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NPUNOXEHMUE 3

LEKIAPALIUA 3A UHOOPMUPAHO CBITIACUE C U3BUCKBAHUSITA 3A 3AMOYBAHE/ NPOAB/MKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NMPOQYKT

CNeA Kkato ce 3anosHax C uanata MU npefocTaBeHa MHAOPMaLMs W UeNTa Ha NeYeHneTo C NeKapCTBEHUs
Lo TiVleg OO OUTIOROORONRY. W creg Kato noryuux M3YepnatenHu OTrOBOPU Ha
NoCTaBeHUTe OT MEH BBLNPOCH, AeKnapupam ye:

1. lle cnassam npenopbyaHaTa M1 CXeMa Ha NeYeHe 1 NEPUOANYHOCT Ha KOHTPOTHUTE Nperneau.

2. PenoBHo we ce siBSiBaM Ha KOHTPOMHM MPErneau v HAMa Aa NPOMEHSM CAMOBOMHO MMM MOA APYrO BHyLLEHUe
HasHayeHaTa My Tepanus.

3. Tpu npeycraHoBsBaHE Ha NEYEHMETO NO MPUYMHY, HENPOUITUYALLM OT PeLLIEHNETO Ha KomucusiTa 3a ekcneptuau B P30K
winn Komucnata no un. 78, 1.2 ot 330, we yBefoms He3abaBHO NUuHUS cv nekap u P30OK u we BbpHa B P3OK
NOCINeHMS NPOTOKON, MO KOWTO CbM NoNy4aBan/a NekapcTBEHUs NPOAYKT.

4. Tpn HecnassaHe Ha NOCOYEHUTE YCTOBMS NIEYEHUETO MM C YNIOMEHATUS NeKapcTBeH NPOAYKT Lie Gbae NPEKPaTeHo 1

HAMa Aa umam npeteHuun kbm H30K.

” VBUCKBAHUA HA H30K MPU NEYEHUE HA MOBULLEHA NPOAYKUMA HA PACTEXEH XOPMOH MPU AKPOMEFANUA U XMHOOI/ISAPEg
|\7> 4 TUFAHTU3BM B U3BBLHBEONTHUYHATA MOMOLL - 8 cuna ot 15 mait 2018 roauna
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M3WUCKBAHUA HA H30K NPU U3OABAHE HA NMPOTOKONM 3A MPOBEXAAHE HA TIEYEHUE HA
AKPOMETANIUA U XUNMO®U3APEH MTMrAHTU3bM B U3BBHHEOTHUYHATA NMOMOLL|

MpoTokonbT ce wspaBa OT cneuuanusMpaHa KOMWUCHUS B neveGHU 3aBefeHMs 3a GONMHWUYHA nomouy, CKIYunu
Aorosop ¢ H3OK. CneuunanuaupaH1Te KOMMCHUM Ce Cb3aaBaT CbC 3anoses Ha Avpektopa Ha J13: Knuhuka no eHaokpuHonorus
kbm YCBAJIE ,Akaz. MBaH Mexyes” — rp. Cocus

I. PE[] 3A 3ABEPABAHE HA NPOTOKOJUTE

MpoTokonu 3a 3anoy4BaHe Ha neveHne

* MonbrHeHo ¥ nognucaHo NpunoxeHue 1 — NUCT 3a onpeAensiHe Ha KpuUTepu1Te
(no Touka A) c BCUYKN HEOBXOAUMMU n3cneaBaHUs
* MeauMuMHCKa AOKYMEHTaUMsi C MPUIIOXKEHU BCUYKM HeoBXoauMu nokasatenu u

uscneasaHus no Tabnuua 2 Ha npunoxexue 2
CNELMAITUSUPAHA 5| * PelleHue Ha cneuuanuavpaHa KOMUCUS C iCHa MEAMUMHCKA MOTUBAaUMS 3a
komucus 3anoyBaHe Ha TepanusiTa (1odnucaHo om 6CUYKU 4fleHOee Ha creyuanu3upaHama
Komucusi)
* ‘lpoTokon 3a NpeanucBaHe Ha nekapcTsa, 3annawanm ot H30K/P3OK™ — obp.
/ M3-H30K
Komucus no un. 78, . 2 5| 3aBepka Ha npoTtokona
ot 330 B LY Ha H30K B P30K

MpoTokonu 3a npoAbMKaBaHe Ha TepanuaTa

= MonbnHeHo 1 NoanMcaHo NpunoxeHue 1 — NUCT 3a onpeaensHe Ha KpuTepunuTe
(no Touka B) ¢ Bcuuku Heobxoaumu nacnensaHus
= MeauumHCKa AOKYMEHTALMUSI C MPUNOXEHN BCUYKM HEOBXOAMMW nokasaTenu n

u3cneasaHus no Tabnuua 2 Ha npunoxexue 2
CNELMANTU3UPAHA 5| * PeuweHne Ha cneumanuaupaHa KOMWCMSI C SICHA MeOMLMHCKA MOTMBAaLMS 3a
Komucus 3anoysaHe Ha TepanusTa (ModnuUcaHo OM 6CUYKU YNIeHOSe Ha CreyuanuaupaHama
Komucus)
= “Mpotokon 3a npeanuceaHe Ha nekapcrea, 3annawaun ot H30K/P30K” — obp.
/ M3-H30K
Komucus no un. 78, 1. 2 3aBepka Ha
o1 330 B LY Ha H30K npotokona B P30K

Il. OBLUM NONOXEHUA

1. 3011 nopaea nogroteexuTe AokymeHTH B P3OK, Ha TepuTopusiTa Ha KOSITO € Hanpasuno u36op Ha OMNJ1. [lokyMeHTUTe
BKIIOYBAT:

1.1 3aasnenue ao upektopa Ha P3OK.

1.2 MNonbnHeHo 1 nognucaHo npunoxenme 1. Monbnea ce No CLOTBETHATA TOYKa U Ce npunara otpaseHara B LM(POB UHAEKC
MeauLmMHCKa IoKyMEHTaLmsl, yA0CTOBepsBalLa BCEKW ANH OT KpuTepumTe.

1.3 Mbnumuat Habop uscneaBaHus (OU3NKaNHM, MHCTPYMEHTANHM 1 nabopaTopHu), OTpaseH B Npunoxexue 2.

1.4 “MpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawaniu ot H30K/P30K” — 06p. M3-H30K, usnaneH ot cneunanusnpana
komucus. lpunara ce opurHan Ha NpoTokona, a NPU KaHAWAATCTBAHE 3a NPOAbIIXABAHE Ha TEpanuUsiTa Ce NPeACTaBs OpUriHan
Ha Npe/iX0AHUSi NPOTOKOS C OTPa3eHN BCUYKM OTMYCHATW KOMUYECTBA MO HEro.

1.5 PelweHue Ha cneunanuavpaHa KOMUCMSI OT Nne4yebHO 3aBEAEHME — M3NLIHUTEN Ha AmbynatopHa npoueaypa Ne 38
»,OnpeaensHe Ha NnaH Ha neyeHMe U NPoCreasBaHe Ha TepanesTUUHUS OTIOBOP MU NaLMeHTH, nonyyasalln CKbMOCTPyBaLLn
TieKapCTBeHn NPoAyKTY No peaa Ha un. 78, an. 2 330“ - 6n. M3-H30K Ne 13

1.6 [leknapaums 3a MHchopMmMpaHo cbriacue no obpasely (npunoxeHnue 3)

2. P30K npuema nokymeHTUTe no T. 1 crief cnpaBka OTHOCHO 3ApaBHOOCUrypuTenHus ctatyc Ha 30J1.
3. MbpBUAT U BCekM CneaBawy NPOTOKON Ce U3aaBaT 3a nepuoa ao 180 gHu.

r 3 VIBUCKBAHMA HA H3OK MPU NEYEHWE HA MOBULLIEHA NPOAYKUMA HA PACTEXXEH XOPMOH NMPU AKPOMETANUA U XMHOOMSAPE%
’7«’ TUFAHTU3bM B U3BBLHBEONHUYHATA MOMOLLY - B cuna ot 15 mait 2018 roguHa
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NPUNOXEHMUE 1

JIUCT 3A ONPERENAHE HA KPUTEPUNTE MPU 3AMNOYBAHE HA NEYEHUE HA NMOBULLEHA NPOOYKUUA HA
PACTEXEH XOPMOH MPU AKPOMEANUA U XUNODUIAPEH M’MIrAHTU3IBM

Ume: l ErH | [ ‘ ' J I [ l ‘ [

3abenexka: MeduyuHckama dokymeHmauyusi, ydocmoseepsieawa eceku om Kpumepuume e rocoyeHa ¢ yugpa 8 UHOEKC U 3adBIXUMENHO
npudpyxasa HaCMOAU4OMO NPUNOKEHUE.

A. KPUTEPUM 3A NONYCTUMOCT/3AMNOYBAHE HA NEYEHME C INN OCTREOTIDE (3AOBIIKUTESHU CA
BCUYKU KPUTEPUMN)

TNeyenme ¢ Octreotide ce 3anousa Npu HeNoBNMsIBaHe OT NPOBEAEHO ONEPATUBHO M/MNK MbYeneyeHme.

MKB E22.0

CurypHa pmarHosa — noTsbpaeHa Ha 6asata Ha KNMHWYHATA CUMATOMATUKA, HUBO HA pACTEXeH XOPMOH,
peHTreHorpachus unu MarHuTHo-pesoHaHcHa (MPT) unu komnioTbpHa (KT) Tomorpacpus 22

HuBo Ha pacTexHus xopmoH (PX) n IGF-1:
" PX>2.5mcgll
® IGF-1 - BUCOKO HWBO 3a CbOTBETHATA Bb3PacT

*  PX B xoaa Ha oparieH rmioko3o-TonepanTeH tect (OGTT) > 1 meg/l (npn HeaunabeTuum) ‘>

3 | Huso Ha Tpeonanu xopmohu — TSH, T4 '

4 | UscnepBaKe Ha KpbBHa 3axap u npn HeobxoaumocT K3M, HbA;. ‘%

5 | PeHTreHorpacusi unu MarHMTHO-pe3oHaHCHa ToMorpadms unu KAT 128

KoncynTauwus cuC CrieunanicT ouHm GonecTn u MICneaBaHe Ha OuHW ALHA ((YHAOCKONWR) M Ha 3puTenHu
nonera (nepumetpus) >

7 | A6pomuHanHa exorpacms 2

8 | KoHcynTaums chC cneumanicT HeBpoxupypr ' =

9 | Nunca Ha usknOYBaLLM KpUTEPUM No T. B. :

L enukpu3a OT nocneaHa xocnutanusauus B JI3BI, BkniouBalia WHGOPMaLMs 3a HA4anoTo W XoAa Ha 3abonsABaHeTo, M3cneABaHus,
KoHCcynTauuu

HEeobXoAMMMTe U3CNIEABaHUSA U NPErmnean OT CMIeLMArnyCT, NOCOYeHN B Tabnuua 2 Ha NPUIOXKEHNE 2 3aAbIDKUTENHO Ce NPEACTABAT Ha
OpUrMHanHy Gnanku (M 3aBepenn U NOANMCAHY KONUS) UMK Ca OTPA3EHN B ENUKPU3a C 4aBHOCT 40 1 MECel NPeAM KaHANAATCTBAHETO

peleHue Ha creLuanuampaHa KOMUCHS C ScHa MOTMBaLWs 3a HeOBXOAMMOCTTA OT 3aN0YBaHe Ha NEeYEHNETO
YAOCTOBepsiBa ce C MOANUC Ha crneuuanucTa/Habnioaasawy/nekyBau nekap B NPUIOXeHUe 1 Ha HaCTOSIUUTE U3UCKBaHUSI

B. U3KITIOYBALLM KPUTEPUM (MPU 3ANOYBAHE HA NEYEHUETO)
1. CBPbXUYBCTBUTENHOCT KbM aKTMBHOTO UMW HSKOE OT MOMOLLHIUTE BELECTBa

2. BpemMeHHOCT 1 KbpMeHe
3. Jlvua noa 18 roaviuHa Bbapact

OrtroBaps Ha KpuTepuuTe 3a 3anoysBaHe Ha
neyeHueTo ¢

B Aoo3a

V3UCKBAHWUS HA H3OK MPU NEYEHUE HA MOBMILEHA NPOAYKUNA HA PACTEXXEH XOPMOH MPU AKPOMEFANUS U XW‘IO@MSAF‘Eﬁ
TUFAHTU3BM B U3BBHBONHUYHATA NOMOLL - & cuna ot 15 mait 2018 roguHa
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NPUNOXEHMUE 1

JUCT 3A ONPERENAHE HA KPUTEPUUTE MPU NPOLBMKABAHE HA NEYEHUE HA NMOBULLEHA NPOAYKUMA
HA PACTEXEH XOPMOH MPU AKPOMETANUSA U XUMO®UIAPEH MMrAHTU3BM

Ijme:

lerw] [ [ [ T T T T T

3abenexka: meduyuHckama dokymeHmauyus, ydocmoseepsiealya eceku om Kpumepuume e rocoyeHa ¢ yugpa 8 UHOEKC U 3adbIKUMENHoO
npudpyxasa HaCMOAULOMO NPUNOKeEHUE.

B. KPUTEPMW 3A MOCNEABALL KOHTPOMN/MPOOBINKABAHE HA NEYEHUETO CbC COMATOCTATMHOBM

AHAJIO31 UITM KOMBUHUPAHO JIEYEHME C INN OCTREOTIDE U INN PEGVISOMANT (3AIbIKUTENHU CA BCUYKU
KPUTEPUMW)

MKB E22.0

1A

MunHa pemucus:
" PX<25mcg/
® IGF-1 - HopmarnHo HWBO 3a CLOTBETHaTa Bb3pacT
= PX B xopa Ha OGTT < 1 meg/l (npu HeanaGetnuu)

Jledenuemo npodnnxaea cbe chwama do3a Octreotide

1B

YacTuueH otrosop:
" PX<cnoHe 30% OT U3XOAHOTO HUBO
= |GF-1< CNpsIMO U3XOAHOTO HMBO "2

1) JleyeHuemo npodunxkaea ¢ no-eucoka do3a Octreotide (om 20 mg ce npemuHasa Ha 30 mg).

2) Mpu HedocmambyeH egpexkm om neveHuemo ¢ Octreotide 30 mg & MPodLmKeHue Ha 6 Meceya, dozama ce
yeenuyaea Ha Octreotide 40 mg.

3) AKko He ce nocmuzHe pemucusi, ie4eHuemo NPodnLaea cbC COMamocmamuHoe aHanoz Pasireotide.

4) Ako He ce nocmuzHe pemucus, neyeHuemo npodbnxaea ¢ Kkom6uHupawa mepanusi Octreotide u
Pegvisomant unu camo Pegvisomant npu nbnxa nunca Ha omzoeop kLM Octreotide.

XopMoHarnHy uacneasamms >

BuoxumnyHm nanessanms '

VscneasaHe Ha O4HM AbHA ((hyHAOCKONWS) M Ha 3pUTenHM noneTa (nepumeTpusi) 2

2
3
4
5

INunca Ha HexenaHa fleKkapcTBeHa peakuus U U3KnYBawm kputepum no 1. I, 2

! PeLleHne Ha cneyuanu3npaHa KOMUCHS ¢ sicia MOTUBALMS 32 HEOBXOAUMOCTTa OT NPOABLIDKABAHE Ha NEYSHUETO
HeoBXoAUMUTE M3CNIeABAHMA U NPErneau OT CNeunanucT, NocoYeHu B Tabnuua 2 Ha NPUNOXeHue 2 3aAbIKUTENHO Ce NPeACTaBAT Ha
OPUrUHaNHY GnaHky (Wnk 3aBePeHI 1 NOANUCAHIA KOMUS) MK Ca OTPA3EHM B ENUKPU3A C AGBHOCT A0 1 MECEL| NPEAN KaHAWAATCTBAHETO
YAOCTOBEpsiBa Ce C NOANMC Ha cneuuanucTa/Habnionasauy/nexysauy fiekap B NpUnoxexue 1 Ha HaCTOSWUTE UINCKBAHUS

T. U3KIIOYBALLM KPUTEPUM (MPU NOCNEABALL KOHTPOS/NMPOLBLMKABAHE HA NEYEHUETO)
1. CBPbXUyBCTBUTENHOCT KbM aKTUBHOTO MW HSIKOE OT NOMOLLHWUTE BELLECTBa

BpemeHHOCT 1 kbpmeHe

Jluua nop 18 roguwHa sb3pact

Texko 4epHOAPOGHO yBpexaaHe

Hanuume Ha yepHoapo6Ha HegocTaTbUHOCT (3a Pegvisomant)

Hanuuve Ha 6u6peyHa HejocTaTbuHOCT (3a Pegvisomant)

020N

OTroBaps Ha KpuTepuMTe 3a NpoALIMKaBaHe
HagiegeHmeTo e 0000 000 s VSR e

K

@}q

B Aosa

noanuc Ha cneuvanucra/Habnioaasaw/nekysaw nekap/:

g VIBUCKBAHUA HA H3OK MPWU NEYEHWE HA MOBWULIEHA NPOAYKUMA HA PACTEXEH XOPMOH MPU AKPOMETAMUA U XMHO®M3APEa
TUFAHTU3BM B U3BLHBONTHUYHATA MOMOLL - B cuna ot 15 mait 2018 roguHa
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TIPUNOXKEHNE 2
I. NEYEBHO-AWATHOCTUYEH ANMTOPUTBM

1. NEKAPCTBEHW MPOAYKTHW, skiouenn B Mpunoxenne 1 Ha MNC, kouto H30K 3annawa B cboTBETCTBUME C
AeicTBaLNTE HOPMATUBHI LOKYMEHTY
Tabnuua 1

INN DDD
OCTREOTIDE 0.7 mg

PEGVISOMANT 10 mg

PASIREOTIDE 12mg

2. MPOCNEASIBAHE:
L UIME: [ErH [ T T T T T T T T 1]

Tabnuua 2

V3CNEABAHUA U KOHCYNTALIUK W3xopHo | Ha Bceku 6 Meceua* | Ha Bceku 12meceua*
PX v
IGF-I v
ACTH (camo 3a Pasireotide)

TSH

T4

nioko3a/K3nM

HbA1c

ASAT

ALAT

Bunupybu (camo 3a Pasireotide)

MacneasaHe Ha 04HM AbHA - hyHAOCKONMA

W3cneasaHe Ha 3puTentHu noneta - nepumeTpus
ABaomuHanHa exorpacusi (camo 3a Octreotide u Pasireotide)
Pentrenorpachus, MPT/ KAT

EKT', cbpaeyHa yectota (CH) (camo 3a Pasireotide)
KoHcynTauus cbe cneuuanuct ouHmn Gonectu

KoHcynTauus cbe cneumaniuct kapaumosor (camo 3a Pasireotide) Mo npeueHka
KoHcynTaums CbC CNeumanucT HeBpoxupypr v Mo npeuexka

* 3aQBLIMKUTENHO ce NpeAcTaBs NONb/IHEHa C pe3ynraTture oT u3cneaBaHusTa Tabnuua 2 Ha NPUIIOXeHUe 2, BKNoYBalla U NPeaXoAHUTE
nu3cneaBaHus U Ce NPeACTaBAT Ha opuruHanHa GnaHka ot naGopa‘ropvm Wnu 3aBepeHo U nognucaHo konue

o

el

v

Mo npeueHka
v

v

Mo npeuexka
Mo npeueHka Ha 24m
Mo npeuexka

AYANANENENENENEN SN ANENANANENENEN

Data: ... 005 a0 i JlekyBawy nekap:

Il. OB UBUCKBAHUSA

1. Bb3pacToBata rpaHuua ce U3Y1CNsiBa B HABBPLIEHN FOAUHM - T.€. BKIIOYMTENHO KbM AATaTa Ha u3jaBaHe Ha npoTokona ot
crneyvanuampaHaTa KOMUCHS.

2. lNpy Ha3HayaBaHe Ha Tepanys No NPOTOKOS 3aAbIDKUTENHO Ce CbOBPa3sBaT BL3PACTOBUTE OrPAHUUEHUS, CbINACHO KpaTkata
XapakTepucTika Ha CbOTBETHWUS JIEKaPCTBEH NPOAYKT, yTBbpAEHa no peaa Ha 3/IMXM.

3. H3OK He 3annaua neveHure U3BbLH ykasaHaTa Bb3pacToea rPpaHuLia B KpaTkaTa xapakTepucTuka Ha npoayKTa.

4. H3OK He sannalya neyenve c 1031 Haj, MAKCUMAITHO Pa3peLLIEHITe Mo KpaTka XapakTepucTuka Ha npoaykTa.

5. B cnyuait Ha HacTbNuNa Nogo3MpaHa Hexenawa neKapcTBeHa peakuus, nekapat yseaomsisa MAJ1 no peaga Ha un. 184 or
3MMNXM. Konue oT cbobLyeHneTo ce npunara KkbM MeAULIMHCKATA AokymeHTtaums Ha 30J1 npu kaHAMAATCTBaHe 3a NeyeHue.

6. CNELIMATIU3UPAHATA KOMUCUSA usnasa Pewenue cnen nposeaeHa AM6ynartopHa npoueaypa Ne 38 ,OnpeaensiHe Ha
NnaH Ha neyeHne v npocneasBaHe Ha TepaneBTUYHWS OTTOBOP MPU MaUMEHTW, MOMy4aBalyy CKLNOCTPYBALUM NEKapCTBEHN
NPOAyKTM no peaa Ha un. 78, 1. 2 330 Ha ocHoBaHue un. 53 u un. 303 oT HauuvoHaneH pPamMKoB 0roBop 3a MEeAULMHCKUTE
AeiHocT Mexay HauvoHanwata 3ppasHooCMrypuTenHa kaca u Borrapcku nekapcku cbios 3a 2018r. (o6H., B, 6p. 28 ot
29.03.2018 r.) u npepoctaseHa oT 30J1 meaMUMHCKA AokyMeHTaumus. CneuuanuavpaHata KOMUCUS CbXpaHaBa eauH
eksemnnap ot Pewenuneto. MNpu u3gasaHe Ha npoTokon Ha 30J1, CbXpaHsiBa BTOPU €K3eMNNAp Ha NpPOTOKONa, BCUYKM
HEOOXOAUMM [IOKYMEHTM 3a W3AABAHETO My W KOMWE OT MPUIOKEHMe 1 Ha HacTosIUTE WU3UCKBaHMUS, MOMBLIIHEHO NO
CBLOTBETHATA TOYKA M NOANUCAHO OT YNEHOBETE Ha CreuranuaupaHaTa KOMUCHS.

Hacmoswume usuckeanusi ca paspabomeHu Ha ocHosaHue uii. 58 om Hayuonanen pamkoe 0ozosop 3a MeduuyuHckume
OeliHocmu mexdy HauuoHanHama 30paeHoocuzypumenHa kaca u Gbaeapcku nekapcku cbio3 3a 2018e. (06H., [1B, 6p. 28 om
29.03.2018 2.).

h 5 UBUCKBAHUA HA H30OK MPU NEYEHWE HA MOBULIEHA NPOAYKUNA HA PACTEXEH XOPMOH MPWU AKPOMEFANUA U XMI'IOQVISAPE%
TMrAHTU3BM B U3BBHEONHUYHATA MNOMOLL - B cuna ot 15 mait 2018 roguna





