COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 18.12.2023 N= 26509

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFOTIPERAPATA 1701

1. HAUMEHOBAHHME JIEKAPCTBEHHOI'O ITPEITAPATA

WuTectudar, pactBop i IpuemMa BHYTPb U PEKTAIbHOTO BBEICHHS

2. KAUECTBEHHBIN U KOJJMYECTBEHHbBII COCTAB

B 1 M1 npenapara conepkurcs:

JelicTByrolee BEMECTBO.

CrepwiibHble ounineHHble (uiabTparel (aromumsaroB S. flexneri 1, 2, 3, 4 ceporunos (c
aKTUBHOCTBIO 1O AmmensMany - He MeHee 10°), S. sonnei, S. typhimurium (c akTuBHOCTBIO TIO
Annensmany - He MeHee 107°), S. flexneri 6 cepormma, ocraneHbIX ceporumos Salmonella,
E. coli, Proteus, Enterococcus, Staphylococcus, P. aeruginosa (¢ akTUBHOCTBIO 110 ATITIIEIbMaHy
- He menee 107%) — mo 1 Mo

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
PactBop /1 mpreMa BHYTPb U PEKTaIbHOTO BBEICHHUS.
[Ipo3payHast >KHOKOCTH JKEITOTO LBETA PA3IU4YHOM CTEICHM HWHTEHCHUBHOCTH, IOIYCKAETCS

3€JICHOBAThII OTTECHOK.

4. KINHUYECKUE JAHHBIE

4.1. lMoka3aHusi K NpUMeHEeHHUI0

Jleuenne wu mnpoduIaKTHKAa 3a00JIEBAaHUHA JKEITYIOYHO-KHIIEYHOTO TPAKTa, BBI3BAHHBIX
6aKT€pI/I}IMI/I AU3CHTCPUH, CAJIbMOHCIIJIAMU, SIICPUXUAMU KOJIH, IMPOTCEM, SHTCPOKOKKAMH,
CTapUIOKOKKaMH, TICEBJOMOHAC adpPyTruHO3a WK UX COUCTAaHUEM:

- OakTepuanbHas TU3EHTEPUS;

- CaJbMOHEJIE3;

- IUCHENCHS;

- nucbakTepuos;

- DHTEPOKOIUT, KOJIUT.

BaxsbiM ycioBueM 3(QeKTHBHON arorepanuu SBISETCS IMPEIBAPUTEILHOE ONpEACICHHE

(arouyBCTBUTEIBHOCTH BO30YIUTENS.

4.2. Pe:kuM 103MPOBaHMS U CIIOCOO MPUMEHEeHMsI

Pestcum oo3uposanusn
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NPUMEHEHHUI0O U C Bo3pacToM manueHrta. [Ipenmapar MHTecTudar mpumeHsieTcs MpU JIEYSHUU
UHQEKIIMOHHBIX 3a00JIeBaHUN y JieTel ¢ poxkaAeHus 10 17 eT u y B3pOCibIX B Bo3pacte oT 18
JeT.

Jns nereit ¢ poxkaeHus 10 6 MecsineB 7032 HA OJIUH IIPUEM BHYTPb COCTABIIAET - 5 MJI, B BUJE
KJIU3MBI - 10 M1

Jus nereii B Bo3pacte oT 6 MecsimeB A0 1 roga go03a Ha OJIMH NPHUEM BHYTPh COCTaBIISAET -
10-15 My, B BUE KIU3MBI - 20 MII.

Juas nereii B Bo3pacte oT 1 roaa xo 3 Jier 103a Ha OJUH IIPUEM BHYTPb cocTaBisieT — 15-20 mi,
B Buje Kiu3Mbl — 20-30 mot.

Jas nereii B Bo3pacte ot 3 10 8 JieT 1032 Ha oAuWH npueM BHYTph coctasiser — 20-30 mu, B
Buze Kan3Msl — 30-40 mur.

s nereii B Bo3pacre ot 8 10 17 JieT u y B3pocJibIX B Bo3pacre ¢ 18 JjieT 103a Ha 0AMH TTpueM
BHYTpb coctanisieT — 30-40 M, B Buze Kiu3Mel — 50-60 mi1.

IlpuMmeHeHue y gereii M NOAPOCTKOB

IIpuem mpemnaparta paspemieH y JeTeid B BO3pacTe ¢ poxaeHus no 17 yer, 103y ¥ Hpuem
npenapara onpeaessier Jedalluid Bpad B COOTBETCTBUU C Pa3AesioM 3 JIMCTKA-BKJIaAbIIIA.

IIyTh 1 ciocod BBeeHUA

[Ipenapar npenHa3zHaueH [Jis IpreMa BHYTPb U PEKTaIbHOIrO BBeAeHUd. s neueHus npenapar
MPUHUMAIOT BHYTPh 4 pa3a B eHb 3a 0,5 - 1 4 70 mprema nuiy ¢ mepBoro JHs 3a001eBaHus B
TeueHue 7-10 mHen.

JeTsiM mepBBIX MECSIEB KU3HM B TNEPBBIC JBa JHs IMpUEMa Mpernapar pa3BOAAT KUISUYCHOU
BOJIOM B JBa pasa, B cllyyae OTCYTCTBUS MOOOYHBIX PEAKIMH (CPHITMBAHHWS, BBICHIIAHUNA Ha
KOXKe) B JaJIbHEHIIIeM MOXXHO NMPUMEHATh OakTepuodar HepasBeneHHbIM. [Ipenapar npumMeHsoT
yepe3 poT 3 paza B cyTkd 3a 30 MUHYT 10 KOopmiieHMs. B ciydasx HEYKpOTHUMOW PBOTHI
mpernapar OPUMEHSIOT B BHJE BBICOKMX KIU3M (4Yepe3 Ta300TBOJHYIO TPYOKY WIIHM KareTep)
©KeIHEBHO. BO3MOXKHO COYeTaHHE PEKTATBHOTO (B BHIE BBICOKMX KIM3M) H TIEPOPATHHOTO

npumeHenus npenapara. Kypc neuenus 7 - 10 gueil.

PexoMenayemblie 103UPOBKH Mpenapara

Bo3spacr Jlo3a Ha 1 npuem (M)
epopaIbHO PEKTAIBHO
0 - 6 mec. 5 10
6 — 12 mec. 10-15 20
ot 1 roxa g0 3 mer 15-20 20-30
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o1 3 110 8 et 20-30 | TU-TEADERTERGRGCTE U001
OT 8 JIeT U crapiie 30-40 50-60

Cnoco6 npumenenusn

[Ipyr OTCYTCTBMM KOJIMTHYECKOI'O CHHApPOMAa PEKOMEHYETCs 3aMEHa OJHOIO IpUEMa BHYTPb Ha
OJHOKPATHOE PEKTAIBbHOE BBEIEHUE PAa30BOM BO3PACTHOW J03bI Mpenapara B BUJE KIU3MBbI IIOCIIE
OIOPOXKHEHUSI KUIIIEYHHKA.

B npodunakTHueckux LensX ONTUMalbHas CXEMa MHCIOJIb30BaHMS - €XKEIHEBHBIM IpHEM
Ppa30BOM BO3pacTHOM 103bl. [IpOgOIKUTEIBHOCTS NpUEMa IIpenapara ONpeaeisieTcs yCIOBUIMHU
AMUICUTYALIUH.

Ecnmn mnocne neuyeHust yinydlleHHs HE HAcTylaeT WIM CHUMITOMBI yCYTyOJsIFOTCS, WIH
HOSABIISIOTCS. HOBBIE CUMITOMBI, HEOOXOJUMO NMPOKOHCYJIBTUPOBAThCS ¢ BpadoM. Ilpumensiite
npenapar TOJBKO COTJACHO TEeM IOKa3aHHsM, TOMY CIIOCOOY MPHMEHEHHs M B TeX J03aX,

KoTopsle yka3zanbsl B OXJIIT.

4.3. lIpoTuBONOKA3aHUA
['MnepyyBCTBUTENFHOCTS K JCHWCTBYIONIEMY BEIISCTBY WJIM JIFOOOMY H3 BCIIOMOTaTEIIbHBIX

BEIIIECTB, IEPEUNUCICHHBIX B pasneie 6.1.

4.4. OcobOble yka3aHusi M MePbI MPEJOCTOPOKHOCTHU NMPU MPUMEHEHU U

BaxxupiM ycnoBueM >(QeKTHBHON QaroTepanuu SBISETCS NPEABAPUTEIHFHOE OIpPEAeTICHUE
YyBCTBUTEIHLHOCTH BO30OYyUTENS K OaKkTeprodary u paHHee pruMEHEHHE Ipernapara.

He mpuromen k mpuMeHEHHMIO Mpemapar BO (IakoHaX C HAapyHIEHHOH IEIOCTHOCTBIO WIIH
MapKHUPOBKOH, ITPH UCTEKIIEM CPOKE TOJHOCTH, TPU IOMYTHEHHUH.

BcenencrBue conepxkanHusi B mOpenapare NPUMECH MHUTATEIbHOW CpEIbl, B KOTOPOW MOTYT
pa3BuBaThCs OaKTEPUU U3 OKPYKAIOLICH Cpe/ibl, BBI3bIBAsl IOMYTHEHHE Mpenapara, He00X0AuMO
IpY BCKPBITHH (hIIaKkoHa cOOIIOAATH CIEAYIOIINE IpaBuiIa:

- TINATETIHHO MBITh PYKH;

- 00paboTaTh KOJIMAYOK CIIUPTCOACPIKAIINM PACTBOPOM;

- CHSTH KOJIITAYOK, HE OTKPBIBAsk MPOOKH;

- HE KJIACTh NMPOOKY BHYTPEHHEH MOBEPXHOCTHIO HA CTOJI WM JAPYTUe MPEIMETHI;

- HE OCTaBIIATH (DJIAKOH OTKPBITHIM;

- BCKPBITHIN ()JIAKOH XPAaHUTH TOJIBKO B XOJOAMIBHHKE.

[lepen ucnonb3oBanueM (rakoH ¢ GakTepuodarom HEOOXOJUMO BCTPSIXHYTH M HMPOCMOTPETh.

[Ipenapar nomkeH ObITh MPO3PAYHBIM U HE COJIEPHKATh OCAJIKA.
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CTEPWJIBHBIM IIIPULIEM IyTeM mpokosa npoOku. llpenmapaT u3 BCKphITOro (akoHa Mpu
COOJIIOJICHUH YCJIOBUI XpaHEHHs, BBIIICNEPEUUCICHHBIX MPAaBUJI U OTCYTCTBHM TOMYTHEHHMS,

MOJKET OBITH HCIIOIL30BaH B TEUEHUE BCETO CpOKa roaAHOCTH.

4.5. BzaumojeiicTBUe ¢ JAPYIMMH JIeKAPCTBEHHBIMH IMpenapaTamMu W Jpyrue BHAbI
B3auMOAeliCcTBUSA
[IpumeneHnue nmpenapata BO3MOXKHO B COYETAHUU C APYTMMH JIEKAPCTBEHHBIMHU CPEACTBAMM U HE

UCKJTIOYAeT HCIOJIb30BAHUS JPYTUX aHTHOAKTEpHANIbHBIX MTPernapaToB.

4.6. ®epTUIBHOCTH, 0€PEMEHHOCTH U JIAKTAIUS

DepmunbHocmo

Her naHHBIX O BAMSHHUM JIEKAPCTBEHHOTO Ipenapara Ha CHOCOOHOCTh K BOCHPOU3BENIECHUIO
3I0pPOBOT0 TOTOMCTBA ((hepTUIBHOCTD) YeIOBEKa.

bepemennocmu

[lenecoobpa3Ho MpUMEHEHHE MperapaTa B Mepuoj]; OCPEeMEHHOCTH NpPH HATWYUU HHQEKIIHH,
BBI3BaHHBIX (DAro4yBCTBUTEIHHBIMH IITAMMaMU OaKTepHid (10 peKOMEHIAIMH Bpaya).
Jlakmayus

LenecoobpazHo mNpUMEHEHHE Tpernapara B TMEPUOA KOPMIICHHUS TPYAbIO NpPU HAIMYUH
UHQEKIM, BBI3BAaHHBIX (DarO4yBCTBUTEIBHBIMHM IITaMMaMH OakTepuil (MO peKOMEHIAINu

Bpaya).

4.7.BimsiHMe HAa CIIOCOOHOCTH YNPAaBJATHL TPAHCHOPTHBIMHM CpPeACTBAMHM M padorarb ¢
MeXaHU3MaMH

[Ipenapat He oKa3bIBaeT BIUSHMS HAa CIIOCOOHOCTh K BBINOJIHEHUIO MOTEHIUAIBHO ONACHBIX
BUJIOB JCSITENLHOCTH, TPEOYIONINX TOBBIIICHHON KOHIEHTPAIMd BHHUMAHUS ¥ OBICTPOTHI
IICUXOMOTOPHBIX peakuuil (B TOM 4HUCIE, YNpaBIE€HUE TPAHCHOPTHBIMU CpPEACTBaMH, paboTa ¢

JBIKYIIMMUCS MEXaHU3MAMH).

4.8. HexesiaTeabHbIEe peaKkiuu

Pestome neorcenamenvuvix peaxyuti

[To manHbiM Bcemupnoiit opranm3anuu 3apaBooxpanenus (BO3) HexenatenbHbIE peakiuu
KJIaCCU(UIIUPOBAaHbI B COOTBETCTBUU C YaCTOTOM WX Pa3BUTHUS CIEAYIOUIMM 00pa3oM: OY€Hb

gacto (>1/10), gacro (ot >1/100 mo <1/10), mewacto (ot >1/1000 mo <1/100), penko (oT



>1/10000 mo <1/1000), ouenp penxo (<1/10

JAaHHBIM YCTAHOBUTL YaCTOTY BOSHUKHOBCHUS HC MMPCACTABIIACTCA BO3MOKHBIM.

Hapywenus co cmopoHvl umMmyHHOU cucmembi.

Annepruueckue peakify — 4acToTa HeM3BECTHA

Coobuerus 0 n0003pesaemvlx HeXHCeIamenbHblX PeaKyYUsx:

BaxxHo coo0mare 0 mo03peBacMbIX HEXKENATEIbHBIX PEAKIUAX TOCTIe PETUCTPAINH TIperapara
C TIenbl0  oOecreueHus: HEMpPephIBHOTO MOHHUTOPHHTA COOTHOIICHHS «IIOJb3a - PHUCK»
JIEKapCTBEHHOTO TIpenapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHYETCS COOOIaTh O JII0OBIX
MI0JI03PEBACMBIX HEXKEJIATEIbHBIX PEaKIUsAX JEKapCTBEHHOTO Iperapara depe3 HaIl[MOHAIbHBIC
CUCTEMBI COOOIIEHHUsI TOCYIapCTB — WieHOB EBpa3uiickoro "KOHOMHUYECKOTO CO03a. BhI Takxke
MOXETe COOOIIUTh O HEXKEJAaTelIbHBIX pEeaKIHUsIX HampsAMYyI0 IPOU3BOAMTENIO Ipernaparta,

3anmoJHUB GopMy obOparieHHs Ha caite hitps://www.microgen.ru/ (cM. HIKE «ITPOU3BOIMTENDY),

a TaK)Ke M0 YKa3aHHBIM HIDKE aJpecaM.
Coobmasi 0 HexenaTeNbHBIX peakiusaX, Bbl momoraere mNOMy4YUTh OOJbINE CBEACHUH O

0€30I1acHOCTH Ipernapara.

Poccniickas @enepanvs

109012, r. MockBa, CnaBsiHCKas iomans, 1. 4, ctp. 1

®denepanbHas cryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
Tenedonsr: +7 800 550-99-03, +7 (499) 578-06-70

E-mail: pharm@roszdravnadzor.gov.ru

WWW. roszdravnadzor.gov.ru

Pecriybnuka benapych

220037, r. Munck, ToBapuilieckuii mep., 1. 2a

VII «LleHTp 3KCIEepTU3 U UCIIBITAHUH B 3{paBOOXPAHEHUN
Tenedon/dakc ornena papmakonamzopa: +375 (17) 242 00 29.
OnekTponHas noyra: repl@rceth.by, rceth@rceth.by
https://www.rceth.by

4.9.11epeno3upoBKa

Crnyyau nepeo3UpOBKU JJO0 HACTOSAILIETO BPEMEHU HE 3aperUCTPUPOBAHbI.

5. DPAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHE CBOICTBA.
®apMakoTepaneBTUYECKas TpyIa: Mpoyue JiedeOHbIe Cpe/ICTBa.
Kon ATX: VO3AX.

Mexanuszm geiicTBus
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Shigella sonnei, Salmonella paratyphi A, Salmonella paratyphi B, Salmonella typhimurium,

Salmonella infantis, Salmonella choleraesuis, Salmonella oranienburg, Salmonella enteritidis,
sHTeponaTorennoi Escherichia coli, Proteus vulgaris, Proteus mirabilis, Enterococcus,
Staphylococcus, Pseudomonas aeruginosa.

dapmakoauHamuyeckue d3PPeKTol

HccnenoBanue GpapMakouHAMHUYECKIX CBOUCTB sl OakTepruodaroB He MPeTyCMOTPEHO.
5.2. ®apmakoKuHeTHYECKHE CBOMCTBA.

HccnenoBanue papMaKOKMHETHIECKUX CBOMCTB /I OakTeprnodaroB HE MPeyCMOTPEHO.

6. PAPMAIEBTUYECKHUE CBOMCTBA

6.1. [lepeuyeHb BcoMoOraTe/ibHbIX BelIeCTB

8-rHIpOKCUXHUHOMUHA CYIb(aT/8-ruAPOKCUXHUHONNHA Cyab(haTa MOHOTHAPAT B IMepecyeTe Ha 8-
ruipokcuxunonuHa cynsgat - 0,0001 r/mn (comeprkanue pacueTHoOE).

6.2. HecoBMecTUMOCTH

[TpuMeHeHHe mpenapara BO3SMOXKHO B COUYETAHUU C APYTHMH JICKAPCTBEHHBIMH CPEICTBAMH H HE

MCKJTIOYAET HCIOJIb30BAHUA JPYTUX aHTHOAKTEpHAIIbHBIX MTPEernapaToB.

6.3. Cpok rogHocTH (CPOK XpaHeHHs1)

2 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH MPHU XPAHEHUH

XpaHuTh 1pu Temreparype ot 2 10 8 °C B 3alUIIIEHHOM OT CBETa MECTE.

6.5. XapakTep H coep;kaHue NePBHYHON YIIaKOBKHU

ITo 20 mim 100 Mt Bo prrakoHaX CTEKIISIHHBIX.

A. 4 wmm 10 dnakonoB mo 20 mi wiam 1 ¢uakon mo 100 mMi B mayke w3 KapTOHAa BMECTE C
JMCTKOM-BKJIAJIBIIIIEM.

b. 4 ¢nakona nmo 20 mu Bo BKJIaabIe (PUKCUPYIOIIEM U3 MTOJTUMEPHBIX MaTepUaioB. | BKIAIBIII
(GUKCUpYIOIUI W3 TOJIMMEPHBIX MAaTEpUalOB B TMAyke M3 KapTOHAa BMECTE C JIMCTKOM-

BKJIaJbIIIICM.

6.6. Oco0Oble Mepbl NPeIOCTOPOKHOCTH TPH YHUYTOXKEHHHM  HCIOJH30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WIM OTX0J0B, TMOJYYEHHBIX [MOCJe MpPUMeHEHUs:

JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIyJISIUM C PenapaToM
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OcoOble Mephl MPEJOCTOPOKHOCTH TPHU  yH yTOKeHUH- MEHoT30BAHAOED | HeKaBct BeHOro

[Ipernapara Uil OTXO0B, IIOJIYYEHHBIX I1OCJIE €r0 IPUMEHEHUS, OTCYTCTBYIOT.
Becw ocraBmmiics JIGKapCTBEHHBIN IIpenapaTr ¥ OTXO/bI CIEAYET YHUUYTOKUTH B YCTAHOBICHHOM

MOPSIZIKE.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHMUS / OPTAHU3ALIUSA,
IMPUHUMAIOIIAS TPETEH3UU NIOTPEBUTEJIEN:

Poccus

Axnmoneproe 00mecTBo  «HaydHO-TIPOU3BOJICTBEHHOE OOBEIMHEHHWE TI0 MEIUIUHCKUM
UMMyHoOHoI0rHueckuM rnpenaparam «Mukporen» (AO «HIIO «Mukporen»)

Poccus, 115088, r. Mocksa, yn. 1-s1 JlyopoBckas, 1. 15, ctp. 2, Ten. (495) 710-37-87, dakc (495)
783-88-04, e-mail: info@microgen.ru.

Anpeca Ipou3BOJCTBa:

Poccus, 603093, Huxeropoackas obnacts, r. Huwxuuit HoBropon, yn. Poauonosa, 1. 192, ten.
(831) 434-42-77,

Poccus, 614089, Tlepmckwuit kpai, r. [lepmsb, yi. bparckas, a1. 177, ten. (342) 281-94-96.

7.1. llpeacraBuTe/Ib JepKaTENsA PETHCTPALMOHHOIO Y10CTOBEPEeHM

Ilpemen3suu nompebumerneii Hanpagiams no aopecy:.

Poccus

AknuoHepHoe o0mectBo «Hay4dHO-TIpOU3BOJICTBEHHOE OO0BEIWHEHHUE IO MEIULHUHCKUM
UMMyHoOHoIorHueckuM npenaparam «Mukporen» (AO «HIIO «Mukporen»)

Anpec: Poccus, 115088, r. Mocksa, yn. 1-1 JlyopoBckas, a. 15, ctp. 2

Tenedon: 8 (495) 710-37-87

Qaxkc: 8 (495) 783-88-04

E-mail: info@microgen.ru.

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. IATA NEPBUYHOM PETMCTPAIIMM (IIOATBEPXJIEHWS PETHUCTPAIIAM,
INEPEPETUCTPALINN)

JlaTa nmepBUYHOI perucTpauu

10. JATA IEPECMOTPA TEKCTA
OOmast  xapakTepucTHKa JIEKapCTBEHHOTo  mpemapara MHrectudar  gocTtymHa  Ha
UHPOPMALIMOHHOM TopTane EBpasuilckoro SKOHOMHYECKOTO CO03a B HH(POPMALHUOHHO-

KOMMYHUKAIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.orq.
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