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1.HAMMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Humenpoi, 10 Mr/mi, pacTBop Uit BHYTPUBEHHOTO U BHYTPUMBIILICYHOTO BBEJICHHUS.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JeiicTByroiiee BemecTBo: AUPEHTUAPaMUHA THIPOXIOPUT

Kaxxapiii Mt pactBopa cogepxut 10 Mr quderruapaMmuHa TUIpOXIOpUIa.

Kaxxnas amiyna o6semom 1 mut conepkut 10 mr qudeHruapaMuHa rTuAPOXIOPUIA.

[TonHbI IepeyeHb BCIOMOTaTeIbHbIX BEUIECTB IPUBEIEH B pa3nene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBOp /11 BHyTPUBEHHOI'O ¥ BHYTPUMBIIIEYHOTO BBE/ICHMS.

Hp03paqHa;1 6CCI_IB6TH215I KUIKOCTD.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHus1 K IPUMEHEHHUIO

[Tpenapat lumenposn noka3aH K NPUMEHEHHIO Y B3pOCIIBIX U IETeH B BO3pACTe OT 7 MECSIIEB.
KommnekcHast Tepanus — aHaduiaakTHYecKMe M aHa(pMIAKTOMJHBbIE peakuuu, oTtek KBHHKe,
CBIBOPOTOYHAsI OOJIC3Hb.

4.2. Pexxum 103MpoBaHNs U €C1IOCO0 NPUMEHEHUs!

PexxuM 103upOBaHus

Bspocnvie
Pexomenayemast no3a st B3pocibix— 1 - 5 M (10-50 mr) 1-3 pasa B cyTkw.

MakcumanbHas cyrouHas 1o3a — 200 mr.

Jlemu

Jlumenposn npoTUBONOKa3aH y feteit B Bo3pacte oT 0 10 7 mecsues (cM. paznen 4.3).
PexoMennyemas no3a Juis JeTen:

— B BO3pacte ot 7 10 12 mecsaues — o 0,3 — 0,5 mut (3 — 5 mr);

— B BOo3pacte ot 1 roaa a0 3 net — 1o 0,5 — 1 mu (5 — 10 mr);

— B BO3pacte oT 4 1o 6 mer —mo 1 — 1,5 mi (10 — 15 mr);

— B BO3pacre ot 7 10 14 ner —mo 1,5 — 3 mi (15 — 30 mr);

— B BO3pacte oT 14 jeT — He OTIInYaeTcs OT PEKOMEHAYEMOU 103bl y B3POCIIBIX.
[Tpu HEe0OXO0IMMOCTH TpenapaT NPUMEHSIOT KaxKable 6—8 4acoB.

MaxkcumansHas CYTOYHAasA n03a AJid JEeTeH:
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— B BO3pacte oT 7 10 12 mecses — 2,0 m |20

Y OTYETY

— B BO3pacrte ot 1 10 3 ner — 4,0 M (40 mr),

— B BO3pacre oT 4 10 6 et — 6,0 M (60 mr),

— B BO3pacrte oT 7 10 14 net — 12 mn (120 mr);

— B BO3pacte oT 14 et — He OTINYaeTCs OT MAKCHMAIIbHON CYTOYHOM JTO3BI y B3POCIIBIX.

Cnooco0 nnpuMeHeHus

BHyTpHBEHHO WK TITyOOKO BHYTPUMBIIICYHO.

4.3. IlpoTUBONOKA3aAHHS

— T'unepuyBCTBUTENBHOCTh K AU(PEHTHAPAMUHY THAPOXJIOPHAY WM K J00oMy U3
BCIIOMOTaTeNbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zene 6.1;

— 3aKpbITOyTOJbHAS TT1ayKOMa,

— T'unepmuiasus npeacTaTeNbHOMN JKeTe3bl;

— Creno3upytolas si3BeHHass 00JIE3Hb KellyAKa U JBEHAAATUIIEPCTHON KUIIIKH,

— CreHo3 1mIEeWKN MOYEBOTO Iy3bIps;

— bponxuanbpHas acTMma;

—  Dnuencus,

— Ilepuox rpyaHoro BckapmiauBaHus (cM. pasnen 4.6.);

—  Jerckuii Bo3pacTt 1o 7 MecsneB (cM. pazaen 4.2.).

4.4. OcoOble yKka3aHus U MepPbl NPeIOCTOPOKHOCTH NPH NPUMEHEHUH

Henb3st BBOAUTH MOJIKOKHO M3-3a pa3/ipaXkarollero JeiCTBUS.

He pexomenmyeTcsi Ha3Ha4YaTh MallME€HTaM, 3aHUMAIONUMCS MOTEHIIMATBHO OMAaCHBIMH BUIAMU

JESTCIIbHOCTH, TPEOYIONMMH  TIOBBIIIICHHON  KOHIICHTPAIMM BHUMAaHUS UM OBICTPOTHI

MICUXUYECKUX U IBUTATETBHBIX PEAKIIUA.

Bo Bpemsi nedenuss AuQEeHTHAPaMUHOM CleIyeT H30erath yiabTpaduoIeTOBOIO H3ITyYeHUs U

yHoTpeOaeHHs 3TaHoIa.

Heob6xomumo nponHdopmMupoBaTh Bpaua 0 IpUMEHEHUHU JUMEAPOIIA: MPOTUBOPBOTHOE JIEHCTBHE

MOJKET 3aTPYAHATh TUATHOCTHKY alleHAWIIMNTAa U Paclo3HaBaHHE CHMIITOMOB MEPEI03UPOBKHU

JIPYTHUMH JIEKapCTBEHHBIMHU CPEACTBAMH.

4.5. B3ammopeiicTBue ¢ JIPYrHMH JIeKAPCTBEHHBIMH MNpenapaTaMH W Jpyrue BH/bI

B3auMMo/1eiicTBUS

[ToreHnupyer pAelicTBHE alKOTONsi M MPENapaToB, YTHETAIONUX IEHTPaIbHYI) HEPBHYIO

CUCTEMY.

AHTaroHUCTUYECKOE B3aUMOJCHCTBHME OTMEUAeTCS TMPHU COBMECTHOM Ha3HAYCHHUH C

MCUXOCTUMYJIATOPAMHU.
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OTpAaBJICHHUSL.
YceunuBaer — aHTHXOJMHEprudeckue  A(GGEKThl  JEKapCTBEHHOTO  cpeiactBa ¢ M-
XOJIMHOOJIOKUPYIOIIEH aKTUBHOCTBIO.

Wurubutopsl MoHoaMuHOKcuAasbl (MAQ) ycuaMBalOT aHTUXOJUHEPTHYECKYI0 AKTUBHOCTH
mudenruapamuna. JudeHruapaMuH UCIONB3YIOT AJIT YMEHBIICHHS PEaKuil P MepeIuBaHuN
KPOBH M KPOBE3aMEIIAIOIINX KUJIKOCTEH, TPH MPUMEHEHHH (DEPMEHTHBIX U APYTHUX MPEHapaToB.
Bxoaut B cocTaB TUTUYECKUX CMECEH.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

Bo Bpemsi OepeMeHHOCTH TPUMEHSATH C OCTOPOXXHOCTBIO U MO CTPOTMM KOHTpPOJIEM Bpaua,
MOCKOJIBKY aJIEKBATHBIX U CTPOTO KOHTPOJIUPYEMBIX HCCIENOBAHUN Y OEpEMEHHBIX KEHIIUH HE
MIPOBEJICHO.

JlakTanus

B cBs3m ¢ Tem, YTO CyIIECTBEHHBIC KOJIMYECTBAa MU(EHTHApPAMUHA BBIBOIATCS C TPYIHBIM
MOJIOKOM W MOTYT BBI3bIBAaTh CeNaTHBHBIA 3(dekT y nereil rpyAaHoro Bo3pacta (MOKET
HAOMIOIaThCSl TapaloKCalbHasl pPeakiMsl, XapaKTepuUsyrIascs BO30yAMMOCTBIO), Ha BpeMs
JICUCHUS CJIETyeT MIPEKPATUTh IPYAHOE BCKaPMIIMBAHHUE.

DdepTUabHOCTD

OTCyTCTBYIOT 1aHHBIE 110 BJIMSHUIO Npenapara Ha pepTUIbHOCTh MY>KUMH WIIN )KESHIHH.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMM CPeACTBAMM M PadoTaTh ¢
MeXaHUu3MaMHu

[Tpenapat [{umenpos BbI3BIBAET COHJIMBOCTh M HApyLIAeT OBICTPOTY peakiui, BCIEACTBUE YETO
IpernapaTr HeNIb3sl NPUMEHATh IPU YINPaBICHUHM TPAHCIOPTHBIMH CpPEIACTBAMHM M 3aHATUU
JPYTUMH TOTEHLIUAIbHO ONACHBIMM BHJAMM JESATEIbHOCTH, TPEOYIOUIMMH MOBBIIIEHHON
KOHIEHTPALlUU BHUMAaHUS U OBICTPOTHI ICHXOMOTOPHBIX PEaKLIUM.

4.8. HexkesaTelbHbIe peakiuu

Pe3roMe HeXeIaTeIbHbIX PEeaKIui

HexenarenbHble peakiy MPEACTABICHBI B COOTBETCTBUU C MOPAKEHUEM OPraHOB U CHUCTEM
OpraHoB B TIOCJIEIOBATEILHOCTH MEAUIIMHCKOTO CJOBapsl JJisi HOPMAaTHBHO-TIPABOBOMU
nestensHOCTH (MedDRA).

Hapywenus co cmoponvl Kposu u aumgamuueckoi cucmemsl: TEMOJIUTHYECKas aHEMUs,
TPOMOOIIMTONICHHU S, arPAHYIOIIUTO3.

Hapywenuss co cmoponbl cepoya. CHUXEHHE apTEePUAIbHOTO JaBJICHUSA, OUIYLICHHE

cepaueOreHtsl, TaXUKapus, SKCTPACUCTOIHSL.
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ropjia, MOBBIIICHHWE BS3KOCTH MOKPOTBHI, YyBCTBO CHABIMBAHHUA B TPyId M TOpJe, YMXaHHE,
3aJI0’)KEHHOCTh HOCA.

Hapywenus co cmoponsl opaana ciyxa u omoeil 6HYmMpeHHe20 yxa (1abupunm): HapylICHUE
3PUTEIBHOTO BOCHIPUSATHS, TUILIONHS, BEPTUTO, IIyM B YIIIaX, OCTPbIA JTaOUPHUHTHT.
Kenyoouno-kuweynvle Hapyuienus. CyXOCTb CIM3UCTOW OOOJOYKH MOJOCTH pTa, O0Nb B
SMHUTacTPHH, AHOPEKCHS, TOUIHOTA, PBOTA, IUapesi, 3amop, AUCKOM(OPT B SMUTACTPATIHLHON
obnacTu.

Obwue nHapywenus peakyuu 8 mecme 66edeHus: TIOBBIICHHOE MTOTOOTICIICHUE, 03HOO.
Hapywenusa co cmopoHbl uMMyHHOU cucmembl: KpAalUBHHIA, JIEKAPCTBEHHAs CBHIIb,
aHa(pUIAKTHYECKUH MIOK, (POTOCCHCUOMITU3ALIHSL.

Hapywenus co cmoponwvl HepsHOUl cucmembl: TONOBHAsA 00Ib, CeIaTUBHBIN 3(h(PEKT, COHIUBOCTH,
TOJIOBOKPY)KCHUE, HapyIICHHE KOOPAWHAIIMU JIBHXKCHHS, CIAa00CTh, CIyTAHHOCTh CO3HAHWS,
0eCIOKONCTBO, BO30YXK/IEHUE, HEPBO3ZHOCTb, TPEMOp, Pa3IPaXHUTEIHLHOCTh, OECCOHHUIIA,
sii(opust, mapecTe3nn, HEBPUT, CYJOPOTH, CHIDKEHHE CKOPOCTH TICHXOMOTOPHBIX PEaKITHii.
Hapywenus co cmoponvl nouex u mouesvblgo0swjux nymeti: yYalleHHOE WIH 3aTPyJIHEHHOE
MOYCHCITyCKaHHe, 3a/IeP’KKa MOYH, PAHHUE MEHCTPYaIlUH.

COO6HI€HI/I€ 0 TOA03PEBACMBIX HEXKCIIATCIBbHbBIX PCAKITNAX

BaxxHOo coo0maTh 0 Mo 03peBacMbIX HEXKENATEIbHBIX PEAKIHMIX MMOCIE PETUCTPAIMH Tpernapara
C 1enpl0 00ecredyeHHs HENmPEephIBHOTO MOHUTOPHHTA COOTHOIICHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOTO Ipernapara. MeIuIuHCKUM paOOTHUKAM PEKOMEHAYeTcs COOOIIaTh O JIHOOBIX
MoA03pCBACMBIX HECKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IpPCriapara 4€pe3 HAIlMOHAJIbHBIC
CHUCTEMBI COOOIICHUS O HEXENAaTeNbHBIX PEAKIUAX TOoCcydapcTB — uWieHOB EBpasuiickoro
HKOHOMHUYECKOTO CO03a.

Poccuiickas ®enepanus

Anpec: 109012, r. Mocksa, CraBsiHCKasl TUIOIIaab, 1. 4, cTp. 1

®denepanbHas cinyx0a mo Haa30py B chepe 3apaBooxpanenus (PocznpaBuanzop)

Tenedon: +7 (800) 550-99-03

Anpec anexTpoHHO# ouThl: pharm@roszdravnadzor.gov.ru

Caiit uHopMaImOHHO-KOMMYHHUKAIIMOHHOW ceTH: hitps://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
CHMIOTOMBI
Yraerenue uian Bo30yxaeHue (0COOCHHO y aeTeil) (yHKIMI [eHTPalIbHON HEPBHON CUCTEMBI,

AcCIIpeccus. I[pyTPIC CUMIITOMBI  NICPCAOZUPOBKHU  HAIIOMHUHANOT JIeiicTBUe aTpOIINHA:


https://www.roszdravnadzor.gov.ru/
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TpakTa.
Jleuenne

CrenuanbHOTO aHTHIOTA HE CylecTBYeT. [[poMbIBaHue KemyKa.

[TognepxuBaromme Mepbl BKIIOYAIOT KOHTPOJIb apPTEPUATLHOTO JIABJICHHS, IIpenaparsl,
MOBBIIIAIONINE aPTEPUAIBHOE IABJIICHHE, KUCIOPO/, BBEACHHUE IJIa3MO3aMEIIAIOIINX KUKOCTEN
BHYTPUBEHHO.

Henp3s ncnonp3oBaTh aIip€HAaJIMH U aHAJICIITUKH.

5. PAPMAKOJIOTHYECKUE CBOHCTBA

5.1 ®apmakoanHAMHYeCKH e CBOHCTBA

dapmakoTepaneBTHUecKas rpymna: aHTUTMCTAMUHHbBIE CPEJCTBA CUCTEMHOIO JIeHCTBUS; Y3PUpBI
AJIKWJIAMHUHOB.

Kox ATX: RO6AA02

Mexanusm geiicTBus

bnokatop HIl-rucraMMHOBBIX peLENTOPOB NEPBOrO IMOKOJIEHMs. [IeiicTBME HAa LIEHTPAJIbHYIO
cucreMy o00ycioBieHo Onokagoi HI-rucraMMHOBBIX peLenTopoB U M-XOJIMHOPELENTOPOB
TOJIOBHOT'O MO3Tra. YMEHBIIAET WU npeaynpeiKIacT BbI3bIBACMbBIC THCTAMHWHOM CIIa3Mbl rnamcoﬁ
MYCKYJaTyphl, IMOBBIILICHHE IIPOHULIAEMOCTH KallMJUIIPOB, OTEK TKAHEH, 3yJ WU THUIIEPEMHUIO,
o0ajaeT MECTHOAHECTE3UPYIOUIMM, HPOTHUBOPBOTHBIM, CENATUBHBIM 3(QEeKTOM, OKa3bIBaeT
CHOTBOpDHOE JEHCTBHE. AHTAarOHM3M C THUCTaMHHOM TMpOSBIsAeTCS B OONbLIEH CTENEeHU 10
OTHOIICHHWUIO K MCCTHBIM COCYAHUCTBIM pEaKuAM IpH BOCHAJICHUU HW aAJUICPruru, UYEM K
CUCTCMHBIM, T.C. CHWXXCHUIO apTCPHUAIBHOIO JaBJICHUS. OI[HaKO, opru MnapCHTCPAIbHOM
BBEJCHUU TNallMeHTaM C JAe(pUIUTOM o0beMa LUPKYJIUPYIOIEH KPOBHM BO3MOXKHO CHUKEHUE
apTEpUAIIBHOTO JABJIICHUS U YCUIIEHHE HUMEIOLIENCS TUIIOTEH3UU. Y JIIOACH C JIOKAJIBbHBIMU
MOBPEXACHUSIMH MO3Ta W SMWJIENICUEN aKTUBHPYET (Jlake B HU3KUX J103aX) SMUJIENTHYECKHE
paspsabl Ha 3JEKTPOoIHIEpanorpaMMe U MOXKET MPOBOLUPOBATH SIS TUYECKUM TPUCTYII.
JleiicTBre pa3BUBaeTCs B TEYEHUE HECKOJIIBKUX MUHYT, JUINTENBHOCTL — 10 12 9acos.

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

Pacnopenenenune

Ces3b ¢ O6enmkamu t1azmel — 98-99 %. [Iporukaet yepe3 remMarosHIehaTunIeckuii 0apbep.

Buorpancdopmarnus

MeTa60J’II/ISI/IpyeTCSI T'J1IaBHBIM o6pa30M B [NICYCHHU, HaCTUYHO — B JICTKHUX H ITOYKaX.

DIMMHHAINS
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MOJIHOCTBIO BBIBOJUTCS TIOYKaMH B BHJIE METAaOOJHMTOB, KOHBIOTUPOBAHHBIX C TIIFOKYPOHOBOM
KUCJIOTOM. CyIIeCTBEHHBIE KOJUYECTBA BBIBOJSATCS C I'PYJHBIM MOJIOKOM U MOTYT BBI3bIBaTh
celaTUBHBIN AP deKT y AeTel, HaXOASIIMXCS Ha TPYTHOM BCKapMIIMBaHUU (MOXKET HaOII0JaThCs

napajioKcabHas peakius, XapakTepU3yoascs Ype3MepHoil BO30YIUMOCTbIO).

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Bona mi1st uHBEKIINH.

6.2. HecoBMeCcTUMOCTDb

JlaHHbIN JIEeKapCTBEHHBIN IpenapaT HE CJIEAyeT CMEIIMBAaTh C APYTMMHU JIEKAPCTBEHHBIMU
IpernapaTami.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs1)

5 nmer.

6.4. OcoOble MepbI IPEAOCTOPOKHOCTH XPAHEHHS

B 3amunieHHOM OT cBeTa MecTe IIpu TeMieparype He Boie 25 °C.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKH

[To 1 mn B ammynsl HeiTpanbHOro crekina Mapku HC-3 ¢ Hazpe3oM M TOYKOM WM KOJIBLIOM
U3JI0Ma.

Ha amnysny Hak/1eMBarOT 3TUKETKY U3 OyMaru o)ceTHOM MM CaMOKJIESIIIYIOCS ITUKETKY.

I[To 3, 5 wm 10 amnyn nOMEmAOT B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 IIJICHKH
MOJIMBUHUJIXJIOPUAHOM min 1o 10 aMITys1 BMecTe C JINCTKOM-BKJIABIIIEM B KAPTOHHYIO MMAYKy U3
KapTOHa Ui MOTPEOMTENbHOM Taphl MapKu IIEJUTIOJNIO3HBI WJIM MEJIOBAaHHBIM XpoM-3p3all ¢
(opMoOii U3 KAPTOHHBIX SUEEK IS YKIAJAKH aMITyJl.

ITo 1 KOHTYpHOH SIYEHKOBOM yIakOBKE IO 3 aMITyJIbl; IO | KOHTYpPHOH SUEHKOBOM yIAaKOBKE IO
5 ammyn; o 1 KOHTYpHOH siuelikoBol ynakoBke 1o 10 ammys win 1o 2 KOHTYPHBIX SYEHKOBBIX
YHaKOBOK IO 5 amiyi; 1o 4 KOHTYPHBIX STUEHKOBBIX YHAKOBOK IO 5 amiyJ, MO 2 KOHTYPHBIX
AYEHKOBBIX YNAKOBOK 1O 10 aMIrysl BMECTE € JIMCTKOM-BKJIAJBIIIEM NOMELIAIOT B KAPTOHHYIO
Nayky U3 KapToHa JUIsl MOTPEOUTENbCKON Tapbhl MapKH LIEUTIOJIO3HBIM UM METOBAHHBIA XpOM-
ap3ai.

s cmayuonapos.

ITo 10 KOHTYpHBIX AYEHKOBBIX YINAKOBOK IO 5 aMmyJ MM MO 5 KOHTYPHBIX SYEHKOBBIX
ynakoBok 1o 10 ammyn; mo 20 KOHTYpPHBIX SYEMKOBBIX YHAakOBOK Mo 5 ammyn uiau no 10

KOHTYPHBIX STYEHKOBBIX YIIaKOBOK ITO 10 aMITyJl BMECTE C JIMCTKaMHW-BKJIaAbIIIaMHW PAaBHBIMH
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OTPEOUTENBCKOM Tapbl MapKH LIEJUTFOJIO3HBIN UIIM MEJTOBAaHHBINA XpOM-3p3all.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara WM 0TXO0A0B, MOJYYEHHbIX M0Jie NPUMEeHeHHs NMpenapara u
Apyrue MAHMMYJISLHMY € TPenapaTom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA

OOI11eCTBO ¢ OrpaHMYCHHON OTBETCTBEHHOCTHI0O XUMHKO (hapMarieBTuIecKkuii KoHepH « MUP»
(000 XOK «MUP»)

Poccus, 355035, CraBponosbckuit kpaid, r. CraBpomnonb, mocce CrapomapbeBckoe, a.91,

nomert. 43
Ten.: +7(928) 005-21-16, e-mail: info@cph-mir.ru

7.1. IlpencraBuTeIb AepKaTesisi perHCTPAIIMOHHOIO YAOCTOBEPEHUS.

[Iperen3un norpeduTene HAIPABIATE 110 aAPECY:

OO1IecTBO ¢ OTPaHUYCHHOW OTBETCTBEHHOCThIO XUMHKO (hapMareBTHUECKUil KoHIepH « MIPy»
(OO0 XDOK «MIP»)

Poccuiickass ®enepamnusi, 355035, CraBpononbsckuii kpaif, r. CraBporonb, MI0cCe
CrapomapneBckoe, 1. 9, momer. 43

Ten.: +7(928) 005-21-16, e-mail: info@cph-mir.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. TATA NEPBUYHOM PET'MCTPAIIMM (IIOJATBEPXJIEHHS PETHMCTPAIIUMH,
INEPEPET'UCTPAIIUHN

JlaTa nepBUYHON PErUCTPALINHN:

10. JATA IEPECMOTPA TEKCTA


mailto:info@cph–mir.ru
mailto:info@cph–mir.ru

