COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 12.01.2023 N= 301
WHC PYKHI'/BICI CNEOOBATENEHOCTEL 0001)

10 MEJUILIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTI O IIPEITAPATA

BaKHHHa TFOHOKOKKOBasi HHAKTHBHPOBaAHHAa A (FOHOB&KHHHa)

PerncrpanmoHHbIi HOMep:

Toprosoe HanMeHoBaHue. BakiinHa TOHOKOKKOBasl HHaKTUBUpoBaHHAs (I 'oHOBaKLIMHA).
I'pynnnpoBoyHoe HaHMeHOBaHUe. BakiiuHa /1715 JIe9eHUsI U TUarHOCTUKU TOHOKOKKOBASL.
JlexapcTBenHas ¢popma: CyClieH3Us Ul BHYTPUMBIIIIEUHOTO BBEICHHUS.

CocraB. 1 M mpenapara COIEpKUT:

eticmeyrowee sewyecmeo:

WuaxTuBupoBaHHAas KyJIbTYpa TOHOKOKKOB — 10 ME*

Bcnomozamenvhvie sewjecmea:

Hatpus xnopup - 9 mr;

®deHoi - 2,5 mr;

Boma mns uasexmii mo 1 mum.

IIpumeuanue.
* mexnyraporsbx equaun OCO MyTHOCTH GaKTepHaTbHBIX
B3Becei.

Omnucanue. CycrieH3us JKEITOBATO-CEPOTO 1IBETA ¢ 0cankoM. 1locie BCTpsIXUBaHUS - )KUIKOCTh
JKEJITOBATO-CEPOTO I[BETA C OJTHOPOIHO PaCIpEEIEHHBIMU B HEM YaCTHIIAMHU.

XapakTrepuctuka npenapara. lIpemapar mpencrtaBiseT cobod B3Bech HWHAKTHBHPOBAHHOM
KyJIbTypbl TOHOKOKKOB B Harpus xjopuzpa pactBope 0,9 %. Jlng mpomsBozicTBa Iipemapara
HCIOJB3YIOT He MeHnee 10 mrammoB Neisseria gonorrhoeae, BBINENEHHBIX OT OOJBHBIX C
PA3IMYHBIMUA KIIMHHYECKAMHI ()OPMaMH TOHOPEU.

®apmakoTepanesTudeckas rpynna. MUBII-Bakniuna.

Kon ATX. JO7TAX.

dapmakoorndeckue cBoiicrBa. [loBBIIIaeT CHEMU(PUYECKYI0O PEaKTHUBHOCTH OpraHu3Ma
(ctuMymupyeT BRIPAOOTKY aHTHUTEN ¢ HEHTPATU3YIOIIUM, OIICOHUYECKUM M JPYTHM 3aIUTHBIM
JICTBHEM IIPOTHB TOHOKOKKOBOM MH(EKITHH).

Iloxa3zanus K NpUMeHEeHHIO.

JleueHue roHOPEX B COCTABE KOMIIIEKCHOU TEPAIIUU Y B3POCIBIX U IETEH cTapiue 3-X JeT:

- PEIUAUBHPYIONIEH, XPOHUIECKOH M TOPIHUIHOH opM 3aboeBaHus;

- OCJIOXKHEHHOM TOHOPEH Y MY)KUHH U BOCXOJISIIEH TOHOPEH Y JKEHINHUH (TIOCIIE CTUXAHUS OCTPBIX
BOCHAJTUTENHHBIX SIBIICHUL).

JluarHocTHKa TOHOPEH y B3POCIIBIX M ACTEH cTapiie 3-X JIeT:



COOTBETCTBYET 3KCMEPTHOMY OTUYETY
JluarsocTrka TOHOpE! y B3POCIIBIX M AETEH cTapliie 3-X JIET: ot 12.01.2023 N2 301

ot HPENEACBATENEHOCTE 0001)

- ITUArHOCTHUKA OOJIBHBIX ¢ XPOHHYECKUMH 32001
- YCTaHOBJICHUE U3JIEYEHHOCTH FOHOPEH.
IIpoTnBoOnOKazanus.

BDeMeHHble npomuBonoOKa3aHUA.

1. Octpele wuHQEKIMOHHBIE X HEHH()EKIHOHHBIE 3a00Ji€BaHMsA, BKIIOYAs IEPUOJ
PEKOHBAJIECIIEHIIMH. BBeIeHNEe BAKIIMHEI JIOIyCKaeTcs yepe3 2-4 HeNlelTH [OCIIe BEI3I0POBIICHHS.
[Ipu OCTpBIX BUPYCHBIX TenaTuTax (KpoMe renaturta C) BBeICHHE BAKI[HHBI JIOIYCKAETCs HE paHee
4eM, uyepe3 6 Mec. II0CIIe BBI3IOPOBIICHHUS.

ITpu axtuBHOU hopme TyOepKyie3a BBECHUE BaKIIUHBI JOIIYCKAETCS 110 OKOHYAHUU AKTHBHOM
¢ha3bl, 110 3aKTOYEHHIO HTH3HATA.

2. Ilpu mersoxensix OPBH, OCTpBIX KHINEYHBIX 3a0O0NEBAaHUAX W JpP. BBEJCHHE BaKIMHBI
JIOITyCKAETCs II0CIIe HOpMaIH3allui TEMIIEPaTyPhIL.

3. Xponnveckue 3a00I€BaHUsd B CTaIUH 000CTPEHUS WX JEKOMIICHCAIIMH. BakiuHy BBOIAT 110
JIOCTHIKEHUU CTOUKOM pEMUCCHHU.

4. Menctpyanus.

Ilocmosnunvie NpomueonoKAaA3aHus.

- TUIIEPYYBCTBUTEIBHOCTH K KOMIIOHEHTAM, BXOJSIIMM B COCTaB IIperapara;
- renatut C;

- TSDKEJIble IMMYHOAE(QUITUTHBIE COCTOSIHUS (B TOM umciie, ipd BUY-undexnun);

- Oomesnu cCHCTEMBI KpOBOOOpalleHMs (XpOHHYECKAas HINEeMHYecKast OOJIe3Hb Cepala,
XPOHHYECKHE pEBMaTUYECKUE OOIE3HHU Cep/Ilia, aTEPOCKIEPO3);

- Oome3HM, XapaKTEepU3YIOIIHECS IIOBLIIIEHHBIM KPOBSHBIM J[ABJIEHHEM (3CCEHIMAIBHASL
THIEPTEH3HUs, THIIEPTOHNYECKast O0JIE3Hb CepAla B MOYeK, BTOPHYHAS THIIEPTEH3HU);

- Gone3Hy neYeHd (XpOHMYECKUH IeIaTHT, [UPPO3 IIEUYEHH, TOKCHYECKOE MOpaXKEHHE IIeYEHH,
ocTpas M IIOJOCTpas  IIEUYCHOYHAs  HEIOCTATOYHOCTh,  XPOHHYECKAas  I[I€YEeHOYHas
HEJIOCTaTOYHOCTB ),

- OoJIe3HM MOYETIONOBOM CUCTEMBI (0CTpast IIOYeUHasT HEOCTATOYHOCTh, XPOHUYECKAs TI0UEUHAsT
HEOCTAaTOYHOCTb, INIOMEPYIOHEDPUT);

- alJIaCTUYECKUE U TEMOIUTUYECKIE aHEMHUH.

Meps! nIpegoCcTOPOKHOCTH MPU NPUMEHEHHH.

C nenpro BBIABICHHS IPOTUBONIOKA3aHUH, Bpau (dempimiep) B J€Hb NPUMEHEHMS BaKI[HMHBI
IPOBOJUT OIPOC M OCMOTP OOIBHOrO ¢ 00s3aTeNnpHON TepMomeTpued. IIpu BHIABICHHH
IOBBIIIIEHHOM TeMIlEpaTyphl IIEpe] IEpBLIM HasHadeHHeM Ipernapara (Oomee 36,9 °C)
BakllMHALUS HE IPOBOAMTCI. B mocnmenmyromue [HH BakI(HA JO/DKHA HA3HAYATHECS B

COOTBETCTBHHU C PEXXUMOM HO3UPOBAHUA.



COOTBETCTEYET 3KCNEPTHOMY OTYETY
ITpu ocnoXHEHUSIX (AIepPrUYecKUX PeaknusIX HeMeUICHHOTro Fniid AHapdiakTidfetkuil mok,
(NOCT E%OC BATENEHOCTE 0001)

aTh VIO Tepamnio

orek KBHHKe, KpalTUBHHUIA) CIETYET IPOBOIAUTH qecK

ITpu nosenuenun Temunepatypsl (6oiee, yem Ha 1,5 °C OT HOPMABHOM), YXYIIIEHAH OOLIErO
COCTOSIHMS, PE3KOH OOJIE3HEHHOCTH B IOPaXEHHOM OpraHe NPUMEHEHHE BaKIMHBI CIIENYET
IIPEKPATUTE.

Ilocne xaxmoro BBENEHWS BaKIWHBI IPUBUTHIC JO/DKHBI HAXOMUTHCS II0J MEJUIIMHCKAM
HabmoieHueM B TeueHue 30 MHUH; MecTa IIPOBEACHUS BAaKI[MHAIUK JOJDKHEI OBITH 00eCIIeYeHbI
CPEICTBAMH HEOTJIOXXHOM U IIPOTUBOIIOKOBOU TEpAIUH.

IIpamenenne npu 6epeMEHHOCTH U B IIEPHO/ IPYAHOr0 BCKAPMJ/IUBAHHSL.

besonacHocTs IprMeHEHHUS IIpenaparta IpH OEpEMEHHOCTH U B IIEPHUO/I TPYIHOTO BCKAPMIIMBAHHUS
B IIPOLIECCE KOHTPOIUPYEMBIX KIIMHUYECKUX HCIIBITAHUN HE UCCIIeI0BAIACh.

IIpuMenenue npenapaTa Ipu OEpEMEHHOCTH U B IIEPHOJ| TPYIHOIO BCKAPMIIHBAHHS BO3MOYKHO
TOJIBKO B T€X CIydYasX, €CJIM IOTEHIMAIbHAs I0JIh3a ISl MATePH IPEBBIIIAET IOTEHIHAILHEIA
PHCK JUIs IUTOJIa WIIH HOBOPOKIEHHOTO.

Croco0 nmpuMeHeHus U A03bI.

Bakiuny BBOZAT BHYTPUMBIIIEYHO B BEPXHEHAPYXXHBIM KBagpaHT SCOJULEI C JO- H
HOCTUHBEKIMOHHOH 00paboTKod MecTa mHbeKIUH 70 %-HBIM STHIOBBIM ciupToM. Ilpemapar
Iepe]l IpUMEHEHHEM JOJDKEH UMETh TeMueparypy (36+1) °C.

Ilepen mabopom B INIpHMI] aMIylly C BakKIMHOH HEOOXOAMMO BCTPSXHYTH JUIA IOJyYEHHS
OJHOPOJHOM B3BeCH. IIpernapar Bo BCKpBITON aMITyJie XpaHEHHIO HE IO IEXKHT.

Jleuenue zonopeu (peyuousupyioujetl, XpoOHu4eckol u mopnuoHol popm 3a601e8anus) 6 cocmase
KOMNAEKCHOU mepanuy y 63pocivlx U Oemeli cmapuie 3-X iem.

/[n5 63pocavix HavaIbHAS 1032 BaKIMHEI cocTaBisger 0,3-0,4 mir.

WHpexnyu MpoBOASAT C HHTEPBAIOM 1-2 CYT B 3aBHCHMOCTHU OT PEAKI[HH:

- Ipu Temieparype He Oonee 36,9 °C mo3a BakIMHBI K&l pa3 yBemwuuBaercs Ha 0,3 M,
UHTEpBaJl BBEJICHUSI COCTABILIET 1 CYT.

- I ITOBBIIEHUH TEMIIEpaTypsl (MeHee, yeM Ha 1,5 °C oT HOpMaJIbHOM) /1038 BAKIIMHEI KaXKIbIH
pa3 yBenu4uBaeTcs Ha 0,15 M1, HHTEpBaJ BBEIEHHSI COCTABIISET 2 CYT.

MaxcumanbHas pa3oBas 11032 BaKI[MHBI HE JOJDKHA IPEBBITATh 2,0 MIL.

JIMATenbHOCTD JIEUeHHS 10 6-8 MHBEKITHIA.

s oemeti cmapuie 3-x nem HadanbHas 103a BakiuHel cocTasisgeT 0,05-0,1 mo.

Wupexnuu NpoBOAAT ¢ HHTEPBAJIOM 1-2 CYT B 3aBHCHMOCTH OT PEaKIIuu:

- mpu TeMneparype He 6onee 36,9 °C nmo3a BakmMHBI KaXIbIH pa3 yBenuuubaeTcs Ha 0,05 M,
UHTEpBaJl BBEICHUSI COCTABIIAET 1 CyT.

- IIPY IIOBBILICHUU TeMIepaTypsl (MeHee, ueM Ha 1,5 °C oT HopMallbHOM) /1038 BAKIUHEI KaXKIBII

pa3 ysenu4uaetcs Ha 0,025 mi1, “HTEpBa BBEAECHUS COCTABISIET 2 CYT.



COOTBETCTBYET ZKCNEPTHOMY OTUYETY
MakcumanbHas pa3oBast 03a BaKIIUHBI He JOIDKHa peBbimars 06 Ml 1 2023 Nz 301

(MOCNEOCBATENEHOCTE 0001)

JTUTENbHOCTS JIeYeHHS 10 6-8 HHBEKITHI.

Jleuenue 0CnONCHEHHOU 20HOpeU Y MYAHCHUH U 80CX0051UYeli 20HOPeU Y HCeHUUH (Noche CMuUXaHus.
0CMpbIX 60CNANUMENbHBIX A6IIeHUI) 8 cOCmase KOMNILEKCHOU mepanuiu.

Hauanpuas mo3a Bakmusbl coctasiser 0,2-0,3 it

Wubexnuu NpoBOIST C HHTEPBAIOM 1-2 CyT B 3aBHCHMOCTH OT PEaKIHH:

- IIpu TemrepaTrype He Ooinee 36,9 °C no3a BakIWHBI KaXAblid pa3 yBenuuuBaercs Ha 0,3 mi,
MHTEpBAJl BBEICHUS COCTABIIET 1 CyT.

-IIpH [IOBBIIIEHUH TeMIlepaTypsl (MeHee, ueM Ha 1,5 °C 0T HopMalbHON) 1034 BAKITMHEI KaXKIbIH
pa3 yBenu4uBaetcs Ha 0,15 Mi1, HHTEpBa BBEJIEHUS COCTABIISIET 2 CYT.

MaxkcumanbHas pa3oBas 103a BaKIIUHBI HE JTOJKHA IPeBhIIAaTh 2,0 MII.

JITATEeTEHOCTD JIeYeHHUS 0 6-8 HHBEKITHII.

Luaznocmuxa eonopeu y 63pocnvix u Oemeil cmapute 3-x nem (Ouaznocmuxa OONbHBIX C
XPOHUHECKUMY 3a0071e6aHUAMYU MOYENON0BIX OP2AHO8 U YCIMAHOBNIEHUE U3NEYEeHHOCHIL 20HOPel).
B xaugecTBe IPOBOKALUU OJHOKPATHO BHYTPUMBIIIEYHO BBOMAT 0,5 M1 BakIuHbl. Eciu Bakuuya
IIPUMEHSUIaCh BO BpeMs JIEUEHMs, TO JUIS IIPOBOKAI[MH HAa3HAYAETCS YABOEHHAS ITOCIIEIHSSL
TepaneBTHYeCKas 103a, Ho He Oosee 2,0 mit.

IIo6o4uHoe neiicTBHE.

YacroTa pa3BUTHS IIPUBEICHHBIX HIDKE TOOOYHBIX 2)(PEKTOB yKazaHa COTrIacHO peKOMEHIAIUAM
BcemupHO# OpraHu3anyy 3[paBOOXPAHEHUS U BKIIIOYAET CIEAYIOIHE KaTErOPUH:

Ouens gacto —> 10 %;

Yacto—>1%u <10 %;

Heuacto —> 0,1 % u <1 %;

Penxo —> 0,01 % u < 0,1 %;

Ouens penxo — < 0,01 %.

O61nme noboyHbie 3O HEKTHL:

Ouenp yacTo: HEJJOMOTaHUE, ITOBBIIIEHHE TeMilepaTyphl Tena 10 39,0 °C B Teuenue 24-48 u ¢
MOMEHTa BBEICHUS BaKIIUHEI, TOJIOBHASI O0OJIB, 001ast crabocTh.

AJiepruueckye peakiiiuu:

Ouenb penko: aHapUIaKTHYECKHH ITIOK, OTeK KBHHKe, KpanuBHHUIIA.

MecTHEIE peaKIIiu:

Ouenb yacTo: 00JIE3HEHHOCTD B 00JIACTH UHBEKITUH.

Co CTOPOHEI MOUYEIIOJIOBOMA CUCTEMBL:

OueHb 4acTo: yCUIIEHHE BBIIENEHUH, O0I€3HEHHOCTh B IOPAXKEHHBIX OpraHax.

Ha6ODaTODHBI€ ITOKa3aTCIIn

OueHnp 9acTo: IIOMYTHEHHUEC MOYH.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 12.01.2023 N= 301
(MOCNEOCBATENEHOCTE 0001)

Ilepeno3upoBKa.

O ciyyasix epe103upoOBKH HE COOOINAIOCH.

B3aumopeiicTBHe ¢ APYTHMH JIEKAPCTBEHHBIMH CPeICTBAMM.

B03M0XHO OZJTHOBPEMEHHOE ITPOBE/IEHUE aHTHOHOTHKOTEPAITHH.

Binsinne Ha c0COOHOCTH YNIPABJIATH TPAHCHOPTHBIMHE CPEACTBAMH M MEXaHU3MAMHU.
Hexoropsle HexenaTenpHbIE PEaKkIWU, CBSI3aHHBIE C JIEWCTBHEM IIperapara, MOTYT OKA3bIBaTh
BO3JICHCTBHE HAa CIIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIM CPEICTBOM WM JIBHYKYI[HMUCS
MexaHusMamu. JUI IanuMeHToB, y KOTOPHIX HAOMIONAIOTCS HEXeNaTelbHbIE pPEeaKI[HH IIpH
BBEJICHUU IIpeNapara, yIpaBIeHUEe TPAHCIIOPTHEIM CPEICTBOM HITH JIBIDKY IIIAMECS MEXAHH3MaMU
BO3MO>KHO TOJIBKO IIOCJIE HCUYE3HOBEHUSI CUMIITOMOB HEXKENIATEIbHBIX PEAKITHIA.

Oco0rp1e ykazanusi.

He mnpurogeH k NpUMEHEHHMIO IIpenapaT B aMIyjlaX C HapyHIeHHOH IEOCTHOCTBIO HIIH
MapKUpPOBKOH, IpH W3MEHEHHHM (U3UYECKHX CBOMCTB (M3MEHCHHWE I[BETA, HAIMYHME HE
pa3OMBAONIErocsl IPU BCTPSXHMBAHWK OCAJKa), NPH HAIAYHAM I[IOCTOPOHHHX BKIIFOUEHHMH,
HapyILIeHUH yCIOBUM XpaHEHUS.

®opma Beimycka. CycneH3us Uil BHYTPUMBIIIEYHOTO BBeAeHUs B ammyiax mo 1 mur ITo 10
aMIIyJ] BMECTE C HHCTPYKIMEH IO IPUMEHEHHIO, CKapU(PUKATOPOM aMITyJIbHBIM B IIAYKE W3
KapTOHa.

Ilo 5 ammyn B KacCETHOM KOHTYypHOM ynakoBke. I1o 2 kacceTHbIe KOHTYpHBIE YIIAKOBKH BMECTE C
MHCTPYKIMEH 110 IPUMEHEHUIO B ITaYKe U3 KapTOHA.

ITpu ynaxkoBke amirys, MMEIOIIMX KOJBIO H3JI0Ma UIM TOYKY JUIS BCKPBITHS, CKapu(bHKaTop
aMIIyJIbHBIA HE BKJIA/IbIBAIOT.

Cpox rognocrn. 1 rox. IIpenapar ¢ HCTEKIIUM CPOKOM FOAHOCTH IPUMEHEHHIO HE IOIIEKHUT.
Yenosust xpanenns. B coorserctBun ¢ CII 3.3.2.3332-16 npu Temmeparype ot 2 mo 8 °C.
XpaHHUTH B HEOCTYIIHOM JUIs fieTelt Mecte. He 3amopa)kuBarts.

Ycnopus Tpancmopruposanus. B coorBerctBuum ¢ CII 3.3.2.3332-16 mpm Temmeparype
or 2 mo 8 °C. Jlomyckaercs KpaTKoBpeMeHHOe (He Oonee 24 ) TpaHCIOPTHPOBAHHE IIPH
temneparype ot 9 no 20 °C. He 3amopaxuBars.

Yeaosus ormycka. OTIycKaroT IO PEIEnTYy.

IIpomssomurean. AO «HIIO «Muxporen».

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

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

Anpec IpoOU3BOICTBA:
Poccus, 634040, Tomckas obmacts, . Tomck, yn. MBanoBckoro, a. 8, tem. (3822) 63-37-34,
90-58-08.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 12.01.2023 N= 301
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Baajgenen perucrpanMoHHOIO yJ0CTOBepeHWs/OpPraHu3alsi, TPUHAMAKMAS [PETEH3 NI
norpedureneii. AO «HIIO «Muxporen.

Poccus, 115088, r. Mockga, yiu. 1-1 JlybpoBckas, a. 15, ctp. 2, tein. (495) 710-37-87,

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