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HA

UHCTPYKLUMA

no NPUMEHEHUI0 MeAULMHCKOro U3genus AN AUarHoCTUKM in
vitro «Habop peareHTOB AnA onpeaeneHua aKTUBHOCTU ¢u6-
puH-cTabunusupyilowero ¢pakropa (dpakropa Xlll) (Pakrop Xllil-
Tect) no TY 9398-013-05595541-2007»

HA3BHAYEHUE

IIpeanasHavyeHHoe NpuUMeHeHHe. MeNMIMHCKOE WU3JENUe I AMATHOCTUKU in Vitro
«HaGop peareHTOB Isi ONpe/eeHHs AaKTHBHOCTH (HUOpHH-CTaOMIM3HpYIOLero (akropa
(dbaxropa XIIl) (Paxrop Xlll-tect) mo TY 9398-013-05595541-2007» (cokpaiieHHOE
HaumeHoBaHue — «Daktop Xlll-TecT») npeaHasHayeHO IS UCCIEOBAHUS B IlIa3Me KPOBH
yenoBeka akTBHOCTH paxtopa XIII pyunsiM MeTomoM.

O6aacte npumeHenusi. OOnacTh npuMeHeHMss Habopa — KIMHMYECKas MEAULHUHA,
KJIMHUYEeCKas JIJabopaTopHast JHarHOCTHKA.

TIpennaznayeHHslii nojab3oBateab. Onpenenenue aktuBHocTd (akropa XIII ¢ nomouso
nabopa ®axrop Xlll-rect Moxer nmpoBoJMTH Bpay-nabopaHT WM (elbaiiep-IadopaHT.
Habop npennasHaueH TONBKO JUIsi NMPO(ECCHOHANTBHOTO HPUMEHEHHS B KIMHUYECKOH
11a00paTOPHOM JIMAarHOCTHKE.

Jnarnoctudeckas poiab. Pakrop X, npucyrcTByromuii B miasme B BHIAE NPOIH3HMA,
KOHBEPTHPYETCSl B aKTUBHBIA SH3UM Ha KOHEYHOM STale CBEPTHIBAIOLIErO KacKana IMOJ
neifcTBHEM TpoMGHHA B ipHCYTCTBHH HOoHOB Ca®*. AxTnBHpoBaHHHIi (aktop XIII eiicTBy-
€T KaK TPaHCAMH/a3a, [ePEBOJs BOJIOPOIHBIC CBSI3U MEXIy ABYMs GUOPHH-MOHOMEPaMH B
crabuibHbIe nenTuaHble cBsi3u. OH co3aaeT &-(y)-IIyTaMUII-TM3HHOBBIC CBSI3U MEKIY dTHMH
MOHOMEpaMH. DTH PeaklUN TPAHCAMUAMPOBAHHSA HMEIOT MECTO MEXKIY O U Y LemsimMu puod-
puH MOHOMepOB, He 3atparusas B-uenu. ®axrop XIII, B-rinobynun ¢ MoseKyISpHOI Maccoit
340 k[, comepxkurcs B miasme B KoHueHTpamun 20-30 MI/1 M CHHTE3UPYETCS TEUCHBIO.
DubpHH cTaOHIN3UPYIOIIas aKTHBHOCTb, KPOME IIJIa3Mbl, Hali/IcHa TaKKe B TPOMOOLUTAX U
IIALEHTe.

CHmxenne ypoHsi daxropa X HaGmonaercs y GONBHBIX C BPOXKACHHBIM AE(QUIUTOM, a
TaKkKe KaK BTOPUYHBIH CHHAPOM IIPH TSKEJIBIX MOPAXKEHHAX IE€YCHH, IIPU CENCUCE, JTy4eBOi
Gosne3Hu, 1ocie TsoKelbix onepanuid. Knnanueckas kaptuna peduimra dakropa Xl mpo-
SBIISCTCS B TSDKEJIOM [€MOPPArnyeckoOM CHHIPOME, TIPH 9TOM MPOJOIKHTEIbHOCTh KPOBOTE-
YEHUS MOXKET JocTurath 12 — 36 gacos.

XAPAKTEPUCTUKA HABOPA

Cocras Ha0opa

®ubpuHoreH, ounuieHHslit ot X1 pakropa - 2 mi/dnakon — 2 duakoHa,

Cycnensus kaonusa 1% - 10 mi/duakon — 1 dpnakon,

TpoMOHH YenoBeKa JIMOPUIBHO BBICYIIEHHBIH - 2 MiI/(piakoH — 2 iakoHa,

Kanbuus xnopucroro 0,1 M pactBop - 5 mit/nakon — 1 ¢axon,

Bydep nmuaazonoBslii KOHIEHTPUPOBAHHBIHN - 5 Mit/(iakoH — 1 ¢iakoH,
MomnoxnopykcycHas kuciota 50% - 7 mi/dnaxon — 2 ¢aakona,

IIna3ma-kanubparop, 1Mo HiIbHO BeICyIeHHas - | mi/diakos — 1 dakon.

Ymci10 aHATH3HPYEMbIX NP0 GHOJOrHYECKOro MaTepHalia

Opnun Habop npenHasHauyeH juisi nposeneHus 40 onpenenenuit npu pacxoae 0,1 mi TpoM-
OWH-KaNbIIEBOI CMECH Ha OJIMH aHAJIH3.

TIpunuun meroaa.

Onpenenenne aktuBHocTH (axropa Xl ocHoBaHO Ha oneHke nM3Kca GUOPHHOBOTO CrycT-
Ka, COZIEpIKAILero pasMuHoe KomuuecTBo ucciexyemoro daxropa Xl B 5% monoxmnopyk-
CYCHOH KHcIIoTe.

METPOJIOTMYECKAS TPOCJIEXKUBAEMOCTD 3HAYEHUH,
MPUITUCAHHBIX KAJIMBPATOPY

AxrtusHOCTh (paktopa XII| B m1azme-kannbpaTope ycTaHaBIMBAIOT NPU aTTECTAINK KaXKI0M
CEepHH NPOTHB BHYTPEHHETO CTAHJApTa, KOTOPHI B CBOIO OYepesb ObLI aTTECTOBAH NPOTHB
myJ1a JOHOPCKO# IIa3Mbl, MOTy4eHHOro oT He MeHee 100 370poBbIX TOHOPOB 060€ro mnosna.
3nauenus akTuBHOCTH aktopa Xl B mIazme-kanubpaTope ykazaHo B acropTe MEIUIIHH-
CKOTO M3JIeNus.

AHAJIMTUYECKHUE XAPAKTEPUCTUKHU

AxrtusHocTh (akropa Xl B mnasme kamibparope cocrasiser 80 — 120%.

VYeroitunBocth GUOPUHOBOTO CrycTKa B ILIa3Me KaiauOpaTope — B JHMAra3oHe pa3BeieHUH
u1a3mel kanubpatopa (tutp) 128 — 512.

3HaveHHs] AKTHBHOCTH, COOTBETCTBYIOIIHE HOPMATLHBIM

B HOpMasbHO# M1a3Me 310pOBBIX JIMIl ypoBeHb akTuBHOCTH (akropa Xl cocrasnser 60 —
150%.

MEPBI IPEJOCTOPOXHOCTH

Habop pearenros ®axrop Xlll-rect npeanasHauen ToabKO JUisl AMArHOCTUKY N Vitro. Kiace
MOTEHIMAIIBHOTO PUCKA MPUMEHEeHHs Habopa —2a.

HaGop pearentoB ®axropXIIl-rect He sBAsSETCS HCTOYHMKOM OMNACHBIX HM3JIYYCHHH H
BBIJICJICHUH B OKPYIKAIOLLYIO CPEly U HE MPEJICTABIAET PUCKOB, CBSI3aHHBIX C BO3MOYKHOCTBIO
B3PbIBA U BO3TOPAHMSL.

TIpu paGore ¢ HaGopoMm M oOpa3LaMi KPOBH CleIyeT cOOIIOIaTh MpaBHia, ONHCAHHBIC B
crnepytoumx gokymentax: CaunlluH 2.1.3. 2630-10 ot 30.09.2010 «CanuTapHo-
SMUJIEMUOJIOTHYECKHEe TPEOOBAHHUS K OPraHM3aLMsM, OCYLIECTBISIOIIMM MEIUIHHCKYIO
nesrensHocTb»; CIT3.1.5. 2826 ot 11.01.2011 «IIpodmnaxruka BUU-unpexinny.

S TIpu pabote criemyeT HafeBATh 3ALIUTHYIO ONEKIY (Xalar), a TAKXKE MEJUIHHCKHC
JIMarHOCTHYECKHUE OJHOPA30BbIC TEPUYaTKH, TaK KaKk 0Opa3iibl IUIA3Mbl KPOBH YeJIOBEKa Clie-
JyeT paccMaTpUBaTh KaK MOTEHUUANbHO MHGUIMPOBAHHBIE, CIIOCOOHBIE JUTHTEIBHOE BPEMs
COXpaHSATh M IepejaBaTh BUPYChl MMMyHojeduimta yenoseka BMU1 n BUY2, Bupycs
renatuta B v renatuta C mim 060§t 1pyroit Bo30yauTeslb BUPYCHOH HHPEKINH.
Ina3zma-kannbpatop U TPOMOUH C remapHHOM IMONYYEeHbl U3 IUIa3Mbl KPOBH YEIOBEKa, Ka-
PAHTUHU3MPOBAHHON M ITPOBEPEHHON Ha oTcyrcTBHe aHTHTel kK BUY 1, 2, BUpycy renatura
C n HBsAg. Tem He MeHee, 3TH KOMIIOHEHTHI Habopa ClielyeT pacCMaTpUBaTh KaK MOTEHIIH-
aJIbHO BUPYC-OMacHBIE.

HIT

OBOPYJIOBAHUE U MATEPHUAJIBI

e 1neHTpu(yra 1abopatopHas;

CeKyHJIOMEp;

TepPMOCTAT, HOAepKUBaIONIMii TemnepaTypy 37+£1°C;

MMHUIETKH TI0TyaBTOMATHYECKHE OJHOKAHAIBHBIE NMEPEeMEHHOro obbema, 50-200 Mk1 H

200-1000 mK;

® POOHPKH IIACTUKOBBIE BMECTHMOCTBIO 10 Mt 1 3,8% 3-X 3aMEIICHHBIH LIUTPAT HATPHS
5,5-Boaubiit (0,109 M) wnu

® BaKyyMHBIE CHCTEMBI JUIsl B3ATHS KpOBU C 3,2% 3-X 3aMEILIEHHBIM LUTPATOM HATpus 2-
BoHbIM (0,109 Moub/i);

® MepHbIH LHIMHIP BMeCTUMOCTBIO 100 Mir;

® BOJIa AUCTHILUIMPOBAHHAS;

® [epYATKM MEIUIHHCKUE IUATHOCTUYECKHE OJJHOPA30BBIC.

AHAJIM3UPYEMBIE OBPA3LbI

Buj anaan3upyeMoro 6uo/10ru4eckoro MaTepuasa

HaGop pearenroB ®@akrop XIlI-recT npesHasHadeH s HCCIEAOBAHUS aKTUBHOCTH (hakTopa
111 B ruta3me kposu yestoBeka. OOpasiibl IU1a3Mbl KPOBM JUIS aHAIM3a HE JJOJDKHBI ObITH FeMOo-
JIM3UPOBAHBI, COAEPIKATH CIYCTKH, PUMECh SPUTPOLMUTOB, HE NOKHBI KOHTAKTHPOBATh CO
CTEKJITHHOH IOBEPXHOCTBIO.

IIpouenypa nosyyenusi 6H0JI0rH4eCKOro MaTepHaja

Benosnyio kpoBb 0T0OpaTh B IIaCTHKOBYIO 1podupky ¢ 3,8% (0,109 monb/in) uurparom
HATpUs B COOTHOLICHMH 9:] WM B BaKyyMHBIE CHCTEMBI JUIs B3iTHs KpoBH ¢ 3,2% (0,109
MOJIB/JT) IUTPATOM HATPHs, LEHTPU(YTHPOBATH IPH KOMHATHOM TemIieparype ot mioc 18 1o
wioc 25°C B Tevenue 15 munyT nipr 3000 06/muH (12009).

YceioBusi XpaneHHsi OM0JIOrHYECKOro MaTepHaia

Bpewmst xpaHeHus ucCIeayeMOi IiasMbl JI0 aHaiu3a - He Oosiee 4 4acoB IpU KOMHATHOH
Temmnepatype ot noc 18 o mmoc 25°C u He Gonee 8 yacoB NpH TeMIepaType OT ILIC 2 10
wioc 8°C. Jlonyckaercs: OHOKpaTHOE 3aMOPaXUBAHKE IUIa3Mbl IIPH TEMIIEPATYPE OT MUHYC
18 o munyc 20°C u XxpaHeHHe IpH 3TO Temneparype He Ooiee 2 MecsLeB.

OrpaHnyeHHs 110 HCI0/b30BAHHIO OHOJIOTHYECKOro MaTepHalia

Ilpu paGote ¢ KpOBbIO OOIIMM IPABHJIOM SBJSETCS HEMEUICHHOE OTJEJICHME IUIa3Mbl OT
(hOPMEHHBIX JIEMEHTOB, TaK KaK HEKOTOPBIE BEIECTBA MOT'YT MOTIJIOMATLCS 1 HHAKTHBHPO-
BAThCs SPUTPOLUTAMHU U JICHKOLUTAMH.

TIoBTOpHOE 3aMOpaXKMBaHKE 0OPA3LOB UCCIICAYEMOil TIa3Mbl HE JIOIYCKAETCs, TaK KaK IpU
9TOM IIPOMCXOJHUT YaCTUYHAS JIerpaialisi OeIIKOoB.

IOATrOTOBKA PEAIEHTOB JJIs1 UCCJIIEJJOBAHUA

Pa6ounii Oydepublii pacrBop. Bydep uMuaazonoBblii KOHIEHTPUPOBaHHBIH (5 Mi1) mepe-
HECTH KOJIIMYECTBEHHO B MEDHBIH IIIMHIAP BMECTHMOCTBIO 100 MI M JOJNHTH IO METKH
JUCTHIUIMPOBAHHONW BONOH (pasBenenue B 20 pas), THIaTeNbHO nepemMeniatb. Pabounii Oy-
depHbIit pacTBOp XpaHuTh pH Temmeparype +2-8°C ue Gosee 1 Mecsa.

5% MoHoXxJIopyKcycHasi KucaoTa. Passectu conepxumoe dunakona B 10 pas auctuimimpo-
BaHHOIT Bojoit (1:9). Coxepxumoe (rakoHA NEPEeHECTH B MEPHBIH LWIMHIAD U JOBECTH
JMCTHIUIMPOBAHHOMN BOA10#t 10 70 M. Xpauuts nipu 2-8°C B Teuenue 1 mecsiua.

Cycnensust kaoauHa, 1%. SIBiseTcs roToBbIM peareHToM JUls NpoBeaeHns ananusa. Ilepen
HPOBE/ICHAEM aHAJIN3a BCTPSAXUBaTh. XpaHuth npu 2-8°C B Teuenne 1 mMecsua.

PactBop ¢puépuHorena. Buectu Bo iakoH ¢ 1MOQUIBHO BHICYHIIEHHBIM (UOPUHOTEHOM 2
MJI JUCTHJUTHPOBAHHOM BOJBI M PACTBOPUTH IIPH OCTOPOXKHOM MOKAauMBaHHHU. PacTBOp roToB
K IIPOBEICHUIO aHanu3a yepe3 20 MUHYT MOCIie Pa3BEeACHHUS.

Kanwsnusa xmopuctoro 0,1 M pacTBop. SIBisieTcs roTOBBIM PEareHTOM JUIs MPUTOTOBICHHS
TPOMOUH-KAJIBLUEBOH CMECH.

TpomouH-KaubUueBast cMechb. Buectn Bo ¢uakon ¢ tpombunom 2 min 0,1 M pactBopa
KaJIBIMs XJIOPHIa U PACTBOPUTH IIPU OCTOPOKHOM NokaunBaHHH. CMech roToBa K IpoBejie-
HHIO aHanu3a yepes 20 MUHYT MOCIIe Pa3BeICHHUS.

Inasma-kaauGparop. Baectn Bo (1akoH ¢ mia3Moii-kanuOpaTtopom |MI IMCTHIIMPOBAH-
HO BOZIBI U PACTBOPUTH NPU OCTOPOKHOM MOKAYMBAHWH. PacTBOp roToB K MPOBEAEHHIO
ananu3a yepe3 20 MEHYT MOCIIe Pa3BEICHHUS.

NPOBEJEHUE UCCJIEJOBAHUA

[Mna3my-kanubparop M ucciegyembie 00pasibl IUIA3MBbl MOCIEIOBATENBHO Pa3BecTH pabo-
unm OydepHsIM pacTBopomM B 2, 4, 8, 16, 32, 64, 128, 256 u 512 pas.

ITpoBenenue ananansa

BHecTH B mpodupKy: Oobem
OJ1HO M3 pa3BejIeHHIl II1a3MbI-KaInbpaTopa (MccieyeMoi), MKI 100
PactBop ¢ubpunorena, M 100
CycIieH3Hs KaoJMHa, MKJI 100
TpomOHH-Ka/IblIHeBast CMECh, MKJI 100
Cmech nuKyGuposats npi 37°C 30 MUHYT.
5% MOHOXJIOPYKCYCHAsi KHCJIOTa, MIT [ 3

Wuky6uposats 5 munyt npu 37°C.
BCTpsIXHYTH Ka3KIYI0 IPOGHPKY.

PEI'ICTPALIMSA PE3YJIBTATOB
3adukcupoBaTh TO HaMMEHbBIIEE DPa3BEICHUE
U1a3MbI-KanubpaTo-pa U HCCICAYEeMOH Iuias-
MBI, TIpH KOTOPOM (HOPHHOBEIH CrycTOK
nocine HMHKYOalMH ¢ MOHOXJIOP-YKCYCHOM
KHCJIOTOH paspymraercst Ha Melkue Gpuoputo-
BBIC HUTH (CM.PHCYHOK).




PACYETHI

Hanmenbliee pa3Be/icHHE ILUIa3MbI-KaIMbpaTopa, IpH KOTOPOM (pHOPHHOBBIN CryCTOK MOCIe
MHKy0amuyu ¢ MOHOXJIOPYKCYCHOM KHCIOTOM paspylaeTcss Ha Meikue (UOpPHHOBBIC HHTH,
06bryHO cocraBisier 1:128 — 1:256. Vposens ¢akropa Xl HeoOxoxuMo paccuuTars 10

Tn}l

K
Ay, - akTuBHOCTH (haktopa Xl B ucciaenyemoii miazme B %;

A - axtuBHOCTB (hakTopa XII B miazme-kamubparope B % (yka3aHo B macropre);
Ty, — TUTP HCCIIENyeMOIi TIITa3MBI;

Tk — THTp M1a3MbI-KauOpaTopa.

KOHTPOJIb KAYECTBA

Hopmaibhble 1 naTtosiornyeckue 3HaueHus akruHoctd ¢dakropa Xl cienyer koHTposu-
poBaTh ¢ moMoIbi0 peareHTa «Ilnasma koHTponbHas mo TY 9398-026-05595541-2009»,
HOMep 10 Karanory npoussoauress KM-2.

YCJOBUSA XPAHEHUSA U TPAHCIIOPTUPOBAHUSI

Cpok romHoctn Habopa — 24 Mecsna. He ucronb3oBaTh HabOp 1OCIHE HCTEYEHUs CPOKa
TOJIHOCTH!

Habop crabuneH B TedeHHe BCEro Cpoka TOAHOCTH NPH YCIOBHH XPAHEHHS B YKYTIOPEHHOM
BHJIE B XOJIOJMJIBHUKE TIPU TeMiepaType ot mmoc 2 no mioc 8°C. Jlonmyckaercs XpaHeHue
npu Ttemneparype a0 mioc 25°C He OGosee 10 cytok. 3amopaxuBaHue HaOOpOB He
JomyckaeTcs. M3jnenus, XpaHHBIIHECS C HApyIIGHHEM pPErIaMEHTHPOBAHHOTO PEXHMA,
NPUMEHEHHUIO He ToJuIexkKaT!

PacTBOpeHHBIE KOMIIOHEHTBI HA0Opa CIIeAYeT XPaHHTb B IIOTHO YKYHOPEHHOM COCTOSTHHU.
CTadWIbHOCTh NPUTOTOBJICHHBIX PeareHToB.

bopmyre: A= X AK, rae:

PearenTsi/cpok xpaemis Temneparypa xpaHeHusi, °C, B auanasone
+2-8°C +18-22°C -18-20°C
PacTBop pubpuHOreHa 8 yacos 4 yaca -
TpomOHH-KaIbLIEBas CMECh 8 yacos 4 yaca 2 mecsina
PacTBop Iura3mel-KauopaTopa 8 yacos 4 yaca 2 mecsina

TpaHCHOpTHpOBaHHC HaGOpOB JOJIDKHO OCYHIECTBIATBHCA IIPH TEMIIEPATYpEe OT ILIIOC 2 pi(e]
mwioc 8°C B TEPMOKOHTEHHEPAX, COACPIKAIUMX XJIAJ03IEMEHTHI, I B aBTOpedprKepaTo-
pax € HCIOJIB30BAHUEM TEPMOUHIUKATOPOB B COOTBETCTBHUU C IIpaBUJIAMHU IIEPEBO30OK, )1e171—
CTBYIOLIMMH Ha JAHHOM BHJE TpaHcropra. Jlomyckaercs TpaHCIOPTHPOBaHHE HAOOPOB IpU
Temmnepatype 10 mioc 25°C ne 6onee 10 cyTok. 3aMOpaKMBaHUE HE TOMYCKAETCS.

TAPAHTUU U3T'OTOBUTEJISL

TIpennpusTHe-H3roTOBUTENb IapaHTHPYeT cooTBeTcTBHE Habopa Paktop XllI-Tect Tpe6o-
BaHusiM Texumueckux ycnopuit (TY) mpu coOuroJeHHH YCIOBUH TPaHCHOPTHPOBAHUS,
XpaHEHHs U IPHUMEHEHHsI, YCTaHOBICHHBIX TY.

MEPBI 10 BE3OITACHOM YTUJIU3AIIAN OTXOJI0B

B coorserctBum ¢ CaulluH  2.1.7.2790-10 or  12.12.2010  «CanurapHo-
SMUAEMHUOJIOTUYECKUMH T‘pCGOBaHl/lﬂMI/I K 06pau_[eHmo C MEIUIUHCKAUMH OTXOJaMH» OTXOJIbI
ot pabotsl ¢ Habopom Pakrtop XllI-TecT ¢ ucnonab3oBaHneM 00pa3LOB MIA3Mbl KPOBHU MALH-
€HTOB OTHOCATCH K KJIacCcy b.

OTXOﬂbI CO6l/Ip3.10T B OJIHOPA30BbIC MAKETHI KEJITOr0 LBETA, IAKETHI 3aIllOJHAIOT Ha TPU
YCTBEPTH, 3aBA3BIBAIOT, MAPKHPYIOT HAAIIMCBIO: ((OTXOI[])I. Kiacc B)), HaAHOCAT Ha 6le(y
Ha3BaHHUC OpraHu3alMH, JaTy H DOUO uCToNHUTENS U TIOMEIIAT Ha Y4JaCTOK BPEMCHHOTO
XpaHEeHHs 0 BbIBO3a TPAHCIIOPTOM CIIELUAJIBHOIO MOJPA3JeIeHUs K MeCTy 00e33apakuBa-
HUS 1 YTHIIM3AIHH.

Ha6ops! pearentoB ®akrop XllI-Tect, He momiexaue MCIOMBb30BAHUIO, U HAOOPHI C HC-
TEKIIUM CPOKOM TOJJHOCTH OTHOCATCS K oTxojaM kiacca I'. C60p M BpeMeHHOE XpaHCHHE
oTx0710B Ki1acca I' ocymecTBisiercst B MapkupoBaHHbIe eMKocTH («Otxomsl. Kmace I'y).
JINarHOCTUYECKHE CPEICTBA COOMPAIOTCS B OJHOPA30BYI0 MapKUPOBAHHYIO YIAKOBKY J1H000-
ro nBera (KpoOMe JKEITOr0 M KPacHOTO0) B COOTBETCTBUM C TPEOOBAaHMSIMH HOPMATHBHBIX
JIOKyMCHTOB B 3aBUCHMOCTH OT KJIacCa OIIaCHOCTH OTXO70B. BbIBO3 0TX0/10B Ki1acca I' st
00€3BPEKMBAHNS WM YTHIM3ALUH OCYLIECTBISETCS CNELHATM3HPOBAHHBIMU OpraHU3alUs-
MM, UMEIONIIMMH JIMLEH3MIO Ha JJAHHBIA BUJI JesTeabHOCTH. TpaHcnopTupoBaHue, ob6e3Bpe-
JKMBAaHUE U 3aXOPOHEHUE OTXOJ0B kiacca I' ocyliecTBisieTcss B COOTBETCTBUH C TUTHEHHYE-
CKUMH TPeOOBaHMSMH, NPEABABIACMBIME K IODSIKY HAKOILUICHHS, TPaHCIIOPTHPOBAHUS,
00€3BPEKMBAHUS 1 3aXOPOHEHUSI TOKCUYHBIX IPOMBILITICHHBIX OTXO/OB.

CHUMBO.JIbl, IPUMEHSAEMBIE TP MAPKUPOBKE HABOPA
CumBon HaumenoBanue cumsona

Howmep no xartanory
MeauirHCKOe H3/eNnue Ui JUarHOCTHKY in vitro
Buonorugeckuii puck

TemnepaTypHbIi 11ana3oH
O6paruTech K NHCTPYKIHH MO IPUMEHEHHIO

WsroroBurens

JUTEPATYPA U HOPMATHUBHBIE CCBIJIIKA

1. Anan, T.B. Knununueckoe pykoBoactso Tuma mno na6opatopubiM Tectam / 5. Anan. —
M.: JIaGopa, 2013. — 1280 c.

2. Bapkaran, 3.C. JIuarnocTuka U KOHTpoJMpyeMas Teparnusi HapyuleHus remoctasa / 3.C.
Bapkaran, A.Il. Momor. — M.: Hetoquawmen, 2008. — 292 c.

3.TOCT P 51088-2013 MeauuuacKue M3AeNMs IS JUATHOCTHKM in vitro. PeareHTsl,
HAa0OpBl PEAareHTOB, TECT-CHCTEMBI, KOHTPOJBHBIC MaTepHalbl, NHTATEIBHBIC CPEJbL.
TpeboBaHus K U3EIUAM U IOIEPKUBAIOLIEH JOKYMEHTALMH.

4, TOCT P UCO 15223-1-2014 Uzpenus memurmuckue. CHMBOJIBI, NPUMEHSEMBIE HPH
MapKMpPOBaHMM HAa MEIMLMHCKUX M3IEIUAX, OTHUKETKAX W B  COHNPOBOAUTENIBHON
nokymeHtauun. Yacte 1. OcHOBHBIE TpeOOBaHMSI.

5.TOCT P UCO 18113-2-2015 MenunuecKkue W3AeIds JUIS JUATHOCTHKH N Vitro.
Mudopmanus, npenocrapnsemMas U3rotoputeneM (Mapkuposka). Yacte 2. PeareHTHI st
JIMArHOCTHKH IN VItro 1yist 1poheCCHOHANbHOrO MPHUMEHEHHSI.

6. Ipukas Munsapasa Poccuu ot 19.01.2017 r Nelln «O6 yTBepskaeHun TpeGoBaHui K
CONEPKAHUIO TEXHUYECKOM M  IKCIUIyaTAllMOHHOW  JOKYMEHTALMH  IIPOM3BOJMTEINS
(M3rOTOBHTEIS) MEMIMHCKIX H3ICIHII».

Ilo 6onpocam, kacarowumca kavecmsa Habopa, ciedyem oopawamscs 8
HIIO «PEHAM» MBOOH «Obwecmso 60omvbix 2emogpunueiny no aopecy:
125212, 2. Mocksa, yir. Aomupana Makaposa, 0. 4, cmp. 2

men/ghaxc (499)707-76-30, (495) 225-12-61, e-mail: info@renam.ru
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