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7. Tlepexnaj yKpaiHChKOK MOBOI), aBTEHTHUYHICTB SIKOTO
miaTBepKeHa 3asBHUKOM a00 HOro yroBHOBAKEHOKO
0c00010, IHCTPYKIIIT PO 3aCTOCYBAHHSI JIKaPCHKOro 3ac00y
a00 iHhopMmallii Mpo 3aCTOCYBaHHS J1IKAPCHKOIo 3aco0y,
3aTBEPHKEHOT BIIMOBITHO 10 HOPMATUBHUX BUMOT KpaiHU
3asBHuka/BupoOHuka ado KpaiHH, peryJsasTOPHUM OpraH Kol
KEPYEThCS BUCOKMMHU CTAHIAPTAMMU SIKOCTI, 10 BIANOBIIAIOTh
crangapram, pekomenaosanum BOO3, ta/abo 3rigHo 3
pe3yJbTaTaMy KJIiHIYHUX BUIIPOOYBaHb, 3aCBIIYCHUN
HiANMMCOM YIIOBHOBaKEHOT 0COOM, 1110 BUCTYIIAE BiJl IMEHI
3asiBHUKA.




IHOOPMALIIA npo 3acTocyBaHHs JiKapChbKOro Mo PeecTpauiiiHoro nocBiaueHHs

3aco0y

Ne BiJ1 p. - 138

3ATAJIbHA XAPAKTEPUCTHUKA JIIKAPCBKOT O ITPEITAPATY

1.  HA3BA JIIKAPCBKOI'O 3ACOBY

®nexcOymin 200 r/1 po3un At iHpy3ii

2. SKICHMMH I KIIbKICHUM CKJIAJ

®nexcOymin 200 1/1 - e po3uuH, 1o Mictuts 200 /1 (20%) 3aransHoro Ginka, 3 SAKOro, npuHaiiMHi, 95% €
abOYMIHOM JIOAMHU.

Mimok 06 emom 100 ma mictutb 20 T anbOyMiHY JHOAUHU.
Mimok 06’ emom 50 M mictuth 10 T abOyMiHY JTFOAMHU.

P034MH € rinepoHKOTHYHKM.

JIlormoMiskHI PEYOBHHH 3 BiIOMUAM e(EKTOM:
Harpiit 130-160 mmons/n

[1oBHMIT TepesiK 1ONOMIKHUX PEYOBUH IUB. Y po3aiii 6.1.

3. JIIKAPCBKA ®OPMA
Po3uun 174 iHdy3iii.

[Tpo3opuii, Tpoxu B’s3KWii po34yMH; Maibke Oe30apBHMIA, BiJ JKOBTOrO 10 OYpIITHHOBOTO abo 3eJIeHOro
KOJIbOPY.

4. KJIIHIYHI XAPAKTEPUCTHUKHU
4.1 TepaneBTHYHI MOKA3AHHSA

BinnosnenHns i miaTpumaHHsa 06’ €My LUPKyJIsLii KpOBi NpH MpOsiBaX HEJAOCTATHOCTI 00’ €My i HEOOXigHOCTI
3aCTOCYBAHHS KOJIOIIIB.

Bu6ip ans0yMmiHy, a He IITyYHMX KOJOI/IB, 3aNeKUTh BiJl IHIMBIAYalbHOI KIIHIYHOT CUTYaLil Ul KOKHOTO
TalieHTa Ha OCHOBI O(ilifiHUX pexoMeHaallii.

4.2 JlosyBaHHsS Ta cnocid 3acTocyBaHHs

Konuentpauito aneOymiHy, J03yBaHHd Ta IMIBHAKICTh iHQY3ii HeoOXigHO minOupaT 3alexkHO Bin
IHAMBIOyalbHUX NOTPeO MalieHTa.

Jlozyeanns

HeoOxinHa 1032 3a/1eXUTh Bijl Baru Halli€HTa, CTYNEHIO TSHKKOCTI TpaBMM ab0 XBOPOOM Ta BiJ TpUBAJIOCTI
BTpaT piivHM Ta nporeiny. {06 Bu3HaunTH HEOOXinHy 103y, Tpeba BCTAHOBUTH BiAIOBIAHICTH 06’eMy
LIMPKYJII0I0Y0] KPOBI i piBeHb HEIIa3MOBOTO alTbOYMiHY.

IIpu BBeneHH] anbOYMiHy JIIOJMHN HEOOXiIHO PEeryJspHO NMepeBipATH reMOAMHAMIYHI XapaKTepUCTUKH, 110
BKJTIOYAKOTh!

- apTepiaJbHUI TUCK KPOBI i 4aCTOTY ITyJIbCY
- LeHTpaJbHHUI BEHO3HHI THCK

- THCK 3aKJIMHIOBaHHSA JIEreHeBoi apTepil

- niypes

- KOHILIEHTpALIIO eNeKTPOJITIB
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- TeMaTOKpUT/TeMOTI001H
- KJIiHIYHI IPOsBM KapAioJoriyHoi/pecnipaTopHol HeAOCTaTHOCTI (HapUKIIal JUCIIHOE)
- KJIIHIYHI IPOSBU MiIBMIIEHHs BHYTPIIIHBOYEPEITHOTO TUCKY (HalpHKIIa1 FrooBHMI 61k ).

Cnocib 3acmocysars

®nexcOoymin 200 /1 MOKXHA BBOAMTH BHYTPIIIHbOBEHHO Ge3nocepeiHbo abo Micis po3BeaeHHs 130TOHIYHIM
PO34YMHOM (Hampukiaz, 5 % po3unHOM IIoKo3U abo 0,9 % po3urHOM HATpil0 XJIOPHIY).

HIBunkicts iHGY3ii HE0OXiAHO MiAOUPATH 3TiAHO 3 IHAMBIAYATBHUMH 00CTaBUHAMM 1 TIOKA3aHHSMM.
Ipu nnasmadepesi WBUAKICTS iH(Y3iT HEOOXITHO MiAOUPATH BiIIIOBIAHO JI0 MIBUIKOCTI BUBEIEHHS.

4.3 Ilporunoxa3zaHHsI
I'inepuyTimBicTh 10 ans0ymiHy abo Oyab-sKOi 3 1OMOMIXKHUX PEYOBUH Mpenapary, HaBelAeHUX Y po3ini 6.1.

4.4  CrneuiajbHi 3acTepeskeHHs] T2 0C00JIHBI 3aCTepeskHi 32aX0/IM NPH 3aCTOCYBAHHI

ITinospa Ha anepriuni a6o anainakTH4Hi peakilii BUMarae HeraifHoro NPUIMHEHHs BBEICHHS Npenapaty. Y
pasi pO3BUTKY LIOKY CIijI MIPOBOAUTH CTaHIAPTHE JIIKYBaHHS ILIOKY.

AnpOyMIH €Il BUKOPUCTOBYBATH 3 00EPEKHICTIO y BUIAJKY TiNnepBojieMil Ta i HacaiakiB abo reMoIuTIoNiT,
Ta y IHIIMX BUIAJKaX, 10 MOXYTh CTAHOBUTH OCOOJIMBUIL PU3MK [UIS MALLi€HTA, HATIPUKIIAL:

- JlexomIeHcoBaHa ceplieBa HeIOCTaTHICTb;
- AprepianeHa rinepTeHsis;

- BapukozHe po3MmmMpeHHs BeH CTPaBOXOY;
- HaOpsxk nerens;

- T'emopariunuii niates;

- Tsoxka aHeMmis;

- PeHnanpHa Ta mocTpeHanpHa aHypis.

Konoinno-ocMotuynmii  edexr ansOyminy momuau 200 r/n abo 250 r/n npubamszHO HOpiBHIOE
YOTUPHMKPATHOMY edekTy ImIasMu KpoBi. Tomy Npu BBeleHHI KOHIEHTPOBAHOro aibOyMiHY HeoOXimaHO
JIOTPUMYBAaTHCh OO0EpeKHOCTI NpM 3abesreyeHHi HanexkHol rizparauii mauienra. HeoOxigHo perensHO
KOHTPOJIIOBATH CTaH Tali€HTa, W00 3aXUCTUTH HOro BII LMPKYJISTOPHOTO IlepeBaHTakeHHs Ta
rinepriaparauii.

Posunnn ansOyminy Juoamnu 200 1711 - 250 1/1 MarOTh BiZIHOCHO HM3bKUI BMICT €JIEKTPOJIITIB MOPIBHAHO 3
po3ynHamu anbOyminy momunu 40-50 r/n. Ilpu BBeneHHi ankOyMmiHy CiIiIl peryispHo IepeBipsTH
€JIEKTPOJITHUI cTaH nauienTa (auB. po3ain 4.2 Jlo3yBaHHs) 1 BXMBATH HEOOXIIHUX 3aXO0MiB /Ul BiTHOBJIEHHS
Ta NiATPUMaHHA €JIeKTPoJiTHOro Ganancy. ®dnexcOymin mictuts 130-160 Mmonb/n Hatpiro. Lle HeobXinHO
BPaxOBYBATH IIpH JIIKYBaHHI NaLi€HTIB, Ki TOTPUMYIOTCS JI€TH 3 KOHTPOJIHOBAHUM BMICTOM HATPIO.

Po3uuny ansOymiHy He MOJKHA PO3BOIUTH BOIOIO JUIA iH’ €Ki, OCKIIBKM L€ MOXe CIPMYMHUTH TeMOJi3 y
naieHra.

ITpu HeoOXiXHOCTI 3aMiHH MOPIBHAHO BENTMKMX 06’ €MiB KPOBI CJIiJl KOHTPOJIIOBATH KOATYIIALIIO i TeMAaTOKPHT.
Cuin potpumysatucs 06epexkHOCTI TpH 3abe3NedyeHHi BiANOBIZHOI 3aMiHM IHIIMX KOMIIOHEHTIB KpOBi
(baxTopiB KoAryAILii, eeKTPOIITIB, TPOMOOLHTIB Ta EPUTPOLMTIB).

SIKio n03yBaHHs ¥ IWIBMAKICTH iH(QY3ii He BiINOBiZae cTaHy KpOBOOOIry Mawi€HTa, MOXe DPO3BMHYTHCS
rineponemis. Ilpu mepmmx KiIiHIYHMX NpoOsBaX CepLEBO-CYAMHHOrO INepeBaHTaKeHHs (TONOBHMI 6ilb,
3a/MIlIKa, 32KYIOpKa IPEMHHUX BeH) ab0 MpH MiIBUIIEHOMY KPOB’IHOMY THCKY, IiIBUIIEHOMY LIEHTp
BEHO3HOMY THUCKY 1 HaOpsAKY JIETeHiB, CJIiJl HerailHo PUMHHKUTH BBEIEHHS.

CranzapTHi 3aX0au IOJO MONEpeKeHHs nepenadi iHGeKUil mpu 3acToCyBaHHI JiKapChk
JIFOZICBKOI KPOBi 200 I1a3MM BKIIKOYAKOTE BiI0ip JOHOPIB, MepeBipKy OKpeMHX MOPLiil JOHOPCHA
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My7iB Mna3Mu 3a crenndiuHuMM MapkepaMy iHGQekuiil Ta 3acTOoCyBaHHs edeKTHEHMX 3aXOmiB s
iHaKTHBalii/BUIaNeHHs BipyciB mia vac BUpoOHMUTBA. HesBakaloum Ha e, MPH BBEIEHHI JKapChKHX
npenapariB, BUIOTOBICHHX 3 KPOBi ab0 Ta3Mi IJIFOJIMHHW, HE MOXKHA IHJIKOM BHKITOYMTH MOKIUBICTH
nepezayi iHpeKiiHuxX arexTis. Lle Takok CTOCYEThCs HEBLIOMIX a00 HOBUX BIpYCIB Ta iHILINX NATOTEHIB.

Hemae nanux, 1mo miaTBep/uKYIOTh (akT mepenadi BIpyciB 3 albOyMiHOM, BUPOOIEHUM HaNeKHMM YHHOM
BiNOBiAHO 10 creundikauii €pponeiicskoi @apmakorner.

HactiliHo pekoMeHIyeTbcs 3ammcyBaTH Has3BY i HOMep cepii npemapary LIopasy IpH BBEJIEeHHI MallieHTy
npenapary ®nexcOymin 200 /11 3 METOI0 BCTAHOBJIEHHS 3B 3Ky Miz MalliEHTOM 1 Cepiero Mpemnapary.

4.5 Bsaemopist 3 iHIIMMHM JiKapCbKUMHU 3ac00aMHU Ta iHWI popmu B3aemoail
He npoBommics tociiukeHHs BzaeMoii npenapaty duexcOymin 200 1/ 3 iHIIUMHU TiKapChbKUME 3aCO00aMH.

4.6 @epTUIbLHICTB, BAriTHICTH i JIaKTallis

besneka 3acrocyBanns npenapary ®nexcOymin 200 1/71 y BariTHUX KIHOK Y KOHTPOJbOBAaHMX KIIHIYHMX
JIOCTIKEHHSIX He BCTaHOBJIEHA. AJie KIIHIYHUI JOCBi 3aCTOCYBaHHsS ajlbOYMiHY He BHSBHMB LIKiIJIMBOIO
BIUIMBY Ha IlepeOir BariTHOCTI, TIJTiJ1 Ta HOBOHAPOIKEHOTIO.

Edexrn anp0ymiHy Ha (GepTHIBHICT HE AOCIIIKYBaIHCS.

JlocnipKeHHS BIUIMBY IpenapaTy Ha pernpoAyKTHBHY (YHKIIIO Y TBAPUH He IPOBOIMIMCEH LIOAO Mpenapary
@nexcoymin 200 r/n. ExcniepumeHTanbHi AOCTIIKEHHs Ha TBapWHaX HEAOCTaTHI JJIs OLIHKHM Oe3neKn
penponaykTiBHOI (PyHKIIi, po3BUTKY eMOpioHy abo Iuiony, nepediry BariTHOCTI, epel- Ta IiCIAIoI0r0BOro
po3BUTKY. TUM He MeHII, aJIbOYMiH JIFOIMHY — 1ie 3BUYaliHa CK1aJ10Ba KPOBIi JIFOIMHH.

4.7 BnJMB Ha 3JaTHICTH KePYBAaTH TPAHCIIOPTHUMH 3ac00aMH Ta NPALIOBATH 3 MeXaHIi3MaMH

Ilpenapat ®nexcOymin 200 r/1 He BIUIMBAE Ha 31ATHICTh KepyBaTH ABTOTPAHCIIOPTOM Ta MpallOBaTH 3
MeXaHi3MaMH.

4.8 IloO6iyHi peakuii

Kpurepii oLiHKM 4acTOTH pO3BUTKY NOOIYHOI peakuii mpemapary: aysxke 4acto (>1/10); wacro (>1/100 1o
<1/10); newacro (=1/1000 no <1/100); pinko (>1/10000 mo <1/1000); myske pinko (<1/10000); nesizomo
(gacToTa He MOke OyTH BCTAHOBIICHA 3 HASBHMX JIaHUX).

Hyxe yacro | Yacro Heuacro Pinko yxe pinko
Hopyme}[ﬂ;{ 3 60]()/ aHad)iJ'IaKTI’I'-{HI/Iﬁ
iMyHHOT cucTeMH LIoK
[lopymenns 3 60Ky doaaee
[Ty HKOBO-
KHIIKOBOI'O TPAKTy
[TopyiieHHs 3 60Ky rinepemis,
IKipK Ta IIKipHi
i TIIKI pHIX BHCUIIAHHA
TKQaHUH
YV CKIanHeHHs ITMXOMaHKa
3araJbHOro
XapakTepy i peakiii
B MiCIli BBEJICHHS
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VY BUNAAKY PO3BUTKY TSKKUX peakuiid iHdy3ito cnil NPUNUHNATY Ta pO3NOYaTH BIIMNOBIIHE JIKYBaHHS.

[Tin uwac micnsgpeecTpauiiiHoro Harismy OyiM OTpUMaHi MOBITOMIJIEHHS MPO HAcTymHi 1oGivHi sBuma. LIi
sy Oynn 3rinHo knacudikauii MedDRA po3nozineHi 3a yHKUIOHATEHUMU CUCTEMaMK OpraHi3My, Ticis
YOro — 3a NepeBakatoyuM TEPMIHOM Y TTOPSIIKY TSKKOCTI.

IopymenHs 3 60oky iMyHHOI cucTeMu: aHadinakTU4HI peakLii, rinepyyTiauBicTh/anepriuni peaxiii
ITopyiienHs 3 00Ky HEpBOBOI CUCTEMHM: TOJIOBHUI 0171k, 1UCTEB3is

Iopymenns 3 6oky cepus: iHbapkT Miokapna, GiOpUsLis nepeacepas, Taxikapiis

CynuHHI po3niazu: rinoTeHsis

ITopymeHHs 3 60Ky AMXalbHOI CUCTEMH, OPraHiB IPYAHOI KIITKH Ta CePeIOCTIHHS: HAOPsIK JIereHb, 3aIHIIKa
LTy HKOBO-KMILIKOBI po3J1aau: OJIFOBaHHS

Iopywenns 3 60Ky WIKipH Ta MiAMKIPHUX TKAaHWH: KPOITUB'sIHKA, CBEPOIK

VYcknanHeHHs 3aralbHOro XapakTepy 1 peakilil B Miclli BBeIeHHS: 03HOO

Jani moao no0iYHUX peakiiil mpy NpoBeAeHH] KIIHIYHUX nociukeHb DiekcOyminy (JIFOIAMHM) BiACYTHI.
Jlns Ge3nexy 11010 TPaHCMICUBHUX areHTiB IUB. po3ain 4.4.

3BiTYBaHHS PO Ni103PIOBAHI MO0iIYHI peakuii

BaximBo NoBiIOMIATH NpO TiA03proBaHi NoOiyHi peakuii micis peectpauii sikapchkoro 3acoby. lLle
JI03BOJIAE IOCTIIHO KOHTPOIOBATH OanaHC KOPUCTI/PU3MKY JiKapchKoro 3acofy. IIpaliBHMKIB OXOpOHH
37I0pOB's MPOCATH MOBIZOMIATH NMpo Oyab-iKi MiZo3proBaHi MOOIYHI peakuil Yepe3 HalliOHAIBHY CHCTEMY
3BITHOCTI, BKa3zaHy B Jlonarky V.

4.9 Ilepeno3yBaHHsI

SIKIMO 103yBaHHA Ta INBMIKICTH BBEIEHHA HANTO BHCOKI, MOXe BMHMKHYTH rimepBosiemis. IIpu mepmmx
KJIHIYHUX NposABaX CeplEBO-CYAMHHOIO NepeBaHTaKeHHsS (TOJOBHMI Oilb, 3aJMIIKa, 3aKyNOpKa APEMHHX
BeH) a00 Ipy MiZABUILEHOMY KPOB’SIHOMY TUCKY, iJIBUILIEHOMY LHEHTPAIbHOMY BEHO3HOMY THCKY Ta HabpsKy
JIereHb, CIliJl HeraifHO PUITMHUTY BBEJIEHHS 1 PeTelIbHO KOHTPOTIOBATH MeMOIMHAMIUHI TOKa3HUKH Ialli€HTa.

3. DAPMAKOJIOI'TYHI BJJACTUBOCTI

5.1 ®apmakoanHaMiyHi BJACTHBOCTI

®apMakoTepaneBTUYHA I'Pya: KPOBO3aMiHHUKM Ta O17IKOBI (hpakuii 1a3sMu KpoBi.
Kon ATX : BOSAAOI.

AnbOyMiH JIOIMHY KiJbKICHO CTAaHOBUTH OiNble IOJOBUHH 3arajbHOTO MPOTEIHY B IIa3Mi i 61au3bko 10 %
3araJlbHOi KiJILKOCTI IPOTEIHY, CUHTE30BaHOT0 MEYiHKO0.

®izuko-ximiuHi naHi: AnbOymin moauuy 200 r/1 a6o 250 1/ Mae rinepoHKOTHYHMI edeKT.

HatiBaxxnuBima ¢isionoriuni  ¢ymkuii aneOymiHy — Le yyacTh B OHKOTMYHOMY THCKY KpOBi Ta ii
TPAHCIOPTHUX QYHKUiAX. AnbOyMiH cTabilizye UMpPKyJ/IOI04Mil 06°€M KPOBI i € EPEeHOCHMKOM TOPMOHIB,
€H3MMIB, JTIKapChKUX 3aCO0IB Ta TOKCHHIB.

5.2 @apmakokiHeTHYHi BJACTHBOCTI

3a HOpMaJIbHUX YMOB 3arajbHuii 06’€M 00MiHy anbOyMiHYy CTaHOBHTH 4-5 I/KT MacH Tina, 3 akux 40-45 % — B
IHTpaBacKyJsIpHOMyY i 55-60 % — B eKcTpaBacKy/sApHOMY mpocrtopi. IliIBHIIeHa NPOHMKHICTH Kaminapis
3MiHIO€ KIHETHKY anbOyMiHy i MOXe BUHHUKHYTH HOTO aHOMAIBHMII PO3MOAIN NpH TaKMX CTaHaX, SIK TSKKI

omiky ab0 CeNTHYHUHA LIOK. /

3a HOpPMaJIbHUX YMOB Cepe/iHil yac HamiBBHBeIEeHHS albOYMiHy CTAaHOBHUTH OJM3BKO 19 IH]
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CHHTE30M 1 pO3Maj oM 3a3BHYail 10CATAEThCS 3@ JOMOMOrOK PErylsiuii 3i 3BOPOTHUM 3B’ sg3k0M. Eniminanis
BiI0YBa€ThCs NEPEBAKHO BHYTPIIIHBOKIITHHHO 38 YYacTIO MPOTea3H Ji30COM.

Y 310poBux oci6 Menme 10 % BBeneHOro anbOyMiHy 3anMllae BHYTPILIHBOCYIWHHMI IPOCTIp MpOTSroM
MepIIvX IBOX TOIMH Miclid BBeleHHs. CrocTepiraeThCsl 3HaUHa iHIMBiTyanbHa Bapiallis y BIUIMBI Ha 00’eM
MaasMu. Y JIesKUX NalieHTiB 00’ €M MIasMM MoKe 3aJIMIIATHCS MiIBHIIEHHM IIPOTArOM JAEKiIbKOX TOJIMH.
OnHak, y Nali€eHTiB y KPUTMYHOMY CTaHi ambOyMiH MOXe BMBOIMTHCS 3 CYJAMHHOIO IPOCTOPY B 3HauHiil
KIJIBKOCTI 3 HETIPOTHO30BAHOK) IIBUAKICTIO.

5.3 JoxJjiniuHi 1ani 3 6e3neKn
AnbOYMIH JIFOJIMHK € HOPMAIILHOK CKJIaI0OBOKO TIIa3MH KPOBI JIOJIMHH 1 Ji€ sIK dizionoriunmit ansoymin.

Vi TBAapPUH TECTYBaHH: TOKCUYHOCTI OZHOPA30BOI 1003U HEe Ma€ BEJIUKOI0 3HAYEHHH 1 HE J103BOJIsIE OI[IHIOBATH
TOKCUYHI Ta JIeTajJbHI 1031 a00 B3aEMO3B'SI30K MIXK 03010 Ta ed)eKTOM. I[OCHIZI)KEHHFI TOKCUYHOCT1
TNNOBTOPHUX 103 € HEe3/111iICHEeHHUM 4E€PE3 PO3BUTOK aHTUTII 10 r€TEPOJIOrTYHOIO HpOTCYHy B MOZEJIAX TBAPUH.

Ha CLOFOIIH] HE I'IOBIIIOMJ]HJ'IOCH 1o .H}OJICB]\I/II/I aJ'lI:6yM1H MOB's3aHUi 3 CMODIOHaﬂbHO d)eTaHLHO}O
TOKCI/I‘{HICT}O OHKOI'€HHUM Y1 MyTar¢HHHUM TTOTEHII1aJIOM.

JKomnux 03HaK rocTpoi TOKCHYHOCTI He OIUCAHO B MOZEJISIX TBAPHH.
6. OAPMAIEBTHYHI BJIACTHUBOCTI
6.1 Ilepenik 10NOMiKHHX pe4OBHH

Sodium chloride Sodium caprylate Sodium acetyltryptophanate Water for injections

Harpiro xnopun 4,31/n
Harpiro kanpunar 2,7r/n
Harpiro anerunrpunrogpanar 4,3 1/n

BOJIA JUIA 1H €K1 H
3arajbHa KiJbKiCTh 10HIB HAaTpitO 130-160 mmoumb/n

6.2 HecymicHicTh

Lleit nikapchkuii 3aci6 He MOJKHA 3MIlIyBaTH 3 IHIIMMH JIIKAPCHKUMH 3aC00aMH (33 BUHATKOM 3a3HaYeHMX y
po3Aii 6.6), UiEHOIO KPOB'IO Ta ePUTPOLMTAPHOIO MACOXO.

Kpim Toro, moncekuii ansOyMiH He CIia 3MilIyBaTH 3 rizposizaTamy 6inka (HalpHKIaL. MapeHTepatbHIM
XapyyBaHH;IM) 4YM PO3YMHAMM, IUO MICTATh CIMPT, OCKiIbKM Taki KOMOIiHAaUii MOKYTh CHPHYMHATH
IpeuuniTalio 6iika.

6.3 Tepmin npuaaTHoOCTI

2 poku

6.4  Oco0.mBi 3acTepexeHHs! L1010 30epiranus

36epiraty npu Temneparypi He Bumie 25°C.
He 3amoposxyBaTH.
30epiraTi B OpUTiHAIBHIM YyNAKOBLI, 1106 3aXMCTUTH Bifl CBIT/IA.

6.5 Tun i BMicT ynakoBKH

Posmipu ynakoBku: 24 x 50 i1 (2 kopo6ku 110 12 a60 24 oauHUIb)
12 x 100 M1 (2 xopobku 1o 6 a6o 12 opuHuIE)
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1 x 50 M1 (0aMHMLIB)
1 x 100 M7 (o1MHULB)

He Bci po3mipu ynakoBKM MOXKYTb MPOAABATHCS.

6.6  Oco6.,iBiI BKa3iBKH MO0 32CTOCYBAHHIO | 3aM00iKHI 32X01H

Po34nH MO’KHa BBOJUTH BHYTPILIHBOBEHHO Oe3rocepeaHbo abo Miciisi po3BeeHHs 130 TOHIYHMM PO3YHHOM
(nanpuknaz, 5 % po3yrMHOM Ioko3u abo 0,9 % po3uMHOM HATPilO XJIOPULIY).

Po34nHn ansO6yMiHy He MOXKHA PO3BOJMTH BOJIOO JJIs iH’ €KL, OCKIIBKY 11€ MOKE CIIPUYMHHUTH TeMOTi3 y
Tali€eHTa.

Ipu BBeneHHI BeuKuX 00’ €MIB CIlil HArpiTH Ipenapar 10 KIMHaTHOI TemMIeparypy abo 10 TeMIepaTypH Tila
nepe.l 3aCTOCYBaHHAM.

He BuKOpUCTOBYBAaTH, AKIIO PO3YUH MYTHUI a00 MicTUTh ocal. Lle Moske Bka3yBaTH Ha HeCTaOiIbHICTL
IpOTeiHIB ab0 3a0pyIHEHHS PO3UMHY .

He BUKOPUCTOBYBATH IIpU TTOIIKOJIKEHHI YTIaKOBKH. SHULIUTH npu BUSIBJICHHI BUTIKaAHHS.

ITicrs BiIKPHUTTA MIMIKY Ipernapar ciIill BAKOPUCTATH HeraitHo. Bci HeBMKOpHCTaHI 3aTHIIKK PO3YMHY CJTiJ
3HUIIUTH 3T1THO 3 MiCLIEBUMH BUMOT'aMH.

7. BJACHHUK PEECTPALIMHOIO CBIIOITBA

bakcanra InnoBeitmH3 I'M6X
Innyctpimrpacce 67

A-1221 BineHp

ABcTpis

8. HOMEPM) PEECTPAIIIMHOI'O CBIIOIITBA
PA2004/002/001
9. JIATA NEPLIOI PEGCTPAHI'I'/ MEPEPEECTPAIIIT PEECTPAIIIMMHOI'O CBIJOLITBA

Jara nepuoi peecTparii: 24 CEPITHA 2007 poky
JlaTa octaHHBOI epepeecTpanii: 13 xxoBTHs 2011 poky

10. JATA IIEPEIJISAAAY TEKCTY

JIucronax 2015
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Jlucrok-Braaaum: ingopmauisi 171 KOpHCTYBayiB
®aexcoymin 200 r/n po3unn aas indysii

AnBOYMIH TOANHA

YBaKkHO 03HAaiOMTecs! 3 JAaHUMH, HaBeIeHHMH B JIMCTKY-BKJIadHIII, 10 MOYATKY 3aCTOCYBAHHS
JiKapchbKOro npenapary, TaK sik B HHX MICTHTbCS BazKJuBa a3 Bac indopmauis.
- 30epexiTh Lieil TUCTOK-BKIaAULI. Moxk1uBo, BaM 3HanoOGUTHCS NepeyuTaTi Horo 3HOBY.
- Tlpu BUHMKHEHHI MOAAJBIINX TUTaHb CJij 3BepHYTHCs 10 Bamoro nikaps, Gpapmaresra abo
MEJICECTPH.
- e nikapcekuii 3acid npusHayeHo Tinbku Bam. He nepenasaiite fforo inmmm. 1le moxe im

HaAIKOIUTH, HaBITh SKILO O3HAKK 3aXBOPIXOBAHH: Y HUX 301raroThCs 3 O3HaKaMH, SIK1 CHOCTepiFa}OTLCﬂ

y Bac.

- Y Bumazaky po3BUTKY 0OIYHMX e(eKTiB 3BepHiThCs 10 Bamoro nikaps, Gpapmanesra abo MeacecTpu.
3Beprarucs ciif i B pasi no0iyHuX edeKTiB, He BKa3aHUX B LIbOMY JIMCTKY-BKIaaumIi. J{uB. po3nin 4.

Indopmanisi, HaBegeHa B JIUCTKY-BKJIAIHIII:
1. o take ®nexcOymin 200 /71 i 17151 4Or0O BiH 3aCTOCOBYETHCS

2. o Bam HeoOxinHO 3HaTH A0 noYaTKy 3actocyBaHHA PiexkcOyminy 200 r/n
3. Sk cnin 3actocoByBatu @aexcoymin 200 r/n
4. Moxnuei no6iuHi epexTH
5. Sk cnin 36epiratu @nexcoymin 200 r/n
6. Bwicr ynmakoBky i iHma iHdopmaris
1. II{o Take ®Duexcoymin 200 1/ i 1Jist 4Oro BiH 32CTOCOBYETHCA

@nexcOymin 200 r/nm - me po3umH Oinka IuasMy i BiH HaleXUTh 10 (apMakoTeparneBTHYHOI IPyIH
KpPOBO3aMiHHMKIB Ta OinkoBHX (pakuiii mmasmu kpoBi. Ilmasma - me pinuHa, B sKiff KIITHHH KpOBI

3HAXOJITHCS Y BUMIISAAL CyCIIeH3il.

Lleit nikapchkuii 3acid BUKOPUCTOBYETHCS Ul BiZIHOBIEHHS Ta MiATPUMAaHHsA 00’€My LIUPKYJIIOIOYOI KPOBi,

TIpH IPOsIBaX HEAOCTATHOCTI 06’ €My KpOBI.

2 IIlo Bam HeoGXiaHO 3HATH 10 NOYaTKY 3acTocyBaHHs Diaexcoyminy 200 r/a

He caia 3actocoByBatn ®jexkcoymin 200 r/a

- JSlkmo y Bac anepris Ha anp0yMiH MonuHN a00 Oyab-sKHii 3 IHIINX IHTPEi€HTIB LHOTO JIKapChKOro
3acoby (nepepaxosaHi B po3aiai 6).

Oco0siMBOCTI 3aCcTOCYBAHHS Ta 3an00ixHI 3ax011

ITepen 3actocyBanHam @nekcOyminy 200 I/ ¢ IPOKOHCYIbTYBaTHCS 3 BamuyM sikapem, papmarieBToMm
abo MezcecTporo.

- JSIxmo y Bac BUHMKA€E IOJOBHUM O111b, TPYAHOLLI 3 JUXaHHIM a00 NOYYTTS cabKOCTi il Yac JTiKyBaHHS,

Oynb J1acka, IoBinomre Jikaps abo Mezncectpy. Lle Moxxe OyTu ajepriuHa peakiis.
- Sxmo y Bac cnioctepiraerscs:

noBizomre Bamioro nikapsi, mo0 BiH/BOHA 3MiI' BXKUTH BIAMOBIHUX 3aI001KHUX 3aXOMIR

Ko nikapceki 3aco61 BUIOTOBIIEHI 3 JIIOACHKOI KPOBI 260 M1a3MHU BKMBAIOTh TIEBHUX B

JIEKOMIIEHCOBAHA ceplieBa HEJOCTAaTHICTh

BUCOKMI KpOB'SIHUI THCK

BApMKO3HE PO3LIMPEHHS BEH CTPaBOXOLY (PO31yTi BEHH B CTPABOXOi)
HaOpsK JereHs (piAuHa B JIETeHSX);

CXWJIBHICTB 10 CIIOHTAHHUX KPOBOTEY

TSKKA aHEeMisl (HeZIOCTaTHICTh epUTPOLHTIB)

3MEHIIEHEe CEYOyTBOPEHHS
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Ha 3a100iraHHs nepejiavi nauieHTam iHdexuii. Bonu BKIIOUaKOTH peTesbHuil BiAGip 10HOPIB KPOBi Ta
M71a3MH, 100 NePEeKOHAaTHCs, 1110 JOHOPH 3 PU3MKOM Ilepesayl iHGeKLil BUKIIOUEHI, Ta TECTYBaHHs KOKHOI
nopuii i my1iB na3My1 Ha HasBHICTb O3HAK BipycHy/iH(ekuili. BUpoGHUKM LUX NpenapaTiB Takox
BKJIIOYaOTh eTanu B 00polui KpoBi abo mna3mu, ki MOKYTh iHAKTUBYBATH ad0 3HMULLUTH BipyCH.
HesBakaroum Ha 11i 3aX011, IpK BBEIEHHI JIiIKapCbKUX NpenapariB, BUFOTOBIEHUX 3 KPOBi ab0 MJia3mu
JIO/IMHM, HE MOKHA LIJIKOM BUK/IIOUMTH MOKJIMBICTD Ilepenadi 30y AHUKIB iHpekuii. Lle Takoxk cTocyeThes
OyZab-sKMX HeBiloMMX 200 HOBMX Ha CbOTOJIHI BIpYCIB Ta IHIUMX THUIIIB iHPEKIIiH.

Hemae nanmx, 1o miaTBep/uKyroTh (akT nepenayi BipyciB 3 anbOyMiHOM, BUPOOJIEHMM HalleKHHM YHHOM
BIANOBIIHO 10 crienu¢ikawiii €pponeiicbkoi @apmakorer.

Hacriiino pekoMeHIyeTbCs 3amycyBaTH Ha3By i HOMep cepil mpenapary 1iOpa3y NpU BBEIEHHI MauieHTy
npenapaty ®nexcOymin 200 1/71 3 METOO BCTAaHOBJIEHHs 3B’ 513Ky MK IALLIEHTOM i cepiero Tpenapary.

Inwi Jikapcebki 3acodu i Paexcoymin 200 r/n
ITosinomre cBoro nikaps ado papmaueBTa B pasi, k1o Bu npuiiMaere, HenaBHO mpuitMami aGo MOBHUHHI
npuiiMaty OyIb-sK1 1HIII JliKapcbki 3acO0H.

BaritnicTb Ta ronyBaHHs rpyaaio

Slxmo Bu Barithi abo roayeTe rpyuo, Miao3proeTe BariTHIiCTh ab0 MaHy€eTe BariTHICTh, 3BEPHITHCA 3a
KOHCYJIBTAIII€r0 /10 CBOrO Jlikaps abo ¢apMaleBTa /10 OYaTKy 3aCTOCYBaHHS AAHOTO JIIKAPCHKOTo 3aco0y.
Bam nikap BU3HauuTh, 4u MoxeTe By 3actocoByBatu npenapat ®@uekcOymin 200 r/1 mix 9ac BariTHOCTI Ta

roayBaHHsA I'pyAaro.

KepyBanusi TpaHCNHOPTHUMH 32¢00aMH Ta YNIPaBJIiHHS MeXaHi3MaMHu
HisikiX BIUIMBIB HA KepyBaHHs TPAHCIOPTHUMH 3ac00aMH i ynpaBIiHHA MeXaHi3MaMH He CIIOCTEPIiranock.

®excoymin 200 r/n MicTUTL HATpil
®nexcoymin 200 r/n mictuts 130-160 MmMons/n HaTpito. Lle ciin BpaxoByBaTH MmartieHTam, siki nepeGyBaroTh
Ha HU3bKOHATPIEBIHN Ni€TI.

3. Sk caig 3actocoByBaTH ®aexcoymin 200 r/n

®nexcOymin 200 /11 - ne nikapchkuii 3aci6 11 BUKOPUCTaHHA B JIiKapHsx. ToMy BiH Oyie npu3HaueHuii 1is
Bac y JiKapHi BiANOBIIHNM MeAMYHUM IepcoHaIoM. Ball sikap BU3HAUNTh 103y BiAMoBinHO 10 Bammx
KOHKPETHHUX TOTPeD, YacTOTY 103yBaHHs Ta TPUBAJIICTh JIIKYBaHHs 3aJ1€KHO BiJl KOHKPETHOTO CTaHy.

Sxmo Bu 3actocyBanm 6inbme @aexcoyminy 200 /i1, Hizk noTpiéHo
Hyxe manoiMoBipHO, mwo Bu orpumaere nepelo3yBaHHs, OCKilbkH Bu orpumaere in'exuiro B nikapHi
I ArOTOBJICHUM IIEPCOHATIOM.

4. MozkiiuBi no6iyHi edexTH

Sk i BCi JTiKapchbKi 3ac00u, 1ie 3aci® Moske BUKJIMKAaTH NM00iYHi eeKTH, Xoua i He y KOKHOTrO MallieHTa.

Jly>xe yacto y 6inbmie Hixk 1 Ha 10 mawieHTiB, sAKi JIiKyBanucs

Yacto v MeHue Hix 1 Ha 10, ase Ginbmre Hix 1 3 100 mauieHTiB, sKi JiKyBaaucs

Heuacro y MeHIue Hix 1 Ha 100, ane 6inpuie Hix 1 Ha 1000 namienTis, AKi

Piznko y Menmte Hix 1 Ha 1000, ane Ginpiue Hix 1 Ha 10 000 XxBOpHX

Jlyxe pinko y MeHire Hix 1 Ha 10 000 nauieHTiB, BKIIOYAIOYM OJUHUYHI BHITAIKH
Hyxe yacrto| UYacro | Heuacro Pinxo Hdyzxe pinxo

Ilopymenns 3
00Ky iMyHHOT
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Iopyuienns 3 HyIOTa

00Ky LIJIYHKOBO-
KHIIIKOBOTO
TPaKTy
[TopywieHns 3 rinepemis,
OOKY WIKIpH Ta LIKipHi
MiIKIPHUX BUCHITAHHS
TKAHUH

Y ck1a/IHeHHsI JMXOMaHKa
3araJjbHOro
xapakrepy i
peakuii B Miciri

* Pinkicui noGiuni epekTH 3HUKAIOTh MIBUIKO, KOJIM IIBUAKICTb 1H(Y3il 3MEHIIYETHCS a60 MPUMHMHAETHCS.

* JSlkwo BuHUKAE aHadinakTHYHKI IOK (BaKKi anepriusi peakuii), indy3ito ciia HeraifHo NPUIUHKUTH i
pO3110YaTH BiANOBIIHE JIiKYBaHHS.

¢ Slkwo Oyap-axuii 3 106iuHMX edekTiB cTae cepitozHum abo Akumo Bu nomitunm Gyap-ski moGiuni edexru,
He BKa3aHi B IbOMY JIMCTKY-BKJIanIli, Oy 1b-1acka, HOBIIOMTE PO Lie CBOTO Jlikaps a6o (GapManesTa.

Inuii moGiuni edexTy, AKi cnocTepiratoThes Micls AepkaBHOI peecTparii ans0yMiHy JH0aMHM:
rinepuyTIMBicTb/ajgepriuni peakuii, rooBHuil 6islb, IPUCKOPEHE CEPLEOUTTA, HAI3BUUYANTHO HU3bKHIl
aprepianbHuii THCK, 3aauLIKa a00 1McKoMOpPT NpHU AUXaHHi, OIF0OBaHHS, 3MiHEHe BiTUYTTs cMaKy,
KPOIUB’AHKa, CBePOiXK, 03H00, CepleBHii Hanal, HeperyapHe cepLeOnTTs, HAKOIIMYEHHS PiMHK B JIereHsX.

3BiTHICTH PO NOOIYHI edexkTH

Sxuwo y Bac Bunukium 6y/ab-aKi mo0iuHi eexTy, 3BepHIThCA 10 CBOTO Jlikaps, hapMalesTa Yu
mezcectpu. Le Bkmoyae Oyab-sKi MOKINBI I06i4HiI eeKTH, He nepepaxoBaHi B LIbOMY JIMCTKY-
BKJIQMITY. BU TakOK MOXKeTe NOBiAOMIATH Npo Oyab-aKi N06iuHi peakuii yepe3 HaAUiOHATILHY CHCTEMY
3BiTHOCTI, BKMOYeHy B Honatky V. ITosinomisitoun npo no6iuni edpektu Bu MokeTe 10IOMOITH HaaTH
Oinpe indopmanii npo 6e3nexy HBOro JKapCHKOro 3acoly.

S. Sk cain 36epiratu ®uexcoymin 200 r/a

30epiraiiTe Leii ikapchbkuii 3aci0 B HEXOCTYITHOMY st JIiTell MicLi.

He 3acrocosyiire ueii nikapchkuii 3aci6 micns 3akiHueHHs TepMiHy MPHAATHOCT, 3a3Ha4€HOT0 Ha MillIKY
1 KapTOHHIH ymakoBLi. TepMiH NIpUAATHOCTI 3aBEPLIYETHCS B OCTAHHI J€Hb 3a3HaY€HOr0 MiCsIIs.

30epiraT npu TemnepaTypi He Buie 25°C.
He 3amopo:xyBatu.
36epiraTi MilllOK y 30BHIILIHiN KOpOOL, 1100 3aXMCTUTH BiJ CBITJIA.

[liciist BIIKPUTTS yIaKOBKH Mpenapar cJlil BUKOPUCTaTH Heraitto. He BrkopucToByBaTH ®nexcOymin
200 r/n, KO PO34MH MYyTHHIA 200 MICTHTH OCaJl.

6. Bmict ynakoBkd i iHma ingopmauis

o mictuTe ®aexcoymin 200 r/a

- Jliroua peyoBUHa - Lie JTIOACHKHUIT aTbOyMiH.
1 jtitp po3umHy Mictuts 200 r 3aranbHOro 6inKa, 3 IKOro, MPUHAMHI, 95% € aTbOyMiHOM JTHOIHHY

1H'€KIIH.

3araneHa KibKicTh i0HIB Harpito: 130-160 MMomE/I
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Ax ®aexcoymin 200 1/ Burasiaac i BMicT YIaKOBKH

®nexcOymin 200 r/n npencraBneHnii sk po3ymH s iHdy3ii v mimky. Poamipu ynakosku: 12 x 100 mn (2
KOopoOKkHM 110 6 abo 12 onuHuub), 24 x 50 M7 (2 xopodku 1o 12 abo 24 onunuue), 1 x 100 M (oamuHnLs) i
1 x 50 M7 (OaMHMLS).

[1po3opuii, TpoXu B’s3KHMii po34nH, Maiixke 6e30apBHMUIA, KOBTOr0, OypPLUITUHOBOTO abo 3e7€HOT0 KOJIbOpY.
BaacHuk peecTpaniiiHOro cBiZonTBa Ta BUPOOHHK

Baacuuk peecrpauiiiHoro cBizonTea
Bakcanra Innoseiimnz I'm6X
[HnycrpimTpacce 67

A-1221 Binens

ABcTpis

+44 1635 798 777

Bupoouuk
Manufacturer
bakcrep AI'
Innycrpimrpacce 67
A-1221 Biness
ABCTpis

Ie#i mcTok-BKJIaAHII OYB B OcTaHHE 3aTBepLxkenuii 10/2015
Hacrynna indopmanis npusHadeHa TiIbKH 115t (axiBUiB y rajy3i 0XopoHH 310poB'si:

Jo Ta min yac 3acrocyBanus npenapaty ®iaexcoymin 200 r/a

* PozunHu ansOymiHy HE MOKHA PO3BOJANTHU BOJIOK JULS iH’ €KL, OCKIIBKHY 11e MOKe CIIPUYMHUTH
reMoJii3 y maii€eHra.

* Ilpu BBeJIeHH] BeMKUX 00’€MIB CJIil HArPiTH Npenapar A0 KiMHATHOI TemIepaTypu abo 10
TeMIepaTypH Tijla epe 3aCTOCYBaHHSIM.

+ Cuix 3anucyBatu Ha3By i Homep cepii penapaty ®nekc6ymin 200 /71 1opasy Npy BEeIeHHI NaIlieHTy
3 MipKyBaHb Oe3reKHn.

* SIKmio no3yBanus i mBMAKICTH iHQY3ii He BiAMOBiAae cTaHy KPOBOOOIryY MallieHTa, MOKe PO3BUHYTHCS
rinepsosiemis. ITpy nepmmx KJIiHIYHUX MPOSIBAX CepPLEBO-CYAUHHOIO TlepeBaHTaKeHHs! (FONOBHHUIT
Gisb, 3aAMIIKa, 3aKyIIOPKA SPEMHUX BeH) a00 NPHU HiABUIIEHOMY KPOB’SIHOMY THCKY, TTiJIBUIIEHOMY
LEHTPATBbHOMY BEHO3HOMY THCKY Ta HAOPSIKY JiereHb, CJiJl HeraifHO MPUITMHITH BBEICHHS.

IIpuroryBanus
®rexcOymin 200 r/1 MOKHA BBOIUTH BHYTPIIHEOBEHHO Ge3M0CepeiHbo abo Micis po3BeleHHs 130TOHIYHIM
PO3YMHOM (HanmpuKial, 5 % po3YMHOM TOK03H a60 0,9 % PO3YMHOM HATPIKO XJIOPHILY).

3acrocyBanns ®aexcoyminy 200 r/a

- He BuxopucToByBaTH, K10 PO3YMH MYTHHUI a00 MicTHTH ocaj. Lle Moke BKa3yBaTH Ha HecTaGiIbHICT
npoTeiHiB ab0 3a0pyIHEHHS PO3UHHY.

- Indysiro npoBOAATE LIISXOM BHYTpIIIHLOBEHHOTO BBEICHHS, BUKOPHCTOBYIOUH OTHOPA30BHil
CTepHJIbHIIA Ta Ge3niporeHHui indysiiinuit Habip. ITepen BBeIeHHM iH(Y3iHHOT CHCTEMH B KOBITAYOK,
#oro cnix npoaesinikysaTy BiiNoBiAHMM aHTHCcenTHKOM. [Ticis Toro, sk iHdysiiiHa cucTema
NpHKpIIJIeHa 10 Milllka, BMICT IOTPiOHO HeraifHo BBECTH.

- HIsuaxicts indysii HeoOXinHO MinGupaTy 3rifHoO 3 IHAMBIAYAILHUMY 06CTABUHAMY i IOKA3aHHSIMH.
[Tpu nnasmadepesi mBuAKiCTS iHY3ii HeOOXiAHO MiAGMpPaTH BiAMOBIIHO 10 IBUIKOCTI BUBEIEHHS.

Tepmin npuaaTHocTi
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[Ticns BIIKPUTTA YNaKOBKM Npenapat cjlil BAKOPUCTATH HeraiiHo. Bei HeBUKOpHCTaH] 3aIMIIKK JTiKapchKoro
3aco0y CIia 3HMLINTH 3TiTHO 3 MiCLIEBUMH BMMOTaMH.

HecymicHicTh

Llei nixkapcekmii 3aci6 He MOkHa 3MilIyBaTH 3 IHIIMMM JIKapPChKUMM 3ac00amu, IIJIBHOK KpOB'IO Ta
€PUTPOLIUTAPHOIO MACOIO (32 BUHATKOM i30TOHIYHOIO pO34YMHY, HANPHKIAL, 5 % po3urHy rmokosu abo 0,9 %
pO34HHYy HaTpito xyiopuay). Kpim Toro, moxaceknii ansbymin He ciin 3mimyBaté 3 rigposizatamu Ginka
(HanpuKJIal, NapeHTepalbHUM XapuyBaHHIM) UM PO3UMHAMH, IO MICTATH CIMPT, OCKINLKM Taki KOMOiHALUT
MOXKYTb CIPUYMHATH NpeLutiTanito oiika.

BukopucToByBaTn nuine, k1o miombda He NOWKOKeHa. BUKHHYTH y pasi mpoTiKaHHs.
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4. [HCTpYKILIS TPO 3aCTOCYBAHHS J1KapCHKOTO 3ac00y abo
iH(OopMallis PO 3aCTOCYBAHHS JIIKAPCHKOro 3aco0y,
3aTBep/KEHA 3T1IHO 3 HOPMAaTUBHUMHU BUMOTAMM KpaTHU
3asisBHUuKa/BupoOHuka abo KpaiHu, peryasiTOpHUN OpraH sikoi
KEPYETHCSI BACOKMMHM CTaHAapTAMU SIKOCTI, 1110 BIJINOBIIAIOTh
cTaHapTam, pekoMmeHaoBanuM BOO3, ta/abo 3rigHo 3
pe3yJbTaTaMM KJIIHIYHUX BUNIPOOYBaHb, BUKJIAJI€HA MOBOIO
BIJIIIOBIJIHO JIO BUMOT II10JI0 MOBHU, BU3HAYEHUX a03a1l0M
JPYTUM YaCTUHM TPEThOI cTaTTi 26 3akoHy Ykpainu «IIpo
3acajy JIepKaBHOT MOBHOT MOJITHKHY.
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Summary of Product Characteristics
I NAME OF THE MEDRICINAL PRODUCT
Flexbumin 200 g 1 solution for infusion
2 QUALITATIVE AND QUANTITATIVE COMPOSITION
Flexbumin 200 2 11s a solution containing 200 g1 (20%0) of total protein of which at least 95%0 is human albumin.

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

The solution is hyperoncotic.

pients with known effect:
130-160 mmol'l

For the full list of excipients. see section 6.1.
3 PHARMACEUTICAL FORM

Soiution for infusion.

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

4.1 Therapeutic Indications

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

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

4.2 Posology and method of administration

The concentration of the albumin preparation, dosage and the infusion rate should be adjusted to the patient’s
individual requireniesits,

Posology

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

I 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

- haematocnt’haemoglobin

Date Printed 1811 2015 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 1sotonic solution
(e.g. 5 %0 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 hypervolaemia 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 g1 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 gl Human albumin solutions are relatively low in electrolytes compared to the 40 = 50 gl 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 phsnn are admlmstered the possibility of transmitting infective

Date Printed 18/1172015 CRN 2138347
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I'heve are no reports of virus transmissions with albumin manufactured to European Pharmacopoeia specifications by
established processes.

It is strongly recommended that every time that Flexbumin 200 g1 1s administered to a patient, the name and batch
number of the product arc 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 mteraction studies of Flexbumin 200 g 1 with other medicimal products have been performed.

4.6 Fertility, pregnancy and lactation

I'he safety of Flexbumin 200 g 1 for use in human pregnancy has not been established in controlled clinical trials.
However, clinical experience with albumin suggests that no harmiul effects on the course of pregnancy, or on the
foetus and the neonate are to be expected.

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

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

Experimerntal 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 g1 has no influence on the ability to drive and usc machines.

4.8 Undesirable effects

Frequency has been evaluated using the following criteria: very common (*1/10), common (21100 to <1 10),

uncommo:t (11,000 to -~ 1.100), rare (-1 10,000 to - 1:1.000), and very rare (- 1-10,000), not known (cannot be
estimated from the available data).

Very Common | {ncon- Rare Very rare
common mon
Immune system anaphylactic
disorders shock
Gastrointestinal nausea
disorders
Skin and flushing,
subcuitaneous skin rash
tissue disorders
General fever
disorders and
adm:nistration
site conditions

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

In post-marketing surveillance the following adverse events have been reported. These eveats are listed by
MedDRA System Organ Class, then by Preferred Term in order of severity.
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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 Disorders 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, IRI. - Dublin 2; Tel: +353 1 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 cai efully

monitored.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: plasma substitutes and plasma protein fractions
ATC code: BOSAAOQ].

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 effect.

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 % is present
intravascularly and 55 to 60 % 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.

Date Primted 18/11/2015 CRN 2138347
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5.3 Preclinical safety data

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

In animals, 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 431
Sodium caprylate 2.7 gii
Sodium acetyltryptophanate 43¢l

Water for injections
Total amount of sodium ions 130 - 160 mmol'l
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).
Pack 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)
I 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 mtravenous route, or it can also be diluted in an isoto
5 “v 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-1221 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

g ulun/wi./ 10
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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 you 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 g/1 is and what it is used for

What you need to know before you use Flexbumin 200 g/l
How to use Flexbumin 200 g/1

Possible side effects

How to store Flexbumin 200 g/1

Contents of the pack and other information

GNP R LRI

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/l

Do not use Flexbumin 200 g/
- if you are allergic to human albumin or any of the other ingredients of this medicine (listed in section
6).

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.
- If you 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
infections being passed on to patients. These include careful selection of blood and plas

1
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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/
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/1 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.

3. How to use Flexbumin 200 g/l

Flexbumin 200 g/l 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

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

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

e If 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: Hypersensitivity/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/
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/1 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), 1 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/

e 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.

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

administered to a patient.

e 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/1

- 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.




