KPATKAS UHO®OPMAIIUSA O IIPEITAPATE JIOCITATAJINH®
Perucrpannonnoe ynocrosepenne M3 Pecry6smmku Y3oekucran: DV/X 02317/10/16, nefictButensHO
mo 05.11.2026.

JlexapcTBenHasi popma. Karcynbl mpoIOHTHPOBaHHOTO IEHCTBUSI.

Cocras. 1 karncyna cogepxut 200 Mr MmeOeBeprHA THIPOXIIOPUIA.

dapmakoTepaneBTHYecKas rpynna: crasmoiurudeckoe cpeactso. Kog ATX: A03A A04.
Iloka3anusi k nmpuMeHeHuIo. B3pocieie n gaetn crapme 10 ser. CHMOTOMAaTHYECKOE JIeUueHHe OOy,
CHa3MoB, TUCHYHKINH U JUcKOMGOpTa B 00JaCTH KUIIEYHHKA, CBI3aHHBIX C CHHAPOMOM pa3ApaskeHHOTO
kumeyHuka. CHMITOMaTHYeCKOe JICYEHHE CHa3MOB OPraHOB JKEIyAOYHO-KUIIEYHOTO TpakTa (B T. .
00yCIIOBIEHHBIX OPTaHUIECKIMH 3a00JIEBAHUSAMI).

IporuBonoka3zanus. [ UMepuyBCTBUTETHHOCTh K aKTHBHOMY BEIIECTBY HIM K KakOMYy-JIMOO U3
HEaKTHBHBIX KOMIIOHEHTOB Tipenapara. bepemeHHOCTh 1 epuo daktauun. Jdetsim 1o 10 net (nyis naHHON
dhopmeI).

Cnocod mnpumMeHeHusi W A03bl. Kamcynasl HEOOXOOMMO TIPOTIATHIBATh, 3amUBas JOCTATOYHBIM
KosmuecTBOM Boabl (He MeHee 100 mur). Kamcymbl He ciemyeT pa3keBbIBaTh, TaK KaK MX 000JOYKa
obecreunBaeT IIMTEIBHOE BRICBOOOXKICHHE TIpernapara. B3pocasie u demu cmapute 10 nem. 1lo omgHOM
Karcyne 2 pa3a B CyTKH, OHa — YTPOM W OgHa — BedepoM. [IpooymkuTenpHOCTh TpHeMa mpernapara
JOJDKHA OBITH HE MeHee 6-8 Helenb, 4TOOBI Jydile OLEHHTh 3((EKT JeYeHHus, XOTs OOJierdyeHue
CHUMIITOMOB HacTymnaeT uepe3 2-4 Henenu. [IpolomKMTENbHOCTh NpUeMa Tpernapara He OrpaHHYCHA.
CriennanpHbIe TPYMIBI MAllUEHTOB: KOPPEKIUSA 103 ISl MAIMEHTOB IOXIIOTO BO3pacTa, MalueHTOB C
HapyIeHUsAMH (YHKIMY TIOYEK W/UITU TIEYeHHU HE SBIIIETCS HEOOXOJMMOiA.

IMoGounbie aeiictBuss. CoOOIIECHHS O CIETYIONNX HEXKENATeIbHBIX SBICHUSIX OBUIM TOIY4EHBI B IEPHO/T
MOCTMAPKETHHTOBOTO TMPUMEHEHUSI W HOCWIHM CIIOHTAHHBIA XapakTep; IS TOYHON OLEHKH YacTOTHI
CITy4aeB UMEIOIINXCS TAaHHBIX HEAOCTATOYHO. AJIEPrUYecKue PeaKIny HaOIFOIaiCh IPEUMYTIIECTBEHHO
CO CTOPOHBI KOKHBIX ITOKPOBOB, HO OTMEYAJIHMCh TAaKXKe M IpyTue NposiBieHus ajuieprun. Hapymenus co
CTOPOHBI KOXH U TIOJKOKHBIX TKaHEW: KPAIMBHULIA, aHTHOHEBPOTHIECKHAN OTEK, OTEK JINIA, SK3aHTEMA.
Hapymennst co cTOpoHBI IMMYHHOW CHCTEMBI: PEaKIUi THUIEPYYBCTBUTENBHOCTH (aHA(HUIAKTHIECKHE
peaxium).

Oco0ble yka3zanusi. OTCyTCTBYIOT. Bepemennocms. JIaHHBIX 110 TPUMEHEHUIO MeOCBEpHHA OEPEeMEHHBIMU
JKEHIIMHAMHU HenmocTtaTouyHo. He pekomenmyercs mpumenats rocmataana® Bo Bpemsi OEpEMEHHOCTH.
Ilepuoo naxmayuu. HenspecTHO, BBIAEISIOTCS I MEOCBEPHH HITH €r0 METa0OJIUTHI B TPYAHOE MOJIOKO. He
cienyer nmpuHuMaTh JrocnatanH® Bo BpeMs nakTauuu. Pepmunvrocms. KiMHHYECKHe NaHHBIE I10
BIMSHUIO TIperapara Ha epTHIIBHOCTh Y MYXKYHH WJIH JKEHIIHH OTCYTCTBYIOT, OJTHAKO, HCCIIEIOBAHUS HA
JKUBOTHBIX HE TPOJEMOHCTPHpOBaIM HeOmaronpustHeIX 3(hdekToB mpenaparta rocmaranua®. Jemu.
HiociatanuH® He cieayeT MPUMEHSTh IETSIM A0 3-X JIET B CBS3U C OTCYTCTBHEM KIIMHHYECKHX JaHHBIX
JUISL TaHHOW Bo3pacTHO#l rpymmel. Kamcynel mposoHrHpoBaHHOTO JAeiicTBusA, conepxkamue 200 mr
MeOeBeprHa THAPOXJIOPHAA, He CIeAyeT NpUMEHSATh aeTsM oT 3 mo 10 jer BciencTBue BHICOKOTO
COJIep)KaHUsl aKTHBHOTO KOMIOHEHTA. BiusHue Ha CHOCOOHOCMb YNPAGISMb A6MOMPAHCHOPMOM UTU
pabomams ¢ Opyeumu mexanusmamu. Viccnenosanusi He npoBoawinck. GapMakoiorniyeckiue cBONHCTBa
mperapara, a TakKe OIBIT €ro NMPUMEHEHHsS HE CBHJICTENBCTBYIOT O KaKOM-IIMOO HeOIaronpusTHOM
BIUSHUHA MeOeBeprHA Ha CIOCOOHOCTP K YIPABJICHUIO aBTOMOOHIIEM U IPYTUMH MEXaHU3MAaMHU.
JlekapcTBeHHbIe B3aumoaeicTBHs. [[poBOIUINCH TOJNBKO UCCIEOBAHUS 110 U3YUCHUIO B3AaUMOACCTBUS
JTAHHOTO TIpemnapara ¢ ajgkoroiyieM. VccieoBanus in vitro  in vivo Ha )XKHUBOTHBIX TPOJIEMOHCTPUPOBAIIN
OTCYTCTBHE KAKOr0-TMO0 B3aMMOJIEHCTBHS MEXy npenaparoM Jlrocnataaui® 1 STHIOBBIM CITIUPTOM.
Ycaosus ormycka. bes penenra.

IMpousBoaurens. Maiinan JIa6opatopusz CAC, Pyt ne benssuiuib, JIbe-nu Matiap, 01400 LlaTuiion-crop-
[Tanapon, ®@panHuus.

IMonnas vHpOpMaNKs O Mpenapare HaXOAUTCA B MHCTPYKIIMH 110 TPUMEHEHHIO TIpenapata Jrocnatama®
or 5.11.10.2021.

HUHOOPMAILIUS NPEJHASZHAYEHA JJ5 CIIEHUAJIMCTOB.

3a pononHuTenbHON MHPOpManueld Bol Moxkere oOparuthes B [IpencraButensctBo «Abbott Laboratories
GmbH», B Pecnybnuke ¥Y30exucran Tamkent, 100015, yi. Oribeka, 38a win 1no TenedoHaMm: B
VY36ekucrane +998781290550 (kpyraocyrouno). Email: pv.cis@abbott.com.



