KPATKA XAPAKTEPHMCTIHKA HA ITPOIVKTA
SOMAVERT® 10 mg powder and solvent for solution for injection

1. HAWTMEHOBAHUWE HA JEKAPCTBEHHUA IIPOAYKT

SOMAVERT 10 mg npax B pa3sTBOpHUTEN 32 HEKECKIMOHEH Pa3TBOD.
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2. KAYECTBEH ¥ KOJJAYECTBEH CHCTAB ‘ I i

Bceexn daakon ceaspxa 10 mg pegvisomant.
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Cnen pazteapaue,]l ml pasTeop chappika 10 mg pegvisomant.
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Pegvisomant ce npouzeexza upes pexomOunantaa JIHK Texsonorus B E. Coli excripecnonHa
cucTeMa.

3a DOMOIIHHTE BemecTBa B, pazgen 6.1.

3. JTEKAPCTBEHA ®OPMA
Ilpax u pasTBOpHTEN 3a HEXKCKIHOHEH PasTBOP.

IpaxsT e Os1 Do Oene3HHKAB.

4, KIWHAYHHA TAHHHA
4.1 TepaneBTHYHH HOKAZAHAA

JleuenHe Ha MAIHEHTH C AKPOMEralig, KOUTO Ca HMAJIH HE3aJOBONHTENCH OTIORBOD KBM
OIICPATHBHO IICUCHHE HA/HTH TEYeneYeH e | IIPH KOMTO CBOTESTHOTO MEOHKAMEHTO3HC ICICHHE C

aHATO3H Ha COMATOCTATHH HE € HOPMAmH3upalo KouteHTpampyTe Ha JGF-1 miu He e 6110 IOHECEHO.

4.2 NoswpaHe B BagHH HA NPHIOKEHHE

JleuenmeTo TpsOBa ga Gpe 3aN09HATO ITOF HaOMOASHHETO HA JIeKap ¢ OIKT B JIEYEHHETO Ha
aKpOMeramii.

HeolxoxuMo e Ja ce IperieHH Jany fa OpA¢ NpoBIDESHO ACUEHHETO ¢ AHATO3M Ha
COMATOCTATHH, THH KaTo yrnotpebara B komOunanua csc SOMAVERT He e npoydena.

3a pasIYHHTE PEXHME Ha JO3HPAHE ca HATHYHU CIeIHHTE LO3HPOBKIL: SOMAVERT 10 mg,
SOMAVERT 15 mg u SOMAVERT 20 mg.

Hacumarara go03a ot 80 mg pegvisomant TpaOea na Ob/le NPHIOKEHA TOAKOKHO IO
memMuHCKo Habmomenue. Crnen Toea SOMAVERT 10 10 mg pastsopen 2 1 ml BoAa 2a PHOKEKIIHM
TpabBa j1a ce IpUIAra BNt K AHEBHO MO GopMaTa Ha TIOAKOIKHA HEFKKIFHA.

Kopexnuure Ha 103aTa TpiOBa A2 ce Ha3upar Ha cepyMuuMTE HuBa Ha IGF-1. Cepymuure
xouuentpanuy Ha JGF-1 Tpadpa na 6baaT H3MepBaH: Ha BCSKM YSTHPH HO HISCT CeAMUITH K
CHOTRETHHTE KOPEKUMM Ha A03aTa TpA0Ba a GhAAT MpaBeHy ¢ YBEIHYABaHe OT 5 mg/IeH ¢ Hel
NOANLPIKAHE HA CePYMHITE KOHLeHTparuHi Ha IGF-1 B pamkuiTe Ha osoGpasemgzbspama
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[DHana30H ¥ 34 HOCTHTaHe Ha ONTHMANICH TePaneBTHHCH OTIOBOD. s
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MaxkcumMangara 103a He TpsabBa na Hagxeopis 30 mg/nen. (// JF ‘,x'f

ITapgenTs B Banpeguana BE3pacr R y e
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He e HeoOxomuma KOpeKIid Ha Fo3aTa.

TeppaTpEysal NaNKeHTH

Besonacuoctta ¥ edexTreHOCTT2 Ha SOMAVERT mpu nepuaTpHyHH DaUHEHTH HE € YCTaHOBEHA.
TanpenTa ¢ HAPYMeHA YepHoapoGaa i 010pegna pynKoHs:

BesonacHocTTa ¥ edexrrBHocTT2 H2a SOMAVERT npu nauneHTs ¢ G50petHa UiH YepHoapodHa
HEZIOCTATHYHOCT HE € YCTaHOBeHa.

HaweentH ¢ fHadeT

VIHCYNHHOBATA $YBCTBHTENHOCT MO Ja ce TIOBHIUY CIICH 3aII0YBAHE Ha JICUEHHE ChC
SOMAVERT. PHCKBT OT XHIOrTHkeMuEA € Oun HaOmogapas npH HAKOH NNALMERTH ¢ gualer,
JIEKyBaHH C WHCYJIMH JWIH IepOpaiHy XUIOTNHKeMUYHY IeKapCTBEHE HPOAYKTH AOKATO ¢a OMIiiH Ha
neyenne che SOMAVERT. CrienosatenHo NpH MalMEHTH ChC 3aXapeH quabeT MojKe 12 Ce HANOMKH
TIOHISKEHNe Ha JO3UTe Ha HHCY/IHHA WIH IEpOpaTlHATE XHITOTTHKEMIHE JEKAPCTBEHH IPOIYKTH (BXK.
pasieri 4.4 1 4.5).

4.3 IlporaBonoxasanng
CBpPBXUYBCTBHTENHOCT KbM pegvisomant WiH HAKOE OT IIOMOIIHHTE BEIECTEA.
4.4 CnenHAlHy OpeayRpeRIenys H CleNHANHH IpeNa3Hl MepKH NpH ynorpeba

Tymopu Ha xuriodusara, CEKpETHpallHy PacTeXKeH XOPMOH, MOXKE [IOHAKOTA a HAPACTHAT,
Npe/IH3BHKBAHKY CEPHO3HH YCIOKHEHN (HanpuMep AedeKrH B 3PHTENHOTO Hone). JIeueHueTo chbe
SOMAVERT He HaMalsiBa pasMepa Ha TyMOpa. Beudke mauuesTH ¢ TakiBa TyMopH Tpsatea fa 6baar
BHHMATE/AHO MOHHTOPHPAHY, 32 12 ce H30erHe eBeHTyaiHA IPOrPeCcHs Ha pasMepa Ha TyMopa HpH
JIeSeHHEeTO.

SOMAVERT e MOIeH aHTArOHHCT Ha ASHCTBHETO Ha PACTEXHHA XOPMOH. [IpHIokerHeTo Ha
SOMAVERT mooxe Ja npefu3BUKa ChCTOAHME Ha Ae(QHIHT HA PACTEXEH XOPMOH, BHIPEKH
HaTHYHETO HA MOBHINEHH CepPYMHY HHBA HA pacTexeH XxopMoH. CepyMHHTe KoHUeHTpaly Ha IGF-1
Tpatea g2 GbIaT MOHKTOPUPAHHE H HOANBPKAHM B PaMKHTe Ha Cb00paseHus C BB3pacTTa HOpManeH
Iana3oH Ype3 KOpeKia Ha nosupanero Ha SOMAVERT.

CepyMHuUTe KOHUSHTpAIHK Ha afnaHuiH amuHoTpanchepasa (ALT) u acnaprar TpancamuHasa
(AST) TpsOsa na 6bHAT MOHMTOPHpAHY Ha HETEpPBANH OT YETHPH [Q LIECT CeAMMIM fIpe3 IBPBHTE
muecT Mecela ot Jedenrero cs¢ SOMAVERT uiH no BCAKO BpeMe NPH NalMeHTH, KOHTO HpOsABABAT
CHMETOMM, Hpeamofaraiy xenaryut. lpu nanuetty ¢ nopumtedue Ha ALT u AST wnu 0py nauuerTH
¢ apamMHe3a 3a TIPOBENEeHO IedeHHe ¢ aHAJIOT Ha coMaTocTaTvH TpadBa aa Obae H3KIloueHa
OBCTpYKLMS HA XITEYHNTE TETHLIA. [IpH NepcHCTHpay NpH3HAIH Ha uepHOApobHo 3abomsane
npurokenueto Ha SOMAVERT Ttpatea Aa 6pae npeycTaHOBEHO.

ITpoyusasnero, npoeenero cs¢ SOMAVERT npu fuabeTHIM, HeKYBaHH C HHCYJIMH WIH
TIEpOPANHA XHITOTTHKEMIYHH IEKApCTBEHH MPOIYKTH, YCTAHOBH PHCKa OT XHIIOFIHKEMI Cpef Ta3y
nonynaws. ChejoBaTento, NpH MALKEHTH ¢ aKpOMETains ChC 3aXapeH nuafeT MoxKe Ja ce HanoKH
NOHIDKABAHE Ha JO3UTE Ha HHCYNHHA KM XUIOTIHKEMUYHHUTE TeKADCTBEHH NPOIYKTH (BXK. CHIKO
pazpenn 4.2 1 4.5).

TeparieBTHUHATA TION3a OT HaMalleHaTa KoHueHTparws Ha IGF-I, KOSTO BOIW 110 nofoOpeHHEE Ha
KIIMHHYHOTO CHCTOSHYE Ha nallenTa, 01 MOriia NOTEHIHAIHO A2 ynenmn’tpep'rm're'ra npy
MANMeHTH OT skeHcKu non. [lanuentire Tpadea na Opaar nocmenaaﬁn $iC3 lennarar IIO;}IXO,E[HIJI&
KOHTpaLenws, ako ¢ reobxoaumo. SOMAVERT #e ce npermpsf}sa HO BpeMB Ha 6peme‘HHocT (B,
oo paszern 4.6). P
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Vrorpebara sa SOMAVERT B koMOpHaUHS ¢ XPYTH JEKAPCTBEHH IIPOJYKTH 3a JledeHHe Ha
aKpOMeraiHs He e IpoyHeHa HoapodHo.

4.5 BzaumopeiicTERe ¢ JPYrH JeKapcTBEeAE NPOAYKTH B JPYTH OpMH HA B3aAMOAeHCTBHE

Bsammogeiicrpuara mexy SOMAVERT 1 opyrd nexapCTBeHH IPOSYKTH HE Ca OLEHABAMH B
CTAHNAPTHH HPOYIBaHHA.

TIpu manyeHTH, NOMyYaBallHA HHCYIIHH WK I6pOpaNnHy XMHOTTHKEMHYHH JIEKAPCTBEHH IPOAYKTH,
MO%e Jia & HeoOX0oIumMo HaMaldBaHe Ha [[03aTa Ha Te3H TepAalleBTHYHH areHTH nopain epekra Ha

+ pegvisomant BppXy HHECYNHHOBATA YyBCTBUTENHOCT (BK. pazmenu 4.2 u 4.4).

SOMAVERT uMa 3HAUKTENHO CTPYKTYPHO CXOACTBO C PACTEKHIA XOPMOH, KOETO BOIH J0
KPBCTOCaHa PeaKIlHg ¢ TECTOBETE 32 PACTEKEH XOPMOH, NMpellaratH B ThproBekaTa Mpexa. Teif xaTo
CepYMHEHTE KOHIEHTPALHH HA TepalleBTHYHO edexTuprmTe Xo3H SOMAVERT ca no npunnmi ot 100
F0 1000 meTH No-BHCOKY OT NeHCTRHTENHNUTE CEPYMEN KOHIIGHTpAallUK HA PacTeReH XOPMOH,
HaGIIOKaBaHH IPU AXPOMEraNHIH, CTOHHOCTHTE Ha CepyMHHTE KOHLISHTPAllHH Ha PACTEKEH XOPMOH
me OpHaT GanuuBe OTYETSHH [IPH NPHIaraHe Ha nipefyiaradyTe B ThPrOBCKATa MPEXa TECTORE 33
pactexed xopmod. CrnenorarenHo feveHneTo cs¢ SOMAVERT ne Tpatsa fa 6bae MOHHTOPHPAHO
WIH KOPHIHPaHO B3 0CHOBA HA PE3YJITATHTE 33 CSpyMHE KOHLIEHTPALHH Ha PacTeXeH XOPMOH,
TIOTy9JeHy 1IPY TE3U TeCTORE.

4.6 BpeMeRHOCT H KbpMene
JIaricBAT KNHHIYHE SAHHM 32 eKCIIO3HIMA Ha pegvisomant py OpeMeHHH.

[poy4BaHHsATA [IPH JUBOTHH Ca HENOCTATHYHM 110 OTHOIICHHE Ha 6QEXTHTE BHPXY
GpemennoCcTTa, eMOPHOHAHOTO/(PETATHOTO pa3BUTHE, PAKIAHETO HAY CIGAPONOBOTO PasBHTHE (BK.
pazmen 5.3).

TIoTeHUMANHHAT PUCK TIpH Xopa e HewsBected. Cnepoparenno SOMAVERT He ce npenophisa fo
BpeMe Ha OpeMeHHOCT (BiK. CHINO pasnen 4.4).

Yaoorpeda mo Bpeme Ha KbpMeHe

He e u3BecTHO Jany pegvisomant ¢e exCKpeTHpa B MaiuiHOTO MiEKO. ClieA0BATENHO
SOMAVERT ne tpa6Ba fa ce yrotTpebssa IpH KbpMeLl #eHH WIH KEpMeHeTo Tpataa fa 6bze
TIPEyCTAHOBEHO,

4.7 EdexTH BHPXY cHoco0HOCTT2 32 ModHpane B paboTa ¢ MABEHHN

He ca mposexiaHy Npoy4YBaBKs Ha edekra BEPXY clocO0HOCTTa 32 modHpane u paboTa ¢
MaITHEH.

4.8 Hexenany JeKaperBeHH PeaKiag

CHHCELKST O-AONY ChAbpka HeXeNnaHn peaKiyy, HaOmoapany B KNMHEYHK NPOYUBaHs.
TlocoyenH ca caMo CHONTHS, 33 KOHTO MMa TIOHE IPHEeMIIMBO IO03PEHHE 34 NPHYHHHO-CIeACTREHA
BPB3Ka ¢ TeveHHeTo csc SOMAVERT.

B knMHHYEM NPOYYBaHKS cpell IAIHEHTHTE, lekyBaHu ¢ pegvisomant (n=160), moseuero
HeXeJIaHUTE peakiy KM pegvisomant ca GIUTH ¢ Heka A0 yMepeHa HHTeH3HBHOCT, OTpaHu4eHa
MPOABIDKHTEIHOCT H HE ca Hanarany IpeycTaHOBsIBaHe Ha JISYEHHETO. T

TR e

Haii-uecto choBiaBaHuTe HeXeNaHH cEOHTHS, 32 KOHTO Ce cYura, H6.ca CBEp3ann’ che
SOMAVERT, natmonaBany npH = 5% OT HallHEHTHTE C aKpOMEralkis 1o Bpeme Ha KITHHIIHHTE
IpOY4BaHNY, ca DK peakiuyd Ha MICTOTO Ha HibkektTHpane 11%, nsnomsaae 7%, I‘JIaBOGOIIHe 6% u
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acTerms 6%. JJoBeYeTO peakiiy Ha MACTOTO Ha HIDKEKTHpPAHE, H3pa3ABally C€ B JOKANH3HPaHH
epHTEMHU H GOIE3HEHOCT, ¢a IPeMHHANH CIOHTAHHO ¢ JIOKANHO CAMHTOMATHYHO JICUEHHE KATO
Tepanmara cec SOMAVERT e npogsmxdna.

[Ipu 16.9% ot natmegrrTe, neKyBagd ¢b¢ SOMAVERT, e 6uiio EabmofaBaHo pasBHTHE HA
H30/IMPAHH HHCKH THTPH HA aHTH-PacTeKeH XOPMOH anTuTeNa. KIMHMYHOTO 3HAYCHHE Ha TE3H

SHTHTCNZ & HEHU3BCCTHO.

Hesxenaumre peaKudy ¢a HaJieHH B ChOTBETCTBHE ChC CIICAHHTC KATCIOPHIE:

M#uoTo gecTH: >10%
YecTi: >1% u <10%
HeuecTu: >0.1% 1 <1%

TacTpoBHTECTHHANRN HADYNIeHHS:
TecTh: Jlnapus, 3auek, rafeHe, HOBphIANe, IonysaHe Ha KOpeMa, AUCTIETICHS, (pIaTy eHIn,
MOBHIIEHH CTOMHOCTY Ha epHOApOOHHTe npobu

Heuecru: CYX0Ta B YCTaTa, XeMOPCHIH, NOBHIICHO CITOHOOTACHANE, HAPYINEHHE Ha 3p0HTE

O0mA HapYIICHA !
YecTu: rp¥monozo6Ho 3aGonsBase, ymMopa, NOCHHABAHE HIH KBPBEHE Ha HEDKSKIHOHHOTO

MACTO, PEaKIFH B MACTOTO Ha HIDKEKTHpPAHE, XHIEPTPodHs B MACTOTO Ha
HIDKEKTHpaHe

Heuectu: OTOK Ha JONeH KPaiHHK, IMpeKCH, Cl1aboCT, aCTSHHS, HEPASIIONOKEHHE, HAapYITeHO
3apacTBaHe, NepHQepeH OTOK

CKeZeTHO-MYCKYIHE, CheTANATeTHO-THKAHEH H KOCTHA HADYIICHHAS:
YecTH: ATpaTHi, MUAJITHA, TepHdepHa OTOTHOCT

Heuecrn:  apTpur

Hapvineans 42 HEPBHATA CACTEMA:
YecTH:; riaBoGonHe, 3aMaliBake, CBHIHBOCT, TPEMOpP

HedecTs: XHIIOSCTE3HSA, OUCTEY3HA, MHIPEHa, HADKOJEIICHS

HaDYIlIBHHH HA KURATA ¥ MOAKOKHATA THEKAH:
Yect: M3MOTABAHE, IPYPUTYC, OOPHB

HedecTd: OTOK Ha BUIETO, CyXa KO¥Ka, KOHTY3HA, TCHACHIIHA KbM HaCHHABaHS, HOLIHH
HRIIOTABAHHA

eaxnarpuasy HADYRICHAN:
YecTH: HeoOMuaiiHy CHHHING, HapyINeHHe Ha ChHA

Heuecti: TIHAB, allarys, 0OBPKAHOCT, IOBKUIEEHO TUOHAO, IPHCTHIIH Ha MaHHKa, KpaTKOTpaiHa
3ary0a Ha naMmeT

Hapvimewng HA METa00IH3MA ¥ XPAHEHETO!

Yecrm: XUMEePXONecTePOIeMHEs, HaANaBaHe Ha TEro, meprmeﬁﬁ’g, ga:n\
’ ‘\A‘; v e j C ,

Heuecty: XWNEPTPUITHLEPUASMIS, XHIIOTTAKEMIA /f B

Hapyluenns Ba AHIIARETO, TPBLIAKS KO U MeRHACTHHYMA}
Heuecrn: mucnHes Y F
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Ounn papymenns:
Heuwectn: actemomus, HOIKH B OUHTE

brOpeunn y ypAEADHHE HApYIICHANA:
Heuect: XeMaTypHs, NpOTEHHYPHA, HOAMYpHs, OE0peUHO yBpexnane

CHH0BH HADVHICHAS:
YHectn: XUNSPTOHAA

Hapymsesns Ha YX0TO B Na0HDHHATA;
Heuwectu: Gonect Ha Menuep

Hapymenns ya xpbeBTA H JEMdaTa:
Heuecrr:  TpoMGOUUTONEHHAS, AEBKOTICHHS, IEBKOLHMTO3a, CKAOHHOCT KbM KbpBEHE

4.9 . IIpeno3apane

Hma orpasuyeH oKHTET ¢ npeposupane Ha SOMAVERT. B exun crobuien cmydaii Ha 0cTpo
nipenosupate, Iipu koo 80 mg/neH ca SUIM NPHNOKEHH 3a 7 JHH, NAMEHTHT & [I0MyBCTBAN JIEKO
3acHIBaHe Ha yMOpaTa H CyXoTa B ycrara. IIpes ceMumara ciaex [peyCTaHOBABAHE HA ISUESHHETO
oTGenssanuTe Hexxenany ¢x0HTHA ca OHMH; Oe3chHIe, TOBULIEHA YMOPAEMOCT, JIEK OTOK Ha
crenanata, $HH TpeMOop M HaUTaBaHe Ha Terno. J[se cenMHIM CIIeR CHHpaHe Ha JICYEHHETO & Oua
HabmoxaBaHa NeBKOLHTO32 H YMEPEHO KEPBEeHE OT MECTATa Ha MIDKeKTHPAHE M ITYHKIIHs Ha BEHHTE,
KOWTO ca Ce IPHell 3a BE3MOXKHO cBbp3ani ¢b¢ SOMAVERT.

B cny4aute Ha mpexozupane npuwiokeHneTo Ha SOMAVERT Tpsabea na G5/1e peycTaHOBEHO U
Jia He ce BE300KHOBABA JIO BE3BphIUaHe Ha HuBaTa HA IGF-1 kbM HOpMAHKA HITH HalX HOPMATHHA
IHATIAZ0H.

5. ®APMAKOJOTrTYEH CBOHMCTBA

3.1 PapMaxoguHaMATHE cBOHCTBA

bapmakorepanesTuyna rpyma; ATC ko HO1AX01

Pegvisomant e aHaNOT Ha JOBEIIKH PACTEXEH XOPMOH, KOHTO € FeHETHYHO MOAR(HUIHpaH B
PENENTOPEH aHTArOHMCT Ha PACTEKHES XOPMOH.

Pegvisomant ce CBBP3Ba ¢ pPElIENITOPHTE Ha PACTEXKHHIA XOPMOH BBPXY KIETEHHATA HOBBPXHOCT,
KBIeTo OIOKHpa CBBP3BAHETO HA PACcTeXeH XOPMOH H IO TO3H Ha%MH HpeyH Ha BBTPEKICTEUHAT
CHTHAMHa TPAHCAYKIHA HA PACTeKHHA X0pMoH. Pegvisomant pHTexapa BHCOKA CENEKTHBHOCT KBM
GH peuenropa i He OCHINECTBABA KPBCTOCAHE PEaKUHs C APYTH HHTOKHHOBH PeIeIITOpH,
BIJTFOYMTENIHO HpoNakTHH. MHxubupaHeTo Ha JeiicTBHETO Ha PAaCTEXHHA XOPMOH OT pegvisomant
BOZXH JIO TIOHIDKEHH CepyMHH KOHIEHTPAIHY Ha HHCYIHHONOA00 KA pacTexeH dakrop-1 (IGF-T),
KaKTO ¥ Ha JPYTH CEpYMHH IPOTEHMHH, OTTOBOPHH 32 PaCTEXKHI XOPMOH, karo csobommma IGF-1,
KucenMHHo-MabuiHaTa cybemunua Ha IGF-1 (ALS) u mHCYMHHODOZOGHUA pacTexen daxrop
ceBp3sai npoTenn-3 (IGFBP-3).

Axpomeransy namuenty (n=112) ca 6unu nexysaHu B 12-CeAMHMYHO, PaHIOMH3HPAHO, ABOHHO-
CHATIO, MHOTOLIGHTPORO IIpOY4BaHe, CpaBHsBamO Iuranebo u pegvisomant. IIpH BCHYKK BU3HTH Crel
HaYangaTa BU3HTA B TEpATeBTHYHETE IPYIIH ¢ pegvisomant ca Ouy HaGIIFORaBaHH J030-32aBHCHMH,
CTaTHCTHYECKH SHAYMMM IOHIKEHHS Ha cpefHuTe cToligocTh Ha IGE- ,I €p<0:UOOI ), ceoGoxrms IGF-1
(p<0.05), IGFBP-3 (p<0.05) u ALS (p<0.05). Cepymuusr IGF-I ce-€iopman ﬁahpa.lfh\lcpag HA

0 0 0 1R o aTTI
Tipoy|paneTo (cepmuna 12), chorseTHO npH 9.7%, 38.5%, 75% B 824 of nunaTa-Jjek %}m c

.

mnauebo, 10 mg/nen, 15 mg/nen unu 20 mg/nen SOMAVERT. (( B ah ::;: '\\ ‘5;-; W
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CTaTHCTHUECKH 3HAYHAMH Pas3iHKH cupsamo mianeto (p<0.05) ca 6wnu Habmrogasany B
nonobpeHreTo Ha OOLIHA Pe3yNITAT OT NPH3HALITE M CUMITTOMHATE [P BCHYKH JO30BH TPYIH, B
CpaBHEHHE ¢ Inanebo.

Koxopra ot 38 nina ¢ axpoMeranus e 01na mpocneieda B ALArOCPOIHO, OTKPHTO MPOYYBaHe ¢
THTpHpAHe Ha [03aTa 32 TIoHe 12 FoceAoBaTeHE MeCella Ha eXEAHEBHO IPHIOKEHHE Ha
pegvisomant (cperso = 55 cepmunin). Cpennata xonnenTparyd Ha IGF-1 B Tasu xoxopTa € cnaHana
ot 917 ng/m! mo 299 ng/ml npu pegvisomant, kato 92% ca NOCTHIHAKM HOpPMAaHa (KOpHIHpaHa
CIIPAMO BE3PACTTa) KOHIeHTpaiua Ha IGF-1.

5.2 PapmakoKHHETHIHA CBOHCTBA

ABcopburiara Ha pegvisomant clies HOAKOKHO MPWICKEHHE € 0aBHA H NPOABIDKUTETHA H IIHKOBH
CEepyMHH KOHIEHTPAIWH Ha pegvisomant IO TIPHHITMI HE C€ JIOCTHTAT NPSAH Ja Ca 3MMHAIH 33-77
vaca cilel HpuiokeHueTo. CpefiHaTa creneH Ha abcopOuus Ha IOAKKHATa o032 € Omna 57% crpamo
HHTpaBEHO3HATa A034a.

SammsT ofeM Ha pasnupelereHHe Ha pegvisomant e oTHocHTeNHO Mansk (7-12 1). Cpeasuar o6
TereceH CHCTEMEH KIHPBHC Ha pegvisomant clieff MHOTOKPATHH 03K € u3umcneH Ha 28 mi/yac 3a
TIONKOMCHH J03H, BapHpaiw ot 10 go 20 mg/nen. BrOpeuyHHAT KIHPEHC Ha pegvisomant €
npeHefpeKHMO MATBK ¥ CheTaBliBa Nox 1% oT obInua TeneceH KiHpepHe, Pegvisomant ce
emAMEHIpa GaBHO OT CepyMa, ChC CPEIHH CTOHHOCTH Ha ITONY/KHBOT, BAPHPALIH OOHKHOBEHO 0T 74
1o 172 yaca, kKakTo cref| eTHOKPATHA, TAKA H CIISA MHOIOKpATHH JO3H. MeTabonu3MbT Ha
pegvisomant He e IPOyYeH.

Cren eqHOKpaTHO HOAKOKHO NPHIOKEHKE Ha pegvisomant B MoKaupamty ce xo3k ot 10, 15 wnu
20 mg He ce HabmoaBa NuHeiHa 3aBrcHMocT. TIpubmasuTenHo MHHeiina hapMaKOKHHETHKA Ce
Habmx07aBa IpH PABHOBECHH KOHIEHTPALMY B NOIYJIAMMONHUTE (apMaKOKWHETHIHH POy YBAHHUA.
Hazuwre oT 145 HallMeHTH B ABE ABITOCPOHHH IPOYUBAHHSA, KOHTO C2 YIONYYaBalii JHEBHU JO3K OT
10, 15 umu 20 mg IeMOHCTPUPAT CpeliHu CepyMHHE KouUeHTpauud (£SD) Ha pegvisomant
npubmuzuTenyo 8800 + 6300, 13200 £ 8000 u 15600 £ 10300 ng/ml croTeeTHO.

DapMaKOKHHETHKATA Ha pegvisomant e cXonHa IIPH HOPMAIHHE 3Apasy N0OPOBOIIHM H NANMEHTH ¢
aKpOMeraius, BIPeKy Ye IPH JHIA ¢ IO-BHCOKO TEIECHO TErN0 HMA TeHCHITHA KbM I10-BHCOK 001
TeneceH KIHPHHC Ha pegvisomant, OTKOIKOTO IIPH JIMIA ¢ TIO-HHCKO TErNo | IOPafid TOBa BEPOATHO
Ce HAJaraT NO-BHCOKH KO3H pegvisomant.

JIunceat apMAKOKMHETIHHE JaHHY NPH creu(HH MTOIyNaIkH (felia, omyianuu ¢ 656pedHo
¥ 4epHOLPOOHO YBpPEXKAAHE).

5.3 lpepxAuEAIEA JAHHH 32 6€30HACHOCT

IlpeaAxIMHAYHY J2HEH Bb3 OCHOBA Ha IIPOYYBAHMS [PH IIBX0BE M MaMYHH BBPXY TOKCHYHOCTTA
Ha MOBTOPHHE HO3H HE ¢a TI0Ka3alu crieliMduyeH pHCK 32 YoBeKa. HezapucUMo OT TOBE, Mopasy
u3pazerust GapMaKkONOrHYeH OTIOROP IpH MaiMyHH, CHCTEMHH EKCIIO3HUHH, [H0-BHCOKH 0T TE3H
JOCTHIHATH NPH NalHEHTH C TCPaleBTHYHH J03H, HE Ca IPOYYCHH. C mzrmoveHe Ha SOHH CEeIMEHT

II TecT npu 3afiny, He ¢a NPOBEASHU APYTH NPOYUBAHUSA 33 PENPOLYKTHEHA TOKCHHMHOCT.

JlunesaT MapEH 38 KapUHHOreHeH NOTeHIHAT.

6. DAPMAUEBTWYEM JAHHBH

6.1 CoECHX HA OMOIHHETE BeliecTBA /// R

IIpax:
Glycine

-
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P



KPATKA XAPAKTEPHCTHEKA HA TIPOOVKTA
SOMAVERT® 10 mg powder and solvent for solution for injection

Mannitol (E421)

Sodium phosphate dibasic anhydrous
Sodium phosphate monobasic monohydrate
Pazrpoprres: Boaa 33 HIDKEKIHH.

6.2 HecLBMeECTAMOCTH

Tosd JIeKapcTBEH TIPONYKT He TpaOBa fa 6bAe cMecBaH ¢ APYTH JIEKapCTBEHM NPOIYKTH, OCBEH

Te3H, YIIOMEHATHTE B pasjes 6.6.

6.3 Cpox ma rogsoct

24 meceria.

Crex pasTBapsHe IPOAYKTHT TpsOBa fa Op/e ynoTpebed HesabasHO.
6.4 CoegHanne OpeAasHa MEPKH NP CHXpaBeHne |

Ha ce coxpanssa mpu 2°C - 8°C (B xnmamwnmux). [la He ce 3ampasgsa. ChrxpassBaiiTe KOHTeHHepa

BEB BRHIHATA KAPTOHEHA ONAaKOBKA C© TEN IIpeAnasBaHe OT CBCTIIMHA.

Cnen pasTBapsHe:
Vrorpebere HezabasHo.

6.5 Bua ¥ cpappixkapde H2 ONMAKOBKATA

TIpax BB duaxon ot 6 ml (cTsio Tan I) ¢ ryMera samymanka (6yTun) u 8 ml pasTeopHTeN B

cTeried dnakon (tur I) ¢ rymena 3amyinanka (6y ).

Pasmep Ha onakopkara: 30 duakosa c npax zaefHo ¢ 30 ¢rakona ¢ pasTBOPHTEN.
6.6 Yxazaupsa 3a yonorpe(a H HPATOTBAHE B HIXBLPJIAHE
Pasteopete ¢ nomontTa Ha 1 ml BoAA 32 UIDKEKMH.

IIpubasere pasTBOpHTENA KbM (rIakoHa ¢ Opax 3a HIDKSKUMH. BHEMATENHO Pa3TBOpETe NIPaXbT C

HaBHO BEPTENHBO ABrkeHke. He pasinaniaiite eHeprudHO, THH KaTO TOBA MOXKE a HOBENE A0
JeHaTypUpaHe Ha JIEKapCTBEHOTO BEINECTRO.

Crren pasTBapsse, ako Pa3sTBOPBT € MBTEH WiH ChABPIKA YaCTIHKH, HPOAYKTET Tpabsa fa 6nae

U3XBBDIEH.

Camo 32 eTHOKpaTHA yrioTpeba. Beexu HeM3IoN3BaH HPOMYKT TpsOBa Aa OBe HIXBBPIEH B

CBHOTBETCTBHE C MECTHHTE H3UCKBAHHA.

7. TIPATEXATEI HA PASPEIIATEIHOTO 3A YIIOTPEBA

Pfizer Enterprises SARL

Rond-point du Kirchberg, 51, Avenue J.F. Kennedy,
1-1855 Luxembourg

G. D. of Luxembourg

8. PETHCTPAITMOHEH HOMEP




KPATKA XAPAKTEPHCTHKA HA TIPOIOVKTA
SOMAVERT®10 mg powder and solvent for solution for injection

9. JIATA HA PETHCTPATIASITA

10. JATA HA PEBH3HA HA TEKCTA




