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NPU U3OABAHE HA MPOTOKOJIN 3A NIEYEHME HA OCTEOINOPO3A

MpOTOKOMBT Ce U3AaBa OT CNELMAannCTH, CKIKYMIY AOTOBOP C H3O0K, ¢ koA Ha cneuvanHocT 05 (eHAOKpUHONOTUs U
GonecTu Ha obmsHaTa) U 20 (peBmaTonorus).

I. PEQ 3A 3ABEPAIBAHE HA MPOTOKOINUTE - NEYEHUE C TERIPARATIDE

MpoTokonu 3a 3anoYBaHe Ha TepanusaTa

= MONbIHEHO W NOAMMUCAHO MPUIIOKEHUE 1 — NUCT 3a ONpeaensiHe Ha kputepuuTe ¢
BCMYKM HEOBXOAUMM U3CrieaBaHNs
cneunanucT, CKIo4Yun »| * AMBynaTopeH nMcT M eTanHa enukpusa OT MOCIEeAHUs Npernes C npunoxexu
porosop ¢ H30K BCUUKM HEOBXOMMM MOKasaTeNu 1 M3cneasaHusi o Npuroxexue 2
= “MpoTokon 3a NpeAnucBaHe Ha rekapcTea, 3annaijaHu ot H30K/P30K” — obp.
/ M3-H30K
Komucus no un. 78, 1. 2 3aBepka Ha NnpoToKona B
ot 330 B LIY Ha H30K 7| P30OK

MpoTokonu 3a NpoALIKaBaHe Ha TepanusATa

cneuuanucT, CKIToYun = ‘MpoToKon 3a NpeanucBaHe Ha nekapcTea, 3aBepka Ha npoTokona B
poroeop ¢ H30K 3annatanmn ot H3OK/P30K” — 06p. M3-H30K | P30K

Il.  OBLUM NMONOXEHWUA

1. 300 nopasa noAroTBeHuTe AokyMeHTH B P3OK, Ha TepuTOpUsTa Ha KOSTO € HanpaBumo u3bop Ha Onn. OokymeHTUTe
BKn4BaT:

1.1 3anenenue o [upekTtopa Ha P3OK.

1.2 MonbfHEHO U NoAnucaHo npunoxenue 1. Monbnea ce Mo CLOTBETHATA TOYka U Ce Mpuiara oTpaseHara B undcpos

MHAEKC MeaUUMHCKa AOKYMEHTaLMs, yA0CTOBEpABaLLa BCEKU EAWH OT KpUTtepuuTe.

1.3 NbnHWaT HaGop U3cneaBaHUs (PU3NKaHU, NHCTPYMEHTAITHM 1 NabopaTopHu), OTPa3eH B NpunoxeHue 2.

1.4 “MpoTokon 3a NpeAnMcBaHe Ha NeKapcTea, 3annawakn ot H3OK/P3OK™ — 06p. M3-H3O0K, usgageH ot nekaps
cneuvanuct, paboTew no porosop ¢ H3OK. Mpunara ce opurHan Ha NpOTOKONa, a Npy KaHAUAATCTBAHE 3a NPOABLIXABAHE Ha
TepanusTa ce NpeACTaBst OPUIMHAN Ha NPeAXOAHMS NPOTOKON C OTPa3eHU BCUYKM HA3HAYEHWs MO Hero.

1.5 [leknapauusi 3a MHopMUpPaHo cbrnacue no obpasew (MpunoxexHue 3)

2. P30K npuema AOKyMeHTUTE MO T. 1 creA cnpaBka OTHOCHO 3APaBHOOCUIYPUTESTHUS CTaTyC Ha 30n.

3. MTLPBUAT M BCEKM CeABall NPOTOKoN ce U3aaBar 3a nepuoa Ao 180 ann.

4. ONUCAHUSIT MbIEH KOMMIEKT AOKYMEHTN Ce M3UCKBa B CryYauTe, Mpyu KOWUTO e yKazaHa HeoGXOoAMMOCT OT pelieHue Ha
Komucus 3a ekcneptusu B P3OK nnu Komucusita no un. 78, 1. 2 ot 330 B LIY Ha H3OK. Mpu 3aBepka B P30OK ce npeacraesa
NpoTOoKOosa u Kkonue oT aMGynaTDpHMﬂ JIACT OT NocrneaHus nperneg npu cneyuanuct.

WU3UCKBAHWSA HA H30K MPU NEYEHUE HA OCTEOMNOPO3A B 3BBHBOIHUYHATA MOMOLL - B cuna ot 1 tokn 2016 roauHa
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TIUCT 3A OMPEQENAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA NIEYEHWUE C TERIPARATIDE NPU BONHU C
OCTEOMOPO3A

Ume: ErH

3abenexka: meduyuHckama OoKyMeHmayusi, ydocmosepsisalya eceku om Kkpumepuume e rocoyeHa ¢ yugppa e UHOEKC U 3a0b/HKUMESTHO
npudpyxaea HaCMOALYOMO MPUIIOXEHUE.

A. KPUTEPWM 3A 3AMOYBAHE HA NEYEHUE C TERIPARATIDE MPWU BOJTHU C OCTEOMOPO3A - Heobxoaumo e
HanMuMeTo Ha 3aAbIDKUTENHU Kputepuu 1, 2, 3, 4 1 6 unu kputepum 3, 51 6.

MKB M80.0, M80.1, M80.2, M80.3, M80.4, M80.5, M80.8, M81.0, M81.1, M81.2, M81.3, M81.4, M81.5, M81.8

1 | )XeHu B nocTMeHoNay3saneH nepuoa Unu Muxe Hag 50 roauHn !

2 | T-score < - 3,0 Ha ueHTpanHa DXA npu 3anouBaHe Ha nevyeHue :

3 | AngekBaTeH NMPUeM Ha Kanuui U BUTaMUH o’

4 | Mie 1 XKEHM C Hall-Marnko ABe yMepeHU Ui TEXKU OCTEONOpO3HI BepTebpantu dpaktypn 2

5 MHOrO BICOK PUCK OT (OPAKTYPH NP MbXKE U XKEHM, HE3ABMCMMO OT MEHOMay3anHus CTaTyc, Bb3pactTa U kocTHaTa
MuHepanHa nabTHOCT (KMI) ¢ Hali-Marko Tpy YMEpEeHu Unm TeXKN 0CTEONopo3HN BepTebpanHu cbpa;crypm

6 | Jlunca Ha u3knYBaluu KpuTepum no T. B*

TamGynaTopeH NUCT C AaHHW OT aHamHe3aTa, COMATU4HIUA CTaTyC, MPOBEXAAHO SIeYeHne U OTPa3eHMU PBCT U Terno; npunarat ce 3aAbKUTeNHO
opuruHanHu Bnanky oT NabopaTopHU M3CTeABaHNS UM 3ABEPEHN KOs

ueHTpanHa DXA uscnepsaHe — n3o6paxeHue Unu 3aBepeHo konve
3 peHTreHorpadcko n3cneABaHe — u3obpaxeHne v pasumTaHe

yAOCTOBepsiBa Ce C MOANKC Ha CNeuuanucTa B NpUoxeHme 1 Ha HacToAWNTe UNCKBAHUA

B. KPUTEPUU 3A NPOABIMKABAHE HA NEYEHUE C TERIPARATIDE MPWU BOJTHA C OCTEOMNOPO3A
(HeOB6XOAUMO € Hanuume Ha BCUYKW KpuTepum):

1 | NpeawecTtBawo neyenue ¢ Teriparatide ¢ GnaronpuaTeH KIMHMYEH edekT ¢

ApeksaTeH NpueM Ha Kanuuii u ButTamuH [ 1

TNunca Ha u3KnioYBawy Kputepum no 7. B '

2
3 | NaGopaTopHu uscneasaHns !
4
T

aMByNaTopeH NUCT C AaHHW OT aHAMHE3aTa, COMaTUYHWS CTaTyC, MPOBEXAAHO NEeUeHe i OTPaseHn PbCT U TerNo; Npunarar ce 3aabLMKUTENHO
opuruHanHu Gnanki oT NabopaTopHI M3CTIEABAHUS UM 3aBEPEHN KONus

B. U3KITIOYBALLY KPUTEPUMN (npm 3ano4saHe U Npu NpoAbIHKaBaHe Ha Nle4eHueTo)

JNnua noa 18 roguiuHa Bb3pacT

BpemeHHOCT U KbpMeHe

Xunepkanuyuemus

MoBuLUEHN CTORHOCTY Ha NapaTXOPMOH

Texko 6bEpPeUHO YBpeXAaHe C KPEaTUHUHOB KIMPBHC Noa 30 Mi/MuH
MeTabonuTHU 3aB0NsBaHNs Ha KOCTUTE, PA3NUYHK OT OCTEONOPO3a: X1nepnapaTupeousussm, Gonect Ha Menaxet, peHanHa
0CTeoANCTPODUA, OCTEOMAnaUms U Ap.

MpeaLecTsalla BbHLUHA NbYeTepanms

MpeaLluecTBalya MMNNaHTMPaHa pPaauaLunoHHa Tepanus Ha ckenera
3nokayecTBeHn 3ab0nsiBaHUA Ha CkeneTa W/unn KOoCTHU MeTacTasu

10. CBPbX4YBCTBUTENHOCT KbM OCHOBHOTO WM HAKOE OT MOMOLLHUTE BELLECTBA
11. Cepuo3HM CTPaHWYHM peakunmn OT fieYeHneTo

12. Teuenue c Teriparatide noeeye ot 18 meceua

OOh LN =

©®N

3abenexka: nuncata Ha U3KITKYBaLLM KpMTEpPUU ce yaoCcToBepsiBa C NoANUC Ha cneunanucta B HaCcTOALWOTO NMpUnoxeHue.

oTl'OBapﬂ Ha KpuTepuuTe 3a neYeHneTo ¢

B AHEBHA 1033 .cocccnreeeeenennnnns

MOAMNMUC HA CMELMATUCTA .euececeecacaesnseseressesesesssenennas

"« 3

U WU3UCKBAHUSA HA H30K MPW IEYEHWE HA OCTEOMNOPO3A B U3BbHBEONIHNYHATA MOMOLL - B cuna oT 1 toHu 2016 roauta
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JIUCT 3A ONPEOENAHE HA KPUTEPUUTE 3A NMPOBEXAAHE HA NEYEHUE C TERIPARATIDE NPU BOJHU C
OCTEOMNOPO3A

Uwme: ErH

3abenexka: meduyurckama 0okyMeHmayusi, ydocmosepsiealia eceku om Kpumepuume e rocoyeHa ¢ yugpa 6 UHOBKC U 3a0b/IXKUMENHO
npudpyxaea HaCMOSLOMO MPUMOXEHUE.

A KPUTEPUN  3A  3AMOYBAHE HA JIEYMEHUE C  TERIPARATIDE nPU BOMHM C
MOKOKOPTUKOUAMHAYUUPAHA OCTEOMOPO3A - Heo6x0AUMO € Hanu4yue Ha BCUYKU KpUTepum:

MKB M80.0, M80.1, M80.2, M80.3, M80.4, M80.5, M80.8, M81.0, M81.1, M81.2, M81.3, M81.4, M81.5, M81.8

1 | ApekBaTeH NpUEM Ha Kanuuii u BuTamuH [l 1

2 | T -score < - 2,5 Ha LeHTpanHa DXA npu 3anoyBaHe Ha neyeHve =

Mbxe un XKEeHU, Hes3aBUCUMO OT MeHonaysanHusi cTatyc M Bb3pactra C Hali-Manko €efHa yMmepeHa unu Texka
3 | ocTeonoposHa BepTebpanHa dpakTypa no BpemMe Ha NPOAbIMKUTENHO CUCTEMHO NTEHEHME C FMIOKOKOPTUKOMAN (Bo3a
Hag 7,5 Mr AHeBHO MpeAHU30H UK HEroB EKBUBANEHT 3a noBeve oT 3 Meceua)

4 | Nunca Ha nakniousawm kputepuu no 1. B *

T aMGynaTopeH JINCT C AaHHW OT aHamHe3aTta, COMaTUYHWUA CTaTyc, NPOBEXAAHO NIeYeHNE 1 OTpaseHu PBCT U Terno; npunarar ce 3agbmKUTenHo
OpUruHanHu 6naHku oT naﬁopampuw un3cneaBaHusa Unu 3aBepeHn Konusa

2 enTpanta DXA uscneasaHe — M306paxeHue unu 3asepeHo konve

3 peHTreHorpadcko uacneABaHe — N306paxeHue u pasunTaHe

4 yAocToBepsiBa Ce C NoAnuc Ha cneunanucrTa B npunoxeHue 1 Ha HacToAUTE U3UCKBAHUS

5. KPUTEPUU 3A NMPOOBIMKABAHE HA JNIEYEHUE C TERIPARATIDE MNPWU BOJIHW C OCTEOMOPO3A -
Heo6X0AUMO € Hanu4ue Ha BCUYKU KpUTEpUM:

1 | MNpepwecTBauo nevyexue ¢ Teriparatide ¢ GnaronpusTeH KNUHUYEH edekT 1

2 | ApekBaTeH NpUEM Ha Kanuui u BUTaMmuH [} !

3 | llabopaTopHu u3cnensaHusa !

4 | Jlunca Ha u3KnoYBaly kKputepuu no 1. B !

" aMSynaTopeH NUCT C AaHHU OT aHamHe3aTa, COMaTUYHUA CTaTyC, NPOBEXAaHO NeYeHne N OTpaseHu PeCT W TerNo; npunarar ce 3aAb/MKUTEeNHO
OopUruHanHu 6naHku oT ﬂasODETOpHVI uscneaBaHus unu saBepeHn Konus

B. U3KITKOYBALLWU KPUTEPUM (npu 3anoyBaHe v Npu NpogbikasaHe Ha Nne4yeHUeTo)

Jvua nopa 18 roguiiHa Bb3pacT

BpemMeHHOCT 1 KbpmeHe

Xunepkanuuemus

MoBuLLIEHN CTOMHOCTM Ha NapaTXOPMOH

Texko 6B6PEUHO yBpexKaaHe C KpEaTUHUHOB KNUPBHE noa 30 Mn/MuH
MeTaGonuTHu 3abonsiBaHust Ha KOCTUTE, PasnYHK OT OCTEONOPO3a: XunepnapaTupeonanasbm, Gonect Ha MNenaxer,
peHanHa octeoaucTpocusi, ocTeoManauus 1 ap.

MpealwecTBalla BbHLIWHA MbYeTepanis

MpealwecTBalla MMNIaHTUpaHa paAvauyoHHa Tepanus Ha ckeneta

. 3rniokauecTBeHU 3aboNABaHUs Ha ckeneTa U/ KOCTHU MeTacTasu

10. CBPbXUYYBCTBUTENHOCT KbM OCHOBHOTO UMK HAKOE OT MOMOLLHUTE BellecTsa
11. Cepuvo3HU CTPaHWYHK peakuum OT NIeYeHUeTo

12. Jleyenwe c Teriparatide noseye ot 18 meceua

SO WIN

©®N

3abenexka: nuncata Ha U3KMOYBALUKM KPUTEPUM Ce YAOCTOBEpsiBa C MOANUC Ha CMEeLMUanucTa B HaCTOSWOTO NPUITOXEHHE.

OTroBapsi Ha KPUTEPUUTE 33 NMEUEHMETO C  .eccevvnniiinnnnsicnnnasisssnnnnnns B AHEBHA 1038 .covvceeeeeeeennnnenns

WN3NCKBAHUSA HA H3OK NPU NEYEHUE HA OCTEOMOPO3A B U3BBHEOIHUYHATA MOMOLL - B cuna oT 1 toHn 2016 roputHa
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. NEYMEBHO-QUATHOCTUYEH AJNTTOPUTBM

1. IEKAPCTBEHW NMPOAYKTH, BkntoueHu B Mpunoxenue 1 Ha MJ1C, kouto H3OK sannalua B cboTBETCTBUE C
AencTBalLMTe HOPMaTUBHN AOKYMEHTU.

2. NO3UPAHE:

INN MKB DDD

M80.0, M80.1, M80.2, M80.3, M80.4, M80.5, M80.8 .
TERIPARATIDE 20meg

M81.0, M81.1, M81.2, M81.3, M81.4, M81.5, M81.8

2. NPOCNEOSABAHE:

INN NPEAW 3AMOYBAHE KOHTPOI Ha 6 meceua*
=  pbCT
" TenecHo Terno - c
= ankanHa occarasza . sbnT .
= cepywen anu S - arvanva odgerasa
TERIPARATIDE *  cepymeH chocdhop = CepyMeH Kanuui
= KpeaTuHWH +  cepymen dhocho
= KPEaTUHWHOB KNUPBHC o i QZTMHMH P
= MapaTXOpMOH P!

ueHTpanHa DXA

* npunarat ce 3aALKUTENHO opuruHanHmn 6naHkn oT naﬁopaTopr n3cneaBaHnA unu 3asepeHun Konus

Il. OBLLIN UBUCKBAHUA

1. Bb3pacToBaTta rpaHuua ce U341crisiBa B HaBbPLUEHV FOANHN - T.€. BKIIOYUTENHO KbM Aatata Ha usjasaHe Ha npoTokona ot
creuvanuaupaHaTta KoMucusi.

2. MNpu HasHa4yaBaHe Ha Tepanusi Mo NPOTOKOMN 3aAbMKUTENHO ce CbobpassiBaT Bb3PacTOBUTE OrPaHUYEHUs, CbIMacHo kpaTkara
XapaKTepucTuKa Ha CbOTBETHUSI NTEKAPCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3MMXM.

3. H30K He 3annatia nevyeHue U3BbH ykasaHaTa Bb3pacToBa rpaHuLla B KpaTkaTta XxapakTepucTika Ha npoaykTa.

4. H30K He 3annalla neyeHve C A03U HaA MaKCUMaIHoO paspeLueHnTe No KpaTka xapakTepucTuka Ha npoaykTa.

5. B cnyvyail Ha HacTbnumna MoJo3vpaHa HeXernaHa nekapcTBeHa peakuwsi, nekapsT ysegomssa WAl no pepa Ha un. 184 ot
3JINXM. Konwve 0T cbobLieHneTo ce npunara KbM MeauLmHekaTa AokymeHTauus Ha 30J1 npy kaHanaaTCTBaHe 3a neYeHve.

6. NMPU CMEUUAIIUCTA, crrn. un. 158 B, 1. 1 ot HP[] 3a meauumHckuTe aenHoctu 2015 r. (o6H. B 6p. 6 ot 23.01.2015 r.),
Ha 30J1, Ha KOWTO ca M3[aBaHW MPOTOKONW MO peAa Ha HACTOSWMTE U3UCKBaHWUA, creAsa Aa ce npunarat BCUYKM
Heo6XOAMMMU [OKYMEHTU KaTo: ambynaTopHWTE JIUCTOBE OT M3BLPLIEHUTE MpErfiean, BTOPUAT eK3emnnsp OT usjapeHuTe
NPOTOKOMMW, KOMUSi OT EnuKPU3W W ApYrd JOKYMEHTU, KOWTO Ca OCHOBaHWE 3a W3JaBaHe Ha MPOTOKOM, BCUYKW M3MCKBALUM Ce
M3cneaBaHus, KonvMe oT NPUMoXeHue 1 Ha HACTOSILUMTE U3UCKBAHUA MOMLITHEHO MO CLOTBETHATa TOYKA, MOAMUCAHO OT
cneuvanucTa, uagan npoTtokona.

Hacmosiujume u3suckeaHusi ca paspabomeHu Ha ocHoeaHue 4n. 56 om HauuoHaneH pamkos 0oz2080p 3a MeduUUHCKUMe
dedHocmu 3a 2015 z00uHa (06H., [B, 6p. 6 om 23.01.2015 2.) u PeweHue Ne P-HC-04-24-1om 29 mapm 2016 2. no 4n. 54, an.
9 u yn. 59a, an. 6 om 3akoHa 3a 30pasHomo ocuzypsisaHe Ha HC na H30K (06H. 1B 6p. 25 om 31.03.20162.) u enusam e cuna
om 1 toHu 2016 2.

b

B
w WN3NCKBAHWUA HA H30K MPU NEYEHWE HA OCTEOMNOPO3A B U3BbHBONIHUYHATA NMOMOLL - B cuna oT 1 toH1 2016 roguHa
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LEKIAPALMA 3A UHOOPMUPAHO CBITTACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ MPOOBIIKABAHE HA
JIEYEHUETO C JIEKAPCTBEHUA NMPOAYKT

crief KaTo ce 3ano3Hax C usnarta My npejocTaBeHa MHAOpMaLWs 1 LIENTa Ha NEeYEHUETO C NieKapcTBeHns
MPOAYKT...... SRS 2 S iniisnensenssssasiosssnimsssssusassereisssinsesnsssnsaencsss B0 1 Criej KaTo Momy4unx us4epnaTenHu oTroBopu Ha
MoCTaBeHUTE OT MEH BBMPOCH, AeKNapupam ye:

1. Lle cnaseam npenopbyaHaTa My CXEMa Ha NMEYEHUE 1 NEPUOANYHOCT Ha KOHTPOMHUTE nperneaun.

2. PepoBHO Lue ce ABSIBaM Ha KOHTPOMHM Nperneau 1 HAMa 4a NPOMEHSIM CaMOBOJTHO UMK MOA APYFO BHyLIEHNe

HasHauyeHaTa M1 Tepanus.
3. [pu npeycTaHoBsiIBaHe Ha NEYEHNETO MO MPUUMHU, HEMPOU3TUYALLM OT peLlieHneTo Ha KomucusTa 3a
ekcneptvan B P3OK u/mnu Komucusta no yn. 78, 7.2 ot 330, we yBeaoms HesabasHO nuuHus cn nekap n P3OK

s 1 we BbpHa B P3OK nocneaHus npoTokor, Mo KOMTO CbM MNomyyasar/a NekapCcTBEHNs NPoAyKT.
4. Tpw HecrnassaHe Ha MOCOYEHUTE YCMOBYS FIEYEHMETO MU C YOMEHATUS NeKapCTBEH NPOAYKT e 6bae

npekpaTeHo 1 HaAMa Aa umam npeTteHuun kbm H30K.

WN3NCKBAHWA HA H3OK MPU NEYEHUE HA OCTEOMOPO3A B M3BBLHBEONIHUYHATA NOMOLL - 8 cuna oT 1 toHn 2016 roguHa




