MHUHUCTEPCTBO 3IPABOOXPAHEHNS PECITYBJIMKHU BEJIAPYCb

COTJTACOBAHO
MUHHUCTEPCT&0M 3JIPABOOXPAHEHUSA
PECIIYBJHUKH BENAPYCH
Iprkas MUHRCTEPCTBA 3APABOOX PAHEHHSA

JIMCTOK-BKJIAABILI
(uHbOpManUS NI TAllUEeHTA)
10 MEIULIMHCKOMY NPUMEHEHHUIO JICKAPCTBEHHOTO CPEeICTBA
HNETUPU3HNH

Toprosoe nazBanue: LleTrpusuH.

MesxayHapoaHoe HenaTeHTOBaHHOe HauMeHoBanue: Cetirizine.

Dopma BeINyCcKa: KAl IS ipuéMa BHYTpb 10 Mr/miL.

Onucanue: Impo3payHbIf OT OECUBETHOTO M0 CBETIO-XKEITOro I[BETa
pacTBOp, €O cIabbIM 3al1aXOM YKCYCHOM KHCIIOTBI.

CocraB: onuH (IakoH COTEPXKUT: Oelicmeyioweco seuyecmsa; NETAUPUHHA
nuraapoxinopuna — 0,2 r; ecnomozamenvHvie eewecmea: riauuepun 85 %,
IOPONMJIEHININKONb,  CaxapuH  HATpPHUs,  HATpUsA  aleraT  TPHUTHApaT,
METHJINAParuIpoKCUOeH30aT, NMPONMIIIaparuIpoKCHOeH30aT, YKCYCHYIO KHCIIOTY
NEASHYI0, BOLY OUUIIECHHYIO.

®apmakoTepaneBTHYeCKasi Tpynna: aHTUTHCTAMHHHBIE CPEACTBA [

CHUCTCMHOI'O IPUMEHEHU S, IPOU3BOHBIC MMUIIEpa3UHa.

Kox ATX — RO6AEQ7.

4. KIMHUYECKHUE JAHHBIE

4.1 IloxazaHHusl K NPUMEHEHHIO

Lns e3pocnvix u demeii 6 603pacme om 2 nem u cmapuie Ona obrezyeHus:

- CUMITOMOB CE30HHOI'O M IIOCTOSSHHOTO aJUIEPrUYecKOro pHHHUTA U
KOHBIOHKTHBUTA,

- CAMIITOMOB XPOHHYECKOH MIANONATUUECKON KPalIMBHHULIBI.

Hnsa oemeil 6 sozpacme om 6 mecayee 0o 2 nem Ons 06Ne2UeHUA:



COTJACOBAHO

MUHUCTEPCTBOM BZXPABOOXZPAHEHMH
PECOYBENHEN BEJAPYCD

apcMusuCTopeTHA 31DABO0XPAHEHUA
- CAMIITOMOB ITOCTOSIHHOTO aJIJICPTAYECKOTO st ey o BoAapyc

- CHMIITOMOB XPOHHMYECKOH HIMONaTUIeCKOH KpaIiBHHIIBL.
4.2 Cnoco® npuMeHEeHHs U 103bl

PexxuM n103upoBaHUSA

B3pocnosie u 0oemu cmapwe 12 nem

PexoMeHyeMas 1o3a coctasisier 10 Mr (24 kamm) OfMH pa3 B I€Hb.

Memu 6-12 nem

Pexomenmyemas 103a cocrapiseT 5 Mr (12 xamenb) 1Ba pasa B I€Hb.

Hemu 2-5 nem

PexoMeHayemas 03a cocTaBisieT 2,5 Mr (6 Kanenb) [Ba pa3a B A€Hb.

Memu om 1 200a 0o 2 nem

PexoMeHayemas mo3a cocrasiseT 2,5 Mr (6 Kamenb) OIWH WIIM [(Ba pasa B
IIEHb.

[emu om 6 mecauee 0o 1 zooa

PexoMmeHmyemas 103a cocTaBiisieT 2,5 Mr (6 Kanenb) OIUH pa3 B ACHb.

MaxcuMansHas IpOAOJDKUTEIEHOCTD JISYeHUs y JIeTeR ¢ Ce30HHBIM PUHMTOM
He JOJDKHA MPEBBIIIATE 4 HEAECIH.

CneyuanvHble z2pynnsl nGAUUEHMOE

Loorcunsie

ITo uMeromUMCs TaHHBIM, TIPY HOPMAIbHOM (QYHKUMH IIOYEK BO3pacT He
SIBJISIETCS TIPUYUHON ISl YMEHBIIECHUS A03BI.

Iayuenmul ¢ HapyuieHuem d)vHKuuu noyexK

OTCYTCTBYIOT AaHHEIE, MOATBEpPXKAAloUIHe S(PPeKTHBHOCTH/O0€30MaCHOCTH
NIeKapCTBEHHOTO CPEACTBA y MAlMEHTOB C HapylleHHeM (YHKIMH MOoYeK. Tak Kak
LETUPHU3NH, B OCHOBHOM, BBIBOIUTCS 4Yepe3 IOYKH, TO IIPH HEBO3MOXHOCTH
HCIIONb30BaTh AJbTEPHATHBHOE JIEYeHWe 03y IIpemapara cleXyeT NOoAOUpaTh
MHIMBUIYaJIbHO, C Y4€TOM (QYHKIHMHU Mouek. Huxxenpusenennas tabnuua momoraer
BEIOpATh NPaBWIBHYIO 103y. IS HCHONB30BaHHs NaHHON TaGIHIbI, HEOOXOXMMO

onmpenenuts Knupenc kpearuuuHa (KK) B mu/mMuH. Jns 3Toro HeoOxXonumo



COTJIACOBAHO
MUHUCTEPCTBOM 3{PABQOXPAHEHUA
PECNIYEJIMKH BEJAPYCDH
Tpuras MuHNCTEPCTBA 35PABOOXPAHEHNA |
OIIPEeNCIUTh YPOBECHb KpE€aTUHHHA B CBIBOPOTKE U P _CC‘IHTM‘%&‘W@H@H}’IOIH 351

bopmyie:

KK =[140 - Bo3pacr (B ronax)] x macca (kr) (x 0,85 st xKeHIIHUH)
72 X CBIBOPOTOYHBIN KpeaTHHHUH (MI/1T)

Koppekuus 10361 y NAHEHTOB C HAPYIIECHUAMH QYHKIHMH TOY€EK:

I'pynna KK (ma/mun) Jlo3a u wacmoma npuema
HopwmanbHas GyHKIHS IOYEK >80 10 mr (24 xamm) 1 pas/cyT
Hapymenune  ¢ynxknmm  mouek | 50-79 10 mr (24 karu) 1 pas/cyt
JIETKOM CTENECHHU

Hapymenune  ¢ynkuun  nouex | 30-49 5 mr (12 xanens) 1 pas/cyT
CpeaHEH CTENICHH

Tsoxenoe wHapymenuwe Qynxnum | 10-29 5 mr (12 xaniens) 1 pa3 B 1Ba aHA
HOYEK

TepmuHanpHas cragus mouevHoi | <10 [TpoTuBOMOKa3aHO
HEJIOCTATOYHOCTH, JHATH3

Ilemam ¢ wuapywenuem Gynkyuu nouek 103y CleXyeT HNOAOMpPaTh
UHIUBUAYAJIBHO, C YUETOM MIOYEUHOIr'0 KJIMPEHCa, a TaKKe BOo3pacTa M MacChl Tela
HalKeHTa.

Iayuenmam ¢ HapyweHuem @yHKyuu nevenu

[TanvenTaM, MMEIOIIAM TOJBKO HapylmleHUs GYHKIHA [€YEeHH, HeT
He0OXOIUMOCTH B KOPPEKINH 103bI.

Iayuenmul ¢ HapyweHuem QYHKYUU NeYeHU U NOYeK

PexoMmennmyetrcs koppekuus Ao03bl (cM. Bbime mnoapasfen «llanueHTsr c
HapylleHHeM QYHKIIMH TOYEK)).

Cnocob npumernenus

Kamnu ans npuéma BHYTpB.

IIpuMeHeHue npenapaTa He 3aBUCHUT OT IIpUeMa MHUIIY.

PactBOp cnenyer nubo Hakamath B JIOXKKY, MO0 pa36aBUTh BOAOH U IPUHATH
BHYTpb. Eciiu pacTBOp pasbasnsercs Bomoi, TO CleqyeT YUYUTHIBATh, YTOOBI 00bEM
XHUAKOCTH, MCIOIB30BaHHOM [Isi pacTBOPEHMs Ipemnapara, COOTBETCTBOBAI
KOJIMYECTBY JKUIKOCTH, KOTOPOE MALKUEHT CIOCOOCH BBINUTH. TO OCOOEHHO BAXHO

IIpHA JO3WPOBAaHUHU IIperiapata ACTAM.




COTJACOBAHO

MUWHUCTEPCTBOM 31{(PABOOXPAHEHUSA
PECIVEJHUKU BEJIAPYCDH

4.3 IIlpoTHBONOKA3AHHSA Mpnkas Muniicrepersa aapaBoospanenits
Pecnybnuxu Benapycs
- TIOBBIIIEHHAs YYBCTBUTEIBLHOCTh K NCTHPHU3HUHY, K

IIPOM3BOIHBIM [THIIEPa3NHA UM JIIOOOMY H3 BCIIOMOTATE/BHBIX BEIICCTB BXOJSLINX
B COCTaB JIEKapCTBEHHOI'0 CPEJICTBA;

- TsKenoe HapymeHue GYHKIMHM [I0Y€K, €CIH KIMPEHC KpeaTHHUHA
< 10 mMn/MuH.

4.4 Mepbl NpegoCTOPOKHOCTH

B TepameBTHYECKHX 703aX HE OBLIO BBIABICHO KIMHUYECKH 3HATUMOTO
B3aMMOJIEHCTBHS C aikoroyieM (IpH ypoBHe ainkoroyii B kposu 0,5 r/m), TeM He
MeHee, CileayeT CcoOlonaTh  OCTOPOXKHOCTh ITIPM  COBMECTHOM  IpHEME
JIEKapCTBEHHOT'0 CPEICTBA C JIKOTOJIEM.

Crnenyer HpHUMEHATh C HCKIIOYUTENBHOM OCTOPOXKHOCTBIO Y IAIMEHTOB,
CKJIOHHBIX K 3aJepXXKe Mo4M (HanpuMep, MalHeHThl C NOPaXCHHEM CIHHHOIO
MO3ra, THIEpIUIa3heidl IpelcTaTeNbHON KKeJe3bl), TaK KaK LETHPH3MH MOXET
IIOBBICUTE PUCK 3aJEPKKH MOYH.

CiefyeT NPUMEHATH C OCTOPOXKHOCTBIO y OOJBHBIX SMMIIEIICHCH M JIHIL C
PUCKOM pa3BUTUS CYLOPOT.

[Ipy OoTMEHe LETHPU3MHA MOXXET BO3HHKHYTH 3yJ H/HiIM KpallWBHHIA HAXE
Ip¥ OTCYTCTBHH TaKMX CHMIITOMOB 10 Hayaja IpHeMa JISKapCTBEHHOI'O CPEICTBa.
B HEKOTOPBIX CIydYasx CHMIITOMBl MOTYT OBITH JOCTaTOYHO TSDKENBIMY,
TpeOyIOIUME BO300HOBIIEHHST JieueHHs. [Ipd BO30OHOBJIEHUHM JICUYCHUS ITHU
CHUMIITOMBI UCYE3aI0T.

Taxke, Kak ¥ B Cjydyae I@pUMEHEHHS JPYIHX aHTUTUCTaMUHHBIX
JIEKapCTBEHHBIX CPENCTB, NpPUEM Iperapara cilemyeT NpeKpaTUTh, IO KpaiHed
Mepe, 3a 3 OHA 0 NPOBEASHHS aUIeprojIOrMYecKoro KOXXHOIO TeCTa C LEJbIo
u3beraHus nCeBHO-OTPULIATENbHBIX Pe3yJIbTATOB.

[TockonbKy HNETUPU3UH MOXKET BBI3BATh IOBBIIICHHYIO COHIMBOCTD, CIEAYET
IPOSIBJIATh OCOOYI0 OCTOPOXXHOCTH IIpH IIpHEMe Ipernapara ¢ ajKoroyieM Wil

JIEKapCTBEHHBIMH CPEICTBAMU, YTHETAIOLUIMMH LIEHTPAIBHYIO HEPBHYIO CHCTEMY.



COrTACOBANHO
MUHHUCTEPUTHOM JUPAROONYAHEHUS
PROTTYEIEKI BEAAPVOL

Ipu FTHRTTTS, @BaOX
ste Rk oe . epene B0

B kadecTBe BCIIOMOraTelbHBIX  BeIIEeCT
HerupusuHx, Karu VTS BHYTPEHHETO IIPUMEHEHHUS COIIEPIKUT
METHIIIaparuAPOKCHOEH30aT ¥  IIPONMIIAPArkAPOKCHOCH30aT, KOTOPEIE MOTYT
(BO3MOXHO C 3a[Iep>KKOi1) BEI3BATh aJ/IEPru4eCcKUe PEakuy.

IIpuMeHSATDH JeKapCTBEHHOE CPEICTBO Y [eTell B Bo3pacTe OT 6 mecsiues
[0 2 JeT cjeayeT TOJbKO M0 pelenTy Bpaya, KOTOPbIH HeCeT MOBLILICHHYIO
OTBETCTBEHHOCTL 3a Oe3omacHocTh M 3(p¢peKTHBHOCTL NPHMEHEHHH
JeKAPCTBEHHOTO CPeACTBA, HEJOCTATOYHO H3Yy4YEHHOro Yy JeTel JaHHOrO
BO3pacTa.

JlaHHOE JIEKapCTBEHHOE CPEICTBO COAEPXHT 350 MI NPONUJICHIVIMKONA B
1 mu. Ecmu manueHToM siBisercss peOeHOK Miaawe 4 €T, POAUTENSIM CIEXyeT
IIPOKOHCYJILTHPOBATHCS C BpadoM MM (apMaleBTOM, MPEXAe YeM AaTh pebeHKy
JaHHBIE Ipenapar, 0CoOeHHO, eclii peOeHKY Ha3HAYEHbl U JPYTHE JIE€KapCTBEHHbIC
CpeACTBa, colepKallie IPONUIEHIIHKOJIb.

4.5 BzanMojeiicTBHE ¢ APYTrHMH JIeKaPCTBEHHbIMHU CPeACTBAMH

Ha OCHOBaHHH (ApMAaKOKHHETHKH, (apMakOOWHAMHKA ¥  IPOQHIs
IEPEHOCHMOCTH JIEKAPCTBEHHOTO CPECTBA HE OXMIAIOTCS B3aHMOJEHCTBHS ITOrO
AHTUTHCTAMAHHOrO Tpernapara ¢ JAPYTHMH JIeKapCTBEHHBIMH CpeacTBamu. B
HCCIeOBaHUAX Ha B3aNMOJEHCTBUE He HAOMONAI0Ch HH (apMakoAWHaMU4ECKHX,
HH BBIPOKEHHBIX (hapMaKOKUHETHYECKHX B3aMMOJICHCTBHH ¢ mceBHo3deapruHOM,
SPUTPOMUIIMHOM, a3UTPOMUIIMHOM, KETOKOHA30JIOM ¥ TEO()HIUTHHOM.

Pe3ynbTaThl HCCIEJOBaHUS in Vitro MOKA3ajM, YTO LETHPH3UH HE BIUACT HA
CBs3bIBaHHUE BapdaprHa c OeJIkaMu KPOBH.

CoBMecTHOE NpUMeEHEHHe HEeTUPU3HUHA C SPUTPOMHUIIMHOM, a3UTPOMHUIIMHOM,
TeOQHUIMHOM M TCEBI03()ENPHHOM HE BBISBHIM CYIIECTBEHHBIX H3MEHEHHH
1aGOpaTOPHBIX TAPaMETPOB, )KU3HEHHO BaXKHbIX GyHKIMH 1 OKT'.

B uccreqoBaHUYMC COBMECTHBIM HaszHaueHWeM IerupusuHa (20 mr/cyrt) c
teopummuaom (400 wmr/cyr) Habmopanock HeOoOJbpLIOE, HO CTATUCTHIECKHU
snaunmoe (19 %) ypemuuenue 3uadenust AUC,q neTupusuna u 11 %o-e yBenuienue

AUC,4 Teodmmnsa. Taxke HabI0IAI0CH MOBBIIEHHE 3HAYCHUS Cmx IETHPU3HHA



COTJIACOBAHO

MUHUCTEPCTBOM BIPABOOX PAHEHHS
PECITVBJIMKU BEJIAPYCH

u TeobmmmuHa (7,7 % U 6,4 % cOOTBETCTBEHHTRuI3: NGuIKQORP! (,JDMXIFHTOB,

Pecriynuxu Benapycs

IpeaBapuTEIIbHO noy4daBIInX TCO(I)HJIJ'II/IH, Ha6JIIOﬂaJIOCB NOHHXXCHUE KIIMPEHCa

nerupusuHa Ha 16 % u teodumiuna Ha 10 %. IIpenBapuTensHOE NPUMEHCHHUE
IeTUPHM3UHA, OIHAKO, HE OKa3pIBAJIO CTATHCTHYECKH NOCTOBEPHOrO BJIHAHHA Ha
(apMaKOKHHETHYECKHE TapaMeTpPhl TEODHIUINHA.

B TepameBTUUECKHX [03aX HE OBUIO BBISBICHO KIMHHYECKH 3HATHMOro
B3aMMOZENCTBYS C ATKOToeM (11 ypoBHs ankoroins B kposu 0,8 r/i).

V 4yBCTBHUTENBHBIX MAIIUEHTOB IIPH COBMECTHOM NMPUMEHEHUH LETUPU3UHA C
aJIKOTOJIEM WM JPYTMMH IpenaparamMH, TOPMO3SIIMMHU LEHTPalbHYIO HEPBHYIO
CHCTEMY, MOXXET Pa3BUTHCS NallbHeliIlee MOHMKEHNE KOHLEHTPAllud BHUMAHUS U
HeSITeNBHOCTH, HECMOTPS Ha TO, YTO LIETUPU3HH He IOTCHIUPYET 3G (EKT alKoros
(npu ypoBHE ajkoroJs B kposH 0,5 1/1).

K/IMHHYeCKH 3HaUYMMOe B3aMMOJEHCTBHE ¢ qra3enaMoM (5 Mr) HabJoaanoch
JIMIIG 10 pe3yibTaTaM OJHOTO U3 16 ICHXOMETPUIECKUX TECTOB.

CoBMecTHOe npHMeHeHue HeTupusuHa (10 Mr/cyT) ¢ ITMIA3MIOM BBI3BAJIO
KJIMHHYECKH He3Ha4HTelbHOEe INOHM)KEHHE YPOBHS INIOKO3bl B KpOBH. TeM He
MeHee, 3TH IpenapaThl peKOMEHAYETCS IPUHUMATh M0 OTASNBHOCTH — INIMIH3HA
yTPOM, & IIETHPHU3UH BEYEPOM.

[lpeM UM HE yMEHbINAeT BCAChHIBAHME ILIETHPH3MHA, XOTSA CKOPOCTbH
BCaChIBaHUsl YMEHBIIAETCS Ha OJIMH Yac.

B wuccrenoBaHMM C COBMECTHBIM IPUMEHEHHEM MHOXECTBEHHBIX 103
netupusuHa (10 mr/cyt) u puroHasmpa (600 Mr IBa pa3a B CyTKHM) CHCTEMHOE
BO3/ICHCTBYE LETHPHU3MHA yBEIWYHBaJIOCh HpuMepHo Ha 40 %, a CHCTEMHOe
BO3JEHCTBIE PUTOHABUPA HE3HAUUTENHHO MOHMKaIOCh (Ha 11 %).

4.6 ®epTHIBHOCTb, 0€PEMEHHOCTDb H NEPHOJ I'PYAHOr0 BCKapMJ/IHBaAHHUA

bepeMeHHOCTH

[IpocreKTHBHBIM COOp JAHHBIX O LETUPH3MHE BO BpeMs OEPEMEHHOCTH He
BBISIBAJI BO3MOXXHOI'O TOKCHYECKOTO PUCKA JUISl MaTepH, IJI0Ja UM SMOPHOHA.
DKCIIepUMEHTAIbHbIE WCCIEeJOBaHUS HAa JXMBOTHBIX HE BBISBHIIM HHKaKMX

NpAMBIX WM KOCBEHHBIX 3(Q@dexToB, HEONAaronpuUATHO  BIMAIOMHAX  HA



6epeMeHHOCTh, pa3BUTHe SMOPHOHA/TUIONA, POl HJIM Pa3sBUTHE B IIOCTHATAILHOM
Iepuoae.
IIpu GepeMeHHOCTH JIEKAPCTBEHHOE CPEICTBO CIEAYeT HasHadaTh C

OCTOPOXHOCTBIO.

COTJTACOBAHO
HepI/IOIL I'PYAHOr'O BCKApMJIMBaHH A MHHUCTEPCTBOM 3/[{IPAROOXPAHEHUS
PECHYBJIMKU BEJAPYCH

KopmsmmM >KeHIIMHAM JIEKapCTBEHHOE dﬁ&mfggg;gmwBOﬁmaﬂ b C

Apych

OCTOPOXXHOCTBIO, TAK KaK HETHPU3WH NONAAACT B rpyaHO€ MOJIOKO.

DepTHIBLHOCTD

VMeroTcsl JMIIb OYEHb peiKWe NaHHble O (QEPTUIBHOCTH YeNOBEKa, HO
IIOZ03PEHUS, CBA3aHHBIE C PHCKOM HEOIAronpHATHOIO BIIMSHHUS JICKAPCTBEHHOTO
CpelCTBa Ha (PEPTUILHOCTD YEJIOBEKA, OTCYTCTBYIOT.

4.7 BiausiHHe JEeKAPCTBEHHOr0 CpPEACTBA HA CHOCOOHOCTH YNPpaBJICHHS
TPAHCHOPTHLIMH CPeACTBaMH H paboTaTh ¢ MEXaHU3MAMH

WccrnenoBaHus BIMSHHSA JIEKAPCTBEHHOI'O CpeACTBA HAa  CIIOCOOHOCTH
YIIPaBJIATh TPAHCIIOPTHBIMU CPEACTBAMHU M paboTaTh ¢ MEXaHH3MaMH He BBISIBUIIMA
KaKUX-JI100 KIMHAYECKH BEIPAXEHHBIX 3G (QeKToB mpenapara B go3e 10 mr.

OnHaKo MpY Pa3BHUTHU COHJIMBOCTHU ITALIMEHTaM CIIEIYET BO3AEPKUBATHCS OT
YIIPABJIEHUS TPAHCIIOPTHBIMH CPEICTBaMH U pabOTHI C MEXaHH3MaMH.

ITanuMeHTs! He MO/DKHBI IPEBHIIATH PEKOMEHIyeMBIE 03Bl IIpenapara H
YYUTHIBaTh HHANBUAYAJIBHYIO PEAKIUIO Ha MIpemnapar.

4.8 IlobouHoe aeiicTBHE

Knunuueckue uccaedosamus

[Io [paHHBIM  KIMHUYECKHX  HCCIEOBaHMM, UETHPHU3MH BO  BCEX
PEKOMEHIOBaHHBIX J03aX MOXET BBI3bIBAThH JIHIIb MUHUMAJILHBIE HEXENIATC/IbHbBIC
peakumu co cropoHsl IIHC, Takme Kak COHJIHBOCTb, YTOMJISEMOCTD,
TOJIOBOKPYXX€HHE H TOoJIoBHas O0oyb. B HEKOTOpHIX ciy4asx Habronanach
napanokcaibHas ctumynsus LHHC.

HecMoTpss Ha TO, YTO LETHPU3UH SBIAETCA CENEKTUBHBIM aHTarOHMCTOM
nepudepuyeckux  penentopos  Hj, W OTHOCHTeNbHO  He  oOnajaer

aHTHXOHHHepFH‘IeCKOﬁ aKTHBHOCTHIO, B H30JIMPOBAHHBIX CIydasiX HabI01aTuCh



HApYIIEHUs] MOYEHCILyCKaHHs M 3PHTENbHON aKKOMOJIAIMH, a Takke CyXOCTh BO
pTYy.

OTMevaIuch CiIydad HapylmleHHs GYHKUMH [Ee4eHH C [OBBIIICHHEM
[IEYeHOYHBIX (EPMEHTOB C  COMPOBOXIAIOIIMMCS TOBBIIICHHBIM  YPOBHEM

6umupy6uHa. B GONBIIMHCTBE CIydaeB 3TH H3MEHEHHS NPOXOASAT IpH OTMCHE

JICYEHU A UETHPHU3HHA JUTHAPOXIOPHIOM. COTJTACUOBANO
MI/IHI/ICTF:’I"CTI%(.)M SJIH;XR()()XPAHEHHﬂ
Hepequ], 1‘[0601-IHBIX peaKImi PECHYEJIKHY BENAPYCD

ITpuxas Munucrepersa 3ADARDOXpaHeH s
j Pecniy6nuku Benapycs
B JIBOMHBIEC clienble KOHTPOJIUPYTMBIC A OGS HITH

(bapMaKOKHHETHYECKHE UCCIICAOBAHUA IIETHPU3KHA, [10 CPABHEHUIO C maire6o unu
APYrMMH aHTHTMCTAMHHHBIMH [pENapartaMd B PEKOMEHJIyeMbIX fo3ax (I
LIeTHPU3UHA 3TO coctaBimsuio 10 Mr/cyT), I KOTOPBIX HMEIOTCH IOCTYIHBIC
KOJIMYECTBEHHbIE IaHHBIE IO 0e30macHOCTH, ObUI0 BKIOYeHO 3200 manueHToB,
IOJIy4aBIIUX [IETUPH3UH.

Ha ocHOBaHUM 3THX COOpaHHBIX BMECTe JaHHBIX HCCIENOBAHHUN C KOHTPOJIEM
wiane6o, HaGIOKATICh CIENYIoNHe T0G0YHbIe peakiuy A HeTupusuHa 10 mr,

BO3HHKaBIIHKE ¢ yacTtoToi 1 % u Ooee:

Ho6ounas peakuus (WHO-ART) | Hernpusun 10 mr Ilnaue6o
(n=3260) (n=3061)

OO6mue paccTpoiicTBa M HapyLIEHUS
B MeCT€ BBEJEHUS

YTOMISIEMOCTD 1,63 % 0,95 %
HapyuieHus co cTOpOHBI HEPBHOH

CHCTEMBI

["onoBokpyxeHne 1,10 % 0,98 %
I'onoBHas 607b 7,42 % 8,07 %

HapyuieHust co CTOpOHBI XKeJly 104HO-
KHIIEYHOI'0 TPaKTa

Boib B xxuBoTE 0,98 % 1,08 %
CyxocTb BO pTy 2,09 % 0,82 %
TouiHOTa 1,07 % 1,14 %
Hapywmenus ncuxuxu

COHIIHBOCTD 9,63 % 5,00 %
Hapymenus co CTOPOHBI

IBIXaTEJIbHON  CHUCTEMBEI, OpraHoB

IpyIHON KJIETKU B CPEAOCTEHHUS
DapuHTUT 1,29 % 1,34 %




COT'JIACOBAHO

MUHUCTEPCTBOM BIPABOGXPAE
PECITYBJIUKI BEJIAPYCE T

Ipuxas 3
c1o¢ Wmeggggmwvl, T10

CpaBHEHMIO C IUTanebo, B OGONBIIMHCTBE CITy4aeB €¢ BBRIPDKCHHOCTH obl1a OT

HecMOTpss Ha CTaTHCTHYeCKH Oonee U

He3HAUYUTeNbHOH 10 cpenHeif. JlaHHbIE OOBEKTUBHBIX TECTOB, NMPOBEICHHBIX B
IPYTHX MCCIENOBaHWsAX, TOKas3ald, 4Yro INpH TNPUMEHEHMH Tpernapara B
PEKOMEHIOBAHHBIX 033X IOBCEJHEBHAs AKTMBHOCTh Yy MOJOIBIX 3MOPOBBIX
NOOPOBOJIBIIEB HE YXY/IIANIACh.

Jlet 1 MOAPOCTKHU

[ToGoynble peakuuu, HaOMIOJABIIMECH C YacTOTOH 1 % wu BhIIIE B
KIIMHAYECKUX MM (papMaKoJAMHAMUYECKUX UCCIIEIOBAHHUSX y IeTell B BO3pacTe OT 6

MecsIleB 110 12 neT, NpuBEAEHBI HIKE:

Io6ounas peakuusi (WHO-ART) | Ilerupuszun 10 mr Ilnanedo
(n=1656) (n=1294)

Hapy1eHust co CTOPOHBI XKeJTy JOUHO-
KHIIIEYHOTO TPAaKTa

Hnapes 1,0 % 0,6 %
HapymeHnus NCUXUKH

CoHIMBOCTD 1,8 % 1,4 %
Hapymenus co CTOPOHBI

I[BIX&TGHLHQﬁ CUCTCMBI, OpraHoB

I'PYIOHOM KJIETKU U CPEeOCTEHUS
Punnt 1,4 % 1,1 %

O6mme paccTpoiicTBa U HapylICHHS
B MeCTe BBEJCHUS
Y TOMII€MOCTh 1,0 % 0,3 %

IocTperucTpallMOHHbIA IEPUOT

B  gJomomHeHMe K  BEHILENpPHBEIEHHBIM  [OOOYHBIM  pEaAKIUAM,
HaAOJIFOaBIIAMCS 110 XOAy KJIMHUYECKUX HCCIECJOBaHMM, B HEKOTOPBIX €IUHUYHBIX
Cliydasix B ITOCTPETHCTPAIMIOHHOM II€pHOJE OTMEYalUCh HIDKEIEepEeUHCICHHBIC
nobouHble peakuuu. [IpuOnu3uTenpHas OLIGHKAa 4YacTOThl 3THX MEHee YacTo
HaOII0JaeMBIX HeXellaTedbHbIX 3¢ (EeKTOB nenajgach Ha OCHOBaHHH OIBITa
IIPUMEHEHHS B MOCTPETUCTPallHOHHOM Neproe. HebnaronpusTHeie peakuin HIKeE
[IepEeUUCIICHHBIE 110 "{aCTOTe ¥ CHCTEMHO-OpPTaHHBIM KjlaccaM, B COOTBETCTBHH C

MedDRA: ouens dacto (>1/10); gacto (ot >1/100 no <1/10); mewacto (ot >1/1000



COTJACOBAHO

MHHUCTEPCTBOM 31IPABOOXPAHEHUSA
PECIIYBJIVMKH EEJIAPYCDH

mo <1/100); peaxo (ot >1/10000 mo <1/1000); HEEE SRR IS VL0, “dacToTa

HCHU3BCCTHA (HGBOSMO)KHO ONpEACIUTE 9aCTOTYy 110 HMEIOIIUMCA I[aHHLIM).

Hapyuienus co cmopoHsl Kpo8u U TUuM@Pamueckou cucmemvl. O4€Hb pelxo -
TPOMOOIIUTONIEHUS.

Hapywenus co cmOpoHbl UMMYHHOU CUCmeMbl. PEIKO — IOBBIINICHHA]
qyBCTBUTEILHOCTD; OUYeHb PEIKO — aHAQHUIAKTHYECKHUH HIOK.

Hapywienus memabonusma u numarnus.: 4acToTa HEU3BECTHA - IOBBIICHHBIA
anmeTuT.

Ilcuxuueckue HapywieHus: HEYacTO — BO3OYXKAEHHE, PEIAKO — arpeccus,
CIIyTaHHOCTb CO3HAHWUsI, Ienpeccus, OECCOHHHIlA, TaJUIFOLUHALUK; OY€Hb PEIKO
— THK; 4YacTOTa HEU3BECTHA — CYULUJANbHBIE MBICIIH.

Hapywenus co cmoponsl HepeHOU cucmembl. HEYACTO — NAPECTE3U; PEIKO —
CYIOPOTH; OYE€Hb PEIKO — HApyUIeHHUs BKYCOBBIX BOCIIPHATHHM, CHHKOIIE, TPEMOD,
IOUCTOHMS, JUCKHHE3US, YaCTOTa HEU3BECTHA — aMHE3H s, yXYAIIECHNE MTaMATH.

Hapywenuss co cmopouel opeaHa 3peHus: OYEHb PENKO — HapylICHHE
aKKOMOJIAl[iH, HEYETKOCTh 3PEHMsSI, OKYJIOIMpHBIA KpHU3; 4YacTOTa HEU3BECTHA —
BaCKYJIHT.

Hapywenus co cmoponsl opeana ciyxa u 1abupunmrsle HapyuleHus: 4acToTa
HEM3BECTHA — T'OJIOBOKPYIKEHHE LEHTPATBHOrO THIIA (BEPTUIO), TIyXOTa.

Hapywenuss co cmopoHbl cepoedyHO-coCyOUcmon Cucmembsl. PenKo —
TaxXUKapIHs.

JKenyoouro-kumeuHvle Hapyulenus: He4acTo — quapes.

Hapywenus co cmoponvl NeyeHu U KHCenuesvbl800AwUx nymeu: PEIKo —
HapyIleHHs: QYHKIUM NedeHH (MOBBILIEHHe TpaHCaMuHa3, IeJIOYHON ¢ocdarassl,
¥-I'T u OunmupyOuHa); 4acTOoTa HEU3BECTHA — MENIATHUT.

Hapywenus co cmoponbvl nouex u moveguvlgooaueli cucmembvl.: OUEHb PEIKO -
IOU3ypUsl, FHYype3; 4acTOTa HEM3BECTHA — 3a1€PXKKA MOYH.

Hapywenus co cmopoHbl KOXCU U NOOKOJICHOU KAemuamKi: HedacTo — 3y1,

ChBIllIb, pPEOKO — KpanuBHHIE; OYCHb PpPCOKO — aHFI’IOHEBpOTI/I‘leCKI/Iﬁ OTCK,
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QHKCHpOBaHHAs OSpUTEMa; YacTOTa HEM3BECTHa — OCTPHIM reHepaM30BaHHbIH
9K3aHTEMATO3HBIN IIYCTYJIE3.

Hapywienus co cmopoHbl CKenemHo-MoluleuHol U COCOUHUMENLHOU MKAHU.
4aCTOTa HEM3BECTHA — apTPaITHUs.

Obwue paccmpoiicmea u HapyuieHus 6 mecme 66e0eHUs. HEIaCTo — aCTEHUS,
IJIOX0€ CAaMOYYBCTBHE; PEIKO — OTEKH.

JlabopamopHuvie u uHcmpymeHmanoHie 0aHHble: PEIKO — YBEIMUCHHE MaCChI
TeJna.

Onucanre n30paHHbIX TOOOYHBIX PeaKIHi

ITocne OTMeHBI LETHPU3MHA IIOCTyNMald COOOIIEHHS O BO3HUKHOBCHHH
CHJIBHOTO 3yJia U/WJIH KPalTMuBHULIBI.

Coobmennsi 0 HeXeJaTeJbHBIX PeaKIHSAX, NMOA03PeBaAEMbIX B CBSI3H €
JIe4eHHeM

CooOuieHHe O I0H03peBaeMbIX B CBA3M C JICYEHHEM HEXKeEJIATCIbHBIX
peaklusAX, BO3HHKUIMX I[OCTe pErucTpalud JIEKapCTBEHHOIO CpelCTBa, OYEHb
Ba)XKHBI. DTH MEPHI MO3BOJISIOT OCYIIECTBIISATh MOHUTOPUHT COOTHOIICHHS MTOJIB3BI K
pHCKa JeKapCTBEHHOro Ipenapara. MequuUMHCKIe PaGOTHUKH JOIDKHBEI COOOLIATh
060 BceX MOI03PEBAEMBIX, B CBSI3U C JICUCHHEM, HEXENATEIbHBIX pPEeaKIUIX 4epes3

HaAI[HOHAIBHYIO CHCTEMY (apMaKoOHaA30pa.

COTJIACCBAHO

4. 9 HepeﬂO?.l/lpOBKa MI/IHHCTE'PCT BOM 31{PABOOXPAHEHUSA
PECNIVEJIMKU BEJAPYCH

Ipukas Munncrepersa
Cumnmomul nepedo3uposKu Pecnyimzn Bonapycn

CuMmnToMel, HaOJgIOgaeMble IIpU MEPENO3UPOBKE LETHPU3UHOM, 0GBIYHO
cBsizaHpl ¢ ero BiuusHueM Ha L[[HC wmmm ¢ addexramu, IpeAnoararoiiuMu
AHTUXOJUHEPrHYECKYIO0 aKTUBHOCTb.

Cnenyromue mobodHble peaknUd ObUIM 3apeTrHCTPHpPOBaHbl IIOCHE IpHEMa
1036l LETUPU3MHA, B 5 pa3 MpeBHILIAIONIed pPEKOMEHAYEMYI0 CYTOYHYIO I03Y:
CIIyTaHHOCTh CO3HAHHS, Auapes, IOJIOBOKPYXXEHHe, YCTIOCTh, IojoBHas 060Ib,
IUIOXO€ CaMO4YyBCTBHE, MHUApHA3, 3yHd, OECIOKOMCTBO, celnauus, COHIMBOCTB,

CTYIOp, TaxXUKap/¥s, TPEMOP H 3aJepKKa MOYH.
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Jleuenue

Cnenudndeckoro aHTHOOTa K UETHPH3UHY HeT. Ilpu mepemno3upoBKe
PEKOMEHIyeTCsS NMPOBENCHHE CHMIITOMAaTHYECKOW M MOAAEPKUBAIOLICH Tepamui.
IIpoMbIBaHUE XKemyAKa MOXET MMETh CMBICI, TOJBKO €CIH Mpenapar ObUT IPHHAT
HE3a0J1ro 10 3Toro. I'eMoauanus He 3QpeKTUBEH 11 BHIBEICHUS IIETHPU3HHA.

YciaoBusi XpaHeHUs

Ilpn TemmepaTtype He Bbie 25 °C. XpaHHTh B HEJOCTYIIHOM MJs AeTel

MecCTe. - COI‘JIACOBAHO
HH‘i‘%E{’CTBPM 3JIPABOOX’PAHEHM
. CI1 YBaIuKy BEJIAP&'CB g
DUKa3 Mnmxcrepc'm
Pecn

YOoumze

YnakoBka

a 31pap

20 Ma BO ¢UIaKOHBI M3 CTEKJa C
BMECTE C JINCTKOM-BKJIQJIbIIIIEM IIOMEINAIOT B NTayYKy U3 KapToHa (ymakoska Nel).

Cpok roguocTn

2 roma. He npuMeHATE moclie OKOHYaHHs CPOKa TOJHOCTH.

Yc/10BHS OTIIYCKA H3 aNTEK

bes penenta Bpaya.

HeTsm oT 6 mecsiLeB 10 2 JieT — TOJBKO [0 penenTy Bpaya.

Hudopmauus o npousBoguTee

OTkpeiTOe aKmuoOHepHOe oO0wEecTBO «BOpHCOBCKHiT 3aBOX MeTUIIMHCKHX

npernapaTtosy, Pecnyonuka benapycs, Musnckas o6, r. Bopucos, yn. Uanaesa, 64,

Ten/bakc +375 (177)735612, 731156.
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