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MPUNOXEHMUE 2

I. NEYEBHO-AWATHOCTUYEH ANTTOPUTBM

1. IEKAPCTBEHW NPOAYKTMW, sknitouenu B Mpunoxexne 1 Ha MN1C, konto H30K 3annalia 8 CboTBeTCTBUE C
[leiCTBaLLMTE HOPMATUBHMN JOKYMEHTM.

2. JO3UPAHE:
INN MKB DDD
M80.0, M80.1,M80.8
DENOSUMAB = 0,33 mg
M81.0, M81.1, M81.8
M80.0, M80.1, M80.2, M80.3, M80.4, M80.5, M80.8 + 20 meg
TERIPARATIDE
M81.0, M81.1, M81.2, M81.3, M81.4, M81.5, M81.8
2. MPOCNEAABAHE:
INN MPEON 3ANMOYBAHE KOHTPOI Ha 6 meceua* KOHTPOJI Ha 24 meceua*
=  pBCT
= TenecHo Terno = pbCT
= ankanHa cocarasa =  TEnecHo Terno
- cepymeH Kanuwﬁ - KpeaTuHuH
DENOSUMAR =  cepymeH choccop = ueHTpanHa DXA
= KpeaTWHWH
= KpeaTMHWUHOB KNUPBLHC
= ueHTpanHa DXA
= pBCT
® TEenecHo Terno
= ankanHa cdoccatasa a s:ﬁ;cm .
& pondienunn = ankanHa cocarasa
TERIPARATIDE i cepyMehdocqiop «  cepymeH kanuuii
Kpgathny = cepymeH coccop
= KPEaTUHWHOB KMUPBHC Sty
- napaTxopmoH B
= yeHTpanHa DXA

* npUnarat ce 3a/bMKUTENHO OpUruHanHu GnaHku oT nabopaTopHu U3CEABAHNS N 3aBEPEHM KONus

Hak 6
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1l. OBLLWN U3UCKBAHUA

1. Bb3pacToBaTa rpaHuUa Ce U3YUCIISIBA B HaBbPLUEHU FOAWHM - T.€. BKIIOYUTENHO KbM AaTaTa Ha M3faBaHe Ha npoTtokona oT
cnewuanuanpaHaTa KoMucusl.

2. Mpwn HasHayaBaHe Ha Tepanusi Mo NPOTOKOJ 3abIKUTENHO Ce Cbobpa3siBaT Bb3PACTOBUTE OrPaHUYEHMSs, CbITIACHO KpaTkaTa
XapaKTepucTuka Ha CbOTBETHUA NEKapCTBEeH NPOAYKT, yTBbpaeHa no peaa Ha 3JMXM.

3. H30K He 3annalua neyeHne U3BbH ykasaHaTa Bb3pacToBa rpaHuLia B KpaTkaTa XapakTepucTvka Ha npoaykTa.

4. H30K He 3annalya neyexne ¢ 03N Haz MaKCUMAIHO paspeLUeHnTe Mo KpaTka XapakTepucTMka Ha NpoayKTa.

5. B cnyvait Ha HacTbNUna Mojo3MpaHa HeXenaHa nekapcTBeHa peakuws, nekapst ysegomssa WAJ no peaa Ha un. 183 oT
3JINMXM. Konue oT cbobliieHneTo ce npunara kbM MeauumMHcKaTa JoKyMeHTaums Ha 30J1 npu kaHaWAAaTCTBaHe 3a NeyeHue.

6. MPU CNEUMATIUCTA, cwrn. un. 158 B, 7. 1 ot HP[] 3a meauumHckute aeiHoctu 2015 r. (06H. B 6p. 6 ot 23.01.2015 r.),
Ha 30J1, Ha KOMTO ca M34aBaHM NPOTOKONM MO pefla Ha HACTOSIUTE U3UCKBaHMUs, creABa Aa ce npunarat BCUYKM
HeobXoAMMM [OKYMEHTU KaTo: ambynaTopHWTEe JIUCTOBE OT M3BbPLUEHUTE MpErfeaun, BTOPUST EK3eMnnsp OT U3AaaeHuTe
NPOTOKONW, KOMWA OT eNUKPU3M, eKCMEPTHWU CTaHOBWLLA U APYri [IOKYMEHTU, KOWTO Ca OCHOBaHUE 3a U3faBaHe Ha MpoToKon,
BCWYKM M3NCKBALLM Ce wuacrieasaHusi, konue ot npunoxenue 1A/ 1B/ 1B Ha HacTOSIUMTE M3UCKBAHWUSI MOMBLIHEHO MO
CbOTBeTHaTa To4Ka, NoANUCaHO OT CreLvanucTa, usaan npoTokona.

Hacmoswume usucksaHusi ca paspabomeHu Ha OCHo8aHue un. 56 om HayuoHaneH pamkog 002080p 3a MEOUUUHCKUME
deliHocmu 3a 2015 200uHa (06H., B, 6p. 6 om 23.01.2015 2.) u enuzam & cuna om 15 Hoemepu 2015 2., cbanacHo 4n. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycrosusima u peda 3a 3annaujaHe Ha fekapcmeHu npodykmu o yn. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npodykmu e xyMaHHama meduyuHa, Ha MeOUUUHCKU u3denusi u OUemuYyHU XpaHu 3a creyuanHu
meduyuHeKu yenu (0bH., B, 6p. 31 om 2007 e.).

VBUCKBAHUSA HA H3OK MPU NNIEYEHWE HA OCTEOMOPO3A B U3BbHBEONIHNYHATA MOMOLL — & cuna ot 15 Hoemepu 2015 roauHa
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NPUNOXEHUE 3

LEKNAPALIUSA 3A UHOOPMUPAHO CBITTACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABIIKABAHE HA
JNIEYEHUETO C NEKAPCTBEHUA NPOAOYKT

Cnej Kato ce 3anosHax ¢ usnara Mu npegocraseHa MH(bOpMaLLMﬂ W uenTta Ha NeYvYeHueTo C fiekapCTBeHus
MPOAYKT...... i i iininnasanseassanaasssienansasnesensnnesnioessssasenssssssreesaesssdae W Crej KaTo nony4ux nayepnarerniHu OTroBopy Ha
nocTtaBeHnTe OT MEH BbIpOCK, AeKnapupam 4e:
1. Lle cnassam npenopbyaHara M1 CXema Ha fneyeHne U NePUoANYHOCT Ha KOHTPONHUTE nperneau.
2. PepoBHo Lie ce siBIBaM Ha KOHTPOJTHYU NPErneaun v HAMa Aa MPOMEHsSIM CaMOBOITHO UMK MOZ, APYro BHYLLEHWE
HasHayeHaTa Mu Tepanus.
3. [lpu npeycTaHoBsiBaHE Ha NIEYEHUETO MO NPUYMHM, HEMPOM3TUYALLM OT peLleHneTo Ha KomucusTa sa
ekcneptuan B P3OK n/unu Komucusita no un. 78, 1.2 ot 330, Le yBefoMs He3abaBHO nniHus cu nekap n P3OK
v Wwe BbpHa B P3OK nocneaHus mpoToKon, Mo KOMTO CbM ronyyasan/a nekapcTeeHusi NpoayKT.
4. [pw HecnassaHe Ha MOCOYEHUTE YCIOBUS NEYEHNETO MU C YNOMEHAaTUs NeKapcTBeH NpoAyKT we 6vae

npekpaTeHo 1 HAMa Aa umam npeTteHuun kbm H30K.

[ara:

)
é 8
U V3NCKBAHWNA HA H30K NMPU IEYEHME HA OCTEOMOPOS3A B M3BBHBEOIHUYHATA NMOMOLL - B cuna ot 15 Hoemepu 2015 roauHa
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U3UCKBAHUA HA H30K
MPU U3JABAHE HA MPOTOKOJIN 3A NNEYEHUE HA OCTEONOPO3A

MpoToKONBT Ce U3hasa OT CAeLUanucTy, ckrouunu aoroeop ¢ H30K, ¢ koA Ha cneuuanHocT:
05 (eHaoKpuHonorus u GonecTn Ha o6msiHaTa) u 20 (peBmaTornorus) 3a Denosumab u Teriparatide
13 (opToneaus U TpaBMartornorusi) — camo 3a Denosumab.

I. 1. PE[ 3A 3ABEPSAIBAHE HA MPOTOKOJIUTE - IEYEHUE C DENOSUMAB

npOTOKOJ'IVI 3a 3anoyBaHe U nNpoAablukaBaHe Ha Jle4yeHueTo

CrneuuanucT, CKnoYmn =‘[[poToKON 3a MpeaAnucBaHe Ha rnekapcTea, 3aBepka Ha npoTokona B
poroeop ¢ H30K 7| sannawanu ot H3OK/P30K" — 06p. M3-H30K P30K

. 2. PEQ 3A 3ABEPSIBAHE HA NMPOTOKOJIUTE - NNEYEHUE C TERIPARATIDE

[MpoTokonu 3a 3ano4yBaHe Ha TepanuaTa

= [oNbAHEHO U NOAMUCAHO NpuUrioXeHue 1 — NUCT 3a onpefensHe Ha KpuTepunTe
(no T.A) C BCUYKM HEOBX0AUMM n3cneaBaHus
cneuvanucr, ckniouun »| = AMBynaTopeH NMCT U eTanHa enukpusa OT NOCNEAHUA Mpernea C NPUIOKEHN
Aorosop ¢ H30K BCUYKM HEOGXONMM MOKA3ATENM U U3CTIEABAHWS NO NPUIIoXKeHue 2
= “lpoTokon 3a npefnuceBaHe Ha nekapcTea, 3annawadn oT H30K/P3OK” — obp.
/ M3-H30K
Komucus no un. 78, 1. 2 3aBepka Ha NpoToKona B
o1 330 B LIY Ha H30K P30K

n POTOKONM 32 NpoALINKaBaHe Ha TepanusaTa

CNeuManucT, CKIYun
poroBop ¢ H30K sannawanu ot H3OK/P30K" — 06p. M3-H30K

= ‘fpoTokon 3a npeanuceaHe Ha rnekapcTsea, 3aBepka Ha npoTokona B
P30K

A 4

Il.  OBLUW NONOXEHUA

1. 30J1 nopasa noaroTeeHuTe AoKyMeHTH B P30K, Ha TepuTopusiTa Ha KOSITO e Hanpasuno usbop Ha OMJl. [lokymeHTute
BKNOYBaAT:

1.1 3asiBnexue o [vpektopa Ha P3OK.

1.2 MonbrHeHo U nognucaHo npunoxenue 1. Monbnea ce Mo CLOTBETHATa TOYKa M Ce mpunara oTpaseHaTta B LUMGPoB

WHAEKC MeAULMHCKA JOKYMEHTaLms, yA0CTOBEpsiBaLla BCEKN e4NH OT KpUutepuure.

1.3 MunuuaTt Habop uscneaBaHus (PU3NKaNHU, UHCTPYMEHTAMHM U NaBopaTopHI), OTPa3eH B NpUnoxeHue 2.

1.4 “MNpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawadu ot H30K/P30K” — obp. M3-H3OK, uspaneH oT nekaps
cneuvanuct, pabotew no gorosop ¢ H3OK. Mpunara ce opurMHan Ha NpoToKoNa, a Npy KaHAWAATCTBaHE 3a NpoAbrkaBaHe Ha
Tepanusita ce NPeACTaBs OPUrMHAN Ha NPEAXOAHUS NPOTOKON C OTPa3EHU BCUYKM HA3HAYEHUs! MO Hero.

1.5 [leknapauusi 3a MHopMUpaHo ckriacue no obpaseu (npunoxexue 3)

2. P30K npuema AOKYMEHTUTE No T. 1 crieq cnpaBKa OTHOCHO 34paBHOOCUrypuTeNnHUA cTaTyc Ha 30J1.

3. MbpBUAT M BCEKM crieaBall, NPOTOKOS e u3aaBar 3a nepuop Ao 180 axm.

4. ONUCaHUAT NbNEeH KOMNMEKT AOKYMEHTU Ce U3UCKBa B CIyyauTe, NpU KOUTO e yKasaHa Heo6XxoauMOCT OT peweHue Ha
Komucus 3a ekcrnieptuaun 8 P30K unu Komucusta no un. 78, 7. 2 ot 330 B LIY Ha H3OK. Mpu 3asepka 8 P30K ce npeacTaes
NPOTOKONA 1 Konue oT aMGynaTopHUs NIUCT OT NocreaHus Npernea nNpyu cneunanmucr.

=
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NPUNOXEHWE 1A

JIUCT 3A ONPEOENAHE HA KPUTEPUUTE 3A NPOBEXOAHE HA NEYEHWE C DENOSUMAB MPU EOJTHU C
OCTEOMNOPO3A

Uve: [ew] [ [ T [ T [ T T 1

3abenexka: meduyuHckama OoKyMeHmauusi, ydocmoeepsieausa 6Ceku om Kpumepuume e nocoyeHa ¢ yugpa 8 UHOEKC U 3a0b/HKUMENTHO
npudpyxasa HACMOSUOMO MPUITOKEHUE.

A. KPUTEPUU 3A 3AMOYBAHE HA JIEYHEHUE C DENOSUMAB MNPU BEOJTHU C OCTEOMNOPO3A
(Heo6Xx0AMMO e Hanuuue Ha BCUYKM KpUTEpUm):

1 | XeHu B nocTMeHoNay3aneH nepuog uUnu MLxe Hag 50 roguHn

2 | T-score < - 2,5 Ha ueHTpanHa DXA npu auarHocTUumupaHe Ha 3a6onsiBaHeTo

3 | AnekBaTeH NpUeM Ha Kanuui u BUTaMmuH [

4 | Nunca Ha u3knoYBawWwy Kputepum no . B

B. KPUTEPUU 3A NPOOBIMKABAHE HA NEYEHUE C DENOSUMAB IMPU EOJTHU C OCTEOMOPO3A
(Heo6xoAUMO e Hannuyne Ha BCUYKM KPUTEPUM):

1 | NpeawecTsawo neyexue ¢ Denosumab ¢ 6GrnaronpUsiTeH KNMHUYEH edheKT

2 | ApekBaTeH NpueM Ha Kanuuii u BuTamuH [

3 | Jlunca Ha uU3KnoYBaLM KpUTepum no 1. B

3abenexka: MNpoabmxeHue Ha neveHneto ¢ Denosumab cries 24-Tusi MeceL ce OCLIECTBABA Cries OLeHKa Ha edeKTUBHOCTTa
My u4pes cpaBHEHWe Ha akTyaneH T — score oT ueHTpanHa DXA ¢ T — score oT ueHTpanHa DXA npu 3anoysaHeTo my.

B. U3KITIOYBALLU KPUTEPWU (npm 3ano4saHe U Npu NpoAbIhKaBaHe Ha NevYeHneTo)

Jlvua nop 18 roguwiHa Bb3pacT

BpemeHHOCT 1 kbpMeHe

Xvnokanuvemus

Texko 6LOPeYHo yBpexaaHe C KpeaTUHUHOB KITMPBHC nog 30 Mi/MUH
CBpbX4yBCTBUTENHOCT KbM OCHOBHOTO WITK HSIKOE OT MOMOLLHUTE BELecTsa
Cepro3sHN CTPaHUYHU peakLmu OT NIEYEHNETO

OO hON =

3abenexka: nuncara Ha W3KIMoYBally Kputepum ce yqocTtoBepsiBa ¢ NOAMNUC Ha cneuvanucTa B HaCTOAWOTO npunoXxexHue.

OTrOBaPﬁ Ha KPUTEPUUTE 3@ NMEYUYEHUETO C .......oiiiiiininiiiiiaanananns, B AHeBHa fo3a

V3NCKBAHWA HA H3OK MPW NEYEHUE HA OCTEOMOPO3A B U3BbHEONIHNYHATA MOMOLL — B cuna ot 15 Hoemepu 2015 roguHa
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MPUNOXEHUE 1B

JINCT 3A ONPEQENAHE HA KPUTEPUUTE 3A NPOBEXOAHE HA NNEYEHUWE C TERIPARATIDE MPWU BOMHU C
OCTEOIMNOPO3A

Uwme: ErH

3abenexka: meduyuHckama dokymeHmayusi, ydocmosepsisaLua 6CeKu om KpUmepuUme e ocoyeHa ¢ yugpa 8 UHAEKC U 3a0bIXUMENHO
npudpyxasa HaCMoSILOMO MPUTOXEHUe.

A. KPUTEPUM 3A 3ANOYBAHE HA NEYEHUE C TERIPARATIDE MNPU BOJIHUN C OCTEOIMNOPO3A - Heobxoaumo e
Hanuuve Ha 3agbinKUTeNHU KpuTepuu 1, 2, 3 U 9 B KOMBMHaUMS C eAUH OT KpuTepuute 4 unu 5;

WIMY Hanu4ue Ha 3aAbIDKUTENTHU KpuTepun 3 u 9 B KOMOUHAUMS C eAnH OT KpuTepuuTe 6, 7 unu 8

1 | XKeHu B nocTMeHoONay3aneH nepuoa unu Muxe Hag 50 roauHu .

2 | T-score € - 2,5 Ha ueHTpanHa DXA npu 3ano4BaHe Ha neyexue °

3 | AgeksaTeH Npuem Ha Kanuuii u BuTamuH 1 '

HenoBnusiBaHe oT neyeHue ¢ ABe WNU noBeYe rpynu aHTUOCTEOMOPO3HU JIeKapPCTBEHU NpPoAyKTU

(6ucbocchoHaTtn, Denosumab unu Stroncium ranelate) onpeaeneHo kato g

4 1. [ocTtoBepHa 3ary6a Ha KOCTHa MUHeparnHa NbTHOCT MO BpeMe Ha fieyeHne (MOTBBbPAEHO C LeHTpanHa DXA
nacneasaHe) u

2. T[osiBa Ha HOBK hpaKTypu Mo BPEME Ha NEYEHVe

HenoHocuMOCT KbM NMpPOBeXAAHO feyeHWe C ABE UMM MoBeYe rPynu aHTUOCTEONOPO3HM FEKapCTBEHW
5 | MPoAyKTH (6ucbocchonati, Denosumab unu Stroncium ranelate) onpesenexa kato ~*:

1.~ XpaHONpOBOAHM CTPUKTYPU UK pass3BABaHNS

2. HexenaHu nekapcTBeHu peakuum

6 MHOro BMCOK pUCK OT (hpaKTypu NMpuU MbXKe U KEHU, HE3ABUCMMO OT MeHoNaysanHus CTATYC I Bb3pacTTa ¢ Han-
Marnko ABe HUCKOEHEPruiiHM hpakTypy, OT KOUTO MoHe eaHa e BepTebpanHa u T-ckop < - 4,0 SD ™

MHOro BUCOK pUCK OT (hpaKkTypy Npu MLXKE U XKEHM, HEe3aBMCUMO OT MeHoMNay3anHus CTaTyc U Bb3pacTTa C Hau-
7 | marnko ABe HUCKOEHEPrUiHU hPaKTypu, OT KOUTO MOHe efHa e BepTebpanta npu T-ckop < -3,0 SD 1 npoabmx1TEnHO
CMCTeMHO neueHme C [NIOKOKOPTUKOMAN (A03a Hap 7,5 Mr gHeBHO MpeHN30H N HETOB EKBUBATIEHT 3a rnoseye OT 3
Meceua)

8 MHoro BMCOK PUCK OT (DPaKTypu MPU MBKE W KEHW, HE3ABUCUMO OT MeHomay3anHus craryc, BbapaCTTa n
KoCTHaTa MuHepanta nbTHOCT (KMT) ¢ Haii-Manko YeTUph HUCKOBHEPIMitHY BepTeGpanty dhpakTypy >

9 | Jlunca Ha usknoYBalM KpuTepUn No . B

T ambynaTopeH MUCT W eTanHa envkpu3a C AaHHN OT aHaMHeaaTa, COMaTUUYHMS CTATyC, NPOBEXAAHO NEYeHNe W oTpasenn pBCT 1
Terno npunarart ce 3aAbMKUTENTHO OpUrnHanHu BnaHku ot naﬁopaTopr un3cneaBaHus Unu 3aBepeHn konus

2 ienTpanta DXA nacnessaHe — n3obpaxeHue unu 3aBepeHo Konne

KOnne OT peuenTypHa KHWKKa 3a y[OCToBepsiBaHe Ha npeaxoxaalia Tepanus w/wnu ambBynaTopeH nucT/eTanHa enukpusa ot
npernea npu cneumanwcr/enmxpwaa OT XocnuTanusauus, ¢ 4aHHU OT aHaMHe3aTa, COMaTUYHUA CTaTyC, NpoBeXAaHo neveHue, e(beKT
¥ MIPOBEXAaHY LIEHTPanHu DXA nscneasaHns — n306paxeHns Unu 3aBeperm Konus (MPeaxofHo U NocreAsaLyo)

ambynaTtopeH nucT/enukpusa OT XOCMUTanM3auus W eTanHa enuKpWusa C [aHHM 33 HACTLMMAM YCMOXHEHUS! OT NPOBEXAAHO
NPeAxoxaallo nevyeHne n/mnm HexenaHu NeKapCcTBEHN peakumm

pexTreHorpadcko uscrneasaHe — U306paxeHne 1 pasynTaHe

W3NCKBAHMA HA H3OK MPU NIEYEHWUE HA OCTEOMNOPO3A B U3BbHEONIHUYHATA MOMOLL, - & cuna oT 15 Hoemspu 2015 roguta
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MPUNOXEHUE 1B

JIUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA NNEYEHUE C TERIPARATIDE MPWU BOJHU C
OCTEOMNOPO3A

Uwme: EMH

3abenexka: meduyurHckama OokyMeHmayus, ydocmoeepsisalya 8CeKu Om Kpumepuume e rocoyeHa ¢ yugpa 6 UHOEKC U 3a0bIIKUMENHO
npuapy»(asa Hacmosiwomo npusioxeHue.

B. KPUTEPUU 3A NPOABIMKABAHE HA NIEYEHUE C TERIPARATIDE NPU BOJIHU C OCTEOMOPO3A
(HeO6XOAMMO € Hanuuue Ha BCUYKU KpUTepum):

1 | NpepwecTBauwo neyeHue ¢ Teriparatide ¢ GnaronpuaTeH KNUHNYEH edekT

2 | ApekBaTeH NPUEM Ha Kanuuii u BuTamuH [

3 | NNabopaTopHu uscneaBaHus

4 | Jlunca Ha U3KNOYBalLM KpUTepun no 1. B

B. U3KITIOYBALLM KPUTEPWUM (npu 3anoysaHe v Npu NpoAbKaBaHe Ha Ne4eHneTo)

Jlvwua noa 18 roguiiHa Bb3pacT

BpeMeHHOCT 1 kbpMeHe

Xvnepkanuuemus

MoBULLEHU CTOMHOCTU Ha NApaTXOPMOH

Texko 6bOPEYHO yBpeXAaHe C KPeaTUHUHOB KIMPBHC noa 30 Mn/MuH
MeTabonuTHu 3abonsBaH1s Ha KOCTUTE, Pa3NUYHK OT OCTEONOPO3a: XunepnapaTupeonausbm, 6onect Ha Meiiaxer,
peHanHa ocTeoAnucTpodUsi, ocTeoManauys n ap.

7. TpepwecTBalla BeHLIHA NbyeTepanus

8. [pepuwecTBalla UMNNaHTUPaHa paauaLnoHHa Tepanus Ha ckeneta

9. 3nokayecTBeHu 3a6onsABaHMsA Ha CkeneTa u/unu KOCTHN MeTacTasm

10. CBpPBbX4YYBCTBUTENHOCT KbM OCHOBHOTO UIK HSIKOE OT MOMOLLHUTE BELlecTsa
11. Cepuo3HU CTPaHWYHN peakLum OT NeYeHNeTo

12. TNeuenue c Teriparatide noseye ot 24 meceua

ook wN~

3abenexka: nuncata Ha U3KIOYBALLKU KPUTEPUM Ce YAOCTOBEepsiBa C MOANMC Ha CMeuuanucTa B HaCTOSILOTO NPUITOXEHKE.

OTroaapﬂ Ha KPUTEPUMUTE 3 NMEYEHUETO € ..oiciinrienrenrcansncnninncnnes B AHEBHA A03a ...cccvvieenrcinnnnnns

W3NCKBAHUA HA H30K MPW NIEYEHUE HA OCTEOMOPOS3A B U3BBbHBONMHUYHATA NMOMOLL - B cuna ot 15 Hoemepy 2015 roguHa




