IPOTOKOJI Ne 16
CHiBHOTO 3acifanus cexnii «bezneunicrs XapYOBHX NPOAYKTIB» Ta
ceknuii «Berepunapna mequuuna»
Hayxopo-meroauunoi paau npu lepxapniii cnyx6i Yrpainu
3 MATaHE 0e3MeYHOCTI XapUoBHX NPOIYKTIB Ta 3aXHCTY CNOKHBAYIB

OHnatin 'y popmami Teams-kongepenyir
11 Bepecus 2025 poky M. Kuis

T'ososye: Cepriii 3AXAPIH — I'onosa HaykoBo-meTomuanol paju npu Jlepxashiit
cy»k01 Ykpaiuu 3 nurans 6e3neunocti Xap4OBUX MPOMYKTIB Ta 3aXHUCTY CIIOKHBAYIR
(mani — Paga), sactymauk Tonosu HepKIpOaCTIOKUBCITYKOU 3 MUTAHB ugposoro
PO3BUTKY, LH(POBMX TpaHc(opMmawiit i nudposizaLii, mpodecop, JIOKTOpP

CKOHOMIYHUX HayK.

IpucyTni wienu Pajgu Ta 3anpomeni: Ajekceena I'b., bacrok LII., Borarko H.M.,
bonorin B. 1., Boposux I.B., bopoekos C.B., Bpouikos M. M., Bnacenko C. A.,
Bonsuuk A.B., Bopoukosa 10.C., T'onoeko A. M., Tononypa C.I., Topau O.0.,
[ymia MLIT., I'punuenko O.0., I'ycaxk B.B., Jlen H.O., Hynapes I.M., €ropos b.B.,
3axapin C.B., Kamycrsia Al, Kupuuxo 0O.b., Koganenko B.JI.,
Komaposcrkuii B.B., Konosemns I.M., Komrombac [ A, Kypsta HB.,
Kyuepenko B.M., Jlinikiayxk H.B., Jlomos LM., Masyp T.I., Maciox . M.,
Muxonaiiko B.B., MoryTosa B.®., Mysuxka B. IT., Hogixosa H.B.,
[Masmimen 0. B., Tlanacenko €.A., Ileperinens 1O. 5., Tlimancexuii O.B.,
Ilomracupkuit  A.A., PomionoBa K.Q., Pomanenxko O. A., Pomanpko M.€.,
Pybnenko 1.0., Py6nenxo M. B., Caenxo H. O., Cesepun P. B., Cemenuyx O.C.,
Cepomrran 1.O.,  Cononunpka IL.B., Crubens B. B.,  Cynefimanosa J1.®.,
Tanama A.B., Txauenko H.A., Tomox I'A., VxoBcbkmii B. B., Vmxkanos B.O.,

Xinpka O.A., Xopowko A.O., Iapenro T. M., Yeromaesa O.I1., Yensibiesa B.M.,
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IIeapray B.B., Illkypko I).B., [Wynera C.M., IOnepuu O.L; Slkybuyak O.M.,
Auenxo 1. B., yeboro 68 oci6.

NMOPSIAOK DEHHUIA

1. Posmisin Ta sareepmkenms IIPOEKTY HOPMATMBHOTO NOKYMeHTY «CTampaprua
onepariiza mpomenypa moxo obcsAriB Ta MOPANKY BHKOHAHHS HALlOHATLEHHX
TNIIaHIB J€PXaBHOTO KOHTPOII 3a BUKOPHCTAHHAM (DapMAaKOIOTIYHO aKTHBHHUX
PE€HOBHH, N03BOJICHHX SIK BeTEPHHAPHI TiKAPCHKI 3ac00H 260 sk KOPMOBI 100aBKH,
a TAKOXk 3a00POHEHHX a60 HeO3BOEHHX (papMaxomnoriYHO aKTHBHUX PEYOBUH T4 Ix
3AJUIIKIB, JEPKABHOTO KOHTPOJIIO MO0 3a0pyIHIOI0Y X PEYOBHHY

Homoginae: FOpiit IIEPETTHELID — nauaneHux BIJUILTY IepKaBHOTO MOHITOPHHTY
YIPaBIIHHSA GE3IeYHOCTI XapyoBHX nponykris  [lemaprameHTy 6esmeunocti

Xap4OBUX HPOMYKTIB Ta BETEPHHAPHOT MEIHIMHH HepKIPOACHOKUBCITY KOH.
2. Pizne.

['onosa Pagu Cepriii 3BAXAPIH OrOJIOCHB, IO Ha 3aCiaHHI MPHCYTH] WiIeHH
el «be3neunicTs XapIoBUX POnYKTiB» Pamu (49 oci6) Ta 3anpomweni, yeporo —
68 0cib. Bixnosinao no m. 18 Tlonoxenns npo HayxoBo-MeTomudHy pamy npu
HepaBHilt cyx6i Ykpainu 3 nurans 6esneqnocti XapYOBHX MPOJYyKTIB Ta 3aXHUCTY
CIIOXKHMBAYIB, 3acimanus Pamw abo ii cekuii BBaXkacThCs IIPaBOMOXKHHUM, IKIIO B
HBOMY OEpyTh y4acTh He MCHIIE MONOBHHH uwieHis Pamm a6o ii cekuiit. O1xe,
KBOPYM €, 1 Ha CIINBHOMY 3acCifaHHi CeKIliii MOXYyTh YXBaJIOBATHCS MPABOMOKHI
pilIeHHS.

Cepriit 3AXAPIH migkpecaus, mo 3 TTOPSIAKOM NEeHHUM 3aciganus Pamu Ta
IIPOCKTOM HOPMAaTHBHOIO JIOKYMEHTY (CTaHOapTHOI omepaliifHof IpoLenypH) Bei
YICHH CceKuidi Oynum o3HalOMIIEHI 3aBYacHO, TOMY, SIKIO Hemac 3ayBaXEHE,

3alPONOHYBAB NEPEHTH /10 PO3IIISLY MUTAHb MOPSAKY JIEHHOTO.
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Huranns 1. Posrsig ta satepipkenns MPOEKTY HOPMATHBHOTO JOKYMEHTY
«Cranpapraa onepaniitna Oporenypa MmMoxo oOCAriB Ta NOPSAKY BHKOHAHIL
HALIOHAJIBHMX TUTAHIB AePKaBHOTO KOHTPOIIO 32 BUKOPUCTaHHAM (PapMaKoOIOrigyHO
AKTHBHHX PEHOBHH, NT03BOJICHHX K BETEPHHAPHI JiKapchki 3acobu abo sk KOPMOBI
H00aBKH, a TakoXk 3a00pOHEHHX ab0 HENO3BOIECHUX (GapMaKoNoriyHO aKTHBHMX
PEHOBHH Ta TX 3alIMIIKIB, IEPKABHOTO KOHTPOIIO THONO 330Dy IHIOI0UMX PEYOBHHY
(mani — COII), pospobnenoro ¢axisusmu Henapramenry 6e3NedHOCTI Xxap4oBHX
NPOIYKTIB Ta BETEPUHAPHOI MEIUIHHA HepKIponcnouBeiy’0u i3 3amydeH M
cremianictis  JIepKaBHOrO  HAYKOBO-I0CHiAHOIO IHCTUTYTY 3 mabopaTopHoi
JIarHOCTHKH Ta BEeTePHHAPHO-CAHITAPHOL ekcrieprusu (mani — JH/IUJIIBCE) 3a

HaITpsIMKOM.

Cayxamm: IOpis TIEPEI'THELIS], naganeauka BUUIINY JEP:KaBHOIO
MOHITOPUHTY YNpPABIHHS Ge3MeYHOCTI Xap4oBHX IpojyKTiB  [lemapramenty
Oe3neunocTi XapuyoBUX IIPOAYKTIB Ta BETEPUHAPHOT MEINLIHA
JlepKIpOaCIOKHBCITY KOH.

Pospobrennii mpoexr COIl BusHauae mporenypy NpaBHIBHOCT BiIOOpY
3paskiB, 0GOPMIEHHS, peccTpalii Ta MepecHiIKy 0 YIOBHOBAKEHOI naboparopii
BIAMOBIIHMMH ~ ocobamu  (IOCAJOBUMH  0COGAMH  KOMIIETEHTHOIO oprany,
KOMIETEHTHOTO OpPraHy PeriOHANLHOIO PiBHS, KOMIIETEHTHOTO OPraHy MiCLEBOTO
PIBHSI, IHIIMMM YTIOBHOBAKEHUMH O0COBAMH) Y IMOPSAKY BUKOHAHHA [ Imamy
JlepkaBHOTO MOHITOPHHTY 3aNHUIKIB BETCPUHAPHHX MPENaparis Ta 3a0pyIHIOBAYIB
Y JKUBUX TBApMHAX | HEOOPOOIEHUX XapUOBHX IIPOLYKTaX TBAPUHHOTO TTIOXOMKEHHS;
Koop/vHALll [ill yNOBHOBaXeHHX Ha BiIGIp 3paskiB oci6 y pasi BusiBieHHS
3200poHEHHX a00 HEHO3BOJNCHUX (APMAKONOTIYHO AKTUBHHX PEYOBUH YH
NEePEBUIICHHA NOIyCTUMOIO MaKCHMalbHOTO pPIBHS 3aHIIKIB (hapMaKoIOrigHO
aKTHBHUX DPEYOBMH, JO3BOJICHUX SK BETEPMHAPHI JKapchki 3acobu abo KOpMOBi
100aBKH, XIMIYHUX 3a0pyIHEeHb, 3aIUIIKIB TTECTHIUIIB Ta 1HIIIe; Y3rOMKEeHOCTI Al

YIOBHOBaXXCHHUX Ha BifOip 3paskiB 0cib Ta yIoBHOBaKkeHOT taboparopi.
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PospoGnenuii mpoext COIT cknanaeThes 3 HACTYMHHUX pO3/iTiB: « BuzHauenms
TePMIHiB», «MeTa cranmapTHOT OTiepaLifHOI Mpoueny pu», «3aranpyi TTOJIOKEHHS,
«PexoMen nanii €Bponeiicekoi  Komiciiy, Pexomennamii CBporelichKoi Komicif,
«Binbip 3paskiB Ui JOCITiIKeHb (BunpoOysass)», «THo Ta obcsT 3pas3KiBy,
«Crpareris Ta KpUTepii BinGOpy 3paskis, HimboBi Ta H1103pimi 3paskwy, «[IpuHummN
posnonimy 3paskiB B MeXax BiANMOBIOHUX aJIMiHICTPaTHBHO-TEPUTOPI AT HIX
ONMHMLbY, «Bumu Binibpannx zpaszkis», «Marepianm, NPeaMeTH Ta oOnagHaHHsS
nmst Binbopy i 36epiramms 3paskiBy, «OcobIHBOCTI BIIOOPY OKpeMHX 3pasKiB,
HyMepallist aKTiB Ta 3paskiBy, «JloxyMenTanis npouecy Binbopy 3paskiby,
«30epiraHHs, TpPaHCHOPTYBAaHHS Ta nepenada 3paskiB B saboparopiioy,
«IIpoBeenHs TOCIIIKeHb (BUIPO6YBAHE) 3paskiB y naboparopii», «Harmsin 3a
BUKOHAHHAM IUIAHIB MOHITOPMHIY», «3aXOIM pearyBaHHS ¥ pasi mixospu abo
BUSBIICHHA 3a00POHEHUX YU HENO3BOJIEHUX (hapMaKOTIOITYHO AKTHBHEX pPEeYOBUHY,
«3axonu pearyBaHHs Ha GiifHi Ta/a60 mepepoGHOMY MANPHEMCTBI», «3BiTYyBaHHS
PO BXKHTI 3axonu». Takox PO3pOOIEeHHH JOKYMEHT MICTUTE CIMHALATE JIOIATKIB.

Pospobiiennit mpoexr COII Bukiazeno wa 38 cropinkax KOMII FOTePHOTO
TeKCTY, MICTHTE 26 Jlomarkis Ha 97 cropiHkax Ta BCIO HEOOKinHY 0a3y mocuiaHb Ha
HOPMaTHBHI Ta 3aKOHOJABY1 aKTH.

Ha npoexr COIl «Crannapraa omepamiiina mpollegypa momno obcsris Ta
NOPANKY ~ BUKOHAHHA HALIOHANBHMX IUJIAHIB  JIEPKABHOIO  KOHTPOMIO 34
BUKOPUCTAHHAM (DAPMAKOIOIIYHO AKTMRHUX PEUOBHH, HO3BONEHUX SK BETepPHHAPHI
JiKapchKi 3acobu  abo sAK KOpMOBI mOGABKM, a TaKOXK 3a00poHEHHX abo
HeJl03BOTIeHHX (DapMaKoJOriyHO aKTHBHHMX PEYOBHH Ta X 3aJHINKIB, IepKaBHOTO
KOHTPOJIIO 100 3a0PYAHIOYMX PEIOBHHY HANIMIIIO TP MO3UTUBHI pelewsii, a
CaMe BIJ PeleH3eHTIB:

Caitnanu HIVITSIK, 3aBIAYBAYKM  HAYKOBO-JOCITIOHOTO  XiMikKo-
TOKCHKONOriuHoro Bigminy JHIAUIJIBCE, kaumumara BETEpHHAPDHUX Hayk,

CTapuioro I[OCJIi,[[HI/IKa;
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Haranii JIHIIYVK, 3aBilyBauku Jaboparopii piguHHEOT Xpomarorpadii
HayKOBO-OCIITHOTO XiMiKO-TOKCHKOIOMYHOTO sinainy JHIUIIBCE, kaununara
BETCPHHAPHUX HAYK;

Haranii CA€HKO, 3apimysadyxu BIJITYy  Opramizaiii MOHITOpPHHIOBHX
nocmimxens JHIIIIBCE.

Jlonosizay HaronoCHB, IO NPOEKT HOPMATUBHOTO JOKYMEeHTY OyIi0 posiciaHo
YCIM YJIeHAM CeKIliil I 03HaiOMIIe s Ta HaJaHHs1 MPOIIO3MUIIIH 1 3ayBa)KEeHb.

Yel sayBajkeHHs Ta MPONO3MILT PeLEH3EeHTIB Ta YsieHiB cexkuiit Pamu Gynu
LUIKOM BpaxoBaHi Ta BHmpasieni. leif npoexr COIl 6yB posmigHyTHil Ta
3aTBEPIUKCHUE Ha 3acimanni Buenoi pagu JIH/IJIJIBCE Big 25 gepBHs 2025 poky,
nporoxkoin Ne 5,

Omxe, mpoext COIT «Crannaprua onepariiina nponeaypa om0 oocsaris ta
NOPAAKY — BUKOHaHHA HAI[OHANBHWX [IaHIB JEPKABHOTO KOHTPONIO 32
BUKOPHCTAHHAM (DApMaKOJIOTIYHO aKTUBHUX PEUOBHH, JO3BONIEHUX SIK BETEpUHAPHI
MiKapehKi 3aco0u abo SK KOPMOBI 10GAaBKHM, a TaKoK 3abopoHeHux a6o
HE/I03BOJICHUX (hapMaKOJIOTIYHO aKTHBHHX PEYOBHH Ta IX 3alMIIKIB, NEPKABHOTO
KOHTPOIIO 1010 3a0PY/[HIOIOMHX PEIOBHH TIPOIIOHYIO M ATPHMATH T4 YXBATATH Ha
CIILIIBHOMY 3acijanHi CeKIi HayxoBo-meTonuunor paiu pu
Hepxnponcnoxkusenyi6i, ockineku COI jj03BoNge akTyantizyBard BUMOTH IOLO
BIIOOPY 3paskiB, pO3NOALTY iX B Mexax aIMIHICTPaTHBHO-TEPUTOPIANBHUX
ONMHUILE, 30epiraHHs, TPAHCTIOPTYBAHHS Ta Nepefadi 3paskis y maboparopii Ta
IIPOBENEHHS BUTIPOOYBaHb.

I0piii IIEPEI'THELID 3BepHyBca f0 wieHiB cekuiii «BesnedricTs XapuOBHX
TIPONYKTIB» Ta «BeTepunapua megunnsay Paju 3 NpoxXaHHsAM cxXBanuTu fany COIL.

Honosinad foBiB, mio micas cxpanenss Panoro, COIT 6yme BupoBamkennii y
Mexkax JlepKiponcrnoxuseinyx6u Ta il TepuTopiaNbHUX YCTAHOB, PerioHalbHHX
AepxaBHUX naboparopiit JepKrponcnoxuBenyx6u, 114 TTAHYBaHHS Ta came
nijrorysanns  IlnmaHy —[OepaBHOrO MOHITOPMHIY — 3ailHIIKIB BETEPUHAPHUX
TperiapaTis Ta 3a0py/IHIOI0YHUX PEYOBHH Y SKUBHX TBAPMHAX, IPOIYKTAX TBAPHHHOIO

MOXOIKEHHA Ta BUKOHAHHS HAIIOHANBHUX TITAHIB [ePIKABHOrO KOHTPOIIO 3a
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BUKOPHCTaHHS (apMaKOIOri9HO aKTHBHUX PEYOBHH, JO3BOJICHUX 5K BETepHHAPH]
NIKAapchKi 3acobu abo  ax KOpPMOBI [100aBkH, a Takox 3aGOpOHEHHX 260
HE/I03BOJIEHUX (PapMAKOJIONi9HO aKTUBHUX PEYOBHH Ta ix 3aNMIIKIB, IEPKABHOIO

KOHTPO/IIO WIO/I0 3a0pYIHIOIOYHX PEYOBHH.

Buctynuian: Haranis KYPSITA, 3aCTYIIHUK JHPEKTOpa — KepiBHHK
BUIPOOyBansHoro  uentpy JH/IULABCE, sixa 3a3HAYMNA, W0 Mg yac
O3HAWOMJIEHHS 3 MaTepiajiaMu, IIPeJCTABICHIMY B usomy COII, pazom i3
(axiBuaMu BinAiny mepxaBHOrO MOHITOPHHI'Y YTIpaB/IiHHsA Ge3MeqHocTi XapIoBUX
NPONyKTIB Ta KOpMiB JlenapramMeHTy GesnedHocTi XapYoBHX IPOAYKTIB Ta
BETCPUHAPHOT MEAULMHA JIepKIIPONCIOKUBCITYKOH 6yII0 J00TNPanbOBAHO MPOEKT
HOPMATHBHOI'O ~ TOKYMEHTY, BPAaXOBYIOUM BCI MPOMO3MUII Ta 3ayBaskeHHs
PELeH3eHTIRB.

ITin wyac o6ToBOpeHHs noOMOBimaY Hamas BUYEPIIHI BIANOBIAI HA BCi
noctasineni sanutanss. I0piit [IEPECTHELD 3alpOTIOHYBAB WieHaM ceKUiil Pajiu
CXBAMTH  NAaHUH HOPMATHBHUM JOKYMEHT 3 METOK IONANBIIOTO  ix
PO3MOBCIOKEHHA Ta BIPOBAKEHHS.

Cepriit 3BAXAPIH BHiC Npomnosuiino: B mimoMy CXBaIdTH HOPMaTHBHUH
nokymeHt «CranpapTHa onepaniiina npouenypa 100 o0cAriB Ta HOPSHKY
BUKOHAHHS HAlIOHANBHMX IUIAHIB JepKaBHOTO KOHTPOIIO 3a BUKOPHUCTAHHAM
(GapMakonoriYHO AKTHBHUX PEUOBHMH, TO3BOJICHUX AK BeTEepHUHAPHI1 JIKapchKi 3acobu
abo 5K KOPMOBI [0OaBKM, a TakoK 3aGOpOHEHHX 460 HeN03BONEHUX
(hapMaKoNOTiuHO aKTHBHUX PEIOBMH T4 iX 3aIMIIKIB, [EPKABHOTO KOHTPOJIO 111010
3a0pYIHIOIOYNX DPEYOBHH» (y MeXax [TOBHOBAXKEHD J1epKITpOICTIOKUBCITY KOH),
PCKOMEH/YBATH 0 ONPHIIOIHEHHS Ta IPAKTUYHOIO BUKOPHCTAHHSL.

[HmMX Npomo3wnIi# He HaTXOIUIIO.

Pesynbraru ronocysanus:
«3a» — 68 o0cib; «IIporu» — 0; Yrpumanucs — 0.

OaHOro0J10CHO.



YXBanuam: HOpMATHBHUIE TOKyMeHT «Cranpapraa onepaniiina npouenypa
MO0 0OCATIR Ta TOPSIIKY BUKOHAHHS HALIOHANBHUX [IAHIB JCPIKABHOTO KOHTPOIIO
38  BHKOPUCTaHHAM  ()apMakoNIOTiYHO AaKTMBHHX DEYOBHH, JIO3BOJIEHHX SIK
BETEPHHAPHI JIIKapChKi 3ac00U abo K KOPMOB 100aBKH, a TaKoK 3a00pOHEHNX 460
HEIO03BONEHUX (hapMaKONOTIUHO aKTHUBHUX PCYOBHH Ta IX 3alHIIKIB, IEPKaBHOIO
KOHTPOMO ~ MOJO0  3a0pYNHIOIOUMX  PEYOBHH» (Y MeXaX IIOBHOBAKEHD

Hepnponcnoxusenyx6u).
IIurannn 2. Pisne.

Cayxamn: Cepriit 3AXAPIH cruras, 4u € Y KOroch Oa)KaHHsSI BUCTYIIUTH,
MOXIIMBO € IPOMNO3KLIL Ta 3anuTanus? [onosa Pagu IOMISIKYBaB yCIM PO3pOOHHKAM
npoekty COII, stk ChOrOAHI CXBaJeHO, Ta uIeHAM 060X CeKIiit Panu 3a
HeOal 1y )KiCTh, MPUUHATTSI MO3UTHBHUX pilIeHs Ta NPOBENeHy IUIigHY pobory.
Bucnosus cnopmisanus, mo cekuil Pamu # manani OymyTh cCHiBnpamoBaTH 3
npodineHuMY daxiBLsAME y BiAMoBimHEX chepax BeTEpUHAPHOI METHLHHH Ta
0e3MeYHOCT] XapuoBUX MPONYKTIB 3 METOK AOCATHEHHS KpalMx pe3yisTaTiB I1i/
Jac CTBOPEHHA Ta PO3POOIIECHHS HOPMATHBHO-METOMMYHUX MATePiaiBs, 110 HATACTD
MOXJ/IMBICTE LEHTPATBHOMY amapary Hepxnponcnoxkuscayx6u ix edexTHBHO
Brposamkysat. Cepriii 3AXAPIH Bucnosus momary ta BISIHICTH HpaLiBHUKAM
AHAUIABCE, sxi mpwiiMann y4acTh B JOONpALOBaHHI Ta peleH3yBaHH]
postinyToro COII, Ta HaykoBUAM i MpeACTABHMKAM HINMX [HCTHTYLIM pizHOi
HIATOPSAAKOBAHOCTI Ta (OPM BIACHOCTI, IO CBHOTOHI MPUCYTHL Ta CIPHUSIOTE
MOJAJILUIOMY IIATPMMAHHIO 11LOTO HOPMATHBHOIO JOKYMEHTY CIIUIBHOTOR. YeiM
JOTUYHUM Ta NPUCY THIM Ha HayxoBo-mMeTonmyHiit pazi npu
JepXuponcoKuBeny 61 Baanocs 3HAWTH ONTUMANBHUN Ganamc 1 omucaru
npencrasnenuii  COIl  MakCHManbHO BHBaKEHO, 3 YpaXyBaHHAM 1 HAIIMX

€BPOIHTErPALlINHMX YCTPEMITiHb, I HAIIOT IHCTUTYIIHHOT CIIPOMOKHOCTI.
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Otxe, mpoBefeHa KkomocaapbHa AOCIIAHO-TIONTYKOBA Ta iH(popMaIiitHO-
aHalITHYHAa poBOTa, TOMIHMGNEHO BUBYCHHS BIANOBIIHMX crampapTis  €C,
OHpaubOBAHO MOCBIX MPOBITHUX Kpain. JKomHHX cyTTeBmx 3ayBaKE€Hb BLJ YJICHIB
Panu ve Hagiiiuuo, i uienu CEKLIT CXRaTUIIK Bei omani JOKYMEHTH.

Ak 1 pamime, Paxa sigxpura 10 CIIBIpali i 3aKIHKae 10 CriBpoGiTHUIITBA
BCIX HeOalyKuX.

Beim fsikyemo 3a ysary!

f;
TlooBa Panu %

Cepriii BAXAPIH

Cekperap Paan /- Jlist CYTEMMAHOBA



