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N3NCKBAHWUA HA H3CK NPU U3OABAHE HA MPOTOKONN 3A NPOBEXAAHE HA NIEYEHUE HA
AKPOMErANUAA U XUNOPUIAPEH TMFAHTU3BM B U3BBHBEONHUYHATA NOMOILL

lNpoTokonsT ce usfasa OT CMeuManuaupaHW KOMUCHM B NnevebHU 3aBefleHUs 33 GONMHMYHA NOMOL, CKITICYWITH
norosop ¢ H30K. Cneunanusupanute KOMMCKMK Ce Cb3aasar cbe 3anoses Ha awpektopa Ha N3: YCBANE ,Akagz. Weaw
MNexves” — rp. Codmna n YMBAJ1 ,Ceeta Mapusa" — rp. BapHa 1 BKUIOMBAT CRELMANUCTY CbC CREUMANHOCT ,EHAOKPUHOMOMA 1
BGonect Ha oOMaHaTa® ¢ Ko HA cneuKnanHocT - 05,

2 1 3{noqaaue Ha neqeuue
oxo&mﬂpﬂwﬂﬂaﬂeﬁm&emel&c ysenuqeﬂigosa, npu NpoMAKa Ha TepanKaTa Unu-npi, zdngisdHe

: uaRQE_GMMHﬁalRHEHue

R

Komucun

» MeauuMHCKa AOKYMEHTALUMA, NOTEbPKAABALA KpUTepUNTE NO NpunoxeHue 1 v
BCHYKM HeoGXoaMMK UacnenBaHua, cLobpasHo NpunoxeHne 2

» PeuleHne Ha cneyManusvpaHa KOMMCWA ¢ ACHA MeAMLMHCKE MOTHMBALMA 33
3ano4eaHe/NnPoOMAHA Ha TepanuaTa

» “MpoTOKON 33 NPeanuceaHe Ha nexkapcTsa, sannmawany or H30K/P30K — obp.
NATY L1

Komucusa no un. 78, T. 2
ot 330 B UY na H30K

h 4

3aBepka Ha NPoOTOKona
B P30K

=

CNELIMANU3KPAHA
KOMUCHA

» ‘[lpoToKon 3a npegnuceaHe Ha nexkapcTea, 3annawiain ot H3OK/P3OK™ — ofp.
M3-H30K

3asepka Ha
npo*roxona B P30K

W3UCKBAHUA HA H3OK NPU NEYEHWME HA MOBWILEHA NMPOAYKLIMA HA PACTEXEH XOPMOH IMPU AKPOMETANNA W XUNO®UIAPEH
MrAHTUIEM B U3BBHECNHUUHATA NOMOLY



1. E-npoTokon ce u3gasa or YNeHOBe Ha clieLManv3MpaHy KOMUCHM B nevyebHu 3aBefieHus, OKasBaitn 6onHW4MHa MeguLIMHCKa MOMOLL
{N3BMN) #a ocHosanue PelleHve Ha cneuuanusvpaHa xomucua®™ no AFlp Ne 38 ,OnpeaenaHe Ha nnaH Ha NEYEHWE W NPOCNEZABAHE Ha
TepanesTUMHUA OTTOBOD NPY NAUMEHTU, NOMY4aBallM CKLNOCTPYBAWM NeKapcTBEHM NPOAYKTH No peaa Ha un. 78, T. 2 330° B choTRETCTBME C
wacroawmTe Manckeanws Ha H30K, kaTo NbpBWAT NPOTOKON Ce Wajaba 3a nepnod 8o 90 AHW, a BCEKM CreABaL] NPOTOKOM MOXE Aa Ce WapaBa 3a
nepuoa 40 365 gHu.

2. 3ppaBHOOCKIY PENOTO NMLUe YROCTOBEPARA C NOANMCE ci B PelleHne Ha cneunanusnpara komucks® no Alp Ne 38: cneanoro: Xenas pa
Mu Ovae ogobpeHo nedeHue ¢ NexapCTBEHMA NPOAYKT, KATO AEKNapupaM, Y€ CbM YBEAOMEH 33 JeACTBMETO HAa HA3HayeHaTa NekapcTBeHa
Tepanua u AaBam UHGOPMUPEHO CLrnacke chilata Aa MU Obje npunarada®; ,Cournaced/a CbM 33 U3NON3BAHE HA NUYHUTE MI JAHHU 33 UENuTe Ha
ekcnepTuaarta®, Henada 42 Ovaa ysesomen/a aa pesynrarta oT ekcneptusara ot P30K no eguH OT cnegruTe Hauuku: no e-mail, Tenedox UK Ha
macto 8 P30OK', ,PazpellaBam A0CTHN 40 ENEXTPOHHOTO MU 34PaBHD A0CHe”.

3. Mpean craprupane Ha npougeca no uigasane Ha E-npotokan va 30J], cneunanuanpalaTta KoMUCHR CNef RONYYEHD PaspelleHre 3a 40CTeN oT
300 A0 enEKIPOHHOTEE MY 34paBHO AOCHE, NPAsW CTIPABKA NO ENEXTPOHEH MbT 33 M3Z2ASHN MPEAXOAHM NPOTOKONM, N6 CblMA npocdhun Ha
3a60nnaa‘new4:fp bk 110 M34aBaHe Ha E-npoTokon ce peanuaupa B mMeguUMHCEM codTyep. B HacTOAWMTE HM3UCKBAHMA Ca MOCOYEHM
Heoﬁxom?lume n,ouyﬁeum za u:maaaue Ha E-nporokon va 300,

VIHdJOpMéqﬁiTa OWQMMQ KbM u3jasaqe Ha E-npoToxona, KoaTo € B AQKYMENT, Kolra:HAMa £nekTponeH opmaT, ce nonsnea s PetenneTo Ha
cneyuan ab_tﬁ'a}ia KOMCAA <SOCHOBAHUWE 3a U3laBaHe Har E’npomxona VI ACKyMEHTIC2 npl.mara KaTO CKAHUPAHO Konue,
'f «aﬁqpm‘oxon no pefa Ha ekcnepTuaara no Yn.78, 1.2 or 330, ornana ﬂeoﬁxonumocrra Aa ce NPefoCTaBAT ¥ CLXPAHABAT

i au;ﬂ‘;?pwrepuw‘aa 3ano4eaHe/NpoALIMKARaHe Ha neveHue ¢ NN
KB“N%?! - ng_ﬁ?"r HanW4ueTo Ha TekCT B_,PeUJEHHe Ha cneuuanuaupana komucua” no AMp N2 38: JXenan pa Mu Gnae ogobpeHo
neveHe w ébcmenusrnponyrr KaTo AeKnapupam

%;. M3UCKBAHWA HA H3OK NPU NEYEHWE HA NOBULWWEHA MPOAYKLIMA HA PACTEXEH XOPMOH NMPU AKPOMETATIVIA U XUMNOBUIAPEH 3

@ FTMTAHTU3EM B M3BBHEONHUYHATA NOMOLL,



NPUNOXKEHWUE 1

JIUCT 3A OMPELENAHE HA KPUTEPWUUTE NPU 3ANOYBAHE HA NEYEHWE HA NOBUUIEHA NPOAYKUWUA HA
PACTEXEH XOPMOH NPU AKPOMETANKA U XUNOPUIAPEH TMTAHTU3 BM
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PX > 2.5 mcgll
IGF-1 - BCOKO HMBO 3@ CHLOTBETHATA BBL3IPACT
epaHTeH Tect (OG]II') =7 meg/ (npw HeauwaBetnuw) 1272

1 polenye HaL
2 peguynHcka n%cym

B. USKITHOYBALLKW KPUTEPWN (NPN 3AI'IO'-I AHEHA ﬂEqEHMETO}
CBpbXYYBCTBMTENHOCT KM aKTWBHOTO WK HAKOE OT NOMOWHWTE BelecTaa

1.
2. BpeMeHHOCT 1 KbpMeHe
3. Nuua nop 18 roavuHa BbL3pacT

4

WU3BUCKBAHWUA HA H30K NPU NEYEHWME HA NOBULLIEHA NPOAYKLUMA HA PACTEXEH XOPMOH NPU AKPOMEANMA Y XUMOGUIAPEH
TUrAHTU3BM B U3BLHBONHWYHATA NMOMOLL,

&



NPUNOXEHWVE 1

JIACT 3A ONPEAENAHE HA KPUTEPUWUTE NPU NPOABLINKABAHE HA JIEMEHWME HA NOBULLEHA NPOAYKUWA
HA PACTEXEH XOPMOH MNMPW AKPOMETAITMA U XMNODPUIAPEH TMTAHTU3IBM

[1ame: =T N I I I

H}d 3A NOCREABALL KOHTPON/MPOABLIMKABAHE HA NEYMEHWMETO CHC COMATOCTATWUHOBHU

AHAno§wﬁer<6M5MHMPAHo AEYEHME C INN OCTREOTIDE M INN PEGVISOMANT (3ALBLIKUTEINHU CA BCHUYKY
KPATERMY). -

PX 5 2.5 megl
ﬁF 1 - HOpManHO HUBG 32 CLOTBETHATA BBIPACT

1A b
S PX B xoga Ha OGTT < ’I mé‘gﬂ (npuuHep,uaﬁeTmun)
PX < ¢ nore 30% o7 U3XOAHOTO_HWEO
IGF 1< cnpamo Maxop,ﬁom éﬁao*—-—
1B %ﬁﬁdﬁ)j)«aea ¢ HO-@UCOKa Qogf_pctreotrde (om 20 m_cﬁ:e npemgnaea va 30 mg).

mang;en echexm om nequu”é‘mo ¢:Octrectide 30 mg 8" npodbnmenue Ha 6 meceuya, dozama ceo

ctcentrde 40 mg. #
yemi aye pemucusi, NeweHltlemo npodwiniaea cLe comamocmamuuoe awnainoe Pas:refoﬁde

I'. U3KMNIOYBALLIM KPUTEPUNU (HPW”HOCHE&BAU.[J{ OHT] POI‘!II'IPOJ:I'meABAHE HA NEYEHMWETO)
. CBpbXYYBCTBUTENHOCT KbM aKTUBHOTO UMW HAKOE OT NOMOLHWTE BEeLLecTBa

BpemeHHoCT K KbpMeHe

Jluua rioa 18 roguwka sb3pact

Texxo uepHoapoBHO yEpEKAaHe

Hanuuue Ha wepHoapobHa HegocTaTEYHOCT (3a Pegvisomant)

Hanuuue Ha 6bOpeuHa HepocTaTLYHOCT (3a Pegvisomant)
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%,\ WBNCKBAHUA HA H3OK NPU TEYEHUE HA NOBULLEHA MPOAYKLINS HA PACTENEH XOPMOH NPU AKPOMEFANNA 1 XUNOGUIAPEH
\ﬁ TUrAHTU3IBM B U3BLHEOMHUYHATA NOMOLLL



APUNOKEHWE 2

1. NEMEBHO-AMATHOCTUMEH ANFOPUTBM

1. NEKAPCTBEHW NPOAYKTH, skmouveHu & Mpunoxkedune 1 ua NAC, xouto H3OK szanpawa B CLOTBETCTBME C
DenCTBALUNTE HOPMATHERU OOKYMEHTH

Tabnuua 1
INN DDD
OCTREOTIDE 0.7 mg
10 mg
1.2 mg

Haxo g“Ho I Ha Bcekn § Mmeceua*® | Ha scexkn 12meceua”
4 v
v v
v v
’ v
[niokoapl(3n NEE- v
HbAw &F § . v v
ASAT g 7 “ v
' v T v
3 # " 470 npeuexka
H b %byu,qocxonun VA v
Mscnep.saﬂemaaag gmi =ngne'ra nepumeTpus v i v )
AGAOMVL@_J‘IHEI exorpagm;a “(g:amo sa Octreoctide v Pasireotide) v Mo npeuerka
v Mo npeueHKka Ha 24m
v Mo npeugeHka
v
v Mo npevueHka
v Mo npeueska

- NINCKBABWA HA H3CK NPKU NEYEHIKE HA NOBULLEHA MPOAYKUWA HA PACTEXEH XOPMOH NPKW AKPOMETANVA U XUNOGUSAPEH
3 TUrAHTU3BM B USBHLHEONHUYHATA NOMOLL



1. Bb3pacTosara rpaHMya Ce U3YKHCNABA B HaBLPWEHN [OAMHW - T.@. BRMQUATENHO KbM JATaTa Ha W3RaBaHe Ha NpoToKona or
cneyuann3uMpalara KoMUCYA,

2. MNpy HasHauaRaHe Ha Tepanus NO NPOTOKOR 3AABLAXMTENHO Ce CLoBPa3ARAT BL3PACTOBUTE OTPAHUHEHNA, CLIMACHD KPATKATE XapaKTepusTiKa
Ha CLOTBETHUA NeKapcTeeH NPOoAYKT, yTebpaeHa no peaa Ha 3MMXM.

3. H3OK He 3annawa nevexue U3BLH YKA3aHATA BH3PACTOBA MPEHNLA B KPaTKaTa XapakTepUCTUKa Ha NPoAYKTa.

4. H30K He 3annalja neyeHne ¢ 4031 HAJ MAKCHMANHO Pa3pelleHnTe No XKPaTka XapakTepUCTURa Ha NPOAYKTA,

5. B cnyJaid Ha HacTbNuUAa NOAO3MPAHA HEXENaHa NeKkapCTBeHa peakuus, nekapat yeegomasa WAN no peja Ha un. 184 or 3NMXM. Konue or
chobtyeHKarTo ce npanara/onvscaa KbM/B MEAKLUMHCKATA AOKyMEHTALMA Ha 30JT npu KaHAMAATCTBAHE 33 NeYeHwe,

6. Bcexuﬁ“ﬂ%’?ﬁn@%e ManaBa Bb3a OCHOBA Ha M3AAAEH MEAMLIMHCKK AOKYMBHT: creumanuaupaHa xomncua B NI3BM ra ocHosanwe Alp Ne 38
Onpe.nelgiﬁﬁﬁ& aﬁ‘Ha nedeHne u NPocneiABaHe Ha TepaneBTHYHMA OTTOBOP NPW NAUMEeHTH, NONMy4aBal CKLROCTPYBALUM NeKapCTeeHu
r:po.qy:crnigojpeg A 78, 7.2 330"

Exsemnng mnocwren oT Allp Ne 38 OnpeaensHe Ha nNnaH Ha neveHwe n NPOCAGAARAHE HA TEPANEBTHYHUA OTIOBOP npm NaUueHTH,

npunomeé%aﬂg B eg;me Ne3 oT HacTosmTe M3UCKBaHUS Ha H3OK".
8. MaAaBaH_eTG"itaE_ﬂ‘mroxomoe OCBLUECTEABA B CLOTBETCTENE CHC CHEMECTHH ,YKa3aHuA-3d paboTa C NOAaAGH N0 eNEKTPOHEH MHT NPOTOKON
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- M3NCKBAHWA HA H30K MPK JIEYEHUE HA NOBULIEHA NPOAYKLUA HA PACTEXEH XOPMOH NPK AKPOMEMANTAA Y XUMNOOWUIAPEH
‘ k MMrAHTU3LM B U3BBLHBOMHUYHATA NCMOLY,



NPUNOXEHWE 3

AEKNAPALIUA 3A UHOOPMUPAHO CLITIACUE C UBUCKBAHUATA 3A 3AMOCYBAHE! NPOOLIMKABAHE HA
JEMEHUETO C NIEKAPCTBEHWUA NPOAYKT
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_-:__ 03[-!33( C usnara Mu npep,ocTaBeHa MHd)OpMaLlMH W uenrta Ha neYyeHWeTo C nNeKapcrBeHvus
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.............................................................................. Y cNea KaTo NONYYMX USYEPRATENHW OTrOBOPY Ha
BAPOCH, AeKNAPUPam Je;
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1. Lﬂ"é;cg ga“ﬁ npenqpbqana'ra MU CXEMA HA NIEYEHNE U NEPUOANYHOET Ha KOHTPOMHWTE Npernegu.
2. *Ré’i file gé ABABaM Ha KOHTpOnFI

3.

4.

ﬂes_de“Hﬁ;eTo MM C YNOMEHATWA [IeXapCcTBeH NPoAYKT We Obae npekpaTeHo n
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-y V3UCKBAHWA HA H3OK NPU NEYEHUE HA NOBULEHA NPOAYKLMA HA PACTEXEH XOPMOH NPU AKPOMEIANMA 1 XUNODUIAPEH
@ FUrAHTHIBM B U3BLHEOMHUYHATA NOMOLLL



