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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “0%)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
23omenpazon [ICK, 40 mr, imuodunusar i MPUTOTOBICHUS PAcTBOpA IS BHYTPHUBEHHOTO

BBCACHNA.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JleiicTByro111e€e BEIIECTBO: A30MENPa30l.

Kaxxnprit dakon comepxut 40 Mr 330Menpasosia (B BUIE HATPHS).

BcnomoratenbHbie BellecTBa, HaJUYME KOTOPBIX HAJAO0 YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOT'O
npenapara: HaTpuid (cM. pazzaen 4.4).

ITonnbI MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
JInodunuzar s NpUroTOBIEHUS paCTBOpA /Il BHYTPUBEHHOT'O BBEACHMUS.

.HI/IO(l)I/IJ'II/I?»aT 0e10ro WM Io4YTH 0€eJIoro OBECTA. [[OHYCKaeTCH KOMKOBAaHHC.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3aHusl K IPUMEHEHHUIO
ITpenapat O30menpa3zoi [ICK nokasan k IpuMEHEHUIO Y B3pOCIBIX U IeTEN B BO3pacTe OT 1 roxa.

Bspocinrsle crapiie 18 mer

— B KaueCTBE aTbTEPHATUBBI NEPOPATBHON TEPAITUH MTPH HEBO3MOXHOCTH €€ MPOBEICHUS:
e 1pu ractpo3s3odareanbHoil peduitokcHoit 6one3nu (I'OPB) y mammentoB ¢ 330¢parurom
W/WIIN BBIPAKEHHBIMH CUMIITOMaMHU pedIroKCHON O0sIe3HH;
® JUId 3aKUBJICHUS TMENTUYECKUX 3B, CBA3AHHBIX C TPUEMOM  HECTEPOUHBIX
IPOTHBOBOCTIAIMTENbHBIX NpenapaToB (HIIBII);
e UIA MPO(IIAKTUKHA TIENTUYECKUX 3B, cBs3aHHbIX ¢ mpuémom HIIBII, y mamumenTos,
OTHOCSIIUXCS K TPYIIIE pUCKa.
— U TPO(QHIIAKTHKY PELUINBA KPOBOTEUEHUS U3 MENTHYECKOHN S3BBI MTOCTIE SHOCKOTTMYECKOTO
remMocTasa.

Jletu B Bo3pacte oT 1 roga g0 18 ner

— B KayecTBE aJIbTEPHATUBHI IEPOPATHHON TEPAINUU IPU HEBO3MOXKHOCTH €€ IPOBECHMUS:
e npu I'DPb y manueHTOB C 3pO3UBHBIM pediioKc-330()aruToM W/MIM BbIPAKEHHBIMU

CUMITOMaMHU peQIIIOKCHON OOJIE3HHU.
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4.2. Pe:kuM 103MPOBAHUA U CTIOCO0 MPUMeHEeHH s

PexxuM 1o3upoBaHus

Bspocnvie

B kauecmee anomepnamuest nepopaibHol mepanuu npu He803MOICHOCIU ee npoeedeﬂuﬂ:

[Ipy HEBO3MOXHOCTHM TPOBEACHHS IEPOpPANbHON Tepanmuu MalleHTaM MOXET ObITh

PEKOMEHI0OBaH 330MeIpa3oi napenrepaibHo B 103e 20 — 40 mr 1 pa3 B cyTKH.

e [Ipu I'OPB y manueHTOB ¢ 330()aruTOM peKOMEHIyeTcs d30Menpason B go3e 40 mr 1 pas B
cytku. s nedenust cumnromoB I'9Pb D30omenpazon IICK npumensiercs B 1o3e 20 mr 1 pa3
B CYTKH.

e Jlna 3axuBIEHUS TMENTUYECKUX $3B, CBA3aHHbIX ¢ npuémom HIIBII, y mnamnueHTos,
OTHOCSIIIUXCS K TPYIIIE PUCKA, PEKOMEHIyeTCs 330Menpa3oi B 103e 20 mr 1 pa3 B CyTKH.

o Jlna mpoduiakTHKK MENTHYECKHX 3B, cBsi3aHHBIX ¢ mpuémom HIIBIIL, pexomenmyercs
330Menpasod B go3ze 20 mr 1 pa3 B cyTKu.

Kak npaBuno, nepuo JiedeHusi BHyTPUBEHHOU (HOpPMOIN HENMPOAOIKUTENIEH, MallueHTa CleayeT

KaK MOXKHO OBICTpee NepPEeBECTH Ha MEPOPAIbHBIN MMPUEM ITpenapara.

s npodm/zakmuku peuuduea KDOBOMEYECHUA U3 NEenmuyecKkoll s136bl_NOCie 3HOOCKONUYECKO20

ecemocmasa:
[Toce 3HIOCKONMMYECKOTO reMocTa3a PEKOMEHAYETCs 330Memnpasoil B noze 80 mMr B BHIE
BHYTPUBEHHON MH(y3uu B TedyeHne 30 MUHYT C HOCHEAYIOLIEH MPOJIEHHON BHYTPUBEHHOMN
uH(y3uel 330Memnpaszona B 03¢ 8 mr/d B teueHue 3 cytok (72 gacoB). Ilocie okoHuaHUS
NapeHTepaIbHOM Tepaluy I IOJAaBJICHUs CEKPELIUN KUCIIOThl PEKOMEHIyeTCS aHTUCEKPETOpHAs
Tepanus (Hanpumep, 33omenpa3zoin 40 Mr 1 pa3 B CyTku B TeueHUE 4 HEeNlenb).

Oco0ble TPVIIILI TAIKEHTOB

THayuenmol ¢ napywenuem @yHKyuu nouex

Koppexuus no3b1 mpenapata I3omenpa3zon [ICK y nanneHToB ¢ HapynieHneM QyHKIUU TOYEK He
Tpebyercs. B cBA3M ¢ orpaHMYEHHBIM ONBITOM MpUMeHeHus npemnapara J3omenpaszon [ICK y
NAIMEHTOB C TSDKEJIOW MOYEYHOM HEIOCTAaTOYHOCTBIO, CIENYEeT COONI0AATh OCTOPOKHOCTh MPHU
JICYCHUH TaKWX MAIlUEHTOB (CM. paznen 5.2).

Tayuenmoi ¢ HapywieHuem yHKyuu neveHu

I'DOPb: xoppekuus 1036l npenapara I3omernpaszon [ICK y nanueHToB ¢ HapylieHHeM (YHKIUU
MEYECHU JIETKOM M CpeaHell CTeneHW TSKECTH He Tpedyercs. Y MalMeHTOB C TAXKEJbIM
HapylIeHneM (YHKIMH IeUeHN MaKCHUMallbHasi CyTouHas fo3a coctasisieT 20 mr (cM. pazzaen 5.2).

Kposomeuenue u3 nenmuueckoti s36bi: KOppekuus [03bl mnpenapara O3omenpason [ICK y

ManuCeHTOB C HAPYUICHUCM (py'HKI_II/II/I MEYEHU JIETKOU U Cpe,Z[HCI\/'I CTCIICHU TAXCCTH HC Tpe6yeTCH.

VY nmanueHTOB C TSDKEIbIM HapylIeHHEM (YHKIMH MEeUE€HU PEKOMEHIYETCs CIEAYIOUIUN pPeKuM
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BBeZieHUs npenapaTta I3omenpazon [ICK: 80 B BI/I,I[ef @Mf‘: 'ﬁTMJ ?é;llég;ié 30

MHUHYT C MOCJIEAYIONIeH MPOJIEHHONW BHYTPUBEHHON MH(Y3UeH B MaKCHUMaJIbHOM 03¢ 4 MI/4 B

teuenue 71,5 yacoB (cm. pazzaen 5.2).

Ilayuenmur nodcunoco eospacma

Koppexknus no3s1 npenapara I3omenpa3zost [ICK y manueHToB MoKHIOro Bo3pacta He TpeOyeTcs.
eTH

Hemu 6 6o3pacme om 1 200a 0o 18 nem

B kauecmee anomepnamuest nepopaibHol mepanuu npu He803MOICHOCIU ee npoeedeﬂuﬂ:

e 1pu I'OPb y mnaumeHToB C 3pOo3uUBHBIM pedarokc-330(paruToM H/WIM BbIPAXKEHHBIMU
CHUMIITOMaMHU peQuIIOKCHOM 00J1€3HU — 330MeNpa3oll MapeHTepaIbHO 1 pa3 B CTyKH, Kak 4acTh
Kypca tepanuu I'OPb (pekomeHnnauu mo J03MpOBaHUIO PEACTABICHBI B TaOJIHIIE).

Kak nmpaBuio, nepruos jeueHuss BHyTPUBEHHON (OpMON HOKEH OBITH HEMPOAOKUTEIbHBIM,

HalMeHTa cielyeT Kak MOXHO ObICcTpee EpeBECTH Ha MepopaibHbIN MpUEeM Ipernapara.

Pexomendayuu no 003uposanuio 330menpaszona oas oemeu

CuMnroMaTu4yeckKoe

Bospacrt Jleyenue 3po3uBHOTO pedurokc-3zodarura
Jgeyenne I'IJPB

Macca tena menee 20 kr: 10 mr 1 pa3 B cyTku
1-11 ner 10 mr 1 pa3 B cyTku

Macca tena 20 xr u 6onee: 10 mr umu 20 Mr 1 pa3 B cyTkH

12-18 ner | 40 mr 1 pa3 B cyTKH 20 mr 1 pa3 B CyTKH

Crooco0 rmpuMeHeHus

Bspocnvie

HUnvexyuu

Jloza 40 me

[TpuroToBneHHBIH pacTBOp 330Memnpazona (5 mi, 8§ Mr/mia) BBOAUTCS BHYTPUBEHHO B TEUCHUE
HE MeHee 3 MUHYT.

Joza 20 me

[TonoBMHA MPUTOTOBJICHHOTO PacTBOpa 330Mernpa3zona (2,5 mii, 8§ Mr/Mi) BBOAUTCS BHYTPUBEHHO
B TeueHHWe He MeHee 3 MuHYT. Heucrnonb3oBaHHBIE OCTaTKH pacTBOpPA JOJKHBI OBITh
YTUJIU3UPOBAHBI.

Hneyszuu

Jloza 40 me

[TpuroToBIEHHBIN PACTBOP I30MENPA30Jia BBOAUTCS B BUAC BHYTPUBEHHON MH(Y3HH B TeUECHUE
10 — 30 MuHYT.

Jloza 20 me
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[TosoBHHA PUTOTOBJIEHHOTO PacTBOPa 330MeNpa3oia BBEI,IH/ITCJIEBJB‘PI © E}Eﬂb Aot 3HH

B Teuenue 10 — 30 munyT. Hencnonb30BaHHBIE OCTaTKU PacTBOPA JTOIDKHBI OBITh YTUIIM3UPOBAHBI.
Jloza 80 me

[TpuroToBIEHHBIA PacTBOP 330MENPaA30Jia BBOAUTCS B BUJAEC BHYTPUBEHHON MH(Y3UM B TEUCHUE
30 MUHYT.

Jloza 8 me/u

[TpuroToBIEHHBIN PACTBOP I30MENPA30J1a BBOAUTCS B BHJIC MPOJIJICHHON BHYTPUBECHHON HH(DY3UN
B TeueHue 71,5 gacoB (8 mr/4). (YciaoBusS U CPOK XpaHEHHUs MPUTOTOBICHHOTO PacTBOpa CM. B
paznene 6.3).

Hemu 6 6ospacme om 1 200a 0o 18 rem

Unvexyuu

Ho3za 40 mr

[TpuroToBneHHBI pacTBOp 330Memnpazona (5 mi, 8 Mr/mMi) BBOAUTCS BHYTPUBEHHO B TEUEHHUE
HE MEHee 3 MUHYT.

Josza 20 me

[TonoBMHA MPUTOTOBICHHOTO PacTBOpa 330Merpaszona (2,5 mii, 8§ Mr/Mi) BBOAUTCS BHYTPUBEHHO
B TeueHHWe He MeHee 3 MuHYT. Heucrnonb3oBaHHBIE OCTaTKHM PacTBOpPA JIOJDKHBI OBITh
YTUJIN3UPOBAHBI.

Josza 10 me

1,25 MJ1 IpUTOTOBJIEHHOTO PacTBOpPa 330Menpasoa (8§ Mr/mi) BBOJUTCS BHYTPUBEHHO B TEUCHUE
He MeHee 3 MUHYT. Hencnonb30BaHHbBIE OCTATKU PacTBOPa JOKHBI ObITh YTUIM3UPOBAHBL.
Hugpyzuu

Joza 40 me

[TpuroToBNIEeHHBIN PacTBOP I30MENPA30Jia BBOAUTCS B BUAEC BHYTPUBEHHON MH(Y3UU B TeUECHUE
10 — 30 mMuHyT.

Joza 20 me

[TosloBMHA MPUTOTOBIEHHOTO PAacTBOPA A30MENpa3oiia BBOJUTCS B BUJI€ BHYTPUBEHHOW HH(DY3UN
B TeueHue 10 — 30 munyT. Hencnonb30BaHHBIE OCTaTKH PACTBOPA AOJKHBI OBITh YTHIU3HUPOBAHBI.
Jloza 10 me

YeTBepTh MPUTOTOBIEHHOTO PAcTBOPA 330MEINpa30Jia BBOJUTCS B BUJE BHYTPUBEHHOIN MHDY3UN
B TeueHue 10 — 30 munyT. Hencnosnb30BaHHbBIE OCTATKH PACTBOPA AOJKHBI OBITh YTHIIU3UPOBAHBI.
VYcnoBus U CpOK XpaHEHUsI IPUTOTOBJIEHHOIO PacTBOPA CM. B paszedie 6.3.

WHCTpyKIMHY O NPUTOTOBIIEHUIO JIEKAPCTBEHHOTO Mpenapara nepej IpUMEHEHNUEM CM. B pa3zelie

6.6.
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4.3. [IpoTuBONOKA3aAHUS

['unepuayBCTBUTEIHHOCTH K 330METIPa30Jy, 3aMEIIEHHBIM OCH3UMUIa301aM H/IITH K JII000MY U3
BCIIOMOTaTEJIbHBIX BEIIECTB, IEPEYUCICHHBIX B pasjeie 6.1.

Herckuii Bo3pacT 10 1 roga u nerckuii Bo3pact 110 18 net mo agpyrum nokaszanusm, kpome ['OPb.
D30Memnpa3osl HE JIOJDKEH TMPUHUMATBCS COBMECTHO C aTa3aHaBUPOM U HeJI(pUHABUPOM
(cm. pazzen 4.5).

4.4. OcoOble yka3aHus ¥ MepPbI MPEeTOCTOPOKHOCTH NPH MPUMEHEHUH

[Tpu Hanuuny TIOOBIX TPEBOKHBIX CUMIITOMOB (HalIpUMEp, TAKUX KaK 3HAYUTEJIbHAs CIOHTaHHAs
MOTEPsl MACChl TeJa, MOBTOPSIONIAsACS PBOTA, JUcGarus, pBoTa ¢ KPOBbIO U MEJICHA), a TaKXKe
IPU HAJUYHUU SI3BBI JKENyAKa (WM MPH MOAO3PEHUU Ha SI3BY JKENMyJKa), CICAYeT UCKIIOUYUTH
HAIMYUE  3JI0KQYeCTBEHHOTO  HOBOOOPA30BaHWs,  IOCKOJBKY  JICUCHHE  IMpErnapaTrom
33omernpa3zon [ICK MoxkeT mpuBeCTH K CIUIaKUBAHUIO CUMIITOMATHKU U OTCPOYHUTH MTOCTAHOBKY
JUarHo3a.

B peakux cnydasx y TAIMEHTOB, JUIUTEIBHOE BpeMs MPUHUMABIIMX OMEIPA3o, NpH
TUCTOJIOTHYECKOM HCCIICIOBAHUU OHMOMNTATOB CIM3HCTON OOOJIOYKH Tella KEIyJKa BBISBIISIICS
aTpoUYecKuil racTpur.

[To pesynbpTaram wHcCIENOBaHUN OTMEUEHO (apMaKOKMHETHYECKOe/(papMaKoIMHAMHUECKOE
B3aUMOJICCTBUE MEXIY KIOMUAOrpesioM (Harpy3ouHas no3a 300 Mr u mojajep KuBaroias J103a
75 mr/cyT.) u 330Merpa3oyioM (40 Mr/CyT. BHYTPh), KOTOPOE MPUBOJIUT K CHIDKEHUIO DKCITO3UITUN
K aKTMBHOMY MeTa0onuTy kionuaorpena B cpeanem Ha 40 % W CHUKEHHUIO MaKCHUMAallbHOTO
unruoupoBanus AJld-uHaynMpoBaHHON arperaiuu TpoMOOIIMTOB B cpeaHeM Ha 14 %. [TosTomy
cienyeT uz0eraTb OJHOBPEMEHHOTO MPUMEHEHHS 330MeINpa3oyia U KIomuaorpena (CM. pasjaen
4.5).

OtaenvHble HAaOMIOAATEIbHBIC WCCIENOBAHMS YKA3bIBAIOT HAa TO, YTO Tepamusi WHTHOUTOpaMu
MPOTOHHON TMOMITBI MOXXET HE3HAYHTENHHO TMOBBIIIATh PHUCK CBSA3aHHBIX C OCTEOMOPO30M
MEePEIOMOB, OJIHAKO B IPYTUX MOJTOOHBIX UCCIIEIOBAHUSIX MOBBIIICHUE PUCKA HE OTMEUYEHO.

B pangoMu3upoBaHHBIX, TBOWHBIX CIIENBIX, KOHTPOJIUPYEMBIX KIWHUYCCKHX HCCIICOBAHMSIX
OMeTpa3oyia W 330Menpa3oia, BKIOYAs JBa OTKPBITHIX HCCIEAOBAHUS JIUTEIbHON Tepanmuu
(6onee 12 neT), He ObLIa MOATBEPIKIEHA CBSI3b TIEPEIOMOB Ha (POHE OCTEONOpo3a ¢ MPUMEHEHUEM
WHTHOUTOPOB MPOTOHHOM MTOMITHIL.

XOTsl MPUINHHO-CIIEJICTBEHHAS CBSI3b MPUMEHEHHS OMETPa30J1a/330Mernpasofia ¢ IepeioMaMu Ha
¢dboHE ocTeonopo3a HE YCTAaHOBJIECHA, TTAIIMEHTHI C PUCKOM Pa3BUTHS OCTEOTIOPO3a U MEPEIIOMOB
Ha ero )OoHe JOKHBI HAXOIUTHCS TOJT COOTBETCTBYIOIINUM KITMHUYECKIM HAOIIOICHUEM.

BcnoMorarensHble BEIECTBA
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MY OTUETY

HE COJICPKUT HATpPHUS.
4.5. B3amMojgeilicTBMe C JAPYrHMH JIEKAPCTBEHHbIMHM IpenapaTramMu W Jpyrue BH/bI
B3aHNMOJAEeHCTBUSA

HccnenoBanusi 1Mo M3yYEHHWIO B3aMMOJICHCTBHI MPOBOAMIMCH C YYaCTHEM TOJBKO B3POCIBIX
ITalIICHTOB.

Buausnaue 930M€E1pa3ojia Ha d)aDMaKOKI/IHeTI/IKV APYIUuX JCKAPCTBCHHEIX IIPCHiapaToB

CHuXeHue CeKpelru COJSHON KHCIOThI B KEIyJKe IPU JICYEHUH H30MEINPA30JI0oM U IPYTUMHU
MHTUOUTOPaMH IPOTOHHOM MOMIIBI MOKET IPUBECTH K CHUKEHHIO WJIU MOBBIILIEHUIO abcopOuuu
JPYTUX TIPErapaToB, BCACBIBAHUE KOTOPBIX 3aBUCUT OT KUCIOTHOCTHU cperbl. [logobHo apyrum
IpernaparaM, CHUXKAIOIIMM KHCIOTHOCTb JKEIYJOYHOTO COKa, JICYEHHE I30MENPA30JI0M MOKET
IPUBECTH K CHMXKEHMIO BCAChIBAHUS KETOKOHA30Jla, MTPAKOHA30Jla M 3PJIOTUHUOA, a TaKKe
HOBBIIIIEHUIO BCAChIBAaHUS TAKUX MPENaparoB, Kak AUroKcuH. COBMECTHBIN MpUEM oMernpas3ofia B
no3e 20 Mr ouH pa3 B CyTKM U JIMTOKCHHA IOBBIIIAET OMOJOCTYNHOCTh AUrokcuHa Ha 10 %
(OMOIOCTYITHOCTh TUTIOKCHHA MOBbIIIaNach Ha BenuuuHy 10 30 % y 20 % nanueHrTos).

bbuto mokazaHo, 4TO OMeNpaszosl B3aUMOAEWCTBYET € HEKOTOPBIMH AHTHPETPOBHUPYCHBIMU
npenapatamMu. MexaHu3Mbl M KIIMHUYECKOE 3HaU€HUE 3TUX B3aUMOJICHCTBUII HE BCET1a U3BECTHBI.
VBenmnyenne 3HaueHus pH Ha QoHe Tepamuu OMENpa3zoioM MOXKET BIUSATh HAa BCACHIBAHWE
AHTUPETPOBUPYCHBIX IpenaparoB. Takke BO3MOXKHO B3aMMOJIEHCTBHE HA YPOBHE H30(epMeEHTa
CYP2CI19. Ilpu coBMECTHOM MPUMEHEHHH OMENPA30Jia U HEKOTOPBIX AHTUPETPOBUPYCHBIX
IpenapaToB, TAKMX KakK aTa3aHaBUp U HeJI(PUHABUD, HAa (JOHE Tepariy OMENPa30JIoM, OTMEYAETCs
CHI)KEHME UX KOHIIEHTpaluu B cbiBopoTKe. [lo3ToMy uX OIHOBpEMEHHOE IpPUMEHEHHE
He pekoMeHayercsi. CoBMecTHOe NpuUMeHeHue omenpaszona (40 Mr oaWH pa3 B CyTKH) C
atazaHaBupoM 300 mr / putoHaBupoMm 100 Mr 310poBBIMH JOOPOBOJBIIAMU MPHUBOJIMIO K
CYUIECTBEHHOMY YMEHBIIEHUIO OMOJOCTYNHOCTH ara3aHaBupa (IUIOMAAb TIOJA  KpUBOU
«KOHIEHTpanus — Bpems», MakcuMabHas (Cmax) W MuUHEMaIbHASA (Cmin) KOHIEHTpAIHH
yYMEHbIIATUCh NpuOIM3uTenbHo Ha 75 %). YBennuenuwe 103bl arazaHaBupa a0 400 wr
HE KOMIIEHCUPOBAJIO BO3/IEHCTBHS OMEIpa3oia Ha OMOIOCTYITHOCTb aTa3aHaBUPA.

[Ipr ogHOBpEMEHHOM NMPUMEHEHHWH OMENpasoyia U CaKBUHABUpPA ObUIO OTMEYEHO IMOBBIIICHUE
KOHIICHTPAllM CaKBHHABHUpPa B CHIBOPOTKE, TPU TNPHUMEHEHUH C HEKOTOPHIMH JIPYTHMH
AHTUPETPOBUPYCHBIMHU TpenaparaMd WX KOHIEHTpAalMs HE MEHsUlach. YUWTHIBash CXO/IHbIE
dapmakokuHeTHyeckne M (apMakoAMHAMUYECKHE CBOICTBa OMeMpa3ojia M 330MeNpasoa,
COBMECTHOE IMPHMEHEHHE 330MEIpa3oyia C aHTUPETPOBUPYCHBIMH IperapaTaMH, TaKUMU Kak

aTa3zaHaBUP U HeJI(PUHABUP, HE PEKOMEHYETCSl.
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metaboau3me. COBMECTHOE MPUMEHEHHE 330MeTpa3oia ¢ APYTrUMH MpernapaTaMu, B MeTabonu3Me
KOTOpbIX THpuHHMaeT ydactue uzopepment CYP2C19, Takumu Kak Auaszernam, HUTAJIONpam,
UMUIIPAMUH, KIIOMHUIIPAMUH, ()EHUTOUH U JAP., MOXKET MPUBECTU K MOBBIIICHUIO KOHIEHTpaLUl
9TUX MpernapaToB B IUIa3Me€ U MOTPeOOBATh CHMXKEHUS J03bl. lIpu mepopasbHOM COBMECTHOM
npueme 30 Mr s3oMerpazoia u Auasernama Ha 45 % CHMKaeTcs KIMPEHC Jha3enama, KOTOpPbId
sBisiercs cyocrparom n3opepmenta CYP2C109.

[Ipu coBMecTHOM MpueMe 330Menpasoia nepopaibHo B a03e¢ 40 Mr u QeHuTouHa y OOJBHBIX
snuiencuedt Ha 13 % moBbIIanach oCcTaTovHas KOHIEHTpaus (peHuronHa B miaazme. B cBssu ¢
3TUM PEKOMEHAYETCS KOHTPOJIb KOHIEHTpauuu (EHUTOMHA B IIa3ME€ B Hadale JICUCHUS
’30MENPa30jIOM U IpH ero ormeHe. [Ipumenenue omenpasona B go3e 40 Mr oiuH pa3 B CyTKU
MPUBOJIUIIO K YBETMYCHUIO TUIOIIA/IN MO KPUBOM «KOHIIEHTpaus — BpeMs» U Cmax BOPUKOHA30J1a
(cyoctpat uzodepmenta CYP2C19) na 15 % u 41 %, COOTBETCTBEHHO.

[Ipu npumeHeHMM 330Menpasoia MnepopaibHO B 03¢ 40 MI HanueHTaMy, MOJYYaroLUMU
BapdapuH, BpeMs KOAryJsIMH OCTAaBAJIOCh B TpeAenax JOMyCTHMBIX 3HaueHuil. OmHako
coo0IaIoch O HECKONBKHMX CHOydyasX KIMHUYEeCKH 3Hauumoro mosblimenus MHO
(MEXIyHapoJHOE HOPMAalU30BaHHOE OTHOIIEHHUE) NMPU COBMECTHOM MpPUMEHEHUU BapdapuHa U
s30Meripasoia. B cBsa3u ¢ atuMm pekomenayercss MoHuTopuHr MHO B Havane v Mo OKOHYaHUU
COBMECTHOI'O IPUMEHEHUS ITUX IPerapaToB.

[To pesynbTaram wHcCIENOBaHUN OTMEUEHO (apMaKOKMHETHYECKOe/(papMaKoJMHAMHUECKOE
B3aMMOJIEIICTBHE MEXAY KJIOMHUIorpesaoM (Harpy3ouHas no3a 300 Mr u mojjepkuBaroiias a103a
75 mr/cyt.) u 330MmenpazonoM (40 Mr/cyT. BHYTPb), KOTOPOE MPUBOIUT K CHUKEHUIO SKCTIO3UIIUN
aKTUBHOIrO MerabonuTa kionugorpena B cpeaHeM Ha 40 % M CHMXKEHHIO MaKCHUMAalIbHOTO
uHruOupoBanusa AJld-uHIyIMPOBaHHOM arperaiuu TpoMOOIIUTOB B cpeHeM Ha 14 %.
Knuanyeckast 3Ha4MMOCTB 3TOTO B3aMMOJAEUCTBUS HE SICHA. B pOCTIEKTHBHOM HCCIIEI0OBaHUU Y
MAaIlMEeHTOB, MOJYYaBIIUX MJ1ale00 Wik OMerpasoi B Ao3e 20 MI/CyT. OJHOBPEMEHHO C Tepanuein
KJIOMHJIOTPENIOM M ateTuicanuimioBoit kucinoroi (ACK), u mpu aHanu3e KIMHUYECKHUX UCXO0JI0B
MacIITaOHBIX PaHAOMHU3UPOBAHHBIX MCCIEJOBAHUN HE OBUIO IOKAa3aHO IOBBIIIEHUS pHUCKA
CepACYHO-COCYTUCTBIX ~OCIOKHEHUH TMpU COBMECTHOM MpPHUMEHEHMM KIONHJIOrpena |
MHTHOUTOPOB MPOTOHHOM MOMIIBI, BKITIOUAs 330MEIpa3oll.

Pe3ynbTatsl psina HaOmronaTeNbHBIX MCCIEA0BAHUN MPOTUBOPEUMBLI U HE JAIOT OJHO3HAYHOTO
OTBETa O HAJUYMU HWJIM OTCYTCTBHM IOBBIIIEHHOTO PHCKAa TPOMOOIMOOIMUYECKUX CEepIeUHO-
COCYJIUCTBIX OCJOXHEHUH Ha ()OHE COBMECTHOIO MPUMEHEHHUS KJIOMHUIOTpeNa M WHTHOMTOPOB

MIPOTOHHOM MOMIIBI.
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s3omernpazona u §1 mr ACK skcro3unus akTHBHOTO MeTaboIuTa KIOMHUI0Tpesia CHU3UIIACh MOYTH
Ha 40 % 1O CpaBHEHUIO C MOHOTEpPANHUEN KIOMUAOTPENIOM, MPU ITOM MAKCHUMaJIbHbIE YPOBHU
uHruOupoBanus AJ[@-uHAYIUPOBAHHON arperanyu TPOMOOLMTOB OBLTH OAMHAKOBBIMH, YTO,
BEpPOATHO, CBSI3aHO C OJIHOBpeMeHHbIM IpueMoM ACK B HU3KOH J03€.

[Ipumenenue omepazona B no3e 40 Mr oAuH pa3 B CYTKH HNPHUBOAUIIO K YBEIMUECHUIO Cmax U
IUIOLIA/IM TIOJT KPUBOW «KOHLIEHTpALMs — BpeMs» nuiocraszona Ha 18 % u 26 %, cOOTBETCTBEHHO;
JUIS OJTHOTO M3 aKTUBHBIX META0OJUTOB IMJIOCTA30JIa yBEIWYeHHE cocTaBmio 29 % u 69 %,
COOTBETCTBEHHO.

Y 310pOBBIX JOOPOBOJIBIIEB COBMECTHBIN TMEPOpPaTIbHBINA MpUEM d30Mernpaszona B go3e 40 Mr u
nu3anpuaa Ha 32 % moBbllai BEIUYUHY IUIOIAIH 110 KPUBOM «xoHLeHTpauus — BpeMs» (AUC)
u Ha 31 % yBenuuuBan mepuoja MONyBbIBeAeHus (t1/2) nns uwm3anpuaa; MakCUMalbHbBIE
KOHIIEHTpAlMU IU3arpyia B Iia3Me IpU 3TOM 3HAUUTENbHO HE M3MEHsUIHCh. HesHauuTenbHoe
ymmHenne wunHtepBana QT, koTopoe HaOM0OIAIOCh MPU MOHOTEpANUU IU3AMNPUIIOM, IPHU
n00aBICHUH 330MeIpa3oiia He YBEIIMUUBAIOCH (CM. pa3zaei 4.4).

[Tpu 0THOBPEMEHHOM MPUMEHEHHH H30METPa30iia U TAKPOIUMyca ObLIO OTMEUEHO MOBBIIICHUE
KOHIIEHTPAIIUU TaAKPOJIUMYCa B CHIBOPOTKE KPOBH.

Y HEKOTOpBIX MMAlMEHTOB OTMEYalM IIOBBINICHWE KOHIICHTpPAIlMM MeETOoTpekcara Ha QoHe
COBMECTHOT'O MPUMEHEHHS ¢ MHTHOUTOpaMH IPOTOHHOM nomribl. [Ipyu Ha3HAYEHUU BBICOKHX 103
METOTpEeKcaTa CIeAyeT pacCCMOTPETh BO3MOKHOCTh BPEMEHHOM OTMEHBI 330Mepa3oia.

[TokxazaHo, 4TO 30MENPa30JI HE BHI3BIBAET KIIMHUYECKH 3HAYNMbBIX U3MEHEHHUH (hapMaKOKUHETHKHU
aMOKCUIIWJIJTMHA U XUHHUIUHA.

UccnenoBanuit mo W3y4eHUIO B3aWMOJEHCTBUSI d30MeEIpa3ojiia € JAPYTUMH JIEKapCTBEHHBIMU
CpeAcTBaMUu MpPHU €ro BHYTPUBEHHOM NPUMEHEHUH B BBICOKHMX A03ax (80 Mr ¢ mocieayroumm
BBEJICHUEM B 03¢ § MI/4) HE MPOBOAMIOCH. BO3MOXXHO, MPU TaKOM pEXHUME IO3HUPOBAHUS
730MEIpa3oil OKas3blBaeT OoJee BHIPAKEHHOE BIWAHHE Ha (apMaKOKHMHETHUKY CyOCTpaToB
n3oepmenta CYP2CI19. TlosTomy manueHThl JOJKHBI HAXOJIUTHCA TIOJA TMPUCTAIBHBIM
MEAUIIMHCKUM HAOIIOCHHEM BO BpeMs BHYTPUBEHHOT'O BBEJICHUS 330METPa3oia.

BausHMe JTeKapCTBEHHBIX MPEenapaToB Ha (baDMaKOKI/IHeTI/IKV npenapata 3omenpa3on [ICK

B merabonusme 330Mmenpasona ydactBytoT uzopepmentsl CYP2C19 u CYP3A4. CoBmecTtHOE
nepopajbHOe NpPUMEHEHHWE H330Memnpa3osnia UM uHruoutopa wusodpepmenta CYP3A4,
knaputpomunirHa (500 mMr 2 pa3a B CyTKH) IPUBOJUT K IByKpaTHOMY yBennueHuto 3HaueHuss AUC
Ui 330Menpa3zoiia. CoOBMECTHOE IPUMEHEHHE 30MeIpa3oia U KOMOMHUPOBAHHOT'O HHIHOUTOpA
uzopepmentoB CYP3A4 u CYP2C19, nanpumep, BOpuKOHAa30I1a, MOXKET MIPUBOJUTH O0Jiee ueM K

2-x xpatHoMy yBenuueHuto 3HaueHust AUC mis 33oMenpasona. Kak mpaBuiio, B TaKUX CITydasx
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noTpebOBaTHCS y MAIMEHTOB C TSHKEIBIM HapylIeHueM (QYHKIIUU TIEYeHU U TIPH ATUTEILHOM €T0
MPUMEHEHUHU.

JlexapcTBennbie npenaparsl, HHAyHHUpytomme uzodpepmentel CYP2C19 u CYP3A4, takue kak,
pudaMOuIMH W TpenapaThl 3Bepo00s MPOIBIPSBICHHOIO, MPU COBMECTHOM IPUMEHEHUU C
330MENPa30JI0M MOT'YT IPUBOAMUTH K CHUKEHUIO KOHLIEHTPALMK 330MEIpa3oiia B I1J1a3Me KPOBH 32
CYET yCKOpEeHUs MeTadoIn3Ma 330MeNpas3oda.

Jns pacTBopeHus mpernapara JOJDKHBI HCIONb30BaThCSl TOJIBKO JIEKAPCTBEHHBIE CPEJICTBA,
YIIOMSIHYTBI€ B pazjedie 6.6.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMUS

bepemenHoCTh

B Hacrosiiee BpeMs 1aHHBIE O IPUMEHEHUH 330MeIpa30Jia B Iepro/i 0epeMEeHHOCTH OTPAHUYCHBI.
B wuccnenoBaHusix Ha JKMBOTHBIX HE BBISBICHO KakoOro-gubo NOpsSMOro WM KOCBEHHOTO
OTPHULIATENILHOTO BO3/ielcTBUS npenapara I3omenpaszod [ICK Ha pa3BuTe 3MOproHa Wi mwioja.
BBenenue panemuueckoil cMecu Mpenapara Takke He OKa3bIBaJlIO KaKoro-Jinbo OTpULATEIbHOTO
BO3/ICHICTBUS HA )KUBOTHBIX B MEpUOJI OEPEMEHHOCTH, POJIOB, a TAKXKE B IEPUOJ IIOCTHATAIILHOTO
pa3BUTHSL.

Hasnauath npemnapar B neproja 0€peMEHHOCTH CIIEAYET TOJIBKO B TOM Cllydae, KOrja 0)Kujaaemas
M0JIb3a ISl MAaT€PH MPEBBINIAET BO3MOXKHBIN PUCK JJIA IIO/1A.

JlakTanuys

Her nanHBIX O TOpHUMEHEHWHW TMpenapara S>KEHIIMHAMH B TMEpHOJ JakTanuu. HewusBecTHO,
BBIIETISIETCSL JIM  330MENpa3ojl € TIPYIHBIM MOJOKOM, IIO3TOMY HE CcJeAyeT Ha3HayaTh
O3omenpazon [ICK B mepuoa kopmieHus TpyAplo. B ciaydae HeoOXoauMoCTH Tepanmuu
npenaparoM 33omenpaszoi [ICK B mepuoj nakTanuu cleayeT paccMOTPETb BO3MOKHOCTh
MPEeKpaIIeHHs TPYTHOTO BCKapMIIMBAHUSI.

4.7. Biausinde Ha CNOCOOHOCTH YHPABJIATH TPAHCHOPTHBIMHM CpPeICTBAMH U padoTaTh ¢
MeXaHUu3MaMH

B cBs3u ¢ Tem, uTto Bo Bpems Tepanuu mpemnapatoM I3omenpaszon [ICK moryt nHabmromaTbes
TOJIOBOKPY>KEHHE, HEYETKOCTh 3PEHHUS U COHJIMBOCTB, CIEAYyeT COOMI0IaTh OCTOPOXKHOCTH IpPHU
YIIpaBJICHUU TPAHCTIOPTHBIM CPEJCTBOM U APYTHMH MEXaHU3MAaMH.

4.8. He:xesnaTesibHbIEC peaKIMU

Tabauunoe pE3IOME HEXKENaTeIbHBIX PEaKIINM

Hixe MPUBCACHBI HCIKCIATCIIbHBIC PCAKIINHU, OTMCUYCHHLIC B KIIMHUYCCKUX UCCIICAOBAHUAX U ITPU

MOCTMAapPKETUHIOBOM IMMTPUMEHCHUU IIpCiapaTa.
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(>1/10); gwacto (>1/100, Ho <1/10); Hewacto (=1/1 000, HO <1/100); peaxo (=1/10 000, HO

<1/1 000); ouenpb peako (<1/10 000); yacTora Hen3BecTHA (HAa OCHOBAHUH UMECIOIIUXCS JTaHHBIX

OLICHUTH HGBO3MO)KHO).

CHCTEeMHO-OpPraHHBIA KJIacce Yacrora HexenarenbHas peakuus
Hapywenua co  cmoponer  kposu  u | Pemxo JTEHKOTICHHS1, TPOMOOILIUTOTICHHS
aumgbamuyeckol cucmemvl OueHb peIko | arpaHyJIOLHUTO3, MAHIIUTONECHUS
Hapywenua co  cmoponvr  ummynnou | Penxo Peaknun runep4yBCTBUTENBHOCTH (HAIpHUMep,
cucmembi JIUXopajKa, AQHTHOHEBPOTHUECKUIH OTeK,

aHa(UIIaKTUYecKasl peakuus/aHapuIaKTHIECKHH
1I0K)
Hapywenusa memabonuzma u numanus Heuacto [epudepuueckue orekn
Penxo I'unonaTpuemus

Ouenb penko

FI/IHOMaFHI/IeMI/IH; THIIOKAJIbIIUECMUA BCJICACTBUC

TSDKEIIOM TUIIOMAaroueMHuu, TUIIOKAJIUEMHUA

BCJICACTBHUEC T'MIIOMarHu€MHun

THcuxuueckue napywenus Heuacto becconnuna
Penxo Hemnpeccusi, BO30yXIEHUE, 3aMEIIATEIHCTBO
Ouenb penko | [MammonuHanum, arpecCUBHOE MOBEICHUE
Hapywenus co cmoponul nepsnoti cucmemst | Hacto I'onoBHas 6onb
Heuacrto T'onoBokpy:xeHue, napecTe3nu, COHIUBOCTh
Penko Hapymenue Bkyca
Hapywenus co cmoponul opeana 3penus Heuacto HeuetkocTh 3peHus
Hapywenus co cmoponvt oOvixamenvhoti | Peaxo Bponxocnasm
cucmembi, 0p2aHo8 2pyoOHOU KIemKu U
cpedocmeHust
JKenyoouno-Kuuieynvle HapyuieHus Yacto Bonp B JkmBOTe, 3amop, AHWapes, METCOPH3M,
TOIITHOTA/pBOTA
Heuacto CyxocTh BO pTY
Penxo CroMaTuT, KaHOWIO3 JKEIYIOYHO-KHIICYHOTO
TpakKTa

Ouenb pesko

Mukpockonuieckuii KOJUT (TIOATBEPKACHHBIN

THCTOJIOTHYECKH)
Hapywenus co cmoponvt  newenu u | Hewacto [ToBsIeHne AKTHBHOCTH «TIEYEHOYHBIX»
JICeNyesblBO0AWUX nymell (hepmeHTOB
Penko I'emartur (¢ xentyxoi mwiu 6e3)
Ouens penko | [ledeHouHast HEAOCTATOYHOCTH, YHIIE(DATOTATHS Y
MIAIMEHTOB C 3a00JIeBaHUEM MIEUCHN
Hapywenua co cmoponwr  xoocu  u | Hacro Peaxunu B Mecte BBeieHHs npenapara*
NOOKOJICHBIX MKAHell Heuacro Jepmatur, 3y1, Cblllb, KpaIUBHHULIA
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Pesiko Asforteriins, rotoceticnonmHaanms - | = 00

Ouenb penko | MynsTudGOpMHas spuTema, cuaapoMm CTHBEHCa-
JxoHCOHa, TOKCUYECKUI SMuUACpMabHbII
HEKpOJIu3, OCTpBIi TeHepaTu30BAHHBIN
9K3aHTEMAaTO3HBIH MyCTYye3, IEKapCTBEHHAS ChINb
C DJ03MHOQMINEH W CHUCTEMHBIMH CHUMIITOMaMHU

(DRESS-cunmpom)

Hapywenus co cmoponvt  mviweunoii, | Penko ApTpanrus, MUairus

CKeNemHoll U COeOUHUMENbHOU MKAHU Ouenb penko | Mermeuynas cmabocTsb

Hapywenua co  cmoponsi  nouex  u | Ouens penko | MHTEpcTHUIMANBHBIN HEQPUT

MOUe8bl800AWUX NYymell Yacrora OpekTunbHas UCHyHKINSA

HCHU3BCCTHA

Hapywenusa co cmoponwt penpooykmusnoti | OdeHs penko | I'mHekomacTus

cucmemsl U MOJIOYHbBIX ofcelle3

Obwue Hapywenus u peakyuu 6 Mmecme | Penko Henomoranue, NoTIMBOCTh

686e0eHUs.

* Peakuiuu B MecTe BBeEICHHUS npciiapara, B OCHOBHOM, OTMCYAJINCh B KIMHHYCCKOM

UCCIIIOBAaHUHU NTPU HA3HAUEHHH 330MENpa3oiia B BEICOKOM 103¢€ B TeueHue 3 cyTok (72 vaca). [Ipu
JOKJIMHUYECKOM H3YYEHHM 330Menpas3ojia JUisi BHYTPUBEHHOI'O BBEICHHS pa3Jpa’karollero
JIEICTBUS BBIABIEHO HE ObUIO, OJHAKO OblIa OTMEuYeHa ciadas BOCHAIMTENbHAsl peakuus Hpu
IIOJIKO’KHOM BBEJICHUU Mpenapara, 3aBUCSILAs OT KOHLEHTpaIu 33oMenpasona. Coobuanocs 00
OTJENBHBIX CllydasX HeoOpaTHUMOro HapylleHHs 3pEeHUs IpHU BHYTPUBEHHOM BBEJCHUU
OMeTpa3oJia MalueHTaM B KPUTUYECKOM COCTOSIHUM, OCOOEHHO NpH BBEJACHHUU BBICOKUX J103,
MPUYMHHO-CJIEICTBEHHOM CBSI3U C MPUEMOM IIpernapaTa He yCTaHOBJIEHO.
€TH
JlanHple 1O 0€30MacCHOCTH NPUMEHEHHUS H30MEMpaszona y JeTed coryiacyrrcs ¢ npoduieM

0€30MacHOCTH Y B3POCIIBIX.

COO6H.ICHI/IC 0 TOAO03PECBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo coo01maTth 0 mo103peBaeMbIX HEXKeNaTEIbHBIX PEAKIIHIX TIOCTIE PETUCTPAIIMY TIpernapara ¢
LEeNbl0 O0ECleueHus] HENpPEepPHIBHOTO MOHUTOPUHIA COOTHOLIEHUS «I0JIb3a — PUCK»
JIEKapCTBEHHOI'0 Npenapara. MeIuuHCKUM pabOTHUKAM PEKOMEHIYETCs COOOLIaTh O JIFOOBIX
MO/I03PEBAEMBIX HEXKENIATENbHBIX PEaKIUAX JIEKAPCTBEHHOrO Mperapara 4yepe3 HallMOHAJIbHbIE
CHUCTEMBI COOOINEHHsT O HEKeJIaTeNbHBIX pPEaKIUsIX TOCYAapCcTB — YJIeHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickaa ®@eoepayus

®denepanbHas ciry:x0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)

11



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 07.04 2026 N2 7060

(NOCNEQCBATENEHOCTE 0005)

109012, MockBa, CnaBssHCKas miaomanb, 1. 4, c1p._l

Tenedon: +7 800 550 99 03

DnekrpoHHas outa: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3npoBka

Ha Hacrosmuii MOMEHT ONMCAaHbI KpaliHE PEAKUE CIIy4au YMBIIUICHHON I1epEa03UPOBKHU.
CumMnTOMBI

[Tpu nepopanbuoM npueme 280 Mr 33omenpasona ObUTM OMHCAHBI CIA0OCTh U CUMITOMBI CO
CTOPOHBI JKEITYJOYHO-KHMILIEYHOro Tpakra. Pa3oBeiii mpuem 80 Mr s3oMenpasojia BHYTPb U
BHYTpUBEHHOE BBeqeHHe 308 Mr B TeueHre 24 4acoB HE BHI3BIBAIIN KAKUX-THOO OTPUIIATEIIBHBIX
OCJICICTBUMN.

Jleuenue

AHTHJIOT 330MeMpa3ojia HEU3BECTEH. D30MEIPa30Jl XOPOIIO CBSI3bIBACTCA C OENKaMH IIa3MBl,
nodtoMy auanu3  manodddextuBeH. Ilpu  mepemo3upoBke  HEOOXOAMMO  MPOBOAWTH

CUMIITOMAaTHYCCKOC 1 061_]_[66 MMOAACPIKUBAIOIICC JICUCHUC.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOIiCTBA

®dapMakoTepaneBTUYECKasl Ipynmna: CpeicTBa Ui JICYCHUS KUCIOTO3aBUCHMBIX 3a00JIeBaHUIl;
IPOTHBOS3BEHHBIE CPEACTBA M CpEACTBA JAJS JIEUEHHUs TracTpos3odareanbHoit pedaroKCHON
6one3nu (I'OPB); nHrUOUTOPHI MPOTOHHOTO Hacoca.

Kon ATX: A02BCOS.

O30Menpa3oi ABISAETCS S-U30MEPOM OMEIpa3ojia U CHUXKAET CEKPELUI0 COJISHOM KUCIOTHI B
KENyAKE yTeM Crenu(puIecKoro HHruOMPOBaHUS IPOTOHHOM MOMITHI B TApUETAIBHBIX KJIETKaX
Kenynka. S- u R-m3omep omenpasosna 001a1ar0T CX0AHOU hapMaKOIUHAMUYECKON aKTUBHOCTHIO.

Mexanusm geificTBus

O30Menpa3zot ABISIETCs CIadbIM OCHOBAaHUEM, KOTOPOE NEPEXOAUT B aKTUBHYIO (POpMY B CUIIBHO
KHCJIOH Cpejie CeKPETOPHBIX KaHANIbLIEB MapUeTaTbHBIX KJIETOK CIM3UCTON 00O0JOUYKH KeTyIKa U
WHTHOUPYET MpOTOHHYI0 momiy — ¢epment HY/K™-AT®a3zy, npu 5TOM MPOUCXOIUT
MHTUOMpPOBaHKE KaK 0a3aJbHOM, TaK U CTUMYJIMPOBAHHON CEKPELIMH COJITHON KUCIOTHI.

dapmakoguaamMuyeckue d3PHeKTol

Brnusanue na cekpeyuio consiHou KUCI0mbyl 8 JceryoKe
[Tocne npuema BHYTph 330Memnpaszona B o3¢ 20 mr win 40 Mr B TeUeHHE S5 THEN MalMEeHTaMu C

I'OPb ¢ HantMureM CUMIITOMOB OTMEYAJIOCh CHUKEHHUE CEKPEIIUU COJITHOM KUCIIOTHI B KEITYJIKE HA

12


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

COOTBETCTEY ET e
|

e A o

o1 U/ 20 L=t
MPOTSHKEHUH OOJIbIIIEH YacTh CyTOK. DPheKT ObLI OIII/IHalg)B nplﬁﬂlxvﬁbng%ﬂ e RHU npn

IIpUEME BHYTPb.

Anamn3  (papMakOKMHETHYECKUMX  JAHHBIX  IO3BOJMJI  BBISIBUTH  B3aMMOCBSI3b  MEXIY
MHTHOMPOBAHUEM CEKPEIMH COJISTHON KUCIOThHI U KOHIIEHTpalMel 330Menpa3oia B rjia3Me mocie
npuéMa BHYTPb (UIsI OLEHKHM KOHLEHTpaluu ucnoiib3oBaiu mapamerp AUC — miomans moj
KPUBOU «KOHIEHTpPAIUS — BPEMSI»).

Ha ¢one BuyrpuBennoro Benenus 80 Mr s3omeripaszoia B TedeHrne 30 MUHYT € MOCIIEAYIOLIeH
MIPOJIJICHHOW BHYTPUBEHHOW WH(Y3HMEH 330Mernpasoja B J103¢ 8 Mr/4 B TeueHue 23,5 yacoB
3HaYCHHE KenynouHoro pH Obl10 BhINIE 4 B TEUEHHE, B cpeaHeM, 21 daca, 1 BhIlIe 6 — B TCUCHHE
11 — 13 yacos.

Kinnnanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

Tepanesmuueckuii 3¢ghgpexm, docmueaemvlii 8 pe3yivmame UHSUOUPOBAHUS CeKpeyuu COJISIHOU
KUCTIOMbl

3akuBIeHUE peQuUIFOKC-330aruta MpU MEepOopabLHOM MpuéMe 330Menpaszoia B jgoze 40 mr
HacTynaeT npuOInM3uTensHo y 78 % manueHToB uepe3 4 Heaenu tepanuu Uy 93 % mnanueHToB
yepes 8 HelleNnb TeparuH.

[Tokazana s¢dextuBHOCTS MpenapaTta I3omenpaszon [ICK npu kpoBoTeueHUH U3 MENTHYECKON
A3Bbl, IOJTBEP>KIEHHOM HJIOCKOIUYECKH.

Hpyaue 3¢pghexmpui, céazannbie ¢ UHSUOUPOBAHUEM CEKPeYUU CONSIHOU KUCIOMbL

Bo Bpems neueHust mpernaparaMy, MOHMKAIOMIMMU CEKPEIMIO JKeJle3 JKeMy/IKa, KOHIICHTPAIUs
racTpyHa B IUIa3M€ IIOBBIIIAETCA B PE3YJbTAaTe CHUKEHHS CEKPELUH COJSHOM KHCIIOTHI.
BceneactBue cHUXEHUS CEKPELIMU COJITHOM KUCIIOTHI OBBIIIAETCS KOHLEHTPALU XpOMOTpaHHA
A (CgA). llobimenue koHneHTpauu CgA MOKET OKa3blBaTh BIMSHUE HA PE3YJIbTaThl
oOcie1oBaHu U1 BBISIBICHUS] HEHPOIHIOKPUHHBIX ornyxoieil. [l npeaoTBpalleHns JaHHOTO
BJIMSIHUS TEPANUI0 MHIMOUTOPAMHU MPOTOHHOW MOMIIBI HEOOXOAWMO MPUOCTAHOBUTH 3a 5 — 14
JHEH 1o npoBeaeHus uccienopanus KonueHTpauuu CgA. Eciu 3a 3To Bpemst koHleHTparus CgA
HE BEpHYJIaCh K HOPMaJIbHOMY 3HAYEHMIO, UCCIIEIOBAaHUE CIEAYyET IOBTOPUTb.

VY npereli n B3pOCIBIX MAlMEHTOB, IPUHUMABIIMX 330MENpPa30Jl BHYTPb B TEUEHUE JAJIUTEIBHOIO
IPOMEXYTKa BPEMEHH, OTMEUYaloCh YBEIMUYEHHE KOJMYecTBa HHTEepoxpoMadGuHOmog0OHbBIX
KJIETOK, YTO, BEPOSATHO, CBA3aHO C YBETUUYEHUEM KOHIEHTPALlMU TacTPUHA B IJIa3Me.
KimHM4Yeckol 3HaUMMOCTH JJAHHOE SIBJICHUE HE UMEET.

VY nanueHToB, NPUHUMABIIMX IE€POPAIBHO B TEUEHHE MJIUTENBHOIO BPEMEHM IIpENaparsl,
MOHMXKAIOIINE CEKPELMIO JKeJle3 JKeNly/IKa, Jalle 0TMeYaloch 00pa30BaHUE KEJE3UCTHIX KHUCT B

Kenlmyake. OTH  SBJICHHUS OOYCIOBJIEHbI (U3MOJIOIMUECKHMU HW3MEHEHUSIMHU B pe3yibTare
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UHTHOMPOBAHUS CEKPEIUH COJITHOW KHCIIOTHI. KucTs! Q%v&@e&ﬁem%

00paTHOMY pPa3BUTHIO.
[IpruMeHeHHE JEKapCTBEHHBIX MPENaparoB, IOAABISIOMINX CEKPEIHI0 COJSHON KHUCIOTHI B
KEIyAKe, B TOM YHCJIE, WHTMOUTOPOB MPOTOHHOW MOMIIBI, COMPOBOXKIACTCS YBEIMUYECHUEM
CoJIepKaHus B )KeIyIKe MUKPOOHOM (Iopbl, B HOPME MPUCYTCTBYIOLICH B KEITYyA0YHO-KHILIEYHOM
Tpakre. [I[ppuMeHeHne HHrUOUTOPOB MPOTOHHOM MOMITBI MOXKET MPUBOANUTH K HE3HAYUTEIHLHOMY
YBEIMYCHUIO pUCKA MH(EKIMOHHBIX 3a00JIeBaHHM KETyJOUYHO-KUIIEYHOTO TPAKTa, BHI3BAHHOTO
Salmonella spp., Campylobacter spp. u, y TOCHHTaIM3HPOBAHHBIX MAIIMEHTOB, BEPOSATHO,
Clostridium difficile.

eTu
V nereii B Bo3pacte MeHee 1 mecsita u B Bo3pacte 1 — 11 mecsineB Ha hoHe mprema nepopaibHOTO
330Mmenpazona B go3e 0,5 mr/kr u 1,0 MI/Kr, COOTBETCTBEHHO, OTMEUEHO YMEHbIIIEHUE CPEIHErO
MPOLIEHTa BPEMEHH CO 3HaueHueM BHyTpmkenygouHoro pH menee 4. IIpoduns GezonacHocTu
’30MeMNpasoa y IeTel CX0XK C TAKOBBIM Y B3POCIIbIX.
5.2 ®apmakokuHeTHYECKHE CBOWCTBA

Pacupenenenue

Kaxymmiics 00beM pacrpeieneHus Ipy paBHOBECHOM COCTOSHHH Y 37I0POBBIX JIFOJICH COCTaBISET
npubimsutensHo 0,22 J1/Kr Macchl Tenna. D30Mernpas3oi CBI3bIBaeTCs ¢ Oenkamu 1ia3mel Ha 97 %.

Buorpancdhopmariusa

O30Menpa3oil MOJABEpraeTcs MOJHOMY METa0oiIM3My C ydyacTHEM CUCTeMbl Huroxpoma P450.
OcHOBHas 4YacThb METa0OJIM3UPYETCs NpPU YYaCTHHM  CHEHU(PHUUYECKOro  MOJIUMOPHHOro
uzodepmenta CYP2C19, npu 3ToM 00pa3yroTcsi TUIPOKCUIMPOBAHHBIC U JECMETUINPOBAHHBIC
MeTaboIUThI 30Menpaszoia. MeTaboanu3M OCTaBIIEHCS YacTH OCYIIECTBIsETCS M30(hepMEHTOM
CYP3A4; npu stom obpazyercs Cyib(pOIpOU3BOIHOE H3OMEINPA301a — OCHOBHOM METabOJHT,
OIPEEIIIEMBIi B IJIa3ME.

OJIUMUHAINS

[TapameTpsl, NpUBEJACHHbIE HUXKE, OTPA)Kal0T, B OCHOBHOM, XapakTep (apMaKOKUHETHKH Yy
NaIMEeHTOB € MOBBIILIEHHOH akTUBHOCTHIO n3odpepmerta CYP2C19.

OOuwmii naasMeHHbIM KIMPEHC COCTaBISET MpPUMEpPHO 17 Ji/4 mociie OJHOKPaTHOTO BBEIEHUS
npenapata u 9 /4 — npu NMOBTOPHBIX BBeAeHUsAX. [leproa nomyssiBeneHus cocrasnser 1,3 yaca
IIpY MOBTOPHBIX BBEACHUAX Mpernapara oJuH pa3 B CyTkH. [1nomanb moa KpuBoil «KOHIIEHTpaIs
— Bpemsi» (AUC) yBenuuuBaeTcs Ipu MOBTOPHOM BBEJICHUU. DTO YBEJIWYCHHUE SIBIISETCS BpeMsi- U
JT0303aBUCUMBIM, 4YTO SIBJSIETCS CJEJICTBHEM CHIDKEHHMS MeTaboiu3Ma IIpU  «IIEepBOM
MIPOXOXKACHUN» Yepe3 MeUeHb, a TAK)KE CHUKEHHS] CHCTEMHOTO KJIMPEHCa, BEPOSITHO, BEI3BAHHBIX

TEM, UTO 330MENPa30Jl U/WIK ero cyiabhonpon3BoaHoe HHruonpytot nzopepment CYP2C19.
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[Ipu exenHEBHOM NPUMEHEHUU OIMH pa3 B CYTKH 33'%1:1&5(%; FI'OHJ'II-E)@'E%: %Jébi'ﬁ;i'i'éﬁ U3

JIa3Mbl B TIEPEPHIBE MEXKY BBEJICHUSMHU, TEHACHIIMH K KyMYJIALIMHA 330MENPa30Jia HE OTMEUYAETCH.
[Ipu moBTOpHOM BHYTPHUBEHHOM BBEJICHUHU 330Merpa3ona B o3¢ 40 Mr cpeaHss MakCUMallbHas
KOHIIEHTpalusl B IUIa3ME COCTaBiseT npubnusurenabHo 13,6 mxmons/n. [Ipu nmpueme BHYTPH
AQHAJIOTMYHBIX J103 CPEIHSS TUIa3MEHHAsi MaKCUMaslbHasi KOHIEHTPALUs COCTaBIsIeT 4,6 MKMOJIb/II.
Heckonbko MeHblne yBenuuuBaercs oOmIast skcno3uuus (npubmusutensHo Ha 30 %) npu
BHYTPUBEHHOM BBEJICHHH 330MENPa30Jia 0 CPABHEHUIO C IEPOPATBHBIM MPUEMOM.

[Ipu BHYTpHBEHHOM BBeJIeHMU A30Menpa3zona B 1o3ax 40 mr, 80 mr u 120 mr B Teuenue 30 MUH €
MOCJICTYIONIMM BHYTPUBCHHBIM BBEICHHEM B J103¢ 4 Mr/d4 wiu 8 Mr/d4 B TedeHue 23,5 4 ObLIa
nokaszaHa JimHeiHas 3apucumoctb AUC oT BBOAUMO# 103bI.

OcHOBHBIE META0OJIUTHI A30METNPA30JIa HE BIUSAIOT HA CEKPEIIHIO COJITHOW KHUCIOTHI B KEITYKE.
[Tpu nepopansHom npumenenuu a0 80 % 10361 330Menpas3oia BHIBOAUTCA B BUAE METaOOIUTOB
MOYKaMHU, Jpyras 4acTb — KUIIEYHUKOM. B mMoue oOHapyxuBaerca MeHee 1 % HEU3MEHEHHOTO
330Merpasona.

OcobenHocTr hapMAKOKUHETUKY B HEKOTODBIX IPYINAX HAMEHTOB

Tayuenmwi co cnudxcennoti akmusnocmoio uzogepmenma CYP2C19

[TpubnuzutensHo y 2,9+1,5 % Hacenenus cHikeHa akTUBHOCTH u3zopepmenta CYP2CI19. ¥V
TaKUX NAaIMEHTOB MeETabOJIM3M 330MENpaszoiia, B OCHOBHOM, OCYIIECTBISIETCS C IOMOLIBIO
CYP3A4, u npu noBTOpHOM IipreMe BHYTpb 40 MI 330Merpa3oia OJHOKPATHO B CYTKH CPEIHSSA
IJIOIIAb TOJ KpHMBOM «KOHLEHTpauus — Bpemsi» Ha 100 % Bpllle, 4yeM y MaLHUEHTOB C
NOBbIIIEHHON akTUBHOCThIO H30epmenta CYP2C19. CpennHue 3HaueHHs MaKCHMaJIbHBIX
KOHIEHTpalui B IJIa3Me€ y MalMEHTOB CO CHM)KEHHOW aKTHMBHOCTHIO M30(hepMEHTa MOBBIIIEHbI
npubau3utenbHo Ha 60 %. CxonaHble pa3nuyusl BBISBICHBI NPU BHYTPUBEHHOM BBEJIEHUU
s30Menpaszona. OTMeueHHble OCOOEHHOCTH HE BIMSIOT HAa J03Yy M CHOCO0 MpUMEHEHMS
330Menpasoa.

Jluya noowcunozo eospacma

VYV manuentoB noxwuioro Bospacta (71 — 80 jer) merabonm3M 330Mernpasojia CYIIECTBEHHO
HE U3MEHSETCS.

Tleyenounas nedocmamounocmo

VY manueHToB ¢ JETKUM U YMEPEHHBIM HapylIeHHeM (YHKIMH IeYeHN METa00IMU3M 330Merpa3oia
MOKET Hapymiatbcs. Y TMalHWEeHTOB C TsDKEIbIM HapylleHueM (QYHKIUH T€Y€HU CKOPOCTh
MeTaboaM3Ma CHI)KEHA, YTO MPUBOAMUT K YABOSHHIO TUIOIMIAJN TMOJ KPUBOW «KOHIIEHTpALUs —
BpeMs» I 330Memnpasosia. TeHJeHIMM K KyMyJSILMHA 330MENpa3ojia M €ro OCHOBHBIX
MeTaboIUTOB IPU BBEJIEHUU Tperapara OJIMH pa3 B CYTKU HE OTMEYaeTCs.

Toueunas neoocmamoynocmo
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Nzydenue hapMaKOKMHETHKHU Y MAIUEHTOB CO ¢ HmeHHBIEII&);/MgPFﬁoEEE lﬁgl 'r;lljo-gc_)'/:nl/lﬂt');si

ITockonpky dYepe3 MOYKM OCYLIECTBIISETCS BBIBEJACHHE HE CAMOIO 330MENpas3oja, a €ero
MeTabO0JIUTOB, MOXKHO ITI0JIaraTh, YTO META0OIM3M 330MENpa3ojia y MalUeHTOB C HapyLIEHUEM
(GYHKLIMU IOYEK HE U3MEHSIETCS.

Jlemu

N3yuenne papMakOKMHETHKH 330Menpa3oia y aereil B Bo3pacte oT 0 g0 18 nmer mpoBoausiocs
nocyie 3-X MUHYTHOI BHYTPUBEHHOW HHBEKLUHU OJIMH Pa3 B CyTKU B Te€UeHUE 4 AHEH.
MakcuMasbHyI0 paBHOBECHYIO KOHIIEHTpauuio npenapara B miaazMe KpoBH (Css,max) OLIEHUBAIH
yepe3 5 MHUH IIOCJIE BBEIEHHUS O3Bl y AETEH BO BCEX BO3PACTHBIX IpyNIax, a y B3pPOCIBIX
NAIMEeHTOB — Yepe3 7 MUHYT Mocie BBeACHUs 10361 40 MI ¥ IO OKOHYaHUI0 HH(DY3uu 10361 20 MT.
B Tabnuue npencraBieHbl pe3yabTaThl OLIEHKUA CUCTEMHOM IKCIIO3MIIUHM H30MEMNpPa30iia B BUIC

TEOMETPUUYECKUX CPEAHMX (JIMana3oHa).

Bo3pacTnas rpynna Ho3a AUC, MKMOJIb, 4/ 4/51 Css,max, MKMOJIB/JI
0-1 mec* 0,5 mr/kr (n=6) 7,5 (4,5-20,5) 3,7 (2,7-5,8)
1-11 mec* 1,0 mr/kr (n=6) 10,5 (4,5-22,2) 8,7 (4,5-14,0)

1-5 ner 10 mr (n=7) 7,9 (2,9-16,6) 9,4 (4,4-17,2)
10 mr (n=8) 6,9 (3,5-10,9) 5,6 (3,1-13,2)

6-11 ner 20 mr (n =8) 14,4 (7,2-42,3) 8,8 (3,4-29,4)
20 mr (n =6) ** 10,1 (7,2-13,7) 8,1 (3,4-29,4)

1517 20 mr (n=6) 8,1 (4,7-15,9) 7,1(4,8-9,0)
40 mr (n=8) 17,6 (13,1-19,8) 10,5 (7,8-14,2)

Bapocisie 20 mr (n=22) 51(1,5-11,8) 3,9(1,5-6,7)
40 mr (n=41) 12,6 (4,8-21,7) 8,5 (5,4-17,9)

* — Bospacthas rpynma ot 0 g0 1 Mecsdna BKJIOYaia MAlMEHTOB CO CKOPPEKTHPOBAHHBIM
BO3PACTOM (CyMMa BHYTPHYTPOOHOI0 BO3pacTa U BO3pacTa MOCie POXKACHUS B ITOJHBIX HEEIIX)
> 32 nosHbIX HeAenb U < 44 nonHbIX Henenb. Bo3pacTHas rpynna ot 1 10 11 mecsies Bkioyana
MAIMEHTOB CO CKOPPEKTUPOBAHHBIM BO3PACTOM > 44 MOJHBIX HEJEIb.

** — JIBa marieHTa ObUIA UCKITFOUEHBI — OJTUH B CBSI3U CO CHUKEHHOM aKTUBHOCTHIO N30(hepMeHTa
CYP2C19, BTOpoil — B CBSI3M C COIYTCTBYIOIIMM NPUMEHEHHEM MHTHOUTOpa H30(pepMeHTa
CYP3A4.

CornacHo mocTpoeHHOM Mojaenu Css,max mocjie BHyTPUBEHHOTO BBEACHUS 330MENPa30Jia B BUAE
10-munyTHOH, 20-MHHYTHOH 1 30-MUHYTHOW HH(Y3UU YMEHBIINUTCS, B cpeaHeM, Ha 37 % — 49 %,
54 % — 66 % n 61 % — 72 %, COOTBETCTBEHHO, BO BCEX BO3PACTHBIX IPYIIAX M TpyIIax

A03UPOBAaHUA IO CPABHCHHUIO CO 3HAYCHUECM Css,max IMOCJIC 3-MHHyTHOﬁ HNHBCKIHNH.
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6. PAPMAIIEBTHYECKUE CBOVICTBA (MOCNEAQBATENBHOC T 0005)

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

JuHatpus saerara JUTHAPAT

Harpus ruapoxcun (s koppekiuu PH 1o 3nauenuii 9,0-11,0)

6.2. HecoBMecTHMOCTH

JlaHHBI JIEKapCTBEHHBINH MpemapaT He CJIeAyeT CMEIIMBATh C APYTHMMHU JIEKAPCTBEHHBIMU
npernapaTamu, 3a UCKIIFOYECHUEM YIIOMSIHYTBIX B pazjaene 6.6.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

2 rona.

ITpuroToBJIeHHBINA PACTBOP

[TpuroToBneHHBIH pacTBOpP CIEAYyeT HCIIONIb30BaTh B TeueHHe 12 yacoB. XpaHUTh IHpU
TeMiiepatype He Bbiie 25°C.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHECHHUH

B 3amumnieHHoM oT cBeTa Mecte, pu TemrepaTrype He Bbiile 25 °C B OpUrMHAIbHOM yIakoBKe
(pmakon B mauke).

VYcnoBust XpaHeHHs TIOCIe BOCCTAaHOBJICHUS JIEKAPCTBEHHOTO IIpernapara cM. B pazjene 6.3.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKH

[To 40 mr »30omemnpa3zona Bo (IakOHBI U3 OECIBETHOrO CTEKJIa | TMAPOTUTHYECKOrO Kiacca,
TepPMETUYHO YKYIOPEHHbIE OpOMOYTHJIKAYYyKOBBIMH PE3MHOBBIMH TPOOKAMH, 3aKpBITHIE
KOJIMMaYKaMy aTIOMUHUEBO-TIJIACTUKOBBIMU THNA «haun-oddy». Ha kaxaplil GriakoH HaKJIEeHUBaIOT
ITUKETKY.

[To 10 ¢dnakoHOB BMeCTe C HHCTPYKIIMEH MO MEIUIIMHCKOMY IMPUMEHEHHUIO TOMEIIAIOT B
KapTOHHYIO MauKy.

Ha xapToHHYI0 auky MOXeT ObITh HAHECEHA ATUKETKA KOHTPOJIS IEPBOT'O BCKPHITHSL.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXXKEHMH  HMCIOJb30BAHHOIO
JIEKApPCTBEHHOI0 Mpenapara Uil 0TX0J0B, NOJY4YeHHBIX 10cJe MPUMeHEeHHs Npenapara u
Apyrue MAHMIYJISLMH € IPenapaTom

IIpuroToBaeHNE pacTBOpa

Jlerpananivs npuroTOBJIEHHOTO PacTBOpA IIIaBHBIM 00pa3oM 3aBHCHUT OT 3HaueHus pH, B cBsi3u ¢
YyeM JUIsl pacTBOPEHUS Mpernapara JO0KEeH ObITh HCMoib3oBaH Tosibko 0,9 % pacTBop Hatpus
XJIOpHUA I BHYTPUBEHHOTO BBE/ICHHS.

[IpuroTroBiaeHHBI pacTBOp HE JIOJDKEH CMENIMBATHCS WM BBOJMUTHCS COBMECTHO C JPYTUMU

JICKApCTBCHHBIMU CPCACTBAMU.
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(noc B HOC T O005)
Ilepen mpumeHeHHEM PacTBOP CIEAYET OLEHUTDH Bmvangﬂ'o‘HlEr;lpeEMem%cmLﬁ BUTAMBIX

MEXaHMUYECKUX TNpUMecell W U3MEHEeHHs LBeTa. TOJbKO MPO3PayHbI PacTBOpP MOXKET OBITh
UCIIOJIb30BaH.

[TpuroToBneHHBII pacTBOp PEKOMEHJYETCs BBOJUTH Cpa3y IOCie MPUTOTOBIEHUS (C
MHUKPOOHOJIOTNYECKON TOUKH 3pEHHUS).

Heucnonb30BaHHbIE OCTAaTKM PACTBOpA JOJDKHBI OBITh YTHJIM3MPOBAHBI B COOTBETCTBHH C
MECTHBIMU TPEOOBAHUSIMH.

Huvexyus 40 me

PactBop mnia unbekuuit (8§ mr/mi) roroButcs myteM aobasnenus 5 mia 0,9 % pactBopa Hatpus
XJIOpUA JJIsi BHYTPUBEHHOTO BBeZIeHUs BO (hiakoH ¢ 40 Mr 330Merpasoda.

BoccranoBieHHBIH pacTBOp MpenCcTaBisieT co00il MPo3padHyro >KUAKOCTh OT OECIIBETHOTO [0
0J1eIHO-KENTOrO 1BETA.

Hnghyszus 40 me

WH(y3noHHBINA pacTBOP TOTOBUTCS IIyTEM PaCTBOPEHUS COJEPKUMOT0 oiHOrO (hiakoHa ¢ 40 mMr
s3oMmeripazona B 100 mut 0,9 % pactBopa HaTpus XJ0puaa AJis BHYyTPUBEHHOT'O BBEIACHUSI.
Hnghyszus 80 me

WNH}y31OHHBII pacTBOp T'OTOBUTCSA IyTEM pACTBOPEHUS COJIEPKUMOIO JBYX (DIakoHOB ¢
s3omenpazonoM 40 mr B 100 mit 0,9 % pacTBopa HaTpus XJIOpUJa /Il BHYyTPUBEHHOTO BBE/ICHUS.
BoccranoBieHHBIH pacTBOp MpenCTaBisieT co0O0# MPO3pauHyr0 KUAKOCTh OT OECIBETHOTO 10

OJIEIHO-XKEIITOrO I[BETA.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanns

000 «IICK ®Papmay

141983, MockoBckas 0011., r.0. JlyoHa, r. /lyOHa, yi. [Iporpammuctos, 1. 5, cTp. 1.
Ten.: 8 (800) 234-16-99.

E-mail: pv@rusbiopharm.ru

7.1. IIpeacTaBUTENDb AEPKATEIS] PETHCTPAIMOHHOIO YA0CTOBEPEHHUSs

[Mperen3un norpedUTENEH HAOPABIATH 10 aIPECY:

Poccuiickas @enepanus

000 «IICK ®Papmay

141983, MockoBckast 0011, r.0. JlyoHa, r. [ly6Ha, yi. [Iporpammucros, 1. 5, cTp. 1.
Ten.: 8 (800) 234-16-99

E-mail: pv@rusbiopharm.ru
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(NMOCNEOOBATENEHOCTE 000%)

8. HOMEP PET'UCTPAIIMOHHOI'O YOCTOBEPEHUA

9. IATA TNEPBUYHOM PETUCTPAIIAU (IIOJATBEPXJIEHUE PETMCTPALIMU,
INEPEPETUCTPALIUS)

JlaTa nepBoi perucTpanuu:

10. IATA IEPECMOTPA TEKCTA
OO61mas xapakTepuCTUKa JIGKAPCTBEHHOTO Mperapara J0CTylHAa Ha MH()OPMALIMOHHOM MopTalie
EBpa3uiickoro 3KOHOMHYECKOTO COr3a B HH()OPMAIMOHHO-KOMMYHHUKAIIMOHHONH  CETH

«UuTepuer» https://eec.eaeunion.org.
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