XYMYJIMH R HATPOH

KPATKA XAPAKTEPUCTHKA HA MPOUAYKTA
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Kpamics sgpaxmr sucmuxa ve RLCvsMa  (iinnsia,:

1. HAME HA JEKAPCTBEHHS ITPOJXYKT | oo e Xvou 0 Jo // |

Xymynud R 100 IU/ml urkex1iuoHeH pa3TBOpP B MATPOH | Paapainen s i

Humulin R 100 IU/m] solution for injection in cartridge B/ - 6‘ 9,2 6'0/1]3*01 -2[]2
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2. KAYECTBEH H KOJIHYECTBEH ChCTAB:
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1 ml ceaspxa 100 IU unrcynus 9osemkH (insulin human) (npomsseaet B E. coli no pexoMOHHAHTHA
JIHK TexHomorms:).

Eann natpoH ceaspxka 3 ml, ekpreanenTun na 300 IU perynap uRCYIHH.

3a NBIHHA CIHUCEK Ha MOMONIHHTE BEIleCTRA BIDKTE Todka 6.1.

3. JIEKAPCTBEHA ®OPMA
Hmkex1HOHEH pa3TBOp B IATPOH.

XymyndH R e crepunen, npospadeH, Oe3useTeH, BOJAEH Pa3TBOP Ha 9OBEMIKN HHCYJIIHH.

4, KITAHAYHH JAHHH
4.1 TepaneBTHYHH NOKA3aHHA

3a JledeHHe Ha HAallHCHTH ChC 3aXapCH I[HHGET, KOHUTO C€ HYXOAAT OT HHCYIIHH 34 [NOAJBEPKAHC Ha
IIIOKO3HAaTa XOMCOCTasa.

4.2 J1o34poBKa ¥ HAYHH HA NPHJICKEHHE
O3HPOBKA
Hosara TpsaOea 1a OB onpenenesa or Nekap B 3aBHCHUMOCT OT HYKIUTE Ha MaLHEHTA.
Ieouampuyna nonynayun
JluncBar AaHuH.

Ha4yuH Ha IPHAQKEHUE

XyMynuH R B natpoun TpaGBa 1a ce npuiara caMo KaTo MoJK0XKHa HIDKEKIHA ¢ THCAIKA 33
MHOTOKpaTHa ynotpeba. AKo ce Hanara NpHIOKEHHE CbC CIIPHHLIOBKA MIIH HHTPaBEHOZHA HEDKCKITNA,
Tp4a0Ba Aa ce H3INo/3Ba thrakoH.

[ToaxoKHOTO IPUJIOKEHHE TPAOBA 13 ce U3BRPIIBA B FOPHATA YacT Ha phKaTa (MUINHUIATA), 6eApoTo,
ceIANHUICTO WK Kopema, MecTaTa Ha HEXKeKTHpaHe TpAOBa Ja ce CMEHAT Taka, 9¢ €AHO U ChIIO
MACTO 113 HE CE H3IOI3Ba I0-9ECTO OT EIHH ITbT MECEYHO, 3a JJa C€ HaMallH PHCKBT OT JTHIOJHCTPOduA
H KOKHA aMEUIonzio3a (Bx. To9kd 4.4 1 4.8).

[IpH HrKEeKTHPaHE Ha KOHTO H [1a € OT HHCYJIMHOBKTE IPOLYKTH OT IpyniaTa Ha XymynMH Tp#0Ba Ra ce
BHUMABA JIa HE C€ MOMaJHE B KPLBOHOCEH ChJ. Clie] HHXKEKTHPAHETO Ha KOHTO H Ja € HHCYJIHH
MACTOTO Ha NpHIIOKEeHHE He Tpa6Ba aa ce Macakupa. [Naunenture Tpa6Ba na 6p8aT 00ydeHH 1a
H3IIOI3BAT NPABIIHH TEXHUKH HA HHXKEKTHUPAHE.
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Beaka omakorka ceaAbpika THCTOBKA ¢ HHPOPMAIIHA 3a NALHEHTA C YKAa3aHUA KaK [a C€ HHXKCKTHPA
HHCYJIHH.

4.3 IIporusonoxazauHus
XHIOTTUKEMHA.

CBpPBAYYBCTBHTENHOCT KBM aKTHBHOTO BEIIECTBO HIIH KbM HAKOE OT TIOMOIIHATE BEIIESCTBA, H3OPOCHH
B Touka 6.1, OCBEH, ako He ce M3II0I3Ba KATO 9acT OT MporpaMa 3a NeCeHCHOHIM3aIs.

TTpu HHKaKBH 0GCTOATENCTBA KOSTO H A4 e JieKapcTBeHa (popMa Ha XyMYIHH He TpaOBa aa ce
M3MIO/I3BA MHTPABEHO3HO, 0CBeH XyMynuH R (perynap).

4.4 ChneusajHu NpeaynpexXicHHs H NpelNa3zHH MepKn NpH ynorpeda

[IpeMuHapaHeTO Ha ALMEHT Ha JeYEHHE ¢ ApYT THI WIH TEProBcka Mapka HHCYJIMH Tpa0Ba j1a ce
H3BBPIIBA TIOR CTPOro JeKapcko HabmoaeHue, [IpoMeHH B aKTHBHOCTTA, BUAA (MPOHIBOTHTENA), THIA
(perynap, uzodan,, MEKCTYpa), NPOH3X0Aa (KMBOTHHCKH, YOBENIKH, aHAIIOT HA YOBECHIKHS HHCYIHH)
W/HIM MeToJa Ha por3BoAcTRO (pexomOuranTHa JIHK MM MHCYIIHH OT XKHBOTHHCKH NPOM3XOJ)
MOXKE 4 JoBeAe A0 HeoOXOQHMMOCT OT MPOMAHA HA J03aTa.

Hexou natpeHTH, IpHeMalll Y0BEIIKA HHCYJIMH, MOJKE Ja ce HY>KZadaT OT IPOMAHA Ha 103aTa B
CPABHEHHE ¢ [03aTa, H3NOM3BAHA OPH HHCYIMHH OT XKHBOTUHCKH IIPOU3X0A. AKO € HeobXoaumo
KOPHTHpaHe Ha J03aTa, TOBa MOXXE JIa CTaHe IIPH IIbpBaTa 1034 WIH B TEYCHHUE Ha ITbPBHTE HAKOIKO
CeAMMINH KJIM MECELIH.

MaJkoTo nanueHTH, KOHTO Ca HMaJIH XHOOTJIHKeMHIYHH peakIHH clie/] IPEMHHAaBAHE Ha YOBCIUIKH
HHCYJIMH, ¢LOOMIABAT, Y€ pAHHWTE NpeAyNpekJaBalll CAMOTOMH ¢a OHIM 10-c/1a00 M3paseHH HIH
pa3’iM9HH OT CHMIOTOMHTE, KOMTO Ca MMaiH 110 BpeMe Ha MPHWIATaHETO HAa TEXHHA IIPEeTHINCH
XHBOTHHCKH HHCYIHH. [TalMeHTH, SMATO KPBBHA 3aXap € 3Ha9MTeTHO MoJo0peHa, HanpuMep, mpy
MHTEH3UDHIIMPAHA HHCYTHHOBA TEPAIHA, MOXKe Ja 3aryOAT HAKOHM HITH BCHUKHTE MpeIyIIpeKAaBalH
CHMIITOMH Ha XHIIOTJIMKEMHA B TpaOBa 1a OB1aT ChOTBETHO YBEAOMEHH. J[pYTH ChCTOAHMA, KOUTO
MOTaT JJa HallpaBAT PAHHHTE NPERYIPEKIABANIN CUMIITOMH HA XHIIOTTTHKEMUA Pa3IMYHH WIH
II0-MAlKo H3PA3eHH, Ca IoAMa MPOTHIKUTEIHOCT Ha JHadbeTa, AnabeTHa HEBPONATHA HITH
NIEKapCTBEHH IIPOAYKTH, KaTo HanpuMep, 6eTa-0nokepd. HekOopHTHpAHNTS XUTIOIVIMKEMHAYHN H
XUNEPTITHKEMIYHH PeakIiH MOTaT JAa MpeqH3BUKaT 3ary0a Ha Ch3HAHHUE, KOMa HIH CMBPT.

H3nonseaneTo Ha HENOAXOAAIIH A03H HIIH HPEKbCBAHETO HA JICUCHUETO, OCODEHO IIpH
MHCYJINHO-3aBHCHMH AHAa6ETHIH, MOXe A3 AoBelAe A0 XKIeprIMKeMus H AHabeTHa KeToaluA03a;
CBCTOSHUS, KOMTO Ca HOTEHIIHAIHO JICTATHH.

JledeHAETO ¢ YOBSIIKM KHCYJIMH MOXKe Ja IIpeIU3BHKa 00pa3yBaHeTO HA aHTUTENA, HO TUTPUTS Ha
aHTHUTENATA ¢a ITO-HHCKH OTKONKOTO THTPHTE NP NMPEeYHCTEHHA KHBOTHHCKH HHCYIIHH.

HUHCYIHMHOBHTE HYRAM MOXKE 12 Ce IIPOMEHAT SHAYHTEIHO NpH 3a00nABaHKA HA HALOLOpeUHHTE,
xHrnod3AaTa Wi MHATOBHAHATA KJIe3H, KaKTO H IIPH HanugHe Ha On0pedHo WM Y9epHoapobHO
YBpEXJaHE,

UACyIMHOBHTE HYXIH MOXE Ia OBRAT HOBUIICHH 110 BpeMe Ha 3a00J1Bale HIM €MOIMOHAJIHH
pa3CTpoicTBa.

Kopurupane Ha HHCYITHHOBATA /{033 MOXKe Ja € HeoOX0auMO, aKo ITalHEHTHTE [IPOMEHAT HHBOTO Ha
pu3HUecKaTa CH AKTHRHOCT HJIM IPOMEHAT oOuYaliHaTa cH AHETA.




ITanueRTHTE TpAOBa Aa OBOAT HHCTPYKTHPAHHU HENPEKHCHATO fa peAyBaT MACTOTO HAa WHXKCKTHPAHE,
3a Jia C€ HaMaJl¥ PUCKBT OT PasBHTHE Ha THIOAMCTpodHA H KOKHA aMuIoKA03a. iMa IoTeHUHaNeH
puck oT 3abaseHa abcopOuus Ha HHCYNHH W BIOIICH TTIHKEMHICH KOHTPOI CII€ HIDKCKTHPaHEe Ha
HHCYJIHH Ha MECTa ¢ Te3M peakiui. MMa cholenns, 9e BHE3aMHATa [TPOMAHA Ha MACTOTO Ha
HHDXEKTHpaHe B He3acerHara 30Ha BOOH A0 xunornukemnd. llpenoppusa ce mpociefBaHe Ha
KPBBHATA 3aXap CJeJl NPOMAHA HA MICTOTO Ha HHDKEKTUpaHe ¥ MOske Na ce OOMUCIIH KOPHTHPaHE Ha
J0o3aTa Ha aHTHAHaOETHHTE JIEKapCTRA.

KOMGHH&IIHH Hd JOBCHOIKH MHCYIIHH C ITHOI'TTHTA30H.

CpoOlIeHH ca crydan Ha ChpedHa HeAOCTaThYHOCT NpH ynoTpeda Ha NHOTIHTA30H B KOMOHHANMA C
HHCYJIMH, 0COOEHR0 NP MAUEeHTH ¢ pUCKOBH (aKTOPH 3a pasBHTHE Ha ChpIeYHA HEAOCTATBIHOCT.
Tora TpaGea xa ce B3eMe [0 BHHMAHHE, aKO ce 00CHKIa IeYeHHe ¢ KOMOMHAIMA OT MHOTJIHTa30H U
YOBEIIKY MHCYIIHH. AKO Ce H3MO0I3Ba KOMOHHAIIMATA, AalMeHTUTE TpAOEa Ja ce HabIogaBar 3a
NPU3HALIH H CHMIITOMH Ha CBHpAEYHA HEJOCTATHUHOCT, Ha/UIaBaHe Ha Terno U oToK. IInormurason
Tpa0Ba na ObJie CUpAH, AKO C€ IT0ABY HAKAKBO BIIOIMIABAHE HA CHPACYHHUTE CUMIITOMH.

Hucrpykuuu 3a ynorpeba u pabora

3a na ce IpEAOTBPAaTH BE3MOXKHO [IPCHACAHEC Ha ﬁDHECTH, BCCKH IIAaTPOH Tpxﬁna na CC U3ITOoJa3Ba CaMo
OT ¢AMH MalHEHT, A0PH H aKO HIIaTa Ha HHACY/JIHHOBATA ITHCANKA € CMCHCHA.

II¥canky, ¢ KONTO Jia c€ H3IOI3BAT NaTpoHuTe XyYMYIHH R

TTaTpoHuTe Tpsa6Ba a ce H3MOM3BAT ¢ MHCYIMHOBA Mucanka Ha Lilly 3a Maorokparxa ynorpeda H He
TpA0Ba Aa ce M3MON3BAT ¢ HMKAKBA APYTa UCAIKA 32 MHOT'OKpaTHaA yroTpeba, Thil KaTo TOYHOCTTA Ha
NO3HPAHE HE € YCTAHOBEHA ¢ APYTH [THCANKH.

[pocrneaumoct

3a 1a ce noxoOpH MpocIeAMMOCTTa Ha OHOMOrHYHUTE NEKAPCTBEHH IIPOAYKTH, HMETO H TApTHIHUAT
HOMEP Ha IIPHNOKESHHA IPOAYKT TpAOBa ACHO Aa ce 3allMCBaT.

IToMOIIIHK BeniecTBa

To3u nexapcTBeH NPORYKT ChIBpXKa Mo-Manko oT 1 mmol Hatpdit (23 mg) Ha 1033, T.€. IPaKTHIECKH
,,HE ChIBpIKa HATPHIt .

4.5 BsauMozeHcTBHE ¢ APYIH JEKAPCTBEHH NPOAYKTH HiIHM APYrH GOpMH HA BIAHMOACHCTBHE

HsBectHO €, ue peanila TeKapCTBEHH NPOAYKTH BB3ACHCTBAT Ha NIIOKO3HUA METa00IM3bM H 3aTOBA
nexapAr Tpabsa Ja 1o cro0pasH KOraTo H3IIHCEAa APYTH JIEKAPCTBa 3a6IHO ¢ YOBESIIKH HHCYIHH (BX.
Touka 4.4), Jlexapar Tpara fa KMa OpeJBUR BHIMOXKHITE B3aMMOAeHCTBNA H TpAOBa BHHATK 3 ITHTA
CBOUTE MALHEHATH 33 BCAKAKBH JICKApCTBEHH OIPORYKTH, KOUTO IIpHEMAaT.

HucynuHOBHTE HYKIH MOTaT Ja OBJaT NOBHIICHHM OT BEIIECTBA ¢ XHIEPITHKEMHIHA aKTHBHOCT, KaTo
HaIpHMeEp, TIOKOKOPTHKOKIM, XOPMOHH Ha NIHTOBUIHATA XKIIE3a, PACTEXEH XOPMOH, JaHa301,
OeTa~CHMIATHKOMMMETHIH (KATO PHTOAPHH, calIOyTaMosl, TepOyTanuH), THa3HIH.

HAcymiHOBRKTE HYXIH MOXKe 13 ObJaT HAMANEHH B NIPUCHCTBHETO HA BEIECTBA ¢ XHIIOTIMKEMHIHA
AKTHRHOCT, HAHPHMED, MEPOPATHA XHIIOTTHKEMHYHY CPEACTRA, CAIUIIATH (HApHUMED,
alleTWICATMIIMIIOBA KHCE/IHHA), HAKOH AaHTHICHpECAHTH (MHXHOMTOPH Ha MOHOAMHHOOKCH/Ia3aTa),
HAKOH MHXHOHTOPH Ha aHIrHOTeH3UH KouBepTupanma eH3uM (ACE) (kanTonpHi, eHanalpHi),




Ananosure Ha COMATOCTATHH (OKTPEOTHA, TaHPEOTHR) MOraT Ja HaMAlIAT HIN JIa HOBUIIAT
HHCYJIMHOBUTE HYKIH.

4.6 @epTHAHTET, GPEeMEHHOCT H KBPMEHE

[To Bpeme Ha GpeMeHHOCTTA OT 0COHEHa BAXKHOCT € J1a C& MOATHPKa N00EP KOHTPOI NpH [AaIHEHTKHTE
Ha HHCYJIHHOBO NicueHHe (C HHCYNMHO3aBHCHM WIH recTalHoHed ndadet). HHCYIMHOBHTE HYKIH
OOHMKHOBEHO HaMalABaT pe3 IBPBHA TPHMECTEP H CE€ YBEINYABAT Ipe3 BTOPHA H TPETHA TPHUMECTED
Ha OpeMeHHocTTa. [Ipenoprusa ce nanueHTKUTE ¢ ANadeT Aa YBEAOMAT CBOUTE JIEKapH, ako ¢a
OpeMeHHH WIH IIaHHpaT OpeMEHHOCT.

[Ipn 6peMeHHH nanieHTKH ¢ gHabeT e kKpaliHo HeoOXoauMo BHHMATETHO MOHHUTOpHpale Ha KOHTPO/Ia
Ha II0K03aTa, KaKTO H Ha o0MIoTO 3/{paBOCIIOBHO ChCTOAHHE,

ITanpenTkHTE ¢ AHabeT, KONTO KbPMAT, MOXE JIa CE HYKAAAT OT KOPEKLHA Ha J03aTa Ha HHCYIHHa
H/MWTH MpOMAHA B THETATA.

4.7 EdexkTn Bupxy cnocodnocTTa 32 modHpane H padora ¢ MANIHHH

CriocofHOCTTa Ha MalMEHTa Ja ce KOHIIEHTPHPA M pearHpa Moxe Aa Objie HapylleHa pH
xunornukeMud. Topa MoXe fla IPEJCTaBIABA PUCK B CHTYAlMH, KOTaTo Te3H COCODHOCTH ca oT
ocobeRo 3HaYeHNe (HanpuMep, npy modupane Wi paboTa ¢ MaIMHY).

TTaimentuTe TpsAOBa Ja OBAAT CHBETBAHM Aa B3UMAT IIPEANa3HHA MEPKH 3a H30ArBaHe Ha
XHIIOTTIHKEMHA TOKATO MO(HUPAT, KATO TOBA € 0CO0OSHO BAXHO IIPH Te3H NalHeHTH, KOHTO HMaT
HAMJICH HJIH JIHIICBAIL YCET 32 MPEAYIPeAKAABAIIMTE CUMITOMH Ha XHUIIOrIMHKeMIA, HIIH HMAT 9CCTH
elTH30H Ha Xunormuxemud. LlenecrobpasHocTTa 3a wodupate TpsOBa na 6p4¢ 00chAcHa NIpH TE3H
obcTOATENCTBRA.

4.8 HexenaHu JeKapCTBEHH PEAKIHH

XunornukeMHATa € Raii-gecTaTa HesKellaHa peakiiMd Ha HHCYJIMHOBOTO JIeY4EHHE, KOATO MAllMEeHT ¢
auaber Moxke Aa m3nmTa. TexKaTa XHIOrHKeMH MOXe Aa JoBee 0 3aryba Ha Ch3HaHHE, 3 B
M3KAIOYHTEHHE CITy9aH M A0 cMBpT. Hama cneumdugHa decToTa Ha PasBUTHETO HA XHUITOTJIHKEMHA,
TBH KaTO TA C€ NOABABA KAKTO B Pe3yJITAT Ha 03aTa HA HHCYJIHH, TaKa M Ha IpYTH GHaKTOpH,
HaOpHMeEp, AHeTaTa U PU3IMIECKaTa HATOBAPSHOCT Ha MALUEHTA.

JloxanHaTa aneprauHa peakiHs IpH narueHTHTe e yecra (=1/100 go <1/10). 3ageprsaBaHe, OTOK H
chpOSK MOraT 11a ce MOABABAT HA MACTOTO Ha HIDKEKTHpaHE Ha HHCYIHH. ToBa CHCTOAHHE
OOMKHOREHO OT3BYYaBa B paMKHTE Ha HAKOIKO AHH 10 HAKOIKO CeAMHIN. B HAKOH CTyJaH JIOKAJIHUTE
PeaKIMH MOTAT A2 OBAAT CBEp3aHH ¢ (PAKTOPH, Pa3/iMdHM OT HHCY/IMH, KaTo IPA3HHTEIH B CPEACTBOTO
34 [MOYHMCTBAHE HA KOXKAaTa MIIH J10I1a TEXHUKA Ha HIDKCKTHpaHe.

CucremHa aneprug, Koato € MHoro pazka (< 1/10 000), Ho noTeRLHATHO HO-CEPHO3HA, €
reHepann3upaHaTa alepris KbM HHCYIHH. TA Moske Aa MpeH3BHKa 0OpPHB 10 LUANOTO TAIIO, 33AYX,
XPHIITEHE, IOHIKEHHE HAa KPBBHOTO HANIATaHe, YCKOPABAHE HA ITYJICa MM H3NOTABaHe, TexxHTe
CI[ydYaH Ha FeHEpanH3HupaHa aneprusi MoraT fa 6baaT XXHBOTO3acTpallaBalii. B peakuTe ciny4au Ha
TEXKA aneprus KbM XyMYIIHH c€ H3UCKBa He3a0aBHO eyeHne. Moxe Ja ce HalnoXH CMAHA Ha
WHCYJIHHA HIH ACCEHCHOHAM3ALHA.

JTvnoapcTpodHATa HA MACTOTO Ha MIDKEKTHpaHe € Hevecta (=>1/1 000 xo <1/100).
HapymeHns Ha K0XaTa H IIO/IK0XKHaTa ThKaH: YecToTa ,,HeR3BecTHA *: KosKHA aMHIOH 1032

Han}’menm Hd KO2KaTa H IOAKOXHATAa ThKaH




JlumoznueTpodua 1 KOXHA AMATIOR/03@ MOTAT 42 CE TIOABAT HA MACTOTO Ha MECKEKTHPaHe ¥ Aa 3a0aBAT
JoKarHaTa abcopbuua Ha HHCYNHH. HenpexkbcHATOTO peAyBaHE HA MACTOTO HA HEDKEKTHPAHE B
JagdcHaTa o0/acT Ha HIBKCKTHpPAHC MOXKC a2 [IOMOT'HE 34 HaMallABaHS HITH npeaoTBpaTABAHE Ha TE3H
peakuu (BX. To9ka 4.4).

ITo BpeMe Ha NicdcHHE ¢ HHCYIIMH ca ChOOMICHY CTy9aH Ha OTOK, 0C0OEHO aKo MPeIXOAEH NONI
MeTabOoNMNTEH KOHTPO € HOR0OpEH ¢ HHTEH3HPHIHPAHO HHCYITHHO-JICYEHHE.

ChofnaBane Ha NOAO3HPAHY HEXKENAHU PEaKIHH

Cro0naBaneTo Ha MOJO3MpPaHH HEXEIaHH PeakMK CIie]l pa3pemaBaHe 3a ynoTpe0da Ha JeKapCTBCHHA
HPOAYKT € BaxHO. ToBa 10380/14Ba A3 NPOABDKY HAONIIOJEHHETO Ha CHOTHOIMIECHHUETO MOMN3a/PHCK 32
NEKapCTBEHHA MPOAYKT. OT MEAMIMHCKATE CIICIHUATHCTH ¢& H3UCKBA A4 ChOOMABAT BCAKA MOAO3MPaHa
HeXXeJIaHa peakiMd 9pe3 HAMOHATHATA CHCTEMA 32 cr0o0IIaBaHe Ha

W3nenaMTenna areHOys 10 JeKapcTBaTa yiI. ., Jlamsaa I'pyep” Ne 8

1303 Codus

Ten.: +35 928903417

yebOcaiiT: www.bda.bg.

4.9 Ilpeaosupane

HsmMa cnerHdaHE KpUTEPHY 3a NIpeI03Upade Ha HHCYAUH, Thil KATO CEPYMHHTE KOHIIEHTPALlHH Ha
IMIIOKO34Ta Ca PE3YNATAT Ha CIIOKHH B3aMMOIESHCTBIA MEKy HHBATa Ha HHCYIIHH, RAJTHYHETO HA
TII0K033 H Apyr MerabonmHTHH npoueck. XHIOTIMKEMHAA MOKe 1a HACTBIIH KaTo pe3yATaT Ha
M3MUOTBK Ha MHCYJINH CIIpAMO IIPHEMA Ha XpaHA H pa3xo/a Ha CHEPTrHA.

XHUnormMKeMHATa MOSKE /1a € CBBbP3aHa ¢ OTIaJHAIOCT, 06BpKBate, ChplebneHe, raBobome,
H3MOTABAHE M MOBPBIIAKE,

JlexHTe XHNOTITHKEMAYHH EMMH30AM Ce MOBIUABAT OT NEPOPATHO NPpHEMaHe Ha I'TIOKO3a HITH 3aXapHH
N3ACITHAL.

KopHrapaHeTo Ha YMEPEHO TEXKa XHIIOTJTHKEMHA MOXKE Ja C€ H3BBPIIM Ype3 HHTPAMYCKYTHO UITH
NOOKOMXKHO MPHIOKEHHE HA ITIIOKATOH, [IOCJIEARAHO OT MEpOpalcH IPHEM Ha BRIIIEXHAPATH, KOraTo
NaUUeHTHT Ce Bh3CTAHOBH JocTaTh4dHo. Ha malMeHTH, KOMTO He ce MOBIHABAT OT IIIIOKaroH, TpiOBa
na Obie NPHIIOKEH MNIFOKO3€H pa3TBOP NHTPABEHO3HO.

AKO NalHEHTHT € B KOMa, TpAOBa Ja My 0bJe IPHIOKEH [IIOKaroH HHTPaMyCKY/THO HIIH II0AKOXHO.
['moko3eH pa3teop, obade, Tpaba 1a Ob/1e NPUWIOKEH HHTPABEHO3HO, aKO HAMA HAJIH4EH IIIIOKAroH,
HIIH, AKO NMAIHEHTHT HE CE MOBJINABA OT MMIOKArcoH. [lanHeRTHT TpadBa [a MonyyH XpaHa BeIHara cnex
BB3CTAHOBABAHE HAa CH3HAHHMETO.

HenpexkscHAT TIpHEM Ha BRIIEXHAPATH H HaOmoaeHue Morar Aa 6baaT HeoOX0MMMH, THH KaTo
XHIIOIMUKEMHATA MOXE 13 C€ TOBTOPH CII€X ABHO KIHHUYHO Bh3CTAHOBABAHE.

3. ®APMAKOJIOTHYHH CBOHCTBA

5.1 @apmMakoaAHHAMHYHH CBOIACTBA

dapMakoTepanesTHYHa rpyna; HHCYIMHM ¥ aHANO3H 34 MHOKEKTHpaHe ¢ Obp30 HEHCTBHE.
ATC xox: A10A BO1.

XymynuH R e 05p30 AeHCTBALLl HHCYJIHHOR Npenapar.

OcHOBHATa aKTHBHOCT Ha HHCYIITHHA € PEryaallniaTa Ha INTiOKO3HHA MET abOITH3BM.




OcBeH TOBa HHCYJMHBT NPUTEkKABa HAKOJIKO aHAOOJHH M aHTH-KaTabO0IHU eeKTa BbpPXY peaula
pa3IM4HU ThKaHW. B MycKyJIHaTa ThKaH TOBA BKJIKOYBA IMOBUIIABAHE Ha CHHTE3aTa HA ITMKOT€H,
MaCTHH KMCEJIMHH, IJINLEpPOIT U OeNThIM, KAKTO M MOBUIIABAHE HAa YCBOABAHETO HA aMUHOKHUCE/IMHHUTE,
AOKATO IIFOKOTreHOIM3aTa, IIFKOHEoreHe3ara, KeToreHesara, JUIojan3ara, OeIThUHHUAT pasnai v
NPOAYKLMATA HA aMHHOKHCEIMHU HaMaJlsBar.

TunuasusT npodun Ha AelicTBHe (KpHBa HAa YCBOSBaHE Ha IIIOK03aTa) Cliel MOAKOKHO [IPHIOKEHHE €
WIKOCTPHPAH I10-10J1y C TUTbTHA THHUA. M3MeHEeHHATa, KOHTO MAalMeHT MOJXKe /1a I0YYBCTBA BBHB
BPEMETO, W/HMJIM HHTEH3UTETHT HAa HHCYJIMHOBATa aKTHBHOCT Ca HJIFOCTPHPAHH CBhC 3alIpHXOBaHaTa
30Ha. UHAMBHAYyaTHATa NPOMEHIMBOCT I1I€ 3aBHCH OT (DaKTOpH, KaTo pa3Mep Ha J103aTa, TEMIEpaTypa
Ha MACTOTO Ha UH)KEKTUpaHe U (Pu3HYecKa akTMBHOCT Ha IMallHeHTa.

XymynuH R

MHCcyInHOBA aKTHBHOCT

Bpewme (4yacose)

5.2 ®dapMaKoOKHHETHYHH CBOHCTBA

dapMaKOKHMHETHYHHTE CBOMCTBA HA MHCYJ/IMHA HE OTpa3sBaT MeTaboIMTHATA AKTHBHOCT Ha TO3H
XOPMOH. 3aTOBa, KOraTo C€ pa3rJjiex/Ja akTHBHOCTTA HAa HHCY/IMHA, € MO-MOAXOAAIIO Ja Ce H3CIeABaT
KPHBHUTE HA YCBOABAHE Ha IJIIOKO3aTa (KakTo € 00CHAECHO I10-Trope).

5.3 IlpeaksMHHYHH JaHHM 32 Oe30macHOCT

XyMyJIUH € YOBELIKH HHCYJINH, IIPOU3BEAEH 10 pekoMOuHaHTHA TexHosorus. He ca CHOOLIEHH
CEpPHO3HHU CHOMTHA B MPOYUYBAHHA 332 CYOXPOHHYHA TOKCHYHOCT. YOBELIKUAT HHCYJIHMH HE € IPOsABHII
MyTareHeH e(eKT B CEpHH in Vitro | in vivo NMpOyYBaHUA 32 FT€HETUYHA TOKCHYHOCT.

6. OAPMAILEBTUYHHUA JAHHH
6.1 CHoHcbK HA NOMOLUHHTE BellecTBa

m-Kpe30

TITHLEPOIT

BOJA 332 HHXKEKLIHH.

3a kopekuus Ha pH Moxe 1a OBaT M3MOJI3BAHU: XJIOPOBOAOPOAHA KMCEIHHA W/H/IH HATPHEB

XHAPOKCH/I.
6.2 HecbBMECTHMOCTH

[TpoaykTute oT rpynara Ha XyMYyJIHH He TpsAOBa Ja ce CMeCBaT C HHCYJIMHH, [IPOM3BEACHH OT APYTH
TPOU3BOAUTENIN WIH ¢ HHCYJTMHOBH IIperapaTy oT JKMBOTHHCKH ITPOU3XO]I.




6.3 Cpok narognocr

Heomeopenu namponu
3 rogHHH.

Cred nocmassie Ha NampoHd 8 Rucamkama
28 nHM.

6.4 CneunaaHn ycI0BHA 32 ChXpaHeHHe

Heomeopenu namponu

Ha ce cexpanasa B xnamuHUK (2°C - 8°C). la me ce 3ampasqsa. Jla He ce u3jiara Ha NpexoMeEpHa
TOIUTHHA MITH HA NPAKA CIBHYEBA CBETIIMHA.

Cred nocmassane Ha RAMPoOHA 8 nucaikamad
Ha ce cexpanasa noa 30°C. [Jla He ce chxpansaBa B xnadwIHHK. [IucankaTa ¢ IOCTaReH NaTPOH HE
TpAOBa Ja ce ChXpaHiIBa ¢ MpUKpeneHa HIJIa.

6.5 Bua 4 ChIbpKAHHE HA ONAKOBKATA

3 ml cycnensus B naTpoH (cTBKI0 T I) ¢ raea Ba Gyrano B JONHUA Kpai (I'yMa) ¥ THCKOBa
3allyllanka B FTOpHHA Kpa# (ryma).

Pasmep Ha onakoBkaTa no 5 mwir 10 narpona. He BCHUKH BHAOBE 0IIAKOBKH MOTAT A2 ObJaT NMycHATU B
nponakba.

6.6 CneunajHs npeaNa3sHy MEPKH NIPpA H3XBBPJAAHE H paboTa

Hrmmre fa He c€ H3MOM3BAT MOBTOpHO. UrnHTe Aa ce H3XBLPIAT CEITIACHO pasnopeaduTe 3a oToaxbi.
Hrymre B mHCAIKUTE He TpA0Ba J1a ce NpeoTCTHIIBAT Ha ApYyTH Xopa. llarpoHHTe Morart aa ce
H3I0/I3BAT JOKATO ¢€ H3NMPAa3HAT, Clle]] KOETO MPAaBHIHO ce H3XBHPIAT. Hensnon3BaHUuAT JICKapCTBEH
NPOAYKT HIM OTIAALIHHTE MAaTEPHATH OT HEro TpAOEA a c& URXBBPIIAT B ChOTBETCTBHC HA MECTHUTE
H3HCKBAHUA,

Hucrpykinu 3a ynorpeba u pabora
3a J1a ce IpenoTBPAaTH BR3MOXKHO NIpeHacaHe Ha OGonecTH, BceKH NaTpoH TpaOpa Aa ¢€ H3M0I3Ba CaMO

OT €IMH NAlMEHT, JOPH H aKO MITIATa Ha HHCYIHHOBATA IIHCAJIKa € CMEHEHA.

[MarpournTe TpA6Ba Ia Ce H3NOM3BAT ¢ HHCY/IMEORA MAcaika Ha Lilly 3a MEOrOKpaTHa ynorpeda H He
TpabBa Ja ce M3NOI3BAT ¢ HUKAKEa IPYTa THCANKa 3@ MHOTOKpaTHa ynorpeba, Thi KaTo TOYHOCTTA HA
IO3MpaHe He € YCTAaHOBEHA ¢ APYTH NUCAMIKH.

a) [loaroroska Ha go3aTa

[TatposwTe, chaAbpxamH XyMynHH R, He H3UCKBAT pecyClIeHAHPAHE H TpAOBa Ja C€ U3MOI3BaAT CaMo,
aKo Pa3TBOPET € Npo3pavcH, 6esnsereH, 6e3 TBHPAN BHAHMH JaCTHIIH H NPHJIKYa HA BOJA.

[TaTpoHHTE ca KOHCTPYHPAHHM TAKa, 9 Ja He NMO3BOJIAT CMECBaHe C XAPYr MHCY/IHH B IaTPOHA.
IlaTponnTe He Ca KOHCTPYHMpPAHH 3a IOBTOPHO ITBIHEHE.

TpaOra na ce cna3BaT KHCTPYKIMATE HA IPOH3BOAMTENA 33 BCAKE OPHTHHAIHA MHCAJNIKA MO
OTHOIIEHHE Ha 3apexaaHe ¢ aTPoHa, MOCTABAHS Ha UITIATA U [PHWIO)KEHHE HA HHCY/IHHOBATA

HIDKCKITHA.

6) HexexkTHpaHe Ha Jo3aTa




HmxexTupaiiTe TOYHATA 1032 HHCYAMH, CHITIACHO YKa3aHUATA Ha Bamua nexap uim auaberna

MEIHIIHHCKA CECTpa.
MecTara Ha MHKeKTUpaHe TpAOBA 1a ce CMCHAT TAKa, ¥ €[HO H ChUIO MACTO A3 HE ce M3I1013Ba

MMOBCYE OT BEAHBX MECCYHHO.

Beska onakoBKa ChABPKA MUCTOBKA ¢ HH(POPMAIKA 33 MAHEeHTa ¢ YKa3aHHA KaK Ja C€ HEDKEKTHpa
HHCYJIHH.

7. HNPHTEXKATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, Hunepnauus.

8. HOMEP(A) HA PAIPEHIEHHETO 3A YIIOTPEBA

20000811

9. JATA HA IIBPBO PASPEINIABAHE/MTIOAHOBABAHE HA PASPEHTEHHETO 3A
YIIOTPEBA

Hata Ha mepBO paspeinaBane: 23 pespyapu 2018 r.
Harta Ha nociaeaso noaHopsasare: 09 ampun 2019 r.

10. JATA HA AKTYAJINZUPAHE HA TEKCTA

16 HoemBpH 2023 r.




