|/|HCprKL|,VIF| no NPUMEHEHNIO MEANLIMHCKOIo n3saenusa
KOHTEMHEP OHOPAIOBbLIN MEAVNLMVHCKWA MOJTIMMEPHbIN
HECTEPUNIbHbIN MO TY 22.22.14-015-54287340-2020
N1 22.22.14-015-54287340-2020
1. HAMMEHOBAHVME MEAMUMNHCKOIO N3OQENNA
KoHTeliHep 0fHOPa30BbIi MeANLNHCKNI LO.3UMCPHbI HECTEPUNbHbIA No TY 22.22.14-015-54287340-2020
2. HASBHAYEHVNE MEAMLUWHCKOIO U3AENNA
KoHTeliHep O0A4HOPa30BbIN MEAWUMHCKUIA MNONMMEPHbIA HeCTepUNbHbIA (fanee no TeKCTy — KOHTeliHep,
nsfenne) npefHasHayeH [ANA WUCNONb30OBAHMA B Uenax cbopa, COXpaHeHWAs W/MNW  TPaHCNOPTUPOBKYU
OnarHocTuyecknx obpasyos/mpob 6uomartcpuarB (MOYM, Kana, MOKPOTbI, CAW3W, TKaHW) AN NpPOBeleHMSA
aHanusa U/KNu LUarHoCTUYeCKUX UCCnesoBaHmUA.
KOHTeliHep MCNONb3yeTCsH Kak BCMOMOTraTenbHOe CPeACTBO B fMarHOCTUKe in vitro.
MoTeuynanbuble NOTPe6UTENN: NALUEHTbl MEANLUHCKUX YUpeXxaeHnii u nuua, umerowme npo(])CccnoHanbH>"t0o
MCANUMHCK\'KO NOATOTOBKY (MeAMLMHCKME CecTpbl, Bpauu, ([)cnbalucpst).
HEP BoMyCKAETTH B HECTEPWIBHOM MCTIONHEHV 1 MpeaHaLLiaqeH s (MYHOKOETHONO MpvivIeHeH
Mo HalLLEHEH/HO.
3. OBNACTb NMPUMEHEHWA
KoHTeliHep npegHa3Ha4yeH ANA MCNONb30BaHUA B YCNOBUAX CTaLMOHAPHbIX, aMOyNnaTOPHbIX, NOAEBbIX NeYEBHBIX,
neyebHo-npoMNakTUYeCKNX, HAYYHO-NCC.NCLOBATCABCKNX, MEAULNHCKNX YUPEXAEHUA N HA AOM>-.
[Moka3zaHMsa K NPUMEHeHUK: cbop, coxpaHeHWe W/MNM TpaHCNOPTUPOBKA AMarHocTuyeckux obpasuos/ npob
6nomartcpnanoB (MO4YM. Kana, MOKPOTbI, CNM3W, TKaHW) ANA NPOBeAEHWS aHanum3a W/MAU [UATHOCTUYECKUX
mccnenoBaHuiA.
[MpoTunBonokasaHua K MNPUMEHEeHU: HC nNpuUMeHATb HCCTEPU-NIbHBIC KOHTEWHepbl ANA AWATrHOCTUYECKUX
obpasyos/npo6 6GuomaTrcpuanos, npefHa3HaYeHHbIX [AA MWKPOOMONOTMYECKUX U BaKTepuonornyeckmx
nccneaoBaHuit,
4. MEPbI MPEAOCTOPOXHOCTU
4.1 PaboTa C KOHTe/AiHEPOM HC TpebyeT 0COObIX Mep NMPeLOCTOPOXKHOCTH.
4.2 HE OONMYCKAETCYH npuMeHATb KOHTEHep B cAy4yae HapyLWeHUs LeN0CTHOCTU MHAUBUAYANbHOW UK
rpynnoBoi ynakoBKW WKW NOBPEX[eHUA CTUKepa.
4.3 HEAOMNYCKAETCSH npuvMcHeTb KOHTeliHep N0 MCTEYEHWUMN CPOKA FOAHOCTU, YKa3aHHOT0O Ha yNnakoBKe.
4.4 KoHTeliHep HC NnpefHa3HayeH NS LeHTPUGhYrnpoBaHua.
5. YKA3AHWA MO SKCIMAYATALUUN N YTUNTN3ALNN
5.1 TexHW4yeckoe 06CNYXMNBaHNE KOHTeiHEPOB He NPCAY'CMOTPCHO, NU3AENNA HC PEMOHTONMPUTOLHbI.
5.2 YTtunusayna KOHTEAHEpPOB fJO/XKHa OCYWeCTBAATbCA B COOTBeTenBWM npaBunamum c60pjh yueTa M
yTunnsauunmn, ycTaHoBNeHHbEMMN ynonHOMOYeHHbIM (|>CACpanbHbIM OPraHOM WCMONHUTENbHOR BnacTu, a Takxe
CaHNunH 2.1.7.2790.
5.3 M3pgenns ¢ WCTeKWMUM CPOKOM TFOAHOCTW YTUNU3UPYIOT Kak ONXoAbl knacca A (3NUAEMMONOTMYECKM
6e3onacHble 0Txofbl) BcooTBeTcTBUM ¢ CaHluH 2.1.7.2790.
Mcnonb3oBaHHble N3AENUA NN UX AeTann YTUNU3UPYIOT Kak 0TX0A4bl Knacca b (annaemmonornyeckn onacHble
0TX0A4bl) B cooTBeTcTBUM ¢ CaHlunH 2.1.7.2790.
5.4 YTunusaunm JONXHa nNofBepraTbCa BCA YNakKOBKA B TOM 4YMCAe M TpaHCNOPTHasA, yepe3 cneyuanbHble
opraHvM3aunmn, ykasaHHble MECTHbIMW OpraHaMu BfacTW, HO HC BMeCTe C 6bNOBbLIMU 0ONXOAAMM.
6, TEXHNUYECKWMNE XAPAKTEPNCTUNKN
6.1 KoHTeilHep cOCTOWT M3 KOopnyca KOHTeilHepa, HABMHUYMBAK LW ENCA KPbIW KW U NOXKN (MPU HanMuumn) nau
Kopnyca W HaBWHYMBaKLWeWca KpblWKNW C fepxatenem. Kopnyc KOHTeliHepa wW3roTaBaMBaeTca W3
HeOKpaWeHHOro MONUMPONMAEHa; KPpbllWKa, KPblWKa C fepXaTeneM - M3 HEOKPalWeHHOro MAW OKpal eHHOro
NoNMaTUNEeHa MAWM NONNNPONUNEHA; N0XKa - U3 OKPaLW eHHOro NnoaMnponunieHa.
6.2 KOHTeliHep BbINYCKaeTCA B Pax3MYHbIX WCMONHEHUAX: C NPAMbIM AHOM T W KOHWYECKWM AHOM C 0 OKOWA
YyCTONYMNBOCTN, C HABUHUYMBAK L, EACA KPbIWKOW KTU HaBMHUMBAI LW EACA KPbILW KON C AepxaTenemM, C NOXKOW
nnn 6e3 Hec, BMeCTUMOCTbI 0T 25 Mn go 250 mn.
6.3 NMoBepXHOCTb KOHTeHepa W feTanein fOMKHA OblTb YACTOW, rNagkoin, 6e3 nysbipeil, HeLONNBOB, OCTPbIX
KPOMOK, CKBO3HbIX OTBEPCTUI, TpeW NH, PaKOBWH U CKONOB. Ha noBepxHOCTU feTanell M3gennin gonyckarwTca;
- nerkue pasBofbl U BOTHUCTOCTb;
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- LapanuHbl, HC yXyAllalolw e TOBapHbIiA BUA U3Lennu;
YTSAXUHDbI;
- 06100 N0 NMHWUYM pasbema npecc-hpopmbl BbicoToil He 6onee 02 mm;
- NHOPOAHbIE TOYEeYHble BKAOYEHUA HA HAPYXHOW noBepxHocTW pasmepom Ao 0,5 MM, HO HC 6onee 5-Tu
WTYK;
- cnegbE OT TONKaTens B BUAE BMagMH U BbICTYNOB ssecotonn nc Gonee Ol MM, unn nutHuka BbIcOTON HC
6onee 0,5 MMm;
- CpbIBbI MO pe3bbe, HC aTusAWKUC Ha (BSHKLVMOHANbHOCTb U3AeNuns.
6.4 TexHMYeCcKMe XapaKTepUCTUKM KOHTeliHepa npuBefeHbl B Tabnuue |. CxemaTtmueckoe wu3lobpaxeHue
KOHTeliHepa npuBeaeHo B MpunoxeHun 1L
6.5 Ha 60k0BOI1 MOBEPXHOCTM KOpNyca KOHTelHepa JOMKHO 6biTb OKHO C LIEPOX0OBATOW NOBEPXHOCTbIO ANA
HaHeceHMs 3annucu 1 rpagy MpoBska.
6.6 Ha gHo kopnyca KoHTeliHepa WAM Ha KpbINEKY KOHTeliHepa HaHOCAT MapKUPOBKY', COAepXaliyil HoMep
ruespa.
7. NOPAAOK PABOTbI C UBAENUVNEM
7.1 NMopaAok paboTbl ¢ U3fennMeM B MHANBUAYANbHOW / TPYNNOBO YyNakoBKe:
- Mi3Bneyb KOHTeNHEP U3 MHAMBUAYANbHOW/ rpynnoBOi yNnakoBKMU;
- OTKpbITb KPbILWKY KOHTeHepa;
-MomecTuTbL GOMaTepunan B KOHTeNHep;
- MNOTHO 3aKpbITb KPbILWKY.

7.2 Mopagok paboTbE ¢ usgennem, noctaBnsieMblM B c6ope/ n3fenmem ¢ KpbiLW KON ¢ fepxaTenem:
- N3BNeyYb KOHTeNHEepP M3 TPAHCNOPTHOMN YNaKOBKMU;
- OTKpPbITb KPbIWKY'/ KPbIWKY' C gep>xatenem KOERX:iHcpa:
- MomecTuTh 6oMaTcpuaT B KOHTeHep;
- MNOTHO 3aKpbITb KPbILWKY/ KPbIWKY C AepXaTeseM.
7.3 Mopagok paboTbl C U3gennemM, NOCTaBASEMbIM B pa3feslbHOW komnncectaeenm:
- N13Bneyb ACT<XTU KOHTeHepa M3 TPAHCMOPTHOM yNakoBKY;
- MomecTuTb 6MOMaTCpPMaT B KOPNYyC KOHTEHepa;
- MnoTHO 3aKpbETH KpbIWKY.
8 KOMNNEKTHOCTb
81 B komnnekT noctasku KOHTeAHepOoB B UHAUBUAYaNbHOW AN FTPYNNOBON YyNakoBKe AO/MKHO BXOAUTb:
- KOHTeHep O4HOEO NCNONHEHUA B MHAUBWUAYANbHOW UMW TPYNNOBOMA ynakoBke
- MHCTPYKLKNA MO MpIMCHCEEWIO* ' | wWT.
- TpaHcnopTHas ynakoska - | wr.
* NHcTpykumn BED npumeHeHuto B cokpalCHHOM BufAe MOCTaBAAeTCH B KOMaTCKTC C CONPOBOAUTENbHOW
OOE<ymeHTauucii. [onyckaeTCcs HaHOEHTb WHCTPYKLUMIO N0 MNPMMEHEHUID B COKpalWeHHOM BUAe Ha
WHAUBUAYaNbHYIO WUAKW TPYNMNOBYI0 YyNakoBKY. MOAHbIA TEKCT MHCTPYKLUM MO NPUMEHEHMWIO pasMelieH Ha
cate www.periEil.ru.
8.2 B E<omMnnCE<T Et0CTaBKM KOHTelMHePOB 6€3 MHAWBUAYANbHOW UAW FTPYNMNOBOA YNaKOBKU AOKHO BXOAUTH:
- ECOHreiiHep 04HOTO MCMOMTHEHUS
- MHCTPYKLUA mo npumeHeHnto™ - 1w,
- TpaHCMoOpTHas ynakoska - lwrT.
* WHCTPYKUMSA NO NPUMEHEHUID B COKpalWeHHOM BuAe NOCTaBNAeTCA B KOMMJEKTe C CONPOBOAWUTENbHOW
JOKyMeHTaumnei. MonHbIA TEKCT MHCTPYKLUM NO NPUMEHEHMNIO pa3MelleH Ha caiiTe www.perint.ru.

8.3 KOHTeilHep MOCTaBAAT B KOMMNJEKTEe C KPbIWKOMW U NOXKOA (Npu Hanuumn)/ KpblIWKOA C fepxaTenem
(npn Hanuuuwn). fonycEwctca noctaBka KOHTENHEPOB B pa3fenbHOW KOMMNAeKTaunm u noctaBka OTAENbHbIX
feTaneli KOWY3RHCpa ATA JOYKOMMACKTALUMN NN 3aMCHBE.

9. ycnoBud TPAHCNOPTUPOBAHUA N XPAHEHUA
9.1 KoHTeiHepbl TpaEECnopTUpytoT npu Temncpanypc oT MuHyc 25"C go nntoc 40**0 1 OTHOCITTCNbHON anaXHo-
ctun BosgyxaoT 2% po 100% Bcemu BUAamMu TpaHCMopTa B UMCTHIX CY XWX WPBHbIX TPAHCMOPTHbIX CPEACTBAX B
COOTBETCTBMM C MPaBWiamMmun NepeBO3KW Fpy30B, CHCTBYIOLWM.MWU HA KaXA0M BUAe TpaHcnopTa.
9.2 XpaHAT EWHTCAHCPbI B TPAHCMOPTHOW YNaKOBKE B 3aKPbITOM MOMELLEHMW, MCKAOYalOLWEM NonanaHuc
MPAMbIX COMHEUHbIX Nyueil, Ha PaCCTOAHUM HC MeHee 1M OT HarpeBaTenbHbIX MPUGOPOB MpU TeMACpanypc oT
MUHY'c 15”C go nntoc 35“C ¢ OTHOCMTENbHON aTaXHOCTb Bo3ayxa40% - 80%.
9.3 lMocne TpaEhnopTMpOBaHMﬂ B YC/MIOBUAX OTPULATC/IbHbbX TCMNCPany'p KOHTeHepbl 4O/MKHbI 6bITh BbEgepxa-
Hbl B NPaHCNOPTHON yNakoBKe B HOPManbHbIX Knumatmyecknx ycnosuax no FOCT 15150 He meHee 12 u.

1AM AA AR A A AAF FAAATIAAA ANRAA

< 000 LMPMI 7 INFO@CIRMIRU & WWW GOSZDRAVNADZOR R (P€ )aKuus arycT 2020r.) CTp. 2us4



Tabnuua 1— TexHUYecKmne XapakTepucTUKI KoHTelHepa

O5o;tiia4ciiiie ncl0. cunsa B|1C1111111 BUA/ HomunHanbHas H (BbiCcOTa C 1) (auamerp Ho
kolllciine|>a KoiHi*eici anunsa HMCC TUMOCTb, Ml KPbILWKON), MM KpbILKe), MM
KOI HMM-25 ¢ npo3payHoii/ Konudeckoe gHo/ ¢
KpacHoi/ KopuuHeBoit/ 6enoit/ HaBMH4YMBAtO W eAcs 25+10% 92,0+10% 31,0£10%
ron> 60 Kpbll KON Kpbl W KO

KoHunueckoe gHo/ ¢
NNOXKOW 6e3

KO IH/T MM-25 ¢ noXKOW n
npospayHoii/ kpacHoW/

orpaHnMynTensa un +109 +109 9
KOpuYHeBON/ 6enoin/ rony 60 P N 25£10% 92,0£10% 31,0£10%
N HaBMHuYMBalo LW eiica
Kpbl W KO N
Kpbl LW KO

Mpamoe gHo/C

HaBMHYUBA LW eiics 30£10% 39,5+10% 54,ii+10%
KPbI LW KO

KOOHTMTM-30 c npo3payHoii/
KpacHoli/ 6enoil KpbllWKOWA
Mpsamoe AHO/ C NOXKOI C

KOOHTMM-30 c noXKoW n
orpaHMYynUTENneM K

npospayHoii/ kpacHoli/ 6aToii . 30+H0 % 39,5+10% 54 0+10%
. HaBWHYUBalO LW eiics e
Kpbl LW KO .
KPbl W KOW
MpaAmoe gHo/ cC
KOOHMM-60 c npo3payvHoii/ HapBVIHl-IVIgaeMOﬁ .
100,
KpacHOW/ 6enoi KpblLl KO . 60£i0% 62,0+10% 54,010 %
KPbl W KOW
. Mpsamoe AHO/ e NOXKOM ¢
KOOHMM-60 c noXKon n
. N . orpaHuyunTenem u
npospayHoi/ kpacHoin/ 6enoi . 60+10% 62,0£10% 54 0+10%
. HaBMHYMBal W elies V=
KPbl LW KOWA .
Kpbl W KOW
Mpsamoe gHo/ c
KOOHTMM-100 ¢ npo3payHoin/ P A . .
HaBMHYMUBAI LW eiics 9 +
KpacHoi/ Genoil Kpbliw Ko . 100£10% 73,0£10% 62,0£]0%

KPbl LW KO
npsmoe gHo/c

HaBMHYMBalo Ll elica 100+10% 73,0£10% 62,0+10%
KpbIW KON ¢ fepxatenem

KOOHAMM-100 ¢ xenToi
KPbILW KO ¢ fepxaTenem

Mpamoe gHo/c

HaBMWHYMBalO LW elics 120+10% 73,5£10% 62,0£10%
Kpbl W KO

KOOHIMM-120 ¢ npo3payHoii/
KpacHOW/ 6enoil KpblL KO

Mpamoe gHo/ C

HaBMHUYMBAlO LW ENCS 120%|0% 73,5x10% 62,0£10%
KPbI LW KOV C fepxaTenem

Mpamoe gHo/ C

HaBMHLIMBa}OU.I,eVICﬂ 125+10% 74,0£10% 62,0£10%
Kpbl W KO

KOOHAMM-120 e xenToi
KpbIW KO ¢ fepxaTenem

KOOHMM-125 ¢ npo3payHoii/
KpacHOW/ 6en0i KpblL KO’

Mpamoe gHo/ ¢

KOOHAMM-125 ¢ xenToi .
HaBuHYMBato Wencs 125+10% 74,0£10%

KPblW KO C gepxartenem . 62,0+ 10%
KPbIWKOA C AepxaTenem
Mpamoe gHo/ ¢

KOOTTMTM-150 ¢ npo3payHoii/ P A .
HaBWHuYMBato L elica 9 9

KpaeHOW/ 6enoil KpblL KO . . 150+10% 86,0£10% 62,0+|0%
KP bl LU KO
0

KOOHTTM-200 ¢ npo3payHoit/ pamoe AHo/ C . ZD
HaBWHUYMBato Wciics 0 9

KpacHOM/ 6enoi Kpbll KO N cl0% 100,0+£10% 62,0£10%
KP bl LU KO
Mpamoe gHo/ c

KOOMMM-250 ¢ npo3payHoii/ HapBMH'-lMABaro eiics .

0,

KpacHO/ 6enoil Kpbll KO N " 250+10% 114,5£10% 62,010 %

Kpbl LW KO
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LW 1APAHTVW MNPON3BOANTENA

10.1 M3roTtoBuTENb FrapaHTMPYeT COOTBETCTBME 1OHTCIHCPOB TpeboBaHUAM TY 22.22.14-015-54287340-2020 npu
COOMIOAEHMN MOTPebMTeNemM YCMOBWIA .YpaHCHIO! ¥ TPaHCMOPTMPOBaHMSA, YKasaHWin MO  3KCnJyatauuu,
YCTaHOB/EHHbIX TY 22.22.14-015-54287340-2020,

10.2 MapaHTWiiHbIV CPOK rOAHOCTY KOHTEHEPOB - 3 roda € AaTbl U3roTOBNEHUS,

10.3 apaHTWIiHbIA CPOK XpaHEHUS KOHTEHePOB - 3 rofa c AaTbl U3roTOBMEHMS.

10.4 Mpwn 06HaPY>XEHWN CNEAOB HECAHKLMOHWPOBAHHOMO BCKPbLITUSA U HA/IMUMA MEXaHUYECKWX MOBPEXAEHWNIA NH-
OVBUAYaNbHOW UK TPYNMOBOW YNakoBKW U TPAHCMOPTHOW YNaKoBKW, U3rOTOBUTESb CHUMAET C cebsl OTBETCTBEH-
HOCTb NO rapaHTUHBLIM 0653aTeNIbCTBAM, YCTaHOBNEHHbIM TY 22,22.14-015-54287340-2020.

11. NMPON3BOAVTENDb

3aKpbIToe aKUMOHepHOe 06LLecTBO «MepuHT» (3AO «IMepnHT»)

agpec: 192102, Poccus, r. CaHkT-IMeTepbypr, yn. ®yumka, 12, kopn. 2

Ten: 8 812 490 1881, dhakc: 8 812 490 1882

Mww pcrint ru e-mail: perint(i/}pcrint,ni

12. CMUMBO/JIbl HA YTTAKOBKE MEANUWNHCKOIO N3AENWNA
3anpeT Ha NOBTOPHOE MCMNOJb30BaHe

Hc 1cnonb3oBaTh NpY NOBPEXAEHW YaKOBKM

MeamumHCKoe nsgenve ans ANarHoCTUKK in vitro

HECTEPW/IbHO

13, neper1cii1> 1lpymeunlembiX iipotidiu);iii ic.iCM (ii:{roioiimc.iCM) MEUMKUNEKYN O n34e”Ta 1layHonanibilbix
cianiapioii:

FOCT 20790-93/TOCT P 50444-92 «[Mpwnbopsl, annapatel 1 060pyA0BaHNE MeAuUMHCKME. ObLine TexHMYe-
ckue ycnosusi», FTOC P EH 14254-2010 «3aenusa MeguLUHCKME ANS AMArHOCTUKK in vitro. OfHOpa3oBble
eMKOCTK 1 cbopa 06pasLoB y yenoseka (Kpome Kposu)», TOCT P UCO 15223-1-2014 «N3penus meguuun-
HCckne. CUMBO/IbI, MPUMEHSIEMbIE NPU MAapPKUPOBaHWUN Ha MEAULMHCKUX U3LENNsX, 3TUKETKaxX MU B COMPOBOAU-
TenbHoli A0lcymclrraypmn. Yactb |. OcHOBHble TpeboBaHus», TOCT P 52770-2016 «M3genus mMeavuUMHCKuME.
3peboBaHus 6e30macHOCTU. MeTofbl CAHUTAPHO-XUMUYECKUX U TOKCUKONOMMYECKUX MUCnbITaHui», FTOCT 1SO
10993-1-2011. «M3genms meguumMHCKme. OueHKa GMON0rMyYecKoro AencTems MeAUUMHCKMX n3genmia. Yacts |.
OueHka 1 uccneposanusi». FTOCT P CO 10993-2-2009. «M3penust meamumHckre. OueHKa 610./10rMUCcCKoro
[eACTBUSA MeaULMHCKMX n3aennin. YacTb 2. Tpe6oBaHMS K 06palleHnto ¢ XMBOTHbL.MM», TOCT ISO 10993-10-
2011 «WM3penms megmumHckme. OueHKa 61UoNorMyeckoro AencTensa MeamumHeknx nsgenuii. Yacts 10. Miccnepo-
BaHUSA pa3fpaxarolero u ceHcnbunmnampyrowero geictems», FOCT ISO 10993-12-2015 «M3genvs megmum-
HCckne. OueHKa 6GMOMOrMYCCIOro AEVCTBUA MeAUUMHCKUX m3gennid. Yactb 12, TMpurotoBneHve npob u
KOHTPO/IbHbIE 06prTb», MY 1.1.037-95 «MeToguyeckne ykazaHus. 1.1. O6wue BONpockl. MrmeHa, TOKCMIO3-
norus, caHuTapus, BMoTccTpoBaHWe NPoAy KUMKW U3 MOJIMMEPHbIX U APYTUX .MaTCPUatoB».

Mpunoxexve 1
CxemaTnyeckoe n306paxeHne KOUrciiHcpa
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KOHTeliHEP C KOHNYECKUM AHOM KOHTeliHep ¢ NpAMbIM JHOM KOHTeliHep ¢ NpAMbIM AHOM
N HAaBUHYMB<!IO LW CIACA KPbILWKOW N HaBUHYMNe oW CACA KPblLW KO M HABUHUYUBAIO W EWCA KPbILWKOW C ACPXKITTENEM
MO 22 22 111\15-5429H7340-2020 (peOakis aBryctT 2020r.) CTp. 4us 4
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NPOLWNTO, MPOHYM”NOBAHO M CKPEMJIEHO

3AO «[MepUHT»

A. MoHocoB
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