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OBUIAS XAPAKTEPHCTHEA JJEKAPCTBEHHOT O TIPETIAPATA

1. HAMMEHOBAHWE JIEKAPCTBEMHOTO IIPENAPATA

1.1. Toepronoe nanMeHORRHKE JEKAPCTBCHROTO NPLIAPaTa
Rakiprea A0 TPOOUIRKTHKN PP [MHAKTHRHPORAITHAR].

12. Jpuposia T COTJdACOBAHD |
OnHa posa w obséye 0,5 Mo = AFARTTA

1.3. Jlekapcrsennas (popma "o g fﬁ e
C}’EI‘IEH'&HH [1E BHYTPHMEBIIIEHIIOND BBEICHHA. L A |, T AT A

1.4  OfmenpuugToe HANMEHOBANNE BAKTIHHE]
Baximua juis npodHIak THER rpHita [HEaKTHBAPOBEHRER],

2. KAYECTBEHNBI H KOJIWUMECTBEHHBIH COCTAB

2.1. @apMauesTHMCCKHC CYOC NN

I gosa (0,5 mu) coqeprT AUPYCLE TPHING, KYILITHBUDORAHHBIC H3 KYPHHLIX
AMOPHOHAX. HHAKRTHENPORANHLIC, PACIICTINEHHLIL, HPSACTARNSITHEIE IITAMMAMI,
IKBHRA TCHTHARIMH CIOCIYIOUIHM,

AS (HiNy) — 15 MEr reMartmoTHHHHEA™
AS ~ (HaNj) — |5 MEr reMairmnoTHHHEa*;
B/ — 15 MEr TEMATTITIOTHHAEA™,

#  [Ilaummossl  COCTAR  HAKLMHLG 2 oORORMEETC! B COOTBCTCTBHH C
pesosMeranpayvn BO3 na regyiiusd AMHACMHYECKDH CelnH.

2.2, AnsmBanTtil B (Han) agcopbentnl
e cotepsuT 2 boEdTOE 7 ancopbelrron.

2.3  Muoroioiusie npenapars
e npHMeHHMO,

1.4 Cenlaka Ha nepeveis BCHOMDTATE I LHBIX BCINECTH
[TaALI Depeteis BCOOMOTATENLIX RElecTs NPUBCACH B pusacie 6.1,

3.  JEKAPCTBEHHAM ®OPMA

CyCcnensHa LA BHYTPHMLIUEUHOT( BEEILEIS,
Onucanne
Becipemias cnabo onaTecHpYIOLWAS W IEOCTh.

4. KIHHHYMECKHE JAHHBIE
4.1. Tloxa3anma K NPpHMeReHno
AKTHEHAR SHeroanas npodularTHYeCKal HMMYHHSLUHA 1IPOTHE CEI0HHOID

rpunma netefl ¢ 6 MECALCR, NOAPOCTRON # BIPDCALIX Ge3 OrpamiieHin RospacTi,
a Tasoke Depesennex xenmins wa [1-11T tpumecTpax GepeMeHHOCTH.
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Baxumnauns ocoberro Noxasasa: J ¢ 7 0 10212

—  yYAIMMER ORMEeoDPAI0BITEILILIY VU PCHACH ML

—  00YMAIOUIIMES B IPOPECCHOHATEHBIX 00Pas0BaTETRHE OPraHH3AlHAX |
0OpaIORATCIREAIX OPPAFIIAINAX BHCILCTO DOPAOBAHHA,

—  pspocamm, pabOTAIGHIAM MO0 OTASILHLWM npodeccHsy i JOmEHOCTAM
(pabOTHHEH MeIMTIHHCKHX H  o0pa‘0oBaTenkHELN OpPrasuIaini, Tpancnopra,
KOMMVHLIBHON cdepst 1 cheprl NPEAOCTARIEHHA YCIyI);

—  JHI@EM, pabOTAOIIHM BAXTOBLIM METOLLOM, COTPYIHHEAM
NPABOOXPAHITEIRHRY OPIAHOR M FOCYIAPCTBEILIX KOHTPOILHAIX OPraHos B
MVHKTAX NPONYCKA epes rocyIapCTeeHiyio MPAHHITY;

—  paboTHMEaM  OpIAHM3ANMH  CONMANEHOrD  OOCAYAMBAHHA W
MHOTOQYHEIHOHATLUBIX HCHTPOE;

—  TOCYIAPCTHEHHLIM MPAKAAHCKHM W MYHULIIATRHEM CITYRATITHM,

—  mIpocnsiM crapure 60 ner,

—  IHMIAM, TIOTERAUIHM NPASLIEY HA BOSHHYKD CYKDY,

—  IIMIAM, ¢ XPOHMIECKHMIT 3aBoNCEAHMEME, B TOM SHCNE C 38001eBIHRIMM
JETKMX,  COPAETHO-COCYIMCTHIMH  3a0oicBaumsny,  MerabonnseckiMu
HAPYITEHHAME W ORHPEHHEM;

—  fcpeMeHEBIM #eHIIHHAM (M. pasie «DepTiEHOCTL, HEpeMEHROCTS B
HOPMIICHHE TPYIBIN ).

4.2. Pewuy 1o3mposamns u cnocol npuMenennn

4.2.1, Pekuy 1oiuposanng

PexomMenvembie pesiinv A0IRPORAHNE I 0OIACTH BEETIEHTA:

—  aetv or 6 a0 |1 mecsres BKTIOYHTENLHO — JBYKPATHOC HBCUCHHC ©
MATCPBAIOM He MCHEE 4=X HEIelk B [IepeAHeboK0BYIO N0BEpAHOcTE Oeapa B Anse
0.25 s (1/2 Ho3et);

— gerw or 12 Mmecsies g0 33 MecAlen REMIOUHTEIRHO — OJHOKPATHO HIH
apykpaTHo* ¢ duTepeanoM e MeHee 4-x nefent B nepeaHeboxosyio
nosepxuocts Oeapa wm oDaacTe JENETOBHIHON MBIINW [IPH  HAIHYHH
OOCTATOTHON MLImeTHoil Maces! & gose 0,25 s (172 aoawn);

—  geTH or 36 MCCHLCE 0 8 NCT BEIOYUHTEILHO — OOHOKPATIO HON
apykpatio® ¢ uureppanoM B 28 queil B 0061aCTE HeNbTORMINON ML B 038
0.3 i

* dems snadute ¥ nem, snepane aariuupYeMsM NPOmMue ZPURNG, NORKAIAND
dayrpanitoe asedenue  Baxyuewm  dar ppoduaaxmuxu spuni
[Junarmusuposannot] © nnmepsaion e senee 4-x nedens

—  JeTH 0T 9 meT W BIPOCARIE - OIIOKPATHO B ODAACTE ACILTORM/IHON MBI
B moie 0.5 ma,

4.2.2. llyrs soeienns

BakinzHa seoanTed TONLKO BHYTPHMBILIEYHO!

He jonyckacios sEVIPHCOCYIHCTOS RRESHNE Npenaparal

[Mepen npumenenieM BAKIINAY CNENVET BLISPAATE 0 KOMHATHON TCMICPATYPL
H XOPOUIO RCTPAXHY T,

Bekphitie aMnyn # MPOUSIypY BaKIHHAUHK CCYUISCTBIMIT [PH CTPOIOM
CODMOACHHA NPARMI ACCOTHEH M RHTHCCTHEM: TeDeil BCKPLITHEM ureixy
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aMmynel W ckapupukatop (B coyude HEoOXOMHMOCTH €ro HPHMEHECHIA )

npoTHparot creprasioi canderroii, emodcHHON 70-TPOLEITILIM ITHIORLM

COMPTOM, BCKPHIBAIOT aMnyny, HabHpawT sawimiy B MIPHL OHOPA3oB0TO

OpHMEHEHHA o YAAMAIOT W3 IUOpHUA OCTaToK Roayyxa.  T0-mpOLIeHTHEIM

STHIORAIM CTIHPTOM TPOTHRAIOT KOMY B MECTC HHECELHN,

IMpenapat o BCKPLITON AMITy/Ie KPALEHIO HE HOANERAT!

4.3. Ilporusonokasanus

Adercxuil pospact Jo b mecauen.

AJUEPIHYSCKHE PEAKIHE HA KYPHHRTT Deaox i KOMIOHETITE BAKLHIEL

AINCPTHYSCKHE PEAKLHK Ha paHes BEOIHMBIE MPHIIMOSHLIC BAKIIHHLL

Cunniag peaxuus (Temueparypa esine 407 C, oTéK W rHNEPEMHA B MECTC

BREASHHS CBRIUE 8 CM B IHAMSTPC) HIH OCTIOKHCHHES HE NPEALLIYIIEE BBCASHITE

npenapara.

Octprie uuexiionnsie WAH Henadexponnwe sabonepanyd, obocTpenue

ApONHYECKIK Jabonenamyil (BaKuMpALMI0 npoBoaaT ueped 2-4 wenenH mocne

BEI3I0OPORTEHILT HIH B [IEPHOI PEMUTCHH),

Mpr persmenax OCIPLIX pecrHpaTopnux BupycHex uuhekuuax (OPBH},

DETPRIX KHIEYALIX 3a00MeRATHAY BAKIMHALIIO [IPOBOIAT NOUIE HOPMUTHIAIHN

TEMTICPLTY PR,

4.4, Ocofisie ykazanui # Mephl TPCAOCTOPOMKIOCTH UPH HPUMEHCANH

— Bakmmua npeHAIHAYCHA TONLKO JUIS  BHYIPHMBIICHHOID  BBEISHMT!

Ha npy kagux cIydasx He J0NYCKACIUN BBOANTE B COCYIUCTOS PyCno.
He npurojfick ¥ NPUMEHCHNID TPENapaT B aMiyiiax ¢ HAPYIIEHHOR
NEIOCTIHOCTLIO I MApPKHPOBKON, [PH H3MeHeHHH (HIMYCCKHX CBOHCTR
(HBeTa, MPOIPATHOCTH ), MPA HUTHYHE NOCTOPOHHHX JaCTHIL, MPH METEKITEM
CpoKe TOOHOCTH, Hapymrenmn Tpebopammil K YeNOBHAM XPAHCHMA (HIH
TPANCTIOPTHPOBAH M.

— Baknuna npeaiasiaicHd AN NPHMEHSHNA B ievelHo-npofrIaKkTHICCKHX H
CAHHTAPHO-NPODNIAKTHYECKNX YUPSHKASHHIRX;

~ llepea upHEHBROR BakuMHEpyeMbEe Aoasnu OLITL OCMOTPEHE] BPAYOM
(pensgurepost) ¢ obasarensimaM  mpopenenneM  TepMomerpun.  Ilpw
Temneparype Baime 370 BaKIHHAIMK HE TPOBOIAT.

-~ Togobno peem HITLEKMMOMHLIM  BAKIMITAM, [TPH BO3HHKHOBEHWH Pelko
RCTPCAAICIICTOCA NOCTE ARSACHAS BaKIMAE AHAQHIAKTHYCCKOIO ABACHHA
HEODXOIHMO RCETTIA PACMONAraThH BOAMMHKHOCTEIO OKA3ZAHHA MEJHIMHCKOH
noMomKe W ocvingeTarenus wabmonenna. B wxabunerax, rie mpoBOAMTCH
BAKUNTAUNA, HeoBX0ANMO HMMETL CPeacTBa NPOTHBOIIOKOBOM TCpaiim,
BaximHHpORAHHR JI0MKEH HEXOIHTHCA noa nabmoaenmem MeapadoTnuka B
Tedenie 30 MUUYT N0cHe BAKTIHAINT.

4.5, Baanmoleiicteme ¢ JpPYrAME JCKAPCTBCHHLIME  NPEUHAPATAMH W

apyrie GopMLI BIRIMOLERCT By

Barkumana 108 npounarTaRN P | HHARTHRHPOBAHHAR | MOWET NPHMEHATLCA

OANOBPEMEIND ¢ DAKIHNAME TTaHOHANKHOID KaNCHaps npodiuiaKTHYeCKHX

npuakeok (33 wcxmogennes BLAC w BLDK-M) »  weaxrsipoBanHbBIME

BAKUMHAME  Kanengapi UpodiiagEYEckny UPHBHEOK 10 NMHASMHTECKHM
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pokasanHaM (43 HormodchieM  anTipabuaccenx). - Fps—2T0M,  IOLKHE
VHHTHRATLCA MPOTHEONOKE4MHNE K KEOKIOR 3 [PHMCHAEMOH  BAKIHH,
mpenapaTil CHEAYET BEODHTE B PAdHBIC YHACTEH TENa PRIHRIMK LINPHIEMH.
Bagumuaiis  EeHTos,  NonysHaonmEy  AMMVYHOCYIPCCCHBHYHY  TCPAITHHE
(KOPTHEOCTEPOI L], THTOTOKCHYCCKHE M DATHOUKTHEHLID OPLIEDEThL), MOKET
OLITL Mener MujiekTirHoil.
4.6, @epTHIRHOCTD, GEPEMCHTIOCTL: H KOPMIEHHE FPYALIO
bepeMeHHOCTE
JlauHbie KITTHITHECINX HCCTISO0BAHMI BaKUMHEEL ¢ yancTHesm menm na [l n
TpEMecTpax  GepeMENHOCTH  (OKA3&IM, YI0 SAKHHHAINHA HE ORa3LIBACT
OTPHUATEALIONO BOSACHCTBHA HE IUIOA H OPraEW3M HeHTIHNL, H Npenapar
MOWKET TIPHMEHATECA npH GepeMerkocTH, HavwiHar co [l pumecTpa,
Kopanenne rpyvasio
Jawnme © HOBOPOIEHHBIX/NETAX (EPEOI0 OO AHIHH, BCKOPMIEHHBIX
WEHITAMAME,  NPEBHTEIMH  Bakipsoit 18 npOQMAAKTHKE — [PHIG
[MHaKTHEKpOBAHHOM ], oTcyrerayior, Tem He MeHee, OCHOBLIBAACL HA OILITE
TIPHMENEliE MIEAKTHRWPORAHHAIX BAKIUIH 718 MPODIIARTHEN IPHIINS, HAKIHHY
MOAKHO NPHMEHSTS B TICPHOA IPYAHOTD BCKAPMIHBAHNN,
OROHYATCOLHOE pemenie 0 BaKIHIATIA JepeMelhX H KOPMAILHX TPYILo
WEHIINE 0RO TIPAMIMATECE  BPAYIOM. HHOHBHIYAIRHO © YHCTOM PHCEA
JAPAKEHUA FPHINOM H BOIMOIKHLIX OCIOMHEHHH, BRIBNHLY 3a00NCRAHIEM
TPHTTTTOM.
DepTHIEHOCTE
Tasnsie 0 BrEaEEE Ha GepTHALHOCTE MCAUBEKE OTCYTCTIYIOT. MocnenoBanus
PENPOAVETHENGH  TOKCHYHOCTH Ha WHBOTHRIX MOKISAN0  OTCYTCTBHEC
HETATHRTION ARSI BAKUHHAD HA NOREsaTedH (epTHNLITOCTI
4.7. Bauaune Ha cnocoiHOCTE YIPARIATE TPAHCHOPTHRIMHE CPEICTBAMM H
paboTaTh ¢ MEXAHHEIMAMHE
HecneaoBaHna 10 W3yHeHHio BIRaans Baguunsl and npounakrikn rpamma
[AraxTHERpOBRAHHON] HA COOCOOROCTR YIIPARAATE TPAUCHOPTHEMI CPEACTRAMN,
MEXAHMIMAMY HC [POBOJIHIHCE,
4.8. Hemeanrenbnsie peaxipnm
Qaciora paisiTHA MOGOTHLIX PeakIiE, 3aPerHcIPHpOsIHHLIX TIPH TPOBaTeT it
KAMHUIECKHE HCCISIOBREIN, PeACTABIEHL 3 COOTRCTCTRME C KnaccHurarme
BO3 HIP,
YacToTa BCTPCHACMOCTH CNpPeAe/iaidch Ha OCHORAHNY CASIYIOUIHA KPHTEPHER;
oweHs wacTo (21/10), gacto £=1/100 w <1/10), sewacto (2171000 n <1/100), peoxo
(=1/10000 w0 <1/1000), ouens peaxo (<1/10000, sronoyas 0TAEABHbE cnyqan).

[ayuenmsr demexozo sozpacma

B xouc KNUMHEMECKHX MCCIelosaHmil OCI0NACHOCTh NPUMEHENHT mpenapara
Baxuuna ang npodnakTHkN rpunna [Mraxrmenposannag] onenena Gonee, Hem
v R00 neredi pospactTHod rpynusl 6 mecsnen — 17 net BRTIOTHTENLHO, B xone
BCCHeNoBANMIl He OmI0 BRINEICHO TPARITAMHATLHLIE OTANTHE no npoduno
GEIONACHOCTH BAKIINIE B JCTCKOH [TOITYNATIHH, MO CPABHEINIO CO BIPOCILIMH
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no0poBONBIAM, BCE peakiam aMemH GAaronpHATHELR - HEXOL, THRENEIX H
CCPBENTHIX MEKETITENLHEX PELFIHH He perrcTpiponanock. B tabminax 1,23
OPENCTARTEHE BCC HEKENATENLHLIC PEAKIHH, 3apericTPHPOBIHHBIE B XO01¢
IHITAISCKHX HOCHCA0BAHME V TeTel PAIHEIX BOIPACTHALIX IPYVIIL

TaGmama |. HexcnarenbHile PeariMy, OTMEUCHHLE B XOAe KIHTIHIECKOTO
HCCIETOBAHNA ¥ ACICH B BoapacTe o7 6 40 35 MECHICE BEIHYHTENRIO.

HemenareibHBIC PEAKIHN B COOTBETCTBHN € KIACCAMM
CHCTEM OPraHes MelUILHHCKOTD cannaps 1 Hacrora
HOpMATHEHO-pasoBoil teaTeasnocTn MedDRA

Ofugiie paccrtpoficmea 4 HAPYIRERUR & MECME GRCOeNUR:
JPHTEMIL B MECTC HHLEKLHH
Boas B MECTE BAKIHHALHNH

HACTD

Taonuua 2. HemegarenbHble DPeakilHH, OTMEYEHHLIE B XOAS KIMHHHECKHX
pecrcnosakMi v eTeil B Bodpacte or 3 10 9 eT BEMOUHTENLHO
| Hesgenare/ibHbIE PCaKIHN B COOTBETCTENH € KAACCAMME
CHCTEM OPraloR METHIHICKOTO CIOBAPH .14 Yacrora
popMaTHERo-npasosoil gesteasuocrn MedDRA

(buue paccmpoiemad & HaPYILeHIR 8 Mecme gaedeHuR !

DpUTEMS B MECTS HILEKITHN OMEHB HACTO
boab B MECTe BAKITAHALITT HACTO
CHeqyHOCT: B M2CTe HHBERIIHN

HEYACTO

TToBLILICHHE TEMIEPATY PR TE1A

Tadmuun 3. HewenaTelbHhle pedkiiui, OTMEYEHTLIE B XOAC KIHHUHECKHX
necnenosam y nereil B sozpacte or 10 g0 17 ner skmouuTeNLno.

HemenareIbibie Peasking 6 COOTBETCTRIN C KIaccam
CHETEM OPIINon MEHUHICKOTD CIOBAPH 10s Yacrora
nopMmaTurno-npasosoi gesreabuoctn Med DRA

(fuigie paccmpoiicmea U NAPVIEHUR 8 MECTIE Boe0CHUR:
[ Hnepesis B MeoTe MITLEKIIH

VOAOTHEHHS B MECTC BAKTIHHERLIHH YACTO
Goank B MeCre BAKLIHA AT
OreqpocTh & MECTE HHL2KIIHA HERACTD

[TocIe EMMYHISAIIE MOTYT BOSHIKHYTE TIEPETHCICHHAE BRIIE HEACIATE/IbHBIS
peAKLHA, 0OMYHO O TpoxofaT fes AUNOIHHTETLIIOTD JeTeHIA Yepes 1-3 AL
OnHAKD Helb3d HCKLIOMATE PAiBHTHE JIPYTHX  HEHCNATCNLHEIX  peaxumni,
KUPHKTEPILIX U1 TPHITTOIHAIK RAKIHH,
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[Maumentsl, HX POONTENH M 3AKOHEGIE NPCACTABHTENN AdTAcinl  OLITh
nporEopMAPCEANE 0 TeofXOTUMOCTH cO00UIATE Bpusy O TIODLIX BLPANEIILIX
HIH HE YEAIAANLIX B TAHHON HHCTPYKIGIHE NODOHHLIX PEAKIIAX.

Rapocante

[podmny GeronacHOCTH OCHORAH HA JIAHHAIX, TOTYHEHHLIG

- B OXOMe  KIHHHYECKHX — HCCHSIOBAHAN  H  HEHHTEPREHUHDEHOTD
pecncnosapng ¥y bonee, dem 2000 mapocanx B Bo3pacTe or 18 no 60 ner
BEOMATENLID;

- B XOIe TOCTPErHETPAIHORIOTO npiveneis 3 obuwell nomyisss ().
Tabmema 4, Heweourensible PEeakUHH, OTMEYEHHBIE B XOAS KIHHHYSCKHX
HCCTIGAOBAHHI Y i BospacTHi rpymmst 18-60 mer

HemeaaTeLiiLie PeaKuiy B COOTBETCTRHN ¢ KIaccaMn
CHCTEM OPIAaNoD MeIMIHNCKOTD CI0BAPH 1A Yacrora
HopMaTHBno-upasoroii teaTeasnocTl MedDRA

Hughexwun u uneaznu:

Opaneiil reprec peaEs
Hapyuueriun co cmaponsl Kposa it AuMBamuqeckol cucmenst:
JIumdagenonaies pestico

Hapyuenua €0 Cimopons AMPINOE CHCHEMBE

AnnepruvecEie PSAKIHH (IPHTOMATOINAN CEITL HA KOWE,
1[I KOUKHLIN [OKPOBDB BCPXHIX M HIDKHEX KOHGYHOCTEH
Tena, PEAKD
meplieHse B Tropne, CHINKCHHE [POMKDCTH  T0A0CE,
TANECHIIOCTL HOCA)

Hapyuienua o cmoponist Hepanet cucimemsr:

Tononuan Homs HACTD
CocToAHME CIVTAHHOCTH COIHAHMA HEUACcTO
Iunecreans

% peaKn
[ 0MOBOKPYECHHC

Hapyuienun ¢o cmoponst opeana ipeiis:

Cyxon s HOUACTD

Hupywienusn co cmoponm opzang cAyxa u Aadupunma;

Viunan Gone pesKn

Hapyuieiitia co cmaponst OMXameasioll clcmemnl, opianoy LPVOHGE KIEKH |
cpedacmenin:

Kament

Boms B pOTOLAOTEE r;r;puqu APHHTEA/ILHA) HEYacTo
Omuiuga

Pruopes peaxo

Crpamem & s |4
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Hapyiuenun co cmoponst Neeaydouno-Kuaennazs mparma:

Jinapen e
Btk B KHBOTE

Tommora
Puora peako

CroMaTHT

Hapylsenun co cmopornt KoNeu 1 ROOKONCIIon Kemsamu;

Munepruapos HETACTO

Hapyienua ¢o conopoist CREIEATHO=MBIENOT 1§ COCOUNMEABHON mKan:

ApTpairHs HEYACTO

Munuesnae cnaiMil

PEIRD
Muanrs

Qe paccmpoicmes B NapYINERIR 8 MECME G8COeNIR:

Lone B MCCTC HEBEKITHH

IPUTCMA B MECTC HHLEKIIHH
I'nmeprepmus qAcTo
Oranod

YeranocTs

(hrex B MECTE HHBEKITHH
39/ B MECTC HIBEKIEAN
VIuoTHeHHE B MECTE HHBEKIHH HETACTO
[Mosnmnenwe TeMmepaTyphl Tema >37%C
ACTCHHA

bonm

[opwmenne TEMIERATY P HOSET B MECTE RAKTTHHATINET

PenKn
Henomors HIIC

Aty ] LS e L] L

CnadocTe Hen3pecTia®

."H.ﬁﬂpﬂ'l'tlpﬂhlt H HHCTPYMEHTIRABHBIC AANINLIE:

llopnmmenne CEROPOCTH OCEIAHEA DPHTPOLHTOB HERacTo

Uneno nefkoupron PeIKD

Yiazanueie nofodHeie peakiiil PAIRMBAKOTCA B JACHL BARIEHAINE, ODLIMHO
HPOXDANT CAMOCTORTCABHD B TedeHwe 1-3 aneft w ne rpebymor acucius,
Meanumuckrll  nepcoHan, OpOBOAMIINI  BAKUMHALUMIO, Jo/ReH  oDpaTHTL
BHMMAHNE [AUMEHTE Hd TO, Y10 B Coydae, cond mobne H3 yKaJamiuux ®
unerovkimy nofoussn peariuil yeyrybimores uim solEmKTE mobsie pyrHe
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mobogise JpHEKTH, He YRaaHHBIE B WHCTPYRIEH, HEOOXOTAMO cooDWHTs OO
FTOM BPAYY, |

Hoxcunnte nayuennin

B xone KOIHHYCCKHX Hocnenosanwii 0e3omacHocTh MPHMCHCHHE NpeTapara
Bagumea jyis npodHIaKTHER TPUNNA [WHAKTHBHposgHHaa] omenena y 160
Aobposoisues crapme 60 ner. B xone nccaeiosaHmg OTMEMANACE XOpOMAd
HEPEHOCHMOCTE BARIHHEL, BCE PEAKITN HMEAH BAAronPUATHEI HCXON, THHRSILIX
H CEPLEIHEIX HEMEITCTRHAL PEaKIHil He PerHCTPHpORATOCk. Y I CTApLIC 60
a1, No cpaBHeHME0 © BozpacTHOH Tpymmoit 18 — 60 ger aononnHTENLHO
OTMECAIMCE TAKHE HERCTATCIRHEIC PEAKLHE KAK MOA0BHAN DOTE W MOBRIIEHHE
yporia 1gE B cemoporke kpom Ges knuHwveckux npossiernii, B rafanue 5
HPEACTARICHE] BCC HEWENaTensiibie Peakilii, 3aperucIpupoBauliGe B X0a1e
EIHHHMECKOTD HECASA0Banit,

Tabmuma 5. Temenareasnee peakuni, OTMCHSHTIME B XOUC KIHHWHECKHX
wocnegosannit v an crapue 60 ner,

Hexenare ananie peakignn B COOTHETCTDHN ¢ KIACCAMN
CHCTEM OPTaHOE METHUNACKOND CUBAPH LN YacroTa
HopMaTHBHO-npasoRoii gesTeasuneTn MedDRA

Hapyuienus co comopons HEPANDIE CHCTNEM B!

l'ononuas Gons HEYALTO
Qitique paccmpoicmea & RAPYIERIA 6 MECmIE B6C0eHIA:

I'nncpemMua B MECTE HTHEKIIHET 1acTo
Tabopamoprsie i uncmpyMeimatsinie dannwe:

[Mosumcnne ],-'ptl _ -ﬁﬁlﬁjrﬁnmnﬁ}mﬂt!a E (1zE) B kposn OMEHE MacTo

Oiticaiitie OMOETEHBIX HENCENGMETMbEX PERKUIL.

MNospimenue yposHa iMMyHomodymiua E 8 nonyaauun crapie 60 ner B xone
KIHHHYCCKDIO Heenetosanin OsU1o soperneTprpasato y 27,5% nobposvisies,
oaHAKo Bo Beex cuyvanx ypomcHs lgE Opn noemimen HO3HAYMHTSNBHO H HE
CONMPODOKIANCH ATEPrHICCKHME PEAKIIANMH,

VEajanmrsie HemenarelbHbe PEAKHN PAiBHBAIOTCE B AL BAKITHHAINE, O0LMHO
HCHYEIZIOT CAMOCTOATC/LHO uepes [-3 JHS, JONOANHTEALAOTO IEUCHHA HC
TpehYeTCH,

HeomoTpt HA  OTCYTCTBHE  KAHHEYECKMY  JaHHRIX, HETRIS  HCKTIOMATE
BOIMOMHOCTE  PA3BHTHA  XAPAKTEPHWIX  AAd  IPHANDINLIX  BAKIHH
HEBPONOIHIMECKHX  PaccTpoiicTs M ANNepruydcchux  peakiuil (8 TOM 9HCNE
PEAKITHH HEMEUICHHOID THIIA Ha KYPHHBIH Oenok © JApyIHe KOMIOHCHTG
RAKTIHHT ),

MNampent goamen GEITH TpoRHGOPMIPOBAH O HEOGXOINMOCTH COODILATE BPATY O
MOOBIX BHIPAKCHHBIN HIA HE YRKASAHHWX B ARHHOH MHCTPYKIMH NOGOUHED
PCHKLIHAX,
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B xope kiMHEHMeckHy Mecnezopaumii GesonacHocTs NPHMEHSHHA [perapara
Bakumua 108 mpodIARTHIK TpHNma [miakTHERpoRaHHaA] ouckena y 100
Dopemchueix  menmmn, B xoae  HCCneoBAHMHR  OTMEUANACE  XOpOuiad
MEPEHOCHMOCTS  BAKIMHEL, BCE  peakimn  wmenn  GUAFOMDMATHME  HCXOT,
COPBEIHBIX HEWCABRTENBMIX peakumil e permcTpHpoBwiock. B tafmie 6
UPCACTURICHE] BCE HEWENATEILNLIE PEAKLHN, JAPETHCTPHPOBANILIC B XOJC
KIHHIIECKOTO HOCICI0BAHNA,

Tabmuua 6. Hesenarciwesie Peakiing, OTMEMeHHLIE B XONE KIWARHSCKHX
Hoeaenonannil y GepeMCITHLLY #eHILII.

HeseaaTeThibic PEaKin I COOTRETCTEHH ¢ KJACCAMH
CHCTEM OPTaHOB METHITHHCKOTD CAOBAPA 118 Yacrora
nopmarnsao-npasosoil geareasnoctn MedDRA

Hapyiwenus co cmopons Onxamenbion CHCnemsl, 0pzanoe Jpyonon Kiensu i
CPEORCENR
FANOMSHHOCTE HOCH Heuacro

Obuque paccmpoicmen i HAPYIUEHUR & Aaiecme waeOCHIN!
[Mriepesig B MECT2 HITLEELIHE |
BOmk B MECTE BAKUHNUALHY Hacto
[orkuncHne Temneparypsl Te1a

Muneprepsis

Heqacto
IHnep ryBCTRHTCALIOCTE B MECTE BBSIEHTA

Iocne HMMYHHIALHE MOIYT BOSHHKHY T [IEPeMHCTICHHEIE BRITNE HeMReIaTeIbHbIC
peakIn, 06EME0 0HH NPOXOLAT Ge3 LonoNIIHTensHOTo Tedenns uepes 1-3 s,
QuHaKe HeTRIT HCKAICHATL PAIBHTHE J(PYIHX HCKCTATCHRHKIX  PEaimi,
XAPAKTEPHLIX JULA IPUIIITO3IHEIX RAKITHH,

HNanmenTea nomsna Serrn nponidopMEPoBasd 0 HeoBXOARMOCTH COODILEATE
Bpasy O MOOLIX BLPEKEHHHIX WIH HE VEKAIIHHLIX B JAHHON FWHCTPYRIMH
NoDOYHBIN PERKIHAX.

4.9. lleperosnponka

Cryuan nepeiosHposKke He WapericTpHpOBaHEL,

5.  @APMAKOJOTHYECKHE CBOHCTBA

5.1, @apMakoaMnaMIYecKne CuoicTEA

QapmakoTepanesTigeckas rpyvina; Bakuunnn [IpoTHeoTpHONOIHee BRKUMHEL,
kop ATX: JOTBBOZ.

5.1 Mexamm aeiicrsns

PeROMEHAVETCA SHErDAHO POBOANTL BAKUMHAIMKD B CRBEIM C TEM, IO
3afoNesaeMocTs [PUINOM HOCHT CEI0HHEI XAPAKTEP, IHPKVIHPYHIUHE
MITEMMEL BHPYCE MOTYT MEHATLCA 13 1O B Ioj,

Huipaboraniusiil HMMYNHTET K ONPSACHCHHOMY THIY HIH NOJITHITY BHPYCA
CPHIA OFPAHHYENND IANTINAST HIH He JAMMLIEACT 0T LPYIHX THIIDE BHPYCA
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rpunna. AHTHTEN3, BuPaloTaHHbIC NOCHEe BAKUHAALUME K ONpe/eacHHOMY
AITTHTEIY BHpYca PpHing, MOTYT He obecnequBalk SamuTHEN (et B
OTHOIICHMIE HIMEHENIOTO AHTHTEHA RUPYCa TOIC 7Ke THIA HIIH TRuITHia, HYacToe
HIMCHCHRE HHTHIEHDR TMPHBOAHT E SMCIOIHOH CMCHC IITAMMOROTD cOCTARA
pakpnisl ans  TpodenakTixky  rpumng. Takum  oBpazon, BakiMuLL A0
mpOdIIAK THER TPRITTE NOPMHPOBALL! B OTHIMICHAH COCTARA FEMAITIIOTHHHIOE
TeX WITAMMOB BHPYCH TPUMNA, KOTOphE BepoaTHo OyAYT UHPRYIHPOBATE B
IPRAYIEM FTHEMITTECKOM CCI0HE,
[pOACMKNTEILHOCTE  NOCTBAKUMHAILHOIO FIMMYITHTETa K [OMOIOrIYHLIM
MITAMMEM I GIISROPOACTRCHHRM ¢ BEKIRNATLHLIMH MOKET KonebaTthes,
QIIAKD, i DOABLIHHETBE Cayuaes cocTanngeT 6-12 Mecauer,
5.1.2. Mapmakoinmamirieckie MpdexTil
HMMyHOTeHnocT s
BakimeEa B TEHCHHE TpEX HENENh CTHMYIMDYET BRIPR0OTEY IyMOPATBHBIX
ANTHTEN TPOTHB [EMAITIHOTHHWHOR RHPYCOR TPHMNA i QOpMHpYC! paisirie
eneunHICCRONe HMMYHHTETA K ARTYANEHEM WITAMMAEN BHPYCA TPHITE THIOR A
nb.
Tabnuna 7. PenyisTars! MMMYHOIEHHOCTH (CPSAHCE TEOMETPHYCCKOS THIPA
(CI'T) # npouent (%) Ao0poBONBIEB © THIPOM Nocne HMMyEmsard =1:40),
nosysennse Metoqom PTTA, nocne parunsagns Bakiumnod ana mpodunaktiii
rpunma [HHakTHEHPOBANTIO| B3pociEx 8 nospacte 18-60 neT BrmoYHTENLHOY.

Anruren | draia cCIT ne CTT  moeae | CI'T noc.ae
KANHHYECKOTD | BAKHHUALHE BAKITIHINNA BAKTMTATAIHI
nCcaeoBAIHA (% ("o

avdipopoasues | JolpoBoasuen
¢ THTPOM | € THTPOM
>1:40) >1:400 wepes
i ) | 180 panen
A(HIN1)  ®azal <1:20 91.9 (80.0) /T
azall 20.07 270.96(95.3) |w/m
- dasa 111 62.5608 212.3(97.25) | 274.7 (96,02)
A (H3N2) ®asal =120 80 (20.0) wm
| asa [1 13.38 190.44 (80.9) w/n
. thaza [11 | 73.3409 196.4 (97.25) [322.1(96,33) |
| B haza | <1:20 45.9 (73.3) wn '
Daza 1 737 5598 (50.0) |wn i
Mraea 111 50,3908 1410 (96.94) [ 179.8 (96,94)

" PEAVALTATEL HMMYHUTEHHOUTH HPEICTABISHE N0 MPOBCICHH M KITTHHYCCRHM
HCCNEADBAHHAM

TabGmnua 8, Pesynerarsr wavynoressocty (CI'T 1 % aoGposomsues ¢ THTPOM
nocne ammyHisnHe =1:40), noayuenuse Meronom PTTA, nocre RakigmHaliHH
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Bakupnoil 108 npodmaakTHER rpuila [HaaKrisupoBaHHOR] J00poBOILIES B

ppapacTe cTapme 60 ae1®. —=—— _
Apruren | aza cIT a0 | CI'T nocae sakHAALHN |
KAHHHMCCKOTD pakpanainn | (% nofipoBoibues ¢
. HCE O BANHA B mrpam 21:40)
| A (HINI) 53.01 540.51 (100)
A (H3N2) aza 11 1237 167.08 (S0)
B ) 10.18 61.42 (79.4)

* - PEAVIBTATH HMMYHOTCHHOCTH NPEICTARNENL N0 IPOBEISTHEM ICTHHIHECKHM
HCCTETOBATHAM

Tatanna 9. Pesynsrarsl symysorciHoct (CT B % no0poBolbLULS ¢ THTPOM
nocae uMMysszamm =1 :40), nonysennsie metonom PTTA, mocne saxiiHanin
Bagumsoil  a1% NDODRMAKTHEM Tpumma  [MHaktusmposamiod] GepesMeHHEX
WEHIHY,

Ammren | ®aza CI'T a0 | CI'T nocie Baxmmmaimm
KANHIECKOTD paknuHanun | (% nobposoanies
HCCASLOBANNA THTpoy =1:40)

A (HIND) 40.66 211.40 (100)

A (HIN2) chaza 111 23.60 174.01 (100}

i 25.36 162.49 (100)

* - peIyIETETE HMMYHOFEHHOCTH TIPEICTARICHS! (10 POBEACHILIM KITHHISCKHM
MCCTE/IORAHHAM

Tabmuua 10, Pesynurars svmynoresnocts (CIT # % aobposonsnes ¢ THTPOM
noche wMMyrmsamey =1:40), nonyenuse metoaom PTEA, nocne pakisnatinm
Bakipioit fgua npodHIasTHER Tpanna [MHaKiuenposannoi] aerel B Roipacte

o1 6 MECHIICR W CTapme™,

Ammaren  Boapaer CI'T  CI'T nocae CTT nocae
ANpOBXILUEE | [0 saknmmam (% | sasmeanmn (%
i dhasa Bpakin | AobpoBoaRIen ¢ | 0ipoBOILICE ¢
iHneckore | wanun | turpoy =1:40) Turpoy =1:40)
ICCe/ I nRaN s 5 yepes 180 anei
A O 6 mecanen 31.96 | 203.3(100.0) 132.3 (98,87)
(HIN1) | oo 3 aer
Gasalll | -
Or 3 209 nex a0.53 | 380.5 (100.0) 232.1 (93,56)
hasa 111 -
Or6ao 1l zer | 1647 | 112.10(100) Hin
Dasa 11 )
Or 1200 17 2er 5426 | 192,48 (98.0) WALl
thasa I1I
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A Or 6 mecaues | 4645 | 20930 (100.0) | 1233(99,62)
(II3N2) | o3 ner I

dasa lll
Or 3 0 4 mer 56.71 | 272.60 (100.0) 165.1 (98,48)
hasa 111 - :
Orbao llaer | 12.54 | 114.19 (100) H/T
Basa 111
Or 12 m0 17 ner | 1655 | 96.69 (82.7) HiT
Paza 1l i
B O & Mecauen 3238 | 117.6(100.0) 71.71(99.23)
a0 3 aer
basza 111
Ot 3 oo 9 nex 34.53 | 148.7 (100.0) 824 (Ys,11)
Tasa 111 _ )
Oromollaer |5.80 | 30.04 (77.3) Bl
 asa 111 B |
Orl12a017 ner | 8.63 44.08 (80.7) R
asa 11l

¥ peIYTIHTITEL HMMYHOPEHHOCTH MPLICTARNCHE] N0 NPOBSACHELIM KIHHAYSCEIM
G CUIE O HAFITEM

[pu aGmomenim 3a noBposoisuami b Teqenne 18013 ARCH nocne SAKIHTANT,
He Bhifl0 YOTAHOBASHO cyyics saboesneMocTy rpumon wim OPBH.

5.2, DapMaROEMHETHUCCKHE CROHCTBA

Crctpansnsix PapMAKOKIHETHHCCKIY HCCIeA0BaHHA HE MPORO/THAOCE.

5.3, Mannsie DOKAHHEMECKON GCI0NACHICTH

B AokAMATYECKHX JIUHHBIX, [OAYUCHHBIX 10 Ppe3y/bTataM CTanilapTHRIX
Nocnenosani qaapmmmnnrpmem:nﬂ DE30MacHOCTH, TOECHIHOCTH  IIpH
OMHOKPATHOM H MHOFOKDATHOM BBEICHHH W PenpoIyKTHEHOH TOKCHUMOCTH,
OCOOBIT Bpes N8 YeNDRCKA HE DLIABICH.

6. @MAPMAIEBTHYECKHE CBOHCTBA

6.1, [lepedens BCUOMOMATEILILIX BCHICCTR

Tpurou X-100; watpua Xnopil; AHHATPEA doctpar ToneKArHAPAT; KATHA
aurmgpodiochar: Roa I8 HHLCKIHH.

6.2. HecormMecTuMNCTE

B Ty TCTRAN PETYILTATOE HCCICAOBANNT CORMECTHMOCTH RAKIHHY NHE CIETYET
CMCMIMEATR € APYTHMH TEKIPCTECHILIMI MPEnapaTaMu.

6.3. Cpok roanocTi (cpok Xpancins)

1 roga

Mpenapar ¢ MCTEKIIHM CPOKOM I OHOCTH NPIMEHCHHID HE HOLICHKNT.
[MpenapaT BO BCKPLITON aMIyNe XPAMEHIN HE NOLICHNT.

f.4. Ocobuie Mepsl NTPEIOCTHROHEAICTH NPH XPAHEHIN
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XpainTs B SAINTNIEHHOM OT CBETA MECTC [IPH TeMIEpaType o1 Z2oap el He |
suMopaEnRaTh! JIOMYCKASTe) TRPAHCHOPTHPOBAIHE ITPH TEMIICDATYPC 10 25°Cop
TeueHe 6 YacoB.

XpaHHTe B HEIOCTYTTIION LA ACTCH MECTE,

B 0THOUIGHAH XPANCHHA BCKPEITBIX AMITYN CMOTPHTE pazfaen 6.3,

6.5, XapakTep M COAEPEUMDE NepBEHYI0N YNaKORKN

Cycuecaam 4o sHyTpRMMmetHoro seegenia — no 0,5 s (| 2033) npenapara
amImynsl w3 opospadaoroe orekna. Ho kasIyvio aMnyny HIKIeHBAKOT JTHECTEY
CAOMOKIEHIITYHOCH,

Broputinan yIEAKOBKA!

Mo 10 amMnyn B kopobke (nawke) H3 KapTona I1A NOTPCGHTCILCEOH TAPH! BMeCTS
¢ uHCTpyRIHelh Do npasenemino W ckapudukaropom. Kopobikm (naukn)
ORIEHBAINT ITHECTKOH-Caniepoinm,

Mo 10 amoyn 6 KOHTYPHOH SMEHKOBON YITAKOBKE B3 KAPTOHA YOAKOBOUHOIO.

[lo | womrmypuoit aveiizosoll yuakoeke 8 xopofxe (nausc) i3 KapToua And
noTpeGuTensckoil  TApR!  BMECTC ¢ HHCTPYKLRER 00 NPHMEHEHINO M
ekapuduraTopoM.

Mpy YIAKOBKE AMITYN ¢ HACCHKON WM KONLUOM W3NOMA, FAH TOYKOH LA
BCKPRITHE CREPAPHERTOP 11e BRIAILIBAIOT,

6.6. HHCTPYKWIH Mo MPpRMeHen o, paiore  YHHY TIGRKCHII

Heolxo v NPOREPHTE BHENTHAT BH1 BAKIMHLEL [IEPE BBEACHWEM.
Henonoas3oBaHAYI0 BARMAHY # HCNONL3OBAHHLIC MOV YIWIHIHPYIOT B
COOTBETCTBAN ¢ TPeOoRANMAMM JCHCTRYIOINETD 3AR0H0IATCILCTEA.

7.  JEPHATE/DL PETHCTPAIIHOHHOI'O YAOCTOBEFEHHA

Huedopvanus o npomIBoamTeIe

denepatbHOe  TOCYNApcTBENHOE  yinTapHoe  npennpustie  «Cankt-
MNereptyprekiid HEYUHO-HCCICIOBATENRCKNE HHCTHTYT BAKLME M CHIBOPOTOK H
NpEnpuaTHe o nporssoicTey SakTepniinsx npenapatosn (ejepansnoro
stegnko-Guonornueckoro arentetia (QIYT] CITGHHWBC ©MBA Poccuu),
Pocenst, 198320, Camkr-Tlerepypr, r. Kpacuoe Ceno, yn. Crobousl, 4, 52,
tea. (B12) 660-06-10, (812) 660-06-11, (812) 741-19-00, (812) 741-19-78, (B12)
741-10-58, darc: (812) 741-28-95, www.spbniivs.ru.

Afpec oprammanmEH,  OPANEMAKNRH  OpeveHiun 0 KATeLTBe
JEKAPCTHECNNOID CPeacTBa

Defepaanioe  TOCYAAPCTBEHHOE  yHHTapHoe  npeanpwitie  «CankT-
MerepOyprokmii HAYHMHO-HCCNCAOBATEILCKAN HHCTHTYT BAKIHE H CHBOPOTOK H
TPEANPHATHE N0 NPOH3BOACTEY OGakTepHilHwy npenaparosy (DegepankHoro
MEIHEO-0HOITOTHYCCKOTD areHTCTRA.

Poceny, 198320, Camwr-Tevepbypr, r. Kpacnoe Ceno, yn. Ceobons, n. 52,
ren.: (812) 660-06-10, (B12) 660-06-11, (812) 741-19-00, (R12) 741-19-78, (812)
741-10-58, daxc: (812} 741-28-05, www.spbniivs.ru, vigilance{@spbniivs.ru,
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8. HOMEP PETHCTPALLHOHHOI'O ¥JIOCTOBEPEHHA

11092/22

9, JATA IHEPBHYHOH PEIMCTPAIINN (MO/ITBEPA/IEHHA
PEI'HCTPAILNH, TEPEPETHCTPALIHH)

11.03.2022

10, JATA DEPECMOTPA TEKCTA

12.04.2023
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