35UPEH M3BEIITAJ 3A OCOBUHUTE HA JIEKOT

1. HUME HA MEAUIIUHCKHOT ITPOU3BO/I

Humulin 70/30 (memasuna 3) 100 IU/ml cycriensuja 3a uHjeKTHpare BO HATPOH

2 KBAJIMTATUBEH U KBAHTUTATHBEH COCTAB
Iml conpoxcn 100 IU uncymun XymaH (co norekiio of pekomGunantia JIHK npoussenena ox E. coli).

Enen natpon conp:xu 3 ml exsusanent Ha 300 [U 6udasen uzodan uxcyinun - 30% pacTBOpIMB HHCYITHH
/ 70% u30haH HHCYIHH.

3a KOMIUIeTHA JIMCTA HA eKCI[HITHEeHCH Buaere aeni 6.1,

3. GAPMAIIEBTCKA ®OPMA
Cycnenzuja 3a HHjeKTHPAFE BO MATPOH.

Humulin 70/30 e cTepunna cycnensuja on XyMaH HHCYJTHH BO Tiporiopiuja on 30% pacTBOPIHB HHCYITHH
1 70% u3odaH HHCY/IHH.

4, KJIHHUYKHN KAPAKTEPUCTHKH
4.1 TepaneBTCKH HHIUKAIINH

Tepanuja na nanmentn co aujaberec MeNuTyC Ha KOM MM € MOTpeGeH MHCYNHH 3a OJpXKYyBame Ha
XOMeocTasa Ha IiyKo3aTa.

4.2 Jo3uparme H HAYHH HA AJMUHACTPALK]A

Hozupatbe

Hozara ja ofpeayBa jekapoT, cropes notpedure Ha MALMEHTOT.
Hedujampucka nonynayuja
Hema nocranuu uH(popManmun

MeToj Ha aAMHHHCTPALM]A

e
Humulin 70/30 Bo narponn e HaMeHET@MO{34
. VA N
ynorpeba. OBaa opmynaunja He Tpe a\f&aﬁgﬁ aj
Wi




Ol €AHalll MECEYHO CO 1IeJ1 Oa ce HaMalll PU3HKOT O J'[l/ll'lOIlHCTPOClJHja H KOYKHA aMUJIOUI03a (BH,E[BTB il |
4.4u4.8).

Ipy anmunKcTpanuja Ha Ouno koj BHA Ha XyMymnH, Tpeba Ja ce BHUMABa Ja He Ce BIe3e BO KpBEH cajl.
Tociie nnjextnparme Ha OUIO KOj BHJI MHCYJIMH, MECTOTO Ha angMHUHHCTpauMja He Tpeba ja ce macupa.
[Manpenrure Tpeba na ce enyuupaaT MPaBUIIHO 1a MM KOPUCTAT HHjEKLMOHHTE TEXHHKH.

Cycnensujara Humulin 70/30 e mperxoano mpuroTseHa jedHHMpaHa MeLIaBUHA Of pPacTBOPJIMB H
H30(haH MHCYNMH COCTaBeHa Taka Aa ce u3berne moTpebara of Meliame Ha HHCYJIMHCKH [PEnapaTH oj
CTpaHa Ha MallMeHToT. TepamujaTa Ha MaUMeHTOT ce Gasupa Ha MHAHBHAYATHUTE METa6OIHUKH notpedu.

Cexoe makyBame COApXH YMAaTCTBO 3a MAIMEHT CO MHCTPYKIHHM 3a HAUMHOT Ha HHjeKTHpambe Ha
HHCYTHHOT,

4.3 KonTpaunauxanuu
Xunornukemuja.

lIpeoceTnBOCT KOH aKTHBHATA CYNCTAHLM]a M KOH GUIIO KOj Off eKCLIUMHEHCHTE HABEAEHH BO M€/l 6.1,
CO MCKJIY4OK aKo ce ynoTpefyBa kaKko Aen oj] nporpaMara 3a AeCeH3HTH3aLu]a.

busio koja popmynanuja na Humulin, co ucknyuok na Xymynuu P (pacTBOPNMB), BO HUKAKBH OKOJIHOCTH
He Tpeba a ce 1aBa MHTPABEHCKH.

4.4 IMocedun npexynpenyBama 1 MEPKH HA NPETHA3IHBOCT

Kora ce puiy npoMena Ha THIIOT M1 GPEHIOT HA MHCYJIMH HITO ke FO MPUMAAT NalkeHTUTe, norpebHa e
CTpOra CynepBH3Hja O CTpaHa Ha MENMLMHCKH Juua. [IpOMEHH BO OJHOC HA jadyMHaTa, Openjor
(1Ipou3BOAMTEN), THIOT (PaCTBOPIMB, M30(aH, MElIABHHA), BHAOT HA HHCYJIMH (3KMBOTMHCKH, XYMaH,
aHaJIor Ha XyMaH MHCYJIHH) W/HIIM METONOT Ha TIPOM3BOACTBO (pekoMGuHanTHa JJHK HACTIPOTH HHCYJTHH
OJ1 ’KMBOTHHCKO MOTEKJI0) MOXE J]a PE3yNTHPAAT cO NoTpeda o4 MpOMEHH BO J03aTa.

Kaj Hexon namuenTH, koM mpuMane MHCYIMH O] KMBOTHHCKO IOTEKIO, MOXKE Ja Omje noTpedHo
TpHIIaroayBatse Ha J103aTa [pH NPEMUHOT Ha XyMaH MHCYJIHH. AKO € NOoTpeGHO NMpUIIaroyBame, Moxe
Jia Ce CIy'H YIITE PH IPUMAETO Ha IIPBATa 1032 O/l HOBMOT MHCYJ/IMH HITH 38 BPEME Ha NPBUTE HEKOJIKY
He/leNll UK MecellH,

Hexosnky mauuentd kou noxwBeane XHIOMIMKEMHYHW peakimd nocie TpaHcdep on WHCYIHH 0f
KMBOTUHCKO TOTEKIIO HA MHCYIHH OJl YOBEUKO [OTEK/IO MPHjaBHJIe Jleka PAHHTE MPEAYIPeayBUKH 3HALH
Ha XMNOrIHKeMHja Ouile NOMAIKy W3paseHd HIH PasivyHH, Of OHuE 3abeNeXeHH Kaj NpPeTXOAHHOT
KMBOTHHCKM WHCYNuH. Kaj oHMe manuenTH, kaj KOHM TIIHKEMHUjata € 3HauajHO TOj00peHa, npuMep
NAalUWEHTH HAa WHTCH3UBMPaHa HHCYJHHCKAa Teparuja, MOKe Ja H3rybaT HEeKOM WIH CHTe
NpeAyNpeayBauky CUMITOMH 3a XHITOTJIHKEMHUja U Tpeba /1a ce coBeTyBaaT CooiBeTHO. Jlpyru cocToj6u

Ynorpeba Ha HeafeKBATHH 03U WIH T}
MOXKE [a J0BENe A0 XHUIepriuKeMuja
JIeTaJHH.



Tepanujara co xyman uncynns Moxe na NPEAN3BHKA M0jaBa HA aHTHUTENa, HO CeNaK CO NOHH30K THTap
OTKOJIKY NPH YNoTpeba Ha IPOYNCTEH JKHBOTHHCKH HHCYITHH,

TlotpeGute 3a uHCyMH MOXe 3HAUKTENHO J1a ce NPOMEHAT NpH 3a601yBate Ha Haa0yOpeskHaTa KiIe3a,
Ha XHIIO(H3ATA WM HA THPOMIHATA JKIIE3/1a, KAKO U NPH PEHAITHO HJIH XETIATAIHO OILUTETYBAlbE.

HotpeGute 3a nucynun Moxe na ce 3rofemar 3a BpeMe Ha BOJIeCT WK NPH EMOLHOHANHH TOTPECH.

Horpeﬁa O NMPHJIAaroyBatLe Ha HHCYJIIHHCKATa J103a MOXeE Jia ce jaBH AOKOJIKY MauHeHTOT ro MpOMEHH
HHUBOTO Ha dmsuq}ca AKTHBHOCT HJIM BOOOHYaeHAaTa Juera.

Ilanuenture Mopa na no6ujar MHCTPYKUHH KOHTHHYHPAHO J1a TO MEHYBAaaT MECTOTO Ha HHjeKTHpame 3a
Ad CE HAMAM PU3MKOT ON pasBOj Ha JUMoAMCTPoduja M KOXKHA amMHIoHzo3a. [locTom IMOTEHLHjalTen
PU3HK O]l OAJIOXKEHA anCopNUHja HAa MHCYJIMH W BJIOLIEHA IIMKEMHYHA KOHTpOJIa KaKo pe3y/TaT Ha
HH]EKTHPaIbe Ha MHCYTHH BO MECTATA CO OBHE peakuuu. buna npujasena xumoriukemuja npu HeHazejHa
IIpOMCHA Ha MECTOTO HA MHJEKTHPAIbe HA He3acerHaTo Mecto. Ce NpEnopavysa Clieemhe Ha IIyKo3aTa BO
KpBTa MO NPOMEHA Ha MECTOTO HAa HHJEKTHPAE H MOXKE /13 Ce 3eMe MPEABH/ IPHJIArOYBakhE Ha 103aTa
Ha aHTHUjabETHYHH JIEKOBH.

Komb6uHanuja Ha XymMaH HHCYIIMH cO [MUOTJTTHTA30H

Tpujasenu ce ciyuan Ha cpuesa HHCY(HLMEHLHja KOra MHOTIMTA30HOT OUIT ynorpebGeH Bo komGuHaumja
CO HHCYJIMH, 0COOEHO Kaj NaLHEHTH CO PH3HK thaxropu 3a passoj Ha cpuesa uicypunnenunja. Tpe6a na
C¢ BHHMaBa Ha OBOj (hakT Kora ce IlaHHpa Tepanuja co KOMGHHALM]a O THOTIHTA30H M XyMaH HHCYIIHH,
AKO ce KOPUCTH BakBa KOMOHHAIlH]a, NAlHeHTHTE Tpeba na ce Habiby/lyBaaT 3a MOXKHA 110jaBa Ha 3HALH
1 CHMITOMH 32 CpueBa MHCY(MIIMEHIH]a, 3roJleMyBatbe Ha TENECHA TEeXHHA 1 eneM. Ako ce 3abenexar
SHALM Ha BIIOUIYBak-€ HA CPLEBHTE CHMITTOMH, TEPANH]ATA CO MUOFTHTA30H Tpeba 1a ce npeknHe.

HHCTDYKL{HH 3a ynorpeba u PaKyBame

3a Ja Ce CpeyHd MOYKEeH IIpEHOC Ha 60J'I€CTH, CCKOj MaTpoH Tpe6a Ja ce KOPUCTH caMo of CT]paHa Ha eeH
[TAUHEHT, AYPH H aKO UIJ1aTa Ha [MOMaraigoTo e MpoMeEHeTa.

Ilenkana kou Tpeba jia ce KOPUCTAT CO Humulin 70/30 narpouu

arponure TpeGa j1a ce kopucTar camo Bo KomGuHanmja co Lilly uncynuncky nenxana za [IOBEKEKpaTHa
ynorpeba ¥ He Tpeba nma ce ynorpebyBaaT co Jpyru neHkana 3a noBeKeKpaTHa ynorpeGa Guuejiku
TOUHOCTA Ha IO3UPAETO HE € YTBPAEHA CO APYTH MeHKaa.

Crneanusoct

Co uen na ce moxoGpH clieMBOCTA Ha GHOJIOWKH
MPOK3BOJL Tpeba BHUMATEIIHO 1a Guie 3amuiay.

EPHCKUOT OPOj Ha AIMUHKCTPHPAHHOT

Excuunuencu

OBoj MeaMIHHCKH TIpoK3BOJ COAPKH IOM
FeHepaiHo “6e3 HaTpuyMm”,

(23 mg) Ha nmo3a, oaHOCHO e

0




4.5 HuTepakuuu co APYTH JeKOBH HJIH APYTrH GOPMH HA HHTEPAKLHja

Hexou nexoBu BiMjaaT Bp3 MeTaboJM3MOT Ha IVIyKO3aTa, OpagM LUTO BO CHTE CIyvad Ha KOPHCTEHE
JPYrH JIEKOBH KaKO JIOZAaTOK Ha XyMaHHOT HMHCYJIMH NOTpeOHA € KOHCyATalHja co JIOKTOp (BUAETE jel
4.4). Tlopaau oBa fokTOpOT Tpeba Ja I'u 3eMe NPeIBU CHTE MOXHH HHTEPAKI[HH U cekoralil Tpeba aa ru
Mpanrysa NaluedTuTe 3a G110 KaKBH JIONONHUTENEHH JIEKOBU KOW T KOPUCTAT,

ITorpeGure 3a MHCYIHH MOXE Ja ce 3rojeMar MpH ynotpeba Ha HEKOW JICKOBH CO XHIIEPIIIMKEMHYHO
HEjCTBO, KaKO WITO Ce TIYKOKOPTHKOWIM, THPOMIHM XOPMOHM, XOPMOH 3a PACT, JaHa3on, Gera,-
CHMNAaTOMHMETHUH (KaKO IITO Ce PHTOAPHH, canbyTamon, TepOyTaiiH), THA3HIH,

IloTpebuTe 3a HHCYNHH MOXe Jla C€ HAMAJAT BO MPUCYCTBO Ha OAPE/ICHH JIEKOBH CO XHITOTJIMKEMHYHO
A€jCTBO, KaKO OpalHM XHUMOTJIHKeMHIH, CamuIUiaaTH (Tp. aleTHJACANMIIMIHA KHCEIMHA), OApeleHH
AHTHIENpPECHBH (MOHOAMMHO OKCHJa3a HMHXMOUTOPH), HEKOM AHTMOTEH3MH KOHBEPTHUPAYKH EH3HMH
(ALIE) unxuburopu (xanTompui, eHajanpui), aHroteHsud Il peuentop Gnokaropu, He-ceJeKTHBHH
Oera-0Ji0KaTOPH U ANKOXOL.

AHanosuTe Ha COMATOCTATHH (OKTPEOTH], JAHPEOTH]) MONKAT M Jia ja 3rojeMar W [Aa ja Hamanar
norpebara 3a MHCYJIHH.

4.6 ®epTUaUTeT, 6PEMEHOCT U JA0CH:e

OcobeHo e BaxxHO Ja ce OApxkH A00pa KOHTpona Bp3 MALHEHTHTE TPETHPAHW CO WHCYIMH (MHCYJIMH-
3aBHCEH WJIM TecTalHcKH aujabeT) BO TekoT Ha Opemenocta. IMToTpebGuTe 3a HHCYJIMH OOHYHO Ce
HamanyBaaT 3a BpeMeé Ha TPBHOT TPUMECTep, a Ce 3roJieMyBaaT 3a BpeMe Ha BTOPHOT H TPETHOT
TpuMecTap of Opemerocta. Ilanuentku co qujaber Tpeba ja ro U3BeCTaT JEKAPOT aKo ce OpeMeHH WiIn
njaHupaaT GpeMeHocCT.

On eceHuujaiHa BaXXHOCT Kaj OpeMeHH XeHH co aujabeT ¢ BHMMATEJeH MOHMTOPHHI Ha IJIMKEMH]jara,
KaKo W Ha OMILITOTO 3/IpaBje.

Kaj naumentku co aujaber KOM A0jaT Moke Aa ce jaBH moTpeba ojf mpuiiarojyBarbeé Ha jo3arta Ha
MHCYJIHH W/UJIH ANeTaTa.

4.7 Banjanue Bp3 cnocoGHOCTA 32 Bo3elbe H YIpaByBaH:€ ¢0 MalllHHU

CnocofHocTa Ha MalMeHTOT 3a KOHLEHTpallKja U pearupame Moske Ja Ouje HapylleHa Kako pe3ysiTaT Ha
xunornukeMuja. Baksara coctojba Modke Jia MpecTaByBa pU3HK BO CHTYAI[MH Kajle OBHE CIIOCOOHOCTH ce
O/ TOJIEMO 3Haderbe (Ip. Bo3ete aBTOMODOHIT MITH yIpaByBakhe CO MaIlIHHA).

[Manmenture Tpeba Aa ce coBeTyBaaT ha Mpe3eMaT MEpKH Ja ce u3berHe XUIOrNHKeMHja 3a BpeMe Ha
BO3€EHLE, OBa € 0COOEHO BAKHO Kaj OHHE 1AL Kk HMQAT HaMaJjlieHa HJIM OTCYCTBO Ha CBECHOCT 3a
NpefynpeflyBaukuTe 3HAM Ha XHIOTJIHA 40T UECTH ENU30JM Ha XMMOTJIHKEMH]ja.
[Ipenopakara 3a Bo3ei-€ BO OBHE YCIIOBH, ﬁ@? HPLM e pasrie/iana.

4.8 Hecakxanu edextu

pa Tepamnuja Koe MalHeHToT co Jujader
/10 ry6m01c HAa CBECTA, M BO E€KCTPEMHH

MoXe Aa ja goxuse. Tellka XUIOMIMKeMN
-/ 0ja ce jaByBa XWUMOTIHKeMHjarta, Oumejku

ciyyau, cmpt. He moxe na ce oapeau ¢




MCTATa 3aBHCH O/ 103aTa HA MHCYJIMH W APYTH (akTopH, MPUMED O PEXXUMOT Ha HCXPaHa Ha TALUEHTOT
¥ (PU3MYKATA AKTHBHOCT.

Yecra e mojaata Ha JokanHa anepruja kaj mauuent (>1/100 no <1/10). Ilpeennno, orexyeame u
HelIak€ MOXKE Ja ce jaBaT HA MECTOTO Ha aamunuctpaunja. Cocrojbara ce nonobpysa 3a HekONKy
ACHOBH 110 Hekoky nezenid. Bo Hexon ciiyyam, coctojGara Moxe n1a ce AOJDKH Ha JIPYTH (DAKTOPH, Kako
HpHTAllHja Ofl CPeICTBATA 3 XHIUEHA WM ClIaba TeXHHKA Ha MHjEeKTHpAaIbeE,

IlojaBara Ha cucremcka anepruja e perka (<1/10,000) no NOTEHUHM]alTHO MOCEPHO3HA, U TIPETCTaByBa
TeHEpanu3Hpana anepruja Ha uHcyauH. Taa Mosxxe Ja [IPEIN3BHKA OCHIT 110 LENOTO TEJO, HEJ0CTATOK Ha
BO3AYX, CBUPEHE BO IpajiuTe, HAMATYBAILE HA KPBHHOT MPUTHCOK, 3a0p3an mync, uin noremwe. Telkure
Clly4au Ha reHepanu3npana aneprija Moxe Jia ce OMacHH 1o JKHBOTOT. Bo perknrte ciyyau Ha nojasa ua
TellKka aneprija na Xymynun, norpeGen e nren TpeTMaH. Moxe na ce jaBu u norpe6a ox NpoMeHa Ha
HHCYNMHOT HJTH IECEH3UTH3AIIH]A.

[Tomanky uecta e JUIOJUCTPO(Hja HA MECTOTO Ha uHjexTHparse (>1/1,000 no <1/100).

Kosxnu u norkosknu Tkupnm HapymyBsamwa: Opexderiunja “Henosnara’”: Koxua aMHJIONJ103a

Kosknu 1 motkoxkuu TkuBHM Hapyiyeaima:

Jlunosuctpodmja u koxkna aMHJIONJI03a MOXKE 14 Ce jaBaT HA MECTOTO Ha VHJEKTHPAtbe W OII0KEHA

JIoKaJHa ancopniyuja Ha uucyui. KoHturynpano MCHYBAHC HA MECTOTOT 3a MHjEKTHPabe HA AaAeHOTO
10/Ipayje 3a UHjEKTUPabE MOXe J1a ja HaMaJTH WiTu CrIpedHn 110jaBaTa Ha OBHE PeaKLuu (Bupere pen 4.4).

IIpujasenu ce cnyuau na enem NPA HHCYJTHHCKA Tepanuja, 0cobeHOo ako MpeTxoaHo ciabata MeTabosHa
KOHTpONIa € NojobpeHa co HHTEH3UBUPaHa HHCYITHHCKA Teparuja.

UpujaBypaibe Ha MOKHY HECAKAHH PEAKLIHK

pujaByBamero na mMoxuu necaxanu peakimu 1o nobusarme Ha 0100peHHe 3a CTABABE HA JIEKOT BO
NpOMET e MHory BaxcHocT. OBO3MOXyBa KOHTMHYHPAH MOHHTOPHHI Ha KOPHCT/PHM3HK GalaHCOT Ha
MCAMIIMHCKHOT npou3Boi. Of 31paBCTBEHHTE paGOTHHLM ce Gapa na ru npujasyBaar cute MOXHM
Hecakanu peakuud Bo HauwonanHuor uenrap 3a (hapmakoBurinanua npu Arenuujara sa 1ekoBu u
MEMLMHCKA cpexcrBa (yi. CB. Kupun u Meronuj 6p. 54 kar 1) unu no C/IEKTPOHCKH MaT Ipeky Beb
CTpaHata Ha Arenuujara http:/malmed.eov.mk/.

4.9 ITpenosupame

Hucynunnte nemaar crporu JeQUHHLAY 33 npe/lo3nparbe Ounejin cepymckuTe KomLeHTpauuu na
TIyKO3aTa ce pesynTaT Ha KOMIIEKCHH HHTEpaKidu noMely MHCYJTHHCKMTE HHBOA, IPHCYCTBOTO Ha
TIyKO3a 1 Apyrd MeTaGoNnnyKy npouec. XunorinkeMuia M j

MHCYJIHH TOBP3aH CO BHECOT HA XPAHA H TPOLUEHE]

Xunornukemnjata Moxe s1a e acolUpaHa co Ty
loBpaKame,

[Tpu opanna aIMMHUCTPALH]a Ha TJyKo3a U
XHIOIIIHKEMHja. & =
N O‘r"‘\'un . Tb‘
; — 0 )

Kopekuuja a ymepeno Temka XHIOTITHKEMHja MORSEA THE CO HHTPAMYCKYJIHA MJIM TIOTKOKHA
AIMHHHCTpALHja Ha IIYKAroH, NpocieieHa co OpaJIeH BHEC Ha jaryieXuapaT Kora MalHeHTOT A0BOJHO




ke ce onopasu. I[TallHEHTHTE KO He JlaBaaT OArOBOP Ha IIyKaroH Mopa Jia NMpHMar pacTBOp Ha IyKosa
WHTPaBEHCKH.

AKO TMaIlHEHTOT € BO KOMaTo3Ha cocTtojba, riykaroHoT Tpeba Ja ce aqMUHUCTPUPA HHTPAMYCKYJIHO WIH
OTKOXKHO. B0 cekoj ciydaj, IOKOJKY TIyKaroHOT He € JOCTaneH MM NMaldeHTOT He peardpa Ha Hero,
norpebHa € MHTPaBEHCKA arInKalja Ha riryko3a. Habp3o mtom ce ocBecTH, nauueHToT Tpeda Ja NpUMH
00poK.

MoxHo e Jja jgojae mo mnorpeba 3a OAPKIMB jarJieXWapaTeH BHec M Orceppanuja Ouaejku
XUITOTJTHKEMIjaTa MOsKe J1a C€ jaBH M0 OYMIIIEHO KIMHHYKO ONOPaByBalbe.

5. PAPMAKOJIOIIKHA KAPAKTEPHCTHKH
51 @apMaKOAHHAMCKH KAPAKTEPHCTHKHA

MapmakoTepanesTcka rpyna: MHCYJIHHN M aHano3M 3a MHjeKTHpame, CO CPEAHO 1€jCTBO KOMOMHMpPAHH
co Op30 menyBauKky.

ATC xon: A10A DO1.

Humulin 70/30 e npeTxo/HO MOArOTBEHA CYCTIEH31ja 0L MHCYJIMH O OP30 M CPeJIHO JIEjCTRO.

TIpuMapHa aKTHBHOCT HA MHCYJIMH € peryjauyja Ha MyKO3HHOT MeTabou3aM.

JIONONHUTENIHO, MHCYTMHHTE MOCEAYBAaT aHabOIMUKH U aHTH-KaTabOJMUKH JejCTBa BP3 ofpeneH 6poj
pasMYH{ TKHBa. BO MYCKYJTHOTO TKHBO ja 3rojieMyBaaT KOJMYHMHATA HA TJIHKOTEH, MACHHM KHCEIHHH,
rIMUEpOJl M IPOTEMHCKATA CHHTE3a M I[IPeB3EMamero Ha aMMHOKHCENMHH, a ja HaMalyBaar
FMMKOreHOM3aTa, TJIYKOHEOreHe3aTa, KeToreHesaTa, JIMIOJM3aTa, NPOTEMHCKHOT KaTtaboyusam |
TMPOU3BOJICTROTO HA AMHHOKHCEIHHH.

TunuyHKOT NpodHI Ha aKTMBHOCT (KpUBATa HA yTHIM3aLHja Ha [TyK03a) Moc/e NOTKOXKHA MHjeKLHMja Ha
MHCYJIMH € WIyCTpHpaHa mojony co aebena nunuja. Bapujanuure kou Moke Ja TH OKMBEE TAMEHTOT
BO BpeMe H/MM WHTEH3MTET HA WHCYJIHHCKATa AKTHBHOCT CE MIJIYCTPUPaHU CO 3aCEHYEHa PETHja.
WnpusuayanHata BapujabunHocT ke 3aBMCH Of (aKkTOPHTE Kako IUTO C€ TOJEMHHA Ha [03aTa,
TeMInepaTypa Ha MECTOTO Ha MHjeKTHpambe M (U3MuKa akTHBHOCT Ha MalHeHTOT.

Humulin 70/30

HHcynMHCKa aKTHBHOCT

154
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®apMaKOKHHETHKATA Ha HHCYJTHH HE BJIMjae Bp3 MeTaboJM3MOT Ha 0BOj XopMmoH. [Topaau oBa, 3a Jia ce
TPOLICHN aKTHBHOCTA Ha HHCYJMHOT, NMOCOONBETHO ¢ A4 CC VCIHMTAAT KPHBMTE Ha YTUIM3auMja Ha
Tilyko3aTa (KaKo 1ITO € NpHKakKaHo norope).

5.3 Ipeaxamunuxn 6e3deqnocuu noaaTouH

XyMynuHOT € Xyman HHCYIIUH TPOU3BEEH 110 MaT Ha PeKOMGHHAHTHA TexHonoruja. Ox cy6XpoHudHuTE
TOKCHKOIIOUIKH CTYAMH He Ce npHjaBeHu CCPUO3HH HecakaHH JejctBa, XyMaHHOT MHCYJIHH He ce
TIOKaYKaIl MyTareH Bo cepuja Ha in vitro W in vivo TCHCTCKH HCITHTYBAba 33 TOKCHYHOCT.,

6. PAPMAILIEBTCKH KAPAKTEPUCTHUKH
6.1 JInera Ha excuHnHeHCH

M-Kpe30J1
rIULeposn

tenon

NpoTamuH cymdar

AHOa3HYeH HATPHYM (ocdar 7H,0

LIHHK OKCH

BOJA 33 MHjEKIUH

3a kopekiuja Ha pH moxe na ce KOPHCTAT XJIOPOBOJAOPO/IHA KHCETMHA H/HJIKU HATPHYM XHIPOKCH,

6.2 NuxompoaTnéuanu

Ilpenapature na Humulin He cmee Ad CC MelllaaT CO UHCYIHHM NPOM3BEAEHU O APYrH TMPOU3BOANTEIH
HJIH CO MHCYJIMHM OJl 5)KHBOTHHCKO MOTEKJIO,

6.3 Pok na ynorpe6a

Heynompeten nampon
3 rogMHu.

HOCJIB sMemnyearbe Ha RAMPoOHOm GO HeHKAJI0mo
28 nena.

6.4 Mocebnu mepku 3a uyBame

Heynompeben nampon

Ha ce uysa Bo (hpmwrugep (2°C - 8°C). Jla He ce 3ampsHyBa. [la He ce u3noxysa Ha TIPEKyMEpHa TOIIMHA
HUTY Ha TUPEKTHA COHYEBA CBETIHHA,

1locne smemnysarve na namporom eo nenxano
Ha ce uypa Ha Temieparypa noa 30°C. Jla v
Tpeba 1a ce uyBa co npukaueHa uria,

6.5 IIpupona u conpxuna na naKysa

3 ml cycnensuja Bo naTpoH (craknmo tum 1) céi\ir
(rymen). [TakyBame co 5 HAaTPOHH,



6.6 IMoce6Hu npeaynpeayBamba 3a OTCTPAHYBAIbLE H DAKyBabe

Urnute ce 3a eqnokparda ynotpeba. OTcrpanyBabeTo Ha uriute Tpeba Aa Oujie Ha OArOBOPEH HAYMH.
WrnuTe # meHKanaTa He Tpeba na ce ynotpebyBaar ofi CTpaHa Ha moseke nuua. [Tatponute Tpeda na ce
KOPHCTAT JIOfieKa HE Ce MCIPA3sHAT, T0Toa CooABETHO TpeGa Aa ce otctpanar. buio koj HeymorpebeH
MEJIMIIMHCKY MPOM3BOJL MJIM OTMajieH Matepujan Tpeba fa Oue OTCTPaHeT BO COINIACHOCT CO JIOKaIHUTE
TPOTIHCH.

HucTpyKiny 3a ynorpeba U pakyBaibe
3a na ce crpeun MoyKeH NpeHoc Ha GoltecTy, cekoj natpon Tpeba jia ce KOPHCTH CaMo OJL CTpaHa Ha e/ieH
nauMueHT, j],ypH H aKO urjiara Ha romaraJiotTo € npomeHeTa.

[Tarponute TpeGa Na ce kopucTat camo Bo komOuHamja co Lilly uncynnucku nenkana 3a nobekekparHa
ynotpeba u He Tpeba Aa ce ynorpeOysaaT co APYrH NeHKaga 3a nosekekparha ynorpeba Gujejki
TOYHOCTA Ha JO3UPabETO He € YTBPAEHA CO JAPYrH MeHKana.

a) ITogroToeka Ha go3ara

Iatponure wro ja coapxkar Xymymun 70/30 dopmynauujara tpeba na ce nporpujat Bo anmaHkure 10
mary u 10 matu ga ce 3asprar 3a 180° HemocpeaHo npen ymnorpefa, co uell Jia ce pecycrneHanpa
MHCYNIHHOT, ce JOo[eKa He CTaHe PAaMHOMEPHO 3amaTreH Wi MJeueH. AKO HE CC [MOCTHIHE OBa,
[IOCTANKATa Ce TOBTOPYBA CE J0/EKa COCTOjKUTE He ce M3Mmewaar. [TaTpoHuTe coapikar Majo CTakIeHO
TOIYe KOE I'o MOTNOMAara Melamero. HemojTe CHIHO /2 ro TpeceTe MeHKanoTo, Ouaejku Moxe fa ce
c03/1a1aT BO3YIIHH MEYPH, KOU Ke IO TOopeyyBaaT 103UPabeTo.

ITatponute Tpeba YeCTO Ja ce TperieyBaar i He Tpeba Aa ce ynorpebypaar ako BO HHB Ce zabenexaHu
rpyTUMIba WM aKO UBPCTH, OE/IM MapTHKYIHM ce JICNaT Ha HOTO WM Ha SUJIOT Ha MaTpOHOT, naBajku My
3aMp3HaT U3rJIes,

TTaTpoHKTE Ce Taka AM3ajHHPaHH LITO HE JI03BOTYBaaT MELUahe Ha MHCYJIMHY BO €/ICH MaTpOH.
TTaTpoHuTe HE Ce JH3ajHIPaHHU 3a [IOBTOPHO MOJHEbE.

Crieiete T ynaTcTBara OJf IPOM3BOAMTENOT 33 CEKOE MEHKAIIO 32 MOJHEHE Ha NaTPOHOT, MpUKaiyBatbe
HA UITIATA 1 AAMHHUCTPHPAbE Ha HHCY/IMHCKATA HHjEKLMjaTa.

6) MHjexTiparme Ha [103a
WnjexTupajTe ja TouHaTta j03aTa Ha MHCYJIMH Kako mTo Bu e npenopadado oa Bamwmor A0KTOp MiH
MeULIMHCKATA CecTpa Ol OJUIENOT 3a Aujaber. Mecrata Ha uHjexTupatbe Tpeba /a ce MeHyBaaT, TpH LITO

€JIHO UCTO MECTO J1a HE CC yn0Tpe6yBa 3a HH_]GKTHP&H:B MoY4yecTo Of € Hall MECEHHO.

Cekoe NaKyBame COAPIH YNATCTBO 3a ynorpe6a, CO MHCTPYKUMM 32 HAYMHOT HA HH]CKTHPAHe Ha
WHCYJIHHOT.

7. EKOT BO ITPOMET
®apwma Tpejn pooes, yi. AntoH [lonos @ () ', sy6nnka Cepepra Makeonuja
8. BO IMIPOMET
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9 JAATYM HA IIPBO OJOBPEHUE 3A CTABAILE HA JEKOT BO IMPOMET/ JATYM
HA OFHOBA HA OJIOBPEHHMETO 3A CTABAILE HA JIEKOT BO IIPOMET

Jlarym Ha nocnenna o6HoBa Ha OZOOPEHHETO 3a CTABAE HA IEKOT BO npomer: 26.02.2013

10. AATYM HA OCJIETHA PEBU3UJA HA TEKCTOT

OxtomBpu 2020







