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I. O6mue cBeneHus

1. ToproBoe HauMeHOBaHUeE JteKapcTBeHHOro npenapata: Cysakuud PRRS MLV
(Suvaxyn PRRS MLV).

MexyHapogHOe HeaTeHTOBaHHOE HAUMEHOBAHHWE: BaKIMHA JJIsk IPO(QHUITAKTHKH
PEnpOoIyKTUBHO-PECIIMPATOPHOIO CHHAPOMA CBHUHEH XWUBas JHOQUIN3UPOBAHHAA C
paszbaBuTeeM.

2. JlexapcTBeHHas Gopma: BaKLHHA - THO(UIN3AT IS IPUTOTOBJIEHHUS CYCIIEH3UN
JUIs WHBEKUMH M pa3baBUTeNb - pacTBOp [ pasBeleHUs JUoDUIM3aTa s
IIPUTOTOBIICHHS CYCIIEH3UH [Tl MHBEKIIUH.

BakiyHa H3rotoBileHa W3 KyJIbTYPaIbHOW KHUIKOCTH IIEPEBUBAEMBIX JIMHHM
KJIETOK,  MHOHUUMPOBAaHHBIX  aTTEHyUPOBAaHHBIM  BHPYCOM  pEMpPOIYKTHBHO-
PECIIMPaTOPHOrO CHHIpOMa CBUHEW (eBpomeiickuii mramMM 96V198) ¢ nobasienuem
crabunuzaropa L2 u cpexsr Ultraculture.

Paz6asutens — 0,9 % BOAHBIH pacTBOp XJIOpH/IA HATPHSI.

3. Ilo puemnemy Bumy Cysakumn PRRS MLV mnpexncrasnser coboii cyxyio
IIOPHCTYI0 Maccy OT JKENTOro OO pO30BOro IBera, pa3zbaBHTeNs — IpoO3payHas
OecrBeTHas XKUIKOCTD.

Cpok rogHOCTM BaKUMHBI DpPU COOIMIONEHWM YCJIOBMH XpaHeHHs W
TPaHCIIOPTHUPOBaHus — 24 Mecdla ¢ AaThl BelTycka. Cpok rogHOCTH pa3GaBuTeNs IIpH
COBIIOIeHHY YCTIOBMI XpaHEHH)S H TPaHCIIOPTAPOBAHKS — 36 MeCSI1EB C ATl BEITYCKa.
BaxiuHa fo/oKHa GBITE HCTIONB30BaHA B TeYeHHe 4 4acoB IOCHE BCKPHITUS (IIakoHa U
pasBeicHUs THOoQUIU3aTA.

3ampeniaeTcss NpUMEHATh JEKAPCTBEHHBIH MpenapaT Moclie MCTEYeHMs CpOKa
TOAHOCTH.

4. Bakuuna pacgacosana mo 25, 50 u 125 n03 (5 cM>*) B cTeknanHble GIakoHE, a

pasbasurens mo 50, 100 1 250 oM’ B monMITHIEHOBEIE (BIAKOHBI COOTBETCTBYIOLIEH

BMECTUMOCTH. DJIaKOHBI C BaKLMHOM BaKyyMHpPOBAaHBI U T'€PMETHYHO YKYIIOPEHBL
*O6beM 110 THoduIn3auN




PE3MHOBEIMA TIPOGKaMHU, YKPEIIEHHEIMA ATFIOMHUHHEBEIME KoONMaykaMu. MOIaKoHEL ¢
pazbaBUTEIeM TEPMETHYHO YKYILOPEHEl PE3HHOBEIMM TIPOGKAMH, YKpPEIIECHHHKIMH
AIIOMWHHMEBEIMY KONIauKkaMy. DIakoHE! ¢ BaKIMHOM ¥ pasGaBuTeNeM yIaKOBAHBI B
KapTOHHYIO KOpoOKy. B ka[Iy10 yrakoBKy BIOKeHA HHCTPYKIMS 110 NPHMEHEHHIO Ha
PYCCKOM SI3BIKE.

5. BakuuHy M pazbaBuTens XpaHiAT B 3aKPLITOH YIIAKOBKE IIPOUIBOAUTENA, B
3AIIKIIEHHOM OT APSMBIX CONHEYHBIX JIy4el MecTe, OTASILHO OT OPOJyKTOB U TAHUA
u kopMoB mpu Temmeparype ot 2°C no 8°C. He nomyckaercs 3aMOpaXuBaHHe.

6. Cysakuusa PRRS MLV cne,uye'r XPaHHWTh B MECTAX, HEAOCTYIIHBIX /IS IETEH.

7. ®naxoHBl ¢ BaKIWHOH 0e3 3TMKETOK, ¢ HCTEKIIAM CPOKOM TONHOCTH, C
HapyIUEHUEM I[ENOCTHOCTH WHIH FepPMETHYHOCTH YKYTIOPKY, ¢ U3MEHEHHBIM [IBETOM
WU KOHCHCTEHIUMEH CONEPKMMOro, ¢ HANMYHEM IIOCTODOHHHX IPUMECE,
IIOJIBEPIIIHECH 3aMOpaXKHBaHUIO, 2 TaKXe OCTATKHA BAKUMHBI, HE UCHOJB30BAHHEIE B
TeyeHHe 4 4YacoB TIOCHE pa3BEHEHUS BAaKUIMHEl, TOJJIEKAT BEIOpaKOBKE H
06e33apaKHBAHMIO TIyTEM KWNAYeHMA B TedeHHe 15 MHHYT Mo obpabGorku 2%
PacTBOpOM Iuenodd uiK 5% pacTBopom xnopamuna (1:1) B Teuenne 30 MUHYT.

8. Cysaxius PRRS MLV ormyckaior 6e3 perenta BeTepuHapHOTO Bpaya.

II. Bronoru4eckne CBOHCTBA

9. (DapMaKoTepaleBTAYecKas rpyIna; MMMYHOOHONOIHIecKult neKapeTECHHBIH
openapar.

10. Baknwna BempRacT (QopMEpOBaHME WMMYHHOTO OTBETa K BO3GYyauTEmEO
PENpPONYKTHBHO-PECIMPATOPHOr0 CHHIApPOMA CBHHEH uepes 21 Jneds mocae
OHOKPATHON BaXIMHALMH, IPOJOIKUTENEHOCTEHIO He MeHes 26 Henelns.

B opnHol MMMyHH3MpyIOIell Io3¢ BaKUMHE! COAEPIKATCS ATTEHYHPOBAHHEIN
BHPYC DEIPONYKTHBHO-DECIMPATOPHOTO CHHADOMA CBHHeH (eBpOmedckmE IuTamMm
96V 198) ne mMenee 10>? CCIDs,.

Bakuura 6esppensa, TeseGHEIME cBoMcTBaMY He 06aa1aeT,

I11. Ilopsimok nipuMeHeHAA

11. Baxumna npepHasHadeHa A TPoQHUNAKTHYECKOW HMMYHMBEAIMM CBUHEH
IIPOTHB PENPONYKTUBHO-PECIMPATOPHOIO CHHAPOMA B CBUHOBOAYECKHUX XO34HCTRAX C
LENbI0 CHIOKEHWA BHPEMEM ¥ BBIACHEHIS BHpyca C HA3alBHBIMHM  HCTEYeHUIMH,
BEISBAHHEIX 38paKeHHeM eBpoleickuMy ramMMame Bupyca PRRS (remotum 1).

12. 3aupeureHo BAKIMHAPOBATH KIMHHYECKH OONBHBIX W/HAH OCHAGNEHHBIX
JKUBOTHBIX.

He wucmons3oBaTs B cTajgaxX, B KOTOpeIX He Onll ofHapyXeH ¢ IOMOHIBIO
AOCTOBEPHBIX METONOB JMArHOCTUKY €BPOINEHCKUM INTaMM BHpPYCa PEIrpOIYKTHBHO-
PECITHPATOPHOro CHHAPOMA.

He wcnosnesosate M XpSKOB-HPOU3BOIUTENEH CHEPMEI, Tak KaKk BHUPYC.
PETIPOLYKTHBHO-PECIIMPATOPHOT0 CHHAPOMa MOYET BRIAEIATLCS CO CIIEPMOL.

He mommexar BakiMHAUMM He KOHTAKTHPOBABIIHE C BHPYCOM (ceobozHeie OT
BHPYCa) CBUHOMATKM BO BTOPOM TEPHOIE CYNOPOCHOCTH, B CBA3X C Nepemaueil
BaKIIMHHOIO BHpyca dYepes IUTAUEHTY, 4YTO MOXET OKa3hlBaTh BIHSHME HA
PEIPONYKTHBHOCTS. ”




13. Tlpn mpoBefeHHM BaklMHaLMU HeoOxofuMmo coOmofdTe oOLe IpaBuia
NUYHOM TUIHEHB M TEXHUKM 0e30lacHOCTH, TpPEAyCMOTPEHHHIE TIpH paboTe ¢
JNeKapCTBEHHEIMH [IpellapaTaMi BETePHHAPHOTO. Ha3HAYCHNAA.

Bce nuiia, yyacTEyIoNye B TPOBEAEHUN BAKIIMHANWE JOIDKHEI OBITE 00€CHeYeHE!
CHELOASKAOR K CPeACTRaMH WHAUBHIYaIbHOH 3amuTel. B Mmectax paboTel nomxHa
OBITH anTeyKa epBOH HOBpavyebHON ITOMOTIH.

IIpu nona,?_l_aHnH BaKIIMHEl Ha KOXy W/WIH CHH3HCTBIE OOOIOYUKH, HX
PEKOMEHAYETCS IIPOMBITH OOIBIINM KOIMYECTROM YHCTOM BOJBL

TIpw cy4aiiHOM BBEIEHHHE IPENIApaTa YeloBeKy, MECTO MHBEKIHA HEOOXOLUMO
HeMmezeHHo ofpaborars 70 % pacTBOpOM BTHIIOBOTO CHOMPTA, OBPaTUTHCS B
MeAHIMHCKOE YYPEKIEHUE ¥ COOBIIMTE 06 3T0M Bpauy. B cliyuae pasiHBa BaKUHHEL,
3apaKEHHBI! YHaCTOK IIONA WIM IOYBBI 3aMBAOT 5% pacTBOpOM XJ0paMuHa, 2%
PacTBOPOM EKOI0 HATPA W APYTHMH IOe3H(QHLIHPYIOMUME CpeI[CTBaMH.

14. He nopanexar BaKUHAHALAY HE KOHTaKTHPOBABIIHE C BUPYCOM CBHHOMATKHU BO
BTOPOM NEPHOJE CYyHOPOCHOCTH .

Jlexapcrennsiit npemapar Cypaknun PRRS MLV He mNpepHasHadeH s
TIPMMEHEHHS CBHHOMATKAM B [IEPHO]] IAKTALHH, B CBA3H C OTCYTCTBHEM MCCIe/OBa M
©€e30MacHOCTH B 3TOT NEPHOA,

JoityckaeTcs NpuUMeHerue Uid He KOHTAKTAPOBABHINX C BHPYCOM DPEMOHTHBIX
CBMHOK H CBUHOMAaTOK IIepe]] 0CeMEHEeHUEM H B IIEPBOM IIEPHOAE CYIIOPOCHOCTH.

Jlomyckaercs BaKIMHAIMS KOHTAKTHPOBABIINX ¢ BHPYCOM CBHHOMATOK BO BTOPOM
NepHoJIe CYyIOPOCHOCTH.

15, BakiuHauuy NouIexaT JKHBOTHRIE ¢ IEPBOTO JHA XKH3HH.

Tepen mnpyMeHeHHeM OKONO 5 cM® pazBaBHTENs MEPEHOCST BO (QIAKOH
smobunusaroM ¥ ybexpmaroTca B TOIHOM. PACTBOpPEHMH  nxodHUiIu3ara.
BOCCTAHOBIEHHYIO CYCIICH3HIO TIEpeHocST ofpaTHO BO (IakoH ¢ pasbasuTeneM
(comepalIyM ocTaTok pasbaputens): 25 K03 BoccTaHaBIKBAOT B 50 cM® pasBapurens,
50 mo3 Boccranasmubarot B 100 oM’ pasbasurens, 125 103 BOCCTaHaBIMBAOT B 250 oM’
pasbapuTes.

Baxkuugy BBOZAT ¢ COOMIOJEHHEM IIPaBWI ACENTHKM M aHTHUCeIITHKY
BHYTPUMEIIIEYHO B 0ONACTE IIeH B o3e 2 cM .

TopocsT A OTKOPMA BAKIHHUPYOT OTHOKPATHO.

- CeeHOMATKaM X PEMOHTHBIM CBHHKAM BaKOUHY BBOAST BHYTPUMEILIEYHO B
0611aCTE ek B go3e 2 oM’ epel mepeBoioM B IPOAYKTUBHOE CTA0 HPHOIU3UTEIBHO
3a 4 Hefienu [0 oceMeHeHus. PeBakuyHaIIuiD IIPOBOIAT Yepes KaXIEE 6 MECSIEB.,

JHomyckaeTcsa MaccoBast BAKUMHALHA B CEPONIO3IMTHBHEIX CTaiaX, B KOTOPBIX 6blia
yCTaHOBIEHA PACIPOCTPAHEHHOCTh €BPOMEHCKOTO  IiTaMMa BUPYCa PENpORyKTHBHO-
peCTUpPaTOPHOrO CHHAPOMA.

BaknuHalus CEpOHETATMBHEIX IIOPOCAT B Bo3pacre 1 [eHs 3HAYUTENBHO
YMEHBIIAeT [IOpaXKEHNE JIerKiX TIPH KOHTPOIEHOM 3apaXXeHHH uepes 26 Helens nocue
BaKUMHAMH.

Baxnugnanus KIMHUYECKH 3J0POBEIX DPEMOHTHBIX CBHHOK M CBHHOMATOK, Kak
CEPOTIO3UTUBHEIX, TdK ¥ CEPOHETATHRHEIX, IIepe]] OCEMEHEHHMEM IO03BOJSET CHH3MUTH
TPAaHCIUTALCHTAPHOES  3apaXeHWe,  BHISEIBAEMOE  BHUPYCOM  PelpOIYKTHBHO-
PeCcIUpaTOpHOro CHHAPOME B TPETHEM IIEPHONE CYIOPOCHOCTH, B CHAIUTE CBA3AHHOE C
HEH HEraTHBHOE BO3/IeHCTBHE Ha PENMPOLYKTHBHYIO CIIOCOOHOCTE. CHIMKAETCA YacToTa
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IIOABNIEHUA MEPTBOPOKIAGHHEIX, IIOPOCAT. ¢ BHPEMUEH IIpH POXISHHH K OTheMe, a
TAKXKE CHIKACTCH BUPYCHAS HATDY3KA B JIETKHX U [OPaXeHHs B JIETKHX y TIOPOCAT IPH
OTBEME. | -

Cnenyer w3beraTh BBeIEHMs BAKIMHHOIO BUpYCa B PErHOHAX, B KOTOPHIX
OTCYTCTBYET BUPYC PENPOLYKTHBHO-PECIUPATOPHOIO CUHIPOMa CBUHEH.

BaxnmurupoBan#ble KHUBOTHEIE MOTYT BEIAENATH BaKUMHHEIH BHpyC Gojiee deM
16 Hepens mocne BakUHMHALWM. BaKUMHHBIH BHPYC MOXET nepefiaBaThCs  APYTHM
CBHHBAM 0€3 TMpOSBICHMS KIMHHYECKMX npu3Hakos. Hamfonee 4acTHIM ITyTeM
nepesady ABEICTCA TPAMOM KOHTAaKT, OJHAKO HENb3d HCKIIOYaTh Nepefady 4Yepes
3arpa3HEHHBIC OOBEKTEL UK 110 BO3AYXY-

CaexyeT NpHHATE 0coObie MEPEI HPEIOCTOPOXKHOCTH, YTOOBI H30EKaTh IepeIain.
BaKHWHHOTO BHPYCa Ha HEe KOHTAKTHPOBABIINX C BHPYCOM XHABOTHEIX (HampuMmep, Ha
He KOHTaKTHPOBABUIAX C-BHPYCOM CEMHOMATOK BO BTOPOM IIEPHOAE c’ytr’opocHocm)i

He KOHTaKTHpOBaBIIHX C BHPYCOM PEMOHTHEIX CBHHOK M CBHHOMATOK CIEXYET
BaKHPHUPOBATD _J_to BBEJEHUS HMX B CTaZ0 C KOHTAKTHPOBABIOMMHM C BHUPYCOM
JKMBOTHBIMH, 4 TAKXE 0 OCEMEHEHH.

B endax orpaHMYeHHS PHCKa BO3MOXKHOM PeKOMOMHAIMM MeX]y BaKIMHHBIMH
mwraMMaMi PPCC He ciefyer 0HOBPEMEHHO HCIIONB30RATh PA3HAIC XKHWBHIE BaKIMHEL
npotus PPCC Ha ofHoit U Toit e depme. He cienyet peryiapho 4epenosath I8E HIH
Gonee koOMMepUeckre XuBbie BakiHsl HpoTHB PPCC B cTajie ¢ HAMepeHreM YTy dITdTh
MIEPEKPECTHYIO 3aIIUTY.

Pelcomem:[ye_'rcﬂ-.-'iaax.unﬂnpoBaTL-.Bcex TIOJJIEXAMX BaKMHALIWK CBUHEN B cTaje
C CaMoro paHHero peKOMeH;__[[OBaHHOTO' BO3pacTa.

16. TIoGouHEIE sBNEHMA K OCHOMKHEHMA NPpH TIPHMEHEHUM TIperaparta B
COOTBETCTBHM C HHCTPYKIMEH, KaK IPABKIIO, HEe HabmonaroTes. Ipu BHY TPUMEIHIEYHOM.
BBEIICHHH B TedeHHe 4 4acoB IOC/e BaKIMHALIMH OYEHB UAaCTO MOXET HaOMOAaTECH
BpeMEHHOE NOBLINIEHHE pexTansHoH Temneparypst (Ha 0,5 °C B cpenHeM, B OT/AENEHBIX
cyqasx g0 1,4 °C). YacTeIMH ABISIOTCS MECTHHIE peakluu B BHAEe 00pasoBaHuA
TIPHITyXJIOCTe!H Ha MeCTe UHBEKLUH, B OONBIIMHCTBE CJIydaes J{o 2 CM B OHaMeTpe,
KOTOPBIE He TPpeGYyIOT JIEYeHHs B HCYe3aloT B TeueHye 3 AHell. B peAKuX ciydasx MOryT
BO3HHKATh PEaKIHH aHA(UIAKTHYECKOrO Tuna (DBOT4, TPEMOpP W/WIHM JIErKoe
YTHETEHHOE COCTOSHME), KOTOPhIE He TPeOYIOT ISIeHMS ¥ HCUe3ai0T CAMOIPOU3BOIIBHO
B T€YEHUE HECKONBKUX YaCOR.

Y cepoHEeraTHBHBIX CBHHOMATOK mepell OCeMEeHEHWEM B. TEUeHUE 4 YACOB IIOCHe:
BaKI[WHAIMA OYEHE YACTO MOXET HaOmOJaThCs HEe3HAUHTENbHOE M BPeMEeHHOEe
NOBBILIEHKE peKTATBHON TeMuepaTypsl (Ha 0,2 °C B cpefHeM, B OTASIBHEIX CIyYasK 0
1,0°C). OueHp dYaCTRIME SBISIOTCS MECTHEIE PeakuMd B BHAE 0Opa3oBaHuA
npumyxnoctelf Ha MecTe HHBeKIUM, B GoNBITAHCTBE cryyacs #o 0,5 cM B AAaMeTPe,
KOTOpBIe He TpedyIOT Te9eH s | HCUe3aI0T CaMOIPOM3BOIEHO B TEUYEHHE 5 JIHEH.

Y CepOHEraTHBHBIX CBHHOMATOK B TIEPBOM IIEPHOZE CYIIODOCHOCTA B TEUEHHE
4 4acoB fOCJe BAaKIWHANKK OYEHb YaCTO MOXKET HabII0OaThCs HE3HAYHUTENLHOE M
BPEMEHHOE NOBLILICHIE PeKTalbH0i TeMIepatypsl (Ha 0,8 °C B cpesineM, B OTASTEHEIX
cry4dasx 1o 1,0 °C). Ouens 9acTHIMU ABISHOTCA MECTHEIE PEaklMy B BUHIE 06pa3oBadms
IPUITYXJIOCTeH HA MECTe MHBEKIUH, B BOILIIMHCTRE cirydaes 1o 1,4 cM B guamerpe,
KOTOpEIE He TPeOyIOT edeHus U _che'3alor.camonponsBdnLH0 B TeueHue 9 mHeill.

Y CepOomo3UTHBHEIX CBUHOMATOK BO BTOPOM IIEPHONE CYTIOPOCHOCTH B TEUCHME
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4 yacoB mociie BaKUMHALMH O4YEeHb YaCTO MOXeT HabnrogaThCs He3HAYMTENIbHOE U
BpeMEHHOe MOBBILLIEHHE peKTalbHOMi TemnepaTypsl (Ha 0,4 °C B cpeiHEM, B OTJENbHBIX
ciyydasx 1o 0,6 °C). O4yeHb 4aCTBIMHU SBIAIOTCS MECTHBIE peaKklK B BHe 00pa3oBaHUs
NPUITYXJIOCTeH Ha MecCTe UHBEKUUH, B OOJBIIMHCTBE CIy4yaeB JO 5 CM B AHAaMETpe,
KOTOpble He TpeOYIOT JIeYeHHs] ¥ HCUe3al0T CaMONIPOM3BOJIbHO B TeUeHHe 32 AHEH.

UacTtoTy HexenaTeNbHBIX peakUUil ONpeAeisioT COINIacHO  CledyIOIUM
KPUTEPHUSIM:

- oyeHb yacTo (1is 6onee yem 1 U3 10 KUBOTHBIX)

- yacTo (6onee yeM 1, HO MeHee yeM 10 HUBOTHBIX U3 100 >XMBOTHBIX)

- HeyacTo (6ostee yeM 1, HO MeHee yeM 10 >XMBOTHBIX U3 1 000 >XMBOTHEIX)

- peaxo (6onee yeM 1, Ho MeHee yeM 10 xHBOTHBIX U3 10 000 >XKHBOTHBIX)

- oueHb pefko (MeHee yeM | xxuBoTHOE U3 10 000 XKHUBOTHBIX).

17. CUMIITOMOB NpOSBIEHUS PeNpOoayKTUBHO-PECITHPATOPHOIrO CHHApPOMA HIIH
JPYTUX MMaTOJIOTHYEeCKUX MPU3HAKOB IPHU NepeI03UPOBKE BaKIIMHBI HE YCTAHOBJIEHO.

18. ndopmatius 0 HECOBMECTUMOCTH BaKIMHBI C JIeKapCTBEHHBIMU NpenapaTaMu
Opyrux GpapMaKoIoruyeckux rpymni OTCyTCTBYeT.

19. OcobeHHOCTH AeiCTBHUA NPHU NEPBOM IPUMEHEHHH JIeKapCTBEHHOr'O Npernapara
U IIPH €r0 OTMEHE He BBIABIIEHBI.

20. Cnenyet u3berath HapylleHHH CXeMbl BBEJEHHS BaKLUHUHBI, TOCKOJBKY 3TO
MOX€T TIPHUBECTH K  CHIXEHHI0 S(Q(PEKTUBHOCTH  HUMMYHOIPOPHUIAKTHKU
penpoAyKTUBHO-pECIIMPaTOPHOro CHHApoMa. B ciydae mnpomycka ouepegHOro
BBEJICHHU BaKLIMHBl HEOOXOIMMO ITPOBECTH UMMYHH3ALMIO KaK MOXKHO CKOpee.

21. Msco 1 npomyktbl y6os OT BaKIMHHPOBAHHBIX CBHHEH HCIONB3YIOT 6e3
OrpaHUYEeHUH.

HaumenoBanus 1 agpeca 3ostuc benpmxuym Ic. Dit., Pye Jlekin
IPOU3BOACTBEHHBIX IJIOLIAA0K Bypnuar 1-1348, Jlyeeiin-Jla-Hes,
IPOU3BOJUTENS JIEKapCTBEHHOIO bensrus/ Zoetis Belgium S.A., Rue Laid
npemnapara Ui BeTepUHapHOro Burniat 1-1348 Louvain-La-Neuve,
IpUMEHEHUS Belgium — noaHbI# LUK IPOU3BOACTBA.
HavMeHoBaHME U afipec OpraHU3alHH, OOO «3ostuc», 123112, Mockaa,
YIIOJTHOMOYEHHOH JiepxKaTeseM Uilx IIpecuenckas HabepexHas, 1. 10.

BJIa/IeNIbLIEM PErUCTPAaLIMOHHOIO
YAOCTOBEPEHHUE Ha IIPUHATHE NPETEH3UH
OT NOTpeduTeNs.



