N={001676)-{Pl"-RU) o1 16.01.2023 COOTBETCTBYET 3KCNEPTHOMY OTHETY

ot 12.01.2023 N= 301

VHC PYKHI'/BIG CNEOOBATENBEHOCTEL 0001)

110 MEJUIIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEIIAPATA

Bakxnuna ronokoxkkoBasi HHakKTUBHpoBaHHas (["oHoBaKkuMHA)

Perucrpanmonsbiii Homep:

Toprosoe HanmeHnoBaHue. BakiiHa rOHOKOKKOBast HHaKTHBHpoBaHHas (['oHOBakIMHA).
I'pynnupoBodHOe HauMeHOBaHUe. BakiiuHa /s IeUeHus. ¥ THArHOCTUKH TOHOKOKKOBAS.
JlexapcTBenHas ¢popma: CyCrieH3UsI UL BHYTPUMBIIIIEYHOTO BBEICHUSI.

Cocra. 1 M1 ipenapara COOEpKUT:

eiicmeyrowee eewyecmeo:

WNuakTuBHpOBaHHAS KyJIbTYpa TOHOKOKKOB — 10 ME*

Bcnomozamenvnvie gewyecmea:

Harpus xmopun - 9 mr;

®denoin - 2,5 mr;

Boma mrs masexmumii no 1 M.

IIpumeuanue.
* mexxnynaponusix equauil OCO MyTHOCTH OaKTepHaIbHBIX
B3BeCeu.

Omnucanune. CycrieH3us JXENTOBATO-CEPOTO IIBETa ¢ 0caakoM. Iloce BCTpsIXUBaHUS - XUIKOCTh
JKEITOBATO-CEPOTr0 IIBETA C OJHOPOIHO pacIipe/IeIeHHBIMU B HEY YaCTHIIAMHU.

XapakTrepucTuka npenapara. [lpemapar mpenctaBiseT coOoi B3BeCh HWHAKTHBUPOBAHHOM
KyJIbTypbl TOHOKOKKOB B Harpusi xjopujaa pactBope 0,9 %. Jlnsg mpoumsBoacTBa Ipemapara
UCTIONB3YIOT He MeHee 10 mrammoB Neisseria gonorrhoeae, BBIIENEHHBIX OT OOJBHBIX C
Pa3IUYHBIMU KIIMHUYECKUMH (POpMaMU TOHOPEX.

dapmakoTepanesTudeckas rpynna. MUBII-Bakiuna.

Kon ATX. JO7TAX.

dapmakoorudeckue cBoiicrBa. [loBBIIIaeT CHENU(HYECKYI0O PEaKTHBHOCTH OpraHu3Ma
(cTuMyUpyeT BBIPAaOOTKY aHTUTEN ¢ HEHTpaTU3yIOIUM, OIICOHMYECKHM M JIPYTHUM 3aIlUTHHIM
JIeCTBHEM IIPOTHB TOHOKOKKOBOM MH(DEKIHH).

Iloxa3zanus K NpUMeHEHHIO.

JledyeHne TOHOPEH B COCTaBE KOMILIEKCHOM TEpaIlUy y B3pOCIBIX U JIeTeH cTapIie 3-X JIeT:

- PEIUANBUPYIONIEH, XPOHUIECKOH M TOPIHIHON GopM 3ab0IeBaHuS;

- OCJIOXKHEHHOM FOHOPEH Y MY)KYHH U BOCXOJISIIEH TOHOPEH Y JKEHIUH (TI0CTI€ CTHXAHUS OCTPBIX
BOCHAJTUTENHHBIX SIBIICHHUE).

JluarHocTHKa TOHOPEH Y B3POCIIBIX | IETEH cTapIe 3-X JIeT:
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(NOCHENOBATENBHOCTE 0001)

OYCIIOMOBRIX OPIaHOB

JlnarHocTHKa TOHOPEH y B3POCIIBIX U JETeH cTap

- IUArHOCTHUKA OOJIEHBIX C XPOHHYECKUMHU 33001

- YCTaHOBJIEHUE U3JICUEHHOCTH TOHOPEH.
IIpoTuBonokazanus.

BD@JWEHHble npomuBonoOKa3aHus.

1. Ocrpele wuHQEKIMOHHBIE M HEHMH(QEKIWOHHbIE 3a00J€BaHMS, BKIIOYAs IEPHOL
PEKOHBAJIECIIEHIIMH. BBeIeHIEe BAKIMHEI JIOIyCKaeTCs yepes 2-4 HeNlelH [OCIIe BBI3I0POBIICHHUSL.
ITpu ocTphIX BUPYCHBIX renaTuTax (kpome rematuta C) BBeIeHIE BaKIHHBI IOIIYCKAETCS HE PAHEE
9eM, uepe3 6 Mec. II0CIIE BBI3IOPOBIICHHUS.

Ilpu axTuBHOM (opme TyOepKylie3a BBEICHIE BaKIUHbI JOMYCKAETCS 110 OKOHYAHWU aKTHBHOM
¢asel, 10 3aKITIOYCHUIO HTH3HATPA.

2. Ilpu mersxensix OPBM, OCTphIX KHINEUHBIX 3a00NEBaHHUAX M JP. BBEICHHE BaKIMHBI
JIOITy CKAEeTCs II0CIIEe HOPMAaIU3allii TeEMIIepaTyphI.

3. Xponuyeckue 3a001€BaHUs B CTaIUH 00OCTPEHUSI WM JIEKOMIIEHCAIIMA. BakIMHy BBOJAT IO
JIOCTYMDKEHUU CTOMKOM pEMUCCHHU.

4. Menctpyarusi.

Hocmosunwvie NpoOmuBONOKA3aAHUA.

- TUIIEPYYBCTBUTENBHOCTD K KOMIIOHEHTAM, BXOJISIIIIMM B COCTaB IIperapara;

- rertatut C;

- TsDKEJbIe IMMYHOJIEQUIUTHBIE COCTOSHUS (B TOM uucie, npu BUY-undexmmn);

- OomesHH CHCTeMBI KpOBOOOpAaIeHMS (XpOHHYECKas HIIeMHdYeckas OOJE3Hb Cepala,
XPOHHYECKHE PEBMAaTUYECKUE OOIE3HU Cep/Ilia, aTepoCKIIepo3);

- OonesHM, XapaKTepU3YIOLTUECS IIOBBIIICHHBIM KpPOBSHBIM JaBjeHHeM (3CCEHIUAIbHAS
THIIEPTEH3HUs, THIIEPTOHUYECKas O0JIe3Hb cepa ¥ MOYeK, BTOPHYHAS THIIEPTEH3HU);

- OONIe3HH IeYeHH (XPOHMYECKUH TI'E€HaTHT, IIUPPO3 IIEUCHH, TOKCHYECKOE IOpaKEHUE TICUEHH,
octpas M  IOAOCTpas  II€YEHOYHAs  HEJOCTaTOYHOCTh, XPOHHWYECKAs  II€YEHOYHAs
HET0CTaTOYHOCTb);

- OoJIe3HM MOYEIIONOBOM cCHCTEMBI (OCTpast II0YeYHasT HEOCTATOYHOCTD, XPOHUYECKAs TI0UEYHAs
HEN0CTAaTOYHOCTh, [IIOMepPyIOHEDPHUT);

- alIacTUYeCKUe U TEMOIUTHYECKUE aHEMHUH.

MepsI npegoCTOPOKHOCTH MPU NPUMEHEHNH.

C neneio BBIABICHHS IPOTHBOINIOKA3aHUM, Bpad (denpainep) B JeHb NPUMEHEHHS BaKIMHBI
IPOBOJMUT OIPOC ¥ OCMOTP OONBHOTO ¢ 00s3aTeNbHON TepMmoMeTpueit. IIpw BHISBIEHHH
IOBBIIIIEHHON TEMIIEpaTyphl IIepe] IEpBBEIM HasHadeHueM Ipemapara (6omee 36,9 °C)
BaKIIMHALMS HE IIPOBOAMTCA. B mocnenyromue mHE BakI@HA [O/DKHA HA3HAYATHCA B

COOTBETCTBHHU C PEXUMOM HO3UPOBAHUA.
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ITpu ocnoxHEHUIX (AIepPrUYecKUX peaknusIX [HeMeIeHHOro aniid AhafdiakTiiekuil mok,
(NOCNEOOBATENEHOCTDL 0001)

orex KBHHKE, KpallMBHUIIA) CIIETYET IPOBOAUTE
ITpu mosenuenuu Temuepartypsl (6omee, yem Ha 1,5 °C OT HOPMAIBHOM), YXYIIIEHAH OOIIEr0
COCTOSHHS, PE3KOH OONE3HEHHOCTH B IIOPAXXEHHOM OpraHe IPUMEHEHHE BAKIIUHBI CIIENYET
IIPEKPATUTE.

Ilocne xaXmoro BBENEHWs BaKIMHBI IPUBUTHIE JODKHBI HAXOMUTHCS II0J MEIUIIMHCKAM
HaOmonenueM B Teuenue 30 MUH; MecTa NPOBEICHUS BaKIIMHAIMK JOJDKHEI OBITH 00€CIIedeHbI
CpeICTBaMH HEOTJIOXKHOU U IIPOTUBOIIOKOBOM TEPAITHH.

IIpamenenne npu 0epeMEHHOCTH M B IIEPHO/I TPYAHOI0 BCKAPMJIMBAHHS.

besonacnocTs nprMeHeHuUs Ipenapara Ipyu OEpeMEHHOCTH U B IIEPUOJL TPYIHOTO BCKAPMITHBAHUS]
B IIPOLIECCE KOHTPOJIUPYEMBIX KITMHUUECKUX UCIIBITAHUE HE UCCIIEN0BATACh.

IIpumenenue npenapara Ipd OEPEMEHHOCTH U B IIEPHOJI TPYIHOIO BCKAPMIIMBAHKS BO3MOXKHO
TOJIBKO B T€X CIydYasx, €CJIM IOTEHIMANbHAs II0b3a Ul MATepH IIPEBBIIIACT MOTEHIIHAIBHBIA
PHCK /JIS TI0/1a MIIK HOBOPOXKJIEHHOTO.

Coco6 mpuMeHeHusI ¥ J03bI.

BakiuHy BBOAAT BHYTPUMBINIEYHO B BEPXHEHAPYXHBIM KBaApaHT STOAMIEI C HO- H
HOCTHHBEKIMOHHOK 00paboTkoi MecTa uHBEKIMU 70 %-HBIM S3THIOBBIM CIHpTOM. IIpemapar
nepe]] IPUMEHEHUEM I0JDKEH UMETh TemrepaTypy (36+1) °C.

Ilepen, mabopoM B INIpHUI] aMIIyly € BakIHHOM HEOOXOAUMO BCTPSAXHYTH IUIS IIONYYEHHS
OJHOpOAHOM B3BecH. IIpenapaT Bo BCKPHITOH aMITyiie XpaHEHHUIO HE MOJ[IEXKHT.

Jleuenue 2onopeu (peyuousupyrowetl, XpoHu4eckoll u mopnuoHol opm 3abonesanus) 6 cocmase
KOMNAEKCHOL mepanuy y 63pocivlx u 0emeti cmapuie 3-x nem.

/[ns 83pocnvix HavaIbHAs J103a BakIUHEI cocTasisgeT 0,3-0,4 mir

Wupexnyu MpoBOAST ¢ HHTEPBAJIIOM 1-2 CyT B 3aBHCHMOCTH OT PEAKITHH:

- Ipu Temieparype He Oonee 36,9 °C mo3a BakmuHBI KX pa3 yBemwumBaeTcs Ha 0,3 ML,
HMHTEPBaJI BBE/ICHUS COCTABIISIET 1 CYT.

- IIpY IIOBBIIIEHUH TEMIIEPATyphI (MeHee, ueM Ha 1,5 °C oT HopMalIbHOM) /1038 BaKIUHEI KAXKI[BII
pa3 yBenu4uaetcs Ha 0,15 Mi1, HHTEpBas BBEICHHSI COCTABISIET 2 CYT.

MaxcumanbHas pa3oBas 1032 BaKI[MHBI HE JOJDKHA IpeBhIIaTh 2,0 MIL.

JIMuTensHOCTD JIeUeHHS 10 6-8 MHBEKITHIA.

s oemeti cmapuie 3-x nem HadanbHas 103a BakiuHe! cocTasisieT 0,05-0,1 mur.

WMupexnuu NpoBOIAT ¢ HHTEPBAJIOM 1-2 CYT B 3aBHCHMOCTH OT PEaKIIHM:

- mpu Temneparype He 6onee 36,9 °C nmo3a BakmMHBI KXIbIH pa3 yBemwuuBaercs Ha 0,05 mi,
UHTEpBaJl BBEJICHUS COCTABIISLET 1 CyT.

- [IpY IOBBIIIEHUX TEMIIEpaTypsl (MeHee, ueM Ha 1,5 °C oT HopMaJlbHOM) /1032 BAKIUHEL KaXK (B

pa3 yBenu4uaeTcs Ha 0,025 M1, ”HTepBall BBEICHHUS COCTABIISIET 2 CYT.
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(MOCNENOBATENBEHOCTL 0001)

JITUTENBHOCTE JISYeHHS 10 6-8 HHBEKITHIA.

Jleyenue 0CNOJHCHEHHOU 20HOPEU Y MYAHCHUH U 80CX00SUYeli 2O0HOPeU ) HCeHUUH (NOCIe CIUXAHUSL
0CMpbIX 60CNANUMENbHBIX A6/IeHU) 8 cOCmase KOMNLEKCHOU mepanuiu.

Havansras mo3a Bakmuusl coctasisgeT 0,2-0,3 Mir.

Wubexnyuu NpoBOIAT C HHTEPBAIOM 1-2 CyT B 3aBHCHMOCTH OT PEaKITHH:

- pu Temieparype He Oonee 36,9 °C mos3a BakuuHBI KXIbIA pa3 yBenuuuBaercs Ha 0,3 M,
WHTEpPBAJ BBEICHUS COCTABIISIET 1 CYT.

-IIpH NIOBBIIIEHUH TeMIIepaTypsl (MeHee, ueM Ha 1,5 °C oT HopMalbHO#) /1032 BaKIMHEL KX IbIH
pa3 yBenuuuaercs Ha 0,15 My, HHTEpBaJ BBEACHUS COCTABIISIET 2 CYT.

MaxkcumanbHas pa3oBas 1032 BaKI[UHBI HE JIOJDKHA TTPEBBIIATh 2,0 MIL.

JImuTenbHOCTE JIeueHus 10 6-8 HHBEKIUH.

Luaznocmuxa eonopeu y 63pocnvix u Oemeti cmapuie 3-x nem (OuazHocmuka OONbHBIX C
XPOHUYECKUMU 3a00N1€6aHUAMU MOYENON0BbIX OP2AHOB U YCIMAHOBLEHUE U3LeUEHHOCHIU 20HOPe).
B xauecTBe IPOBOKAIMU OJHOKPATHO BHYTPHUMEIIIEYHO BBOAAT 0,5 My BakIuHEL Eciid BakiuHa
IIPUMEHIACh BO BpeMs JIEUCHHMs, TO Ui IIPOBOKAI[MM HA3HAYACTCS YIABOCHHAS ITOCIIEIHSSA
TepaneBTHYeCKas [103a, HO He 6onee 2,0 ML

IToGo4gHoOE neiicTBUHE.

YacroTra pa3BUTHS IPUBEJEHHBIX HIDKE IOOOYHBIX 3()(DEKTOB yKa3zaHa COTIIACHO PEKOMEHIAIHSIM
BcemupHO# Opranu3anuy 3paBOOXpAHEHUsI U BKIIIOYAET CIEIYIOIUE KATETOPUH:

Ouens yacTo —> 10 %;

Yacto—>1% u <10 %;

Hewacto —> 0,1 % u <1 %;

Penxo —> 0,01 % u <0,1 %;

Ouens penxo — < 0,01 %.

OO1ue moboynsle dhHEKTHL:

OuyeHp 9acTo: HEIOMOTaHHUE, IOBHIIIEHUE TeMepaTypsl Tena 10 39,0 °C B Teuenue 24-48 u ¢
MOMEHTA BBEJICHHUS BaKI[MHEL, FOJI0BHAs 060JIb, 00Iast cirabocTs.

Alepruyeckue peakiiuu:

Ouenb peko: aHapUIAKTUYECKHH 0K, 0TeK KBHHKe, KpalTduBHHIIA.

MecTHEBIE peaKIIiu:

Ouenb yacTo: 00JIE3HEHHOCTL B 00JIACTH UHHEKITUH.

Co CTOPOHEI MOUYEIIOJIOBOMA CUCTEMBL:

Ouens 4acTo: yCUIECHHUE BBIIEICHUH, O0JIE3HEHHOCTh B IOPAXKEHHBIX OpraHax.

Ha6ODaTODHBIC IIOKa3aTCJIn:

Ouensp yacTo: IIOMYTHEHUE MOYH.
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Ilepeno3upoBka.

O ciyJasx nepemo3upoBKU He COOOIIaIOCh.

B3aumopeiicTBHE ¢ APYTHMH JIEKAPCTBEeHHBIMH CPeICTBAMMU.

B03M0XHO 0ZJTHOBPEMEHHOE IIPOBEIEHUE aHTHOUOTHKOTEPAIIHH.

BamsHue Ha ¢c0COOHOCTH YIPABJIATH TPAHCHOPTHBIMHI CPEACTBAMH M MEXAHH3MAMHM.
Hexoropsle HexenaTenbHBIE pEakllMy, CBSI3aHHBIE C JNEWCTBHEM IIperapara, MOTYT OKa3bIBaThb
BO3JIEHCTBHE HA CHOCOOHOCTH YIIPABIATH TPAHCIOPTHBIM CPEACTBOM WM J(BHIKYLIHMMHCS
MexanusMamu. JIId IanueHToB, y KOTOPHIX HaOMIONAIOTCS HEXXENaTeNbHBIE PEakIiu IIPU
BBEJICHUU IIpelapara, yIpaBIeHUe TPAHCIIOPTHBIM CPEACTBOM HITH JIBIDKYIIIUMUCS MEXaHU3MaMU
BO3MOXKHO TOJIBKO I10CJIE HCYE3HOBEHHUS CUMIITOMOB HEXEJIATEIbHBIX PEaKITHii.

Oco0rp1e ykazaHusi.

He mnpurogeH K NpUMEHEHMIO IIpenapaT B aMIylaX C HapyHIIEHHOH IEJIOCTHOCTBIO HIIH
MapKUpPOBKOH, IIpU M3MEHEHUM (U3NYECKUX CBOMCTB (M3MEHEHHE I[BETA, HAIMYHME HE
pa3OMBaroOLIerocss IpU BCTPSXMBAHUU OCaIKa), IPU HAIHYHKM I[TOCTOPOHHUX BKIIOUEHHMH,
HapylLIEeHUH yCIOBUM XpaHEHUS.

®opma Beimycka. CycneH3us Uil BHYTPUMBIIIEYHOTO BBeIeHUs B ammyniax mo 1 mur ITo 10
aMmIlyJl BMECTE C HMHCTPYKLHEH II0 NPUMEHEHHIO, CKapU(PUKATOPOM aMITyJbHBIM B IIAYKE M3
KapToHa.

ITo 5 ammyn B KacceTHOM KOHTypHOH ynakoBke. I1o 2 kacceTHBIE KOHTYpHBIE YIIAKOBKH BMECTE C
UMHCTPYKIIMEH 110 IPUMEHEHUIO B ITaYKe U3 KapTOHA.

Ilpu ymaxoBke amiryJ, HMEIOIIUX KONBIO HM3JI0Ma MM TOYKY JUISL BCKPBITHSI, CKapupuKarop
aMITyJIbHBIA HE BKJIA/IBIBAIOT.

Cpox rognocru. 1 roz. IlpenapaT ¢ HCTEKITMM CPOKOM T'OIHOCTH IPHMEHEHHUIO HE TTO/IIEXKHUT.
Yenopusa xpanenns. B coorserctBum ¢ CII 3.3.2.3332-16 npu temmeparype oT 2 mo 8 °C.
XpaHHUTH B HEAOCTYIIHOM JUIs fieTelt Mecte. He 3aMopa)xuBarth.

Ycnopusi Tpancmopruposanus. B coorserctBum ¢ CII 3.3.2.3332-16 mpu Temmeparype
or 2 mo 8 °C. JlomyckaeTcs KpaTKoBpeMeHHOe (He Oonee 24 4) TpaHCIOPTHPOBAHHE IIPU
temneparype ot 9 no 20 °C. He 3amopaxuBars.

Yeaosus ormycka. OTIycKaroT IO PEIEnTy.

IIpousBomurens. AO «HIIO «Muxporeny.

Poccus, 115088, r. Mocksa, yi. 1-s JlybpoBckas, a. 15, ctp. 2, Tein. (495) 710-37-87,

daxc (495) 783-88-04, e-mail: info@microgen.ru.

AJipec mpou3BOCTBA:
Poccus, 634040, Tomckas obmacts, r. Tomck, yn. MBanoBckoro, n. 8, tem. (3822) 63-37-34,
90-58-08.
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Baagenen PErucTpanuoHHoOro ynocTOBepeﬂnn/opraﬂmaunﬂ, NpuHHMAaIas IPEeTeH3uH

norpedureneii. AO «HIIO «Muxporen.

Poccus, 115088, r. Mockga, yi. 1-s1 Jlybposckas, . 15, ctp. 2, Ten. (495) 710-37-87,

daxc (495) 783-88-04, e-mail: info@microgen.ru.

IIpencraButens AO «HITO «Mukporemn»
IO IOBEPEHHOCTH
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