEHTALHUH, Ha KOTOPHIE 3aKa3uuK
WM OPraHW3aTop 3aKyma He MO3AHEE TPeX pabouMX NHEN CO AHA MONy4YeHHs 3anpoca AaeT



Pa3bACHECHUE, HanpaBlseMOe BCEM [IOTCHLUMANIbHBIM MOCTaBLIMKaM, NOJIYYHBLIMM TEHJEPHYIO

AOKYMEHTaLIIO, Ha ATy MOCTYIIEHHs 3anpoca 6e3 yKa3aHys aBTopa 3ampoca.

B cpox He mozmHee cemu KAJICHIAPHBIX IHEH N0 MCTEYEHHS OKOHYATEABHOrO CpOKa
NIpUCMa 3asBOK 3aKa3YMK WM OpraHM3aTop 3aKyna IpH HEOOXOAMMOCTH IO COGCTBEHHOM
HHULMATHBE WM B OTBET HA 3amPOCHl MOTEHIUANBHBIX MOCTABIIMKOB BHOCST H3MEHEHUS B
AOKYMEHTAUKIO, O YeM He3aMeMATENBHO COODIIAETCS BCeM MOTEHIUATBHBIM NOCTaBIIHKaM,
IPCACTABUBLUMM 3asiBKHM WK OJYYUBLIMM JOKYMEHTAIIHIO.

TTpu 3TOM OKOHUATENBHBII CPOK MpHEMa 3a5BOK MPOIJIEBAETCS HA CPOK HE MEHEE MATH
KaICHAAPHBIX AHEit.

Opraumsatop sakymok mny6IuKyeT Ha MHTEPHET-pecypce 3aka3dyuka YTOYHEHHYIO
ACKYMCHTALHIO C yKa3aHWEM BHECCHHBIX M3MEHEHUH 1 (/1K) JOTIOMHEHHIH.

Opranusarop 3akymok NPOBOAMT BCTPEdy ¢ MOTEHUHATBHHIMA OCTABLIMKAMH,
KOTOPBLIM MpPENOCTABNCHA HOKYMEHTALUMH, MO0 UX YNOJHOMOYEHHBIMU MPEACTABUTEISIMH s
Pa3bLACHEHMS NONOKEHWN NOKYMEHTauuu B I, Actana, npocrnekt JKeHic oM 58, 3 arax, oTaen
FOCYNApCTBEHHBIX 3aKyNOK B 14:50 yacos "01" mapra 2023 roaa.

OpraHu3atop 3aKymok COCTABISET TMPOTOKON BCTPEYM C  MOTEHUMAIBHBIMHU
NOCTaBILMKaMK, B KOTOPOM YyKa3bIBAIOTCS IpEeJCTaBIECHHbIE 3alpPOChl IMOTEHIHAIBHBIX
MOCTABIIMKOB O Pa3sbACHEHHH JOKyMEHTALUUH 0e3 yKasaHus WX HCTOYHHKA, @ TAaloke OTBETHI Ha
3TH 3aIPOCHL.

IIpOTOKON BCTPEYM € NMOTEHUMANBHBIME MOCTABIIMKAMH Pa3MEIIAETCAd HAa MHTEPHET —
pecypce 3aKa3uuKa.

Opranusarop 3aKynok nyOJMKyeT TEKCT MpPOTOKOJa BCTPEYHM C MOTEHLHAILHBIMU
MOCTABLIMKAMH Ha MHTEPHET-peCcypce 3aKazynka.

6. TpeGoBanus k 0opMIEHH IO 3asIBKH M MPEACTABJICHHE MOTEHIHAAbLHLIMHA
NOCTABIIMKAMH KOHBEPTOB € 3aiBKAMH

17. TloTeHUManbHBIA NOCTABIIAK, H3BSABUBIIMH JKENAHUE y4acTBOBATh B TEHIEPE, MO
MCTE€YEHMS OKOHYATEIBHOIO CPOKa NMPHEMa TEHJEPHBIX 3asBOK MPEACTABISET 3aKA3UMKy HIIH
OpraHM3aTopy 3aKyna B 3aneyaraHHOM BHAE TEHIEPHYIO 3aiBKY, COCTABJICHHYIO B
COOTBETCTBUH C TMONOMEHUAMH TEHACPHOH NOKYMEHTALMH. 3asgBKa, MOCTYNHBLIAS [0
MCTEYEHWH OKOHYATEJIBbHOTO CpOKa [pHeMa TEHJEPHBIX 3as{BOK, HE BCKPHIBAETCS U
BO3BPAILIAETCS NOTEHIUAIBHOMY HOCTABILHKY.

18. IToTeHUMaNbHEIH MOCTABIIMK NPH HEOOXOAMMOCTH OT3BIBACT 3aiBKY B MUCHMEHHOM
dopme 10 HCTEUEHH OKOHYATEIBbHOTO CPOKa UX MpHEMa.

He nomyckaeTcs BHECCHHE M3MCHEHHMH B TEHACPHBIC 3asBKH TOCIE MCTEYCHHMSI CPOKA
NPeACTABIEHUS TEHIEPHBIX 3a9BOK.

3agBka nevaraerca MO0 NMHUIIETCA HECMBIBAEMBIMM YEPHUIIAMHM, MpPEACTABISETCH B
NPOLINTOM M NPOHYMEPOBAHHOM BHJE, INOCHCIHAS CTPAHWIA CKPEIUISETCS MOIHUChIO
MpEeACTaBUTENS] NOTEHIMAIBHOTO OCTaBIIKKA.

He momyckaercs BHECEHHE B TEKCT TEHJEPHOH 3asBKH BCTABOK MEXKIY CTPOKAMH,
MOATHPOK WM TIPUMHMCOK, 32 HCKIIOYEHHEM CJly4aeB HEOOXOAMMOCTH HCIIPaBIEHUS
rpaMMaTHYECKUX UM apU(PMETHYECKUX OIHUOOK.

TexHuueckas crieuu(uKaLys npeACTaBISETCs B MPOLIMTOM U NPOHYMEPOBAHHOM BHJE,
nocneaHss CTpaHuLa CKPenasercs MOANMHCRIO MPEACTABUTENS NOTEHIHAIBHOTO OCTABIIHUKA.

Texunueckas  crneunuialns TEHAEPHOW 3aiBKM W OPUTHHAI rapaHTHHHOTO
obecrnevyeHus 3akyna MNpUKIAAEIBAIOTCS K TEHIEPHOH 3asBKE OTNENLHO M 3aneyaThIBalOTCH C
TEHAEPHOM 3as8BKOH B OIMH KOHBEPT.

KoHBEPT CONEPXHUT HAUMEHOBAHME M IOPUIAMYECKMH aJpPEC MOTEHLMATBHOrO
MOCTaBLIKMKA, MOIENMT aApecalld 3aka3uuKy WM OpraHW3aTopy 3aKyma Nno ajpecy,
YKasaHHoMy B TEHAEPHON J[OKYMEHTALUH, M COAEPKHT cnoBa «Tenmpep no 3akynkam
pearentos aast UPA u TTHP» 11 «He Bekpbisath a0 14:50 yacos "01" maprta 2023 rogay.



19. Teupepuas 3as
FAPAHTUHHOIO oﬁefnequun,BKa COCTOMT M3 OCHOBHOM 4YacTH, TEXHMYECKOH 4YacTH H
K TeHﬂe?):gg L;z:Bl:cl:aﬂzfglf;;z::;O;IIS:;:;TE:J:'I’I gOTeHHHaJIEéHB;FI NOCTABLIMK TAK)KE [MPHIIaraer
HacToswmx Ipasu, ? ERRTAR 2), 3)y 4% S ) T)mymeem. 13007

OcHogenaa wacmo MeHOepHON 3aA6KU codeprcum:

o 6nacl'r)p13§;:la{gogi y4acTue B TEHAEPE 10 Yopme, yTBEPIKIEHHOM YOTHOMOYEHHBIM OPraHoM

paHeHus, (Ha 371eKTPOHHOM HOCHTENE MPEACTABISETCS ONUCH IPHIAraeMbIX
K 324BKE JIOKYMEHTOB 1m0 (opMe, YTBEPXKICHHOH YINOJIHOMOYCHHBIM OpraHOM B OGJacTH
30PaBOOXPAHEHMS);

2) KOMUIO ycTaBa [yist FOPUAMYECKOro NHIa (B Ciyyae, eclid B YCTaBe HE yKa3aH COCTaB
YUPEOUTENIeH, Y4aCTHUKOB WM AKLMOHEPOB, TAKXKE MPEACTABIACTCS BHIMUCKA O COCTaBe
yupenuTeneH, yIaCTHHKOB W KOMMS YUPEHTENBHOTO JOroBOPA, HIIH BIIHCKA M3 PeeCTpa
ACHCTBYIOINX Aep KaTeNel akiuit mocyie Jatel O0BSBICHUS);

3) KONMIO  JOKYMEHTa, MPelOCTAaBSIOWEro mpaBo  Ha  OCYIIECTBICHHE
NpeANpUHUMATENLCKOR aearensHocTH 6e3 ofpaszoBaHus IOPHANMYECKOTO JIMIA, BBIJAHHOTO
COOTBETCTBYIOIIMM rOCYAapCTBEHHBIM OPraHOM;

4) KOMMK COOTBETCTBYIOLUMX JIMLEH3NHA HAa (hapMaleBTUYECKYIO ACATCIPHOCTD 1 (unm)
Ha OCYINECTBJICHUE NEATENLHOCTH B chpepe 000poTa HAPKOTHYECKUX CPEACTB, IMCHXOTPOIHAIX
BEILECTB U MPEKYPCOPOB, YBEIOMICHHS O Ha4ajle MK NPEKPaIleHAN ACSTEIbHOCTH 1O ONTOBOIA
W (4nd) PO3HMYHOM pealu3allMd MEIUIMHCKAX H3IC/IHH qubo B BHUAE DIEKTPOHHOIO
JIOKYMEHTa, TONYYEHHBIX B COOTBETCTBHM ¢ 3akoHOM 'O paspeliCHUsX H yBEIOMJICHHSX ",
CBENCHHS O KOTOPHIX MOATBEPKHAIOTCS B MH()OPMAUMOHHEIX CHCTEMax TroCylapCTBCHHDIX
OpraHoB. B ciyuae OTCyTCTBHs CBeNCHUIl B MH()OPMAIHOHHBIX CHCTEMaX roCyAapCTBEHHEIX
OpraHoB, MOTEHUHANbHBIA NOCTABLIMK MPEACTABNAET HOTAPHANBHO YIOCTOBEPCHHYIO KOIMHIO
COOTBETCTBYIOILEH JULEH3UH Ha ()apMALIEBTHHYECKYIO IEATENBHOCTD H (¥M) Ha OCYINECTBIICHHE
JesTensHOCTH B cepe 060poTa HAPKOTHYECCKUX CPEJCTB, TNCHXOTPOMHBIX BELIECTB H

IPEKypCOpOB, YBEJOMIIEHHS O Havalle WK NPEKPALICHHN ACATCIBHOCTH MO ONTOBOM U (WMJH)
PO3HMYHON pearu3aliu MeIUUIHCKEX H3NEIUH, TIONY4CHHBIX B COOTBETCTBAM C 3akonom "O
pa3peLIeHHsIX H YBEAOMICHHSX "
S) komuu cepTU(GHUKATOB (MPH HATMYUH):

e O COOTBETCTBAM OObLEKTa M  NPOM3BOACTBA  TpEOOBaHMAM  HaINeKaIEH
pOM3BOJACTBEHHOM NPAKTUKH (GMP);

e 0 COOTBETCTBHHM 00BEKTa TPEOOBAHMSM HaJNeXKAIMEH JUCTPUOBIOTOPCKOH MPAKTHKH
(GDP);

e 0 COOTBETCTBMHM OOBEKTa TPeOOBAHUAM HAMIEKAIIEH aNTEeIHOH NPAKTHKH (GPP);

6) LEHOBOE NpeanoxeHue mo Qopwme, YTBEPACACHHON YIOJHOMOYEHHBIM OPraHOM B
o61acTH 3APaBOOXPAHEHHS;

7) opuruHan JOKYMEHTa, MOATBEPKAAIOLIEIO BHECCHUE rapaHTUHHOro ofecreyeHHus
TEH/IEPHOM 3asBKH.

TexHuueckan 4acny meHoepHoll 3aA6Ku cooepicum:
1) TexHmueckue creuu(UKaUMi C YKA3AHHEM TOMHBIX TEXHHUCCKHX XapaKTCPUCTHK

3asBJICHHEIX JIEKapCTBEHHBIX CPEACTB M (WM) METMIMHCKMX W3/IENHH, (papmarieBTHUECKOI
ycrayrn Ha GymaknoMm HocuTesne (npu  3asBjicHHN MEIMLMHCKOM TEXHHKH, TaKXKE Ha
JEKTPOHHOM HOCHTENE B hopMaTe "docx");

2) KOMMIO JOKYMEHTa O rOCYJapCTBEHHON PErHCTpauMH JEKAapCTBEHHOTO CPEACTBA U
(W1K) METMIMHCKOTO H3JeMus b0 3aKMOYCHHS (pa3pelueHns) yNOMHOMOYEHHOIO OpraHa B
06JIACTH 3JpaBOOXPAHEHH HA BBO3 1 MPHMCHEHHC B Pecnybnuke Kazaxcran.

Ha BBe3eHHBIE 1 PON3BEAEHHBIC Ha TeppuTopuH PecnyGnukn Kasaxcrad 10 HCTCUCHNS
cpoka JeHCTBHS PErHCTPAalOHHOTO yAOCTOBEPEHHS JCKapCTBEHHBIC CPEACTBA H (nnm)



MEMLIMHCKUE N3NCNHS MPEACTABAAIOTCSA: KONMU AOKYMEHTA, TIOATBEP)KAAIOIIEr0 HX BBO3 YEPE3
rocynapCTBEHHYI0 TpaHuly Pecnybnukm Kasaxcran, X ONpHXOZOBaHHE MNOTEHLHAILHEIM
NOCTaBUIMKOM; IPOU3BOACTBO OTEYECTBEHHHIM TOBAPOIPOM3BOAUTENEM, 3aKMOYECHHE O
Ge30MmacHOCTH, BBINAHHOE B COOTBETCTBUH ¢ IIpaBuiaMu BBO3a HAa TEpPpUTOpUIO PecryGnnku
Kasaxcran u BEIBo3a ¢ Tepputopunm PecnyOmuku KasaxcraH J€KapCTBEHHBIX CPEACTB U
MEIMLUMHCKIX U3JIENHH ¥ OKa3aHus rocyIapcTBEHHOMN ycayry "Briaya cornacopanus v (WIH)
3aKIIIOYEHHs (paspeluMTeNbHOTO NOKYMEHTa) Ha BBO3 (BBIBO3) 3aperMCTPUPOBAHHBIX M HE
3aperuCTpupoBaHHbIX B PecrnyGnuke KasaxcraH j1€KkapCTBEHHBIX CPEACTB M MEIHIMHCKHX
U3neNuni";

3) aKT CAHMTAPHO-3MHAEMHOIOTHYECKOro 06CeI0BaHHs O HAMIMYMH "XONONOBOH nemny"
C aToil BBLIAYM 33 ONAMH M MEHEe IO [0 JaTbl BCKPHITMA KOHBEPTOB C 3asiBKaMH, CCIH
MOTEHIMANBHBIM [OCTABLIMKOM He TPE/ICTARNIEH CepTHOHMKAT Ha/IekKaleH JMCTPUOBIOTOPCKOH
npaktukn (GDP) mmm Hamtexawedt npoussonctBeHHol npaktukd (GMP), wim Ha[UTeKame

anteuHoii npaktuku (GPP).
20. TloTeHUManbHBIM [OCTABINMK, HM3bABHBIIMI KENaHWE y4acTBOBaTb B TCHICPE,
BHOCHT C 3a5BKOM 0GecredeHre 3asBKi B pa3Mepe OJHOTO MPOLEHTa OT CyMMBI, BBIICICHHOM

NS IPUOGPETEHNS TOBAPOB B OLHOM U3 HIDKENEPEUHCIEHHBIX (OpM:
1) rapaHTHAHHOrO JEHEXKHOTO B3HOCA JEHEr, PasMEINaeMbIX Ha CICAYIOMEM OaHKOBCKOM

cyere TKII na IXB '""Muoronpoduibnas ropoackas 6oapHuua Ne 3" akumara ropoaa
Actanbl, r. AcraHa, yi. Anumun MoagarynaoBoii aom 28, BHUH: 191240005979,
Haumenosauue 6anxa: AO «FirstHeartlandJysanBank», HHK: KZ88998BTB0000521332,
BUK: TSESKZKA, KBe: 16 (nns obecniedenus);

2) 6aHKOBCKOM rapaHTHH.
Cpox nelicTeus obecneyeHHs 3asBKH He MOXeT OBITb MEHee CpoKa AEHCTBHSA caMo#

3asBKH.
[apanTtuitnoe obecriedeHye BO3BPALIAETCS MOTEHLMATLHOMY [OCTABUIMKY B TEYEHHE

naTH pabovnx JHEH B CIydasX:
1) oT3piBa TEHAEPHOH 3asBKM INOTCHUMAIBHBIM IOCTABIMMKOM 10 HCTEYEHHA

OKOHYATEJEHOr0 CPOKa HX HPHEMA;
2) OTKIOHEHHS TEHAEpHOH 3agBKM MO OCHOBAHHIO HECOOTBETCTBHS IIOJIOKECHUAM

JOKYMEHTALIUH,
3) npusHanus nobeauTeNneM TeHaepa APYroro MNOTEHIMAIBHOIO MOCTABIIMKA;
4) npexpalieHus POLeAyp 3aKyna 6e3 onpeneneHus nobeauTeNs TeHaepa;
S) BCTYIUIGHHS B CuJly JOTOBOpa 3aKyna M BHECEHHs mobGenutenem TeHaepa
rapaHTHIHOro 0OecneyeHnst HCIOIHEHHUA 0roBOpa 3aKyma.
["apanTuitHOE 00ECTIEYEHNE HE BO3BPALLAETCS MOTCHIHAIBHOMY IOCTABIIMKY, E€CIIH:
1) oH OTO3Ba] MM U3MEHHI TEHAEPHYIO 3asBKY MOCJIE MCTEYECHHMs OKOHYATEIBHOIO

CpOKa MpHeMa TEHAEPHEBIX 3a5BOK;
2) nobemuTeNb YKJIOHW/CA OT 3aKIIOYEHHs [0roBopa 3akyna I[0C/i€ NpPU3HAHUS

nobeanTeNeM TEHAEPA,
3) oH npu3HaH nobeautenem u He BHEC MO0 HECBOCBPEMEHHO BHEC rapaHTHIiHOE
obecneyeHue 10roBopa 3akyna.

7. BCKpBITHE KOHBEPTOB € 3asiBKAMH
21. TIpoaO/KUTENBHOCTE BPEMEHH MEXIY 3aBEPIICHHEM IPHEMA TECHIECPHBIX 3asABOK W
Ha4aJoM BCKPbITHS KOHBEPTOB C TEHACPHBIMH 3asBKAMH HE MPEBBILIAET ABYX 4aCOB.
22, KoHBepThl C TEHAEPHLIMH 3asBKAMH BCKPHIBAIOTCA TECHACPHOH KOMMCCHEH MO
BpEMCEHH H B MECTE, Oﬂpeﬂeﬂelle[X TC}-UICpI-[Oi"I ,[lOK)*MeHTaLIHf:ﬁ, C IlpHMCHCHHCM ayauo- u
BUACO(PHKCALIMH.



B npouenype
R e ggc BCKPBITHS KOHBEPTOB ¢ TCH/ICPHBIMH 3asBKaMH MOTYT IPHCYTCTBOBATH
BekpriBas k TABLIHKH JIMOO UX YNOTHOMOYEHHbIE NPE/ICTABHTEIH.
anpec HUTCHLLM&HBHEI}:(BCPTH’ CEKpeTapb TEHAEPHONW KOMMCCHH OOBABISET HAUMEHOBAHHE U
TOHEE VIO R MOCTABLUMKOB, OT KOTOPBIX NOCTYITHIIHN TEH/IEPHBIE 3aABKH, 3aSBICHHbIE
Y 10Ty, yCnoBusl MOCTaBKH W OINJIATEI, NOPSZIOK OT3BIBA TEHAEPHEIX 3adBOK
b

undopmaumio o qokym
€HTaX, COCTABJSIOIMX TEHIEPH
, 10 3as
Pyl e by PHY BKY, H BHOCHT JIaHHEIE CBEICHHA

JOKyMEHTaImm)",

YHOHHOﬁéquEEiCYT;;z;g?;; en:a HOI;I;OHGJIype BCKDHITHS KOHBEPTOB C  3asBKaMH
IPMOFTSTANE, iR DEREREE HIMAJIBHEIX TOCTaBIIMKOB, TIOATBEpXKAas CBOE
3apETHCTPUPOBATLCS B XKYpHAJE pe o i Mt s el e Y
R B Spaam ey P pErucTpauuy MOTeHIMaTbHEIX MOCTABIIMKOB, (yKa3aTh MECTO,

paliy, 3TO BpeMs JOKHO OBITh paHBIlle BPEMEHH BCKPBITHSA KOHBEPTOB C
3a7BKaMH, a MECTO PEruCcTpaluy JOJKHO OBITH TEM JKe, YTO U MECTO MPOBEACHHA IPOLCAYPEI
BCKPBITHSI KOHBEPTORB C 3asiBKaMU ).

24. Ha yka3aHHOM 3aceaHuu:

1) cexkperapb TEHOEPHOW KOMHCCHM, CBENEHHA O KOTOPOM YKas3aHbl B HacTosIIEH
JNOKYMEHTaAUK, MHGOPMUPYET NPUCYTCTBYIOIIKX O:

0 COCTaBe TEH/EPHON KOMHCCHH, CEKpPETape;

KOJIMUECTBE NMOTEHLHANBHEIX NMOCTABITHKOB, MOAYUHBIIHX JOKYMEHTAllHH;

HamMYuy Ju60 OTCYTCTBHM 3alPOCOB MOTEHIMANBbHBIX IMOCTABIIMKOB, 4 TaKXKe
[POBEJCHUM OpPTaHM3aTOpPOM 3aKYNOK BCTPEYM € MOTCHUHANbHBIMH IOCTABIIMKAMH IO
Pa3bACHEHHIO MTOJIOKEHUN JOKYMEHTAIUH,

Hamuuan b0 OTCYTCTBUM (hakTa, a TaKke MNPUYMH BHECCHHUA U3MCHEHHH U
JIOTIONHEHUH B TOKYMEHTALHIO,;

NoTeHUHaJIbHBIX IOCTaBLIMKaX, npeacTaBHBLIIHX B YCTaHOBHCHHBIﬁ CpOK 3asiBKH,
3aperHCTPUPOBAHHbIE B COOTBETCTBYIOIIEM JKypHA/IC periCTpalii,

2) npencefaTens TEHACPHOH KOMHCCHH nub0 IULO, ONMpeAcIeHHOe MpeAceaare/ieM u3
yuclia YIeHOB TEHACPHOH KOMHCCHHU!

BCKDHIBAET KOHBEPTHl C 3afdBKAMH Ha M OIJAMAcT TICPCHCHL JIOKYMEHTOB,
COIEPIKALIMXCS B 3a9BKE U UX KPATKOC CONCPIKAHHUE,

3) cexpeTapb TEHAEPHON KOMHUCCHH:

oopMIIsIeT COOTBETCTBYIOLIUH IIPOTOKO BCKPBITHS KOHBEPTOB;

pa3MelIaeT IPOTOKOJI BCKPEITHSA Ha HHTEPHE — pecypCe.
[IpOTOKOJ 3aceaHHs TCHACPHOH KOMHCCHH IIO BCKPBITUIO KOHBEPTOB C 3asdBKaMu

[OANUCHIBAETCS ¥ MOJIMUCTHO napagupyeTes BCEMH NPHCYTCTBYIOMMMH Ha 3aCe[aHuy YICHAMU
TeHepHOl KOMHMCCHH, @ TalKe CCKPETAPEM.

8. PaccMOTpeHHE 3aABOK HA MpPEIMET HX
coO0TBeTcTBHA TPeOOBAHHAM AOKYMEHTALHH
25. TengepHas KOMUCCHS OCYLIECTBIIACT OLICHKY M COMOCTABJIEHUE TEHICPHBIX 3a5BOK.
26. B umemsix  YTOYHCHHA COOTBETCTBH  IMOTCHIHAIBHEIX  IOCTABIIMKOB
KkBaTM()AKALMOHHEIM TPEOOBAHUAM B HACTH ¥X HEMPUYacTHOCTH K Tpouenype OaHKpOTCTBa
nn60 NMKBUAALMM TEHAEpHas KOMHCCHA paccMaTpuBacT uHPOpPMALNIO, Pa3MEIIECHHYIO Ha
MHTEepHET-pECypCe YIOJHOMOYEHHOr0 OpraHa, OCYLIECTBIIAIOMETO KOHTPONb 32 MPOBEACHHEM

npolieyp 6aHKpOTCTBA 1160 NTHKBHAALIUH.
27. TenpepHas KOMHCCHST OTKJIOHACT TEHJEPHYIO 3aiBKy B LEIOM HIH MO JIOTYy B

cnyuasx:
1) HenmpeacTaBACHHS rapaHTHHHOrO 00eCIeUeHUs TEHJIEPHOH 3adBKH B COOTBETCTBHH C

TpeGoBaHUAMH HACTOALINX [Tpasun,



2) HenpencTasaeHus KOnuu YCTaBa WIM BBIMCKH O COCTABE YYPEAUTENEH, YU4aCTHHKOB

WM BBIIMCKM U3 peecTpa Aepxkarenell axumuif, Wid KOMMH YYPEAUTENBHOIO JO0roBopa B
ClyHasX, IPeNyCMOTPEHHBIX HacTosmuMH TTpaBunamus;

3) HelpenCTaBNeHNs KOMHH JOKYMEHT, NPEAOCTABJISIOIIETO PABO HA OCYIIECTBICHAE
HNPEANPURAMATENbCKON nesTenbHOCTH Ge3 06pasoBaHus IOPUAHYECKOTO JINILA, BBIAAHHOIO
COOTBETCTBYIOLIMM rOCY AAPCTBEHHBIM OPraHOM, (115 (PU3HUYECKOrO JIMLA, OCYIIECTBISIOLIEr0
NPCANPHHUMATENLCKYIO ACATENLHOCTD);

4) HEIIPEACTABNEHUS KOIMIA COOTBETCTBYIOIIEH JHULECH3MA Ha (PapMalEBTUYECKYIO
ACATENBHOCTE M (WJIM) HA OCYLIECTBICHHE AEATENBHOCTH B cepe 060pOTa HAPKOTHYECKHX
CPCACTB, MCUXOTPOMHEIX BELIECTB U MPEKYPCOPOB, YBEAOM/ICHHS O HAYajle WM NPEKpAIeHUH
ACATENLHOCTH MO ONTOBOM M (WIM) PO3HMYHON peanu3aluy MEeTULIMHCKAX H3menuil jmbo B
BHAC 3NICKTPOHHOTO JIOKYMEHTA, MOJY4EHHBIX B COOTBETCTBHH ¢ 3akoHOM "O pa3pemeHHusX H
YBENOMNEHUAX", CBEACHUS O KOTOPBIX MOATBEPKAAIOTCS B MH(POPMALMOHHBIX CHCTEMax
FOCYIapCTBEHHBIX OpraHoB, MO0 HEMpPEeACTaBleHMs HOTApHANLHO YAOCTOBEPEHHBIX KOMHMIt
COOTBETCTBYIOLLEH IMLEH3HWH HA (PApMALIEBTHYECKYIO JAESTEIBHOCTD U (UIIH) HA OCYIIECTBICHUE
NEATENbHOCTH B chepe 000poTa HAPKOTHYECKHX CPEACTB, NCHXOTPOMHBIX BELIECTB U
TPEKYPCOPOB, YBENOMIIEHHS O HAyane MM MPEKPalleHHMH AEATENBHOCTH MO ONTOBOH U (MIIH)
PO3HHMYHON peav3aluu MEIMIMHCKEX H3IeNHif, MOTydeHHbIX B COOTBETCTBUM ¢ 3akoHOM "O
PaspelIeHUsIX W yBeJOMJIeHHsX', B Cly4ae OTCYTCTBHS CBeNEHHWH B HH(POPMAIHOHHBIX
CHCTEMAaX roCyJapCTBEHHBIX OPraHOB;

5) Hanuuus B CBENCHHMAX COOTBETCTBYIOLICTO OpraHa TrOCYAAapCTBEHHBIX [0XOI0B
nHdopMaLUn O 3a40KCHHOCTH B OIOMKET, 3a[0/DKEHHOCTH 10 0043aTeNbHBIM [NEHCHOHHBIM
B3HOCAM, OOS3aTECAbHBIM  NPO(PECCHOHAIbHBIM  MEHCHOHHEIM  B3HOCAM,  COIIMATBHBIM
OTYUCJICHUSM, OTYMCIICHHAM M (WJIHM) B3HOCAM Ha 00sA3aTENbHOC COLUMAIBPHOC MEIMIHHCKOE
CTPaxOBaHHUE (32 UCKITIOYEHHEM CYMM, 1O KOTOPHIM M3MEHEHEI CPOKH YIUIATEI, HE OTPAXKEHHBIX
B 001IEH CyMME 3a0JKEHHOCTH);

6) HENpenCTaBICHUS TEXHHYECKON CHEUM(UKALMUA B COOTBETCTBHM C TPeOOBaHHAMMU
nacrosiumnx [1pasun;

7) npeactaBieHus MNOTEHLUHANbHBIM MOCTABLIMKOM TEXHMYECKOH Creln(HKalLnH, HE
COOTBETCTBYIOLIEH TpeOOBaHUSIM TEHEPHOM OKyMEHTAUMX U HacTosimuX [Ipasun;

8) ycraHoBnenus (axkra TIPEACTABIEHHUS HENOCTOBEpHOM HMHGOpMaUUK IO
KBIH(HUKALUOHHEIM TPeOOBaHHAM M TpeOOBaHMAM K JIEKAPCTBEHHBIM CpEACTBAM M (WIIH)
MEAMIMHCKUM U3AEIUSIM U yelyram, mpuoOpeTaeMelM B paMkax Hactosmux [pasu;

9) npuyYacTHOCTH K npoueaype 6aHkpoTcTBa MO0 TUKBHAALINH,

10) HempencTaBNeHUA AOKYMEHTOB, MOATBEPXIAKOLIMX COOTBETCTBHE MpPEIAraeMbIX
NEKapCTBEHHBIX  CPEACTB M (MNM) MEIAMUMHCKHX M3J€Nud, (DapMaUeBTHYECKUX yCIyr
Tpe0oBaHMIM, MPEAYCMOTPEHHBIM r1aBoi 4 HacTosiux [TpaBun;

11) HenpencrapieHHs KOMHHU 4KTd CAHHTApHO-3IHUAEMUOIOTHYECKOTO O0OCNENOBAHUS O
HAJIMYUH "XONOJOBOM Lenu", 338 MCK/IOUEHHEM CIy4aeB MpPEACTABIECHUS TOTEHLUATbHEIM
NOCTaBIIMKOM  ceprumkara  Hajnekameid  AUCTPUOBLIOTOPCKOM  mpaktuku  (GDP),
OTEYECTBEHHBIM  TOBAPOIPOM3BOAMTENEM — CEpTH(HUKATA O COOTBETCTBHH OOBEKTa
TpeGoBaHUAM HajulexkKalueid npou3BoacTBeHHoH npaktuku (GMP), ceprudukara namnexameii
anteunoil npaktuky (GPP) npu sakyne (hapMaleBTHYECKHX YCIIYT;

12) ecim TEXHHYECKas XapakTEPUCTHKA 3asABJICHHOM MEOUIIMHCKON TEXHUKU HE
COOTBETCTBYET TEXHWUYECKOH XapakTepucTHKe M (M/IM) KOMIUIEKTALMM, ONpENEIEHHOM
PErucTpaLMOHHbLIM YJOCTOBEPEHUEM U (MJIH) PETHCTPALIMOHHBIM JOCKE;

13) HecooTBeTcTBHS TpeboBaHUAM TyHKTa 10 HacTosmmx [TpaBui;

14) yctanoBNEHHBIX yHKTamu 15, 21 HacTosmux [Ipasui;

I5) ecnu TeHaepHas 3asBka umeer Gojee KOPOTKUIl CPOK HEHCTBHMSA, YeM YKa3aHO B
YC/IOBHAX TEHACPHOM JOKYMEHTALMH;



16) wHen
) PEACTABNCHHUA UEHOBOTO MPEANOXKEHHs AHGO MPEACTABIEHHS LEHOBOIO

17) n
n(um) )Mg;ﬁ;;ﬁ:lz}?Hﬂg;z;?{gﬂaiblé:l:iu;OCTanuHKOM LEHEI Ha JIEKAPCTBEHHOE CPEICTBO
COOTBETCTBYIOLIEMY NOTY, M (HJIH)’ 1 g e 6 ey o (OMERLE LU0 EES G
HaUMEHOBaHUe 1 Hpeﬂenb;{ IO LeH Hp o i e bl

13) npeﬂCTaBﬂeHHﬂyTeHﬂe ); o; 'I;c;proaoe HAHMEHOBAHHE;

CTPaHULAMK, HE CKpernjeHHOi le)ﬂHHCb:C[)Bng: e e L RIS
S T AN . yKa3aHWs Ha KOHBEPTE HAUMEHOBAHUS .HHH
P, ¢ MOCTaBIIMKA, 32Ka3YMKa UIIH OpraHu3aTopa 3aKyna,
NOTEHIUANBHOrO [OCTABIIMKA M (WIM) COMCIONHUTEIS
NPENBABIACMBIM KBAIMUKALMOHHBIM TPEGOBAHUAM;

20) ycranosnenus akra adUIHPOBAHHOCTH B HapylleHHe TPEOOBAHHM HACTOSIIMX
[IpaBu.

28. Ecnu TeHpep B LENOM MM Kakoi-1ubO €ro JOT MpU3HaHBl HECOCTOSBIIMMHCA,
3aKa3uMK WKW OPraHu3aTtop 3akyna MEHSIOT COAEpIaHHe M yCJIOBUS TEHAEpAa M MPOBOAAT
MOBTOPHBIH TEHAEP B COOTBETCTBHHM ¢ TNaBoii 9-1 HacTosAmuX [TpaBrL.

29. Ecnu TeHaep B UENOM WM KAaKOH-THGO JIOT MPH3HAHBI HECOCTOABLIMMMUCA MO
OCHOBAHMIO TOJAYM TONBKO ONHOM 3ajBKH, COOTBETCTBYIOWIEH TPEOOBAHHAM TEH/CPHOH
JIOKYMEHTAIMH, TO 3aKa3YUKOM MJIM OPraHU3aTOPOM 3aKyra OCYIIECTBIAETCH 3aKyIl crmocobom
3 OJHOrO MCTOYHKKA Y MOTEHIHANBHOT0 MOCTABIINKA, TTOAABLIETO AAaHHYIO 3aiBKY.

30. 3akym crroco60M TeHaepa WK €ro Kakoi-Tu60 0T MPH3HAIOTCA HECOCTOSBIIAMHUCH
10 OOHOMY M3 CNEAYIOLMX OCHOBAHMH:

|) OTCYTCTBHE TEHACPHBIX 3asBOK;

2) OTK/IOHEHHE BCEX TEHACPHBIX 3aABOK MOTEHIHATBHAIX MOCTABIINKOB.

31. IloGeautens TeHAEpa ONPEAENACTCS CpPEAM NOTEHIHANBHBIX IIOCTABIIMKOB,
TEHIEPHBIE 3a9BKH KOTOPHIX NIPU3HAHEI TEHACPHON KOMUCCHEH COOTBETCTBYIOMIMMHE yCIIOBHAM
obbsiBnenuss W TpeGoBaHuaM HacTosmmx [Ipaswi, Ha OCHOBE HAMMEHBIICTO MEHOBOTO
TIPEIIOKEHHUS.

B OTCYTCTBHE KOHKYPEHLMH MO JIOTY WM TPH OTKJIOHEHWH TEHACPHBIX 3aABOK
KOHKYDEGHTOB O JIOTY MOOGEAHTENEM TEHAEpa NMPU3HACTCS NOTCHUHANBHLIN MOCTABIIMK, b
TeHJepHas 3asBka NpU3HAHA TEHAEPHOH KOMHCCHE EOMHCTBEHHON COOTBETCTBYIOIIEH
yC/10BUSIM OOBSBICHHS 1 TPEOOBAHMAM HACTOAIIHNX [TpaBuL.

9, MoaseaeHue HTOrOB
32. WTtoru TeHIepa MOABOASATCS B TEUEHUE ACCATH KaNCHIAPHBIX IHEH CO HA BCKPBITHS
KOHBEPTOB C TEHEPHBIMH 3asBKAMH, O €M COCTABIISCTCS MPOTOKOL.
33. [o pe3y/bTaTaMm paccMOTPEHHs 3aBOK TEHAEPHASL KOMHUCCHS:
1) onpesenseT NOTeHUHaIbHBIX MOCTABLUIMKOB, COOTBETCTBYIOWMX KBalU(UKALHOHHBIM
TpeGoBaHMAM H TPEOOBAHUIM JOKYMEHTALIMH;
2) onpezencHue noOeaUTENs TCHACPa;
3) ompezenseT NOTEHUMAIBHOTO IOCTABLMKA MO KAKAOMY JIOTY, MPEANOKEHHE
KOTOPOTO SBJISIETCA BTOPBIM MOCIE MPEUIOKCHIS nobeauTens,
4) oopmIIsieT TIPOTOKO HTOTOB.
34. B TeyeHue TpeX KaJlCHIAApHBIX AHEH CO JHA MOABEICHHMS HTOTOB TCHIEPA 3aKa3UHK
WM OPraHu3aTop 3aKyna yBeJAOMJSIOT MOTCHUHA/IBHBIX NOCTABLUIUKOB, TIPHHABLINX y4acTHE B
TeH/Aepe, O Pe3y/IbTaTax TeHJEepa MyTeM PasMELICHHUs IPOTOKOJIA HTOTOB HA HHTEPHET-pECYpCe
3aKasynka UJiu OpraHu3aropa 3aKyna.
35. TIpotokon 06 MUTOrax TEHAEpa PasMEIIAeTCs HA MHTEPHET-PECYpCe 3akasuuka M
oprannsatopa 3akyna. OpraHusatop 3aKyna B TEHYCHHE TPEX KalCHIApHBIX IHER CO [HA
[0/IBeACHUS] UTOTOB HAMpaBIseT 3aKa3uiKy 3aBEPEHHBIE KOMHH MPOTOKONA HTOTOB 3aKyma |



TCXHUYCCKYIO CneuupuKanuo i
eKapcT
noGenuTens. PCTBEHHBIX CPEACTB U (MJM) MENMLMHCKHX H3MEMHii

10. Ye
JOBUS BHECeHsI, hopMmy, 06bem 1 cnocol rapanTuitoro ofecrevenus

AOroBOpa 3aKyna

36.
Tapantuiinoe o6ecneyenue cocrasnser TPH MPOLEHTA OT LIEHBI AOroBOpa 3aKyna u

NIpENCTaABNAAETCS B BHUIIE:

po— SL)K;:E?:{ZH]{%?{‘)HT?&:; ]?'I}ifllme JICHEXKHBIX CPENICTB, PA3MEILAEMbIX B OGGJIy)'i'(HBaIO[[ICM
SO, K, o e HoronpoguaLHan FOpPﬂCKaH 6oapHnna Ne 3" akumara

» I AcTaHa, ya. Amumn Moanarynosoit gom 28, BUH: 191240005979,
HaumenoBauue 6anka: AO «FirstHeartlandJysanBank», UUK: KZ88998BTB0000521332,
BUK: TSESKZKA, KBe: 16 (pexkBH3UTHI);

2) GaHKOBCKOi rapaHTHH, BbIIAHHOH B COOTBETCTBHH C HOPMATHBHBIMH IIDABOBBIMH
aktamu  Hanwowansworo Banka Pecny6muku Kasaxcram, mo (opMe, yTBEp)KICHHOH
YMONTHOMOYEHHBIM OPraHOM B 0611aCTH 31paBOOXpaHEHH .

["apanTuiinoe obecrneyeHue B Bue rapaHTUitHoro B3HOCa ACHEKHBIX CPEACTB BHOCHTCA
MOTEHUMANbHBIM TOCTABLIMKOM Ha COOTBETCTBYIOLIMH CUET 3aKa3ynKa.

37. TapantuitHoe obecrieueHne He BHOCHTCH, €C/M LEHA JOroBopa 3akyma He
MPEBbILIAET  ABYXTHICAUEKPATHOrO pa3Mepa MECSYHOr0 pacyeTHOro [rokasarens Ha
COOTBETCTBYIOILKIT hHHAHCOBEIN IO,

38. ['apanTtuitnoe obecneyeHne UCIONHEHHS AOroBOpa 3aKyna BHOCHTCS MOCTABIIUKOM
HE MO3HEE AeCATH pabovux THEl CO HS ero BCTYIUIEHUS B CHILY, €C/IM UM HE MpeIyCMOTPEHO
HHOE.

39. T'apanTuiiHoe obecreueHHe MCIOJHEHHs [0roBopa 3aKyna HE BO3BpAlIACTCs
3aKa34MKOM MOCTABLIMKY B CIIyYasx:

1) pacTopieHusi IOrOBOpa 3aKkyma B CBA3M C HEHWCIOJHEHHEM WM HEHaUIEXKalluM
MCIIOJIHEHMEM TOCTABIIMKOM JA0rOBOPHBIX 0053aTeNbCTB;

2) HEHCTIONHEHUS WM WCIOJHEHHS HeHaUIeKamuM 00pa3soM CBOMX 00S3aTENBCTB IO
JIOTOBOPY HOCTAaBKHM (HapyLIEHHE CPOKOB IOCTABKH, OCTABKA HEKAYCCTBEHHBIX JICKAPCTBEHHBIX
CPENICTB, MEIMIMHCKUX M3/Ie/Hil H HApYIIEHHE IPYTHX YCIIOBHIA IOrOBOPA);

3) HeynaaThl WTPAdHBIX CAaHKIKH 33 HEHCIIONHCHHE MM HEHAIEKAIIEe HCIOIHEHHE,
MpeayCMOTPEHHBIX IOTOBOPOM 3aKyna.

11, TpeGopanue K A3b1KAM

40. S3asiBka, INOATOTOBJACHHAs [OTEHUMAJIbHBIM IIOCTABLHIMKOM, a TaKKE BCH
KOPPECTOHEHIHs ¥ JOKYMEHTEI KAacaTelbHO 3asiBKH COCTABIAIOTCS U INPEJCTABIAIOTCA HA
93bIKE B COOTBETCTBHH C 3aK0oHONATeNbCTBOM Pecmybmuku Kaszaxcras.

ConpoBOIMTENbHAA MOKYMEHTAUHA ¥ TNCYaTHAsA JUTCPATypa, MpPEeNOCTABIAEMbIE
NOTEHLMATbHBIM MMOCTABIIMKOM, MOTYT OBITE COCTABJICHEI HA JPYTOM A3LIKE IPH YCIOBHH, YTO
Kk HMM OyJeT mfpuiaraTeCs TOYHBIA, HOTApUANbHO 3aCBUACTE/ILCTBOBAHHBIA TEPEBOA
COOTBETCTBYIOWIMX PA3AENOB Ha A3bIKE 3afBKW, W B 3TOM Cllydyae, B LENAX MHTEPHPETALUHU
3asBKM, NPENMYLLECTBO OyayT MMETh JOKYMEHTbI, COCTABICHHBIC HA IOCYNAPCTBEHHOM MM
PYCCKOM SI3BIKE.
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