Bawa uenob -

HM O4HOM NOMO>KMTENMBHOM NPOELI
3TO U Halla uenb.

[PaHy/IMpPOBAHHbIE N FOTOBbIE K MCMNOSIb30BaHUIO Cpeabl A1 HAAEXKHOM
MMUTALMMN acenTUUYECKNX NPOL,ECCOB

Mpy NpoBeAeHUN TeCcTa Ha PO3/IMB NUTATENbHOM Haww rpaHynMpoBaHHble cpefbl TakXe OTnYatoTcs
cpeabl Ucnosiblyemas cpeaa He AOoMKHa CTaBUTb NnpekpacHbIMW CBOMCTBaMM 419 XO/I04HOMO

noa yrpo3y pesynbTaTtbl Bawero BannanpoBaHHOro bunbTpOBaHUK, NO3BONSIOWNMUK N36eXaTb
npouecca. Bam He NpuaéTcs BONHOBaTLCS, €C/M 3acopeHusa punbTpoB. KpoMe Toro, cpeabl

Bbl 6yaeTe MCNonb3oBaTh HalWW NUTaTeNbHbIE Cpeabl,  MOCTaBASIOTCA B TPOMHOM yNakoBKe, roTOBbIMU
06paboTaHHble n3ny4yeHneM. Kaxayo naptuio K MCMNOJIb30BAHWUIO B YNCTbIX NMOMELLUEHMAX, YTO
TWaTeNbHO TECTUPYIOT Ha CTEPUIIBHOCTb obecneunBaeT MaKCUMasnbHy0 6€30NacHOCTb

M pOCTOBblE CBOMCTBA. Ballero acenTuyeckoro npouecca.

MpeBocxoaHOE Ka4YeCTBO U HaAEXHOCTb

¢ BO3MOXHOCTb BblbOpa COCTaBa: CTaHAAPTHbIM TPUMKa30-
CoeBbI 6yNbOH MW NENTOHHbIN 6Y/IbOH HEXWBOTHOMO
NMPOUCXOXAEHMS

e [M6KUN bopMaT NOCTaBKW: rpaHyIMpPoOBaHHbIE NUTaTEbHbIE
cpenpl B éMKocTAx Mo 500 r uam 5 Kr B TPOMHOM ynakKoBKe;
roTOBble K UCMOSIb30BaHWUIO XUAKME Cpebl B NakeTax
06béMoM 10 51; a TakKe MHAMBUAYANbHbIE pa3Mepbl
ynakoBKM Noj 3akas

e BanuaunpoBaHHbIV Npouecc cTepuansaumm

e OTCyTCTBME MUKOMA3Mbl U BO3MOXHOMO 3arpsisHeHUs
Bo3byanTenem rybuarton sHuedanonatmm

e TpoliHas ynakoBka ans 6e3onacHoro nepeHoca
B UNCTble NMOMELLEHNA

e [IpoBepeHHble pOCTOBbIE NMOKa3aTenu,
npesocxopsme TpeboBaHNs CTaHAAPTOB
EBponerickoin n AMepukaHckon ®dapmakonen

B CLUA v KaHage life science nogpasaeneHue Merck
pabotaeT noa HaumeHoBaHuneM MilliporeSigma.




Jo6buBanTecb TOUYHOCTU, NPNMEHAA HAOEXKHbIE
nuTaTesibHble cpeabl

MoanuHHaa 6e30MacHOCTb

To4yHOCTb M YyRO6CTBO Npm
nposeAeHUM TECTOB MO UMUTaLnK
po3nuBa npoaykra

MonyyeHne owmboYHbIX pe3ynbLTaToB U3-
3@ UCMOJIb30BaHMS HU3KOKaYeCTBEHHbIX
nUTaTeNbHbIX Cpea SBASETCA rMaBHOM
npobnemor Npy NpoBeAeHNN TECTOB MO
uMmnTaumm posnuea. bnaroaaps
YyCTON4YMBOMY, BanMANpOBaHHOMY
npoLeccy npon3BoACTBa HalNX
BbICOKOKa4eCTBEHHbIX 6yNbOHOB, Bbl
MOXETE UCKNIOYUTL BO3MOXHOCTb
NoSTyYeHUs NONOXUTENbHbBIX pe3ynbTaToB
TECTOB MO MMUTAUMM acenTU4ecKoro
npouecca, CBsi3aHHbIX C Ka4eCTBOM
cpeabl. CTpOro KOHTPONMPyeMbIi
npoLecc CTepunm3aunm, NpMMeHsembln
Ha HalleM Npou3BOACTBE, MHAKTUBUPYET
BCe XW3HecrnocobHble bakTepuu,
APOXOKEBbIE U MNNiecHeBble rpubbl, Cnopbl
N MUKOMNNa3My.

Hawwu rpaHynmMpoBaHHbIe U Xuakue
cpeAbl NpeacTaBrieHbl TPUNKA30-COEeBbIM
6ynboHoM (TCB) 1 pacTuTenbHbIM
nenToHHbIM 6ynboHoMm (PMB). MpocTo
BblbepuTe cbopmaT, oTBevawLWwmnin Bawnm
noTpebHOCTSM:

¢ Cyxue nutaTesibHble cpeabl:
O6paboTaHHble raMMa-usnyyeHumem,
6bICTPOpPacTBOpMMbIE U NErKO
dunbTpyemble; BbiMycKkaeMble
B rpaHynpoBaHHoOM dopme C
HU3KMM coAepXXaHWeM MopoLLKa;
ynakoBaHHbIE B TPOMHYIO YNaKOBKY
Ans 6e30nMacHOCTU UCMONb30BaHUS
B YMCTbIX NOMELLEHUSX.

e [OTOBbIN K UCMOJZIb30BAHUIO XXUAKUN
6ynboH: MocTaBnsieTcs B TPOMHOWN
yNaKoBKe B ra3oHenpoHnLaemMbix
rnakeTax Ans 6bICTPOro acenTu4eckoro
noACoeANHEHMUS K MPON3BOACTBEHHbIM
EMKOCTAM U cucTeMam

pacnpeneneHunsa.

Bbicoyanwime ctaHaapThl

KauecTtBO, cooTBeTCTBYIOLLEE
MeXXAyHapoAHbIM CTaHAapTaM.
OTCyTCTBME PUCKOB KOHTaMUHaLUUMn
BO36yauTenamm rybuartom
3HUuedanonaTum

Kaxayto napTuio Hawmnx nutTaTenbHbIX
cpen, pacTUTENIbHOrO M/ XUBOTHOMO
NPOUCXOXAEHUS, MPOU3BOAAT U
NCMbITbIBAIOT COMIACHO CTPOXaMLLIMUM
MeXAyHapoAHbIM CTaHAapTaM.

B kauyecTBe AONONHUTENBHOM

Mepbl 6€30MacHOCTU Mbl 3aKynaem
WHIpeAneHTbl, NPON3BOAMMBIE U3
KPYMHOro poraToro ckoTta, TO/IbKO B
CTpaHax, OTMeYeHHbIX MexayHapoAHbIM
Blopo no ann300TMsM Kak 30Ha
HanMeHbLUero pucka.

e PykoBoacteso EC (EMA/410/01,
Bepcus 03), HaueneHHoe Ha
MUHUMU3ALMIO PUCKA 3apaXkeHusl
rybuaTton sHuedanonaTtnen yepes
¢apmaueBTMYECKME NPOAYKTbI

e CraHaapTbl MMHUCTEPCTBA CENbCKOro
xo3sncrea CLUA no Banngauunm
acenTUYecKnx npenaparTos

¢ Bce nuTaTenbHble cpeabl, coaepxalume
NenTOHbI U3 KPYMHOro poraToro
CKOTa, COOTBETCTBYIOT TpeboBaHMsAM
Haxoaswencs B paspaboTke
OunpekTtuebl EC 0 MMHUMM3AUMN pUCKa
3apaxeHus rybuaTon sHuedanonaTuen
yepes NpoAyKTbl XXKMBOTHOIO
NPOUNCXOXAEHUS.

MonHan yBepeHHOCTb

UcuepnbiBarouwana oOKyMeHTaUuUA

[na Kaxkaok nocraBAsieMoOn HaMn

nuTaTeNbHOM cpeabl AOCTYMHa
noapobHas AoKyMeHTauus. [laHHasa Mepa
He TONbKO obecrneynBaeT Nnoaaepx)Ky
KPUTUYECKMX MapaMeTpoB Mpu
MOAenMpoBaHMmM Baluero acenTMyeckoro
npouecca, Ho Takxe ynpowaet
nposeAeHWe ayauTa

e Ceptudwmkartbl BSE/TSE (06
OTCYTCTBUM rybyaTor aHuedanonaTmm
KpynHOro poraTtoro ckota/
TpaHcMUccmBHOM rybuaTton
3HUedanonaTum) obecneymsatoT
NOJIHYIO OTCNEXMBAEMOCTb
BCEX MaTepuasioB XUBOTHOIO
NPONCXOXAEHUSA U COOTBETCTBUE
TpeboBaHMSIM HOPMaTUBHOM
AOKyMeHTaumm

o CornaweHusi 0 Kauectse,
3aKJ/Il0YeHHble C MoCTaBLUMKaMM,
rapaHTUpYHT NOCTOSIHHOE KayeCTBO
HaLMX NpoAyKTOB

e CepTudukaTtbl aHaau3a coaepxat
noApobHy MHGOPMaLMI0 0 KaXaoM
npoaykTe, HanpuMep, peasibHble
pe3ynbTaTbl UCMbITaHWA, MPOBOANMbBIX
OTAENIOM KOHTPONA KayecTBa




FpaHynMpoBaHHbIe NUTaTesIbHbIEe cpeabl

MWHMMYM NbIIN, MAKCUMYM
6e3onacHoOCcTU U 3PPEeKTUBHOCTHU

CocTaB HalMX rpaHyIMPOBaHHbIX NUTATENbHbIX Cpes
cneumanbHo nogobpaH Taknm o6pa3om, YTobbl NOMOYb
NPOV3BOAUTENAM JIEKapPCTBEHHbLIX CPEACTB MPOBOANUTL
pe3yfnbTaTUBHbIE TECTbl HA PO3/IUB Cpeabl C MUHUMANbHbIM
PUCKOM.

e [Ip1 NPUrOTOBNIEHUUN 3TN CPeAbl MEHbLUE MbUIST», YTO
CHWXaEeT yrpo3bl 340POBbIO 1 NMpeAoTBpaLLaeT 3arps3HeHme
OoKpy>atoLLen cpeabl. Takxke yMeHbLUEHME KONIMYeCTBa
NblEBbIX YacTuy, Ha obopyaoBaHum obneryaer ero
06paboTKy M OUUCTKY.

e MpeBocxoAHas pacCTBOPMMOCTb CYLLECTBEHHO COKpalLaeT
3aTpaTbl BpEMEHU W TPyAa Ha NPUroTOBNEHWE cpesbl.

e ONTUMM3NPOBAHHBIE XapaKTEPUCTUKMN XOSI0AHOMO
bunbTpoBaHKs, obecrneunBaeMble Ha CTaausax nepepaboTku
OT CbIpbsi 10 FOTOBOr0 MPOAYKTa, MO3BOJISAOT NMPOA/INTE CPOK
CNy>6bl GULTPOB N COKPATUTL UMCNIO UX 3aMEH, YMEeHbLLast
3aTpaTbl BpEMEHN N U3AEPXKKMU.

e Ob6paboTka BbICOKMMUW A03aMN raMMa-mn3ny4yeHus
(48-76 kI'p) yMeHbLLAET BO3MOXXHOCTb NEPEKPECTHOrO
3arps3HEeHUs U PUCK MOJSTyYEHUS JTOXHOMOIOXKMUTENBHOIO
pe3ynbTaTa M3-3a MMKPOOPraHM3MOB, KOTOpble MOrnn 6bl
BbIXXUTb Npn obpaboTke.

e [lapameTpbl POCTOBbLIX CBOWCTB U CTEPUSIBHOCTU
COOTBETCTBYOT Tpeb0BaHUAM rapMOHN30BaHHOMN
dapmakonen n pykosoactesa ISO® EN 11133
OTHOCUTENIbHO KOHTPOJIA NMPOU3BOACTBA N 3P HEKTUBHOCTH
cpeabl.

OnNTMMM3NpoOBaHHbIE NOKa3aTenm
X0oNnoaHoro punbTpoBaHUSA NO3BONAIOT
n3berxxatb 3aKynopmBaHusa cpunbTpa n
AOMNOJIHUTEJIbHbIX U3AEepPIKeK

BONbLWNHCTBO MPOLIECCOB acenTUYEeCcKoro po3nunea
BK/IIOYAIOT B cebs cTaaunio ctepunusyiowler punbTpauuu,
KoTopas 06bI4HO BXOAUT B NMepeyeHb MepOonpUsSTUI Mpu
MOAENMPOBaHUKN NpoLecca C NuTaTenbHoW cpefoii. Bonblne
KOMMYECTBa XWAKOCTW, NpoXoasLlen yepes dunbTpsbl,
[enaT AaHHYH0 CTaAMI0 3aTPaTHOM Kak Mo BpeMeHu, Tak

1 no ctoumocTn. Ha atn aetanm obpalatoT ocobeHHoe
BHMUMaHWe, KOoraa BO3HUKAKT Npobiembl, Hanpumep,
3abuBaHue punbTpa.

Bo nsbexaHune nogobHbIX 3aTPyAHEHWUI Mbl MPUHMMaeM
BCE BO3MOXHble Mepbl 455 obecneyeHns HagéXHbIX
XapaKTepucTnk duUnbTpOBAHUSA rPaHYyIMPOBAHHbIX
nuTaTenbHbIX cpes. GunbTpauMOHHbIE TECTbI MPOBOASATCS
ANs KaXKaor napTum Ha Kaxaol ctaguu npousBoACTBa:

o KOHTPO/Ib KayecTBa Cbipbs
e KOHTPO/b KayecTBa MocTynarLmx nenToHoB

e VcnbiTaHue O6paBLI.OB 3alaHHOro cocCtaBa U
ocyullecTBsieHUe TEXHOIONMYECKOro KOHTpPOA

e lVcnbiTaHWe roToBOro NpoayKTa




NccnenoBaHue punbTpyeMoCTH

NccnepoBaHune 66110 NPOBEAEHO C LIENbIO CPaBHEHUS Ha pucyHkax 1 1 2 nokasaHo cpeaHee 3HayeHue BpeMeHH,
apdekTuBHOCTU punbTpoBaHmns Hawmnx TCB (obbiuHOro Heobxoammoro ans duneTpaumm AByX NMUTPOB cpedbl Yepes
M pacTUTENbHOM0) U APYrMX KOMMepYecKu AOCTYMHbIX dnnbTp AnameTpom 47 MM. Mo pesynbTataM aKCnepuMeHTa
nuTaTeNbHbIX cpej. DKCNePUMEHT NpoBOANIN C 6b1IM NPOAEMOHCTPUPOBaHbI MPEBOCXOAHbBIE XapaKTEPUCTUKN
MCMONb30BaHNEM YeTbIpéX 06bI4YHO UCMOJIb3YEMbIX TUMOB dnnbTpyemMocTu Bbinyckaembix Hamm TCB n PMB, gaxe
dunbTpoB. CpaBHeHWE NpoBOAMAN MO TPEM onbiTaM ANns B C/lyyae Bblbopa CIOXHbIX B MpUMeHeHUn hUnbLTPoB U3
KaXxAon KOM6MHauMmM napTuu cpeabl 1 Tuna gunstpa. HennoHa u NBA®. ns BbiNyCKaeMblX HAMW TPUMKA30-

coeBoro 6ynboHa M pacTUTENbHOro NenTOHHOro 6ynboHa
6blna npoaeMoHCTpUpoBaHa NpeBocxoAHas 3P HEKTUBHOCTb
GUNLTPOBAHUSA NO CPABHEHMUIO C MUTATE/IbHBIMU CpeaaMu
ApYyrux npouvssoauTenein.
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1:12:00 AM 1:26:24 AM
1:12:00 AM
12:57:36 AM
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12:43:12 AM
12:28:48 AM
12:28:48 AM
12:14:24 AM 12:14:24 AM
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12:00:00 AM 12:00:00 AM
Heiinon nsao Hutpouenntonosa nac Heinon nsao Hutpouennionosa nac
e ObpaseL cpaBHeHWs (Boaa) KoHKypeHT A @ KOHKYypeHT C e O6paseL, cpaBHeHus (Boaa) KoHkypeHT A s KOHKYpeHT C
T lﬁib'\:s;c:ﬁﬁigsoo) KoukypenT B KoukyperT D === P15 Merck (1.00550) = KOHKypEHT B 3% = OUNLTP 3a6UnCA
HeinoH nsao Hutpouennionosza [MM3C HeiinoH nsae Hutpouennionosza M3C
O6pasel, 00:17:38 00:17:40 00:08:07 00:05:29 Obpasel, cpaBHeHUs! 00:17:38 00:17:40 00:08:07 00:05:29
cpaBHeHus (Boaa) (Bopa)
Merck 00:27:06 00:20:14 00:09:23 00:06:09 Merck 00:33:54 00:21:17 00:10:13 00:06:09
KoHKkypeHT A 00:21:49 00:21:54 00:09:58 00:06:30 KoHkypeHT A 00:39:56 00:22:52 00:10:26 00:06:32
KoHkypeHT B 00:28:44 00:25:52 00:10:51 00:06:26 KoHkypeHT B 01:23:32 00:44:51 00:13:27 00:06:40
KoHkypeHT C 01:14:14 00:58:33 00:16:27 00:08:00 KoHkypeHT C dunbTp dunbTp dunbTp 3abuncsa 00:09:16
3abuncs 3abuncsa
KoHkypeHT D bunbTp bunbTp bunbTp 3abuncsa bunbTp
3abuncsa 3abuncsa 3abuncsa
PucyHok 1: CpaBHeHne PpuUIbTPYEMOCTU TPUMNKA30-COEBbIX PucyHok 2: CpaBHeHWe pUIbTPYEMOCTU PaCTUTENbHbIX MENTOHHbIX
6ynboHoB (TCB) 6ynboHoB (PMNB)

Bonee noapobHas nHdbopmauua 06 uccneaoBaHMm AOCTYMHA B MOJIHOM OTUETE.
[na nony4vyeHns KONuM AAHHOrO AOKYMEHTa CBSXMTECh C BalwmM TOproebiM NpeacTaBUTENEM WU MOCETUTE CanT:
Merckmillipore.com/mediafills-pharma

Ncnonb3oBaHHble PUbTPDI

Mpoussoautenn MaTepuan Pasmep nop Kat. N2
Merck HelinoHoBas membpaHa 0.20 MKkM GNWP04700
Merck MonuBnHunuaeHandTopma (NBAD) 0.22 MKM GVWP04700
Merck Mem6paHa 13 HUTPOLENNI0103bI 0.22 MKM GSWP04700

Merck Mem6paHa us nonunacdupcynbcoHa (M3C) Millipore Express® Plus 0.22 MKM GPWP04700




[OoTOBbIEe K UCNOJIb30BAHUIO XXUAKue cpeabl

MpocdumnbTpoBaHHbIE U FrOTOBbIE K paboTte

B 4Mcno Hawmx nuTaTenbHbIX Cpes BXOAUT
Tpunkaso-coesblli 6ynboH (TCB), NpUroToBAEHHbIN B
COOTBETCTBMU C TpeboBaHuaMM papmakonen EBponbl n
CLUA. B kayvecTBe anbTepHaTuBbl Bbl MoXxeTe BbIGpaTh
HalW pacTUTENbHbIA NenTOHHbIM 6ynboH (PMB).

OTn xuakune 6ynboHbl CTEPUANZYIOT B aBTOK/IaBe, a
3aTeM NoABeprarT ABYXCTaAUAHOMY (PUAbTPOBAHMIO!
yepes OUNLTP ANS ynaBAMBaHWUS TBEPAbIX YacTuL ANs
WCKII0YEHNS BO3MOXHOCTM 3aKyrnopuBaHUa U Yepes
¢GunbTp € pazmepom nop 0,2 MKM Ana CTepunmsaumm.
Cpeabl NocTaBnsaoTCA B Naketax ob6bémom 10 n,
NOMeLEHHbIX B TPOMHYIO YNaKoBKY, 1 06paboTaHHbIX
ramma-usnydveHuem (9-20 kIp) 4ns 4ONOAHUTENBHOMN
6e3onacHocTn. TakxKe No 3anpocy AOCTYMHbl YNAaKOBKMK
6onbliero ob6bvéma.

MasoHenpoHUUaeMblie NakKeTbl 4NN
6e3onacHocTK M yaobcrTBa

B KOMNAEKT C MArKMM NakeToM BXOAUT Takxe Tpybka
AnnHoti 80 cM ¢ 6bICTPOCBEMHBIM KOHHEKTOpOM MPC
(3/8"), no3Bonsaowasa HanpsMyto NOACOEANHUTb MAKET K
3anosIHAEeMON NNHUKN. VIHXEKTOpP, OCHALWEHHbIA CENTOM,
no3BonsieT BBOANTb AOMOSIHUTEbHbIE KOMMOHEHTbI

B NMUTaTENbHY0 Cpeay, HanpuMep, HeWTpaam3aTopsl,
WHaKTUBATOPbl @aHTUHBMOTUKOB UM POCTOBblE A06aBKMW.

s
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CoeanHeHne nakeTta C BMYCKHOM
TpybKOI, BbINYCKHOM TPybKOM 1
WHXXEKTOPOM (CrneBa Hanpaso)

Pyuka B BepxHeli 4yacTu nakeTa
Ans yno6CTBa MCMONb30BaHNUS

MakeT ¢ TCBb 06béMoM 10 n
B TPAHCMOPTHOM yrnakKoBKe



UHndopmauunsa ans 3akasa

FoToBble Kk Pasmep
OnucaHue FpaHynupoBaHHble MCMONIb30BaHMUIO YNaKoBKM Kar. N°
Tpunka3o-coeBbli 6yNbOH, ° 500 r 1.00800.0500
06paboTaHHbIN n3nyvyeHnem
Tpunkaso-coesblit 6y/bOH, ° 5 kr 1.00800.5000
obpaboTaHHbIN n3ny4yeHnem
Tpunkaso-coeBblit 6ynbOH (B ° 10n 1.46316.0001
MSIFKOM OZHOPa30BOM MakeTe)
Tpunkaso-coesbll ° 500 r 1.00550.0500
6yNbOH (HEeXMBOTHOrO
NponCXoXaeHus),
obpaboTaHHbIN n3nyyeHnem
Tpunkaso-coesbil ° 5 kr 1.00550.5000
6yNbOH (HEeXMBOTHOrO
NpoUCX0OXAeHUS),
obpaboTaHHbIN U3ny4yeHnem
PacTuTenbHbI NeNTOHHbLIN ° 10 n 1.46332.0001
6ynboH (B MArKOM OAHOPa30BOM
nakere)
Tuornukonesbli 6ynboH ° 5 kr 1.08720.5000

(HEeXWMBOTHOrO MPOUCXOXKAEHUS),
06paboTaHHbIl U3nyyeHnem

Ons nonyyeHus 6onee nogpobHon MHdopMauumn 06 MHAMBUAYANbHbIX peLleHnsaX, obpaTuTecb, NoXxanyncra, B Hawe NpeacTaBUTENbCTBO.

[=]

OueHMUTe NpeMMyLlecTBa B AeCTBUMU
rlOCMOTpI/ITe Bnaeo, YyTOObI Y3HaTb 6onblUEe O HalKnX
rPaHyIMpOBaHHbIX NUTATE/IbHbIX Cpeaax.

MerckMillipore.com/mediafills-pharma

Ansa pa3MeuleHns 3aKasa uam nonydveHus 6onee
noapo6Hoi nHdopMmaLymmu, NnoXxkanymcra, obpawamrecn:

000 "Mepk"

115054, r. MockBa, yn. Banosas, 4. 35
Ten.: +7 (495) 937-33-04

E-mail: mm.russia@merckgroup.com

© 2018 Merck KGaA, fapmwTaar, lepMaHunsa u/unu aodepHue koMnavun. Bece npasa 3awumuieHsl. Merck, BubpaHT M, Millipore, Durapore, Millipore
Express n EZ-Stream sBnsioTcs ToproBbiMM 3Hakamu Merck KGaA, AapmwTtaaT, FepMaHus unu AovepHUX KomnaHuii. Bce npoune Toprosble

3HaKW IBNSIOTCSH COBCTBEHHOCTBIO UX 3aKOHHbIX NpaBoobnasateneil. Gonee NoApo6HY0 MHGDOMALIMIO O TOProBbIX 3HaKax Bbl MoXeTe HaiT Ha
061e0CTYMHbIX pecypcax.
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