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M3NCKBAHUA HA H3OK NPU U3OABAHE HA MPOTOKONU 3A NMPOBEXOAHE HA JIEMEHUE HA
AKPOMETAINMA N XUMTODPUSAPEH TMTAHTU3IBM

MpoTokonbT ce u3gaBa OT cneunanuavpaHa KoMucusi B nevyebHu 3aBefeHUsA 3a OONMHMYHA MOMOLLY, CKNKOYUNKU
poroBop ¢ H30K. CneunanuanpaHute KOMUCUM Ce Cb3gaBaT cbec 3anoBeq Ha aupekTtopa Ha J13: KnuHrka no eHaokpuHonorus
YCBAIJIE ,Akaa. MeaH lMeH4yeB” — Codoums.

I. PE[, 3A 3ABEPABAHE HA NMPOTOKOJIUTE

npOTOKOJ'Il/I 3a 3anoy4yBaHe Ha TepanudTa

* [lonbnHeHo 1 nognucaHo npunoxeHue 1A — nUCT 3a onpeaensiHe Ha
KpUTEPUNTE C BCUYKN HEOOXOAMMM U3cnenBaHus.

= Enukpusa/ETanHa enukpu3a, BKMOYBALLA AaHHW OT aHaMHe3aTa, ctaTtyca 1
npeaxoXxgalo nevyeHve

* EkcnepTHO cTaHOBMULE C iCHA MeAMUMHCKA MOTUBaLMS (3a4bIMKUTENHO ce

CNELUMATNIU3NPAHA oT6ens3Ba N1Nca Ha U3KIIYBALLM KpUTEPUN (MOOMUCaHO OM 8CUYKU YIEHO8E Ha
KOMUCHKA | creyuanusuparama komucus)
= “[poTokon 3a NpegnnceaHe Ha nekapcTea, 3annawadn ot H3OK/P3OK” — 6p.
/ M3-H3OK (modnucaH om ecuyku 4yneHoge Ha crieyuasuaupaHama KOMUCUsi)
Komucusa no un. 78, 1. 2 3aBepka Ha
o1 330 B LlY Ha H30K —> npoTtokona B P30K

[poTokonu 3a npoabKaBaHe Ha TepanuaTa

= [lonbnHeHo 1 nognucaHo npunoxeHue 1B — nucT 3a onpegensHe Ha

Kputepuute

= AM6yﬂaT0peH nucT/ eTanHa enuKpusa, Cc BCUYKM n3cnegBaHua no Ta6nmuaTa
CI'IEL[I/IAJ'IM3|/|PAHA 3a npocrnensdsaHe Ha npunoxeHue 2 (npunaeam Ce U Ha opuecuHarliHa 6naHka unu
KOMUCUA > 3aeepeHo Korue),

= EKcnepTHO cTaHOBMLUE C siCHa MeaULMHCKa MOTUBaALMS (3a4bIHKUTENHO ce

oT6ensa3Ba nunca Ha U3KMKYBaLLM KpUTEPUM (ITOONUCaHO OM 8CUYKU Y/IEHOBE Ha

creyuanusupaHama KOMUCUSI)

/ =  ‘TpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawaHn ot H3OK/P3OK” — o6p.
M3-H3OK (modnucaH om ecuyku 4yneHoge Ha crieyuasuaupaHama KOMUCUs)

Komucusa no un. 78, 1. 2 3aBepka Ha
ot 330 B LIY Ha H3OK —> npoTtokona B P30K

Il. OBLLUX NMONOXEHUA
1. 330J1 nogaBa nogrorBeHuTe gokymeHTn B P30K, Ha Teputopusita Ha KOAATO e HanpaBuno n36op Ha OMJ1. JokymeHTUTE
BKINIOYBaT:

1.1 3aaBneHue go Oupektopa Ha P3OK.

1.2 NonbnHeHo M nognucaHo npunoxeHue 1. [NonbnBa ce MO CbOTBETHATa TOYKA U Ce Mpunara oTpa3eHaTta B LUMGPOB

WHOEKC MeanLMHCKa AOKYMeHTauus, YOoCToBepsiBalla BCEKN eANH OT KpuTepumuTe.

1.3 MbnHmAT Habop uscnepBaHnA (pU3nKanHW, MHCTPYMEHTaNHU 1 nabopaTopHu), OTpa3eH B MpUIioXeHue 2.

1.4 “Mpotokon 3a npeanucBaHe Ha nekapcTBa, 3annawaHu ot H3OK/P3OK® - o6p. M3-H30OK, wuspgapgeH ot
cneunanusmpaHa komucus. lNMpunara ce opurrHan Ha NPOTOKONa, a NPy KaHAu4aTCTBaHe 3a MPOoAbIKaBaHe Ha TepanuaTa ce
npeacTaBsa OpUrMHan Ha NpeaxoAHWs NPOTOKOS C OTPa3eHW BCUYKM OTMYCHATU KONMYECTBA NO HEro.

1.5 [leknapaums 3a uHopmMupaHo cbrnacme no obpasel (npunoxeHue 3)

2. P30OK npuema nokymeHTUTE no T. 1 cnep cnpaBka OTHOCHO 34paBHOOCUTypuTenHusa ctatyc Ha 330]1.

3. NpoTokonute ce uspasat 3a nepuoa Ao 6 meceua.

4.NMopagn uctopuyecku 3anoxeHus Ormker, H30K 3annawa cbuwurte obemMm B CHLOTBETCTBME C YTBbPAEHUTE
MeAULIMHCKU KpUTepuu.

”m _g VIBUCKBAHUA HA H3OK MPU U3JABAHE HA NMPOTOKOIN 3A MPOBEXIAAHE HA NIEYEHME HA NMOBULLEHA MPOAOYKUWA HA PACTEXXEH
’:f(‘\ XOPMOH MNP AKPOMETANNA N XUMNOPUSAPEH TMTrAHTU3BM
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NPUNOXEHUE 1A

JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANMOYBAHE JIEYEHUE HA AKPOMETAJITUA U XMMOD®U3APEH
TMrAHTU3bBM CbC COMATOCTATUHOBU AHANO3U

Nme: | ErH | | | | | | | | | |

3abenexka: meduyuHckama AoKymeHmauyusi, ydocmoegepsisauja 6CeKu Om Kpumepuume e focodYeHa ¢ yugpa 8 UHOEKC U 3a0bJIKUMESIHO
npudpyxaea HacCMosIW,0MO NPUsIoKeHuUe.

A. |. KPUTEPUU 3A 3ANOYBAHE HA NbPBU KYPC CbC COMATOCTATUHOBU AHAJIO3U (SAOBIDKUTENTIHUN CA
BCUYKN KPUTEPUN)

MKB E22.0

1 CurypHa guarHosa — notsbpaeHa Ha 6a3aTa Ha KNMUMHMYHaTa CUMMTOMaTUKa, HUBO Ha PacTeXXeH XOPMOH, KOMMIOTbPHA
(KT) unu marHuTHo-pe3oHaHcHa (MPT) Tomorpadwms

HuBo Ha pacTtexHusa xopmoH (PX) n IGF-1:
= PX>25mcg/l *
= |GF-1 - BUCOKO HVBO 3a CbOTBETHaTa Bb3pacT '
PX B xoOa Ha opaneH rnoko3o-TonepaHTeH Tect (OGTT) > 1 mcg/l (npu HeguabeTuum) '

3 | HuBo Ha TMponaHu xopMoHHM fT3 n fT4 '

4 | U3scnegBaHe Ha KpbBHa 3axap u npu Heob6xogumocTt K3N '

5 KoHcynTauus cbc cneunanucT o4Hn 60MecTy U nscnegBaHe Ha OYHU AbHaA — (DYHOOCKONMUSA U HA 3pUTENHU
noneTa - nepumeTpums >

6 | KoHcynTaums cbc crneuunanuct HeBpoxupypr *

7 | INunca Ha usknoysawm Kputepum no 1. 6. 13

'Heo6XxoaMMMUTE M3CNeABaHUS ca OTpaseHM B Tabn. 2 Ha NpUNIOXeHMe 2 - 3adb/DKUTENHO Ce MPEACTaBAT Ha opuriHanHa 6GraHka ot
nabopartopus unv 3aBepeHo 1 NOANUCAHO KOMMe, NMPU HanmuMe Ha XocnuTanusauusi ce npunara envkpusa ¢ Homep M3 ¢ gaBHocT 4o 1 mec. npeam
KaHanOaTCTBaHETO;

ZambBynaTopHM NIMCTOBE OT Nperneamn Npyu cneunanucT

SyaoctoBepsiBa ce C NOANUCUTE Ha YNIeHOBETE Ha KOMUCUATA B NPUIoXeHue 1 Ha HacTosALMTE M3UCKBAHUSA

B. I. U3KIMIOYBALLU KPUTEPUU (MPU 3ANOYBAHE HA NEYEHUETO)

1. CBpPbX4yBCTBUTENHOCT KbM aKTMBHOTO MMM HAKOE OT NMOMOLLIHUTE BellecTBa
2, BpemeHHOCT 1 KbpMeHe

OTroBaps Ha KpUTepuuTe 3a 3anoyBaHe Ha
B AHEBHa Ao03a
FIBYEHUNETO C e O EETEEREEE

”m _g VIBUCKBAHUA HA H3OK MPU U3JABAHE HA NMPOTOKOIN 3A MPOBEXIAAHE HA NIEYEHME HA NMOBULLEHA MPOAOYKUWA HA PACTEXXEH
’:T(‘\ XOPMOH MNP AKPOMETANNA N XUMNOPUSAPEH TMTrAHTU3BM
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NPUNOXEHUE 1A

JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANMOYBAHE JIEYEHUE HA AKPOMETAITUA U XMMODPUIAPEH
TMrAHTU3BbM C PEGVISOMANT

Mwe: jern] [ | [ T [ [ [ I |

3abenexka: meduyuHckama O00OKyMeHmauusi, ydocmosepsigauja 8Ceku om Kpumepuume e rocoyeHa C¢ yugpa 8 UHOEKC U 3a0bJ/DKUMEsSTHO
npudpyaea HacCmMosIW,0MOo MPUJIoKEHUE.

A. Il. KPUTEPUU 3A 3AMNOYBAHE HA MbPBU KYPC C PEGVISOMANT (SAOBITKUTENHU CA BCUYKN KPUTEPUN)

JIEYEHUETO C PEGVISOMANT CE 3AMNOYBA 3AOBIDXUTENHO CNELN 6 MECEYHO HEE®EKTUBHO NEYEHUE
CbC COMATOCTATUHOB AHAJOI Ui CE OOBABA MNMPU YACTUYEH OTroBOP KbM JIEMHEHUMETO CbC
COMATOCTATUHOB AHANOI

MKB E22.0

1 CurypHa guarHosa — notsbpaeHa Ha 6a3aTa Ha KNMUMHMYHaTa CUMMNTOMaTUKa, HUBO Ha PacTeXeH XOPMOH, KOMMIOTbPHA
(KT) unu marHuTHo-pesoHaHcHa (MPT) Tomorpadwms '

HuBo Ha pacTtexHus xopmoH (PX) u IGF-1:
=  PX>25mcg/l’
= |GF-1 - BUCOKO HVBO 3a CbOTBETHaTa Bb3pacT '
PX B xoga Ha OGTT > 1 mcg/l (npu Heguabetuum) '

3 | HuBo Ha TMponaHu xopMoHM fT3 n fT4 '

4 | U3scnegBaHe Ha KpbBHa 3axap u npu Heob6xogumocTt K3N '

5 KoHcynTauus cbc cneunanucT o4Hn 60MnecTy u nscnegBaHe Ha OYHU AbHaA — (DYHOOCKOMNMUSA U HA 3pUTENHU
noneTa - nepumeTpums >

6 | KoHcynTaums cbc crneuunanuct HeBpoxupypr *

7 | Nunca Ha usknouysawm Kputepum no 1. 6. 113

'Heo6XxoaMMMUTE M3CneABaHUs ca OTpa3eHM B Tabn 2 Ha MpuUoOXeHue 2 - 3aObIDKATENHO Ce MPEACTaBAT Ha opurMHanHa GrnaHka ot
naboparopus unv 3aBepeHo 1 NOANUCAHO KOMMe, NMPU HanuMume Ha XocnuTanusauusi ce npunara envkpusa ¢ Homep M3 ¢ gaBHocT 4o 1 mec. npean
KaHOnOaTCTBaHETO;

ZamGynaTopHM NIMCTOBE OT Nperneamn Npyu cneunanucT

3yaocToBepsiBa ce C NOANUCUTE Ha YNleHOBETe Ha KOMUCUSATa B NpunoxeHue 1 Ha HacToALUTE U3UCKBAHUA

B. Il. USKIMIOYBALLU KPUTEPUM (NMPU 3ANMOYBAHE HA JIEYMEHUETO)

1. CBpPBbXYYBCTBUTENTHOCT KbM aKTUBHOTO UMW HAKOE OT MOMOLLHUTE BeLlecTBa
2. Hanwnune Ha yepHoapoGHa HEAOCTaTbYHOCT

3. Hanuune Ha 6b0peyHa HegocTaTbYHOCT

4. BpeMeHHOCT 1 KbpMeHe

OTroBaps Ha KpUTepuuTe 3a 3ano4yBaHe Ha
B AHEBHa Ao03a
FIBUEHUETO C A

”m _g VIBUCKBAHUA HA H3OK MPU U3JABAHE HA NMPOTOKOIN 3A MPOBEXIAAHE HA NIEYEHME HA NMOBULLEHA MPOAOYKUWA HA PACTEXXEH
’:T(‘\ XOPMOH MNP AKPOMETANNA N XUMNOPUSAPEH TMTrAHTU3BM

w



OPUNOXEHUE 1A
NINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE NEYEHUE HA AKPOMETAIMNA U XUNMO®U3APEH
TMrAHTU3BM

Mwe: jern] [ | [ T [ [ [ I |

3abenexka: meduyuHckama AokymeHmauus, ydocmosepsisauja 8ceku Oom Kpumepuume e focodeHa ¢ yugpa 8 UHOEKC U 3a0bIHKUMeNnHo
npudpyxaea HaCMOSsIU,OMO MPUIIOKEHUE.

A. lll. KPUTEPUN 3A 3ANOYBAHE HA CAMOCTOATEJNIHO UIIN KOMBUHUPAHO JNIEYEHME HA CABERGOLINE
CBbC COMATOCTATMHOB AHAIIOI/ PEGVISOMANT (SAOBITKUTENHU CA BCUYKU KPUTEPUN)

MKB E22.0

1 CurypHa guarHosa — noTBbpAeHa Ha 6a3aTta Ha KIMHUYHaTa CUMNTOMaTUKa, HUBO Ha PacTEXeH XOPMOH, KOMMIOTbPHA
(KT) unu marHutHo-pesoHaHcHa (MPT) Tomorpadus

HuBo Ha pacTtexHusa xopmoH (PX) u IGF-1:

=  PX>25mcg/l’
2 = |GF-1 - BMCOKO HMBO 3a CbOTBETHaTa Bb3pacT
= PXBxogaHa OGTT > 1 mcg/l (npu Heauabetuum) '

1

3 | HuBo Ha TupouaHu xopmoHu fT3 n fT4 '

4 | UscneaBaHe Ha KpbBHa 3axap u npu Heo6xoaumocTt K3N '

5 | KoHcynTaums cic cneunanuct ouHm 60necTy v MscrneaBaHe Ha O4HU AbHA — (DYHAOCKONMA U HA 3PUTENHY
nonera - nepumeTpus 2

6 | KoHcynTauusi cbc cneunanucT HeBpoxupypr 2

7 | Nunca Ha usknouBawm kputepun no 1. B. Il 3

THeo6xoaUMNTE M3CNeaBaHWUs ca OTpaseHM B Tabn 2 Ha NpUNOXeHMe 2 - 3aQbLIKUTENHO CE MPEACTABST HA OpWUrMHanHa GnaHka of
naGopaTopus U1 3aBepeHo U NoANMcaHo Konue, Npy HanmuMe Ha XocnuTanusaums ce npunara envkpuaa c Homep U3 ¢ gasHocT fo 1 mec. npeam
KaHAMOaTCTBaHETO;

2 amBynaTopHM NMCTOBE OT Nperneau Npyu cneunanucT

3y.qOCTOBep5|Ba ce c nognucuTe Ha YneHoBeTe Ha KOMMUCUATA B NpUNioXxeHue 1 Ha HacTofILUNTE U3UCKBaHUA

B. lll. U3BKNHOYBALLN KPUTEPUU (MPU 3ANMMOYBAHE HA JIEYEHUETO)

1. CBpBbXYYBCTBUTENMHOCT KbM aKTUBHOTO WUINW HAKOE OT MOMOLLHWUTE BeLLecTBa
2, BpemeHHOCT 1 KbpMeHe

OTroBaps Ha KpuTepuuTe 3a 3anoyBaHe Ha
B AHEeBHa Ao3a
FIGUEHUETO C e, O EETEAESE .

”m _g VIBUCKBAHUA HA H3OK MPU U3JABAHE HA NMPOTOKOIN 3A MPOBEXIAAHE HA NIEYEHME HA NMOBULLEHA MPOAOYKUWA HA PACTEXXEH
’:T(‘\ XOPMOH MNP AKPOMETANNA N XUMNOPUSAPEH TMTrAHTU3BM
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NPUNOXEHWUE 16

JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOOBINKABAHE HA NEYEHMETO HA AKPOMETAITIUA U
XUNOD®UIAPEH TMTAHTU3BM

Mwe: jern] [ | [ T [ [ [ I |

3abenexka: meduyuHckama O00OKyMeHmauusi, ydocmosepsigauja 8Ceku om Kpumepuume e rocoyeHa C¢ yugpa 8 UHOEKC U 3a0bJ/DKUMEsSTHO
npudpyaea HacCmMosIW,0MOo MPUJIoKEHUE.

B. I. KPUTEPMM 3A NPOOABINKABAHE HA JIEYHEHUETO CBC COMATOCTATMHOBU AHANO3MU,
CAMOCTOATEJTHO NN KOMBUHUPAHO C PEGVISOMANT (SAOBJ/TXXUTENTHU CA BCUYKU KPUTEPUW)

MKB E22.0

[docTurHata pemmucusi Npu fievyeHme cbC COMaTOCTaTUHOB aHaror:
HuBo Ha pacTtexHus xopmoH (PX) u IGF-1:
MbnHa pemucusa:
= PX<25mcg/l’
= |GF-1 - HOpMarnHO HMBO 3a CbOTBETHATa Bb3pacT '
= PXBxogaHa OGTT < 1 mcg/l (npu HeanabeTtuum)’

JledeHuemo npodnskaea cbC cbWama do3a coMamocmamuHoe aHalsloa.
YacTtuyeH otroeop:
= PX < cnoHe 30% OT U3XoaHOTO HMBO '
= |GF-1 < cnpsmo U3XoOHOTO HWBO '
1) JleyeHuemo npodninKasa c No-eucoka 0o3a coMamocmamuHo8 aHasoe.
2) [lpu Hedocmamb4eH e¢hekm 8 NpodbIKeHUe Ha 6 Meceya, KbM Jle4eHUemo c ro-eucoka dosa
coMamocmamuHoe aHasoz ce dobaes Pegvisomant.

2 | WNacnegBaHe Ha 0YHM AbHa — PYHOOCKOMNMUS U Ha 3pUTENHM noneTa — nepuMeTpus 2

3 | Nlunca Ha HexXenaHa nekapcTBeHa peakums U usknysawm kputepum no 1. 1. |1 3

1eTanHa enuKpusa C oTpa3eHa CTeneH Ha noBluaBaHe Ha Nnoka3aTenute cnej 3anodBaHe Ha JieYeHUeTo, HeobxooumnTe M3crnenBaHus ca
OTpaseHn B Tabn. 2 Ha npunoXxexHune 2 - 3aQbIMKUTENHO ce npeacTaBAT Ha OpurnHanHa 6naHka oT na60paTopMﬂ nnn 3aBepeHo U nognucaHo
konve; Pe3ayntatute ot n3cneaBaHusata Ha PX Ha 3-usi Mecell 0T HayanoTo Ha Ne4YeHeTo ca NoHwkeHu noHe ¢ 30%, cnpsamo u3xogHuTe, a cnes
6-1a MeceL, OT HAYaNoOTO Ha NEeYEHMETO e MOCTUrHATa PEMUCUS

2aM6ynaTopHu JNincToBe OT nperneauv npu cneuynanucT

3yFl,OCTOBep;lBa ce C nognucuTe Ha 4rieHoBeTe Ha KOMUCUATA B NpunoxeHue 1 Ha HacTosiILMTE U3NCKBaHMUSA

r. 1. USKNOYBALLN KPUTEPUU (NPU NPOOBIKABAHE HA JIEMEHUETO)

CBpPbX4yBCTBUTENHOCT KbM aKTMBHOTO WIM HAKOE OT NMOMOLLIHUTE BellecTBa
BpemeHHOCT 1 KbpMeHe

MNpekbcBaHe Ha TepanusTa No BMHA Ha 6oMHUS 3a mepuog noseve oT 2 Mmeceua
BkntoyBaHe Ha 6OMHMA B KITMHUYHO Mpoy4BaHe™

hoON=

* Komucusara, KoATo e HasHayuna neyeHneto M Habnwopgasa 330J1, e anbxHa He3abaBHO Aa yBegomu KomucusaTa 3a
ekcneptusn no un. 78 1. 2 B LY Ha H3OK. Te3an 60onHu ce 3anucBaT B OTAENEH perucTbp U He ryGAT npaBOTO CU 3a
npoabiKaBaHe Ha fleYeHneTo cnea NpuUKYBaHe Ha KNMUMHUYHOTO NPoyYBaHe.

OTroBaps Ha KpUTepuuTe 3a nNpoabiKaBaHe
B AiHEBHa Ao03a
HaMIEYEHNETO C e TEETEAERE

”m _g VIBUCKBAHUA HA H3OK MPU U3JABAHE HA NMPOTOKOIN 3A MPOBEXIAAHE HA NIEYEHME HA NMOBULLEHA MPOAOYKUWA HA PACTEXXEH
’:f(‘\ XOPMOH MNP AKPOMETANNA N XUMNOPUSAPEH TMTrAHTU3BM
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NPUNOXEHWUE 16

JNINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOOBINKABAHE HA NEYEHMETO HA AKPOMEIAJTIUA U
XUMNO®U3APEH TMTAHTU3BM C PEGVISOMANT

Mwe: jern] [ | [ T [ [ [ I |

3abenexka: meduyuHckama O00OKyMeHmauusi, ydocmosepsigauja 8Ceku om Kpumepuume e rocoyeHa C¢ yugpa 8 UHOEKC U 3a0bJ/DKUMEsSTHO
npudpyaea HacCmMosIW,0MOo MPUJIoKEHUE.

B. Il. KPUTEPUU 3A MPOOADBINKABAHE HA JIEMEHUETO C PEGVISOMANT (SAOBITKWUTENHU CA BCUYKU
KPUTEPUW)

MKB E22.0

MbnHa pemucus:

®= |GF-1 - HOpManHo HMBO 3a CbOTBETHATa Bb3pacT '
1 JleueHuemo npodnbinkaea cbC cbwama do3a Pegvisomant.
YacTuyeH oTroBop:

= |GF-1< cnpsamo nsxogHoto '
JleyeHuemo npodwskasa ¢ no-eucoka dosa Pegvisomant.

2 | WN3cnegBaHe Ha OYHM AbHA — PYHOOCKONMUS U Ha 3pUTENHU noneTa — nepuMeTpus 2

3 | Nunca Ha HexenaHa nekapcTBeHa peakumMs 1 M3KNKYBaLWM kputepum no 7. I 11

Tetanna enuKkpusa C OTpaseHa CTeneH Ha MoBNMWsBaHe Ha nokasatenuTe cnef 3anoyBaHe Ha NeyeHneTo, Heobxoaumute mscnedsBaHus ca
oTpaseHn B Tabn. 2 Ha NpunoxeHune 2 - 3agbiMKUTENHO Ce NPeACTaBAT Ha opurMHanHa braHka oT nabopaTopus unu 3aBepeHo W NoAnncaHo
konue; Pesyntatute ot nscneasanusta Ha PX Ha 3-us mecell OT Ha4anoTo Ha NeYeHneTo ca MoHwkeHW noxHe ¢ 30%, cnpsAMo U3xoaHWUTe, a cnep
6-1s Mecel| OT HAYaNoTO Ha MNe4YeHNeTo e NOCTUrHaTa pemMmmcus

2amMBynaTopHM NUCTOBE OT NPerneayn Npyu creumanucT

3y,qocroaepﬂBa ce C noanucuTe Ha YneHoBeTe Ha KOMUCUATA B NpUNnoXxeHue 1 Ha HacToAWMTE U3UCKBAHUA

r. Il. A3KNMIOYBALLU KPUTEPUU (NMPU NMPOLOABIIXKABAHE HA JIEYEHUETO)

CBpPBbXYYBCTBUTENTHOCT KbM aKTMBHOTO UMM HAKOE OT MOMOLLHWTE BeLlecTBa
Hanwuuue Ha yepHoapobHa HegOCTaTbYHOCT

Hanuuue Ha 6b6peyvHa HegocTaTbYHOCT

BpemeHHOCT 1 KbpMeHe

MpekbcBaHe Ha TepanusTa No BMHA Ha OONHWA 3a Nepuog NnoBeye oT 2 Mecela
BkntouBaHe Ha 60OMHUA B KNMMHUMYHO NpoyyYBaHe™

YCEERICNIDES

* KomucumsaTa, KOATO e HasHauuna ne4vyeHueto u Habnwpasa 330J1, e gnbXxHa He3abaBHO Aa yBeaomu Komucusita 3a
ekcneptusn no un. 78 1. 2 B LY Ha H3OK. Tean 60nHu ce 3anucBaT B OTAENEH PerucTbp U He ryGAT npaBOTO CU 3a
npoabikaBaHe Ha NevYeHneTo cneg NpUKNYBaHe Ha KNMMHUYHOTO NpoyYBaHe.

OTroBaps Ha KpuTepumuTe 3a npoAablkaBaHe

B AHEeBHa Ao3a
Ha neyeHneTo C

”m _g VIBUCKBAHUA HA H3OK MPU U3JABAHE HA NMPOTOKOIN 3A MPOBEXIAAHE HA NIEYEHME HA NMOBULLEHA MPOAOYKUWA HA PACTEXXEH
’:f(‘\ XOPMOH MNP AKPOMETANNA N XUMNOPUSAPEH TMTrAHTU3BM
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NPUNOXEHWUE 16

JINCT 3A ONPEARENAHE HA KPUTEPUUTE NPU NPOOBINKABAHE HA NEYEHMETO HA AKPOMETAIINA U

XUMNO®U3APEH TMTAHTU3BM

Nwme:

3abenexka: meduyuHckama OoKyMeHmauusi, ydocmosepsisalya 8CeKU Oom Kpumepuume e rocoyeHa ¢ yugpa 8 UHOEeKC U 3a0bJDKUMEsSTHO

npudpy»(aea Hacmossw,omo ripusioxxeHue.

B. Illl. KPUTEPUM 3A MNPOABLINKABAHE HA CAMOCTOATENHO WU KOMBUHWUPAHO JIEYEHUE HA
CABERGOLINE CbC COMATOCTATUHOB AHAJIOI/ PEGVISOMANT (SAOBITXKUTENHU CA BCUYKU KPUTEPUW)

MKB E22.0

YacTu4yeH oTroBop:

= |GF-1 < cnpsaAmo u3xogHoTo

= PX < ¢ noHe 30% oT naxogHoTo

1

2 | WNacnenBaHe Ha 0YHM AbHA — PYHOOCKONMUSA U HA 3pUTENHM noseta — nepumeTpus 2

3 | NMunca Ha HexenaHa nekapcTBeHa peakums U usknyBawm kputepum no 1. . 111 3

‘eTanHa enuKpusa C oTpa3eHa CTeneH Ha noBlnndaBaHe Ha nokKasaTtenute cnen 3ano4vBaHe Ha JeYyeHuneTo, HeobxooumnTe u3crnegBaHus ca
OTpaseHn B Tabn. 2 Ha npurnoxeHne 2 - 3aabHKUTENHO Ce MPeacTaBsAT Ha opurMHanHa 6naHka oT na60paTopMﬂ nnn 3aBepeHo U nognucaHo

Konve; Pesyntatute ot nacnenBaHusTa Ha PX Ha 3-Ms Mecel 0T Ha4yanoTo Ha NeYEeHNETO ca NoHwxkeHU noHe ¢ 30%, cnpsaMo M3xoaHUTe, a che,
6-1s Mecel OT HA4YanoTo Ha NeYEeHNETOo e NoCTUrHaTa peM1ucus

2aMGyﬂaTOpHVI nincrtoBe OT nperneauv npu cneunanucTt

3y,qocroaepﬂBa ce C noanucuUTe Ha YneHoBeTe HAa KOMUCUATA B NPpUNoXxeHue 1 Ha HacToAWMUTE U3UCKBAHUA

r. lll. U3KIMIOYBALLU KPUTEPUU (MPU NPOOBINKABAHE HA JIEYEHUETO)

e RIS

CBpPBbXYYBCTBUTENTHOCT KbM aKTMBHOTO UMK HAKOE OT MOMOLLHWTE BeLlecTBa
Hanuuune Ha YepHoapobHa HegoCTaTbYHOCT

lMpekbcBaHe Ha Tepanusita No BUHa Ha 60MHMA 3a nepmof noeeYe oT 2 Meceua
BkntouBaHe Ha BOMHUA B KNMMHUYHO NpOyYBaHe™

* KoMmucusita, KOSITO € Ha3Hauuna nedveHueTo u Habnogasa 330J1, e gnbxHa He3abaBHO ga yBegomu Komucusita 3a
ekcneptu3un no 4n. 78 1. 2 B LIY Ha H3OK. Te3an 60onHu ce 3anucBaT B OTAENIeH PerucTbp M He ryGAT npaBOTO CU 3a

npoabJNKaBaHe Ha nNevYeHUeToO crnep Npukn4vBaHe Ha KMIMHUYHOTO Npoy4BaHe.

OTroBaps Ha KpuTepuuTe 3a nNpoabikaBaHe
Ha ne4yeHuneTo C

B AHEeBHa Ao3a

”m g VBNCKBAHMA HA H3OK MNP USAABAHE HA NMPOTOKOIN 3A NMPOBEXOAHE HA JIEHEHUE HA NMOBULLEHA MNMPOOYKUNA HA PACTEXXEH
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OPUNOXEHUE 2
I. NEYEBHO-AUWATHOCTUYEH AJTTOPUTDBM

1. JNIEKAPCTBEHW NPOAYKTW, Bkntoyenn B lMpunoxenne 1 Ha MJIC, kouto H3OK 3annawa B cbOTBETCTBME C
AencTBalmMTe HopMaTUBHU LOKYMEHTU.

INN JO3A
* 20 mg AbNGOKO MYCKYIHO MHTparnyTeanHo Ha 4 ceaMuum - Tpu Mecela
OCTREOTIDE * 30 mg AbNGOKO MYCKYIHO MHTparfyTeanHo Ha 4 ceAMUUM — NPW HEAOCTaTbYeH OTrOBOP 3a oOLle Tpu
MeceLa

* 10 - 20 mg OHEBHO NOOKOXHO

PEGVISOMANT * 30 mg AHEBHO NOAKOXHO - MakcMmarnHa AHeBHa [o3a

CABERGOLINE ® 2 mg ceaMNYHO — MMHUMarnHa AHEBHA 4o3a

2. NPOCINEOABAHE:

MNepuopa Ha neveHue
MscneaBaHus M3X. 3 m. +6M* | +12m*
XOPMOHU

PX

IGF-I

fT3

fT4

BUOXUMUYHN
noko3a/K3I1

ASAT

ALAT

T

AnkanHa docdartasa
MHCTPYMEHTAITHU

M3cnegBaHe Ha OYHM ObHa -
dyHOockonus

X [ X | X |X

X [ X [ X |X |X
X [ X | X | X
X [ X | X | X

M3cnegBaHe Ha 3PUTESTHU
noneta - nepuMeTpua

EKT, exokapauorpadwus (no
npeLeHka)
PenTreHorpadus, KAT, MPT
(No npeLeHka)
AbpgomuHanHa exorpadus

X X

+ 6 M.* - UI3BBpPLUBAT ce Ha Bcekn 6 meceua; + 12 Mm.* - n3BbpLUBAT ce Ha Bcekn 12 meceua

U3cnepBaHusaTa ce npeacTaBAT Ha OpuUrMHarnHu OnaHku unu 3aBepeHn Konunda C¢ nognmc U nedyat Ha J13 (I'Ipl/l Hanun4yne Ha
xocnuTanuaaumsa ¢ gasHocT 4o 1 mec. npean KaHauaaTCTBaHETO Ce rnpuiara 3aBepeHo Konne oT ennkpmnui3a ¢ HoMep M3)

Il. O6LLUN U3NCKBAHUA

1. Bb3pacToBaTta rpaHuua ce U34ncnsBa B HaBbPLUEHU rOAMHU - T.€. BKITIYMTENHO KbM JaTtaTta Ha u3gaBaHe Ha mpoTokona oT
cneuyanusmpaHata KOMUCUS.

2, Mpun HasHavyaBaHe Ha Tepanus NO NPOTOKON 3a4bIMKUTENHO Ce CbobpassfBaT Bb3PaCTOBUTE OrpaHNYEHNs CbIMacHo KpaTkaTta
XapaKTepucTMKa Ha CbOTBETHUS NleKapCTBEH NPOAYKT, yTBbpAeHa no pega Ha 3JTMXM.

3. H3OK He 3annaiya neveHune ¢ 403N Hag MakcUMariHO paspeLueHnTe Mo KpaTka XxapakTepucTika Ha NpoAyKTa.

4. H30K He 3annalua neveHve M3BbH yKasaHaTa Bb3pacToBa rpaHunLa B KpaTkaTa XxapakTepucTika Ha npoayKTa.

5. KOMUCUATA, uspana npotokona Ha 330J1, cbxpaHsiBa BTOpPM €K3eMNNsAp Ha MPOTOKONa U BCUYKM HeobGxoaumm
AOKYMEHTU 3a u3gaBaHeTo My.

Hacmoswume usuckeaHusi ca paspabomeHu Ha ocHogaHue 4n. 54 u 4n. 55, m. 2 om HP[ 3a meduyuHckume OeliHocmu 2011
eo0uHa (06bH. 8 [B 6p. 3/11.01.2011 &.). u enusam e cuna om 1 anpun 2011 2., cbenacHo 4n. 10 Ha Hapedba Ne 10 om 24
mapm 2009 e. 3a ycnosusima u peda 3a 3annawaHe Ha JiekapcmeeHu rnpodykmu no 4n. 262, an. 4, m. 1 om 3akoHa 3a
JiekapcmeeHume npodykmu 8 XyMaHHama mMeoduyuHa, Ha MeOUUUHCKU u30enusi U Ha Ouemuy4HU XpaHu 3a crieyuanHu MeoOuUyUuHCKU
uenu (o6H. B, 6p. 24 om 2009 e.).

”m _g VIBUCKBAHUA HA H3OK MPU U3JABAHE HA NMPOTOKOIN 3A MPOBEXIAAHE HA NIEYEHME HA NMOBULLEHA MPOAOYKUWA HA PACTEXXEH
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NPUNOXEHUE 3

OEKINAPALNA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ MPOOBIMKABAHE HA
JIEYEHUETO C JIEKAPCTBEHUA NMPOAYKT

cnea Kato ce 3ano3Hax C  uanata MW nNpegocTtaBeHa  MHGopmauums W UenTa Ha Je4YeHMeTo C feKapCTBeHusi
pleeTaN T an L PR W cnep kKaTo Mony4ux usyepnartenHui OTroBOpU Ha
NoCTaBeHUTe OT MEH BbMNPOCU, AeKapupam Ye:

1. LUle cna3sam npenopbyaHaTa MU CXxeMa Ha neyYeHne u NepUoaUYHOCT Ha KOHTPOSTHUTE Nperneau.

2. PepoBHO lle ce sBABaM Ha KOHTPOMHW MNperneauM M Hama [a NPOMEHsIM CaMOBOMHO MNW MNO4 OPYro BHYLUEHMWE
Ha3HayeHaTa My Tepanusi.

3. [lpu npeycTaHoBsiBaHe Ha fe4YeHMeTo Mo NPUYNHK, HENPOU3TMUYALLM OT pelleHneTo Ha KomucusaTta 3a ekcnepTtusm B P3OK
umnn Komucusta no un. 78, 1.2 ot 330, we yBegomsi He3abaBHO nuyHust cv nekap n P3OK u we BbpHa B P30OK
nocnegHvsi NPOTOKOM, NO KOMTO CbM Nony4vaBan/a NnekapcTBEHUS NPOAYKT.

4. [Tlpu HecnasBaHe Ha MOCOYEHWTE YCIOBUS NEYEHMETO MU C YNOMEHATUSA NEKApCTBEH MPOAYKT Wie 6bae npekpaTeHo u
HAMa Aa umam npeteHuun kbm H3O0K.

5. MMputexaBam/ He npuTexaBam akTyanHo TEJIK peleHre BbB Bpb3ka CbC 3ab6onsiBaHETO.

10
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