JJUCTOBKA: HHOPOPMALIUA 3A [IOTPEBUTEJIA
Honeraxe 40 mg/ml xonuenrpar 3a undysnonen pasrsop ~ 0,5 ml + pasrsopuren 1,5 ml
Docetax 40 mg/ml concentrate for solution for infusion - 0,5 ml + solvent 1,5 ml
HNonerake 40 mg/m! konueHTPAT 32 HHpY3HOHEH pa3TBOp — 2 ml + pasTeopuTes 6 ml
Docetax 40 mg/ml concentrate for solution for infusion — 2 ml + solvent 6 mi
Docetaxel

HpoueTere BHUMATETHO HAJATA JIHCTOBKA, MPeAN AA 3aN0YHETE A NPRJIarare ToBa JeKapcTBo,

- 3anaseTe Ta3u AMCTOBKA. MOXe Aa MMaTe HYX/4 A4 2 NpoUYeTeTe OTHOBO.

- AKO MMarTe HAKaKBH JAONMBJAHUTENHH BBIIPOCH, nonuTadTe Bauwius nekap uau @apmaLesrT.

- Tosa nexapcTBo € npeanucaro MUuHO HAa Bac. He ro npeorcrhnaaitre Ha apyru xopa. To Moxke fia UM
HaBpeH, HE3ABHCHMO OT TOBa, HE TEXHUTE CUMIITOMM Ca CHUIMTE KakTo Bawumre,

- AKO HSKOS OT HEKeNIaHUTEe JEKapCTBEHH PEaKLMH CTAHE CEpUO3Ha, Wik 3a0enexure Opyru,
HEONUCaHH B Ta3W JICTOBKA HEXENAHH PEAKLUHH, MONIR YBENOMETE Bauins nexap unun papMaLerT.
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Kakso npeacrapnspa JoUETAKC ¥ 32 KAKBO C€ U3MON3
[Tpeau na npuemere Jouerake

Kak na npuemare Jouerakc

B13MOXHKW HexeTaHH peakuHH

CouxpaHenue Ha Jlouerakc

JlombnH\TEIHa HHPOpPMAaLIHA
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1. KAKBO IIPEACTABJISAABA JOLETAKC U 3A KAKBO CE U3I10JI3BA
HUmeTto Ha ToBa nekapeTso e Jouetakc. [eHEPUUHOTO MY HAHMEHOBAHHE € JIOLICTAKCEN.

I[OLIBTEIKC@J'I € BELUSCTBO, HU3BJIWYAHO OT HIJIMTEC HaA THCOBRO ABRPBO, W TNPHHAAJICKH KBM Ipynara Ha
NpOTHBOTYMOPHH JNCKAPCTBa, HAPCYCHH TAKCOHUAH.

KbMm Bcsika onakoska JloueTake, KOATO ChAbpiKa €AMH (PNAKOH, HMa U €AMH (paKOH pasTBOPHTEN.

e Bcexkn ml pastBop Ha gouerakcen cbpabpxka 40 mg cyx apouerakcen v 1040 mg OoT NOMOILHOTO
seulecTBo noancopdat 80, |
¢ Bceku ml pazrsopures cbabpka 13% w/w eTaHon BbB BOAA 38 MHXKEKLMH,

JloueTakc e npeanucad oT Baliua nexap 3a fedeHde Ha pak Ha rbpaarta, oco0eHH QOpMH Ha pak Ha Oenng
apo6 (HeapeSHokNneTbueH pak Ha Genua Apob), pak Ha npocTaTara...

e 3a neyeHde Ha pak Ha rwpaata [louerakc mMoxe Aa ObAe npuiaraH CaMoOCTOATENHO WIW B
KOMOHHAUHA ¢ A0KCOPYOHLIMH, TpacTy3yMal unu kaneuuTabuH.

e 3a JeucHHE HA PaHEH, MOJMKHUTENeH Ha AUM$HH Bb3iK, onepabuieH pax Ha rppaarta louerake
MOoke na Obae npunarad B KOMOHHALMS C JOKCOPYOHLIKH 1 LUKIodochamu.

¢ 3a naedeHuero HA pak Ha Oenus apob [ouerakc moxke aa Obpae npuiaraH CaMOCTOATEIHO WM B
KOMOWHAUHNS ¢ LIMCIJIATHHA.

e 3a neyeHwe HA pak Ha npocrarara Jlouerakc ce npuiara B KomﬁnHaunﬂ C MMPEOHU3OH WM

MPEAHN3O0JICH. L ,
e 3a jeveHUE HA METACTATHYEH paK Ha cTomaxa Jlouerakc ce npnnaf‘a 8 KQMGHHaLLMH § UMCNATHHA
5-hTyOpOYypAaLMI. f/ ST e T
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2. IIPEIU JA IPUEMETE JOUETAKC

He npuemaiite /lonerakc, ako:

¢ B MUHAIOTO CTe MMAIM QJIEPrMyHa peakius KbM HEro WiH KbM mosucopbar 80, koHTO ce
ChABPIKA B IPOAYKTA

» OposT Ha BammTe 6€nHM KPHBHY KJICTKH € MHOTO HHCBK

® ¥MaTe YepHOApoOGHO 3a00IBaHe

¢ cTe OpeMeHHa HWIH KbPDMHTE

KaskeTe Ha CBOS NEKYBAIL| JIEKAp, KO CMATATE, Y€ HAKOE OT ropensbpoeHHTe € NpuIcknMo 3a Bac.

Crnenna/juu npeaynpexacHus NpH jJedeHHeTo ¢ doneraxe

llle By ce HanpaBy KPBBEH TECT, 3a Ja C€ YCTAHOBH Ja/M HMATE€ HOPMANHO KOJHYECTBO KPBBHH KNETKH 1
HOpMAaJIHA YePHOAPOGHA BYHKLHMS NPeay BCAKO npuiioskerve Ha JloueTakc.

Ille 6baeTe NOCHBETBAHH 4@ NPUEMATE CTEPONIHM Tab/eTKH €AWH [IeH NPeAn NPUToKEeHHETO Ha JloueTake
M 1Ba AHHM ClEed TOBa, C ONJIEA HAMAIABAaHE HA CTPAHUYHUTE €(PEKTH, KOMTO MOraT Aa BB3HMKHAT CJex
uHby3msTa Ha Jouerakc, Karo afCPrHYHW peaKUMd ¥ 3aAPbXKKa Ha TEYHOCTH (MOAYBAHE HA PHLETE,
CTbNANATa, KpaKaTa M yBeJlduaBaHe Ha TEr0To).

Ilpnem Ha ApYrH JIEKAPCTBA

Mons vHdopmupaiite Bawusa nexap wiau ¢GapMaleBT, ako NPHEMATe WM HAaCKOpO C€ MpHeMalu Apyru
NIeKapCcTBa, BIJIIOYUTEAHO U TAKKMBA, OTIYCKaHHW Oe3 peuenTa.

He ¢ npenopbuMTeNHO Aa NpueMare jekapcTea, 6e3 na yseaomure Bawma nekap, TbiA KaTo MOXeE Aa Ce
nosyyar BsaumoneiicTeus mexay Jlouerake u Apyru J1ekapeTsa.

BpeMeHHOCT B KbpMEHE
MocwuBerBaiiTe ce ¢ Bawmnsa nekap wiaun gapMauest npean ynorpedarta Ha KOETO W 1A € JieKapCTRO.

He tpabea na nonyuasare Jlouerakc, ako cre GpeMeHHa uin niaHuparte aa 3abpeMeHeeTe.

TpabBa xa B3eMaTe a/€KBATHM KOHTPALENTHBHW MEPKH 1O BPEME Ha Teépanuiara C Jouerakc 4 noHe TpH
Mecena ciie/l TOBa. AKO IO BpeMe Ha TepanusTa 3abpemeneere, uidopmupaiite HesabasHo Bamns nexap.
He Tpa6sa na kbpMuTE 110 BpeMe Ha TepanuaTa ¢ Jlouerakc.

Axo Bb3HaMepsBaTe Aa 3abpemeHeeTe uny 4a Kbpmure, obcnaere ro Nbpeo ¢ Bawna nexap.

[llogupane n paGora ¢ MAIUAHH

Hama npuuuna na He Moxere ga modupare Mexiy Kypcosere ¢ JloLeTake, OCBEH aKO HE ¢¢ HYBCTBATe
3aMasiHH UK HECUTYPHHU B cebe CH.

3. KAK A NIPUEMATE JOIIETAKC

TToueTtake we 6bae NPUroTBeH 3a ynorpeba u we By ObJe NMPHICKEH OT JIEKAPCKH EKKIT N0 HaOOASHNUETO
Ha CMELHMANACT ¢ ONMHT B MPUIAraHeTO Ha NMPOTHBOTYMOPHH JIEKapcTsa. AKO CMATATE, HE CTE MPOITyCHANIH
11032 WK 4e By e NpUIokKeHo NPEeKAIEHO MHOTO 1eKapeTBo, 00bpHETE €€ KbM JICKapCKUA SKHIL.
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MeToa M 0bT HA BLBEXKAAHE
Touerakc e 6bae BLBEACH B HAKOA oT BeniTe Bu. Undysuara Tpae npubnusuTesiHO eauH 4ac, mpe3 KOHTo

e obaere B bonHULATA.

YecTOTa Ha BEBEXKNAHE
O6ukHOBEHO TpAOBa Aa NMojyyaBaTe HHPY3UATA CH BEAHDBK HA BCEKH TPH CeAMHLUM. BaLUIMAT ekap Moe na

MPOMEHH [03aTa M YE€CTOTATA Ha A03MPaHE B 3aBUCHMOCT OT KPbBHUTE TECTOBE, OOLIOTO BH CBHCTOAHHE M
otroBopa KkbM JoleTakc. AKO HMMaTe BBIPOCH OTHOCHO JIEUEHHETO CuW, nonutaiire Baluus nekap,

MEAMLIMHCKATA cecTpa WK ¢apmauesTa Ha HoaHuuara.

AKO MMAaTe HAKAKBH JOIbAHUTEIHY BBIIPOCH NO OTHOLIEHME M3MON3BAHETO Ha TOBA JIEKAPCTBO, 00bpHETE
ce KbM Baluus nexap wid KbM JIEKAPCKHA SKHN.

4. Bb3MOKHU HEXKEJAHHW PEAKIIHH

Kakto BCcHuku nekapcerea, Jolerakc Moxe Aa MPEeAv3BMKa HEKENaHH PEaklMH, BbNPEKH HE€ HE BCCKH I'H
Mnoay4asa.

AKO HAKOS OT HEKEJIAHWTE JEKAPCTBEHU PEaKUMH CTaHEe CEPHO3HA, WK 3a0eNexuTe ApyrH, HEONHCaHH B
Ta3K JUCTOBKA HEXKEJIaHW PEaKUHK, MOJIA YBeaoMeTe Baiuus nekap uiv hapmMauesT.

[lo speme Ha MHDY3MgTa B DOIHHLIATA MOXKE Aa CE TTOABAT:
- ANIEPTHYHH PeaKiMh KaTo 3auepBABaHE, KOXKHM peakuuy, chpbex, crirane B IbpAHTe, Oonka B repla,
3aTPy/AHEHHA B QUILAHETO, Tpecka. CueTosiHMeTo By Lue Obae CTPUKTHO C/ICAEHO TI0 BPEME HA TEpanuAaTa,

VBeomeTe HezaBGaBHO Balliys fieKap ako NoTyuuTe noaodHa peakuus.

Mexay uHpysuure ¢ Jonerake Morar Ja Bb3HHKHAT:
. UecTo HamalAiBaHe Ha YEPBEHHTE KPbBHM KJIETKH, GenuTe XKPBBHM KIETKH (BaxkHH B Oopbata

nHdEeKUMUTE) ¥ TPOMOOLMTHTE, MOKAuBaHE HA YEPHOAPOOHUTE CH3MMM (OTTYK M HYXKJAATa OT PEeAOBHM
KPbBHH TECTOBE).

- YecTO CEpUO3HU HHPEKIINH.

- YecTo Tpecka (NOBHILABAHE Ha TeMnepaTypaTta). AKO NIOKAYHTE TeMneparypara i, BejHara ce obasere Ha
Bawnd nexap.

- YecTo yepBEHHHA M NOAYBAHE HA JJIAHUTE M CThMa/aTa, KOETO MOXKE [a MPEIM3BMKA JIIOLICHE Ha KOXKaTa,
MPOMSAHA B LIBETA HA HOKTUTE, KOATO BIOCNEICTBUC OT3BYHABA.

- YecTo noaysaHe Ha pbLETE, CTHNANATA, KPaKaTa WK NOKa4BaHE Ha TETJIOTO.

- YecTo CKOBAHOCT, TPLITHEHE WK GONKa B CTABHTE H MYCKYJINTE, ciadocT.

- MHOro 4ecTo CTOMAIUHH pasCTpPOiCTBA BKIOUHMTENHO raagHe, NOBPLUIAME W AUapHA, BB3NAICHHS B

yCTHATa KyXKHa.,
- MHOro uecTo BpemeHHa 3aryba Ha koca. Crieq niedeHHeTo HOPMAIHUAT pacTex Ha kocaTa Tpibea aa ce

BBL3CTAHOBH.
- YeCTO NOHIIKEHO KPBHBHO HAIATaHe, HETIPABHITHO HITH YUECTEHO ChpliedneHe.
- YecTo Gonka, KOxHH peakuuH, ¢paedur (Bb3naneHye Ha BeHaTa) ¥ NOAyBaHE HA CTPAHATA HA HHBY3UATA.

- MHOTO 4€CTO YMOPAEMOCT.
AKO UMaTe eqUH UNY TTIOBEYE OT Te3U CUMIITOMH, YBCAOMETE BalllHA JICKap.

Mexay BauBaHWATa OT JloLeTakc, aKO MONYYHTE CHMITTOMH KaTO KOpemHa Gonka U noBULLIEHA

yBCTBHTETHOCT, TEMNEPATYpa WK AHAPHs, YBeAOMeTe He3abaBHO Bamnﬂgﬂ?ﬁap-;i_
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S. ChXPAHEHME HA JOIIETAKC

ChXxpaHABanTE HA MACTO, HEAOCTHITHO 3a AcLa.

He u3znonzeaiite Jlouerake cien ¢poka Ha roAaHoOCT, OTOeNs3aH BBPXY €THKETa M KapTOHEHaTa OMaKOoBKa.
CpoxbT Ha FOAHOCT OTFOBAPA Ha MTOCAEAHNA AEH OT NOCOHEHHS Mecell.

dnaxonnre Jouetakc TpAbBa Aa c€ ChXpaHsBaT Npu TemnepaTtypa oT 2 A0 8°C, Ha 3alUTEHO OT CBET/IMHA
MACTO.

ITpeaBapUTeNHUAT pasTBop TpaOBa Aa ce H3NON3Ba BeaHara ciell NPUHroTBsHeTo My. Bbnpeku ToBa
pH3MYHATA M XHWMHWYHATA CTAOWNHOCT Ha NPEABAPUTENHUS pasTBOP Morar aa c€ JEMOHCTPUpAaT B
npoablKeHHe Ha 8 vaca, KOraTo ce ChbXpaHssa npu Temnepatypa oT 2 1o 8°C.

HnbysroHuuar pasteop TpaOBa Aa ce U3M0/3Ba B paMKuTe Ha 8 waca npy Temnepatypa ot 2 1o 8°C.

ToBa nekapctso uie ObAe NMPUIOTBEHO U MPHIIOKEHO OT OosiHMYeH NepcoHan. Bedka HeU3noi3BaHa YacT oT
neKkapcTBOTO TPAGRa Aa € YHHILOKHU OT BOAHHUHHA NepcoHan,

6. JONBJHHUTEJHA HHOOPMAILIWA
Kakpo ¢babpka Jouerake:
¢ AKTHUBHATa CHCTABKA € JOLEeTaKC e,
o Eaun dnakon ¢ koHueHrtpat Hdouerakc 40 mg/ml — 0,5 ml cbabpxa 20 mg aouerakcen, a eauH
daakoH ¢ kouuentpar oueraxe 40 mg/ml — 2 ml cvanpxa 80 mg poueraxcen.
o Jlpyrure ¢heTaBKH ca nopucopbar v 6€3801Ha THMOHEHA KUCENHHA.
o (DnakoHKUTE ¢ PA3TBOPUTEN CHABPKAT a1KOX01 95% U BOAA 38 HHKEKLHH.
Kak n3raexaa Jonerake B KAKBO ChbALPKA ONIAKOBKATA
To3u NeKapeTBeH NMPOAYKT fIPEACTaBAABA KOHLEHTPAT 3a HH()Y3HOHEH pa3TBOp.
I pnakon or 20 mg wnu 80 mg B kyTHs. | GraKOH C pasTBOPUTE.
IpnTexaren HA pa3pelIeHHETO 3a YHOoTpeba
Cipla (UK) Ltd.
The Old Post House, Heath Road, Weybridge KT 13 8TS
Obeauneno Kpancrso Bennkobpuranua

IIpon3BoauTe/l, OTTOBOPEH 32 0CBODOKAABARE HA NAPTHANTE

Cemelog-BRS Kft.
2040 Budaors, Vasut u. 2, YHrapus

3a [oMbAHUTENHA HHPOPMALIMA OTHOCHO TO3H JIEKAPCTBEH NPOAYKT, MONS CBLPIKETE C€ C JIOKANIHWS
MpeaCTaBUTEN HA PUTEXKATENA HA paspelleHueTo 3a ynortpeda.

JlaTa Ha nocneano ogoépenue Ha JHCTOBKATA P
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YIIBTBAHE 3A YIIOTPEBA HA JTOINETAKC KOHIEHTPAT 3A HH®Y3HOHEH PA3TBOP H
PA3TBOPHUTEJ

BaxHo e Aa NMpoYETETE UANOTO ChABPHAHHC HA MMpoLeaAypaTa MNpeAH MNMpUroTBAHETO Ha pa3TBopa.

1. @opMmynunposxa

Houetake 40 mg/ml — 0,5 ml u Houerakc 40 mg/ml — 2 mi kOHUEHTpAT 32 HHY3HOHEH pa3TBOP € OUCTLP,
BHCKO3€H, XBbAT 0 XKBbATO-Ka(IB pa3TBop, cbabpxkail 40 mg/ml cyx poueraxcen B nonucopbar 80.
Pasrsopurenat 3a Jouerakc € 13% w/w pa3TBOp Ha €TaHO/ BbB BOAAQ MHKEKLIMH,

2. OnakoBka

Houerakc ce npoaasa BbB (PAAKOHH 34 €4HA A03a.

Bcaka kytus cvabvpxka eauH duakon Houerake 40 mg/ml — 0,5 ml unm [louerakc 40 mg/ml — 2 ml
KOHLEHTpAT 32 UH(GY3UOHEH Pa3TBOpP, KATO KbM HEro MMa ChbOTBETEH (UIaKOH C pasTBOPHTEN B KYTHS.
®nakoHuTe Jouerakc TpsbBa na ce ¢bxpaHABAT 1MpU Temneparypa ot 2 ao 8°C, Ha 3alMTEHO OT CBET/IHHA
msicto. Jouerakc He TpabBa aa ce U3MON3Ba cJie] U3THYAHE CPOKA Ha MOJHOCT, YKa3zaH BbpXYy OMaKoBKaTa.
2.1. JoueTakc nrakoHu

dnakonure Jouerake 40 mg/ml — 0,5 ml u Houerake 40 mg/ml — 2 ml ca cvoreerno or 5 u 15 ml, or
npo3pa4ko cTbkjI0 Tdn flint (ONTH4HO), CBC CHBA IyMeHa 3amylualka U anyMWHMEBa OTXNynsalla ce
kana4yka. Pnakonure Jouerakc ¢bAbpKAT pa3TBOp Ha Aouerakcen B rnoaucopbar 80 B koHueHtpauns 40
mg/ml,

PnaxkonbT Houeraxke 40 mg/ml — 0,5 ml ewpabvpxa 0,5 ml or 40 mg/ml pazrBop Ha aouerakcen B noaucopbar
80 (0bem Ha HanmbaBaHe 25,177 mg/0,59 ml). Onaxonwsr Jouerakc 40 mg/ml — 2 ml cvabpska 2,0 ml ot 40
mg/ml pazrsop Ha Aouerakcen B noancopOar 80 (obem Ha HambnBane 100.71 mg/2,36 mi). Teau obemu ca
yCTAaHOBEHU 1O Bpeme Ha pa3paborBaHeTo Ha Jlouerakc, 3a Aa ¢e KOMMEHCUpa 3arybara Ha T€4HOCT npH
[IPUTrOTBAHETO HA Pa3TBOpa NOpPajM PA3lCHBAHE, 4XE31A KbM CTEHHTE Ha (JlakoHa U T. HAp. MBPTHE 00EM.
Tosa npenbnBaHe rapaHTHpa, Y€ cjieq paspexigaHeTo Ha KoHueHTpata [oueraxe 40 mg/ml — 0,5 ml ¢
pa3TBopHTENs ocTtapa obem ot 2 ml, coaspkawy 10 mg/ml gouerakcen, t.e. 20 mg Ha ¢rakoH, a 3a JloueTake
40 mg/ml — 2 ml ocrasa ofem or 8 ml, cpabpaxkany 10 mg/ml pouerakcen, r.e. 80 mg Ha naxoH, Koeto € B
CHOTBETCTBUE C KONHUUYECTBATA YKA3aHU BbPXY €THKETHTE,

2.2. ®aakoHuy ¢ pasTeopuTen 3a [Joueraxc

dnakonute ¢ pasrsoputen 3a Jlouerake 40 mg/ml — 0,5 ml ca ot 5 ml, a 3a Jouerake 40 mg/ml —2 ml ot 15
ml, or npospadrHo ¢TeKAC THN flint (onNTHMHO), ¢ rymeHa sanywianka M alyMHHUEBA OTXaynBaula ce
Kanauxa.

PasteopuTenar 3a Joueraxc e 13% w/w pa3TBop Ha €TaHON BbB BOA 3a HHIKEKLIKH,

Bcexkn duakon ¢ pasteoputen 3a Jouerakc 40 mg/ml — 0,5 ml cweawpxka 1,5 ml pasrsop. Beexn ¢nakoH ¢
pazrsopuTen 3a Jlouetake 40 mg/ml — 2 ml ceaspxa 6 ml pasrsop. Te3n obemu ca ycraHoBeHH Ha GazaTa
obema Ha HanbjaBaHe Ha CbOTBeTHUTEe GuakoHu J[ouerakc. IlpubaBsHero Ha LANOTO KOJHYECTBO

pasrsopuTen kbM Jouetakc ocurypsaea xoHueHTpauma 10 mg/ml nouerakcen.

3. ITpenoptku 3a He3onacHa pabora
JloueTake € aHTHHEOMIAaCTHYEH areHT W KaTo BCAKA NMOTEHUMAIHA TOKCHUYHA CbCTaBKA ¢ HEro Tpabea aa ce

paloTH BHUMATENHO, 0co0eHO MPU NPUroTBIHETO Ha pasTeopa. [IpenopbHysa ce ynorpebdaTta Ha pbKaBHLLH.
Ako JloLieTake KOHUEHTPAT WK pa3TBOP NOMAAHE BbPXY KOXKaTa, BeaHara usMuiTe 0OMITHO © BOfa U CanyH.
Ako JloleTake KOHUEHTPAT WIH Pa3sTBOP AONaAHE BLPXY JKHrasuuure, 00NIHO H3MUHATE C BOAA.

4., [ToaroTosxa 3a BEHO3HO BLBEK/1aHE
4.1. [Mpurorssate Ha npeapapureaaua pasteop doueraxc (10 mg pouerakces/ml)
4.1.1. Ako (nakoHUTe ce ChXPAHABAT B XJIaAMIIHHUK, OCTABETE XKeNaHUs OpoH KyTuH )IoueTaKc Ha cTaiHa

TEMIEpATYpa 3a 5 MUHYTH.
4,1.2. lflanonsnamm CIMPUHUOBKA C TIOCTABEHA U1, A&CENTHYHO U3ITETNETE ,l.gﬂﬂom C'b,u:hpmaﬂue Ha dnakoHa




4.1.5. OcrtaBere (pnakoHa ¢ NPEABAPUTENHHA Pa3TBOP 3a 5 MHH. MPHU CTaliHAa TEMNepaTypa, clel KOoeTo
MPOBEPETE [A/K pasTBOPBT € XOMOreHEH M OMCTHp (HOpPMAaTHO e Ja Ce NeHU AOPH CJie] MeTaTa MHUHYTA
nmopagud Hajsuuuero Ha noaucopbatr 80 B cwcrasa). [lpeasapurenHusT pasrBop c¢pabpxa 10 mg/ml
aouerakcen M TpAdBa Ja ce M3NON3Ba HE3aDaBHO cae] NPUrOTBAHETO. XHUMHYecKaTa WM (hU3MUECKATa
cTabUIHOCT Ha MpeaBapUTEnHUA pasTBop obave, € AokaszaHa 3a 8 waca, npH cbhxpaHeHue Mexay 2 U 8°C
WKW Ha CTaHHa TeMneparypa.

4.2. IlpuroresaHe Ha HHPY3HOHHUS PA3TBOP

4.2.1. 3a monmy4apaHe Ha Hy)XHaTa J03a 33 JafeH NauMeHT MOXE 1a € HEOOX0AMM MoBeYe OT €AWH (PJAKOH C
npeasapyresicH pastsop. Cnopen HyXHaTa 3a [MauMeHTa [03a B MUJIMIpaMM, acernTHYHO H3TErjaeTe
CbOTBETHUA 00eM OT npeaBapuTenHHa pasTeop cbabpxaul 10 mg/ml gouerakcen or c¢boTBeTHHA Gpoit
(.1aKOHH C MpeaBapUTEsIEH pasTBOP C NMOMOILLTA Ha FpaayypaHyd CrpUHLUOBKH ¢ Urau. Hanpumep, 3a 103a ot
140 mg gouerakcen, e HeoOXoaUMO Aa wareraute 14 ml npeasapureneH pasTeop Ha AOLIETaKCE.

4.2.2. UnkexTHpaliTe :KeNaHOTO KOJUYECTBO NpeaBapHTeNieH pasTsop B uHpy3uoHHa TopOuuka unu 6anka
cbabpxkaua 25¢ ml 5% rmokoseH paszreop unm 0,9% NaCl. Ako go3ara € noeeue ot 200 mg aouerakcen,
M3NOA3BANTE UHPY3ZHOHEH CbA ¢ NO-ronaM obem, Taka ue koHueHTpauuara 0,74 mg/ml na He ce HaaRWIIaBa.
4.2.3. Paamecere uHpy3noHHaTa TOpOUUKa Wi BaHKkaTa MOCPEACTBOM pa3KiallaHe, |

4.2.4. Uudysnonnust pasteop Jouerakce Tpabsa na 6bae u3nonssad B pamkute Ha 4 yaca, ¥ Tpabpa aa ce
NPHJIOKH ACEeNTUMHO KATO €QHOYacOoBa HWH(QY3Hs, Ha CTalHa TeMmreparypa U HOPMAJIHM YCIOBHS Ha
OCBETACHUE.

4.2.5, Karo BCHYKH NapeHTepaHA NPOAYKTH, pasTeopuTe [louerakc Tpsabea na ce orneaar npeau ynorpeba
U TE€3H, CbAbPIKAHN NPEUMITUTATH Ja CC UIXBBPJIAT.

5. Pazpyuiasane

Bcuruku 3nonzsany maTeprany TpsOBa Aa ce pazpywlaT Criopea CTaHAAPTHHTE NPOLIEAYPY.




