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PEILIEHUA

PELLIEHUE 3A VI3ITBIIHEHME (EC) 2018/1463 HA CbBETA
or 28 centemBpu 2018 ropuna

3a BbBEXK[IAHE HA MEPKU 32 KOHTPOJI 110 OTHOIIEHNE HA HOBUTE NMCUMXO0AKTUBHM BelnecTBa N-penmnN-[1-
(2-penmnernn)munepunuu-4-un]unknonponankap6oxcamun (uukronponnndentanun) u 2-merokcu-N-
¢ennmn-N-[1-(2-genvmernn) nunepunms-4-wi)] aneramupy (MeroxcuauernideHTaHmn)

CHBETBT HA EBPOITEVCKMS CBIO3,
Kato B3e mpensuy [lorosopa 3a $yHKIMOHMpaHeTO Ha EBpomerickitst Chio3,

Kato B3e rpensuy Pewenye 2005/387TIBP Ha Cosera ot 10 mait 2005 r. OTHOCHO 06MeHa Ha MHYOPMALWS, OLHKATA HA PHCKa
¥ KOHTPO/IA BbPXY HOBMTE IICMXOaKTMBHY Bemiectsa ('), ¥ mo-crenuanyo unen 8, maparpad 3 or mero,

KaTo B3e TpeIBMIL MpeuIokeHueTo Ha EBporerickata KoMucus,
KaTo B3e MpeMBMJ CTAHOBMIIETO Ha EBporelickus mapmamenr (2),
KaTo MMa IIpelBuI, Ye:

(1)  Ha ochoBanme unen 6 or Pemenue 2005/387/TIBP Ha cnemmanHa cecusi Ha pasipeHata Hayusa komurer Ha
EBpoIeiicKusl LIeHTHp 32 MOHMTOPMHT Ha Hapkoruim u HapkoManmyu (ELIMHH) 6sixa marorseHy HOKIamy 3a OLEHKA Ha
pUCKAa OTHOCHO HOBMTE [CMXOAKTMBHM BemtectBa  N-QermiN-[1-(2-¢peHumervin) mmepumH-4- 1| MKIIONponaHKap-
Gokcamun (umkstonponmideHTanm) u 2-MeTokcu-N-¢perni-N-[ 1-(2-peHunern) munepunmn-4-un|aneramun (MeTokcualie-
TUIPEHTAHMIT), KOUTO BIOCTIEACTBHE Gsixa m3npateny Ha Komucusta u Ha ChbBera Ha 23 mapr 2018 .

(2)  LMKIONpONMIQEHTAHMITBT ¥ METOKCHALITUI(EHTAHUTBT €A CUHTETHYHM OIMOWIM, YMSTO CTPYKTYpa € CXOIHA C Tasy Ha
{eHTaHMITa — KOHTPONMPAHO BEIIECTBO, LIMPOKO M3MON3BAHO B MEMMIMHATA KATO NOIBIIHEHNME KbM 0OLIATa aHeCTe3us Mo
BpeMe Ha XMpYpIMUHA MHTePBEHLMS M 33 OBNAMsBaHE Ha Oonkata. LIMKIOMPOIMIQEHTAHWITBT CHIIO TaKa € CTPYKTYPHO
CcBBp3aH ¢ OyTupdeHTaHMIa — IPYTO KOHTPOIMPAHO B MEXIYHAPOICH IUIaH BEIIeCTBO. MeTOKCHALeTUIPEHTAHUITBT ChIIIO
Taka € CTPYKTYpHO CBbp3aH C OK¢eHTaHmna (*) ¥ aueTwneHTaHMTa, KaTO M [BETe BEIIECTBA €A KOHTPOIMPAHU B
MEXIIyHApOJIeH IIJIaH.

(3)  UuknonponundeHTaHWITT ¢ B HamuuHocT B Cbio3a noke ot 1oru 2017 1. Toil e 6 OTKPUT B IIECT IbPXKABU UIEHKH,
cpobumy 3a 06mo 140 xoHmckammm B mepnona mexiy toHu 2017 1. u sHyapu 2018 r. ViMa BeposiTHOCT Ha He ca
[OKTafBAHM BCUUKM CIIy4ay Ha YCTAHOBSIBAHE HA LMKIIONPOMMI(EHTAHNIIA, Thil KATO 33 HErO He Ce M3BBPIIBAT PYTUHHU
TpOBepK. B moBeueto cyyan LMKIOIPONMIPeHTAHIITT ¢ Oy KOHQMCKYBAH MOJ GopMaTa Ha Mpax, HO B HSKOM CIydan,
MaKap M NO-Malko Ha Opoif, ¥ mom gopmata Ha TEUHOCT M Ha TaONeTKM. YCTAHOBEHWTE KOIMYECTBA Ca OTHOCUTEITHO
Manku. Tpsi6a obaue a ce OTYeTe CUITHOTO BB3IENCTBIE, KOETO € TUIMYHO 33 (eHTaHUIIHTE.

(4)  IBe mbpxKaBM WIEHKM Ca CHOOWIMIM 3a 77 CMBPTHM CIIydasi, PM KOMTO € MOTBBPHEHA eKCIO3MIMS Ha LMKIIONPOIIII-
deHranm. CMBpTHUTE CITyyayt ca HaCTBIMIIM B PaMKMTE HA KpaTbK IEPUOI OT BpeMe, T.c. B IEPUORA MEXMIY HOHM 1
mekemspy 2017 r. B moseuero or ciyuanrte Haped ¢ LMKIONPONMI(EHTAHNMTA ¢ G0 YCTAHOBEHO HANMUMETO M HA APYTH
HApKOTMIY. B Hail-Manko 74 OT CMBPTHMUTE CIy4au BEIIECTBOTO LMKIONPOMMIeHTaHMT € GMI0 MpUYMHATA 33 CMBPTTa
W BEOSITHO € JONPUHECIIO 3a Hesl. He ca MOK/AmBaHM OCTPU MHTOKCHMKALMM C [OTBBPIEHA eKCIO3ULMS Ha LMKIIONPO-
muieHTa . BeposTHO HAalOKCOHBT [efCTBA KAaTO NPOTMBOOTPOBA CPELLy OTpaBsHe, MPUUMHEHO OT LMKIIONPOIMII-
$eHTaHMIT. BeposATHO € yacT OT CiyyanTe Ha OTpaBsHE C HEJIETaleH M3XO WM Ha CMbPT, PUUMHEHA OT LMKIIONPOIMIT-
QeHTaHMT 7@ He ce YCTAHOBSIBAT WM JOKITAfBaT, Thil KaTo 3a LMKIIONPOIMIQEHTAHMIA He Ce M3BbPLIBAT PYTMHHM
nposepky. CIIyuaitHOTO M3[AraHe HA LWMKIIONPOMMIQEHTAHMT MOXe Id MNpeNCTaBlsBa PUCK 33 CEMENCTBOTO WM
NpUSATeNNTe HA NON3BATENs, NPABONPUIATALIMTE OPIaHM, IEPCOHaNa 3a CIIELIHA [OMOLI, MeIMUMHCKUS IepCOHam ¥
TepCOHaIa Ha JTa00paTopuy 3a KPUMMHANMCTIYHI aHAIM3M, KAKTO M 33 MEPCOHAITA B 3aBeleHMs 3a JMIIaBaHe OT cBoOOma
¥ B TIOLICHCKUTE CITyKOM.

() OBL127,20.5.2005., cTp. 32.

(*) Cranosuuwe ot 11 cenrremspy 2018 r. (Bce o1we HeryOnukyBaHo B OduianeH BeCTHUK).

(*) Oxdenranmbr Gewe BrroueH B Crivcbk [ kbM EmnuHata KonBeH1ms Ha Opranusanysra Ha obenuuenmte Haiu (OOH) no ynojtsawumure Beectsa
ot 1961 r., usmenena c [Iporokona or 1972 r., no Bpeme Ha 6 1-Bara cecust Ha Komucusra 3a ynoiisaiute semectsa npes Mapt 2018 r.
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(5)  Hama KkoHKpeTHa MHOpMALMS 33 Y4acTMe HA OpraHM3MPAHATA MPECTHIHOCT B MPOM3BOICTBOTO, PAa3MPOCTPAHEHMETO,
TpaduKa M MOCTABKATA Ha LMKIIONPONMIPeHTaH!WT B paMKuTe Ha Cbro3a. BbIpeku ToBa, Ipensu $akTa, ue TON € OTKPUT
B poOu Ha XepouH M BbB QamuuduUMPaHN JIEKAPCTBEHM MPOMYKTH, YYACTMETO HA OPraHM3MPAHATA MPECTHIHOCT HE
MOXe 1a ce M3KIouM. Hanmvusata uudopMaumMs couu, ue UMKIONPONWIPEHTAHWTBT Ce NPOU3BEXIA B XUMUUECKU
npennpuaTus B Kurai,, HO € BB3MOXHO M B pamkute Ha Cblo3a Na CHIIECTBYBAa CIOCOOHOCT 3a TPOM3BONCTBEO HA
(eHTaHUIN.

(6)  Msmmexma UMKIONPOMMIQEHTAHMITBT Ce MPOIABa OHNAMH Ha HpeOHO M HA €Ipo MOI NMPUKPUTHETO HA ,XMMMKA 3a
HAYYHOM3CIIEIOBATENICKM LIeNU WIM KAaTo ,pa3pellieH OT 3aKOHA“ 3aMeCTMTeNl Ha HE3aKOHHWTE OMMOMMM, Haii-Bede Kato
Mpax MM TeYHOCT B TOTOBM 3a ynoTpeOa HasanmHu crpeifoBe. OCBeH TOBa aHHM OT KOHQUCKALMMTE MOKA3BAT, ue
LMKITONPOIMIGEHTAHIITBT € Ol M3MOM3BaH CHLIO 3a HAmpaBaTa Ha ¢amumey TaONmeTKM OT MOMyJIspHMTE OeH30mMase-
IIMHOBY ¥ AHAIITETVYHM JIeKAPCTBEHN MPOLYKTH. [JaHHM OT KOHQUMCKaLMuTe MOKA3BAT, e LMKIONPOMMIPEHTAHITBT MOXe
[l ce MIPOaBa ¥ Ha HE3aKOHHMsI [a3ap Ha OMMOMIM KATO METOKCUALICTUIGEHTAHMIT, KATO XePOUH, KAKTO 1 B CMeC € Ipyru
ommouay Kato xepouH. [lopamu ToBa [on3BaTenuTe MOXKe [1a He 3HAAT, Ye YIOTpeOsBAT YeHTaHMIL.

(7) MerokcnauerineHTaHmTsT € B HammuHoct B Chro3a moHe or HoemBpu 2016 r. B mepmoma MexXmy [OHM M JeKeMBPU
2017 r. toit e otkpur B 11 mppkaBy wieHky, choOmmm 3a o0mo 44 kouduckaumm. Vma BeposTHOCT ga He ca
[OKTAfBAHY BCUYKM CITyYay HA YCTAHOBSIBAHE HA METOKCHMALCTMI(EHTAHN, Thil KATO 33 METOKCHALCTHI(EHTAHMIA He ce
M3BBPIIBAT PYTMHHM IPOBEPKM. B rOBeueto cryyam MeTOKCMAUeTHIIGEHTAHMITBT ¢ OMil KOHQUCKyBaH mop dopmata Ha
mpax, HO B HSKOM CIyday, Makap M MO-Manmko Ha Opoit, u mom ¢opmara Ha TabrmeTKM. YCTAHOBEHMTE KONMUECTBA Ca
otHOcHTeNHO Manky. Tpsiba o0aue ma ce oTYeTe CHITHOTO BB3[ENCTBIE, KOCTO € TUIMYHO 3a (eHTAHMINTE.

(8) quI/IpI/l IbpKaBy YIIEHKN Ca C'LO6III]/I]'II/I 3a13 CMBPTHMU CITy4das, B KOUTO MMa IIOTBbpPIEHA E€KCIIO3NLMA Ha MECTOKCUALETUIT-
q)eHTaH]/I]'I. BbB BCMYKM OT Clydyaute Hapen € MeTOKCI/IaHeTI/IH(l)CHTaHI/IHa € 6I/IHO YCTaHOBCHO HAJIMYMETO M Ha HOPyIn
HapKOTULMN. B moHe cenem ot CMBPTHUTE CITy4all BELIECTBOTO MeTOKCI/IallCTI/IH(i)CHTaH]/IH e 6uro npu4yHaTa 3a CMbpTTa UIN
BEPOATHO € MOIPMHECIIO 3a Hesl. He ca moknansanu OCTpU MHTOKCUKALMM C IIOTBbPHOEHA €KCIO3NUNA Ha METOKCHALETUII-
CI)CHTaH]/III. BCpOHTHO HaJIOKCOHBT HCIZCTBa KaTro MNPOTUBOOTPOBA CPEIIy OTpABAHE, IPUUYMHEHO OT METOKCHALETMII-
q)eHTaH]/I]'I. BepOHTHO € YacT OT Cly4auTe Ha OTpaBsAHE C HEJETAJIEH VM3XOM MM Ha CMBPT, IIPUUMHEHA OT METOKCUALIETUTI-
q)eHTaH]/IH Ia HE C€ YCTAaHOBSABAT MJIM [OKJIaOBaT, THii KaTo 3a MeTOKCI/laL{CTI/IH(i)CHTaHI/IHa HE C€ M3BbpUIBAT PYTUHHU
IIPOBEPKIL. C]'[y‘la]?[HOTO M3j1araHe Ha MCTOKCI/IaHCTI/IH(l)CHTaHI/IH MOXe€ @a IIpeNCTaBisgBa pUCK 3a CEMEJICTBOTO  MITU
NPUATENNTE Ha IION3BATENA, IPABONPIIIATAIINATE OpraHy, IEPCOHANA 3a CIIEIIHA IOMOLI, MEOVIMHCKMSA IEPCOHANl 1
NepcoHalla Ha na60paT0pMM 3a KpMMMHAJIMCTUYHY aHalIM3Y, KaKTO U 3a IEpCOHAlIa B 3aBENEHMA 3a JIMILIABAHE OT CBO6OJIa
" B NOLIECHCKUTE CHy}K6I/I.

(9)  Hsama uHpopMamms 3a yyacTMe Ha OPraHM3MPAHATA MPECTHIIHOCT B NPOM3BOICTBOTO, PAMPOCTPAHEHUETO (Tpaduka) 1
[IOCTABKATa Ha MeTOKCHALeTWideHTaHw! B paMkute Ha Chbioza. Hammunata muQopMaums coum, ue MeTOKCHAUETHII(eH-
TAHMITBT Ce MPOM3BEXKIA B XMMUUECKM Npennpustus B Kutaii, HO e Bb3MOXKHO M B paMkuTe Ha ChIO3a Na ChUIECTBYBA
CMOCOOHOCT 33 MPOM3BONCTBO HA (GEHTAHMITN.

(10)  Msrmexmna MeTOKCHALETUI(EHTAHWTBT Ce NPONABA OHMAMH HAa MPeOHO M HA €IpO MOM NPUKPUTHETO HA ,XMMHKA 33
Hay4HOM3CIIEHOBATENICKM LIen” WM KaTo ,pa3pelleH OT 3aKOHA“ 3aMeCTUTeNl Ha He3aKOHHMTE OMMOMOM, KaTo Mpax MIn
TEYHOCT B TOTOBM 3a ymoTpeba HA3alHM CIpeitose. [JaHHM OT KOHQUMCKALMMTE [OKA3BAT, Y€ METOKCUMALETHIIGEHTAHUITET
Moxe [1a Oblle HAMEpEH 11 Ha He3aKOHHMSI Ma3ap Ha ONMOWIN, KBIETO TOIl MM Ce MPOMABA, MM Ce M3MONI3Ba 33 HAIIpaBaTa
Ha QanmuniBy OMMOMIHMTE aHanreruuy u GensommasenuH. [Topafy TOBa MOI3BATENNUTE MOXE [a He 3HAAT, ue yroTpebsBaT
QeHTaHMIL.

(11) u]/[KJ'IOHpOHI/I]'lCl)CHTaHI/I]TbT n MeTOKCI/IaHCTI/IJ’I(l)CHTaHI/lJ'I'I)T HAMAT Ipu3HaTa yHOTp€6a B XyMaHHaTa MM BETEpMHApHATA
ME€OMINHA B C1>}03a, HUTO Ha TPyIM MeECTa IO CBETA. Hsama JaHHM, COY€lIM, Y€ T€ MOrar na 6’LIIaT M3MOJI3BaHN 33 IPyTU
LEJIIN OCBEH KATO aHAJINTUYEH pe(])epeHTeH €TaJIOH, KaKTO M 3a HayUYHU M3CIIENBAHNS.

(12) okrmamsT 3a OlLIEHKAaTa HAa PUCKA IOKA3Ba, Y€ MHOTO OT BBIIPOCUTE, CBbP3aHM C LMKIONPOMMIEHTAHNMIA ¥ METOKCHALIe-
TUI(EHTAHNITA, TIOPOJICHM OT JIMIICATA HA JAHHM OTHOCHO PUCKOBETE 3a 3[PAaBeTO HA YOBEKA, PUCKOBETE 3 OOLIECTBEHOTO
3[IpaBe M COLMAITHUTE PUCKOBE, MOTAT [Ia MOJIyYaT OTTOBOP Upe3 MO-HATAaThIIHA HAYYHOM3CIINOBaTeNICKA NEfHOCT. Borpekn
TOBA HAIIMYHUTE JaHHM M MHPOPMALMS OTHOCHO NMOPOIEHMTE OT LMKIONPONMIEHTAHMIA U METOKCHALeTUIEeHTaHIIA
3UPaBHYM M COLMANIHM PUCKOBE, C OIJIed ChLIO TaKa HA MOJOOMETO MM C (eHTaHMIIA, [aBaT JOCTATBYHO OCHOBAHME 3a
BbBEKIAHETO Ha MEPKM 33 KOHTPO Ha LIMKIIONpPONMIeHTAHITA ¥ MeTOKCHALeTHIeHTaHITA Ha TepyutopusTa Ha Chio3a.

(13)  LIMKIONpOMMIeHTaHIITET 1 METOKCHALETMIIEHTAHITET He Ca BIMCAHM KATO MOANIEXALIM HA KOHTPOI BEMIECTBA CBITIACHO
Envnnata xoHBeHumss Ha Oprammsampsita Ha OOOMHEHMTE HAauuy [0 yhojisammre Bemrectsa oT 1961 r. mwm
KonBenunsra Ha Opranysaumsra Ha oGeNMHEHNTe HALMM 3a NICHXOTpomHuTe Beectsa or 1971 r. Te moHacTosimeM He ca
IpeaMeT Ha OLCHKA B cycTeMara Ha OpraHmsaiysta Ha OOeIMHEHNTE HALVN.

(14) Twit kato ocem IbpKaBy YIIEHKU KOHTpOIMpar [I]/IK]'IOHpOHI/IJ'I(l)CHTaHI/U'Ia VI OEBET IbpKaBy YIEHKU KOHPOIMPAT METOKCHA-
HCTI/IH(I)CHT&HI/IH& CBITIACHO HALIMOHAIHOTO CM 3aKOHOHATETICTBO 3a KOHTPOJI Ha HapKOTUUUTE, U Thil KaTo IeT IbpXKaBu
WICHKN KOHTpOIMpaT [II/IKHOHpOHI/IH(l)CHTaHI/LTIa u MeTOKCI/IaILeTI/HICl)eHTaHI/HIa CBOTBETHO B CHOTBETCTBME C OPYrO 3aKOHOHA-
TEICTBO, BbBEKIAHETO II0 OTHOLICHME Ha IH/IKJ'IOIIpOIII/I]'[(i)CHTaHI/IHa n MeTOKCI/IaHCTI/IH(l)eHTaHI/IHa Ha MEpKM 3a KOHTPOII Ha
TepuUTOpMATa HaA Cpio3a 6u HOompuHecno ga ce u30erHe mossara Ha MNPEUKN IpU TPAHCTPAHUYHOTO CHTPYOIHMUYECTBO B
obnacTTa Ha IIpaBoIpuUiIaraHeTo " B C'b]]C6HaTa obmact u Ou mOMOrHamo 3a npennaspaHe OT pPUCKOBETE, KOUTO
HaJINMYHOCTTA U yn0Tpe6aTa My Cb3fapar.
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(15)  C Pewenye 2005/387TIBP ce npemocrassiT u3mbiHuTeNHN IpaBomolyst Ha ChBera ¢ Len Ha pasHumieto Ha Chbro3a [ia ce
ocurypy Obp3a M OCHOBAHA Ha eKCIIEPTHM CTAHOBMIIA PEaKLs HA NOSIBATA HA HOBM IICUXOAKTUBHY BEIIECTBA, YCTAHOBEHM
U [OKJIafBaHU OT ObpXKaBUTE WIEHKM, Ype3 BbBEXIAHETO [0 OTHOIIEHME HA Te3M BELIECTBA HA MEPKM 33 KOHTPOI Ha
TeputopusTa Ha Cbrosa. Thil KaTo yCIOBMATA M NPOLEAYpaTa 3a yIPaXHABAHETO Ha Te3M MBIBIHUTENHM NPaBOMOIIMS Ca
VM3ITBIIHEHM, CJIefBa [a Gble IPUETO pelleHe 3a M3IIbIHEHNE C Ler Ja GbIaT BbBEOEHN MEPKI 33 KOHTPOI 10 OTHOLICHME
Ha LUKJIONPONMIPEHTaHMTA 1 METOKCUALeTHIPeHTaH/Ta Ha Tepyuropusita Ha Chro3a.

(16) [Manus e obBbp3aHa ot Pemenue 2005/387[1IBP 1 nopamm ToBa yuactsa B IPMEMAHETO ¥ NPUIIATAHETO HA HACTOSILIOTO
pellieHue, ¢ KoeTo ce u3mbnHsea Pemenne 2005/387 TIBP.

(17) Vpnaugmst e obbp3ana or Pemennme 2005/387[TIBP u mnopagm ToBa yyacTBa B IpPMEMAHETO ¥ MPUIIATaHETO Ha
HACTOSILIOTO PeLeHNe, ¢ KoeTo ce u3mbnassa Pemenne 2005/387 TIBP.

(18)  ObemyHeHOTO KpancTBO He € 00Bbp3aHo or Pemenne 2005/387[TIBP u mopamm TOBa He yd4acTBa B IPUEMAHETO U

NIpYIaraHETO Ha HACTOALIOTO PELIEHNE U HE € 06B’bp33HO OT HETO, HUTO OT HETOBOTO IIpWiIaraHe,

[TPME HACTOALLIOTO PEILIEHME:

Ynen 1

Ilo oTHOmeHMe Ha HOBMTE MCMXOAaKTHBHM Bewectsa N-¢ermnN-[1-(2-gernmeryin)mumnepyanH-4-un]uuKonponaHkapGoKcamMmn
(umknonpormidentanmt) u 2-MeToken-N-¢pernm-N-[ 1-(2-geHnumnern) munepunya-4-un|aneraMus  (METOKCHALIETIIIPEHTAHWT) ce
BBBEKIAT MEPKM 3a KOHTPOI Ha TepuTopusita Ha Chroza.

Ynen 2

HO 29 CeNTEMBpN 2019 1. ObpKaBUTE YIEHKM B3eMatr HCO6XO]II/IMI/ITC MEPKM B CHOTBETCTBME CHC CBOETO HAIMOHAIIHO IIPaBO 11a
BBBEOAT II0 OTHOLICHME Ha III/IKHOHpOHI/IH(l)CHTaHI/IHa n MCTOKCI/IaHCTI/IH(l)CHTaHI/IHa MEPKNTE 3a KOHTPOII M HAaKa3aTEeITHOIPaBHUTE
CaHKIMY, MNPEOBMOEHN B HAUMOHAIIHOTO VIM 3aKOHOMATEIICTBO IIO CHWJIaTa HAa 3adbJIKEHMATA WM, NPOM3TUYAIIN OT Enunnata
KOHBEHLMSA HaA Opl"aHI/ISaLU/IHTa Ha O6€]1]/IHCHI/IT€ Hauum 1o yHOfIBaIIH/ITC BemectBa ot 1961 r., i ot KoHseHumsra Ha Opl'aHI/I—
3aluMATa Ha O6C]1]/IHCHI/ITC Hauym 3a NCUXOTPOITHUTE BEIIECTBA OT 1971 .

Ynen 3
Hacrosioro pelreHne Biu3a B cuiia B IeHs ciiell mybnukysanero my B Oduyuanen secmnur na Esponeiicrus caro3.

Hacrosioro pewmieHue ce npuiara B CbOTBETCTBUE C Horosopme.

Cpcraseno B bprokcen Ha 28 centempyu 2018 rommna.

3a Cesema

Ipedcedamen
M. SCHRAMBOCK
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