JIncroBka: nHGopmManus 3a nauHeHTa /J /3 946/

Dayopoypanua Akopa 50 mg/ml nukekunonen nian nudy3nonen pasTBop 21 -03- 2005

Fluorouracil Accord 50 mg/ml solution for injection or infusion“éfjj 7

DOayopoypaumi/Fluorouracil

[IpouereTe BHHMATE/IHO UAJIATA JIHCTOBKA, NPE/IH 14 3alI04MHETE 1A H3NO0/3BATE TOBA JIEKAPCTBO, Thil
KaTo T ChbABbPXKA BaxHa 3a Bac unpopmanus.

® 3anasere Taszu JTMCTOBKA. Moxe f1a ce HaJIOXH /1a 1 IPOYETETE OTHOBO.

® AKO UMaTe HAKaKBH JOMbJIHMUTE/IHU BBLIPOCH, nonuTaiite Bawns nekap unu dhapmauesr.

® ToBa nekapcTBo e npeanucano iMuHo Ha Bac. He ro npeorcrunpaiite Ha apyru xopa. To moxe na um
HaBpE€H, HE3aBUCUMO Y€ MPHU3HALIMTE HA TAXHOTO 3a00JIsBaHe ca ChLUMTE KakTo Baluure.

® AKO MOJTy4HTE HAKAKBH HEXXEJIaHW JIEKApCTBEHM peakLMH, yBeaoMete Baius JIeKap uau papMaueBT .

ToBa BK/IOYBA M BCHUKHM BB3MOXKHH HEXKEJIAaHH PEaKLIMH, HEONTMCAHH B Ta3H JIMCTOBKA. BuskTe Touka 4.

KakBo cbabpika Ta3u JIHCTOBKA:

Kakso npeacrasnssa Gnyopoypaiinn AKOpA M 3a KAKBO e H3M0.JI3Ba
Kakso Tps6Ba na 3naere, npenu na usnonssare Mnyopoypaumn Akopa
Kak na uznonspare ®nyopoypauun Akopa

Bb3MOXKHH HeXeJlaHU peakuUH

Kak na cvxpanssate ®@nyopoypauun Akopa

CbabpkaHHe Ha ONaKOBKATa M JOMbJIHUTEIHA HHPOPMaLHs

B WD -

1.  Kaxkso npeacrasassa ®ayopoypauna AKopa H 3a KAKBO ce H3110,/13B2

Hwmerto Ha Bawero niekapctso e ,,@nyopoypaumn Akopa 50 mg/ml MHKeKUHOHEH HITH HH(Y3HOHEH pa3TBOp™,
HO B OCTaHaJslaTa 4acT OT JIMCTOBKaTa Lie ce Hapuya Piyopoypauun Akopa.

KakBo npeacrasasBa ®ayopoypauun Akopa
(Dnyopoypauun Akopa chabpa akTHBHATa CheTaBka (yopoypauun. ToBa e NPOTHBOPAKOBO nekapctBo. To
€ 4acT OT XMMHOTEeparnusTa.

3a kakBo ce H3noa3sa Ouayopoypanui Akopa
dryopoypauna AKOp/ ce M3Mo/3Ba 3a JIeYeHHE Ha MHOTO BHOBE PaKOBH 3a60/sBaHMSA, MO-CHELMATHO pak

Ha 11e0e/10To YepBO, XPaHONPOBO/A, NAHKpeaca, CTOMaxa, rJ1aBara, IMATa 4 rbpaata. Moxe /1a ce W3Nnon3Ba B
KOMOMHaUMs ¢ ApYrH NMPOTHBOPAKOBH JIEKAPCTBA WIIH JIbYETeparus.

Tpsa0Ba na rosopuTe ¢ iekap, ako He ce YyBCTBATe M0-100pe WK aKO Ce YyBCTBATE MO-3J1€.

2. KakBo Tps0Ba 1a 3uaere, npean aa n3noassare ®iayopoypauns Akopa

He n3noassaiite ®ayopoypauna Axkopa
® aKO CTe aJIeprHYHH KbM (lyOpOYpaLMi I KbM HAKOS OT OCTAHAJIMTE ChCTABKH Ha TOBA JIEKAPCTBO

(u30poeHH B TOYKa 6);

aKO CT€ CHJIHO WU3TOLLEHH Nopazau aAbiaro 6oseayBaHe;

aKO WMaTe cepuo3Ha MH(pEKLMs (Hanp. Bapuueia, Xeprec);

aKo pakbT Bu e He3nokauecTBeH;

aKO KOCTHUAT BH MO3bK € yBpeaieH OT ApyrH NPpOTHBOPAKOBH JleueHHs (BKJIFOUHT

J'bYETEpanun);

® aKO npuemMare OpHUBYAMH, COPMBYIMH WM TEXHH XHMHYHO OJIM3KH aHa103
nekapctsa). @uyopoypaunn He TpsaOBa Aa ce npuemMa B paMKHTe Ha 4 ceam
OpHMBYIHH, COPUBYJIUH WIH TEXHH XUMHUYECKH M0 J00HHU aHAJIO3M.

®  AaKO KbpMMTE;
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®  aKO MMAaTe CEPHO3HO YepHOaApoOHO 3abosnaBane;
®  aKO CT€ XOMO3HIOTHH MO OTHOWIEHHE Ha €H3UMa AMXHIAPONHPUMHMANH aexuaporexasa (JII11).
® YMaTe HAMAEHA AKTHBHOCT/IeQHLUMT Ha €H3MMa AUXHAPONHPUMHANH Aexuaporenasa (JIT).

Kaxere na Bawmua nekap, ako Hakoe ot u3bpoeHute no-rope ce oTHacs 3a Bac, npeau ga vsnonssare Topa
NIEKApCTBO.

IIpenynpexneHna 1 NpeaNasHH MEepKH
"oBopete ¢ Bawuma nekap, papmaneBT wiin MeIMLIMHCKA CecTpa, ped Aa uznonisate dnyopoypaunn AkopA.
OO0BpHeTe cneyHanHo BHUMaHHE:
®  aKO KOCTHHMAT BH MO3BK HE NpoM3sekaa HOPMaTHO KpbBHM KiteTkn (BawusaT nekap mwe Hanpasu
KPbBHH K3C/IeABaHUA, 3a A2 NPOBEPH TOBA);
® ako umare npodbnemu ¢ 6vbpeunTe;
® ako HMate npobieMH ¢ YepHUA APOD, BIIIOYHTENTHO XKbATEHHIA (NOXKBATABAHE HA KOXKATA),
aKo CT€ CTPaJaliH OT CTeHOKapAHA (rpbiHa 00nKa) HAW UMAaTe aHaMHe3a 3a ChbpAeYHO 3a00NABaHE,
TbH KAaTO € MO-BEPOATHO [a MMATE MPHCTBI HA CTEHOKApOWA WNU ChpAeYeH yaap, wiu npu EKI
H3CNeABAHE CE€ YCTAHOBABAT NPU3HALM HA CBPACHHH MPOONEeMHU;
aKo cTe OHJIM MOIOKEHHU HA TbueTepanua BLB BUCOKH OO3HM B Ta30BaTa obacr;
aKO TYMOPHTE €a C€ pa3npoCTpaHUIN (MeTacTazupani) B KOCTHHA BH MO3BK;
aKO KaToO LAJIO 3ApaBOCIOBHOTO BH CBCTOAHHE € BNOMIEHO H CTe 0TCNabHanH MHOr o,
aKo cre OWIM NOANOKEHH Ha onepauus npes nocneaHure 30 qHu;
aKO UMaTe CTOMALHO-YPEBHH HEXKENAaHH peakiHHK (Yauepauus B yctaTta (CTOMaTHT), IHapHI, KbpPBEHE
OT CTOMAILHO-UYPEBHHA TPAKT) HIIH KPbBOH3IHE, HE3aBHCHMO OT MACTOTO Ha NMPOH3XOA;
® ako BH e H3BeCTHO, 4Ye uMaTe 4acTH4YeH ACPHUHT B aKTHBHOCTTAa Ha eH3uma J{I1]]
(AMXUAPONUPUMHAKH AEXHAPOreHa3a);
* ako umare npodaemMu ¢be cbpueTo. UHdopmupaiite Bains nexap, ako nonyuure 605ka B rbpauTe Mo
BpPEME HA JICYCHHUETO;
¢ axko uMa uneH or Bawero ceMeHCTBOTO, KOHTO MMa 4YacTHYEH WAH NbieH AChHUMT Ha eH3HUMa
AHXHAPOTIUPUMHAMH AexuaporeHasa (JIITM).

Hednuur na ATTA: aebuuutet Ha JT1J] € reneTHuHo 3a6onsaBaHe, KOETO OOMKHOBEHO HE € CBBLP3aHO ChbC
3ApaBOCIOBHH NpOo0JEeMH, OCBEH aKO He NoNy4aBarte onpeaeieHH nekapcTea. Ako umare aehuuur Ha JI1 u
npueMare @nyopoypauun Akopa, Bue cte u3noxeHH Ha NOBULLIEH PUCK OT TEXKKH HEXENAHH PEaKLMH
(H30poeHu B Touka 4 ,,Bu3MoxHU Hexenanu peakunn®). Tpenopbusa ce aa ce uacnensare 3a AePHLMT Ha
AIJA npenn na 3amodHeTe feueHHe. AKO JIMNCBA AKTUBHOCT Ha €H3MMa, He TpsOBa Oa mpHeMarte
®nyopoypauun AKopA. AKO HMaTe HaMa/ieHa EH3MMHA aKTUBHOCT (YacTHueH aeduuut), Bawnar nekap moxe
Aa Npeanuile HamaneHa 103a. AKO MMaTe OTPHLATETHY pe3yNITaATH OT UicnenpaHeTo 3a feduumt Ha JT1]], sce
MakK € Bb3IMOXHO 4 Bb3HUKHAT TEXKH W >XMBOTO34CTPAILIABAILN HEXENAHH PEaKLIHK.

Ceupxere ce He3abapHO ¢ Baluua nekap, ako HMaTe NPUTECHEHHA OTHOCHO HAKOSA OT HEXKENAaHUTE peaKLMu
MAH ako 3abeneKuTe HAKAKBH NOIMbJIHUTENHH HEXeNlaHH peakLUM, KOMUTO HE ¢a U3OpOeHW B JTMCTOBKATa
(BrKTE TOUKA 4 ,,BBb3IMOXKHU HEXENAHN peakLMH®).

CenpxeTe ce HezabasHO ¢ Ballins rekap, ako nonyuuTe CieAHUTE NPU3HALIM WM CHMITTOMH: HOBOBL3HMKHANO
CBCTORHHE HA O0BPKAHOCT, AC3OPHEHTALIMA HAM NO APYT HAYHH MPOMEHEH NCHXHYEH CTATYC, 3aTPYAHEHHA C
pPaBHOBECHETO WJIH KOOpDAWHALHATA, 3pUTENHH HapylIeHHA. ToBa Moxke Aa ca npu3HaUM Ha eHuedanonarTu,
KOATO MOXKE 2a AOBENE JO KOMa H CMBPT, ako He 6bje JIeKyBaHa.

Kaxete Ha Bawuins nexap, ako Hakoe ot u3bpoenure no-rope ce oTHacs 3a Bac, npeau aa vsnon3sare Toea
JIEKapCTBO.

Dnyopoypauun MOXe Aa MPHYHHM YYBCTBHTEJIHOCT KbM CTbHYEBAa CBETIHHA. ToBa
3aCUIEHH KOXKHH PEaKUHWH. 3a Aa NpefoTBpaTHUTE TORA, TPAOBA fa Ce ONUTBATE MO Bb3
K3J1araHe Ha UPEKTHA CIIbHUCBA CBET/IMHA, JOKATO CTE Ha ie4eHHe K He TpabBa 1a U3
HJIA COSTApUYM.

HManarabvero Ha UV-nmbueHHe (T.€., ECTECTBEHA CIBHYEBA CBETIIMHA, COIapHYM) TpiRo



Jlevenunero ¢ Gnyopoypaunn Moxe Aa yBENMYH BEPOATHOCTTA OT HEKPO3a (CMBPT Ha THKAH WM KOXa),
NPUYHHEHA OT pajualLvg Clel TbYeTepanus.

[lpHnoxenuero Ha ¢pyopoypauun ce CBbP3Ba C NOABaTa H2 CHHAPOM PbKAa-KPaK, XapaKTepH3upalll ce KaTo
yCellaHe 3a U3TPBINBAHE HA PBHLETE W KpaKaTa, KOETO MOXKE Ja Nporpecupa 3a HAKOJKO JHMU 1O O6onka npH
AbpKaHe Ha nMpeAMeTH UK xoaeHe. JInaHuTe ¥ cThbhanaTa cTaBar MOAYTH U YYBCTBUTEJIHH.

Apyrn nexapcrea u @ayopoypauni Axopa
Kaxere va Bawmus nexkap wny dapmauesT, ako NpUeMaTe, HaCKopo ce MpHeMalld WK € BB3IMOXHO 1A

NpUEMETe APYTrH NeKapCTha.
Heobxoaumo e cneunanHo BHUMaHMe, ako npueMaTe/M3nos3BaTe APYTH JIEKapCTBa, Thil KATO HAKOM OT THX

Morar aa szauMoaeHcTeat ¢ duyopoypauun AKopa:

* Merorpekcar, uuknodochamua, UMCINaTHH, BUHOpeNGHH (MPOTHBOPAKOBH NEKAPCTBA);

* MeTpoHuaazon (aHTHOHOTHK);

* QonxHOBa KMCENHHa (Hapeyena olle kanuues GONUHAT MK KAJLMEB JIEBKOBOPHH, KOHTO €€ H3M0JI3Ba 3a
HaMansgBaHe Ha BPEAHHUTE €PEKTH Ha MPOTHBOPAKOBUTE JIEKAPCTRA);

AJonypuHO (M3N03BaH 3a leYEHHe HA NoJarpa);

LluMeTHaKH (M3nOA3BaH 3a JIeueHHe HA CTOMAIIHY A3BH);

BapdapuH (u3non3paH 3a neueHne Ha KpLBHH CBCHpELIH);

Hurepdepon anda (usnonsea ce npu nevervie Ha TMMGOMH M XPOHHYEH XENATHT);

bpuBYAHH, COPUBYAHH MIIK APYTH XUMHYHO NOROGHH aHaI03H (MPOTHBOBHPYCHH JIEKapCcTBa);

DeHUTOMH (M3M0N3B2 CE 33 KOHTPONUPAHE HA ENWIENCHA/IbPHOBE U HEpaBHOMEpEH CbPACHEH PHTHM);
Kusure Bakcuuu TpaGBa ma ce u3bGarBar, Toii KaToO Te Morar Aa NPUYHHAT CEPUO3HH MM daTaIHK

nHpexun. Tpsbea na ce u3GArBa KOHTAKT C XOpa, KOHTO HACKOPO ¢a GHAK NIEKYBAHK C BAKCHHA Cpeilly
nonvomuenut. Morar na ce npunarat y6HTH WM WHaKTHBMPAHH BAKCHHU; OTFOBOPBT HA MIPHIOKEHHETO

obaue Morke na Oblie HapylleH.

JIvuerepanus,

Jlesamuson (nexapcTBO, H3MON3BAHO 3a JIEYEHHE HA TIIUCTH);
Tamokcuden (M3n1013BaH NPU HAKOW BUAOBE paK HA MbpHATA);
Kro3zanuu (u3mon3saH npu HAKOM NCHXHYHH pa3cTpoiicTea).

Mons, nadopmupaiite Bawna nekap unu dapmaiesT, ako npuemare wnu HacKopo CTe MpUEMAJIN TE3H UMM
ApPYTH NIEKapCTBa, BIJTIOUHTE/IHO IEKapCTBa, OTNYCKaHU 0e3 peuenTa.

bpemMennocT, KepMeHe H pepTHIHTET

bpeMeHHOCT
AKO cTe OpemeHHa WNM KbPMHTE, CMATATE, 4e MOXKe Aa CTe GpeMeHHa unu niaHupare OpeMeHHOCT,

NocHBETBAKTE ce ¢ BaluMi iekap npeau na npHeMeTe TOBA JIEKapCTBRoO.

dnyopoypaumn Tpabsa a ce H3MON3Ba MO BpeMe Ha GPEMEHHOCT CaMo aKo MOTEHLMANHATA NoM3a onpaBiaga
NOTEHUMANHKA PHCK 3a Mioja. Ako no speme Ha Bawero neueHne HacTunu GpemeHHocT, Tpabea na
yBeaomuTe Bailng nekap v a U3nos3BaTe reHeTHUHA KOHCYTalu.

XKenure Tpabsa na n3barsar 3abpeMeHsBaHe W Aa M3NON3BAT BUCOKOEEKTUBEH METOA HA KOHTpaLENUHs 1o
BpEeMeE Ha NeYeHHeTo ¢ Guiyopoypaum K Hail-Maiko 6 Mecela clies ToBa.

KbpMmene
TBbH KaTO He € U3BEeCTHO JalH payopoypauun NpeMHHaBa B KbpMaTa, KbpMEHETO TpAOBa Na ce npeycTaHoBy

MPEAH NICYEHHETO C PAYOPOYpaLIMA HHKEKLIMOHEH pa3TBOP.

[Nocueerpaiite ce ¢ Bawms nekap npeau aa npueMeTe KaksoTo H 13 € JIEKapCTBo.

DepTUaNTET
Muxete, NeKyBaHH ¢ Gnyopoypauun, ce CLBETBAT Aa HE CH3AABAT JETeE Mo BpeMe H

nevyeHneTo. M MbKeTe, U xkeHWTe TpabBa Aa MOTLPCAT CHBET OTHOCHO (epTHN
AMLEKIETKH WK CNIEPMa NIPERH JIEHEHHETO, MOPaaH Bb3MOXKHOCTTA OT HeoBpaTUMO
TepanuaTa.

T, kafg Bahaginilomua
Seflogiapitnnen or
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Ilfojdupane u paGora ¢ MatIHHK

He wodupaire nnu He usnonssaiite MaliKMHW, 3alL0TO (AYOPOYpPALMI MOXKE [a JOBEAEC N0 HEXKeNaHu
PEaKLHH, KaTo raaeHe H noepeulaHe. Moxe chiuo fa 10BeAE N0 HEXKENaHH PeakUWH OT CTPaHa HA HEPBHATA
CHCTEMA M 3PHTENIHHU NPOMEHH. AKO NONYYMTE HAKOH OT Te3u edeKTH, He wodupalite UAK He UaNoN3BaiiTe
HHCTPYMEHTH WK MALUMHH, ThH KaTO JIEKAPCTBOTO MOXE Aa MOBJHAE BbPXY cnocobGHOCTTa 3a twodupaHe U
pabota ¢ MallluHH.

Dayopoypanua AKOpA ChIbPKA HATPHI
bnyopoypauun Akopa ceaspika 7,78 mmol (178,2 mg) HaTpuii npu MakcuMmaiiHa THEBHA 1033 (600 mg/m?).
Tosa TpaGBa aa ce WMa npenBUI NPH NALMEHTH HA KETA C KOHTPOJHPAHO KOAHYECTBO Ha HaTpHiA.

3.  Kak na nznonseate ®ayopoypauus Axopa

IpenopbunTenna noza
BalunaT nexap we onpenean NoAxoAswarta 3a Bac moza duyopoypaunn MHkeKUHOHEH HIH MH)Y3HOHEH
PasTBOP M KOJIKO YecTo TpAbBa na ce npunara.

Jlo3aTa Ha JIeKapcTBOTO, KOATO MPHEMATE, LE 3aBUCH OT MEAHLIMHCKOTO Bu cheTosHue, TenecHoto Bu TErno,
OT TOB2 RaJIH CKOPO CTE NPETLPNENH ONEPALMA H KOIKO 100pe paGoTAT KOCTHAT MO3BK, GLOpeLnTe 1 yepHHUAT
By npo6. [TepBraT Kypc Ha neueHne MoXe 1a Ce NPWIAra eKEeAHEBHO WIH HA CEAMHYHH HHTepBanu. Morar
Aa Bu ObaaT Ha3HaueHH JOMBAHHTEHH KYPCOBE, B 33BUCHMOCT OT Baweto nosnuspate ot Jeyenneto. Moske
CbLIO Taka Aa Bu O6bae npunoxeHo neveHre B KOMOHHALMA C JTbUETEpanyA.

diyopoypaumn He ce npenopbuba 3a ynotpefa npu neua Nopaam HeaOCTATBYHM JAHHM 32 GE30MACHOCT M
e(pHKacHOCT.

[peau na Bu 6vae npunoxeHo, 1ekapcTBOTO MoXe j1a Gbie pa3peaeHo ¢ Pa3TBOp Ha INOKO3a, C pa3TBop Ha
HaTPHCB XMOPHI WIH C BOAA 332 MHXeKUuH. To we Obae NpUAOKEHO HAM BbB BEHAa KATO OBMKHOBEHA
WHXEKLMA, WIK KaTo DaBHA KankoBa WHXEKUHA (MHPy3HA).

AKko Bu e npunoxena nosede o1 HeoGxopumara a03a Payopoypauna AxKopa:

Tosa nexapereo we By 6bae npunaraHo ot nekap WM MeaMLMHCKA cecTpa. Manko BEpPOATHO 1a Bu Obae
fancHa npekancHo HUCKa MNH BHCOKA 103a, BLIPEKH TOBa, HHpOpMHUpaiiTe Bamna nexap unu MeauuHcka
CECTPa, aKO UMATE HAKAKBH NPUTECHEHHS.

Mo Bpeme Ha M cnen nedenueto ¢ diyopoypaumn Akopa Tpabea ga Bu 6naar HanpaBeHH KPbBHH
H3CNCABAHHA, 32 Jla C€ NPOBEPAT HUBATA Ha KPbLBHHTE KIETKH. Moxke Ja ce HanoXH NpekpaTABaHe Ha
NEYEHHETO, AKO HUBOTO Ha OEIMTE KPBBHH KIIETKH C€ MOHWKH MPEKATIEHO MHOrO.

Moxe na ce NosBH rajieHe, NOBPbILAHE, AUAPHS, TEXBLK MYKO3HT H CTOMALUHO-YPEBHA A3Ba U KbpPBEHE, aKO
NIPUEMATE NPEKaNeHo roAMO KOMMYECTBO (hAyopOypaumil. AKO WMaTe HAKAKBA AONBIHHUTEIHH BBLIPOCH,
CBBbP3aHHM ¢ ynotpebara Ha TO3W NPOAYKT, nonuTaiite Bawns nexap.

AKO cTe NpomycHA/IH Aa n3noa3sare Payopoypanna Axopa

He B3emaiite 1BoiiHa 1034, 32 /1a KOMNEHCHpPaTE MPONYCHATATA [034.

4. BuimMoxknu HeXeIaHH peakiHH

KakTo Bcuuky nekapcTsa, TOBa JIEKAPCTBO MOKE Ja NMPEIM3BHKA HEXENTAHH PEAKLH, BB
Moay4asa.

Axo Hemo oT H36poenute Bu ce cnyun, Hezabasno ysesomere Bamus sexap:

. Texxa anepruuHa peakuna — Moxe Ja TONyuHTe BHe3aneH cbpbam obpus O /.
JUTAHHTE, CTBNANaTa, [JIC3CHUTE, NHLETO, YCTHHTE, YCTATA WAM TbpIoTo (KO ﬁﬁ{ﬁngﬂgﬂ;-
3aTPyAHEHHE NPU FBJITAHE U JULIAHE), H Na UMATe 4YBCTBOTO , M€ LLE 3ary6uTe Cb3 ﬁ%hﬁ‘}'z’

——




- bonku B rpbaHKg KolLL.

- B uanpaxuexusaTa Bu uMa cienu oT KpbB MK Ca YepPHH Ha LBAT.

- Ycrata By € pb3naneHa Wiy ca ce NOABUAH A3BU B Hes.

- CKOBaHOCT, H3TPBIBAHE WK TPEMOP Ha PBLIETE U CTHIIANATA.

- HUudapkT unu apyru cepaeunu npobnemMu Kato Hamp., yHeCTABAHE HA CLPAEYHHA PHTBM H 3a1bXBaHE.

- CumniroMu Ha neBkoeruedanonatia (Mo3p4uHO 3abonssaHe) — cnabocT, npobneMu ¢ KOOPAMHALMATA Ha
PBUETE U KpakaTa, 3aTPyAHEHWA B MHCJIEHETO/peuTa, NpobiemMu cbe 3peHUeTo/nameTTa, NpUnaabLM,
rnasobonue.

- 3anyx.
Tean HexenaHn peakUnM ca MHOTO CepHO3HH. Moxe 1a HMaTe HyXAaa OT CNewiHa 1eKapcKa MOMOLL.

AKO IONY4HTE HAKOE OT CJICAHNTE, YBeioMeTe Bamun fexap BL3Moxku0 Rafi-ckopo:

Muoro yecru: Morar aa 3aceruar nosede ot 1 ua 10 aymn

. BuinaneHue Ha rupioTo.

. Henocrarbuno kpeBocHabasABaHe Ha CHPUETO, KOETO € BUAMMO OT entekTpokapauorpaMa (EKI).

o Muenocynpecus (HapywieHue, MpH KOETO KOCTHMAT MO3BK MPOM3BEXAa HAMANEH 6poii Ha BCHUKH
BHAOBE KPbBHHU KINETKH [NaHuHTONEHN ]).

* HeyTponenus u neskoneHus (Heo6uuaiHO HUCKO HHBO Ha Pa3IMuHU THMOBE GENM KPbBHH KIETKH B
KPBLBTA).

° TpombounTonenus (Hamanen 6poi TpoMGOLMTH B KPbBTA, KOETO HaMalsBa CNOcOGHOCTTa Ha KPbBTA

Bu na ce cxcupsa).

PA3bk cnan Ha UMPKYTMpauiMTe rpaHyAHpaHy GenM KPbBHU KIteTKH (arpaHyJIoLMTO3a).

AHeMH1 (CBCTOAHHE, NPH KOETO YEPBEHUTE KPbBHH KJIETKH €4 HaMaNeHH).

[MoskineH puck oT uHpEKUNS NOpaaH HMYHOCYNIPECHS.

Xpunose (6pOHXOCTA3BM).

["apeHe.

Hospbimane.

Huapus.

Hudexumn.

3aryba Ha aneTHT.

3abaBeHO 3apacTBaHe Ha paHH.

Be3naneHne Ha TMraBuL@Ta HA HAKOS OT CTPYKTYPHTE B YCTaTa, rbp/ioTO W XPaHOCMMIIATENHHA TPAKT
Hanp. XpaHoNpoBOAa, PEKTyMa HJTH aHyca.

[losMwiaBaHe HAa NUKOYHATA KHCEIHHA B KPLBTA.

Knpsene ot Hoca.

Koconan.

CHHIpPOM pbKa-KpaK (TOKCHYHA KOXKHA PEaKLUA CbC 3aUepBABAHE W NOLYBAHE HA PHLUETE U KpakaTa).
OTnagxanoct, yMopa 1 JIWNCa Ha eHeprus.

Ob1ia ornaaHanocr.

YecTH: Morar aa 3acersnar xo 1 Ha 100 aymu

. Hrdexuns Ha kpbBoOOpBUWIEHHETO (CENnCHC).

. Hudapxr, aHruna nexropuc (cuiHa 6oska B bpANTE, CBBLP3aHa ¢ HEAOCTATLYHOTO CHAGAABAHE HA KPbB
KBM CBPLETO).

. HamansBate Ha 6pos Ha Genute KphBHU KNETKH, CHIPOBOAEHO C NOBHUIEHA TEMNEPATYpA.

. Ipomenu 8 EKI" (enexktpokapanorpama — u3cneapaHe 3a NPOBEpKa HAa PUTBMA M ENEKTPHYECKATA

AKTHBHOCT HA CBbPUETO).

HeuecTn: morar aa 3acernar g0 1 ua 10 aymn
. [laTonoruuHo M3MeHeHHe Ha CbPAEYHHA PHTBM.
Coupaevna HeAOCTATBLYHOCT.
MuokapaHa Hexemus (HamaleHa CHaGAsBaHE ¢ KUCIOPOA Ha ChPLIETO).

LY
.,

Konrectusna kapanomuonatHs (Bua 6ofecT Ha ChPLETO, MPH KOATO ChPAEYH 4T MYCKYN € 3y
5 "‘-:‘x

f b el . By .":f.

MuokapauT (Bb3nanuTento saGonspare Ha ChpacUHHA MycKys). 2 s ey
r s E . ’ |
pamvg{eu, yneGe.
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W/WIH BTBBPAICH).

CupaedeH wokK.

HHCKO KpBbBHO Hansraxe.,

CBHANBOCT.

HexuvapaTtauus.

YBpexJaHe Ha KNEeTKHTE Ha HepHHA aApoDd.

CTOMAaWHO-YPEBHH A3BH H KbPBEHE.

benene Ha koxara.

["acTpoMHTECTHHANEH KPBHBOU3IIHB.,

PHUTMHYHH ABHKEHUSA HA OYHTE (HHCTArbM).

[‘nasobonue.

BiieHe Ha cBar.

Hapyuieno paBHOBecHe W HECTAGWITHOCT.

CumnToMu Ha GonecTTa Ha TTapkHHCOH (MPOrpecHBHO ABUraTeNHO PascTPOICTBO, 6eNd3aHo OT TPEMOP, PUMHIHC
3abaBeHn IBHKEHUA).

[TnpamMuaru cuMnToMA.

Bu3naneHune Ha koxara (aepMaTuT).

KoxHH u3MeHeHHs, Hanmp. cyxa Koxa, (MCypHa €po3Ws, 3aYepBABAHE HAa KOXKATA, MaKy/loNanyao3eH obp
NPHAPYKEH OT CbpOex (CbpbsAlL, YepBeH, HAAUrHAT OOpHB).

KoxeH obpus, npuapyxapaii HIKOHW HHGEKLIMO3HH 3a60N3BaAHHA.

[Tospa Ha cbpbALIM OTOLM MO KOXKATA.

HyBCTBHTENHOCT KbM CBET/IHHA ((POTOUYBCTBHTENTHOCT).

[ToBuuieHa MUrMeHTaUMA Ha KOXarTa.

XMIMEPNUrMERTAUNA HIW JENMIMEHTALMA B OIU30CT 0 BEHUTE.

[lurmenTauus Ha HOKTHTE, HAPYILIEHUS HA HOKLTHOTO JIETJIO.

[laponnxus (Bh3nancHHe Ha THKAHTAa OKONO HOKTHTE Ha PBLLETE.

Bb3nanenre Ha MaTpyLiaTa Ha HOKTHTE ¢ 06pasyBaHe Ha rHOH U NajaHe Ha HOKBTH.

Hapylnenue B npoH3BOACTROTO HA CNIEPMATO3ZOWAM HIH AHLIEKNETKH.

3acuneHa cirb3Ha CEKpeLus.

3aMBIIICHO 3peHHe.

Br3nanenue wiv 3auepBsaBaHe Ha THraBU1aTa Ha Oas1aTa YacT Ha OKOTO M BLTPELIHATA CTPaHa Ha Kilenava.
HapyweHu ABIKEHHA HA OYHTE.

3ayepBaBaHe Ha OYUTE (KOHIOHKTHBMT).

HespuT Ha 3puTe/IHUA HepB (3pUTENHO Pa3CTPOHCTBO, KOETO C& XapAKTEPH3UPA ¢ BL3NAIEHHE HA 3PHTENHUS HEPB.
JlBoitHO BHXXnaHe.

Hamanssane Ha 3puTenHara ocTpoTa.

IpexkomepHa 04HA YyBCTBUTENHOCT KbM CBET/IHHA M &1BEP3UA KbM CIIBHUEBA CBETIHHA MM J00pe OCBETEHH MeC
CrecHsBaHe HAa KaHana, KOWTO OTTHYA CHJI3UTE OT OKOTO (JaKpHOCTEHO3a).

O6ptbinane Ha RONHHA Kienay HaBbH (EKTPOMHOH).

Eygopus.

Peaku: morat aa 3acernart ao 1 na 1000 aymmn

HenoctaTbueH MpUTOK Ha KpbB B MO3bKa, YepBaTa ¥ NEpUGEPHU OpraHH (KpaiHHLHTE).

BrioweHo kpbBooOpalieHHe, KOETO NMPHUHYHHABA BKOYAHEHOCT M G/I€AHOCT Ha NMPLCTUTE HAa phUETE H
KpakaTa (CHHIOpOM Ha PeiiHo).

CBpBbXYYBCTBHTENHOCT.

[loaysahe (BbananeHvie) Ha BeHa, MPHUHHEHO OT KPbBEH ChCHPEK.

Texka anepruyHa peakums, 3acaraiia Uesus opraHnuibm (aHadhunakTHUHA peaxitus).

O6pasyBaHe Ha KDBBEH CbCHPEK B KPLBOHOCHHTE CBHAOBE, MOXKE a CE NOABU B 2 uTe.
YmcTBeHa 00BbpPKaHOCT WK HapyLLIEHO Ch3HAHKE, 0CODEHO NO OTHOLEHHE HA Bf AU
CaMOJIHYHOCT. _ :
O6npkaHocT. ¥ A

HELEN 'qﬁ. :.".!'-r.frl..' ; -
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bu0OpeuHa HenoCTaTHYHOCT. A
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\.:.\' " "‘-_,%1‘__-__. -- “'-% ,“



Muoro peaku: morat aa 3acersar a0 1 na 10 000 aymn

° CupaeueH apecT (BHE3AMHO CIMPAHE HA CHPACYHUA MYAC U ChpACYHATA QYHKLMSA).
o BHesanHa cbpaeuHa cMBPT (HeouakBaHaTa CMBbPT Nnopaau npobiaeMu Cbe CHpPLETO).
. CumntoMu Ha neskoeHuedanonatva (3abonsBaHun, 3acaram 6410 BEWIECTBO HAa MO3bKA),

BKJIIOYHTEMHO aTakcHA (3aryba Ha cnocoOHOCTTa 3a KOOPAHHAUHMA Ha MYCKYJIHOTO JIBHXKEHHE),

OcT1bp uepebpaneH CHHAPOM.

TpyanocTv npy NpoOU3HACAHE HA AYMUTE.

HacTuuna und mbiHa 3aryba Ha cnocobHOCTTa Aa ce of111yBa YCTHO MM NMCMEHO.

AHOpManHa MyCKYyJHa c1a0oCcT WK yMopa.

["'bpyoBe MM KOMa MPH NALMEHTH, NPHEMALLK BUCOKH 034 OT S-QAyopoypauui U NPH MAUUEHTH C
AUXKHAPOTIMPHMHINH AEXHUAPOr€HAa3HA HEAOCTaThYHOCT.

Bb3naneHUe Ha XIBbYHHUA MEXYD.

YBpexaaHe Ha 4epHOAPOOHUTE KNeTku (MMa ciiyyau ¢ DaTaIeH U3XoA).

C HeH3BecTHa YecTOoTAa (OT HAJTHYHHTE NAHHH He MoxKe aa Obae HANPpAaBCcHA OHEHKH)

. OTtpaBsHe Ha KPbBTA (CSMTHYEH LLIOK).

. HeyTtponennueH cencuc ((KMBOTO3ACTpaLIABaALIA peaKUMs KbM HHEKUHR, KOATO MOXKE Aa C€ MOABH NPU
NAUMEHTH C HEYTPOMNEHHA — HUCKH HHUBA HA BHI O€NH KPbBHH KJIETKH, KOUTO QYHKUIMOHHPAT KAaTO YacT
OT UMYHHaTa cHcTema 3a bopba ¢ nHdeKLMATa B KPbBTA).

° Hudexuna na 6enure apobose.

° HHbeKMg HA MHKOYMHUTE TBTHINAG, OakTepHanHa UHPEeKLUA Ha MUKOYHATA CUCTEMA.

bakrepnanHa uHpeKUMA Ha KOXkara, NpUYMHABALLA 3a4epBABaHE, NojyBaHe W 0oJKa B 3apa3eHara

obnacr.

HamansgsaHe Ha Opos Ha rpaHynoUUTHTE, BUA O€NH KPLBHU KIIETKH.

Hamarnen anerur.

JlesopreHTauus.

Tpecka.

CKOBaHOCT WM €1abOCT Ha pbLIETE U KpaKaTa.

['vpuoBe.

XunepaMoHeMHYHa eHLeanonaTHA (HapyllleHHEe Ha MO3b4YHATa (PYHKLMA, KOETO C€ [PHYHHABA OT

NOBMILIEHH HHBA HA AMOHSAK).

. CbCHpeUH B CbPACYHHTE KaMepH, KOMTO MOraT Aa ¢€ OTKLCHAT M Ja ONOKHpaT apTepuHTe B TAJIOTO,
KOETO HAllpUMEP MOXKE Aa NPHYMHH MHCYNIT WM JIMNICA HA KpbBOCHa0aABaHe HAa KpaHHUK.

. Bb3naneHue Ha ChpACYHHA MYCKYIIL.

. BrinaneHve Ha KOKaTa, MPUUYHHABAILO NOABA HA YEPBEHH JTIOUIELLIM CE NETHA, KOETO € BB3MOXKHO Aa
Bb3HWKHE eJJHOBpEMEHHO ¢ D0JIKa B CTABUTE W NOBHILCHA TeMMiepaTypa (KOXEH JIYNyC epuTeMaTo3yc
[KJIE])

. CupaeuHo 3abonaBaHe, KOETO ce NposiBABa ¢ rpbaHa 6onka, 3aayX, 3aMagHOCT, NPUNAALUN, HENPaBWJIEH

nysnc (cTpec-uHaAyLMpaHa KapANOMHOTIATHA ).

KbpeeHe.

TtMHH enKaBy U3NPaXKHEHHA, CbABPKALLH YACTHYHO YCBOEHA KPbB.

boska B repaure.

Bb3ayx B ypeBHaTa CTEHa.

CepHo3sHo 3a0onsBaHe, KOETO Ce NpOoABABA CbC 3aTPYAHEHO AMILIAHE, TOBPbILaHe U abaoMuHanHa Gonka

C MYCKYJIHM cna3MH (J1aKkTaTHa alua03a).

. CbCTOSHHE, XapaKTepH3MpalWo ce ¢ rinasobonHe, oObPKAHOCT, MPUNAABUM M NMPOMEHH B 3PEHHETO
(cuHapoM Ha obpaTtuMa 3aaHa eHuedanonatusa [PRES]).

. CepHo3Ho ycnoxHeHue ¢ Obp3 paznan Ha PaKOBM KJAETKM, KOETO NPHYUHABA BUCOKH HHBA Ha NHKOYHa
KMCENHHa, Kanui 1 pocdaT (TyMop AUINC CHHAPOM).

. OO6e3uBeTaBaHE HA MACTOTO Ha HHXKEKTHpAHE.

. BHCOKH KpbBHHA HUBA Ha TPUTULEPHAH (BUA MA3HHHH).

. bonka, 3auepBsiBaHe WM NOAYBaHE Ha MACTOTO Ha WHI)KEKTHpaHe MO BpeM
HIDKEKUMATA/MHPY3HATA (MOXE Aa €€ AB/DKH Ha TOBA, Y€ HHMEKUMATA HE
BeHaTa).




. Jepuuut Ha ButamuH B1 u eHuedanonatus na Bepauke (Mo3buHO yBpexaaHe, MPHYUHEHO OT AehHULUT
Ha BUTaMKHH B1).

. BrananeHde Ha TbHKMTE uepBa H Aebenoro yepBo, NpUUMHsABAIIO OONKa M AWApHA, KOETO MOXE [a
JAOBEJE N0 3arKBaHe Ha YpeBHA THKaH (KOJIUT, EHTEPOKOIIMT).

CrobmaBaHe Ha HeXKe1aHH PeaAKIHH

AKO TNONyHHTe HAKAKEM HEKENaHH NEKAapCTBEHM peakuuu, ysegoMere Bamma nexkap, dapmauesT win
MEAMLIMHCKA cecTpa. TOBa BK/IOYBA BCHYKH BB3MOXKHH HEONHCAHM B Ta3M JINCTOBKA HEXKENAHH PEaKUMH.
MoskeTe CBLIO Aa CHOOIUMTE HeXeNMaHH PeaKLMK JHPEKTHO Ype3 HALMOHATTHATA CHCTEMA 33 ChoOLIaBaHe:
H3mbnHuTENHA areHuMs no nexapernara

yA. ,,JdamsaH I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Karo c¢ho0LiaBaTe HEXENAHH peakLMK, MOXKETE 1a Aa/IETe CBOA MPHHOC 3a NOJIyHaBaHE Ha NoBeYe
HHGOpMaLMs OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTBO.

3.  Kak na chxpansnsarte @ayopoypauna AKopa
Ja ce chXxpaHaBa Ha MACTO, HEIOCTBITHO 3a JIELa.

He n3nosnseaiite ToBa JiekapcTBO Clleq] CpoKa Ha FOAHOCT, OTOENA3aH BLPXY €TUKETa M KapTOHEHATa ONaKoBKa
cnea I 'onex no:/EXP”. CpokbT Ha rOAHOCT OTrOBapa Ha NMOCJIEAHHS ACH OT MOCOYEHHS Mecell.

Ha ce cexpanssa noa 25°C. la He ce cbXpaHABa B XTaIWIHHK HNH 3aMpa3aBa.
Jla ce cuxpalaBa B KapTOHEHATa ONAKOBKa, 3a /1a CE NPeAnasH OT CBET/IMHA.

Camo 3a enHokpaTHa ynotpeba. M3axsbprieTe HEM3NON3BAHOTO KOTUYECTRO.

Cpok Ha rofHOCT ciej pa3pexJaHe

XumHudeckara ¥ ¢pusHuecka ctaGHnHOCT npH ynorpeba e aokasaHa 3a 24 uaca npu 25°C ¢ rmokoza 5%
WHXEKUHOHEH pa3TBOp WAM HatpueB xnopua 0,9% HMHXKEKUMOHEH pa3TBOp, WM BOAA 33 WHXKEKUHH, NpH
KOHLUEHTpauus Ha ¢nayopoypauun 0,98 mg/ml. Bvnpekn ToBa, OT MHUKpOOGHMONOrMHMHA riegHa TOuKa,
ApOAYKTLT TpAOBa Ja Ce M3NON3Ba BeAHara. Ako He ce ynoTpeGu He3abaBHO, NEPHONBT Ha H3MNON3BAHE M
YCJIOBHATA 3a ChXPaHEHHUE NpeaH ynoTpeba ca OTTOBOPHOCT Ha riotpebuTens.

He usnonaeaiite, ako pa3TBopeH, NPOAYKTHT U3rjexaa kadas HIH TbMHOXDBIT

He n3nonssaiire, ako 3abenexure, ue onakoBKaTa € NOBPEAEHA HITH aKO C€ 3a0€A3BaT YACTHLIH/KPHCTAIH.
He v3xpbpnsiite nekapcTsaTa B KaHanNM3alLMATa WIM B KOHTEHHepa 3a AOMAaWHW otnagbuM. IlonuraiiTe
Bauiua ¢papMauesT Kak 1a U3XBBPATE JIEKapCTRATa, KOWTO Beve He H3nonssaTe. Te3u MEpKH Lie CROMOrHAT
3a ONa3BaHEe HA OKOJIHATA Cpeaa.

6. Cunavpxanne Ha ONAKOBKATA H AONbIHHTEIHA HHPOPMANHS

Kakso cnanpaca @ayopoypanna Axopna

- AKTHBHOTO BeulecTBO Ha Pnyopoypaunn Axopa e Gpayopoypaum.
- Jlpyrure ChCTaBKH Ca BOJA 33 HHIKEKLIMM, HATPHEB XHAPOKCHA H XNICPOBOAOPO

Kak n3raexna ®ayopoypauni AKOpA ¥ KAKBO ChAbLPKA 0NAKOBKATA

2"

| ml pasreop cxabpxa S0 mg ¢nyopoypaunn (noa ¢opmara Ha HaTpuesa con, oGpas a‘é‘é :'if'”?fﬁi}"iﬁ E
®nyopoypauun Axopad MHXEKUHOHEH WAH HHDY3MOHEH pasTBOp € OHCThp, Oesus @'ﬁ- 40--mme§ni‘§as
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Pa3TBOp B Npo3spaveH CTuKieH ¢pnakow (Tun | Ph.Eur) ¢ rymena sanymanka.

Beekn dnaxon ot 5 ml cvabpika 250 mg gpayopoypaumn
Beeku ¢naxon ot 10 ml ceabpka 500 mg hnyopoypauun
Bceku daakon ot 20 ml cvabpka 1000 mg dnyopoypauun
Beekn dnakon or 50 ml cuabpika 2500 mg dnyopoypatmn
Beexu dnakon ot 100 ml ceaspxa S000 mg dpnyopoypaumn

He BcHuku BHIOBE ONAaKOBKH Morat Aa 6baaT nycHaTH B Apoaaxk6a.

IIpuTexkaTen Ha palpemeHHeTO 3a ynoTpeda
Accord Healthcare Polska Sp. z 0.0.,

ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,

[Tomwua

IlIpon3BoaguTten
Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50,95-200 Pabianice,

[Tomua

To3u nexapceTBeH NPOAYKT e pajpeiieH 3a ynorpeba B AnpxkaBuTe-w1enkH na EMII noa cheaunre

NS £ o
S \\m'//

HMEHA:
Hme ua
AbpPKABATA- Hme Ha 1exapcTBeRUS NPOAYKT
YNCHKA
ABCTpHUS Fluorouracil Accord 50 mg/ml, Lésung zur Injektion oder Infusion
Fluorouracil Accord Healthcare 50 mg/ml, solution pour injection ou
benrus perfusion/ oplossing voor injectie of infusie/ Ldsung zur Injektion oder
Infusion
Yewxka pemaybnuka Fluorouracil Accord 50 mg/ml, injek&ni roztok nebo infuzi
Hanusg Fluorouracil Accord, injektions og infusionsvaske, oplesning
EcToHus Fluorouracil Accord 50 mg/ml, siiste- v&i infusioonilahus
o Fluorouracil Accord 50 mg/ml, injektio- tai infuusioneste/ L3sning for
HMHTIaHANS . . .
injektion och infusion
Hpnanaus Fluorouracil 50 mg/ml, Solution for Injection or Infusion
Hranus Fluorouracil Accord 50 mg/ml, Soluzione per Iniezione o Infusione
Hcnanus Fluorouracil Accord 50 mg/m|, para inyeccién o infusion EFG
HIBeums Fluorouracil Accord 50 mg/ml, Losning for injektion och infusion
JlaTBu4 Fluorouracil Accord 50 mg/ml, §kidums injekcijam vai infuzijam
Jlurea Fluorouracil Accord 50 mg/ml, injekcinis/infuzinis tirpalas
Honuwa Fluorouracil Accord
[lopTyranus Fluorouracilo Accord
CnoBakus Fluorouracil Accord 50 mg/ml, injek&ny alebo infuzny roztok
Hunepnannus Fluorouracil Accord 50 mg/ml, oplossing voor injectie of infusie
Obenuneno Fluorouracil 50 mg/ml, Solution for Injection or Infusion
KPAJNCTBO
bbnrapus ®nyopoypaunn Akopa 50 mg/ml uuxkekuHOHEH WM UHDY3HOHEH Pa3TBOP
Kunnp Fluorouracil 50 mg/ml, soAbtiov gop wvrléktiov op wvepdowov
['epmaHus Fluorouracil Accord 50 mg/ml Injektionslésung bzw. Infusionsldsung —=_-
YHrapus Fluorouracil Accord 50 mg/ml, oldatos injekcid vagy infuzié AR N -%\
Hcnanaua Fliorddracil Accord 50 mg / ml stungulyf, lausn ¢da innrennslj 'tz‘lb N
Manra Fluorouracil 50 mg/ml, Solution for Injection or Infusion ,_ W '5:.\
Hopserus Fluorouracii Accord 50 mg/ml konsentrat til infusjonsvaske || = 3 -*:s"r-‘ ’*:; gg! kR
PyMbhus Fluorouracil Accord 50 mg/ml solutie injectabila sau perfuzaﬁ;& VT Y /. /
Cnosenus Fluorouracil Accord 50 mg/ml raztopino za injiciranje ali infu @njg:""i"' i :_‘-‘F



JaTa na nocjeaHo npepasriexaaHe Ha ancroskarta 01/2025

Iocouenara no-g0/y HHGOPMALIHA € NpeAHAIHAYEHA CAMO 32 MEIHIHHCKH CTICLHATHCTH:

HHCTPYKIIHH 3A YIIOTPEBA/PABOTA, YKA3ZAHHA 3A NIOAIOTOBKA U U3XBBPJISIHE
HA ®JYOPOYPAIIUJI AKOPJ

Yka3zanud 3a paboTa ¢ UATOTOKCHYHH NPOAYKTH
®nyopoypaunn Tpabsa na ce npunara camMo OT WAM NOA Haq3opa Ha KBATHOMLUMPaH NeKap C ONMUT B
H3MON3BAHETO Ha NMPOTHBOPAKOBH XHMHOTEPANEBTUYHH JIEKAPCTBA.

HMIKEKLHOHHHAT pa3TBOp Ha ¢uiyopoypauun TpsOBa Aa Ce NPHroTBA 3a NPWIOKEHHE CaMO OT
podecnoHanucTy, KouTo ca ofyuenu 3a 6esonachHa ynotpeGa Ha nponyxra. IoaroroBkara TpaGBa na ce
H3BbPLUBA CaMO B acenTHYeH OOKC MM NOMELUCHHE, MpeiHa3HAYeHO 3a MPUrOTBAHE HAa LHMTOTOKCHYHM
CpeacTsa.

B cnyuaii Ha pasnue, onepatopute TpaGBa fa NOCTaBAT PHLKABMUM, Macka 3a JIMLE, MPEANa3HK OuMfIa M
NpecTunka 3a €QHOKpaTHa ynoTpeba U ARa M3IOBLPIAT pasNATOTO BewecTBo ¢ abcopbupaw matepuan,
CbXPaHABaH Ha 00O3HAYEHO 3a Ta3W L/l MACTO. YUacTLKEBT C/iefl TOBa TPAGBA Ja Ce MOUYMCTH H BCHUKH
3aMBLPCEHH MaTePHAITH A2 C€ H3XBBPAAT B CNEUHaNHH TOPOH M KOHTEHHEPH 32 LUTOTOKCHYEH Pa3iinB, H [a
Ce 3arneyuarar 3a U3rapaHe.

3amupcaBane
Onyopoypaunn NpHYHHABA pa3ApasHEHKA, TPAOBa Aa ce M36ArBa KOHTAKT ¢ KOXAaTa H JIHFaBHIHTE.

B cnywaii Ha KOHTaKT ¢ KOXaTa WIM O4HTe, 3acerHartata obnacT TpabBa Aa ce M3MHe OBMITHO ¢ BOAA WM
(pusnonoruyeH pasrsop. XuapokopTHioH 1% kpeM Moxe Ja ce U3M0/13Ba 33 IEYEHHE HA MPEXOAHOTO napeHe
Ha koxara. TpsbBa na ce MOTHPCH MEAMLIMHCKA MOMOILL, aKO Ca 3aCerHATH OYMWTE WM MpenapaThT Gbhie
BAMIUAH KW NOTbJHAT.

IInpBa nomou

I1pn xoHTaKT ¢ oumTe: U3nnaknere He3aGaBHO ¢ BOAA M NOTHPCETE MEAWLIMHCKA TIOMOLLL,
Ipu koHTakT ¢ kokara: Hamuiite no6pe che canyH U BoAa K cBaseTe 3aMBPCEHHTE JPEXH.
Bavwsane, norneiuane: [oTepceTe MEAHUMHCKA MOMOLLL.

H3xBoLpasiue

CnpyHLOBKH, KOHTelHEpH, abcopbupall MaTepuaiy, pasTBOPH U BCAKAKBH JPYFH 3aMbPCEHH MaTepuau
TpAOBa Aa Ce NOCTABAT B MUIbTHA IU1ACTMACOBA TOPGA MM APYT HEMPOMOKAEM KOHTEHHeED, MapKHpaHH KarTo
UMTOTOKCHYEH OTNAALK, U [1a OBbAAT yHHIIOKEHH upe3 W3rapsHe NpU TeMnepatypa He no-Hucka ot 700°C.
XHMMHYECKO HHAKTHBHPAHE MOKE 1A CE€ MOCTHTHE ¢ 5% HaTPHEB XHUMOXJIOPUT B MPOXB/DKEHHE Ha 24 yaca.

YkazaHus 32 NPHATOTBAHE:
a) XHMHOTEpaneBTUYHHUTE CPEAICTBA TPAOBA Aa Ca NPUIOTBAT 3a MPUNOXKEHHE CAMO OT NPOBECHOHANNCTH,
KOWTO ca 00yuyeHH B 0bnactTa Ha He30nacHOTO H3NON3BaHe Ha Mpenapara.

6) Manunynauuute, kato pasTBapsiHe Ha Npaxa ¥ NPeXBbPISHE B CIIPUHLIOBKH, TpA6Ba 1a Ce H3IBLPILBAT CAMO
B ONPEJEACHOTO 3a LEATa MACTO.

B) Cnyxutenure, u3BLPLIBALLK TE3W MPOUEAYPH, TPAOBA na 6BLAAT 3AIMMTEHH MO NOAXOASALL HAYMH CHC
CreLHaIHO paboTHO 00sekno, ABa 4HTa pbKaBHiM, CAHUTE OT KOMTO JIATEKCOBH, a ApyruTe oT PVC,

(natekcosure ce Hocat noa pbkaBHuuTe oT PVC), koero ocurypsea 3aimmra B
NpOMyCKJIWBOCTTA 38 PA3THYHUTE aHTUHEONNACTHYHM CPEACTRA, H NPEANA3HA OUUA. pCe
M3M0JI3BAT JTYEP-JIOK CNPHHLOBKH ¥ QUTHHIH, KAKTO MPH MOJrOTOBKATA HA LMTOTOKC _ Cg\'ih
APH TAXHOTO MPHAOKEHHE. BN 2\



YkazaHns 3a ynorpeba
(Dryopoypaunsi AKOpA MOXe Jia c€ Mpunara upe3 WHTPaBEHO3HO MHXEKTUpaHe KaTo 6onyc, HHMy3usa uan
MpOABbMKUTENHA HHDY3IHUA.

HecnBMecTHMOCTH

(nyopoypalun € HECHBMECTHM ¢ KaiuHeB (ONMWHAT, KapOboONnaTHH, UMCANATHH, LUMTapabWH, auasenam,
JOKCOPYOHUMH, OponepHaon, (UArpacTHM, ranHeB HWTPaT, METOTPEKCaT, METOKAONpaMui, MopbuH,
OH/IAHCETPOH, MAaPEHTEPANHO XpaHEHE, BUHOPENOUH, APYTy aHTPALIMKITHHH.

[IpuroTeeHHTE Pa3TBOPH Ca ANKaNHK H CE NPENOpPb4Ba U3GArBAHE HA CMECBAHETO C KMCETHHHH BEILIECTBA WU
npenapary.

[1pu nunca Ha Npoy4BaHHA 32 HECHBMECTHMOCTH, TO3H NIEKAPCTBEH NPOAYKT He TPs6Ba a Ce cMecBa ¢ ApYrH
NE€KapCTBEHH NPOLYKTH.

CPpox Ha rOaHOCT H CbXPAHEHHE

CpoK Ha rOAHOCT Ha 3aTBOPEHHS bnakoH

2 roaunu. Camo 3a eqHokpaTHa ynotpeba, MU3XBbpiieTe HEU3NOA3BAHOTO KOMMYECTBO.

Ha ce chxpansgsa noa 25°C. [la He ce cbXxpaHABa B XJIAAM/THHUK WM 3ampasnBa. ChxpaHspaiiTe KOHTeHHepa B
KapTOHEHATa OrakoBKa, 3a Jla € npeAna3u OT CBETJIHHA.

Ako ce 0Opa3yBaT NPEUHNUTATH B PE3YATAT HA CHXPAHEHHE NPH HUCKHU TEMNEPATYPH, Pa3TBOPETE OTHOBO
ype3 HarpasaHe a0 60°C npu eneprmyno pasknamande. [lpean ynotpeba ma ce oxnaam 10 TenecHa
Temniepatypa. I1poaykThT TpabBa 1a ce M3XBBPIIH, ako pasTBOPEH H3INIEKAA KahsaB MW TBMHOMCBAT.

CpoOK Ha rOAHOCT cliefl pa3perkaaHe
[1pn ynotpeba: Xumuueckara n ¢usnyecka crabunHocT npu ynorpeba e nokasaHa 3a 24 uaca npu 25°C ¢

rmokosza 5% HIDKEKUMOHEH pasTBOp HIH HaTpueB xiopua 0,9% HHKEKUHOHEH pa3TBOp, WM BOaa 3a
MHXXEKLHH, MIPH KOHLEHTpauua Ha ¢pnyopoypauun 0,98 mg/ml.

Ot MukpoGuonoruyHa rnegHa Touka, NMpOAYKTHET TpsbBa Oa ce W3MON3pa BeaHara. AKO He ce ymorpebu
He3a0aBHO, MEPHOABT Ha M3NON3BAHE M YCNOBHMATA 3a ChXpaHEeHHe NpeAd ynotpeba ca OTFOBOPHOCT Ha
norpebHTeN .
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