COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 18.02.2025 N= 3871

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
HETUPU3UH, 10 mr/mi, kariy Jyisi mprueMa BHYTPb.

2. KAYECTBEHHBIW M KOJTMYECTBEHHBI COCTAB

JleicTByrolIee BEIECTBO: LIETUPU3HH.

1 M npenapara coaepkat 10 Mr ueTupusnHa JTUrHIPOXJIOPUIA.

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. JIEKAPCTBEHHAS ®OPMA
Kamm 1 npuema BHyTpb.
becuBeTHbIN po3payHblii WM CIETKa ONAJIECHUPYIOLIUI pacTBOP CO CIa0bIM XapaKTEPHBIM

3ar1axoM.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[TpumeHeHne npenapaTa MOKa3aHO y B3POCIbIX U JI€TeH ¢ 6 MecseB i 00IeryeHus:

- Ha3aJbHBIX M TIJIa3HBIX CUMITOMOB KPYIJIOTOJUYHOTO (HMEPCUCTUPYIOLIET0) M CE30HHOIO
(MHTEpMUTTHUPYIOILET0) aJJIEPrUU4ecKOro PUHHUTA M AJUIEPrMYECKOr0 KOHBIOHKTHUBHUTA: 3YIa,
YUXaHbs, 3aJI0’)KEHHOCTU HOCA, PUHOPEH, CIIE30TEUEHHUS, TUIIEPEMUN KOHBIOHKTHUBBI;

- CHMIITOMOB XpPOHHYECKON UAMONATUYECKON KPanBHUILIBL.

[Ipumenenne y gererl oT 6 mo 12 MecsieB BO3MOXKHO TOJLKO 110 HA3HAYSHMIO Bpaya M I10J

CTPOIr'iM MCAUIIMHCKHUM KOHTDOJ’ICM!

4.2. Peskum 103MPOBaHNS M CIOCO0 MPUMeEHEHHUs

Pexxum go3upoBaHus

Bspocnvie
10 mr (20 xanens) 1 pa3 B AeHb.

AJIBTCpHaTI/IBHO, J03a MOXET OBITh pa3aciicHa Ha JiBa IIprueMa (HO 10 xanenb YTpOM U BC‘-IepOM).
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Oco0nie T'pYHOIIbI TAaMEHTOB

Tayuenmor noxcunozo 6ospacma

M3-3a BO3MOXKHOTO CHIDKEHUS (DYHKIMM TIOYCK PEXHM JO3MPOBAHUS Ipermapara CIeayeT
KOPPEKTHPOBATH (cM. mozpa3aen «llaiueHTs! ¢ moYeYHoi HeJJ0CTaTOYHOCTRIO» pa3zaena 4.2).
Tayuenmoi ¢ noueynoil HeOOCMamouHOCMoIO

[TockoNbKY IETUPU3UH BBIBOAUTCS U3 OPraHU3Ma B OCHOBHOM ITOYKaMH (CM. Tiojipas3zen 5.2), mpu
HEBO3MOXKHOCTH QJIbTEPHATUBHOTO JICUCHUS MAIUECHTOB C MOYSYHOW HEIOCTATOYHOCTHIO, PEIKUM
JIO3MPOBAHUS TIpernapaTa clieyeT KOPPEKTUPOBATh B 3aBUCUMOCTH OT (PYHKITUH MTOYEK (CKOPOCTh
kiyooukoBoit punbrparuu (CKD)).

[Tpu mcmob30BaHUM TAOIHIIBI TSI KOPPEKTUPOBKH 1036l KiaupeHe kpearnauHa (KK) momken
OBITH PACCYMTAH B MJI/MUH.

KK AJIsL MYKUUH MOXKHO pacCYnUTaTh, UCXOA U3 KOHICHTPAIUH CBIBOPOTOYHOI'O KpEaTUHWHA, 110

cnenymolen hopmye:

KK ( MJI ) B [140 — Bo3pacTt(roapl)] X mMacca Tesa (Kr)
MUH/ 72 X KKcbiBopoT (Mr/a.1)
KK 115 )K€HIMH MOKHO pacCuuTaTh, YMHOXKHB IOJIydeHHOE 3HaueHue Ha 0,85.

ﬂ03MD06aHu€ Y 63DOCHIbIX NAYUEHIMOE C NOYEeYHOU HedoCMamo4HoCIbIO

IToyeuHasi HEIOCTATOYHOCTD KK (Ma/mMuH) Pesxkum 1o3upoBaHus
Hopwma >90 10 mr (20 xanens) 1 pa3 B aeHb
Jlerkas 60-89 10 mr (20 xanens) 1 pa3 B AeHb
Cpennsis 30-59 5 mr (10 kamens) 1 pa3 B 1eHb
Tsoxenas 15-29 5 wmr (10 xarmens) yepes JIeHb
TepMuHanbHas cTagus - MalUEHTHI, <15 [Ipuem npenapara
HaXOJSIIMecs Ha UATU3e MPOTUBOMOKa3aH

Tayuenmol ¢ napywenuem yHKyuu neyenu

VY manueHToB C HapymIeHHEM TOJBKO (DYHKIIMW TIEYCHH KOPPEKIMH PEXUMa JTO03UPOBAHUS HE
TpebyeTcs.

VY manueHToB ¢ HapylIeHHeM U QYHKUUH MeYeH!, U QYHKIIMHU OYeK, PEKOMEHAYETCS KOPPEKIIHS
peXUMa JO3UPOBaHUS (CM. TaOJIUILY BBIIIIE).

eTn

BbezonacHocTts 1 3¢ (pekTUBHOCTE Mpenapara y eTeii 10 6 Mecs1eB He ycTaHOBIIEHBL. [IpuMmenenue
y ngereil or 6 nmo 12 MecsleB BO3MOXXHO TOJBKO MO HA3HAUYEHHUIO Bpaya U IOJ CTPOTHM

MEJIUIIMHCKUM KOHTpOJeM!
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Jlemu om 6 0o 12 mecsauyes

2,5 mr (5 xanens) 1 pa3 B 1eHb.

Jlemu om 1 200a 0o 6 rem

2,5 mr (5 xamenp) 2 pasza B ICHb YTPOM U BEUECPOM.

[TponomKUTENTEHOCTD JI€UEHUS HE T0JKHA MPEBBIIATh 4 HEJelb.

Jlemu om 6 0o 12 nem

10 mr (20 xanens) 1 pa3 B aeHb

[TponomKUTENTEHOCTD JICUEHUS HE JI0JDKHA MPEBHIIATh 4 HEJEeNb.

AJNbTEepHATUBHO, 1032 MOXKET OBITH pa3zesieHa Ha J1Ba mpuema (o 10 karenab yTpoM U BE4epom).
Jemu cmapwe 12 nem

10 mr (20 xanens) 1 pa3 B AeHb

Wunorna HauanpHOM 10361 5 Mr (10 Karess) MOXKET ObITh JOCTATOYHO, €CIIH ATO MO3BOJISIET IOCTUYD
YIIOBJIETBOPUTEIHLHOTO KOHTPOJIS CHMITOMOB.

JleTsiM ¢ MoYevHO# HeOCTaTOYHOCTHIO 03y KOPPeKTUpYIoT ¢ yueroM KK 1 maccel Tena.

Cnoco0 npuMeHeHus

Bnytps.

[IpunuMmare mpenapar ciefyeT BeuepoM, T.K. CHUMIITOMBI CTAHOBSTCSA Oojiee BBIpa)KEHHBIMHU
BEYECPOM.
[Tpr HEOOXOIMMOCTH IpenapaT MOXKHO 3alIUTh CTAKAHOM BOJIbI.

HpenapaT MOKHO IPUHUMATb HE3aBUCUMO OT IMPpUCMa IMHIIH.

4.3. IIpoTuBONOKA3aHUS
THIIEPYYBCTBUTENBHOCTh K IETUPH3UHY, THUAPOKCH3UHY WM JPYTUM IPOU3BOIHBIM
nurepasuHa, Win K JI000MY M3 BCIIOMOTaTeNNbHbIX BEIECTB, IEPEUNCIEHHBIX B pa3jeie
6.1,;
TEPMUHAIIbHAS CTA/IUS TOYEIHOW HETOCTATOYHOCTH (CKOPOCTh KIIYOOUKOBOH (DMITbTpaliui
< 15 mu/muR);
JETCKUI BO3pacT 10 6 MecsleB (BBUIY OTPaHUYEHHOCTHU JAHHBIX 10 3()()EKTUBHOCTH U

0€30MacHOCTH IPUMEHEHHS TIperapara).

4.4. OcoOble yka3aHHUSl M Mepbl IPEeJOCTOPOKHOCTH PH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

*  XpoHHUECKas MMOoYeYHas HeIOCTaTOYHOCTH (IPU CKOPOCTH KIyOOUKOBOHM (puibTparuu > 15
MJI/MHUH TpeOyeTcsl KOppPEeKILUs peKuMa 103UPOBaHUS);

*  MalMEeHTHI MOXXUIIOTO Bo3pacTa (IIPH BO3PACTHOM CHIKEHUH KITYOOUKOBOW (DUIIBTpALIUN);
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*  MANMEHTHI ¢ PeIPACIIONaralouuMi PaKTOpaMU K 3aJePKKE MOUH;

*  JIeTCKHUI BO3pacT ¢ 6 mecsies 10 1 roja;

* pH OJHOBPEMEHHOM YIOTPEOJCHUM C QlKOTOJIEM WJIM NpernapaTamMH, YrHETaroIIUMHU
HEeHTpaIbHYI0 HepBHYIO cuctemy (LIHC);

*  MEpUOJ TPYTHOTO BCKAPMIIUBAHUS;

*  OEpeMEHHOCTb.

Oco0ble yKazaHus

BBuiy  MOTEHIMATbHOTO  YTHETAIOMIETO  BIMSHUS ~ Ha  [EHTPAJbHYI0  HEPBHYIO
CUCTEMY CJENyeT COOJII0AaTh OCTOPOKHOCTh INpu HazHaueHun npenapara LETHUPU3WH
JIeTssM B Bo3pacte oT 6 mec g0 | roma mpu HAIWYUU  CIEAYIOIMX (aKTOPOB pHUCKA
BO3HMKHOBEHHUS CHHJIpPOMa BHE3alHOW  JIETCKOM  cMepTH, TakuX, Kak (HO He
OTPaHUYUBASCH ATHUM CIIUCKOM):

- CUHJIPOM aIlHO? BO CHE WJIM CHHJIPOM BHE3AIIHOW JIE€TCKON CMEpPTHU JIeTell rpyAHOro Bo3pacra y
Opata Win CecTphl;

- 3]I0ynOTpedIieHne MaTepy HAPKOTUKAMH U KypEHUEM BO BpeMsi OepeMEeHHOCTH;

- MOJI0J101 Bo3pacT MaTepH (19 met u Monoxe);

- 37I0yNOTpeOIeHNEe KypeHHEeM HSHH, yXaKUBAIOIIEeH 3a peOeHKOM (0Ha Madka CHUrapeT B JCHb
uiu 6onee);

- JIETH, PEryJIIpHO 3achINalOIIKe JIMIIOM BHU3 M KOTOPBIX HE YKJIaIbIBAIOT Ha CIIUHY;

- HEJIOHOLIICHHbIE (FeCTAllMOHHBINA BO3pacT MeHee 37 He/lelb) WM POXKAECHHBIE C HEIOCTaTOYHOM
Maccoi Tesa (Hke 10-ro nepueHTHIs OT reCTalMOHHOTO BO3pacTa) 1ETH;

- IIpY COBMECTHOM IIpUEMe IMPenapaToB, OKa3bIBAIOIIMX YTHETAIOLIEE BIUSHUE HA HEHTPAJIbHYIO
HEPBHYIO CUCTEMY.

VY nanueHTOB C MOBPEXIECHHWEM CIMHHOIO MO3Ta, TMIIEpPIUIA3HUEl MPECTATEIbHOM JKeNe3bl, a
TaKKe MpU HAIWYUM JIPYTHX Hpeapacrosararoimux (akTopoB K 3aJepKKe Mouu, Tpedyercs
coOJI0ICHHE OCTOPOXKHOCTH, TaK KaK HETUPU3UH MOXKET YBEJIMYUBATH PUCK 33/I€PKKU MOYH.

Y nanueHToB € IOYEYHOW HEJOCTAaTOYHOCTBIO PEXHM JIO3UPOBAHMS IIpemapara ClepyeT
KOPPEKTHPOBATh (cM. pazzen 4.2.).

W3-3a BO3MOXHOTO CHHKEHHS (YHKIHMHM TOYEK Yy MAIMEHTOB IMOXKHUJIOTO0 BO3pacTa PEXUM
JIO3UPOBaHUs IIperapara cie1yeT KOppeKTHPOBaTh.

PexomenioBaHO COOJIOAATh OCTOPOXKHOCTH NMPH NPUMEHEHUHM LETHPU3UHA OJHOBPEMEHHO C
QJIKOT0JIEM, TaK KaK LIETUPU3UH MOXKET IPUBECTH K MOBBIIIEHHONW COHJIMBOCTH.

OCTOPOXHOCTH CIEAYET COONIOAATh Yy TAIMEHTOB C IMWJICTICHEH W MOBBIIICHHOW CYJIOPOKHON

TOTOBHOCTBIO.
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Hepuoj BBHUJY TOro, 4ro OjokaTopsl Hi-rHCTaMMHOBBIX pPELENTOPOB MHTMOMPYIOT pa3BUTHE
KOYKHBIX aJUIEPrUYECKUX PEAKIUN.

BcnoMorareabpHEIC BEIECTBA

JlexapcTBeHHBIN IpemapaT COJAEPXKUT TJIUIEpos (TJIMLIEPUH), KOTOPBIH MOXET BBI3BIBATH

TOJIOBHYIO 00JIb, PACCTPOMCTBO KEITYJKA U JUapero (IIOHOC).

4.5. B3auMopeiicTBHe ¢ JAPYrMMH JIeKAPCTBEHHBIMH MpenapaTamMM W [Jpyrue BHABI
B3aNMOJAEeHCTBUSA

OnHOBpeMEHHOE  NPUMEHEHUE €  a3UTPOMHUIMHOM, LHUMETUIMHOM, SPUTPOMUIIMHOM,
KETOKOHA30JIOM  WJIM  TCceBAOd(GEAPUHOM  HE  BiIMsAET Ha  (apMaKOKMHETHYECKHE
napameTpsl netupusrHa. PapMaKOKMHETUYECKUX B3auMOJIeHCcTBUI He Habmonanock. CornacHo
UCIIBITAHUSIM N Vitro, netupusuH He BiusieT Ha 3G GeKT cBs3biBaHus Oelika BaphapuHa.
OnHoBpeMEeHHBIN npueM A3UTPOMHULIMHA, SPUTPOMMUIINHA, KETOKOHAa30J1a,
teopuuimHa W mceBmoddenpuHa HE  BBIABMI  CYNIECTBEHHBIX ~ M3MEHEHHH B
KJIMHUYECKHX JIAOOPATOPHBIX MMOKA3aTeNsAX, )KU3HEHHO BaXXHbIX (pyHKuusAx u OKI'.

B wuccnegoBanun ¢ onHOBpeMEeHHbIM mnpuemMoMm TteopmuimHa (400 Mr B JeHb) U
nerupusuHa (20 mMr B jgeHb) ObUI0O OOHapY)KEHO HE3HAYUTEIbHOE, HO CTaTHCTUYECKU
JnoctoBepHoe moBblleHne 24-yacooi AUC (mromagu mnoj  kpuBod) Ha 19%  jans
nerupmsuHa u Ha 11% g Teopmnmmmaa. Kpome Toro, MakcuMmallbHble YpPOBHM B
I1asMe KpoBH yBenmuumwiuch 10 7,7% wu  6,4% COOTBETCTBEHHO M LETHUPU3MHA U
teopuwsumHa. OJHOBPEMEHHO KIHPEHC MEeTHpU3MHA YyMeHbIuiIcs Ha -16%, a Takke
Ha - 10% B ciayyae TeopwIMHA, KOrAa UETHUPU3UH NPUHUMAIM MAlUEHThl, KOTOpPbIE
paHee TMONydaldu JeyeHHe TeoQWUIMHOM. TeM He MeHee, IMpeIBapUTEeNbHOE JIeUCHHE
LHETUPU3UHOM  HE  OKa3ajlo  CYIIECTBEHHOrO  BIMAHUA Ha  (papMaKOKMHETHYECKUE
napaMmeTpsl Teo(hUIUIMHA.

[Tocne onHOKpaTHOTO MpHeMa 1etupusrHa B 03¢ 10 Mr adgdext ankorons (0,8%o) 3HAUUTENBHO
HE YCWJIMBAJICS; CTATUCTUYECKH 3HAYMMOE B3aUMOJICHCTBHE € 5 MTI' a3enaMa ObUIO JOKa3aHo B
OJIHOM M3 16 ICUXOMETPUYECKHUX TECTOB.

OnnoBpemeHHbI pueM 10 Mr nernprsuHa B I€Hb € TJIMNHA3KAOM IIPUBET K HE3HAYUTEIBHOMY
CHIDKEHHUIO TOKa3aTele TIIOKO3bl. JTOT 3(PdeKT He UMeeT KIMHUYECKOTO 3HAaueHus. Tem He
MEHEE, PEKOMEHIYETCSI pa3IeNbHbIN PUEM - [IIMIHU3UA YTPOM U LETUPU3UH BEUEPOM.

CreneHnp BcacblBaHMs ILIETMPU3MHA HE CHW)KAETCA IPU  OJHOBPEMEHHOM  IIpHUEME

IIHUIIHN, XOTA BCaChIBAHUEC 3aMCIJISICTCS HA 1 gac.
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u uerupusuHa (10 Mr B JIeHb) CTENEHb OKCHO3UIMU LETUPU3MHA ObUIa YBEIWYEHA
npumepHo Ha 40%, B TO BpeMs Kak, OKCIO3ULIMA pPUTOHABUpAa HE3HAYUTEIHHO

u3MeHunach (-11%) BciencTBue comyTCTBYIOLIETO IpUeMa HETHPU3HHA.

4.6. ®epTUIBHOCTH, 0EPEMEHHOCTH H JIAKTAIUS

bepemenHOCTD

JlaHHBIE 1O TPUMEHEHHUIO LIETUPU3HHA BO BpeMs OepemerHHocTH orpanndeHsl (300-1000 ucxonoB
OepemenHoctr). OpHako HE BBIBICHO cioy4aeB (OpMHpPOBaHHUS IOPOKOB Pa3BUTHA,
HMOpPHOHANILHON U HEOHATAIbHOM TOKCUYHOCTHU C YETKOM MPUYMHHO-CIIEICTBEHHOM CBSI3BIO.
DKCIepUMEHTAIbHbIE MCCIEAOBAaHUS HA >KMBOTHBIX HE BBISIBUJIM KaKUX-IUOO TMPAMBIX HIH
KOCBEHHBIX HEOJIaronpusaTHbIX 3((EeKTOB LeTUPU3NHA Ha PA3BUBAIOIIUICS 10/ (B TOM YHCIE B
MOCTHATaIbHOM MEPUOJIE), TeUeHUE OEPEMEHHOCTH U MOCTHATATILHOE Pa3BUTHE.

[Ipu GepeMEHHOCTH CleAyeT NMPUMEHATh C OCTOPOXKHOCTBIO B CIIydae, €CIH Ipeanosaraemas
10JIb3a JUIsl MAaTE€PH MPEBBIIIACT MOTEHIIMATIBHBIN PUCK AJIs IUIOAA.

JlakTanuys

LleTnpu3nH 3KCKpETUPYETCs C TPYIHBIM MOJIOKOM. LleTpu3uH BbIAENISIETCS B IPYAHOE MOJIOKO B
KomuecTBe 25-90% OT KOHIICHTPAIUH B TUTa3Me KPOBH, B 3aBUCUMOCTH OT BPEMEHHU 0TOOpa Ipod
nocie mnpuema mpernaparta. HekenarenpHble peaklMM, CBSI3aHHBIE C LETUPU3ZMHOM, MOTYT
HAOIOIaThCS Yy TPYIHBIX JETEH.

B nepuon rpynHOro BCKapMIIMBaHHS CIELYET NPUMEHATh C OCTOPOKHOCTBIO B CIydae, €ClIU
npeJoiaraeMas 1moJib3a Jiylsl MaTepy MpeBbIIIaeT NOTEHIMANbHBIN PUCK [T peOeHKa.

DdepTUabHOCTD

I[OCTYHHHC JaHHBIC O BJIHWAHHHM Ha (bepTI/IJIBHOCTL YCJIOBCKAa OI'paHUYCHBI, OIHAKO

OTpULATCIIbHOTO BIIUAHUA HA (I)epTI/IJIBHOCTL B UCCJICAOBAHUAX HA ) KUBOTHBIX HC BBISIBJICHO.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeICTBAMU H pPadoTaTh €
MeXaHHU3MaMH

Iletupu3uH MOXKET MPHUBECTM K IIOBBIIIEHHONM COHJIIMBOCTH, CIIEJOBATEIbHO, IIpernapar
HETUPU3UH wmoxeT oka3blBaTh BIMSHHE Ha CHOCOOHOCTh YHPABIATH TPAHCHOPTHBIMU

cpeacTBaMu, MEXaHU3MaMHU.
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4.8. HexenarejibHble peakIuu

Pesrome npoduiist 6e3onacHocT

Hannvie, nonyuennvie 8 KIUHUYECKUX UCCIEO08AHUAX

0630p

Pe3ynpTaThl  KIMHHYECKMX  MCCIEIOBAHUNH  IPOJAEMOHCTPUPOBAIM, 4YTO  IPUMEHEHUE
HETUPU3UHA B  PEKOMEHJOBAHHBIX JI03aX MPHUBOAMT K PA3BUTHIO HE3HAYMTEIbHBIX
HexxenarenbHbIX 3¢ dexkroB Ha HHC, BKiIIOUas COHIMBOCTD, YTOMIIIEMOCTh, TOJIOBOKPY)KEHUE U
rOJIOBHYIO 00ib. B HEKOTOpBIX ciaydasx Obliaa 3aperucTpupoBaHa NapajoKCalbHas CTUMYJISALMS
IHC.

HecmoTpst Ha TO, 94TO LETHPU3WH SIBISIETCS CENEKTHUBHBIM OJoKatopoM mepudepudeckux Hi-
PELEenTOpOB W MPAKTHYECKH HE OKAa3bIBACT AHTUXOJIMHEPTUYECKOTO JEHCTBHS, COOOIIATIOCH O
€IMHUYHBIX CIydasX 3aTpyIHEHHMs MOYEHCITyCKaHUs, HApYIIEHUAX aKKOMOJAIUU U CYXOCTH BO
pTYy.

Coobmanoch 0 HapymeHUsX (QYHKIHH IE€YEHH, COMPOBOXKIAIOIINXCS MOBHIIIEHUEM YPOBHS
AKTUBHOCTH TICYCHOYHBIX (DEPMEHTOB M YpOBHS OunmpyOmHa. B OonpmmHCTBE CirydaeB
HE)KeJaTeNbHbIC SBJICHUS Pa3pellialuch ocie MPEeKpaIleHus IpueMa HeTUPU3UHA.

Ilepeuens neorcenamenbHvix NOOOYHBIX peaKyull

HmeroTcs naHHBIE, TOMYYEHHBIE B XOJI€ ABOWHBIX CIIENBIX KOHTPOJIMPYEMBIX KIMHUYECKHX
UCCIIC/IOBAaHMIA, HANpaBIEHHBIX Ha CpaBHEHHE ULETHPU3WHA H IUTaledo WM JAPYrux
AQHTUTMCTAMUHHBIX IPENapaToB, MPUMEHSEMbIX B PEKOMEHJOBaHHBIX 103ax (10 mMr oauH pa3 B
CYTKH /7151 IeTUpu3KHa) 6osee ueM y 3200 manueHToB, Ha OCHOBAaHUH KOTOPBIX MOYKHO IPOBECTH
JIOCTOBEPHBIN aHAIN3 TAaHHBIX 110 O€30MaCHOCTH.

CornacHo pe3yiapTaTaM 00BbEIMHEHHOIO aHaln3a, B MJIA[e00-KOHTPOIUPYEMBIX HCCIIEIOBAHMSIX
Opy NPUMEHEHUU LeTHpu3uHa B J103¢ 10 Mr ObLIM BBISBIEHBI CIEAYIOIIME HEXelaTeIbHble

peakuuu ¢ yactoro 1,0% unu Bblme:

HexenarenbHble peakuuu erupusun IInane6o
(Tepmunosioruss BO3) 10 mr (n =3061)
(n =3260)

Obwue napyuienus u HapyuweHus 6 mecme 86e0eHusl

YToMIIIEMOCTE 1,63% 0,95%

Hapywenus co cmopoHul HepaHoll cucmembl
['onoBokpyxkeHue 1,10% 0,98%
TI'onoBHAs 00Jb 7,42% 8,07%

Hapywenuss co cmopoHbvl  dHceny00uHo-KuueuHo2o

mpaxkma




COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 18.02.2025 N° 387

o w mmore il el A V7
CyxocTb BO pTYy 2,09% 0,82%
TomraoTa 1,07% 1,14%

Hapywenus ncuxuxu

COHINBOCTD 9,63% 5,00%

Hapywenus co cmoponvl OvixamenvHou cucmemul,
0p2aHo8 2pyOHOU KIIemKU U CPeOOCMeHUs

dapuHTUT 1,29% 1,34%

XOoTd yacToTa CIlly4yaeB COHJMBOCTH B TIpyIIe LETUpU3MHA ObUIa BBIINIE, YEeM TaKoBas
B Ipynne mianebo, B OOJBIIMHCTBE CIy4aeB ATO HEXKEJIATEIbHOE SBJICHUE ObLIO JIETKOH WM
YMEpPEHHOH CcTerneHu TshKecTH. [Ipm OOBEKTHBHON OIIEHKE, MPOBOJMMOW B paMKax IpYrux
UCCJIEIOBaHUM, OBLIO MOATBEP)KIEHO, 4YTO INPUMEHEHHE LETUPU3UHA B PEKOMEHJIOBAaHHOU
CYTOYHOH [103€ Y 3IOPOBBIX MOJIOJBIX TOOPOBOJBIICB HE BIHUSET HA HX [OBCEJHEBHYIO
AKTUBHOCT.

emu

B mnare60-KoHTpOIMPYEMBIX UCCIICOBAHUSX, Y JIETEH B BO3pacTe OT 6 MecsIeB 10 12 yiet ObutH

BBISIBJIEHBI CIIEAYIOIINE HEXKEIaTeIbHbIE peakuu ¢ yacToToi 1% u BhILIe:

HexenarenbHble peakuuu HeTnpusun Inaue6o

(TepmunoJiorusi BO3) (n =1656) (n=1294)

Hapywenuss co cmopoHbl  dHceny00uHO-KUUe4Ho20
mpakma

Huapest 1,0% 0,6%

Hapywenus ncuxuxu

COHJIUBOCTH 1,8% 1,4%

Hapywenus co cmoponvl OvixamenbHoU cucmembsl,
0p2an086 2pyOHOU K1emKU U cCpedoCmeH s,

Puunur 1,4% 1,1%

Obwue napywienus u HapyueHus 8 mecme 86e0eHuUs.

YTOMIISIEMOCTD 1,0% 0,3%
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Pe3roMe HexxenaTeIbHbIX PEAKIINT

Onvim nocmpe2ucmpayuoHHo20 NpUMeHeHUs

[ToMuMO HeXenaTeNbHBIX SBJICHWM, BBISIBICHHBIX B XOA€ KIMHUYECKUX MCCIEAOBAHUNA U
OMMCAHHBIX BBIIIE, B paMKaX MOCTPETUCTPALlMOHHOIO MPUMEHEHHUs Mpernapara HaOJIrJaluch
CIIeIyIOIINE HeXKeNaTeIbHbIE peaKLUu.

HexxenarenbHble sBIEHHS TMPEACTaBICHbl HIDKE MO KiaccaM cucrteMbl opranoB MedDRA u
4acTOTE pa3BUTHSA, HA OCHOBAaHUM JJAHHBIX MOCTPErUCTPALIMOHHOIO IPUMEHEHUS Iperapara.
YacroTa pa3BUTHS HEXellaTeIbHBIX SBICHUI OmpeAensiach CIeIyIOIUM 00pa3oM: O4YeHb Y4acTo
(>1/10), wacro (>1/100, <1/10), mewacto (=1/1000, <1/100), peaxo (= 1/10000, <1/1000), ouens
penxo (<1/10000), vactoTa Hen3BecTHA (M3-32 HEAOCTATOYHOCTH JTAHHBIX ).

Hapywenus co cmopoHbl Kposu u tumpamuieckoi cucmembt.

OueHb peaxo: TPOMOOLMTONEHUS

Hapywenus co cmopoHvl uMMYyHHOU cucmembl:

Penko: peakuyu runepyyBCTBUTEILHOCTU

OueHb peako: aHAPUIAKTHYECKUH IOK

Hapywenue memabonuzma u numanus:

YacroTa HeM3BeCTHA: MOBBILICHHUE AIIIETUTA

Tcuxuueckue napywienus:

Heuacro: Bo30yx1eH1e

Penxo: arpeccusi, CllyTaHHOCTb CO3HaHUS, JIETIPECCHs, TAILTIOIUHALINY, OECCOHHUIIA

OueHb pesKo: THK

Yactota HeEW3BECTHA: CYyMIMJAJIbHbIE MBICIH, HapylIeHUs CcHa (BKJIOYas KOIIMapHBIE
CHOBH/JICHUS)

Hapywenus co cmoponwl HepeHoti cucmembl

Heuacro: napecre3nn

Penxo: cynoporu

OueHb peaKo: U3BpallleHUE BKYyca, JUCKUHE3US, JUCTOHUS, 0OMOPOK, TPEMOP

YacroTa HEM3BECTHA: HapYLIEHHUE NTaMATH, B TOM YHCIIE aMHE3Us, [IIyX0Ta

Hapywenus co cmoponuvl opeana 3penus

OdeHb peKo: HapylIeHHe aKKOMOJAINH, HEYETKOCTh 3pEHUS], HUCTarM

YacToTa HEM3BECTHA: BACKYJIUT

Hapywenus co cmoponuvl opeanos cayxa u iabupunmmusie HapyuleHus

YacroTa HEU3BECTHA: BEPTUTO

Hapywenus co cmoponwl cepoya

Penxo: Taxukapaus
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Kenyoouno-Kuuieunvie HapyuieHus

Heuacro: nuapes

Hapywenus co cmoponvl neuenu u scenyesvbi8o0auux npomoKkos

Penko: meyeHo4yHass HEAOCTATOYHOCTh C HM3MEHEHHEM (YHKIMOHAIBHBIX IMEYEHOYHBIX MPOO
(MOBBIIIEHNE AKTUBHOCTU TpaHCAMHHa3, IeI0uHO (hocdaTasbl, raMMa-TiyraMuiaTpancdepasbl u
OounupyOuHa)

YacroTa HEU3BECTHA: TEMTATUT

Hapywenus co cmoponsl Kodtcu u nOOKOINCHbIX MKAHel

Heuacro: cblmb, 3y1

Penko: kpanuBHUIA

OueHb peIKo: aHTHOHEBPOTHYECKUHN OTEK, CTOMKAs JISKAPCTBEHHAS dpUTEMa
YacroTa HEM3BECTHA: OCTPBIN reHepaTn30BaHHBIA IK3aHTEMATO3HBIN MyCTYJIE3
Hapywenus co cmopoHbvl mbiuieyHotl, CKelemHol U coOeOUHUMenbHOU MKAHU:
YacToTa Heu3BeCTHA: apTPAITHS

Hapywenus co cmoponsl nouek u mMouesvbig00auux nymeti

OdeHb peiKo: TU3ypus, FIHYpe3

YacroTa HEM3BECTHA: 3a/Iep:KKa MOYH

Obwue napyweHus u peakyuu  Mmecme 68e0eHUs.

HeuacTo: acTenus, HeoMoranue

Penxo: nepudepuueckue oTeku

Jlabopamopnvie u uHcmpymeHmanvHvle OaHHble

Penxo: moBeIIIIEHNE MacChI Tella

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKIII/Iﬁ

ITocae MMPEKpalICHUA MPUMCHCHUA LECTUPU3UHA ObLIM OTMEUYCHEI CIydyan 3yJa, B TOM YHUCIC
HHTCHCHUBHOI'O 3ya W/WIIH KpalliBHUIIBI.

Coo011eHne 0 moI03pEBAEMBIX HEXKEIATEIBHBIX DEAKIIHIX

Baxno coo0mare O MOJ03peBaeMbIX HEXKeNaTeNbHBIX pEeaKIUsX I0Clie pPETUCTpaluu
JIEKapCTBEHHOTO Iperapara ¢ [eliblo 00ecTeYeHns HePephIBHOIO MOHUTOPUHTAa COOTHOIICHUS
«I0JIb3a - PUCK» JIEKApCTBEHHOTO Mpernapara. MeOUIMHCKAM pabOTHHKAM pPEKOMEHIYyeTCs
coo01aTe O JIIOOBIX MOJ03PEBAEMbIX HEXKENATEeNbHBIX PEaKIUsAX JEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAIbHBIE CUCTEMbI COOOIEHUSI O HEXeNaTeNIbHbIX PeaklUsiX ToCyJapCTB - YICHOB
EBpa3uiickoro 3K0HOMHUYECKOTr0 COI03a.

Poccniickas @enepanvs

®denepanpHas cayx0a Mo Haa30py B chepe 3paBOOXpaHEHUS

Anpec: 109012, Mocksa, CnaBstHCKas 1101maab, 1.4, cTp. 1
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Cairr: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBkKa

CHMITOMBI

Cumntomsl, HabITIOJTaeMbIe TTOCIIE IBHOUM TIEPEI03UPOBKH MPENapaToOM, BIUSIN HA IICHTPAILHYIO
HEPBHYIO CHCTEMY WJIM OBLIM CBSI3aHBl C BO3MOXHBIM aAHTHUXOJHWHEPTHYECKUM d(PeKTom.
CUMITOMBI, KOTOpPBIE HAOIIOJATKCH ITOCIIE MPUEeMa IO MEHBIIICH Mepe MATHKPATHOTO KOJINYECTBA
PEKOMEHIyeMOl CYTOYHOM J103bI, BKJIIOYAIU CJEAYIOIee: CIyTaHHOCTh CO3HAHUA, auapes,
YTOMJISIEMOCTh, TOJIOBHAsE OO0JIb, HEIOMOTAHHME, MUIpHA3, 3y, OCCIIOKOHCTBO, CEIAaTHBHBIN
3¢ (}eKT, COHIMBOCTD, CTYNOP, TAXUKAPIU, TPEMOP, 3aJePHKKa MOYH.

Jleuenue

Crenn(uyeckoro aHTHIOTA HET.

B ciyuae nepeno3upoBKU peKOMEHAYETCS CUMITOMATHYECKOE WU MOICPIKUBAOIICE JICUCHUE.
[TpoMbIBaHMe KeNlyaka W/UIu NPUEM aKTUBUPOBAHHOTO YIJISI MOKET ObITh 3(()EKTUBHBIM, €CITU

nepeao3upoOBKa IIpou3onijia HEJaBHO. HGTI/IpI/ISI/IH YaCTUYHO BBIBOAUTCA IIPpU AUAJIN3C.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHuYecKue CBOiicTBA

®dapMakoTepaneBTUYECKas TPYIa: AaHTUTUCTAMUHHBIE CPEICTBA CHCTEMHOTO JCHCTBHS;
MIPOU3BO/THBIC TTUTIEPA3HHA.

Ko ATX: ROG6AEQ7

MexaHHN3M e CTBUS

Lletupu3un siBisieTcss METaOOJIMTOM THAPOKCHU3MHA, 00JaaeT aHTUTMCTAMUHHBIM (PHEKTOM ¢
MIPOTUBOAJIEPTUYECKUM  AcecTBUEM. LleTMpu3uH OTHOCHTCS K TpyIIe KOHKYPEHTHBIX
AQHTaroHUCTOB THUcTaMuHa U Ojokupyer Hi-ructamMuHOBBIE pelenTopsl € HEOONbIIUM
BO3JICUCTBUEM Ha JPYrue PeUenTopbl U MPAKTUUYECKU HE OKA3bIBAET aHTUXOJIMHEPIUYECKOro U
QHTUCEPOTOHUHOBOI'O JEHCTBHUS.

IleTnpu3nH OKa3bpIBaCT BIIMSHUE HA TMCTAMUH3aBUCUMYIO CTAJHI0 AJUIEPTUYECKHX pPEAKIUN
HEMEIJIEHHOTO JIEeWCTBUS, a TakKXK€ YMEHbIIAET MUTPALUI0 S03WHOPHIOB U OTpaHUYMBAET
BBICBOOOK/ICHHE MEMATOPOB NP AJUIEPIUUYECKUX PEAKLUAX 3aMeJIeHHOro Tuna. [IpakTuuecku
HE NPOXOJUT Yepe3 reMarosHiedanndyeckuil 6appep M, CIeJ0BaTENbHO, IMOYTH HE CHocoOeH

JIOCTHYb LIEHTPaJIbHBIX perentopos Hi.
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dapmakognaamuyeckue 3P HeKTeI

B uccnenoBanusx BIMSHUS THCTAMUHA HAa KOXKY JEHCTBHE IETUpH3UHA B 103¢ 10 M HauMHAIOCh
yepe3 | wac, JOCTHUTano MakcUMyMma co 2-ro mo 12-pIif yac W Bce emle Ha0JIoJaioch Ha
CTaTHUCTUYECKM 3HAYMMBIX YpOBHSAX uepe3 24 wyaca. B jomonHeHMH K aHTUTHCTAMUHHOMY
3 dexTy NEeTUPU3UH TaKke 007aJaeT MPOTHBOBOCHAIMTEIBHBIM 3(PPEKTOM W TEM CaMbIM
OKAa3bIBACT BIMSHUE HA TO3HIO a3y aJJIeprudecKon peakiuu:

- mpu 103e 10 Mr o/TMH UITH J1BA pa3a B IeHb, MHTHOUPYET MO3AHIOK0 (pa3y arperauu 503MHO(UIOB
B KOXKE;

- ipu go3e 30 MT B JieHb, UHTUOUPYET BhIBE/IEHUE 303UHO(PUIOB B OPOHXHAIIBHYIO aJIbBEOJIIPHYIO
KHUJIKOCTb MTOCTIE BEI3BAHHOTO AJTIEPT€HOM OPOHXHABHOTO CYKCHHUS;

- UHTUOMPYET BBI3BAHHYIO KAIUTMKPENHOM TI03THIOIO BOCTIAIUTEIBHYIO PEAKIIHIO;

- [IO/IaBIISICT DKCIPECCUI0 MapKepoB BocnaneHus, Takux kak [CAM-1 unu VCAM-1,

- HHTUOUpYeT JeiicTBUE THCTaMUHOINOEpaToOpoB, Takux Kak PAF unu cyocranuus P.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

[Tocne mpueMa BHYTpb mpemnapar ObICTpO abcopOupyeTcs U3 KeTyJ0YHO-KUIIEUYHOTO TPaKTa.
dapMaKOKMHETHYECKUE TapaMeTphl LIETUPU3UHA TIPU €ro MPUMEHEHHH B 033X OT 5 10 60 mr
WU3MEHSIOTCS IMHEWHO. PaBHOBECHASI KOHIIEHTpPAIIHS JOCTUTAETCS Yepe3 3 JHS.
dapMaKOKMHETUYECKUH MPOGUITb IETUPU3NHA aHATIOTHYEH Y B3POCIBIX U JETEH.

VY gereii mocne mpuéMma HETUPU3MHA B J103€ 5 MI KOHIIGHTpAIMs aKTHUBHOW CyOCTaHIIUU B
OpraHu3Me, Takas jke, KaKk W y B3poCibIX mociie mpuema 10 mr. Y B3pocibIX mocie mpuema
nertupusnHa B no3e 10 mr makcumanibHast KOHIEHTpalus (Cmax) B MJIa3Me KPOBU JOCTUTAETCS
yepe3 1 - 2 yaca u cocraBuser 350 Hr/miu. Y neteil mocne mpuema LETUPH3UHA B J103€ 5 Mr
MakcuMaibHas KoHIeHTpaus (Cmax) B TIa3Me KpOBU JIOoCTHraeTcs yepe3 1 yac u cocrapmusieT 275
HT/MJI.

[Ipu mpueme nerupusmHa B (popMe Kameiab MaKCHMaJbHbIE KOHIIGHTpPAIlMU B TIa3Me KPOBU
JIOCTUTAIOTCS C 00Jiee BBICOKON CKOPOCTHIO.

Pacnpenenenue

Pacnipenenenue nocne npuema 10 Mr coctapisieT 35 TUTPOB y B3POCIIBIX, a CBSI3bIBaHKE ¢ OeIKaMu
m1a3Mbl KpoBH - 93%. VY neteit o0beM pactpeeneHus mociie mpruemMa 5 Mr COCTaBIIsIeT TPUMEPHO
17 nutpos.

He3nauuTenbHOE KOJIMYECTBO LIETUPU3HHA BBIAEIAETCS B TPYTHOE MOJIOKO.

buorpancdopmarms

V B3pocasix 60% 10361 BEIBOAUTCS U3 OpraHu3Ma B HEU3MEHEHHOM BHUJIC MTOYKAMH.
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OIMMUHALNS

CMEPTHOMY OTUETY

[Tocne mpuema 10 mr y B3pocibix oOmmil kinupeHc nerupusuHa coctarisier 0,60 Mi/MUH/KT;
nepuop nonyseiBeneHus (T12) cocrasiser npumepHo 10 yacos.

[Ipuém HecKOTBKUX J03 HE H3MEeHseT ¢apMakoKUHeTHUeckue mnapamerpsl. [Ipu mpueme
npenapara B cyTouHo# jo3e 10 mr B Teuenue 10 qHEH KyMymsIiuy ETUPU3UHA HE HAOIIOJAIOCh.
[Tocre OKOHYaHWS JIEYCHHS] YPOBEHb IETUPHU3MHA B TUIa3ME€ KPOBU OBICTPO MaaeT HIDKE
oTpeneNsIeMbIX MpeaesioB. [IoBTOpHBIE aIeproloruyeckie TeCThl MOXKHO BO30OHOBUTH depe3 3
TTHSL.

IloyeyHas HEIOCTATOYHOCTh

VY manMeHToB ¢ MOYEYHOW HEJOCTAaTOYHOCTHIO Jerkoil crenmeHu Tsokectd (KK > 50 mn/mun)
(hapMaKOKMHETHYECKHE IapaMeTphl AHAJIOTHMYHBI TAKOBBIM Y 3J0POBBIX JOOPOBOJIBLIEB C
HOpMaJIbHOU (QYHKIUEH MOYEK.

YV nanueHToB ¢ MOYEeYHOM HEJJOCTaTOYHOCThIO cpeaHel creneHu TsokecTd (KK 30-49 mu/mun) Tz
yudHseTcss B 3 pasza, a o0muil kiupeHc cHmwkaercs Ha 70 % OTHOCHUTENBHO 370POBBIX
JTOOPOBOJIBIIEB C HOPMATIBHON (YHKITUEH MOYEK.

VY nanuenToB, Haxosamuxcs Ha remoauanuse (KK < 7 mi/muH), npu npueme npemnapaTta BHyTpb
B 03¢ 10 Mr oOmuil KIupeHe cHuxkaercs npudauzutenbHo Ha 70 % OTHOCHUTEIBHO 310POBBIX
T0OPOBOJBIICB ¢ HOPMATIBHOU (DYHKITHMEH TIOYeK, a T1/2 yIUIMHSAETCS B 3 pasa.

Menee 10 % netupusuHa yansieTcs B X0/1€ CTaHIapTHOM MPOIeAYphl TeMOIHAIN3a.

[IeyeHOYHAs HEAOCTATOYHOCTh

Y  [anmueHToB € XpPOHMYECKMMM  3a00JIeBaHUSAMM  TeueHH  (TenaToLeUTIONSPHBIM,
XOJIECTATUYECKUM M OMJIMapHBIM LIMPPO30M) ITPH OJTHOKPATHOM MpueMe rpenapata B go3ze 10 unun
20 mr T2 yBenuuuBaetcst npuMepHo Ha 50 %, a kiaupeHc cHmkaercs Ha 40 % 1o cpaBHEHHUIO cO
3JI0pPOBBIMH CYOBEKTAMHU.

Koppeknust 10361 HeoOXoquMa TOJBKO B Cllyyae, €CJIM Yy THalMeHTa ¢ IeYeHOYHOH
HEAOCTAaTOYHOCTBIO UMECTCA TAKIKE COIMYTCTBYIOIIAA MOUYCYHAsA HEAOCTATOYHOCTD.

JInna moKuJioro Bo3pacra

VY 16 noXuibIX JHIl TPU OJHOKPATHOM npueme npenapata B 1o3e 10 mr T12 Obi Boimie Ha 50 %,
a CKOpOCTb BbIBe/ieHUs Obli1a Huke Ha 40 % 1o cpaBHEHUIO C KOHTPOJIBHOU TPYIIION.
CHMKEHHE KIMpEeHCa IETUPHU3HHA Y TIOXKIIIBIX MAIlMEHTOB BEPOSITHO CBS3aHO C YMEHBIICHHEM
(GYHKIINHY TIOYEK Y STOW KaTeTOPUH MAIMEHTOB.

eTu
V nereit ot 6 10 12 siet 70 % 10361 BEHIBOJUTCS U3 OPraHU3Ma B HEU3MEHHOM BH/IE€ TIOYKAMH.

[Tocne mpuema 5 mr y geteit o0l KIupeHc netupusnHa cocrapiset 0,93 Mia/MUH/KT.
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Tz y mereit ot 6 10 12 neT cocrapuser 6 yacoB,oT 2 10 (S B L iﬁ;%"l%t;'m B 16 3Her -

CHMKeHo 110 3,1 Jaca.

6. ®APMAIEBTUYECKHE CBOVICTBA
6.1. Ilepeyenb BcnoMoraTeibHbIX BellECTB
MMPOIMUJICHTJIUKOJIb

[JIALEPO (TIIMLIEPHUH)

HATpU aleTaT TPUruapar (HaTpus anerar)
HATpUs caxapuHaT

BOJa OYHMIICHHAsA

6.2. HecoBmecTuMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs )

HeBCcKpBITHIN d)J'IaKOH

3 rona.

I1ociie meEpBOro BCKPBITUSI

He 0omee 6 mecsies.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU

[Tpu Temmieparype e Boime 25 °C.

6.5. XapakTep u coaep:kaHHe NMEPBUYHOI YIAKOBKH

ITo 10, 15, 20, 25, 30 ma mpenapara BO (pJlakOHbI OPaHKEBOTO CTEKJIA ¢ BAHTOBOW TOPJIOBUHON
WIM BO (PIIaKOHBI-KAMNEJbHUIBI OPaHXEBOT0 CTEKJa C BUHTOBOM T'OPJIOBUHOM, YKYIOpEHHBIE
npoOKaMu WM MpoOKaMU-KanelbHUIIAMU U3 MOJIMATHIIEHA BBICOKOTO MJIM HU3KOIO JaBJIECHUS U
HAaBUHYMBAEMBIMU KpBIIIKAMU W3 IOJUATHIEHA BBICOKOTO WM HU3KOIO JaBJICHUS, WIU
KPBIIIKAMH ¢ KOHTPOJIEM IIEPBOTO BCKPBITHS, NN YKYIIOPEHHBIE CPENCTBAMU YKYIIOPOUYHBIMHU U3
MOJIMATUIIEHA BBICOKOTO MJIM HU3KOT'O JJaBJICHHUS.

ITo 10, 15, 20, 25, 30 ma mpenapara Bo (IaKOHBI WX (PIIAKOHBI-KATIEIBHUIIBI KOPUYHEBOTO
CTEKJAa, YKYHNOPEHHBIE CPEJACTBAMHM YKYNOPOYHBIMU M3 IOJMITHIEHA BBICOKOTO WJIM HHM3KOTO
JABJICHMSI, WIM KalleJIbHUIIAMM M KpBIIKAaMM W3 MOJUATWIEHA BBICOKOTO JaBJICHUS, WIN
KOJIMaYKaMy U3 MOJUATUIIEHA BBICOKOTO JABJICHUS C JO3UPYIOIIEH MUMETKON, UIIN KPBIIIKAMHU C

KOHTPOJIEM MEPBOTO BCKPBHITHSI.

14



COOTBETCTBYET 3KCMEPTHOMY OTYETY
2 02 2025 N= 3871

oT 18. )2
ITo 10, 15, 20, 25, 30 mn npenapaTta Bo ¢1aKOHBL WA %ﬂ{a{m@&ﬁ%‘n—gﬁ%@ 'né' E&h%'r'pﬁ:ieﬂa

BBICOKOI'O WJIM HU3KOTO JJaBJIEHUSI CO CPEACTBAMH YKYIIOPOUHBIMHU, UJIM YKYIIOPEHHBIE KPBILIKaMU
C KOHTPOJIEM IIEPBOIO BCKPBITHS.

ITo 10, 15, 20, 25, 30 mu mpenapaTa BO (hJIaKOHBI U3 TOJUATHIICHTEpedTaIaTa CO CpeACTBAMU
YKYHNOPOYHBIMH, UM YKYTIOPEHHBIE KPBIILIKAMU C KOHTPOJIEM IIEPBOTO BCKPBITHSL.

Kaxnpiii GprakoH uim ¢GriakoH-KarneabHUIy BMECTE ¢ MHCTPYKIKEH 10 MPUMEHEHUIO TOMEIIAI0T
B [IaUKy U3 KapTOHA.

JlonyckaeTcss KOMIUIEKTalusl C KaleJbHUIEH WM JTO3UPYIOUIEH MUIETKOM, JOMOIHUTEIBHO
MIOMENIAEMON B MAUKYy.

JlomyckaeTcs yrmakoBka (hriakoHOB Wid (piiakoHOB-KanenbHUIL 0e3 mauku oT 9 1o 300 mryk BMecTe
C pPaBHBIM KOJMYECTBOM HMHCTPYKUMH 110 HPUMEHEHHIO B TPYNIOBYK YIAKOBKY (s

CTaIlMOHAPOB).

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH YHUYTOKEHHH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WJIM OTXO0JA0B, TMOJYYEHHBIX TOCJe NpPUMEHeHus
JIEKAPCTBEHHOI'0 Mpenapara v Jpyrue MaAaHUIYJISIUM C IPenapaToM

Het oco0bIx TpeOoBaHUI.

7. JEPKATEJb PETUCTPAIIMOHHOTI' O YIOCTOBEPEHUS

Poccuiickas ®enepanus

AxunonepHoe obuiectBo «MBaHOBcKas (apmarieBTHUECKas Gpadpuka

(AO «/BanoBckas ¢papmaneBTuueckas hadpuxa)

153007, UBanoBckas 00:1., r.0. UBanoBo, . UBaHoBoO, yi. ['enepana ['opbaToBa, 1. 19A
Ten.: 8 (493) 233-42-73

E-mail: ivff@yandex.ru

7.1. IlpencraBuTe b AepaKaTesisi periCTPAIMOHHOIO YA0CTOBEPEeHUs!

[Iperen3un HOTD66I/ITCJICI71 HalnpasJIATH 110 aApECy.

Poccniickas @enepanvs

AxmmonepHoe obmiectBo «MBaHoBCcKas papmarieBTUUecKast padbpuka

(AO «MBanoBckas papmarieBTHUYecKas Gpadbpuka)

153007, BaHnoBcKkas 00:1., r.0. IBaHoBo, T. IBaHoBO, yi. ['enepana ['opbartosa, a1. 19A
Ten.: 8 (493) 233-42-73

E-mail: ivif@yandex.ru
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 18.02.2025 N= 3871

8. HOMEP PETMCTPALIMOHHOTO YJ1OCTOBEPE M- A TEITEHOCTS 0003)

9. JATA MEPBUYHOI PETMCTPALIMM (ITOJTBEPKIEHWSI PETMCTPALINM,
MEPEPETUCTPALIMN)

Jlata nepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA
OO6mias  xapaktepuctuka JekapctBeHHoro mpenapara IHETUPU3MH  nmoctymHa Ha
uH(pOpPMallMOHHOM TMopTaje EBpa3suiickoro »KOHOMHMYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.
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