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BP. W. . YAPABUTEN HA H30K

~ N3UCKBAHUSA HA H3OK NPU NEYEHUE
HA MOBULLEHA NPOAYKLUUA HA PACTEXXEH XOPMOH

nPu AKPOMEFAJ'MH M XMNO®USAPEH TMFAHTU3BM

: __jfji'f'fj' — B M3B'bHBOJ1 HUYHATA NOMOLL



N3UCKBAHUA HA H30K NPU U3OABAHE HA NPOTOKONK 3A NPOBEXAAHE HA NEYEHUE HA
AKPOMETANUA U XUNOPUSAPEH TMTrAHTU3BM B U3BBHBONTHUYHATA NMOMOLL

[MpoToKON®LT Ce u3faBa OT CNeunanvsvpaHu KOMUCUM B nevyeGHM 3aBefeHMA 3a OONMHUYHA NOMOLY, CKMKOYMUNU
porosop ¢ H30K. Cneuynanuinpanute KOMUCUM ce CbigaeaT cbC 3anosep Ha aupektopa Ha J13: YCBAJIE ,Akan. MeaH
Menues” — rp. Codma n YMBAJ ,Ceeta MapuHa“ — rp. BapHa v BKNOYBAT cneuuanncT cbC cneyuanHocT ,EHaokpuHonorus m
Gonectu Ha oBbmAHaTa® ¢ Kog Ha cneyuanHocTt - 05.

I. PEQ 32 SA'B_EPHBAHE HA NMPOTOKONUTE

MpoTokonu 3a 3anoyBaHe Ha neYeHne
MpoTtokonu 3a npoAb/MKaBaHe Ha NEYEHUETO C YBENUYEHa 033, NPU NPOMSHA Ha TePanusATa UKW NPU 3anoYBaHe
Ha KOMOGMHMpaHO neveHue

g

= MeguumnHcKa AOKYMEHTALUSA, NOTRBPXAABALLA KpUTEpUUTE MO NpunoxeHve 1 u
BCUYKM HeobxoaumK nacneasaHus, cbobpasHo npunoxexue 2

= PeweHue Ha cneuuanuivpaHa KOMMCHMA C ACHA MEOWLMHCKA MOTUBaUMA 3a
3anou4saHe/NpoMaHa Ha TepanuaTa

= ‘NMporokon 3a npeanwWceaHe Ha nekapcrea, 3annawann ot H30K/P30K" — obp.

/ M3-H30K

Komucusa noun. 78, 7. 2 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K B P30K

CNEUMANU3INPAHA
KOMucua

h 4

HPOTOKO.I'IM 3a npoabMKkaBaHe Ha neveHueTo bes KOpeKUuus Ha TepaneBTU4YHATa cxXxemMma

- — = ‘TlpoToKon 3a NpeanucBaHe Ha neKapcrea,
CNELMANTUIUPAHA o| 3annawanu ot H30K/P30K” — 06p. M3-H30K 3aBepka Ha npoTokona
KOMUCHA H30K/P30K" — 06p. M3-H30K 8 P30K

A

Il. OBLLIA NONOXEHNA

1. E-npoTokon ce 3naBa OT unewose Ha CABLIMANMINPAHN KOMMCHM B NnevebHu 3aBeeHNA, OKa3BawKM GONHNYHA MeaNLMHCKA NOMOLL

(N3BN) Ha ocHosanue PeiileHWe Ha cneuwanuaupaxa komucus® no AMp Ne 38 OnpegensHe Ha nnaH Ha nedveHue o npocneasBeaHe Ha
TepaneBTUYHHH OTFOBOP NPW NAUWeHTH, NONYy4YaBaLK CKLNOCTPYBALLM NEKAPCTBEHN NPOAYKTW NO peAa Ha un. 78, T. 2 330" B CLOTBETCTBME C
HacTosAwuTe Wancksanna #a H30K, kaTo nupBuAT NpoToKon ce u3jaea 3a nepuoa Ao 90 AHK, a BCEKM CneABaLL TPOTOKON MOXe 4a Ce M3naea 3a
nepuoA Ao 365 AnM. = _

2. 3ApaBHOOCUIYPEHOTO fAnle yAOCTOBEpsBa ¢ NoANKUca cu B ,PelleHue Ha cnetuanuanpasa komucus“ no Allp Ne 38: cneavoro: JKenas
Aa mu 6bae opobpeHo NeYEHHe C NEXapCTBEHUA NPOAYKT, KaTo AEKnapupam, 4e CbM YBEAOMEH 3a AeWCTBUETO HA HAa3HAYEHATa NekapcTeeHa
Tepanus 1 Aasam WHCHOPMHMPEHO Chrnacke Chiljata Aa My Obje npunarana’; ,CurnaceH/a CbM 33 MANON3BAHE HA NUMHITE MU AaHHW 33 LenuTe
Ha ekcnepTusara"; JKenas aa-Gbaa ysesomMen/a 33 PESYNTATA OT exkcrepTHsaTa o P30K no efuH OT CNeaHUTe HaumHu: no e-mail, TenedoH unw
Ha MAcTo 8 P30OK"; Pa3speltiaBam AOCTSN A0 ENBKTPOHHOTO Mif 3IPABHO A0CKE".

3. lNpeawn cTapTupane Ha npolieca no-usgasane Ha E-npotokon Ha 301, cneyuanuanpaHaTa KOMMCHA criej NOMYYEHO paspeLueHune 3a 40CTHA 0T
3011 po enexTpoHHOTO My 3apaBHO AOCWE, NpaBsu Chpaeka N0 eNeKTPOHEH LT 33 U3A3eHN NPELXOAHU NPOTOKONW, MO CHIUWA Npodun Ha
3abonseaxe. MpoueckT no u3nasaHe Ha E-NpoTOKon ce peanuanpa B MEAMLNHCKM cogryep. B HacTosAwmMTE M3IUCKBaAHUA Ca MOCOMEHW
Heo6X0aMMMTE OOKYMEHTH 33 U3naBaHe Ha E-npotoxon Ha 30/1.

4. KbM Bcekn E-npoTokon, ¢ KOWTO e HasHaueHa NeKapcTBeHa Tepanus, ce Npunarat HeobxoauMuTe AOKyMeHTU (amBynaTopHuTe nucrose,
€NWKPW3N, W3CNeABAHUA U Ap.), CNeA KOETO AOKYMEHTUTE Ce M3NpaljaT No enekTPOHeH MbT KbM MHMOPMAaLUMOHHATa cucTema Ha H3OK.
AokymenTuTe, kouTo chlecTeyeat 8 H3UC/MHdopMaumonHaTta cuctema Ha H30K, ce Aeknapupat 8 E-npoTokona ¢ TeXHUTe yHUKAnNHU Homepa
(HPH).

WHdopmaumuaTa, oTHOCUMA KbM U3aaBaHe Ha E-npoTokona, KoATo € B JOKYMEHT, KOWTO HAMa enekTpoHeH (OPMAT, e nonbnea B PelweHneTo Ha
cneunanusnpaHa KOMUCHUA - OCHOBaHWE 3a W3AaBaHe Ha E-npoTokona, unu JOKYMEHTa Ce Npunara KaTo CKaHWpaHo Konue.

5. Mpn uapasaHe Ha E-npoTokon no pega Ha ekcnepTusata no un.78, T.2 or 330, oTnaga HeoGxoAMMOCTTA Aa ce NpenocTaBAaT M
CbxpaHasar npunoxeHue Ne 1 u npunoxexue Ne 3 ot HacTosAwwuTe MauckeanuaTa Ha H30OK", npu cregHuTe YCNOBUA:

- 3a npunoxeHue Ne 1 - nNpu HanuuMeTo Ha TEKCT B CLOTBETHUA uYekGOKC B ,PelweHue Ha cneuuanuaupada komucus“ no Alp Ne 38:
JMNCcBaT UaknioyYBaLLM KpUTEPUN 3a 3anoyBaHe/npoabnxasaHe Ha nevexne c NMN"

- 33 npunoxerue Ne 3 - Npu HanNMUMETO Ha TeKCT B ,PelueHne Ha cneuManuanpana KOMUCUS® No Alp Ne 38: XKenas aa mu 6bae ogobpeHo
NEdeHne C nekapCTBeHUA NPOAYKT. KaTo AeKNapupam, Ye CbM yBEAOMEH 3a AEWCTBUETO Ha HA3HAYeHaTa NekapcTBeHa Tepanus W Aasam
MH(OPMUPAHO cbrnacve cblyata ga mu 6bae npunaraxa”,

?E’ 2 W3UCKBAHWA HA H30K NMPU NEYEHWE HA NMOBUWEHA NPOAYKUWS HA PACTEXEH XOPMOH NPV AKPOMETANUS 1 XUNOBGU3APEH
% { TMFAHTU3bM B U3BBLHEONHUUYHATA MOMOLL,



NPUNOXEHMUE 1

NNCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NNEMEHWUE HA NOBULLEHA
nNPOAYKUUA HA PACTEXXEH XOPMOH NPU AKPOMEIAJIUA U XUNODPUIAPEH TMTAHTU3BM

A. KPUTEPUW 3A NONYCTUMOCT/3ANOYBAHE HA NEYEHME C INN OCTREOTIDE (3AABL/DKUTENMHU CA
BCUYKUA KPUTEPUN)

Nesenne ¢ Octreotide ce 3ano4Ba Npu HENOBNMABaHe OT NPOBEAEHO ONEPaTUBHO U/MNKN NbyeneyeHue.

MKB E22.0

1 CI‘IIYPHB nuamma = nombpneua Ha Gasata Ha KNIWHWYHATA CUMNTOMATUKA, HUMBO Ha pacTtexeH XOpPMOH,

Hmso na pac’remnus xopmMmoH (PX) u IGF-1:

= PX>25mcg/l

® IGF-1 - BUCOKO HWBO 33 CBOTBETHATA BbL3PACT

® PX B xoaa Ha opaneH rniokoso-tonepanteH Tect (OGTT) >1 meg/l (npy Heanabetuum) ' 2

Hua?@%a TMpeouaHU XopMoHu — TSH, fT4 12

Mscnen'aa

__ua__: BHa 3axap 1 npu HeobxopmmocT K3MM, HbA: "

Koucymum CBhC CMEUNAnUCT OYHM GonecTn " uscnensane Ha OYHM AbHaA (byHAOCKONUA) M HA 3PUTENHK
nonera (mpauerpnn}”

A6pomuHanna exorpacgus 2

Koucyma‘iiua CBC CneunanucT HeBpoxmpypr '?

W | N | W

Nunca Ha u3KIoYBaUM pr no:jr_oqxa B

Z meauumMHCKa aoxymmamla mbpquasama ltpmepnme no npunoxeHune 1 n BCUYKN HeoBxoaumMuU M3CNEABaHNA, CbOBPa3HO NPUNOXeHHe 2

B. HSK.FIIO‘-IBAIHH KPHTEPHH (I"IPH 3AMOYBAHE HA NEYEHUETO)

1. Cspaxwacmumnnoc'r KbM aKTUBHOTO MW HSAKOE OT NOMOLUHUTE BELLecTBa
2. BpemeHHOCT 1 KbpMeHe
3. Juua noa 18 roguiuHa sL3pacT

a

’g{ W3UCKBAHWA HA H30K NPWU NEYEHWE HA NOBULLEHA NPOAYKUWA HA PACTEXXEH XOPMOH MPU AKPOMEANAA W XUMOOWU3APEH
f&% FTMrAHTU3BM B U3BBLHEONHWUUYHATA NOMOLL|




NPUNOXEHWE 1

NACT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABINKABAHE HA NEYEHUE HA NOBULLEHA
NPOAYKUUA HA PACTEXXEH XOPMOH NP AKPOMErANUA U XUNOPU3APEH TMrAHTU3IBM

UTEPWN 3A MOCNEABALY KOHTPON/MPOABL/MKABAHE HA NEYEHUMETO CbC COMATOCTATUHOBM
"KOMBUHWUPAHO NEYEHME C INN OCTREOTIDE W INN PEGVISOMANT (3AABITDKUTENHU CA BCUYKU

MKB E22.0

rh-nua peuucnst e

‘ = PX<25mcgll

= IGF-1 - HOpManHO HUBO 33 CbOTBETHATA BbL3PAcT
" PXexopaHaOGTT <1 mogll (npu HeawnabeTuum)

1A

ﬂmo npodbmxaea cbLC chujama doaa Octreottde

qacﬂmeu otrosop: '2
=  PX < ¢ noHe 30% OT U3XOOHOTO HUBO
= IGF-1 < cnpAMO U3XO4HOTO HUBO

1) lleveruemo npodumkaea ¢ no-eucoka dosa Octreotide (om 20 mg ce npemunasa Ha 30 mg).

2) Mpu nedocmamam egoexm om neveruemo ¢ Octreotide 30 mg e npodumxeHue Ha 6 Meceya, dozama ce
yeenuyaea Ha e 40 mg.

3) AKO He ce nocmuere pemMucusl, neYeHuemo npodknx¥aea cLC coMamocmamuHoe aHanoz Pasireotide.

4) AKO He ce mOCMU2He peMUCUSs, fIeYeHUemo npodwnkaea c KomMGuHwupaHa mepanus Octreotide u
Pegvismnant unu camo Pegvisomant npu nbnxa nunca Ha omzoeop kM Octreotide.

1B6

XOpMOHaI'IHH uscreasaHys 12

Vlacnanaaue Ha OYHM AvbHa (qayu,qocmnuﬁ) ¥ Ha 3puTenHu noneta (nepumeTpus) 12

| bW N

Nunca Ha Hexenaua nekapcTeeHa peaxuux ¥ M3KMIOYBALLM KPHTEPUM NO TouKa I

! pewenne Ha cneumsumamcm no Anp Ne 38
2 meguumtcka AOKyMEHTauns, an‘aaaum KpUTepunTe NO NPUNOXEHWE 1 N BCUUKK Heoﬁxo.umu wacneaBanus, CbobpasHo npunoxeHue 2

r. M3Kﬂ|0'-IBAI.I.WI KPHTEPHH (I'IPM HGGREAQAM I(QHTPOHII‘IPQABHMBAHE HA NEMEHUWETO)
1. Caphxuyacmenﬂocr KbM 8KTWBHOTO WM HAKOE OT NOMOLUHWTE BellecTsa

BpemeHHOCT U KBpMEeHe

Nuua nog 18 roauiiHa eb3pacr

Texko YyepHogpobHO yBpeXaaHe

Hanwnune Ha yepHoapobHa HEAOCTATLYHOCT (3a Pegvisomant)

Hanuuve Ha 6b6peyHa HegocTaTuHOCT (3a Pegvisomant)

o= i

P M3NCKBAHWUA HA H3OK MPU NEYEHWUE HA NOBULLEHA NPOAYKUMS HA PACTEXXEH XOPMOH MPU AKPOMETATIMA M XUMO®U3APEH
‘\’3& TUrAHTU3BM B M3BBLHEONHUYHATA NOMOLL,




TNPUNOXEHWE 2

I. NEYEBHO-AUWATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHW NPOAYKTW, sknioueHn B Mpunoxenve 1 Ha MJIC, kouto H3OK 3annawa B CbOTBETCTBME C
AelcTBaUTE HOPMATUBHW AOKYMEHTH
Tabnwua 1

INN DDD
OCTREOTIDE 0.7mg

10 mg

1.2 mg

“3C"E§¥A§“ﬂ ¥ KOHCYNTALIUK W3xonHo | Ha scekn 6 Meceua* | Ha scexu 12meceua*
P B - %
= : .

AN

Imiokosa/K3[]
HbA1c
ASAT

ALAT — =
BunupybuH (camo 3a Pasireotide)

Wscnensaxe Ha ouHM AbHa - chyHaoCKONUA

Wscnepsane Ha apuTenHu noneta - nepuMeTpus

AGROMUHanka exorpacms (camo sa Octreotide v Pasireotide)
PenTreqorpagms, MPT/ KAT = -

EKT, cbpeqHa uectora (CY) (camo 3a Pasireotide)
KoHcynTauus cbe cneuuanvucT o4Hu-6onectu

7 CbC CNELManuCT Kapawo camo 3a Pasireotide)
KoHcynTaums Cbe cneumanicT HeBpoXvUpYpr

* UscnensanunTa crieaBa Aa ca C 4aBHOCT A0 1 MECEL NPeAM KaHAMAATCTBAHETO.

NENEN

v

Mo npeuexka
v

v

Mo npeueHka
Mo npeueHka Ha 24m
Mo npeuexka

Mo npeuexka
Mo npeuexka

N RN N N RN RS ENEN RN RN N EV RN RN RN RN RN

Il. OBLUN UNCKBAHUA

1. Bb3pacTtoBata rpaHMuya Ce W3YWCNABA & HaBBPLIBHN TOAWHW - T.€. BINOYMTENHO KbM Aartarta Ha w3gaBaHe Ha npoTokona oT
cneyvanuavpaHaTa komuchs. - : :

2. Npu HasHayaBaHe Ha Tepanus no NPOTOKON 3afB/DKATENHO Ce ChOBPA3ABAT BLAPACcTOBUTE OFPAHUMEHNA, CbrNACHO KpaTkaTa xapakTepucTuka
Ha CbOTBETHUA NEKapCTBEH NPOAYKT, YTBbLPAEHE No peaa Ha 3MMXM.

3. H3OK He 3annawa nevenne u3sbH ykasanaTa BbIPacToBa FPaHNLIA B KPATKaTa XapakTepUCTHKA HA NPOAYKTA.

4. H3OK He 3annawa nevenve ¢ 4031 HAA MEKCHMAINHO PA3PELLIEHNTE N0 KPATKA XapaKTEPUCTHKA Ha NPOAYKTa.

5. B cnyvai Ha HacTbNMNa NOA03MpaHa HeXenaHa NekapcTBeHa peakuus, nexkapat ysepomasa WAJ no peaa Ha un. 184 ot 3MMNXM. Konue ot
COGLLUEHWETO Ce Npunara/onucea KeM/B MEAMLWHCKATaE AOKYMEHTaUMSA Ha 3071 Npu KAHAWAATCTBAHE 33 NEYeHNe.

6. Bceku e-NpOTOKON Ce U3[aBa Bb3 OCHOBA Ha U3LafeH MeANUMHCKIA AOKYMEHT: cneuunanuaupaHa komucua B N13BMM Ha ocHosaHue AlMp Ne 38
.OnpegensHe Ha NnaH Ha NEYeHWe W NPOCNEAABAHE HA TepaneBTUYHMA OTroBOP NpY NaUUEHTH, NOny4YaBaluy CKbNOCTPYBALWM NeKapCTBEHW
APOAYKTH NO peaa Ha un. 78, 7. 2 330"

Ekaemnnap Ha xapTueH HocuTen oT Alp Ne 38 .OnpejensHe Ha NNaH Ha NeYeHWe U NPocneAsBaHe Ha TEepaneBTUYHUA OTFOBOP NPU NALMEHTH,
nony4aealllu CKbNOCTPYBaWM NeKapcTBEHU NPOAYKTH NO peaa Ha un. 78, T. 2 330", KOITO e OCHOBaHWe 3a W3faBaHe Ha NPOTOKON, NOANMCAH OT
cneuunanuanpara komucua u 30/, ce soan no pea, onpeaenet ot neyeGHOTO 3aBegeHne u ce CcbxpaHsBa B kKabuHeTa Ha KoMUcKATA.

7. Npu n3pasane va E-npotokon no peaa Ha ekcneptu3aata no un.78, 1.2 or 330, oTnaga HeobXoAUMOCTTa Aa Ce NPefoCTaBAT U ChXpaHaBaT
npunoxexue Ne1 u npunoxeHue Ne3 ot HacToawmTe ,M3uckeaHua Ha H30OK".

8. MspasareTo Ha E-NpOTOKON Ce OCLLIECTBABA B CLOTBETCTBUE CbC CHLBMECTHU ,YKa3aHus 3a paboTa c NnogaaeH No eNeKTPOHEH NBT NPOTOKON

IA/IB/IC (e-npoTokon)*, mexay HauvonanvaTa 3ApaBHOOCUrypUTeNHa Kaca w bbnrapcku nekapckn Cbio3 3a npunaraHe Ha HauMoHanHUs pamkos
AOroBOp 3a MEAUUMHCKATE AEHHOCTH.

Hacmosiwume usuckeanus ca ymewpdeHu om ynpasumens Ha H3OK cned Pewenue Ne PA-HC-04-70/12.06.20242. Ha Had3opHus cbeem Ha
H30K u npedeapumento cvanacysare c 6JIC, Ha ocHosaHue 4n.51, an. 10 eve 8p. ¢ an.8 om lpasunHuka 3a ycmpolicmeomo u deliHocmma Ha
Hayuonannama sdpasHoocuzypumenta xaca. M3uckeaHusima enu3am e cunia om damama Ha obHapodsaHemo um & [bpxaseH secmHuk” u
ommMeHam delicmeawjume u3ucKeaHusi, 8 cunia om 15 Hoemepu 20202. Ha ocHogaHue peweHue Ne PL-HC-04-111/27.10.2020e.

W3NCKBAHWA HA H30K NPW NEYEHWE HA NOBULLEHA NPOAYKUWA HA PACTEXXEH XOPMOH MPYU AKPOMETANUSA U XMNOGUIAPEH :
TUrAHTU3BM B U3BBLHBONHNYHATA nomMouw




NPUNOXEHWE 3

AEKNAPALIMA 3A UHOOPMUPAHO CbIMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOABINKABAHE HA
NEYEHWETO C NEKAPCTBEHWUA NPOAYKT

Cé 3anosHax C usnata MW npejoctaBeHa uHGOpmauws W uUenta Ha nNeYeHneTo C neKapCTBeHnA

1 Cneg kaTto nonyyvux wnadepnatenHu OTrOBOPU Ha

€e siBABaM Ha KOHTPOMHW Npernean U HAMa Aa npoMeHAM CamMOBOMHO UNW nNoa Apyro BHyLWeHWe
eHara M1 Tepanus. :

fipu npeycTaHoBsABaHE Ha NEYEHNETO non;wrmn HENPON3TUYaLLK OT. peme'HneTo Ha Komucunara 3a ekcneptnan B P3OK
-iﬁ‘ﬁnu KomucuaTa no un. 78, 1.2 ot 330, we ysenoms HezabasHo HHH:!-;W.‘H. cv nekap.

4. Tlpw HecnaseaHe Ha NOCOYEHUTE YCIIOBUS NEYEHWETO MU C YNOMEHATWs NEKapCTBEH NPoaykT e 6bae NpekpaTeHo

HAMa:Aa Mam-ApeTeHLMM KbMm H30K,

%A 3 W3UCKBAHWA HA H30OK NPW NEYEHWUE HA NOBULIEHA NPOAYKLMA HA PACTEXXEH XOPMOH NPU AKPOMETANWA U XMNOOU3APEH b
4 FTMFAHTU3BM B U3BBLHEONMHUYHATA NOMOLY



