PeweHue
no AeAy Ne06/3130-16
O HOPYLEHNN 30KOHOAOTEALCTBA
Poccuinckoin ®epepaumm o KOHTPAKTHON CUCTEME

09.12.2016 CrMOEPONOAb

KoMunccmst no KOHTPOAKO B chepe 3AaKYNOK TOBAPOB, PABOT, YCAYT YNPABAEHMS
PeAepPAAbHOW AHTUMOHOMOABHOM CAYXKObI MO PecrnybArke KpbiM 1 ropoAy
CesacTonoato (Kpbimckoe YDAC Poccun) (aanee — Kommccrs) B COCTOBE:

<..>

NPV Y4OCTUM MPEACTABUTEAEN MHTEPECOB FOCYAQPCTBEHHOO BIOAMKETHOIO
YUPEKAEHUS BAPABOOXPaHEHNS Pecrny®Amnikimn KpbiM «CUMOEPONOAbCKAS FOPOACKAS
KAMHMYeCKas 6oAbHMLA Ne 7» (aanee — 3akasumik) 3. A. MemeTtoeom (Mo
AosepeHHocTn), U .E. YcadeHko (Mo porepeHHocT), M. H. TopAneHko (no
AosepeHHocTH), O. H. Kyu (Mo AOBEPEHHOCTN),

NPEACTABUTEAN OBLLLECTBA C OFPAHNYEHHOW OTBETCTBEHHOCTbIO « AVVAKOH» (A0Aee —
3asBUTEADL) HO 3aCeAaHME KOMNCCUKM HE SIBUAUCH —

PACCMOTPEB YXAA0DY 3aseutenst 6/H 6/ (Bx. Ne3238/0 o1 03.12.2016) HO AENCTBUS
3AKA34YMKA NpU MPOBEAEHN AYKLMOHA B SAEKTPOHHOM GOopMeE «[TOCTABKA peareHToB
AN BUNOXMNYECKOrO ABTOMATUNYECKOrO AHAAM3ATOPA DPBA XL-100» (M3BelleHne
Ne0375200002016000412) (aanee — AYKUMOH) B COOTBETCTBUM CO CTATbeN 106
PepepanbHOro 3akoHa ot 05.04.2013 Ned4-P3 «O KOHTPAKTHOM CUCTEME B chepe
3AKYMNOK TOBAPOB, PABOT, YCAYT AASI OBECNEYEHNSI FOCY AQPCTBEHHDBIX 1 MYHMULMMOAbHbBIX
HY>KA», C USMEHEHNSIMU (AQAEE — 3AKOH O KOHTPAKTHOW cnucTemMe), AAMUHUCTPATUBHBIM
pernameHToM PepepAAbHON AHTUMOHOMOABHOM CAYXKObI MO MCMOAHEHMIO

FOCY AQPCTBEHHOW PYHKLMM MO PACCMOTREHUIO XKAAOD HO AENCTBUS (BEe3AENCTBUE)
3AKA34YMKA, YNIOAHOMOYEHHOIO OPraHA, YNOAHOMOYEHHOMO YYPENAEHUS],
CNEeUNaAMN3NPOBAHHOM OPraHU3ALMK, KOMUCCKUU MO OCYLLECTBAEHMIO 3AKYMOK, €€
YAEHOB , AOAXKHOCTHOIO AMLA KOHTPOKTHOM CAY>KObI, KOHTPAKTHOIrO YAPABASIIOLLETO,
onepaTopa 3AEKTPOHHOWM MAOLLAAKM MPU ONMPeAEAEHNN MOCTABLLMKOB (MOAPSIAYMKOB,
NCNOAHUTEAEN) AASI ODECTIEYEHNSI FOCY AQPCTBEHHDBIX 1 MYHULMMNOABHDBIX HY KA,
yTBEPXKAEHHBIM [MprKkazom PeAepAAbHON QHTVIMOHOMOABLHOM CAYXKObI OT 19.11.2014
Ne727/14, 3apernctpupoBaHHbIM B MimHIoCTe PO 27.02.2015 30 perncTpaumMoHHbIM
Ne36262 (panee — AAMUHUCTPATUBHDBIN PEFAAMEHT),

YCTAHOBUAA:

B Kpbimckoe YPAC Poccum MOCTYNMUAQ YKOAODA 3ASIBUTEAST HO AENCTBUS 3AKA3YMKA NP
npoBeAEHNN AyKLMOHQA.,

o MHEHMIO 3ASIBUTEAS], €0 MPABA N 30KOHHBIE MHTEPECHI HOPYLLEHBI AENCTBUSIMUA
3AKA34YMKA, YCTAHOBMUBLLETO B TEXHNYECKOM 30QAQHNN AOKYMEHTALMM 006 AYyKUMOHE NP
OMNMCAHVM PEArEHTOB XAPAKTEPUCTUKM MO COBOKYMHOCTU COOTBETCTBYOLWLME
KOHKPETHOMY NP on3BoAUNTEAID — Erba Lachema (Hexus), eAUHCTBEHHBIM ODULMAABHBIM
NPEACTABUTEAEM KOTOPOro B Poccun seagetcst SAO «3pba Pyc»,

Kpbimcknm YPAC Poccunm NprHITO YBEAOMAEHME O MOCTYNAEHMM YKAAODbI



NPEVOCTAHOBAEHUM TOproe oT 06.12.2016 NeQ6/8926, HONPABAEHHOE 3ASIBUTEALD,
3akaszymky, OnepaTopy SAEKTPOHHOM NAOLLAAKN M PA3MELLEHHOE HO ODULMAABHOM
cante EAMHON MHPOPMAUMOHHOM CUCTEMbBI B ChEepe 3AKYNOK (AQAEE — ODULIMAAbHDBIN
CanT).

Ha 3aceaAaHn KoMmnccum npeACTaBUTEAU 3AaKA34YMKA HE COTAACUAUCH C AOBOAOMM
3AsBUTENAST 1 COOBLLINAM, YTO npu NposeAeH AYyKUMOHA 3AKA34YMK AEVNCTBOBOA B
COOTBETCTBUN C MOAOXKEHUNSIMMN 3AKOHA O KOHTPAKTHOW CUCTEME.

B pesyAbTaTE PACCMOTPEHUS XKAAODOB KOMUCCKS YCTAOHOBUAQ CAEAYIOLLEE.,

B cCOOTBETCTBUM C U3BELLLEHMEM OO OCYLLECTBAEHNM 3AKYMKN, AOKYMEHTALMEN O
30KYMKe, MPOTOKOAOMM, COCTABAEHHBIMU MPU ONPEAEAEHNN NMOCTABLLUMKA (MOAPSIAYMKA,
NCMOAHUTEAS):

- n3pellleHre 06 OCyLLECTBASHUM 3AKY MK PA3MELLEHO HO OPULIMAABHOM CANTE —
28.11.2016;

- cnocob onpeAeneH st MOCTOBLMKA — SAEKTPOHHbBIN AYKLOH;
- HOYOABbHAST (MAKCUMAABHAST) LieHO KOHTPAKTA — 1 705 017,13 pocCcumnckmx pyoaen;

- AOTA U BPEMSI OKOHUYAHMS Moaadm 3asBoK: 06.12.2016 00:00, AQTa OKOHYAHMS CPOKA
PACCMOTPEHUS MEPBbLIX YHACTEW 3ASIBOK YYACTHMKOB: 08.12.2016, AOTA NPOBEAEHMS
AyKumoHa: 12.12.2016;

- HA y4aCTHne NnoAAHA OAHA 3AgBKA.

B cootBeTCcTBUM C NYHKTAMM 1,2 4acTh 1 ctath 64 3AKOHA O KOHTPAKTHOM CUCTEME
AOKYMEHTALMST 06 SAEKTPOHHOM QYKLUMOHE HAPSIAY C MHOOPMALMEN, YKA3AHHOW B
M3BELLEHNM O MPOBEAEHNN TAKOrO AYKLMOHA, AOAKHO COAEPXKATb HAOVMMEHOBAHME U
onMcaHme o6bEKTA 3AKYMNKN B COOTBETCTBUM CO CTATbEN 33 3AKOHA O KOHTPOKTHOM
cucteme, TPebOBAHUS K COAEPIKAHNIO, COCTOBY 3ASIBKM HO Y4ACTME B TAKOM AYKUMOHE B
COOTBETCTBUM C YACTIMU 3 - 6 cTATbM 66 SAKOHA O KOHTPAKTHOM CUCTEME U MHCTRYKLMS
MO ee 3AMNOAHEHUIO.

CoraacHo nyHKTam 1,2 yact 1 ctaTtby 33 3AKOHA O KOHTPAKTHOM CUCTEME 3AKA3YMK
NPW ONMUCAHUM B AOKYMEHTALMM O 3AKYMNKE OObEeKTA 3AKYMKN AOAYKEH
PYKOBOACTBOBATLCS CACAYOLLMMUN NPABUAAMM:

1) onncaHre ob6beKTA 3AKYTMKU AOAMHO HOCUTb OOBEKTVBHBIN XAPAKTEP. B OnMcaHnm
OOBEKTA 3AKYMKM YKA3BIBAKOTCS OYHKUMOHAABHBIE, TEXHUYECKNE U KOYECTBEHHbIE
XAPAKTEPUCTUKU, DKCTIAY ATALUMOHHBIE XAPAKTEPUCTUKM 06 BEKTA 3AKY KM (NP
HEOBXOAMMOCTH). B onncaHmne o6bekTa 3aKy Nk HE AOANKHBI BKAIOYATbCS TREOOBAHS
NAM YKA3AHWS B OTHOLLEHUM TOBAPHBIX 3HAKOB, 3HAKOB OBCAY>KMBAHMSI, GUPMEHHbIX
HOMMEHOBOHWM, MOTEHTOB, MOAE3HBIX MOAEAEN, MPOMbILLUAEHHBIX 0OPA3LOB,
HOMMEHOBOHNE MECTA MPOUCXOXKAEHNS TOBAPA VAV HOMMEHOBOHNE MPOU3BOAUTEAS, O
TAKKE TPEOOBAHMS K TOBAPAM, MHPOPMALMK, PABOTAM, YCAYTAM MPU YCAOBUM, YTO
TAKMEe TPEOOBAHKS BAEKYT 30 COBOWM OrPaHNYEHUE KOAMYECTBA YYACTHUKOB 3AKYTMKM, 3G
NCKAKOYEHNEM CAYHOEB, ECAU HE MMEETCS APYroro cnocoba, obecnevvsatoLlero 6oree
TOYHOE 1 YETKOE OMNMMCAHNE XAPAKTEPUCTUK OO BEKTA 3AKYMKU. AOKYMEHTALIMS O 3AKYTKE
MOMKET COAEPYKATb YKA3OHNE HA TOBAPHbIE 3HAKM B CAYHYAE, ECAU MPW BbINOAHEHUN
PABOT, OKA3AHUM YCAYT MPEANOAArAETCS MCMOAb3OBATb TOBAPbI, MOCTABKM KOTOPbIX HE
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SIBASIOTCS MOEAMETOM KOHTPAKTA. Moyt 9TOM 0B3ATEABHBIM YCAOBUEM SIBASIETCS
BKAIOYEHVE B ONMUCAHME 06 BHEKTA 3AKYMKN CAOB "AN DKBUBAAEHT", 30 UCKAKOYEHMEM
CAYYOEB HECOBMECTVMOCTMN TOBAPOB, HO KOTOPbIX PA3MELLAIOTCS ARYIME TOBAPHbIE
3HAKN, 1 HEOBXOAMMOCTU OB EeCnedeHs B3AMOAENCTBIS TAKMX TOBAPOB C TOBAPAMMU,
NCMOAb3YEMbIMW 3AKA3YMKOM, A TAKXKE CAYHOEBR 3AKYMOK 3AMACHBIX YACTEN N PACXOAHBIX
MOTEPWVAAOB K MALUMHAM 1 060PY AOBOHMIO, UICMOAb3YEMbIM 30KA34YMKOM, B
COOTBETCTBUM C TEXHUYECKON AOKYMEHTALMEN HA YKA3AHHBIE MALLMHBI 1 OB60PYAOBAHME;

2) UCMOAb3OBAHME MPU COCTABAEHUM ONMMCAHKS 06 BHEKTA 3AKYMKM MOKA3ATEAEN,
TPEOOBAHUIN, YCAOBHBIX OOO3HAYEHNM U TEPMUHOAOT UM, KACAOLLIMXCS TEXHUYECKUX
XAPAKTEPUCTUK, YHKLNOHAABbHBIX XAPAKTEPUCTVK (MOTPEOUTEABCKNX CBONCTB) TOBAPAJ,
PABOTHI, YCAYTY N KAYECTBEHHbBIX XAPAKTEPUCTUK OOBbEKTA 3AKY MKW, KOTOPbIE
NPEAYCMOTPEHbI TEXHNYECKUMU PEFACMEHTAMMU, MPUHSTHIMU B COOTBETCTBUN C
30KOHOAQTEALCTBOM Poccuincikon Pepepalmm O TEXHNYECKOM PEryANPOBAHUM,
AOKYMEHTAMM, PA3PABATEIBAEMbIMU U MPVMEHSIEMBIMU B HALWMOHOABHOM CUCTEME
CTAOHACQPTU3ALMN, MPUHSITBIMU B COOTBETCTBUM C 3AKOHOAOTEABCTBOM POCCUINCKON
Pepepaumm 0 CTAOHACPTUIALMN, UHBIX TPEOOBAHNA, CBSI3AHHBIX C ONPEAEAEHNEM
COOTBETCTBMSI MOCTABASIEMOrO TOBAPA, BLINOAHSIEMOM PABOTHI, OKA3bIBAEMOM YCAYTU
MNOTPEBHOCTSIM 30KA34YMKA. ECAM 30KA3YMKOM MPU COCTABAEHM ONMUCAHUS OO BbEKTA
3AKYMKN HE NCMOABb3YHOTCS YCTAHOBAEHHBIE B COOTBETCTBUM C 30KOHOAOTEAbCTBOM
Poccuinckon Qepepaumm O TEXHNYECKOM PEryAUPOBAHNM, 3AKOHOAOTEABCTBOM
Poccuinckomn Qepepaumm O CTAOHAQPTU3ALMM NOKAIATEAU, TPEOOBAHMSI, YCAOBHbIE
0B O03HAYEHUS | TEPMUHOAOTUSI, B AOKYMEHTALIMM O 3AKYTKE AOAYKHO COAEPIKATHCS]
OBOCHOBAHME HEOBXOANMMOCTU UCMOAB3OBAHMS APYIMX MOKA3ATEAEN, TOEeOOBAHNN,
YCAOBHbIX OB03HAYEHUIN U TEPMUHOAOT N,

B cuAy 4yacTtn 2 ctatbm 33 3OKOHA O KOHTPAKTHOM CUCTEME AOKYMEHTALMS O 3AKYMKE B
COOTBETCTBUM C TPEOOBAHNSIMUN, YKA3AHHBIMM B YOCTU 1 cTaTbU 33 3AKOHA O
KOHTPAKTHOM CUCTEME, AOAKHO COAEPXKATb MOKA3ATEAM, MO3BOASIOLLME ONPEAEANTD
COOTBETCTBME 3AKYNAEMbIX TOBAPA, PABOTHI, YCAYT YCTAHOBAEHHBIM 30KA34MKOM
TPebOoBAHUSIM. [1PK STOM YKA3bIBAKTCS MAKCUMAAbHBIE U (MAN) MUHUMOAbHBIE 3HAYEHMS]
TOKMX MOKA3ATEAEN, A TAKXKE 3HAYEHMS] MOKAIATEAEN, KOTOPBIE HE MOIYT M3MEHSITLCSI,

COrAQCHO M3BELLEHMIO 1 AOKYMEHTALUMM 06 AyKUMOHE OBBEKTOM 3AKYMKM SIBASIETCS]
«[IOCTABKA PeAreHToB AAS BUOXMMNYECKOTrO OBTOMATUYECKOrO AHAAM3ATOPA SPBA XL-
100».

3AKA3UYNK B TEXHUYECKOM 3AACHUMN AOKYMEHTALMM 06 AYKLMOHE YCTAHOBUA TpeboBaHME
O MOCTABKE KOHKPETHBIX PEAreHTOB COBMECTUMbIX YKA3AHHBIM OHAAU3ATOPOM: ...

PASAEA 4.2

ONMNCAHUE OBBbEKTA 3AKYNKWN (TEXHWYECKOE 3A AAHUE)

HA pedareHTbl AAS GNOXMMUYECKOro ABTOMATUYECKOro aHaAnsaTtopa SPBA XL-100

HonmeHoBaHMe  TOBAPHbIN PYHKLMOHAABHbBIE XAPAKTEPUCTNKN EA. Kon-
Ne (NnoTpedbutenbckme CBONCTBA), '
N3M. BO
TOBAPA 3HAK KQYECTBEHHbIE XOPAKTEPUCTUKN TOBAPA
n/n
1 2 4 5 6 7

BuAanpvbumH obLumm CructemHbii PeareHr.



ANO30OMETOA.

PacoBka: PeareHT 1 He meHee 6x44 MA,
PeareHT 2 He meHee 3x22 mA. CocTaB
PEAreHTOB:

1 BUAVDY6UH OBLLIMIA ) Pearent 1 HCI > 58,8 MMOAbL/A,
CYAbOAHMAOBAST KUCAOTA> 28.87 MMOAbB/A,
LleTpumma = 68.6 MMOAb/A. PeareHT 2 HUtput
HaTpUs2 2,90 MMOAb/A. AMIHEMHOCTb: HE
MeHee 23 MIr /AN (389,85 MKMOAbB/A).
YyBCTBUTEABHOCTL: HE Boaee 0,08 Mr/an
(1.36 MKMOAB/A). YNOKOBKW/ PEQrEeHTOB
LUTPUX-KOANPOBAHHbBIE B EMKOCTSIX
COBMECTMMbIX C AHOAM3ATOPAOMK ERBA XL.
BuanpybuH npsimont CUCTeMHbIN PeareHT.

yrnak 8

AMCA30OMETOA..

dacorka: PeareHT 1 He MeHee 6x44 MA,
PeareHT 2 He meHee 3x22 MA. CoCcTaB
peareHTos: PeareHt 1 HCI > 23,0 MMOAb/A,
CYAbDAHMAOBAS KUCAOTA = 28.87 MMOAb/A,
PeareHT 2 HUTPUT HOTPUS = 2,9 MMOAb/A.

2 BuanpybuH npsimown - AVHEMAHOCTD:! ynak 6

He menee 23 Mr /an (389,85 MKMOAB/A).
HyBCTBUTEABHOCTb:

He 6onee- 0,18 mr/an (3,05 MKMOAB/A).
YNAKOBKU PEArEHTOBR LUTPUX-KOANPOBAHHbIE
B EMKOCTSIX COBMECTUMbIX C
aHaAnsaTopamm ERBA XL.

AAT /TTIT Cucrtemubin PeareHr.

IFCC meToA, 6€3 NMPUAOKCOAb-5-OOCHATA.

dacoeka: PeareHT 1 He MeHee 6x44 MA,
PeareHT He meHee 2 3x22 MA. CoCcTaB
peareHtos PEAMEHT 1 Tpuc 6ydep (pH 7.5)
> 137,5 MMOAB/A, L - AAGHVH = 709 MMOAbB/A,
3 ANT/TTIT = AAM>2000E/A, R2-CAPSO2 20 MMOAb/A, 2- YTIAK S
OkcoraytapaT =2 85 MMoAb/A, HAAH> 1,05
MMOAb/A. AMHEMHOCTb: HE MeHee 360 E/A (5,1
MKKQT/A). HOKHUA MPeAEA ONPEAEAEHUST: He
6onee 44 E/A (0,075 MKKAT/A). YNOKOBKMN
PEAreHTOB LUTPUX-KOANPOBAHHBIE B
EMKOCTSIX COBMECTUMbIX C OHAAMN3ATOPAMM
ERBA XL.
ACT/ TOT CUCTEMHbBIN PEAreHT.



4

6

ACT/TOT

AMUAQ3Q

ObLwmnm Benok

IFCC meToa, 6€3 NMpMAOKCAAb-5-OOoCchHATA.

dacoska: PeareHTt 1 He meHee 6x44 MA,
PeareHt 2 He meHee 3x22 MA. CocTaB
peareHtos: PEATEHT 1 Tpuc 6ydpep (pH 7.5)
> 110 MMOAB/A, L - AcnapTtaT =340 MMOAb/A,ynOK 5
AAI= 4000 E/A, MA'= 750 E/A, R 2 - CAPSO>
20 MMOAbB/A, 2-OKCOrAyTApPAT= 85 MMOAB/A,
HAAH > 1,05 MmMoAb/A. AMHEMHOCTb He
MeHee 390 E/A (5,1 MKKAT/A), HMYKHUIA
npeAen onpeaeneHns He bonee 3,84 E/A
(0,064 MKKAT/A). YNAKOBKM PEArEHTOB LUTPUX-
KOAVPOBAHHBIE B EMKOCTSIX COBMECTUMbIX C
aHaAnsaTopamm ERBA XL.

AMUAC3a CnCcTeMHbIM PeareHr.

CNP- G 3 MeToA.

QPacoeka: PeareHT 1 He MeHee 5x22 MA.

Cocrtas pearenta: MES 6ydpep 250 MMOAbL/A,
Kanbumst xanopuna 23,81 MMOAb/A, HaTpus

xAopuA 2300 MMOAb/A, KOAMST TMOUMOHOA =

450 MMOAb/A, 2-XAOP-4-HNTPOD EHNA-
MOABTOTPUO3NA 20.91 MMOAB/A, A3VA ynak 10
HaTPWS 213,85 MMOAB/A. AVIHEMHOCTbL He

MeHee 1500 E/A (25 MKKaT/A),

Hu>KH1IM npeaen onpeaeneHst He 6onee
10,8 E/A.

YNAKOBKM PEAreHTOB LUTPUX-KOANPOBOHHBIE
B EMKOCTSIX COBMECTUMbIX C
aHaAmsaTtopamm ERBA XL.

Ob6wmm 6enok CuctemHbit Pearenr.

buypeToBbli MeTOA

Pacoeka: PeareHTt 1 He meHee 10x44 MA.
CocTae peareHTos:PeareHT 1

Mean Il cyAb®AT 212 MMOAbL/A, KaAMIM-
HATPWUW TOPTEAT 231,9 MMOAbB/A, yrok 3

Kaans noama=30,1 MMOAb/A, HaTpus
MMAPOOKUCH 20.6MOAb/A. AVIHEMHOCTb: HE
MeHee 15 r/an (150 r/A), HyBCTBUTEABHOCTD:
HuykHMA npeaen onpeaeneHmnst 20,37 r/An
(3.7 1/A). YNIOKOBKM PEArEHTOB LUTPMUX-
KOAMPOBAHHbBIE B EMKOCTSIX COBMECTUMbIX C
aHaAmsatopamm ERBA XL.

MoyeBrHa CUCTEMHbBIN PeareHT

MeToa Ypeasza-TAAl.
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Mo4eBnHa

KpeaTnHuH

[ammalT

dacoBka: PeareHT 1 He meHee 5x44 MA,
PeareHTt 2 He meHee 5x11 mA. CocTaB
peareHtos PEAMEHT 1 Tpuc 6ydep pH 8.0 2
100 mmoAnb/A, Ypeaza> 10 KE/MA, TAAT> 3.8
KE/MA, 2- keTorAyTapaT 5.49 MMOAb/A,
PEAIMEHT 2 HAAH 1.66 MmOoAb/A. AMUHEVHOCTD:
He meHee 300 Mr/AA (49,8 MMOAB/A)
(Mo4eBUnHA), Ao 140 mr/an (23,24 MMOAbL/A)
(A30T MOYEBUWHDBI). HYBCTBUTEABHOCTD:
HUKHUIM NpEeAEN ONPEAENEHMSI HE MEHEE
11.5 Mr/AA.

YNAKOBKN PEArEHTOB LUTPUX-KOANPOBAHHbIE
B EMKOCTSIX COBMECTUMbIX C
aHaAnsaTopamm ERBA XL.

KpeaTnHnH CrCTeMHbIV PeareHr.
MeTop Sode, 6es3 AenpoTENHU3ALUN.

dacoska: PeareHt He meHee 1 5x44 MmA,
PeareHTt 2 He meHee 5x11 MA. CocTaB
peareHToB: PeareHT 1 HaTtpus

TMAPOOKNCH> 240 MMOAbB/A. .PeareHt
2 MMMKPUMHOBAST KUCAOTA 226 MMOAbB/A.
AMHENHOCTb He MeHee 18 Mmr/an (1590
MKMOAb/A), HYBCTBUTEABHOCTb: HMYKHNI
npeaen onpeaeneHns He 6oaee 0,08 Mr/an
(6.8 MKMOAB/A). YNOKOBKW/ PEArEHTOB LUTPUX-
KOAVPOBAHHBIE B EMKOCTSIX COBMECTUMbIX C
aHaAnsaTopamm ERBA XL.

Ffamma I'T (Q-TAYTOMUATPAHCHEPA3A)
CuctemMHbl PeareHr.

®acoBka: PeareHT 1 He MeHee 2x44 MA,
PeareHT 2 He meHee 2x11 MA.

CocTtaoB peareHTor: PEATEHT 1 TPUC Bydpep
(PH - 8.25) 2125 MMOAb /A, T AMLUUATAULINH
>125 MMOAb /A, PEATEHT 2 L-g-TAFOTAMMUA-3-
KapboKcn-4-HUTPOAHUAKA 220 MMOAB /A.
AMHENHOCTb: He MeHee 500 E/A (8,5 MKKAT/A),
YyBCTBUTEABHOCTb: HE Bonee 1,68 E/A (0,03
MKKQT/A). YNOKOBKM PEeAreHTOB LUTPUX-
KOAMPOBAHHbBIE B EMKOCTSIX COBMECTUMbIX C
aHaAmsaTtopamm ERBA XL.
AakrtaTaernaporeHasa (AAl-M)
CuncTeMHbIN PeareHT.

KnHETNYECKNIN METOA,.

Pacoeka: PeareHT 1 He MeHee 2x44 MA,

ynak 10

ynak 10

ynoK 2



PeareHT 2 He meHee 2x11 MA. CoCTaOB:

10 NAT-T - PeareHt 1: QocpaTHbit Bydpep (pH-7.5)>  Hab 2
100 MMOAB/A, TnMpyBAT= 2 MMOAb/A, PeareHt
2 -HAAH = 1.66 MMOAb/A. AMHEMHOCTb HE
MeHee 1200 E/A (20 MKKAT/A),
YyBCTBUTEABHOCTL: HE Bonee 43.8 E/A (0,75
MKKQT/A). YNOKOBKM PEArEeHTOB LUTPUX-
KOAMPOBAHHDBIE B EMKOCTSIX COBMECTUMBbIX C
aHoAmsaTtopamm ERBA XL.

['Atoko3a CrcTemMHbll PearenT.
Metoa GOD-POD.

PacoBka: PeareHT 1 He MmeHee 10x44 MA.
CocTtae peareHTos: PochaTHbIV Bydep =
100 MMOABL/A, TAKOKO30OKCMAQ3A = 25 E/A,
MNeporkcnaasa = 2 E/A, DeHoA> 5 MMOAb/A, 4
— OMUHOQHTUMMPWH 2 0.5 MMOAb/A.

11 [AKOKO3Q - . HOO 2
/AVIHEHOCTb:

He meHee 450 (Mr/an) (25 MMOAB/A),
HyBCTBUTEABHOCTb:

He Bonee 2,34 (mr/an) (0,1 MMOAB/A).
YNAKOBKM PEAreHTOB LUTPUX-KOANPOBAHHbIE
B EMKOCTSIX COBMECTUMBbIX C
aHaAmsaTtopamm ERBA XL. .

ATBI1 XoAecTepuH — npsiMont CUCTEMHbBIV
PEeqareHT.

NMMYyHOUHIIMBMpOoBAHME.,

®acoska: PeareHT 1 He meHee 4x30 MA,
PeareHT 2 He meHee 4x10 ma. CocToB
PEAreHToB:

Pearent 1 MES 6yoep (pH 6.5) > 6.5
MMOAb/A, N, N-Brc(4-cyAbdOBYyTUA)-3-
METUAQHUAMH) =3 MMOAb/A,

12 ATBI XonecTepnH - MNOAVBUHUACYAbOOHOBAST KUCAOTO> 50 mr, Hab 16
20UpP MNOANSTUAEH-TANKOAB-METUA 230 MA/A,
MQCly > 2 MMOAb/A,. PeareHt 2 MES Bydep

(PH 6.5) 250 MMOAB/A, XOAECTEPUHBCTEPA3A
(X3) 25 KE/A, XonecTtepumHokenaasa (XO)
>20 KE/A, Nepokenaasa (MOA) =25 KE/A, 4-
AMUHOAHTUMNPUH(4-AA) 20.9 T/A, AETEPTEHT
>0.5 %. AManasoH AMHEMHOCTU He Boaee 1.9
(0,027 MMOAb/A) B CbIBOPOTKE. Y NAKOBKM
PEAreHTOB LUTPUX-KOANPOBAHHBIE B
EMKOCTSIX COBMECTUMbIX C AHOAM3ATOPAMM
ERBA XL.

AIMHIM XoanecTtenH — nosimont CUCTEMHbBIN



13 AINHIT XoAaecTepuH

Kaamnbpatop
14 ANBIM/AMHM
XOAECTEPUHA

15 AHTUcTpentoAmanH O

16 ACA Kanmbpartop

PeareHr.

dPacoeka: PeareHT 1 He MmeHee 2x30 MA,
PeareHT 2 He meHee 2x10 MA. CocTaB
pearentos PEAFEHT 1T MES 6ydep (pH 6.5) >
50 MMOAB/A, TTOAMBUHNACY AbDOHUAOBQAS
KMCAOTA= 50 Mr/A,

NOANSTUAEHT AMKOABMETUAOBBIV 3PUP
>30MA/A, , AeTepreHTt DATA, 4-
AMUHOAHTUMMPWHS 0.9 T/A,
XonectepuHacTepasa= 5 KE/A, Hao 30
XOAECTEPUHOKCMAO30= 20 KE/I,
Nepokcnaaza (MOA) >5 kE/A.
PEATEHT 2. MES 6ydep (pH 6.5) =50
MMOAb/A, AeTepreHT, TODB N ,N-buc (4-
CYAbPOBYTUA)-3-METUACHUAMH) =3 MMOAB/A,
SATA. AMANA30OH AHEVHOCTW He Boaee OT
2.6 AO He MeHee 263 mr/An (0,068 - 6,84
MMOAb/A) B CbIBOPOTKE. YNAKOBKM
PEAreHTOB LUTPUX-KOANPOBAHHBIE B
EMKOCTSIX COBMECTUMbIX C OHOAMN3ATOPAMM

ERBA XL.
AMBI/ ANBI/ANHIT XonecTepuH

KaAMBpaTop
HOO 2
dacoeka: PeareHt 1 (kaAmMbpaTop) He
MeHee 2X 1 MA.
AHTUCTPENTOAM3NH O (ACO) CUCTEMHDBIV
PEeAreHT, TYPBUANMETPUYECKNN,

CoctaB: PeareHt 1 (PochaTHbI Bydep pH
7.43, TTOAMSTUAEHTAVKOAD 240 /A, A3nA
HaTpws> 0.09%). PeareHT 2 (I AMLMHOBbIN
Bydep pH 8.2 NOAMCTUPOAbHBIE AOTEKCHbIE
4ACTWLbI, MOKPbLITbIE CTPENTOAUNINHOM O
0.17% . Azna HaTpus2 0.09%). AMHEMHOCTb
6e3 paspepeHus:: He meHee 480 IU/mi;
HarMeHbLLn OBHOPY>KMBAEMBIV YPOBEHD
COCTOBASIET He Boaee 7.2 IU/ml; Pacorka:
PeareHTt 1 He MmeHee 2x40 MA, PedreHT 2 He
MeHee 2x10 MA; YNAKOBKM peAreHTOB LUTPUX-
KOAMPOBAHHbBIE B EMKOCTSIX COBMECTUMbIX C
aHaAmsaTtopamm ERBA XL.

ACO Kaanbpatop

ynak 1

Kaambpartop AAS NPSIMOro

KOAMYECTBEHHOIO OMNPEAENEHS ynoK 1
AHTUCTPENTOAMINHA, NCTMOAbIYETCS C

HOBOPOM PeAreHToB AHTUCTPENTOAUINH .

Pacoeka He MeHee1x 1 MA.

ACO KoHTpoAb



17 ACA KOHTpOAb

18 C-peaKTnBHbIN BEAOK

19  UPBE Kaambpatop

LIPB KOHTpOAb

20 y
BbICOKWM

C-peakTnBHbI BEAOK,
21 KOHTpOAb, 3 YPOBHS
(HW13knn)

HeHacbIWweHHOs
22 >KEeNe30CBSI3bIBAKOLLASI
CrnocobHOCTb

Habop KOHTPOABHOrO MATEPUAAQ AASI
MNPSIMOro KOAMYECTBEHHOIO ONPEAEAEHUS]
AHTUCTPENTOAUINHA, NCMOAbIYETCS C
HOBOPOM PEeAreHToB AHTUCTPENMTOAUINH .
PacoBKA He MeHee 1X 1 MA.
C-peaktmBHbit 6enok (LUPE) CuctemHbin
PEeAreHT, TYPBUANMETPUYECKNI,

CocTtaB: PeareHt 1 (PochaTHbI Bydep pH
7.43, [TOAMSTUAEHTAMKOAB= 40 /A, A3UA,
HaTpws 20.09%). PeareHT 2 (PocdaTHbIN
6ydep pH 7.43, CTepuAbHAS OYMLLIEHHAS OT
AVMNAOB KO3b$ ChIBOPOTKA NPOTUB

ynak 1

yenoBeveckoro CPb , Asna Hatpua= 0.09%). ynox 2

AMHENHOCTb 6€e3 paseeaeHUs:: He meHee 840
Mr/A; HOMMEHb LU OBHAPY>KMBAEMBIM
ypoBeHb C-peaKTMBHOro 6eAKa COCTABASIET
He B6onee 5 mr/A; Pacoska: PeareHT 1 He
mMeHee 2x40 MA, PeareHT 2 He meHee 2x10
MA; YNAKOBKN PEArEHTOR LUTPWX-
KOAMPOBAHHBIE B EMKOCTSIX COBMECTUMbIX C

aHaAmnsaTopamm ERBA XL.

LIPE KaAnb6paTop BbICOKIN

CTOHAODT AN NPOSIMOTO KOAMHECTBEHHOIO  ynak 2

onpeaeneHns C-peakTMBHoro 6eaka.
Dacorka He MmeHee Tx1 MA.

LIPE KOHTPOAb BbICOKIIA

KOHTPOAb AAS MPSIMOTO KOAMYECTBEHHOTO
onpeaeneHns C-peakTMBHOro 6eAka B
NMOTOAOTMYECKOM AMAMNA30OHE 3HAYEHUIA,
dacoBKka He MeHee 1x1 MA.
C-peaKTVBHbI BEAOK KOHTPOAb

KOHTPOAb AAS MPSIMOrO KOANYECTBEHHOIO
onpeaeneHns C-peakTMBHOro 6eAka B
HOPMQOABHOM ANAMA30HE 3HAYEHNI.
Pacoska He MeHee T1x1 MA.
HeHacCbILLEHHAs YKEAE30CB S13bIBAIOLLAS
CcnocobHOCTb CUCTEMHbIV PEArEHT

CocTtaB: Pearent 1 (Tpuc 6ydpep pH 8.45 >
0.2 MOAB/A, TMAPOKCUAOMUH FTNAPOXAOPUA =
100 MMOoAb/A, CyAbOAT OMMOHUS Xkenesda 8.4
MKMOAb/A), PearenT 2 (Peppo3nH = 3
MMOAb/A,), PeareHTt 3 OKene3o - 89.5

ynak 2

ynak 2

MKMOAb/A); AMHENHOCTb 6E3 PA3BEAEHMSI: Heynak 2

Bonee 150 MKMOAb/A; HaMMeHbLUnM
OBHAPY>KMBAEMbIN YPOBEHb COCTABASIET HE
Bonee 2,19 MKkMoAb/A; Pacorka: PeareHT 1
HE MeHee 4x25 MA, PeareHT 2 He meHee



2x12.5 MA, PeareHT 3 CTOHAQPT HE MeHee
2X2 MA; YNOKOBKW PEQrEHTOB LUTPWX-
KOAMPOBAHHDBIE B EMKOCTSIX COBMECTUMBbIX C
aHaAmsaTtopamm ERBA XL.

Xenezo CUCTEMHbIV PEAreHT, C
DEPPO3NHOM.

Cocrtae: PeareHT 1 (AueTtaTtHbin Bydep pH
4,8 2122 MMOAb/A, TMAPOKCUAGMUH
FMAPOXAOPUA = 220 MMOAb/A), PeareHt 2
(Peppo3nH = 3 MMOAb/A, TMAPOKCUACOMIH
FMAPOXAOPUA = 220 MMOAbL/A), PeareHt 3
(OKeneso — 89.5 MKMOAb/A); AMHENMHOCTb 6Ee3

23 Kensso ) pPa3BeAEHUS: He MeHee 160 MKMOAb/A; ynak 3

HarMeHbLLn OBHOPY>KMBAEMBIN YPOBEHD
Xenesa coctaeasieT 0,7 MKMOAb/A;
QPacoeka: PeareHT 1 He MeHee 4x25 MA,
PeareHT 2 He meHee 2x12.5 MA, PeareHT 3
CTOHAQPT HE MEHEE 2X2 MA; YTIAKOBKM
PEAreHTOB LUTPUX-KOANPOBAHHbIE B
EMKOCTSIX COBMECTUMbIX C AHOAM3ATOPAMM
ERBA XL.

XXeneso Kaambpatop

Habop CTAHAQPTOB AAST KOAMBPOBKM
24 KanmbpaTop »keaesa - Xenesa UMMyHOTYpBUMANMETPUNYECKNM ynak 2
METOAOM.

PacoBKka: He MeHee 5x1 MA
KpeaTtnHkmHaza KK-MB  CrctemHbin
PeareHr.

MeTtoa VIMMYHOMHIMOUPOBAHKE.

dacoBka: PeareHT 1 He meHee 2x44 MA,
PeareHT 2 He meHee 2x11 MA. CocTa
peareHtos: PEAITEHT T MnAQ30AbHBIN
byodep., pH 6.1 125 mmonb/A, HAAD > 2.4
MMOAb/A, [AKOKO3a = 25 MMOAb/A, MarH1m
auetar=> 12,5 MMoAb/A, N-aueTUA-L-uncTenH
> 25 MMOAb/A, AHTUTEAQ K KK-M
(MHrMbupytoLwast cnocobHOCTb HE MeHee
2000 E/A KK-M), F'ekcokunHaza (FK)= 6.8 E/MA,
-6-O-A'> 8.8 E/A. PEATEHT 2 AA® 15.2
MMOAb/A, KpeaTnH®ochaT = 250 MMOABL/A,
AnaaeHosyH O-5-O > 103 mkmonb/A, AMO >
25 MMOAb/A AMHENHOCTL: HE MeHee 1200 E/A
(20 MKKQAT/A). HyBCTBUTEABHOCTbL: HE BoAee
7.1 E/A (0,12 MKKQT/A). YNAKOBKM PEArEHTOB
LUTPUX-KOANPOBAHHbIE B EMKOCTSIX
COBMECTMMbIX C AHOAM3ATOPAOMU ERBA XL. .

Moueras kncAnota CuctemMHblt PeareHr.

25 KK-MB - ynok 3



26 Mo4yeBast KWCAOTA

[P OMbIBOYHbIN
27 PACTBOP AASI
MPOTOYHOW KIOBETDI

KioeTbl (MAQCTUKOBbBIN

28
POTOP C KIOBETAMMW)

20 Yawweukn ans

obpa3LoB
30 Hopma
31 [NaTonorus

32 MyAbTUKOAMBPATOP

MeToa Ypukasa - TNOA.

dacorka: PeareHT 1 He meHee 10x44 MA.

Coctap peareHToB Pipes bydep pH 7.0 =50
MMOAb/A, 4 — AMUHOQHTUMMNPKH = 0.31

MMOAb/A, AXDC > 0,5 MMOAB/A, YpuKkaza > YNAK 2
0.32 E/mA, lNepokecmnaasa > 1 E/MA.

AVIHEMHOCTb: HE MeHee 25 Mr/an (1475

MKMOAbB/A). HWOKHMI NpeAEen OnpeAEeAeHs —

He Bonee 0,49 mr/an (29,46 MKMOAB/A).

YNAKOBKN PEArEHTOBR LUTPUX-KOANPOBAHHbIE

B EMKOCTSIX COBMECTUMbIX C

OHOAI/BOTO amMm ERBA XL. .
DOMBIBOYHBIV PACTBOP AAS MPOOTOYHOM

KIOBETDI

PeareHT AAS MPOMbBIBKM CUCTEMDI ynax 40

BUOXMMNYECKOT O AHAAM3ATOPA. PACOBKA
He meHee 4x100 MA.

KioBeTbl (POTOP PEAKUMNOHHBIN C KKOBETAMM
He meHee 120 g4eek), He meHee 10 WT. B yNak
MaTtepumnan nanactmk. CoBMeECTVM C
aHaAmsaTtopom ERBA XL (100).

Yaweukn ang obpasuos

ynak 5

®acoska He MeHee 1000 wt. CoBMeCTMbI C ynak 10
BNOXMMUYECKMMN OHOAUIATOPOMU CEPUN

ERBA XL. O6beM He Boaee 3 MA.

KoHTpoAb Hopma

KOHTPOABHQASI ChIBOPOTKA AAST KOHTPOASI
KO4eCTBA BUNOXMMMNYECKMX QHAANIOB B
OBAACTV HOPMOABbHbBIX 3HOYEHNI, Ha6 10

dPacoeka: PeareHT 1 (CbIBOPOTKA) HE MEHee
4x5 mA. Pazbasutenb obbem He meHee 20
MA.

KoHTpOAb [laToAorus

KOHTPOABbHAS ChIBOPOTKA AAST KOHTPOAS
KayecTBa BMOXMMMYECKMX AHOANIOB B
OBAACTU NATOAOrMYECKMX 3HAYEHNI, Ha6 10

dacoeka: PeareHT 1 (CbIBOPOTKA) HE MeHee
4x5 MA.  Pasbaeutenb obbem He meHee 20
MA.

MyAbTUKOAMBPOTOP SPBA

Qacoska: PeareHT 1 (MyAbTUKAANBPATOPR)

He MeHee 4x3 MA. 13roTOBAEH HO OCHOBE
HOPMAOAbHOM CbIBOPOTKN AOHOPOB, HOB6 8
TECTUPOBAHHOM HO OTCYTCTBME AHTUTEA K



BUPYCY MMMYHOAEDUMUMTA YeroBeKka (BAY), K
BUPYCY renatmta C m K MOBEPXHOCTHOMY
QHTUIEHY BMPYCA renatmnTta B

...» (UMTATbI U3 TEXHNYECKOT O 3AAAHUST AOKYMEHTALMM 06 AyKLMOHE).
Ha 3aceaaHnn Kommccum NnpeACTaBUTEAM 3AKA3YMKA MOSICHUAM CAEAYIOLLEE:

«,..B TeXHMyecKom 3aAQHNM HO peAreHTbl AAST BUOXMMMNYECKOrO ABTOMATUYECKOIO
aHoAM3aTopa SPBA XL-100, KOTOPbIN MMEETCS1 Y AE4EOHOIO YUPENKAEHMS. AQHHbIN
ANMAPAT HAXOAMTCS HA FTAPOHTUMHOM CPOKE OB CAYMKUBAHMST M KOHKPETHO NOA HETO
3AKYMAKOTCS PACXOAHBIE MATEPUAADBI. XOPOLLO M3BECTHO, YTO HA PbIHKE
AVNATHOCTUYECKUX PErEHTOB B POCCUM MPEACTABAEHBI KAK MUHUMYM HECKOABLKO
NPON3BOAUTEAEN MOCTABASIOLLMX PEeAreHTbl CO LUTPUX — KOAAMU, HanpumMmep Mindray,
Diosistems, Erba 1 T.A. HaAM4Me WITpmx — KOAQ HE BCErAQ rOBOPUT O 3AKPbITOCTH
CUCTEMbI, TOK KAK OHAAM3ATOP PACMO3HAET LUTPUX — KOABI PA3HbBIX MOON3BOAUTEAEN.
BMecTe C TeM, peareHTbl ARYrX MPOM3BOANTEAEN, MCMIOAb3YEMbBIX HO BUOXMUNYECKOM
ABTOMATUYECKOM AHAAM3ATOPE SPBA XL-100 HE AQIOT TOYHOIO PE3YALTATA MNP
NCCAEAOBOHUM NALMEHTOB AE4EBHOr0 3aBEAEHMSL. . .» (UMTATA M3 MMCbMEHHbBIX
BO3PAMKEHNIM HO XKAAODY).

Ha 3aceapaHmne Kommccmm npeACTOBUTEAN 3AKA3YMKA B AOBOAbBI YXOAODbBI 3ASBUTEAS
NPEAOCTOBUAN AOKYMEHTbI, MOATBEPIKAQIOLLNE HAXOYKAEHNE BUOXMMNYECKOTO
OBTOMATNYECKOrO AHAAM3ATOPA SPBA XL-100 Ha BanaHce 3aKA34YMKA 1 FTAPAHTUNHOM
OB CAYXMBAHNM (MOCNOPT OBOPYAOBAHUS, CIPABKA BYXIrOATEPUM O MOCTAHOBKE HA YYET,
CEPTUDUKAT), A TAIOKE PE3YAbTATbI MPOBEAEHHBIX MCCAEAOBOHMIN HO BUOXMMINYECKOM
apToMaTnyeckom aHaamaatope IPBA XL-100 ¢ peareHTtamu «<ERBA» 1 peareHTamm
Apyrmnx npomnssoamTenert — CORMEY (MHble peareHTbl He AQIOT 100% pe3yAbTAT).

Komuccus, NpOaHAAU3MPOBABR MPEAOCTABAEHHBIE MATEPUAADBI, 3ACAYLLAB MOSICHEHMS
NPEeACTOBUTEAEN 3AKA3UYMKA, MOUXOANT K BBIBOAY, YTO AQHHBIE ASMCTBIS 3AKA3YMKA HE
MNPOTUBOPEYAT TPEOOBAHMS 3AKOHA O KOHTPAKTHOW CHUCTEME.,

Taknm O6pO3OM, AOBOAbI 3ASIBUTEAS] HE HALLAW CBOErO MOATBEPXKAEHNS,

Ha OCHOBAHU MBAOXKEHHOIO, PYKOBOACTBYSICb HOCTbIO 8 cTaTbM 106 3aKOHA O
KOHTPAKTHOM cUCTEME, AAMUHUCTPATVBHBIM PErAaMeHTOM OT 19.11.2014 Ne727/14,
Komunccus

PELLINAA:
1. Mpur3HATb >KOAOCBY 3asBUTEASI HEOOOCHOBOHHOMN.

2. MNpeKkpaTUTb AENCTBUE YBEAOMAEHMUS O MOCTYNAEHUM KAAODBI 1 MPUOCTAHOBAEHN
Toproe ot 06.12.2016 NeQ6/8926.

HacTosiee pelleHne MoXKeT H6biTb OOXKANOBAHO B Cy,A,e6HOM NMnopsiAKe B TedeHWe TpeX
MecsiueB CO AHSI ero NnPEnHSITUSI.



