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«Habop peareHTOB Ui KaueCTBEHHOT0 MMMYHO(DEPMEHTHOTO OmpeAeNieHus: aHTuten kiacca G k
kopoHaBupycy SARS-CoV-2 Delta B ceiBOpoTKe HiH mi1a3me kposu uesioBeka «SARS-CoV-2-Delta-

NDA-1gG-H» o TY 21.20.23-013-28597318-2021 (Habop pearentoB «SARS-CoV-2-Delta-DA-
IgG-H») BBITyCcKaeTcs B OJTHOM BapHaHTE UCTIOTHCHHS:

Kart. Ne MT-U-C1-05.192n

«Habop peareHTOB Ui KaueCTBEHHOT0 MMMYHO(DEPMEHTHOIO OmpeAeNieHus: aHTuten kiacca G k
kopoHaBupycy SARS-CoV-2 Delta B chiBOpoTKe HitH mi1a3me kpoBu uesioBeka «SARS-CoV-2-Delta-
NDA-1gG-H», 192 onpexnenenus.
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NHCTPYKIMUA
10 NPUMEHEeHHI0O Ha0opa peareHToB JJ1s KA4eCTBEHHOr0 MMMYHO(epMeHTHOT 0
onpeeieHns aHTUTeNa Kiaacca G k koponaBupycy SARS-CoV-2 Delta B cbiBopoTke

WM IJIa3Me KPOBH YeJIoBeKa
«SARS-CoV-2-Delta-UPA-1gG-H» mo TY 21.20.23-013-28597318-2021

(xat. No MT-M1-C1-05.192#)

1. HABHAYEHUE

1.1. HaGop peareHTOB /jisi KA4YeCTBEHHOTO UMMYHO(DEPMEHTHOTO OompeeieHus anTuTen kiacca G k
kopoHaBupycy SARS-CoV-2 sapuant Delta B ceiBopoTKe mim mia3me kposu yenoBeka «SARS-CoV-
2-Delta-UDA-1gG-H» o TV 21.20.23-013-28597318-2021, (manee — «Habop pearecaroB «SARS-
CoV-2-Delta-UDA-1gG-H») mpenHasHadyeH [Uiss Ka4eCTBEHHOTO BBISBICHHS HMMYHOTJIOOYJIHHOB
kiacca G B CBIBOPOTKE WIIH IIa3Me KPOBH YEJIOBEKA METOIOM TBEPI0(ha3HOTO UMMYHO(DEPMEHTHOTO
ananmu3za (nanee — UDA).

1.2. Habop peareHTOB IpeAHa3HauYeH TOJIBKO ISl UCCIEJ0BATEIbCKUX LIeIeil.

2. XAPAKTEPUCTUKA HABOPA

2.1. IlpuHnun MeTona

Ha BHyTpeHHEl MOBEPXHOCTH JIYyHOK UMMYHOCOPOEHTa MMMOOMIN30BaH PEKOMOWHAHTHBIN
anturen kopoHasupyca SARS-CoV-2 Bapuant Delta (SARS-CoV-2 RBD of Spike protein, T478K,
L452R - lineage B.1.617.2 - INDIAN Variant 2). IIpu BHeCeHHH B JIYyHKH HCCIIEyeMbIX 00pa3IioB,
antutena, crneuupudeckue K SARS-CoV-2, B ciayyae UX HaJIW4YMs — CBS3BIBAIOTCS C
PEeKOMOMHAHTHBIMU AaHTMI€HaMU Ha TBepAol (asze, oOpa3ys KOMIUIEKCHl aHTUreH-aHTHTeNo. Bo
BpeMsl BTOpPOM HHKyOalMu oO0pa30BaBIIMECS KOMIUIEKCH BBISIBJISIIOT NPU MOMOUIIM KOHBIOTaTa
anTuTen k [gG yenoBeka ¢ mepokcuAa3on.

[Tocrne OoTMBbIBaHMSI HECBSI3aHHBIX KOMIIOHEHTOB B JIYHKHM JOOaBJISIIOT pacTBOp cyOcTpaTa
HNEPOKCHIa3bl ¢ XpOMOreHoM. Ilepokcu1a3Hy 0 peakiMio OCTaHaBINBAIOT, J00ABIIAsA CTON-PEATEHT, U
U3MEPSIOT ONTHYECKYIO MJIOTHOCTh CMECH B JIYyHKaX MMMYHOCOpPOEHTa MpH JinHe BOJHBI 450/620-
700 HM, KOTOpas MpONOpLHOHAIbHA cojaepkaHuto crneuupudeckux k SARS-CoV-2 anturen B
UCCIIeTyeMbIX oOpa3iiax.

2.2. CocraB Habopa

HaGop peareHToB 1151 Kaue€CTBEHHOT0 UMMYHO(EPMEHTHOTO OIpe iesieHus aHTuTeN kKiacca G
Kk kKopoHaBupycy SARS-CoV-2 Delta B chiBopoTke uiM miaazMe kpoBu denoBeka «SARS-CoV-2-
Delta-U®PA-1gG-H» mo TY 21.20.23-013-28597318-2021 Beimyckaercst B OJHOM BapHaHTE
UCTIOJIHEHUS:

Kat. Ne MT-HU-C1-05.192un. HaGop peareHTOB Ui Ka4€CTBEHHOT'O MMMYHO(EPMEHTHOTO
omnpenenenus: antuten kinacca G k koponaBupycy SARS-CoV-2 Delta B cbiBOpoTKe MU I1a3me
kpoBH yenoBeka «SARS-CoV-2-Delta-UDA-1gG-H», 192 onpenenenus.

HabGop peareHTOB MOXeT OBITh WCIIONB30BaH Kak Ui PYYHOH TOCTAHOBKH, TaK W JUIS
MOCTaHOBKM Ha aBTOMATUYECKUX aHAIU3ATOPaX ISl UMMYHO(EPMEHTHOTO aHATIN3a OTKPHITOTO TUIIA.

CocraB Ha0Oopa npecTaBieH B Tabmauie 1.

2.3. Bpems nposenenust anaim3a — 1 yac 15 MuH.



Tabnuua 1 — cocra Habopa peareHToB «SARS-CoV-2-Delta-IDA-1gG-H».

Kon HaumenoBanue KOMIIOHEHTA Koa-Bo
HNmmyHocopOeHT - 96-myHOuHBIM  pazOopHbli  1wtaHmer (12
BOCBMIJIYHOUHBIX CTPUIIOB C HUMMOOWIM30BaHHBIM Ha BHYTpPEHHEH

P1 2 wr.
MMOBEPXHOCTH PEKOMOHAHTHBIM CTPYKTYpHBIM Oeinkom SARS-CoV-2
Bapuant Delta)
IoJs10kuTEIBHBIH KOHTPOIbHBIH 00pa3en (K+)

P2 C Ix 3 mn

onepxurt IgG k SARS-CoV-2

OTpunare/ibHbI KOHTPOJIbHBIN 00pa3en (K-

P3 PHIl P pasen (K-) 2x2,5 mi
He conepxut 1gG k SARS-CoV-2

P4-1 PactBop nJist npeaBapuTeIbHOTO pa3BeaeHus 00pa3LoB 1x25 mn

P4-2 PacTBop nuist pa3BeaeHusi 00pa3inoB 1x25 M
Konblorar

P5 Konsblorar MmoHoks1oHaNIbHBIX aHTUTEN K 1gG yenoBeka ¢ nmepokcuiazon 1x25 mn
XpeHa.

P6-1 Xpomoren - 3,3',5,5'- TeTpameTnnOeH3UINH 1x2.5
PacrtBoO Jisl pa3BeleHHsl XPOMOreHa — IUTPaTHBIA OydepHbIii

P62 p s passen P LATP ydep 1525 w1
PacTBOp C MEPEKUCHI0 BOJAOPOIa
KoHueHTpaT npoMbIBOYHOI0 pacTBOpa, 25-KpaTHBIM — KOHLEHTPAT

P7 2x50 mi
docdarro-coneBoro Oydeproro pactopa ¢ Teun-20

P8 Cron-peareHT 1x25,0 M
[TnanmeT pa300OpHBI 1715 MpeABAPUTETHHOTO Pa3BeACHUs 00pasIloB 2 mr.
Kneiikas nienka ams 3akiieMBaHUS UMMYHOCOpPOEHTa 4 .
OpnHopa3oBble BAHHOUYKH I pEareéHTOB 4 .
OpnHopa3oBble CMEHHbIE HAKOHEYHUKH K J03aTopaM numneTrouyHbiM (10-

32 .

300 mkm)
WucTpykuus mo npuMeHeHnIo Habopa peareHToB 1 .
ITacnopt 1 .

3. KOHTPOJIb KAYECTBA

OTpuLaTeNnbHBIN U TOJIOXKUTEIbHBIA KOHTPOJIM UCCIICIOBAHUSA

JIJIs OTIIeHKH KavecTBa MOTyYaeMbIX pPe3yIbTaTOB KaXIas rpyIia aHATH3UPYEMBIX 00pa3IioB
U KakJlas WHJIMBHyalibHas mocTaHoBka DA ¢ ucnonp3oBanreM Habopa peareHToB «SARS-CoV-
2-Delta-DA-1gG-Hy» nomKHBI BKIFOYATH KOHTPOJIbHBIC 00Pa3IIbl:

— oTpunaTenbHbIi KoHTpoib (P3) — He cogepxut 1gG k SARS-CoV-2;

- MOJIOXKHUTEBHBIN KOHTpOIb (P2) — comepxut 1gG k SARS-CoV-2.

Pe3ynbTaThl 11T KOHTPOJICH JTOJDKHBI COOTBETCTBOBAThH 33JJAHHBIM KPHUTEPHSIM BAIHTHOCTH,
MIPUBEICHHBIM B pa3jieiie 9 HacTosIIeld HHCTPYKITUH. B ciydae mosrydeHuss HeBAJIMIHBIX PE3yJIbTaTOB
JUTSL KOHTPOJIEH HE MOXKET OBITh TapaHTUPOBAHO COOTBETCTBHE MOTYUYEHHBIX PE3yIbTaTOB BBISABICHUS
3asBJICHHBIM AHAJIMTUYECKUM XapaKTEepPUCTHUKaM, Pe3yJbTaThl JJisi BceX 00pa3loB B MOCTAaHOBKE
CUMTAIOTCS HEIOCTOBEPHBIMHU, TPEOyeTCS TOBTOPUTH MCCIIEIOBAHUE BCEX MCCIICYEMbIX 00pa3ioB
KOHTPOJIEH.



4. MEPBI TIPEJOCTOPOXKHOCTHU

4.1. TloteHManbHBIA pUCK IpUMeHEeHHs Habopa peareHToB «SARS-CoV-2-Delta-UDA-IgG-
H» mo T'OCT 31508-2012 «M3nenus wmemuuuHckue. Kiaccudukamus B 3aBUCUMOCTH  OT
NOTEHIMAJIBHOTO pucKa npuMmeHneHus. O6mue tpeboBanus» nu HoMeHKnaTypHOU KiaccupUKAIH
MEAMLIMHCKUX u3aenui, yTB. IIpukazom Munsnpasa Poccuiickoit ®denepaunn ot Ne 4H oT 6 HIOHS
2012 rona (B pen. [Ipukaza Munzapasa Poccun ot 25.09.2014 N 5571) — xinacc 26.

OOme TpeOoBaHus Oe30MacHOCTH K Habopam peareHToB JUIsi IN VItr0 JHAarHOCTUKH B
cootBercTBuu ¢ ['OCT ISO 14971-2011.

4.2. Habop pearearoB «SARS-CoV-2-Delta-UDA-1gG-H» mnpeanasHadeH TOIBKO IS
npo¢eCCHOHATBLHOTO UCMOIb30BaHus. PaboTy cienyer mpoBOIUTh B CHENHMAIbHO 000pYTOBAHHOM
MOMEIIeHNH  Jlaboparopuu, oTBevaromieii  TpeOboBanussim CII  3.3686-21  "Canurtapho-
snuAeMHOJIOrHYeckue TpeboBaHus no npoduinaktuke HH(eKkuoHHbix 6ose3neit”. Ilpu padote ¢
Ha6opom Ttpebyercs cobOmomarh «HCTpykiuio mo MepaMm Npo(UIAKTUKU PacIPOCTPAHEHHUS
MH(MEKIMOHHBIX 3a00eBaHMil MpU paboTe B KIMHUKO-TUATHOCTHYECKUX JIa0OpaTOpHsX JeueOHO-
npoduIaKTUYECKUX yupexxaeHui», yrs. Munsapasom CCCP 17 auBaps 1991 ropa; TOCT P 52905—
2007 (MCO 15190:2003) «JIabopaTopuu menunuHckue. TpeOoBaHUs OE30MTaCHOCTH.

[Tpu pabore HEOOXOIMMO BCETAA BHIMOIHATH CIEAYIONINE TPEOOBAHUS:

- paccMmarpuBaTh UCCIEIyeMble 00pa3Ibl OMOJOTUYSCKOT0 MarepHalia Kak HH(CKIIMOHHO-
OTIACHBIE;

- IPUMEHATH HA0Op PEareHTOB CTPOTO MO Ha3HAYEHUIO;

- JIOMycKaTh K paboTe ¢ HAOOPOM pPEareHTOB TOJBKO CHEIHalbHO OOYYEHHBIM MepcoHall ¢
BBICUIMM M CpPEJIHUM MEIUIMHCKUM WIM OMOJIOTHYECKUM OOpa30BaHUEM, COOTBETCTBYIOLIMIA
KBaJIM(UKAIIMOHHBIM TpPeOOBaHUSAM, IE€peUUCIeHHbIM B 1. 1.5 Hacrosmeid WHcTpykimunm u
OKOHYMBIIUI COOTBETCTBYIOIIME KypPChl CIIEHMAIBHOW TIOATOTOBKA C OCBOCHHEM METOOB
6e3omacHol paboThl ¢ maroreHHbIMH Onoiorndyeckumu arentamu (ITBA) 11-1V rpynn natorennoctu.

4.3. He nomyckaercst UCTIOIB30BaTh HA0Op PearcHTOB:

- IPY HApyLIEHUH YCIOBUI TPAHCIIOPTUPOBAHUS U XPAHEHUS;

- IIpU HECOOTBETCTBUHU BHCUIHECTO BUa pCarcHTOB,

- IpY HapyILIEHUU BHYTPEHHEHN yakOBKM KOMIIOHEHTOB Habopa;
- 110 UCTEYEHHIO CPOKa TOAHOCTH.

4.4, Bce kommoHeHTH Habopa peareHToB «SARS-CoV-2-Delta-UDA-IgG-Hy», 3a
UCKITIOUeHHEM cTor-pearenta (P8) spisroTcest HeTokcnuabiME. CTom-pearedT (P8, comepxut cepryto
KHCJIOTY) KiIaccUpHUIMpyeTcsi Kak omnacHbli. HeoOxoaumo m3beraTb KOHTaKTa CTOI-peareHra C
KOXKEH M CIIM3UCTBIMU 000s104KkaMu. B ciydae monasanusi mpOMBITh TOPAXKEHHBIH y4acTOK OOIbIINM
KOJIMYECTBOM IIPOTOYHOM BOJIBI.

Crnenyrouue pearedThl: [lonoxxutenbHbIld KOHTPOIbHBINA 00paser (P2, K+), OtpunarenpHbIit
KOHTposIbHBIN oOpasen (P3, K-) He kinaccuunupyrorcs, Kak onacHble, OJJHAKO COJEP’KaT B CBOEM
COCTaBE MHAKTUBUPOBAHHBIE KOMIIOHEHThI KPOBHU U€JIOBEKA, YTO HEOOXOIMMO YUYUTHIBATH MPHU padboTe
B COOTBETCTBUH C II. 4.2 HACTOSIIETO pa3zena.

B komMmonenTax Habopa peareHTOB, coJepKaluxX Omojorndyeckuii marepuan yenoneka (P2,
P3), orcyrctBytor antutena k Treponema pallidum, BUU-1 u BUY-2, renatuty C, anturen p24
BIY-1, noBepxHOoCTHBIN aHTUreH Bupyca renatuta B (HBsAg).

4.5. Bce KOMIOHEHTHBI, BXOJIIUE B cocTaB Habopa peareHToB «SARS-CoV-2-Delta-UDA-
IgG-H», npenHa3HaveHsbl il AMATHOCTHKH «IN VItroy.



4.6. Tlpu pabore ¢ Habopom peareHToB «SARS-CoV-2-Delta-UDA-IgG-H» Heobxoaumo
UCTIONB30BaTh WHIMBHIYaJbHBIC CPEICTBA 3allUTBHI: XanaT, TOJOBHOW YOOp, pPE3MHOBBIC WIIH
TUTACTHKOBBIC TIEPYATKH, CIICIHATbHYI0 00yBb, 3aIIUTHBIC OYKU WIIH IUTOK), TAK KaK HCCIICTyeMbIC
00pa3sIibl KPOBH CIIEIYET pacCMaTPUBaTh KaK MOTCHIUATHHO HH(OUIIUPOBAHHBIN OMOMAaTepHall.

4.7. Henb3st nUIIETUPOBATH PACTBOPHI PTOM.

4.8. 3aHp€H_Ia€TC$I IIpUEM IMHUIINH, HCIIOJIB30BAHUEC KOCMETHUYCCKHUX CPEACTB U KYPCHHE B
MMOMEIICHUAX, IPEAHA3SHAYCHHBIX JIJIA pa6OTBI C Ha60paMI/I.

4.9. Bce npoMbIBHBIE pPAacTBOPBl ClEIyeT cOOMpaTh B CIEUUAIbHBIA KOHTEHHEpP U
o0pabaTbIBaTh Je3WH(DULIMPYIOMIMMU CPEACTBAMHU, PA3PEUICHHBIMU 711 IPUMEHEHUS Ha TEPPUTOPUU
P® B ycTaHOBIEHHOM MOPSJIKE.

4.10. Bce TBep/pie OTXO/BI CIIEYET COOMPATh B CIELIMATIBHBIN KOHTEHHEp, 00e33apakuBaTh B
cootBeTrcTBUU ¢ TpeboBanusmu CaunlluH 2.1.3684-21 "CaHuTapHO-3MHIEMUOIOTUYECKUE
TpeOOBaHUS K COJACPKAHUIO TEPPUTOPHI TOPOJCKUX U CEIbCKUX MOCENECHUN, K BOJHBIM 00BEKTaM,
NUTHEBOM BOJE U MHUTHEBOMY BOJOCHAOXKEHHUIO, aTMOC(HEpPHOMY BO3JyXy, IIOYBaM, >KHUIIBIM
MOMEILEHUSIM, SKCIUTyaTallud INPOU3BOJICTBEHHBIX, OOIIECTBEHHBIX IOMEIIECHUN, OpraHU3allu U
IIPOBEJCHUIO CAHUTAPHO-IIPOTUBOAHIEMUYECKUX (IPOPUIAKTHIECKUX) MEPOIPUATHI" .

4.11. JlaGopaTtopHyi0 TOCYQy MHOTOPa30BOTO HCIOJB30BAaHUS M PACXOJHBIC MaTEpHAabI,
KOHTaKTUPYIOIIUE C WCCICAYEMbIMH W KOHTPOJBHBIMH OOpa3laMu, CJICAyeT 00e33apakuBaTh C
UCIIOJIb30BaHUEM JE3NH(DUIMPYIOMINUX CPEJCTB, HE COJACPKAINUX AKTUBHBIM KHUCIOPOI H XJIOP,
OKa3bIBAIOIIMX HEraTUBHOE BO3/IEUCTBUE HA KauecTBO MDA.

4.12. VlHCTpyMEHTHI, 000pYyZOBaHUE, a TakKe padoyre MOBEPXHOCTH CTOJIOB HEOOXOJUMO
npotupatb 70% pacTBOpOM 3THIIOBOTO CIIUPTA.

5. OBOPYJIOBAHUME U MATEPHAJIbBI

5.1. Tlpu npoBenenun MDA c¢ ucnonb3zoBanneMm Habopa peareHToB «SARS-CoV-2-Delta-
NDA-IgG-H» tpebyetcs crnemyroiiee 000py10BaHuE:

— TEpPMOCTATUPYEMbIl MIelikep, mojjaepkuBaromuii temneparypy (37+2°C) u cKopocTh
BparieHust 700 o6/muH;

— anmapart AJs IPOMBIBaHUS MJIAHIIIETOB (BOIIEp);

— (QoTOMETp BEPTUKAIHLHOTO CKAaHUPOBAHMS JIBYXBOJHOBOW, IO3BOJIIOIIMI ITPOBOIUTH
U3MEPEHHs ONTUYECKOH TUIOTHOCTH B JIyHKaX IIaHIIeTa MpHu JutiHe BoHbl 450 HM 1 620-700 HM;

— nenrpudyra HactonbHas Ha (3-10)x10° 06/MUH IS MOTydeHHs U OCBETJIEHHS 00pa3IoB
CBIBOPOTKH/TIJIa3Mbl KPOBH;

— JAUCTUIUISTOD;

— XOJIOAWJIBHHK, 00ECTIEUYNBAIOIINN TeMIepaTypy Xpanenus B quamnaszone 2 °C - 8 °C;

— J103aTOpbl THIIETOYHBIE OJHOKAHAJIbHBIE, IO3BOJIAIONIME paboTaTh ¢ oOOBEMaMu B
nuana3one 5-1000 MK ¥ cMEHHBIC HAKOHSYHHUKH K HUM,;

— J103aTOp THIIETOYHBIA MHOTOKAHAJbHBIM, IMO3BOJAIONIMK paboTaTh C oO0beMaMu B
nuanaszone 10-300 MK 1 CMEHHbIE HAKOHEYHUKH K HEMY,

— TanMep;

— npubop(bl), TO3BOJISIOMKUI(ME) U3MEPATh TeMIepaTypy Bo3ayxa B nuanazone 0-25°C =+
0,2°C, oTHOCHTENBHYIO BIaKHOCTH — 20-90%.

OO6opynoBaHue IOKHO OBITH TOBEPEHO HIIM aTTECTOBAHO B YCTAaHOBJICHHOM IMOpSAKE B
COOTBETCTBUU C MPEABABIIEMbIMH TPEOOBAHUSIMHU.



5.2. Tlpu npoBenenun MDA c¢ ucnons3zoBannem Habopa peareHToB «SARS-CoV-2-Delta-
NDA-1gG-H» Tpebyrorcs crenyronume pacxoaHble MaTepuatbl, He BXOIAIINE B COCTaB Habopa:

— BOJia AUCTUJUIMPOBAHHAs,

— Oywmara puibTpoBaIbHAs;

— MepHbIi crakan win maap (1000 mo);

— NpoOUpPKH TEHTpU(]YKHbIE TMOIUIPONMWIEHOBBIE BMecTUMOCThIO (1,5-2,2) mn  mys
OCBETJICHUS, XpaHEHHUsI 00pa3IoB ChIBOpOTKH/mIa3Mbl (Tunia «Eppendorfy, I'epmanus, kat. Ne 0030
120.167, 0030 110.005);

— TepyYaTKu CMOTPOBBIE/IPOIIETypHbIC HEOYAPEHHEIE;

— Ne3UH(UIUPYIOIIUE PACTBOPHI, COOTBETCTBYIOIINE CAHUTAPHBIM TPEOOBAHHSIM;

— KOHTEHHep AJs TBEP/IbIX 3arpSI3HEHHBIX OTXOOB;

— KOHTEWHEp Ul 3arPA3HEHHBIX KUIKOCTEH.

6. AHAJIM3UPYEMBIE OBPA3IbI, UX [TIOJAI'OTOBKA U XPAHEHUE

JUist uccneoBaHusI HCIIONB3YIOT OMOJIOTHYECKUI MaTeprai — CBIBOPOTKY MJIH IIa3My KPOBH
yesioBeka (renapuHusupoBannyto wim K3-03/[TA).

6.1. Bce paboThl 10 0TOOPY P00 OT OOJBHBIX, TPAHCIIOPTUPOBKE U BCE ATAITHI 1a00PaTOPHOTO
UCCIICIOBAaHHS TPOBOANUTH B CTPOroM cooTBeTcTBUU ¢ TpeboBanmsimu CII 3.3686-21 "Canurapho-
AMHJIEMHOJIOTUYECKHE TPEOOBaHUS 110 MPoPUIaKTHKE HHPEKIUOHHBIX 00Ne3HeH".

6.2. JlomycTUMO WUCHOJIB30BaHUE OOPA3IOB CBHIBOPOTOK KPOBH M IUIA3Mbl KPOBH C
AHTUKOATYJITHTOM Tenapud Jutus muoo K3-2J[TA.

6.3. O0Opas1bsl CHIBOPOTOK HITH TUTa3MBI KPOBH XpaHUTh Npu Temiiepatype 2-8°C ne 6onee 120
4acoB.

6.4. OOpa3ipl ceiBOpoTOK (remapunusupoBantoi wim K3-DJITA mumasmel), cojaepskariue
arperaTbl M OCajlOK, OCBETJIATh C MOMOIIbI0 HeHTpudyruposanus. Llenrpudyruposars npu 3000
00/muH 10-15 muH. npu Temnepatype 18° - 25°C.

6.5. JlomycTMMO 3aMOpaXUBaHWE OO0pa3loB uIis 0OoJiee JUIMTEIHLHOTO XpaHeHUs (10
temneparypsl Munyc 20°C u Hike) He OoJiee IByX pas.

6.6. O0pasisl chiBOpoTOK (remapuausupoBanton win K3-3/ITA mma3msel), MOJBEPTrHYThIC
3aMOPaKMBAHUIO, TIEpEI MPOBEACHUEM HCCIIeI0BAHNS, CIIeIyeT TIIATENIbHO MIepeMeniaTh U OCBETIUTh
C TIOMOIIIBIO IEHTPUPYTUPOBAHUS.

6.7. Bo m30exaHne TOIyYECHUS JIOKHOIOJIOKUTEIFHBIX PE3yJIbTaTOB 00pa3Ilbl CHIBOPOTOK
(remapunm3upoBanHoii  wiam  K3-DJITA  mma3Mel) KpOBH C  BBIP@KEHHBIM  TE€MOJIA30M,
TUIEPIIMIUIEMUEH WM OaKTepHaTbHBIM PEKOMEHYETCsl He UCIIOIb30BaTh.

7. MIOAI'OTOBKA K AHAJIN3Y

7.1. KomnoHeHThI Ha0Opa U aHAJIM3MpYyeMble 00pa3Ubl JIOKHBI OBITH BBIIEPKAHBI MPH
koMmHaTHO# Temmeparype (18-25)°C ne menee 60 MUHYT 10 Ha4ajga MpOBeAeHHs aHanu3a. [locie
BCKPBITHS HA0Opa KOMITOHEHTHI Habopa clieIyeT XpaHuTh pH Temmeparype 2-8° C.

7.2. ’Kuakue peareHThbl, FOTOBbIE K HCIIOJIb30BAHUIO:
- TTOJIOKUTENBHBIN KOHTPOJIbHBIN 00Opazern (P2);
- OTpHUIIATEIbHBIN KOHTPOIBHBIN 00paszer (P3);



- pacTBOp IS MPEABAPUTEIBHOIO pa3BeacHus 00pasmos (P4-1);
- pacTBOp 15 pa3BecHus o6pasios (P4-2);

- kouprorart (P5);

- cron-peareHT (P8)

7.3. YHu(uUUUpPOBaHHbIe Hecnenu(puyeckue peareHThl (B3auMO3aMEHsIEMbIE I Pa3HbIX
cepuii Habopa peareHToB):

- PacTBOP /IS IPEBAPUTEIBHOTO pa3BeaeHus: 0opasuos (P4-1);

- pacTBOp 151 pasBezcHus oopasios (P4-2);
- KOHLIEHTpAT IPOMBIBOYHOI'O pacTBopa, 25-kpatHslii (P7);
- croni-pearent (PS§).

7.4. IlpuroroBiienne uMMyHocopoenTa (P1).

BcekpoliTe maker M UM3BIEKUTE HMMMYHOCOPOEHT. YCTaHOBUTE Ha paMKy IUIaHIIETa
HEO00X0IMMOE KOJMYECTBO cTpUmoB. OcTaBIIMECs CTPUIIBI yOepuTe OOpaTHO B MaKET, T€PMETHUHO
3aKpOMTE M XpaHUTE UX IIpH Temiieparype 2-8°C B TeueHUE BCETO CPOKA T'OTHOCTH.

X[}aHGHI/IeZ HCHUCIIOJIB30BAHHBIC CTPUIIBI XPAHHUTC B IIJIOTHO 3aKpPLITOM IIAKECTE C
BJIArOMOIJIOTUTENIEM IIpu Temnepatype 2-8°C B TeueHHe BCEro cpoka roJAHOCTH.

7.5. IlpuroToBjieHHe MPOMBIBOYHOI0 PacTBOpA.

Ilepenecure HeoOXOAMMOE KOJIMYECTBO KOHIIEHTpaTa MpPOMbIBOUHOro pactBopa (P7) u3
¢yiakoHa B MepHBI CTakaH M pa3BeauTe €ro B 25 pa3 IUCTWIUIMPOBAHHOW BOJIOHM, TIIATEJIBHO
nepemeraiite (cM. tadiuiy 3).

XpaHeHHe: HEHUCIIOIb30BAaHHBIA BCKPBITBIM KOHIICHTPAT MPOMBIBOYHOro pactBopa (P7)
XpaHUTBb IIpH Temneparype 2-8°C B TeUeHHE BCET0 CPOKA TOAHOCTH, IPUTOTOBJIEHHBIN IPOMBIBOYHBIN
pacTBOp XpaHHUTE MPU KOMHATHOM Temreparype +18-25°C ne 6onee 15 qHei umm npu Temneparype
+2-8°C ne 6onee 30 nueit.

7.6. IlpuroToB/ieHHe HHIMKATOPHOI0 PacTBOpA.

3a 5-10 MHUH 10 OKOHYAHUS PEaKLUU C KOHBIOTaTOM MPUTOTOBHTE MHAMKATOPHBINA pacTBOP.
s aroro orbepure HeoOXoauMbli 00beM xpomoreHa (P6-1), momecTuTe B YMCTYIO €MKOCTh U
pazBemute ero B 11 pa3 pactBopoMm s pa3sesieHust xpomorena (P6-2) (cm. tabnuiy 3).

TmarensHO nepeMentanre.

Ilepen ncnonab30BaHUEM MHIUKATOPHBIN pacTBOP AOJKEH OBITh OECIBETHBIM.

PacTBOp HEOOXOIMMO MpEeAOXpaHATh OT MOMaJaHHs CBeTa M KOHTaKTa ¢ MeTaJUlaMU WU
uoHamu MmetaioB. [locyay, mpuMeHseMyto AJIsl €ro MPUTOTOBJICHUS, OTMBIBAIOT 0€3 MPUMEHEHUS
CUHTETHUYECKHUX MOIOIUX CPEJICTB.

XpaHneHue: ['0TOBBIN MHAMKATOPHBIA PACTBOP XPAHEHUIO HE MTOJICKUT.



Ta6muma 3.- TaGauma pacxoma peareHTOB.

PearenTsi KOJIMUECTBO UCITOJIb3YEMBIX CTPUIIOB

1 ] 2 [ 3 [ 4]5 |6 | 7 [8 ]9 ] 101112
IIPUTOTOBJIEHUE TIPOMBIBOUHOI'O PACTBOPA

P7,mn | 4 | 8 | 12 | 16 | 20 | 24 | 28 | 32 | 36 | 40 | 44 | 48

Hucr.
Bona, M1, | 100 | 200 | 300 | 400 | 500 | 600 | 700 | 800 | 900 | 1000 | 1100 | 1200
10

[MPUT"OTOBJIEHUE UHINKATOPHOI'O PACTBOPA
P6-1,mn | 0.1 0.2 0.3 0.4 0.5 0.6 0.7 0.8 0.9 1.0 11 1.2
P6-2,mn | 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10 11 12

7.7. IloaroToBKA HCCIEIyeMbIX 00Pa3LOB.

Uccnenyembie 00pasiel pazBectd B 10 pa3 pacTBopom Jyisl IPEABAPUTEIILHOTO pa3BeACHUS
obpaszioB (P4-1). Jlist 3Toro BHECTH B JIYHKHM IUIaHIIETA JJIsl TPEABAPUTEIBLHOTO pPa3BEACHUSI
00pas1oB o 90 MK pacTBOpa AJIs MPEBAPUTEIHHOTO pa3BeaeHus 00pa3oB u o 10 Mk oOpa3iioB
CBIBOPOTKH (TUTa3MBbl), TIIATEIHHO TIepEeMENIaTh MUIETHPOBAHUEM.

Xpanenue: pa3BeacHubie B 10 pa3 oOpasubl XpaHUTh He Ooliee 3-X 4acoB IpU TemIepaType
(18-22)°C.

8. IPOBEJAEHUE AHAJIN3A

8.1. B mro0Obie nBe nmyHkH, Hanpumep, A-1 u B-1, BHecure mo 100 MKJI OTpHULIATEIBHOTO
KOHTpodbHOro obpasua (P3), B oany nynky, Hampumep, Cl — 100 MKJI MOJOXHUTEIBHOTO
KOHTpOJIbHOTO 00pasma (P2).

8.2. B ocranpHble TyHKH BHecuTe 1Mo 90 MKJI pacTBopa sl pa3BenaeHus oopasios (P4-2) u no
10 MKJI TpeIBApUTENBLHO pa3BeAEHHBIX UCCIIEAyeMbIX 00pa3IioB (1. 7.7.)

Bpemst BHeceHUs1 KOHTpOJIEH U HcceayeMbIX 00pa3IoB HE JOHKHO MpeBbIarh 10 MUHYT.

3akieiTe IJIAHIIET KJIEWKOW IUIEHKOM WM HaKpoWTe KpBILKOW M WHKYyOHpyWTe mpu
temneparype (37+£2) °C u moctossHHOM BeTpsixuBanuu (700 06/mMuH) B Teuenue 30 MUHYT.

8.3. [1o oxoHuaHMM WHKYOAIMH MTPOMOWTE JIyHKH TUTAHIIETa S-KpaTHO (5 Mmociie10BaTeIbHBIX
IIMKJIOB HAIIOJIHEHUSI TPOMBIBOYHBIM PACTBOPOM U acCHHpallin)..

BHUMAHMUE! [TpoMbIBKY UMMYHOCOpOEHTa PEKOMEHYETCSs IPOBOJUTH C MCIIOJIb30BAHUEM
ABTOMATUYECKOTO IUIAHIIETHOIO NMpOMbIBaTeNd. Jlomyckaercs MpOMBIBKA JIYyHOK MHOIOKaHAJIbHOU
MIUATIETKOM.

TpebGoBaHus K KaUYeCTBY MPOMBIBKH:

. 3aI0JIHUTE JTYHKU IPOMBIBOYHBIM PaCTBOPOM B 00beMe He MeHee 350 MKII B JIyHKY;

. HE JIONyCKalTe NEepPEeNOoIHEHNS U IEPETEKAHNS KUAKOCTU B COCETHUE JTyHKHU;

. BbIIEP)KUTE TPOMBIBOYHBIN PacTBOP B JIyHKaX UMMyHocopOeHTa He MeHee 30 CeKyH;
. MOJIHOCTBIO YJIAITUTE COAEPKUMOE JTYHOK;

J [I0 OKOHYaHUM IPOMBIBKH YAAJIUTE OCTATKH JKUIKOCTH B JIyHKaX, IEPEBEPHYB

MMMYHOCOPOEHT M TIOCTYKHBAsi UM 110 (GUIBLTPOBAILHON Oymare.



. HE JIOMyCKalTe BBICHIXaHUS JIYHOK HCIIOJIb3YEMOTr0 HMMYHOCOpPOEHTa MEXKIY
OTJICTbHBIMU CTAIUSIMHU.

HekauecTBeHHOE TpPOMBIBaHME HWMMYHOCOPOEHTa MOXKET MPUBECTH K IOJYyYEHUIO
HEKOPPEKTHBIX PE3yJIbTaTOB.

8.4. Buecwure B tynku mo 100 Mkt korbrorara (P5).
3akJseiTe TUTaHIIeT KISHKON TUICHKON HITM HAaKPOMTE KPBIIIIKOKH M MUHKYOUPYHTE B TEpMOCTATE
npu Temneparype (37+£2)°C u noctostHHOM BeTpsixuBanuu (700 06/mMuH) B Teuenue 30 MUHYT.

8.5. ITo okoHYaHMH WHKYOAIUU MPOMOMTE JIYHKH IIaHmera 5 pas (cm. 8.3.)

8.6. Buecure B myHku 1o 100 MK HHAMKATOPHOTO pacTBOpa(IL. ).
Boiaepxute npu KOMHATHOM TeMIiepaType B TEMHOM MECTE B T€UeHUE 15 MUHYT.

8.7. Buecute B synku 1o 100 Mk cromn-pearenta (P8) mans ocraHoBKM peakiuu (B TOW ke
HIOCJICIOBATEIbHOCTH BHECEHHS, YTO M MHAUKATOPHBINA PACTBOP).

He Gonee yem uepe3 5 MUHYT Mociie OCTAaHOBKH LIBETHOW PEAKIIMH M3MEPHTE ONTHUECKYIO
IUIOTHOCTH B JIYHKaX B ABYXBOJHOBOM pexkuMe (450 um otHOocuTensHO 620-700 HM).

9. YUET PE3YJIbTATOB

9.1. PesynbTarhl aHaimu3a CiIE€QyeT YYUTHIBaTh TOJBKO MpPHU COOJIOJEHUU CJETyHOIUX
YCJIOBUM:

- 3HAUCHMS ONTHYECKHX IUIOTHOCTEW B JIyHKax C OTpHUaTenbHbIM KoHTposem (OIIK-)
oKHBI OBITH HE BhIIe 0,15 ontudeckux exuaui] (OE);

- 3HaYEHUsI ONTUYECKUX IUIOTHOCTEN B JIYHKAaxX C MOJOXHUTENbHbIMUA KOHTpossiMu (OII K+)
JIoikHBI OBITE He Hibke 0,8 OE.

9.2. Paccuuraiite cpejHee 3HaYECHHE ONTHYECKOW IUIOTHOCTH B JIYHKAX C OTPHUIIATEIBHBIM
koHTpoisieM (OIK-cp).

9.3. Brunciure rpaHuvHOE 3Ha4YeHUE onrTrdeckoi motHocTH (I'3) mo dhopmyire:
I'3= OIIK-¢p- + 0,2

JList kaxaoro uccieayemMoro odpasia Beraucinte uujaekc nosutusHoct (MI1) mo popmyne:
HII = OlIlo6p./T'3

10. UHTEPIIPETALIUSA PE3YJIBTATOB

10.1. Pe3ynbpTaT aHajgM3a CUMTACTCS MOJIOKUTENIBbHBIM, eciu MIToOp. > 1,1. uccinemyemoro
oOpa3sia menbine 3.

10.2 Pe3ynbrar aHanu3a cuutaeTcs oTpuiarenbubiM, ecinu MIToop. < 0,9.
10.3 Pesynbprar ananuza cuutaercs HeonpeaenéuueiM, eciu 0,9 < Ullo6p. <1,1.

10.4. TIpu nomydeHUN HEONPEISIIEHHOTO pe3yibTaTa peKOMEHyeTCsl TIOBTOPHO MCCIIEA0BATh
00pa3Isl OJHOBPEMEHHO ¢ 00pa3llaMy IaHHBIX MAIlMEHTOB, MOTYYEHHBIMU Yepe3 2-7 THEH.

11. YCJIOBUSA TPAHCIIOPTUPOBKU, XPAHEHUSA U DKCIIVIYATALLUN HABOPA

11.1. TpancnoptupoBaHue HAOOPOB JOKHO TPOU3BOJUTHCS BCEMH BHIAMHU KPBITOTO
TPAHCIIOPTa B COOTBETCTBUHU C TPEOOBAaHUSMH W TPAaBUIAMH, YCTAHOBICHHBIMH Ha JTAHHOM BHJIC
TpaHcnopTa, npu Temneparype (2-8)°C.
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11.2. Habop pearentoB «SARS-CoV-2-Delta-MIDA-1gG-H» momkeH XpaHUTBCS B YITAKOBKE
MPEANPUITHI-U3TOTOBUTENS TIpH Temneparype (2-8)°C B TeueHne Bcero cpoka romnoctu (12 mec.).

11.3. [omyckaercsi XpaHeHUE W TpaHCHOPTHpOBaHUE mpHu Temnepatype 10 30°C B Teuenue
JIECATH CYTOK. 3aMOPaXMBAHUE HE JJOITYCKACTCs.

11.4 HexoTopble KOMIOHEHTHI HA0OPa SIBJIAIOTCS CBETO- (XPOMOT'€H, paCTBOP JIsl pa3BEICHHUS
XpOMOI'€Ha) U BJIArOYyBCTBUTEIbHBIMM (MMMYHOCOPOEHT). XpaHUTh B YCIOBHSX OTCYTCTBHSI
IPSMOTO BO3JICHCTBUS COJTHEYHOT'O CBETA M MPH BlIakHOCTH He Oosee 80%. M30erate HaMOKaHMSL.

11.5. JIna momydyeHHs] OCTOBEPHBIX pE3yJbTATOB HEOOXOAWMO CTPOroe CoOIoAeHNe
WHCTPYKIMH 110 IPUMEHECHHIO Habopa.

11.6. B ciiy4gae qpoOHOT0 UCIIOJIb30BaHUS HA00pa KOMIIOHEHTHI CJISYyeT XPAHUTh CIICTYIONTIM
o0OpazoM:

— OCTaBIIMECS HEUCIOJIb30BaHHBIMH CTPHUIBI MMMYHOCOPOEHTA TIIATENBHO 3aKJICHTh
KJICHKOW TUIEHKOH JJIsl 3aKJI€UBaHUSI UMMYHOCOPOCHTA M XPaHHUTh B YIAKOBKE UIS IJIAHIIETA MPH
temneparype +2-8°C B TeueHHE BCEro cpoka rOAHOCTH HAbopa;

— xousiorat (P5), pacTtBop miis mpeaBaputenbHOro passenenust oopasmos (P4-1), pacteop
Juis pasBenenus oopasnos (P4-2), cron-pearent (P8), xpomoren (P6-1), pacTtBop a1 pasBeaeHuUs
xpomoreHa (P6-2), koHIeHTpaT npoMbIBOYHOT0 pactBopa (P7) mocie BCKpbITHs (JIaKOHOB XPaHHUTh
npu Temreparype +2-8°C B TedeHne Bcero cpoka roJgHoCcTy Habopa.

11.7. YcnoBus xpaHeHust pabourx pacTBOPOB KOMIIOHEHTOB OMMCAHBI B pa3jiesie 8 HacTOsIIeH
HHCTPYKIIUH.

11.8. Tlpu ucnonp3oBaHUU HaOOpa HEOOXOIUMO MPUACPKUBATHCS CISAYIONMUX ITPABHUIT:

—  CTpOTO MPHUICPKHUBATHCS YKa3aHUH MHCTPYKIUH 110 TPHMEHEHHIO;

—  HE UCIOJb30BaTh HAOOP MOCIEe OKOHYAHUS CPOKa FOJJHOCTH;

— HE CMEIMBaTh KOMIIOHEHTHI HA0OpOB pa3HBIX CEpPH, KpoMe YHUQPHUIMPOBAHHBIX
Heceu(pUIeCKIX peareHToB (KOHIIEHTpAT MpoMbIBoYHOTO pactBopa (P7), Cton-pearenta (P8);

—  TIIATEJIBHO MEepeMEeIINBaTh peareHThl MPH MOATOTOBKE U MPOBEIEHUH aHAIN3A;

— UCMONb30BaTh JUIsI IPUTOTOBJIEHUS PEarecHTOB XUMHUYECKHM UHUCTYIO TOCYAy,
00paboTaHHYIO AUCTHIIIIMPOBAHHON BOJIOM;

—  WCIIOJNB30BaTh TOJIBKO M3MEPHTENbHOE 000pyIOBaHME, MPOMIE/IIEee METPOIOTHIECKYIO

MOBEPKY;
—  HCHOJIb30BaTh TOJBKO OJHOPA30BbIE HAKOHEUHUKH JIJISl J03aTOPOB;
—  HUCKIIIOYUTH MPSIMOE BO3JCHCTBUE COTHEYHBIX JTyUel Ha TUIAHIIET BO BPEMs MPOBEICHUS
HCCIIEIOBAaHUA,

— HE JIONyCKaTh IPHUCYTCTBHE NApOB INEPEKUCH BOJAOPOJA M XJOpa B MOMEUIEHUM IPU
nposeneHnn NDA.

11.9. YcnoBus 3kcrutyaTanuu Habopa peareHToB:

—  TeMmIeparypa okpyxatomei cpeasl (15 —35) °C;

— OTHOCHUTEJbHAs BIAXHOCTh Bo3ayxa (He 6onee 80) %;

- armocdepnoe nasnenue (84,0 — 106,7) kIla / (630 — 800) mm. pT. cT.

11.10. Cpox rogHOoCTH Habopa - 12 Mec. OT aThl U3TOTOBJICHHUS.

11.11. HaGopsl ¢ UCTEKIITMM CPOKOM T'OJTHOCTH MCIOJIB30BAHUIO HE MOICKAT.
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12. YKAZAHMUSA 11O YTUIIM3ALIUU

12.1. YHUUYTOXKEHNE U YTUIN3AIUI0 HAOOPOB PEareHToB ClieyeT IPOBOAUTH B COOTBETCTBUU
¢ CanlluH 2.1.3684-21 "CanuTapHO-31HI€MHOJIOTMYECKUE TPEOOBAHUS K COACPIKAHUIO TEPPUTOPUI
TOPOACKMX M CEeJIbCKHX IIOCENICHHH, K BOJHBIM OOBEKTaM, IUTHEBOW BOJE M MUTHEBOMY
BOJIOCHAOKEHHUIO, aTMOc(hepHOMY BO3IAYyXy, IOYBaM, JKWJIBIM ITOMELICHHUSM, JKCIUTyaTalllH
NPOM3BOJICTBEHHBIX, OOIECTBEHHBIX IOMEIIEHUH, OpraHM3alud M MPOBEACHUIO CAHUTAPHO-
NPOTHBOAMHAEMHYECKUX (TpodunakTrueckux) meporpustuil" u MVY-287-113 «Mertoauueckue
yKazaHus 10 Je3uH(GEeKIUH, MPEACTePUIN3ALUOHHON OUYMCTKE U CTEePWIM3AalUU U3l
MEAUIIMHCKOTO Ha3HAYCHUS.

12.2. Bce npoMBIBHBIE pacTBOPBI, COOpaHHBIE B CIIEIUATBHBIN KOHTEHHEP U 00pabOoTaHHBIC
NEe3UHPHUIMPYIONIMMA CPEACTBAMH, DPa3pelICHHBIMU JJIsl NPHUMEHEHUs Ha Ttepputopun PD B
YCTaHOBJICHHOM ITOPSIJIKE, CICIyeT YTUIM3HUPOBATh KaKk OTXO/IbI Kiacca B.

12.3. Bce TBepabie OTXOJbI, COOpaHHBIC B CICIHMAIbHBIA KOHTEHHEP, 00e33apa)KCHHbBIC B
cootBeTcTBUU ¢ TpeboBanusmu CaulluH 2.1.3684-21, cnexyeT yTHIM3UPOBATh KaK OTXOMBI Kilacca
B.

12.4. Hewucmnoab3oBaHHbBIE Ha60pLI pe€arcHToB € HCTCKIOMM CPOKOM TI'OAHOCTH IICpCa
YTHHI/ISaHI/Ieﬁ CJICAYCT pa3yKOMIUICKTOBATD.

12.5. Heuncnosp30BaHHBINA KOHIIEHTPAT MPOMBIBOYHOIO pactBopa 25-kpatHbiii (P7), pactBop
JUTs TIPeIBApUTEIbHOTO pasBeeHust 0opasuos (P4-1), pactBop mist pa3BeneHus xpomoreHa (P6-2),
ClelyeT yTUIM3UPOBaTh, KAK OTXObI Kacca A.

12.6. Heucnonw3zoBanHble mnonoxutrenbHblii (P2) u otpunartensusiii (P3) xoHTpoibHBIE
o06pasirel, Kouwiorat (P5), pactop s pasBenenus 0opasuos (P4-2) u ummynocopoent (P1) cnemyer
o0e33apaKuBaTh U YTUIM3UPOBATh, KAaK MEIUIIMHCKUE OTXObI Kiacca b.

12.7. Heucnonb3oBanHbI cTon-peareHt (P8) cinenyer yrunmusupoBars Kak oTxozs! kinacca [

12.8. YTI/IJ'II/ISaI_II/IH MPOBOAUTCA CHCHUAIIM3UPOBAHHBIMU OPraHU3aliluAIMH, KOTOPBIC UMCHOT
JIMICH3UIO Ha MMPaBO YTUIMW3AlIUU MCOAULIUHCKHUX OTXOO0B.

13. TAPAHTHUU U3I'OTOBUTEJISA

13.1 TIlpenmpusTue-uU3roTOBUTENb TapaHTUPYET COOTBETCTBHE Habopa TpeOOBaHUAM
TEXHUYECKUX YCIIOBHUH MpH COOIIOICHUH YCIOBUM TPAaHCIIOPTUPOBAHUSA, XPAHEHUS U SKCILTyaTallly,
YCTAHOBJICHHBIX TEXHUYECKUMH YCIOBUSIMH.

13.2 Cpox rogHoctn Habopa — 12 wMecdueB mnpu CcoONIOAEHUM BCEX YCIOBUH
TPAHCTIOPTUPOBAHMS, XpaHEHUS U dKCIuTyaTanuu. CpOKH rOJTHOCTH BCKPBHITHIX KOMIIOHEHTOB Habopa
peareHToB — B TEUYEHHE CpOKa T'OJHOCTH Habopa peareHTOB. YKa3aHHbBI CPOK XpaHEHHs ObLI
ompezieNieH METOJIOM «YCKOpEeHHOro crapeHus» B coorBerctBuu ¢ 'OCT P UCO 23640-2015
«3menust MeAUIIMHCKAE TSl TMarHOCTHKHY 1n Vvitro. MccnenoBanne ctabuibHOCTH HAOOpa peareHToB
B PEaTbHOM BPEMEHHU TIPOJIOJKAETCSI.

HaGop peareHToB ¢ UCTEKIIUM CPOKOM T'OJTHOCTH MMPUMEHEHHUIO HE TIOJICHKHT.
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14. CUMBOJIBI, UCITIOJIB3YEMBIE ITPU MAPKUPOBKE HABOPA

MeUIuHCKOe U3ene I JUarHOCTUKY in Vitro

TemnepaTypHbIil 1Hana3zoH

B o< |5

HWcnons3oBaTh 10

-
o
-

Kon maptum (HoMep cepurt / HOMep TapTHH )

Z[aTa HU3TOTOBJICHU

OO6patutech K HHCTPYKIMH 110 TPUMEHEHUIO

Howmep no karanory

N3roroBurenn

COI[ep)I(I/IMOFO JOCTAaTOYHO JUId IIPOBEACHHS N-KOJIUYCCTBA

sl M

TECTOB

\\_

He AOITYCKAaTb BO3JICHCTBHE COJIHEUHOI'O CBETA

- >\./
iz

bepeus ot Bnaru

OctoposxHo! ObpaTuTech K MHCTPYKIMH 10 TPUMEHEHHIO

9
)
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«BocknumareapHbIi 3HaK», «KUIKOCTH, BBEUIMBAIOIIHUECS W3
JBYX MPOOUPOK U MOPAKAIOIINE METAILIT i PYKY»

CurnanpHoe cl10BO: «OCTOPOXKHOY»

[Ipy momagaHMm Ha KOXYy M B TJila3a MOXET BBI3bIBATh

OO

pasapaxenue. OOpaTuTeCh K MHCTPYKIUH.

15. PEMOHT U TEXHUYECKOE OBCJIY’KUBAHHUE
HaGop peareHToB mnpeaHa3HaueH Ui OJHOPA30BOTO HCIHOJIb30BAaHUSA M HE MOJJICKHUT
TEXHUYECKOMY OOCITYy’)KHUBAaHUIO M TEKYILIEMY PEMOHTY.

16. HEPEYEHb IPUMEHSIEMbBIX HAIITUOHAJIBHBIX CTAHJIAPTOB

I'OCT ISO 14971-2011 W3znenust memunuwHcKue. lIpuMeHeHWE MEHEIKMEHTa pPHCKa K
MEIUITUHCKUM W3 ICITHSM.

I'OCT P 51088-2013 MeautmHcKie U3ACIUS ISl TMarHOCTHKY UH BUTPO. PearenTsl, HaOopbl
peareHToB, TECT-CUCTEMBI, KOHTPOJIbHBIE MAaTEpUaIbl, MUTATEIbHBIC CPEAbL. TpeOOBaHUS K HU3ACTUIM
Y TIO/IJIEPKUBAIOILEH TJOKYMEHTAIUU.
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I'OCT P 51352-2013 MeauuuHCKHe W3AETUS [JI8 JUArHOCTUKU WH BHUTPO. MeToJbl
WCTIBITAHUIA.

I'OCT P 53022.3-2008 TpeboBaHus K KaueCTBY KJIMHUYCCKUX JTA0OPATOPHBIX UCCIICIOBAaHUH.
Y.3. [IpaBuiia OIICHKH KIIMHUYECKON HHPOPMATHBHOCTH JTA00OPATOPHBIX TECTOB AMArHOCTHKH iN VItro.

I'OCT P HMCO 18113-1-2015 MeauuuHckue U3ACTUS s JAUArHOCTHKH 1N Vitro.
Wudopmarnius, mpegocrapisieMast H3roTroBuTelieM (MapkupoBka). Yacte 1. TepMuHsbI, onpeaeneHus u
o0mrre TpedboBaHusI.

I'OCT P HCO 18113-2-2015 MemnuuvHCKUE WU3AEAUS Ul JOUATHOCTHKHA N Vitro.
Undopmanus, mnpenocraBisemas u3roropurenaeMm (mapkupoBka). Yacte 2. Pearentsl g
JIMAarHOCTUKH IN VItro mis mpodeccroHanbHOro MPUMEHCHHUS.

I'OCT P UCO 23640-2015 Uznenus MEOULMHCKHAE VIS OAATHOCTHKHA in Vitro. Ouenka
CTaOMJIBHOCTH PEareHTOB IS JUArHOCTHKH IN VItro.

I'OCT P UCO 15223-1-2020 U3znenuss meauuuHckue. CHMBOIBI, NPHUMEHSEMBIE IPH
MapKUPOBaHWUU HA MEIUIIMHCKHUX U3JICIUSIX, ITUKETKAX U B COMPOBOIUTEIHHON JOKyMeHTaruu. Y. 1.
OcHOBHBIE TPEOOBAHMS.

I'OCT P 52905-2007 (MCO 15190:2003) JlaGopaTopuu MemuimHCcKue. TpeGoBaHus
0e301acHOCTH.

Ilpumeyanue: Yxazanuvle 6vlue CcmMaHOApmovl ObLIU  OCUCMBVIOWUMU HA MOMEHM
VMBEPHCOeHUs. UHCMPYKYUU NO npumeHenuio. B oanvHetiwem, npu noiv308anuu OOKYMEHMOM,
yenecoobpasHo nposepums Oelucmasue CCbLIOYHbIX HOPMAMUBHBIX OOKYMEHMO8 HA MEKYUSULL MOMEHM.
Ecnu ccvinounsiii 0Ookymenm 3amenén unu usMeHéH, mo npu npUMeHeHUuu HACmosue2o OOKyMeHma
cnedyem noab308ambCs 3AMEHEHHBIM (U3MEHEHHBIM) OOKYMEHMOM.

17. AAPEC JIUISI OBPAIIIEHUS

[TpousBoauTens: OOIIECTBO C OTPAaHUYECHHON OTBETCTBEHHOCTHIO «MenumnanTex»

Anpec ans nepernucku: 141981 MockoBckas 0o6a. T [lyOna, yn. BonbmeBomkekas, 1. 15,
nometenue 106.

Tenedon nns obpamenuii: +7 (499) 300-14-05

Anpec anekrponHoi moutsl: info@medipaltech.ru
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