OGusBienne 0 npoBe1eHHH TeHAepa

BEJICHHH 3aKyna

MeAHLIHHCKHX H3JeNHH
pacxoauuku Ha KILIC cnocobom Tenaepa
ot «27» suBapa 2023 roaa Ne 69-I1

KI'TI na ITXB «O6nactHas nHpexunonHas 601bHHLA»
Homep u epema pasmewgerun obvaenenus Ne2 27.01.2023 rona
FOpuouueckuin adpec, 6GusHec-udeHMUPUKAUUOHHbIE KOO, OGAHKOBCKUX cyem
3akazquxa, 040000 r. Tanasikopras, yn Xaucyryposa, 1/15 BUH 201240011046 BUK
HSBKKZKX HHK KZ146010311000223561 Tanasikopranckuii obnacTHo# ¢uanan
AO «Haponusiit bank Ka3zaxcrana»
Haumenosanue u nomep 1oma O npoBefieH|H TeH/Epa Ha 3aKyTl

MeJIHMLUHHCKHX H3Je/HH Ha pacxoaHsli Matepuan KJIJ1
Haumenosanue rexapcmeennozo cpedcmea u (wiu) MEOUYUHCKO20 U30eUsA, €20
XApakmepucmuka ¢ NPUIONCEHUEM MEXHUYECKOU CReYUDUKAYUU MEOUYUHCKON MeXHUKY, eOuHuYa
UIMEPEHUA, KONUYECMBO, 6bIOENCHHAR YeHa U 0Owan cymma
Cymma, evidenennas ona szaxyna: 35 800 125 (Tpuoyams name Muinuonoe

B0CEMBCOM MBICAYU CIIO 06A0KAMb NAMb) MEH2e

Cymma,
N Ex BLUIEJIEHHAR
aoT HaumenoBanne ToBapa ) K-Bo A48 3aKyna
H3Mm.
a cnocobom

TeHAepa, TeHre
1 | Pearent ans onpenenenns (eppuruna ¢ 10 138 000 1380000
2 | Pearent xanuGparop ¢eppurina ¢n 3 116 000 348000
3 | buanpyGun npamoit b 9 11000 99000
4 | BuaupyOun obuui ha 30 19 000 570000
5 | Fmokoza $a 15 13 000 195000
6 | O6umii Genox ¢ 20 19 000 380000
7 | Modgesuna ¢ 20 14 000 280000




8 | Kpearunuu ¢ 40 18 000 720000
9 | llenounas gocdorasa ¢ 3 10 000 30000
10 | AnsGymun ha 6 15 000 90000
o
11 | Peareut 118 onpenencHus acnapTaTaMHHOTPaHChepasil ¢ 20 20 000 400000
12 | PearenT 1% onpeaenenis ananunaMHHOTPanChepasb ¢n 20 20 000 400000
13 | Asunaza a 5 59000 295000
14 | Kaaubparop c-peaxtusHoro Geika $a 5 185 000 925000
15 | C-peaxtusnmii 6enox ¢ 19 56 000 1064000
16 | Ounmaowmi pacTsop GHOXHMHUECKOrO AHATHIATOpA $a 24 23 000 552000
17 | Xoaecrepun ¢ 5 27 000 135000
18 | HucTAumit pacTsop 418 GHOXHMHHECKOrO aHAIMIATOPa $a 80 15 000 1200000
19 | Kansumit ¢ 5 19 000 95000
20 | Keaeso da 7 29 000 203000
21 | Koutponshas ceisoporka, Hopma ¢n 5 112 000 560000
22 | KouTpoasHas ceIBOPOTKA, NaToN0rHS ¢n 5 170 000 850000
23 | Kaambparop 115 GHOXHMMHYECKOMD aHATH3ATOPA i 5 189 000 945000
24 | TNpoxaneumronun Habop 60 113900 6834000
25 | Tponouus Habop 8 61 600 492800
26 | Tect na ckpbITyio KpoBs 8 Kane Habop 3 49 500 148500
27 | Tect na cudpmamnc Habop 11 32500 357500
28 | O4HCTHTEN® A/18 ABTOMATHYECKOTO FeMATONOMHHYECKOrO ¢a 8 17 000 136000
aHaTH3aTOpA
29 | Jlu3upyrouimit pacTBOp 118 ABTOMATHHECKOTO reMaTON0rHICCKOr0 ¢ 24 80 500 1932000
anaiMsaTopa
30 | H30TOHHYCCKHH PACTBOP A1 ABTOMATHHECKOTO TeMATONOTHYECKOTO KaHHCTP 28 67 500 1890000
aHanM3aTopa a
31 | Pactsop aH3upy1owmil 115 ABTOMATHYECKOIO NEMATONOMHYECKOT0 ba 24 85 500 2052000
aHaTHIaTOpa
32 | PacTeop ans pasnomeHus IPHTPOLHTOB AN ABTOMATHICCKONO ¢n 48 87 000 4176000
FEMATOOMHYECKONO RHANH3ATOPA
33 | OepMenTaTHBHbIl PACTBOP 417 ABTOMATHYECKOrO a 28 20 500 574000

TEMATOOMHHECKOND aHan H3atopa




34 | TpexypoBHeBas KOHTPONLHAR KPOBb /UM ABTOMATHYECKOTO Habop 6 263 000 1578000
PEMATONOTHYECKOTO AHANMIATOPA
35 | Tect nonockn Moum A% asainiaTopa Moud 11 napamerpos yn 85 13725 1166625
36 | Konrponsusiit pacteop Moum,Hopsma 12 ma ¢a 1 25250 25250
- o
37 | Kourpoasusiit pactsop Mous, natonorua 12 ma G 1 25250 25250
38 | A-mumep TECT A1% KOArYAOTPAMMBI HaGop 3 242 000 726000
39 | Kontpoas Jl-aMmepa TecT s KoarynorpaMmnl Habop 2 115 000 230000
40 | Koxtpons xoarynorpamms! nabop 5 60 000 300000
41 | Kansumit X10p TeCT 18 KOArynorpamMmsl nabop 1 25500 25500
42 | AYTB TECT VI KOAryIOrPaMMet uabop 4 80 300 321200
43 | PTReco Habop 1 121000 121000
aa | 1T Hatop 3| 59000 177000
45 | Oubputores Habop 3 99000 297000
46 | KioseTst Ha koaryaorpaMsmy yn 1 107000 107000
47 | AHTHTPOMOMH Habop 1 315000 315000
48 | Minocal kanuGparop A8 reMaTOI0rHYECKOro AHATH3ATOPa daax | 763500 1 76500
Hroro 35800125
Texnuueckaa cneyugpuxkayus
Ne Texuuueckasn
HaunmeHnoBauue Ea. | Koa- Texuuyeckas
aor cneunpuKauns Ha
ToBapa H3M. |  BO cnennpurkauns
a Ka3aXCKOM fi3bIKe
PearexT 18 onpeneneHus ¢n 10 Pearent 1: 1-pearenT:;
Geppurina qu""""‘; pacteop: [anunvossifl 6ybep | Byennik epirtinai: Mmnuwn
eRrenT I3 .

Cycnensns narexca: 0,07% macc /06 Gydepi

CYCNENIHA YACTHU NATEKCA, 2-peareHT:

:nmuuux C BHTHTENAMH X DeppHTHIY Jlarexc cycnewsuacel: 0,07% c/t

KPOJIHK) sy

» [ocne nposeneHus 3Meperuit ga;:cmﬁ:lncmc P

KacCeTs! PEareHTOB JOMKHE Y o,

OCTABATLCR B OXAAAKICHHOM NOTKE $eppuTHHre (kosH)

Pentra C400. aHTHAeHenepMeH GainaHBICTI

Jlns aBTOMaTHYECKOro = OmuemaepneH keliH peareHT

GuoxuMHUECKOro ananH3aTopa Kacceranapst Gonyst Kepek
1 ABXPentra C400




TOHa3uTUIFaH Pentra C400
HayacblHaa GOMBIHbIZ.

ABXPentra C400 astomaTThi
GHOXMMHANLIK aHATHIATOPH YK

Pearent katubparop G 3 JLis BHYTPEHHErO KOHTPONA KauecTsa | [ki cananst Oaxbunay ywiH:
(eppuTia HCMONb3YHTE: = ABX Pentra Immuno 11 Control
® ABX Pentra Immuno II Control | |/ (A11A01622) (30K
znﬂm(‘ﬁ:i:)?OMZZ) (He erisinres)
143 mL (opunsar) + 143 mL | | X3 M (Hoduisar) + 1 x 3 ma
(nHodHmaT) (mHodunmzar)
WK HeMece
= ABX Pentra N MultiControl ® ABX Pentra N MultiControl
(13000544 14) (ke (1300054414) (xok
BKJIOMCHO) €Hri3iareH)
104 5 ma (mmoduansar) 10 car 5 ma (auodummzar)
= ABX Pentra P MultiControl w ABX Pentra P MultiControl
(LIOSG33A) (e (1300054415) (oK
BKJTIOYEHO) R
104 5 sn (nmodunmaar) eRrisires)
Jns apromarryecxoro 10 car 5 mn (aHoduausar)
GHOXHMHUECKOrO ananHIaTOpa ABXPentra C400 asTomarTsi
ABXPentra C400 GHOXMMHA/IBIK AHATH3ATOPKI YuliH
BuamupyGun npamod ¢n 9 Pearent ABX Pentra Bilirubin, Direct | ABX Pentra Bilirubin, Direct CP
CP npennasnaven 115 pearent 2,4-nuxnopannans (JICA)
AMArHOCTHYECKOTO KOTHYECTBCHHOMO | youiariven doToMeTpus apKuLTHI
gnpcn;nﬁcnm in vitro npamoro 72M CApBICYBIHIAFb XKIHE
HAHPYOHHE B CHIBOPOTKE M mIa3Me Z
KPOBH HCIOBEKA C MOMOUIBIO S RMRRCEEANE M 1) KX
oToMeTpHH ¢ Hemomk3osamen 2,4- | OHAMPYGHHAI in vitro
auxnopannmiua ([IXA). Yposuu AHATHOCTHKAMKIK CAHABIK
GuanpyGuna (npsmoro win obiero), | aHbIKTayra apHanras. BuaupyGuu
OPTalH4ECKOro COCAMHERHA, XoTopoe | AeHredi (Tikeneh Hemece wannsi),
obpazyercs npH HOPMATEHOM H Kbi3bL/1 KaH KaCylanapbiHbIH
TIATOIOTHYECKOM paspylIeHHH KTBINThI X3IHE NMATONOrHANBIK
IPHTPOLIMTOB, ONPEACANIOT S i ineri
AMArHOCTHKH M ncueHns 3abonesanuil :‘:mi:n:?ll?::ml:?a;up
MEYEHH, NCMOIHTHYCCKHX (IR
3ab0aeBaHHA CHCTEMbI KPOBK W 3YPYN18pLiK, KaH XYReCiHiR
serabonuueckux Hapywennh, sTou | TSMOTHTHKATHIK aypynapbiH KaHe
4HCAIE TeNaTHTA H 3aKyNOPKH MeTabonHKaNLIK Gy3bUIbICTapAbI,
KENYHBIX NPOTOKOB COHBIH iWiHAE renaTHT nex
Jns asToMaTHuecKoro renaTHTTI AHArHOCTHKAMAY KaHe
GHOXHMHYECKOrO aHATH3aTOpa eMIey YWiH aHMKTanansl. o1
ABXPentra C400 KOLIAPLIHLIH Gitenyi.
ABXPentra C400 asromarTs!
OHOXHMHABIK AHATH3ATOPH YIIiH
BranpyOun obuumii ¢ 30 Pearen Bilirubin Total npeanasuasen | Bilirubin Total peareHT 2,4~

IR IHArHOCTHYECKOro
KOJIMHECTBCHHOIO ONMPeAENeHHS in
vitro o6uiero GuanpyGuua B
CLIBOPOTKE H IL123ME KPOBH Ye0BeKa
€ MOMOUIBIO POTOMETPHH ¢
HCNOAb30BAHHEM 2,4-AHXTOPAHKIMHA
(JTXA) u nereprenTos.

Meton

DoToMeTpHUCCKHA aHATHS C
HCIOIBI0BAHKEM 2,4 AHXNOPEHHIHHA
(JIXA).

Hereprent [las anromariveckoro
GuoxumMIUecKoro anantusartopa
ABXPentra 400

auxnopaiuaus (DCA) xoane
XYFBILL 3aTTapasl Nafaanana
OTBIpBIN, GOTOMETPHA apKbLIbI
alaM CapbiCybl MEH
MNA3MACHI HAAF B KA/
Guanpy6Gunai in vitro
AHArHOCTHKANBIK CaHIbIK
AHBIKTaYTa aPHA/FaH.

onic

2

Kyruiw 3atrrap,
TYpaKTaHaslpreiwTap Pearent 2:
2,4-auxn10podeHHATHAZOHHI Ty3bI
5 mmons/a HCI 130 mmons/n




Kyroi 3at ABXPentra 40
aBTOMATTh! GHOXHMHANBIK
AHANTHIATOPFA apHAIFaH
[mokosa $n 15 JsarnocTHYeCK it pearenT 18 KaH capeicysinnarsl, kaH
KOTHYECTBEHHOMO ONpeaeIeHHs MIa3MACHIHAAFBI JKIHE HecenTeri
. [AFOROIB! EPORCHAAIHEIM METONOM | £ oK 03aHBI KONOPHMETPHATBIK
- f";‘::: : :‘;:‘:TJ::P?:;’;:‘;:’;; anicne nepokcHaasa aaiciMeH
) (MNKK) canasik aHsiKTayra
METOZIOM,
Thx ANTOMETHYECKORO APHANFaH AHATHOCTHKANBIK
GroxmMHYECKOro ananulaTopa pearcHr.
5 ABXPentra C 400 ABXPentra C 400 asToMaTThi
GHOXHMHANBIK AHATH3ATOPSI Y1lliH
O6ummit 6enox $a 20 HuarnocTiyucckuit pearent s JKanne: akysi3asl caHabIK
KOJIHHCCTBEHHOIO OIIPCACICHHAS aHbIKTayra apHanraH
obuiero Geaxa AMATHOCTHKAIBIK PEareHT
3H8‘ICHH1. MOJYYEHHHIC C NTOMOIILIO 5.¥J'l KYpPBUIFBI ApKBITHI A/bIHFAH
ITOr0 npubopa, HCNOAB3YIOTCS A4 A
AHArHOCTHKH M JICHCHHA PA3THYHBIX ::uncp 6”"::’ ::":‘ Z'."F CRER:
3a00/1eBAHKA NEYCHH, NOYEK HIH Mece cyie i L
KOCTHOTO MO31'8, & TAKKEe APYTHX aypy/aphiH, connaii-ak Gacka
MCTabONTHYECKHX 1 ATHMEHTAPHBIX MeTabOHKABIK KIHE TAMAKTAHY
HapyLeHuit, GY3LLTHICTAPBIH AHArHOCTHKANAY
6 A1% GHOXHMHUECKOrO AHATH3aTOpa AIHE eMICY YUiH KONAaHBINAIbI.
PC400
Movcauna b 20 ABX Pentra Urea CP rotos k ABX Pentra urea CP naiinananyra
HCNONB30BAHKIO, naitbiH.
- élu ABTOMATH'CCKOrO ABXPentra C 400 asTomarTsi
HOXHMHYECKOTO aHANH3IATOPa GHOXIHAT :
ABXPentra C 400 HOXHMHAMBIK AHATHIATOPBI Y1UiH
Kpearunun ba 40 IlnarnocTiyeckuii pearent wis Kan capbicybinaars!, kaH
KOJTHYECTBEHHOIO ONpeacIeHHs Ia3MachiHaarsl XaHe :npneri
KPEATHIHHUMA B CLIBOPOTXE KpORH, KPEaTHHHHAI KONIOPHMETPHANBIK
IO RpORN H. W00 S0iCTIEH CAHABIK AHBIKTAYF2
KOJJOPHMCTPHYECKMM MCTO0M, APHANFAH AHArHOCTHXKANBIK
JUIS 2BTOMATHYECKOrO PEAncHT. ;
8 GHOXHMUMECKOTD BHANHIATOPA ananusatop ABXPentra 400 ywin
ABXPentra 400
lleaounas pocporaza ¢a 3 HAuarnoctuyeckuit pearent ans KaH capbicysiHaars! Hemece
KOJIHHECTBCHHOIO ONPEACCHHS niaManars! cintini pocdarasann
menoyHodt pocdoTasbl B ChiBOPOTKE KOJIOPHMETPHA APKbLIbI CAHIABK
HIH MNasMe KPOBH METOAOM anmcrayra apHanfras
RN pe. OHArHOCTHKANBIK PEareHT.
Jns aBTOMa&THYCCKOrO 1ABXPentra C 400
9 GHOXHMHYECKOTO aHATH3aTOpa b AETOMSTIN :
ABXPentra C 400 GHOXHMHATBIK AHATH3ATOPK! YIiH
AneGymun ¢ 6 Peareur ABX Pentra Albumin CP caiixec
ABX Pentra Albumin CP cacayer KO/AaHBUTYBl Kepex
REEMEICSRLY, COLACHO Gyn xa3ba. Oirrnece, eHaipywi
ITOMY NIPHMCYaHHIO. B npoTHBHOM OHBIH AYPhIC KYMBIC icTeyiHe
Ciy4ae NPOM3BOINTENS He Keninzix Gepe &b
MOXKET rapaHTHPOBATS €1'0
HaANexaUIME paboune ABXPentra C 400 asromarTsi )
xapaxtepucruxy, Ui OGHOXHMHAIBIK aHATH3ATOPBI YILiH
10 ABTOMATHYECKOIO GHOXHMHYECKOIO
asanusatopa ABXPentra C 400
Pearext nas onpenenermns ¢a 20 JlnarnocTiyeckui pearesT a1s Kau capeicybinnars Hemece
acnapraraMHHoTpalcepaibl KOTHYECTBEHHOID ONpeieNeHH MIa3Manars:
acnapratominotpachepasss (ACT) 8 | genapratamunorpancepasansi
SHMOPOTRS AN [IRYIMC KpORN (ACT) KOAOPHMETPHANLIK daicTieH
11 KONIOPHMCTPHUYECKHM METOAOM. £ ot yra apH &
ZHArHOCTHKAMNbIK PeareHT.




JIns aBTOMaTHYECKOro
GHOXHMHYECKOr0 aHAIH3ATOPA
ABXPentra C400

ABXPentra C400 aBromatThi
GHOXHMHANBIK AHANTH3ATOPH! YLIiH

PearcHT 2718 onpeaeneHus da 20 JlnarsocTHYeckHi pearenT ana Kau capeicyniHnars! Hemece
laHHHAMHHOTpanChepasbl KOTHYECTBEHHOIO ONPEACICHHA N1a3MaNars!
. ananuHomuroTpancepast (AJIT) 8 | anapypamunoTpanchepazans
- CBIBOPOTKE HITH IUIB::‘M: KPOBM (AJIT) KONOPHMETPHATIK daicTicH
;:::g::irpmccxu aha o CaHABIK aHLIKTaYFa apHaJFaH
AMarHOCTHKANKIK PEareHT,
JIn% aBTOMATHYECKOTO ABX Pentra C400 asromatThi
12 GHoxummueckoro ananuiatopa ABX | GHOXHMHANBIK AHANH3ATOPS YN
Pentra C400
Asmunaa tha 5 Amuaaza Jlns asTomaruyeckoro Amunasza
Groxumuyeckoro ananusaropa ABX Hatpwit azuai < 1 r/n
13 Pentra C400 ABX Pentra C400 apromarrsi
OHOXHMHANIBIK @HATH3ATOPS! YIIH
Kaaubparop ¢-peaxmisroro ¢ 5 KanuGparop [l1s kanubposku KanuGparop KanuGpneyai
Gesika uenonesyire: ABX Pentra CRP Cal nainanavy yuin: ABX Pentra
(A11A01616) (ue sxmo4eHo) § = | CRP Cal (A11A01616) (#xuHaxxa
mL (§ yposucii) KanuGparop xipmeiiai) 5 x 1 ma (5 aenreii)
o ea X | Kamperp
KannOposka MeToaa onpeaesieHus IRMM/ERMDA472/IFCC
CRP BNI0THAETCA ¢ Henok3osasmues: | OOMBIHINA Kanarananans. CRP
w pactsop NaCl 9 r/a uns Kan, 0 axicin kanubpacy: m Cal ywin 9
(xonuentpauns 0 mr/1). w ABX Pentra | r/n NaCl epitinaici apksuisl
CRP Cal, xotopsiit cozepxuT nars opeiHaanansl. 0 (konuexTpauns 0
xannGposounbix yposueH CRP s mr/n). m ABX Pentra CRP Cal,
PA3NHYHBIX KOHUCHTpaUKAX. Kaxasii KYPaMsIHaa 3pTYpai
(a1axon mapkupyertca unppo# or 1 a0 KOHUeHTpaunsnapaarsi CRP
;mB:l::/::: ::" omcum&“ kanuOpneynin 6ec aexreiii Gap
KaTHBpaTopa NpHBEICHa Hitke Op0ip kyThl 1-1eH S-ke nehinri
Koxuentpawms (mr/n): 2,5 10 40 CaHMeH TaHGanaHraH.
80 160 nna GHOXHMHYECKOID KannGparopra apuanran
anausaropa P400 NEHIr e/ KOHUEHTPALMA KATEIHACH
TOMCHIE K@pPCeTiNTeH.
KonuenTpauus (mr/n): P400
14 GHOXHMHANBIK AHATH3ATOPS YIUIH
2,510 40 80 160
C-peaxTHBHBIH Genok ¢ 19 Cycnensus narexca: 0,20% macc./06. | JTatexc cycnensuacet: 0,20% o/t
HACTHL naTeKca, natekc Genexrepi,
CCHCHOMAMIMPOBAHHBIX X AHTHTENAM K | CRP aHTHIeHeNepiHe
ﬁ:f:m:z“cxom CEHCHOHH3ALMANARFAH (KOAH)
15 Groxumuveckoro anatulatopa ABX ABX Pentra C400 asTomaTrsi .
Pentra C400 CHOXHMHANBIK AHATHIATOPH YUIIH
Ounwaiomit pactsop b 24 Ounwaioumii pacTsop, uenoss3yembiit | Horiba MeanumMHansK XHMHA
OHOXHMHYECKOTO 8 GHOXHMHYECKHX aHANTH3IATOPAx aHATH3ATOp/IApBIHAA
RSO HoribaMedical. KONAaHBUIATEIH Ta3anay epiTiHaici.
CoznepxHr runoxaopua warpus (29% KypaMbiia HaTpuil rHNOXA0pHTI
06./06. C coaepxanneM aKTHBHOIO (29% /T 15% Ko xerinmai x10p)
xs0pa 15%), a Takae r4ApoKcHI 3 o
warrphs (<0,5%) HHe nafrguﬂ FHAPOKCHA (<0,5%)
pH pacrsopa cocrasaser Gonee 11, Epitinainin pH maHi 1 1-neH
JUis aBTOMATHYECKOrO AOFaphl.
16 GHOXHMHYECKOTO aHa M3aTOpa ABXPentra C400 asromatTsl
ABXPentra C400 OHOXMMHAIBIK AHATH3ATOPH YILiH
Xonecrepun (i} 5 JlnarnocTrHyeckuit peareuT A KaH capsicybinaars! Hemece
17 KO/THHECTBCHHOMO ONpeieNICHHA nnasManars! XoNecTepHHAi

XOICCTCPHHA B CHIBOPOTKE WIH M1a3Me
KPOBH KOJIOPHMETPHYECKHM METOIOM.

KONIOPUMETPHABIK AiCTIeH




J1st ABTOMATHHECKOTO
GHOXHMHHYECKOr0 AaHAIHIATOPA
ABXPentra C400

CaHABIK AHBIKTAYFA apHANFaH
IIHArHOCTHKA/BIK PEareHT.
Peareut

ABXPentra C400 asToMaTTs!
OHOXHMHAJIBIK AHAJIM3ATOPbI YIIH

YucTsiuuit pacTsop LA % = ¢ 80 Oummarowmi pacrsop, Henoasiyemsiit | Horiba MeaMUMHANBIK XHMHA
GHOXHMHYECKOTO B OMOXMMHHECKHX AHATH3ATOpAX AHATH3ATOP/IAPBIHIA
e HoribaMedical. Pearenrat KO/LIAHBLIATHIH Talanay epiTiHaici.
Conepaur I'MaAKpoKCHI HATPA (<2%) ]
pul pacTeOpe SOCrRRIReT SN | 2 ABXPentraC 400 asTomaTThi
Crabunen B Teuenus 45 1neit npu 6 y
Temneparype 2-8° C. HOXHMHANBIK aHANH3aTOPH! YIUIH
JUIS @BTOMATHYECKOrO
18 GHOXHMHHECKOr0 aHaTH3aTopa
ABXPentraC 400
Kanbuun ¢ 5 Pearent 2718 onpenencHns KaibUHS Kansumiini aHbIKTayFa apHanFaH
U1 GHOXHMKYECKOrO AHANH3ATOPA peaKTHB
P400 ; Groxumuansik avanusatop P400
ABX Pentra Calcium AS CP rotos k yuis
g ABX Pentra Calcium AS CP
MES, pH 6,50 100 Mmons/J1 NafzanaHyra JafbiH.
Apcenazo 111 200 mxmons/J1 Pearent
ABX Pentra Calcium AS CP cneayer | MES, pH 6,50 100 Mmoas/n
HCTIO/BIOBATD Apcenaso 11 200 mxmons/n
COMACHO ITOMY npumedannio, B ABX Pentra Calcium AS CP
MPOTHBHOM Cyyac KONAaHy Kepek
TP OROINTEh e NOEeT och eckepTnere caiikec. Diftnece
rapaHTHPOBATL €ro HALICKAIIHE OHAIPYIL OHBIH AYPHCTHIFLHA
PRGOSING XRpAks SpRC IR, Keninnik Gepe anmaiam
18 @BTOMATHYECKOTO
GHOXHMHHECKOrO BHLIHIATOPA nafianany CHNaTTaManapel.
19 ABXPentraC 400 ABXPentraC 400 asTomatsi
OHOXHMHANBIK AHATH3ATOPS! YILIH
Keaeszo b 7 PearcHT st ONpeaencHHA Keaesa Temipai aHBIKTayFa apHANFaH
18 GHOXHMHHCCKOTO BHATH3IATOpa PeaKTHB
P400 OHOXHMHANBIK aHami3aTop P400
Tuomouesnna 120 mmons/JT s yiis
ABTOMATHYCCKONO DHOXHMHYECKOTO
anatusaropa ABXPentraC 400 ABXPentiaC 400 e .
20 GHOXHMHANIBIK BHANMH3ATOPH YLIiH
THokapGamua 120 mmons/n
KOHTpOIBHANA CHIBOPOTKA, tha 5 Koutponsnas ceisopotka (yenoseka) ¢ | KanbinTsl &KaHE NaTONOMHANBIK
Hopma HOPMATBHBIMH H [ATOIOTHICCKHMH MaHaepi Gap Gakeinay caphicysi
JHAMCHHAMM (azam).
Jins KOHTpOIA NPABHILHOCTH X K HHHKaIBIK 3epTXaHanapaa
BOCTIPOM3IBOIHMOCTH B KITHHHYECKHX
RBGOPATOPHAX AYPLICTBLIFBIH XHE KafTalaHybIH
Jlns apTOMaTHYecKoro Gakbuiay
GHOXMMHYECKOI'O AHATHIATOPA ABTOMATTBI XHMHANIK
21 ABXPentra ¢ 400 aHanuzatop ABXPentra ¢ 400
YIlliH
KoHTponbHas ChiBOPOTKA, ¢ 5 Kontponshas ceisopoTka (venoseka) © | KambinThl )KaHE NaTONOTHANBIK

22

NaToa0rus

HOPMANLHLIMH H MAaTONOMHYCCKUMH
JHAYCHHAMM

Jns KOHTPOIIA NPABHILHOCTH H
BOCMIPOHIBOJIMMOCTH B KIIHHHYECKHX
NabopaTopHAX

JUis aBTOMaTHYCCKOro
GHOXHMHYECKOTO RHAH3ATOPA
ABXPentra C400

maHaepi Gap Gaksinay capeicybl
(anam).

KiHHHKaNbIK 3epTXaHanapaa
IYPBICTBIFbIH KIHE KAHTaNaHybIH
fakbinay

ABXPentra C400 asTomaTTh!
OHOXHMHANBIK AHAIH3ATOPbI YLIH




MNONHKTTORANBHBIX AHTHTEN, 4TO
[103BOIRET ONPEAC/IHTS TPONOHKH | 8

Kanubparop s ¢ 5 KanuGparop ¢ H3BeCTHRIMH Bearini kypamaac maxaepi bap
GHOXHMHYECKOTO JHAYEHHAMH KOMIIOHEHTOB kanuGparop
asantM3aTopa Jas xanHOpOBKH PALTHYHBIX KAHHHKANBIK epTXaHANapaa
OHOXHMHYECKHX TECTOB LR ABTOMATTAHAKIPLLIFAH Xydienep
b oo S Ao I YWIiH 3pTYp/i GHOXHMHANLIK
o E;H:;c:na:":z:ggopnn ChIHAKTapAL! Kanubpney yuwiH
23 GHOXMMMUECKOTO aHATH3ATOPA ABXPentra C400 asTomarTsl
ABXPentra C400 OHOXHMHANTBIK AHATHIATOPH! YINIH
[NpoxanbuuToHHH Habop 60 Tect PROCAL-CHECK-1 sBasercs PROCAL-CHECK-1 cbiHarsl
KO/IHUECTBEHHBIM OBICTPBIM CaphICy/1a, MIa3MAaNa KIHE Kaarbi
CKPHHHHI-TECTOM JL1S BLIABICHUA xaH yarinepinae PCT anuikrayra
PCT B obpasuax CeiBOPOTKH, MNa3Mbl APHANIFAH CAHBIK KbULIAM
guensuon s : . CKPHHMHITIK ChIHaK Gonmin
MCTOZC HCTOB3YCTCS YHHKANBHAN
KOMOHHALHA MOHOKJIOHANLHO- gfi"‘m"' " s
KPACOUHOI0 KOHBIOTaTa U C CICUAPHRANIEIK XOTAPL
MOHOKIOHATEHO-TBEPROGAIHBIX aspexeci Gap culHak yarinepinae
antiren a8 uaektuduxauns PCT s | PCT anbikray yuwiu
TECTOBBIX 00PA3UAX ¢ BbICOKOH MOHOK/IOHaIb! GOAFBIL
CTENEHBIO CTIEUHPHIHOCTH. KOHBIOIAT M€H MOHOKJIOHANIB!
Kmzuiit uaSop conepur ace KaTThl aza aHTHACHECPiHiK
;«goﬁxonunoe s nposenenus 10 wm Bipereii KOMOHHALMACHIH
TECTOB.
s B pa3basacHHON ucioBeyecKofi naﬁganau&nu.
CBIBOPOTKE, NPOTCCTHPOBAHHBIA H OpGip xuHakTa 10 s 20
NPUIHAHHLI OTPHUATENLHEIM HA ChIHAKTH OPbIHAAY YLIIH KaXET
anturen npotus BUY, awru-HCV u HapceriH Gapi Gap.
HBs, conepaanit 0,05 % azuna  HHEKUHATBIK EMEC KOCBUTBICTBIH
HaTPHA, ONUHOHATBEHO JIOCTYTICH B MY3/1aThIIFaH KeNTipinrex
Ka4ecTBe NONOKHTENBHOIO H npenaparsi
oTpHuaTeasHoro xonrpons (1x0,25
M), [lHanason KOHUCHTPAUHH YKa3aH
Ha 3THKETKE QurakoHa.
Mpeanasuaven 11
24 HMMYHOXPOMOTOrpadHYCCKOro
anaanzaropa Easy reader+
Tponouus Habop 8 Cocras Chivak kacceranapsi20
Tecronete kaccetsi20 Bip peT KONAaHBLIATBIH MAACTHK
()nuopaaogue TIACTMACCOBbIe Tamuysipnap20
n"[‘mu Z . .
S 'sl'a:nl?umrum KYTBlAars! epiTKiu,
Kaneashuue, 5 mal
Hucrpyxuus Hycxay
CrabALHOCTL 1 Xpanenne TYPaKTBIbIK K3HE CaKTay
1. XpauwTs npi Temneparype or 4 no | 1. 4-30°C Temneparypana #absik
30°C 8 repmernutoit abprunoii TYNMHYCKANBIK Kanramana
YTaKOBKE. CaKTaHbi3.
2. He 3amopaxuBats! 2. My3naTnases!
3. TeeT cTabMACH 10 HCTEYCHHR CPOXA | 3 Cpipak kanceipMana
XPUHEHHA, YKA3AHHOTO HA ITHKETKE : -
KonmyecTsenusiit akenpece-Tect s ::m :‘:g:{m R
ofHapy#kenna B npobax CbiBOPOTKH, e
NAA3IMBI WK UENBHOR KPOBH ¢
MOMOLUIEEO C TIOMOLILIO IKCITpecc-
aHanuIaTOpa AR
HMMYHOXPOMATOrPaHUECKUX TECTOB
«Easy Readern (VEDALAB). B tecre
Henonb3yeTcs ocobas KoMOHHALMR
KOHBIOTATa MBILIHHBIX
MOHOKIOHATBHBIX aHTHTE K ¢Tnl 1
HMMODHIMIORAHHBIX Ha MemOpaue
25 TECTOBOH KACCETh! APYTHX MBILIHHBIX




TECTHPYCMBIX NTPODAX C BLICOKOR
CTENeHEIO YyBCTBHTe IbHOCTH. [TpH
TIPOXOMKIEHHH TECTHPYCMOH Npodsl
Hepe3 Coi ancopbenTa KOHBIOTaT
AHTHTC]I C KPACHTE1EM CBA3IBIBACTCR C
TPONOHKHHOM Npolbl, 00pasys
KOMIJICKC aHTHIeH-aNTHTENO, IToT
KOMMN/ICKC CBAILIBAETCA ¢
NOTHKIOHANLHBIMH AHTHTETAMH K
Tponoxuny | B TecToBo# some (T)
KacceTs!, o0pasys B HEM MyprypHo-
PO30BYI0 OKPALICHHYIO NONOCY.
Hecpa3annnii KOWBIOTaT, NpojoKan
NPOABHIATECA MO CA0K ancopbenTa,
JOCTHracT KOHTPoILHOM 3oust (C), rae
ocakaaercs ¢ oGpajoBaHHeM
MYPNYPHO-PO30BOA 1TOOCHI,
MOATBEPAARIOUIEH KAYECTBEHHOCTD
NPHMEHAEMBIX B TECTE PEAreHTOB.
PesynsTar recra cunthisacTes Ha
ananusarope «Easy Readern,
IMpeanainaven aan
HMMYHOXpOMOTOrpaduyeckoro
ananmarops Easy reader+
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TecT Ha CKPEITYIO KPOBL B
Kasie

nabop

Koanuectsenuniil
HMMYHOXpoMarorpaduseckui
IKCOPECC-TCCT WA OOHAPYKEHHR
CKpBITOH kposu 8 dexannsx. Meton

onpeneneHHs OCHOBaH Ha
HCNOTBIOBAHHK creurdHIecKoro
KOMIVIEKC2  KOHBIOTHPOBAHHBIX ¢
KpacHTenem MBILIHHBIX
MOHOK/TOHANBHBIX AHTHTCT K
HEMOBEUCCKOMY  remoraobuny M

HMMOOHIH3OBAHHBIX B TECTOBOH 30HE
KaCCEThl MOHOKNOHANBHBIX MBILIHHBIX
aHTHTeN X HEIOBEYCCKOMY
reMOMIOOHHY N8 €0 CeNeKTHBHOM
HAEHTHHKALMK C BLICOKOA CTENeHsio
HYBCTBHTENLHOCTH M CrCUM(HYHOCTH.
lMocae s3sTust npolsl  CCUHATBHBIM
WINpHUEM  ©  pacTeOpOM 118
IKCTPAKUMH  HECKOJILKO  Kaneis
NONYHEHHOIO  IKCTpakTa  (hexanuit
BHOCAT B NYHKY a1k npod TectoBof

KacceTsl. Tpw MPOXOKACHHH
TecTHpYeMoil npoGm  sepes  choft
aacopberta  Meuedstd  KOHBLIOraT

AHTHTE C KPACHTEIEM CBRIBIBACTCA ©
remMor106MHOM  uenoBeka,  o6patys
KOMIICKC  QHTHIEH-aHTHTen0. 3TOT
KOMIJICKC CBA3ZLIBACTCA B PCAKLHOHHONR
30HC C AHTHTENAMH K remoraobuHy
00pazopaHHeM  MOJOCH  PO3OBOrO
useta. B orcyrersue remornoGuna
aHHMM  He obpasyerca. [lpononsxas
MPOABHIATLCH 10 C10K azcopbeHTa,
HCCBA3AHHBIA KONBIOTAT CBAILIBACTCR C
pearcHTaMH B KOHTPOJILHOH 30HE C
00pajoBaHUEM KOHTPOILHON MONOCH,
CBHACTEALCTBYIOMEH O PCakUHOHHOR
CrnocoOHOCTH TecTa. B 3aBHCHMOCTH OT
KOHLCHTPALHH KPOBH B TECTOBOM OKHE
NOABAKIOTCA JIHHHK Pa3IHYHOM
HHTEHCHBHOCTH,  4TO  nO3BOAseT

HasicTe KachipblH KaHAb!
aHBIKTAYFa APHAIFAH CaHIBIK
HMMYHOXpOMaTorpadHaneik
3KCMpecc-TecT. AHBIKTay a4ici
anaMmHbIH remMoraobHHIHe
GoAFBILINEH KOHBIOrALMANAHFaH
ThlIlIKAHHBIH MOHOKJTOHANAM
aHTHICHENEPIHIH KaHe
KaCCETaHbIH ChIHAK alMarbiHaa
HMMOOHTH3ALIMANIAHFAH aTaMHBIR
reMorno6HHIiHe MOHOK/IOHAb b
aHTHAEHENEPIIH KOFaphl
Ce3iMTaNAbIK A3peKeciMeH
CeNeKTHBTI CallkecTeHaipy yiuiH
apHaibl KelleHiH nainananyra
Heri3fenreH. epeKumeniri.
CbIHAKTHIH PEaKTHBTINTIMH
KepceTeTiH 0aKbliay KoNarbiH
KYpY. KaHHBIH KOHUEHTPaUHACEIHA
GainaHBICTBI CBIHAK TEpe3eciHie
3PTYPAi KAPKLIHABLTBIKTAFBI
ChI3bIKTAp naiaa Gonanst, Gy
Easy Reader (VEDALAB)
HMMYHOXPOMATOrpadHaIbIK
IKCMPECC aHATHIATOPH APKBUTHI
reMornoGHHAI CaHABIK eMeyre
MYMKiHAik Gepeni.

Kypamsi




KOJTHYECTBEHHO HIMCPHTEL reMornous
npu NOMOLIK
HMMYHOXPOMATOrpaHYeckoro
IKCNpecc-aHaan3laTopa «Easy
Readern(VEDALAB).
Cocras
Tecrosne

20
Yerpolicraa aan cGopa npo6 (wnpuu ¢
2 M1 pacTBopa AN
IKCTPAKLHH)

20
WHeTpykuns

|

KacceTnl
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Tect Ha cupranc

nabop

Mukposapuanr:

1. Ilomecrure 25 ml obpasua u no
25 ml RPR-Positive Control u RPR-
Negative B oTnensHeic  KpyrH  Ha
chaine (TMpumevanne 1).

Z Jlobasste 10 ml RPR-
Reagent B KaKIBIR Kpyr, He Kacasch
obpasua u KOHTpoaeH.

X [Manoukoit TUATENLHO
cMelalite pearentsl, [l1d  KakaoR
1poGul HCMOMB3YHTE HOBYIO NONOYKY,

4. PaBHOMCPHBIMH KDPYTOBBIMH
ABWRCHHAMH  Bpamadve cnhafin 8
Tedenne 8 MuHYT Tax, 4yrobm cmecs
MEJLICHHO BPALIAIACE BHYTPH Kpyra

5. Tlo wmcredenmn 8§  mumyT
NIPOH3BEAMTE  OLEHKY  pe3ynsTara
PEAKUHH TIPDH APKOM HCKYCCTBEHHOM
OCBCUICHHH.

Mns cranaaprisaumn npouesypsl
BpallleHHA PeKOMEHAYCTCH
uenoaesosare  porarop  (80-100
00/MHH).

Mpu  wHeobxommmocTH  ofbem
pearcHTon  H  0o0pasuos  MOKHO
NPONOPUHOHATLHO YBCTHUMTE 0 20-
50 pl.

Maxkposapuant:

. Tlomeccture 50 ml o6pasua s

KpyT Ha cnadae.
RPR - Carbon - DAC ,
Habop 500 onpeaenennit

MuxpoHycka:

1. Cnajinrars! xkeke wexbepnepre
25 ma yari meH 25 ma RPR-ox
Gaxeinay xaxe RPR-Tepic
cansinen (1-eckeprre).

2. Yari meH Gaxsinay
INeMEeHTTepiHe Kon THrizbed,
apbip menGepre 10 ma RPR-
PEeareHTIH KOCBIHBI3.

3. PearenTrepai TasKuwamen
MYKHAT apanacTeipbitbi3. Opbip
YATi YWiH KaHa cepeHi
nafaanasiHsI3,

4. Kocna wenGepaiH iwinae Gasy
afHanaThiHAaM eTin chanaTsl
Gipkenki afiHanManbt
KO3FansicTapMeH 8 MuHyTKa
aitHanAbIPBIHBI3.

5. 8 MHHYTTaH KeiiiH KapKbiH
AKaCaHIbl JKAPBIKTA PEAKLHA
HaTHKeCiH Garanausis,
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Ouncrurens 11s
ABTOMATHYCCKOrO
TCMATONOrHYECKOro

ananu3aTopa

Ouncrurens. PearenT wus
auddepeHunpoBatns # pacTBOpeHHA
KPOBRHBIX TeJlew, 18 ipHGopos
HORIBAABX

Ipoueiypa H3MepeHns, HCnoab3yeMan
npuGopom:

[Mpuunn mMetoaa, cneunduyeckue
AHANHTHYCCKHE XaPAKTEPHCTHKH
Henons3osanus: oM. «Pasgen:
Crneunduxaimm» B HHCTPYKUHH
noaL3OBaTeN AaHHoro npubopa,
Cocran:

unoxnopuT Harpus ............... 9%
13%

12,440,5(T=20°C)

Tazaprkeim. HORIBAABX
KYPa/L1apbiHa apHATFaH KaH
AacylanaphiH Capanay kaHe
€pITYyre apHANFAH pPearenT
KypanmeH konnaHeaTeiH eauwey
NpoUeAypachl:

OLiC NPHHLKAMNI, MafAaNaHyabIH
€peKiIe aHANTHTHKANBIK
CHNATTAMANAPbI: OCHI KYPA/LIbIH
nafnanaHyuwbl HYCKay uIFbIHIAFb!
«Benim: TexHHKansik
cunatTamanap» OeiMiH KapaHsn.
Kypasu: ) ‘
Harpsii ranoxsopsm ...............
9% 13%




Yaeasroe conpotusachme: He Hartpuii ruapokenai...............
H3BECTEH 0,26%
OIIHCIIIIICZ KHIKOCTE KENToro pH- ]2'410,5 (T=20°C)
mu“— . - . . -
Ins paboTul Ha reMaTeAOrHYeCKOM Meuuwikeri keaepri: Gearicis
aHanusarope Pentra80XL
* | /Imsupyiommit pacraop o ¢a 24 Jlusupyroumit pactsop, JIu3unr epitinaici in vitro
ABTOMATHYCCKOro NPEAHA3HAYCHHBIA 114 IHATHOCTHKH AHarHOCTHKAachiHa apHanraH KaHe
FCMaTOA0MHYECKOro in Vitro 1 npHMeHseMBIf 118 TH3HCa nefiKouHTTEp (nefkowTTepai)
a”aTM3aTopa IPHTPOLKTOB ((l;gc(;)c C uensio canay xaHe capanay xaHe
NOACHeTa H au HUMPOBKH
acHixountos (WBC) 1 onpezenesis reMorobHH KOHUEHTPALIMACHIH
KOHUCHTPAUHHK remMornoGuHa. AHBIKTay MaKcaTWHAA me_' m
Mna remaronoruteckoro ananuzaropa | acymanapei (KPLY) ausuci YUnH
ABXPentra 60 C+ KONAAHBLNANK,
Jlu3upyiomee sewectso < 0,1% ABXPentra 60 C+
Hevepreur < 5% FEMaTO/IOrHANBIK aHANH3ATOPBI
IMpo3spaunsiil 4 Gecusersnii Boanwi YWiH
pPacTROp Jlusuur arenTi < 0,1% XKyrouw 3ar
Haa paBots Ha reMaronornyeckom <59%
S aIope FenuatoX Menaip xaue Tyceis cyam epiTiHal
Pentra80XL remaronorusnsix
29 aHANH3ATOPLIHAA KOAAAHYFa
apHanraH
H3oTonmuyeckuit pactsop a1 | kanncr 28 Hioronmueckuit pactsop s JlefixounTrepai aHbiKkTayra %one
ABTOMAETHYECKOro pa QnpeaeIeHus 1 nud)d)cpemwpomuc mq;d;epcﬂunamnam coHaan-
reMaToOrHYECKoro NCAKOUHTOB, & TAKKE 118 HIMEPEHHE ax HORIBA ABX xau
aHanu3aTopa remMarokpura s npubopax nozcuera
kposaHeiX Teen HORIBA ABX, P PRI COREY :
A paGotsl Ha remaronoruyeckos KYPLIFLUIAPHIHAA reMaTOKpHTT
anaausatope Pentra80XL 8/Ieyre apHANraH H3OTOHHKAILIK
CpiTiHAi.
Pentra80XL remaronornansix
30 AHANIH3aTOPBIHAA KONAAHYFa
ApHATFaH
Pactsop ansupyiommi aax ¢da 24 Peareur aas audepenumaiin Kaunaru NERKOUHTTEPAIH
ABTOMATHYECKOrO cyﬁnorry:uuuﬁ AeHKOUMTOR B KPOBH. cyﬁnony;umcuu WKbIparyfa
TeMATO/I0r HYCCKOrO Cocran: APHAFAH peareHT.
aHatMsaTopa Onucanne: Boansii pactsop cruuii, Kypamsi:
?;";G?r';pzk;:cmmnomqecxom Cum_m'aua: cyasl epiTiHAI Kok
ananusarope Pentra80XL TYCTI, CIUPT Hici.
Pentra80XL remaronorusasik
31 AHANH3ATOPLIHAA KONAHYFa
apHanraH
Pactsop s pasnoxcnus (a 48 Pacreop pasnoxenus spurpounTos Kan xacywanapsin caHay
IPHTPOUMTOB 18 1R NOACYETA ACHKOUHTOR # IQZPHJIFNJIGPHH}IS neﬁxounmp
ABTOMATHYECKOrO Andupepenumnannn GazoPpunos 1 CaHbIH xkaHe Gazopuni
:::::::;mecmm onp::x::‘cxu::n : npubopax noacyera anddepeHunaumsnay sone
pd (K!:fm': - AHBIKTAY YUWiH JPHTPOWHTTEPIN
Onucanwe: 8011w pacrsop, aC KOpHITY epITIHAiCi.
Npo3pay s Kypamei: [ )
Jns paGoTsr Ha reMaToIorHYecKoM Cunatrama: cysst epitinai, mennip
anaiusatope Pentra80XL Pentra80XL remaronorusasik
32 @HATHIATOPBIHAA KOMIAHYTE
apHanFaH
PepmenTaTuBHbIl pacTBOp ¢a 28 DepmenTatHBHbLIA pacTBop ¢ Kan ecenrerimin Tazanayra
IS aBTOMATHYECKOIO NPOTCONHTHYCCKHM ACHCTBHAM 18 apHanfFaH NPOTCONHTHKANLIK OCCPi
FEMAaTOIOIHYCCKOIO OYHHCTKH CYCTYHKA KJICTOK KPOBH. Gﬂp upuemmni CplTlHn,l
33 aHaTH3aTopa Onucanue: MMpospayHas &HAKOCTS. CHnarrama: Mennip cyfBIKThK.
Jns paBoTel Ha remaronorngeckom
[ anasusartope Pentra80XL




Pentra80XL remMaronorusisix
AHANTH3ATOPBIHIA KONaHYyTa

apHasiFaH
Tpexyposxesas nabop 6 Tpexyponuesan konTposbHas kposs | Y aeHreini Gaksinay kaHbl
KOHTPO/ILHAR KPOBb 1% TPH YPOBHS KOHTPOJIA, HORIBA ABX cepuscuimsin
ABTOMATHYECKOro npe,!lHa.’)Ha‘iCHHuﬂ ana myma eumﬁmepi'ucri KaH
reMaToIorHYecKoro = «° HCNONLIOBAHNR B LCAAX MOHHTOPHHIA KACYLIANAPhHLIH TOIMALTIFIHIH
AHATHIATOPA TouHocTH cepun HORIBA ABX Aanzirin GaKsLiay yuin
CONPOTHB/ICHHE KIETOK KPOBK B
RucikH cuerunxos. ABX Difftrol nafinananyra ap r-ianrau ym
(IN+1H+1L) coaepxur spurpounrs | OaKbinay newrefii. ABX Difftrol
4eioBeKa, MONCTHpYeMEe Genbie (IN+1H+IL) xypambinaa anau
KIETKH KPOBH H TPOMGOUHTSI 3pHTpOLMTTEpi Gap,
MICKONHTRAUOLIHX B O0PA3UC MAGIMEL | CHMYASUHANAHFAH 3K TYCTi
Jlns paboTsl Ha rEMATOIOrHYECKOM nnaIManeiK yarigeri
anatnsarope Pentra80XL CYTKOpEKTiNepiH KaH
Kacylanapsl MeH TpomGoumTTep.
Pentra80XL rematonoruansik
34 AHATHIATOPBIHAA KONAaHYFa
apHanraH
Tect nosocku movu 11a yn 85 Tect nosocky 114 asanH3aTopa MouH | Hecen aHanM3aTOphIHBIH CHIHAK
aHaIM3aTopa Moun |1 KF Scan, 11 napamerpos - Kposs, monarsl KF Scan, 11 napamerp -
NapaMeTpos KCTOHEL, rox03a, Geok, pH, KaH, keToHaap, rmoko3a, aKys:s,
6"‘""”-‘6:“' -VM;‘“WN"' ll:)l(f)rpm. pH, 6uaupyBun, ypoSuanHoreH,
35 YACHbLHAL , BEC, ICHKOLUMHTEI. HHTp , YNlec canmarsl,
S neixountrep. 100 *)onak/naker
Kourposshsiii pactsop dn 1 Kontposnsii pactsop mouw.opma | 3apai Gaxsinay epitinaici, HOpMa
36 | moun,nopma 12 mn 12 ma biorad 12 ma Guopan
KowTpoasunifi pactsop in I Konrponsusiit pactsop mMoum, 3apai Gaxeinay epiTiHaici,
37 | moun, natonorus 12 ma naronorus 12 ma biorad naronorus 12 M Guopaa
J1-aumep Tect ans Habop 3 Tecr Yumizen G DDi 2 ocuoeas Ha | Yumizen G DDi 2 chiHars! yariae
KOQry/I0rpaMMel (prKCHPOBAHHOM BPEMEHH | Gap Gemuexrepmen GafiiaHbICKaH
onpeenedus  xonuewrpaunk  D- | pyyyvenre soane D- aHMepre
dewre: yreM d’m""‘”‘:"““’mm KApChl aHTHACHENEP APACHIHAAFbI
HIMEPEHHA  PeaKilMu BHTHICH- | o el CHE® PeaKIMICHH
QHTHTENO® MCOKIY aHTHTENaMH B
OTHOWIEHHH D-nu:epa. CBA3AHHOIO C (OTOMETPHANKIK @1LLEY apKbLIbI
HACTHLAMM, " D-aumepos, D-aumep KOHLCHTPaUHICHIH
MNPHCYTCTBYIOWINM B 0Opaste. BeArineHren yakeITTel aHbIKTayra
Yumizen G DDi 2 Buffer (R1)|Herizaearex.
npeacrasaser  cobol  Gygep ¢ Yumizen G DDi 2 6ydepi (R1) -
Cy.'lb(ba‘l‘oM HHKENIH H KOHCCPBAHTOM. | HUKENL cy;",d)a'ru AoHe
Yumizen G DDi 2 Latex (R2) KoHcepBanT Gap Gydep. Yumizen
TR o0l Toxpio | G DDi 2 Latex (R2) - azaura
MOHOKTOHATEHBIM antHTenomM | KAPCH! D—dlm_e 3
aHTHuCIOBedeckoro  D-mumepa  y | AHTHACHE/IEDIMEH KanTanraH xaHe
CONCPAAIIYIO KOHCEPBAHT. KYpambliHaa KoHcepBaHT Gap
38 ans Koarynometp Yumizen G400/ | natekc Genwex.

Yumizen G400 DDI

Koutpons JI-1umepa Tect Habop 2 Perynaropst Yumizen G CTRL DDi 1| Yumizen G CTRL DDi I & I1
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QIR KOAryiorpaMmel

& Il npeanasHauens! JUis 8HYTPCHHEro
KOHTPOAR Kayectsa tecta Yumizen G

DDi 2 (Homep mo  karanory:
1300036391). Onn AWIRKOTCH
HHCTPYMEHTOM H 0cobuIM
perynstopoMm  cepuu.  Jlmanaszonst
perynstopa  ykasauet 8 Talauue

IHAYCHHA LA JaHHBIX PCAreHTOB,

perreriwrepi Yumizen G DDi 2
ChIHaFbIHbIH iLIKI CanacklH
Gakeinayra apHansan (Genik
HeMipi: 1300036391). Onap
CEPHAHBIH KYP&/lbl AJIHE apHaibl
perrerimi 6onbin Tabsanel,
Perrerimmin ananasonaapst ocst
PeareHTTEp YL MIHIEp




Peryasropst Yumizen G CTRL DDi |
& 1l BeITEKAIOT M3 HeoBEUeCKOH,
AHTHKOAIYTHPOBAHHOM,
AHodhuausHpoBanoi, 0606wEHHOM
HENOBCYCCKOH NIaIMBbl OT 310POBBIX
JOHOPOB ¢ KoHcepsanToM, Yumizen G
CTRL DDi I & II conepxut anTuren
D-aMmepa 13 IIa3Mp KPOBH YenoBeka
¢ (hePMEHTATHBHBIM paciIeILIEHHEM.
Peryastopu Yumizen G CTRL DDi |
& Il npeacraBasior 1Ba pasHbIX
JIHANA30HAE H3IMEPEHHA, LT3
Koarynomerp Yumizen G400 /
Yumizen G400 DDI

KecTecinae kepceTiiren. Yumizen
G CTRL DDi I & II perreriwrepi
a1aMm, aHTHKOAry/IAH1bL,
NHOBHIHIAUHANAHFAH,
KOHCEpBaHTTaps! Oap cay
AoxopnapabiH GipikTipiaren anzam
M1a3MackiHaH anbiHran. Yumizen
G CTRL DDi I & 1l kypambitina
(epMEHTaTHBTI KOIMEH
KOPBITBUIATBIH 21aM TLTa3MAChIHBIH
D-dimer antureni 6ap. Yumizen G
CTRL DDi I xane Il kowtponnepi
€Ki TYp:i eney ayKbiMbiH
Ginaipeni. koarynomerp yuwin

Yumizen G400/ Yumizen G400
DDI
KoHTpoas xoaryiorpammsl | nabop Yumizen G CTRL I & II kortponsuste | Yumizen G CTRL [ xate 11 exi
TIA3MBI ABYX YPOBHEH NPEAHAIHAYEHB! | nenreiini Gaxkbinay naaIManaphl
ans KOHTIRIA CICAYIOWHX | weneci KOAryNALMA YArNEPiH
KOAryIAUMOHHBIX 1po0: faKbLIaYra apHATFaH:
¢ [lporpombunosoc spews (T1B), * MpotpomGus yaxsrrst (TIT),
*  AKTHEHPOBAHHOC HaCTHYHOE | | Ben o 0y
TpoMboniacTuiosoe Bpems (AYTB), RSTPTPC TIe
e Oudpunores (PUB), TpomMGonTacTHH yakeTsl (AITTT),
o  Tpombunonoe spems (TB) Tonsko | DuGpuHoren (FIB?'
s kowTpons I, * Tex | Gakburay ywin TpoMGHH
*  AurirposGun 11 (ATII), YaKkeiTei (Teneanaap),
* AuturpomGus ITT (ATIII).
CTRL I'n 11 5x1 ma (2x)) Konrpons
ann Koaryaomerp Yumizen G400 / CTRL I xane I 5x1 ma (2x))
Yumizen G400 DDI Backapy
40 KOary;loMerp ywid Yumizen G400
/ Yumizen G400 DDI
Kaneumit x10p Tect ais Habop CaCl2 HeoGxoaum 113 AYTB-Tecra, | CaCl2 APTT chimarsl yumin Kawer,
KOQry10rpaMme! KOTOpBIH sBaseTcs obwnm OJ1 CHIPTKEI KOArYIALUHA FKOTBIHBIH
CKPHHHHIOBAIM TECTOM BHELUNErQ WaAnsl CKPHHHHniK ChiHare!
myTH xoarynsuns (Gaxrope: XI1, X1, (daxTopnap: XII, X1, X, IX, VIII
;(xia%(é%/gslfx\;hl:ﬁgalz wecrsa | Vo ILD. .
Yumizen G CaCl2 4 npeacranaser 55“?5“111 3ATTAP
coboi Gydepuniii pacrsop 0,025 M co | Yumizen G CaCI2 4 -
crabuausaropom.ans Koarynomerp | TypaKTaHabiprsiwe: G6ap 0,025 M
Yumizen G400 / Yumizen G400 DDI | 6ydepaik epitinai. Yumizen G400
41 / Yumizen G400 DDI
KOAryJlOMeTpi yiiH
AuTs TeCT 11 Habop Pearent Yumizen G APTT 4 Yumizen G APTT 4 pearenr —
KOary10rpame! npeacTasiRet coboi KOSH MHMbIHAH ANLIHFaH
anoduaHIHpoBanHeti ocdomrmnu, MY3ZaTHIAFaH KeNTipiaren
HOJIYMCHHBI H3 MO3I3 KPOJHKA,
KOTOPBIH COACPAKT QocoRMEuR, OHMI ?'pmu-m
MHKPOHHIHPOBAHHBIH KPEMHEIEM B TYPAKTaHALIpbLIFaH Gypepaik
Gydeprod cpeac co OpTana MHKPOHH3AUNAAHTaH
crabuamsatopom.ais Koarynomerp | KPemHesem Gap. Yumizen G400 /
42 Yumizen G400 / Yumizen G400 DDI | Yumizen G400 DDI xoaryaomerpi
YLWiH
PT Reco Habop Yumizen G PT Reco 10 npeacrasnser | Yumizen G PT Reco 10 -
coboit peareHT W3 pexoMGUHaHTHOrO | npoTpomGuH yakbrTsit (TTT)
TpombonnacTiHa YEeNOBEYECKOrD | aHbIKTAY YIIiH KOMNAHBLIATEIH
NPOMCXOXKABHNA, NONyYeHHbIN | e3iHIH epiTKiliMeH iwek
43 TEHETMHECKOW  TeXHONOTMEA B | TAAKILACKIHAA FeHaiK

Escherichia Coli ¢ coBCTBeHHBIM

HHXCHEPDHANAHFAH aNaMHBIH




pacTsopuTenem, KOTOPbIM
WCNOMB3YeTCs  AnNA  onpeaenexus
NPOTPOMBMHOBOrO BpemMeHy (ng).

PeKOMOHHAHTTH
TpoMBonacTHHAIK pearenT,

Habop

Pearewt Yumizen G TT npeacrasnaeT
NHODUNMIPOBAHHLIA pearenT, KOTOpbIA
Henonsayercs AR
rpouﬁmooomapeuem(TB).

Ans ananusa Yumizen G AT Tpebyeres
TOABKO CBOKAN ACKATBUHHHPOBAHHAN
naamMa.  Yrobu  noayuwrs  ero,
cMewaiTe  AcBATH  vacTedi  ceexch
BCHO3HOH KpoBH ¢ 0aHOR vacTwio
TPHHATPRAUHTPaTa (3.2%; 109
MMOAB/7).

Yumizen G TT pearenri -
TpoMGuH yakbiTeiH (TT) aHbIKTay
YWiH KOMAAHELIATEIH
MY31aTblAFaH KenTipinrex
peareur,

Yumizen G AT TaLaaysl TeK KaHa
AexkanbUHdHKaUHANAHFaH
niasMaHbl Kaxet eteni. Ol any
YWIiH KaHA BEHOIALIK KAHHLIH

TOF 13 GeniriH TpuHaTpHil
UHTpaTLiHBIK Gip Genirimen (3,2%:
109 Mmonb/21) apanacTeipsinss.

DOubpusioren

45

Habop

Teer Yumizen G FIB tpebyer coexch
ACKANBUHHHPOBAHHON I1A3MBL.

o6 nomywsTs  ero, cmemaltre
JACBATE YacTel coeked BeHO3HON KPOBH
C OAHOH YacTbio TPHHATPHALHTpaTa
(3,2%; 109 MMONB/A). He
peKOMeHayeTca HCTIOB3I0BAHHE
BBICOKOH KOHUCHTpaLuH
TpHHaTpHitunTpara  (3,8%: 129
Mmoawn'n). Tuiareasno nepemematire
KpoBk W ueHTpHdyrupyite naasmy
ficpel  TecTpoBanmeMm.  Mamepenue
JOTKHO GBITS BRINOAHEHD B Tewenue 4
uacos. He xpanure oGpasen npu 2-8°C.

Yumizen G FIB chinare xana
AckanbunpukaLHsnaHray
NJa3mMaHbl KaXeT ereni.

Onpi any ywin xaHa BeHO3ABIK
KaHHBIH TOFbI3 Genirik TpuHaTpyii
LHTpaTuiHbIK Gip Gemirimen (3,2%;
109 Mmonb/n1) apanacTeipsings,
TpuHatpmit wrpaTsinbK AOFapsl
KOHUEHTpauMaceiH (3,8%: 129
MMOAB/N) nadinanany
¥CeiHbLIMaA L. ChiHak anasHaa
KaHIbl MYKHAT apanacThipbiHb3
HIHE NasMaHsl
ueHTpHpyranansis. Onwey 4 carar
iwiKe askTanym kepex. Y arini 2-
8°C Temneparypana caxramanss

Kiosetsi Ha koarynorpammy
46

yn

KioBetsl na Koarynaorpammy Yumizen
G400

KioseTsi Ha koarynorpammy
Yumizen G400

AHTHTPOMOHH

47

Habop

AHTHTPOMOHH sBARETCH Heobparimo
JACHCTBYIOWHM HHIHOHTOpOM
TpoMGHHa (Flla) H FXa.
lTprobperennuit win nacheacTaeni
achHuUMT  aHTHTpPOMGHHA  waTSeTcR
BaKHLIM (PaKTOPOM pHcka TpomEo3a.
Aas ananusa Yumizen G AT Tpebyerca
TOABKO CHOKAA JCKATHUHHHPOBAHHAN
naasma. Yrober  monywmts  ero,
cMeluaiite  1eBATh  wacteH  cmeweli
BCHO3MOH  KpOBH € oaHOA wacThio
TpHHarpuiiuMTpara  (3,2%: 109
MMONL/1T).

AHTHTPOMOMH — TPOMGHHHIK
(Flla) sxone FXa KaftrsiMeps
Texeriwi. Xype naiina Gonran
HEMECE TYKbIM KyananTeiH
AHTHTPOMGHH TanuuLLILIFG]
TPOMOO3AbIH MaHBI3ABI Kayin
daxTope! Gomn Tabsinans,
Yumizen G AT tanaaym tek xaua
AekanbuupHKaUMINAHFaH
MIa3MaHel Kaxet ereni. Onw any
YLUIH XaHa BEHOIIBIK KaHHbIH
TOFbr3 Genirin TpunaTpuil
UMTpaThiHbiH Gip Genirimen (3,2%:
109 mmonb/n) APANACTRIPLIHLI3.

Minocal xatubparop 118
TEMaToIOr HIeCkoro
AHATHIATOpa

48

tnax

Minocal kanu6parop a1s
FeMaToI0rHHECKOro aHanM3aTopa
VYaeavioe CONPOTHRNCHHE: He
HIBECTCH

Ha ABTOMATHYCCKHH
TEMATOOrHYeCKkHi ananu3arop Pentra
80 XL

Femaronoruansik aHaNH3aTopra
ApHAIFaH MHHOKAIL L]
kanubparop

MehwikTi kenepri: Genricis
aABTOMaTTHI FEMATONOrHANBIK
ananwsarop Pentra 80 XL ywin




Mecmo nocmasku

ropon Tanaeikopran yi. Xaucyryposa 1/15

Cpoku nocmasxku

XcnoBus ocywecTBagHuA noctasku MM (B cooterctun ¢ MTHKOTEPMC 2020)
DDP Cpoxk nocrasku — B TeueHHit 15 (MATHA/LATE) KAleHIapPHBIX AHEH CO JHS 3aSBKH
3aKa34yHKa

Bpema nauana u OKOHYAHUA RPUEMA 3AAGOK C ODPAMHBIM OMCYENOM OCIMABULE20CA
e8pemenu

3asBKM Ha yyacTHe B TEHIEpe MPEeACTaBNSIOTCA MOTEHUHATbHBIMH MMOCTABLIIMKAMM
700 HX YNOJHOMOYEHHBIMH MPEICTABHTENAMH OPraHU3aTopy 3aKyNoK HAPOUHO HIIH
C HCMOJIb30BAHHEM 3aKa3HOH MOYTOBOH CBA3H no anpecy: 040000, r. Tangsikopras, ya
Kauncyryposa, 1/15, KITI na IIXB «O6nactHad MHpEKUHOHHAs OOMBHHLAY,
AIMHHHCTPAaTHBHbIH KOpITyC, KaOMHET TpeJICTaBHTeNs MO [OCYAaPCTBEHHBIM
3aKynKaM, OTBETCTBEHHOE JIMLO 3a MPHEM W PErHCTPAalHIO 3asBOK HA YYacTHE B
TeHaepe, B cpok a0 09 wacoe 00 munym 15 ¢espans 2023 200a BKIIOUHTENBHO.
TennepHas KOMHCCHSA BCKpbIBaeT KOHBEPTHI C TEHAEPHBIMH 3asBKaMu ¢ 10 wacoe 00
munym 15 ¢hespans 2023 200a

Ipebosanus Kk  nexapcmeennviM — cpedcmeam U MeOUWUHCKUM  u30enusm,
npuobpemaemMviM 6 PAMKAX OKA3AHUA 2aPAHMUpOEanHozo0 obvema Gecnaamuoil
MEOUYUHCKOU NOMOWU U (UAl) MEOUYUHCKOL NOMOWU 8 cucmeme 06A3amensHo0
COYUANBHO20 MEQUYUHCKO20 cmpaxosaxus CO21aCHO ITocmanoenenus
lIpasumenscmea Pecnybauxu Kazaxcman om 4 uionsn 2021 200a Ne 375.

K 3akynaemsiM u OTIyCKaeMbIM, B TOM YKCIIe IPH 3aKylle (papMaleBTHUECKHX YCIYT,
JIEKapCTBEHHBIM CPEACTBAM H MENMUMHCKHM M3JeNUAM, MNpeIHA3HAYEHHBIM JUIA
OKa3aHHsA rapaHTHPOBAaHHOro obbema OecryIaTHOH MeJMUMHCKOM NMoMomM W (HiIH)
MEIMLMHCKOH TOMOIIM B CHCTEMe O00s3aTeIbHOrO COLMAIBHOTO MEeIHIHHCKOro
CTpaxoBaHH4, NPEAbABIAIOTCA ClleayIolLIHe TpeboBaHus:

1) Hanu4Ke rocyrapcTBeHHOH peructpauu B Pecniybnuke Ka3axcrad B COOTBETCTBHH
¢ nonoxenuamn Koxekca u nopsjke, onpeieleHHOM YIOJHOMOYEHHBIM OPraHOM B
00nacTH  37paBOOXpaHeHHA, 3a HCKIIOYEHHEM  JIeKapCTBEHHBIX npenaparos,
H3TOTOBJICHHBIX B anTekaX, OpQaHHBIX MNpenapaToB, BK/IIOYEHHBIX B MEpeyeHb
OphaHHBIX MPeNnaparoB, YTBEPKIECHHbIH YNOJIHOMOYEHHBIM OPraHOM B O00JaCTH
31paBOOXPAaHEHHs, HE3aPErHCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MEIHUMHCKHX
M3JeNIHH, BBE3eHHBIX Ha TeppuTOpHIO Pecnybnukn KazaxcraH Ha OCHOBaHHM
3aKITIOYCHHA (PaspellUTeIbHOrO JOKYMEHTA), BBIIAHHOTO YIIOJTHOMOYEHHBIM OPraHOM
B 001acTH 31paBOOXpAaHEHMA, KOMIUIEKTYIOIIMX, BXOMALIMX B COCTAB H3IEHS



MEIHLHHCKOrO Ha3HAY€HHA W HE MCIOJb3YeMbIX B KayecTBE CaMOCTOATENILHOIO
M3JIC/HA WK YCTPOKCTBA; B CiTydyae 3aKyla MEeIHLMHCKONH TEXHHKH B CIIELHATBHOM
TPaHCIIOpPTHOM CPEACTBE — rocylapCTBeHHas peructpauus B Pecny6nnke Kasaxcran B
KauecTBe €IMHOI0 NEPENBHIKHOTO METHIIMHCKOTO KOMILIEKCa.

OrcyTeTBHe HEOGXOAUMOCTH PEruCTpaliHH KOMIUIEKTYIOIIEro MeIHLIMHCKON TEXHHKH
(KOMIUIEKTa TOCTAaBKH) MOATBEPKIAETCS MHCHMOM JKCIIEPTHOH OpraHH3aUuMH HJIH
YIOJTHOMOYEHHOTO OpraHa B 00J1aCTH 3/IpaBOOXPaHEHH;

2) COOTBETCTBHE XapaKTEPHCTHKH MJIH TeXHHYECKOR CrieHPHKALMH YCIOBHAM
OOBAB/ICHHS WK TIPUITIALICHHS HA 3aKYII.

IIpy  stom, nomyckaercs npesbimeHue npetaraeMelX  QyHKUHOHAIbHbIX,
TEXHHYECKHX, KaYECTBEHHbIX H SKCILTyaTallHOHHBIX XapaKTEPHCTHK MeIHIHHCKOI
TEXHHKH TPeOOBAHHAM TEXHHYECKOIl creluduKaLmm;

3) HenpeBBIIEHHE YTBEPHKIEHHBIX YNOJHOMOYEHHBIM OpraHoM B o0macTu
3APaBOOXPAHCHHA MpENENbHBIX LEH M0 MEKIYHAPOAHOMY HEMaTeHTOBAaHHOMY
Ha3BaHHIO H (MJIM) TOProBOMY HAHMEHOBAHMIO (IpH HIHYHH) C YYETOM HAalleHKH
€AMHOTO AMCTPHOBIOTOpA, LEHBl B OOBSBICHHH MIH NPUIIAlIEHHH Ha 3aKym, 3a
HCKTIOYEHHEM  HE3apETHCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M METHIHHCKHX
M3JIeIHH, BBE3€HHBIX HA TEPPHTOPHIO PecnyGnuku Kasaxcran Ha ocHoBaHHH
3aKII0YEHHS (Pa3spelUTeIbHOTO JOKyMEHTa), BHIAAHHOTO YTMOJTHOMOYEHHbBIM OPraHOM
B 0011aCTH 31paBOOXpaHEHHS;

4) XpaHeHHe M TPaHCNIOPTHPOBAHHE B YCIOBHSAX, 00ecrneyHBaloIMX COXpPaHEHHE UX
OesonacHoCTH, 3 (eKTHBHOCTH M Ka4ecTBa, B COOTBETCTBHH C [TpaBnnamu xpanenus
H  TPaHCNOPTHPOBKH  JICKAPCTBEHHBIX CPEICTB M MEIMLMHCKHX H3JICIIHIA,
YTBEPKACHHBIMH YIOTTHOMOYEHHBIM OPraHoM B 00J1aCTH 3paBOOXPaHEHHS;

5) COOTBeTCTBHE MapKHPOBKH, NOTPeOHUTENLCKOW YMAKOBKH H HHCTPYKUHH 110
NPHMCHCHHIO JIEKaPCTBEHHBIX CPEICTB M MEAMLMHCKHX HW3eIHii TpeOOBaHHAM
3akoHonarenscTBa PecnyOnuku  Kazaxcran w MOpsAAKY,  YCTAHOBJICHHOMY
YTOJIHOMOYCHHBIM OPraHOM B 00JIaCTH 3IpaBOOXPaHEHMS, 3a HCKIIOYCHHEM ci1yyaeB
BBO3a B PecmyGnuky Kasaxcran HE3aperHCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB H
(W) Me THLHHCKHX H3e/THH;

6) HOBM3HA MEOMLHMHCKONW TEXHHKH, €€ HEeMCIIONb30BAHHOCTE H NPOH3BOACTBO B
[ICPHOA ABANIATH YETBIPEX MECALEB, NPEALISCTBYIOUMX MOMEHTY MOCTABKH:

7) BHeCEHHe MEeIMUMHCKONH TeXHHKH, OTHOCAIIEHCS K CpeACTBaM H3MEPEHHs, B PeecTp
FOCYNapCTBEHHOH CHCTEMBl EIHHCTBA M3MepeHHi Pecniy6nukn Kasaxcran B
COOTBETCTBHH C 3aKoHOJaTeNbCTBOM Pecniy6nuku Kasaxcra o eqMHCTBe H3MEPEHHH.



OrcyrcTBHe  HEOOXOMMMOCTH BHECGHHMS MEJMUMHCKOH TEXHHKH B peectp
FOCYNapCTBEHHOH  CHCTeMbl eIMHCTBA M3MepeHuit PecnyGnukum  Kasaxcran
[IOATBEPAKIACTCA B COOTBETCTBHH C 3aKOHOJaTenbcTBOM PecnyGnuku Kasaxcran o6
obecneyeHuH €IMHCTBA H3MEPEHHI;

8) cobmoneHHe KonHYeCTBA, KauecTBA M CPOKOB TMOCTABKH WM OKA3aHHS
(hapMaueBTHYECKOH YCITyTH YCIOBHSM JOrOBOpa.

TpeGosanus, npeaycMoTpeHHbIe NOAIMYHKTaMH 4), 5), 6), 7), 8), 9), 10), 11), 12) u 13)
nyHkTa 18 Hactosmux [IpaBui, NOATBEPKIAIOTCS MOCTABIMKOM NpH HCNOJHEHHH
J0roBOpa NOCTaBKH WJIH 3aKyIia.

3aka3uMK, OpraHM3aTop 3aKyna, eIHHbI AUCTPUOBIOTOP HE YCTAHABIMBAIOT K
ICKAapCTBEHHBIM ~ CPEACTBAM W MEIMUMHCKHM  M3JenusM  TpeGoBaHH, He
NpexyCMOTPEHHBIX HacTosHMH [Tpasuinamu.

Obugue obazamensvHole mpebosanusn Ko 6cem mosapam:

1. TlocraBmmk o6s3aH BMmecTe ¢ ToBapom npemocTaBuTh  cepTH}HKAT
COOTBETCTBHS
2. [locraBunk  obsizan  Bmecre ¢ Toapowm NpeI0CTaBHTh  JAOKYMEHT,

NOATBEPKAAIOUIMH PErHCTPALIHI0 MEIUIIMHCKOTO M3/eIHs B Pecrybnuke Kasaxcran
HIH  3aKJIIOYEHHE (Pa3speluMTeNbHOTO IOKYMEHTAa) YIIOMHOMOYEHHOTO opraHa B
o0nacTH 31paBOOXpaHeHHs Ui BBO3a Ha TeppHTOpHIO PecnyGnuku Kazaxcran B
ciyyasx, npeaycMotpeHHbIX Kogexcom

Damunuu, umena, omvecmea (npu ux HANUYUL) U JOINCHOCTIU YACHOE KOMUCCUL
[Ipencenarens KoMHCCHH:
OcnanoB B.XK  aupektop KI'TI na [TXB «O6nactHas nHpekuHoHHas GonbHHLAY

Kum A.P 3aMectuTeNlb no JaeyebHoit vyactu KITI na [IXB
«O6nacTHas nHdeKUMOHHa GONbHHLAY
Kycynbekosa
i 3amecTuTeb aupexkTopa no KKMY
['M.
Cneunannct naboparopun KI'T1 na [1XB «O6nactHas
bascunosa B.T. uHpeKuHOHHas GonbHILAY

Damurus, ums, omyecmeo (npu e20 Hanuyuw), OANCHOCb cexpemaps KOMuccuu
Epmekracos P.JK HOpuct
KT'TI na ITXB «O6nactHas uHpekunonHas 601sHUIA»



