IIpoTokoJ1 00 UTOrax 3aKymna crnoco00M 3anpoca HeHOBbIX MPeI0KeH Uil

r. Yerb-Kamenoropcek 04.05.2022r.

Opranuzarop u 3akazuuk 3akyma B nuie KI'TI na ITXB «"oponckas 6onsHuiia Ne4 r. Yerb-Kamenoropck» ¥3 BKO.

[TouroBslit agpec: 070004, r. Ycrp-Kamenoropck, yin. Cepukbaena, 1/4.

B cootBerctBun ¢ mocranosienueMm llpaButensctBa PK ot 04 umions 2021 roma Ne375 «O06 yrBepxkneHun [IpaBusi opraHmzaiiy U HpOBENEHHS 3aKyra
JICKapCTBEHHBIX CPEJCTB, MEAULMHCKUX W3JETUN U CHEHUAIU3UPOBAHHBIX JIEUYEOHBIX NPOAYKTOB B paMKaxX TrapaHTHUPOBAHHOTO oObeMa OecIulaTHOM
MEAUIIMHCKON MOMOIIH U (WJIK) B CUCTeMe 0053aTeIbHOTO COIMAIIBHOTO MEIULIMHCKOTO CTPaxoBaHus, (hapMalleBTHUECKUX YCITyT», IPOBEJIO 3aKYII:

Ne HanMeHoBaHMe onMcaHue TexHuveckas cnenupuKaLus ®opma Koua- Lena, 3a Cymma,
10Ta BbImycka | BO eUHULYy, | BbIJACJICHHASA
TEHre Ha 3aKYIIKY,
Pexomounbect anTumasumaym — 1gG  (kommiexkt 2). Habop peareHToB IS
UMMyHO(DEpMEHTHOTO BbIsiBIcHUS antHTen Kinacca 1gG x Treponema pallidum. KomaunuectBo
1 onpeneneauii — 96 (12x8). Hempsimoit UDA, nByxcraauitaeiii. Bosmoxxnocts onpenencaus AT
B yukBope. KonmmuectBo onpenencuuit 96 (12x8). Bpems ananmuza He 6osee 1 yac 25 muH. Cpok 6 5
HaGop peareHToB TOAHOCTH Ha MOMEHT TocraBkd He MeHee 80% oT HopmaruBHoro. Hammuwe: makera uist HA0Op 25000 50000

TUIAHIIeTa TUMA "3UM-JIOK", YHU(UIIMPOBAaHHKIX Hecrienuduiaeckux kommnoneHTo @Ch-T, crom-
peareHTa, pPErHCTPALIOHHOTO YAOCTOBEpPEHUs. BO3MOXHOCTh TPAaHCHOPTHPOBAHUS IPU
temreparype a0 25°C e meHee 9 cyT

Pexomonbect antunananaym — IlgM. Habop peareHToB it IMMyHO(EPMEHTHOTO BBISIBIICHUS
arturen kmacca IgM k Treponema pallidum. KomiuecrBo onpenenenuii — 96 (12x8). «Capturen-
2 Bapuant UDA. KomnyectBo ompenenenuit 96 (12x8). IlpemycMoTpeHO ompeeneHHe TUTpa
aHTuTen. Bpems ananmuza e 6onee 1 wac 25 muH. Cpok rOJHOCTH HA MOMEHT NIOCTaBKH HE MEHEe

Habop 2 35000 70000

Hab6op pearenros
80% ot HOpMaTHBHOTO. BO3MOXXHOCTB TPaHCTIOPTHUPOBAHMUS MPH Temrreparype 10 25°C He MeHee

9 cyr. Hanmuue: nmakera Jyis IUIaHIIeTa TUNA "3UN-J0K", YHUQHIPOBAHHBIX HECTICIU(PHISCKIX
komnoHeHToB OCB-T, cTon-pearenTa, perHCTPanioHHOTO YIOCTOBEPEHHSI.

Jlromubect anTHNANLIUAYM (KoMILIeKT 2) Habop peareHTOB 1151 BEIIBICHUS aHTUTEN K
Treponema pallidum metonom ummyHodur0opecuenun. KommyectBo onpenenenuii 0.

3 Meton HenpsiMast uMMyHodIroopecterius B Moaudukanusx PU® adbec u PUD 200. AnTureH
HaHECEeH Ha CTEKJIa, TOTOB K HCIOJIb30BaHNI0. Hanmane perucTpaiiioHHOTO yJ0CTOBEPEHHSI. Ha60p 6 56000 336000
HaGop pearentos O6beM uccnenyemoro oopasia ue 6osee 20 mxin B PUD® abe u He 6osee 50 mxin 8 PUD 200.
Bpewms npoBenenus ananusa He 6onee 130 mun. Temneparypa npoBenenus ananusa 37 °C.
CpoK rogHOCTH Ha MOMEHT IOCTaBKH He MeHee 80% oT HopmaTuBHOTO. Bo3MoxHOCTH
TPaHCIOPTUPOBaHU Ipu TeMneparype 1o 25°C ue 6onee 9 cyt




KauecTBeHHOE ¥ KOJNIMYECTBEHHOE OINpeeieHne TpuOoB, B TOM 4UHCIE JAepMaTO(HUTOB,
4 Aspergillus u Candida spp. B KTHHHYECKOM MaTepHalie, Ipodax MUIIEBbIX MPOLYKTOB, 00pasiax KT 25300 25300
Cabypo arap C 00BEKTOB OKPYKAIOUIEH CPEIbl, JIEKAPCTBEHHOM MPOMBIIUICHHOCTH, JPYTHX UCCIEIOBAHHUSIX
CaHUTApHOH U KIMHHYECKOH MUKPOOHOIOTHH
KonTposib kadecTBa 1a00paTOPHBIX UCCIETOBAHUIA 11O BHISIBIICHHIO aHTHTEI OJICTHON TPETTOHEMBI
5 ChbIBOPOTKA ISl AUATHOCTHKH B npobax KpOBU 4YeloBeka B peakuuM naccuBHOM remarrmotuHanmu (PIIIA), peakunu YIaKOBKa 15270 45810
ces3piBanus komiuieMenTa (PCK), peakuun mukponpenunuranuu (PMII), peakuun OBICTPBIX
cudmmica orpunartensHas Nel0 (PCK), p Potp ( )P P
mia3MeHHbIX pearnHoB (RPR)
KoHTposib mpaBMIIEHOCTH Pe3y/bTaTOB TPHU ITOCTAHOBKE PEAKIMH CBS3bIBAHHS KOMILICMEHTA
6 ChIBOpOTKA 1711 AUATHOCTHKH (PCK) ¢ ChIBOPOTKaMH OOJBHBIX CH(HIMCOM B KIMHHYECKOH ceponorun B turpe 1:2560 yIIaKkoBKa 16485 49455
cuduuca monoxureiapHas Nel0 obecrieunBaer B PMIT 1 RPR nionoxuTesnbHyto peaknuio (4+).
ChIBOPOTKA KOHTPOJIbHAS CITa0O0MON0KUTENbHAS TIPEeHA3HAUYEHA A KOHTPOJIS HPaBUIBHOCTH
7 CBIBOpOTI(a U1 JTUArHOCTUKHU PE3YJIbTAaTOB IPU MNOCTAHOBKE PCK ¢ CBIBOPOTKaMH OOJILHEBIX CI/I(bI/IJ'H/ICOM7 coacpiKalumMu YHaKOBKa 14700 44100
HTUT k Treponem: llidum. B tw 1:64 neunBaer B PMII u RPR
cudwmmca crabononoKuTeIbHas | & cna eponema  pallidu Tpe  1:640  obecnenurae
Nol0 c1abomoNIOKUTENbHYI0 peaknnio (2+). Bo3moxkHa moctaBka CHIBOPOTKAa A AWArHOCTHKH
o
- currca KOHTPOJIbHAS CIIa0O0TONIOKHUTEbHASI HA OCHOBE KPOBH UEIIOBEKA

Hroro, cymma 3akynku: 620665 (mecTbcoT ABAAATh THICIY HIECTHCOT HIECTHAECHAT MSITh) TEHTe.

1. Ilo1HOe HaNMeHOBaHHUE MOTEHIHMAJIbHBIX MOCTABUHIMKOB, IIPEACTABUBIINX HEHOBLIC MPEAJTOKCHHUE 10 UCTCUCHUA OKOHYATECJIBbHOI'0 CPOKA
NpeacTaBJaCHusl HECHOBBIX npennomeﬂuﬁ:

Ne
u/n HanMeHoBaHHe NOCTABIUKA AJpec MoOCTABIIMKA JlaTa Bpems
1 TOO «CBAP3» BKO, r.Ycrp-Kamenoropck, mp. Abas, 181/41 03.05.2022 r. 10:00
2 TOO «OnunbuoMen» r. Yere-Kamenoropek, yi. K. Cartnaesa, yu. Ne25 03.05.2022 1. 14:36
2. Cnenylomne NOTCHIHUAJBbHDBIC MOCTABIHIUKH MPEIOCTABUJIN ICHOBLIC Hpe)l.]'IO)KeHI/Iﬂ:
Dopma Koa-Bo Ilena,
Ne HaumenoBanue Ne BBINIYCKAa yKa3aHHas B Cymma, | KBanuduxanuonusie
Texnuyeckas cnenupuKaLus
n/n MOCTABIIMKA JoTa 3asiBKe, 32 TeHre TpeOoBaHUsI
eAMHHUILYy TeHre
Pexomoubect antunammmaym — 1gG (kommaekr 2). HaGop peareHToB
IUIT AIMMYHO(EpMEHTHOTO BBIIBIEHUs aHTHTEN Kiacca 1gG k Treponema
pallidum. KonwuuectBo ompenenenuii — 96 (12x8). Hempsimoit MDA, 9
1 NBYXCTaauiiHbIiA. Bosmoxknocts onpenenenus AT B nuksope. Konuuectso H360p 25000 500000 CooTBeTCTBYyET
onpenenenuit 96 (12x8). Bpems ananmnza He Gosee 1 wac 25 muH. Cpox
TOJIHOCTU Ha MOMEHT MocTaBKH He MeHee 80% oT HopMaTuBHOro. Hannune:
nmakeTa  Juisl  IUlaHmera  Tuna  "3un-nok",  yHH(HIMPOBAHHBIX




TOO «CBAP3»

HecTeluQUIecKux KOMITOHEHTOB OCB-T, CTON-pearcHTa,
PErucTpallMOHHOTO YAOCTOBEpEHHs. BO3MOXKHOCTH TpaHCIOPTUPOBAHUS
npu Temneparype g0 25°C e meHee 9 cyr

PexomOoubect antunasumaym — IgM. HabGop pearentoB s
UMMYHO(GEpPMEHTHOTO BbISABIEHMsT aHTHTen Kimacca IgM k Treponema
pallidum. KomuuectBo ompemeneuuii — 96 (12x8). «Capture»-Bapuant
NOA. KomnuectBo onpenenenuii 96 (12x8). IlpexycmoTpeHo onpeneneHne
TUTpa aHTHTEN. Bpems ananmmza He Ooxee 1 yac 25 muH. Cpok TOXHOCTH Ha
MOMeHT nocTaBku He MeHee 80% oT HopmartuBHOro. Bo3moxkHOCTBH
TpaHCIOPTUpPOBaHUs Ipu TeMueparype 1o 25°C He meHee 9 cyt. Hamuuue:
makeTa Ul IDIaHmeTa  TUMa  "3MO-IOK",  YHHQUIMPOBAHHBIX
HecTlel)UIecKux KOMIIOHCHTOB OCB-T, CTOI-pearcHTa,
PETHCTPALOHHOTO YJIOCTOBEPEHHSI.

Habop

35000

70000

CooTBeTcTBYET

Jliomubect anTHnaaauaym (kommiaexkt 2) HaOop pearenroB s
BBIABJICHUS AHTUTET K Treponema pallidum METOAOM
nMMmyHodumroopecueHunu. KoxmdectBo ompenenenuit  80. Merton
HenpsiMasi UMMYyHoQuroopecteHnus B Mmoaudukammax PUD adc u PUD 200.
AHTHIGH HaHeCeH Ha CTeKJa, TOTOB K HCIOJb30BaHUIO. Hannuue
perucTpanoHHoro yznocroepenus. OO0beM wuccienyeMoro obOpasua He
6onee 20 mxn1 B PUD abc wu nHe Gomee 50 mxu B PUD 200. Bpewms
npoBesfeHusl aHanu3a He Oonee 130 wmwmH. Temmeparypa mnpoBeneHHS
aHamu3a 37 °C. Cpok rofHOCTM Ha MOMEHT IIOCTaBKUM He MeHee 80% oT
HOPMAaTHBHOTO. BO3MOXXHOCTbh TPAaHCIIOPTHPOBAHUS NPU TEMIIEPAType 10
25°C ne 6onee 9 cyT

Habop

56000

336000

CooTBeTcTBYET

TOO
«OnunbuoMen»

KauecTBeHHOE M KOJMYECTBEHHOE OIpeaeieHHe IpuOoOB, B TOM HHCIE
nepmaroduroB, Aspergillus u Candida spp. B KIMHHYECKOM MaTepuaie,
npo0ax MUINEBBIX MPOAYKTOB, 00pasiiax ¢ 00BEKTOB OKPYXKAIOIICH CpeIbl,
JICKAPCTBEHHOI MPOMBIIICHHOCTH, IPYTUX MCCIICIOBAHUSAX CAHUTAPHOU U
KJIMHUYECKOW MUKPOOHOJIOTHH

KI'

25300

25300

CootBeTcTBYET

KonTpoms xauecTBa 1a00paTOPHBIX UCCIIEIOBAHNI MO BEISBICHHIO AaHTUTETT
OneHON TpemoHeMBI B Mpo0ax KPOBH YeNOBEKa B PEAKIUH IMACCHBHON
remarrmotinHanyn (PIITA), peakuun ces3piBanmst kommuiemeHTa (PCK),
peakuun Mukponpenunuranua (PMII), peakium OBICTPHIX IUTa3MEHHBIX
pearusos (RPR)

yTIaKOBKa

15270

45810

CootBeTcTBYET

KOHTpONb NpaBHJIBHOCTH  PE3yJbTaTOB IPU MOCTAHOBKE PpEaKIMU
csizpiBaHms kKomiuieMenTa (PCK) ¢ ceiBopoTkamu GOBHBIX CH(UINCOM B
KJIMHUYecKo# ceposoruu B tutpe 1:2560 oGecneunBaer B PMII u RPR
TMOJIOKHUTEIBHYIO peakiuio (4+).

yTaKoBKa

16485

49455

CooTBeTcTBYyET

ChIBOPOTKAa KOHTpPOJIbHAsE CJIA0OMONIOKUTEIbHAS —IpeIHa3HaYeHa Ui
KOHTPOJIsI TPaBWIBHOCTH pe3ynbTaToB mpu nocraHoBke PCK ¢
CBIBOPOTKAMH GOJIBHBIX CH(HINCOM, COACPIKALMMHU aHTUTeNa K Treponema
pallidum. B tutpe 1:640 ob6ecneunBaer B PMII u RPR
c1aboMONOKHUTENBHYI0 peakiuio (2+). Bo3moxkna mocraBka CBIBOPOTKa
JUTSL AMarHOCTHKY CHQUITICAa KOHTPOJIbHAS ClIa00MONI0KHUTENbHASI HA OCHOBE
KPOBH YeJIOBEKa

yIlakOBKa

14700

44100

CootBeTcTBYET




3.Ha npouenype BCKPBITHS KOHBCPTOB C LIEHOBBLIMH MPeJUI0KEHHAMHA MpeacTaBuTClin KOMITAHWI He MPUCYTCBOBAJIH.

B coorsercrsui ¢ 11.100 I'nassi 9 [Tocranosnenus [IpasutesbeTsa Pecny6miku Kaszaxcran ot 04 uions 2021 roma Ne375, PEHIEHO:
1. TIpu3nats moOeaUTENEM 1O JIOTY Nel,2,3 npusHaTh COCTOABLIMMCS H 3AKIIFOUUTH JI0TOBOP € TOO «CBAP3».
2. Ilpu3HaTth NOOEUTEIEM 110 JIOTY No4.5.6,7 mpu3HATH COCTOSBIIMMCS W 3aKIIOYHTD JIOTOBOP € TOO «OnuabuoMea».

JOKYMEHTHIL, MOATBEPK/IAIOIIHE COOTBETCTBHE KB&JIH(I]HK&HHOI{HLIM

[ToGenuTe i MPEACTABIMIOT 3aKa3uhKy B TCUCHHE JCCATH KaJCH
tpebosanusiM cornacHo 1. 102 [pasuut.
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