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AKPOMEFANWSA U XUMO®U3APEH MTMIrAHTU3bM B U3BbHBEONTHUYHATA MOMOLL

MpoTokon®bT ce u3gasa OT cneuuanuMpaHa KOMUCUsi B neyebHu 3aBeaeHusi 3a GONHMYHA NOMOLW, CKMOYMNU
porosop ¢ H30R. CneuuanuanpaHnuTe KOMMCHUM Ce Cb3aaBar Ccbe 3anosea Ha Agupektopa Ha J13: KnuHuka no eHaokpuHonorus
kbm YCBAJE ,Akag. UsaH Menyes” - rp. Codus.

I. PEQ 3A 3ABEPABAHE HA NPOTOKOJTUTE

MpoTokonu 3a 3ano4yBaHe Ha nevyeHve

* [lonbnHeHo W noanucaHo npunoxeHnne 1A — nUCT 3a onpegensHe Ha
KpUTEPUUTE C BCUYKIM HEOBXOANMM U3CneaBaHns

= EnukpusaletanHa enukpu3a, BKIOYBALLA AaHHW OT aHamHesarta, cratyca u
NpeAxoxaaLlo neyeHne

CMELIMATTUINPAHA = EKCNepTHO CTAaHOBMULIIE C fiCHA MEeAULMHCKa MOTUBaUMs (3aAbMKUTENHO ce
komucua otbensaBa nUnca Ha U3KNIOYBALUM KPUTEPUN (10ONUCAHO OM 6CUYKU Y/IeHo8e Ha
cneyuanusupaHama Komucus)

= ‘lpoTokon 3a npeanuceaHe Ha nekapcrea, 3annawanu ot H30OK/P30OK" — Bp.
/ M3-H3O0K (nodnucan om ecuyku YneHoee Ha creyuanusupaHama KOMUcUsi)

Komucusinoun. 78, 1.2 | | 3asepka Ha npoTokona
o1 330 B LY Ha H30K B P30K

MpoTokonu 3a npoAbMkaBaHe Ha TepanusTa

* [lonbnHeHo W noanucaHo npunoxexne 16 — nuCT 3a onpeaensHe Ha
KpuTEpUUTE

* ETtanHa enukpu3a C BCUMKM u3cneasaHusi no tabnuuara sa npocreassaHe Ha
npunoxexue 2 (npunazam ce u Ha opuauHanHa bnaHka unu 3aeepeHo Korue),
CMEUUAITU3UPAHA o * EKCNepTHO CTaHOBMWE C $iCHA MEeAMLMHCKA MOTUBALMA (3aAbMkuTenHo ce
KomucuA oT6ens3Ba nUnca Ha W3KNIOYBALM KPUTEPUM (MOOMUCAHO OM 6CUYKU YleHoee Ha
creyuanuaupaqama KoMUcus)

= ‘lpoTokon 3a npeanuceaHe Ha nekapcTea, sannawianm ot H3OK/P3OK" — obp.
/ M3-H30K (nodnucan om ecuyku yneHoee Ha crneyuanusupaHama KOMUCUsi)

Komucus no un. 78, 1. 2
o1 330 B LY Ha H30K

3aBepka Ha
npotokona B P30K

Il. OB NONOXEHUA

1. 3011 nopaea nogroTBeHuTe AokymeHTH B P30K, Ha TepuTopusiTa Ha KOSITO € Hanpaeuno n3top Ha ONII. [okymeHTute
BKNIOYBAT:

1.1 3asBnenue no [upektopa Ha P3OK.

1.2 MonbnHeHo u nognucaHo npunoxenue 1. Monbrisa ce No CLOTBETHATA TOYKA W Ce npunara oTpaseHarta B UNPOB WHAEKC
MeMLUMHCKa AOKYMEHTaLMSs, yA0CTOBEPSABAaLLA BCEKN eUH OT KpuTepuuTe.

1.3 MbnHuaT Habop uacneaBaHus (hU3nKanHu, MHCTPYMEHTANHN U nabopaTopHu), OTpa3eH B Npunoxexue 2.

1.4 “NMpotokon 3a npeanucBaHe Ha nekapcTea, 3annawanmn ot H30K/P30K" —~ 06p. M3-H3OK, nsnanex ot cneuvanusnpasa
komucus. MNpunara ce opuruHan Ha NPOToKoNa, a Npu KaHAWAATCTBaHe 3a NpoAb/HkaBaHe Ha TepanuaTa ce NpeacTaBs opuriHan
Ha npeAxoAHUs NPOTOKOS C OTPa3eHN BCUYKM OTNyCHATU KONUYecTsa no Hero.

1.5 leknapauus 3a uHcopmupaHo cbrnacue rno obpaseu (npunoxexue 3)

2. P30K npuema pokymeHTUTe no T. 1 cnep cnpaBka OTHOCHO 3ApaBHOOCUrypUTenHus cratyc Ha 30/1.
3. MpoTokonuTe ce U3gasar 3a NepuoA A0 3 Meceua Npy 3anoysaHe Ha fneveHue u Ao 6 meceua 3a BCekn NopeaeH Kypc.

”
g VBUCKBAHWA HA H3OK 3A NEYEHME HA MOBULIEHA NPOAYKUWA HA PACTEXXEH XOPMOH MPW AKPOMEFANWUA 1 XUNOOU3APEH
MMIrAHTU3BM B U3BBLHEONTHUYHATA MNOMOLL - & cuna ot 1 1onu 2014 roguHa
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NUCT 3A ONPEAENAHE HA KPUTEPUUTE MPU 3ANOYBAHE HA NIEYEHUE HA NOBULWIEHA NPOAYKUWUA HA
PACTEXEH XOPMOH NMPW AKPOMETAITIUA U XUMNO®U3APEH TMrAHTU3BM

[ WUwe:

S MRS 7 A A D I I

3abenexka: meduyuHckama OoKymeHmauusi, ydocmoeepsisalya 6CeKu om Kpumepuume e nocoveHa ¢ yuchpa 8 UHOEKC U 3a0bIKUMenHo
npudpyxaea HaCMOAUW,OMO MPUNOXKEHUE.

A. |. KPUTEPUWN 3A 3ATOYBAHE HA NEYEHUE CbC COMATOCTATUHOBWU AHAJNO3U (SAOB/DKUTENHU CA
BCUYKU KPUTEPUMK)

Ile4eHne CbLC COMATOCTAaTMHOBM aHano3u ce 3anoysa NpPU HEMOBNUABaHe OT NPOBEAEHO OnepaTUBHO W/Mnun

nbyenevexue.
MKB E22.0
1 CurypHa AuarHosa — noTebpaeHa Ha 6asata Ha KNMHUYHATa CUMNTOMATUKA, HMBO Ha PacTeXeH XOPMOH,
peHTreHorpachusi Unu MarHUTHo-pesoHancHa (MPT) unu komnioTbpHa (KT) Tomorpacous 1
HuBo Ha pacTexHusi xopmoH (PX) u IGF-1:
2 =  PX>2.5mcg/l
®* |GF-1 - BUCOKO HMBO 3a CbOTBETHATa Bb3pacT
= PX B Xx0Aa Ha opaneH rnioko3o-tonepaHtex tect (OGTT) > 1 meg/l (npu HeanabeTnum) !
3 | HuBO Ha TMpeonaHU XOpMOHM - fT4 '
4 | UscnepBaHe Ha KpbBHa 3axap u npu Heo6xoaumocT K3M :
5 | PeHTreHorpacms unm MarHuTHo-pe3oHaHcHa Tomorpachms unu KAT <
6 | AGpomuHanHa exorpacus £
7 | KoHcyntaums cC cneunanucT HeBpoxXmpypr 4
8 KoHcynTaums cbC cneunanuct o4yHu Gonectv v uacneaBaHe Ha OYHM AbHA ((PYHAOCKONMA) M HA 3pUTESTHM
nonera (nepumetpus) >
9 | Nunca Ha u3knoYBawm kputepumn no 7. B. | 2

"Heo6xoAMMUTE M3CNeABaHMsl Ca OTpaseHu B TabnMUa 2 Ha NPUNOXeHUe 2 - 3aAbIKUTENHO Ce NPEeACTaBAT Ha opuruHanHa bnaxka ot
naﬁopaTopMn WNKU 3aBepeHo U NOANWUCaHO Konwe, Npu Hanuyue Ha xocnuranusauus ce npunara enukpusa ¢ Homep n3c AaBHoCT g0 1 mecey
npean KaHaAunaaTCTBaHeTo

amMBynaTopHK NUCTOBE OT Nperneav NP1 cneuuanuet

’oncrosepnBa Ce C NnoANUCUTE Ha YNeHOBEeTe Ha KOMUCUATA B NPUNOXeHue 1Ha HaCTOAWMUTE U3UCKBAHUA

OTroBaps Ha KpUTEpUMUTE 3a 3anoyBaHe Ha

B. |. U3KINIOYBALLN KPUTEPUM (MPU 3ANOYBAHE HA NIEYEHUETO)

1. CBpbX4yBCTBUTENHOCT KbM AKTUBHOTO MINN HAKOE OT NOMOLLHUTE BellecTsa
2. BpemeHHOCT n KbpmeHe

B Ao3a
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WBNCKBAHUA HA H3OK 3A NEYEHWE HA MOBWULIEHA MPOAYKUUA HA PACTEXXEH XOPMOH MPWU AKPOMEFANWA W XMHOOMSAPEa
FUrAHTU3BM B U3BBHBONTHUYHATA NMOMOLL - & cuna ot 1 tonu 2014 roauHa
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TIUCT"3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NIEYEHUE HA MOBULLEHA NPOAYKLUA HA
PACTEXEH XOPMOH MPU AKPOMEIANUA U XUNO®USAPEH FTMrAHTU3BM

Ume: | ErH | | | I I I I ] l I

3abenexka: meduyuHckama AokymeHmauyusi, ydocmoeepsisalua 6cexku om Kpumepuume e nocoveHa ¢ yugpa e UHOeKC U 3adb/KUMenHo
npudpyxaea HaCMOSAUOMO NPUNOXKEHUE.
A. ll. KPUTEPUM 3A 3AMOYBAHE HA NIEYEHUE C PEGVISOMANT (BAAB/MKUTENHU CA BCUYKU KPUTEPUM)

INeyenune ¢ Pegvisomant ce 3anoysa 3agbrkuTenHo cnepa 6 mece4Ho HeeeKTMBHO NneYeHne CbC COMaToCTaTUHOB
aHanor unu ce no6assi NPU YaCTUYEH OTrOBOP KbM NeYeHUeTO ChbC COMATOCTATUHOB aHarnor.

MKB E22.0

CurypHa pAuarHosza — notebpaeHa Ha 6asata Ha KNMHWYHATa CMMNTOMATVIKa, HMBO Ha PacTeXeH XOPMOH,
peHTreHorpachusi Unu MarHUTHoO-pesoHaHcHa (MPT) unu komnioTbpHa (KT) Tomorpacbus

HuBO Ha pacTexHus XxopMoH (PX) n IGF-1:
=  PX>2.5mcgll
®= |GF-1 - BUCOKO HMBO 3a CbOTBETHaTa Bb3pact
* PXBxogaHa OGTT > 1 mcg/l (npu HeanabeTnmn) !

3 | HuBO Ha TMpouaHU XOopMOHH - fT4 :

4 | W3cnenBaHe Ha KpbBHA 3axap W npyu Heobxoaumoct K3 '

5 | PenTreHorpacus unu MarHMTHO-pe3oHaHcHa Tomorpacbus unu KAT 4

¢ | KoHCYynTaumsi che crieumanct ouHM GonecT W W3CTIeABaHe HA OYHM ALHA ((YHAOCKONWR) U Ha 3puTenHu
nonera (nepumetpusi) -

7 | Nunca Ha uakniouBawm kputepum no 7. B. Il °

THeo6xoauMUTE M3CrieABaHMs Ca OTPa3eHM B Tabnuua 2 Ha NPUNOXKEHWe 2 - 3aAbLIKUTENHO Ce NPEACTaBAT Ha OpurMHanHa Gnadka ot
nabopaTopus UNK 3aBEPEHO M MOANMCAHO KOMWE, NPW HanuyMe Ha XOCNUTanu3aLMs ce npunara enukpuaa ¢ Homep M3 c gasHocT Ao 1 mecey
npeav KaHAWAaTCTBaHETO

amMGynaTOpHW NUCTOBE OT Npernean Npu cneuManucT

’yRocToBepsiBa Ce C NOANMCUTE Ha YNeHOBETEe Ha KOMUCUSTA B NPUIOKeHMe 1 Ha HACTOAUMTe UIUCKBAHUS

B. Il. U3KIMIOYBALLW KPUTEPWUU (NMPU 3ANOYBAHE HA NEYEHWETO)

CBPBbX4YBCTBUTENHOCT KbM aKTUBHOTO UMW HAKOE OT NOMOLLHUTE BelyecTsa
Hanuuune Ha YepHoapoGHa He0CTaTbYHOCT

Hanuuune Ha 6b6peyHa HeaoCTaTbUHOCT

BpemeHHOCT 1 KbpMeHe

i i

OTroBaps Ha KpUTepuuTe 3a 3anouBaHe Ha
nevyeHueTo ¢

4
_g_ UBMNCKBAHWA HA H3OK 3A NIEYEHWE HA MOBWLWEHA MPOAYKUMA HA PACTEXXEH XOPMOH MPU AKPOMEFANUA W XUNO®WU3APEH
FUFAHTU3BM B U3BBHBEONTHUYHATA NOMOLL — & cuna ot 1 tonu 2014 roguHa
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TNIACT"3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NNIEYEHUE HA NMOBULLEHA NMPOAYKUUSA HA
PACTEXEH XOPMOH NMPU AKPOMEIANTUA U XUMNO®U3APEH MTMrAHTU3BM

Wme: o I ErH ] ] I I I I l l [

3abenexka: meduyurHckama OoKymeHmauyusi, ydocmoeepsiealua 6CeKU Om Kpumepuume e focoyeHa ¢ yughpa e UHOEKC U 3adbIKUMEsHO
npudpyxaea HaCMOAULOMO NPUNONKEHUe.

A. lll. KPUTEPUW 3A 3AMNOYBAHE HA NIEYEHWE C CABERGOLINE - CAMOCTOATENMHO UMW KOMBUHUPAHO
CBHC COMATOCTATUHOB AHATIOI W/UIU PEGVISOMANT (SAABI/DKUTENHU CA BCUYKU KPUTEPUN)

MKB E22.0

CurypHa pamarHosa — notebpaeHa Ha Gasata Ha KnWMHUYHATa CUMMTOMATUKA, HUBO Ha pacTexeH XOPMOH,
peHTreHorpadms unu marHuTHo-pesoHancHa (MPT) unu komnioTbpHa (KT) Tomorpachus

Huso Ha pactexHus xopmoH (PX) u IGF-1:
= PX>25mcg/l
® IGF-1 - BUCOKO HUBO 3a CbOTBETHATa Bb3pacT
* PXBxopaHa OGTT > 1 meg/l (npn HeauabeTuum) 1

HUBO Ha TMPOUAHM XOpMOHHM - T4 '

W3cneaBaHe Ha KpbBHa 3axap u npu HeobxoaumocT K3 1

PeHTreHorpacmsi Unu MarHUTHO-pe3oHaHcHa ToMmorpacous unu KAT i’

oo | s |w

AbpomuHanHa exorpagpus 4

7 | KoHcyntaums cbC cneumuanucT HeBpoxmpypr &

KOHCYNTauusi ChC CreuManucT O4YHM 6ONeCT U M3crieABaHe Ha OYHU AbHA ((PYHAOCKONWS) M Ha 3pUTENnHM
noneta (nepumetpusi) >

9 | KoHcynTtaums cbC cneumanucT kKapauonor ¢ exokapauorpacpus 4

10 | Nlunca Ha naknioyBawm kputepum no 1. 6. Il 2

"HeoBxoaUMUTE M3CNEABaHMs Ca OTpPa3eHW B Tabnuua 2 Ha NPUNOXeHWe 2 - 3aAbMKUTENHO Ce NPEACTaBAT Ha OpuruHanHa Gnawka ot
nabopaTopus UNK 3aBEPEHO W MOANMCAHO KONWE, MPW HanW4uUe Ha XOcnUTanu3auus ce npunara enukpusa ¢ Homep M3 c pasHocT 4o 1 mecey
npeAu KaHAWAaTCTBAHETO

* amBynaTopHu NUCTOBE OT NPernean Npu cneuvanict

’ynocToBepsiBa ce ¢ NOANUCUTE HA YNEHOBETE Ha KOMUCUATA B NPUNOKEHMUe 1 Ha HACTOALUMTE NIUCKBAHUS

B. lIl. U3KMIOYBALLU KPUTEPWUU (NPU 3ANOYBAHE HA NEYEHUETO)

CBpbX4yBCTBUTENHOCT KbM @KTUBHOTO WUIW HAKOE OT NOMOLLHUTE BellecTsa
Cbpaeunn sabonsisaHus ¢ yBpexaaHe Ha knanure

Hanuuune Ha yepHoapobHa HegocTaTbyHOCT (3a Pegvisomant)

Hanuumne Ha 6u6peyHa HepocTaThyHOCT (3a Pegvisomant)

BpemeHHOCT 1 KbpmeHe

0 00 D3 8.

OTroBaps Ha KpUTEpUUTE 3a 3anoysaHe Ha biioaa
T s R A8 L e S ot ot e R S S

5
- WSNCKBAHUA HA H30K 3A NEYEHWE HA MOBULIEHA MPOAYKUWA HA PACTEXXEH XOPMOH NPW AKPOMEFANWUA W XUNO®WU3APEH
FTUrAHTU3BM B U3BBHBEONTHUYHATA NOMOLLL - B cuna ot 1 tonn 2014 roguHa
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TNNCT 3A ONPEAENAHE HA KPUTEPUATE NPU NPOABMKABAHE HA NEYEHUE HA NOBULLEHA NPOAYKLUA
HA PACTEXXEH XOPMOH NMPU AKPOMEIANTUA U XUNO®U3APEH TMFAHTU3BM

Ume: » ol P B T e

3abenexka: meduyurHckama AokyMeHmauus, yoocmoeepsiealya 6ceku om Kpumepuume e rocoyeHa ¢ uyugpa 6 UHOeKC U 3adb/KUMesIHo
npudpyxaea HaCMOSAWOMO NPUSTONKEHUE.

3a npoanLMKaBaHe Ha NeYEHMETO cCe KaHauaaTcTBa cried 3aBbplieH NbpBU TPUMEce4YeH Kype M npeueHka Ha
TepanesBTUYHUA OTroOBOp.

B. |. KPUTEPUU 3A NPOABIMKABAHE HA NEYEHUETO CbC COMATOCTATUHOBW AHAIIO3M (SAOBIHKUTENHU
CA BCUYKU KPUTEPUW)

MKB E22.0

MbnHa pemucus:

= PX<25mcg/

®= |GF-1 - HOpManHo HUBO 3a CbOTBETHaTa Bb3pacT
1A * PXBxoaaHa OGTT < 1 meg/l (npn HeanabeTnum) 1

Jleyenuemo npodkm«aea CbC cbWwama do3a cOMamocmamuHoe aHanoe.

YacTtuyen otrosop:
®* PX <cnoHe 30% OT U3XOAHOTO HUBO
= |GF-1< CrpsiMO M3XOAHOTO HMBO '
16
1) fleyeHuemo npodbrxaea ¢ nNo-eucoka do3a coMamocmamuHoe axanoz (om 20 mg ce npemurHaea Ha 30 mg).
2) Mpu HedocmambyeH echekm om neveHuemo ¢ 30 mg e npodbmkeHue Ha 6 Mmeceya, do3ama ce yeenuyaea Ha 40 mg. Axko
cned 6 mMeceya He ce MocmuzHe pemucusi, KbM fle4eHuemo ¢ no-eucoka do3a comamocmamuHoe aHanoz ce dobaes
Pegvisomant.

2 | W3cneasaHe Ha O4HW AbHa (DYHAOCKONWA) U Ha 3pUTENHN noneta (nepumeTpus) g

3 | Nunca Ha HexenaHa NekapcTBeHa peakums M U3kniouBalwy kputepun no 7. . 1 °

‘978""8 enuKpu3a Cc oTpaseHa CTeneH Ha noenusBaHe Ha nokasartenure cnej 3ano4BaHe Ha neveHweTo, HEOGXOAMMMTE unscneasanuns ca
0TpaseHu B Taﬁnuua 2 Ha npunoxexve 2- 3aABLMKUTENHO Ce NPeACTaBAT Ha opuruHanHa 6nanka ot nﬁGOPETOme “nu 3asepeHo 1 NoanucaHo
Konue

*amMBynaTOpPHW NUCTOBE OT Npernean Npu CNeuManueT

’ynoc‘rosepnn Cce C NoANUCHUTE Ha YNeHOBEeTe Ha KOMUCUATA B NPUNOXeHne 1 Ha HACTOALMUTE U3UCKBAHUA

r. 1. U3KNIOYBALLW KPUTEPUW (MPU NPOOABIMKABAHE HA NEYEHUETO)

1. CBpPbX4YBCTBUTENHOCT KbM aKTUBHOTO UIK HSIKOE OT MOMOLUHUTE BellecTsa
2. BpemeHHOCT U KbpMeHe:
3. BkniouBaHe Ha 60MHWA B KNTMHUYHO NpoyyBaHe™

* Komucusta, KOSITO e HasHauuna neveHneTo u Habniopasa 30J1, e AnbXHa HesabasHO na yseaomu KomucusTta 3a
ekcnepTnaun no yn. 78 1. 2 or 330 B LIY Ha H30K. Te3u 60nHu ce 3anucBear B OTAENEH PerucTbp U He rybsT npasoTo cu 3a
npoabMKaBaHe Ha NEYEeHNeTo cref NPUKNIDYBaHEe Ha KNMWHUYHOTO NpoyyBaHe.

OTroBaps Ha KpUTepuMUTe 3a NpoAbINKaBaHe 8 nosa
L s 1] e TR e R el S S e PO S Ry e e A e ) ORI L e

L W3NCKBAHUA HA H30K 3A NEYEHWE HA MOBUWEHA NMPOAYKUMA HA PACTEXXEH XOPMOH MPWU AKPOMEFANNA W XMHOOMSAPES
FTMrAHTU3BM B U3BBLHBEONHUYHATA NMOMOLLL — B cuna ot 1 tonu 2014 roauHa
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NUCT 3A ONPERENAHE HA KPUTEPUUTE NPU NPOABIMKABAHE HA NEYEHUE HA NOBULLEHA NMPOAYKUUSA
HA PACTEXEH XOPMOH NPU AKPOMEFANUA U XUNO®U3APEH TMFAHTU3BM

Wwe: 4 0 R T R R T O ) B

3abenexka: mMeduyurckama doKymeHmauusi, ydocmoeepsiealya 6CeKu om Kpumepuume e focoveHa ¢ yughpa e UHOEKC U 3a0bImKUMenHo
npudpyxaea HACMOAULOMO NPUNOKEHUE

B. Il. KPUTEPUK 3A NMPOABMKABAHE HA KOMBEUHUPAHO NEYEHUE CbC COMATOCTATUHOBU AHAINO3U U
PEGVISOMANT (SAQB/DKUTENHU CA BCUYKNU KPUTEPUK)

MKB E22.0

MNbnHa pemucus:

B PX<25mcgl

®* |GF-1 - HOpManHo HUBO 3a CbOTBETHATa Bb3pacT
1A = PXBxopaHa OGTT <1 mcg/l (npn HeanabeTnum) o

JleyeHuemo npodsbnkasa cbe Chujume o3u COMamMocmamuHoe aHanoz u Pegvisomant.

YacTtuyeH otrosop:
= PX<cnoHe 30% OT U3XOAHOTO HUBO
1B ®* |GF-1 < cnpsiMo N3XOAHOTO HUBO %

JleyeHuemo npodnKaea c cbe Cbuwama Ao3a COMamMoCMamuHoe aHanoz u no-eucoka dosa Pegvisomant.

2 W3cneasaHe Ha 04HW AbHA — hYHAOCKONUSA U HA 3PUTENHU nonerta — NepumeTpus 4

3

Jlunca Ha HexenaHa nekapcTBeHa peakuusi U uaknoysawm kputepun no 1. I 1l 3

TetanHa enuKpu3a C oTpaseHa CTeneH Ha noenusaBaHe Ha nokasaTenuTe cnej 3ano4ysaHe Ha JNeYeHweTo, neonoAerre uicneasanuns ca
oTpaseHn B 'raﬁnuua 2 Ha npunoxexue 2 - 3apBLIKUTENHO ce NPeACTaBAT Ha OpuruHanHa 6naHka ot naGopaTopua Wnn 3aBepeHo u noanucaHo
Konue

amMBynaTOpHK NUCTOBE OT Npernean NPU cneuuanucT

’yAOCTD!QpﬂBﬂ Ce C noAnucuTe Ha YeHOBeTe Ha KOMUCUATA B NPpUNoXeHue 1 Ha HaCTOAIMUTE U3NCKBAHMA

T. Il. U3KNOYBALLU KPUTEPUMU (NMPU NPOABIMKABAHE HA JIEYEHUETO)

Capbquamwrenuocr KbM aKTUBHOTO UK HAKOE OT NOMOLLHUTE BewlecTBa
Hanuuune Ha yepHoapobHa HeAoCTaTbYHOCT

Hanuune Ha 6b6peyHa HepocTaTbUHOCT

BpemMeHHOCT 1 KbpmeHe

BkniousaHe Ha 60ONHUS B KNWHUYHO NpoyyBaHe*

O b 0N

* Komucusta, KOsiTo € HasHayuna neveHuero u Habmopasa 30/, e aAnbxHa HesabaeHo pa ysegomu KomucusTta 3a
ekcnepTuamn no un. 78 1. 2 or 330 B LIY Ha H30K. Teau GonHu ce 3anucBaT B OTAENEH PerucTbp U He ryGaT npasoTo cu 3a
npoab/kaBaHe Ha NeYeHNeTo cres NPUKNIoYBaHe Ha KNMHMYHOTO NpoyYBaHe.

OtroBaps Ha KpuTepuuTe 3a NpoAbIKaBaHe B OHEBHa Ao03a
BERONSRMBIQE © o 20 0 DT T T siesesavennensesiveiais ot sbaseaiiis A AR s

_y_ VIBACKBAHWA HA H30K 3A NEYEHWE HA MOBUWEHA NPOAYKUMA HA PACTEXXEH XOPMOH MPU AKPOMEFANWA W XI/II'IOOVI:!APEZ
MMrAHTU3bM B U3BBHEONHUYHATA NOMOLL - 8 cuna ot 1 tonu 2014 roguHa
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NUCT 3A ONPERENAHE HA KPUTEPUUTE NPU NPOABLIMKABAHE HA NEYEHUE HA NOBULLEHA NPOAYKLMA
HA PACTEXXEH XOPMOH NPU AKPOMEFAIUA U XUNO®U3APEH TMIFAHTU3BM

[we: : £V e I ol G

3abenexka: meduuyuHckama OoKymeHmayus, yoocmosepsisawya 6CeKu om KpUumepuume € rocoyeHa ¢ yugpa 8 UHOEKC U 3adbIKUMENHO
npudpyxaea HACMOSUOMO NPUNOKEHUE.

B. lll. KPUTEPUN 3A TMPOABIDKABAHE HA JEYEHUE C CABERGOLINE - CAMOCTOATENHO WU
KOMBUHUPAHO CTbC COMATOCTATUHOB AHANOI U/UINU PEGVISOMANT (BAABI/DKUTENHU CA BCUYKU KPUTEPWUN)

MKB E22.0

YacTuueH otrosop:
1 "  PX <cnoHe 30% OT U3XoAHOTO
® |GF-1< ChpsIMO M3XOAHOTO '

2 | WUacneppaHe Ha o4HM AbHA (hyHAOCKONKS) U HA 3PUTENHN noneTa (NepumeTpus) ¢

3 | Nunca Ha HexenaHa nekapcTBeHa peakuus U U3KmioyBawm kpurepum no . I Il °

TetanHa enukpu3a C OTpaseHa CTENeH Ha NOBNWABAHE Ha NokasaTenuTe Criej 3anodBaHe Ha NeveHMeTo, HEeoBXOAMMUTE W3CNeABaHMA ca
oTpaseHu B Tabnuua 2 Ha NpunoXeHue 2 - 3a4bMKUTENHO Ce NPEACTaBAT Ha OpuruHanHa Gnaxka ot nabopaTopus WK 3aBePeHO W NOANUCAaHO
Kkonue

“amMBynaTopHM NUCTOBE OT Nperneav Npyu cneuuanuct

*yRocToBepsiBa Ce C NOANMCUTE Ha YNeHOBETEe Ha KOMUCHATA B MPUNOXeHMe 1 Ha HACTOALUMTE UIUCKBAHNA

. 1. USKNKOYBALLU KPUTEPUM (NPU NPOABINKABAHE HA NEYEHUETO)

CBpbX4yBCTBUTENHOCT KbM aKTMBHOTO UMK HSIKOE OT NOMOLLHUTE BelecTsa
Hanuuue Ha yepHoapobHa HegocTaTbyHOCT (3a Pegvisomant)

Hanuuue Ha 6b6peuHa HepocTaTbyYHOCT (3a Pegvisomant)

BpemeHHOCT 1 kbpMeHe

BkniousaHe Ha 60MHNA B KNMHUYHO NpoyyBaHe™

S olifd- B3 oh

* KomucusTa, KOSITO @ HasHauuna neveHueTo v Habniopasa 30J1, e AnbxHa HesabaBHO Aa yBeaomu Komucusita 3a
ekcnepTuaun no un. 78 1. 2 or 330 B LY Ha H3OK. Teau 6onHu ce 3anucear B OTAENEH PErucTbLP U He ry6aT npasoTo cu 3a
npoabKaBaHe Ha NeYeHUeTo cnea NPUKNIOYBaHe Ha KNUMHUYHOTO NpoyyBaHe.

OTroBaps Ha KpuTepuuTe 3a NpoAbLIMKaBaHe

Ha nevyeHueTo ¢ B fosa

g VBUCKBAHWA HA H3OK 3A NEYEHME HA NOBWWEHA NPOAYKUUA HA PACTEXXEH XOPMOH MPWU AKPOMEFANUS W XMI’]OOMSAPE&
MMrAHTU3BM B U3BLHBEONHUYHATA NOMOLL ~ 8 cuna ot 1 1onn 2014 roauna
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1. NEYEBHO-AWATHOCTUYEH ANITOPUTBM

1. NEKAPCTBEHMW NMPOAYKTHW, skniovenu B lMpunoxenwne 1 wa MJC, kouto H3OK sannawa B cboteBetcTeue C
AeicmBalLmMTe HOPMaTUBHN AOKYMEHTU.

INN DDD
OCTREOTIDE 0.7 mg
PEGVISOMANT 10 mg
CABERGOLINE 0.5 mg
2. MPOCINEAABAHE:
W3CNENBAHMS i NEPUOA HA NEYEHUE
WaxogHo |[Ha3 Moeeql Ha Bcekn 6 meceua* | Ha Bceku 12meceua”
XOPMOHAINHU
PX v 4 v
IGF-I v v v
T4 v
BUOXUMUYHU
nioko3a/K3r v
ASAT v v
ALAT v v
FUT: v v
AnkanHa cocchartasa v v
WHCTPYMEHTAITHU
W3cnepBaHe Ha 04HU AbHA - hyHA0CKONUS v
WacnenBsaHe Ha 3puTentHu noneta - nepumeTpust v v
AbpomuHanHa exorpacus (camo 3a Octreotide) v v
PentreHorpadus, MPT/ KAT v
EKI, Exokapavorpacms (camo 3a Cabergoline) v
KOHCYNTALUWUN
KoHcynTauus cbC cneuuanueT o4Hn Gonecti v
KoHcynTauus CbC cneuuanueT kKapavonor v
(camo 3a Cabergoline)
KoHcynTaums CbC Cneyuaniuct HeBpoxupypr v

*pumbmMbM Ha npocnedesiHe ce 3anasea u 3a Mo-HamambwHU Nepuodu Ha NeveHue
W3cneaBaHusTa ce NPeACTaBAT Ha OPUTMHANHW GnaHku UNnW 3aBepeHu Konus ¢ MoAnuc u nevar Ha J13 (npu Hanuuve Ha
XOCMUTaNNU3auus ¢ AaBHOCT A0 1 Mecel npeav kaHAUAaTCTBAHEeTO ce npunara 3aBepeHo Konue oT envkpusa ¢ Homep 13)

Il. OBLLIX UBUCKBAHUSA

1. Br3pacToBara rpaHuua ce U34UCNSBA B HABLPLUEHU FOAUHN - T.€. BKIIYNTENHO KbM AaTaTa Ha u3jasaHe Ha npoTokona ot
cneuvanuanpaHara KoMucus.

2. MNpu Ha3HayaBaHe Ha Tepanus Mo NPOTOKON 3aAbIDKMTENHO Ce CbobpassaBaT BbL3pacToBNTE OrpaHNYEeHNs, CbIMacHo kpaTkarta
XapakTepucTuka Ha CbOTBETHUSI NeKapCTBEH NPOAYKT, yTBbpAEHa no peaa Ha 3/1MXM.

3. H3OK He 3annalya neyeHune U3BbLH ykaszaHaTa Bb3pacToBa rpaHuLa B kKpaTkarta xapakTepucTuka Ha npoaykra.

4. H30K He 3annala neyeHue C 4031 HaA MaKCUManHoO paspeLueHuTe No kKpaTka xapakTepucTika Ha npoaykTa.

5. B cnyvyai Ha HacTbnuna noAo3vpaHa HexenaHa nekapctBeHa peakuws, nekapst ysegomssa WAJ no pega Ha un. 183 ot
3/INMXM. Konue oT cbobLieHneTo ce npunara kbM MeauUmMHckaTa aokymeHTauus Ha 30J1 npu kaHaWAaTCTBaHe 3a nedeHune.

6. KOMUCUATA, usgana npotokona Ha 30J1, cbXpaHsiBa BTOPU €K3eMMNMsp Ha NpPoToKOna U BCUYKM Heobxoaumu
AOKYMEHTH 33 U34aBaHETO My.

Hacmoswume usuckeaHusi ca paspabomeHu Ha ocHosaHue 4n. 56 om HauuoHaneH pamkoe 002080p 3a MEOUUUHCKUME
deliHocmu 3a 2014 2oduHa (06H., [B, 6p. 3 om 10.01.2014 2.) u enusam e cuna om 1 wonu 2014 2., cbenacHo un. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 e. 3a ycnoeusima u peda 3a 3annawjaHe Ha nekapcmeHu npodykmu no y4n. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npooykmu e XxymaHHama meduyuHa, Ha MeOUUUHCKU u3denus u OuemuyHu XpaHu 3a crneyuanHu
meouyuHeku yenu (obw., B, 6p. 31 om 2007 e.).

9
Lot W3UCKBAHWA HA H3OK 3A NEYEHWE HA MOBUWIEHA NMPOAYKUWA HA PACTEXXEH XOPMOH MPW AKPOMEFANWMA U XUNO®U3APEH
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AEKMNAPALUA 3A UHOOPMUPAHO CbITTACUE C UBUCKBAHUATA 3A 3AMNOYBAHE/ MPOAB/MHKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

cnej Kato ce 3anosHax C Uusnata MW NpeAocTaBeHa WHGOpMauMsi M uenTta Ha Ne4YeHueTo C nekapcTeeHus
NIPOAYKT B e ot ouil dressustecsinssssassuenssssirsrsessnssasansssnsansassisassssesl W Crea kato nonyyux uadepnaternHu OTroBOpWU Ha
nocTaBeHUTE OT MEH BLIPOCK, AeKknapupam ye:

1. llle cnaseam nperopbyaHaTa M Cxema Ha neveHune U NepuoANYHOCT Ha KOHTPONHUTE nperneav.

2. PepoBHO Lie ce sBsBaM Ha KOHTPOMHW Mperneau U HaAMa Aa MPOMEHAM CaMOBOSIHO WM MOA APYro BHyLIeHWe
HasHayeHaTa Mu Tepanus.

3. [pu npeycTaHoBsIBaHe Ha NEYEHNETO NO MPUYMHY, HENPOU3TUYALLYM OT pelleHneTo Ha KommucusTa sa ekcneptuan 8 P3OK
whnn Komucusita no un. 78, 1.2 ot 330, we yseaoms HesabasHo nuuHus cv nekap n P3OK u we BbpHa B P3OK
MOCNeAHMs NPOTOKOA, MO KOWTO CbM Nonyyaean/a nekapcreeHuns NpoAyKT.

4. [pw HecnassaHe Ha NOCOYEHWUTE YCIOBUSI NEYEHUETO MU C YNOMEHATUS NekapcTBeH NPOAYKT we Gbae npekpateHo u

HsIMa i@ Umam npeteHuLnn kbm H30K.

(ume, npesaume u chamunus)

Moanuc:

_y_ VBMCKBAHUA HA HBOK B3A NEYEHWE HA TMOBWLIEHA MPOAYKUWUA HA PACTEXXEH XOPMOH MPWU AKPOMErANUA W XMHOOMSAPéﬂ
FUFAHTU3BM B U3BBHBEONHUYHATA NMOMOLL ~ B cuna ot 1 tonn 2014 roguHa




