COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 10.09.2025 N= 2267

b

OBILASI XAPAKTEPUCTHKA JIEKAPCTBEIHOFO TIPENTAPATA= 002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Humecynua, 100 mr, rpaHysibl 171 IPUTOTOBJIECHUS CYCIIEH3UU ISl TPUEMA BHYTPb

2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBIA COCTAB

JelicTByrolee BENIECTBO: HUMECYIIU

Kaxnpiit naker cogepxxkut 100 Mr HuMecynua.

BcnomorarenbHble BellecTBa, HATMYUE KOTOPBIX HA/I0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO

npenapara: caxaposa (cm. pazaen 4.3, 4.4).

[TonHbI EepeveHb BCIIOMOTATENILHBIX BEIIECTB MPUBEEH B pasene 6.1.

3. JEKAPCTBEHHAS ®OPMA

['panysbl U1 IPUTOTOBIIEHUS CYCIIEH3UHU IS TPHEMa BHYTPb.

CMmech mopouika U rpaHyll OT MOYTH OENOro 10 CBETJIO-XKEJNTOIo LBETa C aneIbCMHOBBIM

3amaxoMm. JlomyckaeTrcs HEOTHOPOMHOCTH IBeTa. ['oToBast cycrmeH3us OT 0enoro J0 CBETJIO-

JKEJITOTO IBETA C alleIbCMHOBBIM 3aI1aXxoM.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHH IO

Humecynu moka3aH Kk MpUMEHEHUIO y B3POCIIBIX U JeTel B Bo3pacte crapiie 12 ner.

Tepanust octpoit 6ouu:

—  00iIb B HIJKHEN YaCTH CIIMHBI U/WIH 00JIaCTH MOSICHUIIEL,

— 00JeBOi CHHIPOM, CBSI3aHHBIA ¢ 3a00JI€BaHUSIMHM OIOPHO-IBUraTEILHOTO ammapara, B
TOM YHUCJI€ TEHAWHHUTHI, OyPCUTHL;

—  0onb mpu ymmbax, pacTsHKEHHUSIX CBS30K U BEIBUXAX CYCTaBOB;

—  3yOHas 00Jib;

—  CHMNTOMATHYECKOE JICYCHUE 0CTe0apTpo3a (0CTeoapTpuTa) ¢ 60JIEBHIM CHHIPOMOM;

—  TepBHUYHAs alblrOJAUCMEHOpPES.

[Ipenapatr mnpeaHasHaueH Uil CHUMIITOMAaTHMYECKOM Tepamuu, YMEHbIIEHUS Oolu U

BOCTIAJICHUSI HA MOMEHT HCIIOJb30BaHUS, HAa MPOrPECCUpOBaHUE 3a00JICBaHUS HE BIIHSCT.

Humecynun pekoMeHayeTCs AJisl Tepanuy B Ka4eCcTBe Mpernapata BTOPO TMHUH.

4.2. Pexxum 103UPOBAHUS M CTIOCO0 MPUMEHEHUs

PexxuM 103upoBaHus

Bspocnvie
ITo 100 mr 2 pa3a B neHb. MakcumainbHasi cyTouHas fo3a coctasisieT 200 mr.

Oco0rIe I'pYyHOIbl TaNMEHTOB

Hauuenmbl NnOJ2HCUTIOC0 803pacma
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1Y OTUETY

Iayuenmel ¢ napywienuem @yHKYUU noYex
Y mnanuMeHToB ¢ IOYEYHOM HEAOCTAaTOYHOCTBIO JIETKOM M YMEPEHHOW CTEIEHU TSKECTU
(xmupenc kpearnHuHa 30-60 MII/MHH) KOPPEKIIUS 10361 HE TpeOyeTCs, MalueHTaM C TSKEION
IIOYEYHOHW HEIO0CTaTOYHOCThIO (KIMpEHC KpeaTMHHMHa MeHblle 30 MI/MHH) HUMECYJIH]
IIPOTUBONOKA3aH.
Iayuenmel ¢ napywienuem @ynKyuu nevenu
[lpumeHenne  HuUMecyauaa y  MalMEHTOB C  IIEYEHOYHOM  HEJOCTaTOYHOCTBIO
IIPOTUBOIIOKA3aHO.

eTn
Hetu crapuie 12 ner (macca tena 6osee 40 Kr) peskuM JO3UPOBAHUS COOTBETCTBYET PEKUMY
JO3UPOBAHUS Y B3POCIIBIX.
Kypc nedenus: no Ha3HadeHuto Bpaya. [ yMEHbIICHHS] BEPOATHOCTH Pa3BUTHUS MOOOUYHBIX
3pPEKTOB pPEKOMEHAYEeTCS IMPHUHUMATh MHHUMAIbHYIO 3((eKTHBHYIO 103y B TE4YeHHE
MUHUMAJIBHO KOPOTKOIO BpEMEHHM. MakcuMallbHas MPOJOJKUTEIBHOCTh Kypca JIEUEHHS
HUMECYJIHUJIOM — 15 nHeil.

Croco0 IIpuMeHeHus

Buytps, mocne enpl. CopepKuMoOe IakeTHKa pacTBOpsitoT npumepHo B 100 Ma Boasl
KOMHATHOW Temreparypbl. ['oToBasi cycmneH3us oT OeJoro 0 CBETJIO-KENITOTrO0 ILBEeTa ¢
arneJbCUHOBBIM 3allaXOM.

4.3. IIpoTBONOKA3aAHUS

—  TUIEPYYBCTBUTEIBHOCTb K HUMECYJIHMY WM K JIIOOOMY M3 BCIIOMOIATENIbHBIX BEILECTB,
MEePEUYUCIICHHBIX B pazzaene 6.1;

— TIOJIHOE WM HEMOJHOE COYETaHHe OPOHXMAIbHOM acTMbI, PELIUIUBUPYIOLIETO MMOJINIO03a
HOCA, OKOJIOHOCOBBIX TNa3yX M HEMEPEeHOCHUMOCTh aleTHJICATUIIMIOBON KHUCIOTHI U
npyrux HIIBII (B T.4. B anHaMHe3e);

—  TrenaToTOKCHYECKHE PEaKLMU Ha HUMECYIIU B aHaMHE3E;

— OJHOBPEMEHHOE IpPHUMEHEHHEe C JApPYrMMH JIEKapCTBEHHBIMU IIpenapaTaMM C
NOTEHIMAJIBHON renaToTOKCUYHOCThIO (Hanpumep, npyrumu HIIBII);

—  XPOHHMYECKHE BOCTIAIMTENIbHBIC 3a00sieBaHUsl KuineuyHuka (OosiesHb KpoHa, sI3BEHHBIN
KOJIUT) B (haze 000CTpeHus;

—  NepHOoJ N0Cie A0PTOKOPOHAPHOTO LITYHTUPOBAHUS;

—  JIMXOPAJOYHbII CUHAPOM IIPU IPOCTYZE U OCTPBIX PECIIUPATOPHO-BUPYCHBIX HH(EKLUAX;

—  TOAO3pPEHHE Ha OCTPYIO XMPYPTUUECKYIO MATOJIOTHUIO;

—  sI3BeHHast 00JIe3Hb XKEJIy/IKa WK ABCHAIIATUTICPCTHON KUIIKU B (haze 000CTpeHus;
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—  3PO3HMBHO-SI3BEHHOE MOPAKECHUE JKEITYA0UH -Knmeqﬁ@‘%:&

—  3PO3HMBHO-SI3BEHHOE NMOPAXKECHUE JKEITYI0UHO-KUIIIEUHOTO TPAKTa B aHAMHE3E;

— mnepdopaluyd WIN SKETyJOYHO-KUIIEYHbIE KPOBOTEUEHHS B aHAMHE3€, B TOM YHCIE
CBs3aHHBIC C npeauecTsyronieit repanueii HIIBII,

— 1epeOpoBacKyJIsipHbIE KPOBOTEUEHHUS B aHaMHeE3€, JPYyrue aKTHBHBIC KPOBOTEUEHUS HITH
3a00JIeBaHus1, COMTPOBOXKIAIOIINECS TOBBIIIEHHON KPOBOTOUMBOCTbIO;

—  TsDKeJIble HapyILIEHUs CBEPTHIBAHHS KPOBH;

—  TsDKelas cepeyHast He0CTaTOUHOCTb;

—  TsDKeJas MoveyHas HeIOCTaTOYHOCTh (KIupeHC KpeaTnHuHA MeHee 30 MJI/MUH);

— mporpeccupylomiee 3ad001eBaHue MOYEK;

—  TOJATBEpXKJEHHAs TUIEPKATHEMUS;

— TIEYCHOYHas HeJIOCTaTOYHOCTh, AaKTUBHOE 3a00JIE€BaHUE TIEUCHH;

—  Jerckuit Bo3pact a0 12 ner;

—  0epeMeHHOCTh U NMEPUOJ TPYAHOT0 BCKapMIIMBaHuUs (cM. pazzen 4.6);

—  QJIKOT0JIU3M, HAPKOTUYECKasi 3aBUCUMOCTD;

—  nmedunuT caxapasbl/M30ManabTa3bl, HEIEPEHOCUMOCTh (PPYKTO3BI, TITFOKO30-TaJIAKTO3HAS
MaTbaOCOpOITHs, TaK KaK Mperapar COACPKUT caxapo3y (cM. paznen 4.4).

4.4. OcoOble yka3aHus 1 MepbI PeI0CTOPOKHOCTH NPH NPHUMEHEeHHH

C 0CTOPOKHOCTBIO

— aprepualbHas TMIEPTEH3US;

— umeMuyeckas 00Je3Hb Cepla;

—  1epeOpoBacKyIspHbIE 3a00ICBaHUS;

—  TsDKenasi cepJieuHas HeJJOCTaTOYHOCTb;

—  AUCIUMUAEMHUS/ TUTIEPIIUTUICMHUS;

—  caxapHblil 1uabeT;

— 3a0oneBaHus nepudepudecKux apTepuii;

— TI'eMOpparu4ecKui auares;

—  KYpEHHE;

—  TMOYeYHasl HeIOCTaTOYHOCTh (KiupeHc kpeatunuHa 30-60 Mi/MUH);

—  aHaAMHECTHYECKHE JaHHBIE O Pa3BUTHUH PO3UBHO-s3BeHHOTrO nopaxenus KKT, Hanuuue
undexiuu Helicobacter pylori;

—  TAaIMeHTHI MOXWIOTO BO3pPacTa,

—  JJIMTCIBbHOC MPUMCHCHHUEC HECTCPOUIHBIX IPOTHBOBOCIAIUTEIIBHBIX IIPEIIapaTOB,
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— yacTtoe YNoTpeOJeHHE aJKOTOJs, TSIKEIHIC COMdHf_llé:é‘Egélg
kpacHas Boimdanka (CKB) u qpyrue cuctemHubie 3a00JIeBaHMs COCTUHUTEILHON TKAaHH,

—  COINYTCTBYIOIAsl Tepamnus CIEeIyIOIIUMU IpernapaTaMHi: aHTUKOAryJIsSHTHI (Hampumep,
Bap(hapuH), aHTHArperaHThl (HApUMeEp, aleTUICATHIIMIOBAs KUCIOTa, KIOMHAOTPEN),
NepopaIbHbIE  TITIOKOKOPTHKOCTEPOUbl  (HAampuMep, MPEeIHU30JI0H), CEIeKTUBHBIC
UHTUOUTOpPHI OOpaTHOrO 3axBaTa CEPOTOHMHA (HAmpuMmep, LUTANONpaMm, (HIyOKCETHH,
MApOKCETUH, CEPTPAITHH).

HexenatenbHple mo0o4yHbIe 3((EKTHI MOXHO CBECTH K MHHMMYMY IpU HPUMEHEHUU

npenapata B MHHUMalIbHOH >(QeKTHBHON 03¢ NpU MHUHHMAJIBHON JIUTEIHHOCTH

IpUMEHEHHS, HEOOXOUMOH JIJIsl KyMUPOBaHUS 00JIEBOr0 CUHIAPOMA.

Hmerorcst naHHble 00 OYEHb PEKUX CIIydasX CEPbE3HBIX PEAKIIMI CO CTOPOHBI IEYEHU, B TOM

yHclie, CIy4asX JIETAIbHOTO MCXOJa, CBSI3aHHBIX C MPUMEHEHHEM HHUMECYIIHJCOAEPKAIINX

npernapaToB. [Ipyu TMOSBICHHH CHMITOMOB, CXOXHX C TMPU3HAKAMH TIOPAKCHUS TEUYEHU

(aHOpEeKCHsI, KOKHBIHN 3y/1, MOXKENTEHNEe KOKHBIX IOKPOBOB, TOIIHOTA, pPBOTa, O0JIM B )KUBOTE,

NOTEMHEHHWE MOYHM, I[OBBIIICHHNE AaKTUBHOCTH «IIE€YEHOYHBIX» TpaHCAaMHHA3) CJEeAyeT

HEMEIJIEHHO NpPEeKpaTUTh MpPUMEHEHHEe HUMeCyluaa U o0patuThcsi K Bpady. [loBropHOE

NPUMEHEHHE HUMECYNuJa y TaKhX IMalUeHTOB MpOTHBONOKa3aHo. Ilocne 2-x Henmenb

NPUMEHEHUS  Tpernapara HEoOXOAuM  KOHTPOJb  MOKaszarenedl  (QyHKIMHM  TedeHu

(«rpancamuHazbl»). CoOOIIACTCS O PEAKIHMAX CO CTOPOHBI TEUEHU, UMEIOINUX B OOJIBIIMHCTBE

ciiy4aeB oOpaTHMBIN XapakTep, MPU KpPaTKOBPEMEHHOM NpUMEHEHHH mpemnapata. Bo Bpems

NPUMEHEHUS HHUMECYNIHJa TMAlUeHT [OJDKEH BO3JEPKUBATHCA OT TMpUEMa JPYTUX

aHambretukoB, Bitouass HIIBIT (B T.4. cenextuBHbie uHruOUTOpHI L[OI'-2).

Humecynua cienyer NpUMEHSATb C OCTOPOXKHOCTHIO Y MAIMEHTOB C JKEITYA0YHO-KUILIEYHBIMU

3a00/IeBaHUSMH B aHaMHe3€ (SI3BEHHBIM KOJUT, Oone3Hb KpoHa), MOCKOJIBKY BO3MOXHO

obocTtpeHne 3TUX  3aboneBaHuil. PHCK  BO3HHMKHOBEHHS  JKEIYIOYHO-KHUIIEYHOTO

KPOBOTEUCHHSI, TIETITUIESCKON sI3BbI/TIepdopanuy KelyaKa WId JTBEHAANATUIIEPCTHON KUIITKU

MOBBIIIACTCS Y MAlMEHTOB C HanmuuueMm si3BeHHOro mnopaxeHus: JKKT (s3BeHHBIH KOJNHT,

6one3np Kpona) B aHaMmHe3e, a Takke y MallMEHTOB MOKUJIOTO BO3pacTa, C YBEIHMUYEHUEM

no3bl HIIBII, mosToMy JieueHue ciienyeT HaYMHaTh ¢ HAMMEHbBIIIEH BO3MOKHOU J03bl. TakuMm

NalyeHTam, a TakKe MalueHTaM, KOTOPBIM TpeOyeTcsi OJHOBPEMEHHOE IPUMEHEHNE HU3KUX

7103 alleTHIICATUIIUIOBON KUCTIOTHI HITH APYTUX CPEICTB, MOBBIMAIONIUX PUCK BOSHUKHOBEHHUS

OCJIO’)KHEHUH CO CTOPOHBI KEITYAOYHO-KUILIEYHOTO TPAKTa, PEKOMEHIYETCS JOMOJHUTEIBHO

Ha3HA4YaTh MPUEM TacTPOMPOTEKTOPOB (MHU3OIMPOCTON WM OJIOKATOPHI MPOTOHHOW ITOMIIBI).

[ManmenTter ¢ 3aboneBanusmu JKKT B aHamHe3e, B OCOOCHHOCTH NAIIMEHTHI TOXKHUIIOTO

BO3pPAcCTa, JOJDKHBI COOOINATh Bpadyy O BHOBb BO3HHUKIIMX cuUMNOTOMax co cTOpoHbl JKKT
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KHUILIEYHOM KpoBoTeueHuM). Humecynua cienyer Ha3HayaThb ¢ OCTOPOYKHOCTBIO NAI[UEHTAM,
IPUHUMAIOIIMM TpEnaparbl, yBEJIWYMBAIOUIME PUCK W3BSA3BICHUS WM KPOBOTEUEHUS
(mepopanbHble KOPTUKOCTEPOUIbl, AHTHUKOATYJSHTBHI, Hampumep BapdapuH, CeleKTUBHBIE
MHTHOUTOPHI OOPATHOTO 3aXBaTa CEPOTOHMHA MM aHTUTPOMOOIUTAPHBIE areHThl, HAIPUMED,
aneTWICAIMIMIOBas  KHUCI0Ta). B cilydyae BO3HUKHOBEHHUS  JKEJIYAOYHO-KHUIIEYHOTO
KpOBOTEUEHHS WM s3BeHHOro nopaxeHus: XKKT y nmanueHToB, NPUHUMAIOIINX HUMECYIU]I,
JiedyeHue IpenapaTroM Heo0X0JMMO HEMEAJIEHHO MTPEKPATUTb.

YuuThiBas COOOIICHHS O HAPYIICHUSAX 3PCHHS Y MaMeHToB, npuauMarommx apyrue HIIBII,
OpY TOSBJICHUU JIOOOTO HAapyIIECHHs] 3pEHHUS NPUMEHEHHE HUMECYNIUIa JOJDKHO OBbITh
HEMEJUIEHHO MPEKPAIIEHO U MPOBEIeHO 0(TaTbMOIIOTHYECKOEe 00CIIeI0BaHHE.

[IpemapaT MoXeT BbBI3BaTh 3aJEPKKY KUAKOCTU B TKaHAX, IOITOMY I[alMEHTaM C
apTepuaTbHONM TUIEPTEH3WEH, C TOYEYHOH W/WIIM CEepAEeYHOM HEAO0CTaTOYHOCTHIO,
UIIEMUYECKO OoNe3HbI0 cepama, 3a0oineBaHHEeM MepudepruecKux apTepuil  W/uim
11epeOpOBACKYIAPHBIMU 3a00JIEBAHUSAMH, C HATMYUEM (DAKTOPOB PUCKA Pa3BUTHS CEPACUHO-
COCYJIMCTBIX 3a00JIEBaHMK (HAMpUMEp: TUTICPIIMITHICMHEH, CaXapHbIM AHa0ETOM, y KYPSIINX )
HUMECYJIUJ CIIelyeT TPUMEHATh € 0co00il OCTOpOXKHOCThIO. B ciywae yxynmieHus
COCTOSIHUS, JICYEHUE HUMECYITHIOM HEOOXOAUMO MTPEKPATHUTb.

KinHngeckue uccinenoBanus U SIUAEMHOIOTMYECKUE JaHHBIE MO3BOJISIIOT ClIEaTh BBIBOJ O
toMm, yto HIIBII, ocobeHHO B BBICOKMX J03aX M NPH JJIATECILHOM NPUMEHEHWUU, MOTYT
MPUBOJIUTH K HE3HAUUTEIHLHOMY YBEJIMYEHUIO PUCKAa BO3HUKHOBEHHS MH(papKTa MHOKapia
WIK WHCYJbTa. JIJI1 UCKITIOYeHUS PUCKA BO3HUKHOBEHUS TaKWUX COOBITHIA MPU MPUMEHEHUU
HUMECYJIN/IA JaHHBIX HEJOCTATOYHO.

[Ipy BO3HMKHOBEHHWU MPHU3HAKOB <«IIPOCTYIb» WJIM OCTPOM PECNUPATOPHO-BUPYCHOMU
uHpeKIMu B Tpollecce NPUMEHEHUs HHUMECylua IMpHeM I[pernapaTa JIODKEH ObITh
IIPEKPALIEH.

Humecynun MoXeT M3MEHSATh CBOMCTBa TPOMOOLMTOB, MO3TOMY HEOOXOIMMO COOJIIOIATH
OCTOPOKHOCTh MPU MPUMEHEHUH Ipernapara y JHUIl C TeMOpPparuueckuM IUaTe30M, OJHAKO
mpenapar He 3aMeHsieT NPOo(UIAKTUYECKOro JAECWCTBUS alleTHICAIUIUIOBON KHUCIOTHI MpU
CepACYHO-COCYTUCTHIX 3a00JeBaHUsAX. IMEIOTCS TaHHBIE O BOSHUKHOBEHUH B PEIKHX CITydasix
KOXKHBIX peakiuii (Takux Kak SKC(OIUATUBHBIA aepMaTuT, cuHIpoM CrtuBeHca-/[)KOHCOHA,
TOKCHYECKHH 3MuaepMaibHbIil Hekposn3) npu npueme HIIBII, B Tom uncne u HuMecynuia.
[Tpu mepBbIX MPOSIBICHUAX KOXKHOW CHIMH, MOPAKEHUU CIU3UCTBHIX OO0OJIOUEK WU JPYTUX

IIPU3HAKAX AJUIEPTUYECKON PEAKLUU IIPUEM HUMECYIIUIA CIEAYET HEMEUICHHO IPEKPATUTb.
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PEKOMEHIYETCS KEHITMHAM, TIAHUPYIOIIUM OEpeMEHHOCTH (CM. pasnen 4.6).

Ilayuenmul nodtcunozo 6ospacma

[TarueHTHl MOKUIIOTO BO3pacTa OCOOEHHO TMOABEP)KEHBI HEOJIArONpHUSATHBIM peakiusM Ha
HIIBII, B ToM uucie, pUCKYy BO3HMKHOBEHUS KEIYIOYHO-KUIICUHBIX KPOBOTECUEHUUN U
nepdoparuii, yrpoxkaronmx KU3H1 NaUeHTa, CHUKCHUIO (YHKIIMA IMOYeK, TEYSHU U Cep/lLia.
[Ipn mpueme HUMecynmua ISl JAaHHOW KaTETOPUU MMAlMEHTOB HEOOXOIUM HaIJIeXkKaIlui
KJINHAYECKUI KOHTPOJIb.

Cneyuanvnas ungopmayus no 6CnoMo2amenbHbIM 8euecmeam

[TanieHTaM € peaKoO BCTPEYArOIIEHCs HACIEICTBEHHOM HENepeHOCUMOCThIO (PYKTO3HI,
JII0K030-TAJIAKTO3HON ManibabcopOumen mim aeuuuToM caxapasbl-H30MalIbTa3bl HE CIIEAYET
IIPUHUMATh 3TOT MpEenapaT B CBSA3U C HAINYUEM B COCTABE Caxapo3bl.

4.5. B3aumojaeiicTBUsI ¢ JPYrHMHU JIeKAPCTBEHHBIMHU IMpenaparamMu W Jpyrue BHIbI
B3aMMO/EHCTBHUSA

I'niokokopmukocmepouosl  TOBBIIIAIOT ~ PUCK ~ BO3HUKHOBEHHUS  3PO3MBHO-SI3BEHHOTO
MOPAKEHHUS JKETYTOYHO-KUIIIEYHOI'O TPAKTA UM KPOBOTECUEHHS.

Aumumpomoboyumaphnvie cpedcmea u celeKmusHvle UHSUOUMOPbI NOBMOPHO20 NO2TIOULEHUS]
cepomonuna (SSRIs), wHampumep, ¢ayoxcemuH, YBEITUYUBAIOT PUCK BO3HUKHOBEHUS
KEITYJ0YHO-KUILIEYHOTO KPOBOTEUEHHS.

Anmuroacynaumei. HIIBII moryr ycunuBaTh J€WCTBHME AHTHKOAryJIsIHTOB, TaKUX Kak
eapgapun, WIU TpenapaToB, 00JaNAIOIIMX AHTUTPOMOOLUTAPHBIM JEHCTBHEM, TaKHUX Kak
ayemuncanuyunoeas xucioma. VI3-3a  TOBBIIIEHHOTO pHCKAa KpOBOTEUEHHH, Takas
KOMOHMHAIHS HE PEeKOMEHAYETCS U MPOTUBOINOKAa3aHa MAIUEHTaM C TsDKETIBIMUA HapyIICHUSIMU
Koaryisuuu. Eci KOMOWMHMpPOBAHHOW TEpamuu BCE JK€ HEIb3sl H30ekaTh, HEOOXOIUMO
IIPOBOJIUTH THIATENbHBIA KOHTPOJIb ITIOKA3aTENEN CBEPTHIBAEMOCTH KPOBH.

Hpyaue necmepouousvie npomugogocnanumenvhsvie npenapamol (HIIBII): OnHOBpEMEHHOE
IIPUMEHEHUE HUMECYNHUA-coAcpKamux npenapatoB ¢ gpyrumu  HIIBII, Brirogas
AIeTUJICATHIIMIIOBYIO KUCTIOTY B Pa30BOM J103¢ Oojiee | T uim B cyTouHO# 103¢e Oonee 3 T, HE
PEKOMEHTyEeTCHl.

Huypemuxu. HIIBII Moryt cHmxaTh HEHCTBHE IUYPETUKOB. Y 3JI0POBBIX JOOPOBOJIBIICB
HUMECYJIU BPEMEHHO CHMYKAET BbIBEJICHHE HATPUs O] ACHCTBUEM @hypocemudd, B MEHbIICH
CTCTICHH— BBIBEICHWE KAl W CHIKACT COOCTBEHHO JUYpPETUYECKHH  d(PQeKT.
OnHOBpeMEHHOE TNPUMEHEHHWE HHUMeCylIuaa Hu (ypoceMuaa MNPUBOAUT K YMEHBIICHUIO
(mpubnusurensHo Ha 20 %) miomanu moj KpuBod — «koHueHTpanus — Bpems» (AUC) u

CHIDKEHHMIO KYMYIJIATHBHOM 3KCKpenuu (ypocemuaa 6e3 M3MEHEHHs MOYEYHOIO KIUpEHca

6



el

L

dbypocemuyia. OJHOBPEMEHHOE IPHUMEHEHHG (bypo'égl\;n:agEq/I:'E'ﬁlIh%gbﬂmét

OMY OTYETY

OCTOPOKHOCTH Y MALIMEHTOB C MOYEYHOU UITU CEPIC€UYHON HEAOCTaTOYHOCTHIO.

Uneuoumopwvr AIID u anmazonucmol peyenmopos aneuomensuna-11. HIIBIT moryT cHuxarth
JICCTBYE TMIIOTEH3MBHBIX MPENapaToB. Y MAlMEHTOB C MOYEUYHOW HEAOCTATOYHOCTHIO JIETKOU
U yMepeHHOW cteneHn (kiaupeHc KpearnHwHa 30-60 MI/MHH) TpHU  OJHOBPEMEHHOM
npuMeHeHun MHruoutopoB AII®D, aHTaroHHCTOB perentopoB aHruoteHsuHa Il m cpencrs,
nojaBisitomux — cucremy  1ukiookcureHassl  (HIIBII, anTmarperantbl), BO3MOXKHO
nanpHenIee yxyameHue GYHKIMM TOYeK W BO3HMKHOBEHHE OCTPOM  MOYEYHOU
HEJ0CTAaTOYHOCTH, KOTOpasi, KaKk MpaBHJIO, ObIBAa€T 0OpaTUMON. DTH B3aUMOACHCTBUS ClIEAyeT
YUUTHIBATh y MAIMEHTOB, MPUHUMAIOIIUX HUMECYIH] B cOYeTaHWU ¢ mHTHOUTOpamu AIID
WM aHTaroHWcTamu peuentopoB aHruoreHsuHa II. Iloatomy ogHOBpeMEHHOE NPUMEHEHUE
9TUX [MpenapaToB CIEAYeT OCYILECTBISATh C OCTOPOKHOCTHbIO, OCOOEHHO Yy NAaIlMeHTOB
MOXKWIOro Bo3pacTa. [lanueHTsl JOKHBI MOTy4YaTh JOCTATOYHOE KOJIMYECTBO JKUJKOCTH, a
MOYCYHYIO (PYHKIIMIO CIEIyeT TIIATeNIbHO KOHTPOJIMPOBATH MOCIE Havajaa OJHOBPEMEHHOTO
MPUMEHEHUS.

Mugenpucmon. B CBI3M ¢ TEOPETHUYECKUM PHUCKOM H3MEHEHUA 3(PPEeKTHBHOCTH
MUpenprucToHa o1 BIUSHUEM UHTHOMTOPOB cuHTe3a npoctardanauHoB, HIIBII ve ciemyer
NPUMEHSATH paHee, yeM uepes §-12 cyT mociie oTMeHbl MH(ETPUCTOHA.

Nmerorcss panHble 0 ToM, uro HIIBII ymMeHbIIAIOT KIUPEHC Jumus, 4YTO IPUBOAUT K
MOBBIIICHUIO KOHLIEHTPALUK JINTHS B IJIa3ME€ KPOBU U €r0 TOKCHYHOCTH. lIpn mpumeHneHun
HUMECYIHMJA y IAlHMEHTOB, HAaXOJAIIMXCS HAa TEpanuu IpernapaTamu JIMTUSA, CIEIYET
OCYILIECTBIISATh PETYJISPHBIA KOHTPOJIb KOHIIEHTPALIMH JIUTUS B IJIa3ME KPOBH.

KnuHnuecku 3HAYUMBIX B3aUMOJICHCTBUN C 2nUOEHKIAMUOOM, MeOPUITUHOM, OULOKCUHOM,
YUMEmMUOUHOM W aHMAYUOHbIMU npenapamamu (HapUMep, KOMOWHAIUS QITIOMUHUS U
MarHus THAPOKCH]IOB) HE HAOJI01aI0Ch.

Humecynun mnopasnser axtuBHOCTH u3odepmenta CYP2C9. Ilpu onHOBpeMEeHHOM
NPUMEHEHUH C HUMECYJIHIOM IMPEenapaToB, SBISIONMXCS CyOcTpaTaMu 3TOro (hepMeHTa,
KOHIIEHTpaLUs [TOCIEIHNUX B IJIA3ME MOKET MOBBIIIATHCS.

[Ipn Ha3HaYeHUM HUMECYIHAA MEHee YeM 3a 24 Jaca A0 WIH IOCIIe IpUeMa Memompekcama
TpeOyeTcss coOM0aTh OCTOPOKHOCTh, TaK KaK B TaKWUX CIydasX YpPOBEHb METOTpEKcara B
T1a3Me KPOBU U, COOTBETCTBEHHO, TOKCHYECKHE YPPEKTHI MOTYT IMOBBIIIATHCA.

B cBs3u ¢ geiictBMeM Ha TOYEYHblE MPOCTAarjaHAWHbBI, HMHTUOUTOPHI CHUHTETa3
MPOCTArjJaHAMHOB, K KaKUM OTHOCHUTCSI HUMECYJHJ, MOTYT MOBBIIATh HEHPOTOKCUYHOCTH
yuxnocnopunog. ViccnenoBanusi in VItro mokasanu, 4TO HUMECYJIHJ BBITECHSETCS M3 MECT
CBSI3BIBAHUS MONOYMAMUOOM, CATUYUTLIOB0U KUCIOMOU U 8albnpoesoll Kuciomou. Hecmorps
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3¢ eKTh He HAOII0JATUCh B IIPOIlecce KIMHUYECKOTO PUMEHEHUS Ipenapara.

4.6. ®epTWIBLHOCTD, 0EPEMEHHOCTDb U JAKTALUA

bepeMeHHOCTh

Kak w gpyrme mnpemapatet u3 kiacca HIIBII, koropble MHrHOUMpYIOT CHHTE3
IPOCTarJiaHAXHOB, HUMECYJIHMJ MOXKET OTPULATENIFHO BIUATH Ha TEYCHHE OCpEeMEHHOCTHU
W/WIM Ha pa3BUTHE AMOpPHOHA M MOXET MPHUBOAUTH K MPEKICBPEMEHHOMY 3aKpPBITHIO
apTepHalIbHOTO MPOTOKA, TUIEPTEH3UU B CHUCTEME JIETOYHOM apTepuH IUIOAA, HapyUICHHUIO
(GYHKIIMH [TOYEK, KOTOPOE MOXKET MEPEXOAUTh B MOYEYHYIO HEJOCTAaTOYHOCTh C OJIUTYpHUEH y
IJI0Ja, K IIOBBIIIEHUIO pHUCKA KPOBOTEUEHUM, CHI)KEHHIO KOHTPAKTUIBHOCTU MAaTKH,
BO3HUKHOBEHUIO NEepupEepuIecKux OTEKOB Yy marepH. [IpuMeHeHHe HuUMecyluaa B MEpPHOA
OepeMeHHOCTH TPOTUBOMOKA3aHO.

Jlakranus

[Ipumenenne HUMecyauaa B IEPUOJ TPYIHOTO BCKaPMIIMBAHUS TPOTUBOIIOKA3aHO.

4.7. Biusinue Ha CIIOCOOHOCTDH YNPABJATH TPAHCHOPTHBIMHU CPeICTBAaMH M PadoTaTh C
MeXaHHu3MaMH

Bnusinue HuMecynHuna Ha CHOCOOHOCTh K YIPAaBJICHUIO TPAHCHOPTHBIMU CPEICTBAMHU U
MEXaHU3MaMH HE HU3y4dajoch, OJHAKO, YUUTBIBAas HEXKEJATElIbHBIE PEAKIMH CO CTOPOHBI
HEPBHON CHCTEMBI (TOJIOBOKPYKEHHME, COHIMBOCTD), CIEAYET BO3IAEPKATHCS OT YINPABICHUS
ABTOTPAHCIOPTHBIMU CPEJCTBAMU U IPYTUMH MEXaHU3MAMHU.

4.8. HexenaTeabHbIE peaKkUuu

PesroMe HexxenaTeabHbIX peaKIIui

Yacrora mnobounbix d¢pdekroB kmaccupuuupyercs B 3aBHCHUMOCTH OT  YacTOTHI
BCTpeYaeMoCTH ciydasi: ouens yacmo (>1/10), uacmo (ot > 1/100 go < 1/10), neuacmo (ot
>1/1000 mo < 1/100), peoxo (ot > 1/10000 mo < 1/1000), ouens peoxo (ot > 1/10000),
yacmoma Heuzgecmua (4aCTOTa HE MOXKET OBITH TOJICUUTAHA TIO JOCTYITHBIM JIaHHBIM).
Hapywenuss co cmoponvl Kpoeu u Jaumgpamuueckon cucmemvl: pedko — aHEMUS,
D03MHODWINS, TEMOPPArHH; OYeHb pedKo — TPOMOOIMTONCHHS, MAHIUTOIICHUS, IypIypa
TPOMOOIIMTONIEHNYECKasA, YUIMHEHHE BPEMEHU KPOBOTECUCHUSI.

Hapywenus co cmoponbl UMMYHHOU CUCHEMbl: PeOKO — PEAKIUU THIIEPYyBCTBUTEILHOCTH;
OueHb peoKo — aHa(PUIIaKTOUTHBIE PEAKITUH.

Icuxuueckue Hapyuienus: peoko — 4yBCTBO CTpaxa, HEPBO3HOCTh, HOYHBIC «KOIIMApPHBIC)»
CHOBHU/ICHHSI.

Hapywenus co cmopoHnbl HepHoll cucmembl. He4acmo — TOJOBOKPYKECHHUE; OYeHb PeOKO —

roJoBHast 00JIb, COHITUBOCTD, dHIIedaonaTus (CHHAPOM Peiie).
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Hapywenus co cmoponvl opeana 3penusi: peoKo _— Hgtie -(Ué’&";beggﬁtﬁzé% DeF ;cér:—

HapyIIeHUEe 3pEHUSI.

Hapywenus co cmoponvl opeana ciyxa u 1adupunmHvle HapyueHus: 04eHb peoko —BEPTUTO.
Hapywenus co cmoponvl cepoya: peoko — Taxukapausl, OIlyIIeHUEe CepaIeOeHHUS.
Hapywenus co cmoponwvl cocy0os: Hewacmo — TOBBIILICHUE apTePUAILHOTO JIABJICHUS; peOKO
— TaOUIBHOCTh APTEPHATILHOTO TAaBIICHUS, «IIPUIUBBI» KPOBH K KOXKE JIHIIA.

Hapywenus co cmopoHwvl OvixamenvHou cucmemvl, 0Op2aHos epyOHOl KIemKU U CpeooCmeHUsL:
Heuacmo — OABIIIKA; 0YeHb pedko — 000CTpeHrne OPOHXHMATIBHON acTMBI, OPOHXOCHA3M.
Kenyoouno-kuuieunvie napyuwienusa: dyacmo — AUApesi, TOUIHOTA, PBOTA; Heuacmo — 3amop,
METEOpPU3M, TacTpUT, KEIyJAOYHO-KUIIEYHOE KpPOBOTEUEHHE, s3Ba W/Wiu mnepdopanus
JKENyKa WU JBEHAALATUIIEPCTHON KUIIKH; OYeHb peoko — OO0l B KUBOTE, AMCIIEIICHUS,
CTOMATHT, 1erTe00pa3HbIi CTYII.

Hapywenus co cmoponvl neueHu u Hcenueguleo0sujux nymei. 4acmo — TOBBILICHUE
AKTUBHOCTH «II€YEHOYHBIX» (EPMEHTOB; OueHb pedKO — TEeNaTuT, MOJIHUEHOCHBIN
(bynbMUHAHTHBIN) TenaTUT (BKITIOYAs JETATBHBIC UCXO/IbI), )KEITyXa, X0JIECTa3.

Hapywenus co cmopomnsi Kodcu 1 noOKOJNCHbIX mMKaHell: Hedacmo — 3yJA, KOXKHas ChIlb,
NOBBIIIEHHAs] TOTJIMBOCTh;, pPeOKO — JHPUTEMa, IEPMATUT; OYeHb peoKo — KpaluBHUIIA,
AQHTMOHEBPOTUYECKUN OTEeK, OTeK JHla, MHorodopmHas sputema, cuHapoMm CruBeHca-
JI>KOHCOHA, TOKCHYECKHI dITUACpMATbHBIN HEKpoau3 (cuHapoM Jlaiiemna).

Hapywenus co cmoponvl nouex u mMouesvlgooAuwux nymeu: pedko — IU3YpUsl, TeMaTypus,
3aJiep>)KKa MOYEHCITYCKAHMS; OUYeHb peoko — TIOYeUHas HEIO0CTaTOYHOCTh, OJUTYpPHUS,
WHTEPCTUIIUAIBHBIN HEPPUT, TUTIEPKATHEMUSL.

Obwue Hapywenus u peakyuu 8 mecme 88edenusl. Heuacmo — nepudepuueckKue 0TeKu; peoko
— HEIOMOTaHUE, aCTEHUS; OUeHb PeOKO — TUIIOTEPMUSL.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHbBIX PCAKIINAX

BaxHo coo0marh 0 mOI03pEBaeMbIX HEXKENATEIbHBIX PEAKIMSIX IMOCIe PEerucTpanuu
mpenapaTta ¢ LEeJIbl0 OOecreueHus: HENPEPHIBHOIO MOHUTOPUHIA COOTHOIICHMS «I10JIb3a —
PHUCK» JIEKapCTBEHHOTO mpenapara. MeIuIMHCKUM paboTHUKAaM pEeKOMEHIYETCs COO0IIaTh O
TIOOBIX TOA03PEBAEMBIX HEXKENATEIbHBIX PEAKIUAX JIEKapCTBEHHOIO TMpernapara uepe3
HAI[MOHAJIbHBIE CHUCTEMBI COOOUICHHS O HEXEJaTeNbHBIX PEaKIUsiX TOCYJapCTB-YIEHOB
EBpa3zuiickoro 5KOHOMHUYECKOTO COK03a.

Poccniickas @enepanvs

109012, r. Mocksa, CraBsiHCKasl miiomiaib, 1. 4, ctp. 1

®denepanpHas ciayx0a mo Haa3opy B chepe 3apaBooxpanenus (PocznpaBaanzop)
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Tenegon: +7 800 550 99 03 (NOCNERQBATEMEHOCTE 0005)

COOTBETCTBYET ZKCTNEPTHOMY OTHETY

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Anpec B unTepHere: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBKa

CuMIOTOMBI

AmnaTusi, COHIUBOCTh, TOIIHOTA, PBOTA, 0OJb B SMUTACTPATHHONW OONACTH. DTH CHMIITOMBI
00BIYHO OOpaTHMBI TPH TPOBEACHUHM CHUMIITOMATHYECKONH W TMOAJEPKUBAIOIICH Teparuu.
B03MO0XHO TOBBIIICHHE apTEPHATLHOTO JTABJICHUS, BO3SHUKHOBEHHUE KEITYA0YHO-KHIICYHOTO
KPOBOTCUYCHHS, OCTPOM TIIOYCYHOW HEIOCTATOYHOCTH, YTHETECHUE JbIXaHUSA, KOMa,
aHa(UITAKTOUTHBIC PEAKIUH.

Jleduenue

CumnTomaTudeckass W TojaaepxkuBaromias Ttepanus. Crnenuduueckoro aHTuaoTa HET. B
clIy4ae, €CJId CUMITOMBI IMEePEJIO3UPOBKH BO3HHKIM B TEYCHHE 4-X YacOB IOCIIC TpHeMa
npemnapara, He0OXOIUMO BbI3BaTh PBOTY, W/WIM 00ECHEUUTHh NPUEM aKTUBHUPOBAHHOTO YIJIS
(ot 60 go 100 T myIst B3pOCIOro YeNOBEKa) M/WUIM OCMOTHYECKOTO CIa0UTEIIBEHOTO CPEICTBA.
®dopcupoBaHHBI  JIUype3, TeMoauaim3, remorepdys3us,  3amiellayuBaHUE  MOYH
Hed((EKTUBHBI M3-3a BHICOKOW CTEIICHU CBS3BIBAHUS HUMECYJHa ¢ OelIKaMu IJIa3Mbl KPOBU
(mo 97,5 %). Heo6x0ouM KOHTPOJIb 32 COCTOSIHUEM (PYHKILIMU MOYEK U TICYCHH.

5. PAPMAKOJIOTTYECKUE CBOMCTBA

5.1. dapmakoauHaMHuYecKHe CBOCTBA

dapMakoTepareBTHYECKas TPYIa: MPOTHBOBOCHAIMTEIBHBIE M IPOTHBOPEBMATHYCCKUE
npernapaTsl; HeCTePOUHbIC MPOTHBOBOCTIAIUTEIBHBIC U TIPOTHBOPEBMATHYECKHE TIPETapaThl;
JIpYTHe HECTEPOUIHBIE MPOTHBOBOCHIAIUTEIbHBIC U MPOTHBOPEBMATHYECKHE MTPETIAPaTHI.

Kox ATX: MO1AX17

MexaHu3M IeHCTBUS

HI/IMechII/I,Z[ ABJIICTCA HCECTCPOUAHBIM, MPOTUBOBOCIAIMTCIBHBIM CPECACTBOM M3 KJacca
Cyb(OHAMHJIOB. Oxa3sbiBaer IPOTHBOBOCTIAJIUTEIBHOE, o0e300nMBaroIIee u
JKapOMOHMKAIOIIEe JEHCTBUE

dapmakognaamMuyeckue P PeKTnl

B ommmune ot HecenektuBHbIX HIIBII, Humecynupa, rinaBHbIM 00pa3oMm, HHTHOUpYyeT
nukiookcurenasy-2 (LIOI'-2), TOpMO3UT CHHTE3 NpPOCTAarjaHAMHOB B Oyare BOCHAJICHUS;
OKa3bIBaCT MEHEE BHIPAXKCHHOE YTHETAOIIEE BO3ICHCTBHE Ha UKI0OKcureHasy-1 (IIOT-1).
5.2. dapMakoOKNHeTHYeCKHE CBOiicTBA

AOGcopbuus

Humecynup xopoiio BcacslBaeTcs U3 xKelyno4Ho-KuneuHoro tpakra (ZKKT).

10


tel:+78005509903

ot 10 '_I:.;'_I._E Mz 22676
MakcumanbHasi KOHIIGHTpallds B IUIa3M€ KPOBH (C'n'*) ﬁlgd;le' \T B%E‘mrﬂ_ 'rrpI/I'e'fwa

COOTBETCTBYET : -'I'I'_EF'TH JMY OTUETY

OJHOKpaTHOM 1036l HUMecynuaa (100 mr) mocturaercs B cpeHeM uepe3 2-3 4 U COCTaBIsET
3-4 mr/m.

Pacnopenenenue

CBs13b ¢ Oenkamu 1m1a3mMbl KpoBu 110 97,5 %.

[IpoHuKaeT B TKaHU >KEHCKHX IIOJOBBIX OPraHOB, TJ€ IOCIE OAHOKPATHOTO IMpHEMa €ro
KOHIEHTpauus cocTtabiisieT 0kosio 40 % OT KOHLEHTpaluK B Iu1azMe. XOpOILIO MPOHUKAET B
KUCTyl0 cpeny odara BocmaneHus (40 %), cuHoBuanbHyl0 XKuAKocTb (43 %). Jlerko
IIPOHUKAET Yepe3 rucToreMaTuyeckue 0apbepsl.

Buorpancdopmarnus

Humecynun akTUBHO MeTa0OJIM3UPYETCS B MEUEHHU MPU MOMOIIM U30(epMeHTa LUTOXpoMa
P450 (CYP)2C9. CymiecTByeT BO3MOKHOCTh JIEKAPCTBEHHOTO B3aUMOJICHCTBHSI HUMECYIIHIA
IIpU OJTHOBPEMEHHOM MPUMEHEHHUHU C MpernapaTamMu, MeTaboIU3UPYIOIIUMHUCS N30(HEPMEHTOM
CYP2C9. OcHOBHBIM MeTa0OIUTOM SBJIsIETCS (PapMaKOJIOTHYECKH aKTUBHOE MaparuapoKCcH-
NPOM3BOIHOE HHUMECYJIHAA - THIPOKCHHUMECYIUA, OOHApYKUBAIOIIMICSA B IJIa3Me KpPOBH
MPEUMYIIECTBEHHO B KOHbIOTHPOBAHHOM BUJIE, B BUJIE TIIIOKYpOHAaTa.

OJIMMUHALNL

[Tepuoxa nonyseiBenenus (T12) HUMecynuaa okono 1,56-4,95 yvaca, ruApOKCUHUMECYIINU]IA -
2,89-4,78 vaca. Humecynu BBIBOAUTCS M3 OpraHM3Ma IJIaBHBIM 00pa3oM MOYKaMHU (OKOJIO
50 % ot npuHATO# M03b1). ['MAPOKCHHUMECYIHT BBIBOAUTCS MoYKaMu (65 %) U ¢ Kemdbio
(35 %), moaBepraeTcs YIHTEPOrenaTHUSCKON PEIUPKYIISAIHH.

IlanueuTsl ITOXKWJIOT0 BO3pacTa

dapMakOKHMHETHYECKUH TPOQHUIb HHUMECYIHJIA Y TMalWeHTOB MOXHIOTO0 BO3pacTa He
U3MEHSETCs IPU IPUMEHEHNN OJJHOKPATHBIX M MHOTOKPATHBIX/TIOBTOPHBIX 103.

IToueunast He1OCTATOYHOCTD

B  kparkocpoyHOM  WCCIEIOBaHWH, TPOBEJACHHOM Y  TAIMEHTOB C  MOYEYHOU
HEIOCTaTOYHOCTBIO JIETKOH M yMEpEeHHOW CTeneHH TshKecTH (KiupeHc kpeatuHuHa 30-60
MJI/MUH), Cmax HIMECYIHAA U €r0 OCHOBHOTO METa00JMTa OB HE BBINIC, YEM Y 3I0POBBIX
JI0OPOBOJIBIICB.

AUC u Ty, 6bumn Ha 50 % BbImIe, HO Haxomuwiuch B mpenenax 3HaueHuid AUC u Typ,
HAOI0TaEMBIX Y 3I0POBBIX JOOPOBOJIBIIEB Ha (hOHE MpUMEHEeHHs] HuMecynuaa. [loBropHoe
MIPUMEHEHNE HE TPUBOAMIO K KyMYJISIITUH HUMECYIHIA.

6. PAPMALIEBTUUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOTraTeJIbLHBIX BElIECTB

Apomaruzarop arneiabCUHOBBII
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JInMOHHas KuCcI0Ta

MasnbToIeKCTPUH

Makporoua nerocreapar

Caxapo3za

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

2 roja.

6.4. OcoObie Mepbl MPEI0CTOPOKHOCTH MPU XPAHEHUH

XpaHuTh pH TeMmeparype He Bbime 25 C.

6.5. XapakTep u coaep:kaHHe NEPBUYHOI YIAKOBKH

I[lo 2,0 r B makeTbl OJHOPA3OBbIE W3 MaTepuajga YMAKOBOYHOIO MHOTOCIOWHOTO
(monmuaTHICHTEpe P TAIAT-TIOTUITPONTUIICH-ATFOMUHU N -TIOJIUATUIICH ).

ITo 4,5, 6, 7,8, 10, 20 unu 30 nakeToB BMECTE C MHCTPYKIMEH MO MPUMEHEHHIO TOMEIIAIOT B
NayvKy U3 KapTOHA JJIs TOTPEOUTENbCKOM Taphl

6.6. OcoOble Mepbl TMPeIOCTOPOKHOCTH TPH YHHYTOKEHUHM HCIOJIH30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara MJIM OTXO/A0B, TMOJY4YEHHbIX TOcJde NPHMEHEeHUs:
JIEKAPCTBEHHOI0 NMpenapara u Apyrue MaHUMYJISINMH ¢ MIPenapaTom

Het oco06bix TpeGOBaHUH K YTHIU3AIUH.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

00O «APTEJIAP»

614007, Ilepmckuii kpaii, r. Ilepms, yn. 1-as Kpacnoapmeiickas, nom 31, k8. 80

Ten.: +7 (922) 362-81-85

7.1. IlpencraBuTeb AepAKaTessi peTHCTPALMOHHOIO YA10CTOBEPEHUs!

IIperen3uun norpedbuTeiell HANPABIATS 10 AJIPECY:

Poccniickas @enepanvs

00O «APTEJIAP»

614007, ITepmckuii kpaid, r. [lepms, yi. 1-as Kpacnoapmeiickast, nom 31, kB. 80
Temn.: +7 (922) 362-81-85

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. IATA IEPBUYHOM PETUCTPAIIMA (IIOATBEPXKJIEHUA PETUCTPALIUU,
INEPEPETUCTPALINN)
12



COOTBETCTBYET ZKCNEPTHOMY OTUETY
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(NMOCNEOOBATENEHOCTE 000%)

JlaTa nmepBoii perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OOmast  xapakTepuCTHKa JIGKApCTBEHHOro mpemapara Hwumecynua  JgocTynmHa  Ha
UHPOPMALIMOHHOM TmopTasie EBpa3uiickoro 3KOHOMHYECKOTO COI03a B HH(OPMALMOHHO-

KOMMYHHKaIMOHHOH cetn «uTepHeT» http://eec.eaeunion.org/.
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