IT N012103/01-17.05.2016

NMHCTPYKIMA 110 ITIPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
JUI MEJUILTMHCKOI'O ITPUMEHEHU A

UPC® 19
(koMIUIEKCHBIN TIpenapaT OaKTepHUaIbHBIX JIU3aTOB)

PerncrpanuoHHbIA HOMEp:

Toprosoe nazsanune: MPC® 19

JlekapcTBeHHas ¢popMa: Ciper HA3AIbHbBIN

MexayHapoaHoe HeNIATEHTOBAHHOE WM IPYNIIUPOBOYHOE HA3BaHHe:

JIuzatoB Oaktepwii cMmech [Streptococcus pneumoniae, type | + Streptococcus
pneumoniae, type Il, Streptococcus pneumoniae, type Ill, Streptococcus
pneumoniae, type V, Streptococcus pneumoniae, type VIII, Streptococcus
pneumoniae, type XII + Haemophilus influenzae, type B + Klebsiella pneumoniae
ss pneumoniae + Staphylococcus aureus ss aureus + Acinetobacter calcoaceticus +
Moraxella catarrhalis + Neisseria subflava + Neisseria perflava + Streptococcus
pyogenes group A + Streptococcus dysgalactiae group C + Enterococcus faecium
+ Enterococcus faecalis + Streptococcus group G]

Cocras: Ha 100 M

AKTHUBHBIC BEIIESCTBA:

nu3atThl OakTepuii*® 43,27 mn

*CocTaB 1M3aTOB OaKTEPHiA:

Streptococcus pneumoniae, type | 1,11 mu
Streptococcus pneumoniae, type 11 1,11 Mo
Streptococcus pneumoniae, type IlI 1,11 Mo
Streptococcus pneumoniae, type V 1,11 Mo
Streptococcus pneumoniae, type VIII 1,11 mn
Streptococcus pneumoniae, type XII 1,11 mu
Haemophilus influenzae, type B 3,33 mn
Klebsiella pneumoniae ss pneumoniae 6,66 M1
Staphylococcus aureus ss aureus 9,99 M
Acinetobacter calcoaceticus 3,33 mn
Moraxella catarrhalis 2,22 M
Neisseria subflava 2,22 M
Neisseria perflava 2,22 mi
Streptococcus pyogenes group A 1,66 M
Streptococcus dysgalactiae group C 1,66 mu
Enterococcus faecium 0,83 ma
Enterococcus faecalis 0,83 mn
Streptococcus group G 1,66 mu
BcnomorarenbHbie BCIICCTBA.

s 4251
MepTuonsar HaTpus He Oonee 1,2 mr

ApomMaTu3aTop Ha OCHOBE HepoJa™** 12,50 mr



Bopna ouniiennas 0 100 mi

**CocTtaB apomaTu3aTopa Ha OCHOBE HEpoJia: JMHAION, alib(a-TepIUHEO,
TepaHUONI, METWJI aHTPAHWIAT, JTUMOHCH, TepaHWIAICTAT, JIMHAJIUIAIETAT,
MOHOA3TUJIOBBINA d(DHUP AUITHICHTIIHKOIISA, (PEHUIITUIOBBIN CITUPT.

Onucanue
[Ipo3paunasi OeciiBeTHass WM C JKEJITOBATHIM OTTEHKOM >KHUJKOCTh CO CJIaObIM
crienu(PpUIECKUM 3armaxoM.

dapmakoTepaneBTHYECKasA rPynna
NMMyHOCTUMYIUPYIOIINI penapaT Ha OCHOBE OAKTEPHUAJIbHBIX JIN3ATOB.

Kon ATX: RO7TAX

NMMyHoJI0THYECKHE CBOICTBA

HUPC® 19 noseimaer cienuduyeckuii ¥ HecrequpUIECKUi UMMYHUTET.

IIpu pacneuieann MPC® 19 o6pasyeTcss MeNKOAMCHEPCHBIH adp0O30Iib, KOTOPHIM
MOKPBIBAET CIM3UCTYI0 O0OJIOYKY HOCA, YTO MPUBOJUT K OBICTPOMY Pa3BUTHUIO
MECTHOIO0 MMMYHHOro otBeTa. Crenuguueckas 3amuTta 00yCIOBJIEHA JOKAJIbHO
00pa3yIoUMMuUCcs aHTUTENIaMU Kjlacca CEKPETOPHBIX MMMYHOIVIOOYJIMHOB THUMA A
(IgA), mpensaTCTBYIOIMMMHU (PUKCAIIMK U Pa3MHOKEHUIO BO30OyAuTENeld MHPEKIUH
Ha ciusucroil. Hecnenumduueckas MMMyHO3aIIMTa MPOSBISETCS B IMOBBILICHUU
(paronuTapHON aKTUBHOCTH MAaKpO(aroB U yBEINYEHUH COAEPIKAHUS JTU30LHUMA.

Ha3znauenue
e [IpoduiakTka XpOHHUYECKUX 3a00JIeBaHUN BEPXHHUX JBIXaTEIbHBIX yTeH U
OpOHXOB

o JledeHne OCTpPBIX U XPOHUYECKUX 3a00JICBAaHUI BEPXHUX JBIXATEIBHBIX
nyTeii W OpOHXOB, TaKUX KaKk PHUHHUT, CUHYCHUT, JAPUHTUT, (apHUHTUT,
TOH3WJUIUT, TPAXEUT, OPOHXUT U .

e BoccTaHoBiIeHHE MECTHOTO MMMYHHUTETa IOCJE NEPEHECEHHBIX TPUIA U
JIPYTUX BUPYCHBIX MHEKITHIA.

e JloaroToBka K MIIAHOBOMY ONEPAaTUBHOMY BMelIaTenbcTBY Ha JIOP-opranax
Y B MOCJIEONEPALMOHHOM IIEPUOE.

HUPC® 19 MOKHO Ha3HAYaTh KaK B3pOCIBIM, TAaK M JETAM C 3-X MECAYHOIO
BO3pacTa.

IIpoTuBoONMOKA3aHUSA

-IToBpIIIEHHAsT YyBCTBUTENBHOCTh K Mpenapary WIA €ro KOMIIOHEHTaM B
aHaMHe3e.

-PC® 19 He cneayeT Ha3HAYATh NALMEHTAM C AyTOMMMYHHBIMU 3a00JIEBAHUAMH.

IIpumeHeHue BO BpeMs 0epeMeHHOCTH
He wumeercss [0CTaTOYHBIX JA@HHBIX O  MOTEHIUAIBHOW  BO3MOXHOCTHU



TEPAaTOreHHOr0 WM TOKCHYECKOTO BIHMSAHHUS Ha IUIOJ BO BpeMs OCpPEMEHHOCTH,
MIOATOMY HCIOJIB30BAHKE TIpenapaTa BO BpeMs OEpEMEHHOCTH HE PEKOMEHIYETCH.

Cnocod npuMeHeHus U 103bI
[Ipenapat npuMeHsIOT MHTPAHA3AIBHO TyTEM a’pO30JbHOTO BBEJAEHUS 1 10351
(1 mo3za=1 KOpOTKOE HaXKATHE MYyJIbBEPU3ATOPA).

e B IEMIX NPOPUIAKTUKH B3POCIBIM M JETsIM ¢ 3-x MecdaueB mo 1 gose
npenapara B KaXKIblii HOCOBOM XO0Jl 2 pa3a B JIeHb B TE€YEHHE 2-X HEIEb
(HauMHATH KypC JICUEHMsI PEKOMEHAYyeTcs 3a 2-3 HeAelu 0 OKUIAEMOTo
noabema 3a00JI€BaeMOCTH);

® IS JICUEHHUS OCTPBIX M XPOHUYECKHUX 3a00J€BaHUN BEPXHHUX JIBIXATEIbHbBIX
nyTei U GPOHXOB:

-IETAM € 3-X MecsileB A0 3-X JIET IO OJHOW J03€ mpemnapara B KayKIbId
HOCOBOM XOJ 2 pa3a B JIeHb, MOCJE MPEIBAPUTEIILHOIO OCBOOOXKIACHUS OT
CJIIM3UCTOTO OTAENSIEMOT0, 10 UCUE3HOBEHUSI CUMITTOMOB MH(EKIIUH.
-JIeTsIM cTapuie 3-X JIET U B3pOCIbIM MO OJHOM J103€ TMpernapara B KaKIIbIi
HOCOBOM XOJ1 0T 2 /10 5 pa3 B JIEHb JI0 MICUE3HOBEHHS] CAMIITOMOB UH(EKIINH;
® ISl BOCCTAHOBJICHUSI MECTHOIO MMMYHHUTETa JIETAM U B3pPOCIBIM TIOCIE
NEPEHECEHHOI0 TPUIINA U JPYTUX PECHUPATOPHBIX BUPYCHBIX MHPEKIHI 110
1 no3e mpemnapaTta B KaXKIblii HOCOBOM X0Ja 2 pa3a B JI€Hb B T€UEHHUE 2-X
HEJelb;

e @pU MOATOTOBKE K IUIAHOBOMY OIEPAaTHBHOMY BMEIIATENbCTBY U B
HOCJIEONEPALIMOHHOM TIEpUOJIE B3pOCIBIM M AETAM 1o 1 1o3e mpemnaparta B
KaX/1bIil HOCOBOM XOJ 2 pa3a B JIcHb B T€UEHHUE 2-X HeJeNb (HaYuHATh Kypc
JeUeHUs] pEeKOMEeHAyeTcs 3a | Helenro 10 IUIAHHPYEMOTo OINEepaTHUBHOIO
BMEIIATEIbCTBA).

B nauvasie yieueHHsI MOTYT UMETh MECTO TaKHE PEaKIMHM KaK YMXaHUE U YCUIICHUE
BBIJICJICHUN M3 HOca. Kak mpaBuiio, OHM HOCAT KPAaTKOBPEMEHHBIN Xapakrep. Ecnu
ATHU PEaKIUU MPUMYT TKEIOE TEUEHHUE, CIIEIYET YMEHBIIUTh KPATHOCTh BBEJICHHS
npenapara Wil OTMEHUTH €ro.

O4enb BaxkHO! YCTPOICTBO MpaBUIBLHO (YHKIIMOHUPYET TOJIBKO Jla
IIPYU CIIEIYIOIIUX YCIOBUSX:

HanenbTe Hacaaky Ha (priakoH, Kak CleIyeT OTIEHTPUPYHTE ee :
U MSATKO, 0€3 yCUITUSI HAXKMUTE Ha Hee.
Ternepp ycTpOWCTBO TOTOBO K PUMEHEHUIO.

Her
TP PACIIBIJIEHMN IIPEITAPATA HYXHO JEPXATD

®JIAKOH B BEPTHUKAJIBHOM IIOJIOXKEHMU W HE
3AITPOKU/IBIBATDH 'OJIOBY.

Ecau Bbl HaknonuTe (hy1akoH BO BpeMsl pacHbUICHUS], TPOIEIJICHT




BBITEUET 32 HECKOJBKO CEKYHJ M YCTPOMCTBO TMPUIET B
HETOJHOCTb.

IIpu peryssspHOM HCIIOJIB30BAHUM TIPENApaTa HACaAKy CHUMATh HE
PEKOMEHIYETCS.

Ecnau mpemnapat octaBUTh Ha J0Jro€ BpeMsl 0€3 MPUMEHEHHMs, Karuisl *KUJKOCTU
MOXET MCHApUThCI U 00pa30BaBIIMECS KPUCTALIBI 3aKYMOPSAT BBIXOJIHOE
OTBEPCTUE HACAAKHU. JTO ABJIECHUE MPOUCXOAUT Yallle BCETO TOrJa, KOrja HacaiakKy
CHUMAIOT M KJIAAyT B YNAaKOBKY BEPXHHUM KOHIIOM BHHU3 PsIOM C (PIaKOHOM,
NpPEABAPUTENLHO HE MPOMBIB M HE MPOCYHIUB €e. Eciin Hacagka 3aKkynopuiachk,
HAXXMUTE Ha HEE HECKOJIBKO Pa3, UTOOBI )KUAKOCTh CMOTJIa TPOUTH MO eHCTBUEM
U30BITOYHOTO JaBjieHUs. ECIM 9TO HE MOMOXET, OMYCTUTE HACAJIKy Ha HECKOJIBKO
MUHYT B TEILIYIO BOAY.

IToGouHoOe aeiicTBHE
Bo Bpems mpuema HNPC®19 MOTYT OTMEYaThCs CIEAYIOIINE MOOOYHBIE d(DPEKThI
KaK CBSI3aHHbBIC, TaK M HE CBSA3aHHBIC C JIEHCTBUEM IIpernapara.

Koxubie peaKIuu: B pEeIKHUX ClIyvasx, BO3MO>KHBI peakiuu
TUMNEPYYyBCTBUTEIBHOCTH (KPAalMBHUIIA, AHTHOHEBPOTHYECKUN OTEK) U KOXKHbBIE
APUTEMOITIOI00HBIE U SK3EMOIIOI00HBIE PEAKIIUU.

Co ctoponsl JIOP-opranoB v OpraHoB AbIXaHHS: B PEIKUX CIy4dasX - MPUCTYIIbI
aCTMBbI U KaIlIEIb.

B peakux ciydasx B Hauase JIeYeHUSI MOXKET HaOII0JaThC:

NOBBIIICHUE TemnepaTyphl (> 39°C) 6e3 BUIUMBIX NIPUYUH, TOITHOTA, PBOTA, 00JIb
B )KUBOTE, Uapesi, pPUHO(DAPUHTUT, CHHYCHUT, JIAPUHTHUT, OPOHXUT.

Onucanbl €IMHUYHBIC CIy4ad MOSBICHUS TPOMOOIMTONIEHHUYECKONW IMypIyphl H
y3JIOBATOW 3PUTEMBI.

[Ipy mosiBIEHHWU BBINICYKa3aHHBIX CHUMIITOMOB PEKOMEHIYETCS OOpaTHThCS K
Bpauy.

Ilepeno3upoBka
Cityyau nepeao3upOBKUA HEU3BECTHBI.

B3aumopeiicTBHe ¢ APYrUMH JIEKAPCTBEHHBIMH CPeACTBAMH

Cnyyan HEraTUBHOTO B3aWMOJICUCTBUSL C APYTUMU JIEKAPCTBEHHBIMHU CPEIACTBAMU
HEU3BECTHBI.

B cnydae mosiBIeHUS KIMHUYECKUX CHMIITOMOB OakTepHalbHON WHGEKINU

BO3MOXHO Ha3HAaY€HWE aHTHUOMOTHKOB Ha (hOHE MPOOJDKAIONIETOCS MPUMECHEHHS
NPC® 19.




OcoObie yrkazanus

B Hayane nedeHHs B peIKUX CIydasX BO3MOKHO IOBBILIEHHE TEMIEpaTyphbl
(> 39°C). B naHHOM ciyyae Je€4eHHE CclieyeT OTMEHHUTh. OIHAKO CIeayeT
paznuyarb ~ TaKO€  COCTOSIHME€  OT  MOBBINIEHHMS ~ TeMIEpaTrypsl  Tena,
COIMPOBOXK/IAIOILIETOCS HEJJOMOTaHUEM, KOTOPOE MOXKET OBITh CBSI3aHO C Pa3BUTHEM
3a0oneBanuii JIOP-opranos. IIpyn HalIWYUK CHUCTEMHBIX KIMHUYECKUX MPU3HAKOB
OakTepuanbHONM MHMEKIUU CIEAYEeT PacCCMOTPETh 11€JIeCO00PA3HOCTh HAa3HAUYCHUS
CUCTEMHBIX aHTUOMOTHKOB.

[Ipy Ha3HaueHHWM NPENapaTOB Ha OCHOBE OAaKTEPHAIBHBIX JHM3aTOB C LIEJIbIO
UMMYHOCTUMYJISIHUKA OOJIbHBIM OpOHXMAJIbHOM acTMOM BO3MOKHO TMOSIBJICHUE
OPUCTYNOB acTMbl. B 3TOM ciydae peKoMEeHIyeTcs MPEKPaTUTh JICYCHHE U He
OPUHUMATH MpenapaThl JaHHOTO Kjacca B OyyIeM.

Mepbl IpeA0CTOPOKHOCTH NPH NPUMEHEHUH
DnakoH-CIpen:

e Oepeub OT HarpeBaHus cBbiie S0°C U OT MomagaHus MPSIMOTO COJHEYHOTO

CBETA;

® He MPOKaIbIBaTh (DJIAKOH;

® He CXKUTaTh (PJIaKOH, JJaXKe €ClId OH IMYCTOM.
Bausinne Ha CcHOCOOHOCTHL K YNPABJICHMIO ABTOMOOMJISIMM M JAPYTMMH
MeXaHU3MaMHu
[pumenenne MPC®19 He okasbiBaeT BIMAHUS HAa IICHXOMOTOPHBIE ()YHKIIHH,
CBSI3aHHbIE C BOXKICHHEM aBTOMOOWIS WM YIpaBICHUEM MalIMHAMHU U
MEXaHU3MaMHU.

®opma BbINYCKA

Crnpeii Ha3aIbHBIN.

[To 20 M B 6aJIJIOH adpO30JIBHBIM U3 0€CIIBETHOTO MPO3PAYHOT0 HU3KOIIEIOYHOTO
CTEeKJIa, MOKPBITHIN 3aIIUTHBIM CIIO€M IUIACTHKA, HAXOMSIIUNUCA TOJ JaBICHHUEM
a30Ta, C KIJAlMaHOM HEMNpPEepPHIBHOTO [EHCTBUA, B KOMIUIEKTE C HACaJAKOW U3
MOJIMATUIICHA BBICOKOW TUIOTHOCTH Oenoro 1Bera. Ha O0amioH HakKIEHWBAaIOT
CaMOKJICSIIYIOCS JITHKETKY WJIM HAHOCAT MAapKUPOBKY Ha 3allUTHBIA CJIOU
MJIACTHKA METOJIOM TpadapeTHON Wi CyXoi 0(hCeTHOM NevaTu.

1 6anoH B KOMIUIEKTE C HACAJKON U MHCTPYKIUEH 1O MPUMEHEHHUIO TOMEMIAIOT B
KapTOHHYIO MAUKy.

YcioBus XpaHeHUS U TPAHCIIOPTHPOBAHUS

B ctporo BepTHKanbHOM MOJI0KEHUU NIPU Temreparype He Bbiie 25°C.
He 3amopaxuBars.

XpaHUTH B HEIOCTYIIHOM [IJIM ieTeil Mecre!

Cpok rogHocTu
3 rona.
HpenapaT HCJIb3d IPUMCHATH IIOCJIC HUCTCUCHHA CPOKa I'OJHOCTH, YKA3aHHOI'O Ha



YIIAKOBKE.

YciaoBus oTIyCKa U3 aNTeK
be3s peuenra.

HaunmeHoBaHue U ajpec NpeanpUATHS-TIPOU3BOAUTES
Maiinan JI»6oparopuz CAC, @panius

IOpunnueckuii anpec:
42, yn. Pyxe ne Jlucins,
92150 Cropen, Opanuus

Anpec npou3BOJCTBA:
Pyt ne bensBunne, JIse-qu Maiiap,
01400, IIaTtuiton-crop-Ilanapon, @panuus

Ha3zBanue u agpec ¢pupmbi-pachacoBuKa U YIAKOBIIHKA U YIAKOBIIMKA:
OAO "®apmcrangapt-Tomckxumdapm"

Poccusi, 634009, . Tomck, np. Jlenuna, 211,

ten/daxc (3822) 40-28-56

Pexnamanun Ha npenapar HanpaBiaaTe B aapec OAO "®apmcraHpaprt-
Tomckxumpapm", Poccus, 634009, r. Tomck, nip. Jlenuna, 211, ten/dakc (3822)
40-28-56, www. pharmstd.ru
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