_ Tpunoxenne 1
Texnuyeckne XapaKTepUCTUKY (OIHCAHUE)

PEarexTOB M PACXONHEIX MATEPHAIIOB I IMMYHOGMIyOPECIIEHTHOTO aHAIM3aTOpAa
- ichroma II Reader (Boditech Med Inc., Pecrry6mixa Kopes).

1. Cocrap (xommrexramus) UMH:

Ng Hawmmenoanue Eprm Komugectso
TI/T1 HA3MEepEeHUs
1 2 3 4
JIOT Ne 1
1 | Habop peareHTOB Iiist ompeeeHns raMma- : Habop 5
unTepdepora (IFN-y) (ichroma™ IGRA-TB 25 wu
| agayor) - '
JIOT Ne 2
2 | KoHTpons 11 onpeneneHus HHTEphEepoHa raMma Habop 2
(Boditech IGRA-TB puma ananor) |

2. Texungeckue TpebOBaHM:
2.1. O6sem Habopa — He Gonee 150 TecT-KapTPUIDKEH.
2, Ha6op TOJDKEH COCTOATH M3 He MeHee 3 ypoBHeH, He Ooee 1 MIT KayKIbIi.
2.3 TlpennaraeMsle PeareHTEl ¥ KOHBTPOJBHBIA MaTepual NOIDKHEL OBITH IpeqHa3HAYEHE]
ANt MMMyHOQIyopecleHTHOro anammsaropa ichroma II Reader (Boditech Med Inc.,
Pecry6iuka Kopes), 9T0 ZOIDKHO IONTREPKAATECS JOKYMEHTAMY IPOM3BOIUTENISL.

3. TpeboBarus, npexpsBiIseMble K Ka9eCTBY TOBapa, TapaHTUMHEOMY CDOKY
(rOAHOCTH, CTEPHIBHOCTH) COIIACHO JOKYMEHTaM OpPraHHu3aTopa.



1.

Texumaeckue xapaxreprucTuky (OnucaHue)
JIOT Ne 3: pearents n pacxonHbIe MaTepHaiEl 1 aHanuzaropa BD BACTEC

FX 40 npoussozctsa kommarmy Becton Dickinson and Company, CITIA

Cocrar (xommnexrarus) IMH:

ITpanoxenwe 1

MUKPOOPIaHH3MOB H3 00pa3os
B3pOCIIOH XpoBH He MeHee 10 M

Ne HaumeHnoBsanue E muamner H3Mepe}msl Kommuectro
/11 -
1 & 3 4
JIOTNe $
1. | PIaxoHEI CO CpemoH ams
KYJIbTHBHPOBAHUS a3POOHBIX . 1200

2. Texaugeckue TpeOGOBAHMS:
2.1 npemmaraeMele peareHTHl X DACXOIHEIE MATEPHAIbl JODKHEL OBITH COBMECTHMEI C
aBTOMATH3UPOBaHHOH cucreMoii BD BACTEC FX (Becton Dickinson and Company, CIIIA), gTo
IOIDKHO OBITH MOITBEPKAEHO TOKYMEHTAMMU ]:[pOI/IBBO,I[,I/ITeJISI



TIpunoxenue 1

TexnayecKkHe XapaKTepUCTHKHE (ONHCaHHE)
JotH4: DKCIIpece-TeCThl M PACXOIHELIE MATEPHAIEI JUIS KOJMIECTBEHHOT0 ONpEeNeIeHNS
bexaIbHEOro KATBIPOTEKTHHA Ha SKcIpecc-agamusaTope (punepe) Quantum Blue

1. CocTap (KOMILJIEKTAal}s) MeJHIMHCKHX H3XCIHMH:

Ne Hammenoparwe . KOHaecTEo
HA3MEPEHAA
Ha6op ms onpepencHAs HeKaabHOrO KaIbIPOTEKTHHA TECTOB 1200
2 | Ha6op npobupox s mpo6omoaroTOBKE : ; MTYK 600

2. TpeboBanus K pearearam:

2.1. IlpenmaraeMele 3KCIPECC-TECTHl IOJDKHEI OBITH npenHasHaquLI s paboTEl Ha
sKcmpecc-aHamusatope (pumepe) Quantum Blue, 9ro OomxHO OBITE IOATBEPKICHO
JOKYMEHTaMH OT Ipom3Bomureis® (*- B cIyyae HECOOTBETCTBHS JaHHOMY TpeOOBaHHIO
IIPEIIOKEHHE TIOTEHIHAIBHOTO IOCTABIIKA MOXKET OBITH OTKIOHEHO).

2.2. Habop nmns onpeneneHHs (QEKaIBHOIO KaJBNPOTEKTHHA JOIDKEH COOTBETCTBOBATH
CIIEYOLIMM MapaMeTpaM: AHANa30H IPOBOIUMEIX HccenoBanuii - 30-1000 Mxr/T.

3. TpeGoranus, npeIbsBiIsieMble K TCapaHTHHHOMY CpPOKY (TFOAHOCTH,
CTEPHJILHOCTH): : :

3.1. CornacHo DOKyMEeHTaM OpraHu3aTopa.



Ipunoxernne Ne 1
K 3asBKe Ha 3aKyIKY

TexaH9IecKHe XapaKTePHCTHKA (ONHCAHAE) MEIANHHCKAX H3Ae/Hi

PeareHTHI H PacXOJHbIE MATEPHAJIBI ISl IPOBEACHHS HTOJOTHIECKHX HCCISX0BaHMI ¢
IOMOILI0 ABTOMATH3HPOBAHHOH CHCTEMBI KHAKOCTHOM UTOJOrHH HA 000Py0BAHHH
npounssoacTsa Biodyne Co. Ltd., Pecmy6mka Kopes

1.Cocmas (komnnexmayus) MeOuyUHCKOZ0 U30eNUsL:

Homep 1 HauMeHOBaHHE = PO ﬁapame’fpm En. | Kon-
JIOTa 4 H3M. BO
Jot Ne § (cronsko ona cybvexmos manozo u CpeoHez0 nPeOnPUHUMAMeENbCHEa)
1.1. QunsTp 1T B : o
MeMOp " . JIOJDKHEI OBITE IpegHa3HaYCHE] I

CellPrep (Gexsiif) muronorageckoro nponeccopa CellPrep | IIr. | 100

P OJTHEIE Plus a Bio . Ltd.
MZ?:ELTH L: pa,cx]1 ,I[:BL;— S ® IIpOH3BOACTE. dyne Co. L
P P 1.2. Buana ¢ xoB- | 1. Brana ¢ KOHCEpPBHEpPYIOLIAM PacTBOPOM
ICHAS MATOJIOTHYe-
CEePBUPYIOMIAM JO/DKHa OBITE IpefHasHadesa ULl He-

CKHX HCCIIEIOBAHUM C
IIOMOIIBIO aBTOMATH-
3HPOBAHHOH CHCTEMEL
KHADKOCTHOH ETOJIO-
ruu Ha 000pyIOBaHHH

pactBopoM Cell- | moIBE30BaHKS COBMECTHO C UTOIOTHYE-
Prep Urine CSF | cxum npoueccopom CellPrep Plus® npo-
LBC mmm amanor | m3BogcTsa Biodyne Co. Ltd.

| 2. KoBcepBapyrompuif pacTBOP HOIDKEH

Ir. | 100
[O3BOJIATH XPaHHTE 00paseln He MeHee

. mpou3BoacTsa Bio- 3
dyneCo. Ltd., Pecmy6- 9eM 5> MecAna. 3
muxa Kopes 3. KoncepBupyromuii pacTBOp B BHAJIE

JIOJDKEH 00eCIerBaTE IOCIEYIONTee
HCTIONB30BaHMe 00pasna A AMMYHOIIH-
TOXHAMHAYECKOTO aHAIM3a.

2. Tpeboeanus, npedvasniemvle K KaG4ecmey moeapa, 2apanmuiHomy CpoKy (200H0CHIY, CIMePULbHOCTNY);
COIJIACHO JOKYMEHTaM IO IPOIeAype TOCyIapCTBEHHOM 3aKyIIKH OpraHu3aTopa.

3. Tpebosanus 0 HANUYUY MEXHUYECKOT OOKYMEHmMAayuy U UKol uHpopmayuu:

3.1. xonms NEHCTBYIOIETO PErMCTPANMOHHOTO YIOCTOEEpeErRs MEHUCTEPCTRA 3ApaBooXparerns Pb m-
60 BeImHCKa B3 [OCyIapcTBEHHOTO peecTpa MEIHITMHCKOM TEXHAKA H M3/eTHl MSIHIEHCKOTO HasHade-
mus Pecrry6mixu Benapycs; : :

3.2. (pas MeAMIMHACKAX W3NeNNi, He HMEOIMHAX rocyIaPCTEEHHYIO perucrpamuio B Pecny6amie Be-
Japyes): NOKYMEHTHI, yka3anusie B [locTrarosnernn MurHCTEpCTBa 30paBooxparenys Pecnybmxu Be-
napyck oT 19.05.2021 Ne 51 «O mopsnxe ygacTHs B HpoNeXypax IOCYAApPCTBEHHEIX 3aKyIMOK HE3aperd-
CTPHPOBAHHEIX MEALMHCKIX H3IEIH». ‘

3.3. IOKYMEHTEL, NONTBEPKIAIOMIE TEXHHIECKHe X QYEKIHOHANIBHEIE IapAMETPhI 3aKyTIaeMBIX H3/Iemiix
Ha 6eIopyCcCKOM THGO PYCCKOM S3HIKE. :




TIpunoxesue 1
Texgu4yecKue xapaKTepuCTAKH (onucaHue) MeJHIMHCKON TEXHAKHA H p3aeNuH
MeIHIIHCKOr0 HasHaYeHU s
PeareHThl, DeaKTHBbL ¥ 1a00paTOPHEIC TPUHAIIEKHOCTH

JoT 7 6

1. Cocmas (KoMPReKmayys) HMH:

e - Cocmag _
JIéT Homep u naumenocanue J10Ta (KOMPIEKMARUA) Konuuecmgo
060py008aHUA

Habop peareHT0B MU
AMMYHO(DEPMEETHOTO
OIIpeAeICHA
KOHIEHTPaIyy
TPOKaTBIATOHKNHA B
CEIBOPOTKE (TINasMe)
'KpOBH U€JIOBEKA, rabop
96 onpel. MK aHajor

80

6 - Habops! peareHT0B A VDA Hab.

2 TexuwdecKkye TpeOoBaHyA: .

3. TpeGoBapms, MPEABABIIEMBIE K KaICCIBY TOBapa, TapaHTHAHOMY CPOKY (TOZHOCTH,
CTEpVIIbHOCTH): COTTAacHO NOKyMEHTAM [0 TIpouexype rOCyIapCTBEHHOH 3aKyIKH
OpraHu3aTopa.

4. TpeGoBan¥sl O HATXIHH TeXHIIeCKOH TOKyMeHTallll U WHOK HHGOPMAIMH!

4.2.JJoKyMeHTHI, TOITBEPKIAIOIIHC rexpudecKme ¥ (QYHKIMOHANbHBIE IApaMeTphl
3aKyTaeMBIX H3[IENNH Ha GenopyCcCKOM OO0 PYCCKOM A3BIKE.



ITpunoxerue Nel

K 335BKE Ha 3aKyIIKY
PeareHThI, KOBTPONBHEIE U
PacXomHbIe MaTepHakl I
aBTOMAaTHYECKOTO
TeMaTOJIOTHYECKOTO
anammzaropa BC-720(R)

PeareHTEI ¥ pacxonHEIe MaTEPHANEI IS aBTOMaTHYECKOTO T'éMAaTOJIOTHIECKOTO
aganusatopa BC-720[R] (Auto Hematology Analyzer BC-720] I}]), Shenzhen
Mindray Bio-Medical Electronics Co., Ltd., KUTAU

(sarMeHOBaHuE OpeNMeTa TOCY IapCTBEHHOH 3aKyIKH)

1.CocTaB, KOMILTEKTAIMS MEIUITHHCKIX HA3NETHH

No Kommuectro
Haumenosarne JIQTa
. VIIAKOBOK

JOT 4%
PearenTrl, KOHTPONLHbIE M PACXONHBIE MaTepHaJIbl A1 aBTOMATHYECKOT0
reMarosiorueckoro ananusaropa BC-720(R), Shenzhen Mindray Bio-
Medical Electronics Co.,Ltd., Kurai

1. | Mumoernt DS Diluent (ge Menee 20 JIMTPOB) WM aHAJIOT 57

2. | Pearent musupyromuit M-6LD Lyse (ze menee 4 ¢1n. 1o 1 1) mm 20
aHaJor :

3. | Kpacurens M-6FD Dye (e Meree 4 ¢1. mo 12 mur) mimu aramor 335

4. | Pearent musupyromuit M-6LH Lyse (2e meHee 4 dir. mo 1 1) mmm 6
aHaJIor ;

5. | Pearernt ms COD ESR Solution (re menee 4 ¢ o 1 1) unu 18
aHajor ' -

6. | PearerT ms oumctky 3002 Probe Cleanser (me meree 50 M) 18
WITH aHAJIOT

7. | KonTpoms BC-6D Hematology Control TPEXypOBHEBBIH (He 3
| Meree 6 b1 110 4,5 M) wTH amanor

:KOHTpiOJILHaSI KPOBB JIUII MOHUTOPUHEIA 3HAYCHUIN: WBC, Bas#,
Bas%,E Neu#, Neu%, Eos#, Eos%, Lym#, Lym%, Mon#, Mon%,
IMG#, IMG%, RBC, HGB, MCV, MCH, MCHC, RDW-CV,
RDW-SD, HCT, NRBC#, NRBC%, PLT, PLT-H, MPV, PDW,
. PCT, P-LCR, P-LCC, IPF, ESR

Z.TeXHqucme TpeGoBaHMuS:

2.1. Tlpennaraemsie peareHTEl u KOHTPOJIbHBIE MAaTEpUabl JOJDKHBEL OBITH
COBMECTHMEI C aBTOMATHYECKHM TIeMAaTOJIOrHIECKIM a”amuzaropom BC-720[R],
Shenzhen Mindray Bio-Medical Electronics Co., Ltd., KUTAW, 9T0 DOIKHO GHITH
IIOATBEPXACHO TOKYMEHTAMU IIPOU3BOIATEILS. :



3.TpebGoBanus, mnpemssBIIeMbIe X Ka4eCcTBYy TOBapa, TIapaHTHHHOMY CpOKY

(TONHOCTH,  CTEPMIBHOCTH):  COTJIACHO JNOKYMEHTaM  II0  IPOLELYpE
TOCyNapCTBEHHOM 3aKyIIKH OpraHH3aTOopA.

4.TpeboBaHNIs O HATMIMHE TEXHAIECKON JOKYMEHTAIIH U MHOH HHpOpMAaIMK:




TIpunoxerue 1

K 3asBKE Ha 3aKyIKy pPeareHTOB K
aHANMM3ATOPY ABTOMATHICCKOMY
mynsTEIIeKcHOMY FilmArray Torch,
BioFire Diagnostics Inc, CIITA

TexumdecKHne XapaKTePHCTHKA (onmcaHue) METAIEHCKAX H3e i
PeareHTsI K aHATA3aTOPY ABTOMATHIECKOMY MyIbTHILIEKCHOMY FilmArray Torch,

JZ 0 Yi /J/E' f BioFire Diagnostics Inc, CIIIA
1. CocTaB (KOMILIEKTANNSA) METHIHHCKHX H31e IR
Ne - :
S Harvenopanue | EngEmne! #3MepeHns Komrzectso
MeHuHETHT/300edaTnTHaT  OaHENbs I
o0OHapyXeHHs u . HOCHTA(QHKAINH
HYKIEWHOBEIX  KWCIOT  BO3GyRmTenelH TLyx 30

MEHUHTHTa W/ 3HiebdamTa B obpasnax
CIIMHHOMO3TOBOH XXHIKOCTH

[EeBMOBMMHEAS TaHENb WIS OOHApYKEHHS
¥ WICHTHOHKANFYE HYKIECHHOBEIX KHCIOT |
2 PECIEPATOPHEIX BHPYCOB ¥ Oakrepwii ¥ LR 5 30
TEHOB PE3WCTEHTHOCTH K 2HTHMHKPOGHBIM
Ipemaparam B 06pasnax MOKpoTsl 1 BAJI

2.Texnuyeckue mpebosanua

2.1. JlmarHOCTMYECKHME MAHEIH npemasﬁaqenm UL pa60'r51 H [ODKHEL OBITH
COBMECTVIMEI ¢ aHAIM3aTOPOM aBTOMATHIECKIM My IbTrIUIeKcHEM FilmArray Torch, BioFire
Diagnostics Inc, CIIIA, 910 HODKHO OBITH DOTTBEPKICHO HOKYMEHTAME IPOX3BONUTEL.
3 TpebGoBamms, NpebABIAEMEBIE K KadecTBY TOBapa, rapaHTAMHEOMY CPOKY (TONHOCTH,
CTEpUNBLHOCTH): COTNAcHO JOKYMEHTaM NO MpPONEAYPe TOCYNapCTBCHHOH —3aKyIKy

OpraHu3aTopa.

4. TpeGoBaHMS O HAMMIMH TEXHUYECKOH norcynaeﬁ'raunn ¥ WHOU MEQOpMAaIHH:
4.1. xomWs  [OEHCTBYIOINEr0  PETMCTDAIlMOHEHOIO  YXOCTOBepeHHs  MummcTepcrsa
snpasooxpanerus PB mi6o Bemmcka u3 [0Cy[apcTBEHHOTO PEeCcTpa MEIHIMHCKOR TeXHYKH
¥ M37IerH MeUIHECKOro HasHaueHus PecnyOmuku benapycs;

I MENWIAHCKUX W3NIeul, He HMEIO rOCYIapCcTBEH :
Pecnybnmxe ;"BeJIaDVCL)' NOKYMEHTEI, yKkasaHHble B IlocTamopieHmH MuHuCTEpCTBA
Bz[paBooxpaHeHm Pecmybmuku Bemapycs or 19.05.2021 Ne 51 «O mopsioxe ydacTds B
Iponenypax rocy,uapcmeﬁﬂwc 38KYIIOK HE3apETHCTPHPOBAHHEIX METUITHHCKAX HS,JIGJIPIH))




