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1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Owmenpaszodn, 20 Mr, Karncyiabl KUIIEYHOPACTBOPUMBIE.

2. KAMECTBEHHBIN M1 KOJIMYECTBEHHBINA COCTAB

JlelicTByIO1IIEE BEIIECTBO: OMEIPa30Jl.
Kaxnas kancyna conepxkut 20 Mr omenpasoJia.

BcnomorarenbHble BelIeCTBa, HAJMYUE KOTOPBIX HAJA0 YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpui, caxaposa (cM. pazaen 4.4.).

[TonHbIi epevYeHs BCIIOMOTATEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kamncyibel knume4HopacTBOpUMBIE.
TBepable kenaTnHOBbIE Karcybl Ne 2 ¢ KOPILyCOM U KPBIIIEYKOH JKEJITOTO 1IBETA.

Conepxnumoe Karcys — Oelble WiIi OYTH Oenble ChepruuecKre MeIeThI.

4. KIMHUYECKHUE JAHHBIE
4.1. ITokazaHusl K NPUMEHEHHIO

Bspocnvie:

- s13Ba JBCHAILIATUTICPCTHON KUIIKH;

- 513Ba XKEIYJIKa;

- HIIBII-accounnpoBaHHBIE S3BbI M 3PO3UH KEITyJKa U JBEHAALATUIEPCTHON KUIIKH;

- apagukauus Helicobacter pylori npu si3BeHHOW 0oie3HM (B KOMOMHALIMK C COOTBETCTBYIOLIECH
aHTHOaKTepuaNbHOM Tepanueil);

- pedurokc-330¢arur;

- CUMIITOMaTH4YecKas racTpo-330dareanbHas pedrokcHas 6one3ns (I'IPB);
- TUCIIETICHS], CBSI3aHHAs! C MOBBILIEHHONW KMCIOTHOCTBIO;

- CUHIPOM 30JUIMHIepa-JJUIMCOHA.

Jlemu u noopocmku

Hetu crapiue 2 et ¢ maccoii Tesa He MmeHee 20 Kr:

- pedmrokc-330(haruT;

- cumntomaruueckas ['OPb.

Jletu crapiue 4 neT ¥ NOJAPOCTKHU:

- s3Ba JIBEHA/IIATUTIEPCTHOM KUIIKH, BeI3BaHHast Helicobacter pylori.
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4.2. Pe:xuM 103MpPOBaHUA U CIOCO0 MPUMEHEHM I

CMEPTHOMY OTUETY

PexxuM o3upoBaHus

A36a 0senadyamunepcmuou KUKy

[TanueHTaMm ¢ aKTUBHOM A3BOM JBEHAILATUIIEPCTHOM KMILKH PEKOMEHYETCs IPUHUMATD Iperapar
Owmernpazon 20 mr 1 pa3 B cytku. [Ipemapar oGecrieunBaeTr OBICTpOE yCTpaHEHHUE CHUMIITOMOB.
VY OONBIIMHCTBA MAIMEHTOB 32)KMBJICHUE SI3BBI HACTYMAET B TE€YEHUE 2 HeNenb. B Tex ciydasx,
KOTJia B TEUCHHE 2 HEZEIb MOJIHOE 3a)KUBJICHUE A3Bbl HE HACTYIAET, 3a)KUBJICHUE IOCTUTAETCS IPU
MOCJIeIYIONIEM 2-HeIeIbHOM TTpueMe npenapara OMmenpasod.

[TaruenTam ¢ A3BOM JABEHAALATUIEPCTHOM KHILIKHU, Majl0 BOCHPUUMYHBONU K JICYCHHUIO, OOBIUYHO
HazHayaroT omemnpaszon 40 mr 1 pa3 B CyTku. 3a)XHBJICHHE S3BbI OOBIYHO HACTYMAET B TCUCHHE
4 Henens.

Jliig mpeoTBpallleHusl pELUANBOB MMALIUEHTaM C S3BOW JIBEHAATUIIEPCTHON KUIIKH PEKOMEHIYIOT
omernpazon 10 mr 1 pa3 B cyTku. B ciyyae HeoOX0quMOCTH 403y MOXKHO yBeNIUYUTH 10 2040 mr
1 pa3 B cyTKH.

H3z6a sicenyoxa

Pexomennyemast mo3za — mpenapatr Owmenpazon 20 mr 1 pa3 B cytku. Ilpenmapar obecrneunBaet
OBICTpOE YCTpaHEHHWE CHUMITOMOB. Y OOJBIIMHCTBA MAIIMEHTOB H3JICUEHUE HACTYMAaeT B TeUEHUE
4 menenb. B Tex cimywasx, Korza mocie nepBoro Kypca rmpremMa rpernapara rmoJiHOe 3a)KHBIICHHE HE
HACTYyIAaeT, OOBIYHO HA3HAYAIOT MOBTOPHBIN 4-HEACHbHBIA KypC JICUCHHS, B TEYCHHUE KOTOPOTO
JOCTHUTAETCS 3a)KUBJICHUE.

[TanmenTam ¢ A3BOH JKesy/Ka, MaJlo BOCIPUUMYUBON K JI€UEHHIO, OOBIYHO Ha3HAYAIOT OMENpa3oll
40 mr 1 pa3 B CyTKU; 3aKUBJIEHHE OOBIYHO JOCTUTAETCS B TEUCHUE 8 HEECIb.

Jlnsi TpefoTBpaIleHUs] PEUUAMBOB TAIMEHTaM C S3BOM JKENyJKa PEKOMEHIYIOT Iperapar
Owmerpazon 20 mr 1 pa3 B cyTku. B ciyuae He0OX0AMMOCTH 103y MOKHO YBEIUYHTH 10 40 mr 1 pa3
B CYTKH.

HIIBII-accoyuuposantvle A36bl U d9PO3UU HCENYOKA U 08EHAOYAMUNEPCMHOU KUUKU

IIpun wamumuum HIIBII-accouMMpoOBaHHBIX $3B KENYJAKa, JABEHAALUATUNEPCTHOM KHILKUA WIH
racTpOAyOJCHAIBHBIX 3PO3UAX Y TMAlMEHTOB C TMPOJOJDKAIOMICHCS Tepanue HECTEPOUTHBIMU
MpoTuBOBOCTanuTeNbHbIME Tipenapatamu (HIIBII) unu mocne ee mpekpailieHusi peKOMEHTyeMast
no3a npemnapata Omenpason — 20 mr 1 pa3 B cytku. [Ipenapat obecnieunBaeT ObICTpOE YCTPAHEHHUE
CUMITOMOB, y OOJBIIMHCTBA MAIlMEHTOB H3JI€UYCHUE HACTymaeT B TeueHue 4 Heaenb. Y Tex
MalMeHTOB, Y KOTOPBIX HE MPOW30ILIO HM3JCYCHHE B TEUECHHWE HAYAIBHOTO TMEpHUoja Teparuw,
3aKUBIIEHHE OOBIYHO JOCTUTAETCS MIPU MOBTOPHOM 4-HEJIENbHOM IIpUeMe Ipernapara.

JUis npodunakTUKKA 3B, APO3UN IKemylKa W JIBEHAJUATHUIEPCTHOM KHUIIKM W CHMITOMOB
JMCTencHuH, cBsa3aHHbIX ¢ mpuemoM HIIBII, pexomennoBannas no3a npenapara Omenpazon — 20 mr
1 pa3 B cyTKH.

Opaouxayus Helicobacter pylori npu szeennoll 6o1e3nu (8 KOMOUHAYUU C COOMBEMCMEYoulel
aHmubaxmepuaibHoU mepanueti)

Peowcumul apaouxayuu Helicobacter pylori npu sizeenno bonesnu

TpeXKOMHOHeHTHaﬂ cXEMa JICUCHHUA

IIpemapat Omenpazon 20 mr, amoxkcuun/uiiH | r m xnaputpomunus 500 mr. Bece npenapatsl
IIPUHUMATH 2 pa3a B CyTKU B TeueHue | Henenun

nim
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250 mr. Bee npenapatsl npuHUMAaTh 2 pa3a B CyTKU B TeueHue | Henenu
WIH

npenapatr Omenpaszon 40 mr 1 pa3 B cyTku, a Takxke amMoKcMIWIIMH 500 Mr M METpOHMA30I]
400 mr 3 pa3a B CyTKU B TeueHue 1 Henemnu.

HBYXKOMHOHGHTHEUI cXEMa JICUCHUA

Owmernpazon 40-80 Mr exeaHEBHO M aMOKCUIIWUIMH 1,5 T eXKemHEeBHO (103y CleayeT NeNuTh Ha
4acTH) B TEUYCHHE 2 Henenb. Bo BpeMs KIMHUYECKUX HUCHBITAHUN MPUMEHSUIM aMOKCUIMJUIMH B
cytouHoit noze 1,5-3 r, omenpazon 40 mr 1 pa3 B cytku u kiaaputpomuiiua 500 Mr 3 pasza B CyTKH B
TeUCHHE 2 HEJCIb.

Jns obecrieueHus] MOJHOIO 3a)KUBJIEHUS JajibHEHIee JiedeHHue MPOBOJIUTh B COOTBETCTBUU C
PEKOMEHIalUsAMU B paszeliax «SI3Ba IBEHaALATUNIEPCTHON KUILKU» U «fI3Ba kKemyIKa».

B Ttex ciydasx, korzaa mocie mpoxoxJIeHHsl Kypca jeueHus tect Ha Helicobacter pylori ocraercs
I0JIO)KUTEIbHBIM, KypC JIEUEHUSI MOKET ObITh IIOBTOPEH.

Pecgprioxc-330pacum

Pexomenayemast mo3a — no oaHou karcyse npenapara Omernpason 20 mr 1 pa3 B cytku. [Ipenapar
oOecrieurBaeT OBICTPOE YCTpPaHEHHE CHUMOTOMOB. Y OOJBIIMHCTBA MAIMEHTOB HU3JICYCHUE
HAcTynaeT B TedeHue 4 Henmenb. B Tex cirydasix, Korjaa Imocje IMepBOro Kypca Impuema Impernapara
MOJTHOE M3JICYCHHUE HE HACTYMAeT, OOBIYHO HAa3HAYAIOT MOBTOPHBIA 4-HEACIbHBIN KypC JICUCHHS, B
TEYEHUE KOTOPOTO JOCTUTACTCS U3JICUCHHE.

[TanmenTtam ¢ Tspkenoit Gpopmoit pedurtokc-330¢aruta peKOMEHAYETCsl IPUMEHITH oMenpa3oi 40 mr
1 pa3 B cyTKH, n3neueHne 0ObIYHO HACTYTAET B TCUCHNE 8 HENIENb.

[Tanimentam ¢ pedirrokc-330()aruToM B CTaIuU PEMHCCHHM Ha3HadaroT omernpaszon 10 mr 1 pas B
CYTKH B BHUJE JUTUTENBHBIX KypCOB MOJJEpKHUBatomiel Tepanuu. B cnydae HeoOXoaumocTu 103y
MOXHO yBenn4uuTh 10 20—40 mr.

Cumnmomamuyecxkas I OPb

Pexomenayemas nmoza mpemapata Omenpaszon — 20 mr 1 pa3 B cytku. [Ipemapat obGecneunBaer
OBICTpOE€ yCTpaHEHHE CHUMITOMOB. TepameBTuueckuii d>(PQPEeKT MOXKET HOCTUTAThCA TPH
eXeaHeBHOU 03¢ 10 Mr, moITOMY HE MCKIIYaeTCs WHANBUAYATbHBINH 1oa00p no3bl. Ecnu mocne
4 nenenp nedenus (mpemapatr Owmempazon 20 mr 1 pa3 B CyTKHM) CHUMIITOMBI HE HCYE3AIOT,
PEKOMEHIYyETCsI TOTIOTHUTENBHOE 00CIe0BaHNE TAI[UeHTA.

ﬂucnencuﬂ, CBA3AHHAS C NOBLIUEHHOU KUCTIOMHOCbIO

Jns obneruenus Ooneii u/uiaK yCTpaHEHUs OIIyIIeHUH JuckoMdopTa B SUracTpaibHOi 0o0iacTty, ¢
M3KOroi uim 0e3 W3KorH, HazHavaroT npenapat Omenpaszoin 20 mr 1 pa3 B CyTKH.

TepaneBtuueckuii 3ppektT MoxkeT AocTUuratbes mnpu aoze 10 mMr 1 pa3 B CyTKH, MOATOMY JIeUCHHE
MOXXHO HauYMHATH C 3TOH 703bl. Ecu mocie 4 venens neuenus (mpenapar Omenpaszon 20 mr 1 pa3 B
CYTKH ) CUMIITOMBI HE UCYE3aI0T, PEKOMEHIYETCs AOMOJIHUTEIBHOE 00CIeIOBaHHE MAllMEHTA.

Cunopom 3onnuneepa-Innucona

[Taimentam ¢ cuHApPOMOM 30JUTMHTEpa-DIIMCOHA IpenapaT Ha3HAYaloT B MHAUBUIYAIbHOU J103€.
JleyeHne mnpoAOIKAIOT TO KIMHUYECKHM [OKA3aHUAM HACTOJBKO JIOJTO, HACKOJBKO 3TO
HeoOxoquMmo. PekoMmeHnyemass HawallbHas J1o03a omernpazona — 60 Mr exemaHeBHO. Y BceX
MalMeHTOB C TsDKenmod QopMoit 3abofeBaHMs, a TakXke B TEX CIydasxX, KOrja Apyrue
TepaneBTHYECKUe METO/IbI HE TPUBETH K JKeJTaeMOMY pe3yibTary, IPUMEHEHHE OMenpasoia ObLIo
s dextuBaBIM y 607€€ 90 % manuentoB npu npueme 20—120 mr exxeqHeBHO. B Tex ciydasx, koraa
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2 pa3a B CyTKH.

Oco0Oble I'PYHIIBI MTAalIMCHTOB

Iayuenmsi ¢ Hapywenuem yHKYuU noex
Jjig manueHToB ¢ HapylIeHneM (QYHKIWU OYeK KOPPEKLUs 1035l HE TpeOyeTcs.
Iayuenmoi ¢ HapyweHuem yHKyuu neyeHu

VY naunumeHToB ¢ HapylleHHeM (YyHKIMM Ne4eHH OMOoJoCTYNmHOCTh M T)2 oMemnpasosia U3 IUIa3Mbl
KpOBH yBenuuuBaroTcs. B cBsa3u ¢ atum no3a 10-20 Mr B cyTKu SBISETCS TOCTATOYHOM.

Ilayuenmol nodxxcunozo 6o3pacma

JUist manMeHTOB MOXKHUIIOTO BO3pacTa KOPPEKILHUs 03I He TpedyeTcs.
eTH

Peghnrokc-azopacum u cumnmomamuueckas I'OPF

Jletsim B Bo3pacTte crapiie 2 JieT ¢ Maccoil Tena 6onee 20 xr HazHadaroT npenapat OMenpaszoln B
no3e 20 mr 1 pa3 B cytku. [Ipu HEOOXOIUMOCTH BO3MOXKHO yBenudeHue 1036l 10 40 mMr 1 pa3 B
CyTkH. PekoMeHayemasi mpoI0KUTENBHOCTD JICUEHUS B cydyae pequiroKc-330(parura COCTaBIISIET
4-8 nenenb. PekomeHmyeMas MpoJOKUTEIIBHOCT JICUCHUs B ciaydae cumnroMaruyeckod ['OPb
cocraBisieT 2—4 Henenu. Ecnu nmocne 2—4 Henenb Je4eHHUS KOHTPOJIb CUMIITOMOB 3a00JI€BaHUS HE
OBUI JOCTUTHYT, PEKOMEHAYETCS JJOMOIHUTEIBHOE 00CIeI0BaHNE TTAIUEHTA.

A36a 0eenaoyamunepcmuol kKuwiky, evizeannasn Helicobacter pylori

[Tpu BBIOOpE CXEMBI TEPAIUU CIEIYET YUUTHIBATh OPUIMATIbHBIC HAIIMOHAJIBHBIC, PETHOHAIBHBIC U
MECTHbIE PEKOMEH/JAllU1, KacaloIHUecs: pe3UCTEHTHOCTH MUKPOOPTraHU3MOB K aHTHOAKTepUaIbHbIM
CpEeICTBaM, MPOJOJKUTENIBHOCTH Tepanuu (Hauboisiee yacto — 7 AHEW, HO B psijie CIydaeB — J10
14 nHeil) u MPaBUIIBHOTO MPUMEHEHHS aHTHOAKTEPUANIbHBIX MpenapaToB.

Tepanuro He0OXOAMMO MPOBOAUTH I10]] HAOIIOJCHUEM CIIELUAINACTA.

Z[J'IH JIeTel B BO3pPAacCTeC CTapuic 4-x ner PEKOMCEHAYCTCA CIICAYIOIIAasa CXeMa JICUCHU:

Macca Tena Cxema JieueHust

15-30 xr Owmernpazon 10 Mr, aMOKCHULIMIIITUH 25 MI/KT ¥ KIIAPUTPOMULIMH 7,5 MI/KT.
Bce npenapaTsl npyHUMATh 2 pa3a B CYTKU B TEUECHUE HEJIENH.

3140 kr IIpemapar Owmenpazon 20 wmr, amokcunwuiMH 750 Mr M KJIApUTPOMMIIMH
7,5 MI/KT.
Bce npenapaTsl npUHUMATh 2 pa3a B CYTKH B TEUEHUE HEJIENH.

> 40 xr [Tpenapar Omenpazon 20 mr, amokcHuWUIHH 1 T 1 kiaaputpomuiiua 500 mr.
Bce npenapaTsl npuHUMATh 2 pa3a B CYyTKH B TEUEHUE HEJIENH.

Cnooco0 nmpuMeHeHs

BuyTps. Kancynsl pekoMeHayeTcss IpUHUMATh YTPOM IIE€pEN €10M WM BO BpeMs MpueMma IHUIIH,
3anuBasi HEOOJIBUINM KOJUYECTBOM BOJIbl. COZepKUMOE KarCyJibl HEellb3s pa3KeBbIBATh.

B 0co0bIx ciydasx, Mpu BO3HHUKHOBEHHH TPYAHOCTEH C MPOTJIATHIBAHUEM LEJIOW KamCylbl Y
B3pOCJIBIX U JAETEH, MOYKHO MPOTJIOTUTh €€ COAECPKUMOE IOCIE BCKPBITUS WM PacCAChIBAaHUS
KaIrCyJibl, a TAKKE€ MOXHO CMEIIATh COJECPKUMOE KarCyJbl CO CJIeTKa MOAKUCIEHHON KUJIKOCTBIO
(Hanpumep, ¢ cokom, oryprom). [lonyuennas cycneH3us JA0HKHA OBITh MCIOIb30BaHa B TCUCHHE
30 mMuHyT. YTOOBI OBITH YBEpEHHBIM B MpHEME IMOJTHOW 03bI, PEKOMEHIYEeTCS 3TOT K€ CTaKaH
3aroJHUTh HAIIOJIOBUHY KUAKOCTBIO, B30OJITATh U BBHITHUTH.
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4.3 IIpoTuBONOKA3aHUA

- I'unep4yBCTBUTENHHOCTh K OMENPA30Ily, 3aMELICHHBIM O€H3MMHUAA301aM U (WIH) K JII000OMYy U3
BCIIOMOT'aTeNIbHBIX BEIIECTB, IEPEUHCICHHBIX B pa3zaene 6.1.

- OTHOBPEMEHHBIN MPUEM C IPIOTHHHOOM, TO3aKOHA30JIOM.
- Jlerckuii Bo3pact 110 2 JeT.

- Hetckuit Bo3pact crapiie 2 JeT 1Mo APYTUM MMOKa3aHHsIM, KpoMe JieueHus pedurrokc-33o0darura u
cumnromatuuecko I OPB.

- Jlerckmii Bo3pacT crapiie 4 JeT Mo APYTUM IMOKa3aHHsIM, KpoMe JieueHus pedirokc-33odarura,
cumnromatudeckoit ['OPb u s13BbI ABEHAIIATUTIEPCTHOM KUIIKH, BbI3BaHHOU Helicobacter pylori.

4.4. OcoOble yka3aHusl U Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

ITpu HanuuuM JOOBIX TPEBOKHBIX CUMIITOMOB y MallMeHTa (HampuUMep, TaKuX Kak 3HaYuTeIbHas
CIIOHTaHHasi MOTEPs Macchl Teja, MOBTOPHAs pBOTA, AUC(arus, pBoTa € MPUMECHIO KPOBHU MU
MeJIeHa), a TaKXKe MPU HAIWYMM A3BBI JKeTyAKa (WIM IpU MOJO3PEHUU Ha S3BY XKeyJKa) cieryer
UCKJIIOYUTh HaJM4YMe 3J0KAaUYEeCTBEHHOIO HOBOOOpPA30BaHHUS, MOCKOJIbKY JI€UEHHE OMENpPa30JoM
MOJKET IIPUBECTHU K CIVIAKUBAHUIO CUMIITOMATUKHU U OTCPOUUTH IIOCTAHOBKY IMarHo3a.

He pexomenayercss OQHOBPEMEHHOE IIPUMEHEHHME OMEIpa3oja C TaKMMHU IpernaparaMy, Kak
aTa3aHaBUp U HeJ(QUHABUP.

[lo pesymbraTam UCCIEIOBaHHUA, OTMEUEHO (apMaKOKMHETHYECKOe/(hapMaKOANHAMHYECKOE
B3aUMOJICHCTBHE MEXIy KJIONMUAOTpesoM (Harpy3ouHas no3a 300 Mr u mojaiepkuBaromas 103a
75 mr/cyt) u omernpa3oyioM (80 Mr/CyT BHYTPh), KOTOPOE MPHUBOIUT K CHIDKCHUIO DKCIO3UIHH K
aKTUBHOMY METaOOJIUTy Kiomujaorpensa B cpeaHeM Ha 46 % U CHIXKEHUIO MaKCHUMAallbHOTO
uHrnOupoBanus AJl®@-uHAYIMPOBaHHON arperannu TpOMOOIIUTOB B cpeaHeM Ha 16 %.

[ToaTomy cnemyeT u30eratb OJHOBPEMEHHOTO MPUMEHEHHUsS OMeNpaszoia W Kiomuaorpena (cm.
paznen 4.5.).

OTI[GJ'IBHBIG Ha6J'IIOI[aTeJ'IBHI>Ie HCCJIICAOBAaHUA YKAa3bIBAKOT Ha TO, YTO TEpallus I/IHFI/I6I/ITOpaMI/I
IMPOTOHHOI'0O HacoCa MOXKXCET HCE3HAYUTCIIBHO IMMOBBIIATH PUCK CBA3AHHBIX C OCTCOIIOPO3OM
MepeIoMOB, OTHAKO B APYI'UX HOI[O6HBIX HCCJIICAOBAHUAX IMOBBIIICHHUE PUCKA HC OTMEYCHO.

B PAaHAOMH3NPOBAHHBIX HBOﬁHBIX CJICTIBIX KOHTPOJHUPYCEMBIX KIHMHUYCCKUX HCCICAOBAHUAX
OMeENpasoyia U 30MEeNpa3oia, BKIIOYas JBa OTKPBITHIX UCCIEIOBAHUS C JIUTEIBHOCTHIO Tepanuu
Oosnee 12 ner, He OblIa MOATBEPXK/IEHA CBSI3b MEPEIOMOB Ha (JOHE OCTEONOPO3a C MPUMEHEHHEM
MHTUOUTOPOB MPOTOHHOT'O HAacoca.

XOTsl IPUYMHHO-CIIEACTBEHHAsI CBSI3b IMPUMEHEHUsI OMEIpa3oJia/330Merpas3ofia ¢ MepesioMamMu Ha
¢doHe ocTeonopo3a He YCTaHOBJIECHA, MAIMEHThl C PUCKOM Pa3BUTHsI OCTEONOpPO3a UM MEPeIoMOB
Ha ero (poHe JOKHBI HAXOAUTHCS MO COOTBETCTBYIOIINM KIMHUYECKUM HAOIIIOICHUEM.

vy ManueHTOB, IIOJy4YaBIIMX OMCIIPA30JI Ha MPOTANKCHUHU, KaK MHHHUMYM, 3 MCECAIICB, ObLIa
3apCrTUCTPpUpPOBaHa TAXKEIAsA THUIIOMAarHUEMUA, MIPOABJIAIOMIAACA TaKUMKU CHUMIITOMaMM Kak
YTOMIIICMOCTD, 6pCI[, CYAOpOrnu, TOJIOBOKPYXKCHUC U KCITYIJOUYKOBAsA apUTMUS. YV OonbIIMHCTBA
MAaIMCHTOB THUIIOMArHUCMUsS KYIIUPOBaJIaCh ITOCJIIC OTMCHBI I/IHI‘I/I6I/ITOpOB IMPOTOHHOI'0O HacocCa u
BBCACHUA IIPCIIAapaTOB MAarHus. vy ManUCHTOB, KOTOPBIM IINIAHUPYCTCA MJIUTCIIbHAA TEparusa HUIIN
KOTOPBIM Ha3HAYCH OMEIIPA30JjI C JUT'OKCUHOM HJIM APYTUMHU IpeliapaTaMu, CIIOCOOHBIMH BBI3LIBATH
TUIIOMAarauCMuroO (HaanMep, ,Z[I/IypeTI/IKI/I), CJICAyCT OUCHUTL COACPIKAHUC MAIrHUA B IJIa3ME€ KPOBU
A0 Haydajla Tepanr U NIECPUOJUUCCKH KOHTPOJIUPOBATHL €T0 BO BPpEMS JICUCHUS.

CornacHo pe3ynbTaraM HaOIIOJATENbHBIX UCCIEIOBAHUN, HHTUOUTOPHI TPOTOHHON TOMITBI MOTYT
MoBbIIaTh oOmMi puck mnepenoma Ha 1040 %. OmnpeneneHHas CTENEHb TaKOTO TOBBIIICHUS
MOXET OBITb OOycnoBiieHa Jpyrumu ¢dakTopamMud pucka. [lalueHTsl ¢ pPUCKOM pa3BUTHUA
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PCKOMCHAAIUAMU U DOJIKHBI HOTp€6H$ITB JO0CTAaTOYHOC KOJIHNMYCCTBO BUTaAMHHA Du KajJablus.

Omenpason, Kak U BCE JIEKAPCTBEHHBIE CPENICTBA, IOHIKAIOIINE CEKPELUIO JKEJE3 JKEIyIKa, MOXKET
MPUBOANTH K CHIDKEHHIO BCachiBaHMs BuTamuHa Biz (1manokobamamuna). O6 3TOM HEOOXOIUMO
IIOMHHUTHh B OTHOLIEHUM ITALIUEHTOB CO CHM)KEHHBIM 3allacOM BHTaMuHa Bi2 B opraHusme uiam c
(akTopamMu pricKa HapyIICHHs BCAChIBAHUS BUTAMUHA B2 Ipu ANMTENBHOM Teparnuu OMenpasoioM.

VY nanueHToB, NPUHUMABLIMX BHYTPh B TEUEHUE JUIMTEILHOIO BPEMEHHU Mpenaparhl, MOHKAOLIIE
CEKpEIUIO JKeJe3 JKeMyKa, Jalle OTMEYaJoch 00pa30BaHUE JKEIE3MCTBIX KUCT B JKEIyAKe. JTH
SBJICHUsI 00YCIIOBJIEHBI (PU3HOIIOTHYECKUMU U3MEHEHUSMHU B Pe3yJIbTaTe MHTMOUPOBAHUS CEKPELUU
COJISTHOM KHCJIOTBI M TOABEpraroTcs oOpaTHOMY pa3BUTHIO Ha (DOHE TPOJODKEHHUS Teparnuu
OMEIPA30JIOM.

CHMKEHHE CEKpELUU COJSHOM KHUCIOTBI B JKENyJIKE I0J JEHCTBUEM HHTHOMTOPOB INPOTOHHOU
MIOMIIBI WJIH IPYTUX KUCIOTOMHTUOUPYIOUINX areHTOB MPUBOIUT K MOBBIIICHUIO POCTa HOPMAJIbHOM
MUKPO(DIOpH KUIIEYHHKA, YTO, B CBOIO OYEPEIb, MOXXET MPHUBOAWTH K HE3HAYUTEIHLHOMY
YBEJIMYCHUIO PUCKA Pa3BUTHUS KHUILECYHBIX MH(EKUUN, BbI3BAHHBIX OakrepusiMu poaa Salmonella
spp. w Campylobacter spp., a Ttaxxe, BepostHo, Oakrtepuii Clostridium difficile 'y
rOCMUTAIU3UPOBAHHBIX MAIIUEHTOB.

[IpumeHeHHEe WHTHOUTOPOB MPOTOHHOW IMOMIIBI CBS3aHO C KpallHE PEIKUMH CIy4YasMU Pa3BUTHS
nonocTpoil koxkHoit kpacHod Bomvyanku (IIKKB). B ciyuyae BO3HMKHOBEHHS MATOJOTHYECKUX
W3MCHCHUH KOXH, OCOOCHHO Ha OTKPBITBIX €€ Yy4YacTKax, COMPOBOKIAIONIMXCS apTpaJTUeH,
MAUEHTY CleayeT He3aMeJIMTENbHO OOpaTUThCA 3a MEAMIIMHCKOW HoMolnbio. Bpauy crnemyer
paccMoTpeTh Bolpoc 00 oTMeHe npenapara OMenpaszol.

VY nanuentoB ¢ [IKKB Ha ¢one mpeamecTByromeil Tepanu HHTHOUTOPOM MPOTOHHOW MOMITBI
YBEJIMUEH PUCK €€ Pa3BUTHUS IPU MOCIEAYIOLIEH Tepanuu APYTMMU HHTHOMTOpPAMU IPOTOHHOM
nomrbl. [loBeiieHne kKoHIeHTparuu xpomorpannHa A (CgA) B mia3mMe KpOBU MOXKET BIHSITH Ha
PE3YIbTATHI I/ICCJ'IG)IOBaHI/II\/’I, MNPOBOAMMBIX C LECJIbIO AUATrHOCTHUKU HeﬁpOSHI[OKpHHHBIX OHYXOJ'ICI\/’I.
Bo u3bexxanue qaHHOTO BIMSHUA JiedeHHe TpenapatoM OMernpas3ol cleAyeT MPeKpaTuTh He MeHee
yeMm 3a 5 nmHeW no ompeneneHus koHueHtpamuun CgA (cM. paszmen 5.1.) B minasme kpoBu. Ecim
koHIeHTpanun CgA U racTpuHa B IUIa3Me€ KPOBH HE HOPMAlM30BaINCh TOCIE HA4ajIbHOTO
W3MEpPEHUs, CIEeIyeT MPOBECTH KOHTPOJIBHOE HMCCIIEeNOBaHUE 4epe3 14 aHei mocie mpeKpameHus
JIeYEeHUsI UHTHOUTOPOM MPOTOHHOW MOMIIHIL.

BcnomorarennHble BEIECTBA

Hampuu

JlaHHBIN JeKapCTBEHHBIN MpernapaT coAepKUT MeHee 1 MMonb (23 mr) HaTpus Ha 1 kamcyiny, TO
€CTbh, 10 CYTH, HE COJICPKUT HATPHUS.

Caxapo3za

[Ipemapat comepxxuT caxapo3y. llamweHTaMm ¢ peako BCTpeyaroleicss HaCIeICTBEHHOM
HETIEPEHOCUMOCTBIO  (DPYKTO3BI, TIFOKO30-TaJaKTO3HOW MaiabaObcopOrmenr wuiaum  AePUIIUTOM
caxapa3bl-U30MaibTa3bl HE CIEAyeT MPUHUMATH ITOT Mpernapar.

4.5. B3aumopeiicTBHe ¢ JAPYIHMHM JICKADCTBEHHBIMHM MpenapartaMM W Jpyrue BHABI
B3aUMOJAEHCTBUA

Bausane OMCITpa3oJja Ha d)aDMaKOKI/IHeTI/IKV APYTUX JCKAPCTBCHHBIX IIPECIIapaToB

CHMKEHHE CEeKpelUu COJITHOM KHUCIIOTHI B JKEIYJKE IPHU JIEUEHUH OMENPA30JIOM MU JPYTUMHU
MHTHOUTOpaMHU MPOTOHHOT'O HACOCa MOKET MPHUBECTH K CHUKEHHUIO WJIM TMOBBIIIEHUIO abcopOuuu
JAPYTUX MPENapaToB, BCACbIBAHUE KOTOPBIX 3aBUCUT OT KUCIOTHOCTU CPEBI.
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OMENPAa30JIOM MOXXET TPUBECTH K CHIDKEHHMIO BCAChIBAaHUS KETOKOHA30Ja, HWTPAKOHA30Ia,
[103aKOHA30J1a ¥ 3PJIOTUHUOA, a TAKXKe MOBBILICHNUIO BCAChIBAHUS TAKUX IPENapaToB, KaK JUTOKCHUH.
OnnoBpeMeHHBIM TIpueM omenpa3ona B o3¢ 20 mr 1 pa3 B CYTKM U JMTOKCHHA IOBBIIIACT
O6uomoCTYyHOCTh JUrokcuHa Ha 10 % (OnoIoCcTymHOCTh AUIOKCHHA MOBBIINIATACH HA BEJIUYUHY 10
30 % y 20 % manuentoB). OnHOBpEMEHHBIN npueM mpenapata Omenpazoil ¢ 3pIOTUHHOOM WU
[I03aKOHA30JIOM TMpOTUBOMOKazaH (cM. pasgen 4.3.). beuio mokazaHo, 4YTO oOMemnpasol
B3aMMOJICHCTBYET C HEKOTOPBIMH AaHTHPETPOBUPYCHBIMH MpenapatamMu. MexXaHu3Mbl U
KJIMHUYECKOE 3HaUE€HUE 3TUX B3aUMOJICHCTBUI HE BCErja N3BECTHBI.

VBennuyenune 3HaueHuss pH Ha ¢oHe Tepamuu OMENpa3ojoM MOXET BIUATh HAa BCACBIBAHUE
aHTUPETPOBUPYCHBIX IpenapaToB. Takike BO3MOXHO B3aMMOJAEHCTBHE HAa YpPOBHE H30(epMeHTa
CYP2C19. Ilpu oaHOBPEMEHHOM NPHUMEHEHUU OMENpPa30ja U HEKOTOPBIX aHTHUPETPOBUPYCHBIX
[IPenaparoB, TAKUX KaK aTa3aHaBUp U Hel(UHABUD, HA (POHE Teparnuu OMENPa3zojioM OTMedaeTcs
CHIDKEHHE MX KOHLEHTpALMU B CHIBOPOTKE KPOBH. B CBA3M C 3TMM OJHOBPEMEHHOE NPUMEHEHUE
OMeENpa3oyia ¢ aHTUPETPOBUPYCHBIMM IperaparaMH, TAKUMHM KaK aTa3aHaBUp W HeJI(pUHABUP, HE
PEKOMEHAYETCH.

HpI/I OIHOBPCMCHHOM IIPUMCHCHHHU OMCIIPAa30jia MU CAaKBHHABHpPaA OBLII0 OTMEYEHO IIOBEIIICHHE
KOHILOCHTpAallMKM CaKBUHABHUpPa B CBIBOPOTKEC KPOBH, IPU MNPUMCHCHHHU C HCKOTOPBIMH JPYTHMU
AHTUPCTPOBUPYCHBIMHU IIpCTIapaTaMi UX KOHLCHTPALIUA HC MCHAJIACh.

Owmenpazon uarnoupyer CYP2C19 — ocHOBHOM M30(hepMEHT, yIaCTBYIONIMI B €r0 MeTaboIM3MeE.
OnHOBpeMEHHOE IMPUMEHEHHE OMENpas3oyia C APYTUMH IpenapaTtami, B METaboIM3Me KOTOPBIX
npunumaet ygyactue uzopepment CYP2C19, rakumu kak amasenam, Bapdaput (R-Bapdapun) mmm
JApyrue aHTaroHUcThl BUTaMMHA K, (EHUTOMH M IMI0CTa30JI, MOXKET IMPHUBECTH K 3aMEIJICHUIO
MeTaboM3Ma TUX IpenapaToB. PexoMmeHayeTcs: HaOIOeHHE 33 MalUeHTaMU, TPUHUMAIOIIMHA
(GEeHUTOMH M OMEIpa30i, MOXKET MOTpeOOBaThCsl CHMXKEHHE J103bl (QeHuTronHa. OpHako
COIlyTCTBYIOILIEE JICUEHUE OMENPA30JOM B CYTOHYHOM 103€ 20 MI HE BIMSET Ha KOHIIEHTPALUIO
(deHnTonHa B IUIa3Me KPOBH y MAllMEHTOB, JUIUTEIbHO IPUHUMAOIIUX Mpenapart. [Ipu npumeHeHnu
OMerpa3oyia y TNAalMeHTOB, MOoJydaroluxX BaphapuH WIM Jpyrue aHTaroHUCThl BUTaMuHa K,
HEO0XO/IMM MOHHUTOPUHI MEXIYHAapOJAHOTO HopMmaiu3zoBaHHoro otHomeHuss (MHO); B psne
CIIy4aeB MOXKET [TOHAI00UThCS CHUKEHHE JI03bl BappapHuHa WM JIpyroro aHTaroHucra suramuHa K.
B TO x€ BpeMs COIlyTCTBYIOLIEE JIEUEHUE OMEMNPA30J0M B CyTOYHOU 03¢ 20 MI HE NPHUBOIUT K
M3MEHEHHUIO BpEMEHH KOAryJIsiuy y MalUEeHTOB, JJIMTENbHO IPUHUMAIOIIUX BaphapHH.

[Ipumenenue omenpaszona B no3e 40 mr 1 pa3 B CyTKH MPUBOAWIO K YBEIMYEHUID MAKCUMAaJIbHON
KOHIIEHTpauuu B I1a3Me KpoBH (Cmax) ¥ IIIOHMIAAU MOJA KPHBOH «KOHIEHTpauusa-speMs» (AUC)
nmitoctazona Ha 18 % u 26 % COOTBETCTBEHHO, JUII OJHOTO M3 AaKTHUBHBIX METa0OJUTOB
[UAJIOCTA30J1a YBETUYeHHE cocTaBWIO 29 % 1 69 % COOTBETCTBEHHO.

ITo pesynbraTam UCCIEIOBaHMN, OTMEUYEHO (papMaKOKMHETHYECKOe/(papMakoJMHAMUYECKOe
B3aUMOJICHCTBHE MEXIY Kionmuaorpeinom (Harpy3zouHas no3a 300 mr u moajep KuBaromias 103a
75 mr/cyTku) U omenpa3zoioM (80 MI/CyTKH BHYTpPb), KOTOPOE MPUBOJIUT K CHHYKEHHUIO 3KCIIO3UIMU
aKTUBHOTO MeTaboiuTa KIOMMIOTpesna B cpeaHeM Ha 46 % U CHUKEHHI0 MaKCHMalbHOIO
uHruoupoBanus AJ{P-UHAYIUPOBAaHHOM arperaud TpPOMOOIMTOB B cpenHemM Ha 16 %.
KimmHnueckass 3Ha4MMOCTH 3TOrO B3aMMOJCHCTBHS He scHA. [loBbleHWME pucKa CepAedHO-
COCYJUCTBIX OCIIO)KHEHMH TpH OJHOBPEMEHHOM MPUMEHEHMH KIIONMUJOrpeNa W HMHTHOUTOPOB
MPOTOHHOTO Hacoca, B TOM UYHCJIE€ OMeEINpa3oyia, HEe ObUIO TMO0Ka3aHO B MPOCIEKTUBHOM
PaHIOMHU3MPOBAHHOM HE3aBEpIIEHHOM HCCIEeIOBaHUM C y4acTueM Oojee 3760 maiueHTos,
MoJIy4yaBIIMX Ianebo uin omemnpa3zon B Jo3e 20 MI/CYyTKM OJHOBPEMEHHO C Tepamuei
KJIOMIUAOTPENIOM U aneTuiacanuuuiaoBoil kucinoroit (ACK), 1 He mOATBEPkKAEHO JOMOIHUTEIBHBIM
HEPaHJIOMH3UPOBAHHBIM  AHAJU30M KJIMHMYECKUX MCXOJOB MACIITa0HBIX MPOCHEKTHBHBIX
PaHIOMU3UPOBAHHBIX HCCIIE0BaHUi ¢ yuacTueM Ooinee 47000 marueHToB.
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COOTBETCTBYET 3KCMEPTHOMY OTUYETY

OTBCTA O HAJIWYUHU WM OTCYTCTBUU IMOBBINICHHOI'O0 PHUCKA TpOM603M6OJII/I‘IeCKI/IX CGpI[C‘IHO-
COCYAUCTBIX OCJIO;KHEHUH Ha (1)0He OOIHOBPEMCHHOI'O MPUMEHCHUSA KIIOIMUAOIpEiia u I/IHFI/I6I/ITOpOB
IMIPOTOHHOI'O HAacoca.

[Ipy npuMeHEeHHWH KIONMUIOTpeNia OJHOBPEMEHHO ¢ (UKCHpOBaHHON KoMOuHanuend 20 wr
s3omenpazona u 81 mr ACK skcno3unus K aKTUBHOMY METAa0OJIHMTy KJIOMUAOIpeNia CHU3UIACH
noutu Ha 40 % 1o CpaBHEHHUIO C MOHOTEpAIUEN KIOMUI0TPEIOM, IIPH 3TOM MaKCHUMAaJIbHbIE YPOBHH
unaruOupoBanus AJlO-WHIYNIUPOBAHHON arperanuu TPOMOOIMTOB OBUIM OJMHAKOBBIMHU, HYTO,
BEPOATHO, CBSI3aHO C OJIHOBpeMeHHbIM NpueMoM ACK B HU3KOH J103€.

Owmernpa3os He BIMSAET Ha METAOOIN3M MpenapaToB, MeTaboan3upyeMbix nzopepmentom CYP3A4,
TaKUX KaK [UKJIOCIIOPUH, JIMAOKANH, XUHUINH, SCTPaIHOI, S3PUTPOMHULIUH U OyIECOHH.

He BbIsBICHO B3aMMOJEHCTBHSA OMEIpa3ojia €O CIEAYIOIIMMM IpenaparaMu: aHTalUHbIe
cpenctsa, kodeuH, TeopusuinH, S-aphapuH, TUPOKCUKAM, TUKIOPEHAK, HAIPOKCEH, METOMPOJIOII,
IIPOIIPAHOJIO0T U 3TAHOJ.

HpI/I OOAHOBPEMCHHOM IMPUMCEHCHUHU OMCIIpA30Jjla U TaKpOJIHUMYyCa OBLII0O OTMEYEHO ITOBBIIIEHUE
KOHILOCHTPAMU TaKPOJIUMYCa B CBIBOPOTKEC KPOBH.

YV HEKOTOpBIX MALMEHTOB OTMEYaIN HE3HAYUTEIbHOE MOBBIIIEHHE KOHIIEHTPALMU METOTpeKcaTa Ha
(oHE OTHOBPEMEHHOTO IPUMEHEHHS C HHTHOUTOPaMHU IPOTOHHOT'O HACOCA.

[lpn Ha3HAYEeHUM BBICOKMX JI03 METOTPEKCaTa CIEIyeT PAacCMOTPETh BO3MOXKHOCTh BPEMEHHOTO
HpEeKpaIIeHuUs IpUeMa OMeIpasoJia.

BiusHue 1ekapcTBEHHBIX IIpenapaToB Ha d)aDMaKOKI/IHeTI/IKV OMCIIpa3oJjia

B Merabomm3me omernpa3zoia yuactByroT u3odepmentsl CYP2C19 u CYP3A4.

OpHoBpeMEHHOE MpUMEHEHHe oMerpa3onia 1 HHruouTopos nzopepmentoB CYP2C19 u CYP3A4,
TaKUX Kak KJIAPUTPOMHIIMH M BOPHUKOHA30JI, MOXKET MPUBOAUTH K TMOBBIIICHUIO KOHIIEHTPAIUU
OMeTpa3oJia B IIa3Me KPOBHU 3a CUET 3aMe/JICHHUs] MeTab0IM3Ma OMerpa3oJia.

OnHOBpeMEHHOE NMPUMEHEHHE BOPUKOHA30J1a M OMETpa3ojia MPUBOJIUT K OoJiee YeM JIBYKpaTHOMY
yBennuennto AUC omenpasona. B cBsizu ¢ xopomieil nepeHOCUMOCThIO BBICOKMX /103 OMEIpasoja
MPU HEMPOAOKUTEIIBHOM OJITHOBPEMEHHOM TNPHUMEHEHHH yKa3aHHBIX MpernapaTtoB He Tpedyercs
KOPPEKLHHU 103bl OMETpa3oJa.

O)IHOBpGMGHHBIfI nmpueM omerpasoja ¢ aMOKCUIHUIJIIMHOM HWJIIM METPOHHWAA30JIOM HE BJIMUACT Ha
KOHICHTpAIUIO OMEIIpa30Jia B IJIa3MC€ KPOBH.

JlexapcTBennsie mnpenapartsl, uHaynupytomme uzodpepmentet CYP2C19 u CYP3A4, takue kak
pubaMnuMH U Tpenapatbl 3Bepo00s MPOABIPSABICHHOIO, MPU OAHOBPEMEHHOM MPUMEHEHUH C
OMEMPa30JIOM MOTYT MPUBOJIUTh K CHIKCHHUIO KOHIIEHTPAILIMKA OMETpasojia B Tia3Me KPOBH 3a CUET
yCKOpEeHUsl MeTaboNIM3Ma oMenpasoa.

4.6. ®epTHIBHOCTH, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

Pe3ynbrarel nccneqoBaHui MOKa3all OTCYTCTBHE MOOOYHOTO JEUCTBHUSI OMEIpa3oyia Ha 3I0POBbE
OepeMEeHHBIX JKEHIIMH, Ha IUIOJ WM Ha HOBOpoxaeHHoro. Ilpemapar Owmenpa3on MoXeT
MIPUMEHATHCS BO BpeMsi O€pEMEHHOCTH.

JlakTaus

Omernpa3on MPOHUKAET B TPYJHOE MOJIOKO, OJHAKO MPH NMPUMEHEHHH €T0 B TEPaleBTHUYECKHUX
7103aX BO3/EICTBHE Ha peOeHKa MaJIOBEPOSTHO.
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MEXaHM3MaMHu

OTCyTCTBYIOT JAaHHBIE O BJIMSHUM OMEIpa3ojia Ha CHOCOOHOCTh YINPAaBIATh TPAaHCIOPTHBIMU
cpeacTtBaMu U paboraTh ¢ MexaHu3Mamu. OJHAKO, B CBA3HM C TE€M, YTO BO BPEMS TEParud MOTYT
HaOJII0AAThCS TOJIOBOKPY)KEHHE, HEYETKOCTh 3pEHHsl M COHJIMBOCTb, CIEAYyeT COOII0aaTh
OCTOPOXHOCTH MPH YIPABICHUU TPAHCIIOPTHBIMU CPEICTBAMH U PabOTE C MEXaHU3MaMH.

4.8. HexkesnaTesibHbIe peakuuu

Pe3romMe HexenaTeabHbBIX DEAKIINI

Hitxe IMPUBCACHBI HCXKCIATCIIBHBIC PCAKIIUH, HC 3aBUCAIIUE OT PEKHUMa JO3UPOBAHHA OMCEIIpa3oJia,
KOTOPELIC ObLIH OTMCYCHBI B X0a€ KIIMHUYCCKUX HCCJIGI[OB&HI/Iﬁ, a TAaKXC npu
IMOCTPEruUCTPpaluOHHOM ITPUMCHCHHWH.

YacroTa BCTPEHYaeMOCTH OIpeNecHa CIeAyonmM oOpa3oM: odeHb 4acto (> 1/10), wacto (oT
> 1/100 mo < 1/10), mewacto (ot > 1/1000 go < 1/100), peaxo (ot > 1/10000 mo < 1/1000), oueHp
penko (< 1/10000), yacrora Hem3BecTHA (MCXOS U3 HMCIOIIUXCS JAHHBIX, YACTOTY BOSHHUKHOBCHHS
OIIPEICJIUTh HEBO3MOXKHO). B mpenenax kaxqou rpymnibl 4aCTOThI BCTPEYAEMOCTH HEXKeaTeIbHbIC
peaKIuy yKa3aHbl B MOPSIKE YMCHBIIICHUS CEPhE3HOCTH.

HesxenarenbHble peakliu CrpyNIMPOBAaHbI B COOTBETCTBUHU C TIOPSIIKOM HA OCHOBAHHHM CHCTEMHO-
opranubix kiaccoB (COK).

Hapywenus co cmoponwl kposu u numgamuueckou cucmemvl:
PENKO — JICHKOTIEHUS, TPOMOOIIMTONICHUS;

OUYEHb PEIKO — arpaHyJOUTO3, TAaHIIUTOIICHHUS.

Hapywenus co cmoponsl ummynHnou cucmembl:

PEAKO — pEeaKkIMM TUIIEPUYyBCTBUTEIBHOCTH (HAIpUMeEp, JINXOpaaKa, aHTMOHEBPOTUYECKUM OTEK,
aHa(uIaKTHYeCKas peakus/aHaQpUIaKTHYECKUN MIOK).

HdpyZMEHl/l}l MemabonusmMa u nUManusl.
PEAKO — TUIIOHATPHUCMHUS,

4aCcTOTa HCU3BCCTHA — THIIOMAarHucMus, THIIOKaJIbIIUCMUS BCIICACTBUC TSKEIIOMN TMIIOMarHucMHmH,
THIIOMAarHueMus MOKET aCCOIIMUPOBATHLCA C TUITOKAJIMEMHCH.

llcuxuueckue HapyweHusl:

HEeYacTo — OECCOHHUIIA;

penko — Bo30yk/IeHUe, CITyTAaHHOCTh CO3HAHMUS, IEMPECCHUs;
OYEHB PEJIKO — arpecCHs, TAJLTIOIMHAITIH.

Hapywenus co cmoponvl Hepenoti cucmemsi:

4acTo — roJ0BHAas 00k,

HEYaCTO — TOJIOBOKPY>KEHUE, MMAPECTE3Usl, COHIHBOCTE;
PEIKO — HapyIlIeHUe BKyca.

Hapywenus co cmoponwl opeana 3penus:

pelIKO — HCUYCTKOCTH 3pI/ITeJ'II)HOl"O BOCHpI/ISITI/IH.
Hapywenus co cmoponul opeana ciyxa u rabupunma:

HEYacTo — BEPTUTO.
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penko — OpoHXOCIa3M.
Kenyoouno-Kuueunvie HapyuleHus:

gacto — OO0JIb B JKUBOTE, AHApesi, METEOPU3M, TOLIHOTA/pPBOTA, 3amop, JA0OpPOKAYECTBEHHBIC
YKEJIC3UCTBHIC MOJIHITBI B XKEITYIKE;

PENKO — CYyXOCTb CIM3HCTOM 0O0JIOUKH MOJIOCTU PTa, CTOMATUT, KaHANUI03 JKEITYI0YHO- KHUILIEYHOTO
TPaKTa;

9acTOTa HEU3BECTHA — MUKPOCKOITUYECKUI KOJHUT.

Hapywenus co cmopoHul neuenu u sicenuesbleo0auux nymet.

HEYACTO — MOBBIIICHHE aKTHBHOCTHU «IIEYCHOYHBIX» (DEPMEHTOB B ITIa3ME KPOBH;
peaKo — renaTuT (C KeATyXol wim 6e3);

O4YCHb PCAKO — IMEYCHOYHAsA HCIOCTATOYHOCTD, E)HIIG(baJIOHaTI/IH Yy HOanucHTOB C 3a00JIeBaHUSIMU
IICYCHU.

Hapymenuﬂ CO CMOPOHBL KOJHCU U NOOKONCHBIX MKAHEI:
HCYACTO — ACPMATHUT, KO>KHBIN 3y, KOKHaA CbIIlb, KPAIIUBHULIA,

penko — amomenus, (HOTOCCHCHOMIM3AIMs, OCTPBI T'€HEPATM30BAHHBI SK3aHTEMAaTO3HBIN
ycTyJie3, IEKapCTBEHHAs! ChIIb ¢ 303uHOGMIMel 1 cucteMubiMu cuMmntomamu (DRESS cunapom);

OueHb penko — MynbTH(GOpMHAs dputema, cuHApoM CTHBeHCa-/[KOHCOHA, TOKCHUYECKUN
SNUJAEPMAIbHBIA HEKPOIIH3;

yacToTa HEU3BECTHA — MOJOCTpasi KokHas KpacHas Boiadanka (ITKKB).
Hapywenus co cmopoHbl mbluieunoll, cKeiemuoll u COeOUHUmMenbHOU MKAHU!
HEJacTo — nepenom Oezpa, KOCTeH 3aIsCThsl U IO3BOHOYHHKA;

PEelKO — apTpajrus, MUAITUs;

OYE€Hb PEJKO — MBIILIEYHas c1a00CTb.

Hapywenus co cmopoHuvl nouex u Mouesvbi8o0auux nymeil:

PEAKO — UHTEPCTULIMATILHBIA HE(PHUT.

Puck pa3BuTusi TyOYyJOMHTEPCTULHMATBHOTO HEPpUTa C BO3MOXKHBIM IPOTPECCUPOBAHUEM JIO
MMOYCYHOM HEAOCTAaTOUHOCTH,

4acTOTa HEU3BECTHA — DPEKTUIIbHAS NUCHYHKIINA.

Hapywenus co cmoponsl penpodykmusHou cucmemvl U MOTOYHBIX HCEe3:
OUYEHb PEIKO — TMHEKOMACTHSI.

Obwue HapywieHus U peakyuu 8 Mmecme 68€0eHUs:

HeYacTo — nepudepudeckue OTeKu, HETOMOTaHUE;

PEAKO — YCUJIEHHE MTOTOOT/IEICHHUS.

Coo0manoch 0 choydasx oOpa3oBaHUs IKENE3UCTHIX TOJUIOB B IKEIYAKE Y TAIHEeHTOB,
MIPUHUMAFOIIINX JICKAPCTBEHHBIC TTPeIapaThl, TOHMKAIOIINE CEKPEIHIO JKeJle3 JKEIyIKa, B TCUCHHE
JUTUTEIHHOTO MPOMEKYTKa BpeMeHU. [lonumbl 100pokadecTBEHHbBIE, TPOXOIIT CAMOCTOSATEIHHO HA
(hoHe TPOIOIDKEHUS TepaIuy.

B cnywyae mnosiBieHuss HeXeJaTeNbHbIX pEaKIHMi, HE YyKa3aHHbBIX B JIAHHOW WHCTPYKIIMH,
He00X0IMMO HEMEJIEHHO 0OpaTUTHCS K Bpauy.
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COO6HI€HI/I€ O ITOA03PEBACMBIX HCKCIATCIBbHBIX PCAKIIUAX

BaxHo coo0mare O TOA03PEBAaCMBbIX HEKENATENbHBIX pEaKLUAX II0CIE PErucTpalnuu
JIEKapCTBEHHOI'0 IIpernapara ¢ LeJbl0 00eCHeueHUs] HeNpPEepbIBHOIO MOHMTOPUHIA COOTHOLIEHHS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOrO Tpemnapara. MeAWIUWHCKUM pPaOOTHUKAM pPEKOMEHIYeTCs
coo01IATh O JHOOBIX M10103PEBAEMBIX HEKEJIATEIIbHBIX PEAKIMAX JEKApCTBEHHOrO IpenapaTa yepes
HAllMOHAJIbHBIE CHCTEMBI COOOIIEHHS O HEXKEIATeIbHbIX peakUusiX TOCyJapCTB - YJICHOB
EBpa3uiickoro 5KOHOMHUYECKOT0 COH3a.

Poccuiickas @enepanus

OenepanpHas ciryx0a o Hag30py B cdepe 3npaBooxpanenus (Poc3apaBuanzop)
Anpec: 109012, r. MockBa, CinaBsiHcKast miiomiaib, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnekTpoHHas nmoura: pharm@roszdravnadzor.gov.ru

Caiit B nH(GOPMaIMOHHO-TEIEKOMMYHUKAITUOHHOMN ceTu «HTepHETY:
https://www.roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

Pa3oBbie 10361 npenapara Omenpazon a0 400 Mr juisi npueMa BHYTPb HE BBI3BIBAIM KaKUX-JIHOO
TSOKeNbIX cuMmnTomoB. [Ipu mpueme B3pociasiMu 560 Mr omemnpasona OTMeuanach yMepeHHas
HMHTOKCHUKAaI . HpI/I YBCIMUCHUHU [JO3bl CKOPOCTb JJIMMHUHAIIMKU IIp€liapaTa HE HN3MCHAIACH
(KMHETHKa IepBOro nopsjaka), crenupuieckoe JeueHue Ipyu 3TOM He TpeOOBanIoCh.

CHUMIITOMBI

FOJ’IOBOKPY)KGHI/IG, CIIYTAaHHOCTb CO3HAHUS, alaTus, TOJIOBHAA 6OJ'IB, Auiaranusa  CoCyloB,
TaxXyuKapausa, TOHOTa, pBOoTa, MCTCOPU3M, IUAPCA.

Jleuenue

CuMnroMaTH4yecKkoe JICUCHUEC, TIpH HCO6XOILI/IMOCTI/I MPOMBIBAHUEC KCITyJdKa, HA3HAYCHUC
AKTUBUPOBAHHOTO YTIJIA.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA
5.1. ®apmakoaMHaAMHYeCKHe CBOIiCTBA

dapMakoTepanieBTUYeCKasi Ipylmna: CpeIcTBa JUIsl JIEYEHUS KHCIOTO3aBUCHMBIX 3a00JIeBaHMIi;
IIPOTHBOS3BEHHBIE CPEJICTBA U CPECTBA VIS JIEUEHUs racTpo33odareanbHON peduitokcHOM 601e3Hn
(I'OPB); uHrubUTOPHI MPOTOHHOTO HAcOCa.

Kox ATX: A02BCO1.

MexaHn3M OeicTBUs

Owmernpazon siBisieTcss ciaaObiM OcHOBaHMEM. KOHIEHTpHpyeTcss B KHCIOW cpesie CEeKpeTOPHBIX
KaHaJbIEB MapHeTaJbHBIX KJIETOK CIU3UCTOM OOOJOYKU >KeTylKa, aKTUBUPYETCS W UHTHOUpYET
nporoHHblii Hacoc — (epment H/K'-AT®a3y. BiusHue omenpasosia Ha TOCIEIHIOK CTAIUIO
nporecca 00pa3oBaHUs CONSIHOM KUCIIOTHI B JKEIyJKe SIBJISIETCS JJ0303aBUCUMBIM U 00€CIIeYHBAET
BbICOKO?()(pekTHBHOE HMHrUOMpOBaHUE Oa3aJbHOW M CTUMYJMPOBAHHON CEKpELUH COJISTHOU
KHCJIOTBI HE3aBUCUMO OT CTUMYJIMPYIOLIETO (pakTopa.
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dapmarkonmnaamuueckue 3OHEKTHI

Brusnue na cekpeyuro ofceﬂy()quoeo COKa

OmMernpaszon NMpU €KETHEBHOM NPHUMEHEHUU BHYTpPh oOecrieuuBaeT ObicTpoe U 3(PdeKTHuBHOE
WHTUOMPOBAHUE JHEBHOW M HOYHOW CEKpEeIHUil COJSHOW KHUCIOTHL. MakcuManbHblil 3¢ dekT
JIOCTUTAeTCd B TeueHue 4 JHEW JiedeHHs. Y MAlMEeHTOB C SI3BOM JIBEHAIUATHUIEPCTHON KHIIKH
OMEMNPa30Jl BbI3BIBAET YCTOMYMBOE CHIDKCHHE 3HAUCHUs 24-4acOBOM JKeNyJ0YHON KUCIOTHOCTH HE
MeHee yeM Ha 80 %. Ilpu 3TOM mOCTUraeTcsi CHUKEHHE CpelHe MaKCMMaJbHOW KOHIICHTpalUU
COJITHOM KHMCJIOTBI IIOCJIE CTUMYJIALIMY NIeHTaracTpuoM Ha 70 % B TeueHue 24 yacos.

VY manueHToB € SI3BOM JBEHAIATUIEPCTHOM KHUIIKH OMENPAa30Jl MPU €KETHEBHOM MPUMEHEHUU
BHYTpPb MOJIEPKUBAET BO BHYTPIDKEIIYAOYHOM cpejie 3HaUeHUE KUCIOTHOCTH Ha ypoBHe pH > 3 B
cpeaHeM B TeueHue 17 4acoB B CyTKH.

WurubupoBanue cekpenuu CoONstHOM kucnoTel 3aBucuT oT AUC omenpasona, a He OT
KOHILIEHTPALIUY IIperapara B IIa3Me KPOBH B IaHHBII MOMEHT BPEMEHHU.

eticmeue na Helicobacter pylori

Owmenpazon obnamaer OakrepunuaHbiM dddextom Ha Helicobacter pylori B yciaoBusix in vitro.
Opanukauusi  Helicobacter pylori 1npu TpUMEHEHHHM OMEIpa3oia  OJHOBPEMEHHO ¢
AHTUOAKTEPUAILHBIMU ~ CPEACTBAMH  COINPOBOXKIACTCS OBICTPBIM  YCTPAHCHHUEM CHMIITOMOB,
BBICOKOU CTENEHBIO 3KUBIICHUS JEPEKTOB CIIM3UCTON 000JIOUKH KEITyT0YHO-KUAIIIEYHOTO TPAKTa U
JUTATEIILHOW PEMHCCUCH SI3BEHHON OOJIC3HM, YTO CHHIKACT BEPOSTHOCTh TAKOTO OCJIOXHEHUS, KaK
KpOBOTEUYCHHE, TaK ke 3)PEKTUBHO, KaK ¥ MOCTOSTHHAS TOIICPIKUBAIOIIAS TePaITHsl.

Lpyeue a¢hghexmul, ceazannvle ¢ uHSUOUPOBAHUEM CEKpeYUU CONAHOU KUCIOMbL

VY manueHToB, IPUHUMAIOUIUX IpenapaThl, TOHKAIOIINE CEKPEIUI0 KeJe3 JKelyAKa, B TeUCHUe
JUITUTEIBHOTO MPOMEKYTKA BPEMEHH Yallle OTMEeUaeTcsi 00pa30BaHUE KEIE3UCThIX KUCT B KeyJIKe.
Kuctpl 1oOpokayecTBEHHBIE W MPOXOJAT CAMOCTOATENBHO Ha (DOHE MPOFOIDKEHHS Tepamuu. DTH
SBJIEHUSI 00YCIOBJICHBI (DU3HOIOTHUECKUMH U3MEHEHHUSIMH B PE3yJIbTaTe HHTUOMPOBAHUS CEKPEIIHH
COJITHOM KMCJIOTEI.

CHU)XEHUE CEeKpeLUHU COJSHOM KUCIOTHI B JKEIyAKe MOJ ACHCTBUEM HHTHOUTOPOB MPOTOHHOTO
Hacoca WIH JIPYTHX CHUKAIOIIUX KUCIOTHOCTD JKETyIKa CPEICTB, IPUBOAUT K MOBBIIICHUIO POCTA
HOPMaJIbHOW  MMKpPO(JIOpHl  KUIIEYHHKA, YTO B CBOIO OYEpedb MOXKET MPHUBOAUTH K
HE3HAYUTEIIFHOMY YBEJIHMYEHHUIO PHCKA PAa3BUTHS KUMICYHBIX MH(EKINH, BEI3BAHHBIX OAaKTEPHSIMU
pona Salmonella spp. w Campylobacter spp., a y TOCHIUTAaIU3UPOBAHHBIX MAllUEHTOB, BEPOSITHO,
takke 6axktepuent Clostridium difficile.

Bo Bpemsi neueHusi mpenapaTaMu, MOHMKAIOIIMMM CEKPELHIO KEJe3 JKENy/Ka, KOHILEHTpauus
racTpuHa B CHIBOPOTKE KPOBH IOBHIIIACTCS. BClencTBue CHUKEHUSI CEKPEIUU COISTHOM KHCIOTHI
noBbIaercss koHueHtpanuss CgA B mnasme kpoBu. [loBbimenne koHueHtpamuu CgA B mia3me
KpPOBH MOJXKET OKa3blBaTh BJIUSHHE Ha pe3yJbTaThl OOCJIEIOBAHHMM JUIsl  BBISBICHUS
HEHPOIHAOKPUHHBIX omyxoned (cm. pasgen 4.4.). [ns mpemnoTBpalieHus TAaHHOTO BIUSHUS
Tepanmui0 WHTHOMTOpAaMH TIPOTOHHOTO HAacoca HEOOXOIWMO TMPUOCTAHOBUTHL 3a S5 AHEH 10
MIPOBEACHUS UCCIIEN0BaHUS onpeneneHus konneHnTpauun CgA B miia3me kpoBu. Eciu uepes 5 nueit
KOHIeHTpanuu ractpuHa 1 CgA B miia3Me KpOBH HE BEPHYJIHUCHh K HOPMAIbHBIM 3HAYCHHSM,
HCCIIEI0BAaHUE CIIEYET MOBTOPUTH Yepe3 14 aHei nmocie npexkpalieHusi IpUMEeHEeHUs OMENpas3oJia.

v neTeﬁ M B3POCJBIX MAIMMEHTOB, JJIUTCIBbHO IMPUHUMABHINX OMECIIPA30JjI, OTMCYAIOCh YBCIUUYCHUC
KOJIMYCCTBA 3HTep0Xp0Ma(b(I)I/IHOHOI[O6HLIX KJIICTOK, BCPOATHO, CBA3aHHOC C YBCIIMYCHUCM
KOHIOCHTpAlMKM TracTpuHa B CBIBOPOTKEC KPOBH. Knuanaeckoir 3HAYMMOCTH JaHHOC SBJICHHC HC
HUMECT.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

5.2. ®DapmMakoOKHHEeTHYECKHE CBOIICTBA

AOcopOuus U pacupeaeacHue

Owmernpa3zon abcopOupyeTcss B TOHKOW KHIIKE OOBIYHO B Te4yeHHEe 3—6 yacoB. bumomocTymHOCTB
mociie MpueMa BHYTPh cOCTaBisieT mnpuonusurenbHo 60 %. [lpuem numm He BIMsIeT Ha
OMOJ0CTYITHOCTh OMEIPa30Jia.

Cesi3p ¢ OenkamMH TUTa3Mbl KPOBH COCTaBISieT OKOo 95 %, o0beM pacmpenenieHus: COCTABIISICT
0,3 n/kr.

Buorpancdopmars

Owmernpa3on MONHOCTEIO MeTabonusupyercss B nedeHu. OCHOBHbBIE (PEPMEHTHI, y4acTBYIOIIME B
nporecce meradonusma, — u3opepmentel CYP2C19 u CYP3A4. O6pasyromuecs: MeTaOOIUThl —
Cyib(OH, CyIb()UI ¥ THAPOKCH-OMENPA30J — HE OKA3bIBAIOT 3HAYUTEIIBHOTO BIUSHUS HAa CEKPELIUIO
COJISTHOM KHMCJIOTBI.

OO0mmit mna3meHHbld  knupeHc coctaBiger 0,3-0,6 1/muH. buomocTymHOCTh omernpaszolia
yBEIMYMBACTCS MPUOIM3NUTENbHO Ha 50 % TpH MOBTOPHOM TpHUEME IO CPABHCHUIO C TPUEMOM
pa3oBOil JO3BI.

OnUMUHALMS

T cocraBnsger okomo 40 muH (3090 MuH). Okonmo 80 % BBIBOAMTCS B BHJAEC METaOOIUTOB
MOYKaMH, a OCTaJIbHAS YaCTh — Yepe3 KUIICUHUK.

Oco0ble I'PYIIIBI MIAalIMCHTOB

He orMeueHO 3HAUMTENbHBIX M3MEHEHHH OMOJOCTYNMHOCTH OMENpas3oja y HAlUEHTOB I0KUIIOTO
BO3pAcTa UM y MALMEHTOB C HapylleHueM (pyHKIUH 1oYeK. Y MalUeHTOB ¢ HapyleHHeM (QyHKIMU
[IEYEHU OTMEYAETCsl yBEIMYEHUE OHOJOCTYIHOCTH OMEINpa3osia U 3HAUYUTEIbHOE YMEHBLICHHE
IJIa3MEHHOTO KJIMPEHCA.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOTaTEJbHBIX BelIECTB
CaxapHnbie chepsl

Caxapo3sa

Hatpus naypuicynbdar
Kanpius kapbonat

Kanus ¢pocdar nByzamerieHHbII
ManHuTON

AxpuitoBoe nokpsitue L30D
I'unpomennoza (HPMC 5 CPS)
[HonmmsTriienrnukons 6000
[TonmmBuannnuppoauaox K-30
Hatpus runpokenn
[Tonucop6at-80 (TBUH-80)

Tanbk
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Turana nuokcug

Cocmas Kancynu meepdblx AHCENIAMUHOBBLX .

Kopnyc kancynwi:

Turtana nuokcun (E171)

Kpacurens xene3a oxcup sxentoiit (E172)
Kenatun

Kpvuueura kancynor:

Turtana nuokcun (E171)

Kpacurens xene3a oxcup sxentoiit (E172)

Kenatun

6.2. HecoBmMecTHMOCTH

He nmpumenunmo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)

2 roja.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

011G

ot 03.09.2025 N= 22
T 0001)

(NMOCNEOOBATENBHOC

6.4. OcoObie MepbI MPEAOCTOPOKHOCTH NMPU XPAHEHUH

XpaHUTh B 3alIUIIICHHOM OT CBETa MECTE IIpH Temreparype He Bbiiie 25 °C.

6.5. Xapakrep u coaep:kaHue YIaKOBKH

ITo 7, 10 kamncyn B KOHTYpPHYIO SIYEHKOBYIO YIAKOBKY W3 IJICHKH MOJUBUHWIXJIOPUIHON MapKu

OI1-73 u Gponabru anaOMUHUEBOMH.

[To 2 unu 4 KOHTYpHBIE STYEHKOBBIE YITAKOBKY 10 7 KaINcCyJ WIA 3 KOHTYPHbIE STYEHKOBBIE YITAKOBKU
no 10 xancyn BMECTe ¢ MHCTPYKLMEH IO MEIUIMHCKOMY IPHMEHEHHIO MOMEINAIOT B MAa4yKy W3

KapTOHA U1 MOTPEOUTENBCKOM Taphl.

6.6. Oco0Oble Mepbl MPEAOCTOPOKHOCTH NMPH YTHIH3AIUHA HCIO0Jb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WiM OTXO0J0B, MOJYYEHHBIX MOc/Je MPUMeHEeHHs JIEKAPCTBEHHOro Npenapara,

Apyrue MAaHUMYJISIKHU € IPenapaTom

OcoObie TpeOOBaHUSI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanns

OO011eCcTBO c
(000 «ITIpoMeny)

OTPaHUYECHHOMN

OTBCTCTBCHHOCTBIO

«HpOI/BBOILCTBO MeaukaMeHTOBY

346720, Poccus, PoctoBckast 0011., Akcaiickuit paiioH, r. Akcaii, mpocriekt JIenuna, . 43.

Ten./paxc: 8 (300) 7004343
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7.1. lIpencraBuTeb AepKaTesisd PeruCTPAIMOHHOI0 YA0CTOBEPEHUS

IIperen3un HOTD€6I/ITGH6ﬁ HamnpasJIATh 110 agpPECy:

Poccuiickas @enepanus

OOmectBO ¢ OrpaHMYEHHOM  OTBETCTBEHHOCThIO  «lIpom3BoacTBO  MeaukamMeHTOB»
(000 «IIpoMeny)

346720, Poccus, PoctoBckast 0011., AKcaiickuit paiioH, r. Akcaii, mpocriekt JIenuna, . 43.

[ToutoBsiii agpec: 346720, Poccus, PocroBckas 007., AkcallCKuii paiioH, T. AKcail, MPOCIIEKT
Jlenuna, g. 30, a/s 3.

Ten./dakc: 8 (800) 7004343

8. HOMEP PEIT'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPHUA OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIN ITpenapaT OTHOCUTCS K KATETOPUM OTITYCKA 110 PELENTY.

OOmrast xapakTepUCTHKa JIEKapCTBEHHOro mpenapata OMenpas3on JOCTyNHA B €IWHOM pPEecTpe
3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiickoro 3KOHOMHUYECKOIO cOK3a M Ha
opUIHMATEHOM caure YIIOJITHOMOYEHHOTO opraHa (axcrepTHOM OpraHu3aIim)
http://eec.eacunion.org/ (https://lk.regmed.ru/Register/EAEU_SmPC).
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