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MHCTPYKIUS
[10 MEJIMLIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

BaknuHAa roHOKOKKOBasi HHaKTHBHpoBaHHas (['oHoBaknHMHA)

PerucrpanuoHHbIii HOMep:

Toprosoe HazBanue. BakinHa rOHOKOKKOBasi HHAKTUBHpOBaHHas (I'OHOBaKIMHA).
I'pynnupoBoyHoe Ha3BaHHe. BakiyHa /Ul JIEYEHUS U JMarHOCTHKHA TOHOKOKKOBAsL.
JlexapcrBennas popma: CyCleH3Us Ul BHYTPUMBIIIEYHOTO BBEICHHUSI.

Cocras. 1 M npenapaTa COJEPIKHT:

Axmuenoe eewecmeo:

B3Bech MHAKTHBHMPOBaHHOH KyJIbTypsl FOHOKOKKOB — 10 ME (MeXmIyHapomHBIX €IMHHL)
OCO myTHOCTH OaKTepUATBHBIX B3BECEH.

Bcnomozamenvhvie ewjecmea:

Hatpus xmopun — 9 mr;

®eHOIT - KOHCEPBAHT — 2,5 MT;

Bopma st unbexumii 10 1 Ml

Onucanne. CycrieH3us KeITOBaTO-Ceporo mpera ¢ ocaakoM. ITocne BCTpsSXUBaHUS - HKUAKOCTD
KEJITOBATO-CEPOro IBETa C OJJHOPOIHO PACIpe/ICIEHHBIMH B HEH YaCTHI[AMH.

XapakrepucTuka npenapata. IIpemapar mpencTasiseT coGoi B3BeCh HHAKTHBHPOBAHHOM
KyJIbTYpBl TOHOKOKKOB B Harpusi xjopuiaa pactBope 0,9 %. Jlns npousBoacTBa mpenapara
HCTIONB3yIOT He MeHee 10 mrammoB Neisseria gonorrhoeae, BBIIENEHHBIX OT OOJBHBIX C
Pa3IMYHBIMH KIIMHUYECKAMH (POPMAMHU TOHOPEH.

dapmakoTrepaneBTHdeckas rpynna. MUBII-saknuna.

Kox ATX. JO7AX.

dapmakosiorndeckne cBoiictBa. [loBbimaer crnenu@UUECKyl0 PEaKTHBHOCTH OpraHu3Ma
(ctumynupyeT BbIpaOOTKY aHTHTEN ¢ HEHTPATH3YIOUIMM, ONICOHMYECKHM M JIDYTUM 3alUTHBIM
JICWCTBHEM IIPOTUB FTOHOKOKKOBOW HH(MEKIHH).

Ilokazanusi K NPpUMEHEHHIO.

JledeHre rOHOPEM B COCTABE KOMILIEKCHOM TepaIiH y B3pOCIIBIX H IeTeH cTapiue 3-X JieT:

- PELUIMBHPYIOLIEH, XPOHHYECKOH 1 TOpIHIHOM hopM 3ab0s1eBaHus;

- OCJIOKHEHHOM MOHOPEH Y MYXKUHH M BOCXOJISIIECH TOHOPEH Y JKEHIIUH (II0C/IE CTHXAHHUsI OCTPhIX

BOCTIAJTUTEJIBHBIX SIBJICHHH).



JlnarHocTHKa TOHOPEH Y B3pOCIIBIX U JieTe cTapiie 3-X JIeT:

- IMArHOCTUKA OOJIHBIX ¢ XPOHUYECKUMH 3a00JIEBAHUSIMH MOYETIOJIOBBIX OPraHOB;
- YCTAQHOBJICHHE U3JIEYEHHOCTH TOHOPEH.

IIporuBonokasanus.

Bpemennvie npomueonokazanusi.

1. Ocrpble wuH}peKIMOHHBIE © HEeWH(PEKIHOHHBIE 3a00j€BaHMs, BKIIOYAs IMEPHOI
PEKOHBAJECUEHIIMK. DBBeleHHWe BAaKIMHBI JIOIIyCKaeTcss depe3 2-4  Helenw  mocie
BBI3/IOPOBJICHUSI.

[lpu ocTpeIXx BHpYCHBIX remaTuTax (kpoMe rematuta C) BBEJEHHE BAKIMHBI JOIMYCKACTCH
HE paHee 4eM, uepe3 6 Mec. 10Cie BbI3I0POBIICHHUS.

[lpu axTtuBHOM QopMme TyOepkyne3a BBEJICHHME BaKIMHBI JOIYCKAaeTCAs 110 OKOHYAHUH
aKTUBHOM (ha3bl, M0 3aKIFOYCHHUIO (PTH3HATPA.

2. Tlpu uerspkensix OPBU, ocTpbIX KHIIEYHBIX 3a00/I€BaHMSAX M JIp. BBEJICHHE BaKIMHBI
JOIMYCKAaeTCs 1MOCIe HOPMATH3aLUU TEMIIEPATyPhlI.

3. Xpouunueckue 3a060JIeBaHus B CTaAHH 00OCTPEHMs HITH JIEKOMIIEH AWK, BakiuHy BBOAAT 110
JOCTH)KEHUH CTOMKON PEMHCCHHU.

4. Menctpyanus.

Ilocmosnnble NPOMUBONOKA3AH UL

- THNIEPYYBCTBUTENILHOCTH K KOMIIOHEHTAM, BXOSIIUM B COCTaB IIperapara,

- reratut C;

- TSDKEJIble UMMYHOIe(UIIUTHBIE COCTOSIHUS (B ToM uncie, npu BUY-undexunn);

- GOne3HH CHCTEMBI KpoBOOOpamieHusi (XpoHHMYecKas HIIeMHdeckas Oojie3Hb cepaua,
XPOHMYECKHE PeBMAaTHUECKHE OOJIE3HH Cep/illa, aTePOCKIEPO3);

- 0oNe3sHH, XapaKTEPH3YIOIIMECS IOBBINEHHBIM KPOBSHBIM JaBCHHEM (ICCEHIMATbHAA
TUIIEPTEH3Hs], THIIEPTOHNYECKas GOJIe3Hb Cep/ilia U TI0YeK, BTOPUYHAS THIIEPTEH3HU);

- 0oJe3HM MeYeHU (XPOHWYECKUH IrenmaTuT, HUPpPO3 IEYEHH, TOKCHYECKOE MOPAKECHUE MEUYCHH,
ocTpas HW  TOAOCTpas  IEYeHOYHas  HEeJIO0CTaTOYHOCTb,  XPOHHYECKas  IMEYCHOYHas
HEJI0OCTAaTOYHOCTH);

- 60JIe3HH MOYEIIOJIOBOM CHCTEMBI (0CTpast MOYeYHAasi HEJOCTaTOYHOCTh, XPOHHYECKas MOYeyHast
HEJI0CTaTOYHOCTb, IJIOMEPYIOHEPPHT);

- AIUTACTHYECKUE ¥ TEMOTUTUYECKHE aHEMHUH.

MepbI Ipe0CTOPOKHOCTH NPH NPHMEHEHHH.

C uenbio BBHIABICHHS IPOTHBONOKA3aHWi, Bpad ((enpamep) B J€Hb NPUMEHEHHS BaKIIHHbBI
IPOBOJUT ONPOC M OCMOTP OoJBHOrO ¢ obs3arensHON TepMomerpuei. [Ipu BbIABICHHM
TNOBBIIIEHHONW TEMIlEpaTypsl Mepej MNepBbiM Ha3HadeHWeM npemnapara (Gonee 36,9 °C)

BaK[IHHAIUsA HE IPOBOAUTCH. B NOCJICAYIOIHE JHH BakKlIWHA [JOOJDKHA Ha3HA4daTbhCsA



B COOTBETCTBHH C PEIKUMOM J03MPOBAHUSI.

IIpH OCNOKHEHUSAX (QLIEPrHYECKUX PEaKHsIX HEMEUICHHOTO THIA: aHa(MIaKTHYECKUH IIOK,
orex KBHHKE, KpalTUBHHIIA) CIIEAYET IPOBOJUTH CUMIITOMATHYECKYIO TEPAITHIO.

IIpu nosbimenuy Temreparyps (6onee, yem Ha 1,5 °C 0T HOpPMANBHO#M), yXy/IIIEHHH 00IIEro
COCTOSIHHSI, PE3KOil OOJIE3HEHHOCTH B TOPaKEHHOM OpraHe NPUMEHEHHE BaKLMHBI CIIEAYET
IIPEKPaTHTB.

[Tociie Kaka0ro BBEJEHHS BaKIUHBI TPHUBUTHIC JOJDKHBI HAXOIUTHCS IMOJ MEIUIUHCKUM
HabmoneHneM B TedeHue 30 MHH; MeCTa IPOBEIEHHs BAKIIMHAIMK JOJDKHBI OBITH 0O€CTICUEHbI
CpeICTBaMH HEOTJIOKHOM U IPOTUBOIIOKOBOM TEPAIUH.

Ipumenenne npu 6epeMEHHOCTH M B MIEPHO/I I'PYAHOI0 BCKAPMIIMBAHHS.

Be3onmacHOCTH NpPUMEHEHHS TIperapara NpH OEpeMEHHOCTH M B IEPHOX TIPYIHOro
BCKapMJIMBAHHs B IIPOLIECCE KOHTPOIHPYEMBIX KIHHHYECKHX MCIIBITAHUH HE HCCIIEI0BANIACK.
[TpumeHeHHe npenapara Ipu OEpeMEHHOCTH M B NEPHOJI TPYAHOr0 BCKapMJIMBAHHS BO3MOXKHO
TOJBKO B TEX CIIydYasX, €CIM MOTEHIMAJIbHAs MOJIb3a I MATEpPH MPEBHINACT MOTCHIHATbHBIH
PHCK JUTS TJIO]a WIIM HOBOPOXKIEHHOT .
Cnocod npuMeHeHus B 103bl.
BakuuHy BBOJST BHYTPUMBIIIEYHO B BEPXHEHAPYXHBIH KBAJpaHT SrOAMIBI C JIO- H
IOCTHHHEKIIMOHHOM 06paGoTKOoN MecTa MHbeKIMH 70 %-HBIM 3THJIOBBIM criupToM. IIpemapat
rnepeji IPUMEHEHHEM JI0OJDKEH UMeTh TeMnepatypy (36+1) °C.

ITepex HAGOpOM B INNPHI[ aMIyTy C BAaKIHHOH HEOOXOAMMO BCTPSAXHYTH JUIS IOJYYCHHUS
OJHOPOJIHOM B3BecH. [Ipernapar Bo BCKPBITOH aMITyJie XPaHEHHIO HE TTOJICIKHT.

Jleuenue 2onopeu (peyudusupyrowjeti, XpoHu4eckou u mopnuoHou (popm 3aboneéanus) 6 cocmase
KOMWIEKCHOU mepanuu y 63pocivix u 0emeti cmapuie 3-x iem.

JTns 63pocibix HadaIbHas 103a BakuuHbI coctapiset 0,3-0,4 mir.

WHbeKIuy IPOBOIAT C HHTEPBAIOM 1-2 CyT B 3aBHCHMOCTH OT PEAKI[HH:

- ipu Temneparype He Gosee 36,9 °C n03a BaKIMHBI KaX/Iblii pa3 yBenuuusaercs Ha 0,3 mi,
WHTEpBaJI BBEJICHUsI COCTaBISIET 1 CyT.

-IIpH TIOBBIIIEHAM TeMIepaTypbl (MeHee, yeM Ha 1,5 °C oT HOpMaIbHOM) 71038 BAaKIIMHbI KaXKIbIA
pa3 yBenuuuBaetcs Ha 0,15 M1, HHTepBaJl BBEICHUS COCTaBIISET 2 CYT.

MaxkcumaibHas pa3oBas /1032 BaKIIMHbI HE IO/DKHA IpeBblmaTh 2,0 ML

JITHTENBHOCTD JICYCHHS 10 6-8 HHBEKITH.

Jlna 0emeii cmapuie 3-x 1em HavallbHas J103a BakiuHb! coctaBisgeT 0,05-0,1 mi.

WHbeKuuy IpoBOJSAT C HHTEPBAIOM 1-2 CYT B 3aBHCHMOCTH OT PEaKIIHH:
- Ipu Temmeparype He 6onee 36,9 °C 103a BakIMHbI Kbl pa3 yBeanuuaercs Ha 0,05 mi,

HHTEPBAJl BBEACHHUA COCTABIISICT 1 CyT.



- IPH IOBHIIEHAM TeMIIepaTypsl (MeHee, 4eM Ha 1,5 °C 0T HOpMaIbHOMN) 032 BAKIMHbBI KaXIbIi
pa3 yeenuuuBaercs Ha 0,025 M1, HHTEpBal BBEJICHHS COCTaBJIAET 2 CYT.

MaxkcumanbHas pa3oBasi 103a BaKIIMHbI He JOJDKHA npeBpimats 0,5 M.

JUTMTEIBHOCTD JIeUeHus 10 6-8 MHBEKIIHH.

Jleyenue 0CNOIACHEHHOU 20HOPEU Y MYNCUUH U BOCXO0SUeli 20HOPeU Y JCCHWUH (nOCae CMUXanus
OCMPBIX BOCRANIUMENbHBIX AGIIEHULL) 8 COCMABe KOMNIEKCHOU MEPanuu.

Havanenas no3a Bakuuas! coctapiser 0,2-0,3 M.

WHBbeKI|H IPOBOISAT C HHTEPBAIOM 1-2 CyT B 3aBUCHMOCTH OT PEaKIHH:

- pu Temreparype He Gonee 36,9 °C 103a BakUMHBI KaXIblii pa3 yBenuumsaercs Ha 0,3 mi,
WHTEPBaJI BBEJICHHUS COCTaBIsAeT 1 CyT.

-TIIpH TIOBBIIEHAHN TeMIepaTypsl (MeHee, yeM Ha 1,5 °C 0T HOpMaIbHO#) 103a BaKIIMHBI KaXKIbIi
pa3 ysenmuuBaercs Ha 0,15 M1, HHTEpBaI BBEJICHUS COCTaBJISET 2 CYT.

MakcuManbHas pa3oBast 71032 BAKIIMHBI He JIOJDKHA IpeBbImath 2,0 MIL.

JUITMTETBHOCTD JIeUeHus 10 6-8 HHBEKIIHHA.

Jluaznocmuxa 2onopeu y 63pocavix u Oemeti cmapuie 3-x 1em (OuUG2HOCMUKA OONbHBIX €
XPOHUYECKUMU 3aDO0Ne6AHUAMU MOYENOLOBbIX OP2AHOB U YCMAHOENIEHUE USNEHEHHOCMU 20HOPEU).
B kayecTBe MPOBOKAIMH OJHOKPATHO BHYTPUMBINIEYHO BBOAAT 0,5 Ml BakuuHbl. Ecim BakiuHa
NpPUMEHSIaCh BO BpEMs JIEYCHHMS, TO JUI NIPOBOKAIMH HA3HAYACTCs YABOCHHAs IOCICAHSAA
TepaneBTHYecKas 103a, HO He 6onee 2,0 M1

IToGounoe aeficTBHe.

YacToTa pa3BUTHS TPUBEICHHBIX HIWKe MOOOYHBIX 5(eKkToB yKa3aHa  COIVIACHO
pekoMeHanusAM BceMHpHOH oOpraHu3anuu 37paBOOXPAHEHHS W BKIIIOYACT CIIEAYIOLIME
KaTEeTrOpHH:

Ouens gacto — >10%);

Yacto —>1% u < 10%;

Hewacto —>0,1% u < 1%;

Penxo —>0,01% u < 0,1%;

Ouens peako — < 0,01%.

O6mme nobounsle 3bdHEKTHL:

OueHb YacTo: HeIOMOTaHMe, MOBBIIIEHHE TeMIrepaTypsl Tena 10 39,0 °C B Tevyenue 24-48 4 ¢
MOMEHTA BBEJICHUS BaKIMHBI, F0JIOBHAs 00J1b, 0011as ¢abocTh.

ANIEpru4ecKue peaKiuu:

OueHb peaKo: aHaQUITAKTHIECKHH 0K, 0TeK KBHHKE, KpalnuBHHIIA.

MecTHEBIE peaKIIUH:

Ouensp 4acTo: 60JIE3HEHHOCTD B 00JIaCTH MHBEKIIHH.



Co CTOPOHBI MOYEIIOJIOBOM CUCTEMBI:

OyeHpb YacTo: YCHJICHHE BBIICNICHHMH, O0JIE3HEHHOCTD B IIOPAKEHHBIX OpraHax.

JlabopaTopHEBIE ITOKA3ATEIIH:

OueHb 4acTO: IIOMYTHEHHE MOYH.

Ilepeno3supoBka.

O cirydasix mepeIo3upOBKH He COO0IaIoch.

B3auMojeiicTBHE ¢ IPYTHMH JIeKaPCTBEHHBIMH CPEACTBAMH.

B03MOXHO OJTHOBPEMEHHOE POBE/ICHUE AaHTUOMOTHKOTEPAITHH.

Oco0ble ykazaHHus.

He npuroseH K NpPHMEHEHHIO IpenapaT B aMiyjaX C HapyIICHHOM LEeIOCTHOCTBIO HIIH
MapKHpOBKOM, TpPH W3MEHEHHH (U3HMYECKHX CBOMCTB (M3MEHEHHE IIBETa, HAJIM4HE HE
pa3OHBAIOIIErocss TpPH BCTPSIXMBAHMM OCAJKa), NP HAIMYMM MOCTOPOHHHX BKIIOYCHHI,
HapYIICHUH YCIIOBHH XpaHEHHS.

®opma Beimycka. CycneHsus Ui BHYTPHMBINICYHOTO BBEJCHHSA B ammynax mo 1 MiL.
[To 10 ammys BMeCTe ¢ HHCTPYKIHEH O MPHMEHEHHIO, CKapH()HKAaTOPOM aMITyJIbHBIM B TaUKe
U3 KapTOoHAa.

ITo 5 ammyJ1 B KacCeTHOM KOHTYpHO#H ynakoBke. ITo 2 kacceTHbIE KOHTYPHBIE YTIAKOBKHM BMECTE C
WHCTPYKIIMEH 110 TPUMEHEHHIO B ITaUKe U3 KapTOHA.

I[Ipu ymakoBKe aMIyJ, HMEIOMMX KOJBIO M3JI0Ma WM TOYKY JUISl BCKPBITHS, cKapudukaTop
aMITyJIbHBIA HE BKJIQ/IbIBAIOT.

Cpoxk roguocru. 1 rox. [Ipenapar ¢ HCTEKIIMM CPOKOM FOHOCTH MPUMEHEHHIO HE TOUICHKHT.
VYeaoeus xpanennsi. B coorserctBuu ¢ CIT 3.3.2.3332-16 mpu temneparype ot 2 1o 8 °C.
XpaHuTh B HEAOCTYITHOM IS JieTel MecTe. 3aMOpaKMBaHHE HE JIOIYCKAeTCs.

Yeaosus TpancnoprapoBanus. B coorserctBum ¢ CIT 3.3.2.3332-16 npu Temmeparype oT
2 no 8 °C. Jlomyckaercss KpaTKoBpeMeHHOe (He Oosiee 24 4) TpaHCIIOPTHPOBAHHE IPH
temnepatype ot 9 10 20 °C. 3aMmopakuBaHHE HE JOITYyCKAETCS.

YeaoBust ormycka. OTIyCKaroT 110 PELENTY.

IIpousBoauTe/b/OpraHn3amnus, NPHHAMAIOMAS NPETEH3HM:

ITpennpusitue-npoussomuteib: OIYII «HITO «Mukporen» Munsapasa Poccun.

Poccus, 115088, r. Mocksa, ya1. l-as JlyOposckas, n. 15, Tem. (495) 710-37-87,

dbakc (495) 783-88-04, e-mail: secretariat@microgen.ru

Anpec npousBozctBa: Poccusi, 634040, Tomckas obnacts, . Tomck, yn. Msanosckoro, a. 8,

ten. (3822) 90-58-08.

WcnomHuTeIbHBIN JTUPEKTOP
OT'VII «HITO «Mukpores»

Munzapasa Poccun 0O.B. Uepuuuyk




