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ITPEITAPATA

IInodakTepuodar noIMBaTCHTHBINH OYHIIICHHBIH

PerncrpanuoHHblii HOMePp.

Toprosoe HaumeHoBaHue. [TnobakTepruodar noaIuBaJICHTHBIN OYUIIICHHBIN.

Me:xkayHapogHoe HeNmaTeHTOBAHHOE WM TPYNIHPOBOYHOEe HauMeHOBaHHe. bakrepuodar
OakTepuii cTaQUIOKOKKAa + CTPENTOKOKKA + MpoTes + CHUHETHOMHOHM Majouku + KiIeOCHeIIbl
MHEBMOHHH + KUIIIEYHON MAJIOYKH, MHOTOKOMITIOHEHTHBIH.

JlekapcTBenHnasi popma: pacTBOp ISl MpueMa BHYTPb, MECTHOTO M HAPY>KHOTO MPUMEHEHUSI.
Cocras.

B 1 mu1 nexapcTBEHHOTO Mpernapara coIepKUTCA:

eiicmeyowee sewjecmeso.

CMech CTepWIbHBIX OUHMINEHHBIX (uibTpaTtoB (aronmsatoB Oakrepuii  Staphylococcus,
Streptococcus, Proteus, Pseudomonas aeruginosa, Klebsiella pneumoniae, Escherichia coli — mo
1 M.

Bcnomoecamenvnoe eeuecmeo.

8-ruIpOKCUXUHONIMHA CyNb(}aT/ 8-TUAPOKCUXMHOINHA CyIb(paTa MOHOTUIPAT B MepecyeTe Ha §-
ruapokcuxunoianHa cyiabdar - 0,0001 r (conepxkanue pacueTHoe).

Onucanme. IIpo3pauHasi KHUIKOCTh JKEATOrO IIBETA PAa3JIMYHON CTENEHUW WHTEHCUBHOCTH,
JIOITYCKAaEeTCsl 3€JICHOBAThI OTTEHOK.

dapmakoTepaneBTH4Yeckas rpynna. [Ipouune nedeOHbIe cpecTBa.

Kon ATX. VO3AX.

dapmakoJiornueckue cpoiicrBa. [Ipemapar BbI3bIBaeT crnenupuUYEcKUid JM3UC OaKTepuid
Staphylococcus, Streptococcus, Proteus, Pseudomonas aeruginosa, Klebsiella pneumoniae,
Escherichia coli.

IMoka3zanusi K NPUMEHEHUIO.

Jleuenne u npoduIaKTHKAa pa3iIMYHBIX (OPM THOWHO-BOCHAIUTENBHBIX U JHTEPAIbHBIX
3aboJieBaHMi, BBI3BaHHBIX OakTepusimu Staphylococcus, Streptococcus, Proteus, Pseudomonas
aeruginosa, Klebsiella pneumoniae, Escherichia coli y nmereii ¢ poxaenus mo 18 mer u y
B3pOCJIBIX B Bo3pacTe oT 18 neT u crapuie.

-3a00J1€BaHMsl JKEITYJOYHO-KHUILIEYHOTO TpakKTa (racTPOIHTEPOKOIHUT, XOJEIUCTUT, NaHKPEAaTUT,

TUCOAaKTeprO03 KUIIIEUHUKA);



COOTBETCTBYET SKCMEPTHOMY OTYETY
ot 16.07 2024 N2 14492
(NOCMEOQBATENEHOCTE 0001)

-BOCIIAJINTCIIbHBIC 3a00JIeBaHUs HOBOPORACHHBEX

nereli DAHHELRO BORDHACTA
[ r r

(racTpOPHTEPOKONUT, AUCOAKTEpPHO3  KUIIEUYHUKa, omdbanur, mneMmpuryc, MUOAECPMHUS,
CENTHUIIEMHS] U CENTUKOMUEMHUS Pa3IMUHOMN JTOKAIHU3AIUN );

-XUpyprudeckre MHPEKIHH (HarHOCHHUs paH, THOMHBIC MOPaKEHUSI KOXH, 0XKOTH, IMEPUTOHMT,
IUIEBPUT, MACTUT, OCTEOMUEIIUT);

-yporeHuTaabHble MHGEKUUU (LUCTUT, MUETOHEPPUT, SHIOMETPUT, BYIHBUT, OApPTOJIMHUT,
KOJIBITUT, CATbITUHTO0(OPHT);

-THOWHO-BOCTIAJIUTENIbHbIE 3a00JeBaHUs yXa, rOpjla, HOCA, Ma3yX HOCA, POTOBOHM IOJOCTH,
[JIOTKH, TOPTaHW, JIETKUX M IUIEBPHl (OTHT, aHTWHA, (DApUHTUT, CTOMATUT, MAPOJOHTHT,
raiMopHUT, PPOHTUT, THEBMOHUS, IUIEBPHUT);

-IIOCTTPAaBMAaTUYECKUII KOHBIOHKTUBUT, KEPATOKOHBIOHKTUBHUT, THOMHAs s3Ba POTOBULBI M
UPUAOLHUKIINT;

-poHIaKTHKa BHYTPUOOJILHMYHBIX WH(EKIWi, BbI3BaHHBIX Oaktepusimu Staphylococcus,
Streptococcus, Proteus, Pseudomonas aeruginosa, Klebsiella pneumoniae, Escherichia coli.
BaxupiM ycinoBuem 3(QexTuBHOM darorepanuu SBISETCS IMPEABAPUTEILHOE OINpeesieHue
(baro4yBCTBUTEIHLHOCTH BO30YIUTEIIS.

IIporuBonoka3zanus. ['UnepyyBCTBUTENBHOCTh K JCHCTBYIOIIEMY BEIIECTBY MJIU K JIIOOOMY U3
BCIIOMOTaTEJIbHBIX BEILECTB, IEPEUNCIICHHBIX B pa3zene «CocTapy.

IIpumenenne nmpu OepeMEHHOCTHM W B NEPHOA TPYAHOro BcKkapmiuBanusa. [IpuvmeHneHune
JAHHOTO TMpernapara npu OEepeMEHHOCTH M B NEpUOJ KOPMIIEHHUS TPYyIbIO BO3MOXHO MpHU
HaIMYUM  HMHQEKIUH, BbI3BAHHBIX ()aroyyBCTBUTENBHBIMM IITaMMaMHu OakTepuil (1O
PEKOMEH/IallNK Bpaya).

Cnoco6 npuMeHeHus U 103bl. [IpenapaT UCoNb3yIOT AJ1s IpHeMa BHYTPh (4epe3 poT), B BUJE
KJIM3M, alllJIMKalWi, OPOLLIECHNH, BBEICHU B IIOJIOCTU paH, BarMHbI, MaTKH, HOCA, I1a3yX HOCa, a
TaK)Ke B JPEHUPOBAHHBIE IMOJIOCTH: a0CILECCOB, OPIOIIHYIO, MJIEBPAIbHYIO, MOYEBOTO IY3bIpS,
IIOYEYHOH JIOXaHKH.

BHyTpb npenapat npuHumaroT Hatouiak 3a 0,5-1 gac 1o nmpuema numniy.

PEKOMEHIYEMBIE JIO3UPOBKU ITPEITAPATA

JO3A HA 1 ITIPUEM
IIPU PA3JIUYHBIX CIIOCOOaX BBEACHUS Mpenapara

BO3PACT MAIIMEHTA BHYTpPb (M) B KJIM3Me (M)

0-6 mec 5 10

6-12 mec 10 20
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Ot 1 roga no 3 met 15 20-30
Ot 3 no 8 et 20 30-40
Ot 8 1o 18 ner 20-30 40-50
Ot 18 et u crapuie 20-30 40-50

JleueHre THOMHO-BOCHAIUTENBHBIX 3a00J€BaHUN C JIOKAJM30BAHHBIMU IOPAKEHUSAMH JOJDKHO
IIPOBOAMTHCS OHOBPEMEHHO KaK MECTHO, TaK U IIPUEMOM IIpenapara BHYTPb.

B cnyyae o00pabGoTKM TOJOCTH THOMHOTO oOYara XHMHUYECKHMMH aHTHCENTHKAMH Tepes
npuMEeHEeHHeM OakTepuodara oHa JODKHA ObITh mpoMbiTa cTepuibHBIM 0,9 % pacTBOpOM
HaTpHUs XJIOPHJA.

[Tpu neyeHnn aHTUHBL, (PAaPUHTUTA, JJAPUHTUTA [IPENapaT UCIIONb3YIOT AJIS NOJIOCKaHUH MOI0CTH
pra u roTku 3 pasa B aeHb no 10-20 mui, kypc nedenus 7-10 nHei.

[Tpu neyennn OpoHXUTA, MHEBMOHUU IIpenapaT NPUHUMAIOT BHYTph 3 pa3a B AeHb 1o 10-20 mui,
a TaKkKe NPUMEHSIOT B BHJE a’po3oiell W uHramsauuil (6e3 mojxorpeBa U HCIOJIb30BaHMS
yIbTpa3ByKa), Kypc nedenus 15-20 queil.

[Tpu nedyeHun oTuTa Mpenapar UCHOJB3YIOT JJIs IPOMBIBAHMS U BBEJIEHHUS B IOJOCTh CPEIHETO
yxa 1o 2-5 min 1-3 pa3a B nens. Kypc neuenust 7-15 nuei.

ITpu nedenun BocHaneHUs Ma3yx HOca Npenapar UCIOIb3YIOT UIsl IPOMBIBAHUS IOJIOCTH HOCA,
HOCOIJIOTKH U Ia3yX Hoca B o3¢ 5-10 mu1 1 BBeneHus B nasyxu 2-3 mi. [Iponenypy noBTopstor
€XEeTHEBHO OJIHOKpATHO B Teuenue 7-10 gueit. Kpome Toro, nmpenapaTt BBOAAT B MOJIOCTh HOCA B
BUJIE TYPYH]I, CMOUEHHBIX OakTepruodarom, mo odepean B KaxkJIblii HOCOBOM X0/ U OCTaBIISIIOT B
teyenue 0,5-1 gaca. IIponeaypy noBropstoT 3 pasa B I€Hb, Kypc jeueHus 7-15 qHei.

IIpy nedyeHnn cTOMAaTMTa M XPOHUYECKOrO MApPOJOHTHUTA IIpernapar HCIOJB3YIOT B BHIE
MOJIOCKaHU moJiocTH pra 3-4 pasa B AeHb B jgo3e 10-20 M, a Takke BBEJACHHEM B
napaJOHTAJIbHbIE KapMaHbl TYPYH/, IPONUTAHHBIX OakTepuodarom, Ha 5-10 MuH, Kypc JeueHus
7-10 nHeil.

[Tpy KOHBIOHKTHBUTE U KEPATOKOHBIOHKTUBUTE Ipenapar MpUMEHSIOT 1o 2-3 kamm 4-5 pa3 B
JIeHb, Kypc JiedeHust 5-7 qHell; Mpy THOMHOM s13B€ pOTrOBULIBI — IO 4-5 Karesb B JIEHb B TEYCHHE
7-10 nHeW, mpu THOMHOM HUPHUIOLMKINTE - MO 6-8 Kamenb Kaxzaple 3 yaca B COYETAHUU C
IIPUEMOM BHYTPb B TEPANIEBTUUECKUX JO3UPOBKaxX B TeueHue 7-10 qHei.

[Ipu alcmecce mocie BCKPBITUS U YAAJ€HHUS THOMHOTO COJEPKUMOTO Mpernapar BBOAAT B
KOJIMUECTBE MEHbIIEM, YeM OOBEM YAaJIEHHOTO THOSI €KEAHEBHO OJHOKPATHO, KypC JI€UeHUs

7-10 mueii.



COOTBETCTBYET 3KCMEPTHOMY OTYEATY
4 Ne 14492
BHOCTE 0001)

[Tpy nepuTtoHUTE U IMIEBPUTE MpPENapaT BBOISTE IPOBAHHE
TJICBPATBHYIO Yepe3 JIPpeHaKHbIE TPYOKHU exenHeBHO ogHoKkpaTHO 20-70 mu, kypc neuenus 10-15
THEHN.

ITpu ocreomuenurte npenapar BBOAAT B IOJIOCTh paHbl YEPE3 TYPYH/bl, IPEHAKU B KOJIMYECTBE
10-30 M1 exxeTHEBHO OAHOKPATHO, Kypc JieueHus 15-20 quen.

ITpu nedyeHMn MacTUTa, HATHOCHUM paH M O’KOTOB, IIpENapaT NPUMEHSIOT B BUAC OpPOILICHHUS,
anIUIMKaLUH, TOBA30K, BBEICHUA B IPECHAXK B 103€ 5-50 MJI B 3aBUCUMOCTH OT O4ara IopakeHus
He MeHee | pa3 B JieHb, Kypc jgeduenus 10-15 guei.

[Ipy ne4eHHH THOWHO-BOCHATUTENLHBIX THHEKOJOTHYECKUX 3aboieBaHuil (HAarHOGHUU paH,
9H/IOMETPUTA, BYJIbBUTA, OAPTOJIMHUTA, KOJIBINTA, CAILIMHIOO(OPHUTA) Mpernapar UCHOIb3YIOT
JUIsL OPOLLUEHUH, alIUIMKAalUK, BBOJAT B IOJOCTU paH, BarMHbI, MaTku 1o 5-20 mul oguH pas B
neHs B TeueHue 7-10 queit.

[Tpu muctute, nuenoHeppuTe, ypeTpuTe mpenapar NpUHAMAIOT BHYTPh B TEPAIEBTUYECKOM /103€
3 pasa B JeHb 3a 1 yac g0 enpl B Teuenue 10-20 nueil. B ToMm ciiydae, eciiu moja0CTh MOYEBOTO
Iy3bIpsl WJIM TIOYEYHOH JIOXaHKHU APEHUPOBAHBbI, IIPenapar BBOJAT 4YEpe3 LHMCTOCTOMY HIIHU
HedpocTtomy 1-3 paza B nenb mo 20-50 My B MOYEBOM My3bIPh U 5-7 MII B IOYEUHYIO JIOXAHKY,
Kypc jeudeHus 7-15 queil.

[Ipy racTpo3HTEpOKOIUTE, MAaHKPEATUTE, XOJIEHUCTUTE, a TaKKe AMCOAKTEPHO3€ KHUILIEYHHKA
6akTeprodar NpUHUMAIOT BHYTPh B BO3PACTHBIX JIO3UPOBKaxX 3 pa3a B JIeHb 3a 1 yac 10 ebl B
TeyeHue 7-15 nHe (Mo KIMHMYECKUM TMoKazaHusM). Ilpu HeykpoTumoil pBOTE mpemnapar
IPUMEHSIOT B BHJI€ BBICOKMX KIU3M 2-3 pa3za B geHb no 20-40 mu. Ilpu nucbaxrtepuose
KHILEYHHKA MpenapaT MOKeT MPUMEHSATHCS ¢ MpenaparaMu HOpMOQIIOpHI.

Jnis npoduIIakTUKK BHYTPUOOJIIBHUYHBIX XUPYPrUUeCKUX MH(EKINI npenapaT UCTIONIb3YIOT A
00pabOTKH MOCICONEPAMOHHBIX M CBEXEHMH(PUIIMPOBAHHBIX paH B 03¢ 5-50 M1 B 3aBUCUMOCTH
OT OYara IopakeHMs €KEeTHEBHO OJHOKPATHO B TeUeHUe S-7 aHEM.

Ilpumenenue npenapamay oemeii 00 1 200a (6Kknwouas HeOOHOUWIEHHBIX Oemell).

ITpu racTpo3HTEPOKOIUTE, THEBMOHUU M CETICHCE HOBOPOXKIACHHBIX NpEnapaT NPUMEHSIOT Yepe3
pot 2-3 pa3a B cyTku 1o 3-5 mi 3a 30 MUHYT 10 KOpMJIEHMs. B cioydyasx HEyKpOTUMOW pBOTHI
npenapaTr NPUMEHSIOT B BHJE BBICOKMX KJIM3M (4Uepe3 ra3o0TBOAHYIO TPYOKY HWIIM KaTeTep)
€XETHEBHO OJHOKpATHO B J03¢ 5-10 mii. BO3MOXXKHO coueTaHue peKTaIhbHOTO (B BHJIE BBICOKUX
KJIM3M) U NEpOpaIbHOTO NpUMEHEHus npenapaTta. Kypc neuenus 7-15 nHel (110 KIMHMYECKUM
nokazanusaMm). [Ipu peunuBUpyroIeM Te4eHnH 3a00JIeBaHUs BO3MOKHO IIOBTOPHOE MPOBEJICHHE

KYPCOB JICUEHHS.
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anmukanui mo 5-10 M 2-3 pasza B neHb (MapiieByrO calndeTKy CMayuBarOT OakTepuodarom u
HaKJIaJIbIBAIOT HA MYTIOYHYIO PAaHKY WM MOPAKEHHBIM Y4aCTOK KOKH) B TeueHue 7-15 gHeit.

C nenp0 npoUIAKTUKA BO3SHHUKHOBEHHSI BHYTPUOOJIHHUYHON WH(MEKIIMH Yy HOBOPOXKIECHHBIX
nereil 6akTepuodar IPUMEHSIOT MO SMUAEMHUYECKUM MOKa3aHUAM BHYTPH 1o 3-5 mi 3 pasa B
neHb 3a 30 MUHYT 10 KOPMJICHHS B TEYEHHE BCETO CpOKa NMpeObIBaHUs B CTAIlIOHAPE.
[IpumeHeHue TmpemapaTa HE MCKIIOYAET MCIOJIb30BAaHUE JAPYTrUX AaHTUOAKTEPUATBHBIX U
MPOTUBOBOCTIAJIUTEIBHBIX MPENapaToB.

Ecnu mocne neuyeHHWs yiydlleHHss HE HACTyNMaeT WM CHMIITOMBI YCYIyOJISIOTCS, WU
MOSIBJISIFOTCSL HOBbIE CUMIITOMBI, HEOOXOJIMMO MPOKOHCYJIBTUPOBATHCS C BpadoM. [Ipumensiite
npemnapaTr TOJbKO COTJIACHO TEM IMOKa3aHUsSM, TOMY CIOCOOY NMPUMEHEHHS W B TeX J03aX,
KOTOpbI€ YKa3aHbl B UHCTPYKIIUU.

ITo6ouHoe aeiicTBHE.

YacToTa pa3BUTHS HEXENATEIbHBIX PEAKIUi MPEACTaBIeHa B COOTBETCTBUH C PEKOMEHIAIIUSIMHU
BceMupHo#i opranu3anuy 3ApaBOOXPAHEHUS U BKIIOYAET CIEAYIOUINEe KaTerOpUU: OUYEHb 4acTo
(>1/10), gacto (>1/100 no <1/10), newacto (>1/1000 mo <1/100), penko (=1/10000 mo <1/1000),
oueHb penko (mo < 1/10000) m gacrora Hew3BecTHa (HA OCHOBAaHUM HWMECIONIMXCS JAHHBIX
OIICHUTH HEBO3MOXKHO).

YacroTa BCTPCHACMOCTU HCIKCIIATCIIbHBIX peaKI_II/Iﬁ

CucremMHO-OpraHHblii Kjacc Yacrora HexesnatenbHbIe peakunu
(MedDRA)

HapyieHnus co cTopoHsl OdeHb penko AJulepruueckue peakimuu

VMMYHHOH CUCTEMBI

Oxumaercsi, 9T0 9acToTa, BUJ M TSDKECTh HEXKENIATEIbHBIX PEAKIMA Yy JETEH, MOAPOCTKOB U
B3pOCJIbIX OYJyT OJIMHAKOBBHI.

IMepeno3upoBka. O cirydasx nmepeao3upoOBKH HE COOOMIATIOCH.

B3aumoneiictBue ¢ JApYruMH JIeKapcTBeHHbIMHU cpeacTBamu. l[lpumeHeHuwe mnpenapara
BO3MOXKHO B COYETaHUU C JIPYTUMH JIEKaPCTBEHHBIMHU CpPEACTBAMH, B TOM YHCIE C
AHTHOMOTHKAMH.

Oco0bie yka3zanus. [lepen ucnonp3zoBanueM ¢uiakoH ¢ 6akrepuodaroM HEOOX0IUMO B30OITATh
u ipocMoTpeTh. [Ipenapat nomkeH ObITh MPO3pauHbIM U HE COAEPIKATh OCAIKA.

Buumanue! [Ipy nomyTHeHUH npenapaT He MPUMEHSTH!

B ciydae He0OX0MMOCTH HCTIONB30BaHMsI YacTh (IakoHa (MaJbIX J103) YAAJIUTh LEHTPAIbHYIO
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4acTh aAJIOMUHUEBOIO KOJIMA4yKa MUHIETOM—UAH—HOXHULAMU a00TaTh—OTKPHITYIO

MOBEPXHOCTh PE3MHOBON MPOOKM BaTHBIM TAMIIOHOM, CMOYEHHBIM CIUPTCOAEpPKAIIUM
pacTBOpoM, HaOpaTh HEOOXOOUMYIO 103y Ipemnapara CTepuiibHbIM mmpuneM. Jlns orbopa
KaX/I0i 7036l Ipenapata U3 (prakoHa cIenyeT HCIOJIb30BaTh HOBBIM CTEPHIIBHBIA IMIMPUI] C
urnoi. Ilpenapar w3 BCKpBHITOTO (yiakoHa MpH COONIOJEHUH BBIICTICPEUUCICHHBIX MPaBUIIL,
YCIIOBUN XpaHEHUs, U OTCYTCTBHUM MOMYTHEHHUS MOXET OBITh HCIOJb30BaH B TEUCHHE BCETO
CpOKa rOJHOCTH.

Biansinme Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CpeICTBAMHM, MeXaHHM3MaMH.
[Ipenapatr He BAMAET HA CHOCOOHOCTH YIPABIATH TPAHCIOPTOM MM 3aHUMAThCA JIPYTUMHU
MOTEHILIMAJIbHO OMACHBIMH BHJIAMHU JIE€ATEIBHOCTH, TPEOYIOIIMMH IMOBBIIIEHHOW KOHIEHTPALUU
BHUMAaHUS U OBICTPOTHI ICKXOMOTOPHBIX PEAKIIHil.

®opma BbINycka. PacTBop Uil nmpueMa BHYTPb, MECTHOI'O M Hapy»XHOro npuMmeHenus. llo
10 nmm 20 M Bo (nmakoHax crekisHHBIX. [1o 4 wim 10 dakoHOB B mauke u3 kaprona. [lo 4
(1aKkoHa B KOHTYPHOU SUEHKOBOM YIaKOBKE U3 IJIEHKU MOJIMBUHUIIXJIOPUAHOM, 1O 1 KOHTYpHOI
AYEUKOBOM yIaKOBKE B IIAYKE U3 KapTOHA.

YcaoBusi TpancnoptupoBanus. I[Ipu Temmepatype or 2 go 8 °C, nomyckaercs
TpaHCIIOPTUPOBaHUE IpH Temiieparype oT 9 1o 25 °C He Oosnee 1 mecsua.

YcaoBust xpanenus. [Ipu temneparype ot 2 10 8 °C B 3alIUIIIEHHOM OT CBETa MECTE.

XpaHUTb B HEJOCTYITHOM ISl IETEH MECTE.

Cpoxk rognocru.

2 rona.

He npumMeHAThH 10 HCTEYEHUH CPOKa FOJTHOCTH.

Yeaosus ormycka. OTmyckatoT 0e3 perenra.

Baapenen perucTpanMOHHOI0 y10CTOBEPEHHsI.

AO «HITO «Muxkporeny.

Poccus, 115088, r. Mocksa, yi. 1-1 JlyopoBckas, 1. 15, cTp. 2.

IIpousBoauTeb.

AO «HIIO «Muxporen».

Poccust, 115088, r. MockBa, yi. 1-1 JlyopoBckas, a. 15, ctp. 2, Tein. (495) 710-37-87, daxc (495)
783-88-04, e-mail: info@microgen.ru.

Anpec mpon3BOJICTBA!
Poccus, 450014, Pecniybnuka bamkoproctan, r. Ya, yn. HoBopoccuiickas, a. 105, ten. (347)

229-92-01.
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Opraﬂmaunﬂ, NpuHUMaAKIIasA MPETCH3UH I

AO «HITIO «Mukporeny.
Poccus, 115088, r. Mocksa, yi. 1-s1 JlyopoBckas, a. 15, ctp. 2, Ten. (495) 710-37-87, daxc (495)
783-88-04, e-mail: info@microgen.ru.
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