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7. Tlepexnaa yKpaiHCbKOKO MOBOKO, aBTEHTHUHICTh SIKOI'O
MATBEP/DKeHA 3assBHUKOM ad0 HOro yroBHOBAXKEHOIO
0c00010, IHCTPYKIIT PO 3aCTOCYBaHHS JIIKAPCHKOr0 3ac00y
a0o indopmarlii npo 3acToCyBaHHs JIKApCbKOIro 3aco0y,
3aTBEP/KEHOT BI/IMOBIIHO /10 HOPMATUBHUX BUMOT KPaiHU
3asisHrika/BupoOHuka abo KpaiHu, peryJIsiTOpHUNA OpraH sKol
KEPYEThCsS BUCOKMMHU CTAHapTaMHU SKOCTI, 1110 BIANOBI1AKOTh
cranzapram, pekomengoanum BOO3, ta/abo 3rijgHo 3
pe3yabTaTaMM KJIiHIYHUX BUIIPOOYBaHb, 3aCB1IYEHUN
[T IMACOM YITOBHOBAXKEHOT 0COOH, 1110 BUCTYIIAE Bl IMEHI
3asiBHUKA.




IHOOPMALILA npo 3acTocyBaHHs 1iKapcbKOro Mo Peecrpauiiinoro nocsinyenns

3aco0y

Ne B11 P. . 38

3ATAJIbBHA XAPAKTEPUCTHUKA JIKAPCBKOTI'O IIPEINAPATY

1.  HA3BA.IIKAPCBKOI'O 3ACOBY

MnexcOymin 200 r/1 posunn ans indy3iii

2. SIKICHMH I KLIBKICHUHM CKJAN

MnexcOymin 200 1/ - ne pozuus, wo Mictuts 200 r/a (20%) 3aransHoro 6inka, 3 AKOro, MpHHaiiMHI, 95% €
aJbOYMIHOM JIIOAMHML.

Miwmok o6 emom 100 M micTiTs 20 1 ans0yMiHY JHOOUHM.
Mimox 06" emonm 50 M1 mictuts 10 r ans0ymiHy moaHHR.

Po34MH € rinepoOHKOTHUHHM.

JlonomixHi Pe4OBHHHA 3 BiIOMHM edieKTOM:
Harpiii 130-160 mMons/n

[ToBHHMiT nepesiK AOMOMIKHIX PEHOBUH IHB. Y po3aini 6.].

3. JIKAPCBKA ®OPMA
Pozunn g indysiii.

ITpozopuii, Tpoxm B'S3KMH po3umH; Maiixke Oe30apBHMIl, BiJ JKOBTOro 10 OYPLITHHOBOIO abo 3eleHOro
KOJTILOPY.

4, KJITHIYHI XAPAKTEPHCTHKH
4.1 TepaneBTHYHI MOKA3AHHS

Binnornenns i miarpumanns o6’eMy UMPKYIALIT KPOBI NPH MposiBaX HeA0CTaTHOCTI 067 €My i HeoOXiAHOCTI
3ACTOCYBAHHA KOJIOIIIB,

Budip ansO0yMiHy. a He IITYUHHX KOJOIAIB, 3aNeKnTh BiJl iHINBIAYAIEHOT KITHIUHOT CHTYAUIT /U1 KOXKHOTO
niatieHTa Ha ocHOBI oiniiiHuX pexoMeHaaLliii.

4.2 JlosyBanus Ta cnocid 3actocyBaHus

KoHuenrpauito ansOyMiHy, 103yBaHHS Ta IWIBHAKICTh iH(y3il HeoOXinHO nigGupartd 3anexHO Bin
IHAMBIAYATbHMX MOTPed natieHTa.

Hozveanns

HeobxinHa 032 3a1eXnTh BiJl Baru NamienTa, CTYNEHIO TSKKOCTI TpaBMHM abo XBOpOGM Ta BiA TpMBamocTi
BTPaT pifuHK Ta nporeiny. 11lo0 BU3HauMTH HeoOXimHy n03y. TpeGa BCTAHOBHTHM BiANOBiZHICTH 00’ eMy
LIMPKY/TI0040] KPOBi 1 piBeHb HEIIa3MOBOro anbOyMiHy.

Ilpu BBezseHH] anbOyMiHy JIOJIMHA HEOOXIIHO PeryaspHO MepeBipATH reMOJAWHAMIUHI XapaKTEePUCTHKH, 1110
BKJTFOYAIOTh:

- apTepialbHHUIT TUCK KPOBI i 4acToOTy myJbCy
- UEHTpaJibHUIl BEHO3HHI THCK

- THCK 3aKJIMHIOBaHHA JIereHeBoi apTepii

- Jiypes

- KOHIIEHTpALi0 eNeKTPOIITIB
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- TeMaTOKpHUT/TeMoriodin
- KJIiHIYHi POSBU Kap/iooriyHol/ pecnipaTopHOi HeAOCTATHOCTI (HANPHKIIAL AUCITHOE)
- KAiHIYA] NPOABM NMiABMILEHHS BHYTPIIIHBOYEPEITHOTO THCKY (HaNpHKIAL FOI0BHAHN Gillb).

Chnoci6 sacmocyearnis

®nexcOymin 200 r/1 MoxHA BBOAMTH BHYTPILIHBOBEHHO De3nocepennbo abo micis po3seieHHs i30TOHIYHNHM
posunHOM (Hanpukaz, 5 % po3unHoM rimokosn abo 0.9 % posunHOM HATPIKO XJIOPHAY ).

HIpnakicts iH(Y3iT HeoOXiNHO MiAGUPATH 3riAHO 3 IHIHBIIVATEHAMH OOCTABMHAMU 1 TIOKA3aHHAMH,
Ipn nnasmadepesi wBuakicTs iHy3ii HeoOXiIHO MIOMPATH BIANOBIAHO IO MIBHIKOCTI BUBEIEHHS.

4.3 Iporunokasanus
[MinepuyTauBicTs 710 anb0yMiHy a00 Oyab-AKO1 3 JIOMNOMIKHMX PeuOBHH Npenapary, HaBeJeHUX y po3aini 6.1,

4.4 Cneunianbni 3acTepeskeHHs Ta 0COOIHBI 3acTepeRHi 32X0IN NPH 3aCTOCYBaHHI

ITinospa Ha anepriuni aGo anadinakTnuni peaxiii BuMarae HeraifHoro NpHIHHEHHS BBEICHHA npenaparty. Y
pasi PO3BUTKY LIOKY CJ1iJ1 NPOBOMTH CTAHAAPTHE JIIKYBaHHS LIOKY.

AnpOyMiH €11 BUKOPUCTOBYBATH 3 00PekKHICTIO Y BUNAJKY TinepBosieMii Ta ii HacHiaAKiE a0 reMoaumonii,
Ta y IHIIMX BHIAKaX, 110 MOKYTh CTAHOBHTH OCOOIMBHUIl PH3HK /1S NAli€HTa, HANPUKIAL:

- JlexomneHcoBaHa ceplieBa HeOCTaTHICTb:
- AptepiaibHa rineprensis;

- BapukosHe po3lMpeHHs BeH CTPABOXOIY:
- Habpax nerens;

- Temopariunuit niares:

- Tsaxka anemis;

- PenanbHa Ta noctpeHalibHa aHypis.

Konoinno-ocmotnunnii - edekt ansGyminy moauud 200 r/a a6o 250 r/n npubnusHo I0OpiBHIOE
YOTHPUKpATHOMY edeKTy miIasmMu KpoBi. TOMYy NpH BBeleHHI KOHIIEHTPOBAHOrO albOVMIHY HeoOXiaHO
JI0TpUMYBATHCh 00EpeKHOCTI npu 3abesneueHHi Hanesxnoi riapatauii nauienrta. HeoOxizHo peresbHo
KOHTPOMIOBATH CTaH rallieHTa, o0 3axHCTMTH i0ro BiJl UMPKYJATOPHOTO MepeBaHTaKeHHs Ta
rineprijparatii,

Posannn ansGyminy jnoannn 200 171 - 250 171 Ma0Th BUIHOCHO HU3BKUI BMICT €JIEKTPONIITIE NOPIBHAHO 3
posunHami  anbOyminy moaunn 40-50 r/n. Ilpu BBeeHHi ansOyMiHY CIid peryispHo nepeBipaTH
eJIeKTPOJiTHHI cTal nauieHTa (IuB. po3zain 4.2 Jlo3ysaHHd) 1 BKMBATH HeOOXIIHHUX 3aXO0iB A5 BITHOBJIEHHS
Ta NIATPHMAHHA eleKTposiTHoro danancy. ®nexcOymin mictuth 130-160 Mmons/n Harpito. Lle HeobxinHo
BPAaxoBYBATH IPH JIIKyBaHHI NALLIEHTIB, AKi JOTPHMYIOTbCA Ai€TH 3 KOHTPOJILOBAHUM BMICTOM HATpilO.

Po3uunm ajbOyMiHy He MOJKHA PO3BOIMTH BOJAOIO JUIA iH'€KLiM, OCKIZIbKH 1le MOXe CIPHYHHHTH remMosi3 y
natieHTa.

IIpu HeoOXiAHOCTI 3aMiHK MOPIBHAHO BEMKHUX 00 €MIB KPOBI CIIiJI KOHTPOIOBATH KOArYJIALIK | TeMaTOKPHT.
Cuin porpumysatucs obepexkHocTi npu 3abesnedeHHi BiANOBIAHOI 3aMiHM IHIIMX KOMIIOHEHTIiB KpOBi
(axTopiB Koarynsuii, eleKTpoiTiB, TPOMOOLHTIB Ta EPUTPOLMTIE).

AKINO J103yBaHHA H WIBMAKICTH iHQY3il He BiANOBiNaE cTaHy KpoOBOODIry Maui€HTa, MOXKe DPO3BMHYTHCA
rinepsonemis. Tlpu mepmmx KIiHIMHMX NPOABaX CepLEBO-CYAMHHOTO MepeBaHTaKeHHs (TONOBHMH Gillb,
3a[HILKa, 3aKyNOpKa APeMHUX BeH) abo MpH MiZIBUIEHOMY KPOB’SHOMY THCKY, TiIBHILEHOMY LIEHTp
BEHO3HOMY THCKY i HaOpsAKY JIereHiB, CJIi HeraifHo NPUITHHUTH BBECHHS.

CranzapThi 3ax0[M 10710 TIONepeLKeHHs Mepeiaydi iHdeKuill npu 3acTocyBaHHi MiKapchk
JIOJICBKOT KPOBi 60 MNJ1a3MK BKITIOYAIOTH BiZ0ip JOHOPIB, MepeBipKy OKpeMHX MOpLiH JOHOPCHED
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MymiB muasMm 3a crnenniuHuMM  Mapkepamn iHQeKuiil Ta 3acTocyBaHHS epeKTHEHMX 3aXoiiB Ui
iHakTHBallil/BUIaNeHHs BipyciB mia vac BUpoGHMUTBA. Hes3Bakalounm Ha 1e, NMpH BBeJEHHI JHKapChKHX
Mpenapari, BHFOTOBIGHMX 3 KPOBI ab0 nuasMm MOIANHN, HE MOMHA IUIKOM BHKIKOYHTH MOKIMBICTE
nepezayi iHpexuiiinnx aredTie. Lle Takox cTOCYETbCA HEBIIOMIX a00 HOBUX BIpYCiB Ta IHIINX MATOreHiB.

Hemae nanmx. mo niarsepakyiots (akt nepenadi BipyciB 3 anbOyMiHOM, BUPOOJIEHHM HATEKHHM HMHOM
BiANOBiAHO 10 cnenndikauiii €pponeiickkoi Papmakoned.

HacriiiHo pexomeHIyeTbCA 3anmMcyBaTH Ha3BY | HOMep cepii mpenapary Liopasy DpH BBeIEHHI Nauienty
npenapaty ®nekcoymin 200 /1 3 MeTOIO BCTAHOBIEHHS 3B’ SI3KY MiK MALi€HTOM i cepieio npenapary.

4.5  Bsaemonis 3 iHmuMH JiKapcsKHME 3acodaMu Ta iHwi gpopmn B3aemonii
He nporoannucs nocnimpxenns pzaeMonii npenapary ®nexcoymin 200 r/n 3 iHIIAMN TiKapcsKUMHM 3ac06aMH,

4.6 @epTHIBLHICTL, BAriTHICTH i JakTalis

besneka 3acrocyBaHus npenaparty ®uexkcOymin 200 /1 y BariTHHX KIHOK Y KOHTPOILOBAHHX KIIHIYHMX
JI0C/IIUKEHHAX He BCTaHOBJNeHA. Ane KIiHIYHMI JIOCBIZ 3acTOCYBaHHsS ajbOYMiHY HE BHABMB IIKIZAJIHBOIO
BIIMBY Ha nepelir BariTHOCTI. M Ta HOBOHAPOIKEHOT O,

Edexrn anbbyMiHy Ha (epTHILHICTD HE 10CTIIKYBATHUCH.

JlocrinkeHHs BIUIMBY NpeniapaTy Ha pelnpoAyKTHBHY (YHKIiIO Y TBapHH He IPOBOIMJIMCE OO [penapary
@nexcoymin 200 r/n. ExcnepuMeHTanbHI JOCHIIJKEHHA Ha TBapMHax HENOCTaTHI ANs OUiHKM Oesnexku
pernpoayKTHRHOI (yHKIIT, po3BUTKY emOpioHy abo miojy, repediry BariTHOCTI, nepeji- Ta MiC/IAINOoN0roBOro
po3BUTKY. THM He MeH1, anb0yMiH JMHOAMHH — L€ 3BUYAifHA CKIIA/10Ba KPOBI JIKOIMHM.

4.7 Brnine Ha 31aTHICTH KepPYBATH TPAHCIIOPTHHMH 3acobdaMH Ta npaunweaTH 3 MexaHizMamu

Ilpenapar ®uexcOymin 200 r/n He BniMBA€ HAa 37aTHICTh KepyBaTH aBTOTPAHCHOPTOM Ta MpalLlOBATH 3
MeXaHi3MaMH.

4.8 Ilo6iuni peaxuii

Kputepii ouiHKKH 9acTOTH Po3BUTKY nodiuHoi peakuil npenaparty: ayxe uvacto (>1/10): wacto (>1/100 no
<1/10); nevacro (=1/1000 no <1/100): piako (=1/10000 no <1/1000): nyxe piako (<1/10000); nesizomo
(qacrora He Mose OVTH BCTAHOBJIEHA 3 HASBHUX JTaHMX).

Hyxe wacro | HYacro Heuacro Pinko Jyixe piako
[TopyeHHs 3 GOKy aHa(iTaKTHYHHHA
IMYHHOI CHCTEMH IIOK
[Topymenns 3 6oky B
LLUTYHKORBO-
KHILIKOBOTO TPAKTY
[TopyieHHs 3 GOKy rinepemis,
LWIKIpH Ta IKipHI
T I PHUX BHCHITAHHSA
TKaHHH
YeknanHeHHs ITMXOMaHKa
3arajbHOIo
XapakTepy i peaxiii
B Miclli BBEZIGHHS
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Y BHNAJIKY PO3BUTKY TAKKHX peakiiil iHy3iro ¢l NPUNHHATHA Ta PO3NoYaTH BIANOBIIHE NiKYBaHHI.

[Tin wac micngpeecTpauifHoro Harasay GyiM OTpUMAaHi MOBIAOMIEHHA Mpo HAcTynHi noGiuHi seuuma. 11
ABuIIA OyaM 3riaHo Kiacugikauii MedDRA posnozineHi 3a GyHKUIOHATLHUMHI CHCTEMAMM OpraHiaMy. micis
4Or0 — 32 NepeBakaluiM TepMIHOM Y MOPSIKY THAKKOCTI.

IMopymenns 3 60ky iMyHHOT cicTeMu: aHainakTHUHI peakuil, rinepuyTaIHBicTs/aneprivni peakuil
ITopyvineHus 3 60KV HEPBOBOI CUCTEMHU: TOMIOBHHIT O1ib, IHCTreB3is

Ilopyuienns 3 6oky cepus: iH(apkT Miokapaa, Gidpunduis nepeacepab,Taxikapuis

CyanHHi po3iaau: rinotensis

Iopywenns 3 60Ky AMXaibHOI CHCTEMH, OPraHiB TPYAHOT KJITKH Ta CepelocTiHHA: HaOpsK JereHs, 3a1ullKa
LLUTYHKOBO-KMUIKOBI po3nann: 61110BaHH:A

Ilopyienns 3 60Ky WKipy Ta NAWKIPHUX TKAHWH: KPOIUB'IHKA, CBepOixk

YeknanHeHHs 3arajJbHOro XapakTepy i peakiil B Miclli BBeIeHHs: 03HOO

Jani moao noGiunnx peakuii npu NpoBeaeHHI KITHIYHNX 1ocaimxenb MnekcOyMiHy (JHOHHM) BIACYTHI.
Jlns Geznekn 111010 TpaHCMICHBHHX areHTiB AHB. po3ain 4.4.

3BiTVBaHHS 1PO NiA03pI0BaHi NoGiuHI peakuii

Baxiupo nopizomnaTH npo mizosproBadi noGiuHi peakuii micis peectpauii sgikapebkoro 3acody. lLle
JI03BOJIAE NOCTIHHO KOHTPOMIOBATH OalaHC KOPMCTI/PU3HKY JliKapchKkoro 3acody. [MpauiBHHKIB 0XOpOHH
3/10pOB'S NPOCATH MOBIAOMIATH Mpo Oyab-AKi Mizo3pioBaHi nobiuHi peakiil yepesd HAUIOHATLHY CHCTEMY
3BiTHOCTI, BKasaHy B [lonatky V.

4.9 IlepexosyBanns

SIKIO 1103yBaHHA Ta IUBMIKICTL BBEJEHHA HAITO BUCOKI, MOXEe BMHMKHYTH rinmepBoneMis. [lpn mepumx
KJIIHIYHHX NPOABaX CepleBO-CYAMHHOIO NepeBaHTaKeHHs (roJoBHMIT Oifb, 3aAMINKA, 3aKyNopka SPEMHHMX
BeH) abo npy NiXBUIIEHOMY KPOB'SHOMY THCKY, MiIBHIIEHOMY LEHTPATLHOMY BEHO3HOMY THCKY Ta HabpsKy
JereHb, C1ijl HeraifHoO NPUIMHNATH BBEIEHHS | peTellbHO KOHTPOMIOBATH TeMOJHHAMIUHI TOKAa3HHKH NallicHTAa.

5. GOAPMAKOJOTTYHI BJACTUBOCTI

5.1 dapmarkoannamiuHi BJIACTHBOCTI

(DapmakoTepaneBTHYHA I'pyna: KpOBO3aMiHHMKK Ta G11KoB1 (pakuil 1i1asMu Kposi.
Kon ATX : BOSAAOI.

AnbOyMiH JIIOZANHHU KiJIBKICHO CTAHOBMTh OifiblIe MOJOBHHM 3arajibHOro MpoTeiHy B naasmi i 61mssko 10 %
3arajbHOI KiJIbKOCTI MPOTEIHY, CHHTE30BaHOT0 MEeYiHKO.

®izuko-Ximiuni gani: AmeOymin moauan 200 r/n abo 250 r/1 Mae rinepoOHKOTHYHHMIA edekT.

Haiisaxnusiwa isionoriyni ¢yukuii ansbymiHy — ue yyacTh B OHKOTHMHOMY THCKY KpoBi Ta ii
TPAHCIIOPTHHX (pyHKUIAX. AnbOymin cTabinisye LMpKy/mo4nii 06’eM KPOBi i € NEPEeHOCHUKOM TFOPMOHIB,
eH3HMIB, JIIKapChKUX 3acO0iB Ta TOKCHHIB.

5.2 ®dapmakoKiHeTHYHi BAACTHBOCTI

3a HOpMalTbHUX YMOB 3arajibHuii 00’eM 00MiHy anbOyMiHy CTaHOBHTH 4-5 r/Kr MacH Tina, 3 sakux 40-45 % — B
IHTpaBacKyJsipHoMy 1 55-60 % — B eKcTpaBacKymspHOMY mnpocTopi. [TiBHIEeHAa NPOHMKHICTH Kamiiapis
3MIHIOE KiHETHKY anbOyMiHy i MOjke BHHHKHYTH HOro aHOMAnbHMI PO3MOALN NPH TAKHX CTaHaX, AK TAKKI

omniky abo CernTUYHUIA IOK. /

3a HOpMaJIbHMX YMOB Cepe/lHiif yac HaniBBUBEJEHHS albOyMiHY CTaHOBHMTH GIH3bKO 19 mHiE
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CHHTE30M | po3nazoM 3a3BHYail J0CATAEThCA 3a AONOMOrOK) PEryisiil 31 3BOpPOTHUM 3B s3k0oM. Enivinaris
BiI0YBACTLCSA NEPEBAKHO BHYTPIHBOKIIITHHHO 33 YYaCTIO NPOTeasu Ji30CoM.

V 310poBux oci6 Menue 10 % BeeneHOro anbOyMiHY 3aiulae BHYTPILIHBOCYIMHHHII NPOCTIP NMPOTATOM
MEepLIMX JBOX TOAHH Micisd BBelXeHHs. CrocTepiraeThCs 3Ha4Ha iHAMBINyaTbHA Bapiallis v BIUTHBI Ha 00 €M
naasmu. Y JeakuX NauieHTiB o0’eM MiasMi Moxke 3a1MIIaTHCS MiIABHILEHHM MPOTATOM AEKiIbKOX FOJHH.
OnHak, y namieHTiB y KPUTHYHOMY CTaHi anbOyMiH MOXe BHBOJMTHCA 3 CYJMHHOIO NMPOCTOPY B 3HAYHiil
KIZILKOCTI 3 HENPOTHO30BAHOK LIBHIKICTIO.

5.3  doxkainiuni naui 3 Gesnexkn
AJIbOYMIH JIIOJIMHN € HOPMAZILHOK CKIIAIOBOKO TJIa3MHU KPOBI JIHOIMHH | A€ sk disionoriunmii ansOymi.

Y TBApMH TECTYBAHHS TOKCHUYHOCTI 0HOPA30BOI 10031 He Ma€ BeJIMKOro 3HAUYCHHH i He J103BOJIsAE OLiHIOBATH
TOKCMYHI Ta JeTalbHi /1031 a0 B3aEMO3B'I30K MiK /103010 Ta edektoMm. JlocimkeHHS TOKCHYHOCTI
NOBTOPHHX 103 € HE3AIHCHEHHUM Yepe3 PO3BUTOK aHTUTLI 110 FeTEPOJIOriYHOr0 NPoTeiHy B MOJIEIISAX TBAPUH.

Ha croronni He mnopizomisiocs, 10 MOJACBKHH anbOYMiH TOB'sM3aHuil 3 eMOpioHanbHO-(heTambHOK
TOKCH‘IHiCTK}, OHKOTEHHHUM YH MYTAareHHHM MOTEHL11aloM.

JKoiHuX 03HaK rocTpoi TOKCHMHOCTI He OMHCAHO B MOZIENSIX TBAPHH.
6. DAPMAILEBTHUYHI BJJACTHBOCTI
6.1 Ilepesixk 10nOMiKHHX PeYOBHH

Sodium chloride Sodium caprylate Sodium acetyltryptophanate Water for injections

Harpiro xnopuzn 4.3r/n
Harpito kanpunar 2,7r/n
Hatpito auetnntpunrodanar 431/n

BOJIA 714 iHeKuifi
3arajibHa KiJbKiCTb 10HIB HaTpitO 130-160 mmons/n

6.2 HecymicHicTs

Lleii nikapcbkuii 3acid He MOXKHA 3MIlYBaTH 3 iHIIMMH JIKAPCHKIMH 3aCO0aMMU (38 BUHATKOM 3a3HaueHnX y
po3ii 6.6), UiLTLHOK KPOB'1O Ta €PUTPOLIHTAPHOID MACOI0.

Kpim Toro, moackkuii ans0yMiH He CIif 3MilUyBaTH 3 riaponizaramu Gika (HANPUKIAL. [APEHTePaTbHIM
XapuyBdHHAM) UM DPO3YHHAMH, L0 MICTATH CIMPT, OCKUILKH Taki KOMOIHAaUil MOXKYTb CHPHYHHSATH
npeuuniTanio 6imxa.

6.3 Tepmin npuaarnocti

2 poku

6.4  OcobauBi 3acTepekeHHs OO 30epiraHus

30epirati npy Temnepatypi He Buie 25°C.
He 3amoposkysarty.
30epiraTi B OpHriHaIbHiil YNakoBLi, OO 3aXHCTHTH Bill CBiTIA.

6.5 Tun i BMicT yNakoBKH

Posmipu ynakosku: 24 x 50 i1 (2 kopoOku 1o 12 a6o 24 onHuis)
12 x 100 mn1 (2 xopobku 1o 6 a6o 12 oauumnis)
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1 x50 M (oauMHMLE)
1 x 100 M1 (0aMHM1IB)

He Bci po3Mipn ynakoBKH MOXKYTh [POIaBaTHCA.

6.6  OcoBMBi BKa3iBKH N0 32CTOCYBAHHIO | 3an100i:KHi 3aX0/1H

Po3unH MokHA BROAWTH BHYTPILIHBOBEHHO Ge3nocepe1Hbo abo micis po3BeaeHH s 130 TOHIYHUM PO3HHHOM
(nanpuknaz, 5 % po3zunHoM riakosu ado 0.9 % po3urHOM HATPIKO XI0pUIY).

Po3unnn anbOyMiHy He MOKHA PO3BOHTH BOIOO /1A iH €KL, OCKIILKH L& MOKe CTIPHYMHHTH TeMOI3 y
nauiexTa.

Ilpu BBeneHHI BeaukuX 00’ €MIB Cilil HATPITH Ipenapar 10 KIMHATHOI TeMIiepaTypH abo 0 TemnepaTypi Tina
nepes 3acTOCYBaHHAM.

He BUKOpHCTOBYBATH, AKILO pO3uHH MyTHHI abo MicTuTsh ocan. Lle Moxke BkasyBaTH Ha HecTadinbHICTD
rnporeiniB abo 3a6py/iHeHHs PO3UNHY.

He BUKOPHCTOBYBATH MPH MOMIKOIKEHH] YIIAKOBKH. 3HUILLHTH 1TPH BUABICHH] BUTIKAHHSI.

ITicna BiIKpHUTTA MIIIKY npenapart cllil BUKOPUCTATH Heraifno. Bei HeBnKopHeTaHi 3aMUWKy po3UHY C1il
3HULIMTH 3rIHO 3 MiCLIEBIMH BHMOIaMH.

7. BJACHHUK PEECTPALIMHOIO CBIIOIITBA

bakcanta [nHoBeifnns ['MOX
Inayerpitpacee 67

A-1221 Binens

Asctpis

8. HOMEP(M) PEECTPALIIITHOI O CBIJIOIITBA
PA2004/002/001
9.  JIATA IEPLIOI PEECTPAL[I?! MEPEPEECTPAIIIl PEECTPALIITHOIO CBIIOLITBA

Jara nepol peecrpauir: 24 CEPITHS>1 2007 poky
Jlata ocTanHbOI nepepeecTpauii: 13 sxoBTHa 2011 poky

10.  JTATA IIEPETJIAAY TEKCTY

JIncronan 2015




144

Jucrok-graaauu: indopmauisi 178 KOpHCTYBaYiB
Daexcoymin 200 r/a pozunn aas indysii
AnbOVMIH THOANHN

VBaxHo o3HaloMTECH 3 JAAHHUMH, HABEJICHHMH B m!cm‘y-mc.ma,!mmi, A0 NOYMATRKY 3aCTOCYBAHHA
JiKapcLKOro npenapary, Tak siK B HUX MICTHTLCA BakInBa 148 Bac indopmauis.
- 30epexiTh el MMCTOK-BKAaAMI. Moxkm1Bo, Bam 3Ha100MTHCA NEPEYHTATH HOTO 3HOBY.
- Tlpu BHHHUKHEHH] MOAANBIIMX NHTaHb CIIi 3BepHYTHCS 10 Bamoro nikaps. ¢apmauerta abo
MeJICeCcTpH.
- lle nikapcekuii 3aci6 npusHaveno Tinsku Bam. He nepenagsaiite fioro inmmm. Lle moxe im
HALIKOIMTH, HABITh AKLLO O3HAKH 3aXBOPIOBAHHA Y HUX 301raloThes 3 03HAKaMH, AKi CIIOCTEPIiralThes
y Bac.
-V Bumazky po3BHTKY 1nobiuHuX e(ekTiB 3BepHiThes 10 Bamoro nikaps, ¢apmatesra abo MeacecTpH.
3BepTaTHcs Cill i B pasi noGiuHMX e)eKTiB, He BKa3aHUX B LLOMY JIMCTKY-BKnaauuii. JIue. posnin 4.

Indopmanin, HaBeldeHa B IMCTKY-BKJIATHIN:

Lo Take Mnexcdymin 200 /11 1715 HOTO BiH 3aCTOCOBYETHCS

Lo Bam HeobXinHO 3HATH 10 moyatKy 3actocypanus @nexcoyminy 200 r/a
Sk cnin 3actocoByBat ®nexcOymin 200 r/n

Mozxnusi nodiuni edextn

Slk cnin 36epiraty Gaexcoymin 200 r/n

Buict ynakorky i iHIma indopmartis

O L

1. o Take daexcOymin 200 r/a i a5 40ro BiH 3aCTOCOBYEThCS

®nexcOymin 200 r/n - ue po3umH Oinka MiasMu i BiH HaleXkuTh 10 (apMakoTepaneBTHYHOI TPYIH
KpOBO3aMiHHMKIB Ta OinkoBux dpakuiii nmasmu kposi. Ilnasma - ne pinmHa, B AKIH KJIITHHH KpoBi
3HAXOIATHCA Y BUIUIA CycneHsii.

Lleii nikapcbkuii 3acid BUKOPUCTOBYETHCA U1 BiJHOB/IGHHA Ta MiATPUMAHHA 00'€MY LMPKY/IOKYOI KpPOBi,
TPy MpoOsBaX HEJOCTATHOCTI 06’ €MY KpPOBI.

2 IIlo Bam neodxiano 3uaTi 10 noyarky 3actocyBanus Maexcoyminy 200 r/n

He cain 3actocoBysatn Maexcoymin 200 1/a

- Sxmo y Bac anepris Ha ansOyMiH moauan ado Oyab-aKkuii 3 iHIMX IHrPeaieHTIB UBLOTO JMiKapchKOro
3acoby (nepepaxosaii B po3aini 6).

OcobauBocTi 3acTOCYBaHHS Ta 3an06ixHi 3aX01H

[lepen sactocysannam ®uexcOyminy 200 r/a i mpokoHCy/IbTyBaTHCs 3 Bammm nikapem, gapmaneBToM
abo MezcecTpolo.
- SIkmo y Bac BUHHKA€E rONOBHUIA O11b, TPYAHOLLI 3 AMXaHHAM a00 No4uyTTA ¢1adKOCTI Mill Yac JTIiKYBaHHSI.
Oynb jacka, nopizomre Jlikaps adbo mezncectpy. Lle Moske OyTH anepriusa peakiis.
- JSxwo y Bac crioctepiraerses:
- JIeKOMIIEHCOBaHa CeplieBa HeJOCTaTHICTh
- BUCOKHI KPOB'STHHI THCK
B BAPUKO3HE PO3LIMPEHHS BeH CTPABOXOY (PO3/YyTi BEHN B CTPABOXO)
B HaOpsK nereHsb (piaMHa B JIEreHX);
- CXHMIILHICTD /10 CTIOHTAHHUX KPOBOTEY
- TAKKA aHEeMisl (HeJlOCTATHICTL ePUTPOLUTIE)
- 3MEHILIEHE CeYOYTBOPEHHS
nosizomre Bamoro nikaps, o6 BiH/BOHa 3MiTr BXXUTH BiANOBIZHHX 3aM00IKHUX 3aX0/IiB

Kosnm nikapebki 3aco6m BHIOTOBIICHI 3 MH0ACHKOI KPOBi a00 M1asMH BKHUBAIOTH MEBHHX B
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Ha 3anodiranHs nepenavi nauienTam indekuii. Bonn rmouaoTs petenkHuii indip 10HOpiB KpoBi Ta
M7a3Mu, o0 NepeKoHaTHes, 110 Z0HOPH 3 PU3UKOM epesiadil indeKuil BUKII0UYeHi, Ta TECTYBaHHs KOKHOT
nopuii i MyJ1iB nja3mMu Ha HasBHICTb 03HAaK BipycHy/indekuiii. BupoOuuKkH uMxX npenapartis Takox
BKIIIOHAIOTh eTanu B 00podui Kposi abo niasMu. siKi MOKYTh IHAKTUBYBAaTH a00 3HUILUTH BipyCH.
Hespakaroun Ha Ui 3aX011. [IpH BBeI€HH] JIIKapCLKUX MpenapatiB, BUTOTOBIEHHX 3 KPOBi 400 MiasMu
THOIMHM, HE MOKHA LIJTKOM BUKITIOUHTH MOXKIIHBICTB Nepenadi 30y aunkiB indekuil. Lle Takox crocyeTses
Oy1b-AKHX HEBiZIOMUX 200 HOBHX Ha CHOTO/IHI BIPYCIB Ta iHIINMX THIIB iH(eKLii.

Hemae naHmx. 1o niaTeepaxyioTh (akT nepenavi BipyciB 3 anbOyMiHOM, BUPOGIEHHM HANEKHHM YHHOM
BiANoBinHo 10 crieundikauiii Ceponeiickkol Mapmakorier.

HactiiiHo peKOMEHIyETbCS 3almUCyBaTH Has3BY i HOMep cepil npenapary 1MOpa3y IpH BBEIEHHI NallieHTy
npenapary @nekcoymin 200 /1 3 METOIO BCTAHOBJIEHHS 3B 513Ky MiXk NallieHTOM i cepiero npenapary.

Irmi gikapebki 3acoon | @aexcoymin 200 r/a
[TosizomTe cBOro nikaps abo apmauesTa B pasi. skio By npuitMaere, He1aBHO npuitMaim abo NOBHHHI
npuiiMati OyIb-sKi iHI JiKapchki 3aco0H.

BaritnicTe Ta roayBaHus rpyiaio

Skwo Bu sariThi abo rojayere rpy/tio, miao3pioeTe BariTHicTh ado MiaHyeTe BariTHICTh., 3BEPHITLCA 3a
KOHCYJTbTALI€0 710 CBOro Jikaps ado (hapMalieBTa 10 MO4aTKy 3aCTOCYBaHHA AAHOIO JIKapChKoro 3acofy.
Baw nikap Bu3Ha4nTh, 4 Moxkete Bu 3actocoBysatu npenapat ®iexcoymin 200 /11 mia yac BariTHocTi Ta
FOAYBaHHS PYIAIIO.

KepyBanHsi TPAaHCTIOPTHHMH 32c00aMH Ta YNPaBJIiHHSA MeXaHi3MaMu
Hisikix BIUIMBIB HA KEPYBaHHs TPAHCIOPTHUMH 3aco0amu i YNpasIiHHA MeXaHi3MaMHi He CIIOCTEpIiranoch.

Daexcoymin 200 r/n micTuTh HATpiii
DrekcOymin 200 r/n micturs 130-160 mmosns/n HaTpito. Lle cin BpaxoByBaTh naiieHTam, siki nepebysaroTs
Ha HH3LKOHATPIERBIiT aieT.

3. Sk caia zacrocopyBatn Maexctymin 200 r/n
DaexcOymin 200 r/n - ue nikapcbkuii 3aci6 1t BHKOpHCTaHHs B JlikapHsx. ToMmy BiH Gyzie npusHadeHHii s

Bac y JiKapHi BIINOBIIHMM MeIHYHUM IepcoHasioM. Ball sikap BU3HAuUTh 103y BiANOBiNHO 10 Bammux
KOHKPETHHX MOTPeO, YacTOTY 103yBaHH:A Ta TPMBAIICTh JiKYBAHHS 3aJIe’KHO BiJl KOHKPETHOTO CTaHy.

HAxmo Bu sacrocypain dinbue ®aexcoyminy 200 r/a, vixk norpidono
Ayxe manoiiMoBipHo, mo Bi oTpumaere nepenosysanns, ockibkd Bu orpumaere in'ekuiio B jikapi
MITOTOBJICHUM TIEPCOHATIOM.

4. Moxangi nobiuni edexrn

Sk i Bei nikapebki 3aco0u. Le 3acib Moske BHKIMKATH N0GiuHi eeKTH, X042 i He Y KOKHOro HallieHTa.

/lysxe uacTo v Gisbiie Hizk 1 Ha 10 nauienTis, Aki aikyBamucs

Yacto y MeHIue Hix 1 Ha 10, ane Ginbmie mixk 1 3 100 nauienTie, sxi nikysaaucs

Heuacro y MeHIue Hixk 1 Ha 100, ane Ginbe Hixk 1 Ha 1000 nanienTis, ki

Pinko y Mexiue Hix 1 #a 1000, ane 6inbwe Hixk 1 Ha 10 000 xBopnx

lyxe piako y mere Hixk | #a 10 000 nauieHTiB, BKIIIOYaI04H OHHHYHI BUTIAIKH
Hyxe uacto| Yacro | Heuacro Piako

[Mopymenns 3
OKY iMyHHOT
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[Mopymenns 3 HYZI0Ta

00KY IIJYHKOBO-
KHIIKOBOTO
TPAKTY
Mopywenns 3 rinepemis,
OOKY WKIipH T2 WKIpHi
NiMKIpHIX BICHMAHHA
TKAHHH

YeRaaaHeHHs JIMXOMaHka
3ArajJbLHOro
XapakTepy i
peakuil B Micui

*  Pinkicui noGiuni epekTn 3HHKAIOTH WIBUAKO, KOJIM WBUIAKICTb 1HQY3iT 3MEHIIYETHCS a00 NPUMTHHACTBCS.

* Jlkuwo BuHMKae aHadinakTHYHMI IOK (BakKKi aneprivni peakuii), iHQy3ito cil HeraiHo NPUIHHATH i
PO3M0YATH BiANOBIIHE JiKYBaHHA.

*+  Sxmo Syab-axuii 3 nobiunnx edexris crae cepitozunm ado Akio Bu nomitiwmm Syab-ski noGiuni edexry,
He BKA3aHI B LbOMY JIMCTKY-BKa1ui, Gy/1k-1acka, NOBIZOMTE Npo Le cBOro sikaps abo gapmavesTa.

Inmi noGiuni edpexri, fki cnocrepiraloThea Micia AepkaBHOI peecTpauii abOyMiHy JTI0ANHH:
rinepyyTaMBicTh/anepriuni peakuii, roJoBHMii 6ijib, NPUCKOPEHE CePUEOMTTS. HAN3BHYAITHO HM3bKMIL
aprepianbHuil THCK, 3aauLIKa a00 AMCKOMPOPT NpH AMXaHHi, 61F0BAHHA, 3MiHEHe BiUyTTs CMaKy,
KpONMB sHKa, cBepOixk, 03HOO0, cepueBHnii Hanal, HeperyispHe cepleOUTTs, HAKOMHYEHHS PIIHHH B JIeTeHsIX.

3BiTHiCTL PO NOGIYHI edheKTH

Axmo y Bac Bunuknu 0yae-aki nodivui ecpexm 3BepH1Tbcx 710 CBOTO JliKapsl, papmalesTa uu
mezcectpu. Lle Bkmovae Ovab-aki MOKIMBI 100iuHI ecpeml He NepepaxoBaHi B LIbOMY JTHCTKY-
BRIy, Bu Takox MoxkeTe nosiaoMaaTi npo Gyab-aki noGiuHi peakuil yepe3 HalllOHATBHY CHCTEMY
3BiTHOCTI, BKmoueny B Jlonarky V. [Tosizomistodn npo nodiuni edexrn Bu Mokere 1010MOrTH Hagath
Oimsie indopmanii npo Gesnexy ULOro JKAPCLKOTo 3acoby.

5. Sk cain séepiratin ®aexchymin 200 r/a

30epiraiite ueil nikapcbkuii 3acid B HEAOCTYITHOMY 118 JiTei MicLi.

He 3actocosyifre 1eit nikapehkuii 3aci6 micis 3akiHueHHA TePMiHY NPHAATHOCTI, 3a3HAYEHOTO Ha MilLIKY
I KaPTOHHIH YNAKOBLI. TepMiH NPHIATHOCTI 3aBEPLIYETHCA B OCTAHHII JeHb 3a3HaUEHOr0 MicALsL.

30epiraTi npu Temnepatypi He Bute 25°C.
He samoposyBaty.
36epiraTi MilIOK y 30BHilIHIHi KOpoOBLi, 11106 3aXHUCTHTH BiJl CBITJIA.

Iiciis BIAKPHTTS yNakoBKH Npenapar cjiizl BUKOpHCTaTH HeraitHo. He BukopuctoBysatn ®nekcbymin
200 r/n, Ko po3unH MyTHHUIT abO MICTHTE Ocal.

6.  Bwmict ynakoBkn i inma ingopmanis

o mictute ®aexcoymin 200 r/a

- Jlitoua peyoBHHa - 1e IOACEKHA anbOyMiH.
1 nitp PO3HHHY | mictutb 200 r 3arabHOro 6im<a 3 AKOro, anHaﬁMHi 95% € a.rlbﬁyMiHOM TOJIYHE

iH'eK L.

3arasnbHa KinbkicTs ioHiB HaTpito: 130-160 MMons/n
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Hx ®aexcdymin 200 r/a BUriasaac i BMicT ynakoBxku

DaexcOymin 200 r/n npencTaBneHnii Ax po3uny ans iHQy3il y mitky. Poamipn ynakosku: 12 x 100 ma (2
KOpOOKH 110 6 abo 12 onuHuuk), 24 x 50 M (2 kopobku o 12 ado 24 oxnunus), 1 x 100 M (oauHmus) i
I x 50 mn (oanHMLA).

[Ipo3opuii. TPOXH B A3KHi po3unH, Maiixke Ge30apBHHUIi. KOBTOr0. OYPIITHHOBOIO ad0 3€€HOr0 KOIbOopy.
BaacHuk peectTpauiiiHoro cBizouTea ta BUPOGHHK

Baacuuk peecrpauniiinoro cBioursa
bakcanta InHoBelimn3 'moX
Innyerpimrpacce 67

A-1221 Binens

ABcTpis

+44 1635 798 777

Bupotunk
Manufacturer
Bakcrep AI"
Innycrpitpacce 67
A-1221 Biznens
ABcTpis

Ieii micTok-BRIaANI OYB B ocTaHHE 3aTBepxennii 10/2015
Hacrtynna indopmanis npusHavena TiibKn 115 QaxiBuUiB y rajaysi 0XopoHH 310pos's:

Mo ta nin yac 3acrocyBanus npenapaty ®uaexcoymin 200 r/n
* Po3unny ajnp0ymiHy He MOKHA PO3BOJANTH BOIO U8 iH €KL, OCKIJIBKH 1€ MOXKE CTIPHYHHNTH
reMoIi3 y namieHra.
* Ilpu BBesenHi Beaukux 06’ eMiB C1iZ HArpiTH Npenapar A0 KiMHAaTHOI TemneparypH abo 10
TeMIepaTypH Tija Mepe 3aCTOCYBAHHSIM,

+ Cunin 3anucysaty HasBy i HoMep cepii npenapary ®aekcOGymin 200 r/71 wopasy npy BBeAeHHI NaIieHTY

3 MipKyBaHb Ge3riekn.

* Skuio no3yBanus i WBKMIAKICTE iHY3ii He BIANOBITaE cTaHy KPOBOOBIry nMawieHTa, MOKE PO3BHHYTHCA

rinepsosiemis. Ilpn nepumx K1iHIYHUX NPOSIBAX CEePLUEBO-CYAMHHOTO ePEBAHTAKEHHS (FOM0BHHIT
Gllib, 3a/M1lIKa, 3aKyNOPKa APEMHNX BeH) a0o 11PH MiIBULIEHOMY KPOB AHOMY THCKY. MiABHIIEHOMY
LEHTPATLHOMY BEHO3HOMY THCKY Td HAOPAKY JIereHb, Clill HeraifHo MPUIMHUTH BBE/IEHHA.

IIpurorypanus

®rexcOymin 200 r/1 MOKHA BBOAHTH BHYTPILIHEOBEHHO (e310cepeIHbo abo Micis po3BeIeHHs i30TOHI YHIM

PO34MHOM (HanpHKIAL, 5 % PO3YMHOM IToKo3H 260 0,9 % po3urHOM HATPIKO XIOPHILY).

3actocyBannsa ®aexcoyminy 200 r/n

- He BukopucTOBYBaTH, SKILO PO3YHH MYTHHMIi a00 MicTHTE ocaz. Lle Moke BkazyBaTH Ha HecTaGilbHICTh

nporeinie abo 3abpyAHEHHs PO3UYHHY.
- Indysiro NpoBOAATE WIISXOM BHYTPIIIHBOBEHHOTO BBEICHHS, BAKOPHCTOBYIOUH OHOPA30BHIi

crepuiibHuH Ta GesniporeHHuii indysiitaunii HaGip. [Tepen BBeaeHHAM iH(Y3iiiHOT CHCTEMHU B KOBMAYOK,

fioro cnia npoxesin(ikyBaTH BiANOBiAHUM aHTHCenTHKOM. [Tics Toro, sk ingysiiina cucrema
TPHKPIILIeHa 10 Milllka, BMiCT MOTPiGHO HeraifHO BBECTH.

- Usuaxicts indysii HeodxinHo mindupaTy 3rigHO 3 IHAMBIAYATEHUMY OOCTABMHAMH i TOKA3AHHAMM.
Ipu nnasmadepesi menakicTs ingysii HeodXigHO MiAGMpaTH BIANOBIAHO 10 MBHAKOCTI BUBEICHHS.

Tepmin npuaaTHOCTI
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[Ticas BIKPUTTA YNAKOBKH Npenapar cJiJl BAKOPHCTATH HeraiiHo. Bei HeBMKOPHCTaHi 3amHIIKy NikapchKkoro
3ac00y C1i1 3HUILATH 3riHO 3 MiCLIeBUMHI BUMOTaMH.

HecymicuicTs

e nikapcbkuii 3aci® He MokHa 3MilIYBATH 3 iHIIAMHM JIKApCHKMMH 3aco0amu, UIIBHOK KPOB'IO Ta
EPHUTPOLIMTAPHOI MACOIO (332 BUHATKOM i30TOHIYHOrO PO3UMHY. HANPHKNAL. 5 % po3uuHy rmokosu ado 0.9 %
posuiHy Harpito Xnopumy). Kpim Toro. moncekuii anbGymin He cnin 3mimysaTi 3 rizposiizatamu Ginka
(HanpuKIa;, napeHTepantbHUM XapuyBaHHAM) Ui PO3UMHAMM, 10 MICTSTH CIIMPT, OCKINLKK Taki KoMOiHaLii
MOJKYTh CIIPHYMHATH TIpeLHniTauiio Ginka.

BukopuctoByBaTu e, K10 niomba He NoWKozKeHa. BUKHHYTH Y pasi npoTikaHHs.
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4. TncTpyKilis Mpo 3aCTOCYBAHHS JIKapChKOTro 3aco0y ado
1H(opMallis PO 3aCTOCYBAHHS JIIKAPCHLKOIo 3aco0y,
3aTBEP/KEHA 3T1JIHO 3 HOPMATUBHUMU BUMOTAMH KpaiHU
3asBHuka/BupobHuka abo KpaiHu, PEryasTOpHUNA OpraH siKoi
KEpPYEThCSl BACOKMMH CTAH/IaPTAMM SIKOCTI, 1110 BIIMOBIAAIOTH
cTaHjaapraM, pekomeHaosanum BOO3, ta/ado 3riaHo 3
pe3ysibTaTaMM KJITHIYHUX BUNIPOOYBaHb, BUKJIAI€HA MOBOIO
BIJIITOBI/IHO JIO BUMOT I1110JI0 MOBH, BU3HAUEHUX a03a110M
JAPYTUM YaCTUHM TPeThoi cTarTi 26 3akony Ykpainu «IIpo
3acajM JEP)KaBHOT MOBHOT MOJITHKMY.
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Summary of Product ¢ haracteristics
1 NAME OF THE MEDICINAL PRODUCT
Flexbumin 200 g 1 solution for infusion
2 QUALITATIVE AND QUANTITATIVE COMPOSITION
Flexbumin 200 ¢ | 1s a solution containing 200 g 1 (20%) of total protein of w hich at least 95% is human albumin.

A bag of 100 ml contains 20 g of human albuniin.
A bag of 50 m! contams 10 ¢ of human albumin

The solution is hyperoncotic.

Exciments with known effect:
Sodium 130-160 mmol |

For the full ist of excipients. see section 6 1.
3 PHARMACEUTICAL FORM

Solution for infusion.

A clear. slightly viscous liquid; it is almost colourless, yellow, amber or green.
4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

Restoration and maintenance of circulating blood veolume where volume deficiency has been demonstrated, and use of
a colloid 1s appropriate.,

I he choice of albumin rather than artificial colloid will depend on the clinical situation of the individual patient, based
on olhivial recommendations.

4.2 Posology and method of administration

The concentration ol the albumin preparation, dosage and the infusion rate should be adjusted to the patient’s
individual requiremets.

Pusology

I he dose required depends on the size ol the patient. the severity of trauma or illness and on continuing fluid and
protein losses. Measures of adequacy of circulating volume and not plasma albumin levels should be used to determine
the dose required.

IT human albumin 1s to be administered, haemodynamic performance should be monitored regularly; this may include:

- arterial blood pressure and pulse rate

- central venous pressure

- pulmonary artery wedge pressure (PCW-pressure)
- urine output

- electrolyte

- haematocrit haemoglobin

Date Printed (811 2013 CRN 2158347
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- clinical signs of cardiac respiratory failure (e.g.dyspnoea)
- clinical signs of increasing intra-cranial pressure (e.g. headache)

Method of Administration

Flexbumin 200 g | can be directly administered by the intravenous route, or 1t can also be diluted in an 1solenic solution
(e.g. 5 "o glucose or 0.9 "o sodium chloride).

The infusion rate should be adjusted according to the individual circumstances and the indication.
In plasma exchange the infusion rate should be adjusted to the rate of removal.

4.3 Contraindications

Hypersensitivity to albumin preparations or to any of the excipients listed in section 6.1.

4.4 Special warnings and precautions for use

Suspicion of allergic or anaphylactic type reactions requires immediate discontinuation of the injection. In case of
shock, standard medical treatment for shock should be implemented.

Albumin should be used with caution in conditions where hypervalaemia and its consequences or haemodilution could
represent a special risk for the patient. Fxamples of such conditions are:

- Decompensated cardiac insufficiency
- Hypertension

- Oesophageal varices

- Pulmonary oedema

- Haemorrhagic diathesis

- Severe anaemia

- Renal and post-renal anuria

The colloid-osmotic effect of human albumin 200 g1 or 250 g | is approximately four times that of blood plasma.
Therefore, when concentrated albumin is administered. care must be taken to assure adequate hydration of the patient.
Patients should be monitored carefully to guard against circulatory overload and hyperhydration.

200 g1 250 g Human albumin solutions are relatively low in electrolytes compared to the 40 50 g | human
albumin solutions. When albumin is given, the electrolyte status of the patient should be monitored (see section 4.2

Posology) and appropriate steps taken to restore or maintain the electrolyte balance.
Flexbumin contains 130-160 mmol/l sodium. To be taken into consideration by patients on a controlled sodium diet.

Albumin solutions must not be diluted with water for injections as this may cause haemolysis in recipients.

If comparatively large volumes are to be replaced, controls of coagulation and haematocrit are necessary. Care must be
taken to ensure adequate substitution of other blood constituents (coagulation factors, electrolytes, platelets and
erythrocytes).

Hypervolaemia may occur if the dosage and rate of infusion are not adjusted to the patient’s circulatory situation. At
the first clinical signs of cardiovascular overload (headache, dyspnoea, jugular vein congestion), or increased blood
pressure, raised venous pressure and pulmonary oedema, the infusion is to be stopped immediately.

Standard measures to prevent infections resulting from the use of medicinal products prepared from human blood or
plasma include selection of donors, screening of individual donations and plasma pools for specific markers of
infection and the inclusion of effective manufacturing steps for the inactivation/removal of viruses. Despite this, when
medicinal products prepared from human blood or plasma are administered, the possibility of transmitting infective
agents cannot be totally excluded. This also applies to unknown or emerging viruses and other pathogens.

Date Printed 18/11/2013 CRN 2138347
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Ihere are no reports of virus transmissions with albumin manufactured to European Pharmacopoeia specifications by
estublished processes.

It is strongly recommended that every time that Flexbumin 200 21 1s administered to a patient, the name and batch
number of the product are recorded in order to maintain a link between the patient and the batch of the product.

4.5 Interaction with other medicinal products and other forms of interaction

No wmteraction studies of Flexbumin 200 g | with other medicinal products have been performed,

4.6 Fertility, pregnancy and lactation

I he salety of Flexbumin 200 g | for use in human pregnancy has not been established in controlled clinical trials.
llowever, clinical experience with albumin suggests that no harm!ul effects on the course of pregnancy, or on the
foetus and the neonate are to be expected.

The eftects of human albumin on fertility have not been studied.

No animal reproduction studies have been conducted with Flexbumin 200 g 1.

Experimerital animal studies are insufficient to assess the safety with respect to reproduction, development of the
embryo or foetus, the course of gestation and peri- and postnatal development.

However, human albumin is a normal constituent of human blood.
4.7 Effects on ability to drive and use machines
Flexbumin 200 g'| has no influence on the ability to drive and use machines.

4.8 Undesirable effects

Frequency has been evaluated using the lollowing criteria: very common (1'10), common (=] 100 to <1 10),

uncommon (-1 1,000 to 1 100), rare (1 10,000 1o+ 1 1,000), and very rare ( | 10,000). not known (cannot be
estimated from the available data).

Very Common | [ nconi- Rare Very rare
common mon
[mmune system unaphylactic
d:sorders shock
Gastromtestinal nausea
cisorders
Skin and flushing,
subcutaneous skin rash
tissue disorders
General fever
disorders and
admunistration
site conditions

[n cases of severe reactions, the infusion should be stopped and an appropriate treatment should be initiated.

In posi-marketing surveillance the following adverse events have been reported. These events are listed by
MedDRA System Organ Class, then by Preferred Term in order of severity.

oY/
CYETT 20

e

Dare Pranted 18112015 CRYN 2135347
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Immune System Disorders: Anaphylactic reactions. Hypersensitivity Allergic reactions
Nervous System Disorders: Headache. Dysguesia

Cardiac Disorders: Myocardial infarction, Atrial fibrillation, Tachycardia

Vascular Disorders: Hypotension

Respiratory, Thoracic, and Mediastinal Disorders: Pulmonary edema, Dyspnea
Gastrointestinal Disorders: Vomiting.

Skin and Subcutaneous Tissue Disorders: Urticaria, Pruritis

General Discrders and Administration Site Conditions: Chills

There are no data available on adverse reactions from clinical trials conducted with Flexbumin (Human).
For safety with respect to transmissible agents, see 4.4,

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows continu
monitoring of the benefit/risk balance of the medicinal product. Healthcare professionals are asked to report any suspect
adverse reactions via HPRA Pharmacovigilance, Earlsfort Terrace, IRL - Dublin 2; Tel: +353 | 6764971; Fax: +353

6762517. Website: www.hpra.ie; e-mail: medsafety a hpra_ie.

4.9 Overdose

Hypervolaemia may occur if the dosage and rate of infusion are too high. At the first clinical signs of cardiovascular
overload (headache, dyspnoea, jugular vein congestion), or increased blood pressure, raised central venous pressure and
pulmonary oedema, the infusion should be stopped immediately and the patient’s haemodynamic parameters carefully

monitored.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: plasma substitutes and plasma protein fractions
ATC code: BOSAAOQI.

Human albumin accounts quantitatively for more than half of the total protein in the plasma and represents about 10 o
of the protein synthesis activity of the liver.

Physico-chemical data: Human albumin 200 g | or 250 g | has a hyperoncotic cffect.

The most important physiological functions of albumin result from its contribution to the oncotic pressure of the blood
and its transport function. Albumin stabilises circulating blood volume and is a carrier of hormones, enzymes,
medicinal products and toxins.

5.2 Pharmacokinetic properties

Under normal conditions, the total exchangeable albumin pool is 4 - 5 g kg body weight, of which 40 to 45 °q is present
intravascularly and 55 to 60 o in the extravascular space. Increased capillary permeability will alter albumin kinetics
and abnormal distribution may occur in conditions such as severe burns or septic shock.

Under normal conditions the average half life of albumin is about 19 days. The balance between synthesis and
breakdown is normally achieved by feed-back regulation. Elimination is predominantly intracellular and due to
lysosome proteases.

In healthy subjects, less than 10 % of infused albumin leaves the intravascular compartment during the first two hours
following infusion. There is considerable individual variation in the effect on plasma volume. Tn some patients the

plasma volume can remain increased for some hours. However, in critically ill patients, albumin can leak out of the
vascular space in substantial amounts at an unpredictable rate.
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5.3 Preclinical safety data

Human albumin is a normal constituent of human plasma and acts like physiological albumin.

In ammals, single dose toxicity testing is of little relevance and does not permit the evaluation of toxic or lethal doses
or of a dose-effect relationship. Repeated dose toxicity testing is impracticable due to the development of antibodies to

heterologous protein in animal models.

To date, human albumin has not been reported to be associated with embryo-foetal toxicity, oncogenic or mutagenic
potential.

No signs of acute toxicity have been described in animals models.
6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Sodium chloride 43¢
Sodium caprylate 2.7 gl
Sodium acetyltryptophanate 43¢l

Waler for injections
Total amount of sodium ions 130 160 mmol |
6.2 Incompatibilities

This medicinal product must not be mixed with other medicinal products (except those mentioned in 6.6), whole blood
or packed red cells.

Further human albumin should not be mixed with protein hydrolysates (e.g. parenteral nutrition) or solutions containing
alcohol since these combinations may cause the proteins to precipitate.

6.3 Shelf life
2 years
6.4 Special precautions for storage

Do not store above 25°C.
Do not freeze.
Keep the bag in the outer carton in order to protect from light.

6.5 Nature and contents of container

50 or 100 ml of solution in a polyethylene bag, with an infusion port (polyethylene).
Pach sizes: 24 x 50 ml (2 boxes of 12 or 24 single units)
12 x 100 ml (2 boxes of 6 or 12 single units)
1 x 50ml (single unit)
1 x 100ml (single unit)
Not all pack sizes may be marketed.

6.6 Special precautions for disposal and other handling

The solution can be directly administered by the intravenous route, or it can also be diluted in an isot
5 "o glucose or 0.9% sodium chloride). -
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Albumin solutions must not be diluted with water for injections as this may cause haemolysis in recipients.
If large volumes are administered, the product should be warmed to room or body temperature before use.

Do not use solutions which are cloudy or have deposits. This may indicate that the protein is unstable or that the
solution has become contaminated.

Use only if the seal is intact. Discard in case of leak

Once the container has been opened, the contents should be used immediately. Any unused medicinal product or waste
material should be disposed of in accordance with local requirements.

7 MARKETING AUTHORISATION HOLDER

Baxalta Innovations GmbH

Industriestrasse 67

A-122]1 Vienna

Austria

8 MARKETING AUTHORISATION NUMBER

PA2004 002 001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
Date of first authorisation: 24th August 2007,

Date of last renewal: 13th October 2011

10 DATE OF REVISION OF THE TEXT

November 2015
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Package leaflet: Information for the user
Flexbumin 200 g/l solution for infusion
Human albumin

Read all of this leaflet carefully before vou start using this medicine because it contains important
information for you.

- Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your doctor, pharmacist or nurse.

- This medicine has been prescribed for you only. Do not pass it on to others. It may harm them, even if
their signs of illness are the same as yours.

- If you get any side effects talk to your doctor. pharmacist or nurse. This includes any possible side
effects not listed in this leaflet. See section 4.

In this leaflet:

What Flexbumin 200 ¢/l 1s and what it is used for

What you need to know before you use Flexbumin 200 g/l
How to use Flexbumin 200 g/l

Possible side effects

How to store Flexbumin 200 g/l

Contents of the pack and other information

R

1.  What Flexbumin 200 g/l is and what it is used for

Flexbumin 200 g/1 is a solution of plasma protein and belongs to the pharmacotherapeutic group of plasma
substitutes and plasma protein fractions. Plasma is the fluid in which blood cells are suspended.

This medicine is used for restoration and maintenance of circulating blood volume when there is not enough
blood volume.

2. What you need to know before you use Flexbumin 200 g/

Do not use Flexbumin 200 g/l
- if you are allergic to human albumin or any of the other ingredients of this medicine (listed in section
0).

Warnings and Precautions

Talk to your doctor, pharmacist or nurse before using Flexbumin 200 g/1.
- If you get headache. difficulties in breathing or feeling faint during the treatment please tell your doctor
or nurse. It can be an allergic reaction.
- Ifyou have:
— decompensated heart failure
— high blood pressure
— oesophageal varices (swelled veins in the oesophagus)
— pulmonary oedema (fluid in the lungs)
— a tendency to spontaneous bleeding
— severe anemia (lack of red blood cells)
— decreased urine formation
inform your doctor so that he/she can take appropriate precautions.

When medicines are made from human blood or plasma, certain measures are put in place §prs
infections being passed on to patients. These include careful selection of blood and plas i
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sure those at risk of carrying infections are excluded, and the testing of each donation and pools of plasma
for signs of virus/infections. Manufacturers of these products also include steps in the processing of the
blood or plasma that can inactivate or remove viruses. Despite these measures, when medicines prepared
from human blood or plasma are administered, the possibility of passing on infection cannot be totally
excluded. This also applies to any unknown or emerging viruses or other types of infections.

There are no reports of virus infections with albumin manufactured to European Pharmacopoeia
specifications by established processes.

It is strongly recommended that every time you receive a dose of Flexbumin 200 g/l the name and batch
number of the product are recorded in order to maintain a record of the batches used.

Other medicines and Flexbumin 200 g/l
Tell your doctor or pharmacist if you are taking, have recently taken or might take any other medicines.

Pregnancy and breast-feeding

If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask your
doctor or pharmacist for advice before taking this medicine. Your doctor will decide if you can use
Flexbumin 200 g/l during pregnancy or breast-feeding.

Driving and using machines
No effect on the ability to drive or use machines has been observed.

Flexbumin 200 g/l contains sodium

Flexbumin contains 130-160 mmol/l sodium. To be taken into consideration by patients on a controlled
sodium diet.

= How to use Flexbumin 200 g/l

Flexbumin 200 g/1 is a medicine for hospital use. It will therefore be administered to you in a hospital by
appropriate health care personnel. Your doctor will determine the amount of product to be administered, the
frequency of dosing and the duration of treatment based on your specific condition.

If you use more Flexbumin 200 g/l than you should

It is highly unlikely that you will get an overdose since you receive the injection in a hospital by trained
personnel.

4. Possible side effects

Like all medicines, this medicine can cause side effects, although not everybody gets them.

Very common in more than 1 in 10 patients treated
Common in less than 1 in 10, but more than 1 in 100 patients treated
Uncommon in less than 1 in 100, but more than 1 in 1000 patients treated
Rare in less than 1 in 1000, but more than 1 in 10 000 patients treated
Very rare in less than 1 in 10 000 patients treated, including isolated cases
Very | Common | Uncommon Rare Very rare
common
Immune system anaphylactic shock
disorders
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Gastrointestinal nausea (feeling
disorders sick)

Skin and flushing, skin rash
subcutaneous
tissue disorders

General fever
disorders and

administration
site conditions

® The rare side effects disappear quickly when the infusion rate is decreased or stopped.

e Ifanaphylactic shock (severe allergic reactions) occurs, the infusion should be stopped immediately and
appropriate treatment initiated.

e [f any of the side effects gets serious, or if you notice any side effects not listed in this leaflet, please tell
your doctor or pharmacist.

Other side effects observed after placing Human Albumin on the market are: Hypersensitivitv/Allergic
reactions, Headache, Rapid heart beat, Abnormally low blood pressure, Breathlessness or breathing
discomfort, Vomiting. Altered sense of taste, Hives, Itchiness, Chills, Heart attack. Irregular heart beat,
Accumulation of fluid in the lung

Reporting of side effects

If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible side effects not
listed in this leaflet. You can also report side effects directly via HPRA Pharmacovigilance, Earlsfort Terrace,
IRL - Dublin 2; Tel: +353 1 6764971; Fax: +353 1 6762517. Website: www.hpra.ie; e-mail:
medsafety@hpra.ie.

By reporting side effects you can help provide more information on the safety of this medicine.
5. How to store Flexbumin 200 g/1
Keep this medicine out of the sight and reach of children.

Do not use this medicine after the expiry date which is stated on the bag and the carton. The expiry date
refers to the last day of that month.

Do not store above 25°C.
Do not freeze.

Keep the bag in the outer carton in order to protect from light.

Once the package has been opened, the contents must be used immediately,
Do not use Flexbumin 200 g/l if you notice that the solution is cloudy or has deposits.

6.  Contents of the pack and other information
What Flexbumin 200 g/l contains
- The active substance is human albumin.
1 liter of solution contains 200 g of total protein, of which at least 95% is human albumin.
- The other ingredients are sodium chloride, sodium caprylate, sodium acetyltryptophanate and water

for injections.

Total amount of sodium ions; 130 -160 mmol/l
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What Flexbumin 200 g/l looks like and contents of the pack

Flexbumin 200 g/l is presented as a solution for infusion in a bag. Pack sizes are 12 x 100 ml (2 boxes of 6
or 12 single units), 24 x 50 ml (2 boxes of 12 or 24 single units). | x 100 ml (single unit) and 1 x 50 ml
(single unit),

The solution is clear and slightly viscous, almost colourless, yellow, amber or green.
Marketing Authorisation Holder and Manufacturer

Marketing Authorisation Holder
Baxalta Innovations GmbH
Industriestrasse 67

A-1221 Vienna

Austria

Tel No.: +44 1635 798 777

Manufacturer
Baxter AG
Industriestralie 67
A-1221 Vienna
Austria

This leaflet was last approved in 10/2015

The following information is intended for medical or healthcare professionals only:

Before and during administration of Flexbumin 200 g/l

e Albumin solutions must not be diluted with water for injections as this may cause haemolysis in
recipients.

e If large volumes are administered, the product should be warmed to room or body temperature before
use,

e For safety reasons the name and batch number of Flexbumin 200 g/l should be recorded when

administered to a patient.

s Hypervolaemia may occur if the dosage and rate of infusion are not adjusted to the patient’s
circulatory situation. At the first clinical signs of cardiovascular overload (headache. dyspnoea,
Jjugular vein congestion), or increased blood pressure, raised venous pressure and pulmonary oedema,
the infusion is to be stopped immediately.

Preparation
Flexbumin 200 g/ can be directly administered by the intravenous route or it can also be diluted in an
isotonic solution (e.g. 5 % glucose or 0.9% sodium chloride).

Administration of Flexbumin 200 g/

- Do not use solutions which are cloudy or have deposits. This may indicate that the protein is unstable or
that the solution has become contaminated.

- Infusion is performed by the intravenous route using a disposable sterile and pyrogen-free infusion set.
Before inserting the infusion set in the cap, this should be disinfected with an appropriate antiseptic.
Once the infusion set is attached to the bag, the contents should be perfused immediately.

- The infusion rate should be adjusted according to the individual circumstances and the indication.

In plasma exchange the infusion rate should be adjusted to the rate of removal.
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Shelf life
Once the container has been opened, the contents should be used immediately. Any unused medicinal
product or waste material should be disposed of in accordance with local requirements.

Incompatibilities

This medicinal product must not be mixed with other medicinal products, whole blood and packed red cells
(except an isotonic solution e.g. 5% glucose or 0.9% sodium chloride). Further human albumin should not
be mixed with protein hydrolysates (e.g. parenteral nutrition) or solutions containing alcohol since these
combinations may cause the proteins to precipitate.

Use only if the seal is intact. Discard in case of leak.




