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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFOTIPERAPATA 1005

HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPETTAPATA

Aspran, 100 Mr, mOpoOIIOK AJsi HPUTOTOBJICHHS CYCIIEH3UU ISl TPUEMA BHYTPb.

KAUYECTBEHHBINA U KOJITMMECTBEHHBII COCTAB

JleiicTBytollee BEMIECTBO: alleKI0(eHak.

Kaxnprit maketuk comepxut 100 mr arneknodenaka.

BcrnomorarenbHble BelecTBa, HaJM4YKMe KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
npenapara: acnaptam — 10 mr, copouton — 2639 mr (cm. pazuenst 4.3., 4.4.).

[TonHbIi epeyeHs BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

JIEKAPCTBEHHASA ®OPMA
[Topomok 1t TPpUrOTOBIIEHUS CYCIIEH3UH I IpUEeMa BHYTPb.
Benprii mnm moutu Genbiit mopomok. Bo3MokHO Hanmuume 0ojiee KPYMHBIX YacTHI[ OT CBETIIO-

5KEJITOr0 JI0 JKEITOrO LBETA.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

AbspTalt moka3aH K IPUMEHEHHUIO y B3pOCIIBIX B Bo3pacTte oT 18 Jer.

- CumnTomMaTH4ecKoe JIEYEHHWE PEBMATOMJIHOTO apTPHUTA, OCTEOapTPUTA, AHKWIO3HPYIOLIETO
CHOHJIMJINTA, JUTsI KYMHPOBAHUSI BOCHAJICHUS W OOJIEBOTO CHHIpOMA IpH JIIoMbaro, 3yOHOIM
0011, TUICYETIONATOYHOM MIEPUAPTPUTE, PEBMATHUECKOM MOPAKEHUH MATKUX TKaHEH.
[Tpenapat npenHa3HayeH Uil CAMITOMAaTHYECKON Teparuu, yMEHbIIEeHHs 00N U BOCHIATICHUS
Ha MOMEHT MCMOJIb30BaHus, Ha MPOTrPECCHPOBAHNE 3a00JIEBaHNUS HE BIIUSIET.

- Jucmenopes.

4.2. PexxuM 103MpOBaHNs U CNIOCO0 MPUMEHEeHUs!

PexxuM 103upoBaHus

HesxxenaTenbHble SIBJIEHUSI MOTYT OBITh CBEJIEHBI K MUHUMYMY IIPH UCTOJIb30BAaHUU HaUMEHbIIEH
3 PEKTUBHOMN O3Bl B TEUEHUE HanboJIee KOPOTKOTO MPOMEXKYTKa BPEMEHHU, HEOOXOIUMOTO JIS
KOHTPOJISI CHMIITOMOB 3200JI€BaHMSL.

PexomennoBanHas 103a coctaBiseT | makeTuk 2 paza B CyTKH (OAMH YTPOM M OJTUH BEUEPOM).

Oco0nIe I'pYHOIIbI TAaKMEHTOB

Hauuenmbl NOJ2CUI020 80o3pacma
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OOBIYHO CHIDKEHHE J03BI HE TPeOyeTCs, OTHAK cJIenyeMﬁ%%;%Eﬁ%ME&¥épg;}@%'cm,

IIpUBENICHHBIE B pa3aeie 4.4.
Tayuenmoi ¢ Hapywenuem yHKyuu novex
JlokazarenbcTBa HEOOXOJMMOCTH M3MEHEHHS J03bI alekinodeHaKa MpH JICYCHUN TalueHTOB C
HapymeHneM (QYHKIUU TOYEeK JIeTKOM M CPeIHEW CTENeHH TSHKECTH OTCYTCTBYIOT, OJHAKO
pEeKOMEHAYeTCs COOMI0IaTh OCTOPOKHOCTD.
HexenarenbHple SBIEHUS MOTYT OBITh MHUHUMHU3HPOBAHBI, €CIH COKPATUTH JIUTEIHLHOCTH
JICYSHHST 1O MUHUMAJIHHO HEOOXOJMMOH TSl TOCTHXKEHUSI KOHTPOJISI CUMITTOMOB 3200JIeBaHUsI.
Tayuenmsl ¢ HapyweHuem yHKyuy neyeHu
[Ipu nedyeHny NAIMEHTOB ¢ HAPYIICHUSIMHA (DYHKIIUY TICUCHU JISTKOU U CPEHEH CTETICHH TAKECTH
clieflyeT NpUMEHATh Oojiee HU3KHE J03blI arekiodeHaka. PekoMeHIoBaHHas HadaidbHas 1032
coctasiisieT 100 Mr B CyTKH.

eTH
BbezomacHocth u 3dexTuBHOCTD mpemapata Asprtan y mereil B Bozpacte oT 0 mo 18 mer He
YCTaHOBJICHBI. JJaHHBIE OTCYTCTBYIOT.

Croco0 IIpuMeHeHus

BnyTtpsb.

Copepxumoe MakeTUKOB ciaeayeT pacTBopATh B 40—60 M BOJIbl M NPUHUMATh HEMENJIEHHO.
OnHOBpEMEHHBIH MTPUEM MUIIH 3aMeUISIET CKOPOCTh a0COPOIIMHU IEHCTBYIOLIETO BEIIECTBA, HO HE
CHMIKAET CTEeNEeHb a0COPOLMHU U3 )KETYA0UHO-KUILIEUHOTO TPAKTA.

4.3. [IpoTuBONOKA3aAHUS

- T'unmepuyBCcTBUTENBHOCTh K aleKIO(eHaKy WM K J0OOMY M3 BCIIOMOIAaTENbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B paszaene 6.1.

- DpO3UBHO-I3BEHHBIC TOPAKECHUS >KETYIOYHO-KUIIIEUHOTO TpakTa B ¢aze odocTpeHus (B T.4.
SI3BEHHBIN KOJHT, O01e3Hb KpoHa).

- KpoBoreuenuss wim mnepdopaims KenyJouHO-KUILIEYHOTO TPAKTa, CBA3aHHBIE C IPHEMOM
HECTEPOMIHBIX MpOTHBOBOCHAMTENbHBIX mpenapatoB (HIIBII) B anamnesze. Ocrpas,
pEeLMIMBUPYIOILAsl WJIM BO3MOXKHAS sI3Ba JKENyAKAa WIM JBEHAAUATUIEPCTHOM KUILKH, WIH
KPOBOTEUEHHE B aHAMHE3€ (J1Ba WM O0JIee SIBHBIX U JI0Ka3aHHBIX 3MHM30/1a 13BbI WJIM KPOBOTEUEHHU).

- TlonHoe unum HemoyiHOE codeTaHWe OPOHXMANBHOW acTMbI, PEIMAUBHPYIOLIETO MOJIUII032
HOCa U OKOJIOHOCOBBIX Ma3yX W HEMEPEHOCUMOCTH alETHIICATUIMIOBON KUCIOTHI WU
JPYTMX HECTEPOUAHBIX MPOTHBOBOCIAIUTENBHBIX IPENapaToB (B T.4. B aHAMHE3E).

- Tspkenble HapylIeHUs (PYHKIMM TIEYEHU WM aKTUBHOE 3a00JIEBaHUE TTEUYEHU.

- Hapymenus KpoBEeTBOpEHUS ¥ KOATYJISLMN.
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- Tsokenvie HapymieHns: (QYHKIMU TOYEK (KIMPEHC erd'll;IHI/I'Hg E@G Ebl/ﬁglg)t Iﬁpbrﬂ_edcﬂrp' R

3a0071eBaHMs TTOYEK, TOATBEPKICHHAS TUIICPKATTMEMUSL.

- Tsxenas cepaeunass HemocratouHocth (II-IV kmace mo kmaccudukanuu Hb}O-ﬁOpKCKOﬁ
KapJMOJIOTHYECKON  accolualiuu), HIIeMHYeckass  OoJie3Hb  cepAma, 3a0osieBaHUs
nepudepuIecKruX apTepuil U/Uiau apTepruii TOJOBHOTO MO3Ta.

- Ilepuon nocne npoBeaeHNsI A0PTOKOPOHAPHOIO HIYHTHPOBAHUS.

- bepemeHHOCTb M epUOA TPYHOTO BCKapMIIMBaHUs (CM. pazzen 4.6.).

- Herckuit Bo3pact 10 18 ner.

- (DEHUJIKETOHYpHSI.

4.4. OcoOble ykazaHusl M Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

Crenyer nzberath IpuMEeHEHHUs mpenapara Asptan ogHoBpemenHo ¢ npyrumu HIIBII, Bkirouas

CEJIEKTUBHBIE HHTUOUTOPHI IIUKIOOKCUT€HA3bI-2.

HesxenarenbHble SBIE€HHUS MOT'YT ObITh YMEHBILIEHBI, €CJIM MAKCUMAIIbHO COKPATUTh ITUTEIBHOCTD

JICYCHHS M CHU3UTH /103y Mpernapara 10 MUHUMAaIbHO HEOOXOAUMON JUIsl JOCTHKEHHUS KOHTPOJIS

CHUMIITOMOB 3a00sieBaHus (CM. pa3nen 4.2. 1 ONKMcaHue BIUSHUS Ha KelyJOYHO-KUIIIEYHBIH TPaKT

(OKKT) u cep1edHO-COCYIUCTYIO CUCTEMY HUKE).

BiusiHye Ha )KenyI0YHO-KUIIISYHBIA TPAKT

Nmerotest coOOIIEHUS O JKETyTOYHO-KUIIIEYHOM KPOBOTEUEHUH, (POPMUPOBAHUH SI3BHI JKETyIKa
WIM KUIIEYHUKA WU MPOOOJEHUU S3BBI, KOTOPHIE MOTYT MPHBOJIUTH K CMEPTH MpPH TpHUeMe
moObix HIIBIT B mo6oe Bpemss Ha ¢oHE JICUCHHs, CONPOBOXKIAIOIIUECS WJIH HE
COTIPOBOXIAIOIIUECS TPEBOKHBIMH CHMIITOMaMH, HE3aBHCHMO OT HaJIWYWAS B aHAMHE3e
CEPbE3HBIX JKETYJOUYHO-KUIIICYHBIX OCIOKHEHHH.

Puck xemyq0uHO-KHIIIEYHOTO KPOBOTEUCHHS, 00pa30BaHus 3Bl UM MephOopaliy sS3BbI BHIIIE
npu JiedueHuu BbICOKUMM no3amu HIIBII y manuieHTOB C 43BOM XKelyAKa WIM KUIICYHUKA B
aHaMHe3€e, 0COOCHHO €CJIM OHA OCJIOKHEHA KPOBOTeUeHHUEM min nepdoparnueit (cM. pasnen 4.3.),
a TaKXKe y MOXWIbIX MalMeHTOB. JIedeHHe 3TUX MAIMEHTOB CIIEIyeT HAYWHATh C HAaMMEHbIIEH
s dexkTuBHONH 03Bl Takke TpHU JIEYCHHU STUX TPYII MAIUEHTOB M IMAIMEHTOB, KOTOPBIM
TpeOyeTcss OJHOBPEMEHHOE MPUMEHEHHE alleTUJICAIMIIMIIOBONM KHUCIOTHI B MaJbIX J103aX I
JIPYTUX TpernapaTtoB, KOTOPHIE MOTYT YBEIMYMBATh PHUCK PA3BUTHS JKETYIOYHO-KHUIIICUHBIX
OCIIO’)KHEHUH, CIIeIyeT pacCMaTpUBaTh HEOOXOAMMOCTh TPUMEHEHNS KOMOWHUPOBAHHOM Teparun
C BalUTHBIMU Tpenaparamu (HampuMmep, MHU30MPOCTOJIOM WM WHTHOUTOpaMU MPOTOHHOU
nomiel) (cM. pazzaen 4.5.).

[TanueHTHI ¢ )KeNyA0YHO-KUIIIEYHBIMH 3a00JICBaHUSMH B aHAMHE3€, B TIEPBYIO 0YePE/Ib MOKUIIBIC,
JIOJDKHBI  COOOINATh O JIFOOBIX HEOOBIYHBIX CHMITOMAax B 00JacTH >KHBOTa (OCOOEHHO O

JKCITYAOYHO-KUIICYHOM KpOBOTG‘-IeHI/II/I), yacisida MakKCUMyM BHHUMAHUSA CUMIITOMaM Ha PAaHHUX
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cramugax JedeHus. HeoOxommMo coOironath OCTOf:)BJI;II;(.)E%BJIFI %Tg{g#@iﬁﬁ]_ﬁé:ﬁ%‘ros,

MOIY4YaloNUX COIYTCTBYIOIIUE JIEKAPCTBEHHBIE IIPENApaThl, KOTOPbIE MOTYT YBEIUYUTH PUCK
o0pa3oBaHUsS S3BbI HJIM KPOBOTCUCHHUS, TAKUX KaK TIFOKOKOPTUKOCTEPOUIBI CHUCTEMHOTO
JIEHCTBUSI, AaHTHKOATYJISHTHI (Hampumep, BapdapuH), CEICKTUBHBIE WHTHOUTOPHI OOpPaTHOTO
3axBaTa CEpOTOHWHA WJIM aHTHATPEraHTHBIE MTPETapaThl (TaKMe KaK aleTHIICATHIINIOBAs KHCIIOTA)
(cM. pazzmen 4.5.).

B crnyuae mnosiBIEHHS KETyJOYHO-KHIIEYHOTO KPOBOTEUEHHUS WIM OOpa3oBaHHs S3BBI Yy
NaIMEeHTOB, TPUHUMAOIINX TpenapaTt A’pTai, JCUYeHHUE CIEAYeT OTMEHHUTD.

BrnusgHue Ha cepaeYHO-COCYINCTYIO CUCTEMY U KPOBOOOpAIlIEHHE T'OJOBHOI'O MO3ra

[Ipu neyeHMM NAIMEHTOB C apTEPUATBbHON TUMEPTEH3MEW W/WIM XPOHUYECKOH cepledHoM
HEJOCTATOYHOCTHIO JIETKON MITH YMEPEHHOU CTENEeHN He0OX0IMMO MTPOBOUTH COOTBETCTBYIOIIEE
HaOJI0/IeHNEe U JaBaThb PEKOMEHIAIMH, TaK Kak MMEIOTCS COOOILIEHUS O Pa3BUTHH 3aJEPHKKU
JKUJIKOCTH U 0TeKOB Ha ¢oHe neueHus HITBII.

AneknopeHak CTPYKTYpHO ONHM30K K AWKIO(pEHaKy, o0JamaeT CXOJHBIM MeTadomu3MoMm. B
OTHONIICHUH JUKJIO(EHAKa MMEIOTCS JaHHBbIC, YKA3bIBAIOIINE HA TMOBBIMICHHBIA PUCK Pa3BUTHUS
TPOMOOIMOOIMUECKHUX OCIIOKHEHUN (HarpuMmep, HHPapKT MUOKAp/Ia WK HHCYJIbT, B YaCTHOCTH,
IIPU JTOJITOBPEMEHHOM JICUEHUHU BBICOKHMH J103aMH). Takke CyIIECTBYET PUCK Pa3BUTHS OCTPOrO
KOPOHAapHOTO CHHAPOMA, CBS3aHHOTO ¢ TnpuemMoMm amnekiodeHaka. C  yBeTMYeHHEM
MPOJIOJKUTENIHOCTH JICUEHUSI BO3PACTAeT PUCK PAa3BUTHUS OCJIOKHEHHUM CO CTOPOHBI CepleYHO-
COCYAMCTOMN CHCTEMBI.

[TaniueHTH ¢ XpOHUYECKOW cepiedHoir HemocTaTouHOCThIO (I kimacc mo kmaccudukanuu Hero-
MopKkcKkoii KapaHONOTrHYecKOil acColMAli) M MALMEeHThl ¢ (DAKTOpAMH PHCKA Pa3BHUTHS
OCIIO)KHEHUH CO CTOPOHBI CEpPACYHO-COCYIUCTOW CHCTEMBbI (HampuMmep, apTephaibHas
TUINEPTEH3Us, TUIEePIUNHUIEMHUs, CaXxapHbli Iuaber, KypeHHe) IOJDKHbl HAaYMHATH JICUEHHE
aleKI0(eHakoM TOJIBKO MOCJe B3BEIIEHHOTO pPEUIeHMs Jieyallero Bpaya. PUCKM cO CTOPOHBI
CEPICYHO-COCYAUCTOM CUCTEMBbI MOTYT 3aBUCETb OT J03bl U NPOJOJIKUTEIBHOCTH JICUEHUS,
MO3TOMY CIlieyeT Ha3HauaTh Mmpemnapar AspTal B MHUHUMaIbHOW 3(PQEKTUBHON 103¢ U Ha
MaKCHMaJbHO KOPOTKUil epruoa BpeMeHu. [lotpeGHOCTh manueHTa B 00Jer4yeHud CUMITOMOB U
OTBETE Ha TEpPaAINUIO JODKHBI IEPUOIUYECKHU TIepecMaTpUBATHCA.

Takxe crneayeT coONIOAaTh OCTOPOXKHOCTh W OCYIIECTBISTH TIIATEIHHOE MEIUIIMHCKOE
HaONO/IeHue TIpY Ha3HAYCHHWH alekiodeHaka MalueHTaM C aHaMHE30M KPOBOWBIUSHUS B
TOJIOBHOM MO3T.

Biansgane Ha TeyeHne Opyrux 3a00JeBaHui
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AnexnodeHak ciemayeT Ha3HadaTh C OCTOP HOCTI)}H-Il%:::MI%%%%%:I:ﬁEﬁ&%HM

HaOJII0IeHNEM NTallMEeHTaM ¢ 3a00JIeBaHUSMHU, IEPEUUCIICHHBIMHU HIDKE, TaK KaK MOXET MPOU30UTH

yXyALIEHUE X TeyeHus (cM. paszaen 4.8.):

- CHUMITOMBI, YKa3blBAIOIIME Ha KEIyJOYHO-KHUIIEYHbIE 3a00JI€BaHUs, BKIIOYAs BEPXHUHA U
awxuani otaensl KKT;

- sA3Ba, KPOBOTEUCHHE WJIM MPOOOACHHUE SI3BBI KEIMyJIKa HIM KUIICYHHKA B aHaMHE3e MNpU
Hanmuuu uHexuuu Helicobacter pylori;

- A3BCHHBIN KOJIMUT B aHAMHE3E;

- Oone3ns Kpona B anamHese;

- remarojiorM4eckue 3abosieBaHusi, cucreMHas kpacHas Bonuanka (CKB), mopdupus wu
HapyLICHUS] KPOBETBOPEHUSI.

BansHue Ha IeYeHb U HOYKH

Jleuenue HIIBII MoxkeT BBI3bIBATH 3aBUCUMOE OT J103bl YMEHBIIICHHE CUHTE3a MPOCTarjlaHIMHOB
U TOpOBOIHUPOBATH IMOYCYHYIO HCAOCTATOUYHOCTD. H€O6XOI[I/IMO INpUHUMATb BO BHHMAHUC
BAXKHOCTb TMPOCTArJIaHAWHOB IJId HOOAACPKAHUA IMOYCUHOTO KPOBOTOKA Yy HNAOUCHTOB C
HapyIICHUIMHU (YHKIMH CepAlla WK MOoYeK, NUCHYHKIMEH MEeYeHH, MalMeHTOB, MOIYyYarolnX
JeYeHUuEe NUYypEeTUKaMHU WJIM BOCCTAHABIMBAIOLIUXCS IOCIE IOJIOCTHOM oOmepanuu, a TaKxke
IIOXXHUJIBIX ITAIIUCHTOB.

Crenyer co0mo1aTh OCTOPOKHOCTD MPH JICUSHUH MAIUEHTOB C HAPYIICHUSAMH (QYHKIUHU TIEUYCHH
WM T0YEK, a TaKXKe MalMeHTOB ¢ APYrUMHU 3a00JI€BaHUSIMH, NTPEAPACTIONATAIOIIMMU K 3aJepiKKe
KUIKOCTU. Y 3TuX narueHToB jeduenne HITBIT moxer npuBecTr K HapymeHU0 QYHKIIMH TTOYEK
U K 3aJIepKKe KHUAKOCTH B OpraHu3Me. Takke HeoOXOAUMO COOII0IaTh OCTOPOXKHOCTH MPHU
Ha3HA4YCHUU Mpcrapara IMallMCHTaM, MOJy4YarolmuM JICUCHUC IUYPCTUKAMU, HWJIA, HAIIPOTUB,
nanueHTaM ¢ pUcKoM rumnoBosieMuu. Crenyer Ha3HaYaTh MUHUMAJIbHYIO 3()(QEeKTUBHYIO 103y U
MPOBOAUTH PETYISPHBIA KOHTPOJIb (YHKIMH TMOueK. BiusHue npenapata Ha QyHKIUIO MOYEK
00BIYHO 0OPATUMO TIOCIIE OTMEHBI alleKJI0(eHaKa.

CnemyeT OTMEHUTH JIeUCHHE aleKIOEeHAKOM B clydae, €CJIM OTKIOHEHHs TIoKa3aTelei
(GYHKIIMOHAJIBHBIX TECTOB MEYEHH OT HOPMAIbHBIX 3HAYEHHUI COXPAHSIOTCS WM YBEITUYMBAIOTCS
OpU TOSIBICHUM KIMHUYECKUX CHMIITOMOB, COOTBETCTBYIOIIMX pa3BUTHUIO MEYEHOYHOMH
HEIOCTaTOYHOCTH, WJIM B CIIy4ae MOSABICHHS WMHBIX HPOSBICHUH (Hampumep, 303WHO(DUINH,
CBITH).

['enatuT MOXKeT pa3BUThCS 0€3 MPENIECTBYIONUX CUMIITOMOB.

Y namueHTtoB C mnedeHoyHoW mopdupueit npumenenne HIIBII mokeT crnpoBomupoBaTh
obocTpeHue 3a00neBaHusl.

I 'unepuyBCTBUTEABHOCTh M KOKHBIC PEaKIINH
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Kak u B cinyuae npumenenusa apyrux HIIBII, fyxe Ha @E&Q%X?@%H{@ﬁ ;{:'r'ryé;% arta

MOTYT TOSIBUTHCS aJUIEPTUYECKUE PEaKIMH, BKIIoYas aHaduiakTHuecKue/aHa(uIakTOUIHbIE
peakiuu. B ouenp peakux ciydasx Ha ¢one nmpumeHeHus HIIBII naOiromanuch cepbe3Hble
KOXKHBIE peaklUH, BKJIOYas SKc(onuaTuBHBIA JepMmatut, cuHapoM CtuBeHca-/[oHcoHa u
TOKCHUYECKHI 3MUIepMaTbHBIM HEKPOJINU3, HEKOTOPbIE U3 HUX MOTYT MPHUBOJIUTH K CMEPTH (CM.
pasnen 4.8.). IlanuenTsl moABepKEeHbI HauboJIee BHICOKOMY PHUCKY Pa3BUTHUS 3THUX PEaKUUil B
Hayaje Kypca JieueHHs, B OOJIBIIMHCTBE CIy4aeB pPeakUUd MaHU(ECTHPYIOT B MEPBBIA MecsIl
nedeHus. [Ipu mepBBIX MpHU3HAKAaX KOXHOW CBHIMH, MOBPEXKACHUAX CIM3UCTBIX 00O0JIOUEK WU
JO0BIX JIPYrUX CHUMOTOMOB THUIIEPUYBCTBUTEIHHOCTH HEOOXOAMMO OTMEHUThH JIEUCHHE
npenapaToM Alprai.

B uCknIOUMTENBHO pEAKUX Cllydasx BETPsiHAs OCHAa MOXKET CIPOBOLMPOBATH CEPbE3HBIE
MH(DEKIMOHHBIE OCIIOKHEHUS CO CTOPOHBI KOKU M MTKHUX TKaHel. B HacTosmNii MOMEHT Helb3s
uckimounth ponb HIIBII B yxyamenww TedeHHs OJTHX HMHQPEKIIMOHHBIX OCJIOKHECHHM.
CrnenoBartenbHO, peKOMEHAYETCs U30eraTh MPUMEHEHUS npenapara A3pTall pU BETPSIHOM OcIe.

BausHue Ha reMaToJIOTHYECKHE IMOKA3aTelIN

AniexnodeHak MOKET 00paTUMO HHTHOUPOBATh arperamuio TpoMOouToB (cM. paszaen 4.5.).

HapvyiueHus co CTOPOHEI AbIXaTEILHOU CUCTEMBI

HeobxomuMo coOmoaTh OCTOPOKHOCTH TPU  HA3HAUYCHHWM Tperapara MalueHTaMm ¢
OpOHXMATBLHOW ACTMOMW WIJIH ¢ aHAMHE30M OPOHXHMAIIBHOM aCTMBI, TaK KaK UMEIOTCSI COOOIIEHUS O
toM, uto HIIBII MoryT BbI3bIBaTH OpOHXOCTIA3M Yy TAKHUX MAI[UEHTOB.

ITanmeHTH OKUIIOr0 BO3pacTa

Crenyet co01101aTh OCTOPOKHOCTD MPH JICYCHUH MAIIIEHTOB MOXKHIJIOTO BO3PACTa, TaK KakK B 3TOM
BO3pPAcCTHOM TIpYIIE IOBBIIIEHA YacTOTA HEXEJIATEIbHBIX SIBJICHWM, CBS3aHHBIX C JICUEHUEM
HIIBII, ocoGeHHO KenyI0YHO-KUIIIEYHbIE KPOBOTCUEHUS M TIPOOOJICHUSI SI3BBI, KOTOPHIE MOTYT
OpUBOIUTH K cMepTH. Kpome TOro, mamueHTbl MOXKWJIOrO BO3pacTa B OOJbIIeH cTeneHu
IIOABEPKEHBI IOYEYHOM, [IEUEHOYHOU UIIU CEPAECUYHO-COCYAUCTON HEJOCTATOUHOCTH.

JIIuTenbHOE JIEUEHUE

HeoOxonumo TmiatensHO HaOMIOATh BCEX MNAIMEHTOB, MOJIYYalOIIMX JIUTENBHOE JIEUeHUE
HECTEPOUIHBIMU TPOTUBOBOCTIATIUTEIbHBIMH IIPETIapaTaMy, PEryJsipHO BBITIOHSSA OOIINI aHATTN3
KpPOBHU, (YHKIIMOHAJIBHBIC TECTHI IEYCHU U TTOYEK.

CTU
[Ipumenenue mpenapata Alpran y JeTell HE PEKOMEHAYeTCS H3-3a OTCYTCTBHS JaHHBIX 00
3¢ pexTUBHOCTH U OE30TTACHOCTH.

BcnomorarenbpHbI€ BellecTBa
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[Ipenapar Asprtai, NOPOMIOK Il IPUTOTOBJIEHUS cycﬂgh_-ﬁ:l;ﬁz-ll %ﬁ—il;: %ﬁggﬂtﬁi;'rpl? ébz':'ep'mm

copouTo.

[TaruenTamM ¢ peaKo BCTpeUarolIeicss HACIEICTBEHHON HEMEPeHOCUMOCThIO (PYKTO3BI HE
cienyeT NpuHUMATh TOT Ipenapar.

[Ipenapar Aspran, NOpPOLIOK JJIsi IPUTOTOBJIEHUS CYCIEH3UH U1l IpUEMa BHYTPb, COACPIKUT
acrapram.

Acnapram SIBJISIETCSI UCTOYHHUKOM (eHmIananuHa. MOXKeT OKa3aTbCs BPEAHBIM JUIS JIIOJCH C
(EeHUITKETOHYPUECH.

[Ipenapar Aspran, NOpPOLIOK JJIsi NPUTOTOBJIEHUS CYCIEH3UH U1l IpUEMa BHYTPb, COACPKUT
HaTpUi.

JlaHHBII ipenapaT colep>KUT MeHee 1 MMoutb (23 Mr) HaTpus B OJHOM MAKETHKE, TO €CTh 10 CYTH
HE COJICPKUT HATPHUSL.

4.5. B3aummopgeiictTBue ¢ JPYrHMH JIEKAPCTBEHHbIMH MNpenaparaMu W JApyrue BHAbI
B3aMMOJEHCTBHUSA

HccnenoBanuii  JIEKApCTBEHHBIX B3aUMOJCHCTBUM HE MPOBOJMIIOCH, 32 HCKJIIOUYECHHEM
WCCJICIOBAHUI B3aMMOJICHCTBHS C Bap(hapruHOM.

Anexnodenak meradonmsupyercs B cucteme Iuroxpoma P450 2C9 wu, coriiacHO JaHHBIM
UCCJICIOBAHMIA in Vitro, MOXXET HWHTUOMpPOBaTh 3TOT u3odepmeHT. [103TOMy BO3MOXKEH PHCK
(apMaKOKMHETUYECKOTO B3aUMOJCHCTBHS C (EHHUTOMHOM, IIMMETHAMHOM, TOJOYTaMUIOM,
dbeHnnOoyTa3oHOM, aMHOJAPOHOM, MUKOHA30JI0M U cylbdadenazonom. Kak u B ciiydae npyrux
npenaparoB rpynnsl HIIBII, cymecTByeT Takke puck hapMakKOKHHETHISCKUX B3aUMOJIEHCTBUN
C IPYTMMH MpernapaTaMu, aKTUBHO BBIBOJISLIUMUCS TOYKAMU, TAKUMH KaK METOTPEKCAT U JIMTHA.
AnexnogeHak MpakKTUYeCKH MOTHOCTHIO CBSA3BIBACTCS C OEIKaMHU I1a3Mbl KPOBH, CJIEIOBATENIBHO,
CYILIECTBYET BEPOSITHOCTh B3aUMOJACUCTBUS C JPYTMMHU IpernapaTamMu, 00JIaJarolMMH BbICOKUM
CPOACTBOM K OeJIKaMm IJIa3Mbl KPOBH, MO TUITY 3aMEIlleHHUs, KOTOPYIO CIeyeT YUUTHIBATh.

Tak kak uccienoBaHuil (apMaKOKMHETUYECKHX B3aWMOJICHCTBUN HEAOCTATOYHO, MPUBECHHAS
HIDKE MH(OpPMaIUsi OCHOBAaHA HA JAHHBIX, MONy4eHHBIX 1t Apyrux HIIBII.

Cruenver n30erarsb CIeQVIOMMX KOMOMHAIIMN [IpEapaToB:

Jlumuii u oueoxcun: nekoropsie HIIBII nHruOupyoT moyeyHblid KIUPEHC JUTHUS U TUTOKCHHA,
YTO MPUBOAUT K YBEJIMUYECHHUIO KOHIIEHTPALMM 3TUX MpenaparoB B CHIBOPOTKE KpoBH. Ciemyer
u30eratb JaHHOW KOMOWHAIIMY MIPETapaToB, 32 UCKIIOYEHUEM CITy4aeB, KOTJa BO3MOXKEH YaCThIN
KOHTPOJIb [TOKa3aTesei TUTUS U TUTOKCHUHA.

Anmukoaeynaumer; HIIBII uHTHOUMPYIOT arperamuio TpOMOOIIMTOB U TOBPEKAAIOT CIU3UCTYIO
000JIOUKY JKETyJOYHO-KHUIIIEYHOTO TPAKTa, YTO MOMKET MPHUBECTH K IMOBBIMICHUIO aKTHBHOCTH
AQHTUKOATYJIIHTOB U YBEJIUYHUTH PUCK KEIMYJAOYHO-KUIIEYHOTO KPOBOTEUYEHHUS Yy IMAalMEHTOB,
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AHTUKOATyJITHTOB KyMapHUHOBOU TPYIIIBI IJIs IPHEMa BHYTPb, TUKJIONHIUHA, TPOMOOTUTHIESCKIX
MpenaparoB U renapuHa, 3a UICKIIOUEHUEM CITy4aeB, KOTJJa IPOBOJUTCS TIIATEIbHBIA KOHTPOJIb.
Aumuazpecanmmusie npenapamuol U celeKmueHvle UHSUOUMOPbL 0OPAMHO20 3aX68aMA CePOMOHUHA
B komOuHanmu ¢ HIIBIT MOryT yBeIMYHTH PUCK JKEITYT0YHO-KUIIIEYHOTO KPOBOTECUCHUSI.
[IpuBeneHHBIE HUXKE KOMOHWHAIIMHM TIPEMapaToB MOTYT NOTPeOOBaTh KOPPEKIMH J03bl H
COOJTIOJICHHS] OCTOPOKHOCTH:

Memompexcam.: HITIBII nuHTHOMPYIOT KaHAIBIIEBYIO CEKPEIIMIO METOTPEKCATa, TO3TOMY CIIEIYeT
TAaKX€ YUYUTHIBaTh BO3MOKHBIE B3aumoercTBus mexxay HIIBIT u MeroTpekcaToM mpu JieueHUH
HU3KHMH J103aMH METOTpEKCaTa, OCOOCHHO Y MAIMEHTOB C IMOYEYHOH HEJOCTaTOYHOCThIO. Bo
BpeMsl JICUEHUSI BBICOKUMH J03aMH METOTpEeKcaTa BCerja HeoOXoauMo M30erath Ha3HaueHUs
HIIBII. B cny4asx, xorja HEOOXOAMMO TPHUMEHSATh KOMOWHHMPOBAHHOE JICUCHHE, CIEAYET
KOHTPOJINPOBaTh GyHKIHIO TTouek. HeoOxoaumo cobito1aTh OCTOPOKHOCTD B CITydasx, KOTJaa U
HIIBII, u MeroTpekcaT BBOJAATCS COBMECTHO B TedeHHE 24 4acoB, TaK KakK KOHIICHTpPALIHs
METOTpPEKCaTa MOKET MOBBICUTHCS, YTO MPUBEJET K YBEIUUECHHUIO €r0 TOKCUYHOCTH.
Luxnocnopun, maxkpoaumyc: cuyuTaercs, 4TOo oAHOBpeMeHHoe mnpumenenne HIIBII wu
LIUKJIOCIOPUHA WIM TaKpOJMMYCa YBEIUYMBAET PUCK MOYEYHON TOKCHUYHOCTH U3-3a CHUKEHUS
CHMHTE3a MpOCTAMKINHA mMouykamu. [loATOMy oOuY€Hb Ba)KHO TIIATEIBHO KOHTPOJIMPOBATH
(GYHKIMIO TOYEK BO BpeMs KOMOMHUPOBAHHOTO JICUCHHUSL.

Jlpyeue HIIBII: OgHOBPEMEHHOE TPUMEHECHHE AlCTUICATUIWIOBOM KHCIOTBI M JIPYTHUX
HECTEPOUJIHBIX  MPOTHUBOBOCHAIMUTENBHBIX  IMPENaparoB  MOXET  YBEIWYUTb  4YacCTOTY
HE)KEJIaTEeNbHBIX SBJICHUH, TO3TOMY CJIEIyeT COOII0IaTh OCTOPOKHOCTb.
I'nioxokopmukocmepouosl: MOXET BO3pacTaThb PUCK Pa3BUTUS 3B OPraHOB HKEIyJOYHO-
KHILEYHOTO TPAKTA WM JKEITYTOYHO-KUIIIEYHOTO KPOBOTEUYECHMUSI.

Jluypemuxu. aneknodenak, kak u apyrue HIIBII, moxeT ”HrnOUpoOBaTH aKTUBHOCTH INYPETHUKOB,
CHIDKATh TUypeTudeckuil 3Qdext pypocemuaa, OymeTaHuaa U aHTUTUNCPTEH3UBHBINA 3(dexT
THa3u10B. OJTHOBpEMEHHOE JICYCHHNE KaTUHCOePETalomuMy TUYPETUKAMH MOKET OBITH CBSI3aHO C
YBEJIMYEHUEM COJIEp’KaHUs Kalus, CJIeI0BaTEIbHO, HEOOXOJUMO KOHTPOJIUPOBATH COAEpKaHUE
KaJIAs B CBIBOPOTKE KPOBHU.

Beuto mokaszaHo, uTo anekiodeHaK He BIUSET HA KOHTPOJh apTEePHATBLHOTO MABICHUS TPH
OJTHOBPEMEHHOM MPUMEHEHUH ¢ OeHapodIya3ugIoM, HECMOTpPS HAa TO, YTO JIEKAPCTBEHHBIC
B3aUMOJICUCTBUS C APYTUMH TUYPETUKAMH HEJIb351 UCKIIFOUUTb.

T'unomenszusnvie npenapamwvi: HIIBII Taxke moryT cHmkaTh 3(PQGEKTHBHOCTH OMPEIEICHHBIX
TUTNOTEH3UBHBIX TpernapaToB. MaruOutopsl AII® umm aHTaroHUCTHI PELIETITOPOB AHTUOTCH3MHA
II B xomOunanuu ¢ HIIBIT moryt mpuBecTH K HapyHICHUIO (YHKIUU TMOYEK. Y HEKOTOPBIX
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MAIUEHTOB C OOE3BOKMBAHUEM, MOXKET BO3HHUKATh PHUCK PA3BUTHUS OCTPOWM MOYCYHOU
HEJOCTAaTOYHOCTH, KOoTopas oObiuHO oOparuma. CrenoBareiabHO, HEOOXOIUMO COONIOAATh
OCTOPOKHOCTh TIPU KOMOMHUPOBAaHHOM IIpuMeHeHuH 3Tux npenapatos ¢ HIIBII, ocobenno npu
JICUEHUU TOXKWIBIX MalMEHTOB WM MAIlMeHTOB ¢ 00e3BOkHBaHHEM. [lalieHTsl JOMKHBI OBITh
TUAPATUPOBAHBI B  JIOCTATOYHOM CTENEHH, KpPOME TOTO, PEKOMEHJYEeTCsl YYUTHIBATH
HEO0OXOMMOCTh MOHUTOPUHTA (PYHKIIMHM MOYEK MOCe Havajga KOMOMHUPOBAHHOTO JICUCHUS, a
TaK)Ke MePUOINYECKU B XOJ€ JICUCHUSI.

T'unoenuxemuueckue npenapamoel: B KIMHUYECKUX HCCIEIOBAaHUSAX ObUIO TOKa3aHO, 4YTO
TUKIO(QEHAK MOXKET NMPUMEHSATHCS OJHOBPEMEHHO C THIOTIIMKEMHYECKUMHU TpernapaTaMu s
npreMa BHYTPb, HE BIIHSS Ha MX KIMHUYECKYIO d(hdexTuBHOCTE. OAHAKO UMEIOTCS OTACThHBIC
COOOILEHUSI O THUIIOTJIMKEMUYECKOM U THUNEPIIIMKEMHYECKOM JEeMCTBHM 3TOr0 Mpernapara.
CnenoBarenbHO, B OTHOILEHUHU alleKJIOpeHaKa CIelyeT yYUThIBATb BO3MOKHOCTh KOPPEKLHHU
JI03bI MPEMAPATOB, KOTOPHIE MOT'YT BBI3bIBATH THIIOTIMKEMUIO.

3udoeyoun: npu ogHoBpeMeHHoM npumeHeHunun HIIBII u 3uaoByaMHa HOBBIMIAETCS PUCK
reMaToJIorMueckoil TOKCHMYHOCTH. VMeroTcs naHHble 00 yBENIMYEHHHM pHUCKAa TeMapTpo3a U
obpazoBanusi remMaroM y BUY-monoXuTenbHBIX MAMEHTOB, CTPAaNaOIMMX TreModuiIuen, u
MOJTYYAIOIIUX COMYTCTBYIOMIEE JIeUCHUE 3UJOBYANHOM U HOYTIPOGEHOM.

AnekiiodeHak CTpYKTYPHO OH30K K AUKIO(EHAKY, 001a1aeT CXOJHBIM META00IN3MOM, TOITOMY
HEJb35 UCKIIOYUTH BEPOSITHOCTH CIEAYIONIUX B3aUMOJICHCTBUI:

Mudenpucron: HIIBII He cnmeayer mnpumeHaTh B TeueHue 8—12 paHEedl mociae mnpuema
MHU(ETPUCTOHA, TAaK KaK €ro JeHCTBUE MOXKET OBITh CHUKEHO.

AHTUOMOTUKH XHHOJIOHOBOTO psia: B3aumoaeiicteue HIIBIT v XWHOIOHOB MOXET MPUBOIUTH K
pasButuio cygopor. OHM MOTYT BO3HUKATh Yy MAllMEHTOB KaK ¢ HAIMYUEM, TaK U C OTCYTCTBHUEM
CyIOpOT WJIM SMujiencuu B aHamHe3e. [losTomy HeoOXoaumo coOioaaTh OCTOPOKHOCTH MpPHU
Ha3HA4YCHWY XUHOJIOHOB NAalMEeHTaM, yke npuHumMaromum HITBII.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS

bepeMeHHOCTh

[Ipenapar AspTan mpoTUBOIIOKa3aH IpH OEPEMEHHOCTH.

Knnandeckue nanHeie 0 MpUMEHEHUH anekiodeHaka mpu 0EpeMEeHHOCTH OTCYTCTBYIOT.
YrHeTeHne CHHTE3a MPOCTArjJaHJAMHOB MOXET HEONaronpusaTHO BIHMATh Ha TEUYCHHE
OEpEeMEHHOCTH WU/WJIA Pa3BUTHE SMOpPHOHA/TIIIONA.

JlaHHble SMUIEMHOJIOTHYECKUX HCCIEIOBAaHUI CBUICTENBCTBYIOT O MOBBIIICHHOM pHCKE
BBIKU/IBIIIA, TTOPOKOB CEpJIla M TacTPOIIM3KCA TOCTE HCIOJIb30BAaHUS WHTHMOUTOPOB CHHTE3a

NPOCTarJiaHAWHOB HAa PAaHHHUX CPOKaxX OEpeMEHHOCTH. AOCONIOTHBIM PUCK PA3BUTHS MOPOKOB
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PUCK YBEIMYMBACTCA C IOBBIIICHUEM 03Bl M TMPOJODKUTEIBHOCTH TEepamuH. Y >KUBOTHBIX
WHTHOUTOPHI CUHTE3a IMPOCTArJaHAWHOB NPUBOAST K Mpe- M MOCTUMIUIAHTAIMOHHOW THOENn
wiofa U cMepTHocTH 3MOpHoHa u 1ioga. Kpome toro, coodmanock O MOBBIIIEHUH YacTOTHI
Pa3BUTHS Pa3IMYHBIX IOPOKOB, BKIIIOYAs CEPACYHO-COCYAUCTHIE, Y )KUBOTHBIX IIPU MPUMEHEHUH
UHTUOMTOPOB CHHTE3a MPOCTArIaHJMHOB B TEUYCHHE TIEpPHO/Ia OpraHOreHe3a.
Hauunas c¢ 20-if Hemenn OepeMEHHOCTH, MPUMEHEHHUE INpernapara A’pTajl MOXKET HNPUBECTH K
MaJIOBOJIMIO BCJIEACTBUE HAPYIICHUS (PYHKIIUU MOYEK I10aa. DTOT 3P HEKT MOKET HaOII0aThCs
BCKOpE I0CJIe Havyajla IPUMEHEHHUs IpernapaTa U 00bIYHO oOpaTuMm npu ero otmeHe. Kpome Toro,
Ha (oHE NMPHUMEHEHHs Tpernapara BO BTOPOM TpUMeECTpe OCpEeMEHHOCTH OTMEUYAIUCh CIydau
CYXEHHS apTepHaJIbHOT0 MPOTOKA; OOJIBIIMHCTBO U3 HUX TaKXke ObLIM 0OpaTHMBI ITOCJIE OTMEHBI
nedeHus. TakuM oOpazom, mpemapar AspTal HE cleAyeT HNPUMEHATh B MEPBOM U BTOPOM
TpUMecTpax 6EpeMEeHHOCTH, €CJIA TOJIBKO B 3TOM HET KpaliHel HeoOxoaumocTu. [Ipu BeisiBIeHUN
MAaJIOBOIHSI MJIH CY>KEHHsI apTepHaIbHOTO MPOTOKA Mpernapar A3pTall JOJDKEH ObITh OTMEHEH.
B Teuenme Tperbero Tpumectpa OEpeMEHHOCTH BCE WHTHMOMTOPHI CHHTE3a MPOCTArjaHIuHOB
MOTYT:
® OKa3bIBaTh TOKCHYECKOE ACHCTBHE Ha CEPJCHYHO-COCYAUCTYIO CUCTEMY M JIETKHE IO/
(mpexeBpeMeHHOE CY>KEHUE/3aKphITHE apTepHaAIbHOTO MPOTOKA C Pa3BUTHEM JIETOUHOMN
TUTIEPTCH3UN );
® BBI3BIBAThH HapylIeHUE QYHKIIMU TOYEK Y 10/ (CM. BBIIIE);
VY JKEHIIMH B KOHIIE 0epeMEHHOCTH Y HOBOPOKJCHHBIX OHU MOTYT:
® YBEIUYMBATH BPEMs KPOBOTEUEHHUS U3-32 aHTHArPEraHTHOro 3¢ ¢eKra, KOTOPBIA MOKET
Pa3BUTHCS JaKe TIOCIIe TPUMEHEHHS OUYeHb HU3KHX J103;
® [OJABJIATH COKPATHTEIbHYIO AKTMBHOCTb MAaTKH, NMPHBOJS K 3aJEp>KKE POJOB HIH K
3aTSHKHBIM POJIaM.
CrnenoBarenbHO, IPUMEHEHHE TpernapaTa A3pTal B TE€UCHHE BTOPOTO U TPETHETO TPUMECTPOB
OEpEeMEHHOCTH MPOTUBOMOKA3aHO (cM. pazaensl 4.3. u 5.3.).
Jlakranus
AbdpTan He clenyeT MPUHUMATh B IIEPUOJI TPYIHOTO BCKAPMIIMBAHHUS.
JlaHHbBIE O BBIJCNCHHH aleKIOpeHaKka C KEHCKHMM MOJOKOM OTCYTCTBYIOT; NpH Ha3zHauCHHH
paauoaktuBHOro 14C-anexiodeHaka B JOKIMHUYECKHX HCCIEIOBAHUSX 3aMETHOTO TepeHoca
PaAMOAaKTUBHOCTH B MOJIOKO HE HAOII0aOCh.
Pemenune 0 MIPOIOIDKEHUH/TIPEKPAIIEHU T TPYAHOTO BCKapMJITMBaHUS W
IPOIOJDKCHUN/TIPEKPAIIEHUN TpueMa anekjio(peHaka IOKHO MPUHUMAThCA I0CIE OICHKH

MOJIb3bI TPYTHOTO BCKapMIIUBaHUs AJisl peOeHKa U MOJIb3bl TEPAUU alleKJI0()eHaKoM i1 MaTepu.
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HIIBIT moryT BausTh Ha (EPTHIBHOCTb M HE PEKOMEHAYIOTCS K NMPUMEHEHHUIO S>KEHIIHMHAM,
IUTAHUPYIOIIUM O€peMEHHOCTh. B CBS3M € 3TUM >KEHIIMHAM, UMEIOUINM MTPOOJIEMBI C 3a4aTHEM U
OPOXOAALIMM O0OCIe0OBaHUE IO TOBOAY OECIUIOANs, PEKOMEHAYETCsS MpPEeKpaTHTh IpHEM
npemnapara Aspral.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padorarh ¢
MeXaHU3MaMH

Crnenyer BO3IEp)KATBCA OT YNPABICHUS TPAHCIOPTHBIMU CPEICTBAMH W 3aHATHH JPYTHMU
NOTEHIMAJIbHO ONACHBIMM BUJAMHU JAEATEIBHOCTH, TPEOYIOIMMH MOBBIIIEHHONW KOHLEHTPAIUH
BHUMAaHHUA M OBICTPOTHI ICUXOMOTOPHBIX PEaKIMii, TaK KaK MperapaT MOXKET BBI3bIBAThH CIA00CTb,
TOJIOBOKPY)KEHUE, BEPTUTO M ApPYrHe HEKeNarelbHble 3(PQPEKThl, KOTOPbIE MOTYT BIMATH Ha
yKa3aHHBIE CIIOCOOHOCTH.

4.8. HexkennaTeibHbIe peakuuu

Pesrome npoduiis 0e3onacHocT

KKT: Haubonee yacto HabMIOJaeMBIMU HEXKENATETHbHBIMU SIBICHUSMU SIBJISUTUCH HAPYIICHUS CO
croponbl JKKT. Ilentuueckue si3Bbl, nepdopanusi WIA KETyTOYHO-KHIIEUYHbIE KPOBOTCUCHUS,
WHOT /12 JIETalbHbIC, MOTYT BO3HHUKATh IpHu puMeHennu HITBII, 0coOeHHO y MOXUIBIX TTallMeHTOB
(em. pazgen 4.4.). CooOmanocs 0 BOZHMKHOBEHHH TOIIHOTBI, PBOTHI, TUAPEU, METEOPH3MA,
3amopa, IUCHENcuH, abJOMHUHAIBHOW OO0JIM, MEJNCHBI, KPOBOTEUYCHHS, SI3BEHHOTO CTOMATHUTA,
oboctpenun komuta U Oonesnn Kpona (cm. pasmen 4.4) mpu npumenenuu HIIBIL. Pexe
HaOTIOJATKCh CITy4Yau TacTPUTA.

Coo01m1a1och 0 BOSHUKHOBEHHH OTEKa, THIIEPTOHUH, CEPJICYHON HETOCTATOYHOCTH, CBA3AHHBIX C
npumenenueM HIIBIIL

TabnuyHOE pe3roMe HEXKENATEIbHBIX PEAKIINT

Hwxe mpencraBiieHbl HEXelaTeNbHBIC SBICHHS, WHPOPMAIUS O KOTOPHIX ObUIA IMOJIydeHa B
KIIMHAYCCKUX HUCCICAOBAHUAX U B XOAC IMOCTMAPKCTHUHIOBOI'O HaGHIOI[eHI/I}I. HexenarenbHble
peakuuu KIaCCH(PUIIMPOBAIA MO CUCTEMHO-OPTaHHBIM KJIacCaM W YacTOTE C HCIOJIh30BAHUEM
CJICMYIONINX KaTeropuii: oueHb 9acTo (> 1/10); wacto (ot > 1/100 1o < 1/10); HewacTo (ot > 1/1000

1o < 1/100), penko (ot > 1/10000 mo < 1/1000), ouens peako (< 1/10000).

CucremHo-oprannblii kjaacc | Yacrora He:xkenarenbHble peakuuu

Hapymwenuss co  cropons! | Penko AHneMmus

KpoBU U Jumdaruyeckod | OueHb peako | YrHeTeHne (YHKIMH KOCTHOTO — MO3ra,
CHCTEMBI IrpaHyJIOUUTOICHNUS, TPOMOOIIMTONCHNUS,

HeﬁTpOHeHHH, T'CMOJIMTHYCCKAasd aHCMUA
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Hapymenust co  cTOpoHBI

MMMYHHOH CHUCTEMBI

Penxo

Anad Wit Hatkddie | peaiiil | {(Birohas

II0K), TUIIEPYYBCTBUTEIHHOCTD

Hapymennust merabomm3ma u | O4eHb penko [M'unepkanuemust

MUTaHUS

Ilcuxuueckue HapyIIEHUs Ouens peaxo | Hempeccusi,  HEOOBIYHBIE  CHOBHJICHHS,
OeccoHHUIIA

Hapymenuss co  croponsl | Yacto [NonoBokpykEeHUE

HEPBHOM CHUCTEMBI Ouenb penko | Ilapectes3usi, TpeMop, COHIUBOCTb, FOJIOBHAS
0016, TUCTEB3US (M3BpAIlIEHUE BKYCA)

Hapymenuss co cropons! | Penko PaccTpoiicTBo 3peHus

oprasa 3peHust

Hapymenust co  croponsl | Ouens peako | Beprturo, 3BoH B ymax

oprasa ciyxa u JabupuHTa

Hapymenuss co  croponsl | Penko CepneuHast HEJOCTATOYHOCTh
cepaua Ouens penko Omymienue cepaieOneHus
Hapymenuss co  croposns! | Penko [loBblllIeHWE  ApTEPUAIBHOTO  JABJIEHUS,
COCYJIOB YXYyAUIEHUE TEUEHUs apTepUabHON
TUIIEPTEH3NUN
Ouens penko | ['unepemusi, «IpuIMBBI», BACKYIUT
Hapymenuss co croponsl | Penko Onprka
NBIXaTEIbHON cucreMsl, | O4eHb peaKo Bponxocnazm
OpraHoB TPYAHON KIIETKU H
CpeloCTeHUs
KenynouHo-KuieyHbie Yacro Jucnencus, 00db B JKHBOTE, TOIIHOTA,
HapyleHUs nuapest
Heuacro MereopusMm, racrpur, 3amnop, pBOTa,
SI3BEHHBIA CTOMATUT
Penxo Menena, oOpa3oBaHue S3B JKETyIKa W
KHUIIEYHUKA, TeMopparuyeckas auapes,

KCITYAOYHO-KUIICYHOC KPOBOTCUCHUC

OueHb penko

CroMaTuT, pBOTa KpPOBBIO, MPOOOJCHHE
KHUIIIeUHUKa, obocTpeHue 6osiesnu Kpona u

SA3BCHHOT'O KOJIMTA, TIAaHKPCATUT
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Hapymennss co  cropons! | Hacro HOBBII}_HI!II;IFI:IJQEJI‘?%T;MH;P” - T&BMQE*OB
MEYCHH M >KETUEBBIBOJISAIINX MeYeHU
nmyTei Ouens penko | 3aboneBaHue TMeYeHHU (BKJIIOYAsh TEMaTHUT),
yBEJIHUYEHUE AKTUBHOCTH IeJI0YHOI
docdarazs
Hapymenuss co  croponsl | Hewacto 3y, ChIlb, IEPMATUT, KPAITHBHUIIA
KOXKU Y MMOAKOKHBIX TKaHEH Penxo Otex KBunke

Ouens penko | [lypmypa, 3K3ema,  TsSKeNble  KOXKHO-
CIIM3UCTBIE peakiuu (BKIOYAas CHUHAPOM
CrueHnca-/I>xoHcoHa u TOKCHYECCKUI

AMUAEPMATBHBIA HEKPOJIH3)

Hapymennss co  cropons! | Hewacto IloBbIIIEHME  KOHLICHTPALlMM  MOYEBUHBI
IIOYEK U MOUYEBBIBOJALINX CBIBOPOTKH KpOBH, IOBBILICHHE
nyTei KOHILICHTPAallUH  KPEaTUHUHA  CHIBOPOTKH
KpOBH
Ouensb penko Hedporuueckuit CHHJPOM, IoYeyHas
HEJIOCTaTOYHOCTh
O6mme HapyUIEHUS u | OueHb peako Orek, c1aboCTh, MBIIICYHBIE CIIA3MBbI

pCaKknuu B MCCTC BBCICHUA

Jlaboparopubie u | OueHb peaxKo YBenuueHue Maccol Telia

HHCTPYMCHTAJIBHBIC TAHHBIC

COO6H.I€HI/IG 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno cooOmare 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX TIOCIEe PETUCTPAIUU
JICKapCTBEHHOTO Tperapara ¢ melibio 00ecredeHnsi HeMPephIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«I0Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM paOOTHUKAM PEKOMEHIYeTcCs
coo0IaTe O JIIOOBIX MOJ03PEBAEMbIX HEXeNaTelIbHBIX PEeaKIUAX JEKapCTBEHHOIO Ipernapara
4yepe3 HalMOHAIBHBIE CHCTEMbI COOOIICHHS O HEXENATEIbHBIX PEaKIUsIX roCydapCTB — YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOr0 COI03a.

Poccuiickas @enepanus

®depnepanbHas cinyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012 r. Mocksa, CnaBsiHcKas muomanib, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Cair B nH()OPMAITMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «HTEpHET:!

https://www.roszdravnadzor.gov.ru/
13



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
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(NMOCNEOOBATENEHOCTE 0006)

PecniyOiinka Apmenust

«Hay4HbBIll LEHTp SKCIEpPTU3bl JIEKAPCTB M MEIULMHCKUX TEXHOJIOTUH HM. akKajgeMHukKa O.
labpuensua» AO3T

Anpec: 0051 r. Epesan, nip. Komuraca 49/5

OTtnen MOHUTOpUHTA 0€30MaCHOCTH JIEKAPCTB

Tenedon: +374 10 20-05-05, +374 9622-05-05

OnexTpoHHas noyra: vigilance@pharm.am

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOM ceTu «MHTepHeT»: http://www.pharm.am/
Pecniy6iiuka benapych

PecnyOnukanckoe yHuTapHoe mpennpusitue «lleHTp JKcmepTH3 M UCHBITaHUH B
3/1paBOOXPaHEHUN»

Anpec: 220037 r. Munck, niep. ToBapunieckuit 2a

Otnen papmakoHaazopa

Tenedon: +375 17 242-00-29

DnekTpoHHas mouta: repl@rceth.by

Caiit B nH(pOpMaITMOHHO-TETIEKOMMYHUKAITMOHHOU ceTn « HTepHEeT»: https://www.rceth.by/
Pecnyommka Kazaxcran

PI'TI na [IXB «HaunoHanbHBIA LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULMHCKUAX
u3nenuity Komurera MeaMuMHCKOrO W (apMaleBTUYECKOro KOHTpoJis MuHHCTEpCTBa
3npaBooxpanenus Pecny6nuku Kazaxcran

Anpec: 010000 r. Acrana, yi. A. manoga, 13 (4 sTax)

JenaprameHT QapMakoHag30pa U MOHUTOPUHTA 0e30mMacHOCTH, d(PPEKTUBHOCTH U KadecTBa
MEJIULIUHCKUX U31EITUN

Tenedon: +7 7172 78-98-28

OnektponHas noura: pdlc@dari.kz

CaiiT B M"HQOpPMaLMOHHO-TEIEKOMMYHHUKAIIMOHHOHU cetn «MHTepHeT»: https://www.ndda.kz/

4.9. Ilepeno3npoBka

Het nanHbIx o nmepeno3upoBke anekyiopeHaka y 4yeloBeka.

Bo3MOXHBIE CHMIITOMBI: TOIIHOTA, PBOTA, 0OJIb B JKEIYAKE, TOJOBOKPYXEHHE, COHJIMBOCTD,

T'OJIOBHAaA 60)’[5, SABJICHUA TUTICPBCHTUIIALIUUA C MOBBIIIICHHOM CyI[OpO)KHOﬁ TOTOBHOCTEIO.
Jleuenue: MNPOMBIBAHUC IKCIYAKA, BBCICHHUC AKTHBUPOBAHHOI'O VYIJIsA, CHUMIITOMATHYCCKAaAd

Tepanus. DopcUPOBaHHBIN TUype3, TEMOANAIIN3 HEA0CTATOYHO () (DEKTUBHBIL.

5. PAPMAKOJIOTHYECKHAE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOHCTBA

14
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dapmakoTepaneBTHUECKass TPyNNa: IPOTUB )BOCH&HH&I%EI;LEE]Iz:ﬁi'i'%%gﬁégﬁd};lgééKHe

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Mpernaparsl; HECIPOTUBOBOCIIAJIUTEIBHBIE U MIPOTUBOPEBMATUUYECKUE TIPENAPATHL; TPOU3BOIHBIE
YKCYCHOM KHUCJIOTBI U POJICTBEHHBIE COEUHEHMUS.
Kox ATX: MO1ABI16

MexaHu3M IeHCTBUS

AneknopeHak TmpeacTaBisgeT CcOOOH HECTEPOUIHBI MPOTHBOBOCIAIUTENbHBIA Mpenapar,
o0namamuil  MPOTUBOBOCTIAIUTENIBHBIM U 00€300/IMBAIONINM JeicTBHEM. MeXaHu3M €ro
JIEHCTBHSI OCHOBAaH Ha MHTHOMPOBAHUH CHHTE3a MPOCTArIaH/IMHOB.

dapmakognaamMuyeckue dYPpPeKTel

[Ipu peBmaTHuUecknx 3a00JEBaHUSIX MPOTHBOBOCHAIMTEIHLHOEC M aHAIbIE3UPYIOIee IeHCTBUE
arnekiaoenaka CrnocoOCTBYET 3HAYUTEIHHOMY YMEHBIICHUIO BBIPAXEHHOCTH OO0JIM, YTpEeHHEH
CKOBAaHHOCTH, IIPUITYXJIOCTH CYCTAaBOB, UTO YiIydllaeT (yHKIIMOHATHLHOE COCTOSHUE MAllUEHTA.
5.2. ®DapmakoKHHeTHYECKHE CBOMCTBA

AOGcopbuus

[Tocne mpuema BHYTph amexiodeHak ObIcTpo abcopOupyeTcsi, OMOJOCTYIMHOCTh COCTaBIISET
noutn 100%. MakcumanpHass KOHUEHTpalMs B IUIa3M€ KPOBH JOCTHIaeTCs NMPUMEPHO 4epe3
1,25—3 gaca moce BBeaeHus npenapata. [Ipuem nuimum 3ameaisieT CKopocTh abCoOpOINK, OTHAKO
HE BJIMSIET HA CTETIEHb a0COPOIINH.

Pacrnpenenenue

Aueknodenak o01anaeT BBICOKUM CPOACTBOM K Oenkam (>99,7%). AuekiiodeHak MpoOHUKAET B
CUHOBHAJIbHYIO JKUJKOCTh, TIe €ro KOHIEeHTpauus gocturaet 60% OT KOHLIEHTpalUK B IJIa3Me
kpoBH. O0BEM pacpe e IeHUs COCTaBIsAeT MoYTH 30 TUTPOB.

Buorpancdopmarnus

Cuuraercsa, uto anekiopenak wmetabomusupyercss uzopepmentrom CYP2C9. OcHOBHBIM
meTtabonutom sBinsercs 4-OH-aneknodeHak, BKIal KOTOPOrO B KIMHHUYECKYIO aKTUBHOCTD,
BEPOATHO, He3HauuTeNeH. Cpeu O0MBIIOro Yncia MeTaboIMTOB OBUTH BBIICTIEHBI AUKIO(EHAK U
4-OH-guknodenak.

OJIMMUHALNA

Cpenuuii mepro/ moyBbIBeACHHS cocTaBiisieT 4—4,3 yaca. KimupeHc cocTaBisieT mpuMepHO 5 /4.
[IpumMepHo n1Be TpeTu BBEIECHHOW J03bI Mpenapara BBIBOJUTCS MOYKAMU, B OCHOBHOM B BUJIE
KOHBIOTUPOBAHHBIX T'HIPOKCHI-METa00IUTOB. Tonbko 1% OXHOKpAaTHOM MJ03bI, NPHHITOM
BHYTPb, BBIBOJUTCS] B HEU3MEHEHHOM BHUJIE.

q)aDMaKOKI/IHeTI/I‘IeCKaﬂ-d)aDMaKOHI/IHaMI/ILIeCKaH 3aBHUCUMOCTH

IloyeyHas HEAOCTATOUYHOCTD
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VY manyeHToB ¢ MOYEYHOH HENOCTATOUYHOCTRIO JIETKOU e %ﬁﬂl%%%‘éﬁ[g%@fﬂTﬁﬁﬂﬁqécxn

3HAYUMBIX OTIMYMN (HapMAaKOKMHETHUYECKUX MApaMETPOB IIOCIIE OJHOKPATHOTO MPUMEHEHHS
npernapara BBISIBICHO HE ObLIO.

IIeueHOYHAS HEAOCTATOYHOCTD

VY nanueHToB CO CHMUXEHHON (PyHKIMEH NEYeHH IOCiIe OJHOKPATHOrO MpHeMa arekaodeHaka
OBUIO BBISIBJICHO 3aMe/VIEHUE CKOPOCTH BhIBEICHUSI Ipernapara. B nccineoBaHuu MHOTOKPAaTHOTO
npuema anekiodenaka B 1o3e 100 mr npenapata 1 pa3 B CyTku He OBUIO BBISBICHO Pa3IU4UN
(apMaKOKMHETHUECKUX MTapaMETPOB y MAIIMEHTOB CO ¢1a00 U yMEPEHHO BBIPAXKEHHBIM IUPPO30M
MEYEHU U y NAI[MEHTOB, HE CTPAAAIOIINX 3TUM 3a00JIEBaHUEM.

JInna mosKujioro Bo3pacra

VY MOXUITBIX MAIMEeHTOB U3MEHEHUH (papMaKOKMHETHKH anekao(deHaKa BISBICHO HE ObLIO.

5.3. JlaHHbIe JOKJIUHNYECKOH 0€30MacHOCTH

Kaxk u apyrue HIIBII, anexnodenak mioxo mepeHoCUICs SKCIIePUMEHTATbHBIMHU )KHBOTHBIMH.
Kpome Toro, ¢gapMakOKMHETUYECKUE Pa3IUYHsl MEXAY >KMBOTHBIMH U JTIOABMH 3aTPyTHSIOT
OLIEHKY TIOTEHIIMAJIbHON TOKCUYHOCTH arekyiopenaka. OCHOBHBIM OpraHOM-MHILIEHBIO SBISETCS
KKT. OgHako, B UCCIIEI0BAHUSX TOKCUYHOCTH C HCIOJb30BAaHUEM MAKCUMAJIbHBIX IEPEHOCUMBIX
7103 Ha KpbICax — BHJIE KUBOTHBIX, Y KOTOPOTO IMPOUCXOIUT MeTaboiM3M auekioeHaka 1o
mukinodenaka, U o0e3bsHax (IKCIO3UIMS HEM3MEHHOTro arekiodeHaka), He ObLUIO BBISBICHO
JPYTrUX TOKCHYECKUX BO3ACUCTBUI, MOMUMO 00bIvHO HabmromaeMbix npu BeeaeHnu HITBIT.

B uccnenoBanusax Ha Kpblcax HE OBLIO MOJIYYEHO J10KA3aTeIbCTB TEPATOreHHOro 3 dexra, XoTs
CUCTEMHasl KCIIO3ULIMS ObUTa HU3KOMW, M B MCCIIEIOBAaHUIX HA KPOJIMKAaX BBEJECHHUE alleKkiiodeHaKa
(10 Mr/kr/cyTKM) BBI3BIBAIO PSIT MOP(HOIOTHUECKUX U3MEHEHUH Y HEKOTOPBIX 3apO/IBIIICH.

B uccnenoBanusx kaHueporeHHoro 3(¢dexra Ha MbIIax (CUCTEMHAs! HKCIO3ULIUS alleKIopeHaKa
HEW3BECTHA) W KpbIcax (MeTabonau3M 10 nukiodeHaka) He ObUIO BBISABICHO KaHIIEPOTEHHOTO
a¢dexra nmpenaparta. Takxke Moka3aH OTPULIATENbHBIN pe3ylbTaT B TECTaX Ha T€HOTOKCUYHOCTD

anexiodenaka.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
CopOuron

Harpus caxapunar

Acnaprtam

Kpemuust TMOKCH KOJIJTOUAHBII
I'mnpomennosa

Turana TMOKCHU]T
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ApoMaTH3aTop MOJIOYHBIH (NMOCNEOOBATENEHOCTE 0006)

Apomaruzarop KapaMenbHbII

ApomMaTtuzatop KpeMOBBII

6.2. HecoBmecTHMOCTDH

He npumenumo.

6.3. Cpok rogHocTu (CPOK XpaHeHHUs1)

4 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U

XpanuTth nipu Temnepatype He Baiie 30 °C.

6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH

ITo 3,0 r mpenapata B TpexcioitHbiii makeTuk (Oymara/An/I19). ITo 20 makeTHKOB B KApTOHHYIO
MavyKy BMECTE C JINCTKOM-BKJIQ/IbIIIEM.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH YHUYTOKEHHMHM HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WIH OTX0J0B, TMOJYYEHHBIX [M0OCJe MPUMeHEHUs
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MAaHUILYJISIIHHU ¢ PenapaToM

Het oco0bIx TpeOOBaHM K yTHIN3AIUH.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Benrpus

OAO «I'eneon Puxtep»

1103 bynanemr, yiu. JIémpén, 19-21

Tenedon: +36-1-431-4000

OnexTpoHHBIH agpec: drugsafety@richter.hu

7.1. IIpencraBuTeib AepKaTessi PErHCTPALMOHHOIO YA0CTOBEPEHUs

[IpereH3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccniickas @enepanys

[IpencraBurensctBo OAO «I'eneon Puxrtep» (Benrpus) r. Mocksa
Anpec: 119049 r. MockBsa, 4-i1 JIoOpbIHUHCKHIT TIEp., 10M 8
Tenedon: +7 495 987-15-55

OnekrponHas nmouta: drugsafety@g-richter.ru

Pecny6niuka ApmeHust

[IpencraButensctBO OAO «I'eneon Puxtep» B PecriyOnke ApmeHus
Anpec: 0010 r. Epesan, yi. 3aksna, 1. 2

Tenedon: +374 10 53-00-71

OnextponHas noyura: drugsafety@gedeonrichter.am

17


mailto:drugsafety@richter.hu

COOTBETCTBYET 3KCMEPTHOMY OTYETY
0.2023 N= 21655

- Y
m g A3 i
oT £ A s |

(NOCNEQCBATENEHOCTE 0006)

Pecniy6iuka benapych

[IpencraBurensctBo OAO «['eneon Puxtep» B Pecriybnmke benapych
Anpec: 220004 r. Munck, mip. [Tobenureneii, nom 5, opuc 505

Tenedon, daxc: +375 17 272-64-87

Tenedon, daxc: +375 17 215-25-21

OnektponHas nmouta: drugsafety.by@gedeonrichter.eu

Pecriybnuka Kazaxcran

[IpencraButensctBO OAO «I'eneon Puxtep» B PecnyOnuke Kazaxcran
Anpec: 050008 r. Anmatsl, yi. Tose bu 187

Tenedon: +7 7272 58-26-23 (mpeTeH3UU IO KAYECTRY),

+7 7272 58-26-22 (bapmaxonamnzop), +7 701 787-47-01 (papmakonaazop)

OnektponHas noyrta: info@richter.kz; pv@richtergedeon.kz

8. HOMEP PETMCTPAIIMOHHOT'O YIOCTOBEPEHHUS
JITT-Ne(001081)-(PT-RU)

9. TATA IEPBUYHOM PETUCTPAIIAU (IOATBEPXKIEHUA PETUCTPAIIUHN,
HEPEPETUCTPAIIUN)

Hara nepsoii peructpauuu: 02 aBrycra 2022
10. IATA IEPECMOTPA TEKCTA
OO0mas xapakTepuCTHKa JIEKAPCTBEHHOTO MpemapaTa A3pTal AOCTyIHA Ha WH(HOPMAIMOHHOM

noprasie EBpa3suiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHHKAIIMOHHON CETH

«uaTepuer» http://eec.eaeunion.org/
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