COOTBETCTEYET 3K MY OTYETY
oT 22.11.2023 N 24533 1

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Herupusun, 10 Mr/mi, Karau AJis mpueMa BHYTPb.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByro1ee BEIECTBO. LIETUPU3HH.

Kaxxapiii Mt kamens conepkut 10 Mr neTupusnHa JTUruIpoxIopua.

[TonHbI IepeyeHb BCIIOMOTaTeIbHbIX BELIECTB MPUBENIEH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kammu nns npuema BHYTpb.

[Tpo3paunblii OECIIBETHBII pacTBOP.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

[leTnpu3KH MoOKa3aH K NPUMEHEHHUIO y B3POCIbIX MMAllUEHTOB U y JeTel ¢ 6 MECsIEB U cTaplile
JUTs1 OOJIETUEHUS:

- Ha3aJIbHBIX M TJIA3HBIX CHUMITOMOB KPYIJIOTOAUYHOTO (TIEPCUCTUPYIOIIET0) U CE30HHOTO
(MHTepMUTTHUPYIOIIETO) AJIEPrUU4ecKOro PUHHUTA U aJUIEPrHYECKOT0 KOHBIOHKTHUBHUTA: 3Y]a,
YUXaHbs, 3aJI0)KEHHOCTH HOCA, PUHOPEH, CII€30TEUCHUS, TUIIEPEMUU KOHBIOHKTUBBI;

- CHMIITOMOB XPOHUYECKOW UIUOTIATHIECKON KPATMBHUIIBI.

Ilpumenenue y demeii om 6 0o 12 mecayes 803MONCHO MONLKO NO HAZHAYEHUIO 8pada U NOO
CmMpo2um MeOUYUHCKUM KOHmpoiem!

4.2. PesxuM 103MPOBaHNS U CTIOCOD MPUMEHEHUSsI

PexxuM 103upoBaHus

Bspocnvie
10 mr (20 xanenb) 1 pa3 B AeHb.
AJNbTepHATUBHO, 1032 MOXKET OBITh pa3jieieHa Ha aBa npuema (1o 10 kamenb yTpoM U BEYEpPOM).

Oco0ble TPVIIILI TAIMEHTOB

HauueHmbl NnoJHCUI020 8o3pacma

M3-3a BO3MOKHOTO CHIKEHUS (DYHKIIMHU TIOYEK PEXHM JO3MPOBAHUS Ipernapara CieayeT
KoppekTupoBath (cM. moapazaen «llanumeHTsl ¢ MOYEYHONW HEZOCTAaTOYHOCTHIO» pasferna
«Croco6 MpuMEHEHHUs U JI03b1»).

Tayuenmsi ¢ noueunoli HedOCMamouHOCMoIo

[Tockonpky mpemnapar LleTupu3uH BBIBOAWTCS W3 OpraHM3Ma B OCHOBHOM TIOYKaMHU (CM.
nojapazaen «PapMaKOKMHETHKA), IPU HEBO3MOXKHOCTH aJbTEPHATUBHOTO JICUCHUS TAIMEHTOB

C MOYEYHON HEJOCTATOYHOCTHIO PEKUM JO3UPOBAHUS IpernapaTa CleyeT KOPpPEeKTHpOBaTh B
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3aBUCUMOCTH OT (DYHKITH TOYEK (CKOPOCTH KTy 60uKOBON '%ﬁnlgt;aﬁﬁﬁf%ﬂ OCThb 0001)

[Tpu wcrosib30BaHUK TAOJHUIIBI 11 KOPPEKTUPOBKU [103bl KIIMPEHC KPEATHHUHA JOJHKEH OBITh
paccuuTaH B MJI/MUH.
KK m1s My’>K4MH MOKHO PacCuMTaTh, HCXOAS M3 KOHIICHTPAIMH CHIBOPOTOYHOI'O KpEaTHHHUHA,
10 cieAyromiei Gopmyie:

[140 — Bo3pacr (rosr)] X Macca Tena (Kr)

KK (mi1/mMun) =

72% KKCbIBOpOT (MF/ I[H)
KK 1151 s)keHIIIMH MOYKHO PacCUMTaTh, YMHOKHB MOJIydYeHHOE 3HaYeHHE Ha ko3 dunuent 0,85.

I[O?:I/IDOBaHI/IC Y B3POCJIBIX MAIIMCHTOB C MOYCYHOM HEAOCTATOYHOCTBIO

IMoyeyHast HETOCTATOYHOCTH CK® (Mu/MuH) Pe:kum 103upoBaHus

Hopma >90 10 mr (20 xamens) 1 pa3 B 1eHb
Jlerkas 60-89 10 mr (20 xanenp) 1 pa3 B geHb

Cpennsis 30-59 5 mr (10 xamens) 1 pa3 B ieHb

Tsoxenas 15-29 5 mr (10 xarens) yepes JIeHb

TepMuHaiibHas cTaIUAS — <15 MpUEM MpenapaTta IpoTUBOIIOKAa3aH
MAIMEHTHI, HAXOSIINECS Ha
an3e

Tlayuenmol ¢ napywenuem @ynKyuu nevenu
VY manueHToB ¢ HapylIEHHEM TOJBKO (DYHKIIMHM MEYEHH KOPPEKIUH pPEeKruMa TO3HPOBAHUS HE
Tpebyercs.
VY mnauueHTOB ¢ HapylleHHeM M (yHKIUM Me4eHH, U (YHKIUH TO0YeK, PEKOMEHIyeTCs
KOPPEKLIHs JO3UPOBaHUS (CM. TaOJIMILy BBIIIE).
eTH
bezonacnocts u 3¢ pexTnBHOCTH penapata LleTupusun y aereit 10 6 MecseB HE yCTaHOBJICHBI.
[Tpumenenue y nereit ot 6 10 12 MecsleB BO3MOXHO TOJBKO IO HAa3HAUYEHHUIO Bpaya U IOJ]
CTPOTUM MEJUIIMHCKAM KOHTPOJIEM!
Jlemu om 6 0o 12 mecsayes
2,5 mr (5 xamens) 1 pa3 B IeHb.
Jlemu om 1 200a 0o 6 nem
2,5 mr (5 kamenb) 2 pa3a B IeHb yTPOM U BEUEPOM.
[TponomKUTENEHOCTD JI€UEHUS HE T0JKHA MPEBbIIATh 4 HEJENb.
Jlemu om 6 0o 12 nem

10 mr (20 xanens) 1 pa3 B AeHb.
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BATENBHOCTH 0001)

10 i
[IpoaoKUTENBHOCTD JI€UEHUS HE TOJKHA MPEBHIIIATH 4 QCI[CJ;LE."]'I"‘

AJbTepHATUBHO, /1032 MOXKET OBITh pa3jieieHa Ha Ba npuema (1o 10 xamesb yTpoM U BEYEPOM).
Jlemu cmapwe 12 nem

10 mr (20 xamens) 1 pa3 B eHb.

Nuorpa wavanpHOW 10361 5 Mr (10 kamenb) MokeT OBITh AOCTATOYHO, €CJIM ATO IO3BOJISET
JOCTUYb YJOBIIETBOPUTEITHHOTO KOHTPOJISI CHMIITOMOB.

JleTsiM ¢ moYeYHON HeIOCTAaTOYHOCTRIO 103y KOppeKTUpyroT ¢ yaerom KK u maccer Tena.

Croco0 rIpuMeHeHus

BuyTpb.

[Ipunumarp mpemnapar cieayeT BeuepoM, T.K. CHMIITOMBI CTaHOBSITCS OoJjiee BBIPaKCHHBIMU
BEYEPOM.

ITpu HeobxonumocTH npenapat LleTupu3uH MOXKHO 3alUTh CTAKAHOM BOJIBI.

[Tpenapat LleTupu3uH MOKHO IPUHUMATh HE3aBUCUMO OT NMPUEMA IHILH.

4.3 IIlpoTuBonOKa3aHus

['MnepuyBCTBUTENBHOCTh K LETUPU3UHY, T'MJIPOKCU3UHY, IPYI'MM IPOM3BOJHBIM MHIIEpa3vHa
WIN K J1I000MY M3 BCIIOMOI'aTEJIbHBIX BEIECTB, IEPEUUCICHHBIX B pasaene 6.1.

TepMuHanbHasE CTagusl IMOYEHYHOM HENOCTATOYHOCTH (CKOPOCTh KIIyOOUKOBOW (HIIBTpALlUM
< 15 mu/muR).

Herckuii Bo3pacT 10 6 MecsueB (BBUAY OTrPAaHHMYEHHOCTH MTAHHBIX N0 A(PQPEKTUBHOCTH U
0e30macHOCTH IPUMEHeHH s pernapara Letnpusut).

4.4. Ocobble yka3aHus M Mepbl MPeJ0CTOPOKHOCTH NPH NPUMEHEeHUH

C 0CTOPOKHOCTEIO

- XpOHMYECKas I0YeyHas HEJOCTaTOYHOCTh (MpU CKOPOCTH KIyOOuKOBOH (uimbTpauun
> 15 mu/MuH TpeOyeTcst KOPPEeKLUs pexXuMa JO3UPOBaHUS);

- MAIMEHTHI MOKUJIOTO Bo3pacTa (IIpHU BO3PACTHOM CHHKEHHUHU KIIyOOUKOBOM (DHIIBTPALIUH);

- SIIJIETICHUS Y TTAIMEHTHI C TIOBBIIIEHHON CY0POKHOM TOTOBHOCTHIO;

- IAIMEHTHI C TPEIPACTIONATAIONIMMH (DAaKTOPAMHU K 3aJIEPKKE MOYH;

- IGTCKUI BO3pacT ¢ 6 Mecsies 10 1 roja;

- IpU OJHOBPEMEHHOM YHOTPEOJIEHHMH C aJKOrojeM WIM HpenapaTamMH, YrHETaroIIUMU
HeHTpanbHyo HepBHYIO cuctemy (ITHC);

- IEPUOJT TPYJHOTO BCKApMITHBAHUS,

- OEpEeMEeHHOCTb.

Oco0ble yKazaHus

BBuy moTeHIMATBHOTO YrHETAIOUIErO BIUSHUSA HAa UEHTPAIbHYI0 HEPBHYIO CUCTEMY CIEAYET

co0iroaaTh OCTOPOKHOCTh MPU Ha3HAUeHUHU Mpemnapara LleTupusun nersm B Bo3pacTe OT 6 Mec
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no 1 roma mpu HamUYUU cleayronmx (GpaxkTopes pHCKéwgéﬂﬁgﬁggﬁﬁ;%ﬁgﬁMg%ﬁe%h tHOi

JIETCKOM CMEPTH, TaKUX, KaK (HO HE OrpaHUYMBASICh 3TUM CIIUCKOM):

- CUHJIPOM aIlHO? BO CHE WJIM CHUHJAPOM BHE3AITHOM JETCKOM CMEPTH JIeTel IpyAHOI0 BO3pacTa y
OpaTa WJIu CeCTpHl;

- 31I0ynoTpebiieHne MaTepy HAapKOTUKAMHU WM KypeHHEM BO BpeMsi 0epeMEeHHOCTH;

- MOJI0J101 Bo3pacT matepu (19 ner u moinoxe);

- 37I0ynoTpedsieHe KypeHHeM HSHH, yXa)KUBalollel 3a peOeHKOM (0JlHa MavyKa CUTapeT B JIeHb
nuim 6osee);

- IETH, PETYJIIPHO 3aChINAIONINE JTUIIOM BHU3 U KOTOPBIX HE YKJIAAbIBAIOT HA CIHHY;

- HEJIOHOIIEHHBIE (MeCTAllMOHHBIN BO3pacT MeHee 37 Heellb) WK POXKJICHHbIE C HEIOCTaTOUHOM
Maccoit Tena (Huxke 10-ro nepueHTusIs OT reCTallMOHHOTO BO3pacTa) JIeTH;

- IIpY COBMECTHOM TMpHEME MPernapaToB, OKA3bIBAIOIINX yTHETAIOIEe BIMSIHIE Ha IIEHTPATbHYIO
HEPBHYIO CUCTEMY.

VY nanueHToB C MOBPEXJIEHUWEM CHUHHOIO MO3ra, TMIIEpIUIa3Hel MpeAcTaTeabHOW JKEele3bl, a
TakKe TPU HAIAYUHU JIPYTHX Tpeapacroyiararoimx (akTopoB K 3aepKKe MOYH, Tpedyercs
COOJIOZICHHE OCTOPOKHOCTH, TAK KaK HETUPU3HH MOXKET YBEIIMYMBATh PUCK 3aJICPKKH MOYH.

Y nanueHToB € MOYEYHOW HEAOCTATOYHOCTHIO PEXHUM [O3UPOBAaHUsS IIpermapaTra cleayeT
KOppEeKTUpOoBaTh (cM. pazaen «Crocod mpuMeHEHUs U JI03bD»).

N3-3a BO3MOXKHOTO CHIKEHUS (PYHKIMM IMOYEK y MAIMEHTOB IMOXKHIOIO BO3pacTa PEXUM
JIO3UPOBAHUS Iperapara cieyeT KOppeKTUpoBaTh (M. paznen «Crnocod NpUMeHEHUs U 103bD»).
PekoMeHn0BaHO COOMIONATH OCTOPOKHOCTH TPU MPUMEHEHHU ETHPU3MHA OJHOBPEMEHHO C
ajKorojeM uiu mnpenaparamu, yraerarommmu [[{HC, Tak kak 1MEeTHPU3UH MOMKET NMPUBECTH K
MOBBIIIEHHOW COHJIMBOCTH.

OCTOpOKHOCTH ClleZlyeT COOM0aTh y MAIlMEHTOB C SIUJICTICHEN W TOBBIIMICHHON CyIOPOXHOU
TOTOBHOCTBIO.

[lepen Ha3zHaueHWEM aJJIEPTOJIOTHUYECKUX MPOO PEKOMEHIOBAH TPEXTHEBHBIA «OTMBIBOUHBII
MepuoJi BBUAY TOTO, YTO OJIOKATOPHI Hi-TUCTAaMUHOBBIX PEIENTOPOB HMHTHOUPYIOT pa3BUTHE
KOYKHBIX aJUIEPTUYECKUX PEAKIUH.

4.5. B3ammopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMHU IMpernapaTamMm M JApyrue BH/bI
B3auMMo/1eiicTBUS

OnHOBpEeMEHHOE TMPUMEHEHHE C  a3UTPOMHUIIMHOM, ITUMETHUIWHOM, SPUTPOMHIIMTHOM,
KETOKOHA30JI0M WM TCceBA03(eIpruHOM HE BIHMsAET Ha (DapMaKOKMHETHYECKHE TMapaMeTpbl
netTupusrHa. DapMaKOKMHETHYECKHX  B3aUMOJEHCTBHI He  HaOmomanock. CoriacHo

UCTIBITAaHHUSM IN VItro, HeTUpHU3KH He BIUsACT Ha P PEKT CBA3bIBaHMs Oeka BapdapuHa.
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OIHOBpEMEHHBI TPUEM A3UTPOMUIIMHA, 3 I/ITpOMI/Iﬂ;III:IIE;,:'-l %&&E@‘ﬁ%éﬂ ':r'eJdihﬁnHilIé U

ncepnoddenpruHa He BBIIBMII CYIIECTBEHHBIX H3MEHEHHH B KIMHHYECKHX J1a0OpaTOpHBIX
MOKA3aTesIX, )KU3HEHHO BaXKHBIX PpyHKImsx u DKI.

B wuccnepoBanuu ¢ ogHoBpeMeHHBIM npuemMoM teodpuuinHa (400 Mr B JeHb) U LETUPU3UHA
(20mMr B geHp) OBUIO OOHApPYKEHO HE3HAYUTEIBLHOE, HO CTATUCTHYCCKH JIOCTOBEPHOE
noBbieHune 24-qyacopoit AUC (mmomaay o kpuBoi) Ha 19 % s nernpusuna u Ha 11 % ans
teopummHa. Kpome Toro, MakcuManbHble YPOBHHU B IIa3Me€ KPOBU YBETUYMIHCH 110 7,7 % H
6,4 % COOTBETCTBEHHO JIsl LIeTUpHU3UHA U TeopruinHa. OJHOBPEMEHHO KIMPEHC LIETUPU3UHA
yMeHbInuics Ha -16 %, a taxke Ha -10 % B cinyuyae TeouiUIMHA, KOTJa ETUPU3UH PUHUMAIIN
NaIMEHTHI, KOTOPHIE paHee MoIydaln JieueHue TeopmunHoM. TeM He MeHee, MpeIBapUTeIbHOe
JeYCHHE ILETUPU3MHOM HE OKa3ajlo CYIIECTBEHHOIO BIMSHUS Ha (apMaKOKHHETUYECKHE
napaMmeTpbl Teo(hUIUIHHA.

[Tocne ogHOKpaTHOTO MpUeMa eTupusnHa B 1o3e 10 mr addexr anxorons (0,8 %o) 3HaUUTETHHO
HE YCHIJIMBAJICS; CTATUCTUYECKH 3HAUMMOE B3aMMOJICHCTBHE C 5 MI' iMa3zenama ObLIO JI0OKa3aHo B
OJIHOM U3 16 ICUXOMETPUUYECKUX TECTOB.

OpnnoBpemeHHBIN TipueM 10 Mr LeTUPU3KHA B JIEHb C TIIMIU3UIOM MPHUBEN K HE3HAYUTEIbHOMY
CHI)KCHUIO TMOKazaresei TIoKo3bl. ITOT 3PdeKT He MMEeeT KIMHUYECKOro 3HaueHus. Tem He
MEHee, PEKOMEHIYETCsI pa3/IebHbIN IPUEM — MIIMIIU3HUL YTPOM U LETUPU3HH BEUESPOM.

CreneHb BcachlBaHHS LIETUPU3MHA HE CHIDKACTCS MPU OJHOBPEMEHHOM IPUEME IHIIH, XOTS
BCachIBaHME 3aMeisieTcs Ha 1 yac.

B wuccnenoBanum ¢ MHOTOKpaTHBIM TpueMoM purtoHaBupa (600 mMr nBa pa3za B JI€Hb) U
nerupusnHa (10 Mr B JeHb) CTEMEHb DKCMO3WIIUU IIETUPU3UHA ObUIa YBEIIMYEHA MPUMEPHO HA
40 %, B TO BpeMs KakK, OKCIO3MIHMS PUTOHABHPAa HE3HAYMTENLHO u3MeHwnach (-11 %)
BCJIE/ICTBHE COIYTCTBYIOILErO IPHEMa LETUPU3UHA.

4.6. PepTHIBLHOCTD, 0€PEMEHHOCTD U JIAKTALHUSA

bepeMeHHOCTB

JlanHble TIO TPUMEHEHUIO IEeTUPH3WHA BO Bpems OepemeHHOCTH orpanudensl (300-1000
ucxonoB OepeMeHHOCTH). OJHAKO HE BBISIBICHO ClydaeB (OPMHUPOBAHUS MOPOKOB Pa3BUTHS,
YMOPHOHANIEHOM U HEOHATAIBHON TOKCHYHOCTHU C YeTKON MPUYMHHO-CIIEICTBEHHOU CBSI3BIO.
OKCTIepUMEHTAIBHBIC HCCIICIOBAHUS HA JKUBOTHBIX HE BBIABHIM KaKHX-JTHOO TPSMBIX WA
KOCBEHHBIX HEOJIaronpusaTHbIX 3 (EKTOB LIETUPU3NMHA HA Pa3BUBAOLIUICS 10 (B TOM YHCIIE B
MOCTHATATHHOM TIEPUO/IE), TeUeHUE OEPEMEHHOCTH M MOCTHATATFHOE Pa3BUTHE.

[Tpu GepeMeHHOCTH ClleyeT NMPUMEHATh C OCTOPOXKHOCTBIO B Cllydyae, €ClM Ipejrnosaraemas

ImoJib3a AJId MaTepu IMPEBLIIIACT HOTGHHI/I&HBHBIﬁ PHUCK IJId T1044.
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(MOCNEQCBATENEHOC T:u- 0001)

JlakTamus

IleTnpu3nH 3KCKPETUPYETCS C TPYAHBIM MOJIOKOM. LIeTUpHU3UH BBIAEISAETCS B IPYJIHOE MOJIOKO B
konuyectBe 25-90 % OT KOHIIEHTpaluu B IJIa3Me€ KPOBHU, B 3aBUCMMOCTH OT BPEMEHH OTOOpa
npo0 mocie nmpuema mnpenapara. HexenatenpHble peakiuu, CBSI3aHHBIC C IETUPU3UHOM, MOTYT
HaOJIFOIaThCS Y TPYIHBIX JCTEH.

B mepuona rpyaHOro BCKapMIIMBaHUS CIIEIYET MPUMEHSTh C OCTOPOXKHOCTBIO B Cliydae, €Cliv
mpeJnoiaraeMas rmoJib3a JijIsl MaTepy MPEBHIIIAST MOTSHIIMATBHBIN PUCK TS peOCHKA.

DepTUILHOCTE

JlocTynHble JaHHBIE O BIMSHUM Ha (EPTHIBLHOCTh YEIOBEKAa OrPAHWYCHBI, OJHAKO
OTpI/II_IaTeJIBHOFO BJIIMAHUA HA (bepTI/IJIBHOCTB B UCCJIICAOBAHUAX HA JKUBOTHBIX HE BBISIBJICHO.

4.7. Bausinde Ha CHOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMHU CPeJACTBAMH M padoTaTh ¢
MeXaHH3MaMH

LleTUpHU3MH MOXET TPUBECTH K IIOBBIIICHHON COHJIMBOCTH, CJIEJIOBATEIbHO, Ipernapat
HCTI/IpI/IBI/IH MOXKCET OKa3blBaThb BJIWJIAHHC HaA CHOCO6HOCTI) ynpaBJ’IfITB TpaHCHOpTHI)IMI/I
CpeICTBAMH, MEXaHU3MaMHU.

4.8. HexkesiaTesIbHbIE peaKIIHU

Pe3roMe HekenaTenbHBIX PeaKIUn

Hannvie, nonyuennvle 6 KIUHUYECKUX UCCIEO0BAHUSX

0630p

Pe3ynbTaThl KIMHUYECKUX UCCIICIOBAHUN MPOJIEMOHCTPUPOBAIIH, YTO IPUMEHEHUE IIETUPU3HHA
B PEKOMEH/IOBAHHBIX J103aX MPUBOJAUT K Pa3BUTHIO HE3HAYUTEIILHBIX HEXeNaTelbHbIX 3G (HEeKTOB
Ha [[HC, Bxiro4as COHJIMBOCTH, yTOMISIEMOCTh, TOJIOBOKPY)KCHHE U TOJIOBHYIO 0oiib. B
HEKOTOPBIX CITydasx OblIa 3aperucTpupoBaHa mapajaokcaibHas crumyssus [THC.

HecmoTpst Ha TO, 4TO UETHPU3HH SIBISIETCS CEJIEKTUBHBIM OjokatopoM mnepudepudeckux Hi-
PElenTOpOB U MPAKTUYECKH HE OKa3bIBA€T aHTUXOIMHEPTHMUECKOTO ACHCTBHS, COOOIIANOCh O
SAMHUYHBIX CITyYasx 3aTPyJAHCHUS MOUYCHCITYCKaHUS, HAPYIICHHUSIX aKKOMOJAIUU U CYXOCTH BO
pTYy.

CooOmranoch 0 HapymieHUsX (YHKIUM TIE€YEeHU, COMPOBOXKIAIOIIMXCS IMOBBIIICHUEM YPOBHS
AKTUBHOCTH TICYCHOYHBIX (EPMEHTOB U YypOBHSA OwnnpyOuHa. B OoNBIIMHCTBE CiIydaeB
HeKeJlaTeJIbHBIC SIBIICHUS Pa3peliaiich MOCIe IPEKpaIeHHs MprueMa IeTHPU3HHA.

Iepeuenw neorcenamenbublx noOOYHbLX peaxyuil

HNmerotcs HAaHHBIC, TMOJYYCHHBIC B XOIC HBOﬁHBIX CJICTIBIX KOHTPOJUPYCMBIX KIIMHHYCCKUX
PICCJICI[OBaHI/Iﬁ, HallpaBJICHHBIX Ha CpPaBHCHUC MNCTUPHU3NHA U nnaue60 HIn  Jpyrux
AHTUTUCTAMHUHHBIX ITpCIapaToB, NPUMCHACMBIX B PECKOMCHIOBAHHBIX A03aX (10 MI' OIWH pa3 B

CyTKH Il TeTupu3uHa) Oonee dyem y 3200 manueHTOB, Ha OCHOBAaHWU KOTOPBIX MOXKHO
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MIPOBECTH JIOCTOBEPHBIN aHAIIN3 JIAaHHBIX 10 0€3

CornacHO pe3ynbTaTaM 00BbEJUHEHHOTO aHAIN3a, B IIANe00-KOHTPOIUPYEMBIX HCCIEAOBaHUAX
Opyd MPUMEHEHUH LeTHpu3uHa B 03¢ 10 Mr ObUTM BBISBJICHBI CIEAYIONIME HEXKENaTelIbHbIE

peakiuu ¢ yactorou 1,0 % wnu BeIe:

HexenarenbHble peakuuu Herupusun 10 mr | Ilnanedo

(Trepmunoaorus BO3) (n =3260) (n=3061)

Tcuxuyeckue napywenus

COHJIUBOCTH 9,63 % 5,00 %
Hapywenus co cmoponul nepeHoU cucmembl

["osoBOKpy>KEHHE 1,10 % 0,98 %
I'osoBHas 6oJb 7,42 % 8,07 %

Hapywenuss co cmopoust  OvixamenvHoU  cucmemul,

0pP2aH08 2pYOHOU KIemKU U CPeOOCMeHUs.

dapuHTUT 1,29 % 1,34 %
JKenyoouno-kuuieynvle Hapyuienus

Bons B xxuBOTE 0,98 % 1,08 %
CyXOCTb BO PTY 2,09 % 0,82 %
TomrroTa 1,07 % 1,14 %

Obwue HapyweHus u peakyuu 8 mecme 68e0eHuUs

YTOMIIIEMOCTD 1,63 % 0,95 %

XO0Ts yacToTa CIy4aeB COHJIMBOCTH B IpyIle LETUPU3MHA Oblia BBIIIE, YEM TAKOBasl B IPYIIIE
iane6o, B OOJBIIMHCTBE CIIy4aeB ATO HEXKENATeNIbHOE SIBJICHHE ObUIO JITKON WM yMEpeHHOH
cTeneHu TsokecTd. [Ipu 0ObEeKTHBHON OlLleHKEe, MPOBOJUMON B paMKax JPYTUX HCCIIEIOBaHU,
OBLJIO MOJATBEPXKJIEHO, YTO NPUMEHEHHE LETHPU3MHA B PEKOMEHIOBAaHHOM CYTOUHOHM [03€ Yy
3/10POBBIX MOJIOJIBIX JOOPOBOJIBIIEB HE BIUSET HA UX ITOBCEAHEBHYIO aKTUBHOCTD.

emu
B nutanie60-KoHTpoIMpyeMbIX UCCIIEIOBAaHMX, Y IeTel B Bo3pacTe oT 6 MecALeB 10 12 net 6buin

BBISIBJICHBI CIIEAYIONIME HEXKEIaTeIbHbIe peakuu ¢ yactoToi 1 % u BhIwe:

HexenarenbHble peakuuu ernpusun Inaue6o

(tepmunosiorust BO3) (n =1656) (n=1294)

Hcuxuueckue HapyuieHusl

COHIIMBOCTH 1,8 % 1,4 %
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Hapywenus co cmoponvt  OvixamenvHou cucmentbl,| — "= EATEIEAUL TS UUUT]

0pP2aH08 2pyOHOU KIemKU U CPeOOCmeHUs.

Punur 1,4 % 1,1%

Kenyoouno-Kuueunvie HapyuleHus

Huapest 1,0% 0,6 %

Obwue Hapyulenus u peakyuu 8 mecme 86e0enus

Y TOMIIEMOCTE 1,0 % 0,3%

OngIT NOCTPECTUCTPALIMOHHOT'O IPUMCHCHU A

[ToMuMO HeXeNaTeNbHBIX SBJICHHUHA, BBIABICHHBIX B XOA€ KIMHUYECKHX HWCCICAOBAaHUN U
OMMCAHHBIX BBINIE, B PaMKaX MOCTPETUCTPALIMOHHOTO MPUMEHEHUs LETHpPU3MHA HaOII0JaIncCh
CIIEIyIOIINE HEeXKeNaTeIbHbIE PeaKLUU.

HexenaTenbHble SBICHHS MPEACTABICHBI HUXKE 1O Kiaccam cucteMbl opraHoB MedDRA wu
4acTOTE Pa3BUTHS HA OCHOBAHMH JAHHBIX MOCTPErHCTPALMOHHOTO TPUMEHEHHS IETHPU3HHA.
YacroTra pa3BUTHS HEKEJNATEIBHBIX SBJICHUN ONpPEACISUIach CIEAYIONM 00pa30oM: OUYeHb 4acTo
(> 1/10), wacro (> 1/100, < 1/10), meyacro (> 1/1000, < 1/100), peaxo (> 1/10000, < 1/1000),
odeHb peako (< 1/10000), yacTota Hem3BeCTHA (M3-3a HEAOCTATOYHOCTH JJAHHBIX ).

Hapywenus co cmopoHbl Kposu u tumpamuieckoi cucmembl.

OueHb peaKo: TPOMOOIIUTOTICHHUSI.

Hapywenus co cmopoHvl UMMYHHOU cucmembl:

Penko: peakuuu runepuyBCTBUTEIHHOCTH.

Ouenb penko: aHaQUIAKTUIECKU MIOK.

Hapywenus memabonuzma u numanus:

YacToTa HEM3BECTHA: MOBBILICHUE AMIETHTA.

Tcuxuyeckue napywenus:

Heuacro: Bo30yxnenue.

Penxo: arpeccus, CIlyTaHHOCTb CO3HAHUS, JIETPECCHS, TAJUTIOMHAIINN, OECCOHHUIIA.

OueHb penKo: THK.

YacToTa HeM3BECTHA: CYHULUUAAIbHBIE MBICIH, HapylIeHUs CHa (BKJIOYas KOIIMapHbIE
CHOBUJICHUSA).

Hapywenus co cmoponul HepéHoti cucmemvl:

Heuacro: mapecte3un.

Penko: cynoporu.

OdeHb peaKo: N3BpAIIeHHs BKYyCa, TUCKUHE3HS, TUCTOHUS, OOMOPOK, TPEMOP.

YacToTa HEH3BECTHA. HAapyHmI€cHUEC IMaMATHU, B TOM YUCJIC aMHE3U, I'NTyXO0Ta.
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(NOCNEQCBATENEHOCTE 0001)

Hapywenus co cmoponvl opeana 3penus:

OdeHb pesKo: HapyLIEHUE aKKOMOJAIIMH, HEYETKOCTh 3pEHUs, TOPCUOHHBIA HUCTAIM.
YacToTa HEU3BECTHA: BACKYJIUT.

Hapywenus co cmoponvl opeana ciyxa u 1adupunma:

YactoTa HEU3BECTHA: BEPTUTO.

Hapywenus co cmoponwvl cepoya:

Penxo: Taxukapausi.

Kemyoouno-kuuieunvie HapyueHus:

Heuacro: nuapes.

Hapywenus co cmoponvl neuenu u scenyesvi8o0auux nymeu.

Penxo: meueHO4Hass HEJOCTATOYHOCTh C M3MEHEHHUEM (YHKUMOHAIBHBIX IMMEYEHOUHBIX MPOO
(mOBBIIIEHNE aKTUBHOCTH TPaHCAMUHA3, LIENIOUYHOH (ocdaTaszpl, raMmma-riIyTaMuiITpaHcdepasbl
U OunupyouHa).

YacToTa HEU3BECTHA: IENATUT.

Hapywenus co cmoponsl Kodtcu u n0OKONCHbIX MKAHEIL:

HeuacTo: cblb, 3ya.

Penko: kpanuBHULA.

OueHb peIKo: aHTMOHEBPOTUYECKUHN OTEK, CTOMKAsI JIEKAPCTBEHHAs SpUTEMA.
YacToTa HEU3BECTHA: OCTPBIN F€HEPAIN30BAHHBIN K3aHTEMATO3HBIN ITyCTYJIE3.
Hapywenus co cmopoHbl mbiuieyHoll, CKelemHoll U COeOUHUMENbHOU MKAHU:
YacroTa HEM3BECTHA: apTPAITUsl, MUAJITHS.

Hapywenus co cmoponsl nouexk u Mouesvbig00auux nymeii.

OueHb peaKo: TU3ypHsl, SHype3.

YacroTa HEU3BECTHA: 3a/1ep’KKa MOYH.

Obwue HapyweHus u peakyuu 8 Mecme 68e0eHUs:

Heuacro: acTenus1, HEJOMOTaHHUE.

Penxo: nepudepuueckue oTexu.

Jlabopamophvie u uHcmpymeHmanbHvle OaHHbIe:

Penko: nosblieHne Macchl Tena.

Onucanue omoenbHbIX HexiCelamelbHbIX peaKyull

[Tocne mpekpaiieHus MPUMEHEHHUs] HETUPU3MHA ObUIM OTMEYEHBbI Clay4yau 3yJa, B TOM 4YHCIe
MHTEHCUBHOT'O 3y/1a /MU KPAaTUBHUIIBI.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIIUAX

BaxHo coo0mare O M0A03pEBAEMBIX HEXKENATENbHBIX PEAKUHUAX [OCIE PErucTpaliu

JICKApPCTBCHHOT'O IMpEriapaTra ¢ LCJIbIO o0OecreyeHus HEMIPEPBIBHOI'O MOHUTOPHUHTA COOTHOIICHUSA
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co00IaTh O JIFOOBIX TO03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JICKAPCTBEHHOTO IMpernapara
Yyepe3 HAIMOHAIBHBIE CHCTEMbI COOOIIEHUSI O HEXKEIATeNbHBIX PEAKIUsAX TOCYJapCTB - YICHOB
EBpazuiickoro 3KOHOMHYECKOTO CO03a.

Poccuiickas @enepanus.

DenepanibHas ciryx0a 1Mo Ha30py B chepe 31paBOOXPaHEHUSI.

Anpec: 109012, r. MockBa, CnaBsiHCKast TUtommanb, a. 4, crp. 1.

Tenedon: +7 800 550 99 03

OnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMAITMOHHO-TEIEKOMMYHHUKAITHOHHON ceru «nTepHeT:

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

4.9. Ilepeno3upoBka

CuMOTOMBI

CuMnToMBI, HaONIONAEMBIE TIOCIE SIBHOM TEPENO3UPOBKM TpenapaToM, OBLIM CBS3aHBI C
BJIMSHUEM HA LIEHTPAJbHYI0 HEPBHYIO CUCTEMY MM C BO3MOYKHBIM AHTUXOJIMHEPTUUYECKUM
s dexrom.

CuUMNTOMBI, KOTOpbIE HAONIONATINCh I[OCIE IMpHeMa [0 MEHBIIeH Mepe MATHUKPATHOTO
KOJIMYECTBA PEKOMEHIyEMON CYTOYHOW J103bl, BKIIOYAJIHU CIEIYyIOIIEe: CIIyTaHHOCTh CO3HaHUS,
auapes, yTOMJISIEMOCTb, TIOJOBHas Ooyb, HEJOMOraHWE, MUJpUa3, 3y, OECIOKOMICTBO,
CeaTUBHBIN 3P PEKT, COHIUBOCTD, CTYIIOP, TAXUKAPAUS, TPEMOD, 3aJIEP’KKa MOUH.

Jleyenue

Crenuduyeckoro aHTUI0Ta HET.

B cnyuae nepeno3upoBKy peKOMEHAYETCSI CHMIITOMATUYECKOE WIH TOJAEPKUBAIOIIEE JIEUCHHE.
[TpoMbIBaHMe KeNlyaKa U/ WU MPUEM aKTUBUPOBAHHOTO YTJISl MOXKET ObITh () PEKTUBHBIM, €CIU
Nepe03UPOBKa MPOU30LUIA HEAABHO. LIeTUPU3HH YaCTUYHO BBIBOAUTCS IIPU JUAIIN3E.

5. DPAPMAKOJIOT'MYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHEe CBOICTBA

dapmakoTepaneBTUYECKas TpyINa: AHTUTUCTAMUHHBIE CpPEICTBA CHUCTEMHOTO JIEUCTBUS;
IIPOU3BOIHBIE TUTIEPA3HHA.

Kox ATX: ROG6AEQ7

MexaHn3M IeiCTBUS

[letupu3uH - aKTUBHOE BelIECTBO mpemnapara LletupusuH - sBIseTcs MeTaOOIUTOM
THJIPOKCU3MHA, 00J1a1aeT aHTUTUCTAMUHHBIM 3P(PEKTOM C MPOTUBOATUIEPTUUECKUM JIeHCTBUEM.
[leTupu3uH OTHOCHUTCS K TpYyINle KOHKYPEHTHBIX aHTaroHUCTOB rUcTamMuHa M Onokupyer Hi-

TUCTaMUHOBBIC PCUCIITOPEI C HEOOJIBIITUM BO3)ICfICTBI/I€M Ha JpYyruc pCucrnTophl U NPaKTUYCCKA
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IleTnpu3nH OKa3pIBaCT BIMSIHUE HA T'MCTAMUH3aBUCUMYIO CTAJHMI0 AJUICPTUYECKHX pPEaKLUUN
HEMEJUICHHOTO JEHCTBUSA, a TaK)KE YMEHBIIAET MHTPALMUI0 S03MHOGHIOB M OrPaHHMYUBACT
BBICBOOOK/ICHHE MEMATOPOB NP AUIEPIUYECKUX PEeaKLUAX 3aMeJUIeHHOro tuna. [Ipaktuuecku
HE IPOXOIUT Yepe3 reMarosHuedanndyeckuil 6appep M, CIEeJ0BATENIbHO, IMOYTH HE CHOCcOoOeH
JOCTUYb LIEHTPAJIbHBIX PELENTOPOB Hi.

dapmakoauaamuyeckue d3PHeKTol

B wuccienoBaHusix BIMSHHA THUCTAMMHA Ha KOXY JeiicTBue LeTupusuHa B jgo3ze 10 mr
HAYMHAJIOCh Yepe3 1 yac, 1oCTUrano MakcuMmyma co 2-ro mo 12-p1if yac u Bce ele HabIo1anoch
Ha CTaTUCTUYECKU 3HAYMMBIX YPOBHSX uepe3 24 uyaca. B nomnonHeHue K aHTUTMCTaMHUHHOMY
¢ GdeKkTy TETHPU3MH Takke 00JalaeT MPOTHBOBOCHAIUTENBHBIM 3()PEKTOM U TEeM CambIM
OKa3bIBACT BIMSHUE HA MO3JHIOW (a3y ajiepruyeckoi peakuu:

- mpu no3e 10 Mr oxuH WIM JABa pa3a B JE€Hb, MHTHMOMpYeT MO3JHIOK (a3y arperanuu
D03UHO(DHIIOB B KOXKE;

- mpu goze 30 Mr B JeHb, WHTHOMPYET BBIBEICHHE 503MHO(DMIOB B OpOHXHAIBHYIO
ANbBEOJISIPHYIO KHUAKOCTh MOCIIE BBI3BAHHOTO ajNIEPreHOM OPOHXHAIBHOTO CYKEHHS;

- HHTUOUPYET BBI3BAHHYIO KAJNTMKPEUHOM MO3HIOI0 BOCHATUTENBHYIO PEAKIINIO;

- TTO/IABIISICT IKCIPECCHI0 MapkepoB BocniasieHus, Takux kak ICAM-1 wimm VCAM-1,

- UHTUOHMPYET JCHCTBHE THCTAMHHONINOEpaTOpOB, Takux kak PAF unm cyOcrannus P.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

Abcopbrus

[Tocne mpuema BHYTph LETUPU3UH OBICTPO abCcOpOMpyeTcs U3 HKETyIOUHO-KUIIEYHOTO TPaKTa.
®apMaKOKMHETUYECKHE TTapaMeTpbl LETUPU3MHA MPU €ro MPUMEHEHUH B J103aX OT 5 a0 60 mr
W3MEHSIOTCS IMHENHO. PaBHOBECHAsI KOHLIEHTPALMS JOCTUTAETCS Yepe3 3 JHS.
dapMakOKMHETHYECKUH MPO(PUITH LIETUPU3HNHA AHATIOTUYEH Y B3POCIBIX U JeTeH.

VY nerell mocne nmpuéMa LETUPU3MHA B J103€ 5 MI KOHIIEHTpAlUsl aKTUBHOM cCyOCTaHIMU B
OopraHusMe, Takas ke, KaKk M Yy B3pocibIX nocie npuema 10 mr. YV B3pociblx mocie mnpuema
nerupusuHa B go3e 10 Mr makcumanbHas KOHIEHTpauus (Cmax) B IUIa3Me KPOBH JOCTUraeTcs
yepe3 1-2 vaca u coctasnser 350 Hr/miu. Y gereil mocie mpuema LETUPHU3MHA B J03€ 5 MT
MakcuMaibHas KoHUeHTpanus (Cmax) B IIa3Me€ KPOBHU JOCTUTaeTcs depe3 | yac U cocTaBisieT
275 Hr/min.

[Ipu npueme nerupusnHa B (hopMe Kareidb MaKCUMalbHble KOHIEHTpAallUd B IUIa3Me KPOBHU
JIOCTUTAIOTCS ¢ 60JIee BBICOKOW CKOPOCTHIO.

Pacnopenenenne

O6beM pacnpenenenus nocie npuemMa 10 Mr coctapinseT 35 IUTPOB y B3POCIBIX, a CBSI3bIBAHHE C
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Oenkamu m1a3Mbl KpoBu — 93 %. YV gereit o0be pacnpeﬂl&%ﬁﬂgﬂ'&bﬁéﬁ 11—1%% M eoctdshser

npuMepHo 17 aUTpoB.

He3nauuTenbHOE KOJIMYECTBO LIETUPU3HHA BBIAEIAETCS B TPYIHOE MOJIOKO.

Metabonuzm

VY B3pocabix 60 % 1036l BBIBOAUTCS U3 OpraHu3Ma B HEU3MEHEHHOM BH/JIE€ TIOYKaMHU.
DJIMMUHALMS

[Tocne mpuema 10 Mr y B3pocibIX oOmmil KimupeHc nerupusuHa coctasisier 0,60 Mi/MUH/KT;
nepuop nonysbiBeaeHus (T12) cocraiser npumepro 10 yacos.

[IpuéM HeCcKONBKUX J03 HE H3MEHSeT (QapMakoKuHeTHueckue mapamerpsl. [Ipu mpueme
npernapata B cyTouHo npoze 10 mr B Teuenue 10 1gHeH KyMyJLMHM LETUPU3UHA HE
Ha0J1101aJ10Ch.

[Tocne oOkOHYaHMS JIEYEHHs] YPOBEHb LETHPHU3MHA B IUIa3Me€ KPOBU OBICTPO MagaeT HIKE
ornpezensieMbiX mpeaenoB. [IoOBTOpHbBIE aieproioruueckue TeCThl MOXHO BO30OHOBUTH udepe3
3 mHsL.

OTI{GJH)HI)IC T'pYIIIBI ITAIIMCHTOB

[Toxumbie maUeHTHI:

VY 16 noXuibIX JUI] IPU OJTHOKPATHOM MpueMe mnpemnapara B 1o3e 10 mr Ti/2 Obu1 Beime Ha 50 %,
a CKOpOCTb BbIBeZIeHUs Obl1a HIke Ha 40 % 1o cpaBHEHMIO C KOHTPOJIbHOW I'PyNIION.

CHMm)XeHUe KIMpEeHCa LETHPU3MHA Y MOKUJIBIX MAI[MEHTOB BEPOSITHO CBSI3aHO C YMEHbBIIEHUEM
(GYHKIIUH MTOYEK Y ATOW KaTerOpHH MalleHTOB.

Jeru:

VY nereit ot 6 10 12 net 70 % 03B BHIBOJUTCS U3 OPraHU3Ma B HEM3MEHEHHOM BHUJIE TTIOUYKAMH.
[Tocne mpuema 5 mMr y neteit oOmmil KIupeHce netupusuHa cocrapiset 0,93 mur/MuH/Kr.

T1 y nereit ot 6 no 12 ner cocraBusier 6 4acoB, OT 2 A0 6 JIET - 5 4yacoB, oT 6 MecsUeB 10 2 JeT -
CHIkeHo 1o 3,1 Jaca.

ITanMeHTHI ¢ TOYEYHOUM HEIOCTATOYHOCTBIO:

VY DainueHToB ¢ MOYEYHON HEIOCTATOYHOCTHIO JIETKOM CTENEHU TsHKECTH (KIMPEHC KpeaTWHHHA
(KK) > 50 ma/muH) (papMakOKHMHETHYECKHE MapaMeTpbl aHAJIOTWYHBI TAKOBBIM Y 370POBBIX
JOOPOBOJIBIIEB ¢ HOPMATILHON (PYHKILIHEH MOYEK.

VY nmanueHToB ¢ MOYEYHOM HeNOoCTaTOYHOCThIO cpenHeil crenenu TsxecTH (KK 30-49 mun/mun)
T1r ynnunsiercs B 3 pasa, a oOnuil knupeHc cHmkaercs Ha 70 % OTHOCHTEIBHO 3J0POBBIX
JOOPOBOJIBIIEB ¢ HOPMATILHON (PYHKILIMEH MOYEK.

VY nanuenToB, Haxosammxcs Ha remoauanuse (KK < 7 mi/muH), npu npueme npemnaparta BHyTpb
B 03¢ 10 mMr oOmmii KIMpeHC CHUXAETCs MPUOIM3UTENhHO Ha 70 % OTHOCHTEIIBHO 30POBBIX

JTOOPOBOJIBIIEB C HOPMAJIBHOUM (yHKIIMEH MTOYeK, a T1/2 yaymHseTcs B 3 pasa.
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[TauMeHThI ¢ IEYEHOYHON HEAOCTATOYHOCTBIO:

Y  TDanMeHToB € XPOHUYECKHMMH  3a00J€BaHHMSIMH  TEYCHHW  (TeMaTOIeIUIIOISIPHBIM,
XOJIECTATUYECKUM M OHJIMApHBIM LIUPPO30M) MPH OJHOKPATHOM IMpueme Ipemnapara B gosze 10
i 20 mr Tiz yBenmnuuBaercs npumepHo Ha 50 %, a kimpeHc cHukaercs Ha 40 % mno
CPaBHEHHIO CO 3J0pOBBIMHU CyOBekTaMu. Koppekius 10361 HEOOXOAMMa TOJIBKO B CiIy4ae, eCiu y
MalMeHTa C TEYCHOUYHOM HEIOCTAaTOYHOCThIO HMEETCS TaKXKe COIYTCTBYIOLIAs TMOYeyHas
HEJ0CTaTOYHOCTb.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeyeHb BCIOMOTraTeJbHBIX BellleCTB

['munepon (rmunepun) 85 %

[TponuaeHrIMKOIb

Hatpus anerata tpuruapar

Bopa ouniennas

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

HeBckpoIThlil hiakoH

3 roxa.

IIoclie mepBOro BCKPLITHS

OTKpBITHIN (PIIaKOH MOYKHO HCIIOJIb30BaTh B TEUEHUE 6 MECSIIEB.

6.4. Ocodbie MepbI MPEI0CTOPOKHOCTH MPH XPAHEHU U

XpaHUTh B 3aIUIIIEHHOM OT CBETa MECTE MpH Temrieparype He Boimie 25 °C.

VcnoBust XxpaHeHHs TIOCIIEe IEPBOTO BCKPBITHUS JIEKAPCTBEHHOIO MIpenapara cM. B paszene 6.3.
6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH

ITo 10, 20, 30, 40, 50, 60, 70, 80, 90, 100 mn mpemapara BO (HJIaKOH TEMHOTO CTEKJIa,
CHA0XCHHBIM KaleNbHUILIEW W3 TOMUATUIICHA HHU3KOM IUJIOTHOCTH U TOJHUIIPONHIICHOBON
KPBILIKOM.

Ha xaxnapiii ¢nakoH HakIEWBAIOT ASTHUKETKY M3 OyMaru MHcYedl WM AITHKETOYHOW WIIH
CaMOKJIESITITYFOCST ’THKETKY.

Kaxnprit ¢rakoH BMecTe ¢ HHCTPYKIMEH MO0 MEIUIIMHCKOMY MTPUMEHEHHUIO MTOMEIIAIOT B MaYKy

N3 KapTOHa KOpOGO‘-IHOl"O JJIS HOTpCGHTCJ’ILCKOﬁ Tapbl UJIN U3 KAPTOHA XPOM-3pP3all.
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6.6. OcolOble Mepbl MPeIOCTOPOKHOCT npn'3”‘%ﬁﬂﬁ%@@ﬁﬁ”'Eikkﬁ%%&ﬂ%ﬂﬁom

JIEKAPCTBEHHOT0 Mpenapara WJH OTXO0JA0B, TMOJYYE€HHBIX TOCJe MNPHMEHEHUs!
JIEKAPCTBEHHOT0 Mpenapara, u Apyrue MaHUIMYJISIIUU ¢ PenapaToM

Het oco0bIx TpeOoBaHMiA.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanns

00O «Tynbckas papmarieBTudeckas padpukar»

300004, r. Tyna, TopxoBckuii mpoe3a, A. 10

Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73

7.1. IlpeacraBuTEIb A€PIKATEISI PETHCTPAIMOHHOTO YI0CTOBEPEHUSI

IIpereH3uu HOTDC6HT€J'I€I>1 HAaITpaBJIATh IO aAPECy.

Poccuiickas @enepanus

00O «Tynbckas papmaneBTHIecKas Gpadpuxar»

300004, r. Tyna, TopxoBckuii mpoesa, 1. 10

Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73

8. HOMEP PETHCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. IATA TEPBUYHONM PETMCTPALMU (MMOATBEPKIEHUSI PETMCTPALIUU,
MEPEPETUCTPAILIAN)

[lata nepBoii peructpanuu:

10. TATA IEPECMOTPA TEKCTA

O6ma;1 XapaKTCPUCTHUKA JICKApCTBCHHOT'O Ipernapara HeTI/IpI/ISI/IH JOCTYIIHA Ha

uH(pOpMallMOHHOM TmopTaje EBpa3suiickoro SKOHOMHYECKOrO cO03a B HH(POPMAIMOHHO-

KOMMYHHUKAIHOHHOH cetn «MuTepueT» http://eec.eaeunion.org.


http://eec.eaeunion.org/

