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OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Humutpex Cencutus, 10 Mr/mut, Kary s ipueMa BHYTPb.

2. KAUECTBEHHBIN U1 KOJIMYECTBEHHBIA COCTAB

JelicTBytol1iee BEIIECTBO: HETUPU3UH

Kaxxnp1ii M1 pactBopa coaepkuT 10 Mr neTupusznHa JUruapoxaopuia.

1 xarutst pactBopa conepkuT 0,5 MI LIETUPU3HHA TUTUAPOXIIOPHIA.

[TonHbIM IEpeyYeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBEICHBI B pazzaene 6.1.

3. JEKAPCTBEHHASI ®OPMA

Kannu nnst npuema BHYTpb.

[Ipo3paunbiii GECIBETHBIN WM CBETJIO- KOPUUHEBATHIA PACTBOP.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3zaHusi K NPUMEHEHHUIO

[Ipenapat LHumutpex CeHCUTUB MOKa3aH K MPUMEHEHHIO Y B3POCIBIX U JETe ¢ 6 MecsleB s
o0JIeTueHHS:

° HA3aJTbHBIX H TJIA3HBIX CUMIITOMOB KPYTJIOTOIUYHOTO (MIEPCUCTHPYIOIIETO) U CE30HHOTO
(MHTEpMHUTTHUPYIOIIET0) AJUIEPTHUECKOTO PUHUTA M AJJIEPTUYECKOT0 KOHBIOHKTUBHUTA — 3Y/Ia,
YHXaHbs, 3aJI0’)KEHHOCTHU HOCA, PUHOPEU, CIC30TCUCHUS, TUIEPEMUH KOHBIOHKTHUBBI;

. CHUMIITOMOB XpPOHUYECKON MIMOMATUYECKONU KPAITMBHUIIBI.

I[Ipumenenne y aeteii ot 6 10 12 MecsiieB BO3MOKHO TOJIbKO M0 HA3HAYEHUIO BPaya U MO
CTPOr¥MM MeJIMIUHCKUM KOHTpoJIeM!

4.2. Pe:xuM 103UPOBAHNS U CIIOCO0 MPUMEHEHUSs

Pe)xuM 103UpOBaHU:

Bspocnvie
10 mr (20 xanens) 1 pa3 B AeHb.
ATNBTEpHATUBHO J103a MOXKET OBITh pa3/ieneHa Ha aBa npuema (rmo 10 xamenb yTpoMm U BE4EpoMm).

OTI[CJ'II)HLIG I'pYHOIIbI IIAIIMCHTOB

Hauueﬂmbl nooJKCusIo2o eo3pacma
M3-3a BO3MOXXHOIO CHHXKCHUS (1)YHKI_II/II/I MMOYCK PECKUM OO3UPOBaHHA IIpCliapaTa CJICAYCT

KOPPEKTHPOBATH (CM. MyHKT «/layuenmul ¢ Hapyuienuem @GyHkyuu novex» pasaena 4.2).
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Tayuenmsi ¢ HapywieHuem yHKyuu novex

[Mockonbky npenapat LHumutpex CeHCUTHB BBIBOAUTCS U3 OPraHU3Ma B OCHOBHOM MOYKaMH (CM.
pasgen 5.2), mpuU HEBO3MOXHOCTH aJbTEPHATUBHOTO JICYEHUS NALMEHTOB C IOYEHHOU
HEIOCTaTOYHOCTBIO PEKUM JTO3UPOBAHUS TIpeTiapaTa CleyeT KOPPEKTHPOBATh B 3aBUCHMOCTH OT
GbyHKIIH MoYeK (CKOpocTh KiryOoukoBoi prutbrpanuu [CKD]).

[Ipu ucnonb30BaHUM TAOIMIIBI T KOPPEKTUPOBKH 103kl KiupeHc kpeatnHuHa (KK) momken
OBITH pacCYMTaH B MJI/MUH.

KK m1st My>K4MH MOXHO paccuuTaTh, HCXO/S U3 KOHIICHTPALIUU CHIBOPOTOYHOTO KPEaTHHIHA, TI0
caenyromen Gpopmyiie:

[140 — Bo3pact (Toasl)] X Macca Tena (Kr)
KK (mn/Mun) =

72 x KK CBIBOPOTOYHBIH (MF/ I[J'I)

KK n1s1 s)keHIIIMH MOKHO pacCYUTaTh, YMHOXKHUB MOJTydeHHOE 3HaYeHHE Ha ko3¢ dunuent 0,85.

Jlo3upoBaHKE Y B3POCHBIX HAIIMEHTOB C MOYEYHOM HEJJOCTATOYHOCTRIO:

IMoyeunas HegocratouHocth | CK® (Mi/MuH) Pesxkum no3upoBanus

Hopwma >90 10 mr (20 xamens) 1 pa3 B 1eHb

Jlerkas 60—-89 10 mr (20 xanens) 1 pa3 B AeHb

Cpennsis 30-59 5 mr (10 kanens) 1 pa3 B 1eHb
15-29

Tsoxenas 5 wmr (10 xamens) yepes J1eHb

(ue TpeOyroIIye quanusa)

TepMuHanbHass  cragusa —
MpyUeM npernapara
MalMeHThl, Haxogsdmuecs Ha | <15
MPOTUBOIIOKAa3aH
JTAaITn3e

THayuenmoi ¢ HapywieHuem QYHKYuUU neveHu
VY manueHToB ¢ HapylIeHHEM TOJbKO (YHKIMU TEUEHH KOPPEKIHH PEeXUMa IO3UPOBAaHUS HE
Tpedyercs.
VY nmanueHToB ¢ HapylUIeHHEM U (PYHKIHUU MeYeHH, U QYHKINU MOYeK PEKOMEHIYETCS] KOPPEKIUs
JO3UPOBaHUS (CM. TaOIUILY BHIIIIE).

€T’
[Ipumenenue y npereir or 6 10 12 mecsueB BO3MOXKHO TOJbKO MO HAa3HAYEHHUIO Bpaya U IOJ
CTPOTUM MEIUILIMHCKUM KOHTpOJeM!

Jlemu om 6 0o 12 mecsayes
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2,5 mr (5 xamens) 1 pa3 B aeHb.

Jlemu om 1 200a 0o 6 1em

2,5 mr (5 xamnenp) 2 pasa B JIeHb, YTPOM U BEUEPOM.

[TpoaomKUTETEHOCTD JICUCHUS HE JIOJDKHA TIPEBHINIATE 4 HEJeb.

Jlemu om 6 0o 12 nem

10 mr (20 xanens) 1 pa3 B AeHb.

[IpoaomKUTENEHOCTD JICUCHHUS HE IOJDKHA TPEBHIIATh 4 HEJEeNb.

AJNbTepHATUBHO 71032 MOKET OBITH pa3zesieHa Ha ABa npuema (1mo 10 kamnenb yTpoM U BEUepom).
Jlemu cmapwe 12 nem

10 mr (20 xanens) 1 pa3 B AeHb.

HHuorna HayanbHOM 710361 5 MT (10 Karennb) MOXET ObITh IOCTATOYHO, €CJIU ATO MO3BOJISICT JOCTUYD
YJIOBJICTBOPUTEIIEHOTO KOHTPOJISI CAMIITOMOB.

Jletsam ¢ mo4YedyHOM HEAOCTAaTOYHOCThIO 103y KOppeKTUupyroT ¢ yuetom KK u Maccel Tena.

Jlemu 6 6o3pacme 0o 6 mecsyes

etupusuH B Karuisix AJisl pueMa BHYTPb HE CIeIyeT Ha3HayaTh (IPUMEHSATH) y IETeH B BO3pacTe
no 6 mecsneB. besonacHocTh W 3¢ (EKTUBHOCTEL IIETHPU3MHA y JeTed B Bo3pacte oT 0 mo 6
MeECSIEB HE YCTaHOBIIEHBL. JlaHHbBIE OTCYTCTBYIOT.

Cnoco0 OPUMCHCHUA

BnyTps.

[IpuHuMaThe mpemapar cieayeT Be4epoM, T.K. CHMIITOMBI CTAHOBSTCS 0OJee BBIPaKCHHBIMU
BEYEPOM.

[Ipu HeoOX0MMOCTH NpenapaT MOKHO 3alIUTh CTAKAHOM BO/IBI.

[Ipenapat MOXHO IPUHUMATH HE3ABUCUMO OT ITpHEMa TTHIIH.

Jlng kanenpHOro 103upoBaHus (pjIaKoH HEOOXOIUMO JIepKaTh BEPTUKAIBHO, OTBEPCTUEM BHU3.
4.3. IlpoTuBONOKA3aHUS

o ['unepyyBCTBUTENFHOCT, K IETUPHU3WHY, TUAPOKCH3MHY, JAPYTHM IPOU3BOJHBIM
NUIepa3suHa WK K JJI000My M3 BCIIOMOTaTeIbHbIX BEIIECTB, IEPEUNCICHHBIX B pasjeine 6.1.

. TepmunanbpHas cTagusi TOYEYHOM  HEJOCTATOYHOCTH  (CKOPOCTh  KIIyOOUKOBOM
bunpTpanumn) < 15 mu/mMun).

4.4. OcoOble yKka3aHMs M Mepbl IPeJ0CTOPOKHOCTH NPH IPUMEHEHUH

BBHly NOTEHIMAIBHOTO YTHETAIOWIETO BIMSHUS Ha LIEHTPAIbHYIO HEPBHYIO CHCTEMY CIIEIyeT

coOroaaTh OCTOPOXKHOCTh MPU Ha3HaueHuH npenapata [{lumutpek CeHCUTUB E€TSM B BO3pacTe
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oT 6 MecsIeB 10 1 rofga npu HATMYUU CIeAyoImMX (GakTOpOB pUCKa BOSHUKHOBEHHUS CHHIpOMA
BHE3AIHOM IeTCKON CMEpPTH, TaKHX KakK (HO HE OTPaHHYMBASACH TUM CIIUCKOM):

- CHUHJIPOM aIlHO3 BO CHE WJIM CHUHAPOM BHE3AIHOW JETCKOW CMEPTH JETE€W TPyaHOTO
BO3pacTa y OpaTa WM CeCTpHI,

- 3710yTNOTpedieHne MaTepy HApKOTUKaMU WIIM KypeHHEM BO BpeMsi 0epeMeHHOCTH;

- MoJ10101 Bo3pacT matepu (19 neT u Mmosoxe);

- 370YyMOTpeOsieHne KypeHHueM HIHH, yXaXHBaroe 3a peOeHKoM (OJHa Mavyka CUraper B
JIeHb WK OoJiee);

- JIETH, PETYJIIPHO 3aChINAIONINE JTUIIOM BHU3 U KOTOPHIX HE YKJIAJIbIBAIOT HA CIIUHY;

- HEJIOHOIIIEHHbIE (T€CTAllMOHHBIA BO3pacT MeHee 37 Hemenb) WIM POXKICHHBIE C
HEJI0OCTaTOYHOW Maccoi Tena (Hmke 10-ro mepueHTusIs OT reCTalliOHHOTO BO3pacTa) JICTH,

- IIpU COBMECTHOM IIpUEME [pEenapaToB, OKa3bIBAIOIIMX YrHETAIOUIEe BIUSHUE HaA
LEHTPaJIbHYI0 HEPBHYIO CUCTEMY.

VYV nanuMeHToB ¢ MOBPEXIACHUEM CIIMHHOIO MO3Ta, TMIEPIUIa3Hel MPEeACTaTeIbHOM KEIE3bl, a
TaKkKe TPH HATUYHHA JPYTHX IpeapacrojaramimuxX (GakTopoB K 3aJepiKKe MOYH Tpedyercs
coOII0ICHHE OCTOPOKHOCTH, TaK KaK HETUPU3UH MOXKET YBEIIUYUBAThH PUCK 3a/I€PKKH MOYH.

VY mnanuMeHToB € MOYEYHOM HEAOCTAaTOYHOCTHIO PEKHUM JIO3MPOBAaHUS Mpernapara Cileayer
KOPPEKTUPOBATH (CM. MyHKT «llayuenmol ¢ Hapyuenuem gyukyuu novexy pasaena 4.2).

N3-32 BO3MOXKHOTO CHIDKEHHUS (YHKIMH IOYCK Yy MAIMEHTOB IMOXHIOTO BO3pacTa pPEKUM
JO3UPOBaHUs Ipernapara CielyeT KOPPEKTHpoBaTh (CM. MYyHKT «llayuenmul ¢ HapyuwieHuem
@yukyuu nouex» paszaena 4.2).

PexoMeH0BaHO COONIOAATH OCTOPOXKHOCTh MPH MPUMEHEHHH IETUPHU3UHA OJHOBPEMEHHO C
ajKorojeM WM mpenaparamu, yraeraromumu [[HC, Tak kak HEeTUpU3UH MOXKET MPUBECTH K
MOBBIILIEHHON COHJIMBOCTH.

OCTOpOKHOCTH ClIeZlyeT COONM0aTh y MAIIMEHTOB C SMUJICTICUEN U TMOBBIIIEHHOW CYI0pPOKHOM
TOTOBHOCTBIO.

[Tepen HazHaueHHEM alJIEPrOJIOTHYECKUX MPOO PEKOMEHIOBAH TPEXTHEBHBIM «OTMBIBOUHBIN
Nnepuoj BBHUIY TOro, 4To Ojokatopbl Hi-rHCTaMHHOBBIX PELENTOPOB MHTHOUPYIOT pa3BUTHE

KOXXHBIX aJTICPIrUICCKUX peaKHHﬁ.
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4.5. B3ammopeiicTBMe ¢ JPYIrHMH JIeKAPDCTBEeHHbIMHM IMpenapaTaMM W [pyrue BHAbI
B3aMMO/EHCTBUA

OnHOBpEMEHHOE  NPUMEHEHUE C€  a3UTPOMHUIIMHOM, LHUMETUAMHOM, SPUTPOMUIMHOM,
KETOKOHA30JIOM WJIM TICEBAOA(EIPHHOM HE BIUSET Ha (HapMaKOKWHETHUYECKHE ITapaMeTphl
netupusnHa. DapMaKkOKHHETUYECKUX B3aUMOJICHCTBUIA HE HA0M0a10ch. COTJIacHO UCTIBITAHUSM
in vitro, IETUPU3UH HE BIUAET Ha 3P QeKT cBsA3bIBaHUS Oenka BapdapuHa.

OnHOBpEMEHHBIN TpUEM a3UTPOMHIIMHA, SPUTPOMULIMHA, KETOKOHA30j1a, TeopuuimHa U
ncepnoddenpruHa HE BBIIBWII CYNICCTBEHHBIX HM3MEHEHHH B KIMHUYECKHX JIa0OPaTOPHBIX
MOKa3aTelsIX, )KU3HEHHO BaKHBIX pyHKImsax u OKI .

B uccnenoBanuu ¢ oIHOBpeMEHHBIM ITpreMoM TeodmmuHa (400 mr B eHb) U eTupusuHa (20 Mr
B JIcHb) ObLTO OOHAPYKEHO HE3HAYUTEIHHOE, HO CTATUCTUYECKH JOCTOBEPHOE IMOBHINICHUE 24-
gacoBoii AUC (momanu mox kpuBoid) Ha 19 % mis nerupusuna u Ha 11 % mis treodummmHa.
Kpome TOro, mMakcumManbpHble YPOBHM B IUIa3M€ KpoBH yBenuuwinch 1o 7,7 % u 6,4 %
COOTBETCTBEHHO Ui UeTHUpu3nHa U TeoduuinHa. OIHOBPEMEHHO KIMPEHC IEeTUPU3MHA
yMeHbLmics Ha -16 %, a takxe Ha -10 % B cnyyae TeoprUIMHA, KOTAA HETUPU3UH TPUHUMAIIN
NAIUEHTHI, KOTOPbIE paHee MOJTydaau Tepanuio TeopuInHOM. TeM He MeHee, IPeIIIeCTBYIOIIEe
JIeYeHHE LIETUPU3MHOM HE OKa3aJl0 CYIIECTBEHHOTO BIUSHUS Ha (apMaKOKMHETHYECKUE
napaMmeTpsl TeopuIIInHa.

[Tocne onHOKpaTHOTO TipHeMa HeTupusrHa B 103e 10 mr ad ekt ankorons (0,8 %o) 3HAUNTEINBHO
HE YCUJIMBAJICS; CTATUCTUYECKU 3HAYMMOE B3aUMOJIEUCTBUE € 5 MI' iMa3enaMa OblUIo JOKa3aHo B
OJHOM U3 16 ICHXOMETPUUYECKUX TECTOB.

OpnnoBpeMeHHBIN TpueM 10 Mr HeTupu3uHa B J€Hb ¢ TIUMU3UI0OM NPUBEN K HE3HAUUTEIHLHOMY
CHIDKEHHIO TOKa3aTeel TMOK03bl. DTOT 3((eKT He MMeeT KIMHUYECKOro 3HadyeHus. TeM He
MeHee, pEKOMEHIYETCsl pa3ebHbIN MpUeM: TIIMIU3U]] YTPOM U LIETUPU3HUH BEUEPOM.

CremneHb BcachblBaHUSl LIETUPH3UHA HE CHUXKAETCS MPU OJHOBPEMEHHOM IMpUEME MHUIIH, XOTS
BCachIBaHME 3aMeseTcs Ha 1 yac.

B uccrnenoBanny ¢ MHOTOKpaTHBIM ITpreMoM puToHasupa (600 mMr 1Ba pas3a B I€Hb) U LIETUPU3UHA
(10 Mr B n1eHb) CTENEHb KCIO3UIMU LIETUPU3KHA Obl1a yBenuueHa npuMmepHo Ha 40 %, B To BpeMs
KaK 9KCIIO3ULIMS PUTOHABUPA HE3HAYUTENbHO U3MeHuach (-11 %) BcieacTBie COmyTCTBYIOIIETO

npuemMa neTupu3nHa.
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4.6. ®epTHIBLHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHnHocTh

JlaHHbIE O MPUMEHEHHUH LIETUPU3NHA BO BpeMst 6epemenHocTH orpanndensl (300—-1000 ncxomon
O0epemenHoctr). OgHaKO HE BBISIBICHO Ciy4aeB (OpPMHUPOBAaHUS TIOPOKOB PA3BUTHA,
SMOPHOHAIEHON M HEOHATAIbHONW TOKCUYHOCTH C YE€TKOW MPUYMHHO-CJICICTBEHHOU CBS3BIO.
DKCTHepUMEHTAIbHBIE HCCIEIOBAHUS HAa JKUBOTHBIX HE BBIABHIM KaKUX-IUOO MPSIMBIX WU
KOCBEHHBIX HEOJIaronpusaTHHIX 3((EKTOB ETUPU3MHA HA PA3BUBAIOIIUICS IO (B TOM YHCIE B
MIOCTHATaJIbHOM NEPUOJIE), TEUEHUE OEPEMEHHOCTH U ITOCTHATAJIBLHOE Pa3BUTHE.

[Tpu GepeMEeHHOCTH clieyeT MPUMEHATHh C OCTOPOXKHOCTBIO, B CIy4yae €ClIM MpearosaraeMmas
MOJIb3a JUISI MaTEPH MPEBBIIIAET MOTEHIIMATBHBIN PUCK AJIS TUIOAA.

JlakTanus

Lerupusun 3KCKpeTUpyeTcs ¢ IpyAHBIM MOJIOKOM. LleTupusuH BeiaensieTcs B rpy JHOE MOJIOKO B
kouuecTBe 25-90 % OT KOHIIEHTpAIMH B IJ1a3Me KPOBH, B 3aBUCHMOCTH OT BpEMEHH 0TO0pa mpoo
nocie mpuema mpenapaTta. HekenaTenbHble pEaKIMH, CBS3aHHBIE C LETUPU3HHOM, MOTYT
HaOJI01aThCS Y TPYIHBIX JCTEH.

B nmepuon rpyaHoOro BCKapMIIMBaHUS CIEIYET NMPUMEHSATh C OCTOPOXKHOCTBIO, B CIy4ae €cliu
npeJnoaraeMas moJyb3a JjIsl MaTepy MPEBbIIIAeT NOTEHIUATbHBIN PUCK JIJIsl peOeHKa.

DepTHAbHOCTH

I[OCTYHHBIC JaHHBbIC O BJIUIHHMHM Ha q)epTI/I.HBHOCTB YCJIOBCKAa OIr'paHUYCHBI, OJHAKO
OTPULATCIIBHOI'O BJIMAHWA HA CI)epTI/IJ'IBHOCTI) B UCCJICAOBAHUAX HA ) KUBOTHBIX HE BBISIBIICHO.

4.7. Bausinne Ha cnOCOOHOCTH YNPAaBJIAATHL TPAHCHOPTHBIMH CpeacTBaMH W padoTaTh C
MeXaHU3MaMH

IleTnpu3uH MOKET IPUBECTHU K IOBBIIEHHOM COHIMBOCTH, CJIEIOBATEIbHO, ITpenapaT Llumurpek
CeHCHUTHB MOKET OKa3bIBaTh BIMSHUE HA CIIOCOOHOCTH YOpaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU,
MEXaHU3MaMH.

4.8. HexenaTesibHbIC peaKIMu

Pesrome npoduis 6e3onacHocT

Jlannvie, nonyuennvle 8 KIUHUYECKUX UCCIEO08AHUSX
0b30p
Pe3ynbraThl KIMHUYECKUX MCCIICIOBAHUIN MTPOACMOHCTPUPOBAIIH, YTO IIPUMECHEHHUE [IETHPU3UHA B

PCKOMCHAOBAHHBIX J03aX NPHUBOJUT K Pa3BUTUIO HC3HAYNUTCIIbHBIX HCIKCIIATCIIbHBIX B(I)(I)GKTOB Ha
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ITHC, BKkiII04ast COHJIMBOCTh, YTOMJIIEMOCTh, TOJIOBOKPYKEHHE U I'OJOBHYIO 00Jib. B HEKOTOpBIX
cilydasix Obl1a 3aperucTpupoBaHa napagokcanbHas ctumyisinus [THC.

Hecmotps Ha TO, 4TO LETHPU3UH SIBIISETCS CEJIEKTHBHBIM OjokaTtopoM mnepudepudeckux Hi-
PELEenTOpOB W MPAKTUYECKH HE OKAa3bIBACT AHTHUXOJMHEPTHYECKOTO NEHCTBHSA, COOOIIAIOCh O
eIMHUYHBIX CIy4YasX 3aTPyJHEHUS MOYEHCITYyCKaHMs, HApYIICHNUAX aKKOMOJAIUU U CyXOCTH BO
pTYy.

Coobmanoch 0 HapymeHUsX (YHKIHHM IMEYEHH, COMPOBOXKAAIOUIMXCS MOBBIIICHHUEM YPOBHS
AKTUBHOCTH TICYCHOYHBIX (EPMEHTOB M YpOBHS OunmpyOumHa. B OonbIIMHCTBE cirydaeB
HeKeNaTeIbHBIC SIBICHUS MCUE3alIH M0CIIe PEKpaIleH:s IpueMa IeTHPU3UHA.

Ilepeuenwv neorcenamenbhblx peaxyuil

Nwmerotcs AAaHHBIC, TMOJYYCHHBIC B XOIC HBOﬁHBIX CJICTIBIX KOHTPOJUPYCMBIX KIIMHHUYCCKUX
HCCHCI{OB&HHﬁ, HaIpaBJICHHBIX Ha CpaBHCHHUC NLCTUPHU3WHA U nnaue60 Wi Jpyrux
AQHTUTUCTAMHUHHBIX TIPETapaToB, MPUMEHIEMBIX B PEKOMEHI0BaHHbBIX a03ax (10 Mr omuH pa3 B
CYTKH JUIsl leTHpu3nHa) 6onee yem y 3200 manueHToB, Ha OCHOBAaHHH KOTOPBIX MOYKHO POBECTH
JIOCTOBEPHBIN aHAN3 JaHHBIX O 0€30MACHOCTH.

CornacHo pe3yJsipTaTaM 00BEIMHEHHOTO aHAN3a, B IJIalle00-KOHTPOJIUPYEMBIX HCCIEI0BAHUAX
Ipy NPUMEHEHHH LETHpH3MHA B 03¢ 10 Mr ObIIM BBISBICHBI CIEAYIOMINE HEKEIATEIbHbIC

peakuuu ¢ yactotoi 1,0 % unu BeIe:

erupusun 10 mr  |[Il1ame6o
He:xenarenbHblie peakuun (tepmuHosorust BO3)

(n =3260) (n =3061)
Obwue napywenus u peakyuu 6 mecme 68e0eHuUs.
'Y TOMIISIEMOCTD 1,63 % 0,95 %
\Hapywenus co cmopoHbl Hep8HOlL cucmeMmbl
['010BOKpYKEHNE 1,10 % 0,98 %
["o;moBHas 00JIb 7,42 % 8,07 %
VKenyoouno-kuwieunvle HapyuieHus
Boie B )XUBOTE 0,98 % 1,08 %
CyxoCTb BO pTYy 2,09 % 0,82 %
TomrHoTa 1,07 % 1,14 %
[ lcuxuyeckue napyuienus
COHJIMBOCTD 9,63 % 5,00 %
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\Hapywienus co cmopoHbl ObIXamenbHol CUCEMbL, OP2AHO8
2pVOHOU KNemKU U CpedoCmeHUs

dapuHTHT 1,29 % 1,34 %

XO0T4 4yacToTa CllydyaeB COHJIMBOCTH B IpYIIE IETUPU3MHA ObUIA BBILIE, YEM TaKOBas B IpyMIe
iane6o, B OOJBIIMHCTBE CIIy4aeB 3TO HEXENATeNbHOE SBJICHUE ObUIO JIETKOM WM yMEpeHHOM
CTeneHH TskecTU. [Ipu 0OBbEKTUBHON OlLIEHKE, MPOBOAMMOM B pamMKax IPYyrMX HMCCIEIO0BaHUH,
ObUIO MOATBEP)KACHO, YTO NMPUMEHEHHE LETHPH3MHA B PEKOMEHJOBAHHOM CYTOUHOW 103€ Yy
3JI0POBBIX MOJIOJBIX TOOPOBOJIBIIEB HE BIMSAET Ha UX OBCEAHEBHYIO AKTUBHOCTb.

emu
B mane60-KoHTpoIMPYEeMbIX UCCIICIOBAHUAX Y ACTEH B BO3pacTe oT 6 MecsIeB A0 12 jet Obutn

BBISIBJICHBI CJICAYIOLIME HEKEJIATeIIbHbIE peaKIUK ¢ 4acToTor 1 % u BhILIIE:

Herupusun |[lnane6o

HesxkenarenabHble peakuuu (Tepmunosorus BO3)
(n=1656) |(n=1294)

VKenyoouno-KuuieuHvle HapyuleHus

[napest 1,0 % 0,6 %

\[Icuxuueckue HapyuieHus

COHJIMBOCTD 1,8 % 1,4 %

\Hapywenus co cmoponsl 0bixamenbHOU CUcmemsl, Op2aHo8 epyoHoll
K1emKu u cpedocmenus

Puuut 1,4 % 1,1 %

Obwue HapyweHus U peakyuu 8 mecme 86€0eHus.

Y TOMIIEMOCTE 1,0 % 0,3 %

OngIT IIOCTPECTUCTPAITMOHHOI'O IPUMCHCHUA

ITomuMoO HexenaTeNnbHBIX pPEAKIMH, BBIABICHHBIX B XOJ€ KIMHUYECKUX MCCICAOBAHUN U
OMMCAaHHBIX BBIIIE, B paMKaX MOCTPETUCTPALMOHHOTO MPUMEHEHUS LIETUPU3UHA HAOJII01aIiCh
CIIEYIOLNE HEXKENIATENbHBIE PEAKIIMH.

HexxenaTenbHble peakiiy MpeICTaBICHbl HUKE M0 KilaccaMm cuctembl opranoB MedDRA u wacrote
pa3BUTHS, HA OCHOBAaHUHU JaHHBIX IOCTPETUCTPALMOHHOTO MPUMEHEHUS LETUPU3NHA.

YacroTa pa3BUTHS HEXeJlaTeIbHBIX PEAKIMI onpeaensiach CIeIyoIUM 00pa3oM: O4YeHb YacTo

(>1/10), gacto (>1/100, o <1/10), HeuacTo (>1/1000, Ho <1/100), penko (> 1/10000, ro <1/1000),
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oueHb penko (<1/10000), yacTora HemM3BecTHA (HA OCHOBAHMM WMEIOLIUXCA JAHHBIX OLEHUTH
HEBO3MOJKHO).

HapymeHust co CTOpOHBI KpOBU U TUM(DATUIECKOM CUCTEMBI

OdeHb peIKO: TPOMOOIIUTOTICHHS.

Hapymenust co cTOpoHbl UMMYHHOW CHCTEMBI

Penko: peakuyu runepyyBCTBUTEILHOCTH.

OueHb peako: aHAPUIAKTHUECKUH IIOK.

Hapymienus metabonusma v mUTaHUs

YacroTa HeM3BECTHA: MTOBBIILICHUE ANIETUTA.

[Icuxuueckue HapyICHUS

Heuwacro: Bo30yx)eHue.

Penko: arpeccusi, CIlyTAHHOCTH CO3HAHUS, JICTIPECCHS, TAJLTIONUHAIINH, OCCCOHHUTIA.

OueHb pelKo: THK.

YacroTa HEM3BECTHA: CyHIIHIaTIbHbIC UIEH, HAPYIICHUS CHA (BKJIIOYasl KOIIMaPHbIE CHOBUICHHUS).
Hapymenus co cTopoHbI HEPBHOU CUCTEMBI

Heuacto: napecresun.

Penxo: cygoporu.

OdeHb peKo: U3BpAIlEHUE BKyCa, TUCKUHE3US, JUCTOHUS, 0OMOPOK, TPEMOP.

YacToTa HeU3BeCTHA: HApYyIICHHUE MAMSTH, B TOM YUCJIE aMHE3HUs, [IIyX0Ta.

Hapymienust co cTopoHbI oprana 3peHus

OdeHb peaKo: HapyLIEHHE aKKOMOJAIMH, HEYETKOCTh 3pEHUS, TOPCUOHHBIA HUCTArM.

YacToTa HEeM3BECTHA: BACKYJIHT.

HapyieHust co CTOpOHBI OPraHoB ClTyXa U JIAOUpUHTA

YacToTa HEeU3BECTHA: BEPTHUTO.

Hapyienust co cTopoHsI cepia

Penko: Taxukapamsi.

KemynouHo-KUIIEUHbIE HAPYILIECHUS

Heuacro: nuapes.

Hapyienust co cTOpOHbI IEYEHH U KeTYEBBIBOIAIINX Ty TeH

Penko: meueHOYHash HEJOCTATOYHOCTh C W3MEHEHHEM (DYHKIIMOHAIBHBIX MEUYEHOUYHBIX MPOoO
(TOBBITIIEHHEM aKTUBHOCTH TPaHCAMUHA3, MIeT0YHOU (hocdaTazsl, raMMa-TiIyTaMIITpanchepasbl

U OMmupyOuHA).
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YacTtoTa HEM3BECTHA: TeNaTHT.

Hapymienus co cTOpoHbI KOXXKH U MOAKOKHBIX TKaHEU

Heuacro: cpinb, 3ya.

Penko: kpanuBHHLA.

OueHb pelIKO: aHTHOHEBPOTUYECKUN OTEK, CTOMKAs JICKAPCTBEHHAs dpUTEMA.
YacToTa HEM3BECTHA: OCTPbIN T€HEPaTU30BAHHBINA HK3aHTEMATO3HbIN MTyCTYIE3.
Hapyuienne co cToOpoHbI IOYEK ¥ MOUYEBBIBOISIIIUX ITYTEU

Ouensb penko: Tu3ypus, SHype3.

YacTtoTa HEW3BECTHA: 3a/I€PKKA MOYH.

Hapyienus Mpiie4Hou, CKeJIETHONW U COEIMHUTENBHON TKAH!

YacToTa HEU3BECTHA: apTpaNITus, MUAJTHSL.

OO0mue HapyIIeHUS U PEaKIIMU B MECTE BBEACHUS

HeuacTo: acTeHus, HeJOMOTraHHE.

Penko: nepudepudeckre oTexu.

JlabopaTopHble U MHCTPYMEHTAILHBIC TaHHBIC

Penxo: moBeITIIEHNE MAaCCHI TENA.

Onucanue oTAeILHBIX HEXKEIATEIbHBIX PEAKIIUN

ITocne MPEKpaliCHUA NPUMCHCHUA LCTHPU3HNHA OBLIM OTMEUEHBI CJIydan 3yJa, B TOM UYHUCIIC
HWHTCHCUBHOI'O 3yJa W/ W KpalnrMBHUIIBI.

COO6HIGHI/I}I 0 IMOAO3PEBACMBIX HEXKCIATCIBHBIX PCAKIIMAX

BaxHo coo0maTe 0 moJ03peBaeMbIX HEKENIATEIBHBIX PEAKIHAX MOCIIE PETHCTPAINH JIEKapCTBEHHOTO
npernapara ¢ Ielbi0 00eCIeYeHHs] HENPEepPhIBHOIO MOHUTOPUHIA COOTHOIICHUS «II0JIb3a-PHCK»
JICKapCTBEHHOTO TIperapara. MeAWIMHCKAUM pa0OTHUKAaM PEKOMEHIyeTCcs cooOImarh O JOBIX
NOZ03PEBACMBIX HEXKENATENbHBIX DPEaKIMAX JIEKapCTBEHHOIO Iperapara uepe3 HaIMOHAIbHBIC
CHCTEMBbI COOOIICHUS O HEXENATEIbHBIX pEaKIMAX ToCyJapcTB — 4WICHOB EBpa3uiickoro
HKOHOMHYECKOTO CO03a.

Poccuiickas @enepanns

DenepanbHas ciry>x0a 1o Haa30py B cdepe 3ApaBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CraBsiHCKasl III0IIaab, 1. 4, ctp. 1.

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

OnexTpoHHas noura: pharm@roszdravnadzor.gov.ru.

Caiit B MH(POPMALIMOHHO-TEIEKOMMYHUKAITUOHHON ceTu «HTepHeT:

https://www.roszdravnadzor.gov.ru/.
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4.9. Ilepeno3upoBka

CuMOTOMBI

CumnToMBI, HAOIIOJaEMBIE TTOCIIE SIBHOM MEepPeI03UPOBKH Mpenapara, ObLUTH CBSI3aHbI C BIMSHUEM
Ha [EHTPAIbHYI0 HEPBHYIO CHUCTEMY WJIH C BO3MOXXHBIM aHTHXOJMHEPTUYECKHM JPPEKTOM.
CUMIOTOMBI, KOTOpPBIE HAOIIOJAJIMCH MTOCIIE TPHEMa IO MEHBIIIEH Mepe MATUKPATHOTO KOJIMYEeCTBA
PEKOMEH/IyeMON CYTOYHOW [103bl, BKIIIOYATHM CIEAYIOIIee: CIYTaHHOCTh CO3HAHUS, JUAPEIO,
yTOMJIIEMOCTh, TOJOBHYIO 0OJb, HEJJOMOTaHHE, MHIpUA3, 3y, OECHOKOHCTBO, CEAATUBHBIN
3¢ (}eKT, COHITMBOCTbD, CTYTIOP, TAXUKAPIUIO, TPEMOD, 33aJIePKKY MOYH.

Jleuenue

Creunuyeckoro aHTUI0Ta HETUPU3UHA HET.

B cnyuae nepeno3upoBKU peKOMEHAYETCSI CUMIITOMAaTHUECKOE MITH TOJIepKUBAIOIIIEe JICUeHHE.
[IpombiBaHUE KemyIKa W/WIH IPUEM aKTUBUPOBAHHOTO YTJISl MOKET OBITh A (EKTUBHBIM, €CIIU
nepe03uPOBKa MPOU301ILIA HeJaBHO. [leTHPHU3HH YaCTUYIHO BBIBOJUTCS TIPU JAHAJH3E.

5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoauHaAMHUYeCKHe CBOMCTBA

®dapmakoTepaneBTHUECKas TpyMa: aHTUTUCTAMUHHBIE CPEICTBA CHCTEMHOTO JCHCTBUS;
NIPOM3BOIHBIC TIHIIEPA3HHA.

Kox ATX: RO6AEQ7.

Mexanusm neiicTBus

Herupusun — aktuBHOE BelecTBO npenapara Llumurpexk CeHCUTUB — SBISETCS META0OIUTOM
THJIPOKCU3MHA, 001a1aeT aHTUTUCTAMUHHBIM 3(PQEKTOM C MPOTUBOAIUIEPTUUYECKUM JEHCTBUEM.
LleTrpu3uH OTHOCUTCS K IpyIIe KOHKYPEHTHBIX aHTarOHUCTOB rMcTaMuHa U Omokupyer Hi-
THCTaMUHOBBIE PELENTOPbI ¢ HEOOIBIINM BO3ACHCTBUEM Ha JPyTUe PELENTOPbl U MPAKTUUYECKU
HE OKa3bIBAECT AaHTUXOJIMHEPIUYECKOTO U aHTUCEPOTOHUHOBOTO IEUCTBUS.

[leTupr3uH OKa3bIBa€T BIUSHUE HA TUCTAMMH3AaBUCUMYIO CTaUI0 AJUIEPIMYECKHUX PEaKUUi
HEMEJUIEHHOTO JIeMCTBUS, a TaKXKe YMEHbBIIAET MUIPALMI0 303MHO(UIOB W OrpaHUYMBAET
BBICBOOOK/ICHHE MEIUATOPOB MPHU AJIEPIrHYECKUX PEaKLUAX 3aMeJIeHHOro Tuna. [IpakTuuecku
HE TPOXOJIUT 4Yepe3 reMaTodHIedanndeckuii Oapbep M, CIEeI0BATENBHO, IOYTH HE CrocoOeH
JOCTUYb LIEHTPAJIBHBIX penentopos Hi.

dapmakoguHamMuyeckue 3P PeKToI

B HCCIICAOBAHUAX BIIUAHUA TUCTAMUHA HAa KOXY I[CFICTBHC HETUPU3UHA B 103€C 10 Mr HaYMHAJIOCH

yepe3 | wac, JocTurano MakcumMyma co 2-ro mo 12-ii yac u Bc€ emle HaOmonaIoch Ha
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CTaTHCTUYECKH 3HAYMMBIX YPOBH:X yepe3 24 yaca. B mononHeHne kK aHTurucTaMuHHOMY ety
LETUPU3UH TaKke 00JIalaeT MPOTUBOBOCTIAIUTEIBHBIM 3(P(PEKTOM M TEM CaMbIM OKa3bIBaeT
BIIMSIHUE HA TO3/IHIO0 (ha3y ajuIepruueckoil peakimu:

o npu po3e 10 Mr ogMH WM /ABa pa3a B JCHb WHTHOMpPYET MO3IHIOI (a3y arperanuu
203UHO(DHIIOB B KOXKE;

o npu go3e 30 Mr B JeHb HMHTHOUpPYET BBIBEJCHHE HO03MHO(PHUIOB B OpOHXHAIBHYIO

AJIBBCOPHYIO )KUJAKOCTH IIOCJIC BHI3SBAHHOTO AJUICPIrCHOM 6pOHXI/IaJ'II)HOFO CYIKCHUA,

o MHTUOHMPYET BHI3BAHHYIO KAJUTMKPEUHOM TO3THIOI BOCHIAIUTENIBHYIO PEaKIIHIO;
. IIOJIAaBJIAET SKCIPECCUIO0 MAapKepoB BocniasieHus, Takux kak ICAM-1 wimm VCAM-1;
o MHTUOMpYET AeHCTBUE TMCTaMUHOINOEpaTOpoB, Takux kak PAF unu cyOctanuus P.

5.2 ®apmakoKuHeTHYECKHE CBOMCTBA

AOcopOuus

[Tocne mpuema BHYTph IIpenapat ObICTpO abCOpOUpPYETCs U3 JKETyT0UHO-KUIIIEUHOTO TPAKTA.
dapMaKOKHHETUYECKUE MapaMeTphl LIETUPU3UHA TPU €ro MPUMEHEHUH B 103ax oT 5 g0 60 mr
U3MEHSIOTCS TUHEHHO. PaBHOBECHASI KOHIIEHTPAIIHUS JOCTUTACTCS Yepe3 3 THS.
dapMaKOKHHETUICCKUH PO IETUPU3UHA AHATIOTUYCH y B3POCIBIX H JCTCH.

VYV nerelt mociie mpueMa ILETHpPU3WHA B J03€ 5 MI' KOHIICHTpAllMsl aKTUBHOW CyOCTaHIIMU B
OpraHu3Me Takas ke, Kak U y B3pOoCibIX mocie npuema 10 mr.

VY B3pocibIX mociie npuema uetupusznHa B 1o3e 10 Mr makcumanbHast KoHUEHTpanus (Cmax) B
TUIa3Me KpOBH JOocTHTaeTcsi yepe3 1-2 waca u cocrasisier 350 Hr/mi. Y neTeid mociie mpuema
HETHUPU3HMHA B 103€ 5 MT MakcuMaibHasi KOHIEHTPAuUs (Cmax) B TJIa3Me KPOBH IOCTUTAETCS Yyepe3
1 wac u cocrapisiet 275 Hr/MIL.

[Ipu mpueme nerupusmHa B (opMe Karenb MaKCHUMalbHbIe KOHIICHTPAIMH B IUIa3Me€ KPOBU
JIOCTUTAIOTCS ¢ 00JIe€ BEICOKOM CKOPOCTHIO.

Pacnopenenenune

O06mwem pacnpenenenus nocie npuema 10 Mr cocrapisieT 35 TUTPOB y B3pOCIBIX, a CBA3BIBAHHE C
Oenmkamu 11a3Mbl KpoBu — 93 %. YV neteii 00beM pacnpesiesieHus mocie mprueMa 5 Mr CoCTaBIIsSeT
npuMepHoO 17 AUTpoB.

He3nauuTenbHoe KOIMYECTBO HETUPU3HHA BBIACISAETCS B TPYIHOE MOJIOKO.

Buorpancdhopmars

Yy B3POCJIBIX 60 % A03bI BBIBOAUTCA U3 OpraHnu3Ma B HCM3MCHCHHOM BUIC TTOYKAMHU.
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OIMMUHAIMSA

[Tocne mpuema 10 mr y B3pocnbix oOumii knupeHc netupusuHa coctasiuser 0,60 Mi/MUH/KT;
nepuon nonysbiBenenus (T1/2) coctaBnsier npumepHo 10 yacos.

[IpueM HeCKOIBKUX 103 HE HU3MeHseT (apMakOKWHETHYeCKHe mapaMmeTpel. [Ipu mpueme
npenapara B cyTouHoi go3e 10 mr B Teuenue 10 nHeH KyMymsIuy ETUPU3MHA HE HAOII01aIOCh.
[Tocne oxoHuYaHUS JIeYEHHUS YPOBEHb LIETUPHU3MHA B IUIa3Me€ KPOBU OBICTPO MagaeT HUKE
oTpeneNsieMbIX MpeaesioB. [IoBTOpHBIE almeproloruyeckie TeCThl MOXKHO BO30OHOBUTH depe3 3
TTHSL.

IToueunas HeJOCTATOYHOCTE

VY manueHToB C MOYEYHOM HEAOCTATOUHOCTBIO JIETKOW CTENEHU TKECTH (KIMPEHC KpeaTHHHHA
(KK) > 50 ma/muH) (papMakOKHHETHYECKHE MapaMeTpbl aHAJIOTUYHBI TAKOBBIM Y 30POBBIX
TOOPOBOJIBIIEB ¢ HOPMATBHON (PYHKIMEH MTOYEK.

VYV MmanueHToB ¢ MOYE€YHOW HEeAOCTaTOYHOCThIO cpenHert cteneHu TsokecTu (KK 30—49 mu/mun)
T2 ynnunsiercs B 3 pasa, a oOumii knupeHc cHuxkaercs Ha 70 % OTHOCHTENBHO 310POBBIX
JOOPOBOJIBIIEB ¢ HOPMATIBLHON (PYHKLIUEH MOYEK.

VY nanuenToB, Haxomsmmxcs Ha remoauanuse (KK < 7 mi/mMuH), mpu npueme npenapara BHyTPb
B 03¢ 10 Mr oOmuii KIupeHc cHukaercs npuoau3utenbHo Ha 70 % OTHOCHUTENBHO 3J0POBBIX
TO0OPOBOJBIIEB ¢ HOpMaJbHOU (hyHKIIMEH moYek, a T12 yanuHsercs B 3 pasa.

Menee 10 % netupusuHa yaansercs B X0/1€ CTaHIapTHOM MPOLeAYypbl FeMOINaIH3a.

IleuenouHas HEAOCTATOYHOCTD

Y  nanMeHToB € XpPOHMYECKMMM  3a00JIeBaHUSMM  IIeUyeHM  (TenaToleUIIOISPHBIM,
XO0JIECTaTHYECKUM U OMIIMApHBIM LIUPPO30M) IIPH OJTHOKPATHOM ITpHeMe npemnapara B 1o3e 10 win
20 mr T2 yBennuuBaetcst npumepHo Ha 50 %, a knupeHc cHukaercs Ha 40 % 1o cpaBHEHUIO €O
310pOBBIMHU cyOBbekTaMu. Koppekuus 10361 HE0OX0ANMA TOJIBKO B CIIydae, €CJIM y MalueHTa C
NIEYEHOYHON HEJOCTATOYHOCTBIO NMEETCS TaKXKe COMYyTCTBYIOIIAs II0YeUHAasi HEAOCTATOUHOCTb.

JInia noXMjaoro Bo3pacra

VY 16 noXuibIX JHI IPU OJHOKpATHOM Mpueme npemnapara B go3e 10 mr Ti/2 611 BoIte Ha 50 %,
a CKOpOCTb BbIBeJIeHUs Obu1a HUke Ha 40 % 1o cpaBHEHHIO C KOHTPOJIbHOW I'PyMIOH.
CHIDKEHHE KIIMpEHCa IEeTHPU3MHA Y MOKUIIBIX MAlMeHTOB, BEPOATHO, CBA3aHO C YMEHBIICHUEM
(YHKIIMH IOYEK y 3TOI KaTeropuy MalueHTOB.

eTH

VY nereit ot 6 1o 12 net 70 % 03B BHIBOJUTCS U3 OPTaHU3Ma B HEU3MEHEHHOM BHUJIE TTIOUKAMHU.
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[Tocne mpuema 5 Mr y neteit obmuit KiupeHc netupusnna cocrapiuseT 0,93 Mi/MHUH/KT.
Ti2 'y gereit ot 6 1o 12 net cocrasnsieT 6 yacos, oT 2 10 6 1eT — 5 4acoB, OT 6 MecALEeB 10 2 JeT
— cHmkeH 10 3,1 gaca.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

[Iponmenrnukons

['muuepun (E422)

Harpus anierat Tpuruapar

Hatpus caxapunar (E954)

Bopa ouniennas

6.2. HecoBmecTuMOCTD

Henpumennmo.

6.3. Cpok rogHoCcTH (CPOK XpaHEHU)

HeBckprIThlil diakoH

3 roga.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHH

XpaHuTh TIpu Temneparype He Boire 25 °C B OpUrHHAIBHON yIaKoBKe ((JIaKOH B TIAUKE).

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

ITo 10, 15, 20, 25 u 30 M Bo (haKoHAX TEMHOTO CTEKJIA TPEThEro TUAPOIUTUYECKOTO Kilacca ¢
BUHTOBBIMH TTOJIMATUIICHOBBIMU KPBIIIKAMH (C KOHTPOJIEM TIEPBOTO BCKPBITHSA, 0€3 3allUTHI OT
BCKPBITUSL JE€THhbMH) WM C BHUHTOBBIMU KpPBIIIKAaMU U3 TOJUATHIEHA M MOJUIPONUIeHa (C
KOHTPOJIEM TEPBOrO BCKPBITHUSA, C 3aIIUTON OT BCKPBITHS NEThMH) W TMOJIMITUICHOBBIMU
BEPTUKAJILHBIMH KaleJIbHULIAMH.

Ha ¢akoH HakJIeHBarOT CaMOKJISSIIIYIOCS STHKETKY.

@1akOH BMECTE€ C HWHCTPYKLHUEH IO MEIUIUHCKOMY HPUMEHEHUIO (JIMCTKOM-BKJIA/IBIIIEM )
MOMEIIAIOT B MAYKy U3 KapTOHA.

He Bce (hnakoHbl yka3aHHBIX 00BEMOB MOTYT OBITh JOCTYITHBI JJIS1 peasln3aliim.

6.6. Oco0ble Mepbl NPEAOCTOPOKHOCTH TPHM YHHUYTOKEHHHM  HCIOJb30BAHHOIO
JIeKAPpCTBEHHOr0  Mpenapara MJIM  OTXOA0B, TMOJYYEeHHbIX MocjJe NpPUMEHeHus
JIEKapCTBEHHOI0 Mpenapara, U Apyrue MAHUIYJISIHMH ¢ PenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.
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7. AEPKATEJIb PETUCTPALHIUOHHOI'O YIOCTOBEPEHUS

Poccuiickas @enepanus

000 «BTd»

601125, Bnanumupckas o6i., paiion Ilerymmnckuii, n. Bonerunckuii, yi. 3aBojckas, ctp. 107.
Ten.: 8 800 101 20 40.

Anpec anektpoHHoi noutsl: call@vtf.ru.

7.1. [IpeacraBuTeib AepKaTessi PerUHCTPAMOHHOIO Y10CTOBEPEHUs

IIperen3un HOTDG6I/ITGJ'I€I>1 HaIpaBJIATh 110 aAPECy:

Poccuiickas @enepanus

000 «BTD».

601125, Bragumupckas o6i1., paifon [lerymmnckwii, . Bonbrunckuit, yi. 3aBoackas, ctp. 107.
Ten.: 8 800 101 20 40.

Anpec a5ekTpoHHOM nouThsl: call@vtf.ru.

8. HOMEP PEIT'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMA (IIOATBEPXKJIEHWS PETMCTPAIIUM,
HEPEPEI'MCTPALIUN)

JlaTa nepBoii perucrpanuu:
10. JATA IIEPECMOTPA TEKCTA
OOmast xapakTepuCcTUKa JieKapcTBeHHoro mpemnapara Llumurpek CeHCUTHB [OCTyNHa Ha

UHPOPMALIMOHHOM TopTane EBpa3suilckoro SKOHOMHYECKOTO0 COI03a B HH(OpPMAIMOHHO-

KOMMYHHKAITMOHHOM cetn «MHTepHEeT» http://eec.eacunion.org/.
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