COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 23.08 2024 N= 18148

(NMOCNEOOBATENEHOCTE 0002)

11M-Ne006769-IT1-BY
COrMACOBAHO

MWUHUCTEPCTBOM 3[1JPABOOXPAHEHWA - —
PECI'WBJ'H/IKVID‘EEJ'IAPYCE; JIHCTOK BKJIAABIII “H(bop

nPUKA3OM 0T 09.07.2026 Ne 793
NMOCHNELOBATENbHOCTL 0007

IMocTepu3an®, Cynmo3uTOPHN PEKTAIBHbIE
JleficTBy1OIIIee BEIIECTBO: CTAaHIApPTH30BaHHAs CYCIICH3Us KyJIbTYphl Oaktepuii E. coli.

Ilepen npuMeHeHUEM NpenapaTa noJTHOCTbIO MPOYUTAITE JIMCTOK-BKJIA/bIII, IOCKOJIbKY

B HEM cojJiep:kaTcsi BaxkHble 1J151 Bac cBenenust.

e Bcerma npunuMmaiiTe nOpenapaT B TOYHOCTH C  JIMCTKOM-BKJIAQJBIINIEM WM

PCKOMCHAAIUAMU JICHALICTO Bpadya U1 pa60TH1/n<a allITCKHU.
o COXpaHI/ITe JINCTOK-BKJIAJBbIIII. BOSMO)KHO, Bam HOTpC6yeTC$I IIpOYUTATh €ro CUIC pas.

e Ecau Bam HYXXHBI OOIOJHHUTCJIBHBIC CBCACHHUA WM PCKOMCHIAINU, O6paTI/ITeCB K

pa6OTHI/IKy aIllITCKH.

e Ecmu y Bac Bo3HUKIM Kakue-1100 HEKeIaTeNbHbIE PEAKIIUU, OOPAaTUTECH K JIeHalleMy
Bpauy WM pabOTHUKY anTeku. JlaHHas peKOMEHIAanus pacupoCTpaHsIeTcss Ha JT00bIe
BO3MO>KHBIE HEXeEJIaTeIbHbIE PEAaKLIUK, B TOM YUCIIE Ha HE IIepeurclIeHHbIE B pa3jene 4

JIMCTKAa-BKJIadbIIIa.

e Ecau cocrosHue HE yaydyllaeTcs WIM OHO yXyAulaercs B TeueHue 14 nnei, Bam

clleflyeT 0OpaTUThCS K JieHalleMy Bpady.
Conep:kanue JUCTKA-BKJIAAbIIIA
1. Yro u3 cebs npesacrasnser npenapat [loctepusan®, u s 4ero ero NPUHUMAIOT.
2. O ueM crelyeT 3HaTh Mepe] IprueMoM npenapata [loctepuszan®.
3. Tlpuem npenapata Ioctepusan®.
4. Bo3MOXHbIE HEKEJIaTeIbHbIE PEaKIUH.
5. Xpanenue npenapata [loctepuzan®.
6. CozaepxuMoe yIakOBKH U MPOYUE CBEACHUSI.

1. Yro u3 cebs npeacrasiasier npenapar [ocrepuzan®, u 1151 4ero ero NpUMeHsIIOT

Ipenapar [Moctepuzan® - CyNMoO3UTOPUN PEKTATBHBIE, COEPIKAIIME IEHCTBYIONIEE BEMECTBO!

CTaHJapTU30BaHHAsI CyCIeH3Hs KyIbTyphl Oakrepuii E. coli.

HpenapaT HOCTCpI/I3aH® 3a CUCT aKTUBALIUU UMMYHHBIX MCXaHHU3MOB, CHUKACT BOCIIAJICHHUEC U

CIOCOOCTBYET 3aKMBJICHHIO TKaHEH. DTO moMoraer oOJerduTh 3yJ U AOKEHUE, BbI3BaHHBIC
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COLNACOBAHO COOTBETCTBYET 3KCMEPTHOMY OTYETY

MWUHWUCTEPCTBOM 3[IPABOOXPAHEHMA oT 29028 2024 MW= 18148

(MOCNEOOBATENBHOCTE 0002)

nPUKA3om oT 09.07.2026 Ne 793 o 6
nocnenoearenbEMOPROUIAIHHON O0JIC3HBIO.

IToka3zanus k NPUMEHCHUIO

[TocTepuzan Cymnmno3uTOPUU PEKTAIbHBIE HA3HAYAIOT B3POCIBIM (C 18 JeT) mpu cienyromumx
3a00JICBaHUSX: AHAJBHBIA 3yJ, BBIICICHUS W JKKCHHE B aHAIBHON OOJIACTH BCIIEICTBUE
TreMOPPOUIATBLHBIX 3a00JICBaHUH.

Cnoco0 geiicTBusi npenapara

[Ipy mMecTHOM MNpPUMEHEHHH HAa KOXE aHAJbHOH O00JacTH M CIM3UCTOW MPSIMON KHIIKH,
KOMIIOHEHTBHI IIperapara 3allyCKaloT MECTHBIM MMMYHHBIN 0TBeT. Bo3nelicTBue npenapara Ha
UMMYyHHbIE  KJIETKM B  IOJCIU3UCTOM  CJIO€  MPOBOAUT K  BBICBOOOXKACHHUIO
IPOTHBOBOCTIAJIUTENBHBIX CHUTHAIBHBIX MOJEKYJd, Onaromaps paboTe KOTOPBIXpa3uBaeTCs
NPOTHBOBOCTIAJIMTENBHBI M TPOTHBO3YAHBIA 3(dekr, Tak ’xe yMEHbIIAeTCs OTeK,

HOPMAJIU3YCTCA ITPOHUIACMOCTDb U TOHYC KPOBCHOCHBIX COCYOB.

Kpome Toro, mpemapaT CTUMYIHPYET pEreHepanuio MOBPEXKACHHBIX TKaHEH. YCKOpeHHOe
3a)KHUBJICHUE CIM3UCTON MPSMON KHIIKK CIIOCOOCTBYET YMEHBIICHHIO KPOBOTOUYMBOCTH M

00JIEBOTO CUMIITOMOB.

MHOFOKpaTHOC BBCACHHUC IIpCllapaTa CTUMYJIHUPYCT PA3BUTHUC J'II/IM(bOI_II/ITOB (I/IMMYHHBIX
I(J'ICTOK) B J'II/IM(I)aTI/I‘-IeCKI/IX y3j1ax " BBIpa6OTKy AHTHUTCJI, YTO YCWJIHMBACT 3alUTy OT

MH(EKITMOHHBIX OCJIOKHEHUN TEMOPPOUIATEHOM O0IE3HHU.

Ecimu YIYy4YIICHHUE HE HACTYIIUJIO WM Bbl YYBCTBYCTC YXYAUICHUC, H€O6XOI[I/IMO O6paTI/ITI)C$[ K

Bpauy.

2. O yeM cJieayer 3HATh nepex npuMeHenuem npenapara Iocrepuzan®
IIporuBonokazanust

He npumensiiite npenapar Iocrepuzan®, eciu:

['unepyyBCTBUTENBHOCTh K JICHCTBYIOIIEMY BEILECTBY WM JPYTMM KOMIIOHEHTaM IIperapara,
JIeTCKHi1 Bo3pacT J0 18 ner.

Oco0ble ykazaHusi H Mepbl IPEA0CTOPOKHOCTH

Ilepen mpuemoM mpemapara IlocTepu3an”® MPOKOHCYNBTHPYHTECH C JEUAlIUM BPAdoM HIM

pabOTHUKOM amnTeKH.

CO,Z[Cp)KI/IT Makporojia rIHOCpUuIrnapoKCucTeapar. MoxXeT BEI3BIBaTh KOXKHBIE pCaKkIuu.

JleTH ¥ OAPOCTKHU

Ipenapara IToctepusan® MpoTUBOIOKA3aH JeTsAM 10 18 ner.
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J1M-Ne006769-IT1-BY — — . i — —n .-
COINMACOBAHO COOTBETCTEYET 3KCNEPTHOMY OTUETY
MUHUCTEPCTBOM 3[PABOOXPAHEHUS oT 29028 2024 MW= 18148
PECMYB/MKN BENIAPYCb - R T A
o o ipyrie npenapars n npenapat Mocrepusan® (NOCNEOCBATENEHOCTEL 0002)

Coo0muTe JieyameMy Bpady Wid pabOTHUKY anTeKHd O TOM, 4TO BBl mpuHHMaeTe, HeIaBHO

IMPUHHUMAJIN WA MOXCTC HA4YaTh [IPUHUMATDb KaKI/Ie-JII/I60 ApYyruc npenaparsl.
bepemMeHHOCTB, TPy/IHOE BCKAPMJIMBaHKMeE U (DEPTHIBHOCTH

Ecnu Bbl GepeMeHHBI UM KOPMUTE TPYyAbO, lyMaeTe, 4To 3a0epeMeHeN , WU TUIaHupyeTe
OepeMEeHHOCTD, Mepe/l HauyajioM IPUMEHEHUS IpernapaTa IPOKOHCYJIbTUPYHTECH C JI€UalIUM

BpPayOM WJIM paOOTHUKOM amTeKH.

YnpasiieHue TPAaHCIOPTHBIMHU CPeACTBAMM M padoTa ¢ MeXaHU3MaMM

®

HpenapaT HOCTCpI/ISaH HE OKa3bIBaeT BIMSIHHE HA CIIOCOOHOCTH YHOpaBJIATh TPAHCIIOPTHBIMHA

CpeICTBaMU M paboTaTh C MEXaHU3MaMHU.
3. llpumenenue npenapara Iocrepusan®

Bcerna HpHHHMafITC IpcriapaTt B IIOJJHOM COOTBCTCTBUHU C PCKOMCHIAUAMU JICHAICTO Bpada
NI pa6OTHI/IKa aIITCKU. HpI/I MOSIBJICHUH COMHEHMI HOCOBGTYﬁTeCB C JICHallluM BpaduoOM HJIA

pabOTHUKOM anTEeKH.

IlpuMmeHeHue y nereit

[TpotuBomnokazano netsam miuazie 18 ner.
IyTh 1 (M14) cocod BBeIeHUs

BBoaaT B aHaNIbHBIN POXO 110 OJHOMY CYHIIO3UTOPHUIO YTPOM M BEYEPOM IO BO3MOXKHOCTH
nocne Jnedexkaunu. PexomeHayemas cyTouyHas J03a - 2 Cynmo3utropus. Bo3MoxHO
KOMOMHMPOBAHHOE ~ MCHONb30BaHHE IlocTepu3an®  CyNMO3MTOPHEB  PEKTAlbHBIX U
[ocTepusan® Masu IS peKTAILHOTO U HAPYKHOTO TIPUMEHEHHS.

IIpoxo/KUTEILHOCTH TEpanuu

Kypc nedenus cocrapnsier 2-3 Heenu.
Ecaun Bl npunsiiin npeniaparta Iocrepuzan® GoJiblie, 4eM cJie0Baio
O ciydasix epe103MpOBKU HE COO0IIANOCh.

[Ipu cnyvaitHoM mnpornateiBaHUM (y JAeTel) MOTYT BO3HUKHYTBH >KEITyJOYHO-KHUIIEYHBIE

CUMOTOMBI (00JIb B )KMBOTE, TOIITHOTA).

4. Bo3MOKHbIe HesKeaTeIbHble peaKkuu
[Tof06HO BceM JIeKapCTBEHHBIM IIpemaparaM, Ipenapar IlocTepusan® MoKeT BBI3bIBATH

HEXKECIATCIbHBIC pCAaKIINH, OAHAKO OHU BO3HHUKAIOT HE Yy BCEX.
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COLNACOBAHO COOTBETCTBYET 3KCMEPTHOMY OTYETY

MWUHWUCTEPCTBOM 3[IPABOOXPAHEHMA oT 29028 2024 MW= 18148

(MOCNEOOBATENBHOCTE 0002)

NMPUKA3OM OT O ,2026 Ne 793 o
NOCTENOBATEN HeHhPACCTIROMNCTBA U HAPYIICHUA B MECTC BBCAGHU S

MecTHbIE peakIuu TUIEPUYYBCTBUTEIBHOCTH, HANpUMEp, 3yA U XOKeHHE (YacTto - MOTyT
BCTpeuaThCs He Ooree ueM 1 yenoBeka u3 10).
AJNIIEpruYecKuii KOHTAKTHBIA JIEPMATHT BCJICICTBHE IOBBIIICHHOW YyBCTBUTEIBHOCTH K

KOHCEpBaHTY (eHOoTy (HE 9acTo - MOTYT BCTpeuaTbes He Oosiee ueM y 1 yenoBeka u3 100).

Coo01ieHue 0 He:KkelaTeJIbHbIX PeaKIusix

Eciu y Bac BO3HHMKalOT Kakue-TuOO HeXellaTeNIbHbIE pPEaKIMH, MPOKOHCYJIbTUPYHUTECh C
BpauoM WM pabOTHUKOM amnTekd. JlaHHas pekoMeHJalus paclnpocTpaHseTcs Ha JHoOble
BO3MOJKHBIE HEXeJIaTeJIbHbIE PEaKIMU, B TOM YHCIE Ha HE TNEPEUMCICHHBIE B JIUCTKE-
BKJIaibIIe. Bbl Takke MOKeTe COOOIIUTh O HEXKENATEIbHBIX PEAKIUAX B HH(YOPMAIIMOHHYIO
0a3y NaHHBIX [0 HEXKENATEeNbHBIM DPEaKIHsIM (JIeHCTBUSAM) Ha JIEKApCTBEHHBIE Mperaparsl,
BKJIIOUasi COOOIIEHUs O HEI(PPEKTUBHOCTH JIEKAPCTBEHHBIX IPENapaToB, BBIABICHHBIX Ha

TEPPUTOPUU TOCYIAPCTB — UIeHOB EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a.

Poccuiickas Penepanusa

109012, r. Mocksa, CnaBsiHCcKas iomans, 1. 4, ctp. 1

DdenepanbHas ciryx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PocaapaBramzop)
Tenedon ropsueii muaum: 8 800 550 99 03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/

PecnyOnuka Bemapycs

220037, r. Munck, ToBapurieckuii niep., 2a

PVII «lleHTp 3KCNIEPTU3 M UCIIBITAHUI B 3[PAaBOOXPAHEHUI)

Tenedon: +375 17 242 00 29

OnexkTpoHHas noyra: repl@rceth.by

https://www.rceth.by

Coo0miasi 0 HeXenaTelIbHBIX peaklusx, Bbl moMoraere coOparh OoJibllie CBEACHUW O

0€e30IacHOCTH Ipernapara.
5. Xpanenue npenapara ITocrepuszan®

XpaHuTe mpernapaT B HEJOCTYITHOM JIsl peOeHKa MeCTe TaK, YTOOBl peOCHOK HE MOT YBHJIETh

€ro.

He HpHMCHﬂﬁTC npemnapar nocjic UCTCUCHUA CPpOKa roAHOCTH (chKa XpaHCHI/I}I), YKa3aHHOT'O

Ha Ty6e U TIayke 1mociie ciaoB «l'oaeH 10:».
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Xpanure npenapat npu Temreparype He Boiie 25 °C.

He BriOpaceiBaiiTe mpenapar B KaHAJIH3AIMI0. Y TOUHUTE Y paOOTHHKA alTeKH, KaK n30aBUTHCS
OT IIpenaparoB, KOTOpble Oojbllle HE MNOTPeOyIOTCS. OTH Mepbl MO3BOJAT 3aILUTHTH

OKPYXAaIOIIyI0 Cpeny.
6. Coaep:kuMoe YNIAaKOBKH U NIpoYHe CBeAeHHsA
Ipenapar Hocrepuszan® comepkut

1 cynno3urtopuii coaepKuT

JleiicTByoIIIEe BEIIECTBO: CTAHIApPTU30BaHHAs CYCIICH3Us KyIbTypbl Oaktepuii E. coli (6,60 x
108 HMHAKTHBHPOBAHHBIX MUKPOOHBIX KIeTOK) 387,10 mr;

BcnomorarenbHbIe BemecTBa: PeHOI (CKIKEHHBIN )*, MAaKpOToJIa MIIHIEePHITHIPOKCUCTEapaT,
JKUP TBEPIBIN.

*B coCTaBe CTaHAPTH30BAHHOM CYCIICH3UHU KYJIbTYpbl OakTepuii E. coli
Bueunuii Bux npenapara Iocrepusan® u coaepkumMoe ynaKkoBKH

CynnosuTopuu pexTaibHble.

TopnenoBuHbIE CYNIO3UTOPUN OT O€noro 10 OEXeBOro IBETa C XapaKTEpHBIM 3alaxoM
denomna.

Ha mnpomonsHOM cpe3e — OOHOPOIHBIE, HE COACpXKAIIME IIOCTOPOHHUX BKPAIUJICHHUM,
JIOITyCKAeTCsl HAJTMUME BO3YITHOTO CTEPKHS MJIM BOPOHKOOOPA3HOTO YTyOJeHHS.

I[To 5 cynmo3utopues B cTpun u3 amomunueBoi ¢onbru ¢ [TY/I13 nokpeituem. Ilo 2 crpuna
BMECTE C JJUCTKOM-BKJIAJIBIIIEM B KAPTOHHYIO MAUKYy.

Jlepaare/ib perucTpaluOHHOI0 YA0CTOBEPECHHA:
Hp. Kane ®apmanesruueckas ®adbpuka ['M6X, 'epmanus
IIpousBoauren:

Hp. Kage ®dapmaneprrueckas @adbpuxa ['MOX,
I'epmanus, 12277 bepnun, Purnmrpacce, 2
Ten. +49 30 7208 2 0

daxc +49 30 7208 2 200

3a um000ii uHdopManueii o npenapare cjeayeT oOpamaTbCs K JIOKAJbHOMY
NMPeICTABUTEIIO IePKATEJIS PErHCTPALMOHHOIO YI0CTOBEPEHMS:

Ha teppuropun Poccuiickon @enepanuu:
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COTNACOBAHO COOTBETCTBYET JKCMEPTHOMY OTHETY
R o1 29,08 2024 Ne 18143
o o D A (NOCNEOOBATENBEHOCTE 0002)

129110, Mockga, npocrnekT OIMMIUHCKUA,
oM 16, ctpoenue 5, stax 5, nomenieHue |

Tenedon: +7 (495) 502-92-47

E-Mail: safety@alceapharma.ru

Ha tepputopun Pectiyonuku Benapyces:

3A0 «¥Ouudapm» NBana Koseipera

223060, r. Munck, boneimoe Konbueroe mocce, 40-1, opuc 36, benapychb
Tenedon: +375-17-3940106

E-Mail: info@unifarm.by

referent@unifarm.by

JIMCTOK-BKJIAABIII MEPECMOTPEH

IIpouyne ncToOYHMKHM HHPOPMALMHU
ITonpoGHble cBemeHHs O JIEKapCTBEHHOM IIpemapare cojepxarcss Ha BeO-caiite Corosa:

https://eec.eaeunion.org
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