MHH3IPAB POCCHH

¢ 00/0{4/'7 7 60421
MUHUCTEPCTBO 3/IPABOOXPAHEHUS] POCCUICKOMN OEJIEPALIH
COTIACOBAHO

MHCTPYKLNMS [TO MEIUITUHCKOMY ITPUMEHEHUIO
JIEKAPCTBEHHOI'O TTPEITAPATA

CpiBopoTka nporuBodoTyananyeckasi Tuna E
JIOIIAIHHASI OYHIIEHHAs] KOHIEHTPHPOBAHHAS JKHIKAA

Perucrpaunonnbiii Homep:

ToproBoe naummenoBanue., CpBOpoTKa mnpoTHBOOOTYIMHHMYeCKas Tuna E jomaauHas
OYHILEHHAs KOHLIEHTPUPOBAHHAS HKH/IKas.

MexayHapoanoe HeNnaTeHTOBAHHOE WJH TIPYNIHPOBOYHOE HAMMEHOBaHHE. AHTHTOKCHH
SoTynuauueckuit Tumna E.

JlekapcrBennas ¢opma: pacTBOp Uit HHBEKIUH.

Cocras.

B 1 M1 ceiBopoTKH npoTHBOOOTY IMHHYECKO# TUna E cogepkutcs:

Jeiicmeyiowee seuyecmeo:

AHTHUTOKCHH OoTynmuHuYeckuit Tuna E - ne menee 1200 ME.

Beimyckaercss B KOMIUIEKTE C CBHIBOPOTKOH JIOIIAJWHON OuMIIEHHOH pa3BenenHoi 1:100,
pacTBOp A1 BHYTpUKoxkHOro Beejenus (JIC-000349).

B 1 M1 ceIBOpOTKY JloMaIMHOM ounieHHoH pa3BeeHHoi 1:100 conepxures:

Heticmeyiowee 6eujecmeo:

CriBoporka nomaauHas ountenHas - ot 0,08 10 0,13 % (mo coxepxanuio Henka).
Benomozamenvnuvle sewjecmea:

Harpus xnopun - ot 0,85 10 0,95 %:;

Bona juts nabexumii - 1o 1 mot.

Onncanne. Ilpospaunas nim cierka onajaecuupyomas Ju/IKOCTb C KeJITOBATHIM OTTEHKOM, 6e3
ocajika.

(dapmakorepaneBTuueckas rpynna. MUBII-ceiBopoTka.

Kox ATX. JO6AA04.

PapMakoI0rnyecKue cBoicTBA.

CeiBopoTka mnpoTHBOOOTY/IMHHMYeckas THna E mnpeacraBnsier cobGoit GenkoByio (pakiuio
CHIBOPOTKH KPOBM JIOIIAJ€H, WMMYHHM3HPOBAHHBIX OOTYJIMHUYECKHM aHATOKCHHOM HIIA

TOKCHHOM THIIA E, COoACPIKAlIyIO cneuml)nqecxue HMMyHOl‘HOG}’HPleI (aHTldTOKCPIHLI),



HeHTpanu3yromnme oty HHIHYeckne Tokcunsl THia E. Onna nedebHast /103a COIEPXKUT HE MEHee
10000 ME.

IMokaszanus K npuMenenno. Jleuenne u npoduraktuka 60Ty IM3Ma.

IIporuBonoka3zanns.

1. Hannyue B aHaMHe3€ CHCTEMHBIX a/UIEPTHYECKUX PEeaKklHil M OCJIOKHEHHWH Ha MpeablIyliee
BBEJICHHE CBIBOPOTKH JIOMIAAHHON pa3BeneHHod 1:100, cMecHm MOHOBAJIEHTHBIX CBIBOPOTOK
(ruma A, B u E), nmu60 Ha MOHOBAJIEHTHYIO CBIBOPOTKY NPOTHBOOOTYJIHHHYECKYIO HIIH
MOBBIIIEHHON YYBCTBHTEIBHOCTH K ITpernaparam.

2. Pa3BuTHe aHaMIaKTHYECKOIrO LIOKA IPH ONpPE/IEJIeHUH YYBCTBUTEIBHOCTH K JIOIIAIMHOMY
Oenky.

Ipumenenne npu OGepeMEHHOCTH H B INEPHOA TpyaHoro BckapmuamnBanus. [Ipumenenue
npenapara J0IMyCKaeTcs 110 )KU3HEHHBIM [10Ka3aHUsIM C Y4€TOM BO3MOXKHOMH IOJIBb3bI JJIsl MATEPH
M pHCKa JUIS U101 Uitk pebeHka.

Cnocob npumenennsi 1 103bl. CHIBOPOTKY HPOTHBOOOTYIMHUYECKYIO IPUMEHSIOT ¢ JieueOHOMH
1 PO UITAKTHYECKOMN 1eIBIO.

C nevyeGHOH 1eTBIO CBIBOPOTKY BBOJST B MAKCHMAJIbHO PAaHHHE CPOKH OT MOMEHTA IMOSBICHHS
NEPBBIX CUMITOMOB OoTynu3ma. Jlo BBeJeHHs CBIBOPOTKH Y OOJILHOTO CleAyeT B3ATh KpPOBb B
obveme 10 M1, MO4Yy, IPOMBIBHBIE BOJBI JKeJNy/JKa (PBOTHBIE MacChl) JUIS MCCIIEIOBaHHS Ha
OoTynMHUYECKHI TOKCHH M BO30OyauTenb 6oTynusma. Ha uccnenoBanue Heo6XoauMo 0ToOpaTh
npoOBbl MHUILEBBIX NMPOIYKTOB, BHI3BABIIHX 3a00JIeBaHKE.

Jna nedenuss 3abosieBaHHMi, BBI3BAHHBIX HEH3BECTHBIM THIIOM TOKCHHA (BO30YIHTENs)
OoTynu3Ma, HCIOB3YIOT CMECh MOHOBAIEHTHBIX ChIBOPOTOK (THNA A, B u E). Ilpn n3zsectaom
THIIE TOKCHHA (BO30YAMTENs) HCHOIB3YIOT MOHOBAJIEHTHYIO CBIBOPOTKY COOTBETCTBYIOIIETO
THIIA.

ITepen BBeeHHEM CBIBOPOTKH NMPOTHBOOOTYJIMHMYECKOH /IS BBISBJICHHS YyBCTBHTEIBHOCTH K
qy)KepoHOMY OesiKy B 00s3aTeIbHOM IOPSJIKE IPOBOAAT BHYTPHKOKHYIO POOY ¢ CHIBOPOTKO
JIOIIA/IMHON OYHIIeHHOMH pa3BeaeHHoM 1:100, koTopast HAXOAUTCS B KOMIUJIGKTE C IPernapaToM.
AMITyJIbI ¢ CBIBOPOTKOI# JIOIIAIMHOM OunIlIeHHON pa3BenenHoi 1:100 MapkupoBaHbl KpacHBIM, a
C CBIBOPOTKOH MPOTHBOOOTYTHHUYECKOH - CHHUM HJIH YEPHBIM I[BETOM.

ChIBOPOTKY JIOIIAJMHYIO OYHIIECHHYIO pa3BeieHHYI0 1:100 BBoasAT B 03¢ 0,1 MJI BHYTPHKOKHO
B Cru0aTesIbHyIO MMOBEPXHOCTD MPEJIIIeUbs.

IlpoGa cumraercs oTpuuaTeabHOH, ecnu vepe3 20 MHHYT OTEK HJIM IIOKpaCHEHHE Ha MeCTe
BBeJeHUs MeHee 1 cMm. [IpoGa cymrTaercss MONOKHUTENBHON, €CIM OTeK WM IOKpacHEeHHe

jocturaior 1 cm u 6oee.



[Ipy orpuuaTeJbHOW BHYTPHKOXKHOH mpobe mnoakoxkHo BBoaAT 0,1 M CHIBOPOTKH
poTUBOGOTY IHHIYECKON. [IpH OTCYTCTBMM peakuuu Ha nociaeaHioro depe3 30 MUH BBOJAT
BHYTPUBEHHO WJIH BHYTPHUMBIIIEYHO BCIO HA3HAUYEHHYIO 7103y CHIBOPOTKH.

[Ipy MONOKHUTENBHOM BHYTPUKOXKHOH 1poGe ¢ CBIBOPOTKOH JIOIIAJMHON OYHINEHHON
pazBenennoit 1:100 wim B cioydasx IOSBICHUS QUIEPrHYECKHX peakiMid Ha TMOAKOXKHYIO
MHBEKIUIO Hepa3BeJIeHHON ChIBOPOTKH, CHIBOPOTKY IMPOTHBOOOTYTHHUYECKYIO BBOIAT TOJIHKO B
ne4eOHBIX LeMsAX 1moja HabirojeHHeM Bpaya M ¢ OCOOBIMH TPEJOCTOPOXKHOCTSAMH: B Havale,
MOC/Ie BHYTPUMBILIEUHOTO BBeJeHHs 60 MI IpeaHH30JI0HAa M aHTHTHCTAMHHHBIX IIPENapaTos,
BBOAAT  IOJKOKHO  CBIBOPOTKY  JIOIIQJMHYIO  OYHMINEHHYIO  passeaeHHyro  1:100,
npeHa3HaYeHHYIO Ul BHYTPHKO)KHOH 1po0bl, ¢ uHTepBasioM B 20 MuH B 103e 0,5 mi, 2,0 M u
5,0 mn. Ilpu OTCYTCTBMH peakUMH Ha O3TH 03kl NOAKOXKHO BBOAAT 0,1 M CBIBOPOTKH
npotuBoboTyruHUYeckoit. [Ipn orcyrcTBum peakuuu vepe3 30 MUH BHYTPHMBIIIEYHO BBOISAT
BCIO /103y CHIBOPOTKH.

B cny4ae nosouTeIbHON peakiiMd Ha OJHY M3 BbIIIEYKa3aHHBIX /103, 60JIbHOMY BHYTPHBEHHO
crpyiino BBOjAT 180-240 mr npexnusonoHa u, cmycts 5-10 MHH, BHYTPHUMBILIEYHO BCIO
ne4edHyYI0 103y ChIBOPOTKH.

BHe 3aBHCHMOCTM OT CTENEHM BBIPAKEHHOCTH KIMHHYECKOH CHMITOMATHKH BHYTPHBEHHO
KarejabHO BBOJAT OJIHY JiedeOHYI0 103y mnpemnaparta, KOoTopyio paspoast B 200 mi HaTpus
XJIopua pactsopa st uebekuuit 0,9 %, npenapar nepes BBEJACHUEM JOBOJIAT 10 TEMIEPATY bl
(37£1) °C. Cxopoctb BBesenusi 60-90 kanenp B MHHYTY. B MCKIIOYHTENIBHBIX ClydasX, IpH
HEBO3MOKHOCTH OCYILECTBJICHUS KameabHOH HH(Y3HH, JOIYyCKAeTCs MEUICHHOE CTpyiHOoe
BBEJICHUE JIe4eOHOM J103bl CHIBOPOTKH INNpUIeM Oe3 INpeBapuUTesIbHOrO passejieHHs. Bo
u30eKaHHe BO3MOXKHBIX QUICPTHYECKUX peaklHil 0 Havaja BHYTPHBEHHOTO BIIMBaHHS
CBIBOPOTKH O0JIBHOMY CTPYHHO BBOAAT 60-90 MI nipeiHU30JI0HA.

CBIBOPOTKY BBOJST OJJHOKPATHO.

C npodunakTHYeCKOH LEIbI0 CHIBOPOTKY BBOAAT JIOJSM, YNOTPEOJSBIIMM OJHOBPEMEHHO C
O0JIbHBIM MPOIYKTHI, KOTOPBIE BBI3BAIN 3a00JieBanne 60Tynn3MoM. BBOAAT mosoBuHy eyeGHOIM
103bl (TIOJIOBHHY COJIEPKUMOTO aMITyJIbI) CBIBOPOTKH TOrO K€ THIIA, YTO M THI TOKCHHA,
BBI3BaBILETO 3a0oseBanue. EciaM THI TOKCHHA He yCTaHOBIICH, BBOJST IO MOJIOBUHE JIe4eOHOM
JI03bI BCEX THIIOB MOHOBAJIEHTHBIX CBIBOPOTOK. [Ipenapar BBOSAT BHYTPUMBILIEYHO.

Ilepen ucnonp3oBaHMeM amiylly C IpernapaToM THIATEbHO ocMaTpuBaioT. He mpurojmen k
NPUMEHEHHUIO Ipenapar B aMIyjax ¢ HapylIeHHOH LEeJIOCTHOCThIO, OTCYTCTBUEM MapKHUPOBKH,

NpH  M3MEHEHMHM  (HU3MYECKUX CBOMCTB mnperapara (M3MEHEHHe IIBeTa, HAIHYHE



Hepa3OUBaIOIIUXCS XJIOMBEB), TPH HCTEKIIIEM CPOKE I'OJHOCTH, HENIPABUJIBHOM XPAHCHUH.

[lepen BBeZieHHEM CBIBOPOTKY B aMIlyJjie JOBOJAT 10 TeMmneparypsl (37+1) °C.

BceKpeITHE aMITyJT ¢ CBIBOPOTKO#, IPOLleypy BBEICHHs IIperiapaTa i XpaHeHHe Ipernapara rnocje
BCKPBITHs aMITyJibl (He GoJtee yaca) OCyIIECTBIISIOT IIPU CTPOrOM COOJIIOICHHH IIPAaBUII aCENITHKU
¥ aHTHCEIITHKH.

BBezieHre CBIBOPOTKH MPOBOAAT 101 HAOIIOICHHEM Bpaya.

[ToGounoe  pgeiicrBHe. BBeiaeHne  CBIBOPOTKM — NPOTUBOOOTYJIMHHYECKOH — MOXKET
CONPOBOXK/JATBCS  PAa3BHTHEM QUICPrHYECKHX peakUMi HEMEJUICHHOro THIla, BKJOYas
aHaUIAKTHYECKHUH 10K, a TAaKXKe CBIBOPOTOYHOMH G0JIe3HH.

Ilepeposuposka. O ciyyasx nepe03upoBKU He COOOIIAIOCH.

B3aumojeiicTBHE ¢ IPYrHMH JIeKapCTBEHHLIMH cpeacTBaMu. He u3yqanocs.

Ocobble yka3anus.

YunTbiBasi BO3MOKHOCTh BO3HHKHOBEHHS aHAa(HIAKTHYECKOro IIOKa, He0OX0auMo obecneuuTsb
MEIUIMHCKOEe HaONIoJICHHe 3a NPUBUTHIMH B TedeHHe 30 MHH IOoclie OKOHYAHUS BBEICHHS
npenapara.  IlomemeHus, B  KOTOPbIX  OCYIIECTBISETCS  BBEJEHHE  CBIBOPOTKH
MPOTUBOOOTYIMHUYECKOH, JODKHBI OBITh 00ecrieuyeHsl CpeIcTBaMHi IPOTHBOILIOKOBOH Teparnuu,
B MEPBYIO OYepelb aJPEHATHHOM (3MUHEPPUHOM).

BBenenne  ChIBOPOTOK  (IPOTHBOOOTYJIMHHYECKOH M pa3BeJEHHOH) J0JDKHO  OBITh
3aperMCcTPUPOBAHO B UCTOPUU O0JIe3HH ¢ 00s3aTeIBbHBIM YKa3aHHEM J103bl, criocoba H BpeMeHH
BBEJICHHS, peakluu OOJbHOro, HOMEpa CepHH, Ha3BaHUS MPEANPHUSATHS, H3TOTOBHBILETO
npenapar.

Bansinne Ha cnocofHoCTH yNpaBisiTh TPAHCHIOPTHLIMH CPEICTBAMH, MEXAHH3MAMH.
BBesienne ChIBOPOTKM MOJKET NMPUBECTH K PAa3BUTHIO aHA(MIAKTHYECKOTO INOKAa M JAPYrHX
QUIEPIrHYeCKUX pPeaKklMi HEMEUICHHOrO THIA, a TakkKe CHMIITOMOKOMILIEKCA ChIBOPOTOYHOM
Oose3nn (MOBBIIIEHHE TEMIepaTyphbl, KOXKHbIE BBICBHINIAHHS, APTPAIrHH), MOSBISIONIErOCs B
paHHHe (2-6) cyTKH) U OT/aleHHbIe (Ha 2 HeJlelie) CPOKH, MPOJOIKHTEIBHOCTBIO OT HECKOJIBKHX
4acoB JI0 HECKOJBbKHX HeZesdb. B 9TOT mepuoja pekoMeHAyeTcs BO3JEepKaTbes OT YIpaBJIeHHs
TPaHCIIOPTHBIMHU CPE/ICTBAMH, MEXAHU3MaMH.

®opma Beimycka. CeiBopoTka nporuBoborynnandeckas tuna E — mo 10000 ME B ammyire.
Ob6wem npenapara B aMIryjie 3aBUCHT OT CrelH(UUECKOM aKTHBHOCTH Ipernapara.

CriBOpOTKa J0IIaAMHas ouniieHHas pa3seaernas 1:100 —mo 1 mu B ammyiie (JIC—000349).
Bemyckatorcss B komiuiekre. Kommiekt coctout u3 1 aMmysbl CHIBOPOTKH IPOTHBO-
OoTyIMHHYECKOH M 1 aMITyJIbl CBIBOPOTKH JIOLIAANHON OYHIIIEHHOH pa3BenenHoi 1:100.

ITo 5 KOMIUIEKTOB BMeCTe C MHCTPYKIHEH 110 NPHMEHEHHIO U CKapH(UKATOPOM aMITyJIbHBIM B



navke M3 KapToHa.
[Ipy wucrnonp30BaHMM aMIyjl C HacedKaMH, KOJIBLOM H3/I0Ma WJIH TOYKOH JUIsi BCKPBITHS
ckapu(uKaTOp aMITyJIbHBIH HE BKJIAIbIBAIOT.

CpoK roaHocTH.

CriBopoTKH npoTHBOOOTY IMHMYEeCKOH THna E - 2 roja; ChIBOPOTKH JIOMIAQJMHON OYHIIEHHOM
passeznienHoit 1:100 - 3 rona. He npumeHsTh 110 HCTEYEHUH CPOKa F'OJTHOCTH.

Yeaosus TpancnoprupoBanusi. B coorserctBun ¢ CIT 3.3.2.3332-16 npu temneparype ot 2
1o 8 °C. He 3amopaxuBaTh.

Ycaosus xpanenusi. B coorserctBun ¢ CIT 3.3.2.3332-16 npu Temnepatype ot 2 o 8 °C B
HEJIOCTYITHOM JUIs ieTeit Mecte. He 3aMmopaxuBars.

Yeaosns ornmycka. JUis neweGHO-NpoHIaKTHYECKHX YUPEKICHHIA.

Baajesnen perncTpannoHHOro yaocToBepenns.

AO «HITO «Muxkporen».

Poccus, 115088, r. Mocksa, yi. 1-a Jlybposckas, a. 15, ctp. 2.

IIpousBoaureins.

AO «HITO «Muxkporen».

Poccus, 115088, r. Mockaa, yi1. 1-s Jlybposckas, 1. 15, ctp. 2, Ten. (495) 710-37-87, daxc (495)
783-88-04, e-mail: info@microgen.ru.

AJipeca pou3BOJICTBA:

Poceus, 355019, CraBpornonsckuit kpaii, r. CtaBponods, yi. buonormaeckas, 1. 20, ten. (8652) 24-
40-84.

Poccus, 450014, Pecry6imuka Bamkoprocran, r. Ya, yin. HoBopoccewiickas, a. 105, ten. (347) 229-
92-01.

Opranusanusi, yYNnoJHOMOYEHHAsi Jep:karejaeM  (BJajeibleM) pPerncTPauHoOHHOIO
YAOCTOBEPEHHs JIEKAPCTBEHHOI0 Mpenapara /JIsi MeIHIHHCKOr0 TNpPHMEHeHHsI Ha
NPHHATHE NPeTeH3Hii oT moTpeduTeeii.

AO «HITO «Muxkporen».

Poccus, 115088, r. Mocksa, yiu. 1-s JlyGpoBckas, . 15, ctp. 2, Ten. (495) 710-37-87, pakc (495)
783-88-04, e-mail: info@microgen.ru.

HavanpHuk ynpapieHus peructpaiuu
¥ MEJIMIIMHCKHX MCCIIeI0BaHuUi
AO «HITO «Muxporen»




