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OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOFO TIPEITAPATA 1004

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Herupuszua — BEPTEKC, 10 mr/mi, xaruy 1uist mpueMa BHYTPb.

2. KAYECTBEHHBIN U1 KOJTMYECTBEHHBI COCTAB

JleficTBy1ol1I€€ BEIECTBO: LIETUPU3HH.

Kaxnapiit mut karnenb cogepxkutT 10 Mr neTupusnHa JUruapOXIopua.

BcrnomorarenbHble BeliecTBa, HaJIM4KWe KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: riauiepos (riauueput) (cM. pazaen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHASA ®OPMA
Kamum u1s1 npuema BHYTpb.
becuBeTHbIl pO3pauyHbll WM CJETKa ONAJECLUPYIOMIUNA pacTBOP CO CJIA0BIM XapaKTEPHBIM

3ar1axoM.

4. KIMHNYECKHUE JAHHBIE

4.1. Iloxa3zaHusi K IpMMEHEHUIO

Hetupuszun — BEPTEKC noka3an k NpuMEHEHHUIO Y B3pOCIbIX U JI€TEN B BO3pacTe ¢ 6 MecsLeB

JUISL:

— o0zeryeHusl Ha3aJdbHBIX M TJA3HBIX CHMIITOMOB KPYIJIOTOJAWYHOTO (MEPCUCTUPYIOIIETO) U
CE30HHOI0  (MHTEPMHUTTUPYIOIIEr0)  aUIEPrUYecKOro  pUHUTA M aJUIEPTUYECcKOro
KOHBIOHKTUBHTA, TAKUX KaK 3YJ, YMXAHHE, 3aJ0)KEHHOCTb HOCA, PUHOpES, CIE€30TECYEHUE,

THUIICPEMUS KOHBIOHKTUBEI,

— 00JeryeHus CUMITOMOB XpPOHUYECKON MIMOMIATHYECKON KPAIMBHUIIBL.
IIpumenenne y nereii ot 6 10 12 MecsieB BO3MOKHO TOJIBKO 10 Ha3HAYEHHIO BPa4ya H IO/

CTPOruM MEANIUHCKHUM KOHTpOJIeM!

4.2. PekuM 103MpOBaHMS U CIIOCO0 NPUMEHEHUS

Pexxum go3upoBaHus

Bspocnvie
10 mr (20 xamens) 1 pa3 B eHb.

AJbTepHATUBHO, 1032 MOXKET OBITh pa3iesieHa Ha aBa npuema (1o 10 kamenb yTpoM U BEeYEpOM).
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Oco0nie T'pYHOIIbI TAaMEHTOB

Tayuenmor noxcunozo 6ospacma

M3-3a BO3MOXKHOTO CHIDKEHUS (DYHKIHMM TIOYCK PEXHM JO3MPOBAHUS Ipermapara CIeayeT
KOppeKTHpoBath (cM. moxapaznen «llamueHTsl ¢ HapylmieHueM (QYHKIMH TOYeK» paszjaeina 4.2).
Tayuenmoi ¢ Hapywenuem yHKyuu novex

[TockoNbKY IETUPU3UH BBIBOAUTCS U3 OpraHU3Ma B OCHOBHOM IMOYKaMH (CM. Tiojipa3zen 5.2), mpu
HEBO3MOXKHOCTH JIbTEPHATUBHOTO JICUCHUS MAIUCHTOB C MOYSUYHOW HEIOCTATOYHOCTHIO, PEKUM
JIO3MPOBAHUS TIpernapara clieyeT KOPPEKTUPOBATh B 3aBUCUMOCTH OT (DYHKIIMH MOYEK (CKOPOCTh
kiyooukoBol ¢punbTparuu (CKD)).

[Tpr McnoNb30BaHUU TAONHIIBI 1T KOPPEKTHPOBKU O3Bl KIMPEHC KPEaTHHUHA JOJHKCH OBITh
paccuuTaH B MJI/MHH.

Kmupenc kpearmnmna (KK) s MyX4YuH MOXHO pacCUMTaTh, HCXOIs W3 KOHIEHTPAIMU
CBIBOPOTOYHOT'O KpEeaTHHUHA, 0 CIIeaytomiei hopmyie:

[140 — Bo3pacT (roabi)] * Macca Tesa (Kr)

KK =
(Ms1/MuH) 72 = KK cpiBOpOT (MI/ A1)

KK JJIsL JKEHIIUH MOKHO PAaCCUUTATh, YMHOXUB ITOJTY4CHHOC 3HAUYCHUC HA 0,85

Jlo3upoBaHue y B3pOCIIbIX NAMEHTOB C HAPYIICHWEM (YHKIIUH ITOYEK ITPUBEJCHO B TAOIHUIIE.

Crenens noueunoi CK® (mi/mun) Pesxkum no3upoBaHus
HE0CTATOYHOCTH
Hopma > 90 10 mr (20 xanesnp) 1 pa3 B AeHb
Jlerkast 60-89 10 mr (20 xanens) 1 pa3 B AeHb
Cpennss 30-59 5 mr (10 kamens) 1 pa3 B 1eHb
15-29 (ue 5 mr (10 xamensb) yepes 1eHb
Tsoxenas TpeOyroriue
JIMaan3a)
TepMuHanbHast cTagus — NAIUEHTHI, <15 [Tpuem npenapaTa npoTUBONOKa3aH
HaXOJAIINECs Ha TaTN3e

Ilayuenmoi ¢ Hapywenuem QyHkyuu neveHu

VY nanueHToB C HapyIIEHHEM TOJBKO (DYHKIMHM TEYCHHW KOPPEKLIUH pEeXUMa IT03UPOBAHUS
He TpeOyercs.

Tlayuenmol ¢ napywienuem QyHKyuil nouex u neveHu

Pexomenyercst KOppeKIus 103UPOBaHUs (CM. TaOJIUITY BBIIIE).

CTH

I[IpumeHenne v nered or 6 1o 12 MecsleB BO3MOKHO TOJBLKO I10 HA3HAYEHHUIO Bpada U IO

CTPOTHM MEIMIIMHCKHM KOHTPOJIEM!
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Jlemu om 6 mecsayes 0o 12 mecsuyes

2,5 mr (5 xamnens) 1 pa3 B JIeHb.

Jlemu om 1 200a 0o 6 rem

2,5 mr (5 xamenp) 2 paza B ICHb YTPOM U BEYEPOM.

[TponomKUTENTFHOCTD JICUEHUS HE JI0JKHA MPEBbIIATh 4 HEJENb.

Jlemu om 6 0o 12 nem

10 mr (20 xanens) 1 pa3 B 1eHb.

[TponomKUTENTFHOCTD JICUEHUS HE I0JDKHA MPEBbIIATh 4 HEJENb.

AJNBTEepHATUBHO, 1032 MOXET OBITH pa3/iesieHa Ha JiBa mpuema (mo 10 kamenb yTpoM U BE4EpOM).
Jemu cmapwe 12 nem

10 mr (20 xanens) 1 pa3 B AeHb.

Wuorna HavanpHOM 10361 5 Mr (10 Kamnenb) MOKeT ObITh TOCTATOYHO, €CIIU 3TO MO3BOJISET JOCTHYD
YIIOBJIETBOPUTEIHLHOTO KOHTPOJISI CHMITOMOB.

Hemsam ¢ noueunoti Heoocmamounocmsio 103y Koppektupytot ¢ yauerom KK u maccer Tena.
Jlemu 6 6o3pacme 0o 6 mecayes

LleTnpu3uH B Karuisx A7 IpueMa BHYTPb He ClielyeT Ha3HavyaTh (IPUMEHATH) Yy IeTeil B Bo3pacTte
1o 6 MecsitieB. besonacHocTh ¥ 3 PEKTUBHOCTD IIETUPU3HHA Y 1eTel B Bo3pacTe oT 0 10 6 MecsiieB

HC YCTAaHOBJICHEI. I[aHHI)Ie OTCYTCTBYIOT.

Croco0 rmpuMeHeHus

BuyTps.

[IpuHuMath npenapar cieayeT BeuepoM, T.K. CUMITOMBI CTAHOBATCS 0ojiee BBIPA)KEHHBIMU

BEUCPOM.

4.3. IlpormBomoka3aHus

— THUNEpPYYBCTBUTEIBHOCTh K IETHUPU3MHY, TUAPOKCHU3MHY WIM JPYrUM HPOU3BOJHBIM
nuUIepasuHa, WiM K JJI000MY U3 BCIIOMOTaTeIbHBIX BEIIECTB, IEPEYNCIIEHHBIX B pa3jene 6.1;

— TepMMHaJbHAs CTa/us MOYEUHOW HEAOCTATOUHOCTH (CKOPOCTh KIYOOUKOBOH (HIBTpaIluu

<15 mur/muH).

4.4. OcoOble yka3aHusi 1 MepbI IPEIOCTOPOKHOCTH NPH NPHUMEHEeHUH
VY nanueHToB ¢ MOBPEXKIECHHEM CIMHHOTO MO3Ta, TUNEPIUIa3Hel MPeACTaTeIbHOW JKeNle3bl, a
TalOKe NMPH HAJTWYUM JPYTUX MPEeNpactoiaralommx (akTopoB K 3aAepKKe MOYH, TpeOyeTcs

CO6JHOI[GHI/IC OCTOPOIKHOCTH, TaK KaK HCTUPHU3NH MOKCT YBCIIMIYNBATH PUCK 3aACPKKU MOYH.
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KOppEKTHpOBaTh (cM. paszaein 4.2).

N3-3a BO3MOXKHOTO CHW)KEHHUS (YHKIMU TOYEK y MAIUEHTOB IOXKHUIOIO BO3pPacTa PEKUM
JI03UPOBAHUS MpernapaTa cieyeT KOppeKTUpoBaTh (CM. paszzien 4.2).

PexomeHn0BaHO €OOMIOATh OCTOPOXKHOCTH MPU NMPUMEHEHMH LETHPHU3MHA OJHOBPEMEHHO C
aJIKoroyieM wiM mpenaparamu, yraetaromumu [[HC, Tak xak HETHPU3UH MOXKET MPHUBECTH K
IIOBBIILIEHHON COHJIMBOCTH.

OCTOpPOXXHOCTB cielyeT coOMI0IaTh y MalMeHTOB C AMMJICICUEN U MOBBIILIEHHON CYJOPOXKHON
TOTOBHOCTBIO.

[lepen Ha3HAaYEHHEM aJUIEPTOJIOTUYECKUX NMPOO PEKOMEHIOBAH TPEXIHEBHBIA «OTMBIBOYHBIIN
NepuoJl BBHIY TOrO, 4TO OJOKaTopsl H|-THCTAaMHHOBBIX PELENTOPOB HHTHOMPYIOT pa3BUTHE

KOXXHBIX aJJICPIHYCCKUX peaKHHﬁ.

BcnomMorarennHble BelecTBa

Jlexapcteennsiii npenapar Lletupusun — BEPTEKC conep:xut riuuepos (ruiuepus).

['munepuH MOKET BBI3BIBATH FOJIOBHYIO 0OJIb, PACCTPOICTBO KeNlyAKa U Juapeto (MMOHOC).

eTH
Bruny norennuansHoro yrueratomiero Biusaus Ha [{THC crienyeT cobmonath 0OCTOPOKHOCT PU
Ha3HAUYCHUM IIETUPHU3MHA JETSAM B Bo3pacTe OT 6 mec. A0 | roaa mpu HaJIUYUU CIETYHOIINX
(bakTOpoB pUCKa BO3HMKHOBEHHS CHHIPOMAa BHE3AMHOW NETCKOW CMEpTH, TakuX, Kak (HO He

OrpaHn4uBasigCh OTUM CHI/ICKOM) .

CHHJIPOM artHO? BO CHE WJIM CUHJPOM BHE3AMHOM JETCKOW CMEpPTH JAETEW IPyJAHOr0 BO3pacra

y OpaTa WM CecTphl;

— 3JI0ynoTpebJieHne MaTepy HAPKOTUKAMH WIIM KypeHHEM BO BpeMsi O€peMEHHOCTH;

— Mooj0# Bo3pacT matepu (19 met u Mmonoxe);

— 3JI0ynoTpeOJIeHne KypeHUeM HSIHH, YXaKHUBAIOIIEH 32 peOCHKOM (0/THA TTaYKa CUTApeT B JICHb
nuim 6osee);

— JIETH, PETYJISAPHO 3aChINAIONINe JTUIIOM BHU3 U KOTOPHIX HE YKJIAJBIBAIOT HA CITUHY;

— HEJOHOIIEHHBIE (TeCTAllMOHHBIA BO3pacT MeHee 37 HeNenb) WM POXKICHHBIE C

HEJ0CTAaTOYHOM Maccoi Tena (Huxke 10-ro mepueHTusis OT reCTalluOHHOTO BO3pacTa) JI€TH;

— IIpY COBMECTHOM IPHEME MPENapaToB, OKa3bIBAOIINX yrHeraromee Bausaue Ha [THC.
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B3auMOJeiCTBUS

OnHOBpEeMEHHOE  TMPUMEHEHHE C  a3UTPOMULIMHOM, ITUMETHUIMHOM, SPUTPOMHUILIMHOM,
KETOKOHA30JIOM WM TIceBI03(eIpruHOM HE BIMAET Ha (papMaKOKMHETHYECKHE MapaMeTpbl
netupuznHa. DapMaKOKMHETHUECKHUX B3aUMOIeHCTBHI He Habo1a10¢h. COrIacHO UCTIBITAHUSM
in vitro, UETUPU3UH HE BIUSACT HAa Y3PQEKT CBI3bIBaHU Oenka BaphapuHa.

OnHOBpEMEHHBIN TpHUEM a3UTPOMHIIMHA, JPUTPOMHUIIMHA, KETOKOHA30ia, TeopuuimHa U
nceBfoddepuHa HE BBIABUI CYIIECTBEHHBIX H3MEHEHUH B KIMHUYECKUX J1aOOpPATOPHBIX
MOKa3aTelsIX, )KU3HEHHO BaXHBIX pyHKusax u DKI'.

B uccnenoanuu ¢ o1HOBpeMEHHBIM ITpreMoM TeopuiuinHa (400 mr B 1eHb) u netupusuHa (20 mr
B JIeHb) OBLJIO OOHapyXEHO HE3HAUYMTENIbHOE, HO CTAaTHCTHYECKH JOCTOBEPHOE ITOBBIIICHHUE
24-gacopoit AUC (tutomaau noa kpuBoi) Ha 19 % ns nertupusuna u Ha 11 % mos TeoduinHa.
Kpome TOro, mMakcumanbHble YPOBHM B IUla3M€ KpoBU yBeaumuwiuch 10 7,7 % u 6,4 %
COOTBETCTBEHHO JUI WeTHpH3WHa W TeodmumHa. OMHOBPEMEHHO KIMPEHC IETUPH3UHA
yMeHbIIuiICS Ha -16 %, a Takke Ha -10 % B cnydae TeoriuIiHA, KOTAA IETHPU3UH PUHUMAIN
MAIMEHTHI, KOTOPbIE paHee MOoydaly JiedeHne TeopuTnHOM. TeM He MeHee, MPEAIIECTBYOIIee
JieYeHUE LIETUPU3MHOM HE OKa3alo CYIIECTBEHHOrO BIUSHUS Ha (apMaKOKHMHETHUUYECKUE
napaMmeTpsl Teo(hUIUIMHA.

[Tocne ogHOKpaTHOTO NpUeMa 1eTupu3nHa B 1o3e 10 mr agdext ankorons (0,8 %o) 3HAUNTENBHO
HE YCUJIUBAJICS; CTATUCTUYECKU 3HAYMMOE B3aMMOJICUCTBUE C 5 MI' Ara3ernama ObUIo JOKa3aHo B
OJIHOM M3 16 ICUXOMETPUYECKHUX TECTOB.

OnuoBpemeHHBIN npueM 10 Mr 1eTupU3uHa B JIEHb C TJIMNU3UAOM MPUBET K HE3HAYUTEITLHOMY
CHI)KEHMIO IOKa3zaTesel IOKO3bl. DTOT 3(PPEeKT He MMEEeT KJIMHUYECKOro 3HaueHus. Tem He
MEHee, PEKOMEHYETCsl pa3ieNbHbIN IPUEM — MIMIU3U]] YTPOM U LIETUPU3UH BEYEPOM.

Crenenb BcachlBaHMS LIETUPU3MHA HE CHMXKAETCS MPU OJHOBPEMEHHOM IpUEME MHIIH, XOTS
BcachIBaHME 3aMe IsieTcs Ha 1 yac.

B nccnenoBanny ¢ MHOTOKpAaTHBIM ITpreMoM puToHaBupa (600 Mr aBa pas3a B I€Hb) U LIETUPU3HHA
(10 Mr B 1eHB) CTETICHDb SKCTIO3UIINH IIETUPU3KHA OblIa yBenndeHa mpuMepHo Ha 40 %, B TO Bpems
KaK 3KCIIO3UIIMS pUTOHABHUPA HE3HAUNUTENbHO U3MeHuach (-11 %) BciencTBue comyTCTBYIOLIETO

npueMa NCTUupU3nHa.

4.6. @DepTUIBHOCTDH, 0€PEMEHHOCTH H JIAKTALUS
bepemeHHOCTB
JlaHHbIE TIO TPUMEHEHUWIO IETHPU3MHA BO Bpemsi OepemeHHOocTH orpanudeHsl (300 — 1000

ucxonoB OepemMeHHOCTH). OJHAKO HE BBISIBICHO CllydaeB (OPMHUpPOBAHUS MOPOKOB Pa3BUTHS,
5
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DKCTIIEpUMEHTAIBHBIE HCCIICIOBAHUS HA JXKUBOTHBIX HE BBIABHIN KaKUX-THOO MPSMBIX WU
KOCBEHHBIX HEOJIAronpusATHBIX 2P (HEKTOB ETHPU3UHA HA PA3BUBAIOIIUICS 10 (B TOM YHCIIE B
MOCTHATaJIbHOM IEPUOJIE), TeUeHUE OEPEMEHHOCTH U MOCTHATAILHOE Pa3BUTHE.

[Tpu OepeMEeHHOCTH clie[lyeT IPUMEHATb C OCTOPOYKHOCTBIO, B Cllydae €ClIM MpeAarnoiaracMas
MoJIb3a JJIsl MAaTepPH MPEBBIIIAET MOTEHIIMATBHBIN PUCK IS TIJI0/1A.

JlakTanus

LleTpU3HH 3KCKPETUPYETCS C TPYIHBIM MOJIOKOM. LleTupu3uH BhIeNseTCs B IPYAHOE MOJIOKO B
kouuecTBe 25 — 90 % OT KOHIIEHTpaluu B IJ1a3Me KPOBHU, B 3aBUCMOCTH OT BPEMEHHU 0TOOopa
npo0 mocie npuema npenapara. HexxenatenbHble peakiuu, CBA3aHHBIE C IETUPU3UHOM, MOTYT
HaOJIIOaThCsl y TPYIHBIX JIETEH.

B mepuon rpyaHOro BcKapMIIMBaHHS ClIEAyeT MPUMEHSTh C OCTOPOKHOCTBIO, B CIy4yae €clid
npearnoyiaraeMas 1ojib3a I MaTepu TMPEBBIIAET TMOTEHIUANbHBIA pUCK J1s peOeHkKa.

DdepTUabHOCTD

I[OCTYHHI)IG JAaHHBIC O BJIMAHHWU LNCTUPHU3WHA HA q)epTI/IJH)HOCTB YCJIOBCKAa OTpaHUYCHBI, OJJHAKO

OTPHULATCIIbHOI'O BJIMAHHA HA (I)epTI/IJIBHOCTL B UCCICOOBAHUAX HA ) KMBOTHBIX HC BBISIBJIICHO.

4.7. BuausiHMe HA CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeICTBAMH U padoTath ¢
MeXaHM3MaMH

Ilerupu3H MOXKET MNPHUBECTHM K IIOBBIIIEHHON COHJIIMBOCTH, CJIEIOBATEIbHO, IIpernapar
Llerupusun — BEPTEKC  moxer oka3piBaTh  BIMSHHE Ha  CHOCOOHOCTh  YIPaBIIATh

TPAHCIIOPTHBIMU CPCACTBAMU, MCXaHU3MaMHU.

4.8. HexenatejbHble peakunu

Pesrome mpoduisg 6e3onacHOCTH

annvie, nonyuennvle 8 KIUHUYECKUX UCCTIE008AHUAX

Ob30p

Pe3ynbrarhl KIMHUYECKUX UCCIEA0BAHUH IPOJAEMOHCTPUPOBAIIN, YTO IPUMEHEHHE LIETUPU3HHA B
PEKOMEHI0BaHHBIX /103aX MPUBOJUT K PA3BUTHIO HE3HAYUTEIBHBIX HEXKEJIATENbHBIX 3((EKTOB CO
CTOpOHBI TeHTpanbHON HepBHOW cuctembl (IIHC), Bkiro4ass COHIMBOCTH, YTOMIISIEMOCTb,
TOJIOBOKPY)KEHHE M TOJOBHYIO Oosib. B HeKoTOpbIX ciydasx Oblla 3aperucTpupoBaHa
napajgokcanbHas crumyisinusa [IHC.

HecmoTpss Ha TO, YTO LETHUPU3HH SBISETCS CENEKTUBHBIM OJIOKaTOPOM IepH(epruuecKux
Hi-penenTopoB 1 NpakTUYECKH HE OKA3bIBAET aHTUXOJIMHEPTUYECKOro IEHCTBUS, COOOIIAIOCh O

CAWHHUYHBIX CiIydadX 3aTpyAHCHUA MOYCHCITYCKAaHHs, HAPYHICHUAX aKKOMOJAAIIUHU U CYXOCTH BO
6
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CooOmaioch 0 HapymeHUusX (YHKIUH TIEYEHH, COMPOBOKIAOIIUXCS TMOBBIIICHHEM YPOBHSI
MEYCHOYHBIX (PEPMEHTOB W OmnmpyOuHa. B OONBIIMHCTBE CIydacB HEXKEIATCIBHBIC SBICHUS
paspemainuch Mocie NIpeKpalleHus NpueMa HeTUpU3UHa.

Ilepeuens HexceramenbHblx N0OOOYHLIX peaKyull

Jemu

B mane60-KoHTpoIMpyeMbIX UCCISIOBAHUAX Y A€Tel B Bo3pacTe oT 6 mecsieB A0 12 jer Obuin

BBISABJICHBI CJICAYIOMIUEC HEXKECIATCIbHBIC PCAKIIUU C gactotou 1 % u BEITIIE:

Herupuznn 10 wmr | Ilnanedo
Hexenatenbnbie peakuuu (TepmuHosiorus BO3)

(n =1656) (n=1294)
Kenyoouno-kuwieunvie HapyuieHus
Huapes 1,0 % 0,6 %
Icuxuueckue paccmpoticmea
CoOHINBOCTE 1,8 % 1,4 %
Hapywenus co cmoponvl OvixamenvHou cucmembl,
0p2aH08 epYOHOLL KIIeMKU U CPeOOCHeHUs]
Punutr 1,4 % 1,1 %
Obwue HapywieHus u peakyuu 8 mecme 68e0eHUs
YTOoMIISIeMOCTh 1,0 % 0,3 %

NmeroTcst naHHble, MOMYYEHHBIE B XOJI€ JIBOWHBIX CJIEMBIX KOHTPOJIUPYEMBIX KIMHUYECKHUX
WCCIICIOBAaHMM, HAMpaBICHHbIX Ha CpaBHEHWE IETHPU3MHA W IJanedo WId JpYTux
AHTUTUCTAMUHHBIX TIPENapaToB, MPUMEHSIEMbIX B peKOMEHIOBaHHBIX Mo3ax (10 Mr oguH pas B
CYTKH I leTupu3uHa) 6osiee yem y 3200 mareHToB, HA OCHOBAaHUU KOTOPBIX MOYKHO IMPOBECTH
JIOCTOBEPHBIN aHAIHN3 JaHHBIX TTO0 0€30MMaCHOCTH.

CornacHo pe3ynabTaTaM 0O0BEIMHEHHOTO aHalK3a, B MJIAe00-KOHTPOIUPYEMBIX UCCIIEOBAHUSIX
Ipu TMPUMEHEHUU IeTHpu3nHa B 03¢ 10 Mr ObUTM BBISABICHBI CIENYIONINE HEXKelaTeIbHbIE

peakumu ¢ yactoto 1,0 % wmu BeIIIIE.

Herupuszun 10 wmr | Ilinanedo
Hexenarenbnblie peakuun (TepmuHosaorus BO3)
(n=3260) (n=3061)
Obwue Hapyuienus u peakyuu 8 Mecme 68€0eHUs.
VYTOoMI1eMOCTD 1,63 % 0,95 %
Hapywenus co cmoponul HepeHoU cucmembl
I'onoBokpyxenue 1,10 % 0,98 %
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JKenyoouno-kuweunvie HapyueHus

Boir B s)xuBOTE 0,98 % 1,08 %
CyxocCTb BO pTY 2,09 % 0,82 %
Tomrnora 1,07 % 1,14 %

Icuxuueckue paccmpoticmea

COHIIMBOCTB 9,63 % 5,00 %

Hapywenus co cmoponvl OvixamenvbHou cucmembl,

0p2ano6 2pyOHOU KIemKU U CPe0OCmeHUs

DapuHruT 1,29 % 1,34 %

XO0Ts 4acToTa CiIy4aeB COHJIMBOCTU B IPYIIE LIETUPU3MHA ObUIa BBIIIE, YEM TAKOBasl B IPYIIIE
wiane6o, B OOJBIIMHCTBE CIIy4aeB ITO HEXKEIATENBbHOE SIBICHHE ObUIO JIETKOH MM yMEpeHHOM
creneHu TskecTu. [Ipu 0ObEKTHBHON OlLieHKE, IPOBOJUMON B paMKax JIPYTruX HCCIEI0BaHMA,
ObUIO MOATBEP)KACHO, YTO NMPUMEHEHHE LETUPU3MHA B PEKOMEHJIOBAHHOW CYTOYHOW 103€ Y

3A0POBBIX MOJIOABIX ZIO6pOBOJII)IIeB HC BJIMACT HA UX MOBCCAHCBHYIO dKTUBHOCTD.

Pe3roMe HeXeIaTeIbHbIX PEeaKIui

Onvim nocmpecucmpayuOHHOocO0 NPUMEHEHUA

IToMmuMmo HeXeIaTeIbHEBIX HBHGHI/Iﬁ, BBISIBJICHHBIX B XO0J€ KIMHHUYCCKUX I/ICCJ'IG,I[OBaHI/Iﬁ n
OIMMMCAHHBIX BBIIIC, B paMKaX IMOCTPETUCTPALIMOHHOIO NPUMCHCHUA LCTHUPU3HNHA Ha6J'IIO)IaJ'II/ICB
CIeyIOIINE HeXKeNaTeIbHbIE PEeaKIIUu.

HexxenaTtenbHble sBI€HHS MPEACTABIEHBI HIDKE MO KiaccaM cuctembl opranoB MedDRA wu
YacTOTE Pa3BUTHSA, HA OCHOBAHHUH JJAHHBIX MOCTPETUCTPAIIMOHHOTO IPUMEHEHUS [IETUPU3HHA.
KJ'IaCCI/I(bI/IKaIII/Iﬂ YaCTOTbl Pa3BHUTHUA HEKCIATCIbHBIX SIBJICHUU COIJIacHO PEKOMEHOAIUAM
Bcemupnoii opranuzaruu 3apaBooxpanerus (BO3):

oyeHb yacto > 1/10;

4acTo >1/100, HO < 1/10;
HEYaCTO > 1/1000, O < 1/100;
peako > 1/10000, O < 1/1000;

oueHb peako < 1/10000;
YaCcTOTa HEM3BECTHA — HA OCHOBAHMH UMEIOIINXCS JAHHBIX OIEHUTh HEBO3MOXKHO.
Hapywenus co cmopoHbl Kposu u Iumpamuyeckoi cucmemvi:

OYCHb PEJKO — TPOMOOIIUTOIICHHUS.
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Hapywenus co cmoponsl uMMYHHOU cucmembl:

PENKO — peaKIuy THUIIEPIYBCTBUTEIBHOCTH;
OUYCHB PEIKO — aHA(DUITAKTUICCKHH IIOK.

Hapywenus memabonruzma u numanus:

PEIKO — IMOBBIIICHUE MAaCChI TeJIa;

YaCcTOTa HEU3BECTHA — MOBBIIICHUE AIIICTUTA.

Tcuxuyeckue napywenus:

HEYacTo — BO30YXKICHHUE;

PEIKO — arpeccus, CIIyTaHHOCTh CO3HAHUS, ICMIPECCHUS, TAJUTFOIIMHALIMH, OECCOHHMIIA,

OYCHB PEIIKO — THK;

4acToTa HEHW3BECTHA — CYHIHMAAJIbHBIC UACH, HApYIICHHS CHa (BKIOYas KOIIMAapHBIC
CHOBUJICHUA).

Hapywenus co cmoponul nepeHotl cucmemvi:

HEYaCTO — MapeCcTe3nu;

PEAKO — CYAOPOTH;

OUYCHb PEIIKO — U3BPAICHUE BKYCa, TUCKUHE3HUs, TUCTOHUS, 0OMOPOK, TPEMOp;

YacTOTa HEU3BECTHA — HAPYIIICHUE TAMSTH, B TOM YHCJIC aMHE3Us, TIIyXO0Ta.

Hapywenus co cmoponvl opeana 3penusi:

OYCHB PEJIKO — HAPYIICHHE aKKOMOJIAIINH, HEYETKOCTh 3PCHIS, TOPCUOHHBIA HUCTATM;

4acTOTa HEU3BECTHA — BACKYIIUT.

Hapywenus co cmoponbl opeana ciyxa u iabupunma:

4acTOTa HEM3BECTHA — BEPTHTO.

Hapywenus co cmoponvl cepoya:

PENKO — TaXUKapIus.

JKenyoouno-kuweynvle Hapyulenus:

HEYacTo — Juapesl.

Hapywenus co cmoponvl neuenu u Hcenuesbleo0suyux nymeii.

pEeIKO — TEeYeHOYHAsh HEeJOCTAaTOYHOCTh C M3MEHEHHEM (PYHKIIMOHAIBHBIX TMEYEHOYHBIX Mpod
(TIOBBIIIIEHNE aKTUBHOCTH TPaHCAMHHA3, IIENOYHOH (hocdaTasbl, raMMa-riyraMuinTpanchepassl u
OmnnpyonHa);

YaCcTOTa HEM3BECTHA — T'€TIATUT.

Hapywenus co cmopoHbl Kodicu 4 NOOKONCHBIX MKAHEI.

HEYaCcTO — ChIMb, 3YI;

PEIKO — KPaITMBHHMIIA;

OUYEHb PEJIKO — AHTMOHEBPOTUYECKHI1 OTEK, CTONKAsI IEKAPCTBEHHASI SPUTEMA;
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Hapywenus co cmopoHuvl mbluteunoll, ckelemHoll U cOeOUHUMEeNbHOU MKAHU:
4acTOTa HEU3BECTHA — AP TPAIITHSI, MUAJITHSL

Hapywenus co cmopoHbl nouex u Mouesbl8o0SuUx nymeti:

OYCHb PEIIKO — JAU3YPHUs, SHYpE3;

4acTOTa HEU3BECTHA — 33/ICPIKKA MOYH.

Obwue napyuweHus u peakyuu 8 Mecme 66€0eHUsL:

HEYacTo — acTEHHUs, HeJIOMOTaHuE;

penko — nepudepuuecKrue OTeKH.

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKIII/If/'I

ITocne INpCKpallCcHus IMPUMCHCHUA LCTHPHU3HMHA OBUIH OTMEYEHBI ClIydan 3yJa (B TOM YHCJIIC

HWHTCHCHUBHOI'O 3y,[[8.) H/uau KpalliBHUIBI.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo co001aTh 0 0103peBaeMbIX HEXKENATEIbHBIX PEAKIUAX OCIIE PETUCTPALMY IIperapara ¢
HEeNblI0 O0ECleYeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOILIEHUS «II0JIb3a — PHUCK»
JIEKapCTBEHHOTO TIpenapara. MeauIMHCKIM pabOTHUKAM PEKOMEHIYETCsl cOoOIaTh O JHOOBIX
M0JI0O3PEBACMBIX HEKEIATEIBHBIX PEAKIHIX JICKAPCTBEHHOTO IMpernaparta depe3 HalMOHAIbHBIE
CHUCTEMBl COOOIIEHHS O HEXeNaTelIbHBIX peaklMsX TocyaapcTB-ujieHoB EBpa3zuiickoro
HKOHOMHYECKOTO COI03a.

Poccniickas @enepanns

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasuanzop)

Anpec: 109012, r. Mocksa, CraBsiHCKasl Iiiomanp, 1. 4, ctp. 1.

Tenedon: +7 (800) 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHET»:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHMIOTOMBI

Cumnromsl, HabI0JTaeMble TIOCTIE SIBHOW TTEPeI03UPOBKH Mpenapara, ObUIH CBS3aHBI C BIUSHAEM
Ha [IEHTPAIBHYIO HEPBHYIO CUCTEMY WJIM C BOZMOYKHBIM aHTHXOJIUHEPTUIECKUM dPPEKTOM.
CuUMINTOMBI, KOTOPbIE HA0IIOAATUChH MTOCIIE MPHUeMa 110 MEHbIIEH Mepe MATUKPATHOTO KOJIMYECTBa

PEKOMEHIyeMO CYTOYHOM J03bI, BKIIOYAIM CIEAYIOLIee: CIIyTaHHOCTh CO3HAHHS, Iuapes,
10
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3 PEeKT, COHTMBOCTD, CTYIOP, TAXUKAPAHS, TPEMOD, 33JepKKa MOUH.

Jleuenune

Crnenn¢uyeckoro aHTHIOTa HET.

B ciyuae nmepeno3upoBKH PEeKOMEHAYETCSl CHMITOMATHYECKOE WIIH MOJICPKUBAIOLIEE JICUCHHUE.
IPOMBIBAHHE JKEIy/IKAa W/WIH MIPUEM aKTHBHPOBAHHOTO YIS MOXKET OBITh 3(PPEKTHBHBIM, €CIIN

NEepCA03UPOBKA IMMPOU30ILTIa HCAABHO. HGTI/IpI/IBI/IH YaCTUYHO BBIBOJUTCA IMPU AUATIU3C.

5. DPAPMAKOJIOTHMYECKHUE CBOMCTBA

5.1. ®apmakoamHaMuYecKHe CBOICTBA

®dapmakoTepaneBTUYECKass TPYyNIa: aHTUTUCTAMUHHBIE CpPEJCTBA CHUCTEMHOTO JICUCTBUS;
MIPOU3BOIHBIC TUTIEPA3HHA.

Kox ATX: RO6AEQ7

Mexanusm neiicTBus

[etupusun — aktuBHOE BeulecTBo npenapara Llerupusun — BEPTEKC — sBisiercst MeTaboauToM
THJIPOKCU3MHA, 00a1aeT aHTUTUCTAMUHHBIM 3(P(GEKTOM C MPOTUBOAIUIEPTUUECKUM JCHCTBUEM.
LleTupu3uH OTHOCHUTCS K TIpyIlle KOHKYPEHTHBIX aHTarOHUCTOB T'MCTaMMHA U Onokupyer Hi-
TUCTAMHUHOBBIE PELIETITOPHI ¢ HEOONBIIUM BO3JAEHCTBHEM Ha JIPYTHe PEeLeNnTOpbl U MPaKTUYECKH
HE OKa3bIBaeT aHTUXOJIMHEPTUUECKOTO U aHTUCEPOTOHUHOBOTO JIEHCTBUS.

[leTMpy3nH OKa3bIBA€T BIUSHUE HAa THCTAMUH3AaBUCHUMYIO CTaJHUI0 AJUIEPITHMUYECKUX PEaKLui
HEMEJUIEHHOTO JEeHCTBUS, a TaKXKe YMEHBIIAET MMIPALUI0 Y03MHO(PUIOB U OTPaHUYMBAET
BBICBOOOKJIEHIE MEIMATOPOB MPH AIIEPTUYECKUX peaklusax 3aMeIeHHoro Tuna. [Ipakrnuecku
HE MPOXOJUT yepe3 reMarodHuedanrndeckuil 6apbep H, ClIe0BaTebHO, IMOYTH HE CIIOCOOEH
JIOCTUYb LIEHTpaJIbHBIX penentopos Hi.

dapmakogngamuyeckue 3P HeKToI

B uccnenoBanusx BIMSHUS THCTAMUHA HA KOXKY JIEUCTBUE LIETUPU3HUHA B 03¢ 10 MTr HaunHaN0Ch

yepe3 1 wac, JocTHrajgo MakcumMyma co 2-ro mo 12-plif yac W Bce emle HabM0Ianoch Ha

CTaTUCTUYECKH 3HAUYMMBIX YPOBHSAX uepe3 24 yaca. B 1omomHeHMHM K aHTUTMCTAMHUHHOMY

b deKkTy HeTUPU3UH TakkKe OO0NanaeT MPOTHUBOBOCHATHTENHHBIM S()(PEKTOM U TeM cambIM

OKa3bIBAaCT BIMSIHUE HA TIO3HION (Pa3y ajIepruuecKon peaKkiinu:

— Ilpu nmoze 10 mMr ogwH WM JBa paza B JIeHb, MHTHUOMpPYET MO3JHIOI a3y arperamuu
H03MHO(HIIOB B KOXKE;

— IIpum moze 30 Mr B JeHb, WUHTHOMPYET BBHIBEACHHE DJ03UHOPUIOB B OpPOHXUATHHYIO
AbBEOJISIPHYIO JKHUIKOCTh MOCIIE BBI3BAHHOTO aJUIEPT€HOM OPOHXHUANBHOIO CYKEHHUS;

— HWurubupyer BbI3BaHHYIO KAJUNTMKPEUHOM MO3JHIOI0 BOCHAIIUTENBHYIO PEaKIHIO;
11
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— TlomaBnsieT SKCIPECCHIO MapKEepOB BOCTIATCHHUS, raxik Rid [ERVEL 'EEE%&MT‘;G 004)

— Hurubupyer aeiicTBue rucTaMMHOINOEpaToOpoB, Takux kak PAF nnu cyOGcrannus P.

5.2. ®apmakoKHHeTHYeCKHE CBOIiCTBA

AOGcopOuus

[Tocne mpueMa BHYTpH mpemnapar ObICTPO aOCOpOHMpyeTcs W3 KENyIOYHO-KUIICUHOTO TPAaKTa.
dapMaKOKMHETHYECKUE MapaMeTpbl LIETUPU3UHA IIPU €r0 MPUMEHEHUU B J03aX oT 5 10 60 mr
M3MEHSIOTCS TUHEHO. PaBHOBECHAs KOHLIGHTPALUS JOCTUTAeTCs yepes 3 IHS.
dapMaKOKMHETUYECKUH MPOoGUIIb LIETUPU3NHA aHAJOTHYEH Y B3POCIbIX U JETEH.

VY nerelr mocie npuéMa LETUPU3MHA B J103€ 5 MI KOHIIEHTpAlUsl aKTUBHOM CyOCTaHIIMU B
OpraHu3Me, Takas ke, KaKk U y B3pOCibIX mocie mpuema 10 mr. Y B3poCibIX MOCIE mpuema
netupusnHa B o3¢ 10 mr makcumanpHass KOHICHTpAHs (Cmax) B IUIa3Me KPOBH JOCTHUTAETCS
yepe3 1 — 2 gaca u cocraBmsier 350 Hr/mil. YV JeTelt mocie npueMa IEeTHPU3MHA B 03¢ 5 MT
MakcumanbHasi KOHIEHTpaus (Cmax) B IJIa3Me KPOBU JOCTUTAETCS uepe3 | yac m cocraBiser
275 Hr/min.

[Ipu mpueme ueTupusnHa B ¢GopMe Kamellb MaKCHMalbHbIE KOHIIGHTpAIlMH B IUIa3Me€ KpPOBU
JIOCTUTAIOTCS ¢ 00Jiee BBICOKON CKOPOCTHIO.

Pacnpenenenne

O6beM pacnipenenenus nociue npuema 10 Mr cocrasiseT 35 TUTPOB Y B3pOCIBIX, a CBSI3bIBAHHE C
6enkamu maa3mMbl KpoBU — 93 %. YV nereil 06beM pacnpeneneHus nocjie npueMa 5 Mr cocTaBiser
npuMepHo 17 AuTpoB.

He3naunTenbHOE KONMMYECTBO LETHPU3NHA BBIACTSETCS B TPYIHOE MOJIOKO.

buorpancdopmarms

V¥ B3pocibix 60 % 1036l BBIBOJUTCS U3 OPraHW3Ma B HEM3MEHEHHOM BHJIE€ TOUKAMH.
DJIMMUHALNS

[Tocne mpuema 10 Mr y B3pocCibIX OOmMIA KIHpeHC IeTupusnHa coctaBisieT 0,60 mi/MHUH/KT;
nepuos nonysbiBeneHus (T12) cocraBnser npumepHo 10 ugacos. Ilpuém HeckonbKHX 103 HE
u3MeHseT papMakokuHeTHyeckue napameTpsl. [Ipu nmpueme npenapara B cyTouHoit 1o3e 10 Mr B
tedyeHnue 10 gHeH KyMyJIsLUU LIETUPU3UHA HE HAOJ0AaJI0Ch.

[Tocne okOHYaHMS JIeYEHHs] YPOBEHb LETHPHU3MHA B IJIa3Me€ KpPOBU OBICTPO MagaeT HUKE
ornpezenseMbIX npezaenoB. [IoBTOpHBIE ayuieproioruueckue TeCTbl MOKHO BO3OOHOBUTH uepe3 3
JTHSL.

[ToyeuHas HEJOCTATOYHOCTh

VY namueHTOB ¢ MOYEYHOM HEIOCTAaTOYHOCTBIO Jierkoi ctemeHu Tsbkectn (KK > 50 mur/mun)

(dbapMaKOKMHETHYECKHUE TMapamMeTphl aHAJIOTUYHBI TAaKOBBIM Y 3J0POBBIX JOOPOBOJIBLIEB C
12
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HOpMaJIbHOW (DYHKITHEH TTOUeK.

VY ManueHToB ¢ MOYeYHOH HeAoCTaTouHOCThIO cpenHeil crenenu Tsoxectu (KK 30 - 49 mur/mun)
Tin yanuusercs B 3 pasa, a oOmuil kimupeHc cHmkaercss Ha 70 % OTHOCHUTENBHO 30POBBIX
JOOPOBOJIBIIEB C HOPMaJIbHOU (DYHKIUEH MOYEK.

VY nanueHToB, Haxosamumxcs Ha remoaunanuse (KK < 7 mu/mun), npu npuemMe npemnapaTta BHyTPb
B 03¢ 10 Mr o0muil KIMpEeHC CHUXKAeTcs MpuOIM3uTenbHo Ha 70 % OTHOCHUTENHHO 3I0POBBIX
T0OPOBOJBIICB ¢ HOpMaIbHOU (QyHKITMEH Touek, a T1, yauHsercs B 3 pasa.

Menee 10 % netupusuHa ynajisieTcsi B X0Ji€ CTaHIapTHOW MPOLEeypbl FeMOIMaIN3a.

IleyeHOYHAS HEAOCTATOYHOCTD

Y  manMeHToB ¢ XpPOHMYECKMMHU  3a00J€BaHUSMU  TE€UYEHHU  (TeHaTOLEIUTIONSPHBIM,
X0JIECTATUYECKUM Y OMITMAPHBIM IIUPPO30M) MIPU OJTHOKPATHOM IpUEMe IeTHpU3rHa B f03¢e 10 mr
uiu 20 mr Ty yBenuuuBaercst npuMepHo Ha 50 %, a knupenc cHuxaetcst Ha 40 % 1o cpaBHEHUIO
CO 3I0pOBbIMH cyObekTamu. Koppekius m03bl HEOOXOIuMa TOJBKO B TOM Cllydae, €Cld y
MalydeHTa C T€YECHOYHOM HEIOCTAaTOYHOCThIO HWMEETCS TaK)Ke COIYTCTBYIOIIAs TOYeYHAas
HEJ0CTaTOYHOCTb.

JInia mo)Kujaoro Bo3pacra

VY 16 noXuibIX JUI] IPU OJTHOKPATHOM IpueMe npernapara B 1o3e 10 mr Ty Opu1 Beime Ha 50 %,
a CKOpOCTb BbIBeZIeHHs! Obl1a Hibke Ha 40 % 1Mo CpaBHEHUIO C KOHTPOJIBHON TPYIIIOHN.
CHmKeHHe KIMpEHCa LETUPU3NHA Y TTOXKHIIIBIX MAIMEHTOB BEPOATHO CBSI3aHO C YMEHBIIIEHUEM
(GYHKIIMH MMOYEK Y 3TON KaTEerOpHH MallieHTOB.

eTH
VY nereit ot 6 10 12 net 70 % 03B BHIBOJUTCS U3 OPraHU3Ma B HEM3MEHEHHOM BHUJIE TIOUYKAMH.
[Tocne mpuema 5 mMr y neteit oOmuil KIUpeHe netTupusnHa cocrapiser 0,93 Mi/MUH/KT.
T2 y nereii ot 6 1o 12 nert coctaBisier 6 yacos, OT 2 10 6 €T — 5 4acoB, 0T 6 MecsIEB A0 2 JIeT —

CHMXKeH 10 3,1 gaca.

6. PAPMAIIEBTUYECKUE CBOMCTBA
6.1. IlepeyeHb BcnoMOraTeJibHbIX BelIeCTB
HPOMHUIICHTIIUKOJIb

[JIALEPO (TJIULIEPHH)

HaTpUs aleTaT TPUTUapar (HaTpus alerar)
HATpHs caxapuHAT

BOJJa OUYHMIICHHAsA

13
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6.2. HecoBMecTHMOCTL

He npumenunmo

6.3. Cpok rognoctu (Cpok XpaHeHus1)

HeBckpouIThI hi1akoH

3 rona.

Ilociie IeEpBOro BCKPBITHUSI

®d1akoH XpaHUTh HE OoJiee 6 MECSIICB.

6.4. OcoOble Mepbl IPEJOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTb 1pu Temieparype He Boie 25 °C.

6.5. Xapakrep u coaep:kaHue NEPBUYHOH YIIAKOBKH

[To 10 mut nmm 20 mit Bo (prrakoHaX TEMHOTO CTEKJIa, YKYIOPEHHBIX MPOOKaMU-KanelbHULIAMU U3
HOJIUATUIICHA HU3KOU INIOTHOCTH U HAaBUHYMBAIOIMUMHACA KPbIIIKAMHW U3 ITOJUITHUIICHA BBEICOKOI1
IIJIOTHOCTHU C KOHTPOJIEM IIEPBOI0 BCKPBITHUA. KEDKI[I:II\/JI (1)JI&KOH BMCECTC C JIUCTKOM-BKJIAABIIIIEM B

IMa4KC U3 KapTOHaA.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TNPH YHUYTOKEHHUH HCHOJb30BAHHOIO
JIEKAPCTBEHHOr0 mpenmapara WJIH OTXO0A0B, TMOJYYEHHbIX TIOCJA€ NPHMEHEHUs!
JIEKAPCTBEHHOT0 Mpenapara, u Apyrue MaHUMYJIS U ¢ MpenapaTom

Het oco6bIx TpeGoBaHUil K yTUIN3AIMH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA
Poccus

AO «BEPTEKC»

Anpec: 197350, r. Canxt-Ilerepoypr, Jlopora B Kamenky, a. 62, mut. A
Tenedon: 8 (800) 2000 305

AJpec AIIeKTpOHHOU NOYTHL: vertex(@vertex.spb.ru

7.1 IlpeacraBuTe b Jep:KaTessi PerucTPalHOHHOIO Y10CTOBEPEeHHUS

[Iperen3un HOTD66I/ITCJICI71 HalnpasJIATH 110 aApECy.

Poccus
AO «BEPTEKC»
Anpec: 197350, r. Cankt-Ilerepoypr, Jlopora B Kamenky, a. 62, mut. A

14
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Te.]'[e(bOHZ 8 (800) 2000 305 |:|-|l:|::.-| E,J'::EAHTEHIZH': ': T:I ':|:|:|'=1-:|

Anpec anieKTpoHHOU TouThl: pharmacovigilance@vertex.spb.ru

8. HOMEP PETUCTPAHIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHOHN PETMCTPAIIMM (IIOATBEPXKJIEHHS PETUCTPAILIVH,
INEPEPETUCTPALIMN)

Jlara nepBoii peructpaiuu:
10. JATA HEPECMOTPA TEKCTA
OO6mas xapakrepuctuka jekapctBeHHoro mpemnapara Lletupusun — BEPTEKC nocrymna Ha

uH(GOPMallMOHHOM TMopTaje EBpa3suiickoro »KOHOMHYECKOTO CO03a B HWH(OPMAIMOHHO-

TeJICKOMMYHUKaMOHHOHU cetn «HTepHEeT» https://eec.eacunion.org/.
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