COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.06.2022 N= 14050

(MOCNEOCBATENEHDCTE 0002)

JIMCTOK-BKIAABIII — HHPOPMALUA 1JIS MAIUEHTA
Peb6amunun, 100 Mr, Ta0JIeTKH, NOKPBITHIE MIEHOYHO 000/104K0i
JleiicTBytOIIIEE BEMIECTBO: peOaMUTIU

Ilepen mpuémom npenapara moJHOCTHIO MPOYUTANTE JIMCTOK-BKJIAABIII, IIOCKOJIbKY
B HEM coJep:xarcs BaxkHble 151 Bac cBenenust.

CoxpaHuTe TUCTOK-BKIaAbII. Bo3MoxHo, Bam moTpedyercs mpounTarh €ro eie pas.

Ecnu y Bac BO3HUKIIM JOMOJNHUTENbHBIE BOMPOCH], OOpPAaTUTECH K JieHallleMy Bpady, pa-
OOTHUKY anTeKH WM MEIUIIMHCKON CecTpe.

[Ipenapat npennasHaueH umeHHo Bam. He nepenaBaiite ero apyrum mroasm. OH MOXeET
HaBPEAUTh UM, AK€ €CIIM CUMITOMBI UX 3a00JI€BaHuUs COBIAAA0T ¢ Bamumu.

Ecnu y Bac Bo3HMKIIM Kakue-THOO HeXenaTelIbHbIE Peaklnuu, 00paTUTECh K JieHalemy
Bpauy. /laHHas pekoMeHIaIMs paclpoCTpaHsIeTcs Ha JII00ble BO3MOXKHbBIE HE)KENNaTelIbHbIE pe-
aKIIM¥, B TOM YUCJIE HE IEPEYUCIICHHBIE B pa3iene 4 TucTKa-BKIaAbIIIa.

Conep:kanue JIMCTKA-BKJIAAbIIIA
1. Yto u3 cebs npeacTapiseT npemnapar Pedbamunum, v 1)1 4ero ero NpuMEHSIOT.
2. O ueM criemyeT 3HaTh Mepe] NIpuMeHEeHneM npenapara Pebamumm.
3. Ilpumenenue npenapara Pebamunua.
4. Bo3MOXHbIE HEKENATEIbHbIE PEAKIINH.
5. Xpanenue npenapata Pebamumu.
6. Coziep>kMMO€ YIIAaKOBKHU U ITPOYUE CBEJCHUSI.

1. Yro u3 cedst mpeacrapJ/sieT npenapat Pedbamunua v 11l 4ero ero NpuMeHsiioT
[Ipenapar comepXuT MEHCTBYIOINIEE BEIIECTBO pPeOAMUIINI, KOTOPBIN MPENCTaBisIeT coO0 ra-
CTPOIPOTEKTOPHOE CPEICTBO, OKA3bIBAET 3AIIUTHOE ACHCTBHE B OTHOUIEHHM CIIU3HCTON 000-
704Ky KemynouHo-kumeyHoro tpakta (JKKT), Tem cambiM mpenarcTBys BO3SMOKHOMY TOBpe-
JKIAOLEMY JEHCTBUIO 3TAHOJA, KUCIOT U IIEJI0Yel, HECTEPOUIHBIX MPOTUBOBOCHAIUTEIBHBIX
npenapatos (HIIBII) - Hanpumep, anieTuiacaaIuunioBOi KUCIOTHI.

[MoBbImaeT cogepkanue cinsu Ha ctenkax JKKT, ynydinaer KpoBocHaOKeHUE CIU3UCTON 000-

nouku JKKT, noBeimaer ee 6apbepHyr0 GYHKIUIO, a TAKXKE PETCHEPAINIO YTUTEITUATBHBIX KIle-
Tok JKKT.

Ioka3anus K NpUMeHEHUI0

SI3BeHHass 0oJie3HBb KeNyJKa. XPOHHUYECKUH TacTPUT C TMOBBIIMICHHOW KHCIOTOOOpa3yromen
byHKIMEH Kemyaka B cTaaiuu 000CTpeHusl, Spo3UBHBIN racTput. [IpenorBpaiienre BO3HUKHO-
BEHMsI TIOBPEKICHUHN CIM3ucTOl 00omouku Ha hone mpuema HIIBII.

Mo3KeT UCIOIB30BAThCS B COCTaBE KOMOMHUPOBAHHOM Teparuu.

Ecnu ynydienue He HACTYIWIO uepe3 2 Helenu Wik Bel uyBcTByeTe yxy/auieHue, Heo0xou-
MO 00paTUTBCS K Bpauy.

2. O gyem ciaeayer 3HATH Nepe] NpUMeHeHHeM npenapara Pebamunua

IIporuBonokazanusi

He npunumaiite npenapart Pedamunua:

. Ecmm y Bac amneprust Ha pebaMunu u/vuiay Ha JTr00bIe IpyTrue KOMIIOHSHTHI ITpenapara,
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MIEPEUYUCIICHHBIX B pasjene 6.

o Ecnu Bbl 6epeMeHHBI WK TUIaHUpyeTe OEPEeMEHHOCTb.

. Ecnu Bwl kopmuTe rpynibo.

. Ecnmu Ber Mmonoxe 18 ner (6e3omacHOCTh M 3()PEKTUBHOCTh TPUMEHEHHUS HE yCTaHOBIIC-
HBI).

Oco0ble ykazaHusi H Mepbl IPEA0CTOPOKHOCTH
Pexomenyercst cobI0AaTh OCTOPOKHOCTD P NIEPBOM Ha3HAUYEHUH pebaMUMKA MalueHTaM
IIOYKHJIOTO BO3pAcTa B CBSI3U C BO3MOYKHOCTBIO TMOBBIIIIEHHOM YyBCTBUTEIIBHOCTH K Mpenapary.

Jeru u moapocTku
[Ipenapar Pebamunug He mpeaqHa3HAYCH ISl IPUMEHEHHS Y JIeTeH U TOIPOCTKOB 10 18 JeT.

Jpyrue jekapcTBeHHbIE Ipenapathbl U npenapat Pebamunua

Coo0muTe neyaiemMy Bpady o TOM, 4To Bl npuHIMaeTe, HeJaBHO TPUMEHSIIH WIH MOXKETE
HayaTh NPUEM KaKUX-THO0 IPYrHX Mpenaparos.

[Tpu mpumeHeHnn pedamMHIMIa B COCTaBE TPAAMIMOHHBIX CXEM Tepaluy NAleHTOB ¢ MH(H-
nupoBanueM Helicobacter pylori a¢dekTuBHOCTS 3paiKallMOHHON Tepanuy JOCTOBEPHO BO3-
pacraer.

Peakunu B3anMOICHCTBYS C IPYTUMH JIEKAPCTBEHHBIMU CPEJICTBAMH HE M3Y4EHBI.

BepemMeHHOCTDH M Tpy/HOE BCKAPMJINBAHHE

Eciun Ber 6epemMeHHBI MU KOPMHTE TPYIBIO, AyMaeTe, yTo 3ab0epeMeHeN , Wik TJIaHupyeTe
OEepeMEeHHOCTb, MEpe]] HayaJloM MPHUMEHEHUs Mpenapara MPOKOHCYJIbTUPYHTECh C JIeHalum
BpayoM.

bepemeHHOCTD

BbesomacHocTh mpuMeHEeHHs pedaMumnuaa B mepuoj] 0epeMEeHHOCTH He JMoka3zaHa. He crmemyer
MIPUMEHSATH €T0 BO BpeMsi 0EpEMEHHOCTH.

JlakTamus

[Tockonbky pebaMuUIIUl MPOHUKAET B TPYAHOE MOJIOKO, CIAEAYET MPEKPATUTh IPYTHOE BCKAPM-
JUBAaHHUE W PEIIUTH BOMPOC 00 MCKYCCTBEHHOM BCKAPMJIMBAHMM PEOCHKA MPU HA3HAUYCHUH Ma-
Tepu peOaMHUIKIA B IEPUO KOPMIICHUS TPYIBIO.

YnpaB/eHue TPAaHCIIOPTHBIMH CPeACTBAMH U padoTa ¢ MeXaHM3MaMH

BnusHue npenapara Ha CKOPOCTh IICHXOMOTOPHBIX PEAKIMH W/WIINM CIIOCOOHOCTH YHPAaBIATH
TPAHCHOPTHBIMH CPEICTBAMU WJIM MEXaHU3MaMHM B JJOCTATOYHOM Mepe He u3ydeHo. [larmenram
clieflyeT coOI0IaTh OCTOPOKHOCTh MPH BBIOJHEHUH PabOT, TPEOYIOMHUX OBICTPOTHI TICHXO-
MOTOPHBIX PEaKIHil (B TOM YHCIIE PU BOXKIACHUU aBTOMOOWJIS).

3. llpumenenue npenapara Pedbamunua
Bcerna npumensiite mpenapaT B MOJIHOM COOTBETCTBUU C PEKOMEHIALIMAMU JI€Uallero Bpaya.
[Ipu nosiBI€HNHM COMHEHUH MOCOBETYUTECH C JICHaIIUM BpauyoM.

Pexomenayemas 103a
ITo 100 mr (o 1 Tabnetke) 3 paza B cyTKU. JIJIMTENBHOCTD JICUEHUSI COCTABIISACT 2-4 HENENH, B

cilydae HeOOXOIMMOCTH KypcC JISYeHHUsI MOKET ObITh MpojyieH 1o 8 Henenb. [Ipenapat He obia-
naeT 0cOOEHHOCTSIMH JICHCTBUS IPU TIEPBOM MTPUEME MITH TPH €0 OTMEHE.

IIyTe ¥ (vn) cmocob BBEIEHUSI
BHyTpb, 3arBast HEOOJBIIIMM KOJTUYECTBOM JKHUIKOCTH.
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Ecau Bel npunsian 6oabie npenapara Pe6ayinnu, Y eabronitio 1 ENEHOCTE 0002)

Bo03MOXHO TOSIBIIEHHE TOIIHOTHI, PBOTHI, 0OJIeH B )KUBOTE, MIOHOCA WM 3aIlopa, rOJI0OBHOU 00-
JIN.

Crnenuduueckuil aHTUIOT HEU3BECTEH. B citydae mepeno3upoBku Bl JOKHBI TPOKOHCYITBTH-
pOBATHCS C BPAUOM.

Ecau Bel 3a0b111 NpuHATH npenapat PedamMmunu

Yro nenath, eciiu Bl 3a0yiere npuHITH TaOIETKY, 3aBUCUT OT TOTO, CKOJILKO BPEMEHH MpOii-
JIET 10 CIAEAYIOIIECH HO3bI:

- €CJIM 10 CIEAYIONICH 03Bl OCTaaoch 12 yacoB miau Oojiee, mpuMUTE 103y npenapara Peba-
MUTHU], KaK TOJBKO BCIIOMHUTE. 3aTEM MPUMHUTE CICAYIOUIYIO 103y B OOBIYHOE BpEMSI.

- €CJIM JI0 CJIeAYIOIIEH 1036l OCTANOCh MeHee 12 yacoB, HE MPUHUMANTE MPONYIICHHYIO 103Y.
3areM MPUMUTE CIEAYIONIYIO 03y B 0OBIYHOE BpEMHI.

He npunumaiite ABOWHYIO 103y, 4TOOBI KOMIIEHCHPOBATH MPOIYIIEHHYIO 103Y.

[Tpu Hamu4YMK BOMIPOCOB 0 MPUMEHEHHUIO Mpenapara 00paTUTECh K JedaleMy Bpady.

4. Bo3aMoO:KHbIE HexKelaTelbHble peakuuu

[Tono6HO BceM JieKapCTBEHHBIM IMpenaparaM IpenapaT MOXKET BbI3bIBaTh HEXeNaTelIbHbIE pe-
aKILIMY, OJHAKO OHU BO3HUKAIOT HE Y BCEX.

Coo0muTe cBOEMY JieyalieMy Bpady Kak MOXKHO CKOpee M HEMEIJICHHO OOpaTHTeCh 3a Melu-
IITHCKON MMOMOIIBIO, €CTIM BO BpeMsi mpuema npenapara Pebamunuy y Bac mosiBsitcs Huxeyka-
3aHHBIE CEPbE3HBIC HEXKEJIATEIbHBIE PEAKIIUU:

* aHa(pUIAKTOMIHBIE peakuu (10K U APYTUE OMACHBIC IS KU3HU AJIIEPTUICCKUE PEaKInN );

* JICUKOIEHUS /WM TPaHYJOLUTONECHHS (HU3KOE KOJIUYECTBO JICHKOIMTOB U/MIIU 3€PHUCTBIX
JIEHKOILIUTOB), TPOMOOIIMTOIICHHS (HU3KOE KOJTUYECTBO TPOMOOIIUTOB);

* HapyleHue (PYHKIHU TeYEHU - MOBBILIICHHE aKTUBHOCTH «II€YEHOYHBIX» TpaHCaMHHa3 (aja-
HuHamuHOTpaHchepasbl - AJIT u acnapraramuHotpancdepassr - ACT).

IlepedeHp HEXEIATSIBHBIX peaKIMi, KOTOPEIC MOT'YT BO3HHKATh Ha d)OHe npueMa Imnpcerapara

PeGamunuy Tak:ke BO3MOXKHO Pa3BUTHE CIEIYIONINX HEXENATSIbHBIX PEaKIuii:

Peoko — mozcym eo3nuxamo He 6o1ee uem y I uenosexa uz 1000

3amop, B3AyTHE KUBOTA (METEOPHU3M), TUapes, TOUTHOTA, pBOTA, U3KOTa, O0JIh B 00IACTH KU-
BOTa, OTPHDKKA, HAPYIICHHE BKYCa.

3ya KOXH, KOXKHasl ChIITb, 9K3€MAaTO3HBIC BBICHITAHUS, APYTHE CUMITOMBI THIIEPYYBCTBUTEIb-
HOCTH, TOKPACHEHHE KOXKH JIUIA, alonenus (BbIaJeHUE BOJIOC).

Jucmenopest (HapylieHHe MEHCTPYaIbHOTO IUKJIA), THHEKOMACTHs (YBEeTUYEHUE U 0OJIb B MO-
JIOYHBIX JKEJIe3ax).

Oteku (BBI3BAaHHBIC 33ICPKKON KHUIKOCTH), CEPILICONCHHE.

Heuzeecmho — ucxo0s u3 umerowjuxcsi OAHHbIX YACMOMY 803HUKHOBEHUS OYEHUMb HEeB03MOMHC-
HO:

KpanuBuuia, oHemMeHue si3blka U KOKHBIX MOKPOBOB, T'OJIOBOKPYKEHHE, COHIMBOCTH, MOBBI-
IICHHAS aXX]1a, IOBBIIIEHUE YPOBHS OCTaTOYHOTO a30Ta, MOSBIICHUE BIJICICHUH U3 MOJIOYHBIX
xene3 (MHAYKUUS JJAaKTalluu) Kallellb, peCIUPaTOPHBIN AUCTpeCC-CUHAPOM (OJIBIIIKA, yUallleH-
HOE JIBIXaHUe, CHHEBATasl OKpacka KOXKH. )

COO6H_ICHI/IC O HEXKCJIATCIBbHBIX PECAKIIUAX

Ecnu y Bac Bo3HHKarOT Kakue-1100 HexenaTeIbHbIE pPeakuy, MPOKOHCYIbTUPYHTECh C Bpa-
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yom. JlaHHAs peKOMEHIalUs PacIpoCTpaHsieTcs Ha MoBLIE boTfbHkiite rekeatenb Hite Peak-

II1H, B TOM YHCJI€ HAa HE NEPEUHCIICHHbIE B JINCTKE-BKIAbIIIE. BBl Takke MOXKeTe COOOIIUTH O
HEXKEJIATENbHBIX PEaKIMAX HaNpsSMyl dYepe3 CHCTeMYy COOOIIEHUH TIoCyJapCTB-YJICHOB
EBpa3zuiickoro 3k0HOMHUYeCKOro coro3a (cM. Hmke). CooOlIiasi 0 HexXelnaTeNbHBIX PEaAKIHSIX, BbI
MIOMOTAETe MOJIYYUTh OOJIbIIE CBEJICHUN 0 OE30MaCHOCTH Iperapara.

Poccuiickas ®enepanus: OenepanpHas ciryx0a 1mo Hax3opy B cdepe 3apaBooxpanenus (Poc-
3IpaBHA/I30D)

109012, MockBa, CnaBstHCKas miiomaas, a. 4, ctp. 1

Tenedon (cipaBounas Poc3apaBHanzopa): +7 (499) 578-02-20

e-mail: pharm@roszdravnadzor.gov.ru

website: https://roszdravnadzor.gov.ru

5. Xpanenune npenapara Pebamunun

XpaHuTe npenapar B HEOCTYIIHOM JUlsl peOeHKa MecTe Tak, 4ToObl peOEHOK HE MOI' yBUJETh
ero.

He npumensiite npenapaT Mocie UCTEUEHHs] CpoKa TOJHOCTH (CpoKa XpaHEHHs ), yKa3aHHOTO
Ha KOHTYPHOM SIMEMKOBOM YITAKOBKE M KAPTOHHOM IMavyKe («TOJeH 0») - AaTOW UCTEUEHUS CPO-
Ka FOJJHOCTU SIBJISIETCS IOCJIEAHUN I€Hb MECsLa.

He xpanute npenapar npu temneparype Boie 25 °C.

He BriOpachiBaiiTe mpemapaTr B KaHAJIM3aLUUIO. Y TOUHUTE Yy paOOTHHMKA alTeKH, KaK CIeIyeT
YTUIU3UPOBATh (YHUUTOXKATh) Mperapar, KOTOpbIi 0oJblie He ToTpedyeTcs. DTH Mephl I03BO-
JIAT 3alUTHTH OKPYIKAIOILYIO CPENy.

6. ConepkuMoe yNaKOBKH U NPOYHe CBeleHUSI

[Ipenapar Pebamunug conepxut:

JeticTBytomee BemecTBo — pedbamunu, B 1 Tadnetke cogepxkurcs 100 mMr pedamurm.
HpO‘-II/IMI/I HHI'PpCAUCHTAMUA (BCHOMOF&TGHBHBIMI/I BGH_IGCTBaMI/I) SABJIAIOTCA: MAHHUWTOJ, TaJIbK,
KapOOKCHMMETHIIKpaxMajl HaTpusi, JTUMOHHAs KHCJIOTa, MarHusl CTeapar, HaTpUs JIaypUiICyJib-
¢ar, runipomerosa E6, monucop6ar-80, Turana nuokcun, makporoia 6000.

Buemnuii BUI M COAEpPKMMOE YIIAKOBKH

[Ipenapar Pebamunun npencranisier coO0i KpyTible JBOSIKOBBITYKIIbIE TaOJIETKH, MOKPHITHIE
MIEHOYHON 000JI04KOM, Oesoro wim moutu 6enoro neera. Ha momepeunom paspese - sapo Oe-
JIOTO WJIU MOYTH OEJIOoro IBeTa.

[To 7 unu 10 TaGneTOK B KOHTYPHYIO SUYCHKOBYIO YIIAKOBKY M3 IUICHKH MOJMBUHUIXJIOPHIHON
1 (OB ATIOMHUHUEBOM MEYaTHON JTAKUPOBAHHOM.

IIo 3, 6 unu 12 KOHTYpPHBIX SYEHKOBBIX YIMAKOBOK MO 7 TabJETOK BMECTE C JINCTKOM-
BKJIQ/IBIILIEM B [AYKY U3 KapTOHA.

o 2, 3, 4 nau 9 KOHTYPHBIX SYEHKOBBIX YIaKOBOK 10 10 Tab1eTok BMecTe ¢ TMCTKOM-
BKJIQ/IBIIIEM B [AYKy U3 KapTOHA.

He Bce pa3smepsl ymakoBOK MOTYT HaXxOJIUThCSA B 000poTe.

Jep:xaTesib perucTPalMOHHOI0 y10CTOBEPEHU

000 «MOJJO ®OPTYHA», Poccus.

249033, Kamysxckas obmacts, . OOGHUHCK, yi1. ['opbkoro, 1. 4, momenienue 201.
Temn./akc: (495) 984-28-40.


mailto:%20pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/
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IIpousBoauTenn
AxuuonepHoe oOmectBo «OOHMHCKas XUMHKO-(apMarneBTHueckass KommaHus» (AO
«OXDK»), Poccus.

Anpec MecTa MpOU3BOICTBA:

Kamysxckast 0611., r. O6HuHCK, mocce Kuesckoe, 31. 107.

Kamyxckas 06u1., 7. O6GHUHCK, mocce Kuesckoe, 371. 3a, cTp. 3.

Ten./dpaxc: (484) 399-38-41, (484) 399-38-42.

E-mail: obninsk@mirpharm.ru

Bce mperen3uun nmotpebuTesnel ciaenyeT HalpaBisTh MPEICTABUTENIO JACPIKATENsl PETUCTPAIIH-
OHHOTO Y/IOCTOBEPEHUS

Poccniickas @enepanvs

000 «MOJO ®OPTYHAY, Poccus

249033, Kamysxckast 06macts, r. OOHUHCK, yi. ['opskoro, a. 4, momemenue 201.

Ten./daxc: (495) 984-28-40.

E-mail: info@mirpharm.ru

[TonpoOGHBIE CBeEHUS O JaHHOM IIpernapare cojuepxkarcs Ha BeO-caiite Corosa
http://www.eurasiancommission.org.

JIucToK-BKIIAABIII TEPECMOTPEH


mailto:obninsk@mirpharm.ru
mailto:info@mirpharm.ru
http://www.eurasiancommission.org/

