Ipunoxenue 4

K OpaBUJIaM OpraHU3aluu U
MPOBEJCHUS 3aKyIla JEKapCTBEHHbIX
CpPECTB, MEIUIIMHCKUX H3IEIHH 1
CHELUATU3UPOBAHHbIX JIEYEOHBIX
MPOJIYKTOB B paMKaxX rapaHTUPOBAHHOTO
00beMa OeCIIaTHON MEUIIUHCKON
MIOMOLIH, JIOTIOJHUTEILHOTO 00beMa
MEJIUIMHCKOM NOMOILY JUIS JIMLL,
COJZIepIKAIINXCS B CIICCTBEHHBIX
H30JIATOPAX U YUPEXKICHUSX YrOJIOBHO-
HCIOJIHUTENbHON (IIEHUTEHIIMapHOi)
CHCTEMEI, 3a CYeT OIO/KETHBIX CPECTB
U (MIM) B cUCTEME 00s13aTeIbHOTO
COLMAJIbHOTO MEJIMLIMHCKOTO CTPAaXOBaHUs,
(hapManeBTHYECKHUX YCIyT
[punoxenue K npukazy

MHuHHUCTpa 3/1paBOOXPAHEHHS
Pecniyonnku Kazaxcran

ot 7 urons 2023 rona

Ne 110

®dopma
OobsaBiaenue Nel5 ot 06.09.2023 roaa o npoBeaeHHH 3aKyNa CIIOCOOOM 3aMpoca HEHOBBIX Mpe/JI0KeHU

HanmeHoBaHMe M ajpec 3aKa3unMKa WJIM OpraHu3aTopa 3akyna: ['ocynapcTBeHHOE KOMMYHAJIbHOE MPEINPHUITHE HA MPaBe XO35SHCTBEHHOTO
BesieHNst «Tanaplkopranckas ropojcKasi MOJHKIMHHKa» ['0CyaapCTBEHHOTO YYpekaAeHHs «YIpaBieHue 3apaBooxpaneHus oodmactu XKericy», PK,
obmacts XKericy, r.Tanneikopran, yn.Kaban6aii 6ateipa 66.

MG)KI[YHapOI[HBIG HCTIAaTCHTOBAHHBIC HAWMCHOBAHHA 3aKyNa€MbIX JICKAPCTBCHHBIX CPCACTB (TOpFOBOC Ha3BaHUC — IIpHU I/IH)IHBHI[Y&HI:HOﬁ
HeHepeHOCI/IMOCTI/I), HaMMCHOBaHUA MCIHUIMHCKHUX I/I3,I[CJ'II/II71 0e3 YKa3zaHud TOpFOBOfI MapKu U NMPOU3BOJUTCIIA U UX KpaTKasA XapaKTCPpHUCTHUKA, 00BeM
3aKyIia, MECTO IMOCTAaBKH, CYMMY, BBIACIICHHYIO JId 3aKyIlad M0 KaXXJA0MY JICKAPCTBCHHOMY CPCACTBY WJIN MEAULIMHCKOMY U3ACITUIO!

Ne HaumeHnoBanne TexHu4yeckasi XapaKTepHCTHKA e1.1U3M K-BO Ilena/Tr

Pearent Bilirubin Total npegHaznaueH st TMarHOCTUYECKOTO KOJIMYECTBEHHOTO
onpezeeHus in vitro o01ero OUIMpyorHa B CBIBOPOTKE U IJIa3Me KPOBHU YeI0BEeKa
C TIOMOIIIBI0 (DOTOMETPHUH C UCIIONIb30BaHuEM 2,4-nuxinopanminHa (JXA) u
netepreHToB.MeTtox DOoTOMETPUUECKUI aHATTN3 C UCTIOJIb30BAaHUEM

1 | OOmuit OunupyouH 2,4-nuxnopanninza (IXA). ¢ 5 19 100
Pearenr 1: ®ocdarnsiit 6ydep 50 mmoin/JI NaCl 150 mmons/J1 JlerepreHTsl,
CTaOMIIN3aTOPbI

Pearent 2: 2,4-nmuxnopdenun nuazonuenas coiab 5 mmons/JI HCl 130 mmons/J1
Hereprent. Jlns ananmm3atopa Pentra 400




Kpeatunun

JnarsHoctuyeckuil peareHT i1 KOJMMYECTBEHHOTO ONPEEIICHUS KpeaTHHIHA B
CBIBOPOTKE KPOBH, IUIa3M€ KPOBH U MOY€E KOJIOPUMETPHUIECKUM METOIOM.
Pearenr 1:

I'maxpoxcun Hatpus — 0,25 Mo/

IloBepXHOCTHO aKTUBHBIE BEIIECTBA

Pearent 2:

[MuxpunoBas kucnora — 20,5 MMOJIB/1

s aBTOMaTH4ecKkoro remMaTonornueckoro ananusaropa ABX Pentra 400

20

18 100

JInzupyromuii pacTBop s
reMaToJIOrH4eCKOro
ananm3atopa 400 ml

JImzupytommii pacTBOp, MpeIHA3HAYCHHBIN AT AHarHOCTHKY in Vitro u
pUMeHsIeMbli 1 mu3uca sputporutoB (RBC) ¢ niensio mojacuera u
nmud dhepernrpoBku neiikonntoB (WBC) u onpeeneHns KOHIIEHTPAIIH
reMoriioonHa

Hns remaronornyeckoro ananuzaropa ABX Pentra 80XL
Jluzupyromiee BemectBo < 0,1% [eteprent < 5%

IIpo3pauHslii 1 OecBETHBIN BOIHBIA PacTBOP.

s remaTonorudaeckoro aBToMaTuyeckoro ananmusaropa Pentra 80XL

hn

10

92 050

Jlusupyromumii pactBop 1i mms
reMaToJIOrHIECKOTO
aHanmzaropa Pentra 80xl1

PacTBop paznoskeHus: 3pUTPOLIMTOR IS MOACUYCTA JICHKOUTOB U AU PepeHIInaiu

0a30QuoB U onpeaeNeHHs B TPUOOpax MoJICYeTa KPOBSIHBIX Telell.
Cocras:

ConsgHas Kuciiora <0,05 %

JeTeprexr ...............
pH: 2,4 £ 0,2 (T =20°)

yaenbHoe conpoTuBienne: 61+ 2 Owm (T = 20°)

Onucanue: BOAHBIN pacTBOpP, MPO3pavHBIi.

s reMaTonoruueckoro aBToMaTuyeckoro ananuzaropa Pentra 80XL

hn

25

112 100

JInzupyromuii pacTBop JUIst
reMaToJI0IHYEeCKOTOo
ananmm3aropa Pentra 80xI1 1x

Pearent misa quddepennmanuy cyonomysiuil IeHKOIUTOB B KPOBH.
Cocras:

IIpoman 1,2 quom . ...... 3%

MypaBbUHBIN aNbaETU. . . . . . .. 0,004 %

Onucanne: BOAHBIN paCTBOP CUHUH, TAXHET CIIUPTOM.

92 100

Uzoronnueckuii OypepHbIit
pactBop 20 mist
reMaToJIOrHYECKOTO
aHanmM3aTropa

BydepHblii ©30TOHUYECKUI pacTBOP ISl pa30aBiieHUS JEHKOLUTOB, U

JUTsE onpeiesieHust ¥ U PEpEeHIIUPOBKH KJISTOK KPOBH U U3MEPEHUE TeMaTOKpHUTA.

JUTst remarosioruueckoro ananuzaropa ABX Pentra 60C+/Pentra 8OXL
Cocras:

Xnopun Hatpus.... <1 %

Harpus asurn ......... <0,1 %

KaH

10

85100




CypdakTaHr.. .......... <0,1 %
Ornrcanre: BOTHBIA PacTBOP IIPO3PAYHBIA U Oe3 3amaxa.

q)epMCHTaTI/IBHI:Jﬁ pacTBOp C NPOTCOJIUTUICCKUM JEHCTBUSAM JJIS1 OUUCTKHU
CUCTYMKA KJICTOK KPOBH.

®epmenTatuBHBINA pacTBop 11 | CocTas:
7 | U1 TEeMaTONOTHYECKOTO Opranudeckue 0ydepa ....... .......... <20% thn 25 29100
aHajan3aTopa [Iporeonutnueckue PepMeHTHL. ......... <1%
Onucanue: IIpo3padnas ;KuaAKOCTb.
ISl TeMaToJioruaeckoro ananuzaropa ABXPentra 80C+
KonrposbHas kposs s KoHTponbpHas kpoBb HOpMa ISl FeMaToyIoruueckoro anaiauzaropa ABXPentra
8 | reMaToJOrM4YECKOrO yo 3 119 550
80C+
aHanuzatopa Pentra 80
NzoToHM4eckwii pacTBOp Iist onpeaeneHus U audpepeHnpoBanne JEHKOIUTOB, a
TaKXe JJIs K3MEPEHHUSI TeMaTOKpUTa B pUOOpax MmojicueTa KPOBSHBIX Telell.
Cocras:
Hatpust gmopug .....o.oevviniiiiniiin, <3%
Bydeprsrit m3oToHNYECKUit ABHI HATPHSA. ... <20%
g | pacTeop s JuMeTnion MoueBUHa. . ................ <0,1% yi 1 55 050
reMaTOJIOTHYECKOT0 I'MapOOKCUI HATPHUS. ...oeenvennenen. <1%
aHanmzaropa Micros es 60 pH:
7,0+0,1(T=20°)
yIIeNbHOE COMPOTHUBIICHHUE!
60+60M(E=20°)
st remaronioruyeckoro aHanmsaropa ABXMicrosES 60
Ouucturens. Pearent mns auddepeHnnpoBanus 1 pacTBOPEHUS KPOBSIHBIX TEJEL,
st npuoopo HORIBAABX . [Iponenypa nuaMepeHus, UCToib3yeMast mpruoopoM:
[Mpumun metoxa, crienuduieckue aHATUTHIECKUE XapaKTEPHUCTUKU
ucnosnb3oBanus: cM. «Pazgen: Cneunpukanun» B MHCTPYKLMH HOIb30BATENS
Ouucturens s JaHHOTO Mpubdopa.
10 | remaToJIOrHYECKOrO Cocras: b 2 19 880
aHanu3aTopa T'unoxnoput HaTpus ............... 9% 13%
I'mnpookcua HaTputo............... 0,26%
pH: 12,4+0,5(T=20°C)

yaeHBHOC COIIPOTUBJICHUE: HEC N3BECTCH
Omnucanue: KHUIKOCTB KCJITOIO OTTCHKA.




11

KoHTposbHas KpoBb JyIs
reMaToJIOTUYECKOr0o
aHanm3aTopa Micros es 60

ABX Minotrol 16, Tpu ypoBHS KOHTPOJIS, IPEAHA3HAYEHHBIHN I UCIIOIb30BAHUS B
nensix Mouutopuara TouHoct cepu HORIBA ABX comnpoTuBieHne KiIeTok
KpOBH B stueiiku cueTunkoB. ABX Minotrol 16 cogepKuT 3puTpOLHUTH YeTIOBeKa,
MOJeNupyeMble Oelble KJISTKH KPOBHU M TPOMOOLINTHI MIICKOIIUTAIOLINX B 00pasie
IJ1a3MBl.

yiu

118 100

12

Peareur AJIT

Jmarnoctryeckuii peareHT st KOJIMYECTBEHHOTO OIPEIeIeHUS
ananuHoMuHOTpancepasbl (AJIT) B CHIBOPOTKE MM TIa3Me KPOBH
KOJIOpUMETPUYECKHM METOJIOM.

Pearent 1

TPUC, pH 7,15 — 140 mMons/n

L- ananun — 700 MMoIb/1

JIAI" (makTamerunporenasa) > 2300 E/n

Azun Hatpus < 12/n

Pearent 2

2 — OKCOTTyTapar — 85 MMOJB/I

HAJIH — 1 mmone/n

Azupg Hatpus < 1 1/n

Jlist OMOXMMHYECKOr0 aBTOMaTU4YecKoro aHaim3aropa Pentra 400.

thn

20

20 800

13

Peareutr ACT

Huarnoctryeckuii pearent s onpeneiaeHuss ACT ) B CBIBOPOTKE WITH TUTa3Me
KpOBU KojopuMeTpuueckuMm metogomM. I'ematura C. Pearent 1
TPUC, pH 7,15 — 140 mmounb/n

L- anmanma — 700 MMonb/1T

JIAT (nakTamerunporenasa) > 2300 E/n

Aszup Hatpus < 12/n

Pearent 2

2 — OKcorayTapar — 85 MMOJIIb/1

HAJIH — 1 mmoub/n

Azun Hatpus < 1 /0

st ananm3aropa easy reader +

b

20

20 800

14

Juarnoctukym
OpyIIeIUIe3HBIN

Huarnoctukym Opyuemnie3nsiit ;s PA npeqHazHadeH Ais CepoIoTHIecKon
JTUATHOCTHKH OpyIierniesa y Jitojieil ¢ momoripio PA 06beMHBIM (IPOOMPOYHBIM) U
TUTACTUHYATHIM (Ha CTEKJIE) METOJJaMH B CHIBOPOTKaX KPOBH JIIOACH.

yu

64 100
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Keneso

JnarHocTHYeCcKy peareHT 11 KOJMYECTBEHHOTO OIIPEIETICHUS XKele3a B
CBIBOPOTKE WM IJIa3ME KPOBU KOJIOPUMETPUUECKUM METOJOM.

Pearenr 1:

Aueratssrii 6ydep pH 4.5 — 1 Mmmons/a

TuomoueBnHa — 120 MMOITB/T

Pearenr 2:

Ackopbunosa kucnota pH 2,5 — 240 mmons/n

®deper — 3 MMOJTB/ T

TuomoueBuHa — 120 MMOJIB/T

st aBTomMatryeckoro onoxumudeckoro ananuzaropa ABXPentra 400

hn

29 200

16

XoJieCTepUH HHU3KOU
mrotaocty (JITTHIT)

Pearear ABX Pentra LDL Direct CP npenHa3HaueH i JUarHoCTHIECKOTO
KOJINUECTBEHHOTO OIIPEIENICHHS in Vitro XoJIecTepruHa JIMTIONPOTEHHOB HIU3KOU
rwiotHocTH (X-JIITHIT) B chiBOpOTKE M TU1a3Me KPOBH YeNIOBEKA METOJOM
(epMEHTATUBHOTO KOJIOPUMETPUUYECKOT'O aHAIN3A. Y POBEHb JIMIIONPOTEHHOB
OTIPENEJISAIOT ISl AMArHOCTUKY U JICYSHUS HAPYIIEHUH JTUITUAHOTO OOMEHa,
aTepoCKIIepo3a U Pa3INYHbIX 3200JICBaHUM IIEYEHH U MTOYEK.

10

128 100

17

Kamubpatop Xonectepun
HH3Ko# mrotHOCTH (JITTHIT)

ABX Pentra LDL Cal npencrasisier co00ii Tr0(UIH3HPOBAHHBIN KalmnOpaTop. ITo
npenapat JMopU3NITUPOBAHHON CHIBOPOTKU KPOBH YETIOBEKA, COIEpIKAIIEH
JIMIIONPOTCUHBI PA3JIMYHBIX KJIACCOB, B TOM YHCJIC JIMIIOIIPOTCHUHBI HU3KOU
TUIOTHOCTH.

- Habop coctout u3 2 ¢uakoHoB kanubdparopa (modunmzar,

1 mJI).

110 100

18

Kanmu6partop Xonecrepun
BBICOKOH tutoTHOCTH (JITIBIT)

ABX Pentra HDL Cal npexacrasisier co0oit

IO UIN3NPOBAaHHBIA KanmuOpaTop. DTo mpemnapat
TMO(GU3NINPOBAHHOM CHIBOPOTKH KPOBH YEJIOBEKA,

coJiep Kalliell JIMIOMPOTEHHBI Pa3InYHbIX KJIACCOB, B TOM
YHCIIE JTUIOTPOTENHBI BEICOKOH TIIOTHOCTH.

- Habop coctout u3 2 ¢uakonoB kanubdparopa (nmuodunmszar,
1 MJT).

105 100
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Kammbpatop C-peakTHBHOTO
Oenka

ABX Pentra CRP Cal mpencraBisieT coO0# KUIKHIA
KOHTPOJIb, IPUTOTOBJIEHHBIN ITyTEM Pa3BeACHHs PacTBOpa
C-peaktusnoro 6enka (CPB) HopManbHOM CBIBOPOTKOM
KPOBU YEJIOBEKa B Pa3HbIX KOHIEHTPALIUSX.

ABX Pentra CRP Cal roros k ncrosp3oBanuio. Habop
coctouT u3 5 dakoHoB 1o 1 MJI. Kaxapiii ¢pnakon nmeer
Pa3Hylo KOHIEHTpaLuio (yKa3aHo Ha KaXJIoM Qiakone): 2,5,
10, 40, 80 1 160 mr/JI. B cBs3u ¢ TEM, YTO L[BET

KOJITTAYKOB OTIIMYAETCS B 3aBUCHMOCTH OT KOHIIEHTPAIHH
CPb Bo ¢naxone, cienyet co0moaaTh OCTOPOKHOCTH BO
n30eKaHKe TePenyTHIBAHUS KOJIITAYKOB.

ABX Pentra CRP Cal cnegyeT ucrons30Bath B
COOTBETCTBHH C 3THM NpUMeUaHHeM JAJIsl KamuopaTopa u
COIJIACHO COOTBETCTBYIOIIEH MHCTPYKIIMH 110 TIPUMEHEHHIO
peareHTa. B IpOTHBHOM Cily4ae MpOM3BOAUTENb HE MOXKET
rapaHTUPOBATh €0 HAAJIekKAIIUE PadoUre XapaKTePUCTHKH.

hn

180 100

20

KOHTpOJ'IBHaSI CLIBOpOTKa
Immun |

ABX Pentra Immuno | Control L/H npezacrasisiet coboit
TOMUIN3UPOBAHHBIN KOHTPOIIb, TOJTyYEHHBIH U3
00BbETMHEHHBIX 00Pa3llOB CHIBOPOTKH KPOBHU YEJIOBEKA.
Habop coctout u3 2 ¢rakoHOB:

- 1 (aKoH ¢ KOHTPOJIEM HU3KOH KOHLEHTPALUH
(muodmiumzar ais 3 mJl);

- 1 (p1aKoOH ¢ KOHTPOJIEM BBICOKOH KOHIIEHTpALUN
(mrodummzat mist 3 MJI).

ABX Pentra Immuno I Control L/H crneayer
UCIIOJIb30BaTh B COOTBETCTBUU C ATUM MPUMEYaHUEM IS
KOHTPOJISI U COTIIACHO COOTBETCTBYIOILEH HHCTPYKLINH T10
NPUMEHEHUIO peareHTa. B mpoTuBHOM cityuae
MPOU3BOJIMTENb HE MOXKET TaPaHTHUPOBATh €T0 HaJUIeKAIHE
paboune XapaKTePHUCTUKH.

yu

194 100

21

KOHTpOHBHaSI CBIBOPOTKA JJId
OMOXUMUYECKOTO aHAIH3aTpa
Norma

[pobupku ist 06pasioB s OnoxuMuUdeckoro aHanusaropa Pentra 400

yu

112 100

22

MynsTHKATHOPATOP AJIS
OMOXUMHYECKOTO
aHaJIM3aTopa

KanubpaTop 11t aBToMaTudeckoro oMoxummuyeckoro ananuzaropa ABX Pentra

400

ya

189 100
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ITpoMbIBOYHBII pacTBOP
aBTOMAaTHYECKOTO
Koarymnomerpa Yumizen G800

Yumizen G SORB npexcrasiser co00ii MpOMBIBAIOIINN PACTBOP THIIOXJIOPHUTA,
KOTOPBIY 3PPEKTUBHO OUHUIIACT KICTOUYHBIN JeOPHUC, OCIKHU U TPUTITUIICPUIBI
IIyTEM OKHUCIIUTEIBHOIO PACUICIUICHHUS U PACTBOPEHUS MOIOIIUX CPEACTB.
AKTHWBHBIE BEIIIECTBA

runoxjoput Hatpust  <5,0%,

THAPOKCH]T KajIks <1,0%,

MOIOIIIEe CPEACTBO <1,0%

yiu

112 200

24

PearenT peBMaTouHbII
(haktop

ABX Pentra RF CP ananu3z mis onpeaeieHus peBMaTOHIHOTO (hakTopa
UCIIONIB3YETCS TSl KONWYECTBEHHOTO OTpeIesIeH s PeBMAaTOMAHOTO (hakTopa B
CBIBOPOTKE KPOBH UeNIOBEKA. 3HAUEHHsI YPOBHS PEBMATOMIHOTO (haKTOpa MOTYT
MIOMOYb B JUArHOCTHKE PEBMATOMIHOTO apTPHUTA.

Pearenr 1:

Bydepnsiit pactBop: OydepHbIii pacTBOp MIHIMHA

Perent 2:

Cycnensus narekca: 0,17% macc/00. cycrnieH3us 4acTHIl JIaTeKca,
CCHCHOMIM3NPOBAHHBIX K AeHaTypupoBaHHbIM IgG yenoBeka.

thn

20

64 050

25

Pearent C-peakTHBHOTO
Oenox

Pearent ABX Pentra CRP CP npeana3nayeH ajst AMarHOCTUYECKOTO
KOJIMYECTBEHHOTO OIpe/ieNieHus in vitro C- peakTHBHOTO Oellka B CBIBOPOTKE U
TUTa3Me KPOBH YeJIOBEKa C MMOMOIIBI0 MMMYHOTYPOUIMMETPHIECKOTO aHAIIN3A.
Onpenenenns ypoBHs C-peakTHBHOTO OeJIka TOMOTAET B OIIEHKE TTOBPEKACHHIM
TKaHel opraHuzma.

Pearenrl:

Bydepnsiit pactBop: OydepHbIil pacTBOp MIIHIMHA

Pearenr 2:

Cycniensus narekca: 0,20% macc/.00. yacTull Jatekca, CeHCUOMIM3UPOBAHHBIX K
anTturenam k CPb.

b

10

56 050

26

TecT-KapapumKx HA
[JIMKOJIN3UPOBAaHHBII
reMOrJIOOWH JIJIsl aHaIu3aTopa
SHIRAI Ne5

PearenTnsriii kaptpumk Shyrai Alc HbAlc, ucrons3yemsiii ¢ ananmzatopom Shyrai
Alc, mpenHa3HaveH I KOJIMYECTBEHHOTO ONPEAENICHUS IITMKUPOBAHHOTIO
remorsiobuna (HbA1c) B menpHOM KpoBH YenoBeka. Mcnons3oBanue PeareHTHOTO
KapTpupKa UCKITIOYUTENBHO METUITMHCKIME PaOOTHUKAMH.

O0nacth NpUMEHEHHS- B KIIMHUKO-TUArHOCTHYECKUX J1a00paTOpHUsIX,
MEIUIUHCKUX YUPEKIESHUSIX — TSI OTpeIeNIeH s TTTUKUPOBaHHOT'O TeMOTTIO0MHA
(HbALc).

IIpuniun onpexnenenus- Merox @epMEHTHBINA METONI.

ya

10

57 550




Tect monocku mouu 11

Tecr-monocka KF Stick 11 npennasnadena A UCIIOIB30BAHMS B KAUECTBE
JMINarHOCTHYECKOTO CPENICTBA in Vitro ¢ UCTIOIB30BaHHEM 00pa3rioB MouH. [looca
COJEPKUT TBepAO(]A3HbIC YyUACTKH PeareHTa, IPUKPEIUICHHBIE K IIACTHKOBOM
MOJVIOKKE, M TIPEAOCTaBiIsieTcs B hopMaTe Cyxoro peareHra. Jra Mmojiocka
MIPEJICTABIISIET COOON MOMYKOIMYECTBEHHBIN 1 BU3YaIbHBIN KaueCTBEHHBIN TECT IS

27 | mapamMeTpoB Ha aHAJIHU3aTO i 150 13 825
KI? S C;& p onpenenenust Kposu, bunnpyouna, Ypobununorena, Keronos, benka, Hurpuros, y
I'moko3bl, pH, Y nensHoro Beca, Jleiikonutos, ACKOpOUHOBOM KUCIOTHI B MOYE.
DTy NO0JO0CKY MOXKHO IPOYUTATh BU3YaJIbHO WM C IIOMOIIBI0 aHanu3aropa KF
Scan.
Pearent Yumizen G TT npeacraBnseT THOQUIN3NPOBAHHBINA PEareHT, KOTOPBIH
WCTIONB3YeTCA IS OonpeeeHus TpoMOrnHOBOTo Bpemeru (TB).
Tect na onpenenenue I1B npennasHadeH uis onieHky oopa3zosanus ¢pubpuna. Ha
TPOMBUHOBOE Bpems 11 beal pex AL Ol p pup
TB BIUSIOT TONMBKO (PAKTOPHI, KOTOPBIE CTAJIKUBAIOTCS C TPOMOMHOM HIIH
28 | aBTOMAaTHYECKOTO yo 20 62 050
. ¢ubpunorenom. TB noBbImaeTcs Mpy AUCCEMUHUPOBAHHOM BHYTPHUCOCYAMCTOM
Koarynomerpa Yumizen G800 R
ceépreBanuy kpoBH (1D memaroT momuMepr3anum), Ipu HU3KUX YPOBHSIX
¢ubpunorena, TucHUOPUHOTEMUN U TenapuHe (OYCHb UyBCTBUTEILHEIE).
Ha koarymnometpe Yumizen G400
Peareat Yumizen G FIB 2 npencrasinseT co00# THOPUIN3UPOBAHHBIH,
BBICOKOOUHIIICHHBIH YEJIOBEUSCKUH alib(ha-TpoMOUH B OyepHOii cpefie ¢ KabIueM
1 KOHCEPBaHTOM.
@uOpPUHOTEH peareHT AJs Huanazon muueitHoctn Yumizen G FIB 2 6e3 nonoiHuTensHOro pazoasieHus Ha
29 | aBTOMaTH4eCKOro aHanm3artopax Yumizen G (Yumizen G Line) cocrasnser 1,0-5,0 r/n. B cnyqae yo 3 99 850
Koarynomerpa Yumizen G800 | 6onee Hu3Kkoro 3HadeHus ¢pudpunoreHa (<1,0 r/1) pekoMeHyeTcs TOBTOPHOE
TeCTHpOBaHHE 00pasla npu pa3daBiIeHUH B COOTHOLIEHUH 1: 5. B ciydae Oonee
BBICOKOT'O 3Ha4eHus ¢pudbpuHoreHa (> 5,0 r/ir) pekoMeHIyeTcs TOBTOPHO
pOTeCTHpOBaTh 0Opaselr B cootHomennu 1:20. Ha koarynomerpe Yumizen G400
WNnaukaTops! ans .
A Pbl L WNHnukaTop XUMUYecKuit o/p st KoHTpods Bo3ayiuH crepuimnzanun MKBC BH-01-
30 | cyxoxapoBoro mkada 180/60 |, " yo 5 11900
Menrect"-180/60 (1000) BHYTp
Nel00
OunbTp I BOABI IS
ABTOMAaTHYECKOTO . .
31 OuneTp mts Boasl Filter liqud comlete ms Pentra 400. LIT 2 17850
OMOXMMHUYECKOTO

aHaynmzaropa Pentra 400




Hab6op pearentron
MPEICTEPUITH3AIIMOHHOTO

Habop pearenTToB npeacTepuian3annoHHoro KOHTpos, 100 Miynak, KOHTPOJIb
kadecTBa npeacT. Ouuct. PeakTuB BBIBISET HATMYHE TEMOTTIOOMHA, IIEPOKCHAA3
PaCTHTEIHHOTO MPOUCXOKICHHS CHITBHBIX OKUCIUTENEH (XJI0paMrHa, XJIOPHOH
M3BECTH, XPOMOBOW cMecH AJisE 00pabOTKH MOCyAaxX, CTUPAIFHOTO MTOPOIIKA C

32 | xoutpours, 100 Miynaxk, yi 10 5950
orOenuBaresnieM M Jp.), a TAKKe PKaBUUHBI U KUCIIOTIO
KOHTPOJIb Ka4ecTBa MPEJICT.
ouHCT OxpamrBaHue, HACTYIMBIIIEE MTOPKE, YEM Uepe3 OJIHY MUHYTY IOCIIe 00pabOTKH
HCCIICyEeMBIX NIPEIMETOB HE YUUTHIBACTCH.
CoxpaHsieT CBOHM CBOWCTBA MOCJIE 3aMep3aHusl U TIOCIEAYIOIEro OTTauBaHH.
A3zomnupaM - 3T0 XUMHYECKHH cocTaB, BKtodaromnwii B cedst 10% pactBop
HaGop pearenrros aMHJIoNIMprHa (PacTBOP JENaeTcsi Ha OCHOBE 3TUJIOBOIO CIIMPTA) U CONSHOKHCIIBII
MPEACTEPUITU3AIMOHHOTO aHWIVH, KOHIIEHTpalus kotoporo coctariser 0,10-0,15%. [l Toro, 4To0bI
33 | xoutposs, 100 miynaxk, NPUTOTOBUTH JaHHBIN peakTuB, 6epyT 100 rpammoB amuaonvpunaa u 1-1,5 rpamma yo 10 5950
KOHTPOJIb KadecTBa npenct. C | comsHOkucnoro aHunuHa. [lonyuennyro cMmech pa3daBisitor 96% 3THII0BBIM
¢denondroennHoM CIIUPTOM, MOKa HE MOTYYUTCS OAMH JIMTP pactBopa. [Ipenapar npogaércs,
Kak AzomupaM-KoMIUIEKT, HHCTPYKIIUS K KOTOPOMY NpUIIaraercsi K ToBapy.
Hab6op nnst onpenenenus ['enatura B. Tect-cuctema mMMyHOQepMeHTHASE 1St
l'enatur B nns BBISIBJICHUS WJTU TTOATBEPKICHHSI TOBEPXHOCTHOTO aHTUI'€HA BUpyca renatuta B.
34 | Umynnoxpomarorpaduyeckor | UyBcTBUTEIHHOCTH HaOOpa (MHHUMAIFHOE KOJHMYECTBO BISBIISIEMOTO aHTHTEHA yo 5 77500
o ananmm3aropa Easy Reader + | Bupyca renatura B) - 0,1 ME/mn (tepmocrart); 0,05 ME/Mn (TepMocTaTupyeMBblid
meiikep); 0,01 ME/mn (tepmocrar, 37 + 1,0°C, 18 gacoB)
TI'ematut C s
Habop ans onpexnenenus 'enatura C. Habop pearentoB JJC Cuctemsr. Tect-
35 | UmyHHOXpOMaTorpaduyeckor yo 5 75550
cucreMa UMMYHO(epMeHTHas 1715 BBISIBIICHHSI aHTUTEI K BUpycy renatura C.
o ananmzaropa Easy Reader +
JlucTepno3 MuILEBOro NPOUCXOXKICHUS — 3TO OJJHA U3 CAMBIX TSDKEJBIX O0JIe3HeH
MUIIEBOTO poucxokaeHus. Ero Bo30oyautenem spnsiercst Oakrepus Listeria
JIMAME/T asust Tecr UDA 5 P a YA p
36 Mictepnos -O-G monocytogenes. IT0 OTHOCUTEIBHO Pejikast 00JIe3Hb — €KETOHO MPOUCXOUT OT yi 3 109500
p 0,1 mo 10 cy4ae 3a0oseBaHus Ha | MHJUTHOH YEIIOBEK B 3aBUCUMOCTH OT CTpPaH U
PETHOHOB.
Tupeotponnsiii ropmoH (TTI') — ropMOH, KOTOPBIN CHHTE3UPYETCA B IIEpeIHEH
Jonu runodusa (3kerne3a B roJIOBHOM MO3Te) U CTUMYJIUPYET (QYHKITUIO
HUTOBUIHOM kene3bl. UMMyHOXpoMaTorpapuuecKuii 3KCpecc TecT JIs
37 | Topmon TTT JIC cucrembl HI A YHOXP pag p . yI 10 81 360

onpexaencHus Hbsag remaruta b, B cCBIBOpOTKE, B KPOBU.AJIS aHAIM3AaTOPA H3U
puaep
U BenmaTuT C COOTBETCTBEHHO
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TecT-II0N0CKH TITFOKO3EI

Cexas KalmuIsIpHas 1eabHas KpOBb. MUHUMAIIBHEBIN 00BeM: 1 MKIT

I'emarokpur B nuanazone: 35-50%

Jwnamnazon usmepennst: 100-600 mr/mt (0,6-33,3 MMOJIB/T)

UyBCcTBUTENBHOCTh: MUHUMAITBHBINA H3MepsieMblit 00beM: 130 Mr/mn

Tounocts: Cpeansis omrOKka CUCTEMBI IO CPaBHEHMIO € peepEeHTHBIM METOIOM Ha
OCHOBE HCIIOJIb30BaHUS TEKCOKMHA3BI C MIa3Moil coctaBisieT < 10%;
[ToBTOpsieMOCTE: CpenHsis MOTPEIHOCTD < 5%); cpeaHnit K03(pPUIMEeHT Bapraum =
3,8%

BocnpounsBoanMocTs: cpeqHsisi TorpemHocTsb < 5%; cpenuuii ko3 uuenT
Bapuaruu = 3,5%

CpenHee BpeMsi AJ1s1 CYUTBIBAHUS: 5 CEK

TemnepaTypHbIii 1Uana3zoH Ui UCIOIB30BaHUs TecT-nosnocku: 10-40°C

Cpok XpaHeHHUs MOcIe MEePBOTo BCKpbITUs: 90 nHeit

Cpok rogHoctu: 24 mecsna

10000

71,3

39

Tecr-monocku XOJICCTCpHUHA

Hcnons3yemsrit oOpazem: CBexast KamDIspHAS [elTbHAs KPOBb.

I'ematokputr B amamnazone: 35-50%

Huanazon uamepenus: 130-400 mr/mi (3,3-10,3 mmomns/m)

UyBCTBUTENFHOCTE: MUHHMAIBHBIN H3MepsaeMblid 00beM: 130 mr/mt

Tounocts: Cpeansis ommrOKa CHCTEMBI IO CPaBHEHHIO C pePEPEHTHBIM METOIOM
CHOP-PAP cocrasiset < 10%;

IToBTOpsiEeMOCTb: CpEeAHSA NOrPEIIHOCTD < 5%; cpeaHni KO3 GUIUEHT BapUaliy =
2,14%

Bocnpon3BotuMocTb: cpeHsst HorpemHocTh < 5%; cpeHuit KodUIHEeHT
Baprauuu = 3,95%

Cpennee Bpems aiist cuutbiBanus: Oxoio 30 cex

TemnepaTypHbIil IUaNa3oH I UCIOIB30BaHus TecT-nonocku: 10-40°C

Cpok xpaHeHus Tocie MepBoro BCKpoITUs: 90 nHei

Cpok rogHoctu: 24 mecsina

10000

320,2

Cpoku ¥ yci10BUSI TOCTABKH:

TpeboBaHUAM 3aKOHOAaTeIbCcTBA Pecmyonmku Ka3zaxcraH, 4To mOATBEP)KIAETCS TOCTABIIMKOM COOTBETCTBYIOIIMMH JTOKYMEHTaMHU.

M0 3asgBKe 3aka3uWKka B TeueHHe 15 KaJICHAAPHBIX nHei. IlocTraBieHHbIE TOBAPbl NOJIKHBI COOTBETCTBOBATH

Mecto mpencraBjieHusi (mMpueMa) JOKYMEHTOB W OKOHYATEJIbHBIH CPOK mMoaayu HeHoBbIX mnpenaoxenmii: 040000, obnacte XKericy,

r. Tangsikopran, yin. Kabanba 6ateipa 66, kabuaet Ne446. OkoHYATENBHBIN CPOK MOJa4H IIEHOBBIX MpeiokeHuii: 10 9 yacoB 30 MuHyT «13» ceHTA0ps
2023 roga BxiIounTeNbHO. KOHBEPTHI ¢ IEHOBBIMU IpeIOKEHUSIMHU puHUMatoTcs ¢ 8 yacoB 00 MunyT g0 17 wacoB 00 MuHyT B pabouue IHH,
obeneHHbIi nepepsiB ¢ 13 yacoB 00 munyT 10 14 yacoB 00 MUHYT, B HepaOouee BpeMsl U BBIXOJIHbIE IHU KOHBEPTHI HE IPUHUMAIOTCS !




7. laTta, BpeMsl © MeCTO PACCMOTPEHMS LICHOBBIX NpeaJiokeHuii: KoHBEPTHI C IEHOBBIMU NPEI0KEHUAMHU BCKpBIBatOTCs 110 aapecy: 040000
r. Tangsikopran, yi. Kaban6aii 6ateipa 66, B 11 gacos 00 munyt «13» centsops 2023 roaa.

IpumeuaHue: KoH8epMbL C YEHOBLIMU NPEOONHCEHUAMU POPMUPYIOMCS U NPEOOCMABIIOMCs 6 coomeemcmeuu ¢ mpedosanusmu Ilpuxasa Munucmpa
30pagooxpanenus Pecnyonuxu Kazaxcman om 7 uions 2023 2o0a Ne 110 O6 ymeepoicoenuu npasui opeanuzayuu u nposedenst 3aKynda 1eKapcmeeHHblX
cpeocms, MeOUYUHCKUX UZ0enUll U CNeYUdnu3UpOBaAHHbIX JIeYeOHbIX NPOOYKMO8 8 PAMKAX 2APpAHMUPOBAHHO20 00bemMa OecniamHol MeOUYUHCKoU
nomMowu, OONOIHUMENLHO2O 00beMa MEeOUYUHCKOU NOMOWU O JUY, COOEePAHCAUUXCA 8 CIeOCMBEHHLIX U30JAMOPAX U VUPEeHCOeHUSAX V2OJ08HO-
UCNOTHUMENbHOU (NEHUMEHYUAPHOLL) cucmemvl, 3a cuem OHO0NCEMHBIX cpeocme U (uiu) 6 cucmeme 0053aMeENbHOCO COYUATLHO20 MEOUYUHCKO2O
CMpaxo8anus, apmayesmuiecKux yciye.

Koneepmut npedocmagnaiomca HApPOUHO YHOTHOMOUEHHBIM JUUOM (C npedocmasienuem OOKYMEHmO08, NOOMEEPHCOAOUWUX NOTHOMOYUUS) TUOO
KypbepcKoii noumoii.

Ten. nns cipaBok: 87057768020

dopmMa 1IeHOBOTO MPEIOKEHHUS Ha TTOCTABKY JICKAPCTBEHHOTO CPEJICTBA U (MJTH) MEAUIIMHCKOTO MU3ICITUS .



[punoxenue 2

K OpaBUJIaM OpTaHU3aIud U
MIPOBEJICHUS 3aKyIIa JIeKapCTBEHHBIX
CPEICTB, MEUILMHCKUX U3JEITUI

Y CHEHAH3UPOBAHHEIX JIeUeOHBIX
MIPOJYKTOB B pPaMKaX rapaHTHPOBAHHOTO
00beMa OecIIaTHONU MEAUIIMHCKON
MIOMOIIIH, JOTIOTHUTEIEHOTO 00beMa
MEUIMHCKON TOMOIIH JUIS JIUIL,
COJIepKALINXCS B CIIEICTBEHHBIX
H30JIITOPAX M YIPEKACHUSIX YTOJIOBHO-
HCTIONHHUTENBHOH (MEeHUTEHIIUAPHOIT)
CHCTEMBI, 32 CUET OIOJDKETHBIX CPEICTB
1 (WIN) B CHCTEME 00513aTeILHOIO
COIMAJIBHOTO MEMIIHCKOTO CTPaXxOBaHHU,
(hapMaLeBTHYECKHX YCIyT

®dopma
LleHoBoe npenoKeHHE NOTEHHAILHOTO MOCTABIINKA
(HaMeHOBaHHeE [TOTEHI[HAIFHOTO IOCTaBIINKA)
Ha NMOCTABKY JIEKAPCTBEHHOTO CPeICTBA M (MJIH) MEeTHIMHCKOTO H3/1e/Iusl
Ne 3akyma
Croco6 3akyma
Jlot Ne
Ne CopeprkaHne LEHOBOTO MPEUIOKEHHUS Ha OCTAaBKY JICKAPCTBEHHOTO CPEICTBA/MEIUIIMHCKOTO M3ASIHS Copepixanue
/n (U151 3aMOTHEHHMS TOTCHIIHAIBHBIM
TTOCTABIIMKOM)
1 HanmMeHoBaHMe IEKapCTBEHHOTO CPECTBA HITH MEIHIIMHCKOTO H3/eNHs (MeXIyHapOAHOE HETaTEeHTOBAaHHOE Ha3BaHKE HIIN COCTAB)
2 XapakTepucTHKa
3 Enunuia m3MepeHus
4 Ne PeructpaiiioHHOTO yJ0CTOBEpEHHs (YI0CTOBEPEHHI)/pa3pelieH s Ha pa3oBbIid BBO3
5 ToproBoe HaMMEHOBAHHUE JICKAPCTBEHHOTO CPEICTBA MIJIH MEIHIIMHCKOTO N3/IeIHs
6 JlekapcTBeHHas Gpopma/xapakreprcTika (Gopma BBITyCKa) MO PErUCTPALIMOHHOMY YIOCTOBEPEHUIO/Pa3peIICHUIO Ha Pa30BhIid BBO3
7 Enununa u3MepeHus 1o perncTpaiioHHOMY YAOCTOBEPEHUIO/pa3pelliecHHIO Ha Pa30BbIi BBO3
8 IIpousBoxuTeNnb, MO PETHCTPALUOHHOMY YAOCTOBEPEHUIO/Pa3pelIcHHIO Ha Pa30BbIi BBO3
9 CTpaHa NPOUCXOXKACHHS [0 PETHCTPALMOHHOMY YJ0CTOBEPECHUIO/PA3PEIICHAIO HA PA30BbIi BBO3




10 @acoBKa (KOJIMYECTBO SANHHI] H3MEPCHHS B YIIAKOBKE) [0 PETUCTPALIMOHHOMY yAOCTOBEPCHHIO/PAa3PEIICHHIO Ha Pa30BbIii BBO3

11 Lena 3a exununy B tenre Ha yciosusix DDP MHKOTEPMC 2020 no nmyHKTa (IIyHKTOB) JOCTaBKH/IIeHa ¢ HalleHKo! EnxuHoro auctpudbiotopa (pu 3akyne EanHbiv
JIICTPUOBIOTOPOM)

12 Konuuecto B equHuIax H3MepeHus (00bem)

13 CymmMa noctaBku B TeHre Ha ycsoBussx DDP MIHKOTEPMC 2020 mo myHKTa (I[yHKTOB) JOCTaBKH, BKJIIOYAsi BCE PACXO/bl IOTEHIIMAIBHOTO OCTABIINKA HA
TPaHCIIOPTUPOBKY, CTPAXOBaHUe, YIJIaTy TaMOXeHHbIX nouwinH, HJIC u npyrux Hajmoros, miatexeid 1 cOOpoB, Ipyrue pacxosl

14 I'paduk mocTaBKu

* [1eHa MOTEHLHAIBLHOr0 OCTABIIMKA/IIEHa C YU4eTOM HaleHKH EanHoro aquctpudbrotopa

Jata«__ » 20 T.
Jomxnoctb, @.1.O. (pu ero HamIM4yum)
IToanuce

IMewats (npu HaIMIHM)




