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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHROFPOTIPFERAPATA Y001)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITIPEITAPATA

Cencunop, 10 Mr, TaGIETKH, TOKPHITHIE TUICHOYHON 000JIOYKOH.

2. KAYECTBEHHbLIA U KOJJMYECTBEHHBIN COCTAB

JelicTByroliee BEUIECTBO: LIETUPU3HH.

Kaxnas tabnmeTka, MOKpbITas TUICHOYHOW 000704YKOM, comepkut 10 Mr nerupusuHa (B BHJEC
TUTHAPOXIIOPUIA).

BcnomorarenbHbie BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YUYUTBIBATH B COCTABC JICKAPCTBCHHOTO
npernapara: JakTo3bl MOHOTuApaT (cM. pazznensl 4.3., 4.4.).

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBENIEH B pa3aene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TalneTku, MOKPBITHIE TNICHOYHOH 000I0UKOH.
Kpyribie TBOSKOBBIMYKIIBIE TAOIETKH, MOKPHITHIE IJICHOYHOH OOOIOYKOW Oenoro WM IMOYTH

Oenoro 1BeTa, ¢ puckoi. Ha momepeunom paspese sapo Oeoro uiy mouTy OeJoro 1mBeTa.

4. K/IMHUYECKHE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHUIO

CeHCHHOp TTOKa3aH K MPUMEHEHHUIO Y B3POCIIBIX M IETEH B BO3pACTE OT 6 JIET I 00JICTYCHHUS:

® Ha3aIbHBIX M TIJIa3HBIX CHUMIOTOMOB KPYIJIOTOAMYHOTO (NMEPCUCTUPYIOLIEr0) U CE30HHOIO
(MHTEpMHUTTHUPYIOILIETO) AJJIEPrUU4ecKOro PUHHUTAa M aJUIEPIrMYECKOT0 KOHBIOHKTHUBUTA: 3YIa,
YnxaHus, 3aJI02)KCHHOCTH HOCA, pUHOPCH, CJIC30TCUCHU S, TUIICPCMUN KOHBIOHKTHUBBI;

® CHMIITOMOB XPOHUYECKON UAMONATUYECKONW KPATMBHUIIBL.

4.2. PexuMm 103MpOBaHMS U CIIOCO0 NPUMEHEHHUS!

PexxuM 103upoBaHus

10 mr (1 Tabnetka) 1 pa3 B CyTKH.

Oco0nIe I'pyHOIbl TaMEHTOB

Tlayuenmul nodtcunozo 6ospacma

N3-32 BO3MOXXHOTO CHIDKEHUS (DYHKIIMHM TOYEK PEXUM [O03UPOBAaHHUS Tpernapara cleayer
KOppeKTUpoBath (cM. Hxke «llarueHTsl ¢ MOYeUyHOI HEeTOCTATOUHOCTHIOR).

Tlayuenmul ¢ noyeunol HeOOCMAMOUHOCHBIO

[Tockonpky mnpenapar CeHCHHOP BBIBOJUTCS U3 OpraHu3Ma B OCHOBHOM IOYKaMH

(cM. pazmen 5.2.), mpU HEBO3MOXXHOCTH AIbTEPHATUBHOIO JICUCHUS NAYUEHMAM C NOYEYHOU
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HedoCmamoyHOCmbi0 PEKUM JI03UPOBAHUS Mpefiapara dﬂ:'ﬂ};a WR%@E&H@E SasHetMOCTH

ot pynkuuu nouek (BenmmuuHbl KK).
KK 1m1s My>kx4uH MOKHO paccuuTaTh, UCXOMS W3 KOHIICHTPAIIMM CHIBOPOTOYHOTO KpeaTHHUHA,
o CIIeayronieit popmyre:

[140 - Bo3pact (romsr)] * macca Tena (Kr)
72 X KKypopor (Mr/mm)

KK (Ms1/MuH) =

KK 1151 )KEHIIUH MOKHO pacCUMTaTh, YMHOXKHB MOJy4YeHHOE 3HaueHne Ha kodpurment 0,85.

ﬂo3up06anuey B3POC/IbIX nayuerHmoes ¢ NOYeUHOlU HedOCMAamo4HOCMbIO

TloueuyHast HeTOCTATOYHOCTH KK ma/Mmun Pexum no3upoBanus

Hopma >80 10 mr 1 pa3 B cyTku
Jlerkast 50-79 10 mr 1 pa3 B cyTkHn

Cpennss 30-49 5 mr 1 pa3 B CyTkH

Tsoxenas 10-30 5 Mr 4epes3 neHb

TepMuHanbHas cTamus —
MAIMCHTHI, HAXOISIIUECS Ha <10 MPUEM Ipernapara IPOTUBOIOKA3aH

JIan3e

Iayuenmoi ¢ HapywieHuem QYHKYuU neveHu
VY nanueHToB ¢ HApPYIIEHUEM TOJIHKO (PYHKIIMU MEYCHH KOPPEKIHHU PEKHMMa JO3MPOBAHUS HE
TpeOyercs. Y MalMEeHTOB ¢ HapyuieHuem u YHKYuu nevenu, u QyHKyuu noyek peKOMeHIyeTcs
KOPPEKIIHS JO3UPOBAHUS (CM. TaOIHUITY BBIIIE).
eTu
Jlemu om 6 0o 12 nem
10 mr (1 TabrieTka) OquH pa3 B CYTKH.
[TpogomKUTETEHOCTD JI€UEHUS HE T0JKHA MPEBHIIATh 4 HEJeNb.
ANbTepHATHBHO, 7033 MOXKET OBITh pa3jieleHa Ha jaBa npuema (o '/2 TaGIeTku yTrpoMm u
BEYEPOM).
Jlemu cmapwe 12 nem
10 mr (1 TabrieTka) oguH pa3 B CYTKH.
Wuorna HavanbHOU 10361 5 Mr (!/2 TabneTku) MOXKeT OBITH JOCTATOYHO, ECIIM 3TO MO3BOJIAET
JOCTUYh YAOBIETBOPUTEITHHOTO KOHTPOJISI CHMIITOMOB.
Jlemu ¢ noueunoii HedoCmamouHOCmbIO
o3y xoppektupytoT ¢ yaerom KK (kaupeHca KpeaTHHHHA) ¥ MacChl Tena.

Cnooco0 nnpuMeHeHus

BnyTps.
[TpuHuMaTh mpenapar cienyeT Be4epoM, TaKk KaK CUMIITOMBI CTAaHOBATCS 00Jiee BBIPaKEHHBIMU

BEYCPOM.
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Tpenapat CeHCHHOP CITE/yeT IPHMEHATH He PaBKeBHIBAA PEKOMEHyCTCH SATHBATE BOOH .|

[Ipenapat CeHCHUHOP MOKHO TPUHUMATh HE3aBUCUMO OT MpUEMa MHULIH.

4.3. IIporuBonOKa3aHUA

e [UMepUYyBCTBUTEIBHOCTh K NETUPU3WHY, THAPOKCU3UHY WIH APYTUM TPOU3BOIHBIM
nuInepasnHa, a TaKkxke JI00My IpyroMy KOMIIOHEHTY Mpernapara;

e TepMHUHaJbHas cTaaus nmodyeuHoi HepocrarouHoctu (KK < 10 mu/mMun);

® JIETCKHI BO3pacT 10 6 JieT (715l JaHHOH JIeKapCTBEHHOU (HhOPMEI);

® HaCJEICTBEHHAs! HETIEPECHOCUMOCTh T'aJlaKTO3bI, HEJOCTATOK JTAKTa3bl WIIM CUHIPOM TIIFOKO30-
TaJIaKTO3HON MajbaOCOpOITUH.

4.4. OcoOble yka3aHHus U MepPbI MPEAOCTOPOKHOCTH NPH MPUMEHEHU U

C 0CTOPOKHOCTBLIO

e Xponunueckas mouedyHas HegoctarodHocTh (mpu KK > 10 ma/mMuH TpeOyeTcs KOppeKus
peXuMa JO3UPOBaHUs);

® TAIMEHTHI MMOXKUJIOTO Bo3pacTa (IIPH BO3PACTHOM CHIKCHUH KITyOOUYKOBOUM (DUIIBTPALIHH);

® DSIWJIENCUS U MAIUEHTHI C MOBBIIIEHHOW CyI0pOKHOW TOTOBHOCTHIO;

® [MalMEHThl C NpeapacrnoiaralomuMu  (akTopaMu K 3aJepKKe Moud (CM. paszfen
4.4.);

® [IpU OJHOBPEMEHHOM YIOTPEOJICHUU C aJIKOTOJIEM (CM. pa3zaen 4.5.);

® IIepUOJ I'PYAHOIO BCKapMIIUBAHUS;

® OEpEeMEHHOCTb.

Oco0ble yKazaHus

VY nanMeHToB ¢ MOBPEXKIECHUEM CIIMHHOTO MO3ra, TMIEepIUIa3ueid MpeACTaTeIbHON JKeJe3bl, a
TakKe MPU HAIMYUU JIPYTHX Tpelpacroiararonmx (HakTopoB K 3aaep:KKe MOuH, Tpedyercs
COOJIOZICHHE OCTOPOXKHOCTH, TaK KaK ETUPU3UH MOXKET YBEIIMYUBATH PUCK 3a/ICPKKU MOYH.

Y nanueHToB € MOYEYHOW HEJOCTATOYHOCTBIO PEXHUM JI03UPOBAHMS Ipenapara Cieayer
KOPPEKTUPOBaTh (cM. pazuen 4.2.).

N3-32 BO3MOXKHOTO CHIDKEHHUS (YHKIIMM TIOYEK Yy TMAlMEHTOB IOXHWJIOTO BO3pacTa pPEeKUM
JIO3UPOBAHUs IIperapara ciaeayeT KOppeKTUpoBaTh (cM. paznuen 4.2.).

PekoMenz0BaHO COOMIOAATH OCTOPOXKHOCTh MpPHU NMPUMEHEHHH LIETUPU3UHA OJHOBPEMEHHO C
QJIKOT0JIEM, TaK KaK LETUPU3UH MOXKET MPUBECTH K MOBBIIIEHHON COHIMBOCTH.

OCTOpOKHOCTH CIIeZIyeT COOM0aTh y MAIlEHTOB C SMUJIETICHEeH M MOBBIIICHHON CYIOPOXHON
TOTOBHOCTBIO.

[lepen Ha3HayeHHEM aJIEPTOJIOTUYECKUX MPOO PEKOMEHJIOBAH TPEXJAHEBHBIA «OTMBIBOYHBIN
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nepuoj BBHAY TOro, 4ro OmokaTopsl Hi-ruct aMHHOBLRIZ&HgI%gI%%TE%H%? %lelhne

KOXKHBIX aJUIEPrUYECKUX PEAKIUH.

[Tocne mpekparieHus: IPUMEHEHHsI IIETUPU3UHA MOXKET MOSBUTHCS 3y W/WIHA KPANMBHUILIA, JAXKe
€CIIM 3TH CHUMITOMBI OTCYTCTBOBAJIM B Hadajie JIeYeHUs. B HEKOTOpBIX Cily4yasx CHUMIITOMBI
MOTYT OBITh MHTEHCHUBHBIMU W TpeOOBaTh BO30OHOBIEHUS NpueMa IeTHpu3uHa. CHMITOMBI
MCUE3al0T MPY BO30OHOBJICHUH NPUEMa ETUPU3UHA

eTu

[Ipenapar CeHcuHOpP B TaONEeTKaX, MOKPBITHIX TUICHOYHOW O0OJIOYKOM, MPOTUBOIIOKA3aH JETAM
10 6 JeT, TOCKOJIbKY JaHHas JIeKapcTBeHHasl (popma He MO3BOJSET UCIOJIb30BATh MOAXOISIIYIO
JIO3UPOBKY I 3TOM BO3PACTHOM TpymIibl. PekoMeHayeTcs HCnosib30BaTh MNEAUATPUUYECKYIO
JIeKapCTBEHHYIO popMy (Kariu Uit IpueMa BHYTPb).

BcnoMorarenbpHEIC BEIIECTBA

[Ipenapart coaepkUT JakTOo3bl MOHOTHUIpAT. [laniuenTaM ¢ HaclleICTBEHHOW HEMEPEHOCUMOCThHIO
rajlakTo3bl, HEJOCTaTKE JIAKTa3bl WJIM CUHAPOME TIOKO30-TalaKTO3HOW ManbabcopOruu He
cienyeT NpuHUMATh TOT Mpenapar.

4.5. B3aummopaeiicTBMe ¢ JIPYrUMHM JIeKAPCTBEHHBbIMM IpenapartaMd M JApyrue BHIbI
B3aNMOJAEHCTBUSA

OnHOBpeMEHHOE  TMPUMEHEHHE C  a3UTPOMHULIMHOM, IIUMETUJIMHOM, 3PUTPOMHIIMHOM,
KETOKOHA30JIOM WJIH TCeBIOd(QeIpUHOM HE BIHMSICT HAa (PapMaKOKHHETUYECKUE MapaMeTphl
netupusnHa. DapMaKOKMHETHYECKUX  B3auMOACHCTBUU He  Habmomanochk. CoriacHo
WCIIBITAaHUSIM i1 Vitro, IETUPU3UH HEe BIusieT Ha 2G(EKT CBA3bIBaHUS Oeika BapdapuHa.
OnHOBpEeMEHHBI TpUEM a3UTPOMUIIMHA, JPUTPOMHUIIMHA, KETOKOHA30lla, TeOPWIINHA U
nceBAod(eprHa HE BBISBUI CYIIECTBEHHBIX HW3MEHEHUU B KIMHHUYECKUX J1a00paTOPHBIX
MoKa3aTeNsiX, XKM3HeHHO BaxkHBIX GyHKImsax u OKI. B umccrnemoBanwu ¢ OJHOBPEMEHHBIM
npuemoMm teodmmuHa (400 Mr B aeHb) u nerupusuHa (20 Mr B JeHB) ObUTO OOHAPYKEHO
HE3HAYUTENIbHOE, HO CTATUCTUYECKU AOCTOBEpHOE MoBbIieHne 24-yacoBoit AUC (tutomany nox
kpuBoit) Ha 19 % ans uerupusuHa u Ha 11 % g treopummnaa. Kpome Toro, MakcuMalibHbIE
YPOBHH B IIJIa3M€ KPOBH yBeIMYHINUCH 10 7,7 % u 6,4 % COOTBETCTBEHHO ISl LIETUPU3UHA U
teopmmuHa. OTHOBPEMEHHO KJIMPEHC LETUPU3NHA YMEHbIIUICSA Ha -16 %, a Taxke Ha -10 % B
ciy4ae Teo(pWIINHA, KOTJa [ETUPU3WH TPHUHUMATIM TMAIMEeHTHI, KOTOpPhIE paHee IMOoIydalu
nedeHue TeopuinHOM. Tem He MeHee, MpeABapUTEIHHOE JICUYCHHE IETUPU3MHOM HE OKa3ajo
CYILIECTBEHHOTO BIUSHUSA HA (papMaKOKHMHETUYECKUE apaMeTphl Teo(UIUIHHA.

[Tocne omHOKpaTHOro mnpuema mnetupmsuHa B go3e 10 mr sddexr amkorons (0,8 %o)
3HAQUUTENIbHO HE YCHJIMBAJICS; CTaTUCTUYECKH 3HAUMMOE B3aMMOJIEUCTBHE C 5 Mr auazernama

OBLIIO JOKA3aHO B OJHOM M3 16 ICHXOMETPUIECKUX TECTOB.
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OnHoBpemeHHbIN TipueM 10 MT neTupu3nHa B JieHb C rﬁﬁ@%&pﬁggﬁkﬂ@;{;ﬂd%&-HOMy

CHIDKEHHMIO TOKa3aTeJed TIIoKO3bl. OJTOT 3(PQeKT He HuMeeT KIMHHUYECKOro 3HAueHHs.
Tem He MeHee, pEeKOMEHLYETCSl pa3/iebHbINA IPUEM — MIMIU3UA YTPOM U LETUPU3UH BEUEPOM.
Crenenb BcachlBaHHSA UETHUPU3MHA HE CHIIKAETCS IPU OJHOBPEMEHHOM MpHEME MUIIH,
XOTs BcachIBaHHe 3amesieTcs Ha | yac.

B wuccinenoBanuu ¢ MHOTOKpaTHBIM IpueMoM puToHaBupa (600 Mr nBa paza B J€Hb) U
nerupusuHa (10 Mr B JIeHb) CTENeHb SKCIO3WIMH LIETUPU3WHA ObUla yBEIHUYEHA NPUMEPHO
Ha 40%, B TO BpemMs KaKk »DKCIO3ULMSA PUTOHABUpPA HE3HAYNUTEIBHO HW3MEHMIIACh
(-11 %) BcencTBUE COMYyTCTBYIONIETO IpUEMa ETUPU3HHA.

4.6. @epTHIBHOCTb, 0EPEMEHHOCTDb U JAKTALMS

bepemeHHOCTD

JlanHple MO  NpPUMEHEHUIO  I[ETHUPU3WHA BO  BpeMs  OEpEeMEHHOCTH  OTpPaHHYEHBI
(300-1000 wucxomoB OepemMeHHocTH). OpHAKO HE BBISIBICHO ciiydaeB (opMupoBaHUs
IIOPOKOB  pa3BUTHs, OSMOpPHOHAIBHOM ¥  HEOHATAIbHOH  TOKCHMYHOCTHM C  YETKOU
IIPUYMHHO-CIICACTBEHHOM CBA3BIO.

OKCHepUMEHTAIbHBIE HUCCIEOBAaHMSI Ha JKUBOTHBIX HE BBIIBUIM KaKUX-THOO MPSMBIX
WIM KOCBEHHBIX HeOmarompusTHeIX 3((}EKTOB I[eTHUpU3NHA Ha PA3BUBAIOLIUMNCS ILJIOJ
(B TOM YHCIIe B TOCTHATAILHOM IIEPUO/IE), TEUCHHE OEPEMEHHOCTH U POJIOB.

IIpu GepemMeHHOCTH Ha3HAu€HHE LETHPU3MHA BO3MOXKHO IIOCIE KOHCYJIbTAllUM C BpPAdyoM, B
cllydyae €clid TMpefrnojaraeMas TMojb3a s MaTepu NPEBHIIIACT TMOTEHIUANIbHBIA PHCK
JUTS TII0/A.

JlakTanus

He crnenyer npuMeHsTh LETUPU3UH BO BpPEMs IPYJHOIO BCKapMJIMBAHUS, TaK KaK LETHUPU3HMH
9KCKPETUPYETCS C TPYAHBIM MOJIOKOM. LleTupu3un BeiensieTcs B IpyAHOE MOJIOKO B KOJIMYECTBE
25-90 % OT KOHIEHTpAlUu B IJIa3Me€ KPOBH, B 3aBHCHUMOCTH OT BpeMEeHHM 0TOOpa mpol mocie
npuema npenapata. HexxenarenabHble peakiiuy, CBSI3aHHbBIE C LIETUPU3MHOM, MOTYT HAOIIOAaThCs
y TPYAHBIX JETEH.

B nepuox rpyaHOro BCKapMIIMBaHMSI MPUMEHSIIOT IOCJIE KOHCYJIbTAllMM C BpPayoM, €cCld
npeJoiaraeMas rmoJib3a JijIsi MaTepy MPEeBbIIIaeT NOTEHINATbHBIA PUCK 7S peOeHKa.

DdepTUabHOCTD

I[OCTyHHBIG JaHHbIEC O BJIHWJIHHUU Ha @epTHHBHOCTB YCJIOBCKAa OrpaHUYCHBI, OJHAKO
OTPULATENILHOTO BIUSIHUA Ha (ePTUILHOCTD B UCCIIEIOBAHUSIX HA )KMBOTHBIX HE BBISBIICHO.

4.7. BausiHMe HA CMOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CpeICcTBAMHM M padorarhb ¢
MeXaHNU3MaMu

LerupusuH MOXKET MPUBECTH K MOBBIIIIEHHON COHJIMBOCTH, CIEA0BATENbHO, Tpenapar CeHCUuHOp
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MOKET OKa3blBaTh BIUSHUE Ha CIOCOOHOCTH ynp'eﬂ!l;'ﬂ;‘lj E%ﬁaﬁ%‘fkﬁﬁ T@%LEMH,

MEXaHHU3MaMMH.
4.8. HexenarejJbHble peaKIUU
Jla"Hble, MOJVYESHHBIE B KIMHUYECKUX HCCIENOBAHUIX

Ob30p

Pe3ynpTarhl  KIMHUYECKUX  HMCCIEAOBAHUN  MPOJEMOHCTPUPOBAIHN, UYTO  MPUMCHEHHE
HEeTUPU3NHA B PEKOMEHJIOBAHHBIX J103aX TMPUBOAUT K PA3BUTHUIO HE3HAYUTEIHHBIX
HexenarenbHbIX ¢ dexToB Ha [[HC (eHTpanbHyi0 HEPBHYIO CHCTEMY), BKJIIOYAsi COHJIMBOCT,
YTOMJISIEMOCTh, TOJIOBOKPY)KEHHE M TOJOBHYIO Ooiib. B HekoToppix ciydasx Obuia
3aperucTpupoBana napajgokcaibHas crumyssinus [HHC.

Hecmotpss Ha TO, YTO HETUPU3UH SBISIETCS CEJICKTHBHBIM OJOKATOPOM mepudeprudecKux
Hi-penenTopoB U mpakTHYEeCKH HE OKa3bIBaeT aHTUXOJIMHEPIMUECKOTO NEHCTBHS, COO0IaIoch
0 €IMHUYHBIX CIyYasX 3aTPyAHEHHUS MOYEHCIYCKAaHMsI, HAPYIIEHUSX aKKOMOJALHUU U CYyXOCTH
BO PTY.

CooOmaioch 0 HapymeHUsX (QYHKIMH TI€YCHU, COIMPOBOXKAAIOIINXCS  MOBHIIICHUEM
AKTHBHOCTH TI€YECHOYHBIX (EPMEHTOB M YpOBHS OuiaupyOmHa. B OoNbIIMHCTBE Ciy4yaeB
He)KeJlaTeNIbHbIE SIBICHUS pa3pellaluch MMociie IpeKpalieHus npuemMa [eTHpU3HHA.

Ilepeuens nexcenamenvbHuix NOOOUHBIX 3P pexmos

NmeroTcss naHHbIe, TOMYYCHHBIE B XOJE IBOWHBIX CIICMBIX KOHTPOIUPYEMBIX KIMHUYECKUX
UCCIIEIOBAaHMM, HANpaBICHHbIX Ha CpaBHEHWE IeTHMPU3MHA U IIanedo WIM JIpYrux
AQHTUTUCTAMUHHBIX TpEnapaToB, MPUMEHSEMbIX B pPEKOMEHJOBaHHbIX jAo03ax (10 mr onauu
pa3 B CyTKM i nerupusuHa) Oonee dem y 3200 mamueHTOB, Ha OCHOBAHHH KOTOPBIX
MO>KHO MPOBECTH TOCTOBEPHBIN aHAIIN3 TAHHBIX 0 OE30MMACHOCTH.

CornacHo pe3yapTaTaM 00bEIMHEHHOT'O aHallu3a, B IIAe00-KOHTPOIUPYEMBIX HCCIIEOBAHUSIX
Opy MPUMEHEHUU LEeTHpu3MHa B 03¢ 10 Mr ObuIM BBISBICHBI CIEAYIONIUME HEKelaTeIbHbIe

peakiuu ¢ yactotot 1,0 % wiu Bbiwe:

HeskenatejbHbIe peakun Herupusun 10 mr
(tepmunosioruss BO3) (n =3260)
Obwue napywieHust u HapyuieHus 8

IL1ane6o (n = 3061)

Mecme 86e0eHs.
VYTomisieMocTh 1,63 % 0,95 %

Hapywenus co cmoponsi HepsHOU

cucmembl
I'onoBokpysxeHue 1,10 % 0,98 %
TI'onmoBHas 6ok 7,42 % 8,07 %
Hapywenus co CMOPOHUL

2HCENYOOUHO-KUULEUHO20 MPAKMA

bonb B xxuBOTE 0,98 % 1,08 %
CyXO0CTb BO PTY 2,09 % 0,82 %
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Tommora 1.47 % (MOCTEO0BATENBH{L, & 00071]
Hapywenus ncuxuxu

COHIUBOCTH 9,63 % 5,00 %
Hapywenus co CMOpOHbL

ObIXAMENbHOU CUCHEMbl, OpP2AHO8
2PYOHOIL KIIemKU U CPeOO0CMeHUsl
DapuHrUT 1,29 % 1,34 %

XO0Td dYacToTa CJIy4acB COHJIMBOCTU B TIpyHImec MHOCTUPHU3UHA 651.]121 BBIIIIC, 4Y€M TaKOBas
B rpymme 1uiaiebo, B OONBIIMHCTBE CIIy4aeB 3TO HEXKEJIATEIBHOE SIBJICHHUE OBLIO JIETKOU
WM YMEPEHHOW CTemneHu TsokecTu. I[Ipu OOBEKTUBHOW OIICHKE, IMPOBOJAMMONW B paMKax
APyrux I/ICCJIGZ[OBaHI/II‘/JI, 61:1)10 MMOATBCPKACHO, qTo IMPUMCHCHUC HECTUPU3UHA B
PEKOMEH/IOBAaHHOM CYTOUYHOM /03€ Yy 3I0POBBIX MOJIOABIX JOOpPOBOJBIIEB HE BIUSET Ha HUX
MOBCCAHCBHYIO AKTUBHOCTD.

Hemu

B mmanie60-koHTpOIMpyeMbIX UCCIICIOBAHMIX Y JETEH B Bo3pacTe OoT 6 MecsieB A0 12 et Obutn

BBISABJICHBI CJICAYIOIUC HEKCIATCIBHBIC pCAKIIUU C yactorou 1 % u BEIIIE:

He:xenarejbHble peakuuu Herupusun
(TepMHHOJIOFHﬁpBO3) (n= I1)656) Tnaue6o (n = 1294)

Hapywenus co CMOPOHUL
JHCeNYO0UHO-KUUEUHO20 MPAKMA
Huapes 1,0 % 0,6 %
Hapywenusa ncuxuxu
COHJIUBOCTD 1,8 % 1,4 %
Hapywenus co CMOpPOHbI

ObIXAMENbHOU CUCIEMbl, OP2AHO8
2PYOHOIL KIIemKU U CPeOO0CMeHUsl
Punur 1,4 % 1,1 %
Obwue HapyweHus u HapyuweHus: 6
Mecme 88e0eHUsl

YromsieMocTh 1,0 % 0,3 %

OngpIT HNOCTPCTUCTPALIMOHHOT'O IPUMCHCHUA

[ToMmuMO HEXeNaTeabHbIX SBJICHUM, BBIABICHHBIX B XOJ€ KIMHUYECKHUX MCCIEIOBAHUA H
ONMCAHHBIX BBINIE, B pPaMKaxX MOCTPETUCTPALIMOHHOTO MPUMEHEHHUs IeTUpU3NHA HaOII0alnch
CIIEYIOLME HEXKEIATCIIbHBIE PEAKLIUH.

HexxenarenbHble SBIEGHUS TpPENCTaBIEHbl HUXKE IO KiaccaM cuctembl opranoB MedDRA
M 4YacTOTE€ Pa3BUTHS HA OCHOBAHMM JIaHHBIX IOCTPErMCTPAlMOHHOIO IPUMEHEHUs
LETUPU3HHA.

Jnst onleHKM 4acTOThl HexenarenbHbIX peakuuid (HP) ucnonb3oBaHbl cienyiomiye KpUTEPUH:
HewacTo (> 1/1000, vo < 1/100); penko (= 1/10000, Ho < 1/1000); ouens peaxo (< 1/10000);

qacToTa HEU3BCCTHA (Ha OCHOBAaHHMH UMCHOIINUXCSA JaHHBIX OICHUTH HGBOSMO}KHO).
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Hapywenus co cmoponvl kposu u szqbamuugzl}glo:;?-l Eheméntor | botet 395)_% —

TPOMOOIITONICHHUSI.

Hapywenus co cmopoHbl UMMYHHOU cucmeMsl: PEIKO — PEAKLUU THIEPIYBCTBUTEIBHOCTH;
OYEHB PE/IKO — aHAPMIAKTHIECKUH IIOK.

Hapywenusa memabonuzma u numanus. 9acTOTa HEM3BECTHA — MOBBIIICHNE ANTIETUTA.
Icuxuueckue napywienusi: HEYACTO — BO30YXKAEHHE; pPEIKO — arpeccusi, CIyTaHHOCTb
CO3HaHUs, JENpeccusi, TAUTIONUHALMN; OYeHb pEIKO — THUK, YacToTa HEU3BECTHa —
CYHIMJATbHBIC U/ICH, HApyIICH!Us CHA (BKJIIOYast KOIIMapHbIe CHOBUICHMUS).

Hapywenus co cmoponvl HepeHOll cucmembvl. HEYacTO — IapecTe3H; PEeIKO — CYIOPOTH;
OYCHb pEIKO — U3BpallleHWe BKyCa, JUCKWHE3Us, JUCTOHHUS, OOMOpOK, TpeMop;

yacmoma Heuszeecmrd — HapyuICHUC MaMATH, B TOM YHUCJIC aMHC3Us, ITTyXO0Ta.

Hapywenus co cmoponwsl opeana 3penus: 04€Hb PEAKO — HapyIIEHHE aKKOMOJAI[UH, HEUETKOCTb
3peHusl, HUCTAarM; 4acTOTa HEM3BECTHA — BACKYJIHT.

Hapywenusa co cmoponuvl opeanos ciyxa u iabupunma: 4acTOTa HEM3BECTHA — BEPTHUTO.
Hapywenus co cmoponuvl cepoya. peaKko — TaXuKapausl.

Kenyoouno-kuuieunvie napyuieHus: HEYaCTO — Uapes..

Hapywenuss co cmopoubl neueHu u #CenyesvigoOAwux nymeti. PEAKO — TMEYCHOUHAs
HEIOCTaTOYHOCTh C HW3MEHEHHEeM (YHKUIHMOHAJIBHBIX MEYEHOYHBIX MpoO  (MOBBIIICHHE
aKTUBHOCTH  TpaHCaMMHa3, IIeNOoYyHOW  (ocdara3pl, Tramma-riiyramuiTpaHcdepassl H
OmnMpyOrHa); 4acTOTa HEM3BECTHA — TEMATHT.

Hapywenuss co cmoponbl KodcU U NOOKOMCHbIX ~mMKAHel: HEYacTO — Cblllb, 3Y7;
pPEIKO — KpanuBHUIIA, OYEHb PEIKO — AHTMOHEBPOTUYECKHI OTEK, CTOMKas JIeKapCTBEHHAas
OPUTEMA; YaCTOTA HEU3BECTHA — OCTPBIN I'€HEPATN30BAHHBIA dK3aHTEMATO3HbIN IIyCTYIIES.
Hapywenuss co cmopousvi nouek u MO4e8bl80OAWUX Nymeli. OYEHb PEOKo — JIU3YypHs,
SHYpE3; YacTOTa HEU3BECTHA — 33JIeP’KKa MOYH.

Hapywenua co cmopoubi MmbluieyHoU, CKelemHOU U COeOUHUMENbHOU MKAHU: YacToTa
HEH3BECTHA — apTPaJITusl.

Obwue nHapywieHus u peakyuu 8 mecme 66e0eHusl. HEYaCTO — aCTeHHUs, HEJJOMOTaHue; PelKo —
nepupepuIecKrie OTeKH.

JlabopamopHvle u uncmpymenmanbHvle OaHHble: PEAKO — MOBBIIIEHUE MACCHI TETIA.

Onucanue o0moOenbHbIX HedNcelamenbHblX peakyuti. TOoCie TPEKpaleHus NTpPUMEHEHUsS
[NEeTUPU3MHA OBLTM OTMEYEHBI CiIy4au 3ynaa, (B TOM 4YHCJI€ HWHTCHCHBHOTO 3yJa) W/HIA

KpallhnBHHIIbI.
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CooO0IIIeHre 0 M0103PEeBAEMbIX HEKEIATEILHBI peaxunh&'-‘ CNENOBATENBHOCTE 0001)

BaxHo coo0mare O MOAO3pEBAaEMBbIX HEXKENATeNbHBIX PEAKIMAX IOCIE PEeTrUCTpaIiu
JIEKapCTBEHHOTO Iperapara ¢ Lelibl0 00eCIeYeHns HePEPhIBHOIO MOHUTOPUHTA COOTHOILICHHS
«I0Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM pabOTHHKAM PEKOMEHIYyeTcs
coobmare O JOOBIX MOJO03PEBAEMBIX  HEXKENAaTEeIbHBIX  pEakUUsAX  JIEKapCTBEHHOIO
npernapata  4epes HallMOHAJIbHBIE CUCTEMBI cooOmieHus 0 HE)KEJIaTENIbHbIX

PEaKUHUIX rOCYyAapCTB-WIEHOB EBpa3suiiCKOro 3JKOHOMHUYECKOrO COK03a.

Poccuiickas @enepanus

OdenepanbHas cryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBuanzop)

109012, MockBa, CnaBsHCKas 1miomab, 1.4, ctp.l

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

e-mail: pharm@roszdravnadzor.gov.ru

Caiit: https://roszdravnadzor.gov.ru/

4.9. Ilepeno3mpoBka

CuMITOMBI

CuMnTOMBI, HAONIOZaeMbIe TOCIE SBHOW IEPENO3HPOBKH IICTUPH3UHOM, BIMSIM Ha
HHC wunm ObiIM CBSI3aHBI C BO3MOXKHBIM aHTUXONUHEPrH4ecKuM 3P dekToM. CHUMITOMBI,
KOTOpBhIe HAOMIOJANIKMCh TIOCTE TMpHeMa [0 MEHBIIEH Mepe MATUKPATHOTO KOJIHYECTBa
PEKOMEHAYEeMOW CYTOYHOM JI03bI, BKJIOYAIH CIEAYIONICe: CIIYTAaHHOCTh CO3HAHWs, auapes,
YTOMIIIEMOCTh, TOJIOBHAsE OOJb, HEJOMOTaHHE, MUApHa3, 3yl, OECIIOKONCTBO, CEIaTHBHBIN
3¢ (deKT, COHTUBOCTb, CTYIIOP, TAXUKAPIUS, TPEMOP, 3aACPKKA MOYH.

Jleuenue

Criermuduueckoro aHTHIOTA HET.

B cnydae mnepemo3MpoBKH PEKOMEHIYETCSl CHUMITOMATHYECKOE WJIM TOJICPKUBAIOIICe
nedenue. IIpombiBaHWe JKenmyaka W/WIM TPUEM aKTUBUPOBAHHOTO VITISI MOXET OBITh
3¢ (hEeKTUBHBIM, €CIIM MEePEeI03UPOBKA MPOU30IIA HEeAaBHO. L[eTUPHU3UH YaCTUYHO BBIBOJUTCS

IpH THAJIH3E.

5. ®APMAKOJIOITMYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMH4YeCKHe CBOMCTBA

dapmakoTepaneBTHUECKass TIpyINNa: AaHTUTUCTAMHUHHBIE CpEJCTBA CHCTEMHOIO [JE€HCTBHSA;
IIPOM3BOJIHBIE ITUIIEPA3HHA.

Kon ATX: RO6AEQ7.

Mexanusm geiicTBus
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[leTupu3nH — AaKTUBHOE BEIIECTBO Ipemnadpara d&g%@]'la-iﬁ%ﬁ:[ﬁ@r%gﬂﬂmM

THJIPOKCU3MHA, 00J1a1aeT aHTUTUCTAMUHHBIM 3(P(PEKTOM C MPOTUBOAIUIEPTUYECKUM JCHCTBUEM.
LleTpu3nH OTHOCHTCS K TpyIIe KOHKYPEHTHBIX AHTAarOHHUCTOB THUCTaMHUHA W OJIOKHpYET
Hi-rucraMiMHOBBIE pelenToOpbl ¢ HEOONBIIMM BO3ACHCTBUEM HAa JPYTHE PEIENnTOPHI
Y TMIPAKTHYECKU HE OKA3bIBACT AaHTUXOJIMHEPTHUECKOTO U AHTUCEPOTOHHHOBOTO JICHCTBHSL.
HGTI/IpI/I3I/IH OKa3bIBACT BJIMSIHWC HAa TUCTAMHWH3aBUCHUMYIO CTAaJHUIO AJUICPTHUCCKHUX peaKI_II/Iﬁ
HEMEJUIGHHOTO JEHCTBUS, a TaK)K€ YMEHBIIAET MHIPALHUI0 J03MHOPHIOB M OrpaHMYUBACT
BBICBOOOXK/ICHHE MEIMATOPOB TPU AIICPIrHUSCKUX PEaKIHMIX 3aMe/TICHHOTo THia. [IpakTnyecku
HE MPOXOJUT Uepe3 TremMartodHiedainueckuii 0apbep M, CIEAOBATENbHO, IMOYTH HE CIOCOOEH
JIOCTUYb LIEHTPAJIbHBIX peuentopos Hi.

dapmakoauHamuyeckue 3P PeKTol

B wuccnenoBaHusix BIMSHUA THCTaMHHA Ha KOXY JE€WCTBHE NeTUpuU3MHa B 1o3e 10 wmr
HauYMHAJIOCh uepe3 | yac, gocTUrago MakcumMyma co 2-oro mo 12-piii yac W Bce emie
HaOJII0aJIOCh HAa CTAaTUCTMYECKH 3HAYMMBIX YPOBHSAX Yepe3 24 wyaca. B nomonHeHun K
aHTUTUCTAMUHHOMY 3G (dEKTy [eTUpPH3UH Takke o00JaJaeT MPOTUBOBOCHAIUTEIHHBIM
3(PeKTOM U TEM CaMbIM OKa3bIBACT BIUSHHUE HA MO3IHIOK (Da3y auIeprudecKor peaKiiuu:

— npu noze 10 mMr onuH wiuM ABa pa3a B JIeHb, MHTHOMpYET MO3AHIO a3y arperauu
H03MHO(HIIOB B KOXKE;

— npu go3e 30 Mr B JeHb, HWHTHOMpPYET BBIBEACHHE 303MHO(UIOB B OpOHXHAIBHYIO
aJbBEOJISIPHYIO KHUIKOCTh MOCIIE BBI3BAHHOTO aJUIEPT€HOM OPOHXHUAIBHOIO CYKEHUS;

— MHTUOUPYET BBI3BAHHYIO KAIUTMKPEHMHOM TO3/IHIOI0 BOCTIAJIUTENbHYIO PEAKIIHIO;

— IOJABJISIET SKCIPECCUI0 MapKepoB BocnaneHus, Takux kak [CAM-1 nnmu VCAM-1;

— MHTHOUpYeT JelicTBUE TUCTaMUHOINOepaTopoB, Takux kak PAF wnu cybcranmus P.

5.2. ®dapmakoKkuHeTHYECKHE CBOMCTBA

Abcopbuus

[locne mpuema BHYTph LETHPU3UH OBICTPO abcopOupyeTcs M3 JKEITyAOUYHO-KHIIECYHOTO TPaKTa.
®apMaKOKMHETUUYECKUE MapaMeTpbl LETUPU3MHA IPU €ro IPHUMEHEHUH B J103aX OT 5 10
60 Mr U3MEHSI0TCS JIMHEHHO. PaBHOBECHAs! KOHIIEHTPALIUS JOCTUTAETCS Yepe3 3 JHS.
dapMaKOKMHETHYECKUH PO b IETUPU3MHA AaHAJIOTHYCH Y B3POCIIBIX M JICTEH.

VY nereil mocne mpuema HETHPU3WMHA B JI03€ 5 MI' KOHLEHTpAlMs aKTUBHOW CyOCTaHIIMH B
OpraHM3Me Takas e, KaKk M y B3pociblx nocie npuema 10 mr. ¥V B3pocibIx mocie mpuemMa
netupuzrHa B 1o3e 10 mr makcumanbHasg KOHIEHTpAUs (Cmax) B TUIa3Me€ KPOBH JOCTUTAETCS
yepe3 1-2 gaca u cocrabisger 350 Hr/mi. YV gerei mociie mpuema IETHPHU3WHA B J03€ 5 MT
Cmax B IJIa3Me KPOBH JOCTUraeTcs yepe3 1 yac u cocrasisier 275 Hr/MiL.

[Ipu npueme nerupusuHa B QopMe Kameidb MaKCHUMAJIbHbIE KOHLIEHTPAIMM B IUIa3ME KpPOBH
10
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JIOCTHTalOTCs ¢ 60JIEe BEICOKOH CKOPOCTBIO. (MOCNENOBATENBHOCTE 0001)

Pacnpenenenue

Pacnipenenenne nocne npuema 10 mr cocraBisier 35 JIUTPOB y B3POCHBIX, a CBSI3BIBAHUE C
Oenkamu 11a3Mbl KpoBu — 93 %. YV nereit o0beM pacmpeieneHus mociie mpruemMa 5 Mr cocTaBisieT
npuMepHO 17 IUTPOB.

He3nauuTenbHoe KOJIMYECTBO HETUPU3HHA BBIAEISAETCS B TPYIHOE MOJIOKO.

Buorpancdopmarnus

V B3pocibix 60 % 1036l BHIBOJUTCS U3 OpraHM3Ma B HEU3MEHEHHOM BUJIE TOYKAMH.
OIMMUHALKS

[Tocne mpuema 10 Mr y B3pOCHBIX OOMMN KIUpEHC IeTupusnHa coctaBiseT 0,60 Mi/MUH/KT;
nepuop nonyBeiBeaeHus (T12) cocrasmsier mpumepro 10 gacos.

[IpueM HECKONBKHX 703 HE H3MEHsAeT (apMaKOKMHETHUeCKHe mapameTpsl. [lpu mnpueme
uerupu3svHa B cyTouHol go3e 10 mr B Teuenwe 10 mHEl KyMymsilMu UETHUPU3MHA HE
Ha0JII01aJI0Ch.

[Tocne oxkoHUaHUsS JIEUEHUS YPOBEHb LETUPU3WHA B IUIa3ME KPOBU OBICTPO TaJaeT HUXKE
ompenensieMbIX npezenoB. [IoBTOpHBIE alIeproJorHYecKue TeCThl MOXKHO BO300OHOBHTH Uepe3
3 nmHs.

JInia mosKmjioro Bo3pacra

VY 16 moXumibIX JUIl MPU OJHOKPATHOM mpueme nerupusuHa B go3e 10 mr Tin Obut Bhie
Ha 50 %, a ckopocTh BbIBeieHUs Oblia HiKe Ha 40 % 1Mo cpaBHEHUIO ¢ KOHTPOJIbHOM TpYyNIOi.
CHuxeHne KIMpeHca LETUPU3MHA Yy MOXHWIBIX MallMeHTOB BEPOSITHO CBSI3aHO C YMEHbIIEHHEM
(YHKLINHU MOYEK Yy 3TON KaTerOpUH MalUeHTOB.

IloyeyHas HEAOCTATOUYHOCTD

VY manueHToB ¢ MOYEYHOM HEIOCTATOYHOCThIO Jierkod crtemeHu TsokecTH (KK > 50 mur/mun)
(apMaKOKMHETHYECKHUE TMapaMeTpbl aHAJIOTMYHBI TAaKOBBIM Yy 3I0POBBIX JOOPOBOJIBLIEB C
HOpMaJIbHOU (DyHKIIMEH TOYEK.

VY manueHTOB ¢ MOYEYHOH HETOCTaTOYHOCThIO cpenne creneHu Tsokectu (KK 30-49 mun/muH)
Tin yanunsercs B 3 pasa, a oOmumii kiaupeHc cHuxkaerca Ha 70 % OTHOCUTENIBHO 3I0POBBIX
JTOOpPOBOJIBIIEB C HOPMAJIBLHOUM (PYHKITUEH TTOYCK.

VY mnanumentoB, Haxomsmuxcs Ha remoxuanuse (KK <7 mu/mMuH), npu mnpueme HETHpU3UHA
BHYTpb B o3¢ 10wmr oOmmii kiupeHc cHikaerca npuOmmsurensHo Ha 70 %
OTHOCHUTEIIFHO 3JIOPOBBIX JOOPOBOJIBIIEB C HOPMaJbHOW (PyHKIMEH TO4YeK, a Tio yIIuHSeTCS
B 3 paza.

Menee 10 % uernpusnHa ygausercs B X0J€ CTaHJAapTHOM MpoLelypbl FEMOINAIN3a.

IleueHnouyHas HEOCTATOYHOCTh

11
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Y  npamMeHToB € XpPOHHYECKMMH 320 eBaHHﬂ'iVIq/i:'::-?Ig%ﬁ‘-i-T@gﬁﬁ'gﬁeﬁﬂlgﬁgﬂﬁmM,

XOJIECTATMYECKUM M OWIHMApHBIM IMPPO30M) MPH OJHOKPATHOM IMpHUEME LETUPHU3UHA B J03€
10 unu 20 mr T, yBenmuuBaercss npumepHo Ha 50 %, a xmupeHc cHimkaercs Ha 40 % 1o
CPaBHEHHUIO CO 3JOPOBBIMU CyOBEKTaMHU.
Koppekuust 1031 HeoOXoaWMa TOJMBKO B Ciydae, €ClIM Yy TNalueHTa ¢ [eYeHOYHOU
HEJOCTATOYHOCTHIO UMEETCS TAKKE COMYTCTBYIOIIAs MOYeUHasi HEIOCTATOYHOCTb.

eTu
V nereit ot 6 10 12 net 70 % 10361 BBIBOAUTCS U3 OpraHU3Ma B HEM3MEHEHHOM BHUJIE€ MOYKaMHU.
[Tocne mpuema 5 mMr y aeTeit o0l KIupeHc netupusnHa cocrasiset 0,93 Mi/MUH/KT.

T12y nereit ot 6 no 12 ner cocraBnser 6 4acos, oT 2 10 6 JIeT — 5 4acos.

6. ®APMAIEBTHYECKHE CBOMCTBA

6.1. IlepedyeHb BcmoMoOrateJibHbIX BellleCTB

. [enmrono3a Mmukpokpucraimmnyeckas 101;

o JAKTO3bI MOHOTHUPAT;

. KpocKapMesu1o3a (KpockapMeio3a HaTpusi);
o noBu10H K 30;

o MarHusi cTeapar;

. KPEeMHHS JTMOKCHI KOJJIOMIHBIN (a3pocui);

Cocmas obonouku:

o OPADRY® Il COMPLETE FILM COATING SYSTEM 85F48105 WHITE

. [momuBuHUIOBEIN ciiupT (E1203);

. Makporod 3350 (MoMMAITUIICHTJINKOJIB ),
o TaJbK;

. tutana quokeun (E 171)]

6.2. HecoBMecTuMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)

3 rona.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPU XPAHEHUH

[Tpu temmeparype He Boime 30 °C B OpUrdHAIBLHON yIaKOBKE (KOHTYpHAs sIMEMKOBasi yIIaKOBKa

B [TaUKe).

12
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(NOCNEOCBATENEHOCTE 0001)

6.5. Xapaxkrep u conep:kaHHe NEPBUYHON YIIAKOBKH

[To 10 TabmeTok B KOHTYPHYIO SYEHKOBYIO YNAKOBKY W3 IUICHKH TMOJMBUHWIXJIOPUIHON H
(G oJIbTY aTIOMHUHUEBOM MEUaTHOMN JIAKUPOBAHHOM.

1, 2, 3 KOHTYpHBIC SYEHKOBBIC YMakoBKH MO 10 TabmeTOK ¢ WHCTPYKIMEH MO MPUMEHEHHUIO
MIOMEIIAIOT B TIAYKY U3 KapTOHA JUJIsl TOTPEOUTENBCKOM Taphl.

6.6. OcoOble Mepbl MNPEJOCTOPOKHOCTH TNPHM  YHUUYTOXKEHHMH  HCIOJIb30BAHHOTO
JIEKAPCTBEHHOI0 Npenapara WM OTX0A0B, TMOJYYEHHbIX IOcjde NpPHMEHEeHUs
JIEKAPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuMyJsiiHU ¢ NpenapaToM

Het oco6bix TpeGoBaHuii.

7. JAEPXATEJDb PETUCTPAIIMOHHOT'O YAOCTOBEPEHUA

Poccuiickas @enepanus

OO011eCTBO ¢ OrpaHMUEHHON OTBETCTBEHHOCTHIO « TpeyroabHuK» (OO0 «TpeyroibHUK)
IOpunnueckwnii anpec: 630108, HoBocubupckas o6macts, . HoBocubupck, ynuia CraHnnoHHas,
nom 30A, kopnyc 15, nomenienue 48.

Ten./akc: 8 (383) 350-03-10.

7.1. IlpencraBuTeib AepKaTeasl PErHCTPALMOHHOIO YI0CTOBEPEHUS

IIperen3uun norpeduTeiell HANPABIATS 10 AJIPECY:

Poccniickas @enepanus

Axk1uonepHoe obmiectBo «IIpousBoacTBenHas dpapmaneBTuueckas komnanuss OOHOBIEHHE)
630096, r. HoBocubupck, yn. Crannuonsas, a. 80,

Temn./akc: 8 (800) 200-09-95

e-mail: pretenzii@pfk-obnovlenie.ru

8. HOMEP PEI'HCTPAHMOHHOI'O YIOCTOBEPEHMUSA

9. JATA NEPBUYHOM PETUCTPAIIUM (IIOATBEPXKIEHWS PETUCTPAIIUMN,
INEPEPETUCTPALIMN)

JlaTta mepBUYHOMN pEruCTpaIUu:

10. JATA IIEPECMOTPA TEKCTA

OO01mas xapaKTepucTHKa JIeKapCTBEHHOTo npernapara CEeHCHHOP AOCTYIHA Ha HH(GOPMaIlMOHHOM
noptaie EBpazuiickoro 3KOHOMHYECKOTO COI03a B MH(OPMAITMOHHO-KOMMYHHKAIIMOHHON CETH

«HuTepuer» http://eec.eacunion.org.
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