 CEPTMQUKAT COOTBETCTBUS
e npogyxmnq!_nx@mqeggym B €AHHBIH Mepedens NPOAYKIHH,
R uo@émm:fipﬁmarmnoi& CepTRQPHUKANAK

Ne

POCC RU C-RU.©M10.A 01896/18
. Cpoxaeictsusc 45 44 504q wo.

% OPTAHIO CEPTHOMKALMK -~ Ne 0070503
POCC RU.0001.110M10 OPTAH 110 CEPTHOHKALHY OFIECTBO C OFPAHHYEHHO#H
OTBETCTBEHHOCTBIO "CHEHPCKHH LIEHTP IEKIAPHPOBAHHS H CEPTHOHKALIHH",
adpec opzanusayuu : 630007, Poccuiickas Pedepayus, H osocubupcxas obnacmy, 2. Hogocubuper,

ya. Kommynucmuvecxas, 9. 35 ;oduc 344, me./epaxc (383) 209-02-54, http://scds-nsk.ru/ ‘

AOTOPTATY 1 L _ ~ _
HHH :4428000115 +Adpec : 157092, Kocmpomcran obinacme, Cycanunckuii p-w, ¢. Ceseproe, mxp. Xapumonoso. Terepon:8
(9421650808 s P R O ales :

Potu Juaznocmuxe IuGX / Roche Diagnostics GmbH, Sandhofer Strassé 116, 68305 Marnheim, Germany / ynaxosauo AO
"OPTAT", HHH 4428000115, 157092, Kocmpomexan obracmy, Cycanuncruti p-n, ¢. Ceaeproe, srp. Xapumonoso, cmpana:

xo4 OK

; 5 - - . e ko OK 034-2014
| exapcmeennoe cpedcmeo: Mupyepa®, pacmeop dax enympusentiozo u HOOKOHCHO20 68edenus (KIIEC-2008) (OKILI2):

| 100 mx2/0.3 pan,, winpusy-mioGuxi (1) 6 kowniexme ¢ uznamt Oax wwvexyuii (1) ynaxoswu 212021
kop TH B3A

| Aueuxosvie xonmyphwe (1), navku Kapmounbie, , :
PY Ne JICP-002182/08 om 28.03.2008 (0ama samenv: 25.05.2018) eudano & Xogdmann-/la
i PowcJImo., ‘ : :

| cepus HQEQ?/O_.?/I,_ napmus 4849 ynaxosox, z0den 0o (1.03.2022

' COOTBETCTBYET TPEBOBAHMSM HOPMATUBHBIX AOKYMEHTOB

JICP-002182/08-171016 uam. Mo 1-3

CEPTU®OMKAT BEIAAH HA OCHOBAHUY

| pomoxon ucnvimanui Ne 908 om 12.11.2019 HII omdena sxcnepmusei, kowmpons u wiyvenus Kavecmsa: 3 phexmiignocnty,

" Gesonacrocmu cpedcme mpancipysuonnot u undysuonnoi mepanuu GIEY "HMHL 2eamonozun " Munzdpasa Poccriu,”

“ ammecmam axxpedumayuu POCC RU.0001.2107124 om 16.02.2016 2., npomoxon ucrmmanuii M3 4353}5@1 F6.10.2019 HA
- 000 HI "DAPMOBOPOHA", ammecmam axkpedumayuu POCC RU.0001.21bJ140 om 07.07, .yi_m;;a, ngcnopm Ne 16 om-,

& 03, 10.2019 AO "OP_TA Y g - '-:
;

Wb (3aMecTHTEAD PYROBOARTEAR) LN
fama no cepraduKanuy H0.B. Cenesnies =~ 7sienros

HHIAMAAN, fastute

AJLLCaneakuna,

WRIGHALARS, 21 tELNME




Jluuenina ua ocywectanenne
157092, Kocrpomckan o6n,, Cy

Mupuepa® pacrsop ans BuyTpus
Ynaxosaio: AO «OPTAT», Pocens

Konsuuectso ynakosok: 4849

Crpansua | i 2

AO «OPTAT»
Oraen xourpoas kayecrna

MacnopT Ne 16 o7 03.10.2019

Homep cepun: H0597/02/1
Hata npoussoacrea: 03.2019

INpousseneno; Pom Anarnocraxe I'm6X, lepmanus
HJ JICP-002182/08-171016, nim. Nel-3
PY JICP-002182/08 or 28.03.2008 (aata 3amens: 25.05.2018)

P02COT-KO-07000-39-06

NPONIBOACTBA NEKAPCTBEHHBIX cpeacTs Ne 00058-JIC or 16.12.2015
cannyckull pafion, ¢, Ceseproe, Mkp-# Xaputonoso, Ten.(4942) 650-806

CIHOTO i noaKoxuore seegenun 100 mxr/0,3 ma WAPHR-TIODHK

Hava ynakosku: 01.10.2019
Tonen no: 03.2022
Cepus nponssoautens: H0597/02

Hanrmenosanue noxiateneh
sauecTes no HJ

TpeGosauun x wxauecrsy no HJ

Peiyastatst ananmuia

B NOJHAKPHAAMHINOM I'tie

Miporpasuocrs

Hsethocrs

pH

Mexauuveckne sriovenn
Buaummie Mexnitieckie
BRIIOMCHUR

Hisackaemuiil obnem
Ocmoanannocts

Yucrora
1. Ofpaweiiio-fasorna BIWKX

2. Bxexaoanonuan BXDX

3. Bnexrpodopes
B NOMKAKPHAAMHIHOM TEIC B
BOCCTAHARNHBAKINHX YCAORHAX

Crepuasuocts
Bakrepunabubie 3nnoTokcHmbt
benox

L-meruonny
Cueundnaeckan bnosornveckan
AKTHRHOCTS
Ynuaxoska

Onucanne Mpo3pauitnn Gecuverias WA CACTKE KeATORATOND uBETa [lpoapaunas Gecuscrnan wuaxocts,

WHIAKOCTE

Hoaauniocrs:

Ofipaenno-guronas BIKX Bpems yacpxnsanus ocnosioro ik 1 XpoMaTorpasme Nonowurcanio

HCILITYCMOTO  DOCTROPR  JIOMEHD  COOTRCTCTRORATE
BpCMCHK yYnepxuaanng OCHOBIIDrO 11HKa Ha
XpomarorpaMme craiiaapritoro pacteopa N3C-2N0

Inexrpodropes NMoannunocts cracres NoNoOKNTCALION, CCM OCHORHASR Nonomwrensito

TORCCH 1A INCKTPOJIOPCPAMME HCALITYEMORO PacTsopa
CONOCTUBHMA N0 HHTCHCHBHOCTH H  NOABHKHOCTH C
ocHosnol fionacoit ta Mexrpodoperpamme
craraapTHoro pactsopa NOC-H10

Hpenapar nomwen 6uiTh npospaunsim no CPABHCHHIO C
BONOH M4 CTCNCIL €10 ONANCCUCHUMH He Romkma
NpeBLIWATE ITRNON cpasticHua 1.

Tlpenapar nonwen Gurs GocuseTiiM no cpanicnmio ¢
BOROR MIH HIMTCHCHBNOCTL CTO OKDACKH Nie JORKID
NPEBLILATE JTARON cpasicHHs Y.

Or 60064

Npenapar zomxen cootsercrosars TpeGoanima '
XU snn Ed

Cpeanee wucno vactin pasmcpor 210 mxn me Gosce
6000/umpui-ioGik;

Cpatice uneao wacrun puamepoM > 25 mxm ue Gonee
600 mmpuu-ToGnk

He meniee ykmannoro ua Jmikerxe,

Or 270 a0 330 MOcuon/xr

Max  [O0D200 ma XPOMATOrpariMe
pacTeopa monmken Omte ne monce 950 9
AAOIATH BCEX MHKOR
Mrowans  nuk (37300 wa XPOMATOIPANME
HENRITYCMOrO pactsopa pomkng Burr, ne menee 94,0 %
o7 obuich nrowaan mixos
Ocroaias nonoca 1a MekTpohOPErPaMMe HCNLITYEMOrD
pactropa aoaxna ObITh CONOCTARMME NO HITTCHCHANOCTH
i NOABHRHOCTH ¢ ocHOBHOH  nposocoll ua
JnexTporhoperpamme cranaapTHoro pactaapa N30,
He nonwuw nofmonarscs sorsic 3nmosmsie noocu na
anckTpoboperpammMe HEHBTYEMOTD PUCTEBPA,
pactonowenisie ke ocnosnofl noaock [1ID-HIO no
Cpasiicinio ¢ oaekTpooperpanMol  cTanaapIHoro
pacrsopa [131-2110,

penapar aoaxen GWTn cTepianiam,

He Gonce 0,1 EDamxr TID2110

Or 90 no 110 % or konwicersa Geky, 3osmemono wa
ITHECTRE

HENLTYEMOro
ofinei

Or 14 no 1,6 mr/ma npenapara
7,0-14,0 x10° ElJmr 10200

Tlo 100 Mkr0.3 ma 8 wnpnu-mobitkax, kopaye kotophix
HITOTOBACH M3 Creksa (mwapoawnmieckuit knace | no
Ed). nopwens -~ W3 nasctMacchl, ¢ ppobroll i

Tpo3panuas uakocTs
Becuseruuil
6,2
Mpaktiseckn oTeyTCay KT

101 13 wnpay

1 o wnpuy

Coorsercroyer

300 mOes/xr
96,1 %%

99,3 o=

L

i Y
i

Coarnerersyer

7
L5y
i,

o™
CooTsercrayer
Mence 0,05 ED ke
99 %o o SHBICHNOND COACHKMIN

1.5 sr/mn
10,1 = 10 EfYur

Mo 100 smer/03 ma b wnpsu-nioGiem,  Kopiye
ROTOPLIX HITOTORNCH 13 cTexaa (ruponuTHyeckndt
wince 1 no Ed). nopuwens - W3 nasersiacest, ¢




Crpann 2 10 2

Hanmenosanne noxkazareneh
kavecrea no Hi

Tpebonanun x kauecrsy ma HJ

Pesyanratt ananmsa

Mapxuposka

ByTrirkaysy Ko, JOMRIHPOBANIOND dropriommepon, 1[set
TIOpULR  COOTBCTCTRYST UBETY, KOTOPMM  Bbifcicna
J0IHPOBKR APCAGPATA HA JTHKETKE WNPHU-TIOHKS 1 no
Havke.

C npyroli  croponst  wmpHu-TIoBHKN YRYnopeuni
nakoiewikoM MY Gytuakayuyka, NAMHFIRPOBAIIHOTO
drropnenumepon.

I umpuu-molik nOMEMWOT & NpoIpIuILE AauprTHLl
nnactsaccossifl kotrreflnep ¢ npysimof,

I crepwmnyio mray aas miekiodi  nosewmior 8
TEPMETHINO YRYNOpCribift nascrMaccosft kosrrelluep ¢
KOUTPOIICM NCPBOTD BCKPLITHE,

I xoirypuyio suelxosyo ynakoxy, conepxuuy |
UmpHU-TIofHK 1t 1 konrehep co crepunniiol urolt
Hiberunll BMeCTe € MBCTRYXUHER o MEIMURICKOMY
NPHMCICHIIO  NOMCULMOT B DOYKY MY KaproHg iR
norpefureanckoll Tapu noarpynn xpos-ap3an no FOCT
7933-89 unu ananoruioro HMIOPTHOro.

C uenuio  KOWTPONR  nepsoro BCKDLITHR 13 [ONKy
HBKICHBRIOT COMOKNCAIUHECH CTHRCPL! ¢ Jtorotinon AQ
«OPTAT»,

Fpynniosas  ynakoska o Tpancnoprias Tapa B
cooraercrann ¢ FOCT 17768-90.

Ha oruxerke wopuu-nobuke ua pycckoM  A3sIKe
YKUILRAOT!  TOPrOBOC  nauMenosaie  npenapara®,
HAHMCHOBMINE Aeticrayowero BeuecTna
{MCTONCHIIOMIITHACUT BMKOAL-INOITHIE Giera), nosuponky
npenapata wopnieniolnke  (Mkr/sn),  noroTin
KOMMQHIH + ICKAPCTREINYIO OpMY, HOMEp cepin,
ABTY DKOHYBHHR CPOKA FOABOCTH (roxcit ao.,. ),
Hlonycxoeres yxasanue npomisogirenes npenapara aTi
NIPORIBOACTRA.

Ha kaprounofl nuuke 08 pycckom siuixe YKABAIOT!
TUPTOROE  NaMMEeHOBAHG  nNpenapata®,  panmenosanme
JefCTBYIONErD BEWIECTBE {METOKCHNOMITHACHIIHKOAL-
MoITHH GeTn), A0IMPOBKY npennpara 8 WNPHL-TIOOHKE
(MKT/MN), Zexapersenmyo dopsy, cnocel aeeacins
(«llin muytpuscHoro W noaxoxioro BBCACHNAN),
HUHMCTIOBRINC H COATPKANNE JCHCTRVIOWETO BEMICCTEY B
I wnpiemioBike  H nepeusih  BCNOMOFLTENbHMX
BEMOCTR, HBXOAAMIMN B coCcTnR Apenapara, «m'epum.uo ¥,
nuIBaliHe thupass, sunsoutetes RIageableM
PerHCTpaUMONIonn Yaoctoscpenna, crpaiy
{®. Xoddmoin-Jla Poum Nrp.Alsefiuapus), # naasanue
(upMmul-nponIBoaKTENs Aekapcracnsiol opmes, crpany
(Pous  [Juarpocruke  TuBX, Fepmauur),  noromun
KOMIQ1HH ‘m ROMHHECTBO WHIPHI-TIORHKOR M 1IN B
YIBKOBKT, YCionus XpaHeHm, NPEAYNPEAHTEILNRE |
miopMatsionbie paamue («Cnocod BPUMENCHIE, 2070
 MEPBl NPEAGCTOPOKIOCTH ~ CMOTPH HHCTPYKIUNO RO
HPHAEHCHMION, «XpIUNTL B BEAOCTYRHOM JUIR Aetefl
MECTER),  HOreTHN W nEIBAiMe NPEANPHATIS,
OCYUIRCTRAMIOIMETO  ynakomky mipenapats s PO (AQ
«OPTATw); ero aapec, temedon u daxe; aororm u
Hgsanke  xomnanmt-auerpnbeiotops & PO (AO  «P-
@apmn), ee aapec, veaedion u daxe, yenosna OTTYCKA #3
QIIFEK, AUTY HPOMIBOACTBA, HOMED CCpHH (iHOMED Cepiu
NPONIBONKNTEAR  AONOBHACTCS  UMPOBLIM  KDAOM,
UPHCEOCIHLIM | YIUKOBIMUKOM), ZBTY OKOHYIUMA CpoXa
FOAHOCTH  (rofe  Jo..).  WIpHX-Kox, HoMep
PerucTpalinoiiors YAOCTOREPCIHINR, BHYIPCHINC
JABOACKHE KOALL.

e ——

7 B, :;&mﬁ'c;ﬁa
P{a' ABIBKEIHA
ponpgaifiens a0

Josomprrensto  Ha  navky  sow
nihapsaing AR MOIHET
JCKAPCYBCHIIONO  npenapara o
Koucynorn poypeGurens. .

S £ IS TR .

axawucnne: Ilpenapar anuepaalc PacTBoOp A\ Bay
10buk cepun HO597/02/1, ynakopannwmii AQ «OPTA

71016, mim. Nel-3

"ﬂ‘lﬂ.”tbﬂll!( oraeia KOHTpOIR Kavyecrsa

npoGroll w3 Byrinxayuyka, NOMHHUPOBAITIOro
dropnonumepon.  [lser NOPWIA  CODTBETCTRYCT
UBCTY, KUTOPLIM HBLICACHD AOTHPOBKE IPENAPETE HA
JTHRETKE WHPHU-TIO0MKY ¥ Ha nguke,

C apyroft croponw WIpHIETIOOHKE  ykynopesi
HAXOHCHHHKOM H3 Gyrnaxayuyxa,
RIMHNMPOBAHIHOTO drropronumepo,

1 inpst-tio6ik noseuten s Apo3paHBi JMaHTHLIR
aRACTMACCOBRI KonTeluep ¢ npysuiol,

I crepuneion nran ane somexunil nomemens B
FCPMETHY1O YXynopeHusif IaCTMaCCORKIR
KOHTERIZP © KOHTPONEM NEpEOrD HEKPLITHE,

| xouTypnan sueHkonar ynakonxa, conepwatuns |
wapiu-Tiobix 1 | xouresticp co crepuasnoft uraok
A umekuwll | BvecTe ¢ wnctpyiamel  no
ucnnum:cumy HNPHMCHENMIO NOMEILENa B fa4Ky Hi
kaprom s notpebirennexolt Tapu,

C uenvio xouTpoas nepsoro BCKPLITHR BE nAaYKy
HAENCCHM CAMOKNCALUKCCR CTHKEPL C NOFOTHNOM
AQ «OPTAT»,

Ho stukeree wnpsmui-mioBika wa PYCCKOM  sIbIKE
YKQIaHO! TOPIOBOE  HAHMEHOBRRHE npenapara”,
HAHMEHOBOHIE Achicreyiomero BellecTra
(MeTORCHIOMMITHACHI AHKONL-IN0 FHHI Gera),

HOIHpOBKAE Npel UINpHU-TIO0KKE (MKT/Mn),
ROTOTHR xannm% » ACXBpCTBEUIN (opma,
HOMED CepHi, aarn MQIHA  CPOKA  rOMIOCTH

{rosen no...).

Ha xaprouncH navke na pycckoM mibixe yKasaHo:
Toprosoe HEMMEHOBI WS npenapara®,
HaHMEHOBAHHE AcHcrsyiowero BEUICCTRA

(METOKCHROANITMABHI KO ML-IN0YTHI Gera),
AOTHPOBKD NPCHAPITR B ILNPHL-TIOBHKE (MKr/Mn),
fckaperaeuuas  dopsa, cnocof meeaenun {«lnx
BUYTPHBCHHOTO W (OAKOMNOTD  BREACHHAY),
HOHMCTIOBAINE o coacpwanse  feficTeyiomero
bewectsa B | wopnemiofike  w  nepevens
BCMIOMOPATE/bHBIX  BEINCCTE, BXOARIMHX H COCTAR
nperapara,  «Crepumuiuos,  wmsenne  HpMb,
HENRIOWEHICH  BOOXEALUEM  perMCTPMMIOIIOrD
yaocronepenus, crpana  (O.Xoddmaun-JIs  Pow
Jea Hisemunpus), ] HEIBAHNE hupmu-
NpoHIBOAMTERR  nekapcTecnion  Gopmu,  crpanu

(Pom  Juarpuctuke TmBX, FepManng), nororan
mmmulm: + KOJHYECTBO WOpHU-TIOGHKOR H

CIF B UOKOBKE,  YCHOBMN  Xpaneius,
NPCAYOPERATEALILIE 1 MHOPMANNHONMBE. HasCH
(«Criocol  npumencins,  fpoms w0 Db

ApEOCTOPOKHOCT  ~ EMOTPRS HHCTRYRIMIO 110
MpHMEEIion, «XpuUnrT, B ICAOCTyMIoM AnK neTel |
MECTER),  ROFOTHO M HAJRWIME  HpEANpHETHE,
OCYLECTRAROIICIO YNAKOBKY npenapant B PO (AD
uOPTATs»); ero napec, Tenethon 4 thaxe, moratan i
Isaie kosnum-AHcTpuGsioTopa ¥ PO (AD
@apsn), ee mapec, Tenchon w hake,  yenons
OTIYCKE W3 BATEK, JIATA NPOMINGACTAL, HOMED Tepi

{noMep cepin nponIsoanTeas AonoRNEE AdPoBLN |- 4

KOROM,  (IPHCBOCHIILIV YRAKOBHGIKON), LRATR
OKOHUBHIA CPOKD FOAHOCTY (rodent 0. Y it
KDL, HOMED  PErHCTDAUMONNOID  YAOCTOBCDEHNS.,

BUYTPCHHKC 30B0CKHE KOAM. B o
fonomurreanno na navky umiecens sinfopyatms
AN MOUMTODHINNG  ABMKCHHA  JICKAPCTBeRHOrD
HpenapaTa ot NPOMIBOAWTENR A0 XoHedHoro
notpelHTens. i3 -

REBCHHOIO. Wy NoAKOANHOrO BBeacHus 100 mer/03 ma wnpan-
Pocéﬁ#i cqﬁ‘fﬁcffc'i‘hyep)?peﬁonanuﬁm HI .J_;CP_-GM!SI!BS-

O, 72 72" ”

T'yzosa E.A. \g\ *

N jnn 7
PR




