3ATBEP/IZKEHO
Haxka3s Miunicrepersa oxopoun
3popos'st YKpainn
Ne
Peccrpauiiine nocsirucnus

Ne

3MIHH BHECEHO
Haka3 Minicrepersa oxoponn
3ropos’st YKpainn
Ne

IHCTPYKIIS
JUISE MEIHYMHOTO 3ACTOCY BAHHS JIIKAPCLKOT0 3ac00y

BIOBEH
(BIOVEN)

Cknao:

diloua pevoeuna: Human normal immunoglobulin for intravenous administration;

| M2l npenapaTy MiCTHTB IMYHOJIOTIYHO aKTHBHOI 6i1koBOT (pakuii imynornobyiny G — 0,1 1
00noMidicHi peoGuHu: THIMH (KHCI0Ta aMiHOOLTOBA); BOJA JUIS iH €Ki,

Jlikapebka dpopma. Posuns s indysiii.
Ocroeni ¢pisuxo-ximiuni enacmueocmi: nposopa a0 3 He3HauHOIO onaiecuexuicio, Gesdapexa ado
3J1erKa KOBTYBATOr0 KOJIbOPY piMHa.

(dapmakorepaneBTHYHA rpyna. [MYHOr;00yiH JIOAWHH  HOPMalbHUI  JUIA BHYTPILIHBOBEHHOTO
BejeHHsA. Kon ATX J0O6B A02.

@apmaronoziuni enacmugocmi.
dapmaroounamixa.
Ilpenapar € iMyHOJIOTIYHO aKTHBHOIO GiJIKOBOIO (pakilicio (po3moain miaknacis imynornoyniny Gy
npenapari: 1gG1: 52 %, 1gG2: 32 %, 1gG3: 7 %, [gG4: 4 %), rpannynuil BMICT iMyHOTJIO0YTiHY A Y
npenapati cTaHOBHTB 400 MKI/MII.
Jlil0uMM KOMIOHEHTOM Mpenapary € aHTHTIJIA, WO BOJIOAIOTh crietHBiYHOIO AKTHBHICTIO MPOTH PI3HUX
36y/IHHKIB 3aXBOPIOBaHb — BipyCiB i GaKTepiii, y T.4. renaruty A i B, uutomeranosipycy, Bipycy repneca
moannn 1 Tuny, 2 THny Ta 6 Thny, Bipycy Emurreiina-bapp, BITPAHOT BICIH, TPHITY, KOPY, MAPOTHTY,
NOMOMI€NITY, KPacHYXH, KOKOUIY, CTaiJOKOKY, KHUIKOBOT NMAJIMYKH, ITHEBMOKOKA, MpaBlEBOro Ta
audrepifiHoro Tokcury. Mae Takox Hecneundiuny AKTHBHICTb, IO NPOSBIACTBCA Y MiJBHILICHHI
PE3MCTEHTHOCTI OpraHi3my.
INpenapat BOJIOIE HH3BKOIO CTIOHTAHHOIO AHTHKOMILIEMECHTAPHOIO AKTHBHICTIO.
Ipenapar ¢ HatuBHuM iMyHornoGyninom G, 3Gepirac BCi GIOJIOTiYHI  BJIACTHBOCTI: AKTHBALLIIO
KOMIIEMEHTY, eQEeKTOpHY Ta ONCOHO-(arounTapHy dyHKuii.
[penapat ¢ iMyHOIOTI4YHO AKTHBHOIO 6i1KOBOIO (paKUicio, 110 BHIIEHA 3 CHPOBATKH a00 11a3MH Kposi
JIOJIHHH, TIEPEBIPEHHX Ha BIJICYTHICTD antutia go BUI-1, BUJI-2, no Bipycy renatuty C Ta noBepxHeBoro
aHTHreHy Bipycy remartuty B, OuHIIEHOIO Ta KOHICHTPOBAHOIO  MCTOLOM (pakuioHyBaHHs
CIIMPTOBOJIHMMH OCAIHHKAaMH, fKa Tnpoiuuia CTaNilo BIpYCHOI iHAKTHBALIT CONBBEHT-ICTEPreHTHHUM
METOZIOM.
Jlani npo eeKTHBHICTH iHAKTHBALIT MOJE/ILHHX BipyCiB HaBseJieHi y Tabu. 1.

Tabnnus |
EdexTiBHicTs iHAKTHBaLIT/BUAATCHHS BipyCiB




=

; . Peaynbrar BHNpoOyBaHHA
“ Bipyc ®DakTop NaniHKg THTPY : MCTOIIOMPHJI};’ }
Bipyc iMmyHoaediunTy 1oanHy | 5.0 g TCIDso/cm’ - ;
Bipyc renatuty C 5.5 lg TCIDso/cM’ - |
Bipyc npoctoro repnecy Il-ro tTuny 6,0 lgTCleo/cm3 = Bitl S8 i
Bipyc BipycHoi aiapei BeJHKOI pora- 5,5 1g10 TCIDso/em® - |
TO1 Xya06u L Lo
Bipyc ncesaockasy 6,3 Igi0 TCIDso/cm’ P |
EnTepoBipyc cBuHeit I-ro THiy 4,6 1g10 TCIDso/c™’ + |
AneHosipyc moanuu IV-ro Tuny 1,2 Igio TCIDso/cm’ + i |
Bipyc renatuTy Ka4ueHsT I-ro THiy 3,3 lgio ELDso/cm’ A/l |
Bipyc Be3uKYJIAPHOTO CTOMATHTY 7,0 Igio TCIDso/cm® H/11 |

W1 — HEeMa€ faHuX

dapmaxokinemuxa.

Bucoka eexTHBHICTb npenapary 3a6e3nedyeTbcs WBHAKHM i CTOBIICOTKOBUM HAIXOKCHHAM aHTHTL
JIO KPOBOTOKY | HOPM&IbHHM TICPIOIOM HAMIBBHBEACHHS 3 OPraHiaMy.

IMicns BHYTPILUHLOBEHHOTO BBEICHHA OGi0MOCTYNHICT HOPMAILHOTO IMYHOIJIOOYJIIHY JIOAHHM Y
KpoBOOGIry peUHIICHTa € HerafiHolo Ta MOBHOW. BiH WBHAKO PO3NOAINACTBHCH MK MIAIMOI0 Ta
CKCTPABACKYJIAPHOIO PLAMHOIO, Micis npuGiM3HO 3-5 aHiB AocsracTbes piBHOBara MK IHTpa- Ta
EKCTPABacKYIAPHHUM NPOCTOPaMH.

Hopmanbhuit iMyHornoGyntin moansu Mae nepion Hanissusesenus npuGansno 40 awis. Leit nepion
HaNMiBBHBEJICHHS MOXKE BIAPI3HATHCA y KOXHOTO OKPEMOTro nailieHTa, ocobiMBO MPH MEPBHHHOMY
imyroznediuuTi. IgG Ta IgG-KOMIIEKCH PO3NANAIOTHCH Y KAITHHAX PETHKYIOEHA0TETATbHOT CHCTEMH.

Kainiuni xapakrepucrukmn.

IMokaszannn.

[Ipenapar 3acTOCOBYBaTH JUIA 3aMICHOT iIMyHOTepanii y npoueci JiKyBaHHS TCPBHHHHX | BTOPHHHHX
iMyHOAE(ILMTHIX CTAHIB i MOB'A3aHUX 3 HHMMH 3aXBOPIOBAHb, & TAKOK JUIS JIIKYBAHHS | npoiNaKTHKH
3aXBOPIOBAHbB, CTIPHYHHEHHX GAaKTEPIaTBHOIO i BIpyCHOIO iH(eKUicIO.

IIpenapar npH3HayaTH JOPOCITHM MALIEHTaM.

3acToCOBYBATH MpPH JIIKYBaHHI:

- CHHJpPOMIB NEepBHHHOIO iMyHoztediumTy: BPOJLKEHA arammarsobyninemis abo
rinorammarnoGyninemis, Tsxkkuil komGiHoBaHmit iMyHOzCdIUMT, HeknacHdikoBanuii BapiabenbHuil
imyHozediunT, cunapom Bickorra-Onapuya;

- BTOPHHHOTO CHHAPOMY Ae(illATY @HTHTIN — LHTOMNEHIT Pi3HOTO reHesy (rocTpuit Ta XpOHiYHMIl
NeitKo3, anJacTHYHA AHEMisi, CTAH MicAs Tepanii UHTOCTATHKAaMH), TAKKI (opmi OakTepiabHO-
TOKCHHYHHMX Ta BipyCHHX iH(ekuifi (BKIIOHAIO4H XipypriyHi yCKJIQJIHEHHS, WO CYNpPOBOUKYIOTHCH
GaxkTepieMici0 i CENTHKOMIEMiYHHMH CTaHaMH Ta TIpH MiArOTOBIUI XipypriYHHUX XBOPHX J10
onepatii);

- ayTOIMYHHHX 3aXBOpIOBaHb — iJionaTHyHa TPOMGOLIMTONEHIYHA MyPIypa 3 BHCOKHM PH3HKOM

< KpoBoTe4i a60 mepe XipypriYHHM BTPYHaHHSM JUIA KOpeKUii KiJIbKOCTI TPOMOOUMTIB, CHHAPOM

Tiena-Bappe, Xpowiyna 3ananbHa Hefiponatis (WO AeMi€NiHi3ye), 3ananbHa  Mionaris,
 rpanynematos Berenepa, JepMaTOMIO3NT, CHCTEMHi 3aXBOPIOBAHHS  CMOMY4HOT TKaHHHM

il (peBMatoinHuil apTpHT), cHHapoM Kasacaxi;

TPAHCIIAHTALLIT KICTKOBOrO MO3KY.

~ rOMOJIOriYHHX iIMyHOTIOGYNiHiB, 0COGNHBO y AyKe piakicHux BHnaakax gediuuty IgA, KomM nauieHT
! : a_m‘l‘ini'nb IgA. BeeneHHs iMyHOr106y1iHy NpOTHIIOKA3aHe ocobam, AKi MAIOTh B aHAMHE3i BaXKi
UIeprivHi peakiii Ha BBEICHHS GiKOBHX npenapatis KpoBi JIOAMHH. XBOPHM, SKi CTpaXKIaloTh Ha
priui XBopoGH 260 MAIOTh CXHIIBHICTb 10 &/IEPrivHHX peakuiil, npu BBEIEHHI iMyHOr00yniHy Ta B
8 mi6 pekomeHAylOThCA  aHTHTiCTaMiHHi 3acoGu. OcoGam, sKki cTpaxzaioTs Ha
{i CHCTeMHI 3aXBOpIOBaHHs (iMyHHI XBOpOGH KpOBi, KoNlareHo3, HepuT) npenapar ciiia




NPH3HAYATH TICHS KOHCYNbTAaUIl 3 BIANOBIAHMM cnewianicToM. Y nepiof 3arocTpeHHsi aiepriutoro
npouecy BBCACHHA Npenapary rnpoBoJaAnTH nicias BHCHOBKY @1eproJiora 3a XHTTCBHMH TNMOKa3aHHAMH,

Ocobausi 3axodu 6e3nexu.

Jlesxi cepito3ni noGiuni peakuii MoxyTs GyTH 1oB's3ani 3i wsHaKicTIO BBeACHHs npenapaty. [lauicuTy,
AKI OTPHMYIOTH IMYHOrJIOGYNiH Brepuwie, 3a3suuail BiguypaloTh ciabky nobiuny ailo 3 Ginbiuoio
YACTOTOI0 HDK Ti, XTO 3HAXOMATLCHA HA peryaspHiil Tepanii imynornoGyninom. Bxaszamux Huxkvue
NapaMeTpiB WBHAKOCTI BBEJCHHA CiJl JAOTPHMYBATHCA | 3a nNauicHTaMH HeoOXiHO  peTesibHo
cnocTepiraTi AK mia vac indy3ii, Tak i nporsrom | roamuu micas 3asepuieHus nepwoi iny3ii. Y
BHNIAAKY NMOSBH NOGIMHMX peakuiit wBHaKicTs iHQy3ii nosuuna Gytn 3umkena abo cama indy3is
NPHITHHEHA N0 3HHKHEHHS HEOMKAHWX CHMNTOMIB., SIKUIO MiC/AS NPUIHHEHHS BBEACHHA CHMITTOMM
30epiraloThes, TO JOULTBHA CHMITOMATHYHA Tepanis. Y BHNAAKY IIOKY CJiJl JOTPHMYBATHCS BKA3iBOK
U010 MNpOTHWIOKOBOI Tepanii. JIns mnauwieHTiB 3 wyKpoBuM iaGeToM Ta PHIHKOM HHPKOBOT
HEIOCTATHOCTI, & TAKOX JUIN XBOPHX HA CHCTEMHY YEPBOHY BOBUYAHKY 3 3a/liSHHMH HHPKaMH POTATOM 3
AHIB MICNS BBEACHHA NPENapary CliJ BUMipioBaTH piBeHb KpeaTHHiny. [Ipn Hactynuux indysiax 3a
NMAUICHTAMH HEOOXIZHO peTenbHO cnoctepirath MpoTarom 20 XBHJIHH 3 MOMEHTY 3aKiHUCHHS BBCICHHS
npenapary.

[Ipenapar bioBeH 3acTOCOBYBATH JHIIE B yMOBaX CTallioHapy NpH A0TpHMaHHi npasm acentiku, [lepes
BBEJACHHAM (IAKOHH BHTPHMYBaTH NpH Temnepatypi (20£2) °C He MeHue 2 FOIHH.

Posunn Mae GytH nposopmit aGo 3nerka onanecuiioioumii, Ge3Gapuuii abo 37erka KOBTYBATOTO
KOJNbOPY.

He BuKOpHCTOBYBaTH MYTHI po3untu abo Taki, 1O MalOTh OCal.

Jlns BBEACHHSA npenapaTy HeoOXiAHO 3aCTOCOBYBaTH OKpeMy iH(Y3iliHy cHcTeMy.

B3zaemodin 3 inwumu nikapcokumu sacobamu ma inwi eudu ezaemodii. JIiKyBaHHS Tpenapatom
MOKHA NOCIHYBATH 3 3aCTOCYBaHHAM Oy/b-SKHX JIIKapChbKHX 3acobiB.

JKuei ocnabneni eipycni 6axyunu

Beenenns iMyHOroGyniHiB MOXe 3MeHIIyBaTH NMpOTATOM mnepioay Bia 6 THkHIB Ta 10 3 Mmicauis
eEKTHBHICTD XHBHX ocnablieHHX (aTeHylipoBaHMX) BipYCHHX BakUMH TNpPOTH KOpY, KPAacHYXH,
€NiZIEMIYHOr0 NMapoTHTY Ta BITPAHOI Bicnu. [licns BBeAeHHA JAHOTO mpenapaty repesl BaKUWHALICIO
KHBHMH Oc1abiieHHMH BIpYCHHMH BakLHHAMH Mae npoiiTi 3 Micsui. Y pa3si BakuuHauii npoTH Kopy Le
ocnabneHHs edEeKTHBHOCTI BAaKUMHH MOXe TpuBaTH 10 | poky. ToMy y NauieHTiB, SKHM BBOJISTH
BaKLHHY NPOTH KOPY, CJILA NEPEBIPATH CTATYC AHTHTI.

[Ticns BaxuwHauii npoTH uMX iHQEKuUii npenapar BapTo BBOAMTH HE paHilue, Hixk uyepe3 2 THXKHI; y pasi
notpedbu 3actocyBaHHs bioBeH padille HBOro TepMmiHy BakUMHAUiIO NpOTH Kopy abo enizeMiuHOro
napoTHTy BapTo noBTOpuTH. lllennenns npotn iHwMX iHdekuiit MoXKyTb OyTH nposeaeHi y Oyab-saki
TepMiHH 210 abo nicis BBEACHHS npenapary.

Bnaue na pesyabmamu ceponoziunux mecmie

ITicas in’exuii iMyHOrn06yniHy THMYacOBE NiJIBULIEHHS Y KPOBI PiBHA Pi3HHX aHTHTIN, AKi NepeaaloThes
NacHBHO, MOXKE NMPH3BECTH 0 MOMHJIKOBHX IMO3HTHBHHX PE3YJIbTATIB CEPOJIOTIYHHX aHANI3IB.

IlacuBHa nepeaaya aHTHTIJ IO EPHTPOLIMTAPHHX aHTHIeHiB, Hanpukian A, B aGo D, Moxe BnimBati Ha
JI€AKI CEpOJIOTiYHi TECTH BHM3HAYCHHA ANOAHTHTLN 10 epHTpoumTiB (Hanpukian Ha Tect KymGea),

KUIBKICTh PETHKYJIOUMTIB Ta rantorso0iH.

Ocobausocmi 3acmocysanHA.

3acmepeoicenna wjooo 66edenHa npenapamy

Jleski Taxki nobGiyni peakuii MoxyTh OyTH mnos's3aHi 3i wsHakicTio iHdy3ii. Cnix cysopo
JOTPHMYBATHCS PEKOMEHA0BaHOI wBHAKOCTI iH(y3ii. [ToTpibHO yBakHO KOHTPONIOBATH CTaH nauicHTa i
PETENBLHO CTEAKHTH 32 MOABOIO OY/Ib-AKHX CHMIITOMIB NMPOTATOM YCBOTO nepiony iHys3ii.

Jleski no6iuHi peakiii MOXYTb TPaIUIATHCA vacTille:

- Y BHNAJKy BHCOKOI LUBHAKOCTI iHQY3iii;
- Y NauicHTiB, AKi OTPUMYIOTH IMYHOIr/I0GY/NiH JIOAWHH HOpManbHui Bniepie, a6o, y piAKICHHX
BUNaAKax, koW BiaOGyBacTbea nepexifi Ha iMyHOrnoOysiiH JIOAWHH HOpMmanbHuH, a60 KOMH MHHYB

TpUBIHiE YAC 3 MOMEHTY TNONEPEAHBOT iH(Y3il.
TloTenuifinux yeknaanenb MOKHA YHUKHYTH, AKILO NEPEKOHATHCH, LIO:

g



- MALICHTH HEYYTJIHBI JI0 IMYHOrNOOYiHY JIIOAWHH HOPMATHLHOTO MPH MEPUIOMY NOBITBHOMY BBE/ICHHI
npenapary uuisxoM iHdysii;

- NAUICHTH 3HAXOAATHCA MiJl PETEIBHAM KOHTPOJIEM Ha MpeaMeT NosBH Oyab-SKHX CHMIITOMIB MPOTATOM
ycsoro nepioay iHdys3ii. 3okpema, w06 BUABHTH O3HAKH MOTEHUINtHOro HeGax)aHOro BIUIMBY, Mij vac
nepuoi iHdy3ii i B nepury roguHy micas nepuioi ingys3ii noTpibHO KOHTPONIOBATH CTaH MAUICHTIB, SKi He
OTPHMYBIH PpaHille Tnpenapatd IMyHOrJIOOYy/iHy, sKi OTPUMYBAIH JIIKYBAaHHS QIbTCPHATHBHUM
npenapatoM, ab0 MiCiA TPHBAIOI NEPEepBH MiCJAS OCTAHHBOTO BBEICHHA IMyHOrOGyniHy. Takum
nauicHTaMm noTpiGeH KOHTPOJb NPOTATOM YChOro Nepioy rnepiuoi iH(y3il, a TaKoX MpoTAroM | rognHu
micns 3aBEpPUICHHS BBCACHHA. YCIM IHWIMM NawicHTaM CiiJ 3HAXOAMTHCA MiJl MCAHYHHM HarJIsIoM
npoTAroM nepux 20 XBHJIHH NIC/S BBEICHHS.

Y pasi noseu no6iuHOI peakiii MoTpibHO aG0 3MEHIINTH WBHAKICTL BBEICHHS, a60 3ynUHHUTH iH]Y3iio.
HeobxinHe NiKyBaHHS 3Q€XKHTH BiJl XapakTepy i TAXKKOCTI MobiuHOT peakuii. Y pasi po3BHTKY WOKY CIIijl
NMPOBOAMTH JIKYBAIBHI 3aXOAH BIANOBIAHO /IO 3aTBEPUKCHWX pPEKOMEHAauiil 3  TMpOBE/ICHHS
TpOTHIIOKOBOI Tepartii.

JIns Beix nauienTiB npu BBeaeHHI IgG noTpiGHo:

- MPOBECTH ANEKBAaTHY rijipaTauiio nepea noyarkom indysii IgG;

- KOHTPOJIOBATH Jliypes;

- KOHTPOJIIOBATH PiBHI KPEaTHHIHY y CHPOBATI KPOBI;

- YHHKAaTH CYNYTHBOTO BHKOPHCTAHHS TIETIBOBHX JllyPETHKIB.

TIinepuymaugicmeo

MoXyTb BHHHKHYTH cepio3Hi anepriudi peakuii. Y 38'S3Ky 3 UHM 0COOH, KOTpPI OJepKaiy rpenapar,
MOBHHHI nepebyBaTH MiJl MEAHYHHM HarasaoM npotsroM 30 XBuiH. Y pasi BHHHKHEHHS TaKHX peaxiii
— BBEJIEHHA npenaparty bioseH wisxoM iHY3iT c/1ijl HeraliHO NPHIMHKUTH Ta 3aCTOCOBYBATH BIAMOBIIHE
NiKyBaHHs. Y nauieHTiB 3 aeQiuuToM iMyHOTIOBYIIHY A Ta HAsBHHMH aHTHTIIAaMH JI0 IMYHOTJIO0YJIIHY
A icHye 3HQYHHIl PH3HK PO3BHTKY CEpHO3HHX anepriyHux Ta aHadinakTOiAHMX peakuiil, skl MOKYTb
BHHHKHYTH Y 3B'S3KY 3 BBEJICHHAM npenapaty bioseH.

Y piAKiCHWX BHNAaaKax IMYHOMJIOOYNiH JIIOAMHM HOPMAIBHHIT MOXKE CIPHUMHATH 3HHKCHHSA

apTepialbHOr0 THCKY 3 aHa(iNakTHYHOIO peakuicio, HaBiTh y MALICHTIB, SKI OTPUMYBAIH TOTEPE/IHE
NKYBaHHA IMYHOTJIOOYTIHOM JIIOAMHH HOPMATTbHHM.
Hupkosa neoocmamuicmeo

TTOBIIOMAISNIOCS TPO BHMAAKH TOCTPOI HHPKOBOI HEJOCTATHOCTI Yy MALIEHTIB, AKI MPOXOAMIIH TEPArilo
IgG. Jlo HUX BIAHOCATBCA: FOCTPA HUPKOBA HEJOCTATHICTB, TOCTPHIT TYOYISpHHI HEKPO3, MPOKCHMAIbHA
TyOynsipHa Hedponaris i ocMoTHYHHIT Hedpo3. Y GinblocTi BUnaakis 6ynu Bu3HaueHi GakTopH pH3HKY,
TaKi AK TMONEPEHbO ICHYIOYa HHPKOBA HEAOCTATHICTH, UYKPOBHIi aiabet, rimoBosiemis, HajaMipHa maca
TiNa, CynyTHi He)pOTOKCHYHI JTiKapChbKi MpenaparH, Bik BiZl 65 pokis, cencuc abo napanpoTteiHeMis.
OCKLTBKH 11i NOBIIOMJICHHS 1PO HUPKOBY AMCYHKLIIO i rOCTPY HHPKOBY HEIOCTATHICTh ACOLIIOBAIIHCSA 3
BHKOpPHCTAaHHAM Garathox Jiuenzosanux npenapartis IgG, Ti, ski MmicTHan B sikocti crabinizaropa,
BIANOBIAH 3a HENpONOpUiiiHY YacTKy 3 3aralbHOl UIUIBHOCTI TaKWX BHNAAKIB. Y TNaUieHTIB 3
NiJABHIICHAM PH3HKOM MOXKHA PO3TJIAHYTH MOXJIHBICTH BUKOpHCTaHHAM npenapatis [gG, skl HE MICTATS
LYKpO3H/caxapo3n/MaibTO3H.

Iepen mouaTkoM BBeAeHHs npenapary BioBen masxom iHQysii cnia nepekoHaTHes, WO Yy NalicHTa
BIICYTHi O3HAKH Jeriaparatlii.

JUns MaUiCHTIB 3 TOTEHUIMHAM PH3HKOM PO3BHTKY rOCTPOi HHPKOBOI HEAOCTATHOCTI CIij 3AIHCHIOBATH
nepiouyHHi MOHITOPHHT QYHKLUIT HHpOK Ta Aiypesy. ITokasHuku QYHKLUII HUPOK, BKIIOHAIOUH PIBCHb
a3oTy ceuyoBHHH KpoBi (ACK)/kpeaTHHiHy CHPOBATKH KpOBi, CNiJl OUIHIOBATH JIO TNEPUIOrO BBEICHHS
npenapaty BioBen Ta micis uboro uepes neBHi mpomixku uacy. Ilpn noripuwenHi QyHKUIOHYBaHHS
HHPOK CJIiJI TPHITHHHTH 3aCTOCYBaHHA Tpenapary.

JLnsi NauieHTiB 3 NOTEHUIHHUM PH3HKOM PO3BHTKY MOpYIIEHHS (YHKUIOHYBAHHS HHPOK Ta/abo po3BHTKY
_ TPOMBOTHUHHX YCKJIQAHEHb CIiJl 0GEpekHO 3MEHILIYBATH KiJbKIiCTh mpenapaty biosew, BBeneHoro 3a
OMHHILLIO Yacy.

I'inepnpomeinemis

TinepnpoTeineMis, MiABHIIEHHS B'A3KOCTI CHPOBATKH KPOBi Ta TiNOHATPIEMiA MOXYTh BHHUKHYTH Y
MAWiCHTIB, SKi OTPHMYIOTb JIiKyBaHHA  iMyHornoOyniHoMm. [inoHaTpieMis Moxe BHABHTHCS
NICEBAOTINOHATPIEMICIO, IO MPOSBISETHCA 3MEHIICHOIO OGYHCICHOIO OCMOJIANBHICTIO muasmu abo
36LIBIEHHSAM OCMOJIAPHOTO iHTepBany. KIiHIYHO BaXIHBO BIIPI3HHTH CTIPABXKHIO TIMOHATPIEMIIO BiX



MCEBAOriMOHATPIEMIT, OCKUIBKH NMPH 3MEHLICHHI BUIBHOI BOAW y CHPOBATLI KPOBI LUILOBE JIIKYBAHHSA
NALLICHTIB i3 MCEBJAOTIMOHATPIEMICIO MOXE NPH3BECTH [0 JAcriapatauii, y 3B’A3KY 3 YHM NIABHULYCTHCH
B’A3KICTh CHPOBATKH KPOBI Ta MOXE BUHHKHYTH TpoMGoeMBoTiuHe YCKIAIHEHHS.

TpomboemboniuKi ycK1GOHEHHA

BHac/AOK JIKYBAHHA npenapataMd iMYHOrn00yniHy Moxe BHHHKHYTH TpomO0o03. DakTopH pH3HKY:
OXHPIHHSA, ATEPOCKJICPO3 B AHAMHE3i, NOPYIICHHS CEpUEBOr0 BHKHIY, apTepianbHa TiNepTeHsis,
uyKpoBHit aiaGer 3 HASBHICTIO B aHaMHE3l 3aXBOPIOBAHHA CYIMH | BHNAAKiB TPOoMOO3y, MAUICHTH 3
Habyroio a6o cnaakosoiw TpomOodinicio, nNaUiCHTH 3  THAKKOIO TiNMOBOJEMICIO, NALICHTH 13
3aXBOPIOBAHHAMH, AKI MIJABHULYIOTH B'A3KICTb KpOBi, JiTHIi Bik, TpuBana immoOGinisauis, crawm
rinepkoary/isuii, BeHO3HMil abGo aprepianbHuit TpomGO3 B aHaMHe3i, 3aCTOCYBAHHA €CTPOICHIB,
BHKOPHCTAHHA NOCTIHHMX LCHTPAIBHWUX KATETEPiB Y CYAWHAX, MiJABHUICHA B’A3KICTb KPOBI Ta pH3HK
CCpUEBO-CYIMHHHX 3aXBOPIOBaHb. TpoMG03 TAKOXK MOKE BHHHKHYTH HABITh Y pa3i BUICYTHOCTI BIIOMHX
($aKTopiB PH3IHKY.

Cnia 3mCHATH 3araibHy OIIHKY B'A3KOCTI KPOBi y MAUIEHTIB 3 PH3HKOM MiJBHLICHOT B’A3KOCTI,
BKJIIOYAIOYH MOB’A3aHy 3 KpiorsioOy/liHaMH, XiJIOMiKPOHEMI€IO roJI0AyBaHHA/TIOMITHO BHCOKHM pIBHEM
TpuriineponiB  (Tpuraiuepuais) abo MOHOKJIOHAIBHOIO ramonarticio. JUis NauieHTiB 3 PH3HMKOM
BHHHKHEHHSA TPOMOO3Y NPAKTHKYETBCA BBEICHHS Npenaparis iMyHOr106yJ1iHy Y MiHIMIbHIX 103aX Ta 3
MIHIMATBHOIO WBKAKICTIO iH(y3ii. Tepen 3acTocyBaHHsM npenapary ¢l NEPEKOHATHES Y HAICKHOMY
piBHI riaparauii nauicHTa. Y naumi€HTIB 3 pU3MKOM BHHHKHEHHS MiJBHIICHOT B’ A3KOCTI CJIi1 3A1HCHIOBATH
KOHTPOJIb CHMITOMIB TpOMGO3y Ta OUIHKY B'S3KOCTI KPOBI.

Cunopom acenmuyno2o meninzimy

SIk nOBIAOMAANOCH, CHHAPOM acenTHYHOro MeHiHrity (CAM) Moxke piko BHHHKATH y 3B'S3KY 3
NKYBaHHAM npenapatamu iMyHornoGyniny. [IpunuHeHHs NiKYBaHHS TakMMHM Mpenapatami Criphsc
pemicii CAM Ge3 yckiaaHeHb NPOTATOM KibkoX AHiB. Llelf cuuapom 3a3zsuuail 3 SBIAETBCSA MPOTATOM
nepiofy Bil KibKOX TOAWH [0 ABOX /AHIB MICAS JIKYBaHHA rnpenapatamMu IMyHOrZ0OyaiHy Ta 1x
WIBHAKOro BBeJIeHHA. Lle XapaKTepH3yeTbcs CHMMTOMAaMH, IO BKJIIOYAIOTH CHIBHHIT ronosuuit Oins,
PHIIAHICTE M’A3iB NOTHIHLI, COHAMBICTB, rapsuky, Gotodobito, 60ILOBI BIAYYTTS Mia yac pyxy oueii,
HyaoTy Ta 6moBanHs. Pesynbrati nocnikens uepebpocninanshoi pianuu (LICP) yacto € nosutHeHIMH
HA TICOUMTO3 3 KIIBKOMA THCAYaMH KJIITHH Ha MM°, NEpEeBaXHO TpaHyJOLUMTAPHOTO psily, Ta
MiABHIIEHHSA PiBHIB OINKIB 10 KUTBKOX coTeHb M/l [TamieHTH, y SAKHX HAsBHI Taki CHMITTOMH, MOBHHHI
NpoitTH HeBposioriuHe obcTexkKeHHs, BKIoOYaoun aochiukeHHs LICP, s BHKTIOUEHHS HLIHX NPHYHH
MeHiHriTy. IlauieHTH, sKi MaloTh B aHaMHe3i MirpeHb, € Oibll CXWIBHHMH J10 HbOro. CHHIpOM
MEHIHTITHOTO CENnCcHCY MOJKE TPATUISATHCS YacTille NpH JiKyBaHHI BHCOKHMH j103amu IgG.

I'emonis

Ipenapati iMyHOTIO0YTiHY MOXYTh MICTHTH @HTHTLJIa IPYT KPOBI, 110 MOXYTb JIATH SK FeMOJI3HHI Ta
CPHATH in Vivo TIOKPHTTIO EPHTPOLMTIB OOONOHKOIO 3 IMYHOr/IOGYjliHYy, WO CHPHYHHAC TpAMY
NO3UTHBHY peakuilo iMyHoriobyiHy Ta 3piaka remonis. 'eMoniTHYHA aHeMis MOXKE BHHHKHYTH Y
38’A3KY 3 JKYBaHHAM iMyHOI/I00y/liHAMH, BHAC/IOK 36iblICHHS cekBecTpauii epuTpounTis, [lauieHTis,
AKI OTPHMYIOTH JIIKYBaHHS IMYHOrJIOOY i HAMH, CJTiJl KOHTPOMIOBATH HA HAABHICTD KIIHIYHHX CHMIITOMIB
remonisy. ITpi nosiBi TAKHX CHMITTOMIB MiC/IS BBEIACHHS IMYHOMIOOYIiHY WISAXOM iH(Y3ii ciri 3aificHHTH
nabopaTopHi aHai3H JUIS NATBEP/UKEHHS remMoisy.

Cunopom 20cmpo20 nocmmpanc@y3iino20 yuK0o0ICeHHA 1e2elb

INosigomnsnocs npo Hexapnioreunun Haﬁpmc nereHb (CHHAPOM TroCTporo nocrrpancdysiinoro
YUIKOJUKEHHS JIEreHb (CI'TIVJI)) y nauicHTiB, AKHM BBOJIHJIH myHomoGymH CI'TIVIJI XapaKTepH3yCThCA
TSOKKUM YCKNQIHEHHSM JHXaHHS, HaGpAKOM JIereHs, TilOKCEMIEIO, HOPMATBHOIO byHKuicio niBoro
| ITYHOYKA Ta rapA4Kolo, 110 3a3BHyall BHHHKAE npoTsrom 1-6 romuu micas Tpancdysii. [TauicHTam 3i
CITIYJI Mo%Ha 3aCTOCOBYBATH KHCHEBY TEpaIiio 3 HAIEKHOIO J10aTKOBOIO BEHTHJIALLIEIO JICTeHb.
v l'lalucu'nn, AKi npuiMaloTh iMYHOrI06Y/iH, Clii KOHTPOMIOBATH IIOAO0 MOGIMHHX peaxum 3 Ooky
_mlxansnon cucTemu. SIkuo l'llll03p10€"l'b01l HassHicte CITIVJI, HeobxinHoO MpOBECTH BIANOBIZAHI aHATI3K
Ha HasBHICTb aHTHHEHATPODINBHUX aHTHTIN AK Y Npenapari, TaK i B CHPOBATIi KPOBi nauieHTa.

%nonn CHMITTOMIB reMomsy nicns BBelCHHA IMyHOrnoOyniHy wsaxoM iHdy3il cnia nposecTH
OBI/IHi naﬁo;mopm aHasi3M s iX mmepmxeuna

R &Lﬂﬁgﬁmd)mmux aHTHTL K Y npenapa'n TaK i B CHpPOBATLli KPOBi nauicHTa,



Y 38’53Ky 3 NOTCHUIRHUM NiABHIIEHHSAM PU3HKY TPOMGO3Y CITiJl OUIHHTH B'A3KICTH KPOBI Y NALICHTIB 3
PH3HKOM TIIBHUICHOI B'A3KOCTI, BKITIOYAIOUH KpioraoGyiiHH, XiJOMiKpOHEeMilo rOJI0ZLYBAHHA/TIOMITHO
BHCOKHil piBEHb TPHIAILEPONIB (TPHIITiLEPHIB) 60 MOHOKJIOHWILHY raMONaTilo.

3azanvna ingopmayin

[lpenapat BHPOG/AIOTH 3 MiasMi MOAHHM. JI0 CTAaHAapTHHX 3aXOiB JUis 3anoGiraHHs iHQIKYBaHHIO
yepe3 BUKOPHCTAHHS JIKAPCHKMX MPENaparis, NPHrOTOBAHHX 3 KPOBI JIOJAMHN a60 Mia3mMH, BUIHOCATHCH
BinGip AOHOPIB, MepeBipka 3pa3kiB AOHOPCHKOI KPOBI i MyaiB MasMu Ha HAABHICTH cneundiuHmx
MapKepiB iHQEKUIT, a TAKOK BKIIOHCHHS eeKTHBHHX BHPOOHMUMX CTalifl Ui iHAKTHBALIT/3HHLICHHA
pipycis. He3paxaioun Ha ue, NpH BBEJACHHI JIIKApChKHX NMPENnaparis, MPUroTOBAHHX 3 KPOBI JIOAHHH a0
MAA3MH, HEMOXITHBO MOBHICTIO BHKJIIOYHTH MOXJAMBICTH nepeaadi iHgekuifl. Lle x crocycThes
HEBIZIOMHMX | HOBHX BipYCiB Ta iHLIMX NATOreHiB.

[lpoBesieHi 3aX0aH BBAXKAIOTHCH ePeKTHBHHMH o0 oGononkosux Bipycis, Takux sk BIJI, sipyc
renatuty B i Bipyc rematuty C. BianocHo 6e3060710HKOBHX BIpyCiB, TAKHX K Bipyc renatuty A i
napsosipyc B19, ui 3axonn moxyTe mMaTh oOMexeHy edexktnBHicTb. Kniniunmil 10CBiA TNICPEKOHINBO
CBIIMHTB NMPO BIJICYTHICTH BHNAJKIB nepeaayi Bipycy renatuty A Ta napsosipyca B19 npu 3actocysanHi
npenapatiB iMyHornoGyniny moaunu. KpiM Toro, nepeafavactbes, WO BCJIMKE 3HAYCHHA JUIA
NiIBHILEHHS BIpYCHOI 6e3neku Mae BMiCT aHTHTLIL.

[Ipenapar HE MiCTHTh KOHCEPBAHTIB Ta aHTHOIOTHKIB.

3acmocyeannn y nepioo eazimmocmi abo 200y6anus 2pyo0oio.

Be?n.etmicn 3aCTOCYBAHHS LbOrO Npenapary BariTHUM XIiHKAM HE BCTAHOBJICHA KOHTPOJILOBAHHMH
KITIHIYHUMH AOCHIDKEHHAMH, TOMY HOro ciii 0GepeKHO NMPH3HAYATH BAriTHUM KIHKAM 1 MATepaMm y
NEPIOA rOAYBAHHS IpyILO. HocnijkenHs BeeseHHs npenapaty IgG matepsM rokasano, uio BiH
NPOHHKAEC Kpi3b TaueHty, ocobiuso B Il Tpumectpi. Kniniunuil 10cBil BHKOPHCTAHHA
IMYHOrJIOOYIHIB CBIIMHTH NMPO Te, 1O HE CIiJ OMIKYBAaTH WKIUTHBOIO BIUIMBY Ha nepebir BariTHOCTI, Ha
nnia a6o HemoBns.

IMyHOr106y1iHH NPOHUKAIOTH Yy IPYAHE MOJIOKO i MOXKYTh CIIPHSTH MEPEHECEHHIO 3aXHCHHX aHTHTII J10
HOBOHAPOJUKEHOT 0.

Kniniunuit 10cBia 3acTocyBaHHs iMyHOr/106y/1iHIB M0Ka3aB, L0 HEMAE BIUTHBY Ha (epTHIIBHICTD.

30amuicme 6naueamu na weuOKicmMb peaxyii npu Kepyeawui aemompancnopmom abo inwusu
MEXAQHIZMamu.
He cnoctepiraniocs BIUIMBY Ha 3/1aTHICTh KEpyBaTH aBTOMOOI/IEM Ta MpaiioBaTH 3 IHLIHMH MEXaHI3MaMH,

Cnocib 3acmocyeania ma 0o3u.
[Npenapar BBOAMTH BHYTPIlIHBOBEHHO KPAIUIHHHO, 3 NOYaTKOBOIO WBHAKICTIO 0,5-1,0 MI/XB, npoTAroM
15 xBuaun (15 kpanens/xs), notiM 1 Mi1/XB npoTsrom HacTynHuX 15 xsuamnu (20 kpaneas/xs). KiibkicTs
npenapary, 1o 3anMmmMiacs, Moxe GyTH BBeieHa 3i wsHakicTio 1,2-1,5 mi/xe (25-30 kpaness/xs) 3a
YMOBH BificyTHOCTI Gyab skHX HebGaxaHuX nobiyHMX peakuiil. SIKIIO NMpH UbOMY He CMOCTEPIracThCA
HISKHX HeGakaHWX peakilili, To Nojaiblie BBEJACHHS NPEnapaty Moxe 3AifICHIOBATHCS 31 WIBHIKICTIO
1,5 m/xB (30 Kpanenb/XBHIIHHY).
[lpu BpomkeHiii arammarnoGyniHemii  abo rinorammarnioGysiiHeMii, THKKOMY KOMOiHOBaHOMY
iMmyHoaeiunTi, cuuapomi BickorT-Onaphya, HeKnacHpikoBaHOMY papiaGesibHOMY iMyHOAChIUMTI — NO
4-5 M (0,4-0,5 r)/kr (minimansHa no3a — 2 ma (0,2 r)/kr, makcumaisHa — 8 mu (0,8 r)/kr) KOXHi 3-
4 THxH, NiAGIp 103K 3AIHCHIOETHCS IHANBIAYAIBHO, 3AIEKHO Bil BAPAKCHOCTI IHQEKUIHHOrO CHHAPOMY
(ONTHMANTBHHM BBAXKAETLCH JIOCATHEHHS PIBHS CHPOBATKOBOIO IgG 5 r/n, ane He meHwe 3-4 r/n).
Ipu 3amickiil Tepanii npH BTOPHHHOMY iMyHONEILHTI, K NPABHIIO, — 110 2-4 M1 (0,2-0,4 r)/Kr KOXHHX
3-4 THKHI.
TlpH UMTONEHIAX PI3HOMAHITHOTO reHe3y (rOCTPHE Ta XPOHIuHH JIEHKO3, anIACTHYHA aHeMis, CTaH micns
Tepanii uutoctatHkamu) — no 2-4 ma (0,2-0,4 r)/kr/no6y npotsrom 4-5 ni6 a6o 10 mn (1 r)/kr/noby
NpoTAroM 2-X Aib.
Tlpu Taxkux Qopmax GakTepiaIbHO-TOKCHYHHX Ta BipyCHHX iH(QEKUifl (BKIIOYAIOuH XipypriuHi
YCKJIQHEHHA, WO CYNPOBOUKYIOTBCS GaKkTepieMiciO 1 CENTHKOMIEMIYHHMH CTAHAMH Ta NPH NIArOTOBLI
XipypriYHHX XBOPHX /10 onepauii) — mo 4 ma (0,4 r)/kr/noGy 1-4 106w.

bl -



[Tpu inionaTHuHik TpoMGoLHTONeHiuHii myprypi — 110 2-4 M (0,2-0,4 r)/xr/n0Gy NpOTATOM 2-5 ni6 abo

810 mun (0,8-1 r)/kr/n06y y nepuy 2100y Ta, B pasi Heo6XiHOCTI, Ha TPETIO .no.ﬁ)'- W A
Ipu cunapomi Iiewa-bappe, XpOHIYHil 3ananbHii Hefiponarii (110 ne.r.ucmayc)- 33"_3“""“? ’““0"“‘r”;
rpanynematosi Berenepa — 1o 2-4 M1 (0,2-0,4 r)/kr/n06y npotsrom 3-7 a6, rpH neoGxiaHoCTI — S-ACHHI
KypcH JIKyBaHHA MOBTOPIOBATH 3 iHTepBaaMH y 4 THXKHI.

Ipw nepmammiosu'n' —mo 10 ma (1 1) kr/no6y nporsrom 3-5 ni6. )
[IpH CHCTEMHHX 3aXBOPIOBAHHAX CMOJYYHOI TKAHHHH (pemaToiaHHil apTPHT T4 iH.
0,5 r)/kr/no6y npoTATroM 5 ni6.

Mpn cuuapomi Kasacaki — no 10-20 ma (1-2 r)/kr y piBHHX 103aX 3
O0J1HOpPa30BO (ROMOBHCHHS /10 Tepanii aueTH/ICATIIHIIOBOIO KHCJIOTOIO).
[Ipu mchnnaHmui'l' kictkoBoro Mo3ky 5 mi (0,5 r)/kr 01HOpa3oBo 3a 7 ni6
| pa3 Ha THXKJCHb IPOTATOM 3 MiCSUIB Micas TPAHCIIAHTALLT.

) — no 2-5 ma (0,2-
a 2-5 ni6 a6o 20 wmu (2 r)/kr

210 Tpuucnnamaui'i. MOTIM —

Jimu. BincyTHiif 10CBiJ 3aCTOCYBaHHs npenapary y nexiaTpHyHiil NPakTHUI.

ITepedo3ysanna.
[lepeso3yBaHHA MOXC TNPH3BCCTH JIO rinepBosieMii Ta MiIABHUICHHSA B'S3KOCTI KpoBi, 0co0IHBO Y

MAUiCHTIB 3 PH3HKOM, BKJIOYAIO4H nauicHTiB NiTHHOro BiKy abo MauicHTIB 3 NMOPYUWECHHAM dyHKuii
HHPOK.

Iobiuni peaxuii.
3 Goky cucmemu Kpoei ma nAivmghamuunol cucmemu: aHeMis, JimMdazaeHonaris, reMoni3, JIEHKOIEHIS,

reMOJITHYHA aHEeMis.

3 6oky iMyHHOI cucmemu: rinepyyTIHBICTb, aHa(UIaKTHYHHIA  LIOK, aHadinaKkTHyHa peaxiis,
aHa(iNaKTOIZIHA PeaKilisi, aHTIOHEeBPOTHYHHIT HAOPsK, HAOPAK o0y,

3 60Ky endoKpunHOI cucmemu: po3naan GyHkuii UIHTOBH/IHOT 3aJ103H.

3 Goky Hep6o6oi cucmemu: ronoBHUI Giib, NOPYUICHHS MO3KOBOIO KpoBOODIry,
MIiTpeHb, 3aNaMOPOYEHHS, NapecTesis, rinocresis, aMHe3is, BIAYYTTS MEYiHHs, AW3apTpis,
NOpYWIEHHs PIBHOBArH, TPAH3HTOPHA iLIEMi4Ha aTaka, TPeMOp.

Hecuxiuni nopywienna: 36y OKCHHS, TPHBOKHICTb, OE3COHHS;

3 Goky cepya: indapkT Miokapaa, Taxikapais, cepueOHTTS, 1IaHO3.

3 6oky cyOun: HEAOCTaTHICTb NEPHPEPHUHHX CYIHH, apTepiaibHa riMoTeH3is, apTepiaibHa rinepreHsis,
nepudepuyHa XoN0aHiCTh, (pnebiT, TpoMG03 riMGOKHX BEH.

3 Goky cucmemu OUXGHMA, MOPAKATbHI ma Mediacmunansi nopywienHa; AMXATbHA HEA0CTAaTHICTD,
nereHeBa embonis, nereHeBuit HaOpsak, OGpoHxocnasM, 3aJHlUIKa, Kallellb, 30i7blIEHa YacToTa AHXaHHS,
pHHOpes, aCTMa, 3aKJIaACHICTh HOCa, opodapHHranbHuit HaOpsK, dapuHronapuHransHHi Oib.

3 60Ky KUWKOBO-ULAYHKOBO20 Mpakmy. Hy1OTa, GmoBaHHs, jaiapes, 6i1b y KHBOTI.

3 Goky wiKipu ma niOWKIpHOI KAIMKOBUHU! CK3EMA, KpONHB’SIHKA, BHCHII, CPHTEMATO3HHIL BHCHII,
JiepMaTHT, CBepOik, aoneLis, XonoaHHH miT, peaKuii pOTOYYTIHBOCTI, HIYHE MOTIHHS.

3 6oky ckenemno-m ‘A30601 cucmemu ma cnoayynol mxkanuny: 6116 y ciuii, 6inb y KiHLIBKAX, apTparis,
CrasMH M'S3iB, TOCMHKYBaHHS M'A3iB, Miairis.

3 60Ky HUPOK Mma Ce406UOINLHOI cucmeMu: TOCTPa HUPKOBA HEIOCTATHICTb, MPOTETHYPIA.

3 boky opeanie 30py: KOH'IOKTHBIT, 6iJib B 04ax, HaGpsAKaHHs Oueii.

3 6oky op2anie cayxy: BEPTHTO, pilHHa y BHYTPILIHBOMY BYCI.

3azaneni nopywenna ma po3adu y Micyi 66e0eHHA: TapAka, rpunonoaiGHi cumnTomu, cnabKicTs,

muckompopt y rpyasx, Oiab, BiAYYTTS CTHCHEHHS Y TPYAAX, acCTCHis, HE3JYKaHHS, nepudepuHHi
HaOpsaKkH, BLIYYTTH XKapy, NiZBHILEHA BTOM/IIOBaHICTb, 03HOO, NPHIIHBH, rinepeMis, rinepriapos; peaxkuii
'y MiCLli BBEICHHS, BKJIIOYAIOYH 6isb, MiABHILEHHS Yy TIHBOCTI, rinepemilo, Habpsk, gnebit, cBepOix.
Jla6opamopHi O0CRIONHCEHHA: MiJBHIICHHS NEYiHKOBHX (EPMEHTIB, MOMHIKOBHH MO3MTHBHMI piBeHb
TJIIOKO3H B KpOBi, TNiABHLICHHSA KpeaTHHiHy KpOBi, MiJBHIICHHI piBEHb XOJNECTEpHHY B KPOB,
 NigBHILCHHI PIBEHb CCHOBHHH, IHMKEHHH DIBEHb TEMATOKPHTY, 3HHXKECHWH pIiBEHb EPHTPOLMTIB,
" nosutiBHa npsima npo6a KymGca, 3MEHIIEHe HACHHYEHHA KHCHEM.
 Ingpexyir ma insasii: GpOHXIT, Ha30(apHHTIT, XPOHIYHHIT CHHYCHT, Mik03, iHekuin, iHDIKyBaHHS HHPOK,
- CHHYCHT, iH(iKyBaHHS BEPXHIX JMX@IbHHX UUISXiB, iHQIKYBAaHHS CEYOBHX wuUIAXiB, GakrepianbHe
iHikyBaHHs CEYOBHX LIAXIB.

acenTHUYHHI MEHIHTIT,
HCren3is,




Tpaemu, ompyeRHAa ma 3a2anvHi npoyedypHi ycknaonenus: 3abii, roctpe ypaKeHHS JNIereHiB, MOB'A3aHE 3
nepe/IHBAHHAM KpOBI.

Tepmin npudamuocmi. 2 pokw.
TepMiH MPUAATHOCT i 3a yMOB 36epiranns npu Temneparypi He suue 25 °C — 6 MICSILIB.

Ymosn 30epiranns.

36epiraTH B OPHTIHAIBHIN YNaKoBLIi Ul 3aXHCTY BiA Aii cBiT/Ia NpH temnepatypi Bia 2 °C 110 8 °C.'He
3aMOpOXyBaTH. 3a yMOB 36epiranns npu Temnepatypi He Buue 25 °C TEPMiH NpHIATHOCTI — 6 MICSILIIB.
[licnsi 3aKiHYEHHs LBOrO TEPMiHy Mpenapar He MOXHA MOMILIATH B XOJOAMJIBHHK, HOrO HeoOXiIHO
YTHJII3yBaTH.

Vnakoska. ITo 10 ma, 25 M, 50 ma a6o 100 ma y musuwui abo ¢rakoni. ITo | nusuui abo dprakony s
kopoOui.

Kateropisi BianmycKy. 3a penenTom.
Bupobnuk. TOB «BIO®APMA TTJIA3MA)», YkpaiHa.

Micue3Haxo/zReH sl BUPOOHHKA Ta iioro aapeca Micusi NpoBaAKeHHS Ais/IbHOCTI.
IOpuanyHa anpeca: Ykpaina, 09100, Kuiscbka 06:1., M. bina Llepksa, By.1. Kuicbka, 37.
Azpeca Micls MPOBA/DKEHHS SIBHOCTI:

Vkpaina, 03680, M. Kuis, By;n. M. Amocosa, 9;

Vkpaina, 09100, Kuiscbka 06:11., M. bina [lepksa, By Kuiscbka, 37.

JlaTa OCTAHHBLOIO NEeperJsiy.




Translation from Ukrainian into English

. vmion. approved by the Ministry of Health of Ukrai
tries, depending on local regulatory requiremens

Information submitted i : : >
0018 according to the data from Ukraine State Register of Medicinal Product as of Feb-

APPROVED
by Order of the Ministry of
Health of Ukraine
No.
Marketing Authorisation

No.

AS AMENDED
by Order of the Ministry of
Health of Ukraine
No.

PRESCRIBING
INFORMATION

BIOVEN

,  Composition:

active substance: Human normal immunoglobulin for intravascular administration;
1 ml of the drug contains 0.1 g of immunoglobulin G functioning protein faction;
excipients: glycine (aminoacetic acid); water for injection.

Formulation. Solution for infusions.
Basic physical and chemical properties: a clear or slightly opalescent liquid, colorless or yellowish.

Pharmacotherapeutic group. Immune sera and immunoglobulins. Immunoglobulins, normal human.
ATX code: JO6B A02.

Pharmacological properties.

Pharmacodynamic properties. ) oS, e
- The drug is an immunologically active protein fraction (immunoglobulin G subclass distribution within

dnilg IgG1: 52%, 1gG2: 32%, 1gG3: 7%, IgG4: 4%), the immunoglobulin A content limit for the drug
H%ilve substances of this product as antibodies posses specific action against causative agents,
ly ses and bacteria, including hepatitis A and B, cytomegalovirus., huma_n.herpes viruses 1, 2 a{ld
6, Epstei Barr virus, varicella, influenza, measles, mumps, poliomyelitis, rubella, pertussis,

staph ff‘s, E. coli, pneumococcus, tetanus and diphtheria toxins. It also has non-specific activity

creased body resistance. .
ug has low spontaneous anti-complementary activity. :
¢ is a native immunoglobulin G and retains all the biological properties: complement activation,

riiecy }

‘opgogqphagocytosis functions.

an immunologically active protein fraction derived from human blood serum or plasma
ice of antibodies against HIV-1 and HIV-2, against the hepatitis C virus and the hepatitis



Translation from Ukrainian into English

B-s.urface antigen, cleared and concentrated through fractioning with water-alcohol precipitators and
subjected to the virus inactivation stage using the solvent detergent method.

The data on the efficacy of model virus inactivation are given in Table 1.

Table |
Efficacy of virus inactivation/removal
Virus Titre drop factor PCR test result

Human immunodeficiency virus 1 5.0 Ig TCIDso/cm’ - il

Hepatitis C virus 5.5 lg TCIDso/cm’ -

Type 2 herpes simplex virus 6.0 Ig TCIDs¢/cm’ -

Bovine viral diarrhea virus 5.5 Igio TCIDsg/cm’ SARIEE 1
Pseudorabies virus 6.3 lgio TCIDso/cm’ RPN WS )
Type 1 porcine enterovirus 4.6 1210 TCIDso/cm’ u N
Type 5 human adenovirus 1.2 1g1o TCIDso/cm’ + 1
Type 1 duckling hepatitis virus 3.3 Igio ELDso/cm’ N/AVHEIRS=

Vesicular stomatitis virus 7.0 Igio TCIDso/cm’ N/A ;

NA — not available

Pharmacokinetic properties.

High efficacy of the drug is provided by rapid and 100-percent absorption of antibodies to the blood flow
and by normal biological half-life.

After intravenous administration, the bioavailability of normal human immunoglobulin in the recipient’s
blood circulation is immediate and complete. It quickly distributes between the plasma and extravascular
flluid, and the balance between the intra- and extra-vascular spaces is achieved in approximately 3-5

ays.

The half-life of human normal immunoglobulin is approximately 40 days. This half-life period may vary
from patient to patient, especially in cases of primary immunodeficiency. IgG and IgG complexes
decompose in the cells of the reticuloendothelial system.

Clinical particulars.
Indications.
Use the drug for replacement immunotherapy while treating primary and secondary immunodeficiency
conditions and the diseases related to them as well as to treat and prevent diseases resulting from bacterial
and viral infection.
Prescribe the drug to adult patients.
Use while treating:
- primary immunodeficiency syndromes; congenital agammaglobulinaemia or
"~ hypogammaglobulinaemia, severe combined immune deficiency, common variable immune
deficiency, Wiskott-Aldrich syndrome;
. secondary antibody deficiency syndrome — cytopenia of various nature (acute and chronic
leukosis, aplastic anemia, post-cytostatic therapy condition), severe forms of bacterial toxic and
" viral infections (including surgical implications accompanied by bacteriemia and septicopyemic
conditions and while preparing surgical patients for operations);
- autoimmune diseases — idiopathic thrombocytopenic purpura with a high hemorrhage risk or
 before a surgical intervention to adjust the number of thrombocytes, Guillain-Barre syndrome,
"~ chronic general neuropathy (demyelinating), general myopathy, Wegener's granulomatosis,
: ~ dermatomyositis, systemic connective tissue diseases (rheumathoid arthritis), Kawasaki syndrome;
- bone marrow transplantations.
raindications. Hypersensitivity to any of the product components. Hypersensitivity to homologous
unoglobulins, especially in the extremely rare cases of IgA deficiency when the patient has IgA
intiboc é’s’;ﬁlmmﬁnoglobulin injection is counterindicated for people with histories of severe allergic
_— i
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- ponses upon immunoglobulin injection and for the followi
?ir::)\’\t\i’g‘-:e‘li;t‘:‘g 5“;‘2‘;? :: er:;isscn::ﬁ to peqplc su}i;frering from immune-associated systemic dis:a152§
R 3 ’ agenosis, nephritis) following a consultation with the
specialist. Inject the drug during the allergic : : on with the relevant
opinion to save the patient's life. gic process aggravation period following an allergologist's

Special precautions.

?:,:,in ::T:t;l:u :lg:r :;‘f:egtrsst may be related to the injection rate ot: the drug. Patients receiving
| . time usually feel a weak side effect more frequently than those on regular
immunoglobulin thera.py. The rate parameters given below should be observed, and the patients have to
be observgd both (.iunng the infusion and for 1 hour after the completion of the first infusion. If side
effects arise, the infusion rate has to be decreased or the infusion itself stopped until the ‘adverse
symptoms disappear. If the symptoms persist after the injection is stopped, symptom management is
e)}pedlem. If 'therc is a shock, anti-shock therapy instructions should be observed. For patients with
d!abctes .melhlus and a renal failure risk and those suffering from systemic lupus erythematosus with
kidneys involved, creatinine level should be measured for 3 days after the injection of the drug. The
patients have to be observed carefully for 20 minutes after the injection of the drug is completed in case
of the following infusions. 3

Use Bioven only in a hospital environment while observing the rules of aseptics. Hold the vials at a
temperature of (20 £ 2) °C for at least 2 hours before injection.

The solution should be clear or slightly opalescent,
Do not use cloudy solutions or those having sediment.

colorless or yellowish.
Use a separate infusion system to inject the product.

Interaction with other medicinal products and other forms of interaction. Treatment with the drug may
be combined with the use of any medicinal products.

Live attenuated virus vaccines

Immunoglobulin administration may decrease the effectiveness of live attenuated viral vaccines against
measles, rubella, epidemic parotitis and chicken pox for a period of 6 weeks to 3 months. Vaccination
with live attenuated viral vaccines may be performed 3 months after the administration of this drug. In
case of anti-measles vaccination, this attenuation of effectiveness may last as long as 1 year. Thus, the
antibody status of the patients subjected to anti-measles vaccine injection should be checked.

After vaccination against these infections, the drug should be injected at least after 2 weeks; if it is
necessary o use Bioven before the end of this period, vaccination against measles or epidemic parotitis

should be repeated. Vaccination against other infections may be carried out at any time before or after the
injection of the drug.

Effect on serology tes! results

Afier immunoglobulin injection, a temporary increase of the blood level of various passively transmitted
antibodies may cause false positive serology assay results.

The passive transmission of antibodies to erythrocyte antigens, e.g. A, B or D, may affect some serology

tests detecting anti-erythrocyte antibodies (e.g. the Coombs test), the number of reticulocytes and
haptoglobin content.

Special warnings and precautions j}rhusz.

Warnings concerning the injection of the drug . ot

Some sgvere advcrsf reactions may be related to the infusion rate. The recommended infusion rate should
be strictly observed. The patient's condition has to be controlled carefully and the appearance of any

.

~ symptoms has to be observed throughout the infusion period.

me adverse reactions may occur more frequently:
igh infusion rate; : . .
e:fsar:::?ving human normal immunoglobulin for the first time or, rarely, during a shift to human

‘immunoglobulin or following a long period after the previous infusion.




Translation from Ukrainian into English

Potential complications may be avoided if one makes sure that:

- the patients are insensitive to normal human immunoglobulin upon the first slow infusion of the drug;

- the patients are under strict control for the development of any symptoms throughout the infusion

period. Particularly, to detect signs of potential undesirable effect, the condition of the patients who have

never received immunoglobulin products before, who have been receiving treatment with an alternative

drug or after a long break following the last immunoglobulin injection should be monitored during the

first infusion and in the first hour after the first infusion. Such patients need control throughout the first

infusion period and for 1 hour after the end of the injection. All other patients should be under medical

supervision for the first 20 minutes after the injection.

If a side effect appears, either the injection rate has to be decreased or the infusion has to be stopped. The

treatment required depends on the nature and severity of the adverse reaction. If a shock develops,

therapeutic measures should be taken according to the approved anti-shock therapy recommendations.

All patients need the following during IgG infusion:

- undergo adequate hydration before the start of the IgG infusion;

- diuresis control;

- blood serum creatinine level control;

- avoidance of the concomitant use of loop diuretics.

Hypersensitivity

Serious allergic responses may develop. Due to this fact, those who have received the drug should be

under medical supervision for 30 minutes. If such responses do develop, Bioven infusion should be

immediately stopped and appropriate treatment should be used. Patients with immunoglobulin A

deficiency having antibodies against IgA have a significant risk of developing serious allergic and

anaphylactoid responses that may occur due to the injection of Bioven.

Rarely, human normal immunoglobulin may cause blood pressure decrease with an anaphylactic reaction,

even in patients having received treatment with human normal immunoglobulin before.

Renal failure

Cases of acute renal failure in patients undergoing IgG therapy have been reported. These include: acute

renal failure, acute tubular necrosis, proximal tubular nephropathy and osmotic nephrosis. In most cases,

such risk factors as pre-existing renal failure, diabetes mellitus, hypovolemia, excessive body mass,

concurrent nephrotoxic medicines, 65 years of age and up, sepsis or paraproteinemia were determined.

Since these reports of renal dysfunction and acute renal failure were associated with the use of many

licensed IgG products, those containing it as a stabilizer accounted for a disproportionate share of the total

number of such cases. The possibility of using IgG products not containing sucrose/saccharose/maltose

may be considered for patients with an increased risk.

Before starting the infusion of Bioven, make sure that the patient shows no signs of dehydration.

For patients with a potential risk of acute renal failure development, kidney function and diuresis

monitoring should be carried out from time to time. Kidney function indicators, including the blood urea

nitrogen (BUN)/blood serum creatinine level, should be assessed before the first injection of Bioven and

afier it at certain time intervals. If the functioning of the kidneys declines, the use of the drug should be

discontinued.

In patients with a potential risk of impaired renal function and/or thrombotic complications the quantity of

Bioven administered per time unit should be decreased carefully.

Hyperproteinemia

Hyperproteinemia, increase in blood serum viscosity and hyponatremia may develop in patients receiving

immunoglobulin treatment. Hyponatremia may turn out to be a pseudohyponatremia, which manifests in

decreased calculated plasma osmolality or the increase in the osmolar interval. It is clinically important to

distinguish true hyponatremia from pseudohyponatremia, as when free water content of blood serum

decreases, targeted treatment of patients with pseudohyponatremia may cause dehydration, which results

in an increase in blood serum viscosity and a thromboembolic complication may develop.

- Thromboembolic complications

~ Treatment with immunoglobulin products may result in thrombosis. Risk factors: obesity, a history of
atherosclerosis, cardiac output disorders, arterial hypertension, diabetes mellitus with a history of vessel

»ses and cases of thrombosis, patients with acquired or hereditary thrombophilia, patients with severe
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hypovolemia, patients .with diseases increasing blood viscosity, old age, long-lasting immobilization,
hypercoagulation conditions, a history of venous or arterial thrombosis, estrogen use, use of permanent
central catheters in vessels, increased blood viscosity and a risk of cardiovascular diseases. Thrombosis
may also occur even if there are no known risk factors.

An overall blood viscosity assessment should be carried out in patients with a risk of increased viscosity,
including that related to cryoglobulins, fasting chylomicronemia/a notably high triglycerol (triglyceride)
level or monoclonal gammopathy. For patients with a risk of thrombosis development, minimum doses of
immunoglobulin products are injected at the minimum infusion rate. Before using the product, make sure
that the patient's hydration level is adequate. Patients with a risk of developing increased viscosity should
be monitored for thrombosis symptoms, their blood viscosity should be assessed.

Aseptic meningitis syndrome

Aseptic meningitis syndrome (AMS) has been reported to occasionally occur due to treatment with
immunoglobulin products. Stopping treatment with such products promotes uncomplicated AMS
remission within several days. This syndrome usually develops within a period of several hours to two
days after treatment with immunoglobulin products and their quick injection. This is characterized with
symptoms including severe headache, occipital muscle rigidity, drowsiness, fever, photophobia, pain
sensations upon eye movement, nausea and vomiting. Results of cerebrospinal fluid (CSF) tests are often
pleocytosis positive with several thousand cells per mm?®, mostly of the granulocytic series, and an
increase in protein levels to several hundred mg/dL. Patients having such symptoms should undergo a
neurological examination, including a CSF study, to rule out other reasons for meningitis. Patients with a
history of migraine are more prone to it. The meningococcal sepsis syndrome may occur more frequently
during treatment with high doses of IgG.

Hemolysis

Immunoglobulin products may contain blood type antibodies, which may act as hemolysins and promote
covering erythrocytes in vivo with an immunoglobulin coating, which causes a direct positive response of
the immunoglobulin and occasionally hemolysis. Hemolytic anemia may develop due to immunoglobulin
treatment because of an increase in erythrocyte sequestration. Patients receiving immunoglobulin
treatment should be monitored for the existence of hemolysis clinical symptoms. If such symptoms
develop after the immunoglobulin infusion, laboratory tests should be carried out to confirm hemolysis.
Acute post-transfusion lung damage syndrome

A non-cardiogenic lung edema (transfusion-related acute lung injury syndrome (TRALI)) has been
reported in patients subjected to immunoglobulin injections. TRALI is characterized with severe
breathing complication, lung edema, hypoxemia, normal left ventricle function and fever, which usually
occurs within 1-6 hours after the transfusion. Patients with TRALI may be subjected to oxygen therapy
with proper additional lung ventilation.

Patients taking immunoglobulin should be monitored for respiratory system adverse reactions. If TRALI
is suspected, appropriate tests for antineutrophil antibodies both in the drug and in the blood serum of the
patient have to be carried out.

Laboratory studies

If symptoms of hemolysis develop after immunoglobulin infusion, appropriate laboratory tests should be
carried out to confirm them.

If TRALI is suspected, appropriate tests for antineutrophil antibodies both in the drug and in the blood
serum of the patient have to be carried out.

Due to a potential increase in the risk of thrombosis, blood viscosity should be assessed in patients with a
risk of increased viscosity, including cryoglobulins, fasting chylomicronemia/a notably high triglycerol
(triglyceride) level or monoclonal gammopathy.

General information

The drug is produced from human plasma. The standard measures to prevent infection through using
medicines made from human blood or plasma include donor selection, checking donor blood samples and
plasma pools for specific infection markers, as well as including effective production stages for virus
inactivation/destruction. In spite of this fact, the possibility of infection transmission cannot be ruled out
completely when drugs derived from human blood or plasma are administered. The same holds true for
unknown and new viruses and other pathogens.

P
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The measures taken are considered effective with regard to enveloped viruses, such as the HIV, hepatitis
B virus and hepatitis C virus. These measures may be of limited efficacy with regard to non-enveloped
viruses, such as the hepatitis A virus and parvovirus B19. Clinical experience provides strong evidence of
the fact of the absence of cases of hepatitis A virus and B19 parvovirus transmission if human
immunoglobulin products are used. Besides that, it is implied that antibody content is of great
significance to the increase in virus safety.

The drug contains no preservatives and antibiotics.

Pregnancy and breasifeeding.

The safety of administration of this drug in pregnant women has not been established by controlled
clinical studies, so it should be prescribed in pregnant women and breastfeeding mothers with caution. A
study of IgG product administration in mothers has shown that it penetrates the placenta, especially
during the 3rd trimester. The clinical experience of immunoglobulin use evidences the fact that no
harmful effect on the course of pregnancy, the fetus or the baby should be expected.

Immunoglobulins penetrate breast milk and may contribute to the transmission of protective antibodies to
the newborn.

The clinical experience of immunoglobulin use has shown that there is no effect on fertility.

Effects on ability to drive and use machines.
No effect on the ability to drive and use machines has been observed.

Posology and method of administration.

Inject the drug intravenously dropwise at the initial rate of 0.5-1.0 ml/min for 15 minutes (15 drops/min),
then 1| ml/min for the next 15 minutes (20 drops/min). The remainder of the drug may be injected at a rate
of 1.2-1.5 ml/min (25-30 drops/min) if there are no adverse side effects. If no adverse responses are
observed in this case, the drug may be injected further at a rate of 1,5 ml/min (30 drops/minute).

In case of congenital agammaglobulinaemia or hypogammaglobulinaemia, severe combined immune
deficiency, Wiskott-Aldrich syndrome, common variable immune deficiency — 4-5 ml (0.4-0.5 g)/kg
(the minimum dose is 2 ml (0.2 g)/kg, the maximum one is 8 ml (0.8 g)/kg) once every 3—4 weeks, the
dose being selected individually, depending on the intensity of the infection syndrome (reaching the
serum IgG level of 5 g/l, but no less than 3—4 g/1, is considered to be optimal).

In case of replacement therapy in secondary immune deficiency, as a rule, 2-4 ml (0.2-0.4 g)/kg once
every 3—4 weeks.

In case of cytopenias of various nature (acute and chronic leukosis, aplastic anemia, post-cytostatic
therapy condition), 2—4 ml (0.2-0.4 g)/kg/day for 4-5 days or 10 ml (1 g)’kg/day for 2 days.

In case of severe forms of bacterial toxic and viral infections (including surgical implications
accompanied by bacteriemia and septicopyemic conditions and while preparing surgical patients for
operations) — 4 ml (0.4 g)/kg/day for 1-4 days.

In case of idiopathic thrombocytopenic purpura — 2-4 ml (0.2-0.4 g)/kg/day for 2-5 days or 8-10 ml
(0.8-1 g)/kg/day during the first day and if necessary, on the third day.

In case of Guillain-Barre syndrome, chronic general neuropathy (demyelinating), general myopathy,
Wegener's granulomatosis — 2—4 ml (0.2-0.4 g)/kg/day for 3-7 days, if necessary, repeat 5-day treatment
courses at 4-week intervals.

In case of dermatomyositis — 10 ml (1 g) kg/day for 3-5 days.

In case of connective tissue systemic diseases (rheumatoid arthritis etc.) — 2-5 ml (0.2-0.5 g)/kg/day for
5 days.

In case of Kawasaki syndrome — 10-20 ml (1-2 g)/kg in equal doses for 2-5 days or 20 ml (2 g)/kg once
only (addition to the treatment using acetylsalicylic acid).

In case of bone marrow transplantation — 5 ml (0.5 g)/kg once 7 days before the transplantation, then
once a week for 3 months after the transplantation.

Paediatric population. There is no experience of using the drug in pediatric practice.
Y e
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Overdose.
Overdose may result in hypervolemia and an increase in blood viscosity, especially in patients at risk,
including elderly patients or patients with kidney function disorders.

Adverse reactions.

Blood and lymphatic system disorders: anemia, lymphadenopathy, hemolysis, leukopenia, hemolytic
anemia.

Immune system disorders: hypersensitivity, anaphylactic shock, anaphylactic reaction, anaphylactoid
reaction, angioneurotic edema, facial edema.

Endocrine system disorders: thyroid gland function disorders.

Nervous system disorders: headache, brain circulation disorder, aseptic meningitis, migraine, dizziness,
paresthesia, hypoesthesia, amnesia, a burning sensation, dysarthria, dysgeusia, balance problems,
transient ischemic attack, tremor.

Psychiatric disorders: excitement, anxiety, insomnia;

Cardiac disorders: myocardial infarction, tachycardia, palpitation, cyanosis.

Vascular disorders: peripheral vessel insufficiency, hypotension, hypertension, peripheral coldness,
phlebitis, deep vein thrombosis.

Respiratory, thoracic and mediastinal disorders: respiratory failure, pulmonary embolism, pulmonary
edema, bronchospasm, dyspnea, cough, increased breathing rate, rhinorrhea, asthma, obstraction nasal
passages, oropharyngeal edema, pharyngolaryngeal pain.

Gastrointestinal disorders: nausea, vomiting, diarrhea, stomach ache.

Skin and subcutaneous tissue disorders: eczema, urticaria, rash, erythematous rash, dermatitis, itch,
alopecia, cold sweat, photosensitization, night sweating.

Musculoskeletal and connective tissue disorders: back pain, limb pain, arthralgia, muscle spasms, clonus,
and myalgia.

Renal and urinary system disorders: acute renal failure, proteinuria.

Eye disorders: conjunctivitis, ophthalmalgia, eye edema.

Ear and labyrinth disorders: vertigo, liquid in the inner ear.

General disorders and administration site conditions: fever, influenza-like symptoms, weakness, chest
discomfort, pain, compressing chest pain, asthenia, sickliness, peripheral edemas, fever sensation,
increased fatigability, chills, hot flashes, hyperemia, hyperhidrosis; administration site responses
including pain, increase in sensitivity, hyperemia, edema, phlebitis, itching.

Investigations: increase in liver enzymes, a positive blood glucose level, increase in blood creatinine,
increased blood cholesterol level, increased urea level, reduced hematocrit level, reduced erythrocyte
level, positive direct Coombs test, reduced oxygen saturation.

Infections and infectations: bronchitis, nasopharyngitis, chronic sinusitis, mycosis, kidney infection,
upper airway infection, urinary tract infection, urinary tract bacterial infection.

Injury, poisonings and procedural complications: blood transfusion-related lung bruising and acute

injury.

Shelf life. 2 years.
Shelf life in case of storage at a temperature not exceeding 25 °C is 6 months.

Storage conditions.

Store in the original package to protect from light at a temperature from 2 °C to 8 °C. Do not freeze. Shelf
life in case of storage at a temperature not exceeding 25 °C is 6 months. Upon expiry of this time, the
drug must not be put into a refrigerator and has to be disposed of.

Package. 10 ml, 25 ml, 50 ml or 100 ml in a bottle or vial. I bottle or vial per box.
Prescription category. By prescription.

Manufacturer. PP BIOPHARMA LLC, Ukraine.
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Manufacturer’s location and business address.

Legal address: 37 Kyivska St,, Bila Tserkva, 09100, Kyiv region, Ukraine.
Business address:

9 Mykoly Amosova St., Kyiv, 03680, Ukraine.

37 Kyivska St., Bila 'I‘serkva, 09100, Kyiv region, Ukraine.

Date of revision of the text.

A RTHIN
AN33EE 03
iy P | ) i
- 8 hiny
>’l’lns ! “‘*ﬁ'omUkﬁiﬁl*’ m"""Enghshwasmadebyprofessmna] lator-from ABBYY [ an. .
guage Ser ces»201 ?Ai*“?{[ﬁlth" e, ' pRaies o A VTan

o .by g n'ecto:: Kmpyuk%Sé*ri:;i" -’.

l
Lt



TOB "ABW /Newreia
CepBICED ,
| HAWO| KAUI HUKM HOAEPI5332487
BIOPO NEPEKNARIB
TER, (046)591-29-47  Bevoco « usary

doxymenmi
NPONYMEPOSANO,

1}

lacHTrdixaulinmni
xo 35332487




