XYMYJIMH R ITATPOH

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
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Humulin R 100 IU/ml solution for injection in cartridge ', e,

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

I ml ceabpxa 100 IU uncynux yosewkH (insulin human) (mpousseseH B E. coli no pekoMOHHaHTHA
JIHK TexHonorus).

Enun narpoH ceabpka 3 ml, ekeuBaneHTHH Ha 300 IU perynap HHCY/IHH.

3a MbJIHUA CINMUCHK Ha NMOMOILHUTE BELLECTBA BH)XKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
MH)XEeKUHOHEH pa3TBOp B IMaTPOH.

XymynuH R e crepuiieH, npo3payeH, Oe3uBeTeH, BOJEH pa3TBOP Ha YOBELIKH HHCYJIUH.

4. KJIAHWYHH JTAHHU

4.1 TepaneBTHYHH NOKA3AHHUA

3a leueHHe Ha MALMEHTH ChC 3aXapeH AuadeT, KOUTO ce HYXKAaAT OT HHCYJIMH 3a NOoJAbpiKaHe Ha
rIFOKO3HAaTa XOMeOoCTasa.

4.2 Jlo3MpOBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBKa

Jlo3zaTa TpsiOBa na Obae onpeaeseHa OT JieKap B 3aBUCMMOCT OT HYXK/IMTE Ha IalHMeHTa.
[leouampuuna nonyaayus

Jluncear JaHHH.

HayuH Ha NpUI0KEHUE

XymynuH R B naTpoHu TpsGBa J1a ce npunara caMo KaTo MOAKO0XKHA MHXKEKLUSA C ITUcallKa 3a
MHOI'OKpaTHa ynorpeba. AKO ce Hajlara NpuaoXKeHHe CbC CIIPUHLIOBKA MJIM MHTPAaBEHO3HA HHXKEKLIMA,
TpsAOBa Ja ce U3non3Ba (QJIaKoH.,

[ToakoKHOTO MpHIIOkKEHHe TPsAOBa 1a ce U3BbPIIBA B FOpHAaTa 4acT Ha pbKarTa (MHUILUHHLIATa), O€ApOoTO,
cela/IMILETO WK Kopema. Mecrara Ha HHDKEKTUpaHe TpsA0Ba J1a ce CMEHAT Taka, Y€ €JHO M ChlIO

MSCTO J1a HE Ce M3II0JI3Ba M0-4YeCTO OT €JMH MbT MECEYHO, 3a J1a C€ HaMaJIU PUCKBT OT nuno,ancmodma
H KO’KHa aMUJ10M/103a (BXK. TOUKH 4.4 u 4.8). - :

[Ipy HHXKEKTHpaHe Ha KOWTO M Jla € OT HHCYJIMHOBUTE NPOJAYKTH OT rpyrnara Ha Xy
ce BHMMaBa /la He ce rnonajHe B KpbBOHOCEH Ch/. Cie]] HH)KEKTHPAHETO Ha KOMTO
MSCTOTO Ha NpUJIoKeHHe He TpsaOBa aa ce macaxkupa. [lauuenture Tpsabea na Obaa
M3M0J13BaT MPABUJIHK TEXHHUKH HA UHOKEKTHpaHe.




Bcska onakoBKa ChAbpiKa TUCTOBKA ¢ UHPOpMALIMA 32 MALMEHTA ¢ YKa3aHHA Kak Aa ce MHKEKTHpa
MHCYJIMH,

4.3 IIporuBOonoKasaHHuA
XUIOriuKeMHs.

CBpPBXYYBCTBUTETHOCT KbM aKTUBHOTO BEIIECTRBO WIM KbM HAKOE OT NOMOLIHHTE BELIECTRA,
M3GpOEHH B TOUKA 6.1, OCBEH, aKO HE CE H3MOJI3Ba KaTO YacT OT MporpamMa 3a JeCeHCHOMIH3auus.

ITpy HUKAKBK OOCTOATENCTBA KOATO M Jia € lexapcTBeHa fopma Ha XyMynuH He TpaOsa aa ce
H3TI0/13Ba HHTPAaBE€HO3HO, 0cBeH XyMYJIHH R (perynap).

4.4 ChnenBainm npexynpexieHHs H NpeANasHE MEPKH NIPH ynoTpeda

[TpeMHHABAaHETO HA MALMEHT Ha JIEYEHHEe ¢ APYT THI1 WK ThProBCKa MapKa MHCYJIMH Tpsa0Ba aa ce
M3BELPIIIBA N0A CTPOro Jiekapcko HabmoaeHue. [IpoMeHH B aKTHBHOCTTa, BU/2 (IPOH3BOAHTE/IA), THIA
(perynap, u3odaH,, MHKCTYpPa), MIPOH3X0AAa (KHBOTHHCKH, YOBEIIKH, AHAJIOT Ha YOBELUKHS UHCY/THH)
B/ WK MeToZa Ha npou3BoAcTBo (pekomOuHaHTHa JTHK Wi HHCYAHH OT JXKMBOTHHCKH NPOH3X0A)
MO3Ke JIa IOBeAe A0 HeoOXOAUMOCT OT NpoMsHA Ha J03aTa.

Hakou nalyeHTH, NpHeMally YOREIIKH MHCY/TMH, MOXE J1a Ce HYKAAAT OT NPOMAHA Ha J103aTa B
CPaBHEHHE ¢ 103aTa, U3TMO/N3BAHA NIPH HHCYIHHM OT )KMBOTHHCKH NPOH3XOA. AKO € HE0OXOIHMO
KOPHIHpaHe Ha [J03aTa, TOBa MOXeE [a CTaHe fIpH MTLPBaTa 032 WIH B TCUCHHE Ha ITbPBUTE HAKOJIKO
CeAMHIIH UITH MECELIH.

MankoTo NalHMeHTH, KOHTO Ca HMAIY XHIIOTJIHKEMHYHH PEaKLIMM clel MpeMHHaBaHe Ha YOBELIKH
MHCY/HH, ChOOIIABAT, Ye paHHHTE NpeAyNpeKaaBalli CHMITTOMH ca 61TH no-cnabo v3paseHH WiH
pasiM4YHH OT CUMIITOMMTE, KOHTO ¢a MMAJIH 110 BPEME HA NPUIAraHeTo Ha TEXHUA NpeayLlcH
’KMBOTHHCKH MHCYNHH, [lalMeHTH, YHATO KpBHBHA 3aXap € 3HAUYWTENHO NOACOpeHa, HanpHUMep, NpH
HHTeH3U(QHLIMpaHa MHCYJIMHOBA TEparia, MOXe J1a 3aryOaT HAKOH MJIH BCHYKHTE NpeynpekaaBallii
CHMMIITOMH Ha XMNOTJIMKeMHUd U TpsaOBa na 6bAaT CHOTBETHO YBEOMEHH. JIpyru ChCTOSHHA, KOUTO
MOTAaT [a HanpaBaAT paHHWUTE MpeaynpeXKaaBally# CHMITTOMH Ha XUTMOTJIMKEMHUs PasHYHH HIH
NO-MA/IKO U3Pa3eHM, ca roaMa NMPoab/DKMTENHOCT Ha auabeta, nMabeTHa HEBPOMNAaTHA WK
JIEKapCTBEHH NMPOOYKTH, KaTo HanpuMmep, 6era-6ioxepy. HekopHrupaHHTe XHITOTTTHKEMHYHH U
XHIEPrIMKEMHYHH peakiiid MOTaT Aa MpeH3BHKAT 3aryba Ha Ch3HaHHe, KOMa WIH CMBPT.

U3nonssaHero Ha HEMIOAXOAALIN AO3H WIH NPEKBCBAHETO HA JICUEHHETO, 0CODEHO NPH
MHCYJTHHO-3aBHCHMH NHabeTHiIH, MOXKe Aa AOBEAE A0 XHMNEPIrIMKEMHUs U AUabeTHa KeToauua03a;
CbCTOAHMA, KOUTO ca NOTEHUHAITHO JICTATHY.

JIeyeHHETO ¢ YOBELIKH HHCYJIHH MOJXKE J1a NpeAH3BHKa 00pazyBaHeTO HAa AHTUTENA, HO THTPHTE Ha
AHTHTEJATA Ca NO-HHCKH OTKOJAKOTO THTPHTE IPH NPEYUCTCHUSA 3 KMBOTHHCKH HHCYJTHH.

UncynMHOBHTE HY)KIH MOXE Ja C€ NPOMEHAT 3HAYMTENHO MpH 3abonsasaHud Ha HanOBOpeuHuTe,
XHOGU3HATA WIH IIMTOBUAHATA XJIE3H, KAKTO U NPU HAIMYHE Ha 6BOPEYHO HITH HEPHOAPOOHO

YBpeXaHe.

HUHCyAHHOBHTE HYXAH MOXKE Ja O6'pJaT MOBULIEHH 10 BpeMe Ha 3a00NIsBaHe WIH €
pascTpOiCTBA.

KopurupaHe Ha MHCYJIMHOBATa J103a MOe Ja € HEOOX0AUMO, aKO MaLlMEHTHTE
¢H3nUYECKaTa CU AaKTHBHOCT MM NPOMEeHAT obuyaliHaTa cv quera.



[TaumeHnTHTe TpaOBa Na 6BAAT HHCTPYKTHPAHH HEMPEKBCHATO Ja peayBaT MACTOTO HA HHXKEKTHPAHE,
38 1a C€ HAMANM PUCKBT OT PA3BUTHE HA JTMIIOAMCTPOdHUS M KOXHA aMIIoH/103a. MiMa noTeHIaieH
puck ot 3a6aBeHa abcopOLa Ha HHCYJIMH M BJIOWIEH INTHKEMHYEH KOHTPOJI C/Iel MHKEKTHpaHe Ha
MHCYJIHH Ha MecTa ¢ Te3d peakuud. MMa cpo0OLIEeHHA, Ye BHE3aMHATa POMAHA HA MACTOTO Ha

. HIDKEKTHpaHe B He3acerHara 30Ha BOAM 40 xunoraukemus. IIpenoprusa ce npocneasBaHe Ha
KpBBHATA 3aXap cjieJ MPOMAHA Ha MACTOTO Ha HHDKEKTHPAHE M MOXKE J1a C¢ OOMHCIIH KOPUTHpaHe Ha
J03aTa Ha aHTHAKUAOCTHUTE JIEKApCTBA.

KoMOHHalHg Ha YOREHIKH HHCYJIMH ¢ MUOTJIHTA3O0H;

C106LUEHH ¢a CIIYYaH Ha ChpAeYHA HEAOCTATBHHOCT NPH ynorpeda Ha MHOTIMTa30H B KOMOHHALMS C
UHCY/IHH, 0COOEHO NMPH NALMEHTH ¢ PUCKOBH (PaKTOpH 3a Pa3BHTHE Ha ChpAEYHA HEAOCTATHYHOCT.
Tosa Tpa6Ba Aa ce B3eMe No4 BHHUMaHHe, ako ¢ 006CHikKAa eyeHrne ¢ KOMOHHaIMA OT MHOTIUTA30H U
4YOBELUKH MHCY/IHH. AKO Ce H3NOI3Ba KOMOHHALMATA, NalMeHTHTe TPA0Ba Aa ce HabmoaaBar 3a
npU3HalKd K CHMIITOMH Ha ChbpAe4Ha HEOCTATBHHOCT, HAJlaBaHe Ha TeryIo H OTOK. [lnoraurason
TpaGBa na 65Ae CpsiH, aKo ce NOABH HAKAKBO BJIOIIABAHE HA ChPACYHHTE CHMITTOMM.

UucTpykuny 3a ynorpeba u padora

3a ga ce MpeAOTBPaTH BB3MOXKHO MpeHacAHe Ha 60NeCcTH, BCEKH NaTpOH TpsAOBa Jla ce H3MOoA3Ba caMo
OT eIMH MALMEHT, JOPH H aKO UrjaTa Ha MHCYJIHHOBATA ITHCANIKA € CMCHEHA,

[Tucanky, ¢ KOUTO /13 CE VU3MI0J3BAT NATPOHUTE XYMYIHH R

[Tatponure TpabBa na ce U3NOM3BAT ¢ KHCYNHHOBA nucasika Ha Lilly sa MHoroxparua ynorpeba u He
TpsabBa na ce H3NON3BAT ¢ HUKAKBa ApYra MHUCANKA 338 MHOTOKpaTHa ynotpeda, Thil KaTO TOMHOCTTA
Ha A03MpaHE HE € YCTAHOBEHA C APYIrH MUCATIKH.

IpocneaumMocTt

3a 1a ce noaAoOpH NPOCIeAMMOCTTA Ha OHOJIOTHYHHWTE JIEKAPCTBEHH NMPOAYKTH, HMETO H NApTHAHHUAT
HOMED Ha MPHIOKEHUS NPOAYKT TpaAOBa ACHO Ja Ce 3aInCRar.

IloMOILIIHH BEILIECTBA

To3u nexkapcTBEH NMPOAYKT ChAbPKA No-Manko ot | mmol Hatpuii (23 mg) Ha A03a, T.€. NPAKTHYECKK
,HE ChIBpKa HATPUU”,

4.5 BiaHMoAeHCTBHE ¢ APYrH JEeKAPCTBEHH NPOAYKTR HJIH ApYrd GOopMH HA BIAHMOACHCTBHE
U3zBecTHO €, Ye peuia JeKapCTReHH NMPOAYKTH BB3ACHCTBAT Ha MNIIOKO3HUA MeTabOMU3BM H 3aTOBA
nekapaT Tpabea aa ro cro0pasy KoraTo H3MHCBa APYrH JIEKAPCTBA 3a€IHO ¢ YOBSUIKH HHCYIHH (BXK.
tTouka 4.4). Jlekapar TpsOBa Ja MMa NpeJBHI Bb3MOXHHUTE B3aUMOAECHCTBHA U TpAOBa BHHArH Aa NUTa

CBOUTE NMaLHCHTH 34 BCAKAKEBH JICKAPCTBECHH IPOAYKTH, KOUTO ITPUCMAT.

MHCYTHHOBHTE HYXIH Morar ia 6baaT NOBULICHH OT BELIECTBA ¢ XHUNEPrIHKEMHUYHA AKTHBHOCT, KaTo

MHCYNTHHOBHTE HY>KIH MOXeE Aa ObaaT HaMAJEHH B MPHCBCTBHETO HA BELECTBA
aKTUBHOCT, HAMPHUMEP, NEPOPAIHY XMIMOTTHKEMHYHH CPEACTBA, CA/IMLIMIATH (H



HAKOH HHXHOMTOPHK Ha aHrHoTeH3uH KoHsepTipaluna eHsuM (ACE) (karrronpun, eqananpun),
Gnokepu Ha aHrHoTeH3uH Il peuenTopure, HECENIEKTHBHH OeTa-0NoKepH H ankoxon.

AHAaJIO3MTE HA COMATOCTATHH (OKTPEOTH, TAHPEOTHA) MOraT Aa HaMaAT HIH A4 TIOBULLAT
MHCYJIHHOBHTE HY)K/IM.

4.6 Qepruauter, )peMeHHOCT H KbPMEHe

ITo BpeMe Ha GpeMEHHOCTTa OT OcofeHa BXKHOCT € Aa CE NoAAbPkKa J00BP KOHTPON NMpH
MaUMEHTKHTE HA KHCYHHOBO JieYeHHE (¢ HHCYIMHO3aBHCHM HJTH FECTaLIMOHEH AHaber).
UncynHHOBHTE HY»KA¥ 0OMKHOBEHO HaMaNABaT Ipe3 TbPBUA TPUMECTBD H C€ YBEJIHYABAT Mpe3 BTOPHS
4 TpeTHs TPHUMECTBD Ha OpemMenHocTTa. [Ipenopbusa ce nauMeHTKHTe ¢ AuadeT na yBeAOMAT CBOHUTE
nexapu, ako ca OpeMeHHH WM [U1aHHpaT OpeMEeHHOCT.

[Ipn 6peMeHHH NaLMEHTKH ¢ JHabeT e KpaitHo Heo0X0AUMO BHUMATE/THO MOHHUTOPHPaHe Ha KOHTPOJ1a
Ha IJII0KO03a8Ta, KAKTO B Ha O0LL0TO 3ApaBOC/IOBHO ChCTOSHHE.

[MauueHTKUTE ¢ AMABET, KOUTO KBPMSAT, MOXKE [1a C€ HYKIAAT OT KOPEKLMA Ha 103aTa Ha MHCYJIMHA
W/WIH NPpOMAHA B AKETATA.

47 Edexrn Bhpxy cnocofBocTTa 32 odpapane n padoTa ¢ MAIIHHH

Cnoco6HOCTTa Ha MalMEHTa Ja & KOHLEHTPHpa M peardpa Moxke Aa 6ba¢e HapyuieHa npy
xunoraukeMus. ToBa MOXe Jia IPEACTARIABA PHCK B CHTYaLIMH, KOT'aTO TE3H CIIOCOOHOCTH Ca OT
oco0eHo 3HaueHHe (HanpuMep, NpH wodHpaHe Uiy paboTa ¢ MalUHHH).

[Mauxenture Tpa6Ba Aa 6bAAT CHBETBAHH Aa B3IUMAT NpEANA3HKH MEPKH 3a H30ArsaHe Ha
XHIOIIMKEMHS JOKATO LIO(HUPAT, KaTO TOBA € 0COOSHO BaXKHO NPH TE€3H MAUWEHTH, KOWTO HUMAT
HaMaJIeH IWIH JIMIICBALL, YCET 32 NpeayNpexKaaBallMTe CUMITTOMH Ha XHITOIIHKEMHS, HTH HMAT YECTH
enu30AM Ha xunornukemus. llenecrobpasHoctra 3a wiodupaHe TpsadBa ga 6bae obcbaeHa npu Te3n
oOCTOSTENCTBRA.

4.8 HexenaHu JeKapCTBEeHH PeaknHH

XUNornuKeMuaATa € Hali-yecrara HexXellaHa peaKUMa Ha HHCYJIMHOBOTO JIEUEHHE, KOATO NALHEHT ¢
nuaber MoXKe Oa M3nuTa, Texkara XMIIOTJIHKEMHS MOXe Jia IoBese Ao 3aryba Ha Ce3HaHMe, a B
M3KJTIOUHTEHH CJTy4aH U a0 cMLpT. HaMa cneunduyHa 4ecToTa Ha pa3BHTHETO HA XUNOTTHKEMH,
TBH KaTO TA Ce NOABABA KAKTO B PEe3Yy/ITaT HA [03aTa Ha MHCY/IUH, TaKka K Ha APYrH GakTop,
HanpHMep, AveTara ¥ (PU3HYECKaTa HATOBAPEHOCT Ha MallHEeHTa.

JlokanHaTa anepryuuHa peakuya npu nauueHTHre e yecta (>>1/100 xo <1/10). 3auepBsasate, OTOK H
cppOeXx MOraT Ja ce MOABABAT Ha MACTOTO HA HEIDKEKTHpaHe Ha HHCYJIMH. ToBa ChCTOAHME
06HKHOBEHO OT3BY4aBa B PAMKHTE Ha HAKOJIKO OHM A0 HAKOIKO CeAMMLU. B HAKOH CiyuyaH JIOKaIHHUTE
peakUMH MOrar aa ObaaT CBbp3aHH ¢ (PaKTOPH, Pa3iHUYHH OT HHCYJIMH, KATO XPa3sHUTENH B CPEACTBOTO
3a MTOYHCTBAHE HA KOXKaTa Wi JIOLIA TEXHHKA HA HHXKCKTHpaHe.

CucTeMHa aneprus, kogro e MHoro paaxa (< 1/10 000), Ho moTeHUMaNTHO MO-CepUO3Ha, €
reHepai3MpaHaTa aleprui KbM HHCYIMH. T4 MOXE Ja npeau3BHKa oOpHB MO LU10TO TATO, 3a4YyX,

TeXKa aeprisa KkbM XyMyIHH ce H3UCKBa He3abaBHO neyenue, Moxe aa c
MHCYJIMHA WJIH J1€CeHCHOHIU3a1UA.

JIunoaxcTpodHaTa Ha MACTOTO Ha HHXXekTHpaHe e Heuecta (=>1/1 000 go



Hapylenus Ha xoxaTa ¥ noaKoxHaTa ThkaH: Hectora ,,HenasecTHa “: KoxkHa aMHIIOH032

HapylueHUs Ha KOXKaTa M NOAKOXKHATA ThKAH

JlunoaucTpodHsa K KOXXHA aMWIOKA03a MOTAT Ja Ce MOABAT Ha MACTOTO Ha HHKEKTHpaHe U Ja 3a0aBAT
nokanHata abcopOuusa Ha HHCY/IUH. HenmpekbcHATOTO pelyBaHe Ha MACTOTO HAa HH)KEKTHPAHE B
naaeHaTa obnacT Ha HHXXKEKTHPaHE MOXKE AA TOMOTHE 332 HaMaISIBAHE WM NPEeIOTBPATABAHE HA TE3H

peaxkiuuH (BXK. Touka 4.4).

[To BpeMe Ha NleUueHHE C MHCYJIMH ¢a ChOOILEeHH CITy4Yau Ha 0TOK, OCOOEHO aKO MpeAaXOAEH 0L
MeTa0ONUTEH KOHTPON € NoA00peH ¢ HHTCH3HULUPAHO HHCYTHHO-EUEHHE,

CrofuiapaHe Ha NOAQ3UPAHH HEXHEAHW peakLIuH

Cro0iaBaHeTo Ha NOMO3HPAHH HEXXeTaHH PEakLiMu Clie]l paspelllaBaHe 3a ynorpeda Ha JIeKapCTBEHHUS
MPOAYKT € BaxkHO. ToBa NO3BONABA Aa NPOARIKM HAOMIOASHHETO Ha CHOTHOLUEHHUETO TO3a/pUCK 32
JIEKapCTBEHUA NMPoayKT. OT MEQULIMHCKHTE CTICLIMANTHCTH C€ H3UCKBA Aa choOILaBaT BCAKA
noAo3MpaHa HeXejlaHa peakUus Ype3 HaUMOHAIHATA CHCTEMA 3a ChOOLLIABaHe Ha

HzmenHUTENHA areHUMA No Aekapersata yi. ,,[laman I'pyes™ Ne 8

1303 Cogus

Ten.: +35 928903417
yebcaifiT: www.bda.bg.

4.9 JIIpenosupane

HsiMa criel¢HyuHH KPUTEPHH 3a Ipeao3HpaHe Ha HHCYJIHH, Thii KATO CEPYMHHTE KOHLEHTPaUMH Ha
rIFOKO34Ta Ca Pe3YNTAT Ha CAOXKHH B3aHMOAEHCTBHA MEXAY HUBATA HA MHCYJIMH, HATMUYHETO Ha
rII0K03a K IPYrH MeTabONMUTHH NpouiecH. XUNoriMKeMHUs MOXe Ia HACTBITH KaTO Pe3yJITaT Ha
M3JIMUILK HA HHCYJIMH CNPAMO NPHEMA Ha XpaHa M pa3xoa Ha eHEprus.

XunornvkeMuaATa MOXe Aa € CBbp3aHa ¢ OTNAaAHANOCT, 00BpKBaHe, ChplieOueHe, rnaBoboue,
M3MIOTABAHE H NMOBPBILAHE.

JIeKBTe XUNOrMUKEMHYHH EMU30AHU CE MOBJIHABAT OT NEPOPATHO MPpHCMAHEC Ha INTIOKO34 HITH 3aXapHH
U3JACITHNA.

KopurupaHeTro Ha yMEPEHO TEXXKA XMINOTTIMKEMHA MOXKE Ja CE M3BBPLIH Ype3 UHTPaMYCKYTHO HIIH
NMOAKOKHO NPWIOKEHHE HA INIKOKAroH, MOCASIBAHO OT MEPOpaicH NMPUEM Ha BBIVIEXHUIPATH, KOraTo
MALMUEHTHT C€ Bh3CTAHOBH AOCTAaTRYHO. Ha maumMeHTH, KOUTO HE C€ MOBJIUABAT OT IJIIOKAroH, TpaOBa
na 6b2e NPWIOKEH INIIOKO3€H Pa3TBOP HHTPABEHO3HO,

AKO MaLHEeHTHT € B KoMa, TpadBa ga My Obje NPUIOKEH IMIOKAroH HHTPaMYCKY/IHO WIH MOAKOMKHO.
"nioxo3eH pa3Teop, obaye, TpadBa fa O0bae NPUIOKEH HHTPABEHO3HO, KO HAMA HATMYEH FIKOKAroH,
WIH, aKO NAUMEHTDLT He CE MOBIHABA OT IKKaroH. [laiMeHTsT TpaOBa na NOMyyYH XpaHa BeJHara e
BBb3CTAHOBABAHE HA CH3HAHHUETO.,

HenpexncHaT nprem Ha Beraexuapati 1 HabnogeHue Morat Aa ObaaT HeoOXoaAuMH, ThH KaTo
XHITOTIMKEMHATA MOXKE J1a Ce MOBTOPH Clie ABHO KJIMHUYHO Bh3CTAHOBSABAHE.

5. GOAPMAKOJOIMYHU CBOUCTBA

5.1 PapMakoZIHHAMHYHH cBOlicTBA

dapMakoTepaneBTHYHA Irpyna; MHCYJIMHK H aHAIO3H 32 HHXKEKTHpaHe ¢ OBp30
ATC xon: A10A BO1.




XyMynuH R e Obp30 aeicTBaLl HHCYJIHHOB TNpenapar.
OCHOBHATAa aKTUBHOCT HA MHCYJIMHA € peryjauuaTa Ha rIIOKO3HUS MEeTabO0IM3 M.

OcBEH TOBa MHCYJIMHBT MPUTEXABA HAKOJIKO aHaOOJIHM U aHTH-KaTaboJIHU e(eKTa BbpXY peluLa
pa3/JMYHH ThKaHW. B Mycky/HaTa ThbKaH TOBa BKJIKOYBA MOBUIIIABAHE HA CHHTE3aTa Ha ITMKOIeH,
MAaCTHU KHCEJIMHH, TJIMLIEPO M OeNThLUM, KAKTO M MOBHULIABAHE HA YCBOSIBAHETO HA aMHHOKHCE/THHHUTE,
OKATO ITFOKON€HOJIM3aTa, INIIOKOHeoreHe3aTa, KeToreHesara, JdIosiuy3ara, OeJTbYHHAT pasnaj v
NPOAYKLHMATA HA AMUHOKHCEJIMHU HaMaJIsBar.

TunuunuaT npodun Ha neficTBUe (KpUBa Ha YCBOABAHE Ha IUIOK03aTa) CJIe/l MOJAKOKHO MPHUIIOKEHHE €
WIIOCTPHPAH MO-A0Jy C IUTbTHA JIWHUA. I3MeHeHuATa, KOUTO NMalMeHT MOXKE /1a MOYyBCTBA BbB
BPEMETO, H/MJIH HHTEH3UTEThT Ha HHCYJIMHOBATa aKTHBHOCT Ca MJIKOCTPHPAHH ChbC 3alllpMXOBaHaTa
30Ha. UHAMBHUyaTHATA TPOMEHIIMBOCT L€ 3aBMCH OT ()aKTOpH, KaTO pa3Mep Ha Jl03aTa, TeMIieparypa
Ha MACTOTO Ha MHXKEKTHpaHe U Pu3MiecKa akTUBHOCT Ha MaLHeHTa.

XymysuH R

103~
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HNHCYyIMHOBA aKTHBHOCT

Bpeme (4acose)

5.2 @®apMaKOKHHETHYHH CBOHCTBA

dapMakOKMHETHYHHUTE CBONCTBA HAa UHCYJIMHA HE OTpa3sABaT MeTabOJIMTHATA AKTUBHOCT Ha TO3H
XOPMOH. 3aTOBa, KOraTo ce pasrjie)Jaa akTHBHOCTTa Ha HHCYJIMHA, € MO-MOAXO0AA1I0 1a Ce u3cieaBar
KPHUBUTE Ha YCBOSIBAHE Ha IUTOKO3aTa (KakTo € 00ChAEHO MOo-rope).

5.3 IlpeAKJHHHYHH JAaHHH 32 0e30MaACHOCT

XyMyJIMH € YOBELIKH UHCYJIMH, POU3BEIeH M0 peKOMOMHAHTHA TexHoJiorua. He ca cbo0LueHu

CepHO3HH CHOUTHA B MPOYYBaHUA 32 CYOXpPOHHYHA TOKCHYHOCT. YOBELIKHAT HHCYJIMH HE € NPOSBHII
MyTareHeH e(EeKT B CEPUH in Vilro U in vivo Npoy4YBaHHA 32 F°€HETHYHA TOKCHYHOCT.

6. OAPMAINEBTHYHHU TAHHU
6.1 CnHcbK HA IOMOLIHHTE BelllecTBA
m-Kpe30J1

rMTHLICPOJ]
BOJd4d 3a HHOKCKLIHH.

XHJIPOKCHL.




6.2 HecbBMECTHMOCTH

[TpoaykTHTe OT rpynara Ha XyMyJuH He TpsAOBa ja ce CMecBaT ¢ HHCYJIHHH, NMPOM3BEACHU OT IPYTH
NPOU3BOAHTENH WIH C HHCYJIMHOBH NPENapaTH OT AHBOTHHCKH NMPOH3XOL.

6.3 Cpok Ha roaHocT

Heomeopernu namponu
3 rOOMHM.

Cneo nocmasase Ha NAMPOKRA 8 nucarkama
28 aHu.

6.4 Cnensajnmn ycj10BHSA 32 ChbXpaHEeHHE

Heomeopenu namponu
ITa ce cexpansBa B xaaauaHuk (2°C - 8°C). [a He ce 3aMpa3sBa. [a He ce u3nara Ha NMPEKOMEpHa
TOIUTHHA MK HA NpAKa CITbHYEBA CBETIIMHA.

Cned nocmagane Ha nampora 6 RuUcaskamda
Ha ce chxpansBa nozg 30°C. [la He ce cbxpaHaBa B XJIAAWTHHK, ITHCcaKaTa ¢ rMOCTABCH MATPOH He
TpAOBa [1a ce ChbXpaHABA C NIPUKPEICHA HITIa.

6.5 BHAHCLALPKARHE HA ONAKOBKATA

3 ml cycrieH3us B natpoH (cTekiI0 THM [) ¢ riaBa Ha SyTasio B AONHUA Kpai (ryMa) B JMCKOBa
3alyllajKa B ropHMa kpa# (ryma).

Pasmep Ha onakorkara no S win 10 narpona. He Bcuuku BHIOBE ONMakoBKH MOrat fa OB1aT MyCHAaTH B
npogaxba.

6.6 ChnenHaJnH NpeaNa3HH MEPKH NPH H3XBLPJISHE H paldoTa

Urnure na He ce M3nmona3Bar nosTopHO. Urnvre a ce U3XBBPIAT ChITIACHO pa3nopeaAdHTE 3a
ornaabsid. Mrnure H nucankure He TpAGBa Aa ce NPEOTCTHLNBAT HA ApYrH Xopa. [larponnre MoraT na
ce M3MoA3BaT JOKATO Ce M3MPAa3HAT, clell KOeTO MPaBWIHO ¢e H3XBbp/AT. Hensnonzsanuar
NIEKAPCTBEH MPOAYKT WIH OTTIAABYHUTE MaTEpHAIH OT HEro TpAaOBa Aa ce H3XBLPIIAT B ChOTBETCTBHE
Ha MECTHHUTE M3UCKBAHHUA.

HWHcTpyKUMH 32 yrioTpeba U padora
3a na ce NpeAOTBpaTH BB3MOXKHO NpeHacAHe Ha OonecTH, BCekH NaTpoH TpabBa Aa ce u3nonssa caMo

OT €HH NAlMEHT, AOPU U aKO MIJiaTa Ha HHCYJIMHOBATA MHCATKA € CMEHEHa.

[TaTpouuTe TpAGBa fa Ce U3MOA3BAT ¢ MHCYJIMHOBA nHcanka Ha Lilly 3a muorokparna ynorpeba u He
Tpa0Ba Ja ce H3MON3BAT ¢ HUKAKBa APYra MUCAKa 3a MHOTOKpaTHa ynorpeba, ThH KaTo TOUHOCTTA Ha
AO3UpPAHE HE € YCTAHOBEHA C APYTH NMHCAIKH,

a) Iloaroroska Ha n03aTa

IMatpouuTe, cChABpXRAH XyMyauH R, He H3HCKBAT pecycrieHaMpaHe U TpAOBa 1
ax0 pa3TBOPLT € NMpo3payeH, Oe3uBeTeH, 6e3 TBEpAH BHAMMH YaCTHLM H NPHI

[TaTpoHHuTE ca KOHCTPYHpaHH TaKa, Y€ a He MO3BONAT CMECBaHe C APYT HHC
ITaTpoHuTE HE Ca KOHCTPYHMPAHH 3a NOBTOPHO MBIHEHC,




Tpalea aa ce cIa3BaT HHCTPYKUMHTE Ha MIPOU3BOAUTENA 34 BCAKA OPMIHHAJIHA MHCANKA 110
OTHOUICHHE HA 3apeX/IaHe C NATPOHA, OCTABAHE Ha UINIATa M NMPHWIOKCHHUE HA HHCY/THHOBATA

HHDKC KIS

0) UmxexkTupane Ha 2o3ara

UrokekTupaliTe TOYHATA A03a HHCYJIMH, CBIIACHO yKa3zaHHATa Ha Bawuus nekap unu auabetHa
MEIHULIMHCKA cecTpa.

Mecrara Ha HiDKeKTHpaHe TpadBa a ce CMEHAT TaKa, Y€ €AHO H CBIUIO MACTO Aa HE ¢€ M3MOJI3Ba

MOBEYEC OT BEOAHBXK MECEYHO.

Bcaka onakoBka ChabpAKa JUCTOBKA ¢ HHPOpPMaLKA 3a NALMEHTA ¢ YKa3aHUs KaK Ja ¢e MHKEKTHPa
HHCYJIHH.
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