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AKPOMETAINA U XUMODUIAPEH TMFAHTU3BM

MpoToKONBLT Ce M3paBa OT cheuuanuaupaHa KoMucus B rievebHU 3aBefeHWs 3a GONHWYHA MOMOLW, CKITIOYMNM
poroeop ¢ H30K. CneunanuampaluTe KOMUCUM Ce Cb3faBaT CbC 3anoseq Ha AupekTopa Ha J13: KnuHuka no eHaokpuHonorus

YCBAJE ,Akaa. UsaH Menyes” — Cocus

I. PEQl 3A 3ABEPSIBAHE HA NPOTOKOJTUTE

MpoTokony 3a 3anoyBaHe Ha TepanuaTa

CMELUVAINU3UPAHA
Komucus

= T[lonbnHeHo 1 noanucaHo npunoxeHne 1A — nucT 3a onpepensHe Ha
KpUTEpUUTE C BCUYKN HeDﬁXOﬂMMM unscneasaHus

- Enukpu:laletanna enuKpM3a, BKNOYBalla AaHHW OT aHamHesarta, cratyca v
NPeAXOKAALLO fevyeHre

b Exl:nepﬂlo CTaHoBULWE C fiCHA MeauUMHCKa MOoTuBaums (3anbm<menno ce
otbens3sa nunca Ha M3KMIOYBALLM KPUTEpUM (MOOMUCAHO OM 6CUYKU YNIeHO8e Ha
crneyuanuaupaHama KOMUCUsT)

= “lpoTtokon 3a npeanucBaHe Ha nekapcTsa, 3annaiann ot H3OK/P3OK" —
M3-H3OK (nodnucax om ecuyku 4YneHoee Ha crneyuanuaupaHama KOMUCUsi)

nmma 8P30K |

MpoTokony 3a npoabmMKaBaHe Ha TepanusiTa

CMEUMATNU3UPAHA
Komucus

= T[lonbnHeHo W noanucaHo npunoxexuwe 16 — nucT 3a onpepensHe Ha
KpuTepuuTe

= EtanHa enukpu3alenukpu3a, C BCUYKM W3cneasBawms no Tabnuuata 3a
npocneassaHe Ha NPUNOXeHWe 2 (Mpunazam ce U Ha OpuzuHanHa bnawka unu
3a8epeHo Konue),

* EKCNepTHO CTaHOBMILE C SiCHA MeAWLWHCKa MOTUBaUMA (3aAblXUTENHO ce
oT6ens3Ba nUNca Ha M3KNIYBALUM KPUTEPUN (MOOMUCaHO OM 6CUYKU YNEHOe Ha
crneyuanuupaHama KOMUCUsi)

= “MpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawaqn ot H30OK/P3OK" — obp.
M3-H30K (nodnucan om écuyku YneHose Ha crieyuanuaupaqama KoMucus)

o330 U ba'

II. OBLUV MONOXEHUA

| 3asepka Ha
> nnuro”"unna 8 P30K

1. 33011 nopasa noaroTBeHuTe AoKyMeHTH B P30OK, Ha TepuTopusita Ha KOSITO @ Hanpaeuno u3bop Ha OMJl. [lokymeHTuTe

BKIIOYBAT:

1.1 3asBnenue ao [upektopa Ha P3OK.

1.2 MonbnHeHo u noanucaHo npunoxenue 1. MonbnBa ce Mo cboTBETHAaTa TOYKA M Ce npunara oTpaseHata B LMpPoB

MHAEKC ME/IVILMHCKA [IOKYMEHTALWS, YI0CTOBEPSIBALLA BCEKM €A1H OT KpuTepuuTe.

1.3 MbAHUAT Habop M3cneaBaHUA (hU3UKANHN, UHCTPYMEHTANHIM U NaBOPATOPHM), OTPa3eH B NPUNOXeHue 2.

1.4 ‘fNpotokon 3a npeanMcBaHe Ha nekapcTsa, 3annawanu or H3OK/P3OK' — o6p. M3-H30OK, uspapen ot
cneuvanuanpata komucus. Mpunara ce OpurMHan Ha MPOTOKONa, a MpU KaHAMAATCTBaHe 3a NPOAbIKaBaHe Ha TepanusTa ce
NPeACTaBA OpUriHan Ha NpeaxoAHWsi NPOTOKON C OTPa3eHn BCUYKK OTMYCHaTK konuyecTsa no Hero.

1.5 [leknapaums 3a WHOPMUpaHo cbrnacue no obpasey (npunoxexue 3)

2. P30K npuema aokymeHTUTe 1o T. 1 Cref cnpaBka OTHOCHO 3APaBHOOCUIYpUTENHUA cTaTyc Ha 33071,
3. MpoTtokonuTe ce uaaaear 3a nepuoA Ao 6 meceua.

g W3MCKBAHMA HA H30K NP1 U3[ABAHE HA NPOTOKONM 3A NPOBEXIAHE HA EYEHWUE HA NOBMWEHA NPOAYKLMA HA PACTEXEH
% XOPMOH NPW AKPOMETANUSA 1 XUMOGUIAPEH MIAHTU3BM B U3BBHEONHUYHATA NOMOLLY
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JIUCT 3A OMPEAENSAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA JIEYEHWE HA MOBULIEHA NMPOAYKLUMUA HA
PACTEXEH XOPMOH NMPU AKPOMEFAINUSA U XUMO®U3APEH TMFAHTU3BM

Wve: [em] T T T T T [T TT

3abenexka: meduluHCKama OOKyMeHmauus, yOoCmosepssawa eceky om KpUMEPUUMe € MOCOYEHa C UUPa 8 UHOEKC U 3adBAKUMENHO
npudpyxaea HaCMOAUWOMO NPUNONKEHUE.

A. |. KPUTEPUU 3A 3AMOYBAHE HA MbPBU KYPC CbC COMATOCTATUHOBU AHATIO3U (SAABIMKUTENHU CA
BCUYKU KPUTEPUW)

MKB E22.0

1 CurypHa AvarHo3a — noTebpAeHa Ha Gasata Ha KNMHMYHATa CUMNTOMATWKa, HUBO Ha PacTeXeH XOPMOH, MarHUTHO-
pe3soHaHcHa (MPT) unu komnioTbpHa (KT) Tomorpadgus 1

HuBo Ha pacTexHus xopmoH (PX) u IGF-1:
= PX>25mcgl
® |IGF-1 - BUCOKO HWBO 3a CbOTBETHaTa Bb3pacT
®  PX B xopa Ha opaneH rnioko3o-TonepaxteH Tect (OGTT) > 1 meg/l (npu HeanabeTvuy) !

3 | HuBo Ha TMpouaHU xopmoHH - fT4 1

4 | UscnepBaHe Ha KpbBHA 3axap U npu HeobxoaumocT K3M !

5 | Koncynraums cm% CMeuManucT o4HM GonecT M M3cneaBsaHe Ha OMHW AbHA ((PYHAOCKONMA) W Ha 3puUTenHU
nonera (nepuuergun)

6 | KOHCYNTaums ChC CreuManicT HeBpoxupypr ~
|

7 | Nunca Ha u3knouBawm kputepun no 7. B. | 3

THeOGXOAUMMTE M3CNIeABaHUA Ca OTPaseHW B Tabn. 2 Ha NPUNOXeHWe 2 - 33Ab/KUTENHO Ce NPEACTaBAT Ha OpurMHanHa Gnaxka ot
1nabopaTopuUs N 3aBEPEHO U MOANNCAHO KONWE, NPU HanuuMe Ha XOCUTaNU3auus ce npunara enukpusa ¢ Homep U3 ¢ AasHocT 4o 1 Mec. npean
KaHAUAATCTBAHETO

“aMBynaTopHM NUCTOBE OT NPErNeAy NPW CneuManucT

‘yRocToBepsBa Ce C NOANNCHTE Ha “IIGHOBETE Ha KOMUCHATA B NPUNOXeHMe 1 Ha HACTORWMTE M3UCKBaHHS

|
B.l. VISKHIO‘le.LlM KPUTEPUM (NPU 3ANOYBAHE HA NIEYEHWUETO)

1. CBPBX4YBCTBUTENHOCT KM SKTMBHOTO UITW HSIKOE OT MIOMOLLHUTE BElLIECTBa
2. BpEeMEeHHOCT U KbpMeHe

OTroBapsi Ha KpUTEPUUTE 33 3anoYBaHe Ha

B AH
neyeHuneTo ¢ AHeBHa fo3a

NOANUCH Ha YNIEHOBETE Ha KOMUCHATA:....

w

_y  VIBUCKBAHWA HA H30K NPU U3[ABAHE HA NPOTOKONN 3A NMPOBEXAAHE HA NIEYEHWE HA NOBMIIEHA NPOAYKLIMA HA PACTEXEH
XOPMOH NPV AKPOMETANNA W XUMO®WU3APEH MMTAHTU3BM B U3BBHEONHUYHATA MOMOLLY
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JICT 3A ONPEXENSAHE HA KPUTEPUUTE MPU 3ANOYBAHE HA JIEYEHWUE HA MOBULIEHA NMPOAYKLUA HA
PACTEXEH XOPMOH MPU AKPOMEFATUSA U XUMO®U3APEH TMFAHTU3BM

Wwe: ] ErH ‘ ‘ ‘ ‘ | \ ‘ | l I

3abenexka: mMeduluHCKama OOKyMeHmayus, yOOCmOsepssaLLa 6ceKy Om KpUMEPUUMe € MOCOYEHa C UUPa 6 UHOBKC U 3adLKUMENHO
NpudpyKaea HACMOAUOMO NPUSONKEHUE.

A. Il. KPUTEPWU 3A 3AMOYBAHE HA MbPBU KYPC C PEGVISOMANT (3AIBIDKUTENHN CA BCUYKN KPUTEPUN)

NEYEHME C PEGVISOMANT CE 3AMOYBA 3AOBL/KWTENHO CNEL 6 MECEYHO HEE®EKTUBHO JIEYEHWE CbC
COMATOCTATUHOB AHATOT UK CE IOBABSA MPU YACTUYEH OTrOBOP KbM NIEYEHUETO CbC COMATOCTATUHOB AHANOT.

MKB E22.0

1 Curypna Anardosa — noTebpaeHa Ha 6a3arta Ha KNMHUYHATa CUMMTOMATUKA, HUBO Ha PAacTEXeH XOPMOH, MarHUTHO-
pe3oHaHcHa (MPT) unu komnioTbpHa (KT) Tomorpadus

HuBo Ha pacTexHusi xopmoH (PX) u IGF-1:
=  PX>25mcg/l
®* |GF-1 - BUCOKO HWBO 3a CbOTBETHaTa Bb3pacT
* PX8xoaaHa OGTT > 1 mcg/l (npu HeanabeTnuym) 1

3 | HuBo Ha THPOMAHM XOpMOHH - T4 '

4 | W3cnegBaHe Ha KpbBHa 3axap v npu HeobxoaumocT K3 3

KOHCYNTauMsi ChC CReuManucT O4HM GOMecTH W M3cneaBaHe Ha OMHM ALHA ((yHAOCKONWS) W HA 3pUTEnHM
noneta (nepum

6 | KoHcynTauma cbe cneumanucT HeBpoxmpypr &

7 | Nunca Ha u3kniouBawwm kputepumn no 7. 6. 11 3

THeoBxoanmMuTe U3t [BaHWA Ca OTPa3eHW B Tabn 2 Ha NPUNIOXeHWe 2 - 33ABLIKUTENHO Ce MPEACTaBAT Ha OpwruHanHa Gnawka ot
nabopaTopus Unu 3as 0 1 NOANMCAHO KONWE, MPU HanuuMe Ha XOCNUTANU3aUMs ce Npunara enukpusa ¢ Homep U3 ¢ gaeHocT Ao 1 Mec. npean
KaHAWLATCTBAHETO;

2amGynaTopHM NUCTOBE OT NPerneau Npu CneunanueT

*yRoCTOBepSiBA Ce C MOANMCHTE Ha UreHOBETe Ha KOMUCHSTA B NPUIOKEHMe 1 Ha HACTOALINTe U3UCKBaHUS

B. IIl. U3KIKOM KPUTEPUM (NPU 3ANOYBAHE HA NEYEHWUETO)
1. CBPbX4YBCTBUTENHOCT KbM aKTUBHOTO UM HSKOE OT NOMOLUHUTE BelecTsa
2. Hanuuue Ha YepHoApoBHa HeaoCTaTLYHOCT
3. Hanuuve Ha GbbpeyHa HeAoCTaTbYHOCT
4. BpeMEHHOCT W KbpmeHe

OTroBaps Ha KPUTEpPUUTE 3a 3anoyBaHe Ha

B AAHeBHa f03a
neMeHMeTOC @ | amsnssessaseseies > A A

MOANWCH HA YNIEHOBETE HA KOMMCHATA ..o

g VI3MCKBAHWSA HA H30K NPV U3JABAHE HA TPOTOKONW 3A NPOBEXIAHE HA IEYEHWE HA NOBMILEHA NPOAYKLIMA HA PACTEXEH
@ XOPMOH NPV AKPOMETANUSA 1 XUMO®UIAPEH TMIAHTUIbM B U3BBHBONHUYHATA MOMOLL
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JIUCT 3A OMPEJENSAHE HA KPUTEPUUTE NMPU 3ANOYBAHE HA NNIEYEHWUE HA MOBULIEHA NMPOAYKUWA HA
PACTEXEH XOPMOH MPU AKPOMETAINUA U XUNO®UIAPEH TMIAHTU3BM

Wme: 70 S P O e s

3aBenexka: MeOUUUHCKaMa GoKyMeHMayus, yOOCTIOBEPAEaUIa €CeKU OM KPUMEPUUME © NOCOYEHa C UuGhpa & UHOEKC U 3adLMKUMEnHO
npudpyxasa HACMOAWOMO NPUNOKEHUE.

A. lll. KPUTEPUU 3A 3ANOYBAHE HA JIEYEHUE C CABERGOLINE - CAMOCTOATENHO UM KOMBUHWPAHO
CbC COMATOCTATUHOB AHAJIOI WMWK PEGVISOMANT (3AOB/MKUTENHN CA BCUYKU KPUTEPUWN)

MKB E22.0

CurypHa AuarHosa — noTebpaeHa Ha 6asata Ha KNMHWYHATA CUMNTOMATWKA, HUBO Ha PacTexeH XOPMOH, MarHuTHO-
pesoHatcHa (MPT) unu komnioTepHa (KT) Tomorpachus

HuBo Ha pacTexHus xopmoH (PX) u IGF-1:
= PX>25mcgl
®  IGF-1 - BUCOKO HMBO 3a CLOTBETHATa Bb3pacT
*  PX s xoaa Ha OGTT > 1 mcg/l (npw HepwabeTuum) '

3 | HuBO Ha TUpOMAHM XOpMOHH - fT4 J

4 | U3cnenBsaHe Ha KpbBHA 3axap 1 npu HeobxoaumocT K31 1

KoHcynTaumsi ChC Cneumanuct ouHu GonecTn u M3cresBaHe Ha OYHM AbHA ((DyHAOCKONWS) M Ha 3puTenHu
nonerta (nepumeTpus)

6 | KoHcyntaums c\uj cneunanucT HeBpoXmpypr 2

7 | Nunca Ha M3KNIOYBALUM KPUTEPMM MO T. B.°

THeoGXOAWMMTE M3CNeABaHWA ca OTPa3eHW B Tabn 2 Ha NPUNOXEHWe 2 - 3aALIKATENHO Ce MPEACTABAT Ha OpurMHanHa Gnaxka ot
nabopaTopuA N 3aBEPEHO U NOANNCAHO KOMWE, MPU Hanuuue Ha XOCNUTanM3auus ce npunara enukpuaa ¢ Homep U3 ¢ pasHocT Ao 1 mec. npean
KaHAURATCTBAHETO;

? aMBynaTopHM NMCTOBE OT Nperneay NP1 cneuuanmuct

yaocToBepsiBa ce ¢ n%nucun Ha YNEHOBETE Ha KOMUCUATA B NPUNOXeHUe 1 Ha HaCTOAWNTE MIUCKBAHMS

B. Il VI:{KHIOHLAIHH KPUTEPUM (NPU 3AMOYBAHE HA NEYEHWETO)
|

1. Cep ; yBCTBUTESTHOCT KbM aKTMBHOTO MN HAKOE OT NOMOLYHIUTE BelecTsa
2. BpemeHHOCT 1 KbpMeHe

OTroBaps Ha KpUTepUUTE 3a 3anoyBaHe Ha & AHeBHA fiosa
BMORMETO O . [ R s e st sant 1 (BRI | e

MOANWCH Ha YNIEHOBETE Ha KOMUCHATA: .................

M3NCKBAHWS HA H30K NPW U3ABAHE HA IPOTOKONM 3A NPOBEXIAHE HA NIEYEHME HA NOBULEHA NPOAYKLNS HA PACTEXXEH
% XOPMOH NPW AKPOMETANUS 1 XUMOOGUIAPEH TUTAHTUIbM B N3BBHEONHUYHATA MOMOLL
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JINCT 3A ONPELENSAHE HA KPUTEPUUTE NPU MPOAB/MKABAHE HA NEYEHUE HA NOBULLEHA NPOAYKLUUA
HA PACTEXXEH XOPMOH MPU AKPOMETAINUA U XUMO®U3APEH MTMrAHTU3BM

Wwe: [e[ T T T T T T T TT

3aBenexka: MeuyuHCKama OoKyMeHmaLUs, yOoCmOsepAsalla eceKU Om KPUMEPUUME & MOCOYeHa C UUPa 8 UHOBKC U 3a0BLMKUMENHO
Npudpyxaea HACMOAUOMO NPUSIONEHUE.

B. I KPUTEPMU 3A TMPOABLIMKABAHE HA TJEYEHUMETO CBbC COMATOCTATUHOBM AHAINO3W,
CAMOCTOATE/NHO UM KOMBUHWUPAHO C PEGVISOMANT (3AIBIDKUTENHN CA BCUYKWU KPUTEPUW)

MKB E22.0

MbnHa pemMucus:

*  PX<25mcgl

®* IGF-1 - HopmanHo HWBO 3a CbOTBETHaTa Bb3pacT
1A ® PXBxoaaHaOGTT <1 mcg/l (npn He/:wlaﬁeml.wl)1

JleyeHuemo npodbixaea CbC Chujama 603a COMaMoOCMamuHOE aHanoz.

YacTuueH oTroBop:
®  PX<cnoHe 30% OT U3XOAHOTO HUBO
»  |GF-1< CrpsiMO M3XOAHOTO HUBO '
1B
1) lleyeHuemo npodunxasa c no-eucoka do3a coMamocmamuHoe aHanoz (om 20 mg ce npemuraea Ha 30 mg).
2) Npu HedocmambyeH ehekm om neveHuemo ¢ 30 mg e NpodbmkeHue Ha 6 meceya, dosama ce yeenuyaea Ha 40 mg. Ako
cned 6 Meceya He ce MoCmUuzHe PeMucus, KbM Jie4eHuemo ¢ ro-eucoka 003a COMamocmamuHoe aHanoz ce doGaes
Pegvisomant. |

2 W3cneagane Ha d{uu AbHa (pyHAOCKONWS) W Ha 3pUTENHN noneTa (nepumeTpus) 2

3 | Nunca Ha nexerjnna nekapcTBeHa peakumsi U usknioysawm kputepum no 1. . 1 2

TeTanHa enukpu3a c OTpaseHa CTeneH Ha MOBMUABAHE Ha MOKA3SATeNWTe Cried 3anovsaHe Ha fevenwero, HEeoBXOAMMUTE M3CneaBaHus ca
OTpa3eHy B Ta0I. 2 Ha NPUNOKEHVe 2 - 33ABMKUTENHO Ce NPeACTaBSAT Ha OpUrvHanHa nakxka ot nabopaTopus UnKu 3aBepeHo U NOANUCAHO Konne
“amGynaTopHM NUCTOBE OT Npernean NPy cneunanucT

*yRoCToBepsBa Ce C NOANNCHTE Ha YNIEHOBETE Ha KOMUCHSTA B NPUTIOKeHUE 1 Ha HACTORLIMTE M3UCKBaHMS

r.L MSKHIO‘IBMM KPUTEPUMW (NPU NPOABIDKABAHE HA NEYEHWETO)

1. Cspbiuyammenuocr KbM @KTUBHOTO WNM HSIKOE OT NOMOLLHUTE BelyecTsa
2. BpemMeHHOCT 1 KbpMeHe

3. TpeKbCBaHe Ha TepanwsiTa o BUHa Ha GONHYs 3a Nepyo/ noseve oT 2 Mecelia
4. BkniouaHe Ha 60NHNS B KITMHUYHO NpoyyBaHe™

* KoMmucusiTa, KOSITO € Ha3Hauuna neuveHueTo u Habmiopasa 330J1, e AnbkHa HesabasHo Aa yBepommu Komucusta 3a

ekcneptusn no un. 78 T. 2 B LY Ha H3OK. Te3an 6ornHu ce 3anMcBaT B OTAENEH perucTbp u He rybsiT npasoto cu 3a
NpoABMKaBaHe Ha NEYEHMETO CeA NPUKITIOYBaHE Ha KIMHMYHOTO NPOyYBaHe.

OTroBaps Ha KpUTepuUTE 3a NPOALIVKaBaHe
Ha fleyeHueTo ¢ R s S — 5

MOANMUCY HA YNIEHOBETE HA KOMMUCHSTA: ..o

M3UCKBAHWS HA H3OK MPW U3ABAHE HA MPOTOKONM 3A NPOBEXIAHE HA NEYEHVE HA NOBULEHA NPOAYKLINS HA PACTEXEH
@ XOPMOH NPV AKPOMETANUSA 1 XMMO®UIAPEH MTAHTUIbM B N3BBHBEONHUYHATA NOMOLL
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JIACT 3A ONPEAENSHE HA KPUTEPUWUTE NPU NPOABINKABAHE HA NNEYEHWE HA MOBULLEHA NMPOAYKUWA
HA PACTEXEH XOPMOH NPU AKPOMEFAJIUSA U XUMO®U3APEH TMFAHTU3BM

Wwe: [em] [ T T T T T T 11

3abenexka: mMeduyUHCKama OOKyMeHmauus, yOOCmosepssaLa 6ceky om KpUMEPUUME € MOCOYEHa C UUhPa 6 UHOBKC U 3adLKUMENHO
NpudpyKaea HaCMOAUOMO NPUNOKEHUE.

B. Il. KPUTEPUM 3A NPOABLIMKABAHE HA NEYEHUMETO C PEGVISOMANT (3AOAB/DKUTENHU CA BCUYKU
KPUTEPUM)

MKB E22.0

Munxa pemucus:
® |GF-1 - HOpManHo HWUBO 3a CbOTBETHaTa Bb3pacT 1
JleyeHuemo npodbmkaea cbe chujama do3a Pegvisomant.
1 | YacTuuen otrosop:
®* IGF-1< cnpsmo mxox:mo'ro1
JleyeHuemo npodnnxasa ¢ no-eucoka do3a Pegvisomant.

2 | Uscneasane Ha ouny AbHa — hyHAOCKONWS U Ha 3PUTENTHY NONeTa — NepuMeTpUs ~

3 | Nunca na Hexenana nekapcTBeHa peakuusi 1 M3KniouBawm kputepum no 7. . Il 2

TeTanHa enuKpu3a C OTpaseHa CTeneH Ha NOBNWABaHe HA NOKA3aTenuTe Crie 3anoqBaHe Ha NEYeHMeTo, HeobXoAMMMTE W3cneABaHwsA ca
OTpaseHy B TabN. 2 Ha MPAUNOXKEHNE 2 - 3aABIKUTENHO C& NPEACTABAT Ha OpUruHana Gnakka oT nabopaTopus UnK 3aBEPEHO U NOANUCAHO Konue
amGynaTopHI NUCTOBE OT NPerneay Npy creunanucT

’yAocTosepsiBa ce C NOANUCHTE Ha YNeHOBETE Ha KOMUCHSITA B NPUNOXeHHe 1 Ha HACTOSIUTE UUCKBAHMS

. Il U3KIMIOYBALLM KPUTEPUM (MPU NPOABIKABAHE HA NEYEHWETO)

CBPBbX4YBCTBUTENHOCT KbM AKTVIBHOTO UMK HAKOE OT MOMOLLHUTE BelecTsa
Hanuyue Ha yepHoApoBHa HepocTaTbYHOCT

. Hanuuue Ha 6b6peyHa HegocTaTbuHOCT

. BpemeHHOCT u kbpMeHe

. TpexbcBaHe Ha Tepanusita no BUHa Ha GonHMs 3a NepUoA noseye OT 2 Meceua
. BknioysaHe Ha GOHUS B KIIMHUYHO NpoyyBaHe™

ooprwNs

* KomucusiTa, KOSITO € Ha3Hauuna neveHueTo u Habniopasa 330J1, e anbxHa HesabaBHo Aa yBeaomn Komucusita 3a
excnepTuan no un. 78 T. 2 B LY Ha H30OK. Teau GomnHu ce 3anucBaT B OTAENEH PerucTsbp W He ry6sT npasoTo cv 3a
NPOATLIKaBaHe Ha NIEYEHVETO CrEA NPUKIIOUBAHE Ha KITMHUYHOTO NPOyyBaHe.

OTroBaps Ha KpUTepUUTE 3a NPOALIIKaBaHe
Ha'rieYeHMETOC: I - . © | 7 e e BAHOBHRAORR,  cvvscsspasesssos

MOANWCH Ha YNeHOBETE Ha KOMMCHATa

M3NCKBAHNS HA H30K MPU N3[ABAHE HA POTOKONM 3A NPOBEXIAHE HA JIEYEHME HA MOBULEHA MPOAYKLNS HA PACTEXEH
% XOPMOH NPV AKPOMETANMA 11 XUMOOWU3APEH MMTAHTU3bM B U3BBHEONHUYHATA MOMOLY
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JIUCT 3A ONPEAENSAHE HA KPUTEPUUTE NPU NPOABLINKABAHE HA NEYEHUE HA NOBULLEHA NPOAYKLUUA
HA PACTEXEH XOPMOH MPU AKPOMETAINUA U XUMO®U3APEH TMrAHTU3BM

[ve: = S S s )

3aGenexka: MeduyuHCKama GoKyMeHmayus, yOOCTOBEPAEALUA 6CEKU OM KDUMEPUUMe € NOCOYeHa C YUghpa & UHOEKC U 3adbIKUMenHo
nNpudpyxaea HaCMOAWOMO NPUNOXKEHUE.

B. . KPUTEPUM 3A MPOABL/MKABAHE HA NEYEHUWE C CABERGOLINE - CAMOCTOATENHO WK
KOMBUHUPAHO CbC COMATOCTATUHOB AHATIOT W/UINN PEGVISOMANT (3AOBIDKUTENTHU CA BCUYKN KPUTEPUU)

MKB E22.0

YacTuyeH oTrosop:
®  PX<cnoHe 30% OT U3XoAHOTO
= |GF-1< cnpsmo u3xoaHoTo '

2 | WscnepgaHe Ha o4HM AbHA (hyHAOCKONWS) W HA 3PUTENHN NoneTa (nepumeTpus) £

3 | Nunca Ha Hexenawxa nekapcTBeHa peakuus 1 M3Kniousaim kputepum no . . I 1

TeTanHa enWKpU3a C OTPa3eHa CTeNeH Ha NOBNWABAHE Ha nokasaTenure Criej 3anodyBaHe Ha NeqeHueTo, HeoDXOAUMWTE WICNIeABAHWA Ca
OTpaseHy B Tabn. 2 Ha NPUNOXEHNE 2 - 3aABMKUTENHO Ce NPEACTABAT Ha OpuruHana Bnaxka oT NaGopaTopws Nk 3aBEPEHO U NOANMCAHO Konke
2amBynaTopHu NMCTOBE OT NPernean Npy CNeuuanucT

*yaocToBepsiBa ce C NOANMCHUTE Ha YNEHOBETe Ha KOMMCHSITA B NPUNOKEHMe 1 Ha HACTOALIMTE M3UCKBAHNA

|
T 1ll. U3KINIOYBALLM KPUTEPUM (MPY NPOAB/MKABAHE HA NEYEHUETO)
1

|
1. Cspw‘myac’mmenuoa KbM aKTUBHOTO MW HAKOE OT NOMOLLHUTE BellecTsa
2. Hanuyue Ha yepHoapobHa HeaoCTaTbYHOCT
3. MpekbecBaHe Ha TepanusiTa No BUHa Ha GONHUA 3a NepuoA noseve oT 2 meceua

4. meo»‘fsane Ha GOMHNA B KNUHWUYHO NpoyuBaHe™
|

* Komucwusita, KOAITO ]e HazHauyuna neyveHueTo u Habnmiopasa 330J1, e AnbxHa He3zabaBHO Aa ysegomu Komucusata 3a
eKcnepTMan no un. 78 T. 2 B LIY Ha H3OK. Teau Gonku ce 3anucBaT B OTAENeH PerucTsbp W He ry6sT npasoTo cv 3a
NpoAbMKaBaHe Ha NEYEHUETO Crief NPUKIIOYBaHe Ha KITMHUYHOTO NpoyyBaHe.

OTrosaps Ha KpuTepuuTe 3a NPOALINKaBaHe

Ha neyveHneTo ¢ B AHeBHa no3a

MOANWCH Ha YTIEHOBETE Ha KOMUCHATA:.......

g VI3UCKBAHWA HA H30K NPV M3JABAHE HA NPOTOKONN 3A NPOBEXAAHE HA NEYEHWE HA NOBMILEHA NPOAYKUMA HA PACTEXKEH
% XOPMOH NPW AKPOMETANUSA 1 XUMO®UIAPEH MMIAHTU3bM B U3BBHBEONHUYHATA NOMOLL



[image: image9.jpg]MPUOXEHWE 2
I. NEYEBHO-AUATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHM NPOAYKTH, ekniouenn B Mpunoxexve 1 Ha MJIC, kouto H3OK 3annawa B CboTBETCTBUE C
[eicTBaLLmMTe HOPMaTUBHU AOKYMEHTH.

INN DDD
OCTREOTIDE 0.7mg
PEGVISOMANT 10mg
CABERGOLINE 0.5mg

2. MPOCIEAABAHE:

M3CHEABAHMH NEPUOA HA NEYEHUE
WaxoaHo | Ha 3™ mecey LH- Bcekn 6 Meceua* | Ha scekn 12meceua”

XOPMOHAJTHU
PX v v v
IGF-I v v v
T4 v
BUOXMMUYHK
nioko3a/K3I v
ASAT v v v
ALAT v v v
T v v v
Ankanta coccatasa v v v
WHCTPYMEHTAJTHU
MacnensaHe Ha 04HM AbHA - (hyHAOCKONWSA v v
V3cneisaHe Ha 3pUTENHU MoneTa - NepuMeTpust v v
ABaomuHanHa exorpacus v v
Pentretorpacus, MPT/ KAT (no npeuenka)
EKT, Exokapauorpacusi (no npeueHka)
KOHCYNTAUUA
KoHcynTaums cbe cneuyuanuct odranmonor v
KoHcynTtauus cbe cneuuaniet HeBpoxupypr v

*pumbmMbm Ha npocnedesHe ce 3anasea u 3a no-HamambUWHU NepUoOU Ha neyeHue
W3cnepBsaHusiTa ce NpeAcTaBsAT Ha OPUTMHANHW GnaHkv Wiu 3aBepeHn KOnMA C MOANUC U nevar Ha N3 (npu Hanuuve Ha
XOCnUTanuU3aums ¢ AaBHOCT A0 1 MeC. NPEAN KaHAWAATCTBAHETO Ce Npunara 3aBepeHo konue oT envkpusa c Homep 13)

II. OBLUM U3UCKBAHUA

1. Bb3pacToBaTa rpaHMua ce U34MCNsiBa B HABBLPLUEHN FOANHM - T.e. BKIIOYUTENHO KbM AaTaTa Ha u3jjaBaHe Ha npotokona ot
cneuuanuampaHaTta KOMUCHs.

2. an HasHayaBaHe Ha Tepanus no NpPOTOKON 3aAbLIMKUTENHO ce CbOsPaC’ﬁBET Bb3pacToOBUTE OrpaHNYEHUs CbrnacHo kpartkarta
XapaKTepucTUka Ha CbOTBETHUS NEKApCTBEH NPOAYKT, yTBbpAEHa Mo peaa Ha 3JIMXM.

3. H30OK He 3annalya neyeHne U3BbH ykasaHaTa Bb3pacToBa rpaHnLa B KpaTkaTa xapakTepucTika Ha npoaykTa.

4. H30K He 3annatya neyeHne ¢ 403 Haj MakCUMasHO paspeLleHnTe Mo KpaTka xapakTepucTuka Ha npoaykTa.

5. KOMUCWATA, usnana npotokona Ha 330J1, cbxpaHsiBa BTOPM €K3eMNMsip Ha NPOTOKONA M BCHYKM Heobxoaumu
AOKYMEHTHM 3a u3naBaHeTo my.

Hacmoswume usuckeaHus ca paspabomeHu Ha ocHoeaHue yni. 55 om HPL 3a meduyuxckume delnocmu 2012 2odura (06H. &
/1B 6p. 3/10.01.2012 2.). u enuzam e cuna om 1 anpun 2013 2., cbanacHo 4n. 10 Ha Hapedba Ne 10 om 24 mapm 2009 2. 3a
ycnosusma u peda 3a 3annawaHe Ha nekapcmeeHu npodykmu no 4. 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume npodykmu
8 XyMaHHama MeduyuHa, Ha MeOUUUHCKU u30enusi U Ha OUeMUYHU XpaHu 3a crieyuaniu meduyuHcku uenu (obH. B, 6p. 31 om
2007 2.).

_y  VIBVCKBAHUSA HA H30K NPV W3JABAHE HA NPOTOKONM 3A MPOBEX/IAHE HA IEYEHME HA MOBULEHA NPOAYKLWS HA PACTEXEH
% XOPMOH MPU AKPOMETANUA 11 XUMO®WU3APEH MMTAHTU3BM B M3BBHEONHUYHATA NOMOL
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AEKNAPALUA 3A UHOOPMUPAHO CbITIACUE C UBUCKBAHUSATA 3A 3AMOYBAHE/ MPOABMKABAHE HA
NEYEHMETO C NNEKAPCTBEHUWA NPOAYKT

A3 ponynoanucanusT/a

C usnata MM npeaoctaBeHa UHopMal Ha TIEYEHNETO C neKapcTBeHus
NPOAYKT... ‘ O MONYuUX WU34epnaTerniHi OTTOBOPU Ha
nocra , AeKNapupam ye: H
i 3 ERtEpvpa —

1. nopLYaHaTa Min CXeMa Ha NeyeHme 1 NepuoanHoC

Ce siBSIBAM Ha KOHTPOMHM MperneaM W HaMa Aa

nms.

HWTE nperneau.
M CamOBOMHO WNM MOA APYro BHylieHue

NPOTOKON, N0 KOWTO CbM N nexapcTBeHs Npoay
asague Ha NOCOYEHMTE YCTIOBUS NIEYEHUETO MU C yriome

10

g VBUCKBAHWA HA H30K NPY U3[ABAHE HA NPOTOKONV 3A MPOBEXXAAHE HA NEYEHWE HA NMOBUILEHA NPOAYKLMA HA PACTEXEH
@ XOPMOH MPY AKPOMEFANIUS V1 XMMO®UBAPEH TMIAHTU3BM B U3BBbHEONHUYHATA MOMOLY





