COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 20.08.2026 N= 16500

(MOCNEOOBATENEHDCTE 0027)

OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

[UKIIO®EPOH, 150 mr, TaGieTKH, TOKPBITHIE KAIIEYHOPACTBOPUMOM 000JIOUKOM

2. KAUECTBEHHbBII 1 KOJIMYECTBEHHBIN COCTAB

JleiicTByro111ee BEIIECTBO: METTIIOMUHA aKpHIOHAIETaT
Kaxnas Tabnerka coxepxkut: 150 Mr MeriaoMUHA akpujoHAIeTaT B Iepecuére Ha
AKpPUJOHYKCYCHYIO KUCJIOTY, IIOJYUYECHHBIN 10 CIEAYOUIEN IPOIUCHU: aKPUIOHYKCYCHOM KHUCIIOTBI
— 150 mr, merimromuna (N-MeTUATIIOKaMUHA) — 146 MT.

ITonnbI MEPCUCHb BCIIOMOT'aTCIIbHBIX BCIICCTB ITPHUBCACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTku, MOKPBITHIE KUIIEYHOPACTBOPHUMOI 000IOUKOH.
Kpyribie IBOSKOBBIMYKJIbIE TaOJIETKH JKEATOTO IBETa C IETbHBIMH KpasMH, TJIagKOH u
OJTHOPOJIHOM TMOBEPXHOCTHIO, MOKPHITHIE KHUIIEYHOPACTBOpUMON o0Oonoukoi. Ha momepeunom

paszpese sApo KENTOTO IBETA.

4. KIMHNYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

[Tpenapat nokasan K NPUMEHEHHIO Y B3POCIIBIX U IE€TEH C 4 JIET.
YV B3poCHBIX:

— B KOMIUIEKCHOW Tepanuu

e TpUIIA U OCTPBIX PECIIUPATOPHBIX BUPYCHBIX HH(pekuuit (OPBU);
® TepHeTHYecKor MHPEKINH.

— 1711 TOCTKOHTaKTHOM npodunaktuku rpunmna u OPBU.

V nereii ¢ 4 ner:

— B KOMIUIEKCHOM Teparuu

® TpUIIA U OCTPBIX PECIIUPATOPHBIX 3a00JIEBaHMIA;

® TepreTHYecKOor NHPEKIUH.

— 15 TPO(UIAKTUKY TPUIITA U OCTPBIX PECIIHUPATOPHBIX 3a00I€BaHUH.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEHUs!

PexuMm no3upoBaHus

[Ipenapar nprHUMAKOT B BO3PACTHBIX JO3UPOBKAX:
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B3pocasie: mo 450-600 mr (3—4 tabieTkn) Ha TPUEM.
— IIpu nedyenun rpumnma u OCTPHIX PECIUPATOPHBIX 3a00JIeBaHUI NpenapaT NPUHUMAIOT Ha 1, 2,
4, 6 u 8-e cytku (Kypc — 20 Tabnerok). JleueHne He0oOXOAMMO HAYMHATD ITPH MEPBBIX CHMIITOMAX
3a0oneBanus. llpu  TsDKEnOM — TedyeHMHM — rpUNNa B HEPBBIA  JIEHb  MPUHUMAIOT
6 Tabneroxk Ha npuém. IIpu HEOOXOAMMOCTH AONOJHUTEIBHO MPOBOASAT CUMITOMATHYECKYIO
TEpanuio (KapoIOHIKAIOIIKEe, 00JICYTOJSAIONINE, OTXaPKUBAIOIINE CPEICTBA).
— Ilpu repnernyeckoit MHGEKIMHU MpernapaT npuHuMaroT Ha 1, 2, 4, 6, 8, 11, 14, 17, 20 u 23-u
cytku (kypc — 40 Tabnerok). Jledenue nambonee >(h(PEKTUBHO TpH TOSBICHUU TIEPBBIX
CUMITOMOB 3a00JIEBaHUSI.
[ToBTOpHBINA Kypc IenecooOpa3sHO NMPOBOAMUTH yepe3 2—3 HEJeNnu MOocje OKOHYAHHUS ITEPBOTO
Kypca.
— Jlns mocTkoHTakTHOM mpodunaktuku rpumnmna 1 OPBU nmpu HenocpeCTBEHHOM KOHTaKTe (HE
6onee 3 nueit Hazan) ¢ GompHBIMU TpunmoM win OPBU npenapat npuHuMarot mo 4 tabiaeTku
(600 mr) B cytku Ha 1, 2, 4, 6 u 8-e cyTku (kypc — 20 TabneTok).
Ecnu npuém ouepenHoii 10361 perapara npoIyIieH, TO CleAyeT MPU NepBOi BOZMOXKHOCTH 0e3
ydeTa BpeMEHHOI'0 MHTEepBaja U yABOCHUS JO3UPOBKU MPOJOIKUTH KypC 110 HAUaTOM CXeMe.

eTH
Hetn ot 0 1o 4 net: 6e30nmacHOCTh U 3()(PEKTUBHOCTH HE YCTaHOBIICHBI, TAHHBIE OTCYTCTBYIOT;
Hetu 4-6 net: mo 150 mr (1 TabieTka) Ha TpHUEM;
Hetu 7-11 net: mo 300450 mr (2—3 TabneTkn) Ha PUEM;
Hetu crapure 12 net: mo 450—-600 mr (3—4 TabieTkn) HA TIPUEM.
e [Ipu rpumnme u OoCTpbIX PECHUPATOPHBIX 3a00JEBAaHUAX MpenapaT NPUHUMAIOT B BO3PACTHBIX
no3zax Ha 1, 2, 4, 6, 8, 11, 14, 17, 20 u 23-u cyrku. Kypc jedeHus cocCTaBisieT OT
5 o 10 npuéMoOB — B 3aBUCHUMOCTU OT TSDKECTH COCTOSIHHS U BBIPAXKEHHOCTH KIMHMYECKUX
CUMIITOMOB.
e Jlpu repmneruueckoil MHpekuuu npenapaT npuHUMaroT Ha 1, 2, 4, 6, 8, 11 u 14-e cyTku
nedeHus. Kypc nedeHHMss MOKET BapbUpOBAaThbCsl B 3aBUCHUMOCTH OT TSKECTH COCTOSIHUS U
BBIPQ)KEHHOCTH KIIMHUYECKUX CUMITOMOB.
e Jlna sKcTpeHHON Hecnenupuyeckod NPOPUIAKTUKY TPUINA M OCTPBIX PECHUPATOPHBIX
3a0oneBaHui (IIPU HEMOCPEACTBEHHOM KOHTakTe ¢ OoibHBIMH TpunmnoM wunun OP3 apyroit
STHOJIOTUH, B NEPUOJ SMUIEMHUH TPUIINA) MpernapaT npuHuMaior Ha 1, 2, 4, 6, 8 cytku. [lanee
OCYIIIECTBIISIIOT TIEPEPhIB Ha 72 4daca (Tpoe CYTOK) M MpoospKaroT Kype Ha 11, 14, 17, 20 u 23-u

cytku. O0umii Kype coctasiusieT ot 5 10 10 npuémos.
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[ToBTOpHBINA Kypc IenecooOpa3sHO NMPOBOAMUTH yepe3 2—3 HEeJeNnu Mocje OKOHYAHUS ITEPBOTO

Kypca.

Croco0 rmpuMeHeHus

BuyTps 1 pa3 B cyTku 3a 30 MUH J10 €1bl, HE pa3KEBbIBAs, 3a1IMBAsI /2 CTAKAHA BOJBI.

Oco0Bble IPVIIILI MAIUEHTOB

Iayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCIbIO

OTcyTCTBYIOT NaHHBIEe 0 HeOnmaronpusTHoM aeiictBuu npenapata [IUKJIODEPOH na ¢ynknun
neyeHd. OTCYTCTBYIOT JaHHbIE O HEOOXOAMMOCTH KOPPEKLUMU O3Bl Yy JIMI[ C HApYyLIICHUEM
(GYHKIMU TICYSHH.

Tayuenmoi ¢ noueunol HedOCMamouHOCMuio

OTtcyTcTBYIOT JaHHBIe 0 HeOnaronpuaTHoM AeiictBun npemnapara [IUKJIO®EPOH na ¢ynkuun
nouek. OTCyTCTBYIOT IaHHbIE O HEOOXOAUMOCTH KOPPEKIIUHU J103bI Y JIUII C HapyllIeHueM QyHKIUU
MOYEK.

Tayuenmui nodxcunozo 6ospacma

OTcyTcTBYIOT JAaHHble O HebOnaronpusTHoM feiictBuu mnpenapara [[UKJIOOEPOH wnu

HGO6XOI[I/IMOCTI/I CHMIKCHUS JO3UPOBKHU IIPHU IIPHUMCHCHUHU B ITIOKUJIOM BO3paACTE.

4.3. [IlpoTuBONOKA3aHHUS

® [ UnepuyBCTBUTEILHOCTh K METIIIOMUHA aKPUIOHAIETATY HITH K JITIOOOMY U3 BCIIOMOTATEIBHBIX
BEIIIECTB, IEPCUUCIICHHBIX B pasene 6.1;

® OepeMEeHHOCTh M MEePUOJI TPYTHOTO BCKapMiIuBaHus (cM. pazzen 4.6);

® IeKOMIIEHCUPOBAHHBIN UPPO3 NICUCHU;

e netu 10 4 net (cm. paznen 4.2).

4.4. OcoOble ykazaHMsl U1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Crenyer ¢ OCTOPOXKHOCTBIO TPUMEHSATH Mpenapar npu:

e OOJIe3HAX OPraHOB NHILEBApEHUs B CTaAMM OOOCTpeHUs (3pO3MHM, SI3BBI JKENIyAKa H/HIN
JIBEHAATUIIEPCTHON KUIIKH, TACTPUTHI U TyOJCHUTHI);

® QJUIEPTUYECKUX pEeaKIHsIX B aHAMHE3E;

e 3a00JICBaHHIX IIMTOBUIHOM JKEJIE3HI.

4.5. B3ammopeiicTBMe ¢ JAPYIrHMH JIeKAPCTBEHHBbIMHM IpenapartaMM W Jpyrue BHbI

B3aUMOAeliCTBUSA
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[MUKJIO®EPOH coBMmecTHM €O BCEMH JIEKAPCTBEHHBIMM IpeNapaTaMy, INPHUMEHSEMbIMH NPU
JICYCHUH yKa3aHHBIX 3a00JeBaHui (MHTEp(EPOHBI, XUMUOTEPANIEBTHUECKUE, CHMIITOMATUYECKHE
JIeKapCTBEHHbIE IIpenapatsl U Jp.).

YcunuBaer 1eiCTBHE MHTEP(PEPOHOB U AHAIOTOB HYKJI€O03UA0B. Y MEHbIIAET TOOOYHbIE Y3PPEKTHI

XUMHUOTEpanuu, HHTep(hEepOHOTEpAITUH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD W JJAKTALMS

bepeMeHHOCTB

bezonacHocth nmpumenenus npemnapara [{IUKJIO®EPOH y 6epeMeHHBIX KEHIIUH HE U3yYallach,
MO3TOMY IIPUMEHEHHUE TIpenapara npu OepeMEeHHOCTH MPOTHUBONOKA3aHO.

JlakTanus

Csenenuss o mnponukHoBeHuu mnpenapata LHUKJIO®EPOH B rpyaHoe MOJIOKO 4YelOBEKa

OTCYTCTBYIOT. HpI/IMeHeHI/Ie npemnapara B riIepuoa rpyAHOro BCKapMJIMBAHUS ITPOTUBOIIOKA3aHO.

4.7. BausiHue Ha CIOCOOHOCThH YupaBJsiTb TPAHCHOPTHBIMHU CpEACTBaAMH H paﬁoTaTb C
MEXaHU3IMaMH
HpenapaT HE OKa3bIBAaeT BJIMSAHHA Ha CIIOCOOHOCTH yYHOpaBJIsATh TPAHCIIOPTHBIMU CPEACTBAMH U

pa6OTaTI> C MCXaHHU3MaMHU.

4.8. HexenaresibHbIC peaKuMu

[To manupiM BcemupHOW OpraHu3ammy 37paBOOXPAHEHUS, HEXKeJIaTelabHbIe d(P(EKTh peaKkIuu
KJIACCU(UIIUPOBAHBI B COOTBETCTBUU C YACTOTOM MX Pa3BUTHS CIEAYIOIIUM 00pa3oM:

— oueHsb vacto (>1/10);

—yacro (>1/100, o <1/10);

—mueyvacto (>1/1 000, o <1/100);

— penko (>1/10 000, vHo <1/1 000);

— oueHsb peako (<1/10 000);

— YacTOTa HEM3BECTHA (HA OCHOBAHUH MMEIOIUXCS JAaHHBIX OLEHUTh HEBO3MOXKHO).

TabnmuHoe PE3IOME HEXKENATCIIbHBIX PEaKIINH

Cucrema opranos Yacrorta HexenatenbHble peakuun

Hapymienus co cTopoHsl OUYEHb PEIKO aHTMOHEBPOTUYECKUI OTEK

HMMYHHOﬁ CUCTCMBI
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Hapyuienust co cTopoHbI KOXKU U OYEHb PEIKO CHIIb,

IIOAKOKHBIX TKaHeHu KpalliBHUIIA

COO6H_IGHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxno COO6H_[aTI) 0 IIOAO3PEBACMBIX HEXKCIATCIBHBIX PCAKIUAX II0CJIIC PErucTpanuu
JICKApCTBCHHOT'O IMperiapaTa C LCJIbIO obecrneueHuUs HCIMIPCPBIBHOI'O MOHUTOPHUHT'A COOTHOIICHUA
«I0JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpcriapara. MeauImHCKUM paGOTHI/IKaM PECKOMCHAYCTCHA
COO6H_IaTL 0 JII00BIX IMOJ03pE€BACMBIX HECKCEIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIp€riapara
4€pe3 HalUOHAJIBHBIC CHUCTEMBI COO6H_[€HI/I$I 0 HCEXKCIIATCIIbHBIX PCaKIUAX IOCyaapCTB-4YJICHOB

EBpa3uiickoro 3K0HOMHYECKOr0 COI03a.

Pecnybnuxa benapyco

220045, r. Munck, ToBapuilieckuii nep., 2a

Yuutaproe npeanpustue «L{eHTp sKcrepTH3 U UCTIBITAHUH B 31paBOOXPAHECHUI
+375 (17) 242-00-29

OnekrpoHHas nouta: repl@rceth.by, receth@rceth.by

https://www.rceth.by

Pecnybnruxa Kasaxcman

010000, r. Acrana, paiion baiikonsip, yi. A. Umanosa, 13 (bL] «Hypcayner 2»)

PI'TI Ha IIXB «HauuoHaNbHBIA LEHTP 3KCHEPTU3bI JICKAPCTBEHHBIX CPEACTB M MEAMIIMHCKHUX
u3nenuity Komurera MeauuMHCKOro U (apMaleBTUYECKOro KOHTpOJs MUHHUCTEpCTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

+7(7172) 235-135

OnektpoHHas nouta: farm@dari.kz

https://www.ndda.kz

Kuipevizckaa Pecnybauka

720044, r. buikex, yi. 3-1 auHus, 25

JlemapTaMeHT JIEKapCTBEHHBIX CPEACTB M MEIMLMHCKUX u3JIenuil npu MuHuctepcTse
3npaBooxpaneHust Koiproizckoit PecrryOnmku

+996 (312) 21-92-88

OnektponHas nouta: dlomt@pharm.kg

http://www.pharm.kg

Poccuiickas ®edepayus
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109012, r. Mocksa, CraBsiHCKasl Iiiomiaib, 1. 4, ctp. 1

®denepanibHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
+7 (800) 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CaeneHnus o repeno3upoBKe Mpernapara OTCYyTCTBYIOT.

5. PAPMAKOJIOTUMYECKHUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA
®dapmakoTepaneBTudecKkas rpymnmna: IMMyHOCTUMYASTOPHI. J{pyrue UMMYHOCTUMYJISITOPBI.
Kox ATX: LO3AX

Mexanusm geiicTBus

[luknodepon sBIsieTCS HU3KOMOJEKYJSPHBIM HMHIYKTOPOM HWHTEpP(EpOHa, YTO OINpEaeisieT
HIMPOKUHN CIIEKTpP €ro OMO0JI0rMYecKoi aKTUBHOCTH (IIPOTUBOBUPYCHON, UMMYHOMOYJIUPYIOLIEH,
IPOTUBOBOCTIAJIMTENBHOM U Jp.).

[uxnodpepon 3¢dexkTrBeH B OTHOIIEHUH BHPYCOB TepIieca, TPUINA U JAPYTHX BO30yAMTENEH
OCTPBIX pecnupaTOpHbIX 3a0osieBaHuil. OOnagaeT HPSMbIM MPOTUBOBUPYCHBIM JEHCTBUEM,
HOJABJIAA PENPOIYKIMIO BUpyca HAa PaHHUX cpokax (1-5-e cyTku) MH(pEKUHOHHOro Impolecca,
CHIDKas MH(MEKUMOHHOCTh BHUPYCHOTO IIOTOMCTBA, MPHBOJS K OOPa30BaHUIO JePEeKTHBIX
BUPYCHBIX yacTull. [loBblmaeT Hecnenu(pUUECKyl0 pe3UCTEHTHOCTh OpPraHM3Ma B OTHOIICHUU

BHUPYCHBIX U OaKTepUaIbHBIX WH(EKIIHIA.

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

Abcopbrus

[Tpu mpuéme CyTOUHOM /10361 MAaKCUMAaIbHAS KOHIIEHTPAIMS B TUIa3Me KPOBH JIOCTUTAETCS Yepe3
2-3 d4aca, NOCTENEHHO CHMIKaeTcs K &-my wyacy, a uyepe3 24 waca IUKIIO®EPOH
00Hapy’KUBAETCS B CJIEJOBBIX KOJINYECTBAX.

DJIMMUHALNS

[lepuon momyBBIBENICHHSI TIpeniapaTa COCTAaBIISIET 4—5 4YacoB, MO3TOMY HCIIOJIB30BaHHE €T0 B

PEKOMEHIyEMBIX J03aX HE CO3/1a€T YCIOBUU JUISl KYMYJISILIUU B OPTaHU3ME.

6. PAPMAIIEBTUYECKHUE CBOVCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

IMoBunou K 30
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Kanpius creapar

I'mnpomennosa

[Tomucopbat 80

Kuweunopacmseopumas obonouxa:

MeTtakpuiioBOM KUCIOTHI U ATHIIaKpuiiata conojmmep [1:1]

IIponniieHrIuKoIb

6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

2 roza.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHECHHUH

XpaHUTh B OPUTHHAIBHOHN yIIaKOBKe (ITauKe U3 KapTOHA) Mpu TemrepaType He Boiie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

ITo 10 nnu 20 TabneToK B KOHTYPHYIO STYEUKOBYIO YIIAKOBKY U3 IJIEHKU MOIMBUHWIXJIOPUIHON 1
(boabru aTtOMUHUEBOMN /711 YIAKOBKHU.

1 KOHTYpHYIO AYEHKOBYIO yNakoBKY 1o 20 TabiaeToK, | WiIu 5 KOHTYPHBIX SYEHKOBBIX YIIaKOBOK
1o 10 TabneTok BMecTe ¢ MHCTPYKIUEH 110 METUIIMHCKOMY TPUMEHEHUIO (JIMCTKOM-BKJIAJIBILIEM )

MOMEIIAIOT B MMAYKy U3 KapTOHA.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mMpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOcjde NPHUMEHEeHUs
JIEKAPCTBEHHOT0 MpenapaTa u JApyrue MaAaHUMyYJISIIUN ¢ PenapaToM

Her ocobbix TpeOoBaHuii.

7. AEPZKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccuiickas @enepanus.

000 «Hay4HO-TexXHOIOrHYECKast (dapmaneBTHYECKAS bupma «ITOJIMCAH»
(OO0 «HTDD «ITOJINCAH»)

192102, r. Cankr-IlerepOypr, yn. Canosa, 1. 72, kopil. 2, TuT. A.

+7 (812) 448-22-22

OnekTpoHHas nouta: info@polysan.ru

7.1. IlpeacraBure/ib AepKaTessi peruHCTPALHOHHOIO YA0CTOBEPEHUS


mailto:info@polysan.ru
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[IpereH3un norpeOUTENIEN HAPABIATH 110 AAPECY:

Poccniickas @enepanvs

000 «HayuHo-TexHoyiornueckas dhapmarneBTHUCCKAs bupma «ITOJIMCAH»
(000 «HTDD «ITOJIMCAHY)

192102, r. Cankr-IletepOypr, yi. Canosa, a. 72, kopi. 2, auT. A.

+7 (812) 448-22-22

DnekTpoHHas rmoyra: safety@polysan.ru

Pecny6nuka benapych

000 «IIpomoComntominy»

220007, r. Munck, yin. Morunesckas, 1. 39A, BILl Bpems, nom. 210
+375 29 1585305

OnektpoHHas nouta: info@promosolution.by

Pecnybnuka Kazaxcran

TOO «REGICOM»

050046, r. Anmartsl, ip. AObuait xana, 1. 122/64, ks. 12
+7 (705) 132-78-51, +7 (727) 261-22-15

OnexkTpoHHas noyra: safety@regicompany.com

Keipreisckas PecniyOnrika

NII Hu EBrenus BiagumupoBHa

720031, r. bumkek, yn. HaiimanOaeBa, 1. 11
+996 779 325498

DnexTpoHHas mouTa: ni.evgeniya@bk.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUASA
JITI-Ne(000863)-(PT-RU)

9. JIATA TNEPBUYHOI PEIMCTPALMU (IIOJTBEPKIEHUS
PETUCTPALIMM, IEPEPETUCTPALIAN)

[Hara nepsoii peructpanuu: 26.01.2000

10. JATA IEPECMOTPA TEKCTA


mailto:safety@polysan.ru
mailto:info@promosolution.by
mailto:safety@regicompany.com
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O6mass xapakrtepuctuka JekapctBeHHoro mpemapata LUKJIO®EPOH nocrymHa Ha
uH(pOpMallMOHHOM TMopTaje EBpa3suiickoro SKOHOMHMYECKOTO €032 B HH(OpPMAlMOHHO-

KOMMYHHKAIIMOHHOM cetn «HTepHeT» http://eec.eacunion.org/



