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XN-L Check L3 (koutponsHas kposs XN-L

KoHTponbHas kposb yposenn L3 (Beicokuii ypoBeHb) 00beM 3 Ml juis

naGopa: TpombonnacTut (TpoMOOIIACTHH-KabLIMEBAs CMECD U3
Kpomnutibero mosra, Oygep, kOHCEpBaHTBI U CTAOUIN3ATOPHI)
cycneHsus - He meHee 10 dnakoHoB no He menee 10 M.
CrabunbHOCTL NoCne BCKPBITHS MpH Temnepatype +2...+8 C He MeHee
32 nweid, npu +18... +30 °C He menee 10 aneii. LLITpux-kon Ha
KaK/I0M (plaKoHe peareHTa COBMECTUMBIH ¢ IUHETKOI
koarysnometpos Technology Solution.

Check L3) w3 kommiexkra ABTomMatHueckuii KOHTPOJIA Ka4ecTBa NMpu UCCIe10BaHMK 0011Iero aHann3a KPoBH Ha TOO
3 aor reMaTonoruyeckni anannsatop cepum XN-L | remaronornueckix ananuzaTopax XN-350, XN-450, XN-550. (rakoH 10 619 650 «bnouMeaCepsucy
mozeseii XN-350, XN-450, XN-550 +2 +8 C
(Streck, CLLA ).
HaGop xannbparopos wis onpenenexns Martepuan, HCnonb3yeMblii 1 YCTaHOBIEHUS peepeHTHBIX 3HaueHHi
KoHueHTpaunu hubputorena ans nuHeiiku JUIA aHATIN34, NIPEAHA3HAYCHHbI U1 KONMHECTBEHHOI'O ONpeeieH!s
koarynometpos "Technology Solution” (TS-  puGpunorena (dpakropa 1) (fibrinogen (Factor I)) B knuuHueckom
4 jor exmuxzoﬂm:-xmh:muchuv no TY 21.20.23-  o6pasue. Konuaectso mn - >5 mn.@acoska: He meHee 5 dnakoHoB 1o | Habop ) 216 878
086-42349142-2020 MJ1 C pasHOH KOHUeHTpaumeii hubpuHorena. LLITpHx-koa Ha Kaxa0M TOO
(pnaxone pearerta COBMECTUMBIH C JIHHE KO KOaryyioMeTpos «BuonMenCepsuc»
Technology Solution.
HaGop kanubpatopos wis onpenenexns Habop peareHToB 1 Ipyrix CBA3aHHBIX C HUIMK MaTEPHATIOB,
KOHUEHTpAaUMH GUOpUHOTEHa N5 TUHE KN NPEAHA3HAYEHHbIH JU1A KOIHYECTBEHHOrO onpe/eienus Gpubputoresa
Kkoarynomerpos "Technology Solution" (TS- (dpaxropa 1) (fibrinogen (factor 1)) B knunnueckom 0bpasie MeToOM
DubpuHoren-kanudparop) no TY 21.20.23- ananusa obpasosanns crycrka. Cocras:Pearent 1: Tpombun (kuakuii
5 nor 086-42349142-2020 peareHt), He MeHee 10 mi - He Menee 10 dn.CrabuisHocTh noce Habop 8 1313504 TOO
BCKPBITHA MPH TemnepaType +2...+8 He meHee 30 aueii «buouMeaCepsucy
Meronuka: monuduumposannsiii meton Knaycca
LITpux-Koa Ha kaxkaoM (iakoHe peareHTa COBMECTHMBIH ¢ THHEIKOH
L ESsl koarynomerpos Technology Solution.
HaGop pearenros wis onpenenenus Habop pearentos u apyrux cBsi3aHHbIX ¢ HUMH MaTepPHAJIOB,
MPOTPOMOHHOBOrO BPEMEHH 18 THHEHKH MpEeIHa3Ha4eHHbLI /U151 KOJIMYECTBEHHOI0 ONpe/ieieHns
koarynomerpos "Technology Solution" (TS- npoTpoMbuHOBOro Bpemenn (prothrombin time (PT)) B kinHHueckom
Tpombonnacrun) no TY 21.20.23-083- obpasue, ¢ uau Ge3 CTaHIapTH3aLHH OTHOCHTENBHO MEKTYHAPOAHOTO
42349142-2020) CTaHNapTU30BAHHOTO OTHOWIEHU (international normalized ratio
(INR)) meroom ananusa oGpasosanus crycrka. Hasuauenue: Hnst
nuHeltku koarynometpor Technology Solution TpomGonnactis- TOO
6 nor KalbLHEeBbIi peareHT noukeH ObITh aTTecToBaH o MUY, Cocras Habop 8 625 824 «bnonMenCepsucy




HaGop peareuros ans onpenenenus
TPOMBHHOBOTO BPEMEHH LIS JIHHEHKH
koarynomerpos "Technology Solution" (TS-
Tpombun) no TV 21.20.23-084-42349142-

Habop pearenToB u 1pyrux cBA3aHHbIX ¢ HUMH MaTepuasnos,
NMPEAHA3HAYCHHBIN JUIS1 KONMYECTBEHHOTO ONpeeeHNs
TpoMGHHOBOrO Bpemenu (thrombin time (TT)) B knuuUuecKkoM
00pa3iie MeTon0M aHanH3a 06pa3oBaH#s crycrka.Cocras Habopa

Taor | 2020 -TpomOuH Gruakuii peareHT),He MeHee 10 mi-He menee 10 . Habop 7 425 089 TOO
CTabuiibHOCTB N0CsIe BCKPHITHS Mt Temneparype +2...+8 He MmeHee «BuonMenCepnnen
35 aneii. LLltpux-koa Ha kaxnom prakome peareHTa COBMECTHMBIH ¢
lmueiikod koaryiometpos Technology Solution.
Habop koHTposibHBIX nnasm ans nuseiiky Marepuan. ucnosnbsyempiii ans NOATBEPKAEHHA KayecTBa aHaslu3a,
Koarynomerpos "Technology Solution" (TS- NMPeAHA3HAYEHHBIH LIS UCNOJIB30BAHNUS NPH
KOHTpoab) no TV 21.20.23-091-42349142- KauecTBEHHOM W/WIH KOJTHYECTBEHHOM ONpeeeHnH OTHOTO HITK
2020 MHOKECTBA KOary.isUHOHHBIX (akTopos (coagulation factors),
NOCPENHHKOB Koarynsunu (coagulation intermediates) u/win nx
aKTHBHPOBAHHBLIX KOMIIOHEHTOB B KIMHWYecKoM o6pasie.Konnuectso
BLIMOTHACMBIX TECTOB : > 60 wTKOHTponbHas Niasma B HOPMANBHOM
W MaTOAOTHYECKOM JHana3oHe, arTecTOBaHA HE MeHee ueM 1o |13
napamerpam: - AIITB/AUTB;-ATITB/AUTB:
- NpOTpoMOHHOBOE BpeMS;
MEXKyHapOIHOE HOpMau3oBaHHoe oTHoweHne (MHO):
poTpoMOMHOBRIT Nokasarens no Keuky:
TPOMOHHOBOE Bpems; TOO
i 5w exmu::cﬂm: (MoanpuLHpoBaHHLIM MeTotom Knaycca): 14 379 554 «BuonMeaCepnuer
aHTHTPOMOHH: Habop
[Ia3MHHOTEH;
npoteun C;
daxrop VIII;
daxTop 1X:
POBEHb aHTHIeHa akTopa BuineOpanna (vWF:Ag):
POBEHbL aHTHUIeHa npoTenHa S (cBoGoanoroa).
thacopka:
l.xoHTposs H (nHodunbHO BeICy e HHas KOHTPOJIbHASA Mjia3zMma ¢
HOPMAIbHBIM AMana3oHOM 3Ha4YeHHii), Ha | M — He meHee 3 .
2.xoHTpOnb I (1modunbHO BhiCyLLICHHAS KOHTpOJIbHas 1U1a3ma ¢
MaToONOrMYECKHM IHANAa30HOM 3Ha4Y€HHil), Ha | Mi — He MeHee 3 ¢ ‘
LTprx-koa Ha kak10M (uakoHe peareHTa COBMECTHMBIH ¢ JIHHEHKOM
koarynometpos Technology Solution. e
Habop kanubpoBouHbIX nnasm mwis auneiiky Marepuan, ucrions3yemsiii ans ycrasosnenus pedepeHTHBIX
koarynomerpos "Technology Solution" (TS- 3HAYEHUIl JUTA aHaIK3a, NPEIHa3HAYEHHBIN U1 HCMONb30BAHMNS npu
: kaanbparop) no TV 21.20.23-090-42349142- | kauectBeHHoM w/wiu KOJIMYECTBEHHOM OMNpe/ieleHHH OIHOrO HITH Habop TOO
9nor 2020 I 40 665

MHOXeCTBa (hakTopoB koaryssiuum (Multiple coagulation factor),
NOCPEHUKOB KOArYNALMH W/HIM MX AKTHBMPOBAHHBIX KOMIIOHEHTOR B

KIIHHHYECKOM oDpasiie.

am:ozzgﬁevszn;




Konnuectso M : 6 (eM[3*]:"mn)

Ilnasma aTrecToBaHa Ui NOCTPOEHHS KaTHOPOBOYHBIX KPHBBIX H
NOJY4EHHs! KanHOPOBOUHbBIX 3HAYEHNIT HE MeHee YeM 1o §
napamMeTpam NpH OnpeaeNeHHH CIeayIOINX nokasarteneii:
ATITB/AYTB;

MpOTPOMOMHOBOE BpeMs;

nMpoTpoMOHHOBLIH Nokaszares no Keuky:

aHTUTPOMOUH;

1a3MHMHOTEH;

npotenn C;

YpoBeHb anTureHa (aktopa Bunnebpanna (vWF:Ag);

YPOBEHb aHTHIEHA NpoTerHa S (cBobOAHOTO).

ocrtas Habopa:

-kanuGpatop (JTHOUIEHO BhiCyIleHHan KanubpoBouHas niaima), Ha |
MIT - He MeHee 6 .

IlTpux-Kkon Ha kaxzaom ¢uiakoHe peareHTa COBMECTHMBIH ¢ TMHEHKOi
koarynometpoB Technology Solution

10 nor

HaGop pearentos juis onpeneneHus
AKTUBHPOBAHHOI'O MMAPUHATLHOTO
TPOMBOMIACTHHOBOI'O BPEMEHH JL NHHEHKK
koarynomerpon "Technology Solution" (TS-
AITTB) no TV 21.20.23-082-42349142-2020

Habop peareHTOB M APYrUX CBA3aHHBIX C HUMH

MaTepuaios, NpeaHa3sHa4ueHHbIH 115 KONHYECTBEHHOrO ONpeaeneH s
AKTHBMPOBAHHOTO YaCTHYHOTO

TPOMOONIACTHHOBOTO Bpemenu (Activated partial

thromboplastin time (APTT)) kinHrYeckoro

o0pasua nocpeacTBOM aHaln3a o0pasosanus crycrka. Cocrtas:
Peareut 1: AIITB-pearent (skuakuii pearent,

coneprKatinii Gochonumuibl. ILIATOBYIO KHCIOTY,

Oydep u ctabunuzatopsl)- He meHee 8 IAKOHOB 110

tie meHee 5 mii; Pearent 2: Kanbums xnopun (0,025 M pactsop) - He
meHee 4 duiakoHOB 1o He Mexee 10 mn

@opmar BbIMYyCKa: KHAKHE PEareHThbl, FOTOBbIE

MCIIOJIb30BAHHIO MOCHE BCKPBITHSL.

CTabuIbHOCTL NMocie BCKPLITHA [IpK TeMnepatype +2..+8 C  He
meHee 35 nuel, npu +18... +30 °C He menee 7 mHeit.
LlTpux-koa Ha Kax10oM (iakoHe peareHTa COBMECTHMBI ¢ JIMHeH KO
koaryiometpos Technology.

Habop

TOO
«bnonMenCepsucy

11 sor

Ipombisoanstit pacteop no TV 21.20.23-001-
34065548-2019, apuaHT HCMOTHEHUS:
[Mpomuisoublii pacteop Nel, Komnnexratms
Ned (1,3% pactsop runoxnopuaa vatpus), 50
Ml = BO (p1akoHe.

KoHUueHTpHpOBaHHEI MPOMBLIBAIOLIMIT ITH OUHIIAIOIIKIT paCTBOP,
NpeHa3Ha4YeHHbI 118 UCIO/IL30BAHNA KaK pacXo/IHblii MaTepual Ha
60pTy aBTOMATHYECKUX WM MOIYABTOMaTHYECKUX NIPUGOPOR,
KOTOPLIH UCMIONIB3YIOTCA B MPOLIECCE MOANOTOBKH, OKpAILnBAHKS
H/WIIH aHANTH3a KITMHUYeCKHX 1labopaTopHeIX 00pa3ios.

HaszHauenue: [lng avanusaropos Technology Solution.

Obbem pearenta: 300 - 500 (em[3*];"ma) . Cocras: 1.3%
FHIIOXJI0pHA HaTpus He Menee 50 ma Bo Gnakore. [IPOMBIBOYHBIH
pacTBOp NOCTABJIAETCS B FOTOBOII K MCNO/b30BAHMIO opMme.

XpaHeHHe pacTBOpa J0DKHO NPOBOIMTCS MPH TEMIEPATYpE B

yNakoBKa

1747971

TOO
«bnouMeaCepsucy




nuanasone He yxe +2....+35 C. CrabunbHOCTD MOCE BCKPBITHS ITPHU
temneparype +2...+35C He menee 10 nHeit.

12 nor

K2, KioBera oaHopa3oBas U1l KOAryJloMeTpoB
"Technology Solution 60,190.400": K2 (700
mka) - 1000 . B ynakoBke.

Karanoxusiii Homep: K2.

Obvem: = 700 mx. :

O61uas BeicoTa KioBeThl - 30.06 MM

JlnameTp nocanovHoii yactu kroBeTsl — 10,00 MM
BHewHuii auameTp aHa KroBeThl - 7,70 MM

JlnaMeTp H3MEPHUTENLHON 4acTH KIOBETHI - 7,75 MM

Panunyc BeitecHuTens - 1.6 Mm

Hannumne ToBapHOro 3HaKa Ha KIOBETe.

CosmectuMocTh ¢ Koaryiomerpom  Technology Solution
CoBMECTHMOCTDb A0JIHA ObITH MOATBEPIKACHA
Co00TBETCTBYIOUIHMH TOKYMEHTAMH (pPErHcTpalluoHHOE
YI0CTOBEPEHHE, MHCHMO MPOM3BONTENA KoaryioMerpa n1ubo ero
4BTOPU30BAHHOTO NpeCTABUTENS ), TaK Kak koarynometp Technology
Solution 60 HaxoauTCs Ha rapaHTUITHOM ODCITYKHBaHHH.

60/190.

yhnakoBka

28

3 449 600

TOO
«buonMeaCepBuc»

13 nor

PMOMK —rect , hnakonHslii BapuaHT Ha 200
onpeaeneHui

Habop peareHToB Uist onpeieieHus pacTBOPUMBbIX GHOPHH-
MOHOMEPHbIX KOMILIEKCOB B rnasme kposu POMK-tect, nakonmstit
BapHaHT- Ha 200 onpenenennii @upma "TEXHOJIOT US-
CTAHJAPT" Poccus/

ynakoBka

147 600

150 00

TOO
«bnouMenCepsuce»

TOO «AJIBAHC»

14 nor

d-Jlarekc-BUTAJI

Habop pearenToB i1 onpeneneHus peBMaToOHIHOrO GakTopa B
CBIBOPOTKE KPOBU METOIOM JlaTeKC-arrIiOTHHALUH
«P®-Jlarexc-BUTAIl»

Habop

17025

TOO
«buonMenCepsuc»

15 nor

ACJI(O)-Jlatekc-BUTAJI

Habop pearenros ans onpenesnerus aHtuerpentonnzuua (O) B
CLIBOPOTKE KPOBH METONOM Jiatekc-arrmoTuHannu (ACJI(O)-Jlatekc-
BUTAI)

Habop

20 180

TOO
«buonMeaCepaucy»

16 nov

PEBMATOWJIHBIA ®AKTOP u3 kommuiekta
Anann3atop OHOXHMHYECKH -
TypOuaumerpuuecknii BA400
4x60mn+4x15mn t+2 +8 C (BioSystems S.A.,
Biosystems S.A. (Mcnanus)) (BioSystems
S.A., UCITAHUA)

PEBMATOM/IHbIA ®AKTOP Habop OMOXHMHYECKHUX peareHToB U3
KOMIIeKTa AHaTU3aTop OHOXUMHHYECKHI-TYPOHIMMETPHUECKHI
BA400, npoussoactBa komnanuu BioSystems S.A (Mcnanus),
HanHuue Oapkoja Ha KakI0M (nakoHe. PeBMaTOMIHBIIA,
BOCTIAIMTE/IbHBIA MPOQHIIL; NaTeKcarrIoTHHALMA/ TaMMa-Tr100VIHH.
¢dukcuposanHoe Bpems; xuakuil Gupearent. Cocras: Pearent A.
Tpuc 6ydep 20 mmons/n, asun Hatpus 0.95 r/n, pH 8.2. Pearent B.
CycneH3us JJaTeKCHbIX YaCTHLL MOKPBITHIX YEOBEYECKUMM raMMa-
rinobynunom,ffasun Hatpus 0.95 r/n. Mertponoruueckune
xapaktepucTukH: [loporosas uyscTBUTENBHOCTE: 2.4 ME/Mn.
Hurepsan usmepenus: 2.4-160 ME/Ma. Tounocrs: Cpennss
koHuenTpauus 41 ME/ma. IMosropuocts (CV) - 1.4 %,
Buyrpuinaboparopsslii nokazaress (CV)- 3.7 %; Cpeanss
koHuenTpaums 77 ME/ma. [Mosroprocts (CV) -0.7 % . Obiuas

YNaxKoBKa

411018

TOO «JlwkeTecr»




®@acoska 4x60ma+4x15mn, Temneparypa xpanenns +2 +8 °C,
PearenTsi 10/1#HbI ObITH PEKOMEHIOBAHLI K HCNOIB30BAHNIO
MPOM3BOJUTENIEM aHanM3aTOopa.

17 nort

AHTH-CTPEINTOJIM3UH O w3 komnnekTa
Ananuzarop GHOXNMHYECKHIi-
TypOnanmerpudecknit BA400 (1x60ma +
Ix15mn) +2 +8 C (BioSystems S.A.,
MCITAHUA) (BioSystems S.A., UCTTAHW )

AHTH-CTPEIITOJIM3HH O nabop GHOXUMHYECKHX PEareHToB H3
KOMIUIEKTa AHanu3aTop OMOXUMHYECKHIT -TypOHAMMETPHYECKHTT
BA400, npoussojactea komnanuu BioSystems S.A (Mcnanus),
Hanuure Gapkoaa Ha kaxaom QuakoHe. PeBMaTonaHbiii,
BOCMANUTENBHBIH Mpoduib: JaTeKcarrioTHHALXS/CTpenToIH3uH O,
(pukcHpoBanHoe Bpems; kuakuii Oupearent. Cocras: Pearent A.
Tpuc-6ydep 20 mmons/n, azua narpus 0.95 r/n, pH 8.2. Pearenr B.
Cycnensus NaTeKCHBIX YaCTHIL, MOKPLITLIX cTpenTonuzntoM O, azua
narpust 0.95 r/n. Metponoruyeckue Xxapakrepuctuku: [loporosas
qyBCTBUTENLHOCTE:: 8.4 ME / mi. [lpeaenst nuneitnoctu: 800 ME /
mi. TouyHocTs: Cpeanss koHuentpauus 187 ME / mn. TToBTOpHOCTH
(CV) - 1.8 %, BuyrpunaboparopHbiii nokasatens (CV)- 3.2%;
Cpennsas koHuentpauus: 255 ME / min. TTotropHocTs (CV) 1.8 %,
BuyTtpunaboparopusiii nokasarens (CV)- 3.0 %. Konwvectso
uccsienoBanmii - 225, dacoska 1x60mn+1x15mm, t+2 +8 C . Pearentsl
PEKOMEHI0BAHbI K HCTIONIL30BAHMUIO B aHanuzatopax BA200/BA400.

YNakoBKa

367 311

TOO «JTIwkcTecr»

18 sor

INMPEBEKAJI HA OCHOBE BbIYbEH
CBIBOPOTKH u3 komrutekra Ananuzarop
buoxumudeckuii

FrypOunumerpudecknii BA400 (12 x 5 mn) +2
+8 C

IPEBEKAJI HA OCHOBE BbIYbEM CbIBOPOTKM u3 kommiekra
Amnanuzarop Guoxumuueckui-typouanmerpudeckuii BA400 (12 x 5
mn) +2 +8 C

YNaKOBKa

325 864

TOO «JlwokceTecr»

Hroro:

3. Haumenosanne: «M3ae/1ust MEAHIMHCKOTO HA3HAYEHHS (XHMPEAKTHBbI»

I .Ha ocnopaunu [loctanosnenun INpasutensctea PK o1 07.06.2023r Ne 110 rnasoii 2

INPHHATO pELLIEHHE MO JI0TaM 3aKyn CTMOCO0OM LIEHOBBIX :ﬁngﬁxﬁm::m NPU3HATE HECOCTOABILIMMCAH BBHIY NMPEAOCTABIEHUSA OJHOI0 UEHOBOIO MPELIOKCHHA.

1) Opranmsartopy rocyaapersenbix sakynok KT «IMonukannuka Ne2 r. Temupray» B TedeHue 3 KajdeHAapHbIX AHell €O AHS NOJABEAEHUS HTOrOB TeHaepa HANPABHT

NOTCHUHANBHOMY NOCTABLUIHKY NMOANUMCAHHLIA 10roBop W3 0AHOT0 HeToyHHKa TOO «bnouMenCepeuz» Ha cymmy — 10 626 184,00 Tenre (iecsiTh MHIJIHIHOB LIECTHLCOT
ABAINATH 1IECTh ThICHY CTO BoceMbecaT Yerbipe Tenre 00 THBIH) NOANHCAHHBII 10TOBOP.




Wi

2)Opranusaropy rocyaapersenubix 3akynok KI'Tl «IToankannuka Ne2 r.Temupray» B Teuenue 3 kajleHJapHbIX JHe# €O IHf MOABEIeHHS HTOrOB TeH1epa HANpPaBHl
MOTEeHUHATLHOMY MOCTABIMHKY MOANHCAHHBII 10roBop n3 oanoro ucrounnka TOO «hokcTecr na cymmy — | 104 193,00 Tenre (oauH MHIJIMOH CTO YeTbIPe ThICHYH
¢T0 AeBsAHOCTO TPH TeHre (00 THBIH) NOANHCAHHBIH 10M0BOD

OprauusaTopy rocy1apcTBerHbix 3akynok KommyHambHoe rocynapetsetoe npeanpustie «floanknunmnka Ne2 r.Temupray» pazMmecTdTh MHPOPMALHIO 06 UTOraX MPOBEACHHBIX
rOCYAapCTBEHHBIX 3aKYTIOK CMOCOOOM M3 0IHOr0 MCTOUHHMKA HAa HHTEpPHET - pecypce 3aka3yuka.

Mecto nocrasku: Kaparanaunckas obaacts, r.Temupray, y1.A6as.53b ra.mencectpa Taiiumepa JLA.

CPOK INNOCTABKH: B reuenun 16 kajieHJapHbIX fiHeil fc MOMEHTa NOANKCAHKS J10T0BOPA.

I nasuwiii Bpay Skumos AH.

Hen.Onim MUK
Ten.: 8 (7213)448374
(polbuhgal2-02@mail.ru)




