[image: image1.png]YTBEPKAAIO

Tnas#bIil TOCyRAPCTBEHHBIN
caBuTapHbIt Bpay
Poccnitckoin @epepaunn
F.I. Onnuenko

«26» HOAGPSA 2009 1.

N2 01-11/177-09

WHCTPYKLIUA
no NpPUMeHEeHNIo

Monolpunnon Heo

Bakyuha rpunnozHan MOHOBANEHTHAR MHAKTUBNPOBAHHAA CYGbeAUHIYHAN BADIOBARTHAR

PernctpayuoHHoe yaocToBepenue N° JICP-008177/09
ToproBoe HasBaHne: Monolpunnon Heo
MHH: sakuiHa AnA NPoGUNAKTUKI FpUNna [HaxTNBNpoBaHHan) + Asokcumepa Gpomua&

BaKuMHa IPUNNO3HAR MOHOBANEHTHAA MHAKTABUPOBAKHAA CyEbERMHIHAR abioBaHTHaR Morolpunnon Heo» npenctasnser
<060 NPOTEKTUBHBIE AHTIIEHDI (reMArENITUHIN 1 HERPaMUHWAR3), NOTYHEHHBIE 13 OUMWEHHOrO BUpYCa rpunna Tuna A (HiN,),
BBIPAWEHHOTO B NEPEBNBABMON KNETOUHON KM NOUKM MNekonuTawwero Madin-Darby canine kidney (MDCK), cazaHHbie ¢
BOROPACTEOPUMBIM BBICOKOMONEKYNAPHLIM UMMYHOagbloBaHTOM Monnokcuaonin® (MHH: Azokcumepa 6pomua).

AHTHIEHHbIN COCTAB BAKUWHBI COOTBETCTBYET pekomerauvam BO3 v EC aona naHaemnueckoin BakynHbI.

He copepxmuT KOHCEPBAHT2 N OBANLGYMWHA.

Nexapcreennan ¢opma
Cycnenann ANA BHYTPUMBILEYHOTO W HOAIXOKHOTO BBEIEHIA

Cocras
OpHa MMMyHW3WPYIoWan no3a (0,5 MN) CONePXUT 5 MKI FeMarrMmoTNHNHA NaHAEMUYECKI 3KTYANbHOTO WTamMMa BUPYCa rpunna Tuna

A {H,N,) nponssoactsa «Consei buonopxuxans 6.8.», HuaepnaHab! 1 500 MKI iMMyHORABIOB2HT NONMOKCUAOHNA® B HocaTHO-
conesom GydepHom pacTeope.

Onncanne
BecuBeTHaN NAK C KENTOBATHIM OTTEHKOM CNIeTKa ONANECUMPYIOLAR KUAKOCTD.

DapmaKoTepaneBTNSECKanA FPYNNa: Bakuusb:.
Kog ATX: JO7BB02

HmmyHobuonornyeckue ceolcTBa

BakuvHa Bb1351B2€T GOPMMPOBAHYE BEICOKOTO YPOBHA CNELNPMUECKOTO IMMYHUTETa IPOTMB NARAEMIHECKOTo rpunma.
BrnioueHmne 8 BaKUMHHEIR Npenapat MMMYHOMOAYNATOPa MONMOKCUADHNA®, O6NZAAI0LIETO WIIPOKKM CNEKTPOM
MMMYHOGAPMAKONOTMUECKOTO AEMCTBINSA, 0BRCNEUNBAET YBEANHEHNE UMMYHOTEHHOCTA U CTABUNSHOCTA BHTUTEHOB, NO3BONAET
IOBLICHTL MMMYHONOTUECKYIO NAMATL, CYLLIECTBERHO CHI3WTE NPMBUBOYHYIO QO3 HTHMEHOS, NOBLICUTL YCTORYMBOCTE OPFaHN3MA
K PeCcnypaTopHbIM MHOEeKUUAM.

Haszkauenne

Cneyndnyeckan NPOGUNAKTIAKA MaHAEMUIECKOrO FPUNNa Y AeTed C 3-X NEeTHero Bo3pacTa, NOAPOCTKOB M B3pOCbIX Ge3
OFpaHMHeHA BO3PACTa,

KOHTVHTeRTL), NOANeNaIME NPUBIBKAM. BaKLHA 0COGRHHO NOKasaHa:
1. JIULAM € 8LICOKUM DUCKOM B03HUKHOBEHUS OCROMHEHUL 8 CAly4ae 3a60ne6aHUA 2pUNNOM:

- HacTo 60ﬂE>ONMM QP3, CTR2A2DWUNM XPOHWHECKUMY COMATUHECKIMKA 3a6oneBaHnAMM: GonesHAMN 1 NOPOKaMK pas3suTna
UEHTPANLHON HEPBHOW, CEPACHHO-COCYANCTON 1 BPOHXO-NETOUHON CACTEM, B TOM Hncne BPOHXManbHOM 3CTMOR,
XPOHUYECKMM 3260NEBaHMAMY NOYEK, CaXapHbIM AnabeTom, onesHaAMN 0BMEHa BELLECTS, ayTOMMMYHHbIMM 3a60neBannami,
XPOHMHECKON aHeMMel, annepruteckinmm 3a6onepaHinamy, B TOM YMcne ¢ annieprnel Ha 6enoK KypPUHOTO AL, BPOKAEHHDIM
nan npnobpetenHbim tmmyHogeduuMTOM, BUY- nHdruMpoBanHbim;

= AWL3M NOXWAOTC BO3pacTa.

2, lugam, no pody npogheccuL UMEILLUM BLICOKUL PUCK 3060/8AHUS 2pUNNOM LAY 3aPaXeHUR Bpy2ux Nuy:
- MenpaboTHIKamM, paBoTHUKaM 06Pa3OBaTENbHDIX YUPEKAEHNN, CHEPBI COLNBNLHOTO OBCNYXNBAHNA, TPAHCMOPTA, TOPTOBNY,
MMDMUKI, BOBHHOCTYKALMM U AD.

Cnoco6 NPUMEHEHNA 1 HO3NPOBKS
TlepeR NPUMEHEHVEeM BaKUMHY CliefYeT BEIAEPKATo A0 KOMHATHOR TEMNEPATYphl 1 XOPOWO BCTPAXHYTb.




[image: image2.png]BaKLMHy BBOAAT B 103€ 0,5 M) BHYTDMMEIIEUHO MW FY6OKO NOAKOKHO B BEPXHION TPETH HAPYKHOW NOBEPXHOCTM NNEYa
(B OBNacTb AEALTOBMAHON MbILLL]):
- BeTAM OT 7 NeT, NOAPOCTKAM M 83POCTbIM OAHOKPATHO;
- AETAM OT 3-X A0 6 NeT - ABYKPATHO C NHTEPBANOM He MeHee 21 AeHb.

Ocobble yrasanns

B A€Hb NPUBNEKM BaKUUHUPYeMble AOMXHbI BbiTs 0CMOTPEHbI Bpadom {denbaiepom) ¢ obasatenbHol TepMomeTpren.

Npwu TemnepaType sbiwe 37,0 °C 8aKUMHALVIO He NPOBOAAT.

He NpUroae K NPUMEHeHWIO NPenaparT B WNPULAX C HaPYWeHHON LeROCTHOCTHI0 UNN MADKMPOBKOW, RPY U3MEHEHUN GUNIECKNX
€BONCTA (UBETA, MPO3P34YHOCTH), PV NCTEKWEM CPOKE FOAHOCTY, HaPYLWEHUM TREBOBAHII K YCTIOBUAM XPEHEH R,

NobouHble aeicTana

BaKkLMHa ABAASTCR BHICOKOOUMIMEHHSIM NPENAPATOM, XOPOLWO NEREHOCUTCA, B MecTe BaeAeHNA MOTYT pa3syThis Peakuni 8 Buae
BONe2HEHHOCTM, 0TEKa 1 NOKPACHEHUA KOXMW. Y OTASNbHDIX VL BO3MOMKHYI 0BLuyne peakuuh B BUae SEAOMOranng, ronosHon 6onn,
NOBbLIWEHVIA TEMMEPATYPbI. YKA3aHHBIE PEAKLMN OObINHO NCUL33I0T CAMOCTORTENBHO vepes 1-2 BHA. KpaitHe pefko, Kak u npn
N106OM APYTON BAKUMHALMI, MOTYT HABNIOAATECA ANAEPriYeCKIe PEaKLMN, MUANTUA, HEBPANTMA, HEBPONOTMMECKNE PACCTPONCTSA.

TPOTMBONOKA3AHNSA K NPUMEHEHNIO

- ANNEpriueckue peaKLin Ha KOMMOHEHTb! BaKUMHBI.

- OcTpbIe MHOEKUMOHHBIE U HEMHGERLMOHHBIE 3a601eBaHUA, OBOLTPEHIUE XPARNYECKUX 3a60NeBAHNN ABNRIOTCA
BPEMEHHBIM NPOTUBONOKA3AHNAMM ANA RPOBEAEHUA NPUBNBOK. [NaHDBLIE NPUBNEKKM NPOBOAATCA Yepes 2 - 4 Hegenn
nocne BLI3A0POBACHIA N B Nepuol pemuccui. Mpn vetaxensix OPBY, oCTpbix KuLI@YHbIX 3360N1eBaHNAX W AP. NPUBMBKN
NPOBOAATCS CPasy NOCAE HOPMANVIZALMY TEMMePaTypbl.

bepemeHHOCTD N NaKkTauva

ONBST IPUMEHEHNA TPVNNOZHBIX YIHAKTABMPOBAHHBIX BAKLVH NOKA3LIBAET, 4TO BAKLMHALMA HE OKa2bIBAET TRPaTOTeHHOTo MNN
TOKCHECKOTO ARACTBUR Ha ANOA. PeweHme 0 BaKUMHaLUY GepemeHHbIX AOKHO MPUHIMATBCA BPAYOM MHAWBMAYANBHO € y4eTOM
PUCKa 33PaXeHns IPNMOM 1 BOSMOXHEIX OCIOKHEHWH rPURN03HOT nHbekuun, Hanbonee GesonacHa BakuWHauma BO BTOPOM 1
TPETBEM TPUMECTPAX.

Kopmnerue rpyabio He ABNARTCH NPOTUBONOKA32HNEM ANR BAKUMHALWH,
Mepbi NPeROCTOPOKHOCTH "

e BBOANTL BHYTPMBEHHO! B KabUHETaX, Iie MPOBOAKTCA BaKUMH3UVA, HROBXOANMO METs CPRACTBa NPOTHBOLLIOKOBOI Tepaniu.
BaKLMHNPOBAHHDIA BOMKEH HaXOANTHEA NOJ HabnoaEHNEM MeRPaBOTHIKA B TeueHNe 30 MUHYT NOCIE MMMYHN3atMY.

BaanmoAeRCTBIE € APYruMy NpenapaTamiu -
BakuwHa MoHOMpUnNoN Heo moxeT NPUMEHATLCA OAHOBDEMEHHO C APYTVIMI MHAKTUSIPOBAHHBIMK BAKLMHAMN (33 MCKIOYEHNEM
anTipabugecknx). Mpn 3Tom AOMKHB! YUMTBIBATLCA MPOTMBONOKAIZHNA K KKAOW N3 NPUMERAEMbIX BIKUMH; Npenapatsi criegyer
BBOAWTD B Pa3Hbie YUaCTKV TeNa PasHBIMM LINPULamMi.

BaKU\Ha MOXET BBOANTSCA Ha GOHE Ba3MCHON Tepanii OCHOBHAM 3a60neaanmn BaKUMHALMA NAUMEKTOR, NONYYEIOUMX
NMMYHOCYNPECCHBRYIO TEPaNHIo, MOXKET GbiTs MeHee 3GHeKTUBHON,

®Dopma Bbinycka

Mowolpunnan Heo (BakuuHa rpuNio3Han MOHOBANEHTHAA MHEKTUBMPOBAHHAA CyELEAMHIIHAN ATbI0BAHTHES) CYCneH3NA

ANA BHYTPUMBILIEYHOTO M MOAIKOXKHOTO BBefleHMA 1o 0,5 Mn (1 A03a) B INPMLS MHBEKUMOHHLIE CTEPUNSHBIE OHOPA30BOr0
NPAMEHEHIA BIBCTUMOCTE 1 MA C BKNEEHHOM UEMOH 1 3aLUMTHIM KONNAUKOM.

Mo 1 WNPULY B KOHTYPHYIO AYSAIKOBYIO YRAKOBKY 13 NEHKI NONMBUHUAXNOPVAHOM, NOKPHITON GORLTOH ANKMNHIEBOR C
[ONUMEPHBIM TIOKPBITUEM, AN BYMAroRn NAMUHMPOBAHHOM C NONMMEPHBIM NOKPLITHEM. 1 KOHTYPHYIO RUEAKOBYIO YRakOBKY B NaUKy

N3 K3PTOHa BMECTe C MHCTPYKILAEH N0 NpUMeHeHMI0. JlonyCKaeTCR NPUKNSABIBATL MHCTPYKLMY N0 MPUMEHEHUIO B HEOBXORUMOM
KOTMWNYECTBE K MPYMNOBON yMaKoBKe.

YenoBuA TPAHCNOPTUROBAHNA ¥ XPaHeHNs

XpaHuTs B 33LMUUEHHOM OT CBETa MecTe Npu TemnepaTtype oT 2 ao 8 °C, B cooTeeTcTeum ¢ CM3.3.2.1248-03.

Bepeub ot peteir!

He zamopaxwvsate! Npenapat, NOABEPFILMIACA 3aMOPaMNBAHNIO, NDUMEHEHVIO HE MOANEXUT.

TPaHCNOPTHPOBaHNE BCeMM BXAaMM KPBITOrO TPAHCNOPTa B COOTEeTCTaMM ¢ (T 3.3.2.1248-03 B CBETOHENPOHALAEMBIX KOHTEWHEDEX
Npw Temnepatype ot 2 A0 8 °C B yCRoBMAX, UCKIIOHAKUINX 3aMORAXNBaHIE,

JDonyckaeTca TPAHCNOPTUPOBaHKE NP TemnepaType A0 25 °C B Teyexme 6 YacoB.

CpokrogHocTn
1,5 roga. fpenapar ¢ MCTEKIWM CPOKOM FORHOCTY MPUMEHEHMIO HE NOANEMNT.

Yenosus oTnycka

Mo peuenty.

Peknamauumn Ha HeCOOTBETCTBUE NPENaPaTa NO KIHeCTBY, GNINHECKIM CBONCTBAM, GACOBKE, YIAKOBKE ¢ 06A3aTENbHBIM yKasaHnem
HOMEPA CePVIN 1 AATbI U3TOTOBNEHUA HANPaBNATS B.aAPEC NPeANPUATUA-NporssoguTens 000 OK «NETPOBAKC» v B appec

OFYH focynapcTBerHblin HA CTaHaapTv3aLMii 1 KOHTRONA MeRMUMHCKUX Brnonoruuecknx npenapaTos umenn /1A Tapacesnua
PocnoTpetHapzopa (OTYH TWCK vim. LA Tapacesnaa).

O cny4anx NOBLILEHHON PRAKTOTEHHOCTY MW PA3BUTUA NOCTBAKUNHANLHEIX OCACKHKEHNH CheayeT coobuwars no TenedoHy (akcy)
B agpec OFYH TUCK nm. 1A Tapacesnya ¢ NoCneayiowmm npeacTasneHtem MeAMUMHCKOMA AOKYMeHTaLMW No aapecy: 119002,

r. Mocksa, nep. Cneues Bpaxex, 0. 41, Ten. (499) 241-39-22, paxc (499) 241-92-38.

ApoussoguTtens: 000 «PapmauesThyeckan komnanma «METPOBAKCH
142143, MockoscKan 06nacTe, Mogonbekui paiion, . Mokpos, yn. CocHosan, A.1.
Ten./dakc: (495) 926-21-07, e-mail: info@petrovax.ru
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