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UHCTPYKIIUS
0 MEAHITUHCKOMY IIDMMEHEHH 0 Inpen AHO
Duoasa®/Elonva® Mnmigg:%ﬁ%fm%amm
PEC XpaHEHHA
HA3BAHME JIEKAPCTBEHHOT'O IIPEIIAPATA : Drioxpa® | Moaxas Mp‘;‘é;’y?;%??siﬁm;& ot

or « 21 » 05 03¢
MEXIYHAPOJTHOE HEIATEHTOBAHHOE HA3BAHHE: Kopugommarponns ansda

COCTAB

Kaxnelif nperBapuTeNsHO  3aMOTHEHHBIN mmpun  copepxur 100 Mxr wmm 150 Mmxr
Kopu¢omTponuHa ansha B 0,5 MIT pacTBOpa I HHBEKIHIA.

Leticmeyiowee eeugecmeo: xopudoIHTPONHH anbda.

Bcnomozamenvhvie sewecmea: watpus nuTpar AUTHApAT, caxaposa, L-meTHOHUH, nonucopbar
20, HaTpHs TUIPOKCH, KHCIOTA XJIOPHCTOBOIOPOAHAS, BONA JUISE UHBEKLIMA.

Ilpenapar conepxur menee 1 mmons (23 MI') HaTpus B | MHBEKIHH (T.e. IpaKTHYECKH «He
CONEPXKUT» HATPHS).

®OPMA BBIIIYCKA
PacTBop U1 TOIKOKHOTO BBEREHHSI

DPAPMAKOTEPANIEBTUYECKAS I'PYIITIA
[IomoBbIE TOPMOHBI H MOYIATOPEI TIOJOBOM CHCTEMBL. ['onanorponunsr. Kox ATC G03GA09

ITOKA3AHMS K IPUMEHEHUIO

KoHuTponupyemass CTUMYISIHS — SHYHEKOB (KCSD) B kowbumamumum ¢  aHTArOHHCTOM
TOHaAOTPONMH-PUIM3MHT-TOpMOHa  (aHTl HPT), ¢ mensro 00pa3oBaHHs MHOXECTBEHHBIX
(DOLTHKYIOB y JKEHIUMH, yYacTBYIOIIHX B IpOrpaMmax BCIOMOTATEIBHBIX DPENpOIyKTUBHBIX
texnosoruit (BPT).

CIIOCOB ITPUMEHEHUS 1 TO3UPOBKA

Jledenue mpemapatom 3:1oEBA® A0MKHO 6BITH MHUIIMEPOBAHO IOA HabmrogeHWeM Bpaua,
MMEIOIIETO OIBIT B JICYEHUH OECIIIOIHMS.

Ho3uposka

[Tpu sedeHun XeHIMH PEnpoayKTUBHOIO BO3PACTA 1034 npertapara OnouBa® monbGupaercs B
3aBHCHMOCTH OT Macchl Tejia M BO3pacTa.

XKenmuuaM B Bo3pacTe 10 36 NeT BKIIOYMTENBHO M C MacCol Tena <60
Ao3a cocrapiget 100 MKr omHOKpartHO.

XenmuHaM ¢ Maccoit Tena > 60 kr (HE3aBHCHMO OT BO3pacTa) U XXEeHLMHAM B BO3pACTe cTaplue
36 met u Maccol Tena >50 Kr peKOMEHI0BaHHAS /1034 coctasiser 150 MKT ogHOKpATHO.
[IpuMeHeH e penapara y KeHIIHH cTaplle 36 TeT U Maccoi Tena MeHee 50 KT He u3yyanocs.

KI' pPEKOMEHIOBaHHas

Macca tena
Meree 50 xr 50 — 60 kr Boasme 60 xr
Bospacr 36 neT u MojIoxke 100 Mkr 100 Mxr 150 mxr
Crape 36 ner He uzyyanocs 150 mxr 150 mxr

Pexomennyemple mo3s mpemapara Dmonsa®
KOMOHMHAIIMY ¢ aHTarOHKHCTOM FOHaZOTPOIHH-PH
WIH  6-TO  [OHS CTUMYJAIME  (CM.
«DapMaKoIHHAMHUKAY).

1-1i Oenv cmumynsayuu:

ITpenapatr DmoHBa® BBOIAT OMHOKDATHO MOMKOKHO

TaKXxe

YCTaHOBJICHBI TOJNBKO [UIS CXEM JIEYEHUS B
JIU3HHT-TOPMOHA, KOTOPBIN PUMEHSIETCS ¢ 5-T'0
pasnenel  «Mepbl  mpenocTopoxHOCTHY,

(IPE/IIOYTHTENBHO O KOXKY )KHBOTa) B

PaHHIOIO QOIUTHKYISPHYIO (asy MEHCTPYaIbHOTO KA,

5-11 u 6-1i Oenv cmumynayuu:
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JledeHHe aHTarOHHUCTaMHU TOHAJOTPONUH-PHIN3HHT-TOPMOHA XKENaTeIbHO HAYMHATh Ha J-11 Uiy
6-1 Oenb CTUMYJIALUH, B 3aBUCUMOCTH OT OTBETA IMYHUKOB Ha CTUMYJISIHIO, T. €. KOJMYECTBA U
pasmepa pacTyliux (GoJUIHKYJIOB. Takke MOXET IMOHaZOOUTHCS OIHOBPEMEHHOE OIpENEIEHHE
YPOBHEW 3CTpaZiMojia B CBIBOPOTKE KpoBH. AHTaroHucT I'HPI' wucmonb3yeTcs ¢ Iembro
NpEAyIpEXACHUS NPEXKIEBPEMEHHOI0 MK JIIOTEHHU3Upytomero ropmona (JII).
8-1i Oenv cmumynayuu:
Yepes 7 mueil mocne BBeneHus mpemnapara Jnonsa®, (B 1-i JeHb CTUMYIIALHN) JTCICHHE MOYXKET
OBITH IPOIOJDKEHO €XXEIHEBHBIMHU UHBEKLUSIMU PEKOMOMHAHTHOTO
$ommkynoctumymupyromero ropmona ((p)@CI') mo Tex mop, moka He GYAYT MOCTHTHYTHI
ONpENENeHHBIE  pa3sMephl  (OJIMKYJIOB, COOTBETCTBYIOIIME KPUTEPHAM JUII  BBEJCHHUS
TPUITEPHOH 1035l XOPHOHMIECKOTO rOHan0TponuHa yenoseka (XI'Y) (3 dommmkyna > 17 Mm).
Cyrounas nosa (p)@CI' 3aBUCHT OT OTBETA SHMYHUKOB, KOTOPBIH MO/DKEH pETyJIAPHO
KOHTPOJIMPOBATHCS METOJOM YJIBTPa3BYKOBOM JMATHOCTHKH C 5-TO WIIH 6-IO IHS CTHMYJIAIMHL.
Ecnu oTBET HOpManbHEIH, TO peKOMeHAyeMas cyrounas mo3a (p)PCI' cocraBmser 150 ME.
Hens npumenenns XI'Y, B 3aBUCHMOCTH OT OTBETA IUYHUKOB, MOXKET HE BKITIOYATh IPUMEHEHHUS
(p)@CT'. Heobxoaumerit poct (OJUIHKYIIOB B CPETHEM IOCTHTACTCs HA NEBATHIN JeHb JCUCHHUS
(mepuon nedeHus — ot 6 xo 18 mueit).
Kak toneko 6yner Habmomatses 3 ¢ommukyna > 17 MM, B TOT e JeHb WIH Ha CJIEAYIOIIHIA
ACHP HasHavdaeTcs emuHuyHas uHbeKIUS XI'Y, ot 5 000 go 10 000 ME, mis CTUMYJIAPOBAHUS
OKOHYATEIbHOI0 CO3peBaHMs (OJUIMKYTIOB. B cilydae M3OBITOYHOTO OTBETa SHUYHMKA CM.
pexoMeHNanuy B pasfene «Mepsl IPENOCTOPOXHOCTHY, JUIS CHIDKEHWS DHCKA Da3BHTHSA
CUHIpOMa THIIEPCTUMY ALY sugHuKoB (CIS).
OtaenbHbIE TPYIIIEL TAMEHTOB.
Hapywenue gynxyuu nouex. KIWHWYECKHME WHCCIENOBAHUA y MANMEHTOB C HAPYIICHHSIMHU
(GyHKIMM ITOYEK HE IPOBOAMIMCH. IIOCKOIEKY BBIBEICHHE KOpu(OJUTUTPONIMHA aTb(a MOXKET
OBITh CHMIKEHO y MAIMEHTOK C HApyIleHWeM (YHKIHHM [IOYeK, HCIOIb30BAHUE npenapara
DrnouBa® B TAKUX CTydasx He PeKOMEH/IyeTCst (cM. paszensl « Mepsl Ipe0CTOPOKHOCTHY B «
DapmakoKHHETHYECKHE CBOHCTBAY B pasaerne « DapMakoIoruuecKue cBOMCTBAY)
Hapywenue gynkyuu newenu. XoTsi HET HaHHBIX OTHOCHTEILHO MAIMEHTOB C OCIabICHHON
MEeYEHOYHOH QYHKINEeH MaTOBEPOATHO BIMSHIE Ha BBIBEACHHE KOPHDOLIUTPOIINHA anbha mpu
HapyIeHUU QYHKIUY [IEUEHH.
Hemu. Tlpumenenue npenapara D10HBa® y neTeif He COOTBETCTBYET MTOKA3AHMSM.
Cnocob npumenenus
[ToxkoxHasS HEBEKIHSA DIOHBA® MOXKET OBITH BHIOIHEHA AMEHTKON CAMOCTOSTEIbHO WK €6
IapTHEPOM, IpH YCJIOBMM, YTO OHA COOTBETCTBYIONIMM 00pa3oM MpPOMHCTPYKTHPOBAHA
cnenuandctoM. CamocTosiTeTbHOE BBefeHHE OnoHBA® JODKHO  BBINONHSTHCS TONBKO
NAlMEHTKOH, KOTOpas 1OCTaTOYHO MOTHBHPOBaHA M  OOydYeHa, a TaKke MOXKeT
IIPOKOHCYJIbTUPOBATHCS CO CIIELIUATTCTOM.
PexoMeHAaUMH 115l HAHEHTOB MO OATOTOBKE U BHINOJHEHHIO MOAKOKHOMH HHbeKIHHL.
Komnonenmest wunpuya c uznoil.

1 2 3 4

®

8
1. Hopmens, 2. [npun, 3. Pacteop, 4. Konmavox mmpuna, 5. Konmawok urnel, 6. Urna, 7.

Oytnap urnsl, 8. [Tepdopanus COTIACOBAHO

MHWHUCTEPCTBOM 3[IPABOOXPAHEHMS1
PECITYBJIMKH BEJIAPYCb

’
IIpuka3 MuHHCTEPCTBA 3APaBOOXPAaHEHUA
Pecnybnuku Benapycnb
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IToozomoeka K unvexkyuu
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- Ilepen mpuMeHeHHeM Ipemapara BEIMOMTE PYKH C
MBUIOM U BOJIOM, BBICYIIIUTE HX.

-IIpoTpuTe KOXYy B IpeAnoIaracMoM MECTe HHBEKITHH
(obmacTe  HWXXE  IymKa)  Je3UH(UIHPYIONIHUM
CPENCTBOM (HaIpHUMEp, CIIUPTOM) C IENbIO YIaleHUS
OakTepuil ¢ HOBEPXHOCTH KOXKH.

- O6paboraiitTe KOXy Ne3NHOUIUPYIOMIUM PaCTBOPOM
B pagdyce 5 CM OT IpeanojaraeMod TOYKH
BBIMIOJTHEHUS HBbEKIMHU. [Togoxaure kak MuHAMYM 1
MUHYTY [TOKa BEICOXHET J€3UH(UIUPYIONIHIA PACTBOD.

2,
- Oxunas moka BEICOXHET Je3HHQHUIMPYIOMKil PacTBop,
CIIOMaUTEe ITHUKETKY IIO JIMHUM Iep(opalvi ¥ BBIHBTE
UTJTY.
- He caumaiite ¢pyTisp ¢ urisl.
- Ilonoxure ¢yTnsap wurnsl (comepxamuit Wriy) Ha
CYXYIO YUCTYIO [IOBEPXHOCTD ¥ IIPUTOTOBBTE IIIIPHII.

COTIACOBAHO
MHUHHUCTEPCTBOM 34PABOOXPAHEHHUS
PECIIYBJIMKH BEJIAPYChH
IIpukas Munucrepcrea 3ApaBOOXpAHEHHA
Pecny6anku Benapycn

-

s
- JlepwuTe MIIpHIl KOJIIAYKOM BBEPX (BEPTHKATBHO).
- OCTOPOXXHO MOCTYYHTE MalbLEM IO MIIPHIYY, YTOOBI
y3bIPHKK BO3/IyXa [IOJHSINCE BBEDX.

4.
- JIepXXUTe MIIPHIl BEPTUKAIBHO.

- OTkpyTWTe KONIA4YOK IUNpPHOA IPOTHB YacOBOI
CTPEJIKH.
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COTJIACOBAHO
MUHUCTEPCTBOM 3/IPABOOXPAHEHHSI
PECIIYBJIMKU BEJIAPYCh

ITpuxka3 MuHucTepCcTBa 3APaBOOXPaHEHUA
Pecny6nuku Benapycs

3.
- Jlep>XuTe MIITpULl BEPTUKATBHO.
- IlpuxkpytuTe K HeMy KONIAYOK HWIJIBI (COMAEpXKaIuit
UTIIY) TI0 YaCOBOM CTpEJIKE.

6.
- Jlep>XHTe MINPHUI] BEPTHKAIBHO.
- CHuMUTE QYTIISIp C UTIIBL U BEIOPOCHTE €TO.
- BYJIBTE OCTOPOXHEI ¢ urmnoii!

Huvexkyua

| e

5 - 3aXMHUTE IINPHI MEXIY YKa3aTelbHBIM K CDPEIHHM
HaJIbIaMH U JEPXKHUTE €r0 BEPTUKAIBHO.

- IlomecTtute 60IbII0M HaTIEl HA TOPIIEHS.

- OCTOPOXHO HaxMHTE Ha I[OpIIEHb, 4YTOOBI Ha
KOHYHKE MITIBI IIOSIBUIIACH KalleIbKa pacTBOpA.

8.
BosbmM U yKa3aTeTbHBIM MalblaMi COOEpUTE KOXKY
B CKJIJIKY.
Beemute urity nox yriom 90 °C B CKIIQIKy KOXH.
OCTOPOXHO HajaBnuBaiiTe Ha MOPILIEHD 0 YIOPA.
JOCUUTAUTE O IISTU, uroGsl BBECTH Bech
pacTBop.
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9.
- Y06epute 60JIBHION MAel] C MOPIIHS.

- HWrma aBromatuyeckm yGepercs B wmmpum u 6ymer
3a0JIOKUpOBaHa.

COTJIACOBAHO
MHMHHUCTEPCTBOM 3/[PABOOXPAHEHUSA
PECITYBJIMKH BEJIAPYCh

IIpuxas MunuCcTepeTBa 34PABOOX PAHEHUSA
Pecny6anku Benapycs

IIOBOYHOE JEVCTBUE

B ximHnYeckux ucciaenoBaHusx (n=2 397) Hambosnee YacTHIMM MOGOYHBIME peaKLUusIMHA BO
BpeMA JIEYEHHS TpenapatoM JnoHBa® GsUIH: TyBCTBO muckomdopra (6,0%) B o61acTu Manoro
Tasa, CHHIPOM THIIEPCTUMYJIANUY SUIHUKOB (4,3%) (cM. pasmen «Mepsl IpefoCTOPOKHOCTHY),
rojosHasg 6onb (4,0%), Gonp B 06IACTH MAaoro Tasa (2,9%), Tomsora (2,3%), ycramocTs
(1,5%), 5a1065I CO CTOPOHBI MOIOYHBIX KeTe3 (BKII0Yast 6onesnenrocts) (1,3%).

Himke mpeicTaBiIeHBl OCHOBHBIE MOGOYHBIE PEAKIMM, BO3HUKABIIHE B XOAC KIMHHYECKIX
HCCTENIOBAHMK Yy JKEHINMH, NPOXOAMBIIMX JeUYCHUe mpemapatom DiouBa®, cormacuo KJ1accy
CHUCTEMEI OPTaHOB W HacTOTE BO3HMKHOBEHUS: OY€Hb 4yacto (> 1/10), wacto (oT > 1/100 go <
1/10), megacro (ot > 1/1 000 o < 1/100), peaxo (ot > 1/10 000 xo < 1/1 000) u ouens pexnko (<
1/10 000). B xax 0 rpymire cepbe3HOCTh MOOOUHEIX PeaKIuix yYKa3aHa B [IOpsIAKE YOLIBAHUS.
Hapyuienus co cmoponst ncuxuxu. HE4aCTO — U3VMEHEHYS HACTPOECHHL.

Hapywenus co cmoponvl mnepenoil cucmemwi. YacTo — TOJOBHAS 00;p; HeYacTo -
FOIOBOKPYIKEHHE,

Hapywenus co cmopouwr cocyoucmoii cucmemvl: He9acTo — IIPHIIMBEI JXapa.

Hapywenus co cmoponer JKKT: 9acTo — TOIIHOTA, HEYACTO — B3[lyTHE XHUBOTA, PBOTA, JAUApES,
3amnop.

Hapyuenus co cmoponsl ckenemHo-moiute ol CUCTIEMb U COCOUHUMENbHOT MKAHL: HETACTO —
00756 B CIIUHE.

bepemennocmy, nocnepodoswie u nepunamanshuvie cocmosnus: HedacTo — CHOHTAHHLL abopr.
Hapywienus co cmopomsL penpo0ykmugHoii cucmemol u MONOYHbIX HCENE3: YACTO — CrI'4, 6ons B
MaJloM Ta3y, IUCKOMQPOPT B MaJlOM Ta3y, YyBCTBUTEIBHOCTH CO CTOPOHBI MOJIOYHEIX JKENe3;
HEYacTO — [EPEKPYT AUIHUKA, OONb B IPUIATKAX MATKH, PEXIeBpPeMeHHAs OBYJISIIMSA, 6OJIb B
MOJIOYHBIX JKeJle3ax. /

Hapywenus obwezo cocmosnus u cesasanuvle co cnocobom NPUMEHeHUs npenapama: 49acto —
YCTAJIOCTh; HEYACTO — reMaTOMa B MECTE HHBEKLUHY, GO B MECTE HHBEKIIHH, pa3ApaeHHe.
Obcnedosanus. nevacTo — nossimenne yposHs AJIT, mopsimenye ypoBHs ACT.

Tpasmel, ompaenenus, ocnosichenus npoyedyp: HEIaCTo — 607Ib BO BpeMs IIPOLIETY PEI.
Onucanue OTAENbHBIX T0OOYHbIX PeaKIHi

Kpome Toro, coobmanock o0 ciydasx BHEMAaTOYHOI OEpEMEHHOCTH ¥ MHOTOIIOXHOM
O6epemenHocTH. CuuTaeTrcs, YTO OTH caydan cBasaHel ¢ BPT wmmm ¢ mocnemyromeit
6epeMEHHOCTBIO.

B penkux ciydasx TpomM603MG0mH3M GBLT aCCOMMMPOBAH ¢ JleYeHHEM npenapatoM DnoHBa®,
KaK ¥ IIPH T€panuu IPYTUMU FOHAJ0TPOIIHHAMH.

B 0CT-MapKeTHHIOBOM IlepHoie COOOIIANOCh O pPEaKIUsX TUIIEPYYBCTBUTENBHOCTH, KaK
JIOK&IBHBIX, TaK ¥ T€HEPATU30BAHHBIX, BKIIIOUAS CHIITb.
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ITPOTUBOIIOKA3AHWMS
- THUIIEPYYBCTBUTEIHLHOCTD K IIOOOMY M3 KOMIIOHEHTOB IIpenapara;
- OIyXOJH SIMYHHUKA, MOJIOYHOM JKeNe3bl, MaTKH, THIO(H3a WM TMIIOTAIaMYyCa;
- TATOJIOTMYECKOE  BarMHaNBHOE KPOBOTEYEHHE (HE CBS3aHHOE C  MEHCTpyamuel)
HeyCTaHOBJIEHHON/HE MUAarHOCTHPOBAHHOM 3THOJIOTHY;
- MEepBUYHAS HENOCTATOYHOCTD SHYHHUKOB;
- KHCTBI SMYHUKOB WIIH YBEITMYECHHE SMYHUKOB;
- uOpOoMIHEIE OIMYXONM MAaTKH, IIPX KOTOPHIX HACTYIUIEHHe U AajbHelIlee BHIHANIMBAHUC
OepeMEHHOCTH 3aTPYIHEHO;
- MOPOKH Pa3BUTHS PEIPOIYKTUBHBIX OPTaHOB, IPH KOTOPBIX GEPEMEHHOCTh HEBO3MOXKHA,
- OEpEMEHHOCTD;
- QaKTOPhI PUCKAa CHHAPOMA FHNEPCTHMY MY SHIHuKoB (CI'ST)
O HAIMYHC B aHAMHE3€ CHHIPOMA IMIEPCTUMY IANHY suaHukos (CTS);

o Gosee yem 30 pommukynos > 11 MM, U3MEPEHHBIX METOLOM YbTPa3ByKOBOTO
MCCIIEIOBAHMUS, KaK Pe3y/IbTaT IPEIIECTBYIOMEro IUKIIa KOHTPOIHPYEMOH
CTUMYJIALUH SHIHUKOB;

© 0a3anbHOE YHCIIO aHTPATBHBIX (OUIHKYIIOB >

‘ COTJIACOBAHO
© CHHIPOM IOJIMKHCTO3a SHuHMKOB (CILS). MHMHHUCTEPCTBOM 3APABOOXPAHEHHS

PECIIYBJIMKU BENAPYCEH

Hpukas Munucrepersa 3APaBoOOXpaHeHKns
Pecny6auxy Benapycs

B3ANMOJENCTBUE C JPYTUMMU JEKAPCTBEHHBIMU CPEJACTBAMU

Bsaumonetictue npenapara JmouBa® ¢ APYTUME J€KapCTBEHHBIMH CPEACTBAMH HE M3y4aToch.
Kopudowmrponnn atsda He sBisercs cyGerpaToM AT M30(hepMEHTOB uroxpoma P450,
TI03TOMY HE OXKHIACTCS META0O0IHYECKOTO B3AUMOAEHCTBHUS C IPYTHMH IIpellapaTaMy.

D:10HBa® MOXET NPUBECTH K MOIYYSHHIO TOKHOTO MOTOKUTEIHHOTO pesynasraT XI'Y Tecta Ha
GepeMeHHOCTb, B CiIydae €C/M TECT BEITOIHEH BO BpeMs BPT nuKIa CTHMY:ISUUY SHYHIKOB.
3TO MOXeT GBITh CBA3aHO C KPOCC-PEAKTHBHOCTBIO HEKOTOPhX X1 TecToB Ha OepeMEeHHOCTE ¢

KapOOKCH-TEPMUHAIBHBIM HENTHIOM 06€Ta CyOheqUHUIBI DI0HBHY

MEPBI IIPEJOCTOPOXKHOCTH

OneHka OeCIIOHUS TIEPE] HAYaJIOM JeYEeHMUS.

Ilepen HagamoM NeyeHHs HEOOXOAMMO HAUTEKALINM 00pa3oM yCTaHOBHUTH IPHIHHBI GECILIONUS
y mapel. B 9acTHOCTH, XEHIMHA NOJKHA ObITH 00CIeN0BaHa Ha THIIOTUPEO3, HEAOCTATOYHOCTh
KOpbl HAMNOYETHUKOB, TMIEPIPONAKTHHEMHUIO, ONYXOJNH THIOTANamyca M THIodM3a, W eif
JO/DKHO OBITh Ha3HA4YEHO COOTBETCTBYIONIEE IeueHwe. Taroxe [epel HayajoM JI€YEeHHS

Iperaparom 9HOHB&® - CIIENYET ONLCHHTh MEOUUUHCKUE COCTOSAHHA, IIpH KOTOPBIX

IIPOTHUBOIIOKa3aHa OEPEMEHHOCTB.

Jl03¥poBKa Ha HPOTSHKEHUH LMK CTUMYJIAIINM.

Tpenapar Dnousa® npennasHaueH ToMbKO AN OMHOKPATHOTO MOJKOXXHOTO BBeEHHUs. Bo Bpems
TOr0 K€ UKJIA HE CJIEY€T Ha3HAYaTh JONOJIHUTEIbHBIE HHBEKIMK penaparta JnonBa®,

Jo 8-ro mHs cTUMyNANKMY TOCIIE IPUMEHEHUS Tpenapara Dionsa® He CleyeT NOMOMHUTENBHO
BBOJHTSH IIpernaparsl, copepxamue (p)PCr.

Hapymenue dyukimu nouex.

Y mauueHTOB C HapyIIEHHEM (YHKIMH [OYEK MOXET ObITh CHIDKEHA CKOPOCTH BBIBEICHHS
koproTponrHa anbdha. [T03TOMy y 3TUX >KEHIIWH NpUMEHEHHeE npenapara JnoxBa® He
PEKOMEHIyEeTC.

HepexoMeHn10BaHHOE TIPMMEHEHHE B [IPOTOKOJE ¢ AroHHCTOM TOHANOTDOIHH-DUIH3HHT-

TOpMOHa.
OmsiT mpuMeHeHus npenapara J10HBa® B KOMOHHALMY ¢ ArOHUCTOM rOHAXOTPOITUH-PUNTHA3HHT -
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ropMoHa orpaHM4eH. PesympTarel HEOOMBLIOrO HEKOHTPOIMPOBAHHOIO HCCIIEIOBAHHS
YKa3bIBalOT Ha 00Jiee BBIDOKEHHBIH OTBET CO CTOPOHBI SIMYHHUKOB, 9€M IPH NPUMEHEHHH B
KOMOMHAIMH C aHTaArOHUCTOM TOHAJOTPONHH-PUITH3UHT-TOPMOHA.

B cBs3H ¢ 3TUM HE PEeKOMEH/yeTCs IIPUMEHSTH Ipenapar JnoHBa® B KOMOMHALMM C arOHHCTOM
FOHaJ{OTPONMH-PUIM3UHT-TOPMOHA.

CunipoM remeperaMynanuu suanukos (CIA).

CI'Sl orimyaeTcs OT HEOC/IOKHEHHOTO YBENMYEHHS SHYHHUKOB. KIMHWYECKHE NpPH3HAKH H
cumnrombl CI'S] serkoit w cpenmeit creneHu crenyiomue: GONIb B JKMBOTE, TOIIHOTA, AHApES,
yBENMYCHUE SUYHUKOB (OT HE3HAYMTEIPHOTO IO CPEQHEr0), KHCTA SUIHUKOB. TsoKenas cTeneHb
CI'Sl MOXeT NpeNCTaBiAATh yrpo3y IS JKM3HH. KIMHMYECKMMM NpH3HAKAMH ¥ CHMIITOMAMHE
CT'SL Tsxeno#t cTeneHy SIBIASIOTCS GONBIIME KUCTHI SIMIHUKOB, OCTpast 6ONb B JKHBOTE, ACLAT,
IEBPATBHBIA BEIIOT, IHAPOTOPAKC, OMBINIKA, OJMTYPHS, I'eMAaTONOTHYECKHE HapyIICHHS,
yBeNnMYeHHE Macchl Tena. B penxux ciyyasx passurre CISI MOXeET IPHBECTH K BEHO3HON MM
aprepuanbHO# TpomboaMGomuu. Tawke coobmamock o cBssu CISl w  TpaH3HTOPHBIX
TIATONOTMYECKUX M3MCHCHHH (YHKUHMOHAIBHBIX NPO6 NEdeHd, YKa3BIBAIONIMX HA HApyLUIEHHe
$yHKIMY TIedenHn ¢/6e3 MOpGOTOruYecKux u3MeHeH #H Py GHOMCHY [IeYeHH.

CI'SI Moxer GBITh ClIeNCTBHEM IIPUMEHEHHS XOPHOHHYECKOTO FOHAOTPOIUHA YeIoBeKa (XI'9)
umn  OepeMeHHOCTH (9Hnorennbi# XI'U). PaHHUE CHHAPOM THIIEPCTHMYJISHAM SWYHUKOB
00BIYHO pasBuBaeTcad B TedeHue 10 amedt mocne BBemenus XI'U M MoxeT COIIPOBOXIATHCS
M30BITOYHBIM OTBETOM SMYHMKOB HAa CTHMYJIILMIO TFOHANOTPONMHOM. Ilo3mHuii CHHJIPOM
TUIIEPCTUMYJIANMH SUYHUKOB pasBuBaeTcs Oomee dem wepes 10 nmeit mocne BBenenus XY —
KaK CJICJCTBUC TOPMOHATBHBIX M3MEHCHUH NPH OepeMEeHHOCTH. YUWTHIBAS PHCK pasBHTHS
CHHJpOMa THIEPCTUMYISALUME SHYHUKOB, IAlMEHTOK CleAyeT HabmonaTh B TEYeHWE, IO
KpailHell Mepe, 2 Henenb rmocie Beefenus X1 4.

Y SKEHIIMH C M3BECTHBIMU (DaKTOPaMH DHCKA MHTEHCHBHOTO OTBETA SHUHUKOB MOKET GbLITh
ocobast CKIOHHOCTH K pasButuro CI'ST Bo Bpems WiaM mocie nedeHms npenaparom JaoHBa®.
CocTosiHue KEHIIMH, 0Ty YarIIUX TIePBbIH UK CTAMYIAIHE SUIHAKOB, y KOTOPBIX (QaKTOpPhI
pHUCKa M3BECTHBI TOJIBKO YaCTHYHO, PEKOMEHIOBAHO TIIATEILHO HAGIIONATH OTHOCHTEILHO
PaHHUX NPU3HAKOB ¥ cumnTomoB CISL. Jl1s CHXeHMS pHCKa BO3HUKHOBEHHS CHHApPOMA
TUNEPCTUMY TIIHUAN SsuaHuKOB (CIS) crexyiite Texymieilt xIMHWYECKO IIPAaKTHKE BO BpeMSA
BCIIOMOTATE/IBHBIX PENPOAYKTHBHBIX TexHo:oru# (BPT). Cobimonenne pexomermyemoii 1035l
npenapara JI0HBA M PEXHMA JTEUEHUS, & TAKKE TIIATETbHBIN MOHUTOPHHT PEAKIUH SHIHUKOB
OYCHDb BAXXHBI IS CHYDKEHHUS prUCKa BO3HHKHOBeHus CL Y.

C UenBrO KOHTPOJSA Pa3BUTHA CHHAPOMA TUIEPCTUMYIANHH SUYHUKOB, YJIbTPa3ByKOBOH
MOHHUTOPHHT pa3BUTHS (QOJIIMKYJIOB ZODKEH OBITH IPOBENEH 0 JICYCHHUS 1 PETYJIPHO BO BpeMs
neqeHus . MoxeT OBITh IenecooOpasHEIM OJHOBDEMEHHOE OIpelefieHue CBIBOPOTOYHBIX
ypoBHE# 3cTpajmona. B mporpaMMax BCIIOMOTAaTENbHBIX DENPOLYKTHBHBIX TEXHOIOIHIA pHCK
Pa3sBUTHS CHHAPOMA TIUIEPCTHMYJIALMHM SHYHHKOB MOBHIIEH MpM Haauuuu 18 u 6osee
donnukynoB muamerpom 11 MM umam 6onee. Ecrmu Bosmuxaer CIL'S HEOOXOQUMO MPOBECTH
CTaHJApTHOE ¥ COOTBETCTBYIOLIEE JICUEHHE.

IlepexpyT sSMYHUKa

Coobmmanock 0 mepexpyTe AMYHMKA IIOCIIE JIEYEHHS TOHANOTPOIMHAMH, BKIIOYAS penapar
Onousa®. [TepeKpyT SMIHUKA MOKET OBITh CB3AH C APYTUMH COCTOSIHUSAMHU, Takumu Kax CI'5,
OepeMEeHHOCTh, paHee IPOBOIUBIIEECS XUPYPIHUECKOEe BMEMIATENbCTBO B OpIOIIHOM MOI0CTH,
TIEPEKPYT SMIHAKA B aHAMHE3E, & TAKXKe KUCTHI SHYHAKA B aHAMHE3€ WK B HACTOAIIEE BPEMS.
TToBpexneHue SUYHUKA BCIIENCTBHE OCIa0IeHNs KPOBOTOKA MOYKET OBITH NPEAYIPEXAEHO, ECIIH
JIMATHO3 yCTAHOBJICH CBOCBPEMCHHO U HEMEJIEHHO YCTPaHEH IIEPEKPYT.

Meuoromnonsas 6epeMEHHOCTD B POJIBI

Ilpu npuMeHeHMH BCeX OHATOTPONHMHOB, BKIIOYAs mpenapaT JnoHBa®, Habmonammcs Clly4au
MHOTOILTOAHON GEPEMEHHOCTH U POXKICHHS HECKONbKUX AeTet. XKeHImuHy u ee IIapTHepa nepe;n
HA4alOM JIEYEHHs CNeIyeT HHPOPMHPOBAT O MOTEHIMAIBHBIX DHUCKaX JNs MaTep
(ocnoXHERHs 6€PEMEHHOCTH K POIOB) ¥ HOBOPOXIEHHOIO (HU3KAs Macca Teja IpH POXKICHNH).
Ilpy neyeHMu MeTOIaMU BCLIOMOTATENBHBIX PEIIPO i HOTOIUIOHOM

COTJACOBAHO

MMHMCTEPCTBOM 31PABOOXPAHEHHUA
PECITYBJIMKU BEJIAPYCH

Ilpmcaa Muuucrepcrsa 3 paBOOXpaHeHNnA
Danmuhinueu Ronanven
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OEepEMEHHOCTH B OCHOBHOM 3aBHCHT OT YHCJIA [IEPEHECEHHBIX 3MOPHOHOB.

BuemaroyHas 0€peMEHHOCTh

Y 6ecnogHBIX XKEHIIMH, KOTOPHIM INPEIUIONKEHO JIEYeHHEe METOAAaMHM BCIIOMOTATENbHBIX
PenpOXyKTUBHBIX TEXHOJIOTHH, MOBBIIIEHA YaCTOTA BHEMATOYHOH OepeMeHHOCTH. O4eHs BaKHO
IIPOBECTH  yNAbTPa3BYKOBOE MHCCIENOBAaHME HA pPAaHHUX CpOKaX OepeMEHHOCTH, d9TOOBI
TIOATBEPIAMTH MATOYHYIO K HCKIIIOYUTH BHEMATOUHYIO OEpEMEHHOCTD.

BpoxxeHHbIE TOPOKH

YacToTa BPOXIEHHBIX IIOPOKOB MOCNE BCIOMOTATENbHBIX PpEMPOXYKTUBHBIX TEXHOJIOTHI
HECKOJIPKO BBIIIC, Y€M II0C/IE €CTECTBEHHOIO OIUIOAOTBOPEHHS. OJTO CBA3BIBAIOT C
0COOEHHOCTAMHU PONHTENEH (HAIpUMep, BO3PACT KEHIIMHBI, CBOKCTBA CIIEPMBI) U TOBBINIEHHOM
9aCTOTOM MHOI'OIIOJHON GEpEeMEHHOCTH.

Onyxonb AMIHUKOB ¥ IPYTHX PEIPONYKTHBHBIX OPraHoB

Y KEHIUMH, MHOTOKDAaTHO TOYYaBIIHX Pa3/MYHBIC CXeMBI JIEYEHHS MO MOBOAY OECILIONUS,
OMMCAHBI CIIyYal Pa3sBUTHS OMyXOJeH (D0OpPOKAYECTBEHHBIX M 3JI0KAYECTBEHHBIX) SHUHHKOB U
JAPYTMX OpraHoOB pENpOAYKTHBHOM CHUCTeMBl. He yCTaHOBIEHO, MOXET I JICUEHHUE

TOHAJOTPONMHAMH IIPHBECTH K MOBBIMIEHUIO PHCKA PAsBHTHS TAKUX OIyXOJeH y Gecruiomubix
JKEHIIVH.

CocynucTeie OCIIOXKHEHMS

Coobmmanocs 0 TpoMO0IMGOIUIECKHMX OCTIONKHEHUAX (CBSI3AHHBIX WM HE CBI3AHHDBIX C Crs
IIOCJIE JIEYEHUS TOHAJ0TPOIIMHAMH, BKIFOYas IpernapaT DaoHBa®. .

BryTpucocy meThIit TpoMG03, Kak BEHO3HBIX, TaK M apTePHANBHEIX COCYIOB, MOXET [IPHBOIUTS
K 0C/alJIeHNIO IPUTOKA KPOBH K XKH3HEHHO BAXHBIM OPraHAM MM KOHEYHOCTSM. Y SKEHITHH C
OOIIENPU3HAHHBIMYE  (DAKTOpaMH pPHCKA TPOMBOIMOOTHUECKUX OCIOKHEHHH, TAKHMHA KaK
TAYHBIA MITH CEMEHHBIN aHaMHe3, OKMPEHHE WM TPOMOOQHIMS, NeYeHne rOHANOTPOUHAMH,
BKJIFOYAs Iperapar JnoHBA®, MOXET CIIOCOGCTBOBATH JaIbHEHIIEMY ITOBBIMICHUIO TaKOTO
pucka. Ilpy JedeHMM TakuX >XEHIIWH CIIedyeT B3BELIMBATH IOTB3Y M PHUCK [IPAMEHEHUS
FOHA[OTPOIIMHOB, BKTIOUas mpenapat JIoHBa”. CIIeTyeT OTMETHTD, 9T0 GepeMeHHOCTh cava 110
cede MMOBBIIAET PHCK PA3BUTHS TPOMOO30B.

HPUMEHEHUE B IEPHOJ BEPEMEHHOCTHU U KOPMJIEHUS I'PYILIO
bepemennocmp

[Ipuvmenenne DmoHBA® B NIEPHO GEPEMEHHOCTH IPOTHBOIIOKA3AHO.

HenmocraTouno  KIMHMYECKMX  [JaHHBIX, 9YTOOBl HCKTIOUHTh  HEKEJIATENBHBIH  HCXOX
OEpPeMEHHOCTH B Cydae HelpeAHAMEPEHHOIO IIPUMEHEHHUS IIperapara.

IIpu nccnenoBanuy Ha KUBOTHBIX OBLIa OTMEYEHA PENpOIyKTHBHASL TOKCHIHOCTD (em. «/lannble
OOKNUHUYECKUX UCCLe006anuUilly B pasaerne «DapMaKoNOTHIecKye CBOKCTBAY).

Kopmnenue zpyovio

Ipumenenue Dnousa® Bo Bpems TPYIHOTI'O BCKAPMIIUBAHUS HE MOKA3aHO.

DepmunvHocme. .

Ilpemapar 3noHBa® [OKa3aH Ui NPUMEHEHMS B PENPOXYKTHBHON MEIMLHMHE (CM. pazzen
«Iloka3aHust K IpUMEHEHHION).

®

BMSIHUE HA CIIOCOBHOCTBL VIIPABJIATL ABTOTPAHCIIOPTOM M
APYI'HEMHN MEXAHU3MAMMU

ViccnenoBaHuit BIMSHUS MpemapaTa Ha CKOPOCTb PEaKIuit IpH yIIpaBleHHH aBTOTPAHCIIOPTOM
MM paboTe C JPYTHMH MEXaHU3MaMH HE IIPOBOIMIIH.

Ipenapat JnonBa® MoXeT BHI3BIBATH TONOBOKpYKeHHe. B Clly4ae, eClIy JKEHIIUHA YyBCTBYET
TOJIOBOKPYKEHHE, €l HE PEKOMEH/YeTCsl YIPABIIATh TPAHCIIOPTHBIM CPELCTBOM MM paGoTaTh C

JpYyTUMU MEXaHU3MaMH.
COr'JIACOBAHO
MHHHCTEPCTBOM 3[PABOOXPAHEHMSI
INEPEJO3UPOBKA PECIIYBJIMKH BEJIAPYCh

Ipuxas Muuucrepersa SAPABOOXPaHEHHA
Pecny6auku Benapycn
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Beenenue Oonee ONHON WHBEKIMH IIperapaTa OJIOHBa™ BO BPeMs OJHOTO IMKIA MM
NMpUMeHEHHE CITMIIKOM BRICOKUX 103 Dnousa® u/mu (p)®CI BepoATHEE BCETO YBENHUUT PHCK
pa3sBUTHs CHHAPOMA TUNIEPCTHMYIILMA SHYHUKOB. [locie BBejqeHMs mpemapata DioHBa® He
cIeyeT IPUMEHATh JOTONHHUTENBHO npenapartsl, coaepxaigie OCI™ 1o 8-ro aHS CTUMYIAIMH,

TIOCKOJIbKY TakKe MOXET IOBhIAThCH puck passutua CI'A. (Cm. CI'S B paspene «Mepst

IPENOCTOPOKHOCTUY) COTJACOBAHO
MHWHHUCTEPCTBOM 34PABOOXPAHEHHA
¥ YCb
G®APMAKOJIOT'MYECKHUE CBOMCTBA PECIIYBJIMKH BEJIAP
Mpukas MunucrepcTsa 34paBOOXpaHEHHA
Dapmakoournamuxa. Pecny6auxy Benapycs
Kopudommrponus ansda — 370 CTOUKHI CTHMYIATOD GOTNTHRYIIOE T PaPMARCTTHAaMA Y€CKUMHU

CBOMCTBaMH, aHaOrHYHbIMU pekombuHanTHOMY PCT” ((p)PCT'), HO ¢ Gonee NPOOHKUTETHHOMH
aKTHBHOCTBIO IO cpaBHeHHMI0 ¢ OCI. Benencrsue criocoGHOCTH Ipenapara WHALMUPOBATE K
IOAEPKUBATE POCT MHOXKECTBEHHBIX (DOJUTHKYJIOB Ha MIPOTHKEHUH | HeEMH, OfHAa ITOIKOKHAS
MHBEKINS PEKOMEH/IOBAHHOM 0351 IIpenaparta DIoHBa® MOXET 3aMEHATh eXeTHEBHBIE [EpBBIE
7 uebekuuii o6oro (p)@CI' B UMKITE TEISHUS TP KOHTPOIMAPOBAHHON CTHUMY AU SHIHAKOB
(KCA). Honras mpopomxurensHocth aktuBHocTH PCI mocTHraercs myTeM I0GaBlieHHS
KapOOKCHKOHLIEBOro mnentuna P-cyOvemuuuisl XU x  PB-mems  uenmoseweckoro DCT.
Kopudonmponus aneda He 061anaeT akTHBHOCTHIO, XxapaKkTepHoit ays JIT/XTY.
Knunnyeckas 3¢ beKTUBHOCTE ¥ G€30I1aCHOCTh

B Tpex paHIOMH3HDOBAHHEIX, MBONHBIX-CIEMBIX KIMHHYECKUX HCCIENOBAHUAX JICUCHUE
nperrapatoM JnonBa® (pa3oBas MONKOXHAS MHBEKUUS) B no3e 100 Mkr (uccnenoBanue
ENSURE) mnu 150 mxr (uccnenosarnus ENGAGE u PURSUE) na npoTsuxennu nepsbix 7 aHeit
KCS cpasrmBanocs ¢ newenumem (p)®CIT B cyToumbx goszax 150, 200 mmu 300 ME,
COOTBETCTBEHHO.

[lonasnenne Qynxmuu runodusa anraroHuctoM [HPI (raHMpETHKC aleTaT WHBEKIMOHHbI B
CyTo4HO# 103€ 0,25 MI) IPOBOAUIOCH B KAXKIOM KIMHUIECKOM HUCCIIEOBAHKH.

B uccrenoarnn ENSURE 396 310poBbIX XKEHIIHH ¢ HOPMATEHOR OBYISIHel (B BO3pacTe OT
18 1o 36 zeT m ¢ maccoif Tera 60 Kr M MeHbIIE) [OMyYaTd Ha NPOTSKCHHH OZHOTO IHKIA
Tegenue npenaparom Enonsa® (100 MKr) u i moaBieHns GyHKIHK THIIO( U3 aHTArOHKUCTOM
['ePT" (B pavkax nporpammer BPT). IlepBudHO# KOHEYHOW TouKOM 3(GEKTHBHOCTH OBLIO
KOJIMYECTBO ITOYYCHHBIX 00UMTOB. Cpennssa obmas MIHTeIPHOCTh CTUMYISIIHM COCTaBsuIa 9
[HEH B 00enX rpynmnax, yKaspiBasd Ha HEOOXOAMMOCTS [BYXHEBHOTO IIPHMEHEHUS (p)@CT s
TMOJTHOW CTUMYJISAIMA SMYHUKOB HauuHas ¢ 8-ro mus (B oToM wucciemoammu (p)OCT
IIPUMEHSIICS B IHb BBeAeHUs X[ ).

B nccnenosanun ENGAGE 1 506 310poBBIX JKEHILMH ¢ HOPMAIBHO OBYIISIHEH (B BO3pacre oT
18 10 36 neT 1 Maccoit Tena oT 60 10 90 KI BKIIOYUTENLHO) IOy YAl B TedeHHE OJHOrO IMHKIA
nedenre npenapatoM Emonsa® (150 mxr) u antaroructom aPT (o1 nmomaBieHUs (GYHKIMH
runodusa) B pamkax nporpammsl BPT. TlepBudHO# KOHEYHON TOUYKOMH 3¢ deKTUBHOCTH OBLIO
[OKa3aTe/b IPOrPECCUPYIOMKX OEPEMEHHOCTE! B KOMMYECTBO IIOIYYEHHBIX 0ONUTOB. CpenHss
ofIias JIMTENbHOCT CTHMYJISIMH COCTaBIsUIa 9 fHel B ofeMx rpymmax, yKa3blBas Ha
HEOOXOMMMOCTs IBYXAHEeBHOro mpumeHenus (p)®CI mis monmoi CTHMYJISILINKM  SIMIHHUKOB
HavuHas ¢ 8-ro qus (B 5ToM HeenenoBanuy (p)DOCT npuMeHsIICS B IeHb BBEICHHS XI'Y).

B uccnenosannu PURSUE 1 390 310poBBIX XEHIIMH C HOPMATBHO OBYIIsSIHeH (B BO3pacTe ot
35 mo 42 ner m maccoit Tema 50 Kr u GOjee) MONyYamM B TEYEHHE ONHOTO IHKIA JCYEHHEe
npernapatom Enonsa® (150 mxr) u antaroructom ['aPT (1t MozaBNeHUs GYHKIHMK rUmodusa)
B pamkax nporpammbl BPT. Ileppudnoit KOHEYHOM ToUKO# 3)PEKTHBHOCTH OBUIO KOIMYECTBO
HACTYNHUBIIKX OepemenHocTel. CpeHss ofImas JIMTENbHOCTh CTUMYIIALIH COCTaBIsa 9 aHeit
B 00eMX TIpyINax, ykasblBas Ha HEOOXONHMOCTH [BYXITHEBHOTO NPHMEHEHHUS (p)OCI' mna
MOJHOM CTHMYJIAMM SUYHMKOB Ha4uWHas ¢ 8-ro gHa (B 9ToM wuccnenosanuu (p)dCI
IPHUMEHSIICH B IEHb BBeneHus X1 ).

Konuyecmso nonyuennwvix ooyumos

Bo Bcex Tpex mccnenoBaHuSX JedeHue npernapatoM DnonBa® (pasosas ubexims 100 wmm 150
MKI) Ha TpOoTsDKeHHHM mepBbix 7 gaueil KCSI compoBoxkaazoch GONBIIMM KOMHYECTBOM

S5-CCDS-MK8962-S0i-022019
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ITOJIyYE€HHBIX OOLUTOB, YEM IPH NPUMEHEHHH €XKEIHEBHO BBOAMMOH cyTouHO# no3sl (p)PCI.

Onnako oTnuyMs ObUIM B Ipefenax NPENBapUTEIbHO YCTaHOBJIEHHBIX PAMOK COOTBETCTBHS

(uccnenosanre ENGAGE u ENSURE) v He MEHBIINX IPaHHUHbIX IPENeIoB 3QdEKTHBHOCTH

(uccnenoBanue PURSUE). Cum. Tabmuuy 1 Hike.

Tabnuua 1: Cpennee KomIYecTBO MOJyYEHHBIX OOLUTOB B uccaenosanusx ENSURE, ENGAGE
1 PURSUE (ITT-nonynsius)

ENSURE ENGAGE PURSUE
IIokasarens (18-36 neT) (18-36 ner) (35-42 ner)
(macca Tena (macca tena ot 60 o (macca Tena
<60 xr) 90 xr) 50 xr u Goee)

Onousa® | (p)®CT Ononsa® (p)®CI" Ononsa® | (p)®CT
100 mxr 150 ME 150 mxr 200 ME 150 mxr 300 ME

N=268 N=128 N=756 N=750 N=694 N=696

Cpennee
KOJI-BO 13,3 10,6 13,8 12,6 10,7 10,3
OOIIMTOB
Pa3zuwuia
[95% JIA] 2,5[1,2; 3,9] 1,2 0,5, 1,9] 0,5[-0,2, 1,2]

bepemennocmy  (yukner ucnonvzosanus ceexcux aiiyexnemox 6 uccredosarnusx ENGAGE u
PURSUE)
B wuccnenosanmun ENGAGE He wMenbmas 3h¢eKTHBHOCTE 6bl1a IIPOIEMOHCTPUPOBaHA
OTHOCHTEIBHO IIOKA3aTEIf 9YacTOTBl  [POrPECCUPYIOMEH OepeMEHHOCTH I IIPHMEHEHUH
npenapata Jnomsa® u (p)PCT, KOTOpasi Oblla OIpefeNeHa KaK IIPOLEHTHBIM [OKa3aTels
HATHIHA MUHAMYM OJHOTO 11710/ € CepaleOneHneM (4TO OEHHBATOCh KAK MUHIMYM depe3 10
HeJleIb [10C/Ie IEpeHoca 3MOpHoHa).
B wuccremosanuun PURSUE He wmenbmas 5QQeKTHBHOCTE 6hlTa IPOAEMOHCTPHPOBAHA
OTHOCHTEIBHO aCTOTBI HACTYILTCHHs] OCPEMEHHOCTH TIPH IIPUMEHEHuM Ipemapata Jiaousa® u
(p)@CT’, xoTopast ObLIa OmpeeNeHa KaK MPONEHTHbIH [TOKA3aTeTh HATHTHS MHHUMYM OJHOTO
IT0/1a ¢ cepAreOrneryem (4T0 ONEHUBATOCH Ha 5-6-if Heflere moce meperoca 5MOpuoHa).
[TosTy4eHHbIE IPOIEHTHEIE [IOKA3aTe ! IIPeCTABICHBI B TabIHIe 2 HUDKe.

Tabmuaua 2: PesynpTath 6epemMenHOCTH B HecnenoBanusx ENGAGE u PURSUE ¢

HCIOMB30BaHUEM CBEXUX Ainek1eToK (ITT-momynsums)

IToxazatens Caexue situexnetkn B ENGAGEY Caexue situexnetku B PURSUE?
(18-36 ner) (35-42 net)
(Macca Tena 6onee 60 kT u (Macca Tena 50 kr u Gonblue)
Mmeree 90 xr)
Onoua®| (p)OCT Pazuuna Dnonsa® (p)@CT Paznura
150 Mxr | 200 ME | [95% U] 150 mkr 300 ME [95% [IA]
N=756 | N=750 N=694 N=696
Yacrora 39,9% 39,1% |1,1[-3,8,5,9]] 23,9% 26,9% -3,0
6epeMEHHOCTH [-7,3, 1,4]
(BUTaNBHOI)
YacroTta 39,0% 381% |1,1[-3,8,59]] 22,2% 24,0% -1,9
OepeMEHHOCTH [-6,1,2,3]
(pasBuBaromieiics)

YacroTta 35,6% 344% |1,3[-3,5,6,1]] 21,3% 23,4% -2,3
POXIIEHUS [-6,5, 1,9]
pebenka*

COI'TACOBAHO
MUHHUCTEPCTBOM 3/IPABOOXPAHEHMSA
S-CCDS-MK8962-S0i-022019 PECIIYBJAMKY BEJIAPYCh
fIpuxas MunucrepcTsa 3npaBoOXpaHeHn i
Pecniybnuku Benapycs




HE PB
I 9164 -20

tIleppuuHOi KOHewHOM TOuYKOM d¢dexkTuBHOCTH B HcclenoBanud ENGAGE ~ 6buta
pa3BuBaromiascs OepeMEHHOCTh (110 OLEHKe 4epe3 MuUHMMYM 10 Hemenmb mociie mepeHoca
3MOpHOHa).
1 TlepBruHoil koHeuyHO# Toukod 3thdexTBHOCTH B MccaenoBanun PURSUE 6buia uyacToTa
BUTAJIbHOH OEPEMEHHOCTH, ONpE/eIeHHAsA KaK KOMYECTBO ([IPOLEHTHEIH MOKA3aTeNb) KeHIIHH
OepeMeHHBIX KaK MUHHMYM OJHHM IUIOJIOM H €ro CepAeYHON aKTUBHOCTBIO, IONTBEPKICHHOM ¢
5 110 6 HeAEIo TIoCIe MepeHoca SMOPHUOHA.
*HacToTa pOXXIAeHUs XUBOTO pebeHKka ObUTa BTOPUYHON KOHEYHOM TOUKOM 3((EeKTHBHOCTH B
ucciaenosanusx ENGAGE u PURSUE.
B 5THX KIMHHYECKHX HCCIENOBAHUAX MPOQHIL (e30NacHOCTH HPH IPUMEHEHHH DPa3oBOi
MHBEKIUH npenapata Dnousa® GUT COMOCTABYM C XeJHEBHEIMU MHDEKIUIMH (p)@CT.
bepemennocmy 6 yukaax nepenoca 3amopodceno-pazsmopodicentozo smbpuona (II3P3) &
uccneoosanuax ENGAGE u PURSUE.
B nocnenyromem wuccnenopanuu II3PD nns ENGAGE npummman: ydactue XEHIIUHBI, Y
KOTOPBIX UCTIONIb30BATICS KaK MUHUMYM | pa3sMOpOXeHHbIH SMOPHOH Kak MHHHMYM depe3 | rog
nocjie KpuoxoHcepBanuu. CpelHee KOMUYECTBO NMEPEHECEHHBIX 3MOPHOHOB B 1ukiax [13PD
ENGAGE coctaBuiio 1,7 B Kax0i rpyme JedeHus.
B nocnenyromem wuccnenosanmu I13PD s PURSUE npueumamn y4acTHE XKEHIIWHEL, Y
KOTOPBIX HCIIOB30BANICSA KaK MUHUMYM | pasMOpOXEHHBIH IMOPHOH Ha MPOTSIKERHHU ABYX JIET
oce  KpUOKOHCEpBalMK /A 3TOro HccienoBanud. CpellHee KONMYECTBO MHEPEHECEHHBIX
sMbpuonos B 1ukiax [13PD PURSUE cocrtaBuno 2,4 B xaxaoi rpymne JedeHds. B 3tom
WCCIIEIOBAHMY TakKE COOMpANHCh [aHHBIE O OG€30IACHOCTH Mis JeTel, POXIACHHBIX U3
KPHOKOHCEPBHPOBAHHBIX SMOPHOHOB.
Maxcumansroe xonuuectso [I3PT uukioB 6s010 5 u 4 B nocienyromeM [13PT uccnegosanuu
mist ENGAGE u PURSUE, cooTBeTcTBeHHO. Pe3ymbTaTel GepeMeHHOCTH B nepeBeIX aByx [13PT
IIMKJIaX YKa3aHb! B Ta0IuIE 3 HIDKE.

Tabana 3: Pesyasrate! 6epemennoctu B II3PT mukaax ENGAGE u PURSUE

(ITT-nonmyasiumsn)

II3PT nukaert ENGAGE II3PT uuxast PURSUE :

(18-36 .1e71) (35-42 ner)

(macca Tesa 6o.ree 60 kr 1 veHee | (Macca Teaa 50 xr u Go.1ee) 1

uii pasHo 90 xr) ; ‘
Dnonpa® (p)@Cr’ Dnoxpa® ‘ (p)@Cr
150 Mxr 200 ME 150 mMxr 300 ME

n N % n N % n N % n N %

Huxa 12 II3PT

HactynuBmras 55 | 148 137,21 45 | 147 | 30,6 | 43 | 152 | 28,3 | 42 | 145 | 29,0
OGepeMEeHHOCTh

Poxnenue - - - - - - 43 | 152 | 28,3 | 41 | 145 | 283
XXHUBOro pebenka

Huxn 2* TI3PT

Hactynusmias 9 |38 123,71 9 | 31 [290| 8 23 | 34,8 6 14 1429
O6epeMEeHHOCTh

Poxnenune - - - - - - 8 23 | 34,8 6 14 | 42,9
XXHMBOTO peOeHKa

N = KOJIMYCCTBO JXEHILHUH C PE3YJIbTATOM; N= o6mee KOJIMYECTBO XXECHIIHH

? Ha | mepeHoC 3MOpHOHa.

Bposicoennas namonozus y demeii, 0 xomopoii coobujanocs noce yurna [13PT.

Iocne npumenenus npemaparta DnoHBa Gbin poxaeH 61 peGenox mocne muxma II3PT B
uccnenoainu PURSUE u 607 neteit 6bumu poxieHs! mocie mmkioB BPT B xoMGuHAIHH
uccienoanun ENSURE, ENGAGE u PURSUE . pa3BUTHUS
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(bompuie ¥ Masible B coueraHuu) y naereil nocne mukia [I3PT B uccnenosanum PURSUE
(16,4%) Oputa Tako# dxe, Kak y jnereft mocne nukia BPT B xoMOMHAmMM ucclenoBaHwmit
ENSURE, ENGAGE u PURSUE (16,8%).

Hmynnozennocme
M3 2 511 >KeHIIMH, IIOJNYYaBINMX JieYeHHWe IpemapatoM OmoHBa® ¥ CHaBmMX TecT Ha
obpasoBaHuHe aHUTATEN ToCne jedeHus, y 4 (0,16%) xeHmun Obuto Hanumdue antuten (3
JKEHIUKMHEI [I0My4any npenapat Jinonsa® 1 pas u 1 xeHmmra — JBaXAbl). B xaxaoMm ciydae otu
aHTATENIa ObUIM He-HEHTPAIM3YIOWMMH M HE BIHUIM HA OTBET HA CTUMYJMLMIO WIH
HOpMaIbHbIE GU3UOIOTHIECKHE OTBETHI CHCTEMBI THIIOTAIaMy C-TUIIOQU3-SIMIHUKH. [IBE U3 9THX
4 >KeHIUMH 3a0epeMeHeNr B TOT )K€ HUKI JISUCHUs, Korjaa OBUTH oOHapyKeHbl aHTHTENA, 9TO
YKa3bIBa€T HAa OTCYTCTBMC KJIMHMYECKOTO 3HAYCHHS He-HEWTPAIM3YIONIMX AaHTHTEJ,
C(hOpMHPOBABIIMXCSA [IOCITE CTUMYJIILHH ITpernapaTtoM Daorsa®.

eTH
EBporefickoe =~ areHTCTBO IO  JEKAapCTBEHHBIM  CPEACTBAM  OTIOXHIO  0OS3aTeNbCTBO
OTHOCHUTEJILHO IOJa4i PEe3yJIbTATOB KCCIIEN0BaHMM NpuMeHenus npenapara JnorBa® B ogHoit
HiM Gojee MOArPYINN JAeTed IpH THIOrOHAaZOTPOIIHOM THMIIOTOHATH3ME (CM. pasgen «Cnocob
NPUMEHEHHS U IO3UPOBKA» OTHOCHUTENBHO IPUMEHEHHUS Y [eTel).
DapmakoKuHemuka.
DapMakOKUHETUKA KOpHGOMIUTPONEHA anbha H3ydanach I[IOCHE MOAKOKHOIO BBEICHMS
KEHIUMHAM, KOTOPBIM [IPOBOAUTCS UK NedeHud 11 KCS.
[lockompKy mocie BBENEHHS PEKOMEHIOBAHHOM JO3BI TEPHON IIOTYBEIBENCHHS nperapara
JONTHH, KOHICHTPALUXA KOpUONIMTPONMHA anbha B CHIBOPOTKE KPOBH  SBISIOTCS
AOCTATOHBIMU UL IOANEPKAHUS POCTA MHOXKECTBEHHBIX (DOJLUTHKYIIOB HAa IPOTSIKEHHUH LEJOH
HelleNd. DTO OIPABJbIBAET 3aMEHY €XKEIHEBHBIX IIEPBBIX 7 WHBEKIHiL (p)®CI" Ha pasoByio
MOAKOXHYIO HHBEKIMIo mperapata Onorsa® npu KCSI i pasBUTHS MHOXECTBEHHBIX
(O-LIMKY;I0B ¥ HACTYILIEHHs OCPEMEHHOCTH B IporpavMvax BPT (cMm. paszmea «Cmocod
IPUMEHEHHS U I0O3UPOBKAY).
Macca Tena OmpeneIseT A03y KOopu(O:UTMTponuHA aibbha. DKCIO3AIHS nperapara Iocie
pa3oBOl MOJKOXHOM MHBEKIHMH COCTABIAET 665 yacoB™*nur/mia (AUC, 426-1, 037 yacoB*Hr/Mi
(mpenmonaraemsiit auanasor i 90% [AIMEHTOB)) M OAMHAKOBA HPH npuMeHeHnd 100 mxr

KOpU(OTHTPONHHA atbdha Y KeHIIMH ¢ Maccoit Tena <60 kr u 150 MKT Y JKEHIIMH C Maccoi
Tesna 6oitee 60 kr.

Abcopbyus.

Ilocie  OXHOKPAaTHOTO IOAKOXHOTO BBedeHHs Tipemapara DnoHBa®, MakcHManbHbIE
CBIBOPOTOYHEIE KOHIIEHTPALMH KOPUQOUUTPONHHA anb(a JOCTUramnCh depes 44 waca (35-57
4acoB (IPeAnoIaraeMslit uanason ast 90% NanueHToB)) U cocTaBIany 4,24 Hr/Min (2,49-721
HI/MI (IpennonaraeMprit amanasor wit 90% mnamuenToB)). AGCOmMOTHAS OHOIOCTYIIHOCTE
cocrasuia 58% (48-70%) (npenmonaraemsrit muanazon mis 90% IAIIUEHTOB).

Pacnpeoenenue.

Pacnipenenenue, Metabomu3M U BBIBeCHHE KOPUDOITHTPONIMHA anb(a CXOOHBI C TAaKOBBIMU
ApYruX roHamoTponmuHOB, TakuX Kak @OCI, XIT'Y u JII. Ilocie momamadus B KpOBb
KOpUGOTATPOTIME anbda pacipenesseTcs B OCHOBHOM B SHYHMKAX M [I0uKax. B PaBHOBECHOM
COCTOSIHHH 00BeM pacmpernenenus pased 9,2 n (6,5-13,1 x (npenmosnaraeMelif [Hana3oH Iy
90% mnauuenToB). DKCHO3HIUS KOPH(OITUTPOIHHA ab(a NOBBINAETCS MPONOPIHOHATEHO
A03¢€ IIpY NPUMECHEHNH B fuana3one ot 60 Mxr 10 240 MKkr.

Buigeoenue.

Ilepon momyBbIBeleHHs KOpUGMOIUIATPONMHA cocTapiseT 70 9acom (59-82 yaca
(mpemnonaraemsiff nuanaso ams 90% mnanmentos), a ximpenc 0,13 /g (0,10-0,18 /g
(mpenmonaraemsrit puana3oH nius 90% nauueHToB)). BriBenenue KOpH}OIMTpOHHa anbda
OCYIICCTBIIACTCS NPEMMYIIECTBEHHO MOYKAMH, & CKOPOCTh BEIBEACHHS MOXET OBITH CHIKEHA y
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MAlMEHTOB C HapylleHWeM (QyHKOIuM T1o4yeK. [leyeHOYHBIM MeTaboNuM3M BiusSeT B
HE3HAYUTE/IBHOM CTEICHHU Ha BhIBE/IEHHE KOPH(BOIUTPOIHHA ailbda.

OTnenbHbIe TPYIIIEI NAIIMEHTOB

Hapywenue ¢pynxyuu nevenu

HeT naHHBIX OTHOCHTENBHO MANMEHTOB C HApyIIeHHEM (QYHKIMH IEYEHH, HO MaJIOBEPOSTHO
BJIMSHUE TAKOU MaTOJIOTUH Ha BhIBENCHNE KOPH(OIUIUTPOIMHA anbda.

Lannvie doxnunuyeckux uccredosanuil.

JIOXSTHHIYECKHE NaHHBIE CBUIETENBCTBYIOT 06 OTCYTCTBHM CHENH(DHYECKOTO OTPULATENBHOTO
BO3JCHCTBUS y 4YENIOBEKA, YTO OCHOBAHO HAa OOIIEHPHUHATHIX HCCIENOBAHMSIX TOKCUYHOCTH
Pa30BOH X MOBTOPHBIX 103, a TaKXkKe GapMaKoJOruu 6€30NacHOCTH.

Hccneposanns penpomyKTHBHOH TOKCHYHOCTH, NpPOBOAMBINMECS Ha KppICax M KpOJX,
IOKa3ald, 9TO KOPU(QOIMTPONHH ambha He OKa3bIBAET HEXeNATebHOrO BIMSHHS Ha
$eprribHOCTE. [IpuMeHerHe KOPUQOUIMTPONUHEA Y KpHIC U KpoJieHl Iepes CIapuBaHHEM K
HETIOCPENICTBEHHO IOC/IE CIIAPMBAHUS, 4 TAKKe Ha PAHHEM INIEPHOAE GepEMEHHOCTH, IPHBOIUT K
SMODHOTOKCHYHOCTH. Y  KpoNed Ipu IpHUMEHEHHH npernapara IEpeR  CIapuBaHHEM
HabMIOAamach TePaTOreHHOCTh. DMOPHOTOKCHYHOCTE U TE€PATOreHHOCTh CUUTAIOTCA CIEACTBUEM
CYUEPOBYIIATOPHOTO  COCTOSHHMS JKHBOTHBIX, IIDH KOTOPOM HEBO3MOXHO IOCPIKHBATE
KOJINYECTBO OMOPHOHOB, IpPEBBILAIOMIUX (DH3HOIOTHIECKHUI MakCUMyM. 3HaYeHHe 3THX
AaHHBIX JUTSL KIIMHAYECKOT0 IPUMEHEH S penaparta JiiouBa® He H3y4eHO B J0CTATOYHOMN Mepe.

GOAPMAINEBTUYECKHUE XAPAKTEPUCTUKHU
OcHogHble (huzuko-xumuueckue ceoiicmea: HPO3payvHbI# BOXHEIA PacTBOp.

CPOK I'OJHOCTHU
3 roga. He ncnoss30Bath OCIE OKORYAHUS CPOKA TOTHOCTH, YKa3aHHOTO Ha yIIaKOBKe.

YCJIOBUA XPAHEHUSA

Xpanuts npu Temnepatype ot 2 °C a0 8 °C B KapTOHHO#M YIAKOBKE JUIs 3alMUTEI OT cBeTa. He
3aMOpPaXHBaTh.

XpaHHUTh B HEAOCTYIIHOM IS AeTell MecTe!

Homnyctivo XpareHre rpu TeMueparype He Bbime 25°C He Gonee 1 Mecsma.

YIIAKOBKA

PacTBop n11s moaxoxsoro Beaenns mo 100 Mkr iy 150 Mkr Kopuonmrponrsa ansda. ITo
0,5 M1 pacTBOpa B 0ZIHOPa30BOM IIIIpHIE 0OBEMOM 1 MIT U3 becusernoro crexna tuna I (ED), ¢
aBTOMATHYECKOH CHCTeMON OMOKHPOBKH HIVBL OXHOPA3OBLIi HIIPHAIl C OJHOM CTOPOHEI
3aKyIIOPCH HABUHYMBAIOIMMCS IITACTHKOBBIM KOMIAYKOM C PE3MHOBON IMPOKIANKOH, ¢ Jpyro#
CTOPOHBI — IJIACTUKOBBIM IOPIITHEM C HAKPYUEHHOM Ha HEM PE3UHOBOM [IOPIIHEBOX IIPOOKOH.
[lo 1 onHOpa3zoBOMY, penBapHTENHLHO 3aroIHEHHOMY INNPHUIYY B KOMILIEKTE ¢ | CTepHmbHON
HIJIOH B WHIMBHIYaNbHOM CTEPUIBHOH YIAKOBKE [IOMEM[AIOT B IIPO3pPAYHBIA MIaCTHKOBBIN
KOHTEHHED, 3aKPHIThIH MeMOpaHoi u3 Gymary. 1 IPO3pavHBIH IUIACTUKOBBIH KOHTEHHEpP BMECTe
€ MHCTPYKIHEH 10 MEAMUMHCKOMY IPUMEHEHHUIO IOMEINAIOT B KAPTOHHYIO [auKy.

YCJIOBHA OTIIYCKA U3 AIITEK

Ho perierrry. COTJACOBAHO
MUHHUCTEPCTBOM BIIPABOOXPAHEHPIﬂ

VYBJIWKHA BEJIAPYCH
HH(DOPMAHI/IH o HPOI/I:;BO)IHTEJIE Hpnxaap;(;r:wc-repcna 3APABOOXPAHEHUs
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