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OBIPYHTYBAHHSI
TeXHIYHHUX Ta AKICHMX XapaKTePHCTHK, PO3Mipy GI0/KETHOTO MPH3HAYCHHS, OYIKyBaHOT
BAPTOCTI Mpe/IMETA 3aKy MBI
(ONPUIIOOHIOCMbCS HA GUKOHANHS. ROCIMANOGU
KMY Ne 710 6i0 11.10.2016 «I1po eghexmusne 6ukopucmanis 0epicasnux Koumie»
(31 3minamu)

1. HaiimenyBauna samouuka:* KHIT KMP «Karapannbska OaraTonpodiibua
JiKapH».

2. Koa sriano 3 €APITIOY 3amoBHuka: 01994416.

3. Micuesnaxoqkenns 3amoBHuka: By.1. Ilapkosa, 10, m. Karapuank, KuiBebka 006.1.,
09200.

4 Kateropis 3amoBHuKa: IOpuaumuna ocoba, sika 3abe3neuye norpedu aepxkaBu abo
TePHTOPIATbHOT rPOMA/IH.

5.Hasea npexmera 3akynisii i3 3asHaueHHAM Koay 3a €OMHHM 3aKyliBeJbHUM CIOBHHKOM (y
pasi MOy Ha JIOTH Taki BiJIOMOCTI MOBHHHI 3a3HAYATHCS CTOCOBHO KOKHOIO 110Ta) T4 HA3BU
BLANIOBIAHUX KacH(iKATOPIB NpejMeTa 3akyiisi i yacTun npeaMeTa 3aKymnisii (J0TiB) (3a
HasIBHOCTI):

AK 021:2015 koa 33690000-3 - Jlikapebki 3acoéu pisni:

Jlot 1, Homenkarypua nosuuist JIK 021:2015 xox 33696500-0 - JlabopaTtopHi peakTupu
(200 eKBIiBAJIEHT 10 KOJKHOrO HAlMEHYBaHHS):

HK 024:2023 koa: :

1 55854 Iligpaxynox wkaitun kposi IVD (miarmocruka in vitro), wabip, Haoip

pearentiB Norma-iRP35;

2 55866 Ilinpaxynok kaitun kposi IVD (miarmoctuxa in Vitro), KOHTPOJILHUIT
marepiaJ Konrpoas NormaCont3+ nadip K1;

3 30591 Habip pearentis s BHMIpIOBaHHsI npoTpombGinoBoro wacy (ITY) VD
(miarnocruka in vitro), Habip Iporpoméinosuii uac;

4 55997 ®iopunoren (umnuux I) IVD (niarnocruxa in vitro), Habip, anais
yTBOpeHHs 3rycTky, Hadip ®i6pinoren;

5 55985 IIporpombinoBuii uyac (IY) IVD (aiarmocruka in Vitro), KOHTPOJILHUI
marepiaJ Hopmaabua koutposabna naasma (NCP);

6 47869 Muoxunni anaxitn  kainiunoi  ximit IVD  (aiarmoetuka in  vitro 1

KOHTpO/IbHUI MaTepiat,  @inoHopm-nadip aas  nepeipku  BiarBoproBanocti  Ta
NPaBHALHOCTI (BiporiaHocTi) pe3yabraTiB BU3HAYeHHS KOHIEHTpALIT aHAJITIB, aTecTOBaHI
NOKA3HUKH (HOPMAJIbHUIT PiBeHb);

7 55872 Baraaenmii  remoraobin  IVD  (giarnoctuka  in vitro),  Haoip,
cnekTpoporomerpuunmii ananis, Femornobin-naip /ais  BusHavenus KOHIIeHTpaii



reMor/100iny y Kposi; .

8 53587 CevoBuna (Urea) IVD (uiarnocruka in vitro),  nabip, hepmenTHumii
cnexTpooTomerpuunmii anaJis, Cevosuna-Y-uabip a1 Bmnavenns KOHUeHTpauil
CEYOBHHH y OioJ1orivHuX pianHax YPEa3sHUM MeToa0M;

9 53359 3araabuuii xoqecrepun IVD (niarnocruxa in vitro), nabip, dgepmentunii
CHEKTPOGOoTOMETPHYHHIT aHAi3, Xoaecrepun-®-uabip 1m BUHAYEHIS KOHIEeHTpaii
3arajibHOro XoJiecTepHHy Ta iioro edipis y CHPOBATUI KPOBI JIIOAMHM; :

10 53251 Kpearunin IVD (niarmoctnka in vitro ), nabip, crnexkTpodoromerpuyHMii
anaqi3, Kpearunin-na6ip aias smsuavenus KOHUEHTpauii kpearuniny y CHpoOBAaTUI KPOBI
Ta cevi JI0AHHM;

11 61900 3aranabHuii OiJToK IVD (niarHocTuxka  _in vitro), Haoip, -
CeKTpodoToMeTpruHuil ananis, 3araabuuii Ol10K-HABIp 1S BH3HAYeHHS KOHIEeHTpaLil
3arajibHOro OIIKY y cupoBaTui KpoBi JIIOAHHU;

12 63410 3araasnnii/kon'torosanmii (npsimuit) Ginipy6in IVD (aiarnocrnka in vitro ),
KOMIIJIEKT, crieKTpooToMeTpis, Binipy6in-nadip aas  Bmznavenns KOHUeHTpauii
3arajibHoOro Ta npamMoro 6ixipy6iny y cuposarui KPOBIi;

13 53583 CeuoBa kucaora IVD (niarHocTHka in vitro), wuabip, depmenTumii
cnexkTpoporomerpuanuii anauis, Cevona KHCJI0TA ®-nadip s BU3IHAYCHHS
KOHUeHTpauii Cev0BOT KHCJI0TH y OiosToriunnx pianHax CH3UMATHYHHUM
KOJIODHMETPHYHUM METO0M;

14 55112 PeBmaroinnuii wunnukx VD (aiarnocTuka in vitro ), Habip, peakuis
aralTHHALIT (Di.J'liCiT-P(I)-HaTeKC-Haﬁi[) AJISL SIKICHOTO Ta HAMIBKLJIBLKICHOIO BH3HAYEHHSI
peBmatoiiHoro paxropy (Pd)y CHPOBATUI KPOBI JIIOAMHH;

15 63234 C-peakTuBnuii  6ig0K (CRP) IVD (miarmocruxa in vitro), wnabip,
aroTHHALIS, eKCIpec-anais, (DiﬂiciT-CPBﬂaTeKc-Haﬁip JLJTSE SIKICHOT 0 Ta
HAMIBKIJILKICHOr0 BH3HAYCHHS C-peakrusnoro oinky (CPB) y cuposartui KPOBI JIIOIHHM;
16 63271 bera-remoaiTn4na uncaenna Ipyna cTpenTokokiB crpentoniznn O, anturiaa
IVD (aiarnocruka in vitro ), Habip, armoTHHANIS (Di.niciT-ACJI-O-naTeKc-uaﬁip IS
SIKICHOT0 Ta HANIBKIALKICHOr0 BIH3HAYCHHS anT- crpenronizun O (ACJI-0) y CHPOBATIL
KPOBi JII0AMHH;

17 52532 AuTH-A rpynose Tunysaunst epurpountis IVD (miarnoctuxa in vitro %
AHTHUTIIA JliarHocTHYHUIT MOHOKIOHAIL HITI pearenT antu-A (10m)

18 52538 Autu-B rpynose rnnysanns epurpountis IVD (aiarmocruka in vitro),
AHTHTIIA Hiarnoctnanuii MoHoKI0HATL HH peareHT anru-B;

19 52647 Aurtu-Rh(D) I'pynose runyBanus epurpounrtis [VD (miar"ocruka in vitro )s
AHTHTIJIA Jliarnocruunuii MOHOKJIOHAILHUI pearenT antu-1;

20 52688 I'pynosi epuTpounTapHi Bapiabeasni Rh(D) Kareropii VI IVD (aiarnocrika
in vitro ), AHTHTIJIA, peakiis armorunauii, /liarnocruynnii MOHOKJIOHQJILHUIT peareHTt
antu-D/DVI IgM/ 1gG;

21 52695 Habip aas Busnavenus rpynu kposi cucremu ABO IVD (miarHocTuka in
vitro), peakuisi arorunaniy MiarnocTuanuii Mmonokonans i peareHT antu-ARB;

22 52731 Moaicneundiuni  anrurina 210 r.rl06y.1iuy/lcomnne.weuTy aoauan VD
(miarHocTuka in vitro )s AHTHTINIA, peakuis armoTHHAWIY, Hiarnoctuanmnii
nosicnenupivanii anTuONCHKNI raooyain aurn-C3d IgM/ IgG plus;

23 52543 Ilanens epurpouutis ais itenTHdikysanns anturia [VD (miarHocTuka in
vitro), Habip, peakuis arJIrTHHALIY, Cranpaprai epurpoun i s BH3HAYEHHSI rpyn
KPOBI 32 CHCTEMOI0 ABO;

24 51792 Treponema pallidum, anrurenn IVD (niarmocrmia in vitro), KOHTpPoILHMii
mMarepiaJ Habip konrpo.bunx pearenTis 1ia PMIT:

2.5 54872 AHTIKapaioainin,  anruriaa IVD  (niarnocruka  in vitro), Habip,
MYJALTHILIEKCHMI anantiz  Ha6ip pearenrin ais PMII;

26 44946 ®apoysanus 3a Pomanoseskum, IVD (niarnocruia in vitro), nadip  Asyp-



€03HH 32 PoMaHOBCLKHM; .

o 42959 Bapsunk Maii-I'prousaanaa, IVD (niarnocTuka in vitro) Eosun 3a Maii-
I'pronBanbaom;

28 43550 ®dikcyBaabna pinina aas mikpockonii, VD (tiarnocTika in  vitro)

Imepciitna pixnna s MIKDPOCKOIIIT;

29 55986 IIporpomGinoBuii uac (IT9) IVD (miarmocruxa in vitro ), pearenr
Tpombéonaacrun; :

30 42709 Habip aas dapOysannst 3a I'pamom, IVD (uarnoctuka in vitro ),
3abapsienns 3a ['pamom-nabip pis angepentiaabHoro 3a0apBJIeHHS, 10CTiKeH S

CTPYKTYPH KJIITHHHOY CTIHKH i BHSIB/ICHHSI NPHHANEKHOCTI HaKTePiil 10 rPaMIOIHTHBHIX

a00 10 rpaMHeraTHBHUYX rpyn 3 Kapbo10BUM po3anHOM Qykcnna Liss; ;

31 42694 BapBuuk 11si KHCTOTOCTIIKRIX dakrepiii, na6ip, IVD (ziarmocrika in vitro )
3abapBaennss  3a [IIJIEM-HIJH)CEHOM-Haﬁip Aast - audepenuiaibHoOro

3a0apBieHHs MikobakTepiii TyOepKy.1b03y;

32 53592 Muoxkunni 6iaku Kiinianoi Ximii IVD (miarnocruka in vitro ), Habip,

HedesoMeTpuyHmii/ TypOiaumeTpuunuii ananis, Bintkosi $paxuii-nadip ans sBusHAYenns

CHIBBIAHOMEHHS GiIKOBIX ¢dpakuiii cupoBaTkn KPOBI JIIOAUHH; :

33 55862 IMiapaxynox peruryaountis IVD (niarnocruxa in vitro ), Habip, KiTbKicTh

KJIITHH 3abapsaenns perukysounris Y KPOBi 3 GPHALSIHTOBHM KPe3WI0OBHM cHHiM

«peruryiaopapo» - nadip s andepenuiaanuoro 320aPBICHHS PETHKYIONNTIR Y KpoBi;

34 52940 3araabna awminaza VD (uarnocrtnka in vitro ), Habip, depvenTHmii

cnekTpoporoMeTpiunmii anaxiz  a-Awinaza KIH-nadip nus Busmavenus AKTHBHOCTI

anbga-aminazn y 6iosoriunnx pianHax (KiHeTHuHuMii METO/1);

35 55874 3araabuuii remor.i06in [VD (aiarnocTuka in vitro ), KOHTPOJILHUIT MaTepia
Kanioparopu reMoryio0iny-nabip s BHKOPHCTAHHSI  KOHTPOJBLHUX PO3YHHIB

remorsodinis 'H,I'C,I'B s KaTi0pyBaHHst i KOHTPOUIIO siKoCT] BH3HAYEHHSI TeMorio6iny

Y KpOBi remor106iHmianinum MeTO0M;

36 41830 3Baraabuuii Oinipy6in  IVD (miarmoctuxa in vitro ), Kajibparop
BiJ]ipy6iH-KaﬂiﬁpaTop—Haﬁip AL BHRODHCTAHHS  KaTiGpyBaLHHIX PO3YHHIB

OLnipyGiny ams KAT0pYBaHHS | KOHTPOTIO sIKOCTi BH3HAYEeHHs Oiiipybiny y cuposartui

KPOBI;

a7 56225 Jleiikommru, mipaxyHox kiaitun [VD (miarnocruka in vitro ), KOHTPOJIbHUIi
mMartepiaJ Habip cycnensiii «CnJl WBC KOHTPOJIb H+I1»;

38 55868 Iliapaxynox epurpountis IVD (miarmocruka in vitro )s KOHTPOIbHHIT
marepiaJj Habip cycnensiii «CnlJl RBC-konrpoan H+I1»; :

o 61032 Krwsera aan Jaboparopuoro anaiaizatopa IVD (miarmocruka in vitro)

0IHOPA30BOr0 BUKOPHCTAHHSI, KroBera nas cnekTpodoromerpa 4,0 ma OAHHApHA (B
urrarusi, PS);

40 61032 Kiosera aas JabopaTopuoro anajiizaropa IVD (miarnocrnka in vitro )
OIHOPA30BOro BUKOPHCTAHHSI, KioBeru (115 Koaryjomerpis SC20/SC40);
41 30591 Habip pearenris s BUMIDIOBAHHSI 1IPOTPOMBIHOBOTO gacy (IIY) 1vVD

(miarnocruka in vitro), BumiproBaabni kyankn (17151 Koarynomerpis SC20/SC40).

Jdot 2, HOMEHRIaTYpHa nosuuist JIK 021:2015 kon 33696500-0 - Jlaoparopui peakrusn
(00 exBiBaIEHT 10 KOKHOIO HaililMeHyBaHHs):

¥ Habip pearenris (Kaniopanr A, Kaxiopant B), HK 024:2023 kon 30210- Muozkunmi
aHaIITH rasis kposi [VD (niarnocruka in vitro), peareur;

2. Konrpoabuunii marepian, HK 024:2023 kox 52868- MHuoskunmui ejgekTpostitu [VD
(miarnocruka in vitro), KOHTpO/ILHUIE MaTepian;

3, Posuun  ana  npomusanns (ounmaroumii), HK  024:2023 kox 59058-
- Muiinuii/ounmy Baannmii posunn IVD (niarnocruxa in Vitro) st aBToMaTHioBammy/
HAMIBABTOMATH30BAHNX CHCTEM;



4. Posuun aast mpomuBauns (renmporeinizyounit), HK 024:2023 koa 59058 -
Muiinuit/ounmyBaan Huii posuun IVD (miarHocruka in vitro) aast aBTomMatrn3oBammx/
HAMIBABTOMATH30BAHUX CHCTEM;

- Posumn  jpas  npomuBanus (akTuBauiiinmii), HK  024:2023 kox  59058-
Muiinuit/ounmyBaasuuii pozuun IVD (niarnocTuka in vitro) mas aBTOMATH3IOBAHMYX/
HAMIBABTOMATH30BAHHX CHCTEM; :

6. Aaaninaminorpancdepasa (AJIT), HK  024:2023 Kop - 92D2%F -
Ananinaminorpancdepaza (ALT) IVD (uarnocTuka in vitro), wnabip, depvenTuuii
CHEKTPOGOTOMETPHYHMIT aHATI3; %

2 Acnaprataminorpancdepasa (ACT), HE 024:2023 wan 52954 - Tarsicma
acnapraraminorpancdepasza (AST) IVD (1iarHocTHka in vitro), Hadip, QepmenTHmii
CIeKTPOGoTOMETPHYHMIT aHATI3;

8. lamma-rmoraminrpancdepasa (LD, HK 0242003 wex 53007 - Towae
rayraminrpancgepasza (I'T'T) IVD (miarnocTuka in  vitro), Ha0ip, depmenTHHIT
crnekTpodoToMeTpHIHUMIT alaIi3

9. I'moxkosza Oxkcuaasna Habip pearentis, HK 024:2023 xox 53301 - ['moko3za IVD
(tiarnocTHka in vitro), HaO0ip, pepmenTHUI CNEeKTPOPOTOMETPHYHUIT aHATIS.

Buna: BiaKpuTi TOprH 3 0co6amBoCTIMIL.
itenTudikarop 3akynisii: UA-2024-05-06-004246-a

OuikyBana BapricTs Ta OOIPYHTYBAHHS 04iKYBaHOT BAPTOCTI NpeIMeTa 3aKyniB.i:
301 000,00 rpu. 3 ITJIB.

Busnauenus ouikysanoi saprocri MPE/META 3aKyIIB/I Ta OOIPYHTYBAHHS TEXHIUHMX Ta SAKICHHX
XapaKTCPUCTHK MPeAMETa 3aKyIIiBJli;

Hpu Busnavenni owikysanoi BapPTOCTi 3aKymiBJi 3aiiicHeno amauis PHHKY,
PO3L/IHYTO 3arajibHOAOCTYNHY iH(POPMALIIO, SIKA MiCTHTLCS Y BIAKpHTHX jKepenax (na
calTax NocravyajbLHHKIB, JaHi B €JIEKTPOHHIN cucTeMi 3aKyniBein prozorro,), a Takox
BHKOPHCTAHO indopmaniio orpumany muisixom NpOoBeIeHHsI YCHHX PHHKOBHX
KOHCYJIbTAUIIl Ta 3anMTOM MHCHLMOBIX KOMepUiiHIX npono3umiii.

ITHOOPMAILISI I[TPO HEOBXITHI TEXHIYHI, SIKICHI TA THIII
XAPAKTEPUCTUKH HPEJIMETA 3AKYITIBJII
TEXHIYHI BUMOI'U (cnieunikartis)

Memnko-rexniuni BuMoru
JOT 1

- lapantiiinnii auer Bin yuachuka oo CTPOKIB MPHATHOCTI TOBAPIB Ha MOMEHT
[TOCTa4aHHs 3aMOBHUKY (He MeHIe 80% Bij 3arajibHOro TepMiHy 30epiranHs);

- JIKIO  yyacHUK npononye iHummii TOBap (CKBIBAIEHT) HixK TepenbaueHuii micio
Hokymenrauicro, naumii TOBap 3a CBOIMM BJACTMBOCTAMHM MOBHMHEH MOBHICTIO
BUINOBifATH TOBapy, 110 € MPEAMETOM 3aKyMiBjIi 3a BciMa MOKa3sHUKAMU. YuyacHuKk Mae
HAajaTh TMOPIBHANBHY TaGJMLIO i3  3a3HAYEHHSM HaliMEHYBAaHHS  TOBapy. ioro
XapaKTePUCTHK, Ta  3alPONOHOBAHOIO Y UYACHHKOM eKBiBaJeHTY. Jl0  KOKHOIO
CKBIBAJIEHTA J0JA€THCS KOs Macropry sIKOCTI, IHCTPYKUIT (METOIUUHMX BKa31BOK) a0o
IHILIOTO JTOKYMEHTA, IO MiCTHTh TeXHium] XapaKTepUCTUKH TOBapy.

- [locravanbHuk  noBunen 3a0e31euyBaTH  HajexkKHi YMOBH 30epiradHs Ta
TpaHCIOpTYBaHHA ToBapy. Tapa Ta ymakoBka MOBMHHA BIIOBIZIATH  BUMOTaM.



BCTAHOBJICHUM 10 JIAHOTO BHJly TOBApY I 3aXMIUATH TOBAP.Bi/l MOLIKOIKEHb, [CYBAHHS
i/l 4ac nepeBe3eHHs (Y4acHUK Haja€e rapaHTiiiHuii JucT Y JOBUIBHIN Gopmi):

- ToBap moBuHeH nepenaBaTncs 3aMOBHUKY B Tapi MinpueMcrsa BUPOOHHUKaA, sKa
HE MOBHHHA OyTH JepopMOBaHOIO ab0 MOMWKOMKEHOI (YYacHUK Hajac rapaHTiiHM
JMCT Y IOBLIBHIH opmi);

- [TocTaBka 3xificHIOETBCS 32 paxyHOK anCHmca Ta TPAHCIOPTOM YYacHMKA,
3iHO 3as1BKH 3aMOBHUKA (YUaCHUK HaJae rapaHTiitHuii INCT y 1OBiIbHilf bopmi). -

- CKaH-KOMiK0 OpuriHaly JOKYMEHTY, SIKHH MiATBEpKYE BiIHOCHHH yyacHHKa 3

KOMIaHi€I0-BUpOOHUKOM  3amporionosanoro  Topapy  (a6o  iforo opinifinum
MPEACTABHULTBOM, JMJIEPOM, abo JmcTpud’I0TOpoM Ha  Teputopii  Ykpaitn) Ha
MOCTAYaHHs MPOAYKIUT, siKa € NpeAMETOM 3aKymiBii (iuiepchka yroga Ta/aGo

JMCTPUO TIOTOPCKHI 110roBip Ta/abo ceprudikar naprHepa. rapaHTiiHuii Jmcr. TOLLO)
(7151 y9acHUKIB, AKi He € BUPOGHMKAMM 3arpOMOHOBAHOIO ToBapy). JlokyMeHT noBuHeH
MaTH MOCHITaHHsI Ha 3aKYiBJIIO, Ta MepesliK 3anporoHOBaHOT YUaCHHKOM MPOAYKLIIT.

- ToBapu, 10 MOCTaYalOTHCs MOBMHHI MaTH HEOOXijHi KOMil CepTHRIKATIB AKOCTI
3aBOJlY-BUPOOHMKA, AEKIApaLiio BiANOBIIHOCTI, a00 iHIMH MOTIOHMI JOKYMEHT, 110
MATBEP/UKYE  BIANOBIAHICTE  TOBApY  BUMOraM,  BCTAHOBICHHM 1O  HLOLO
3arajlbHOOOOB SI3KOBMMHU Ha TEPUTOPIl YKpaiHW HOPMAMH i MpaBHIaMH, [OBHHEH OyTu
O(pOpMIICHNH BiANIOBIIHO 10 BUMOI 3aKOHOJABCTBA YKPAiHM Ta MOBHHHI OyTH _HajaHi
npu nocrapui. JIast NiATBep/IKEeHHs] HAIATH TAPAHTIHHMIL JHCT V CKAAI NPONO3H WL,

3anp0n0nosam YYaCHHKOM TOBapH MOBHHHI BI/INOBIAATH HAaCTYITHUM MEAHKO-
TEXHl‘lHI/lM, KIJIbKICHHUM Ta AKICHHUM XapaKTepUuCTHKAaM:

BKA®
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BIJLI]
No Onunu :
Koax HK & g Kias | OBIJ
n/ HaiimenyBanus Texuiuni Bumorn ust : s
024:2023 : Kicts | HICT
Il BHMIDY
b
TAK/
HI
55854
[Tinpaxynok | : : : .
i Haoip pearenris PeakTuBu 1715 reMaronoriuHux 10CaimKeHs nix
1 : IVDp Norma-iRP35, 500 | ananizarop Icon (Norma Instruments Zrt.). [lis Hadip 10
: : i NLPaXyHKY KAiTHH kpoBi [VD.
(JuarHocTuka in Lt ot s, -+
vitro ). naGip
55866 [liapaxy :
HOK KJIiTHH : : :
o BV KonTposb Peaktuu 118 remaronorivnmux gocaiukens nix
AN . 1 - .
5 ; i NormaCont3+ anajizarop Ieon (Norma Instruments Zrt.). npusuayeni =
0 (1iarnocTrka in - e & : Haoip 2
i) Habip K1, 6x2,5 my1 | 118 KOHTPOIO i MiATBEPIKEHHS TOUHOCTI | TOYHOCT]
B (ml) FeMaroI0rivHoro anaiizaropa Norma Icon.
KOHTPOJIbHHI
marepiai
30591 Habip PT pearent (R1): PekomGinanTHuii TpomGoniacTu.
peareHTiB ajis Hadip CaCl2 0,025 M. NaCl. Gydep 3%, asua narpiio 0,2%,
3 BHMIpIOBAHHSI ITpoTpomGinoBuii crabinizaropu, [TAP, ancrunbosana Bosa. o z
: 7 - o Haol
POTPOMBiHOBO gac 10x5mu. y Pearent rotosuii 10 3actocysanus i He notpeye e 5
ro vacy (IT4) ckaani: R1 10x5 mn. | posseaerus.
IVD ®acysanns 10 x 5 mi. (500 TecriB)




(1iarHocTHKa in
Vitro )

55997
PidpuHoren
(unnHuk 1) IVD
(aiarHocruka in

Habip ®i6pinoren

FIB pearent (R1): PekomGinantHuii TpomOiH (Bausbko
100 1U/ml), 0.2% a3zuza Hatpiio, [TAP. aucrunbosana
BOJA.

FIB Buffer (R2): iminasony Oy(ephuii pozumnn (IBS) -
COJILOBMH PO3YMH IMia3010BOT0 Oydepa (pH 7.2 £ 0,2),

: =
vitro ), Habip, SXSma. y eknaai: R1 0.2% a3uza Harpiio B sikocTi KoHcepBaHTy, [TAP, e -
aHania SxSmat; R2 3x30ma. JIMCTHIILOBAHA BOJA.
YTBOPEHHS Pearentu rorosi 10 3actocyBanns.
3ryCTKY ®acysanns: R1 5¢a x Smu: R2 31 x 30ma.
(500 Tecri)
55985 2
[IporpomGinon ; e ; :
i (HL]) “DIUHU‘ICII() ) SH\'UL'[I Marepray Jus HPOBC/ICHHS
Hopmanbna KOHTPOHO SIKOCTI B TCCTAX CHCTEMM IeMOCTa3y
s IVP : KOHTPOJIbHA BUpoOHULITBA Taizhou Steellex Biotech Co. T 2
(AlarHocTrka in 23 s
vitro ), niaasma (NCP) Cyxwuit nopouok.
5 ®acysannsi: Ima/pa
KOHTPOJIbHUI -
marepian
DinoHopm-nadip
AJIst nepeBipkn
BiATBOPIOBaHOCTI
47869 Ta NPABUALHOCTI
MHOKUHHI (BipOl‘iﬂHOCTi) CKJIAJ1 HABOPY
: aH&TI.TH. pesyabTaTis ®inoHopm (rioginizar ado posuuH) - 1 aakon 3 (3,0 +
KJATHIYHOT Ximii e 0.1) ma :
IVD AHAJITHYHI XAPAKTEPUCTUKH Halip 50
(iarHocTHKa in KOHueH_TPau'I CpoBarka npusHayena juis KOHTPOJIIO BLITBOPIOBAHOCTI
vitro ). dHANHIE, BHKOHAHHs GIOXIMIYHUX anali3iB y kiiHiko-
KOHTPOILHUIA aTeCTOBAHI JUATHOCTHUHIX JaBopaTopisy.
varepian NOKA3HUKH
(HopmanbHnii
piBenn) KC028.02
(1 pa x 3 ma)
CKJIAZI HABOPY
55872 reM0rﬂ06iH-Ha6ip 1. OI\‘M.Q:__'HOBH.'ILHHE peareur - | '(Imal\'fm 3 (SF) +2) ma;
I 2. KaniGpyBanbHuii PO34MH remiri00inmianiy
St AJist 3”3"3"‘3".'1“ (Bianosizae npoGi kposi 3 KoHLeHTpaLiicio reMorno6iuy
VD KOHUEHTpauii (150 +3) r/n) - 1 amnysma 3 (5.0 = 0.5) mu;
it it reMorJiodiny y 3. Aueronuiauriapus - l' amnyna3 ( 1,5 £0,1) ma. Habdip 5
yitro ), #abip, kpoBi (REF AI-IPAJ]ITI/MHI XAlj/\KlEPI/ICI HMKH
enexipotistoue HP008.01)(2000 ma/ H'dO'Ip Po3pax03m+m1 Ha 400 .\lﬂrl\:pO-. 890
pwan anwilz | 800 Mace, Bi3nay.) | HaniBvMikposusmaucus rcxlgr,upmy. Jianason
BH3HAYAEMHX KOHUCHTpAaLiH - Bia 30 /1 10 200 /1.
Koediuienr sapiauii Busnauens - ne Ginbiue 2 %.
CKJIAJ1 HABOPY
I.Bydepunit posuni - 2 (aakonn no (100 + 2) v
Ceqomma-y'-uaﬁip = pocharuuii Gyep (120 = 6) MMOJIL/ 1
53587 A5 BH3HAYEHHSI - catinmaaT narpino (60 + 3) Mmodn, -
C.C‘{()BVIHR KOHUeHTpawii - r{i r'pf)np_\cxvl;l HaTPi10 (5.0 + 0.2) MMO.1b/1:
.(Urea) lVD. CCHOBHBN Y - L‘l:l IO kucaora (1.00 + 0.().5) MMOJIB/J1:
(J1arHocTuka in X = Y 2. I'inoxnoputhmii pearent - 2 (haakonn 3 (100 + 2) mi.: =
Giosoriunnx Habip I

vitro ), HaBip.

(epmeHTHMi
crekrpodorome
TPUUHUH aHai3

piaMHax ypeasuum :

meroaom (REF
HP018.02)(400 mu/
200 makc. Bu3Hay.)

- FIOXAOPHT Hatpito (10,0 + 0.5) Mmounb/i;

- NAPOOKHC Harpiio (0.40 = 0.02) mosb/a:
3.KaniGpysansuuii posuun ceuosmim - | (aakon 3 (5.0 +
0.5) ma;

- ceyoBuHa (10.0 = 0.5) mMoub/1 aGo (60.0 £+ 1.8) Mr/100
MIL;

- Y NIepepaxyBaHHi Ha a30T ceuoBUHM (4.67 + (. lOI)




MMOJIB/I1. 200 (28.0 = 1.4) Mr/100 mi: i ‘

4. Ypeasa kouuenrpar 5 kMOa/mi - 2 11poOipKH 110
(0.50 £ 0.05) ma. i
AHAJIITUYHI XAPAKTEPUCTUKH

Habip pospaxosanuii na 200 HAMiBMIKPOBU3HAYCHD a0
100 MakpoBH3HAUYEHb CCUOBHHH, 3 YPaxyBaHHsM
XOJIOCTHX i KanibpysaibHux npod. Jlianazon
BU3HAYAEMUX KOHLIEHTpALIH - Bia 1 MMosb/i 0 17
mmoub/i1. Koediuient Bapiauii BusnaueHus - ne 6inpiue
5 %. =

53359
3aranbHui
XOJ/IECTEPUH
IVD

Xonecrepun-@-
Habip aas
BU3HAYEHHSI
KOHUEHTpauii
3arajibHOro

CKJIAL HABOPY

1. Ensumumii pearent - 2 (nakonn o (100 £ 2) ma a6o 4
(aakonu 1o (50 £ 2) ma; =

- Xozecrepunecrepasa (150 + 15) E/a;

- XoJecrepunokeunaasa (100 = 10) E/a:

- epokentasa (3.0 = 0.5) KE/a:

- d-aminodenaszon (0.300 = 0.015) MMOb/1:

- (peno:n (30.0 £ 1.5) mmoas/i;

- TPIC (30.0 = 1.5) mmoan/a:

- crabinizaTopu. akTuBaTopy.

? (m.amocmf? . xo.neCTepfufy & 2. KanibpysaasHuii posuu XOJIECTEPHHY 3 e L
bt Ha(n;z. fioro edipis y koHuenTpauei (5.17 £ 0.10) mvons/s - 1 avmyna a6o
ApiGITa CHPOBATUI KPOBI (aaxon 3 (1.5 £ 0.1) M.
cnextpootons | somany HPO26.02 | AbraiTisiH XAPAKTEPHCTHICH
finion ol (200 ma/ 200 make. | HaGip pospaxosanuii Ha 200 mikpo-. 100 nanismikpo-
BH3HAY.) abo 50 MakpoBH3HAUCHD XOACCTEPHHY (3 ypaxyBatHsim
XOJIOCTHX Ta KaniOpyBanbHUX npo6). [lianazon
BH3HAYAEMUX KOHLEHTpaUid — Bia 0.5 MMoab/a 10 19.4
mmou/ 1. Koeditient Bapiauii Busnadenns — e 6inpiue
5 %.
CKJIAL HABOPY
I. Posunn nikpunosoi kucaoru (0.040 £ 0.002) mMonn/a -
1 dparakon 3 (100 + 4) mu:
2. POsUMI TPUXIOPOITOBOT Kineomu (1.220+ 0.061)
: : MOZIL/ = T (haakon 3 (100 = 4) v
Kpeatunin-nadip 3. liapookuc narpiio: posumn 2.3 H - | (harakon 3 (30 +
53251 AJIst BU3HAYEHHSI 2) M1 UK CyxHif ado 3 (4.60 = 0.23) 1
Kpearunin [VD KOHUEHTpauif 4. Jliohinizoanuit kpeatunin s NPUIOTYBAHHS 8 MJI
10 (aiarHocTuka in KpeaTHHiHy y KaniopyBaabHOro posumuy (442.5 + 22.0) MkMOL/ 1 260 2
vitro ), Habip, CHpOBATUI KPOBi Ta | 8 M rOTOBOrO po3uMHy KpeaTuHiHy (442.5 + 22.0) S .
criekrpootome | ceyi moaunn (REF | MkMOib/n - 1 haiakon .
TPUYHUIH aHani3 HP014.01)(300 ma/ | AHAJUTUYHI XAPAKTEPUCTHUKH
400 maxe. Busnav.) Habip po:}pax(mamm ‘Ha 100 .\lzllx'po-. 200 nanimikpo-
41 400 MikpoBH3HAUCHDL KpeaTHHiHY (3 ypaxyBaHHsim
X0JI0CTHX Ta KaniOpyBanbHUX 1po6). JIiHiiHicTh
30epiractbes 10 100 mr/a (885 mrmosin/) KPEaTUHIHY B
AHAJI3YyEMOMY PO3YMHI. :
Koediuient Bapiauii Busnauenus - ne 6inpuie 6 %,
CKJIAIL HABOPY .
3araabHuii 6in0K- 1. Jlioinizosanmii anbOYMIH JUISL IPUIrOTYRAHHS S5 Ml
61900 Hadip as KIOPYBAILHOTO posunny (50 + 2) /1 a6o 5
e BU3HAYCHHS I()'l‘(-HiUIU PO3UHHY @abOYMIHY (50 £ 2) 171 - | haakon:
Binor VD KOHUeHTpauii 2. biyperosuii pearcit (KOHUCHTPOBAHUH po3umn) - 2
Il | (aiarnocrukain | 3araabnoro Oinky y (/'\)Ilfl/::);;l;l:fl;illt)g il?)\l\étll:l’I’M("I‘MKH Habip 3
u\lllil(l)p)o(;)l(a)?:)?v{c c::l:OOB::l:”(l';l;;‘m Habip p()’;;‘)axoummn‘ Ha 250 makpo-. 5(.)0 HaliBMIKpO-,
DA dlania LT 4n 1000 mikpoBusHayens saraibHOro Giska 3
HP010.01)(1000 v/ YPaXyBaHHAM X010CTHX Ta KadiGpyBaIbLHUX 11POG.
1000 make. Bu3Hau.) | Jlianason susnauacnux KOHLEHTpaLiif - Bixt 5 r/a 10 100
r/1. Koediuienr sapiauii Busnauenns - ne Oinbie S %.
2 63410 Binipy6in-nadip CKJIAZl HABOPY Habip 10




3arajibHUH/KOH'
HOIOBaHM i
(npsMuit)

Oinipy6in IVD

(1iarHocTHKa in

Vitro ).

KOMITJIEKT,

criekrpodorome

Tpisi

A1 BU3HAYCHHSI
KOHLIeHTpauit
3arajibHOro Ta

npsimoro Giipy6iny
Y CHpPOBaTUi KPOBI
(REF
HP005.01)(250 ma1/
55+ 55 make.
BH3Hau.)

I Posunn cyangani;iosor kucaorm - 1 iakon 3 (50 + 2)
ML :

- cyab(aninosa kucaora - (25.0 = 1.2) MMoian/i:

2. Koeinosuii peaktus (koHuentpar) - 2 (hakona 3 (50
£ 2) ma; '

- Genzoar Hatpiio - (0.500 = 0.0253) MOJIB/ 1

- auerar Harpiio - (1,500 = 0.075) mosnn/n:

- koQetH - (50.0 £ 1.5) r/x;

3. Pozumn nirpury narpiio 350 MMosn/i - | amiysna 3
(5,0+0,3) ma, =

AHAJIITUYHI XAPAKTEPUCTUKH

Habip pospaxosanuii na 110 Busnauens (55 BusnaucHs
npAMoro Ta 55 3araiabHoro 6inipy6ity) npu Butpari -
Po60YOro po3uuHy Ha BU3HAYEHHS Bi/MOBIAHO Liie]
MeTonnku. Jlianason BU3HAYAEMUX KOHIEHTpALH - Bis 2
Mr/ 10 200 mr/a (Bin 3.4 mxmons/n a0 340 MKMOJIB/JT).
Koediuicur Bapiauii Bu3nauenns - te 6iabiue 5 %.

CeuoBa kuciaora @-

CKJIA1 HABOPY

L. bydepro-xpoviorenumii posumn - 4 quraxonu 3 (100 +
2) ML

- pocarunii Gyep (pH 7.4) - (0.05 + 0.01) monw/:

- 3.5 -4ixa0po-2-geHoncyabponar — (4.00 £ 0.05)

Ha0ip s
1 MMOJIB/JI;
53583 C HERAORN - crabinizaTopu. akTHBATOPH..
53583 Ceuosa :
B KOHUEHTpaull 2. Posunn ensumis - 1 dpaaxon 3 (100.0 = 2) v
KHMCI0Ta “ :
tai : CEHOBOI KHCJOTH Y | - epokenaasa (660 = 30) MO/,
JlarHocTHKa in : :
x . = GiosoriuHmx - ypHkasa (60 + 2) MOx/x. =
13 vitro ). HaGip. : ; : , Habip 2
2 pianHax - 4-amino(enaszon (1.00 = 0.05) MmoJb/1:
(epmeHTHMI = S - =
porome €H3UMATHYHHM 3. KaniGpysansuuii posuun ceuosoi kncioru (357 + 7)
criexrpodorom Sl imeh =
TpudHMii ananiz | KOMOPHMETpPHYHIM ;\u<.‘\1o,jr,y/n = M!l\porlp(»)()lp()l( 3}1.0 +0,1) mi:
AHAJITUYHI XAPAKTEPUCTUKH
meroaom (REF o e i
alIp pospaxoBaHuii Ha 125 makpo- . 250 Hanismikpo-
HP017.04)(500 w1/ L 4 ?
00 4 500 MiKpOBHM3HAtEHL CEYOBOT KMCIOTH (3
S00 make. Busna.) YPaxXyBaHHAM XOIOCTHX Ta KalibpyBajibHUX 11Pos).
Jianason BU3Ha4YaeMUX KOHUEHTPALLH — B 4 MKMOIIL/1
210 1190 vrmon/a. Koeditient papiauii susnavens -
He Oiibuie 5 %.
Craai Hadopy
DiniciT-P®-narexe- | 1. Jlarekcna CYCIIEH3Isl (3 HAHECEHUM 1aMa-II00Y I HOM )
HaO0Ip aAas sikicHoro | - | (uakon 3 (2.00 +0,03) ma:
55112 Ta 2. Konrposis To3utus (cuurernammii ko poJjib 3 PO >
benrhaan HAMIBKIBLKICHOrO 25 MOa/mn) - | mikponpoGipka 3 (0.2) ma:
3. Konrpons Herarus - (cunrernunuii konrpos 3 Pd <
unHHKK [VD BH3HAYEHHs P = E s
: : D 8 MOa/mn) | mikponpoGipka 3 (0.2) i =, L
14 | (niarnocruka in PEBMaTOINHOrO : - > g Habip 3
vie it PO 4. Postasmonau - 1 daakon 3 (15.0 £ 0.5) ma:
- H4d s / < ~
o . $axTopy (P®) y 5. BunpoOGyBanbia niactuna - 1 wit:
e' ¢ . . L3 '
ar Ao CHPOBATUI KPOBI 6. Manuuku anst smiwysanus - (110 = 10) wr.
at. - -
moauun JIA033.03 | AHAJITHYHI XAPAKTEPHCTUKH
(2 ma/ 200make. Mlianason Bu3HauaeMux KoHUCHTPALiH - Big 8 MO/
Busnau.) 210 800 MOxa/ma. Ha6ip pospaxosanuii na 200
HAMBMIKPO - a60 40 MakpoBH3HAUECH KOHUEHTpauii P®
®Digicit-CPB- CKJIAJl HABOPY
63234 C- JaTeke-nadip ans - Jlatekcha cycnensis (3 nanecenum arTu- CPB) - 1
A0 1 e ' s 3 2 gt
PCAKTHBHHIA AKICHOIO Ta (aakon 3 (2.0+0.03) v
0110k (CRP e ; - Korrpoan Hoswrus - 1 sikponpodipka 3 (0.2) s
= ) HAMIBKINBbKICHOI O ek ”( aSt \" ko s e
= IVD | (CHHTCTHYHWE KoHTpoinL 3 CPB > 15 si/a): -
15 BH3HauyeHHs C- Haoip 10

(aiarHocTHka in
vitro ). HaGip.
arlOTHHALLIS,
eKCIpec-aHai3

PEAKTHBHOIO iKYy
(CPb) y cuposaTui
KPOBI TI0HHH
JIA033.02 (2 ma/

- Konrpoas Herarus - | MIKpoIpoGipka 3 (0.2) v
(eunrernannii konrtposan 3 CPh < 6mr/i):

- Pos6asmiosay - | (uaxon 3 (15.0£0.5) mu:

- BunpoGysasbha nnacruna - 1 wr:

- Mannuxn ans smiwysanms - (110£10) i,




200 makec. Bu3Hau.)

AHAJIITUYHI XAPAKTEPUCTUKU ; _
Habip pospaxosanuii na 200 HAMIBMIKPO- (BUMipIOBatHi]
06&apos:em 0.01 wm:a) a6o 40 MAaKPOBH3HAYCHD,
(BUMIpIOBaHHiT 06&apos:cn 0,03 yi) KOHueHTpauii CPh
(3 YPaxyBaHusam KOHTPOILHUX 1pod). lianazon
BHSHAYAEMHX KOHUCHTPALLIH - B 6 Mr/at 10 1600 M1/,

63271 bera-
IeMOJITHY Ha
YKC/IEHHA
rpymna
CTPENTOKOKIB

®Dinicit-ACJI-0-
JlaTeKc-Habip A
SIKiCHOrO Ta
HaMNIBKILKICHOTO
BH3HAYeHHSI AaHTH-

CKJIAJl HABOPY

I. Jlarekcna cycnensis (3 nanecenum CTPEITON3HHOM
0)- 1 dakon 3 (2.00+0,03) ma:

2. Konrposis [osuris (cuurernmii KOHTpoJIb 3 ACJI-
O > 200 Mow/mu) - 1 MiKkporpoGipka 3 (0,2) mu;

3. Konrpons Heratus (cunrernunmii KOHTpoJIb 3 ACJI-O
<200 Moa/mn) - 1 MikponpoGipka 3 (0.2) mi: =
4. Posbasmosau - 1 daakon 3 (1 5,0£0,5) ma;

(10mu1)

16 CTPENTOi31H cTpenToizun O 5. Bunpobysanbna naacruna- 1w Hadip |
O. anrurina (ACJI-0) y 6. IMannuku s 3MintyBanus- (110 £10) wr.
IVD cHpoBaTHi KPOBI AHAJITHYHI XAPAKTEPUCTUKU
1iarHocTyka i Habip pospaxosanuii na 200 nanismikpo- BUMiPIOBAHUI
YAlATOE AN oanun JIA033.01( | "2V1P PO3p ; B
Vitro ), HaGip., 00&apos:em 0.01 mi) ado 40 MaKpOBM3HaAuEH z
: 2 M1/ 200 make. . e 2
arloTHHALLS (BumiptoBanuii 06&apos:em 0,03 ) KOHLEHTpalLi|
BH3Hau, . =
s ) ACJI-O (3 ypaxysanns KOHTPOJALHUX 11p00). [lianazon
BHSHAMACMIN KOHIenTpatiii - sizt 200 MO/Ma 10 1500
MO Un.
Jiarnoctuynmii MOHOKIOHANLHWI pearent anTiu-A
52532 Anru-A MPU3HAYCHUH LIS BUSHAYCHHS Iy 11y KPOBI ‘O IMHM 34
rpynose cuerem ABO,Resus.Kell Ta imytuux anruris ILJIXOM
THITYBaHHs AiarnocTusunnii BHABJICHHA QHTUICHY A €pUTPOLIMTIB IOMHK 32
17 CPUTPOLIMTIB MOHOKJIOHAJILHHI] A0MOMOTOI0 NPAMOT peakutii armoTHHaLiT na niowmii Ta 50
5 - 5 T
IVD peareHT aHTu-A B HCHTPANILHUX resieBuX Kaprax. [Tnactukosuii (piakon 3
(tiarHocTHka in (10mu1) BMICTOM MOHOK/IOHAILHIX aHTHT(] [Tposopa a6o 3
vitro ). HE3HATHOIO OManecueHuicio piauua pisnux Bixringin
aHTUTINA HEPBOHOTO KOJILOPY.
3aranbhuii Tepmin IIPUAATHOCTI 2.5 poku.
Hiarnoctuunmii MOHOKJIOHJILHUI pearenT anTu-B
52538 Autu-B NPU3HAYCHHIT U151 BUSHAYCHHS Iy [T} KPOBI JIIOAMHM 32
rpyrnose cucremoro ABO,Rhtsus.Kell ta IMYHHHX aHTHTIN
THITYBAHHSI Miarnocruynmuii HUIIIXOM BUSIBJCHHS aHTHIeHy B epHTPOLMTIB T10amHH
18 CPUTPOLIMTIB MOHOKJIOHAJ/IbHHIT 38 /101oMOrolo npsMoi peakutii armoruuanii na MIOLMHI 40
- = T £
IVD peareHT aHTu- Ta B HCHTPAILHUN Ie/IeBUX Kaprax. [lnactukouii
(liarnocTuka in B (10m.1) (aakoi 3 Bamicrom MOHOKIOHAILHUN alTHTil, Ilposopa
vitro ). 400 3 HEIHAUHOIO ONAICCHCHI (10 piitna Bi1 6:1i10-
aHTHUTINA (hioaeroBoro 10 cunboro KOJbOPY.
3araibunit tepmin npusatiocti 2.5 poKH.
JiarHocruanmii MOHOKI0HATLHKE peareHT antu-D,
3 TIPU3HAYCHUI 191 BUSBICHHS 'PYIIM KPOBI M0 cucremi
52647 Anta- X . sl .
Resus wasxom LACHTH(iKkaLiT anTureny D CPHTPOLIMTIR
Rh(D) rpynose = ; 3 ABO
. < JOAMHK (Oyb-siKa rpyna KpoBi 3 TEMOIO A :
itV HiarnocTnunuii 1 (Oyn l\a“ pyna p( BI 3a CVIC[.C.IOI( )‘sa
. : © ZI0TIOMOTOI0 NPAMOT peakuii armoTHHalii v Oy lb-sikiif i
CPHTPOLIMTIB MOHOKJIOHAJILHHIT . = S :
19 Moampikalt: B npodipkax. Ha naowmmi. MIKpOrari ta T 30
: IVD peareHT aHTH- 6 ;
i - HCHTPAILHUX resieBHX kapTax.
(a1arHocTuka in D (] OMH) % B
Vitrs ) [lnactukosuii Gaakon 3 Bmicrom MOHOKJIOHA/ILHUX
V. '( B Z " X
; anTutiiL. [posopa a6o 3 Hesnaunoio OrnaJieceHLiclo
AHTHTINIA ;
piauHa.
3aranbHuii Tepmin TNPHUIIATHOCTI 2,5 poky.
52688 I'pynosi Hiarnocrianmit MonokIonatLHnH pearenT anTu-D
CPUTPOLUTApPHI MiarnocTnyuunii 1eM/IgG. cucrenn Rhesus. MPU3HAYCHUI JUISt BUSIBIICHHS]
BapiabenbHi MOHOKJIOHAJILH U] HIMPOKOTO ciekTpy D antureny epurpoimTin momim
20 Rh(D) peareHT aurtu- (BROYa0um cradki foro BapianTh i kareropii). 3a T 10
kareropii VI D/DVI IgMm/ IgG AOTIOMOTOI0 IPSMOT peakiii armorunanii,
IVD [Tractukosuii aakon 3 BmicTon MOHOKJIOHAILHUX |

(JiarHoctuka in

AHTUTIL. HPO'}OPL! abo 3 HE3HAYHOIO ONAJICCUCHILICIO 3




( vitro ), POKEBMM a00 JKOBTYBATHM BLITIHKOM piiuHa.
AHTHTINA, 3aranbHui TepMiH NPUAATHOCTI 2 POKH.
peakuist
arTloTHHALLT
52695 Habip JliarHocTHYH1iT MOHOKIOHAILHHUI peareHT anTu-AB
s NPU3HAYCHUIH JL1S BU3HAYCHHS TPYNIM KPOBI TI0IMHK 34
BU3HAUCHHS JiarHocTHanuii cueremoto ABO.Resus.Kell ra iy HHux anmuri nisxon
IPYIIH KPOBI < BHABIACHHSE QHTHICHIB A | B epuTpotmTis 110 i 3a
% MOHOKJIOHA/IbHHH 3 5 s
21 cucremn ABO AB JLONOMOTO10 NPAMOT peakiil arioTHianii Ha rionmHi a T %)
€areHT aHTH- = £
IVD DRt B HCHTPAILHUX refieBUN KapTax. [lractukosmii (rakon 3
(liarHocTka in (10ma) BMICTOM MOHOK/IOHANLHIX aHTHTiz. [Tpo3opa ado 3
Vitro ). peaxtis HE3HAYHOIO onajiecleHLieio 6e3bapBHa pijnHa.
ar’loTHHALLT 3arajbHuii TepMiH NpUAATHOCTI 2.5 poki. &
JliarHocTHYHUA noszicrneunpivini aHTUIIOACHKHIT
rao0ynin aut - C3d 1gM/1gG plus BUSIBISIC HeroOBHi
anrurina IgG. 3°eanani 3 epurpounTamu in vivo abo in
vitro ta C3d (parsent komnaementy y npsmiii i
9731 Henpawmiit npodax Kym6ea. Jliarnoctuunuii
Y : : ~ x s \
: : nosicneundiunmii anTumoaCLknit rnobyin antu - C3d
[Tonicneundiun 2 it
: . 1gM/1gG plus npusHauenuii s BUSBICHHS HENOBHUX
i aHTUTINA 110 : i : ; : ;
G Hiarnoctiannii anturia IgG (doTHpLox niaknacis) Ta gparventis C3d,
100y 1iHy/KoM . . o :
peR noJicrieunivnmii 3B SI3AHKX 3 €PUTPOLIUTAMH. MO3Ke BUKOPHCTOBYBATHCE
[1JIEMEHTY 5 ’
2 AHTWIIOACHLKHUIT JUTsl TECTYBAHHS CUPOBATKH JTIOJIMHKU HA HASBHICTh 5
22 MonHu [VD : ? : . i wTr 2
. ; rJ100v.iH IMYHHHAX @QHTUTLIL. BUSHAUCHHS CHCUU(IUHOCTI IMYHHNX
(JlarHocTHKa in . 3 e o ;
. ) aHT"'C3d lgM/ Ig(; AHTHTILL. HPOBCICHHS IHpoo Ha HLTHBLTY A IBHY
vitro ). S : : :
! CYMICHICTB JIOHOPA | PEUUITICHTA. BU3HAYCHHS AHTHICHIB
aHTHTINA . plus (3ma) : . sl ; :
: CPUTPOLIMTIB 3a JI01IOMOFOIO PEeareHTiB. 110 MiCTSTh
peakiiist ; 2 : iz Lot
HCTIOBHI QHTHTILIA. BUSBJACHHS ayTOIMYHHUN aHTHUTII ab0
ar;oTHHAaLL : :
C3d pparventis koMiiemenTy. (ikcosarmx Ha
CPUTPOLIUTAX.
[MnacrukoBuii haakon 3 BMicTOM pearenty. Iposzopa a6o
3 HE3HAYHOIO ONAICCLCHLLICIO 3e/CHYBATA PijIMHA.
3arazbuuii Tepmin npuaatHoCTi — 2 poky
Habip Nol-20 npusnauenuii a1s Busnauchs IpyI KpoBi
s 3a cucremoro ABO Wwisixom BUSIBACHHS aHTHTIN anTH-A |
52543 Tanens : ;
: aHTH-B B cpoBatui KpoBi MoANHK, 1715 KOHTPOIO
CPUTPOLIMTIB : : : EhEs
. o OGS TR D e
s Craugaprhi AKOCTI (cneunivHocTi Ta fll\THBIlOCl‘l) JUArHOCTHUYHUX
= i MOHOK/IOHAJILHUX PEAreHTIB LIISIXOM BUSIBICHHS
LICHTH(iKyBaH €pUTPOLH TH 151 P ;
1 : MOHOKJIOHAILHAX a@HTHTIJI 32 JI0NOMOTOI0 peaklii ;
23 | nsauturin [IVD BH3HAYEHHsI rpyn ; : = Habip 6
N = MPSIMOT ariOTHHALIT Ha N0ILMHI, B pobipkax Ta
JUIATHOCTHUKA 11 i Herem 2 :
st ; i Kpaniaa o it MIKPOMJIaTax: a TakokK /Il BU3HAYCHHS IMYHHHUX
vitro ), HaGip. : = : e :
; ABO na6ip Ne1-20 AHTHEPUTPOLIMTAPHUX AHTHTII 38 CHCTEMOIO AHTUICHIB
caKitis
P ABO ta Rhesus 3 BUKOPHCTAHHAM PO3UMIY FKCIATHIT
ArIIOTHHALL L = i =
10% abo HENPSMUN AHTHII00Y TTHOBHM TeCTOM (HAT'T)
B podipkax. Tepmin npuiarnocti - ve menie 30 1i6.
Hadip nosutien 6yTn npusnayemii s KOHTPO.TIO
SIKOCTI 1aB0PATOPHUX 0CTiKeHb Ha cuizic B peakuit
Mikponpeuunitanii (PMI1).
KoHTposbhi pearetti maiors GyTi OXapakTepu3oBani 3a
51792 HAABHICTIO anTutin 10 Treponema pallidum s PMIT Ta
Treponema [DA.
pallidum, Ha6ip Di3UKO-XiMIUHI BAACTHBOCT] N1OBUHHI OyTH HACTYITHUMM
24 anturenu [VD Ta He ripumuMu: CBITJ0-K0BTa 3 HE3HAUHOIO
24 . ; KOHTPOJILHHX el : ‘ wT I
(Aiarnoctuka in : PMII OMAJICCUCHLUIEIO pLAnHA. [TpK BUKOpUCTAHHI TO3UTHBHMX
: €areHTIB AJ19 . i
VItro ). B A KOHTPOI1B 4+ Ta 2+ B PMI1 3 kapaioniniHosum
KOHTPOJIbHUH AHTHICHOM MOBMHHA CIIOCTEPIraTHEsl MO3UTHBHA PeaKLlis
marepiai Y BUTJISULE BUMAIHHS I1ACTIBLIB Pi3HOT BeMUMHM, TOGTO
Ha 4+ Ta 2+ BianosiaHo.
Habip nosunen ckaazaties 3:
1) TosuTusHUi KoHTPOL 4+ (pikuii. noBmHeH OyTH
FOTOBHIT 10 BUKOPHCTAHHS) po3(hacoBatmii N IACTHKOBI




npodipku (1 x 1 ma). .
InakTuBoBaNi IMYHOJIOGY I HI KPOBI J1OAMHH, .
cneundiuni g0 anturenis T.pallidum. Turp pearinosux
anrurin 10 T.pallidum nosuuen Gyt nocrarmiv s
OTPUMaHHS MO3UTUBHOTO pe3ynbTary 4+ B PMIT.
CBIT/10-5K0BTA 3 HE3HAYHOIO ONaNeCUCHUI€I0 pinHa.

2) [o3uTHBHUIH KOHTPOL 2+ (piakuii, noBuHeH GyTH
FOTOBHIH /10 BAKOPHCTaHHs) po3(hacoBaHmil y M1acTHKOB]
npoGipku (1 < 1 ma).

[HakTHBOBAHT IMYHOI06Y i H#1 KPOBI IO/ IMHM.
ciieunivni 10 anrurenis T.pallidum. 1 UTP peariHoBUx
anturia o T.pallidum nosuuen 6yru 10ctarhis s
OTPHUMAHHS MO3UTHBHOTO pesyibTarty 2+ g PMI 1, -
CBITJ10-5KOBTA 3 HE3HAUHOIO ONAICCICHILICIO pianHa.

Habip nosunen Busisasti anturina 10 30y.AHKKa
cuinicy Ta Gyri pospaxoBaHnii He MeHLe Hik Ha 500
AochiukeHb. Habip noBuken sBasth co6oio pPO34YMH
TPLOX BUCOKOOUMILEHHX JIMiAIB: Kapaioininy.
JCLUTHHY. XONIECTEPHHY B a0COMIOTOBAHOMY CTHIOBOMY
CITUPTI.

Di3uKo-XiMiuHI BAACTHBOCTI MOBMHHI OyTH HAaCTYIHUMU
Ta He ripummi: [posopuii Oe30apBHUI po3UMH 3i

ITporpomGinos

KOPHUYHEBOIO KOJI bOpY.

54872 cnetndivHum 3armaxom crmpry. Jlonyckaernes
Antikapaionini BHIAZIAHHA KPUCTAIB XOJIECTEPHHY MpH Temreparypi
H, QHTUTIA Hkde 10° C, siki 1erko po3unHsioThes NpHu Temneparypi
95 IVD Habip pearentis (B )2 ¢ s g
= (stiarHocTHKa in st PMI1 Habip nosunen ckaanatues 3:
vitro ), HaGip. 1.) Kapaioaininosuii anruren. | ma npernapary noBuHeH
MY THITICKCHH MicTTi: kapaioainin — 0.03 %. aewrun — 0.27 %,
i aHasi3 XoJaecrepui — 0.9 %
2.) Posuni xoain-xiopu.ay: XOH-X10pHIL - 70%.
HATPIO XJOPH.L.
3.) Ckapudikarop amnybHuii (3a YMOB BUKOPHUCTAHHS
amITyJ1 3 KiJIbLIeM YH TOUKOIO 00J10MY HasBHiCTD
Ckapu(ikaTopy He 0608 s3K0Ba).
Dopma Bunycky mae 6yrn: Kapaionininosuii anruren
posacoBanuii y ckisiui amnysm (5 = 2 M), XoJ1iH-
XJ0pHI posdpacosannii y ckasui Gaakonu (1 « 5 MI1).
44946 [Ipusnavenus:
®apOysanns 3a [lpusnauennii a1 remarosnoriummx JIOCIIIKEHD
76 PomaHoBcbKkmM, A3yp-eo3uH 3a (hopmennx enementin kposi. i |
IVD PomanoBcbkum Cxnan nadopy:
(niarHoctuka in A3syp-eo3un 3a Pomanoscskum: 1 x 1000 MIT;
vitro ), Habip Konuentposannii 6ydepruii posumH: 1 x 100 ma
[pusnavenns:
42959 BapsHuuk IMpusnauennii s sukopucranms CO3UHY
Maii- METHICHOBOTO CHHBLOTO 3a Maii-I pronBain oy B sikocti
27 I pronBasinaa. Eosun 3a Maii- (pikcaropa-3aGapsiosata s reMaTo 10 i anny -
IVD rp]—()HBaJ]b[l(),’\l JIOCILKEHD (bopMeHux gienenTin KPOBI. e i
(aiarnocTwka in Craan nabopy:
Vitro ) Eosun 3a Maii-I prousansaom: 1 x 1000 wa:
Konuenrposannii 6ydepruii po3uuH: 1 x 100 mu.
43550
DikcysaibHa 5
Sl foi Imepciiina pianna IE;{ nocn;wmmﬁ;«cxpauocn i p.osumpcmm MEHH :
8 iktteont. 215 MiKkpoeKonil, 3(.)1.’H>IIICIHI$I 300P@KEHHS A0CALLKYBAHOIO 3pa3Ka r1ij L 5
MIKPOCKOITOM,
IVD 100 ma e ot ,
e e acysaHHs (aakon 100w,
- Vitro )
29 55986 3osHiwmii Burasa: Jlioinbha maca cBiTiI0
Tpomb6onnacrun LT 10




it yac (IT4)
IVD

(niarHocTHKa in
Vitro ), peareut

Bara: Ir £0.05r.
AkrtuBHicTb 1o Ksiky: 14-17c.

42709 Habip
L8t
(papOyBaHHs 3a

3aGapsiienHs 3a
I"'pamom-nabip aas
angepeHuiaabHOro
3abapBJieHHsl,
JAOCTiAAKEHHSI
CTPYKTYpH
KJIITHHHOT CTIHKH |
BHSIBJICHHS
NPUHANEAKHOCTI

CKJIAL HABOPY
1. KapGo:osuit posunn renuiany ionerosoro- |
(aakon 3 (5.0 £ 0.5) mu:

2. Posunn Jhoroas- 1 paakon 3 (25 + 1) i

3. KapGoiosuii posuun gykeuny Llias- | amiyaa 3 (2.5

s : Habdip
['pamom, IVD 6aK-Tep|ﬁ 10 +0,1) ma.
(iarHocTHKa in rPAMIO3HTHBHHX AHAJIITUYHI XAPAKTEPUCTHUKH
Vitro ) 260 10 Habip pospaxosanuii na nposesenns 500 ananizis (nipu
BUTPATi KOKHOTO 3 POGOUMX PO3UMHIB peareHTi 50 M1
rPaMHEraTHBHHX
Ha BU3HAYCHHS ).
rpyn 3 kap00J0BUM =
po3uHHOM (pyKcHuHa
iast (REF
HP030.01 )(75 ma/
500 make. Bu3) .
CKJIAJ1 HABOPY
3abapBaenus 3a A T : ;
1. KapGonosuii posuun (ykeuny - 1 duiakon 3 (100 +
HIJIEM- 4) mu;
42694 bapsHuk
. ¢ HUJIbCEHOM- 2. 3uebapsmolounit pozunn 1 - 1 gaakon 3 (100 =
= Habip aas 4) ma:
KHCI0TOCTIHKH : e 5
- angepeHuianbHoro | 3. 3HebapBIol0umii posumi 2 - 1 (rakon 3 (100 + =5
N OdKTCPIn. = HHOIp
e sabapBiieHus 4) mun;
s 4. Posunn vel BOIO CHHBLOTO = | parakon 3 (100
2 2 1 OarTeniii - PO3YHUH MCTHICHOBOTO CUHBLOTO - )1AKO e
(AiarHocTuka in MERDBQIGIC D Bons :
it e L )lM'IJ'] TUYHI XAPAKTEPHCTHKH
AHAJIITUYHI XAPAKTEPUCTHUK
HP030.03)(4x100ma (o 3 50 sin (
1a01p pospaxoBaHuit Ha nposeaeHus 200 anasizis (npu
/200 makc. BusHay,) | P POIPAXOB: s : :
BUTPATI PO3YHHIB pearcHTiB 0,5 M Ha BU3HAUEHHS ).
CKJIAJ1 HABOPY
I. OcHosuuii hocarunii Gydep «O» - 3.347 M. pH (6.5
£0.1) - I paakon 3 (100 + 2) ma:
2. ®ocharuuii Gydep Nel - 3,084 M, pH (6,5+0.1) - |
53592 Binkosi (hpakuii- (aakoH 3 (100 £ 2) mu:
MHosxkHHHI Habip ausi 3. ®ocharuuii Gydep No2 - 2,496 M. pH (6,5+0,1) - 1
e s e : g S
01.“\'14 l.\HIHI‘{H()l BHU3HAYEHHS ({aakon 3 (100 + 2) vz
Ximit IVD G 4. ®ocdarnuii Gyep Ne3 - 2.359 M., pH (6,5 £ 0,1) <1
; : CMIBBIAHOLIEHHS E
19 (A1arHocruka in 6i Gt (nakon 3 (100 + 2) mu: b
D : d IJIKOBHX KL 2 S = 2 Haol
vitro ), HaGip, Gipak : 3. @ocharuuii Gydep Nod - 1,959 M, pH (6.5 = 0.1 ) -1 P
Hedesomerpuy CHPOEATEM EpouL (paakon 3 (100 £ 2) ma:
HUit/ Joaunn (REF 6. ®ocharinii Gydep NeS - 1.622 M. pH (6.5 = 0.1) — |
TYpOLIMMETpHY HP006.01)(600 w1/ (aakon 3 (100 + 2) M.
. r - , ‘ per Sy ~
HUI anais 20 makc. BU3HAY.) AHAJITUYHI XAPAKTEPUCTUKH
Habip pospaxosanuii na 20 MAKPOBHU3HAUECH . TIPH
BUTPATi (hocharumnx Gyepis 1o 5 M1 kokHOro Ha
BU3HaueHHs. Koeiuient Bapiaitii Busnaucing - ne
Oinbie 10 %.
‘ 55862 3abapeienus [pusnavenns:
”Llpﬁ\yHOI\i PeTHKYIOLNTIB Y ° “plﬂllil‘lCllHH.:lJISI uu(be.peuu.la‘ﬂbuo.ro 3a0apBJieHHs
PETHKYIOLMTIB . PETHKYJIOUMTIB Yy KPOBI B KJIIHIKO-1iarHOCTHUHMX
S KpOBI 3 = Lt : : = 2
59 IVD JlA0OPATOPISIX | HAYKOBO- 10CAHULLKIH pakTHL Haol1p 3
T e OpHJILSIHTOBHM 5
(miarHoctuka in : Cruan nabopy:
vitro ). HaGip. KPE3WIOBHM CHHIM | p,oyy,., OpHIBLAHTOBOTO KPE3UAOBOTO CHHLOro (BKC) - |
KiJIKICTD «peTuKynopapo» - (haakoH 3 (50 £ 2) wma '




KJIITHH

Ha0ip ans
andepenuiaabHOro
3a0apBJIeHHs!
PETHKYJIOUHNTIB Yy
KpoBi(REF
HP030.05)(50ma/
1000 makc. BH3Hau.)

52940 3aranbna
aminasza IVD
(JlarHoCTHKa in

a-Aminasa KIH-
Haoip anas
BU3HAYEHHS
AKTHBHOCTI a/ib(pa-
amigasn y

CKJIAJ1 HABOPY
Pearent Ha a-aminasy pH (6.0 + 0.1) - 2 urakon no (50 =
2) M,

- MES - 50 mmonb/n;
- CaCl2 — 2 Mmoo/
- NaCl - 100 mmoan/a.

(sliarHocTHKa in
vitro ).
KOHTPOJILHHMIA
vatrepiasn

BC kouTpoan
H+IT»

PO34HHI 3 KOHCEPBAHTAMMU.

Cruaz Habopy

I. Pearent 1. Hopmasibha KoHueHTpais kiaitui, :
2. Pearent 2. IMarosoriuna KOHUEHTpaLLs K1iTHH,

vitro ). Hadip. oiooriunmx - CNP-G3 — 5 mmons/a: Halip
(pepMeHTHHI piannax AHJITTUYHI XAPAKTEPUCTUKH
criekrpodoTome (KineTHuHuii HaGip pospaxosanuii Ha 25 makpo-. 50 HANIBMIKPO- 4K
"PUYHWEI aHai: )0 MiKpOBM3HAUCHL AKTUBHOCTI U~aminasn. Jlianason
TPUYHUI aHai3 meton)(REF 100 MikpoBH3Haue (c. : \‘1() 71 00‘
BH3HAYAEMHUX aKTUBHOCTEH - Bia 7 MO/ 10 20
HP003.03)(100 ma/ -
MOa/n.
100 make. BH3HAY.) P el o <5
Koegiuient papiauii y cepii - He Gisibiue 5 %,
Kaniopatopn
remMornoGiny-nadip | CKJIAJL HABOPY
AJIs1 BHKOPUCTAaHHS | 1. KaaiGparop rlcxl()r':lt)(’)ilf,\'-l'"H - 1 Qnakon 3 (1.5+0.1)
KOHTPOJIbHHX ML (3 HM3BKOIO KOHUEHTPALLIEIO reMor100iny a r/j);
o i 2. KaniGparop remorno6iny-I'C - 1 qaxon 3 (1.5 = 0.1)
55874 po3unniB i parop 3 pae
A reMorso6inis L
; 3 CCPEAHBOIO KOHLICHTPALLIEIO IeMoriodiny 6 1/1);
remMorio0iH 'H,I'C,I'B ans L Az p, =
: : 3. Kanibparop remor:06iny-I'B - 1 qakon 3 (1,5 + 0.1)
S IVD KaidpyBaHHs i ;
I ) : ; MJL. Habip
(aiarnocruka in KOHTPOJTIO SIKOCTI : el AT e e
e (3 BUCOKOIO KOHUCHTPALIEIO reMOra06iny B /).
vitro ). : = o : 5
=t S SHIHE a. 0 Ta B — KOHUCHTPALIT reMor00iny. siki npuseieHi na
[\‘()Hlp().I.bHHH remora0diny y e
marepian : , PR S
o KpOBI AHJITTHYHI XAPAKTEPUCTHUKH
remoraoGinuianian | Jlianason kaniopysainiux KowueHTpaitii - si1 40 /1 10
1M metoaom (REF 260 r/a. Koediuient sapiaitii kaniopysainims
HK008.04) (3 a1 x KOHLEHTpaLil - He Ginbie 2 %.
1,5 mu)
Binipy6in- §
: ; CKJIAJ1 HABOPY
KajibpaTop-Hadip s et
1. Jliohinizosanmii annGymin s npurorysariis 8 v
1S BAKOPHCTAHHSI S e 5 Se
: KamopyBaibHOro posunny (20 £ 1) r/n abo pozunt
41830 KaiopyBanLHuX anpGyminy (20 £ 1) /1 - 2 uakonu:
G o PO34HHIB 2. Jlioginizosanuii GinipyGin 3 anbGyminom s
arajabHui it ; 5 e
Ginipy6in IVD Glmpyﬁmy AJtst HPUrOTYBaHHS 4 M1 KaniGpyBasbLHOro po3uunny - 2
11ipy : : . 5 =
: g KaaiopyBaHHs i (akoHu. Habip
(arHocTHka in
Vit KOHTPOJTIO SIKOCTI AHJIITUYHI XAPAKTEPUCTUKHU
!"t’li6pa1:0p BH3HAYEHHSI HaGip pospaxosanuii na npurorysarms 10
nd.
i . caibpyB:  PO” iB 00&AaDn0s: MO 2 MJ]
BinipyGiny y k‘glop) BdeH.lri.\ pO3uMHIB oo&apos.(.\ul).\l o 2 mn.
. . Hlilllil'}()ll KA 11opyvBaibHUX I\'(Hlllt‘li'l‘p(lllll‘"l B 1S
CHPOBATUI KPOBI - Soies e
MEMOZL 110 240 sicvo:/ 1. KoeditienT sapiani
(REF HK005.02)(24 | = -
KOHUCHTPALLT - He Oilibine 5 %o
MJT)
26225 [TpushaueHnii 115 KOHTPOIIO MPaBHIILHOCTI |
JlefikounTu, BIATBOPIOBAHOCTI MMiAPAXyHKY NEHKOLMTIB B JiUMIbHii
nizpaxyHoKk Hagip kamepi [opsiera Cycriensis sise co60i0 KOHTPOIbHUMN
kaitue [IVD cyenensiii «CnJl W | marepian. skuii ckaatacrnes 3 (hikcoBaHMX yacTok B =
Habip




4. [HCTPYKILS 3 BHKOPUCTAHHS.

5. [Macnopr. :

3HAYCHHS KOHLIEHTpaLlifi

P1:3.77-5.66 x 109 /a1 (Hopma)

P2:1,75-2,63 x 109 /n (narosoris)

Koegiuienr Bapiauii pesynbraris Bustaucs — e Gijbi
10%. ;

55868
[TinpaxyHok
CPUTPOLIMTIB

Hadip

[Tpu3sHauennii s KOHTPOIIO NPABMALHOCT] |
BIATBOPIOBAHOCTI MiAPaxyHKy CPUTPOLIATIB B JiUMIILHIH
kamepi ["opsiesa. Cycrensis aBise co6010 KOHTPOIbHM
Marepial, Skui CKIa1aeThes 3 (hiKCoBaHMX YaCTOK B
PO34HMHi 3 KOHCEpBAHTaMMU,

Cxnan Habopy 5
1. Pearenr 1. Hopmasibna KoHLeHTpawis kit

IVD cyenensiii «CnJl R : . A =
38 E : y 2. Pearent 2. Marosoriyna KoHLeHTpaLLis K1iTuH, HalIp
(JliarHocTHKa in BC-konTpoan 5 :
it ) ;s IHCTP_\ KLus 3 BUKOPHCTAHHS.
Vitro ).
5 H+1 4. Hacnopr.
KOHTPOAbLHUII e
. 3”11‘[\.‘“”51 KOHUCHTPpALIH
Matepian =
e Pl:3.25-4.87 x1012 /5 (HOpMma)
P21 85-2 77 x 012 ' (naronoris) a
KoediuienT Bapiawii pesyabraris BusHauens — e Gibi
10%.
BUKOPHCTOBYIOTLCS 1151 10CAIKEHHS PIAKMX 3pasKin v
61032 Kiosera G 2 Ga.
BHANMIN 00macti criektpy.
181 ;
: Maioth MatoBe nose juis 3anucis:
71abopaTopHOro Kiosera ans ) . .
i : Burorosseni 3 ontuunoro nosictupouy:
auajizaropa crnexkTpogoTomeTpa " : ; : >
5 MBi onriyni nosepxHi nponukHi AUt BUNIPOMiHIOBAHHS
39 IVD 4,0 M1 oguHapha (B : . i
it i i i PS JuanasoHom Bia 340 10 800 Hm. :
aiarHocruka i : =
- vite) e, 1o 06’ em: 4,0 mx.
itr : ; z e
100wt laBaputhi posmipu: 12,5 x 12,5 x 45 mm.
0JIHOPA30BOr0 S . &
S A Buytpimmi posmipu 110 x 10 x 45 mwm.
BUKOPHUCTAHHS
: P Ynakoska: 100w B yn.
61032 Kiosera
s
J1ab0paTopHOro
anasizatopa Kiosern (a1s [pusnaveni aas koaryiomerpis Steellex SC-40). SC-20.
40 IVD KoaryJomerpis LG-Paber-2CH. LG-Paber-1. nak
(aiarnocruka in SC20/SC40) Macyanns 288ut/nak.
Vitro )
0IHOPA30BOro
BHKOPHUCTaHHSI
30591 Habip
peareHTiB s
BMMIpIOBAHHS Bumipiosanbui . : A !
i [pusnaueni as koaryaomerpis Steellex SC-40, SC-20.
npoTpoMBiHOBO KYJIbKH (1151 i :
41 : . - | LG-Paber-2CH, LG-Paber-I. yn
ro yacy (I14) KOAary/joMeTpis :
VD ®acysanusi 300 urr/dy.
SC20/SC40)

(1iarHocTHka in

Vitro )

JIOT 2

3arajibHi BUMOTrH:




L3

- l'apaHTIHUIA JMCT BiZ ydaCHMKA 1100 CTPOKIB NPHUAATHOCTI TOBAPIB HA MOMEHT
[OCTa4yaHHs 3aMOBHUKY (He MeHLIe 80% BijL 3arajibHOIO TepMiHY 30epiratHs):;

- SIKIO yyacHMK MporoHye iHmmMii ToBap (eKBiBaIeHT) HiXk NepeadadeHmii 1ieio
JIoKyMeHTali€lo, aaHui  TOBap 3a CBOIMM BJIACTMBOCTSMM [OBHHEH [OBHICTIO
BIZMOBIIATH TOBApY, IO € MPEJIMETOM 3aKYIIiB/i 3a BCiMa MOKa3HUKAMK. YYACHUK Mae
HAIATH NOPIBHSUIbHY TaGJMIIO i3 32a3HAYEHHSIM HalMeHYBaHHSI TOBapy, HOro
XapaKTepUCTHK, Ta 3aNpPOMOHOBAHOIO Y4YaCHHKOM ekBiBajieHTy. JI0 KOKHOTO
CKBIiBAJIEHTA 102€ThCSI KOMisl NACMOPTY SIKOCTi, IHCTPYKUIT (METOAMYHHX BKA3iBOK)
200 iHIIOr0 IOKYMENTA, 10 MiCTHThL TEXHIYHi XAPAKTEPHCTHKH TOBAPY.

- IlocravanbHUK MOBUHEH 3abe3neuyBaTH HaleKHI  yMOBM  30epiraHusi Ta
TPAaHCIIOPTYBaHHA ToBapy. Tapa Ta ymakoBka ITOBHHHA BiAIOBIJIATH BHMOTaM.
BCTAQHOBJICHMM 10 JIaHOT'O BMZY TOBApy i 3aXWIUATH TOBAP Bi/ MOUIKOKEHb, N1CYBaHHS
M vac nepesesenns (YyacHUK Hajae rapaHTiiHuii TUCT y 10BinbHil dopmi);

- ToBap noBuHeH nepesaBaTics 3aMOBHHKY B Tapi NiANPHEMCTBA BUPOOHUKA, SKa
HE MOBUMHHA OyTH Ae(pOpPMOBAHOIO ab0 MOUIKOIKEHOIO (YuacHUK Hajla€ rapaHTiiinuit
JIMCT y JOBUIBbHIN dopmi):

- llocTaBka 3IHCHIOETBCS 3@ paxyHOK YuaCHMKA. Ta TPAaHCHOPTOM y4aCHHKA,
3rIIHO 3aBKM 3aMOBHMKa (YUaCHHK HAa€ rapaHTiiHuit JHCT v J10BLIbHIT dopwmi).

- 3 meroro 3anobiranus 3akynisii danrbenikartis Ta AOTPUMAHHS rapaHTIi Ha CBOEUACHE
OCTa4aHHs TOBAPY Y KIUIBKOCTI, SAKOCTI Ta 3i CTPOKAMM [MPHIATHOCTI, YYaCHWK Hajae
OpHIiHA rapaHTIHHOro JncTa Bil BUpOOHHKa a0 0QiliiiHOro npeicTaBHuKa BUPOOHIKA, KUV
BUPOOHHMK 00 OQiliiiHNni NpeicTaBHUK MiATBEPKYE MOMNIMBICT TOCTABKH  MpeaMeTy
3AKYMIBII LMX ENEKTPOHHUX TOPriB 3i CTpOKaMHM MPUJATHOCTI Ta B TepMiHH, BH3HAUCHI
3AMOBHMKAMH TOpriB. ['apanTiiHuii JHCT NMOBHHEH BKJIOYATH: MOBHY HA3BY 3aMOBHMKA Ta
y4acHUKa, MpPeAMEeT 3aKymiBiIi 3riaHo creuudikauii, HOMEp OrololIeHHs Mpo [IPOBE/ICHHS
3aKynisi. [apanTiiiHuil THCT noBHHeH GyTH BUAAHHI Ha KOKHY MO3UILIO IpevMeTa 3aKy B,

- ToBapm, wo nocrauaroThest noBHHHI MaTH HeOOXiAHI Komil cepTuikaTip sKOCTi 3aBOJIY-
BUPOOHUKA, NeKmapaniio BiAMoBiaHOCTi, aGo iHmmMil MOMIGHUA JOKYMEHT, O MiATBEPIKYE
BIZIOBI/HICTh TOBAPY BUMOTAM, BCTAHOBJICHHM J10 HHOTO 3arajibHO0G0B’ I3KOBHMH Ha TepUTOPIi
YKpalHH HOpPMamMM i mNpaBHJaMH. [OBHHEH OyTH O(OPMICHHII BIANOBIAHO 10 BUMOL
3aKOHO/1aBCTBa YI\}')dl'HH Ta MOBHHHI O\TH Ha/1aH1 [pH l]()deBl[l H 151 II],:[TBLP,:[/I\GHHH Ha/JlaTH
rapaHTIfHUH JIMCT y CKJIa/li PONO3HILT.

Ne Tosap Kiae | Oxnuuui HK 024:2023 | BKA3AT
n/n KicTh | BUMIipY n
BIJIITOBI
JHICTb
: TAK/HI
1 Reagent Pack (Calibrant A, - mwrt - | HaOip pearenris .
Calibrant B), naGip pearentis (KaniGpanr A,
(Kani6pant A, KaniGpanr B), y Kanidpant B)
ELTP-2002- Mg-UA 30210- Muoxkuuui ananirtu
Jns aHanizatopa enekTpoiTiB rasis kposi [VD
HTI E-Lyte Plus Anasizarop ; (niarnoctyika in vitro),
enextpositie Tun C (sakputa Gk
cucrema) \
2 Lineariti Control 5y I T KoHTposibHUiT MaTepia |
Material, KoHTposibHuit ' 52868- Muounni
matepian, ELTS-1012B-UA enektposniti [VD
Jl1st aHastizatopa enexTposiTis (1iarHocTuka in vitro),




KOHTpOsIbHKIT MaTepian

HTI E-Lyte Plus AHanizarop
enexrpositis Tun C (sakpura

Washing Solution (Cleaning 6 {

cucrema)
3 Posunn s npomusanns

(OUMLLYIOUMiT)

59058-

MuiiHnii/ouniy BansHuii
po3unH IVD (miarHoctuka in
Vitro) as
aBTOMATU30BaAHUX/
HarMiBaBTOMAaTH30BaAHHX
cUcTeM

Po3unn juis npomusanus
(ouMiIarOYmii),
ELTP-2034-UA

Jns anatizaropa CJIEKTPOJIITIB
HTI E-Lyte Plus AHanizatop
enexrpounitis Tun C (sakpura
cucrema)

]

4 Washing Solution (Deproteinizer). Posuun s npomusanns
Posuun utst npomusanns (1enporeinizyiounii)
(menmpoteinizyrouuit), 59058-

Muiinuit/ouninyBanbanii
po3uuH IVD (miarHocTtuka in
Vitro) ans
ABTOMATH30BaAHMUX/

[ Hil”iBaB'lO\VIHTH'EOBGHH.\
e e e Sl e

Washing Solution (Activation). | T - Posunn ans npomusanns

Po3uun ns IIPOMHBAHHSI (aKTHBaLiHHMIT)

(aKTHBaLiHHUIT), 59058-

ELTP-2003-UA Muiinnit/ounutyBansHnii

Hnst ananizaropa enexrposiris PostiuH IVD (aiaroctuka in

HTI E-Lyte Plus Ananizarop vitro) ans

e ABTOMATH30BaH X/
eaekTpomtiB Tun C (sakpura .
HarlBaBTOMATU30BAHUX
cucrTema)

cucTem
AﬂaHiHaMiHOTpaHC(pepa3
a (AJIT)

52923 -
AJlaHinamiHoTpancepasa

| (ALT) IVD (aiarnoctuka in |

ELTP-2034-UA

Hust ananizaropa enexrponitin
HTI E-Lyte Plus Amnanizatop
€eKTpoITIB Tun C (3akpira
cucrema)

AnaHiHamiHoTpaHchepasa (AJIT) 6 Halip
Cxian nabopy Habip pearenris:
Pearentl, 1x100mn + Pearent2, 1x20Mmn
JloBxuna xBui 340 nm
CrabinbhicTn peakTusy . PoGouwnii
peareHt cradiibuuii npoTsirom
ABOX THXKHIB (2-8 © C)

30epiranns B XOJIOJIMIIbHUKY TTPH
2-8 ° C. CrabinbHicts : Pearentn
cTabiIbHI 10 3aKiHUeHHs TEPMIHY
NPUIATHOCTI, 3a3HAYEHOr0 Ha
CTHKeTKax. Pearentu nosuumi
OyTH npo3opumm i Oe3bapBuMH,
Habip pearentis moxna
BUKOPHCTOBYBATH siK Oi- i 1K MOHO
pearent. Jlng npurorypanus
pobouoro (MoHo) peareHTy
3MilIaTH 5 o6csrip pearenty R1 i
1 o0csr pearenty R2 B
OJIHOPA30Bi# €EMHOCTI.
Acrnaprataminorpancdepasa
(ACT)

Habip pearentis: Pearent!. 1x120ms

VItro). Hadip, epmeHTHI]

CIEKTPOhOTOMETPHY H I

\
|
|
aHanis [
|

| /-\c1lap'ra'raMiHO'rpchq)e
| paza (ACT)
52954 - 3aranbHa




+ Pearent2, 1x30mn

Jloexuna xBuii 340 um
CrabineHicT peakTuBy . PoGounit
peareHT cTabibHuil poTsrom 48
FOJIMH IIPU KIMHATHI
Temnepatypi (15 -30°C) i
npoTsaroM 14 fHis y
XOJOAMIBHUKY (2 - 8 ° ()
30epiranHs B X0I0AMILHUKY [IPH
2-8 ° C. CrabisnbHicTs : Pearentu
CcTablIbHI /10 3aKiHYeHHS TepMiny
IPUIATHOCTI, 3a3HAYEHOrO Ha
€THKETKax.

Habip pearentis moxna
BUKOPHUCTOBYBATH SIK Oi- 1 5K MOHO
peareHt. [lns npurotyBanHs
pobouoro (MoHO) pearenTy
3Mitath 5 o6esiris pearenty R1 i
1 obcsr pearenty R2 B
OJTHOPA30BIii EMHOCTI.

acnapraraminorpancgepasa
(AST) IVD (niarHoctuika in
vitro), HaGip, (pepmeHTHHUII
CMeKTPOGOTOMETPHY HMii

| aHanis

il

8 ["amma-rmoraminrpancepasa Habip W ["amma-
(I'T'T) Habip pearentis: j roTamiitpancepasa
Pearentl, 1x100m1 + Pearent2. (I'l'T) \
1x20mn 53027 - M'ama- )
Howxrna xsui 405 1w nytamintpancgepasa (ITT) |
HIHFQTOBKA VD (niarnocruka in vitro), ’
bydep i cyberpar rotosi 10 Halip, epmeHTHMIT
BUKOPHCTaHHS. J]J1s1 x

CEeKTPOPOTOMETPHYH U

MPHUTOTYBAHHS POGOUOro po3HiHYy )
3MiLnaiTe pearent R1 1 (Gydep) 3 S
pearenTom R2 (cyberpar) B
CHIBBIHOLIEHH] 5 |
(Hanpukiaz, 25 ma 6ydepa 3 Sm
cybcrpary).
3BEPIITAHHSI TA
CTABIJIBHICTL PEATEHTY
Bei komnonenTn naGopy :
CTablIbHI IPOTAIOM BCHOI'O i
TEPMIHY NTPUIATHOCTI, ( , !
3a3HaYEHOTro Ha ‘ f
€TUKETL, IPH I0TPUMAHHI YMOB |
30epiraHHs, 30epirath miabHo
3aKPUTHMHU [PH
TeMnepaTypl 2-8°Cm 3aXHLUCHOMY
BIJI CBIiTJIa Ta 3a0pyIHEHD MicLi.
He 3acrocosypatu
npenapar micjs 3akiH4YeHHs
TEPMiHY NPUAATHOCTI

9 ['moxo3a Okcunasua HaGip Halip ['moko3a Okcnpazua

peareHTiB: Pearentl, 1x500m +
Cranaapr, 1x5mn

53301 - Cnoko3a [VD
(aiarHocTiHKa in vitro),




Josxuna xsuiai 500 um - HaGip, hepMeHTHH]
CkJag peakTuBy:

1. Pearent riokosu (piaxuii):
[III0K0300KcHaasa - 15 ME/mut,
nepokcuaasa (Xpony) - 1,2ME/m,
4- aminoantumnipuny - 0,2 MM,
denon - 4 MM, iHEepTHI peUYOBHHU
Ta KOHCEPBAHTH.

2. Cranpapr rimoxosu: 3-D-
JIIOKO3H Y BOAHOMY PO3UMHI.

CneKkTpohOoTOMETPHUHMI

aHasis

Hpumirka. VYV Bunaaky sKumo TexHiuHa creuu@ikallis MICTHTL MOCHIAHHS HA KOHKPETHY
MapKy 4M BHPOOHHKa ab0 Ha KOHKPETHMH TMpolec, 10 XapaKTepu3ye MPOAYKT UM MOCIyTy
NMEBHOro Cy0’€KTa rOCIONApIOBaHHs, UM Ha TOProBi MapKH, HATEHTH, THIH a00 KOHKPETHE Micle
MOXOUKEHHS UM CIOCiO BUPOOHULITBA, BBAKATH BHpa3 «ab0o eKBiBAJIEHTY.

OOrpyuTyBaHHsI: y pa3i HasBHOCTI MOCHIIAHL, BOHM € HEOOXIAHMMH, OCKIIBKH 38 OCHOBHMMHU
XapaKTepUCTUKAMHU ONTUMAJIbHO BIANOBIIAIOTH MOTpebaM 3aMOBHHKA 3a CBOTMM TeXHIYHHMH T4
AKICHAMH XapaKTePUCTHKAMH, HAssBHUMH NpoLecaMu Ta QyHKILIMH.

YnoBHoOBaxeHa ocoba 3opixina B.B.




