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XYMYJHH R IATPOH

KPATKA XAPAKTEPHUCTHUKA HA ITPOAYKTA
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Ifl3l'!anE,; FEIIHA ATEHLA l'lﬂ NEKAPCTBATA

Kpamxa XapaKmepucmuKa Ha Npogyxma - flpunoxerue !

1. VIME HA JEKAPCTBEHMS IIPOXYKT Ko Pez. M .... 20000844
7770
Xymynnn R 100 IU/ml nioxexunoseH pasteop B naTpoH | Pagpswieniio Net=.w. /A/ ..... /a ................
Humulin R 100 fU/ml solution for injection in cartridge u g U [1
| Ogobpertue e ... . sudben .

2. KAYECTBEH H KONMHYECTBEH CHCTAB

1 ml ceanpixa 100 IU uucynmu yosemkn (insulin human) (npouzseaen B E. coli no pexombunanTHa
JHK TtexHonorus).

ExnH natpon ceaepika 3 ml, ekpusanentau Ha 300 [U perynap HHCYIHH.

3a MBNIHHA CHHCHK HA NOMOLIHHUTE BEIECTEA BHKTE TOYKa 6.1.

3. JEKAPCTBEHA ®OPMA
HHkeKUMoHEeH pasTEOpP B ATPOH.

XymynuH R e crepuneH, npo3payeH, 6ezuBeTeH, BOAEH pa3TBOP HA YOBEUIKH HHCYJIHH.

4. KJIHHNYHH TAHHH
4.1 TepaneBTHUYHH NOKa3AHHA

3a nevucHHEe HA MAIHEHTH CBC 3axapeH ,uuaﬁe’r, KOHTO C€ HY)KJAAAT OT KHCYJIHH 3a NNOAABPXKAHE Ha
FIIIOKO3HATA XOME0CTa2a,

4.2 Mo3upoBKA H HAMHH HA HPH/ICKECHHAE

Ho3upoeka

Ho3arta Tpabea na 6p4e onpeaencHa oT JieKap B 3aBHCHMOCT OT HY/KIHMTE Ha NaLMeHTa.
Heouampuuna nonyaayus

JlunceaT JaHHH.

Hauunx Ha npunoxceHue

Xymynud R B natpoHu TpAGBa Ja ce mpuiara caMo Karo MOAKOKHa KHIKSKLMA ¢ NMHCANKa 3a
MHOTOKpaTHa ynotpeba. AKO ce Hanmara puJiokeHHe ChC CTIPHHLIOBKA Wi HHTPZBEHO3HA MIDKEKLp,
Tpadea aa ce uznon3sa ¢uakox.

TMoax0XKHOTO NpHIOKEeHHE TPAOBA Aa ce M3BBPLIBA B rOPHATA 4acT Ha peKara (MHIIHKUATA), GeapoTo,
CENANTHMIICTO HITH KOpeMa. MecraTta Ha HHXCKTHpaHe TpﬂﬁBa Aa ce CMEHAT T4 HQ_\_SI[I{O H CBLUIO
MSCTO Ja HE C€ U3MOJI3Ba [IO-YECTO OT €AHH BT MECEHHO. N

Ipu HHKeKTHpPaHe HA KOHTO H 1a € 0T HHCYIMHOBHUTE MPOIYKTH OT,
ce BHHMAaBa Ja He ce [onajHe B KpbBoHOceH c¢bA. Cliel HEXKEKTHP
MACTOTO Ha NMPUIoXKEHHE He TpAORa Aa ce macaxkupa. [TammenTtuTe
H3MON3BAT IPABKITHH TEXHUKH HAa HHXKEKTHpPAHE.



"

Bcsika onakoBKa cbABpKa THCTOBKA ¢ HHGOpMALHA 3a NALMEHTa ¢ YKA3aHHA KAK [1a € HHMKEKTHpa
HHCYJIMH.

4.3 IIpoTRBONOKA3AHHAR
XHNOrMHKEMHA.

CBp’LX‘fyBCTBHTEJ'[HOCT KBM aKTHBHOTO BEIHCCTEQ HITH KBM HAKOC OT NOMOUIHWTE BCLICCTEA,
n36poeHu B TO4Ka 6. 1, OCBCH, aK0O HC CC H3MON3Ba KaTC YacT OT IIporpaMa 3a neceﬂcnﬁnnmamm.

ITpyu AMKaKBH ODCTOATENCTBA KOATO H a ¢ nekapeTaena Gopma Ha XyMymuH He TpaOea aa ce
W3MI0/I3Ba HHTPABEHO3HO, ocBeH XymyauH R (perynap).

44 Croenuannu npeaynpeXAeHHs H NPeANA3HA MEPKH OPH yHoTpeda

IlpeMHHaBaHETO HA MALMEHT HA JICYEHHE C APYT THI HAH THPrOBCKA MapKa HHCYJIHH TpAORa Aa ce
H3BBPILBA O CTPOro NeKapeko HabmogeHue. [IpoMeHH B aKTHBHOCTTA, BHAA (NMPOU3BORMTENA ), THIIA
{perynap, usodaH,, MHKCTYpa), TIPOM3X0a (3KHBOTHHCKH, YOBEIUKH, AHAIOI HA YOBELUKHA HHCYJTHH)
H/WJIH METOAa Ha TIPOU3BOACTRO (pekomGunanTHa JIHK win HHCYIHMH OT KMBOTHECKH MPOH3XOM)
MOXKE Aa JoBeAe 10 HEOOXOAMMOCT OT NPOMAHA Ha [03aT4a.

Hakou nauMeHTH, OpHeMaly YoBEIIKH HHCYTHH, MOJKe Aa ce HY)CKAaAT OT MpOMSAHA Ha 03aTa B
CPABHEHHE C J103aTa, H3NON3BAHA MPH MHCYIHHH OT XHBOTHHCKH MPoH3XoA, AKO € HeoOX0aHuMO
KOPHrdpaHe Ha 1034Ta, TOBA MOXKE J1a CTaHe TIPH [THPBATA /034 HITH B TEYEHHE Ha IThPBATE HAKOAKO
CEAMHMIIH HiH MECELH.

MankoTo NauueHTH, KOUTO Ca MMAIH XHIOTJTHKEMHYHH peaKUUH /e MPEMHHABAHE HA MOBEIIKH
HHCYJTHH, CBOOIABAT, 4e paHHHTE MpeAyNpeKAaBaLUIH CUMIITOMH ca GHITH No-cnabo H3pa3eHH HITH
pa3IHYHH OT CHMITOMHTE, KOHTO €4 HMAJIH [10 BPEME HA NPHJIaraHeTo Ha TEXHHS NpedllcH
JKUBOTHHCKH HHCYMHH. [lallHedTH, YHATO KPEBHA 3aXap € 3HAUMTENHO NoAoDpeHa, HatlpuMEp, TIPH
HMHTeH3H(HIMPAHA HHCYTHHOBA TEPANHA, MOKe N4 3aryGAT HAKOH HIH BCHUKHTE MpeAyNpekiaBaliy
CHMOTOMH Ha XHMNOIIHKEMHA H TpAOBa Ja GbIaT CHOTBETHO YReIOMEHH., JIPYTH CBCTOAHHA, KOHTO
MOTaT [a HaMpaBAT pAHHHUTE NPeayPekIARAINH CUMITTOMH Ha XHITOMTHKEMHUA Pa3THIHH HWITH
[0-MaJIKO H3PA3EHH, Ca rofsaMa NpoAbKHTETHOCT Ha anadera, AMabeTHA HEBPONATHA HIlH
JleKapcTBeHH NMPOJYyKTH, KaTo HanpuMep, Geta-0nokepH. HekopurupaHuTe XHIOTTHKEMHIHH |
XMIMEePriMKeMHYHH peakLiMi MOraT Ja NpeJH3BHKAT 3ary0a Ha Ch3HaHHE, KOMa HiIH CMBpT.

Hanonasaneto Ha HEMOAXOAIIH AO3H HIIH NIPCKBCBAHETO Ha JICUCHHCTO, ocobeHo IpH
HHCYJIHHO-3aBHCHMH ,[[HHGGTPHJ.H, MOXeE Ja JoBeae 10 XHICPriIHKeMHA H nnabeTHa KeToannao3sa,
CBCTOAHHA, KOUTO Ca MOTEHLHANHO JIETATHH.

JleueHHeTO ¢ HOBEIIKK MHCYIHH MO3KE Ja MpenuzBHKA o0pasyBaHETO Ha aHTHTENa, HO THTPHUTE HA
AHTHTENATA Ca NO-HACKH OTKOJIKOTO TUTPUTE MpPH NMPEUHCTEHHA HUBOTHHCKH HHCYIIHH,

HHCy THHOBHTE HYX/IH MOKE Ha Ce [IPOMEHAT 3HAUUTENHO NpH 3a00n4BaHKa Ha HanOsOpedHHTE,
XunodH3HATA HIH IHTOBHIHATA JUIE3H, KAKTO ¥ NPH HanWuHe Ha 6x0peuno wiu vepHonpobHO
YEPEKaHE.

HHCYNMHOBHTE HY:XKAH MOXeE Ja 6bAaT NOBMUIEHH 1O BpeMe Ha 3a00MsiBaHe WIH eMOLMOHATTHH
pascTpoHcTBa. ——

Kopurupane Ha HHCYNHHOBaTa 033 MOXe a € HeobXoauMo, ako na
(uzHyecKaTa CH AKTHBHOCT HIIH MpOMeHAT 0OHYaiiHATA CH [HETA.



Kombunanua Ha YoBeImKy MHCYIIHH ¢ MHOTTHTA30H:

Cbob1iueHn ca clydaH Ha ChpAeYHA HEA0CTATEYHOCT NpH ynoTpeba Ha MHOCMHTA30H B KOMOHWHALMA ¢
HMHCY/IMH, 0COGEHO MPH MALMEHTH ¢ PHCKOBH (PaKTOPH 3a pa3BHTHE HA CHPACYHA HEAOCTATEYHOCT.
Toea Tpabea aa ce B3eMe NOA BHUMAHHE, aKo ce 00CHH/Ia leueHne ¢ KOMOMHALMA OT MHOTMUTAZ0H H
YOBEWIKA HHCYIIMH. AKO ¢e u3non3sa koMOHHALMATA, TauuenTuTe TpA6GBa Na ce Habmozasar 3a
TIPH3HALIM K CHMITTOMH H3 CHPAEYHA HEJOCTATHYHOCT, HAAAABAHE HA TEII0 H OTOK. [THornMTason
TpaGBa na OBAe COpsAH, aKO CE MOSBK HAKAKBO BIOIIABAHE HA ChpASHHHTE CHMITTOMH.

Huce MK 2a 0a u pabota
3a na ce npegoTBpPaTH BH3MOKHO NpeHacaHe Ha 60IecTH, BCEKH NaTPoH TpAOBa na ce M3nonssa camo
OT €HH NalHeHT, AOPH U AKO MI/IATA Ha MHCY/IHHOBATA MECANIKA € CMEeHeHa.

[ucanku, ¢ KOUTO 21a ce WIMON3BaT NarpoHute XymyauH R

TMarporuTe TpaAGBa Aa Ce M3MON3BAT ¢ MHCYIHHOBA mucaika Ha Lilly 3a MHorokpatHa ynotpe6a n He
TpsOBa Aa ce M3NOM3RAT C HUKAKBA JpYra NHCAIKa 33 MHOTOKpaTHa yroTpeba, Thil KaTo TOUHOCTTA
Ha JO3HpaHe He € YCTAHOBEHA C APYTH TMHCAKH.

ITomomisK BeliecTsa
Tosu nekapcTeeH NPORYKT ChIBpHa NO-Manko ot 1 mmol Hatphit (23 mg) Ha Ao3a, T.€. NPAKTHYECKH

»»HE CBITBbpKa HATPHIA .

4.5 BzaumopeficTBHe ¢ APYIrH JIEKAPCTBEHH NPOAYKTH BJIH ApyrH GopMH Ha B3aRMoAeiicTBHE

HapecTho €, e peJHLla JCKapCTECHH MPOAYKTH BB3ACHCTRAT Ha IIHOKO3HHAA MeTabormuaEM M 3aTORA
nexapsr TpaGea Aa ro cboGpa3H KOraTo H3NMKCBA APYCH TeKApCTBa 3a€HO ¢ YOBEINKH HHCY/IHH (BX.
Touka 4.4). JlekapaT TpaOBa na MMa NMpeABHA Bb3MOXHHTE B3aUMOAEHCTBIA H TpA0Ba BHHArH Ja HTa
CBOHTE NALMEHTH 334 BCAKAKBH JIEKAPCTBCHH NPOAYKTH, KOWTO NpHEMAaT.

HHCYyTHHOBHTE HY AR MOTaT Aa ObAAT NOBHLIEHH OT BEIECTBA C XMIEPTITHKEMHUYHA AKTHBHOCT, KATO
HAIpHMEp, TMIOKOKOPTHKOMIM, XOPMOHH Ha LIMTOBUIHATA XKJI€3a, PaCTEXKEeH XOPMOH, AaHA30J,
0eTa;-CHMNIATHKOMHEMETHLIH (KaTO pHTOAPHE, canfyTaMon, TepOyTantH), THa3HIH.

HucynuHosuTe HY#RIM MOXe Aa ObOaT HAMAISHH B NPUCHCTBHETO HA BELIECTBA ¢ XHNOMIHKEMHYHA
AKTHBHOCT, HAanipuMep, NepOPaIH1 XUNOITUKEMUYHH CPEACTEA, CANMHLMIATH (Hanpumep,
aLCTHACATHLMIOBA KHCETHHA), HAKOM AHTHASTIPECAHTH (MHXMOUTOPH Ha MOHOAMHHOOKCHAA3aTa),
HAKOH HHXHOHTOPH Ha aHTHOTeH3MH KoHBepTHpaitks ed3uM (ACE) (kanTonphn, eHanampu),
6nokepu Ha anrnoTeH3HH I1 penentopure, HecenekTHBHE OeTa-6110KepH H ANTKOXOIT.

AHaNno3uTe Ha COMaTOCTATHH (OKTPEOTH):[, naﬂpem'[m) MOTraT Ja HaMalAT HH Ja [1OBHLIAT
HHCYNMHHOBHTE HYKIH.

4.6 DepTRIATET, GpEeMERHOCT M KLPMEHe

Mo Bpeme Ha GpeMEHHOCTTA OT 0co0eHa BAYKHOCT € Ja ce MoAAbpKa 405D KOHTPOI MPH
NALMEHTKHTE Ha HHCYTHHOBO NEUeHHKE (C HHCYJIMHO3ABHCHM MITH recTaliHOHeH nnaber).
HHcynHHOBHTE HyXIH OOMKHOBEHO HAMANIABAT MPe3 TbPBHA TPHMECTEP H C¢ YBE/IHYABaT Ipe3 BTOpHA
1 TpeTHa TpuMecTEp Ha GpeMeHHocTTa. [Ipenopbusa ce NalHeHTKUTE ¢ AuabeT Ja YBEAOMAT CBOHTE
JieKapH, ako ca GpeMeHHH HIH IaHHpaT GpeMeHHOCT. —

IMpu 6pemenHH nauHEHTKH ¢ A4abeT e kpaiftHo HeoOX0JUMO BHHMATEIHO ona

Ha CAKIKO3aTa, KaKTO H Ha obLoro 3ApaBOCIIOBHO CRCTOAHHE.

[MaunesTkuTe ¢ AMA0LT, KOUTO KBPMAT, MOXKE J1a ¢ HYXKIAAT OT Kope
W/HJIA NPOMAHA B JUETATA.



4.7 EdexTn BbpXy ¢nocofHOCTTA 32 modupane 1 pabora ¢ MANIHHA

CnocoGHocTTa Ha NaLKEHTAa J1a Ce KOHIEHTPHPa H pearupa Moxe Aa 6b/16 HapyIIeHa IpH
xunornukemusd. ToBa Moke Ja OPeNCTABIABA PHCK B CHTYALMH, KOTATO TE3H CMOCOOHOCTH ca OT
0c0o0eHO 3HaueHHe (HarpyuMep, Npu wodHpaHe Wwid paboTa ¢ MALUHHH).

[NaunenTrre Tpabea xa 6B1aT ChBETBAHM Ja B3HMAT NPEATIa3HH MEPKH 3a H30ArBaHe Ha _
XHIOTJIHKEMHS JOKATO IO(HPAT, KaTo TOBA € 0COGEHO BAKHO NMPH Te3H NAUHEHTH, KOUTO MMAT
HaMaJleH HIIH JIMNCBAl YCET 3a MpeAyNnpexIaBaliiTe CHMITTOMH Ha XATIOTTIAKEMHS, WIH HMAT 4eCTH
€NH30A4 Ha XHIOTIHKeMHA, LlenecrobpastoctTa 3a modupane Tpabea ga 6uie obcbaeHa npu Te3H
obcroaTencTea.

4.8 Hexenann JleKapCTBEeAN PeaKUHH

XunornukeMuaTa ¢ Haf-4ecTaTa HeJKelaHa peakiMa Ha MHCYJIMHOBOTO JIEUEHHE, KOATO NALHEHT ¢
Auaber Moxke na manmTa. TexxkaTa XHIOTJIMKEMHA MOXeE A4 JOBeae 00 3aryfa Ha Ch3HaHMe, a B
H3KJIIOYHTENHH CTy4aH H 10 cMBpT. HaMa crenudMUuHa 4ecTOTa Ha PA3BHTHETO HA XMITOTJTHKEMHA,
TEil KATO TA ¢ MOABABA KAKTO B PE3YJITAT HA [103aTa HA MHCYJIHH, Taka i Ha JpYr dakropu,
HanpHUMep, AHEeTaTa H PH3HYECKaTa HATOBAPEHOCT Ha MALMEHTA,

JlokanHata alepriuyxa peakLMa HpH naupeHTHTe € Yecta (=>1/100 mo <1/10). 3auepeapane, 0TOK U
cepbesk MoraT a ce MoABABAT HA MACTOTO HA HHJKEKTHpaHe HA HHCYNIHH. ToBa ChCTOAHHE
OOHMKHOBEHO OT2BYHABa B PAMKHTE Ha HAKOJIKO JHH JI0 HAKONKO CeIMULIA. B HAKOH CITyyaH MOKATHHTE
peakiMu Morat Ja OBAAT CBBP3aHH ¢ GAKTOPH, Pa3HYHH OT HHCY/IHH, KATO Ipa3HHTEIH B CPEACTBOTO
3a MOYHCTBAHE HA KOXKATa WITH JIOLIA TEXHHKA HA HHXEKTHpaHe.

CucreMHa aleprus, KoaTo € MHoro pagxa (< 1/10 000), Ho NOTEHIMAIHO MO-CEPHO3HA, €
TeHEPATHIHPAHATA ANSPTHA KbM HHCYJIHH. T4 Mojke Aa NMpeAu3BHKa OOPHB 110 LANOTO TANMO, 3a4yX,
XPHITTEHE, NIOHIDKEHHE Ha KPLbBHOTO HaJIraHe, yCKOPABAHE HA MTyJICa WIH H3noTABaHe. Texkure
CITy4aH Ha reHepanH3KMpaHa aneprus Morat Aa ObaaT XHBOTO3acTpamasamy. B penkure ciyydan Ha
TEKKa aneprua kbM XyMyJHH ce H3MCKBa He3abaBHO nedeHHe. Moxke 1a ce HAlIOKH cMAHA Ha
HHCYJIHHA HIIH JAeceHCHOMTHIaMs.

JInnoaucrpoduaTa Ha MACTOTO Ha UHXEKTHpaHe e Bedvecta (>1/1 000 g0 <1/100).

Ilo BpeMe Ha nedeHHe ¢ HHCYJIHH ¢a CHODIIEHH CIyyaH Ha OTOK, 0COGEHO aKo NpeaXoaeH Mol
MeTabOIHTeH KOHTPON € NIOA0OPeH ¢ MHTEH3NULIMPAHO HHCYIHHO-IEYEHHE.

CrobmaraHe Ha NONO3HPAHH HEXKENAHH PEAKLIHH

CrpobmaganeTo Ha NOAO3HPaHH HEXKeNaHW Peakuyy cliefl pa3peluasaHe 3a ynoTpeba Ha nexapcrBeHus
MPOAYKT € BaXKHO. ToBa NO3BOJIABA Ja HIPOIB/DKK HAbMIOAEHHETO Ha CHOTHOLISHUETO NOT3a/PHCK 32
NeKapcTBeHHA NpoAyKT. OT MEAMUMHCKHTE CIELHANHCTH CE M3HCKBA Ja ChoO1aBar BeAka
MOR03BPaHa HEXKENIaHa Peakilys dpe3 HALMOHATHATA CHCTEMA 3a ChOOLIABAHE Ha

MsnbiaHMTenHa areHis no sekapcTeara yin. ,,Jdamau [pyes” Ne 8

1303 Cotpus

Ten.: +35 928903417

yebcaiit: www.bda.bg.

4.9 Ilpeaozupane

Hsama cnenndnunn kpuTepHH 3a NpeAo3upanHe Ha HHCYJIHH, Thii KaTo
CAFOK03aTa €A Pe3yTaT Ha CJIOKHH B3aHMOACHCTBHA MKy HHBATA §f
[MOKO03a W IPYTH METabOHTHH MpouecH. XHNOrNMKEMHA MOXKE Aa H
H3JIHITHK Ha HHCYITHH CrIPAMO MPHEMa Ha XpaHa H pa3Xolia Ha eHepr
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XHMNOrmMKeMHATa MOXE [Ia € CBhP3aHa ¢ oTnagHanoct, o0bpKBaHe, chpuebueHe, rnasobonue,
H3TOTABAHE H HOBPBILAHE.

JIekHTE XHNOTTHKEMHYHH CIIH300H C€ NMOBJHABAT OT NIepOPAJTHO NTPHUCMAaHe Ha [TIOKO03a HIH 3aXapHH
H3OCTHA.

Kopurepanero Ha yMepeHO TeXKKa XHIIOTTHKEMUA MOXE JIa CE H3BBPIIH 4YPe3 HHTPaAMYCKYAHO WIH
NOJAKOXKHO MPHICKEHHE HA TNIIOKAroH, NOCNeABAHO OT [IEPOPANIEH NIPHEM Ha BBIIIEXHAPATH, KOTATO
MalHEHTET € PB3CTAHOBH AOCTAThYHO. Ha nalHeHTH, KOHTO HE Ce NOB/MMABAT OT IMIIOKaroH, Tpabsa
Ia ObAe NPHIOKEH [MIOKO3EH PasTBOP MHTPABEHOIHO.

AKO MaUWeHTET € B KoMa, TpAOBa Ja My Ob/ie NpHIIoxkeH ITIOKAroH HHTPAMYCKYTHO HIIH TIOAKOXKHO.
mokoseH pasteop, ofaue, Tpabea qa 614¢ NPHIOKEH HHTPABSHOZHO, 2KO HAMA HAJIHMEH FIIOKACOH,
H/IH, AKO MallHEHTEHT HE C€ NOBJIUABa OT [VIoKarod. ITauueHTRT Tpa0Ba Ia NOMYYH XpaHa BejHAara cnej
BB3CTAHOBABAHE HA CE3HAHHETO,

HenpexxcHat nprem Ha BEruexuapaTi ¥ HabmoaeHue MoraT Aa 6bJaT HeoGXOOHMH, Thit Karo
XHMNOTIMKEMHATA MOXKE 1A C€ NOBTOPH CJIE/] ABHO KITHHHYHO Bb3CTAHOBABAHE.

5. G®APMAKOJOTIHYHH CBOMCTBA
5.1 ®apmMakoIHHAMHYHY CBOHCTBA

(PapMakoTepanesTH4Ha rpyna: HHCY/IHHE H aHaJI03H 32 HHXKeKTHpaHe ¢ Ghp3o AekicTere.
ATC xon: A10A BO1.

XymyHH R e 65p30 aeficTBall HHCYTHHOB Npenapar.
OcHoBHATA AKTUBHOCT HA MHCY/IMHA ¢ PEry/ialMsaTa Ha IIOKO3HHR MeTabonusbM.

OcgeH ToBa MHCY/THHBT MPUTEXKABA HAKOIKO aHaOONMHH M AHTH-KaTaGonHu edekra BBPXY peaHUa
Pa3IHYHH TEKAHH. B MYCKYJIHaTa ThKaH TOBa BKIIOYBA MOBHINABAHC HA CHHTE3aTA HA FITHKOTEH,
MAacCTHH KMCCIIHHH, TTHIOePON H Gemun, KAKTO H MOBHLUIABAHC HA YCBOABAHCTO HA aMHHOKHCENHHHTE,
AOCKATO I'TIOKOMeHONIM3AaTa, MMIKOHEoreHe3aTa, KeToreHe3ara, JIMNnoiIH3iara, OenTBYHHAT pa3nan A
NPOOYKLUHATA HA AMMHOKHCEHHH HaMaNsABaT.

TunmaaRAT NpodMa Ha JeficTeHe (KpUBa Ha YCBOABAHE HA [NIIOKO3aTA) CISH MOJKOXKHO MPHICIKEHHE €
HTIOCTPHPAH MO-Z0JY ¢ IUTBTHA NHHAA. H3MeHeHHATa, KOMTO MALMEHT MOJKE Aa NOYYBCTBA BB
BPEMETO, M/HITH MHTCH3UTETHT HAa HHCY/TMHOBATA aKTHBHOCT €a HIOCTPHPAHU ChC 3allipHXOBaHaTa
30Ha. IHAMBHIya 1HaTa MPOMEHIIHBOCT Lile 3aBHCH OT (JaKTOPH, KATO Pa3Mep Ha A034Ta, TeMneparypa
Ha MACTOTO Ha HEDKEKTHpPaHe H PH3HYECKA aKTHBHOCT Ha MAlHeHTa.




XyMynuH R

NN YR

HHcynuHOBRa aKTHBHOCT

Bpeme (4acose)

52 ®apmMakoKnHETHIHH CROficTBA

dapMakOKHHETHIHHTE CBOHCTBA HA HHCY/IHHA He OTpa3sBaT MeTabOJHTHATA aKTHBHOCT HA TO3H
XOPMOH, 3aTOBa, KOTaTo ¢e PasriekKIa akTHBHOCTTAa Ha HHCYJIHHA, € MO-MOAX0AII0 A3 & H3CISARAT
KPHBHTE Ha YCBOsBaHe Ha rIroKo3ara (Kakro e 06chIeHo No-Tope). '

5.3 IIpeaxkrunnv4mEd AaHHH 3a De3omacHoCT
XyMyITHH € YOBEINKH HHCYJIHH, IPOH3BEAEH Mo pekoMOMHaHTHa TexHonorus, He ca crobiueHn

CEPHO3HA CHOMTHA B MPOYYRAHHA 33 CYOXPOHHYHA TOKCHYHOCT. JOBELIKHAT HHCY/THH HE € TIPOSBHII
MyTareHeH edeKT B cepHH in vitro W in vivo IpOyYBaHHA 3a FeHETHYHA TOKCHYHOCT.

6. ©OAPMANEBTHYHH JAHHH

6.1 CnHenK Ha NOMOWHATE BEECTBA

m-Kpeson

ruepon

BOJA 33 HIDKEKLHH.

3a xopekuus Ha pH Moxke na 6b4aT H3INON3BAHK: XNOPOBOJOPOAHA KHCENIHHA H/WITH HATPUEB
XMAPOKCHA.

6.2 HechBMECTHMOCTH

[IpooykTure ot rpynara Ha XyMynHH He TpAOBa [a C& CMECBAT ¢ HHCYJIHHH, MPOU3BEACHH OT APYrH
MPOH3BOOHUTEIH HIIH C HHCYTITHHOBH TpeénapaTH OT *>KHBOTHHCKH l'lpOH3XOI.l.

6.3 Cpok na roasocr

Heomeopenu namponu
2 roguHH.

Cred nocmaeane na namMpoHa & nUCIKama
28 aHu.




6.4 Crpennanns ycjIoBRM 34 chXpaHeHHe

Heomsopenu namponu
[Ma ce cexpangsa B XnagHiaHHK (2°C - 8°C). Jla He ce 3ampa3sara. /la He ce H3nara Ha NpeKoMepHa
TOMTHHA HITH Ha NPAKA CITbHYERA CBET/IHHA.

Cred nocmaesne 1a nampoxa e nucaikama
Ha ce cbxpanssa non 30°C. JIa He ce cbxpaHABa B X1aAWIHHK. [IHcankara ¢ MocTaBeH NMaTpoH He
TpabRa Ja ce cHXpaHABa ¢ MPHKpPeneHa HTJia.

6.5 BuaucoIbpXkaHne HA ONAKOBKATA

3 ml cycnensus B natpod (cTexno T ) ¢ rrapa Ha 6yTAno B JonHHA Kpaii (I'yMa) H AHCKOBA
3allyluanKa B ropHHA Kpaii (ryma).

Pazmep Ha onakoekaTta no 5 wnu 10 natpoHa. He BcHukmM BHAOBS OMAKOBKH MOTAT Aa 6BJaT MycHATH B
npoaaxkba.

6.6 Cnenuaansn npeAna3HE MepKH IPH H3XBLPAARE it paGoTa

Hrnute na "e ce u3nonseat nosropHo. Urnure na ce H3xXBLPAAT CBITIACHO pasnopenbure 3a
otnanbun. Hriure H nucanxkure He Tpa0Ba fa ce npeoTcTHIIBAT Ha ApyTH Xopa. [laTtpoHuTe Morar aa
€€ U3MON3BAT JOKATO CE M3NPA3HAT, CMel KOeTO IPABWIHO C€ H3XBBPNAT. HeH3nompaHuAT
TIEKapCTBeH NPOIYKT HIH OTNANBYHUTE MATEPHAIH OT HETO TPAOBA 14 ce HIXBBPJIAT B CHOTBETCTBHE
Ha MECTHHMTE H3MCKBAHHA.

Huctpykunn 3a ynorpeba n pabora
3a 1a ce npeaOTBpaTH BH3MOKHO NMpeHacAHe Ha GOMecTH, BCEKH NaTpoH TpsbBa Ja ce H3Mmo/3ea caMo
OT €IH NMALMEHT, AOPH K KO WIMIATa HAa MHCYJHHOBATA MHCAIKA € CMEHEHa.

IMatpounTe TpAGEa Oa Ce H3MOM3BAT ¢ HHCYMHHOBA MEcanka Ha Lilly 3a MHorokpatHa ynorpeba u He
TpsOBa Aa ce H3NOMN3BAT C HHKAKBA JPYTa MHCANKa 3a MHOT'OKPAaTHA ynotpeba, ThH KaTo TOYHOCTTA Ha
J03WpaHe He € YCTAHOBEHa C APYTH NHCAIKH.

a) [toaroroBka Ha Ao3aTa

[Matponmute, chappxkamu XyMynun R, He H3HCKEAT pecyclieHAHpaHe H TpAOBa a ce H3MOMN3BaT ¢aMo,
aKO pa3TBOpPET € npo3pavcH, Oe3uBereH, 63 TREPANW BHAMMH YaCTHLUH H MPWIHYA HA BOJA.

[MaTpoHHTe Ca KOHCTPYHpaHH Taka, ye Ja He TIO3BOAAT CMECBaHe ¢ APYT HHCY/IMH B NaTpoHa.
[TaTpoHHTE He Ca KOHCTPYHPAHH 3a MOBTOPHO MBJHEHE.

Tpabea na ce cna3paT MHCTPYKUMHTE HA MPOU3BOAMTENA 34 BCAKA OPUIHHAIHA [THCANTKa 10
OTHOLICHHE HA 3apeXKaHe ¢ NaTPoHa, NOCTABAHE HA MIN1aTa U NPHIOAKEHHE Ha HHCYITHHOBATA
RIDKSKIIHA.

6) HmxexTHpane Ha no3ara

Hrokextupaiite TOUHATA 1032 MHCYJIHH, CBIJIACHO YKa3aHHMATa Ha Bamus nexap unu aHabetHa
MEIMLIMHCKA CECTDA. —
Mecrara Ha nibkekTHpaHe TpaOBa 0a ce CMEHAT TaKa, He €/IHO H CHINO MACTO
NOBEYE OT BEAHEK MECEHHO.

Bceska onakoBka ChABPHKa JHCTOBKA ¢ HH(POPMAIIHA 32 NALMEHTA ¢ YKa3aH,
HHCYJIHH.
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