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Okcanunnatun Akopa 5 mg/ml KOHUEHTPAT 3a HHQY3HOHEH Pa3TBo 11
Oxaliplatin Accord 5 mg/ml concentrate for solution for infusion%? 37 3-M 2025

OxkcanunnaTun
(Oxaliplatin)

[IpoyeTeTe BHUMAaTeIHO Usi1aTA JINCTOBKA, NMPEAH Aa 3aN04YHeTe 1a U3M0JI3BaTe TOBA JIEKapCTBO,
ThH KaTO T8 CbAbPXkKA BaxkHa 3a Bac HH(pOpMaLus.

- 3anasere Ta3u JMCTOBKA. Moske na umare HYX/1a 1a s NpoYeTeTe OTHOBO.

- AKO HMMaTe HAKAaKBM NOMbIHUTEHH BLIIpOCH, rnonuTaiTe Bamums nekap, ¢dapmauesr wim
MEIMLIMHCKA CecTpa.

- AKO MOJTyYHUTE HIKAKBH HeXeTaHH JICKapCTBEHH peakunu, ypenomere Bawuus nekap, (papmanest
"IN MCIHLMHCKA cecTpa. ToBa BKIIOYBA M BCHUKM BB3MOXKHHU HEXKelaHMU P€aKLHHA, HEOMMUCAHHU B Ta3H
nucToBka. Buxre Touka 4.

KakBo cbabpika Tasu aucroska:

KakBo npencrasnssa Okcanumnnaru AKODPZ M 3a KaKBO Ce M3M10/13Ba
KakBo Tps6Ba na 3Haere, [pEIn Na usnosssare OKcalMIuIaTHH AKOpa
Kak na n3nonssare Okcanuniarus AKopn

Bb3MOXHH HeKellaHHu peakiuy

Kak na cbxpansisare Okcanunnarus Axopn

CbAbprikaHHe HA ONMAKOBKATA M 0MbIHUTEHA HH(pOpMaL s

S bW N —

1. KakBo npencrasassa Oxcanuniatuu AKOpA H 332 KAKBO Ce H3M0.J13Ba

Himeto Ha Bawero nexkapctso e ,.Okcanumiatun Akopa 5 mg/ml KOHUEHTpaT 3a MH(]Y3HOHEH pa3TBop”,
HO B OCTaHa/IaTa 4acT OT JIMCTOBKATa Lie ce Hapuya ,,OKCaTUILIaTHH Axopa”.

AKTHBHOTO BellecTBO Ha OKCaTUILIATHH AKOpIl € OKCaTUIJIaTHH.

OKcallumiaTHH AKOp/I ce U3M0/I3Ba 3a JIeYeHHe Ha KapLUHHOM Ha 1e0enoTo 4epBo (JieyeHue Ha KapLUHHOM
Ha 1e0enoTo yepBo B craaumit 111 cien mbiiua PE3CKLNA Ha MbPBHYHHUA TYMOD, METaCTaTHYEH KAPLIMHOM
Ha 71e0e/0TO0 4epBo M pekTyma). OKCATHIUIATHH AKOpZl ce H3Mon3Ba B KOMOMHALMS C ApYyry
IPOTHBOPAKOBH JIEKApCTBa, Hape4YeHU S-(IryopoyparLm u (posmHOBa KHCenuHa.

Okcanunnarus Akopa 5 mg/ml KOHLCHTpAT 3a HH(Y3HOHEH pa3TBOp TpsbBa Ha ce pa3TBOpHU U na ce
IPHIOTBH KaTO pa3TBOp, MPEJH J1a C€ UHIKEKTHPA BbB BeHa. OKCaTUIUIATHH AKOpJl € aHTUHEOIIaCTHYEeH
HJIH TIPOTHBOPAKOPOB areHT U Chabprka IJIaTHHA.

p 2 KakBo TpsiGBa 1a 3HaeTe, npenn 1a H3nos3eare OxkcanunaaTua Axopa

He n3noaseaiite OkcanuniaTus AKopa, aKo:

U Bue cre ajnepruuHm KkbM OKCANMNIATHH MM KbM HAKOS OT OCTaHaJIMTe CbCTABKH Ha
Oxcanunnarun Akop.

% Kbspmure.

8 Beue umare HamaneH Gpoit KpbBHM KJIeTKH.

@ Beue uMaTe W3TpBNBaHE M CKOBAHOCT Ha HPBCTUTE Ha pBLETE W/HWIKM Ha KpakaTa M cpeLiaTe
SATPYAHEHHS NIPH U3ITBJIHABAHETO HA 110-1€/IMKATHH 3a1a4H, KaTo 3aKOMYaBaHE Ha JPEXH.

® HMmare Texko 6b6peuno yBpesxaane.

[peaynpexaenns u npeanasuu MEpPKH




["oBopere ¢ Bawmns nekap unu hapmauesr, Npeay fa usnonssare OKCANUIUIATHH AKOpA:
- AKO HfKOTa CTe CTpalaliy OT anepruysa PCaKLMA KBM JIEKAPCTBA, KOMTO ChABPNKAT IU1aTHHA,

HHQY3HHUTE Ha OKCAJIMILIATHH.

- AKO HMaTe yMEPEHO UNH Jieko G16peuno YBpEexIaHe.

- Ako umare npobieMM ¢ uepHUA npo6 WM Ho BpEME Ha JCUYEHUETO HMAaTe PEe3y.TaTH OT
HEPHOAPOOHHTE QYHKLIMOHATHH M3CNIEABAHNA, Pa3IiYHH OT HOPMaJIHHTE.

- AKO HMaTe WIH CT€ MMaJIM CbpAeYHH HapylICHUA, KATO aHOPMATIEH EJIEKTPHUYEH CUIHAN, BUIUM
Ha EKT', Hapeyen yabikasane Ha QT HHTCPBaNa, HENPABUJIEH CbpPAEYEH PUTHM WK (paMHNHA aHAMHE3a
34 CbpAEYHH npobnemu,

- AKO HacKOpO CT€ ce BAKCHHHPATH WM rlaHupare BakcHHauusa. [1o BpeMe Ha neyeHuero ¢
OKCAJIHIVIATHH HE TpA0GBa Na ce BAKCHHMpATE ¢ ,KMBU“ WMIH »aATCHIOHPAHH" BaKCHHH, KATO BaKCHMHA
Cpeliy XBJITa TPeCKa.

AKO HAKOE OT CIEJHHTE Ce OTHacA 3a Bac no koeto u la ¢ Bpeme, He3abaBHO yBenoMere Barmus nexap.
Moske #a ce Hanoxu Bawmsar nexap na Bu JICKYBa 33 TE3H PeaKLMM W MOTEHLHATHO 14 ¢ HAJOXH Ia
HaMajid 103aTa Ui 13 OTIIOKH HITH ciipe JIeUeHHeTo ¢ OKCATHIUIATHH AKopn.

- AKO 110 BpeMe Ha JIeYeHHETO UMaTe HCNPAATHO yCeLIAHE B I'bPJIOTO, OCOOEHO NPH MperyIblIaHe
H yCCINaHe 3a 3anyx, ysenoMere Bawmus nexap.

- AXO uMaTe npobIeMH ¢ HepBHTE Ha PBLETE MK KpakaTa, KaTO M3TPBIBAHE HIH MpaBYYKaHe,
HJIM HaMalICHO yCeIllaHe B phLETe WM KpaKaTa, yBeaoMere Bamrus JieKap.

- AKO uMare rnaBoGoiue, MpoMeHeHa YMCTBEHa JEHHOCT, IbpYOBE H HEOOHYaHHO 3pUTENHM
IPOMCHH OT 3aMBIiIABaHe N0 3ary6a Ha 3peHHETO, YBenoMeTe Bamnug nekap.

- Axo B ce raau unu nospeluare, yeenoMere Bamus aeKap.

- AKO UMaTe Texka Auapus, ypegomere Barius JeKap.

- AKO UMATE Bb3MaNeHH YCTHH WITH A3BH B ycrara (MyKO3WT/CTOMATHT), yBeoMeTe Balmus nexap.
- AKO MMaTe DHapHs WX HAMaNgBaHe HA OeuTe KPBBHH KJIETKH WM TPOMOOLHTHTE, yBENOMETE
Batus nexap. Bawuust nekap Moxe na HaManu 103ata uny Ra OTIOXHU neyeHHeTo By ¢ Okcanumnaruy
Axopa.

- AKO HMaTe HeOOACHHMH PECIIHPATODHH CHMITTOMHU K4aTo KallTHIA UM HAKAKBH 3aTPYJHEHHUS B
AWIIAHETO, yBEAOMETe Baimia nekap. Bawmsar nexap moxe na cripe JieueHneTo By ¢ Okcanumnatuu
Akopa.

- AKO pa3sBHeTe CHIIHa yMOpa, 3a1yX WK 0x0peyHo 3a6ongBaHe, MPU KOETO OTHESAATE MATKO HIIK
HUKaKBa ypHHa (CHMIITOMH Ha ocTpa 616peyna HEAOCTAaTBYHOCT), yBeAoMeTe Bawns nexap.

- AKO MMaTe MOBUILEHA TEMIIEPaTypa ([10-BHCOKA HNH paBHa Ha 38°C) UNM BTPHCAHE, KOUTO MOXKE
Aa ca npu3HauM Ha untekLms, HesabasHo yBenomere Bamus nekap. Moxe J1a CTe H3JI0XKeHH Ha PHCK OT
MH(EKLUA Ha KPBBTa.

- AKO HMarTe TemnepaTypa > 38°C, yeenomere Bamms nekap. BawusaT nexap Moxe na ycraHoBH,
¢ UMaTe U HaManAgBaHe Ha Opos Ha OeNIUTEe KPLBHU KIETKH.

- AKO [OJIyYHTE HEOYAKBEHO KbPBEHE WM KpbBOHACAZAHE (INCEMHHMPAHA HHTpABACKYJApHA
koarynaums), yBeaoMere Bawuus nexap, TbiH KaToO TOBa MOxe Aa Ca NpH3HAUX Ha KPBBHH CbCHUPELM B
MAalKHTEe CROO0BE Ha TANOTO BH.

- AKO NpHIIanHeTe (3aryOuTe chb3HAHHE) MM MMaTe HCPaBHOMEPEH ChpPICYEH PHUTBM, HOKATO
npuemare OkcalunnaTiH AKopl, yBemoMmeTe He3aGaBeo Bamius JIeKap, Thi KaTO TOBa MOXe 1a e
MPpU3HAaK Ha CEPUO3HO CLPIEYHO 3a00M1BaHe.

. AKO [MOYYBCTBATE MYCKYJIHA 60iKa M IoAyBaHe, B KOMOHHalMA c¢bC caaloCcT, BUCOKa
TeMIIEpaTypa WIH YepBEHO-KasaBa ypuHa, yBeaoMmeTe Baiuus nekap. ToBa MOXe na ca MpHU3HAUM Ha
MYCKYJTHO yBpexxaaHe (pab1oMHoNH3a) ¥ aa AOBeJaT 1O npobnemu ¢ 6u6peLnTe WK APYTH YCNOKHEHH.
- AKO MMaTe KOpeMHa OoJiKa, rajieHe, KPbB WIN YaCTHLH HanonoOsBaliu ,,yrafika or xade* B
[TOBbPHATOTO, HJIH TBMHH/KATPAHEHH U3NPAKHEHHMA, KOUTO MOXE 1a ca MPU3HALH Ha A3Ba HA 4YepBaTa
(CTOMALIHO-4YPEBHA A3Ba, C NOTEHUHAIHO KbPBECHE WM nepdopanus), kaxere Ha Baiuus Jexap.

- Axo uMarte ab1omMHHaNHA (KOpeMHa) Gonka, KbpBaBa AHAPUA M raZicHe WK NOBPBLIAHE, KOETO
MO*ke [1d € TIPHIHHEHO OT HaMaNIABAHE HA MPHTOKA Ha KPBB KbM CTEHHTE Ha YyepBaTta (UpeBHA HCXEMHUR),
yseaoMere Bamus nekap.

Heua u roHowH




Oxcanunnatvd Akopa He TpAOBa Aa ce M3M0N3Ba NPH AeHa U :0HOLWM mog 18-roauisa BB3pAacT.
Apyru sekapcrea H OxcanunaaTHH AKopa

Yseaomere Baumins nekap unM gapmaliesT, ako NPUEMaTe, HACKOPO CT€ MPHEMATH UIH € Bb3MOXHO /3
TIpUeMeTe JAPYTH JIEKapCTBa.

; S-¢bnyopoypauun (IpOTHBOPAKOBO NEKAPCTBO);

] EputpoMHLMH (aHTHOMOTHYHO JIEKapCTBO);

- CanvuMnaru (nekapcTsa 3a obnexuaBaHe Ha 60KaTa);
- I"paHHCETPOH (JIEKapCTBO NPOTHB [IOBPbLIAHE);

- [Taknurakcen (nekapcTBO NPOTHB pak);

- Hatpues Bainpoat (aRHTHEMWIENTHYHO 1IEKAPCTBO).

bpemenHocT, KbpMete B epTHAHNTET

bpeMeHHOCT

. He ce mpenopb4ba na 3abpeMeHsBaTe IO BpeMe Ha JIEYEHHETO ¢ OKCATHIUIATHH M TpAGBa na
H3NON3BaTe e(eKTHBEH MeToA 3a KoHTpauenuua. [landentkure TpaGpa na B3eMaT nNOIXOOAIIM
KOHTPaUSNTHBHH MEPKHU MO BPEME HA K B NPOABbJIDKEHHE Ha 4 Mecella Cliel CIIUpaHe Ha JIEYEHHETO.

. [TaLpeHTHTE OT MBXKH MMOJI C€ ChBETBAT Aa He CTABAT Oalltd MO BPEME Ha JICYEHHETO H A0 12
MeCella CICR ICUCHHETO, W 1a B3EMAT MOAXOARIIH KOHTPALIENTUBHI MEPKU Npe3s TO3H NEPHOI.

. Ako cre OpeMeHHa WM MnaHupare O6peMeHHOCT, € MHOIO BaXKHO Aa O6CHAMTE TOBA ¢ Bamims
JieKap, IpeAH Ja ObaeTe NOANOKEHH Ha NIEUEHHKE.

. AKo 3a0pemeHeeTe 10 Bpeme Ha JIeueHKeTo, TpaOBa He3abaBHO fa yBeaoMuTe Baums nekap.

KbpMese

He Tpa0OBa na KbpMHTE, ROKAaTO BH NE€KYBAT ¢ OKCAIMITIATHH.

QOepTUIHTET

. OkcaMILTaTHH MOXE Ia MMa aHTHhEpTHNEH edekT, KOHTO MOXE Aa Oble HeoBpaTHM.
INTaunedTHTE OT MBXKKH 10T TPAOGBA J1a NOTHPCAT CHBET 32 KOHCEPBHPAHE HA CNIEpMa MpeaH HAYAIOTO Ha
JIEHEHHUETO.

- AKO mnaHupare OpeMeHHOCT CJie]l JICYEHHETO ¢ OKCATHNNATHH, 3a Bac ¢ nmpenopbuuTento aa
NOTBPCHTE MEHETUYHA KOHCYITALUA.

IlocnBerpaitre ce ¢ Bamns nexap win ¢gapMmalesT npeau ynorpebara Ha KOTO | 1 € JIEKapCTBoO.
lllopupane n pabora ¢ MamIHHK:

JIeYEHHETO C OKCANUILIATHH MOXe Ja A0Be/IE 1O MOBHIIEH PHCK OT 3aMasHOCT, TafeHe H NOBPBILAHE, H
ApYTH HEBPOJIOrMYHH CUMMTTOMM, KOUTO 3aCATaT MOXOAKATA N paBHOBECHETO. AKO ToBa BH ce cnyyy, He
mwogupaitte M He paboTere C MallMHU. AKO KMMare IpobieMd ChC 3PEHHETO, HOKATO MpHEMATE
Oxkcanunnatud Akopa, He wodupatite, He paGoTeTe ¢ TeKH MALIMRH K He y4acTBaiiTe B OmacHM
NEeHHOCTH,

3. Kak ga n3nonisarte OKCATHNJIATHH AKOpA

OKCalTHINaTHH AKOpA € NpeqHa3HayeH ¢aMo 3a Bb3PacTHU.
CamMo 3a eHOKpaTHa ynotpeba.

Ho3uponka




Baiata BHCOYMHA U TErmo.

ObuuaitHata 103a 3a Bb3PACTHH, BKJIIOUHTENHO B CTApPYECKa Bb3PAcT, € 85 mg/m? TenecHa NoBbPXHOCT.
Jo3ara, KoaTO nosny4asare, LIE 3aBUCH CHIIO OT PE3YNTATHTE OT KPbBHHTE TECTOBE, KAKTO M JaNu CTe
HMan¥ HEXENAHU peakiHy NpH rnpeaxonHo jJeueHue ¢ OKcanuiuiaTid AKopa.

Ha4uH Ha NpuIarale H NbT HA BLBEXKARHE

° OxcanmunnatuH Axopn e Bu 6b1¢ npeanncaH OT CneLMaatcT MO OHKOJOTHA.

. Bue e ObaeTe nekyBaHu 0T MEJHUMHCKH CHIELHATTHCT, KOWTO IIte MPHroTBH Heo6X0uMaTa 103a
OxcanumiaTuH AKOpA.

* Oxcanunnatud Akopa ce npunara 4pe3 0aBHO MHXeKTHpaHe B elHa OT BeHHTe Bu (karTo
MHTPaBE€HO3HAa UHPY3Us) 3a neproa ot 2 A0 6 yaca.

. Oxcanunnatus Axopa uie Bu 65a€ npunarad e1HOBpeMeHHO C GONMHOBATA KHCEIHHA H HpEIy

HHQY3HATa HA 5-QuyopoypaLin.

YecTOoTa H2 NpHAATaHe

OOHKHOBEHO, HHY3UATa e By 6bae npunaraHa BEOHDK HA BCEKH 2 CeIMHULIH.
IIpoABLIKHTEIHOCT HE JICYEHHETO

[TponbmkuTenHocTTa Ha neyeHneTo e 6bae onpeneneHa ot Bawusg nekap.

BauleTo JieueHHe L€ Npoab/KK Hal-MHOro 6 Mecela, ako ce MmpHiara ciiel IThJHO OTCTPaHsABaHE Ha
TYMODA,

AKO CTe NpHeTH noseye ot neobxoaumara no3a OxcaaHnIaTHH AKopa

T'pit xaTO NIEKAPCTBOTO CE MpPUara oT MEAMLUHMHCKH CHELMAIHCT, € MAIKO BEpPOATHO Aa Bu Obae nanena
MpeKaIeHo Malka KN HEAOCTAaThYHO ro/aMa 103a.

B cnyuah Ha npefosupaHe MOXKe Ja Ce yBeJMYaT HeXKeNaHHTe peaklidi. Baumsr nexap Moxe fa HazHavu
NOAXOMALIO JIEYEHHE HA TE3U HEXXENAHH pEaKiHH.

AKO HMaTe HAKAKBU BBIPOCH OTHOCHO Baluero nevenue, nonuraiite Bawud nekap, MERHLIMHCKA cecTpa
UM papMaLeBT.

4. BL3MOXHH HeXeNaHH peaKkiHH

Karo BCHUKH JICKAPCTBA, TOBA NIEKAPCTBO MOXKE Oa NPHYHHH HEXEIAHH peakLiiy, BBIIDEKH HC HE BCCKH

T MOJTyYyaBa.
AKO MONMYYHTE HAKAKBA HEKeNlaHa peakLMa € MHOrO BaXKHO Aa HHpOpMHpaTe Baluus nexap, Npexy aa
3anouHe cienpanioTe Bu neyeHue.

[To-nony ca ONHCAHK HEXENAHUTE PeakLnK, KOMTO € Bb3MOXKHO 12 MOJIYUHTE.
Hudpopmupaiite Bawins nexap nesabaBHo, ako 3a0eNexuTe HAKOE OT ClIEeAHHTE:

- ANepriyHa WIH aHaQUNaKTHYHA DPEaKUMd C BHE3aNHH NpH3HAUM Kato obpus, chpOek WM
YPTHKApHA 110 KOKaTa, 3aTPYAHEHUA NPH NpErTbIIaHe, oyBaHe Ha TULIETO, YCTHHTE, e3HKa HITH APYTH
4aCTH Ha TAIOTO, 3a1yX, XPUIIOBE HJIH 3aTPYTHEHO JHIIAHE, CUTHA yMopa (MOXe [a MOYYBCTBATE, 4e LIe
MpUnagHeTe).

- HeobuualiHu KpbBOHACAHAHWA, KbPBEHE MJIM TNPH3HALIM HAa WHQEKLHS, KaTO Bb3Ma
BMCOKA TeMIIepaTypa.




- YTIOpHTa MM TexXKa IHapHs MiH TIOBPBUIAHE.,

- Hanuuue Ha xpsB win TbMHOKa(sIBH YaCTULIK C LBAT Ha Kaje B IOBbpHATaTa MaTepus,

- CroMaTuT/Myko3uT (Bb3naieHH YCTHH WJIH A3BH B yCTaTa).

- Pecniupatopuu cumMnToMu xaro CYXa WK BIaAXHA KaUUTHLA, 3aTPYAHEHO AUILAHE WK XPHIITEHE,
3a1yX ¥ CBUPEHE Ha MbPIHTE.

- I'pyna or cumntomu, kato rnasobosIKe, NPOMEHEHA YMCTBEHa ACHHOCT, rbpYOBE U HEOGHYaliHK
HAPYLICHUST HA 3PEHMETO OT 3aMBIVIABAHE N0 3aryGa Ha 3PEHHE (CHMIITOMH Ha CHHAPOM Ha o0paruma
3a/lHa JIEBKOCHUeanonarTus, paako HEBPOJIOrHYHO 3aboBaHe).

- CHMIITOMH Ha HHCYNT (BKITIOUUTENHO BHC3AIMHO CHIHO rmaBofomnue, oGspkBane, npobiieMH Chbe
SPCHUETO B €IHOTO UM ABETE OYH, USTPHIIBAHE WIH CNaGoCT Ha JINLETO, PbKATA UM KpaKa O0UKHOBEHO
OT €AHATAa CTpaHa, yBUCBAHE HAa JIMLETO, 3aTPYIHEHO XOACHE, 3aMadHOCT, 3aryba Ha paBHOBecHe H
3aTPYAHEHHs B I'OBOpA).

- Cunna yMopa ¢ Hamanen OpO#i YepBEHH KPBBHM KIIETKH (XeMOMUTHYHA aHEMH3), CAMOCTOSTENTHO
WIH B KOMOMHauMs ¢ HUCBK Opolt ua TPOMOOLMTHTE, HeoOMYalu CUHMHK (TpombounTonenus) u
6B0peyHo 3a60nsBane, Mpy KOETO OTHESITE MAJIKO HJIH HE OTAEATE YPUHA (CUMITTOMH Ha XEMOJTHTHYHO-
YPEMHYEH CHHAPOM).

APYry H3BECTHH HEXeJAHH PeaKLHH Ha OxcaannaaTun Axopxa ca:

MHoro yecTn (Morar na zacersar noseye ot 1 Ha 10 gyurm)

. VarpbnBaHe u/unu cKOBaHOCT Ha NPBECTHTE Ha PBUETE M KpakaTa, OKOJIO yCTaTa MM B I'bpJOTO,
KOHWTO NOHAKOra MOrar 1a ca MpHAPYXEHH OT KpaMIy (nepudepya HeBponarus).

HenpuartHo yceurane 61130 10 win B MACTOTO Ha HHXKCKTHPAHE MO BpeMe Ha UH(}Yy3HUATa,
Tpecka, Tpenku (Tpemop), neka wiK Texka yMopa, 60J1Ka B TSIOTO.

Ipomenu B Ternoro, 3ary6a wiu munca ua ANETHT, BKYCOBU CMYIIIEHHS, 3aliek.

Cromaiina 60nka.

Heobuuaifto xbpeeHe, BRIIOYHTENHO KbPBEHE OT HOCa.

Jlexo u3paseH koconan (anoneums).

YecTn (Morat na 3acerHart 0o | ua 10 AyLIn)

° HHbexuus, nbmxama ce Ha HamasBane Ha Oenute KpbBHU KIETKH.

° CeprnosHa uHdEKLUNA Ha KPLBTA B JOMBIHEHHE KbM Hama/siBaHe Ha OenvTe KPLBHU KIETKH
(HEYTPONeHHUEH CETICHE), KOETO MOXeE na ovae datanHo.

° Hamansaeane Ha Genure kpseHy IICTKH, [IPHAPYKEHO OT Tpecka > 38,3°C unM mpoxs/okuTeNnHa
Tpecka > 38°C 3a noBeye oT eAMH uac (Pebpunta neyrponennus).

. XPaHOCMHIIATENHH CMYILEHHS H KUCEIHHH B CTOMAXa, XbAUAHE, 33a4¢pBABAHE HA JULETO,
3AMAasTHOCT.

. MosxieHo notene, yepexnane Ha HOKTUTE, MIOUICHE Ha KOXKATa.

o Bonka 8 repaure.

. benonpobuu Hapyuenus u CEKPET OT HOca.

. bonka B cTaBuTe H KOCTUTE.

° bonka npu ypuuMpane u [MPOMAHA BbB QYHKLIMOHHPAHETO Ha ObOpeLMTe, NpoMeny B Yecrotata

Ha YpHHUpaHe, NeXUapaTalus.

. KpbB B ypHHaTa/uanpaskHeHusTA, IONYBAHE HA BEHUTE, KPBBHU ChCUPELM B GenuTe IpooBe.
* BHCOKO KpBBHO Hansrane.

° Herpecus v 6e3cbhue.

° KOHIOHKTHBHUT ¥ 3pHTENHM HapyIUEHHS.

. [NoHmKeHo HUBO Ha kanLuit B KPbBTa.

. IlanaHe.

HeuwecTn (MoraT aa 3acersar 1o 1 5al00 OYIIH)

. CepuosHa MHGexUKA Ha KpEBTa (cenTruemus), KoATo MoXe 1z 6bae ¢daranua,
. 3anyiuBaHe WM NOLyBaHe Ha 4yepBarTa.

. HepsHocT.




Peaxn (Morat aa 3acersar 10 1 Ha 1 000 aywun)

° 3ary0ba Ha cnyxa.

. CpacTsaHus ¥ BTBbpAABaHe Ha Genure ApoboBe CHC 3aTPYAHEHO JIMIIAHE, MOHAKOra (QaraiHo
(vHrepcTHLManHa SenoapobHa Honecr).

. O6paTuma KpaTKkoTpatiHa 3aryba Ha 3peHHe.

. HeouakpaHO KbpBEHE WIIM KPbBOHACANAHE NOPANH IHPOKO PA3pPOCTPAHEHH KPBBHU ChCUPELIM

B MaJIKUTE KPBBOHOCHY CHA0BE HA TAJIOTO (IMCEMHHIPAaHA HHTPABACKYIAPHA KOArynalus), KOETO MOXe
Ja Obpae QarajHo.

MuOro peakH
° ChI0BH HapylLEHUA Ha uyepHus apod (CHMNTOMMTE BKAKOYBAT KOpeMHa O0nKa W TNOHyBaHe,

HAZJaBaHEe Ha TErJio U NoAyBaHe Ha ThKAHWTE Ha KpaKaTa, rNe3eHUTe HITH IPYTH YACTH Ha TANOTO).

C HeH3BecTHA YecToTa (OT HATMUHUTE JaHHHM He MoXe Aa Obie HanpaBeHa OuEeHKa)

. AnepruveH BacKyauT (Bb3NajleHHe Ha KPbBOHOCHUTE Ch10BE).

o ABTOMMYHHA peaklids, BOfella KO HaMalliBaHe Ha BCHYKH KPBBHH KICThYHH JIMHHH
(aBTOMMYHHA NMaHUMTONECHUA ), TAHLUWTONEHHS.

¢ KouByicuu (HEKOHTPOIHWPAHO TPENepeHe Ha TANOTO).

. Cria3bM Ha repiioTo, NMPUUKHABALL 3aTPYAHEHO AMIIAHE.

* Hapywenus Ha cepaeusus purhbM (yapmkaBaHe Ha QT uHTepBana), KOETO MOXE Ja ce BUAH Ha
enextpokapanorpama (EKT), koero moxe aa Opae daTaiHo.

* MycKynHa 6onka U nofysaHe, B KOMOHHa1MA cbe c1abocCT, Tpecka Wik YepBeHo-Kkadasa ypuHa
(CHMMITTOMH Ha MYCKYJIHO yBpexaHe, HapeueHo palbaoMuonu3a), koeto Moxe aa Obae daTanHo.

. TbMHW/KaTpaHEHH H3NPaXHEHUA (CUMITOMH Ha CTOMAUIHO-YPEBHA $3B3, C MOTEHUMANIHO
KbpBeHEe WK nepdopauun), koeTo Moxe Aa 6b1e haTtanHo.

. Hamaned nmpuTOK Ha KpbB KbM uepBara/uyepBaTa (YpeBHA HMCXEMHA), KOETO MoXe na Obae
(aTanHo.

. UHpapkT Ha MHOKapaa (CbpAedyeH yAap), CTEHOKapAuA (OONka Win HENPUATHO yCCLlaHe B
FbpOUTE)

* Bo3najeHne Ha XpaHonpoBoaa (Rb3MAllCHUE Ha JIMTaBHLATa Ha XPaHOMNpOBOAA, KOSTO BOAM 0
60/Ka U 3aTpYIHEHO MperibliaHe).

. Puck OT HoBU pakoBH 3a00NABaHNMA, KaTO JIEBKeMus, npy ynorpeda Ha OKCAIKIIATHH AKOpA B
koMOHHALIUA C HAKOU APYTd JIeKapCTBa.

. AHOPMAJTHH HEPAKOBH YepHOAPOGHH BB3ITH ((oxanHa HONylapHA XHIIEPIIasus).

Crofmapane Ha HeXXeAaHH peaklHH

AKO MONYy4YHTE HAKAKBH HEXENaHH JEKApCTBCHH peakuuH, ybeloMeTe Bamus nekap unu gapMauesr.
ToBa BKJIIOYRA BCUYKH BBH3MOXXHM HEOMHCAHU B Ta3W NUCTOBKA HEXKENaHH peakuu. Moxere ChIIO Aa
CHOGILMTE HEXKENAHW peaKLMH JHPEKTHO Ype3 HAaLMOHAMHATA CHCTEMA 3a Cho0IaBaHe:

HN3mbrnHUTEHA areHuud Mo JeKapcTBaTa

yi. ,,JlamsH ['pyes” Ne 8

1303 Cogus

Ten.: +359 2 8903417

yebcaltt: www.bda.bg

Kato cpoblliaBaTe HexenaHH peakLUW, MOXKETe Ja Janere CBOsA NPUHOC 33 MOJy4aBaHE Ha MOBEYE
HH(popMaLUd OTHOCHO 6€30MacCHOCTTa Ha TOBa JICKapCTBO.

S. Kak Aa coxpansaBaTe OKCaJHILIATHH AKODA
Jla ce CbXpaHsABa Ha MACTO, HEAOCTBIIHO 3a Aela.

[penu cMecBaHe, TOBa NieKapcTBO TPAGBa Ja ¢e ChXpaHABA B KAPTOHEHATa OMNAKOBKa, 3a Ja Ce Mpeanasu
OT CBETJIMHA U JIa HE Ce 3aMpa3sBa.




He u3non3gakite TOBa Ne€KkapcTBO Clel CPOKA Ha FORHOCT, MOCOYEH Ha OMAKOBKATA ¥ eTHKETa Ha ¢pnakoHa
cnen ,,l'oned no:/EXP”. CpokbT Ha rOOZHOCT OTrOBaps Ha NOCIEAHUS NeH OT NOCOYEHHA Mecell,

XnMuyeckara U ¢usnueckara craGuiHoct npu ynorpeba e AokasaHa B NPOAbIKEHUe Ha 48 yaca npu
2°C no 8°C u 24 uvaca npu +25°C, Ot MHKpOGHONIOrHYHa I/leqHa TOMKA, [PHIOTBEHUAT 33 HH(Y3US
pasTBOp TpAOBa He3abaBHO fa ce M3MON3Ba. AKO HE Ce MPUIOKH He3alaBHO, BPEMETO M YCIOBHATA Ha
ChXPAaHCHHUC NPEAH NPHIICKEHHE Ca OTMOBOPHOCT Ha MPUAralliis JIeKapCcTBOTO H OOMKHOBEHO He Tpa6Ba
Ja HanBHIIaBat 24 4Jaca npy Temnepatypa oT 2°C no 8°C, ocBeH B CIy4YaMTe, KOraTo Pa3pesKIaHeTo e
H3BBPLUICHO B KOHTPOJIMPAHH M BanMAUpaHK acelTHYHH YCIOBHS.

He n3nonspaiite Okcanurnarna Akopa, ako 3abenexure, 4e pa3TBOPBT € MBTEH WM UMA HAIMYHE HA
BUIUMH HACTHLIH.

JlexapcTBata He TpAOBa Ja ce H3XBBPIAT B KAHAM3ALMATA WK B KOHTeHHEpa 33 JOMAIUHH OTIATbLY.
[TonuTaitre Bamus papMaueBT kak fa M3XBBP/IATE EKaPCTBATA, KOHTO Beye He uanonspare. Tesun Mepky
LLIe CIOMOFHAT 3a ONa3BaHe Ha OKOJIHATA Cpefa.

Okcanunnatil Axopa He TpsOBa Aa monana B KOHTAKT C OYHTE WIH KOXKAaTa. [1pu ciyualino pasiuBane,
He3abaBHO yBeOMETe jleKaps WIIH CecTpara.

Koraro HHQy3pATa NpUKIOYM, oCTaThuMTe OT OKCATHNIATUH AKOpl me OBOAT BHHUMATENHO
M3XBBPJIEHH OT JIEKap HIH MEIULIMHCKA CeCcTpa.

6. ChabpkaHue HAa ONAKOBKATA H RONMbJAHHTEIHA HHGOpPMaLus

KakBo chanpxa OxcaauniaaTan AKopa:
Oxcanuniatid AKOpa ChAbpia aKTHBHOTO BELLECTBO OKCANUIIATHH,
Jlpyrarta cbCTaBKa € BOAA 3a HHXKEKLIHH.

Kax n3rnexkna OKCaTHNIATHH AKOPA M KAKBO CLABPXKA ONAKOBKATA:
| ml KoHneHTpaT 32 HH(]Y3UOHEH PA3TBOP ChABDPXKA 5 ME OKCATHIUIATHH.

OkcanunnaTv AKOpI e npo3patieH, 6e3lBeTeH paszTBop 6e3 BUAUMH YacTHLM. Bceku cThikieH (p71aKoH €
OIMaKOBaH B HHAHBHAYANHA KapPTOHEHA OMaKoBKa.

10 ml KOHUEHTpAT 3a HHOY3HOHEH Pa3TBOP ChAbPKAT 50 Mg OKCATHIINATHH.
20 ml xoHUeHTpaT 3a HH]Y3HOHEH pa3TBOp ChABPXAT 100 Mg OKCANHIUIATHH.
40 m] KoHLEHTPAT 32 HHPY3UOHEH Pa3TBOP ChABPXkAT 200 Mg OKCATUINIATHH.,

He BCHYKH BHUIOBE OMakoBKU MOTaT Aa ObJaT MyCHATH B NpoAaxoa.

IIpurexaTen Ha paspenleHHETO 3a ynoTpeba:
Accord Healthcare Polska Sp. z 0.0.,

ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,

[Monwma

IIponsBsoauTeN:
Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50, 95-200 Pabianice,

[Tomna

Accord Healthcare Single Member S.A.
64th Km National Road Athens, Lamia, 32009,

["spuus




To3n nexapcTBo e paspemieHo 3a ynorpeba B AbpkaBute unenku na EBponeticxoro

HKOHOMH4€CKO NPOCTPAHCTBO, H B O0eanHenoTo kpaicTso (Cebepua Upaanaus), noa
CIeIHHTE HMEHA:

HMe xHa anpkaBara-
HMe Ha JekapcTBOTO
YJIEHKA
ObenuHeHo kpancTso Oxaliplatin 5 mg/ml Concentrate for Solution for Infusion
(Cepepua Hpnanaus)
Oxaliplatin Accord 5 mg/ml Konzentrat zur Herstellung einer
ABCTpHA : .
Infusionsitsung
Oxaliplatin Accord Healthcare S mg/ml concentré pour soltution de perfusion
benrus / concentraat voor oplossing voor infusie/Konzentrat zur Herstellung einer
[nfusionslésung
bwarapus OkcaMILIATHH AKOPA 5 mg/ml KOHLEHTPAT 33 HHPY3HOHEH Pa3TBOD
Yemxa penyOinka Oxaliplatin Accord 5 mg/ml Koncentrat pro P¥{pravu Infuzniho Roztoku
r Oxaliplatin Accord 5 mg/ml Konzentrat zur Herstellung einer
epMaHKI .
Infusionsl&sung
Tanus Oxaliplatin Accord Healthcare 5 mg/ml koncentrat til infusionsvaske,
opl@sning
EcTtonud Oxaliplatin Accord 5 mg/ml infusioonilahuse kontsentraat
U Oxaliplatino Accord 5 mg/ml Concentrado para Solucién para Perfusién
ClaHus EFG
T Oxaliplatin Accord 5 mg/ml Infuusiokonsentraatti, Liuosta Varten/
koncentrat till infusionsviitska, 16sning
O Oxaliplatin Accord Healthcare 5 mg/ml concentré pour solution de
paHLMA .
perfusion
YHrapus Oxaliplatin Accord 5 mg/ml koncentrdtum oldatos infliziéhoz
Wpnanaus Oxaliplatin 5 mg/ml Concentrate for Solution for Infusion
1 Oxaliplatino Accord Healthcare 5 mg/ml Concentrato per soluzione per
TaJus . o s
infusione
JlarBus Oxaliplatin Accord 5 mg/ml koncentrats infuziju $kiduma pagatavo3anai
JluTBa Oxaliplatin Accord Smg/ml koncentratas infuziniam tirpalut
Maura Oxaliplatin 5 mg/m! Concentrate for Solution for Infusion
Huaepaanaug Oxaliplatin Accord 5 mg/ml concentraat voor oplossing voor infusie
0 Oxaliplatinum Accord, 5 mg/ml, koncentrat do sporzadzania roztworu do
oJiLua N
infuzji
[lopTyranus Oxaliplatina Accord
PyMBHUA Oxaliplatin Accord § mg/ml concentrat pentru solutie perfuzabila
[IIserug Oxaliplatin Accord 5 mg/ml Koncentrat till Infusionsvitska, L8sning

JdaTa Ha NOCNeAHO Npepa3raexaaHe HA JHCTOBKATA




ITocouenara no-a01y HHGOPMAUHS € NpeNHAIHAYEHA CAMO 38 METHLHHCKH CIIeMATHCTH

YKA3AHHA 3A U3NOJI3BAHE HA OKCAJIMILIATHH AKOPJ 5 MG/ML KOHIEHTPAT
3A HHOY3HOHEH PA3TBOP

Bascrno e 0a npouwememe yanomo cwOvpicanue Ha masu UHCIMPYKYUR Npedu NpuzoOmeEAHEmMo Ha
OKCAJIHITVIATHH AKOPI] 5 MG/ML KOHUEHTPAT 34 UHOV3HOHEH PA3TBOP

1. JEKAPCTBEHA ®OPMA

OkcannnaTiH AKOPA KOHLEHTpAT 3a MHGY3HOHEH Pa3TBOD & npo3payeH, Oe3UBETEH pa3TBOP, KOHTO
CbhAbpXka 5 mg/ml oxcanunnarTuH.

2, OIIAKOBKA
OxcannIuiaTHH AKOpA ce Npeuiara B eJHOA030BH (hrakoHn. OmakoBKaTa chabpKa 1 QuiakoH.

3a 10 ml,

KoHUeHTpaT 3a uH(y3HOHEH pasTBOp BB (nakoH ¢ ofem 15 ml, ot Tun I npo3payHo TPeOHO CTHKIO
(cnnHKOHH3MpaHo), ¢ 20 mm V9048 FM259/0 OMNIFLEX PLUS 2500/RF ryMeHa 3amyiranka u 20 mm
Onenonuiasa oT4yynpaina ce anyMHHHeBa 00KaTKa.

3a 20 ml,

KoHueHrpat 3a uH(y3uoHeH pasTBop BB dakoH ¢ obem 20 ml, oT Tum I Npo3pavyHo TPEOHO CTLKIIO
(cWTHKOHU3KpaHO), ¢ 20 mm V9048 FM259/0 OMNIFLEX PLUS 2500/RF ryMeHa sanymanka v 20 mm
6rremonunasa oT4yNBalla ce ATyMHURUeBa 06KaTKa.

3a 40 ml,

KoHueHTpar 3a MH(py3HOHeH pa3TBOp BbB (nakoH ¢ obem 50 mi, oT Tum I npo3padHo TpPHOHO CTBKIO
(cunuKkoHU3KMpaHo), ¢ 20 mm V9048 FM259/0 OMNIFLEX PLUS 2500/RF rymMeHa samywanka 1 20 mm
OsienonKMnasa oT4ynsalia ce alyMUHUEBa OOKATKA.

CpOK Ha rOAHOCT H ChXpaHEHHE:

2 TOIHHHK

Cnen paspexunaHne B 5 % pa3TBOp Ha rimoko3a, XHMHUYECKATa B XMMHYECKaTa CTaGHIHOCT Ha NOJy4YeHus
pasTBop e Ousia nnokasaHa 3a 48 yaca npu +2°C 10 +8°C u 3a 24 yaca npu +25°C.

OT MHKPOGHONOTHYHA TJIeAHA TO4KA, MPUTOTBEHHAT 33 MHY3MA pa3TBOp TpA0Ba na ce H3non3Ba
He3abaBHO.

AKO He OBI€ H3ION3BaH BEaHAra, BPEMETO H YC/IOBMATA HA ChXPaHEHWe MpenH NPUIIOKEHHE Ca
OTFOBOPHOCT Ha NpUNarails N€KapCcTBOTO ¥ OOMKHOBEHO He TpAOBAa Ja HagBHIUaBaT 24 yaca npu
Temnepatypa ot 2°C no 8°C, ocBeH B clly4anTe, KOrato pa3peskAaHeTo € H3BBPILEHO B KOHTPOJIUPAHH H
BATMJHPAHY ACETITUYHH YCTOBHS.

Cobxpanspaiite ¢prakoHa B KAPTOHEHATa OMAKOBKA, 3a 14 Ce npeanasu OT CBeTNMHa. [la He ce 3aMpasspa.
ITpoBepete Bu3yanHo npenu ynotpeba. Tpsabsa aa ce M3NOA3BAT Camo OHCTpH pa3Tsopu, 6e3 BUIUMHU
YACTHLIN.

JlekapcTBOTO € caMo 3a eaHoxpaTHa ymortpeba. Hewsnmonspamara uacT oT pa3TBOpa TpabBa ma ce
H3XBBPJIH.

3. NPEINNIOPBKHU 3A BE3OINNACHA PABOTA

KakTo W npu Apyra NOTEHUMANHO TOKCHYHH ChEAMHEHHS, € HEOGXOMUMO MOBHIIEHO BHUMAHME [pH
MPUroTBsiHE N paboTa ¢ pasTBOPUTE HA OKCAJIMIIIATHH.

Huctpykunu 3a pabora




[lepcoHarsT Tpabpa na e MOACUrypeH ¢ HEOOXONUMMTE MAaTEpHATH, CrieLHATHHY IIPECTHNIKU C TBIATH
PPKaBH, 3AIlUTHH MacKH, IUATIKH, OUMNA, CTEPHUITHY PDKaBMIIH 3a €OHOKpaTHa ynotpeba, 3aiiuTHH
NoKpHBana 3a paboOTHOTO MACTO, KOHTEHHEPH M TOpOH 3a oTNagbiuuTe,

Exckperure 1 nosnpraTiTe MAaTepun TpAOBa Na Ce& OTCTPAHIBAT C BHUMAHME.

bpeMeHHHTE XeHH TpaGBa na Gbaar NPCAYNPENCHH Na H30ArBaT GOPABEHETO ¢ UMTOTOKCHYHM ATSHTH.
Beeku cuynen dunakon tps6sa na 6nae TPCTHPaH CBC CHIUNTE NPENa3sHH MEPKH K Pa3TIeAKEAH KaTo
KOHTaMHHWpaH oTmanbK. KoHTaMHUHHpaHUAT oTnambk ce #3TapA B NOIXOMAIO 0003HAYEHH TBHPIM
KOHTE¢HHepu. Buxkte mo-nony pasnen "H3xpbprsne".

4. [HOATOTOBKA 3A HHTPABEHO3HO IIPHJAOKEHHE

Cneuuannu npeonasnu MEPKU Npuodicerue

J HA HE CE u3non3sar nHxkeKLUHORHY MaTePHaNH, ChAbPKAIM ATyMHHMIL.

. JA HE CE npunara nepa3penen.

. Kato paspenuren na ce u3nonsea camo 5% PasTeop Ha rmoko3a. JIA HE CE npurorss unu
Pa3pexna ¢ pa3TBop Ha HATPHER XJIOPHA UITH PasTBOPH, CbABPKAILU XIOPUIHU

. HA HE CE cMecBa ¢ apyru fIekapcTsa B ChlliaTa HHQPY3HOHHA Gakka U IA HE CE npuiara B
00u1a MHpY3HOHHa crcTeMa,

° JA HE CE u3no538a B KOMGHHALNS ¢ ATKATHN JIEKapCTBa UK PasTBOPH (M NMO-CHEeLHANIHO

PasTBOp Ha 5-Ityopoypaumi, ChIbpPKALIK (poNMHOBA KHCenMHA JICKApCTBEHHU TPOAYKTH, B 4uifTO
CBCTaB HMa TPOMETAMON KAaTO NMOMOILIHO BELIECTBO M CONH HA TPOMETaMONa C APYrd aKTHBHH
BEILECTBA). AJIKATHUTE NEKapCTBEHH MPOAYKTH MM pa3TBOPH 1€ [OBJIMUAAT HeOmaronpuaTHo

Hucmpykuuu 3a ynompeba ¢ dorunosa KUceuna (kamo kaiuues dhonunam wunu dunampuee
Qorunam)

Hutpasenosna urdysus (I.V.) va okcarumiaTun 85 mg/m? B 250 xo 500 ml 5% Pa3TBOp Ha IMOK03a ce
[IpHara €IHOBPEMEHHO C MHTPAaBEHO3HA WH(Y3UA Ha donuHoBa xucenuna (FA) B 5% Pa3TBOpP Ha
FJII0KO3a, B NPOABKEHHE Ha 2 10 6 Yaca, KaTo ce H3NO/3Ba Y-KOHEeKTOp, Nnocrapey HENnocpeACTBEHO
'IPCAH MACTOTO Ha BinBaHe. Tesu nBe nekapcrea He TpsabBa Ja ce CMeCBaT B €/Ha M ChlIa GaHka.
QonuHOBaTa KHUCENHHA He TpAOBA a ChbObPkKa TPOMETAMON KATO [TOMOILIHO BELIECTBO U TpsabBa Oa ce
paspexaa camo ¢ 5% pasTBOp Ha NI0K03a, HUKOTa B ANKANHU Pa3TBOPH, PA3TBOP HA HATPHEB XJIOPHA UITH
ChbAbPKALIN XJTIOPHIN PA3TBOPH.

Hucmpykuuu 3a ynompeba ¢ 5 dprvopovoaun
Oxcanunmatux Tpsa6Ba BHHATY 12 ce [IpHiiara npeau GIyoponupUMHIHHHTE - Harp. 5-¢guyopoypauun,
Cnen npunoxeHuero Ha OKCaJIMNNATHH, cucreMara Tpabsa fa ce NPOMHEe U CJied TOBa 1a ce IIPWITOXH
S-(pnyopoypatii.

3a IOMTbIIHMTENIHE HH(OPMALIHS OTHOCHO JIEKApCTBaTa, H3TON3BAHH B KOMOHHALMS C OKCANHILIaTHH,
BHJKTE KPATKHTE XapaKTePHCTHKUTE Ha CHOTBETHHA NPOOYKT.

. HA CE H3ITOJI3BAT CAMO HPETIOPBYAHNTE paspeanTend (BHXKTE Mo-noay).

¢ Tpsabsa na ce n3non3ear camo OucTpH pasTBOpH 6e3 yacTHM.




4.1 IlpuroTeane Ha HHY3HOHHUA pasTBop

PA3TBOP Ha TUT0k032 32 MOCTHIaHE HA KOHLIEHTPALIHS Ha OKCANMILIATHH He NOo-HUCKA oT 0,2 mg/ml u
0,7 mg/ml. {nanazousT or KOHLICHTPAlHH, 32 KOMTO € JoKa3zaHa (M3HYEecKaTa M XMMUYECcKa
CTa0MITHOCT Ha OKCAJTUILNATHH, e Mexay 0,2 mg/ml u 2,0 mg/ml.

Ha ce npunara upe3 MHTpaBeHO3Ha HHQPY3HA.

Crien pastapsne B 5 % pasTsop Ha FNOKO3a, XHMHAYECKaTa H XUMHYecKaTa CTaOHIIHOCT Ha MTOTy4eHHs
pasTBop ¢ buna nokasa 3a 48 uaca npu +2°C 10 +8°C u 3a 24 yaca pH +25°C,

OT MHKpOOGHONOrMYHA rnemHa Touka, NPHIOTBEHUAT WHQY3HOHEH pa3TBOpP TPs6Ba Aa ce W3MOJ3Ba
He3abaBHO. AKko He GbJe U3N0JI3BaH BEIHAra, BpEMETO 1 YC/IOBUATA HA CbXPAHEHHE eIy MpMJIOKEHHe
Ca OTTOBOPHOCT Ha NMpWIarauys JA€KapcTBOTO U OBGMKHOBEHO He Tpa0Ba Na HanBMmarar 24 yaca npy
Temneparypa oT 2°C a0 8°C, ocBeH ako PaspexaaHETO He e M3BBPLICHO B KOHTPOITMPAHH U BANTMIUPAHH
aCeNTHYHH YC/TOBHS.

Ha ce mpoBepu BU3yanHo npenu ynorpeba. [la ce u3non3ear camo Ouctpu pasreopu, 6e3 BHIUMY
YaCTHLIH.

JlexapcTBOTO € caMo 3a emHOKpaTHa ynorpe6a. Heusnonspauure xonuyecrsa HH(}Y3HOHEH pa3TBOp
TpAOBA Na ce U3XBLPISAT (BHKTE no-nojty pasnen ,,M3xeepnsue”).

HHUKOT'A nHe u3nomssaiite 3a paspexnane Pa3TBOp Ha HATPHEB XNOPHA WM Pa3sTBOPH, KOUTO
ChIbPHKAT XJIOPHIH.

CBBMECTHMOCTT2 Ha OKCATMILIATUH HHQY3HOHEH pa3TBOp € 6una TecTBaHa ¢ PVC-CHCTEMH 33
IPUIOKEHHE,

4.2 Hugy3un na pasteopa
[Tpunoxennero Ha oxcanunaaTHy He H3UCKBA MPEABAPUTENHA XMApATALMSA,

Okcannnnatsy ce paspexaa ¢ 250 no 500 ml 5% Pa3TBOP Ha ITIOKO32 33 NIOCTHIaHEe Ha KOHLEHTpaLus
HE no-HUCKa ot 0,2 mg/ml u ce BBBEXIA Ypes HH(Y3HA B epHepHa BeHa MK LICHTpAlleH BEHO3€eH
ITBT B MPOABIDKEHHE Ha 2 1o 6 yaca. KoraTo okcanumnatus ce punara ¢ 5-¢gayopoypaumn, Hedy3nara
Ha OKCANWNNATHH TPAOBa 1a NpeaXOKAa TasH Ha >-bryopoypauman.

4.3 H3xBLpasne

OCTaTbYHHUTE KOJIMYECTBA OT JIEKAPCTBEHUS NPOLYKT, KaKTO M BCHYKM MAaTepHaJIH, M3TION3BAHMU 3a
Pa3pexnaHe W npunoxenHe Tpabea Ia ObOAT YHHIUOXKEHH B ChOTBETCTBHE CbC CTaHIAPTHHTE
OONMHUYHM TpOLEAYPH 3a LMUTOTOKCHYHHM AreHTH U CBIIECTBYBALLUTE MECTHH pasmopenbH 3a
H3XBBPJIAHE Ha ONACHH OTNATBLH.




