COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 23.06.2022 N= 15010

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFO TTIPERAPATA 1001

1. HAUMEHOBAHUE JEKAPCTBEHHOI'O IIPEITAPATA
HETUPU3NH-AJINYM, 10 mr, TabsieTKH, MOKPHITHIEC INIEHOYHOW 000JI0YKOM

2. KAYMECTBEHHBIA U KOJIMYECTBEHHbBIN COCTAB

JleficTByro1I€€E BEIIECTBO. LIETUPU3HH.

Kaxxnas tabnerka conepxut 10 Mr netupusnHa AUTHAPOXIOPHUA.

BcnomoratenbHble BelecTBa, HaJU4YME KOTOPBIX HA/I0 YUUTHIBATH B COCTAaBE JIEKAPCTBEHHOI'O
npenapara: JJaKTo3bl MOHOTUJIpaT (cM. pasnenst 4.3., 4.4.).

[TonHbIi epeueHb BCIIOMOTaTENIbHBIX BEIIECTB MIPHUBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabneTKH, MOKPHITHIE TNICHOYHOU 000JI0YKOM.

TabneTku, TMOKPHITBIE IUIGHOYHOH 000JI0Y4KOi Oeloro wWiam ToYTH  Oeloro  IIBeTa,
JIBOSIKOBBIITYKJIbIC, IPOAOJTOBaTOW (OPMBI CO CKPYIJICHHBIMH KOHIIAaMHU, C puckoir. Ha

IMMOIICPCUYHOM Pa3pe3€ AAPO 0e10ro WiM o4yt 0eIoro OBECTA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

[leTnpu3uH MoKa3aH JJisi IPUMEHEHHsI Y B3POCTBIX U JIETeH ¢ 6 NeT U cTapiiie A 00JIerdYeHus :

— Ha3WIbHBIX W TJIa3HBIX CHUMITOMOB KPYTJOTOAMYHOTO (IIEPCUCTUPYIOIIET0) U CE30HHOTO
(MHTEpPMUTTHPYIOIIETO) AJIEPTUYECKOT0 PUHUTA U aJUIEPTUYECKOTO KOHBIOHKTUBUTA: 3y/a,
YHUXaHbs, 3AJI0JKEHHOCTU HOCA, PUHOPEH, CIE30TEUEHUS, TUIIEPEMUN KOHBIOHKTUBBIL;

— CHMIITOMOB XpOHH'—IGCKOﬁ I/IJII/IOHaTI/I'-ICCKOI\/JI KpallMBHULBI.

4.2. PesxuMm 103MPOBaHNS U CTIOCO0 MPUMEHEHUsI

PexxuM 103upoBaHus

Bspocnvie
10 mr (1 Tabnetka) 1 pa3 B I€Hb.

Oco0ble TPVIIILI TAIMEHTOB

HauueHmbz NO2HCUTIOC0 803pacma
N3-3a BO3MOXKXHOIO CHIDKEHHS (I)yHKI_[I/II/I MMOYCK PCKHUM OO3UPOBAaHHUA IIpCliapaTa CICAYCT

KOPPEKTHPOBATh (CM. mojpaszen «[laireHTsI ¢ MoYeYHOoi HeJJ0CTaTOYHOCTRIO» paszena 4.2.).
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Tayuenmol ¢ napywenuem QyHkyuu nouex (NOCNEOOBATENEHOCTE 0001)

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

[TockonbKy IETHPU3UH BHIBOJIUTCS U3 OpraHM3Ma B OCHOBHOM IMOYKaMM (CM. paszzuen 5.2.), mpu
HEBO3MO>KHOCTH aJIbTEPHATUBHOIO JIEYEHUSI TAIIUEHTaM C IIOYEYHON HEJOCTaTOYHOCTBIO PEKUM
JO3UPOBaHUsl TIperapara CleayeT KOPPEeKTUpPOBaThb B 3aBUCHUMOCTH OT (QYHKIUH TMOYEK
(BeTMUMHBI KIIMPEHCA KPEaTHHUHA).

Knupenc kpeatununa (KK) ansd MyX4MH MOXXKHO paccUMTaTh HUCXOAS W3 KOHLEHTPALUU
CBIBOPOTOYHOT'O KpEaTHHUHA I10 ciexyomeii popmyie:

[140 — Bo3pacT (rozasl)] X macca Tesa (Kr)

KK =
(MJI/MI/IH) 72 X KKcpisopor (MF/,L[JI)

KK 1151 ’KeHIIMH MOYKHO pacCUuTaTh, yMHOKUB TOJTY4YEHHOE 3HaYeHue Ha Koddduuuent 0,85.

Jo3upoBaHue y B3pOCIIbIX MAIIMEHTOB C MOYEYHOU HEJJOCTATOYHOCTHIO

IToyeyHast HEAOCTATOYHOCTH KK (Ma/mun) Pexxum no3upoBanus
Hopma >80 10 mr 1 pa3 B acHB
Jlerkast 50-79 10 mr 1 pa3 B neHb
Cpennsis 30-49 5 mr 1 pa3 B 1eHb
Tsoxenas 10-29 5 Mr 4epe3 JIeHb
TepMuHanbHAS CTAIUS — AITUCHTHI, <10 pHeM Ipenapara
HAXOSIINECS Ha THaTN3e MPOTHBOIIOKA3aH

Tayuenmoi ¢ napywieHuem yHKyuu neveHu
VY nmanmeHToB C HapylleHHEeM TOJbKO (DYHKIMU MEYEHH KOPPEKIHHM peXUMa J03UPOBAHUS HE
TpeOyercs.
VY nmanueHToB ¢ HapyUIeHHEeM U (YHKIMH NeYeHH, U (PYHKIHUU TOYEK PEKOMEHAYETCs] KOPPEKIUs
JIO3UPOBAHUSA (CM. TaOJIUILY BBILIE).

€TH
Hetsim B Bo3pacte crapiie 12 et
10 mr (1 Tabnerka) 1 pa3 B nenb. MHoraa HavyanbHOM 10361 5 MT (1/2 TabneTku) MoKeT OBITh
JIOCTaTOYHO, €CJIM 3TO MO3BOJISIET JOCTUYb Y OBIETBOPUTEIBHOIO KOHTPOJISI CUMITOMOB.
Jletsim B Bo3pacte oT 6 10 12 ner
10 mr (1 tabnerka) 1 pa3 B meHb. [IpogomKuTENbHOCTh JICUCHHS HE JTOJDKHA TPEBBINIATH 4
Hezenb. ANbTepHATUBHO 71032 MOXKET OBbITh pa3JielieHa Ha JBa npueMa (o 1/2 tabieTtku yTpoMm u
BEUEPOM).
JleTsiM ¢ mouYe4YHON HEIOCTAaTOYHOCTBIO /103y KOPPEKTUPYIOT € YYETOM KJIMPEHCAa KpPEeaTHHHHA

(KK) u maccel Tena.



ot 23.06.2022 N2 15010

(NOCNEQCBATENEHOCTE 0001)

Cnoco0 rIpuMeHeHus

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

BnyTps.

[Ipunumarh mpenapar cieayeT BeuepoM, T. K. CHMIITOMBI CTaHOBSTCA OoJjiee BBIpa)KEHHBIMHU
BEYEPOM.

[Ipenapart cinenyeTr NpUMEHSTh HE pa3KeBbIBasi, PEKOMEH/YETCsl 3allMBaTh BOJIOM.

[Tpenapat MO>KHO IPUHUMATH HE3aBUCUMO OT IIpUEMa MUIIIH.

4.3. IIpoTuBONOKA3aHUS

['MnepyyBCTBUTENBHOCTh K LIETUPU3HMHY, THIPOKCU3UHY, NPOM3BOAHBIM IHUIEpasuHa WM K
ar000My U3 BCIOMOTAaTEIbHBIX BEIIECTB, YKa3aHHBIX B paszgene 6.1., TepMUHaIbHAs CTaius
MOYEYHOW HEIO0CTATOYHOCTH (KJIMpeHC KpeaTuHuHa <10 MI/MUH), JETCKHM Bo3pacT 10 6 Jer,
pPEeIKO BCTpEYaIoUIascs HACIEACTBEHHAs HENEePeHOCHMOCTh TallakTO3bl, JAC()UIIUT JIAaKTa3bl
Jonapei WM rII0K030-TalaKTo3Has Majibadbcopouus.

4.4. OcoOble yka3aHHUs U Mepbl PeI0CTOPOKHOCTH IIPH NPHMMEHEHHUH.

C 0CTOPOKHOCTBIO

— Xponunueckass moueunass HemocrtarouHocTs (XIIH) (mpm KK >10 wmur/mun Tpebyetcs
KOPPEKLHsI peKUMa JO3UPOBaHUS);

— IlanuenTts! noXuoro Bo3pacra (Ipu BO3paCTHOM CHUKEHUU KIyOOUKOBOM puiibTpanun);

— DOnuiencus U NalUeHTHl C IOBBIILEHHON Cy10pOKHON TOTOBHOCTBIO;

— TlammeHTsl ¢ mpeapacnoaralomuMu (akTopaMHu K 3aepkke Mouu (cM. mojapasen «Ocodbie
yKazaHus» pasaena 4.4.);

— Tlpu ogHOBpeMEeHHOM yroTpeOIeHHH ¢ ankoroieM (cM. pasaen 4.5.);

— Ilepuoa rpyaHOro BCKapMIIMBaHMS;

— bepemenHOCTSD.

Oco0ble yKazaHus

VY nanMeHToB ¢ MOBPEXJIEHHEM CIHUHHOIO MO3ra, TMnepIulasueil ImpeicTaTesIbHOW JKene3bl, a
TaKXKe MPHU HATUYMAW JIPYTHX TPeIpacroiaralonmx (GakTopoB K 3alepiKKe MOYH, TpeOyeTcs
COOITIOJIEHHE OCTOPOKHOCTH, TaK KaK IETUPH3UH MOKET YBEJINYHBATH PUCK 33JICPKKU MOYH.

VY mnanueHTOB C MOYEYHOM HEJOCTAaTOYHOCTBIO DPEXKUM JIO3UPOBAHMS IIpernapara Ccleayer
KOpPEeKTUpOBaTh (cM. paszen 4.2.).

PexomeHn0BaHO COOMIONATH OCTOPOKHOCTH MPHU NPUMEHEHHWH IIETUPHU3MHA OJHOBPEMEHHO C
QJIKOTOJIEM, TaK KaK ETUPU3UH MOXET IPUBECTH K MOBBIIIEHHOW COHJIMBOCTH.

OCTOpPOXXHOCTB cielyeT coOMI0IaTh y MAalUEHTOB C AMUJIETICHEH U MOBBIINICHHON CYJOPOXHOMN

TOTOBHOCTEIO.
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[Tepen Ha3zHaueHWEM AJJICPTOJIOTHYECKUX TIPOH peKOM@E@g%ﬁJ@EﬁQ&)Iﬁhi%&'ﬂﬁlﬁ»

CMEPTHOMY OTYETY

HepuoJl BBUJY TOTrO, YTO OnoKaTophl Hi-THCTaMMHOBBIX PELENTOPOB HMHTHOUPYIOT pa3BUTHE
KOXKHBIX aJUIEPTUYECKUX PEaKIUi.
[Tocrie mpexparieHust IPUMEHEHUS [IETUPU3NHA MOXKET MOSBUTHCS 3y W/WIN KPaMBHHUIIA, JaXKe
€CII 3TH CHMITOMBI OTCYTCTBOBAJM B Hayaje JeYeHUS. B HEKOTOPBIX CilydasX CHMIITOMBI
MOTYT OBbITh MHTEHCHUBHBIMH M TpeOOBaTh BO30OHOBJICHHUs Mpuema HeTHpu3uHa. CHUMITOMBI
MCUE3aI0T MPU BO30OHOBJICHUH NPHEMa IIETUPH3HHA.
[lpemapar comepXWT JAKTO3bl MOHOTHApAT, TMAaIMEHTaM C PEAKO BCTPEYAIOIICHCS
HACJIECTBEHHOH HEMEPEHOCHMOCTBIO T'aJaKTO3bl, JEPHUIUTOM JIAKTA3bl JIOTIAPEH MM TIIF0K030-
raJIakTO3HOHN MallbaOcopOIHeli He clieAyeT MPUHUMATh 3TOT Mpernapar.

eTu
LletupusuH B TabsIeTKax, HOKPHITHIX IICHOYHOH 000JI0YKOM, MPOTUBOIIOKA3aH JETAM JI0 6 JIeT,
IOCKOJIbKY JaHHas JIeKapcTBeHHas (opMa HE TIO3BOJSET HCIOIb30BaTh IOJIXOISIIYIO
JO3MPOBKY JUIS STOW BO3PACTHOW Tpymmbl. PekoMeHmyeTcs MCHOIb30BATh MEAMATPUUYECKYIO
JIEKapCTBEHHYIO (GOpMY (KaruIu JUIst TprueMa BHYTPb ).
4.5. B3aumopeiicTBHEe ¢ JAPYIrHMH JIeKAPDCTBEHHBIMH TMpenapataMH ¥ JApyrue BH/BI
B3aNMOJeliCTBUSA
OpnHOBpeMEHHOE NPHUMEHEHHE C  a3UTPOMHUIIMHOM, IIMMETHAWHOM, SPUTPOMHUIIMHOM,
KETOKOHA30JIOM WJIM TICeBAOA(EAPUHOM HE BIMACT Ha (PapMaKOKMHETUYECKHE MapaMeTphI
nerupusnHa. DapMaKOKMHETHYECKMX  B3auMoOJeHCTBMI He  HaOmonmanock. CormacHo
UCIIBITAHUSIM IN Vitro neTHpu3uH He BIuseT Ha d3pdeKT cBs3bIBaHUs Oelka BaphapHHa.
OmHOBpEMEHHBIN TIpHEM a3UTPOMUIIMHA, SPUTPOMHIIMHA, KETOKOHA30J1a, TEOPWIINHA H
ncepnoddenpruHa He BBIIBWI CYIIECTBEHHBIX HW3MEHEHHWH B KIWHUYECKUX JIAOOpaTOPHBIX
HIOKa3aTelsX, JKM3HEHHO BAKHBIX (PYHKIUSX U 31eKkTpokapauorpammax (IKI).
B wuccrnenoBannu ¢ opHOBpeMeHHbIM mpueMoM TeodmminHa (400 Mr B JeHb) W IETHPH3UHA
(20 mMr B geHp) OBUIO OOHAPYKEHO HE3HAYMTENBHOE, HO CTATHCTHYECKH JOCTOBEPHOE
noBbIIeHue 24-dyacoBoii miomaau noj kpusoi (AUC) na 19 % mnst uetupusuna u Ha 11 % s
teopummHa. Kpome Toro, MakcuManbHble YPOBHHU B IJIa3Me€ KPOBU YBETUYUIHMCH 110 7,7 % U
6,4 % COOTBETCTBEHHO AJIs LeTHUpU3UHA M TeopruinHa. OTHOBPEMEHHO KIUPEHC LEeTHPHU3UHA
ymeHbmmics Ha —16 %, a Taxoke Ha —10 % B cirydae TeomIIIHHA, KOTAAa NETHPU3UH TIPUHIMAITH
MaIMEHTHI, KOTOPBIE paHee MOyJaln JIedeHne TeoQrmummHOM. TeM He MeHee MpeIBapUuTeIIbHOe
JeYeHHE IETUPU3HMHOM HE OKas3aJllo CYIIECTBEHHOI'O BIMSHUS Ha (hapMaKOKHHETHUYECKHUE

napameTpsl TeOUIITHHA.
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[Tocie 0MHOKPATHOTO IpHeMa LeTupu3KuHa B noge 10 MF'MEJ&E%EE@E#%) Ladnitdinmo

HE yCHJIMBAJICS; CTATUCTUYECKH 3HAUMMOE B3aUMOJCUCTBHE ¢ 5 MT [ua3enama ObLIO TIOKa3aHo B
0THOM 13 16 MCUXOMETPUIECKIX TECTOB.

OpnnoBpemennsiii mpueM 10 Mr netupusuHa B JIeHb C MIMIKU3HIOM MPUBET K HE3HAYUTEILHOMY
CHI)KCHMIO TOKa3zareseil IoKo3bl. JTOT 3G (eKT He MMeeT KIMHHYECKOro 3HadeHus. Tem He
MEHEe PEKOMEHIYETCS pa3IeTbHbIA IPHEM — TIIUIH3UI YTPOM H LIETUPHU3UH BEUCPOM.

CrerneHb BCAachIBaHUS METUPH3WHA HE CHUIKACTCS TPH OJHOBPEMEHHOM NPHEME IHIIU, XOTS
BcachIBaHMe 3aMesieTcs Ha 1 yac.

B wucciaenoBaHuM ¢ MHOTOKpaTHbIM TpueMoM putoHaBupa (600 mr aBa pasa B jeHb) U
nerupusuda (10 Mr B JIeHb) CTCNEHb SKCIO3MIIMU IETHPU3UHA OblIa yBEJIHYCHA MPUMEPHO Ha
40 %, B TO BpeMsl KaK dKCIIO3UIUS pUTOHABUPA HE3HAUNTEIbHO n3MeHmach (-11 %) BcieacTue
COITYTCTBYIOILIETO MTPHEeMa LETUPU3NHA.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTALHS

bepeMeHHOCTB

JlanHble 1O TPUMEHEHHWIO IICTUPU3WHA BO Bpems OepeMmeHHOCTH orpanudeHbl (300-1000
ucxonoB OepeMeHHOCTH). OJHAKO HE BBISIBICHO Cly4aeB (OPMHUpPOBAHUS MOPOKOB Pa3BUTHS,
SMOpPHUOHANIBHOIN M HEOHATaIbHOW TOKCUYHOCTH C YETKOW MPUUMHHO-CIIEICTBEHHOH CBS3BIO.
DKCTIIepUMEHTAIBHBIC HCCIICIOBAHUSI HA JKUBOTHBIX HE BBIABIJIA KAKUX-JIHOO TPSMBIX WA
KOCBEHHBIX HEOJIArONMPUSATHBIX BO3JCHCTBUI LETUPHU3MHA HAa PA3BUBAIOIIUUCS IO (B TOM
YHclie B IOCTHATAILHOM MEpUOJIe), TeUeHHE OEPEeMEHHOCTH U POJIOB.

[Ipu OGepeMEHHOCTH Ha3HAu€HUE IETHMPU3MHA BO3MOXXHO TOCTE KOHCYJIbTAllUM C BpPauoM, B
clIydae ecid MpeoaraeMas mojb3a JJIsi MaTepy MPEBhIIIaeT NOTEHIIMATBHBIN PUCK IS IJI0/1A.
JlakTanus

He cnemyer mpuMeHATh LIETUPU3UH BO BpeMs TPYAHOTO BCKapMIUBaHUS, T. K. LIETUPHU3UH
AKCKPETUPYETCS C TPYAHBIM MOJIOKOM. L{eTupu3uH BeIeNsIeTCsS B TPYAHOE MOJIOKO B KOJTMYECTBE
25-90 % OT KOHIIGHTpAIlMK B TUTa3Me KPOBH, B 3aBUCHMOCTH OT BPEMEHH OTOOpa Mpod mocie
npremMa npenapara. HexxenaTelbHbIC peaKIIMH, CBSI3aHHBIC C IETUPU3UHOM, MOTYT HaOIOIaThCS
y TPYAHBIX JETEH.

B mepuon rpyaHoro BCKapMIIMBaHUS Tpenapar MPUMEHSIOT MOCNe KOHCYIbTalliUd C BpPavyoM,
€CJIM TIpeJIoJIaraeMast IoJib3a JIjIsl MaTepH IPEBHIIaeT MOTCHIINATBHBINA PUCK TSI peOCHKa.

DdepTUIbHOCTD

I[OCTYHHBIG JaHHBIC O BJIHMAHHMH Ha (bepTI/IHBHOCTB YCJIOBCKAa OIr'paHUYCHBI, OIHAKO

OTpULATCIIbHOTO BIIMAHUA HA (I)CpTI/IJIBHOCTL B UCCJICAOBAHUAX HA ) XKUBOTHBIX HC BBISABJIICHO.
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ObITh OepeMEeHHOHM, WM IJIaHUpyeTe OepeMEHHOCTb, HEOOXOAMMO MPOKOHCYJIBTHPOBATHCS C
BpayOM.

4.7. BausiHde HA CIOCOOHOCTH YNPABJISATH TPAHCHOPTHBIMH CPeACTBAMH M PadoTaTh C
MeXaHU3MaMHu

LleTupU3UH MOXET NMPHUBECTH K TOBBIIMICHHONW COHJIUBOCTH, CIIEAOBATEIBHO IpernapaTr MOXET
OKa3bIBaTh BIUSHUE HA CIIOCOOHOCTH YIPABJIATH TPAHCTIOPTHBIMU CPEACTBAMH, MEXaHU3MaMHU.
4.8. HexxesaTesIbHbIE peaKIUU

Pe3roMe HexxenaTeIbHbIX DEAKIINN

annvie, nonyuennvle 6 KIUHUYECKUX UCCTIE008AHUAX

0630p

Pe3ynbrarhl KIMHUYECKUX MCCIECAOBAaHUN IPOJEMOHCTPUPOBAIH, YTO MIPUMEHEHUE LIETUPU3UHA
B PEKOMEH/IOBAaHHBIX J[03aX MPUBOJUT K Pa3BUTHIO HE3HAYUTEILHBIX HEXeNaTeNbHbIX 3P PEeKTOB
CO CTOpPOHBI LeHTpanbHO#M HepBHOW cuctembl (IIHC), BkIOYas COHJIMBOCTH, YTOMJISICMOCTD,
TOJIOBOKPY)KCHHE ¥ TOJOBHYIO O0ib. B HEKOTOpHIX cllydasx Oblia 3aperucTpupoBaHa
napajaokcaibHas ctumysisanus LIHC.

HecmoTpst Ha TO, 4TO UETHUPU3HH SIBISIETCS CEJICKTUBHBIM OjokatopoM mnepudepuyeckux Hi-
pPELEeNTOPOB M MPAKTUYECKU HE OKAa3bIBA€T aHTUXOJMHEPTHYECKOTO IEHCTBHUS, COOOIIAIOCh O
€IMHUYHBIX CIy4YasX 3aTPYJIHEHUS MOYEHCITYCKaHHUsI, HAPYLIECHUSIX AaKKOMOJAIMU U CyXOCTH BO
pTy. Coo01anocs 0 HapyIeHUSX PYHKIMU MTEYEHH, COMTPOBOXK/IAIOIIUXCS MTOBHIIIEHUEM YPOBHS
MEYCHOYHBIX (PEpPMEHTOB W OmnnpyOuHa. B OONBIIMHCTBE Cly4yaeB HEXKeNaTENbHbBIC SBICHUS
pa3pemairch Mociae NPEKPALICHUS TpUeMa [ETUPU3UHA.

Iepeuenw neorcenamenbublx noOOYHbLX peaxyuil

HNMeroTcst aHHbBIE, MOJYYEHHBIE B XOJ€ JIBOMHBIX CJENbIX KOHTPOJIMPYEMBIX KIMHUYECKUX
WCCIICIOBAaHMM, HAMpaBICHHbIX Ha CpaBHEHWE IEeTHUPU3MHA W I[Janedo WId JPYrux
AHTUTUCTAMUHHBIX MPENapaToB, MPUMEHIEMBIX B PEKOMEHI0BaHHBIX /103ax (10 Mr oauH pa3 B
CyTKH i LeTupusmuHa), 6onee dyem y 3200 manueHTOB, HA OCHOBAHMHM KOTOPBIX MOKHO
MIPOBECTH JIOCTOBEPHBIN aHATHN3 JaHHBIX MO0 0€30MaCHOCTH.

CornacHo pesynbTaraM OOBEIMHEHHOTO aHalK3a B IIae00-KOHTPOIUPYEMBIX UCCIIEOBAHUSIX
MpU TMPUMEHEHUH IMeTHpu3uHa B /103¢ 10 Mr OBUIM BBISBJICHBI CIICAYIOIINE HEXEIaTelIbHbIC

peakumu ¢ yactoto 1,0 % nmu BeIIIIE.

Hexenarenbnsbie peakuun | Herupusun 10 mr IInane6o
(tepmunosiorust BO3) (n =3260) (n=23061)
Obwue HapyuleHus u
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HapyueHus 8 mecme 66e0enuUs (MOCHEOOBATENEHOCTE TP01)
YTomiseMocTh 1,63 % 0,95 %
Hapywenuss co  cmopoHnbl

HepBHOIL CUCmeMbl

l'onoBokpyxenue 1,1% 0,98 %
T"osoBHas 60Jib 7,42 % 8,07 %
Hapywenuss co  cmopoHbl

HCENYOOUHO-KUULEUHO2O

mpaxkma

Boumns B xxuBOTE 0,98 % 1,08 %
CyxocCTh BO PTYy 2,09 % 0,82 %
TomrroTa 1,070 % 1,14 %
Hapywenus ncuxuxu

COHJIMBOCTH 9,63 % 5,00 %
Hapywenus co  cmoponul

ovixamenvbHou cucmemol,

0p2aHo8 2pyOHOU KIemKU U

cpedocmeniust

dapuHTHT 1,29 % 1,34 %

XOTs 4acToTa CIy4aeB COHJIMBOCTU B IpyIIE IETUPU3MHA ObLIa BBIIIE, YEM TAKOBasl B PYIINe
m1anebo, B OOJBUIMHCTBE CIYy4YaeB ATO HEXKeNaTeNbHOE SIBJICHHE OBbLIO JIETKOW WM YMEPEHHON
creneHu TsokecTu. [Ipu 0ObEeKTHBHON OlLleHKEe, MPOBOJUMON B PaMKax JPYTUX HCCIEIOBaHU,
ObUIO MOATBEP)KICHO, YTO NPHMEHEHHE LETHPU3MHA B PEKOMEHJIOBAHHOW CYTOYHOW 103€e Y
3A0POBBIX MOJIOABIX ]106pOBOJ'II)II€B HC BJIMACT HA UX MMOBCCAHCBHYIO aKTUBHOCTD.

emu
B mnane60-KoHTpoNIUpyeMbIX UCCIIEOBAHUAX Y A€TeH B Bo3pacTe oT 6 mMecsleB A0 12 et 6bun

BBISABJICHBI CJICAYIOMIUC HEKECIIATCIbHBIC PCAKIIUA C yactoToil 1 % u BEIIIE:

HexenatenbHbIe peakunu
Herupusun (n =1656) | Ilaamedo (n =1294)
(tepmunoJiorust BO3)

Hapywenuss co  cmoponbi
HCENYOOUHO-KUULEUHO20
mpakma

HNuapest 1,0% 0,6 %

Hapywenus NCUXUKU
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COHJIMBOCTE 1,8 % (MOCIEQO E"“'TEHE.'W@}G TE000T)

Hapywenus co  cmoponuwl
ovlIxamenvbHou cucmemol,

0p2aHo8 2pYOHOU KIemKU u

cpedocmeniist
Punur 1,4 % 1,1 %
Obwue Hapyulenus u

HApyuieHus 6 mecme 66e0eHUs

YTOMIIEMOCTD 1,0% 0,3%

Onvim nocmpe2ucmpayuoHH020 NPUMEHEHUs.

[ToMuMO HEXENaTENBHBIX SBJICHWMA, BBIABJICHHBIX B XOA€ KIMHUYECKHX WCCICAOBAaHUH U
OIMMMCAaHHBIX BbBIIIC, B paMKaX IMOCTPECTUCTPAllMOHHOI'O HNPHUMCHCHHA IIpCliapara Ha6JHOIIaJH/ICI)
CJICAYIOUINE HEKENATEIbHbBIC PEaKIINH.

Hexenarenbunle ABICHUSA MIpCACTABJICHBI IO KJIaCCaM CUCTEMbI OpPraHOB MedDRA 1 49acCToTE
pa3BUTHSI, HA OCHOBAaHHMH JAHHBIX TIOCTPETUCTPAIMOHHOTO IPUMEHEHHUS TIpenapara.

YacToTa pa3BUTHS HEXKEJATSIBHBIX SBICHUN ONpeNeisiach CICAYIONIMM 00pa30M: OYCHb YacTo
(=1/10), wacto (=1/100, <1/10), mewacro (>1/1000, <1/100), penxo (=1/10000, <1/1000), oueHn
penko (<1/10000), vactoTa Hen3BecTHA (M3-32 HEAOCTATOYHOCTH JTAHHBIX).

HapymeHuﬂ CO CmMOpPOHbL KposUu U JluM(ban’ZMI{GCKOZZ cucmembl

OueHb peIKo: TPOMOOIIMTOIICHHS.

Hapywernus co cmoporbl UMMYHHOU CUCHEMbL

Penko: peakuyy runepyyBCTBUTEIbLHOCTH.
OueHb peako: aHAQUIAKTUYECKUH MIOK.

HCIDVWQHM}Z Memaboausma U NUMmanus

YacToTa HEeM3BECTHA: MOBBIIICHHUE alIICTUTA.

Hcuxuueckue napyuienus

HeuacTo: Bo30yxeHMe.

Penko: arpeccusi, CllyTaHHOCTb CO3HAHUSL, IEMIPECCUS, TAJUTFOLUHALINH.

OueHb penKo: THK.

Yactora HEW3BECTHA: CYWUIMAAIbHBIE WJIEW, HApYIIEHUs CcHa (BKJIOYas KOIIMapHbBIC
CHOBU/JICHUA).

Hapywenus co cmoponst HepsHoU cucmembl

Heuacro: mapecresum.

Penxo: cygoporu.
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TEIRHOCT

YacToTa HEU3BECTHA: HapyHICHUC MMaMATHU, B TOM YHUCJIC aMHE3Us, TJIIYXO0Ta.

Hapyuwienus co cmopoHbl opeana 3peHus

OueHp PEAKO: HAPYIICHHUE aKKOMOAalln, HEYCTKOCTh 3pCHUA, HUCTAarM.
YacToTa HEn3BECTHA: BaCKYJIHT.

Hapyuwenus co cmopomnsl opeana cayxa u Jza6upuHma

YacToTa HEU3BECTHA: BCPTUTO.

Hapywenus co cmoponbi cep()ua

Penko: Taxukapausi.

JKenyoouno-kuweunvie Hapyuienus

Heuacro: nuapes.

HapymeHuﬂ CO CMOpPOHbl ne4erHu u cheﬂ’{€6b1600}lu4ux nymeﬁ

Penko: mneuenouHas HEOAOCTATOYHOCTh, HN3MCHCHUC Q)YHKHI/IOH&HBHLIX INCYCHOYHBIX Hp06

(TOBBINIIEHNE aKTUBHOCTH TPaHCAMHUHA3, MICIIOYHON (ocdaras3pl, raMMa-riIyTaMuITpaHChepassl

U OnupyOuHa).
YacToTa HEeU3BECTHA: TEIATHT.

HapymeHuﬂ CO CImMOPOHbL KOJHCU U NOOKOJNICHLIX MKaHel

Heuacro: cbinb, 3ya.

Penko: kpanuBHHLA.

OdeHb penKo: aHTMOHEBPOTUYECKUI OTEK, CTOMKAsI JIEKAPCTBEHHAS dpUTEMA.
YacToTa HeU3BECTHA: OCTPBIN T'€HEPATU30BAHHBIN DK3aHTEMATO3HBIHN ITyCTYIIE3.

Hapywenus co cmoporbl MbluieyHou, CKelemHol U COeOUHUMENbHOU MKAHU

YacroTa HEM3BECTHA: apTPAITHSL.

HCIDVWQHM}Z CO CImMOPOHblL NOYEK U MOI{EGbZGOa}ZWMX I’ZVWZ@IZ

OdeHb penko: Iu3ypusl, SHype3.
Yacrora HEU3BECTHA: 3a/1€PKKA MOYH.

Obwue Hapyuienus U peakuui 8 Mecme 86e0eHUsl

HeuacTo: actenusi, HeZlOMOTaHHE.
Penxo: nepudepuueckne oTexu.

ﬂaéopamoprze U UHCMPYMEHRMAIbHbLE dannvie

Penko: moBwINIIeHHe MAcCHI TEIA.

Omnucanye OTICNbHEIX HeXKEIATSAbHBIX PEAKITUN

IIocne MpCeKpaliCHUs NPUMCHCHHUA LECTUPHU3NHA ObLIM OTMCUYCHBI ClIydan 3yJa (B TOM YHUCIIC

MHTEHCUBHOTO 3y/1a) U/WIN KPAIWBHUILIBI.
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100
Coo0111eHrEe 0 T0I03pEBAEMBIX HEKEIATEIbHbIX peaKL[I/Ihl;il o

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX IOCIe PETUCTPAINH
JICKapCTBEHHOTO TIperapara ¢ 1eibio 00eCredYeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauiMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs
coo0IaTh O JIIOOBIX MOJI03PEBACMbIX HEXKENATEIbHBIX PEeaKIUsAX JEKapCTBEHHOTO Ipemnapara
Yyepe3 HalMOHABHBIE CUCTEMBI COOOIICHHS O HEXKEIATeNbHBIX PEAKIIMSIX TOCYAapCTB — YICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas @enepanus

Anpec: 109074, r. MockBa, CnaBsitHCKas IJI01Ia/1b, 1. 4, cTpoeHue 1

@DenepanbHas ciry:k0a 1o Haa30py B cdepe 3apaBooxpanenus Poc3npaBHaazop

Tenedon: +7 (495) 698-45-38

®dakc: +7 (495) 698-15-73

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMAITMOHHO-TEIIEKOMMYHHUKAITUOHHON ceTu «nTepueT:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMOTOMBI

CumnTombl, HaOIIOaEMBbIEC TTOCTIE SIBHOW TMEPEAO3UPOBKHU Ipernapara, BIMUIM Ha [EHTPATBHYIO
HEPBHYIO CHCTEMY WJIM OBUIM CBSI3aHBI C BO3MOXKHBIM aHTHUXOJMHEPTHYECKUM 3(PPeKrToM.
CUMNTOMBI, KOTOpbIE HAONIONATNCh I[OCIE IMpHeMa [0 MEHBIIeH Mepe MATHUKPATHOTO
KOJIMYECTBA PEKOMEHIyEMOM CyTOUYHOM J103bl, BKIIIOYANIHU CIEAYIOIIee: CIyTaHHOCTh CO3HAHWUS,
JUapero, yTOMIISIEMOCTb, TOJOBHYIO 00Jib, HEIOMOTaHHME, MUApUa3, 3yI, OECIOKOMCTBO,
ceaTUBHBIN 3 (HEKT, COHITUBOCTH, CTYIIOP, TAXUKAPIUIO, TPEMOP, 3aJI€PKKY MOYH.

Jleuenue

Crneunduueckoro antuaoTa HeT. B ciydae nmepeno3upoBKU peKOMEHIYETCsS CUMIITOMATHYECKOe
WM TIoJIep KuBatoiee JiedeHue. [IpompiBaHue KemyaKka U/UiIM MpUEeM aKTUBUPOBAHHOTO YTJIS
MOXET ObITh d()PEKTUBHBIM, €CIIM MEePEO3UPOBKA MPOU3OILIA HelaBHO. [leTupu3uH 4acTUYHO

BBIBOAUTCS ITPU AUATIA3C.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoaMHaAMHYeCcKHe CBOiicTBA
®apMakoTepaneBTUYECKass TpYyINa: aHTUTMCTAMMHHBIE CPEICTBA CHCTEMHOIO JEHCTBHS;

IMPOU3BOJAHBIC MUIICPA3HHA.

Kon ATX: ROGAEQ7
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MexaHu3M IeHCTBUS

[leTupu3nH — aKTUBHOE BEIIECTBO IperapaTa — SBISETCS METa0OIUTOM I'HMIPOKCU3HMHA, 00a1aeT
AQHTUTUCTAMUHHBIM 3P (HEKTOM C MPOTHBOATUICPIHYECKUM JAEUCTBHEM. LleTMpH3HH OTHOCHTCS K
rpyIIie KOHKYPEHTHBIX AHTArOHUCTOB TMCTaMHHA, OJOKHpyeT Hi-THCTaMHUHOBBIC PELENTOpBI C
HEOONBLIMNM  BO3JCHCTBUEM Ha JpPyrde peHenTopbl M NPAaKTUYECKd HE OKa3bIBaeT
AHTUXOJIMHCPIrUICCKOI0O U aHTUCCPOTOHUHOBOI'O I[eI>'ICTBI/ISI.

I_[eTI/IpI/I3I/IH OKa3bIBACT BJIMAHUC Ha TUCTAMHUH3ABUCUMYKO CTAaAWIO AJUICPTHYCCKUX peaKL[I/II;’I
HEME/JICHHOTO JCHCTBHS, a TAaKXKe YMEHbIIACT MUIPAlUI0 303HMHOQHIOB M OrpaHUYUBACT
BBICBOOOXK/ICHHE MEIMATOPOB IPH AJUICPTHYCCKUX PEaKIMAX 3aMEIUICHHOro THIa. [IpakTiudecku
HE TPOXOAUT dYepe3 remarosHiedamnyeckuil Oapbep, M CIEIOBATEIFHO IMOYTH HE CIOCOOCH
JIOCTUYb LIEHTPaJIbHbIX peuentopos Hi.

Ddapmakoangamudeckue 3P EKThI

B nccnenoBanusx BIMSHUS THCTAMUHA Ha KOXY JE€HCTBHE LIETUPU3KHA B 03¢ 10 MI HaunHaIoCch

yepe3 | wac, mocturago MakcuMmyma co 2-ro mo 12-ii yac M Bce emle HaOIOJaIoCh Ha

CTaTHCTUYECKH 3HAYMMBIX YPOBHAX yepe3 24 yaca. B nononHeHne Kk aHTUTUCTaMUHHOMY () ety

LHETUPU3UH TaKXke 00J1aJaeT NPOTUBOBOCHAIUTENBHBIM 3(P(PEKTOM U TEM CaMbIM OKa3bIBaeT

BIIMSIHUE Ha MO3HIOK (pa3y aiiepruyeckon peaxiuu:

— mpu no3e 10 Mr omuH pa3 WM JBa paza B JIeHb MHTHOMpYET MO3IHIOK (a3y arperamuu
503MHO(DUIIOB B KOXKE;

— mnpu no3e 30 Mr B JeHb HMHIHOMpPYET BBIBEACHHE DSO3MHO(PHUIOB B OpOHXHAIBHYIO
AITbBEOJIIPHYTO JKUJIKOCTB TIOCIIE BEI3BAHHOTO JUIEPTEHOM OPOHXHAIBHOTO CY)KEHHUS,

— HMHTHOHMpPYET BHI3BAHHYIO KATMKPEHHOM TIO3THIOI0 BOCTIAINTEIHLHYIO PEAKIINIO;

—  TIOJABIISIET DKCIIPECCHIO MapKepoB BocmaneHus, Takux kak [CAM-1 wm VCAM-1,

— MHrubupyer AelcTBHe rUCTaMUHOINOepaTopoB, Takux kak PAF umu cyGcranums P.

5.2. ®apMaKOKHHeTHYECKHE CBOHCTBA

AOcopOuus

[Tocne mpuema BHYTpH mpemapar ObICTpO aOCOpPOMpYETCsl M3 JKEIyAOYHO-KUIIEYHOTO TPaKTa.

dapMaKOKHHETHYECKHE TTapaMeTphl ETHPU3NHA TPH €ro MPUMEHEHHH B J103aX OT 5 10 60 mr

U3MEHSIOTCS TMHEHHO. PaBHOBeCHAast KOHIIEHTpalUs JOCTUraeTcs yepes 3 JHs.

dapMaKOKHMHETHYECKUN PO IIIb HETUPU3NHA aHAIOTUYEH Y B3POCIBIX U JIeTei. Y aereil mocne

npreMa MeTHPU3NHA B J103€ 5 MT' KOHIIGHTpAIUsl aKTUBHOW CYOCTaHIIMM B OpraHW3ME TaKasl XKe,

Kak U y B3pOCIbIX nociie npuema 10 Mr. Y B3pocibIX Mmociie npruema neTupusnuHa B 1o3e 10 mr

MakcuMaibHast KOHIEHTpaus (Cmax) B IUIa3Me KPOBH JOCTUTaeTCs yepe3 1—2 yaca M cocTaBisieT

350 ur/mn. Y perel mocie mpuema LETUPU3MHA B J03€ 5 MI' MAaKCHMallbHAas KOHIIEHTpAIUsS

(Cmax) B TIIa3Me KPOBU JOCTUTAETCS Yepe3 | yac u cocTaBiser 275 HI/MIL.
11
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JOCTHUT'alOTCA C 0oJiee BBICOKOI CKOPOCTBIO.

Pacnopenenenne

Pacnpenenenne nocne npuemMa 10 mr cocraBnsier 35 JUTPOB y B3POCIBIX, a CBS3BIBAHUE C
Oenkamu 11a3Mel KpoBu — 93 %. YV nereit o0beM paciipesieseH s mocie MpruemMa 5 Mr cocTaBiIsieT
npuMepHo 17 auTpoB.

He3nauuTenbHoOe KOJIMYECTBO LIETUPU3HHA BBIAEIAETCS B TPYIHOE MOJIOKO.

buotp aHC(bODMaI_[I/IH

VY B3pocabix 60 % 1036l BBIBOAUTCS U3 OPraHu3Ma B HEU3MEHHOM BHJI€ TOYKAMHU.

DJIMMUHALHS

[Tocne mpuema 10 Mr y B3pocibix oOmuil kiaupeHc nerupusuHa coctarisier 0,60 mir/MUH/KT.
[Tepuon momyssiBeneHus (T12) cocraBiser mpumepHo 10 uaco. IIpueM HECKONbKUX /103 HE
u3MeHseT (hapMaKOKUHETUYECKUE TTapaMeTpBhI.

[Tpu npueme npenapara B cyrouHoil fo3e 10 mr B reuenue 10 qHel KyMyJslUUU LETUPU3UHA HE
Ha0J110/1a710Ch.

[Tocne oOkOHYaHMS JIEYEHHs] YPOBEHb LETHUPHU3MHA B IUIa3Me€ KPOBU OBICTPO MagacT HIKE
ornpezensieMbIX npeaenoB. [IoBTOpHBIE auieproioruueckue TeCTbl MOKHO BO3OOHOBUTH uepe3 3
JTTHSL.

IToyeyHas HETOCTATOYHOCTD

VY nmanueHToB C NMOYEYHOM HEAOCTATOUHOCTBIO JIETKOW CTENEHU TSDKECTH (KIMPEHC KpeaTHHUHA
[KK] >50 miu/mMuH) ¢apMakoKMHETHYECKHE IMapaMeTphl aHAJOTMYHbl TAKOBBIM Y 3/I0POBBIX
JIOOPOBOJIBIIEB C HOPMAJIBLHOUM (YyHKIIMEH MOYeK. Y MAIMEHTOB C MOYECYHOU HEOCTATOYHOCTHIO
cpenneit crenenu Tsokectd (KK 30—49 mu/mun) Tie yanunsercs B 3 pasa, a oOmMil KIUpeHC
cHikaercs Ha 70 % OTHOCHTEIBHO 3/I0POBBIX TOOPOBOJIBIEB C HOPMAJIbHOHN (DyHKIMEH OYeK U
y MalueHToB, Haxoasumxcs Ha remoananuse (KK <7 mn/mun), npu npueme npenapara BHyTpb B
no3e 10 mr Tie yanunsercs B 3 pasa, a 00U KIMPEHC CHUXKAeTcs npuodau3uTeabHo Ha 70 %
OTHOCHUTEJIBHO 370POBbIX JOOPOBOJIBIIEB C HOPMaJIbHOW (DyHKLHEH TTOYEK.

Menee 10 % nerupusuHa yaansercs B X0A€ CTaHIAPTHOM MPpoLEyphl FeMOJUANIN3a.

[IeuyeHOYHAs HEAOCTATOYHOCTh

Y  panMeHTtoB € XpOHMYECKMMH  3a00JIeBaHUAMM  TEYeHH  (TenaTOLEIUTIOJIIPHBIM,
XOJIECTATUYECKUM M OWJIMApHBIM LIUPPO30M) MPH OJHOKPATHOM IMpueme Inpenaparta B go3ze 10
wm 20 mr Tiz yBenuuumBaercs npumepHo Ha 50 %, a kimupeHc cHmkaerca Ha 40 %, mo
CPaBHEHHIO CO 310pOBBIMU CyObekTaMu. Koppekius 1036l He00X0/1MMa TOJIBKO B CIy4ae, €Cliu Y
NalUeHTa C TE€YEHOYHON HEeAOCTAaTOYHOCThIO HMMEETCS TAaKKe COMYTCTBYIOLIAS IOYeyHast

HEJIOCTaTOYHOCTD.
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JInita moKWJIoro Bo3pacra

VY 16 noxuibIX JIMI IPYU OJHOKPATHOM NpremMe npenapata B 703€ 10 mr Ti/2 661 Beime Ha 50 %,
a CKOpOCTb BbIBeieHUs Obl1a Huxke Ha 40 %, IO CpaBHEHHIO ¢ KOHTPOJIBHOM IPyIIOH.
CHuxeHue KIUpeHca LETUPHU3MHA Yy MOXKWIBIX MalMEeHTOB, BEPOSTHO, CBA3aHO CO CHUKEHHUEM
(YHKLIMU MOYEK Yy 3TOW KaTeropuu MalueHTOB.

eTu
VY nereii ot 6 10 12 net 70 % 03Bl BHIBOAUTCSA U3 OpraHU3Ma B HEU3MEHHOM BH/IE IIOYKaMU.
IToce mpuema 5 mMr y aeteit o0l KIupeHc netupusuHa cocrapiset 0,93 m/MuH/Kr.

Tu2 y nereit ot 6 1o 12 net coctaBiusger 6 4acoB, OT 2 10 6 JEeT — 5 4acos.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BcIOMOTraTeIbHBIX BelIECTB

Llem1r05103a MUKPOKpUCTAJUTMYECKAs]

[ToBunon K30

JlakT03BI MOHOTHIPAT

Kanbuus runpodocdara quruapar

KapOoxcumerunkpaxmai HaTpus (HaTpUs Kpaxmalla TIIHKOJIAT)

Maruus creapat

['unpomennosa (ruIpOKCUTIPONUIMETHIILIEIIIIOI03a)

Makporoa 6000 (mosmatunenrimkob 6000)

Turana quokcUz

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CPOK XpaHeHus )

3 roja.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTb 1pu Temmneparype He Boime 25 °C.

6.5. XapakTep U coaep:kaHHe MEPBUYHOI YIAKOBKH

ITo 10, 14, 15, 20 wmum 30 TaGieTok B KOHTYpPHYIO SUYEHKOBYIO YMAaKOBKY M3 IUIEHKH
MOJIMBUHUJIXJIOPUAHON U (POJIBIY aTIOMUHUEBOM M€YaTHOM JIAKMPOBAaHHOM.

ITo 1, 2, 3, 4, 5 nou 6 KOHTYPHBIX SYEMKOBBIX YIIAKOBOK BMECTE€ C HWHCTPYKLUHUEH IO
IIPUMEHEHHUIO NTOMEINAIOT B IAYKy U3 KapTOHA.

6.6. Oco0ble Mepbl MNPeIOCTOPOKHOCTH MNPH YHHYTOKEHUH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHBbIX IOcjde NpPHUMEHEeHUus:

JIEKApPCTBEHHOI'0 Npenapara u Apyrue MaHUIyJISIUM C PenapaTomM
13
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Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMU S
Poccus

AO «AJINYM»

142279, MockoBckas 001., T. CeprryxoB, pi. Obonenck, Tep. Kpapran A, . 2
7.1. llpeacTaBuTeb JepKATENsA PETHCTPANHMOHHOTO YI0CTOBEPEHHS

[Iperen3zun HOTDC6HT€HCﬁ HaOpaBJISITh 110 aAPECY.

Poccus

AO «AJINYM»

142279, MockoBckast 0011., r.0. Cepniyxos, pi. O6oneHck, Tep. Kpapran A, n. 2
Ten.: (4967) 36-01-07.

e-mail: info@binnopharmgroup.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHMU S

9. JATA IEPBUYHOM PETUCTPALIMHU (ITIOATBEPKJIEHUS PETUCTPALIUY,
HNEPEPEI'MCTPALIMN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmas xapakrepuctuka jekapcTBeHHoro mnpenapara LIETUPU3MH-AJIMYM noctynHa Ha
UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYyHHUKaIMoHHOH cetn «MaTepuer» http://eec.eaeunion.org
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