COOTBETCTBYET 3KCTIEPTHOMY OTYETY

OBIIAST XAPAKTEPHCTHKA JIEKAPCTBEHHOTO TTBETIAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEITAPATA

Maxkmupop, 200 Mr, TabJIeTKH, MOKPHIThIE 000TOUYKOM.

2. KAUYECTBEHHBINA U1 KOJIMYECTBEHHBIN COCTAB

JelicTBytol1ee BEMIEeCTBO: HUPypaTel.

Kaxxnas Tabnerka cogepxkut 200 mr Hudyparena.

BcnomoratenbHbie BelIecTBa, HaIMYWE KOTOPHIX HAJ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npenapara: caxaposa (cM. paszuen 4.4.).

[TonHbIM IepeyeHb BCIIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabyeTku, MOKPHITHIE 000JIOYKOH.

Kpyriibie 1BOSIKOBBINTYKIIBIE TAOIETKH, TOKPHITHIE 000JI0UKOI 0eIoro 1nBera.

4. KIIMHUYECKUE JAHHBIE

4.1. Tloka3aHusi K IPUMEHEHHIO

Makmupop noOKa3aH K TNPUMEHEHHIO Yy B3POCIBIX W JAeTed M JIeYeHUs CIEIYIOLIHUX
3a00JIeBaHU:

. BynbBoBarnHanbHble MH(EKIMH, B TOM 4YHcie OaKTepUalIbHBI BarnHO3, BBI3BaHHBIC
YYBCTBUTEIBHBIMU K IIpernapary BO30yIUTENsIMH (IaTOr€HHbIE MUKPOOPTraHU3MbI, TpUOBI poja

Kanouoa, TpuxomoHaipl, 6akTepuu, BKItouas Atopobium vaginae, X TaMUI¥N ).

. [Tuenonedput, ypeTpUT, MHCTUT, MHEIUT H Apyrue 3a00JCBaHUS MOYCBBIBOISIICH
CHCTEMBI.

. Kumeunsrit ame6uas u 1aM0I103.

. XpOHUYECKHE BOCTIAIUTEIbHBIC 3a00JIEBaHUS BEPXHUX OTACIIOB KEIYyI0YHO-KUIIIEUHOTO

TpakTa, accormupoBanHbie ¢ uHdexnuen Helicobacter pylori.
4.2. PexuM J103UPOBAHMS U CTIOCOO MPUMEHEHUS

PexxuM 103upoBaHus

B3pocasie

Bazunanvnule unghexyuu:
ITo 1 Tabnetke 3 paza B JeHb B TeUeHHE 7 MHEU (MPUHUMATH MpEMapaT JOJKHBI 00a MOJIOBBIX

napTHepa).
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npemnapaTromMm MaKMHpOp, PCKOMCHAYCTCA YBCIUUNTH AHCBHYIO JO3WPOBKY IIPTCIIdpdTra A0 4=6
TabJIETOK.
Hnghexyuu mouesvigoosuux nymeti:
B 3aBHCHMOCTH OT TS KECTH TedeHHUs 3a0oeBaHus 1o 1-2 Tabnerku 3 pa3a B IeHb B TEUCHUE 7-
14 nueit. Ilo pekomeHganMM Bpada Kypc JiedeHHS WH(GEKIUH MOYEBBIBOISAIINX ITYTEH MOXKET
OBITH TIPOJICH WJIH TOBTOPEH.
Kuweunvui amebuas:
[To 2 Tabnerku 2-3 pa3a B AcHb B TeueHue 10 gHEi.
JIambauo3:
[o 2 TabneTku 2-3 pasa B IeHb B TeUCHUE 7 AHEH.
Bocnanumenvnvie 3a001e6aHus 6epxXHUX 0MOEN08 HCeNYOOUHO-KUUEYHO20 MPAKMA,
accoyuuposarnnvle ¢ Helicobacter pylori:
[o 2 TabneTku 2-3 pasa B IeHb B Te€UCHUE 7 AHEH.

eTu
Bazunanvuvle ungexyuu:
Pexomenmyemas no3a mo 10 Mr/kr maccel Tena exxeqHeBHO B TeueHune 10 queit. Pekomenmyemas
71032 JOJIKHA TPUHUMATHCS B JIBA IIpUEMa.
Unghexyuu mouesvleoosujux nymeti:
Pexomenayemas noza mo 30-60 mr/kr maccel Tena. PekomenayemMas 103a 107KHA PUHUMATHCS B
nBa npuema. [lo pexomeHganuu Bpava Kypc JiedeHus! HHGEKIUH MOYEBBIBOJSAIINX ITyTeH MOXKET
OBITH TIPOJICH WJIH TTOBTOPEH.
Kuweunwiti avebuas:
Pexomennyemas mo3a rmo 10 Mr/kr maccel Tena 3 pasa B JICHb.
Jambauos:
Pexomenyemas 1o3a mo 15 Mr/kr Maccel Tena 2 pa3a B IeHb B TeUeHHUeE 7 JTHEH.
BocnanumenvHule 3a001e6aHUsL 6EPXHUX OMOEN08 HCENYOOYHO-KUULEUHO20 MPAKMA,
accoyuuposartvle ¢ Helicobacter pylori:
Pexomenayemas mo3a mmo 15 mMr/kr maccel Tena 2 pasza B ICHb B TCUCHHE 7 JHEH.
He cnenyer HazHavath (MpUMeHATh) npenapar MakMupop y neteii B Bozpacte ot 0 10 3 jet (amns
JTAHHOU JIEKapCTBEHHOU (POpPMBI).

Croco0 IIpuMeHeHus

[IpenapaT MpUHUMAIOT BHYTPb MOCJIE €/bl, 3aITMBast OOIBIITUM KOJHYECTBOM JKUIAKOCTH.
4.3. IIporuBomoka3zaHusi

l'unepuyBcTBUTENBHOCT, K HHU(DypaTeny HIM K JHOOOMY W3 BCIIOMOTAaTEIbHBIX BEIIECTB,
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ot 18.08.2025 N= 20470

(MOCNEOOBATENEHOCTE 0007)

IIEPEYUCIICHHBIX B pazzaene 6.1.

4.4. OcoOble ykazaHHUs U MepPbl PEI0CTOPOIK

Bo Bpemsi nedenust cienyer uzberaTh YHNoTpeOJIEHHs alIKOTOJIbHBIX HAMUTKOB; 3TO MOXKET
BBI3BATh I'OJIOBOKPYKEHUE WIIM TOIIHOTY. DTH CUMIITOMBI TPOXOSAT CAMOCTOSITETBHO.

B mepuon nedenusi BarmHANbHBIX UH(EKIMIA CIIEyeT BO3JIEPKUBATHCSA OT IMOJIOBBIX KOHTAKTOB
WJIM HUCIIOJIB30BaTh OapbepHbIe METOIbI KOHTpAICTIUU. PekoMeHayeTcst, 9TOOBI TapTHEP TaKXKe
MPOILIET CUCTEMHOE JICUCHUE.

[Ipenapar coxepxxkutr caxapo3y (omHa Tabmerka comepxkuT okono 0,15 T caxaposbl, 4TO
cootrBerctByer 0,015 XE (xnebnple emununbl). [lanmmeHrtam ¢ peako BeTpedaromieics
HACJICJICTBEHHOW HEMEPEHOCUMOCTHIO (PPYKTO3BI, TIFOKO30-TAIAKTO3HON MambabcopOruen mim
NeUITUTOM caxapasbl-M30MajabTa3bl HE CIEAyeT MPUHUMATH ITOT IIpemapar.

4.5. B3aumojeiicTBue ¢ JPYrHMH JIEKAPCTBEHHBIMH IpenapartaMu M JApyrue BHIbI
B3aNMOJAEHCTBUSA

YcunuBaetr mpoTUBOTPUOKOBOE elicTBUE HUCTaTHHA. OTHOBPEMEHHBIN MPUEM aTKOTOJISI MOKET
BBI3BaTh JUCYJIb()UPAMOTIOO0HBIE PEAKIIHH.

4.6. @epTUIBHOCTb, 0€PEMEHHOCTD M JIAKTAIIUS

bepeMeHHOCTh

Hudyparen nponukaer uepe3 reMaTorIalieHTapHbIA Oapbep, MOATOMY MPUMEHEHHE Tpernapara
BO3MOXXHO TOJIBKO, €CIIM OXHUAaeMblii 3(h(eKT Tepanuu MpeBHINIaeT MOTEHIIUAIBHBIN PUCK IS
wioza.

Jlakranus

Hudyparen skckpetupyeTcss B TPyAHOE MOJOKO, TOITOMY NpU HEOOXOIUMOCTH Ha3HAYCHUS
npenapara B IEpUOJ JIAKTAllMU CJEAYyeT MPUHATh pEHIeHue O MpEeKpalleHuu TPYyAHOTO
BCKapMJIMBaHUSI.

4.7. BuusinMe Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHM CpPeICTBAMU M PadoTaTh C
MeXaHU3MaMu

[IpenapaT He OKa3bIBACT BIWSHUSA HA CIIOCOOHOCTH YIPABISITH TPAHCIIOPTHBIMHU CPEICTBAMHU,
MEXaHU3MaMH M 3aHITUS JPYTMMU TOTEHLUHAJIbHO OMACHBIMH BHJIAMHU JAESITEIbHOCTH,
TpeOyIOIMMHU MOBBIIIEHHOW KOHLIEHTPALUYA BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEaKIUil.
4.8. HexenareabHble peakuu

TabauyHoe pPEe3IOME HEXKENATEIbHBIX DEAKIIUI

Co001anock 0 CIeAyINX HeXeIaTeIbHBIX 2P (eKTaxX, MePEUHCICHHBIX B COOTBETCTBHH C
cHUCTEeMHO-opranHeIMH Ki1accamu MedDRA u rpymnmamu 4actoTsl: o4eHb 9acto (>1/10); gacto
(>1/100, mo <1/10); Hewacto (>1/1000, Ho <1/100); peaxo (>1/10000, HO <1/1000); oueHs peaKo

(<1/10000); yacToTa Heu3BecTHA (HA OCHOBAHUH UMEIOIINXCS JAaHHBIX OIEHUTh HEBO3MOXHO).
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KenynouHo-KuIIeYHbIE Penxo Tomuora
HAapyLIEHUS OueHb penko PBora, ropeus Bo pTy, Inapes, U3xkora.
Hapymenust co ctoponbl OueHb penko Peakiiuu runepuyBCTBUTEIBHOCTH (TaKue
KOXH U MOJAKOKHBIX TKaHEeH KaK KO>KHas ChlIllb, 3y, KpallMBHULIA WJIH
JIOKaJTU30BaHHBINA OTEK).

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coolOmarb O TOJ03pPEBAEMBIX HEKENATEeIbHBIX pEaKIUsAX TIOCie pPEerucTpanuu
JIEKapCTBEHHOT'O IperapaTa ¢ 1elibl0 00ecreueHus HeMpepbIBHOIO MOHUTOPHHTA COOTHOILIEHUS
«TONTh3a-PUCK» JICKAPCTBEHHOTO Tpernapara. MEIUIMHCKUM pPaOOTHUKAM pPEKOMEHIYEeTCs
coo0Imare 0 JOOBIX MOM03PEBACMBIX HEXKETATEeNbHBIX PEaKIUAX JIEKAPCTBEHHOIO Ipernapara
yepe3 HallOHAJIbHBIE CUCTEMbl COOOIICHUS O HEXKENAaTeIbHBIX PeaKIUsIX rocydapCTB — WICHOB
EBpa3zuiickoro 3KOHOMUYECKOTO COH03a.

Poccuiickas @egepanus

®denepanbHas Ciryx0a 1o HaI30py B chepe 3MpaBOOXpaHEHHS

Anpec: 109012, r. Mocksa, CnaBsHcKas iomans, 1. 4, ctp. 1

Ten.: +7 800 550 99 03

DnexTpoHHas no4ta: pharm@roszdravnadzor.gov.ru

Caiit B MHPOpPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTu «HTepHeT»: http://roszdravnadzor.gov.ru

Pecny0iiuka ApMeHus

«Hay4HbI# IEHTP SKCTIEPTU3BI JICKAPCTB U MEUIIUHCKUX TEXHOJIOTUI UM. AKaJIeMHUKa
2. I'abpuensnay AO3T

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

Tenedon ropsueit muuuu: (+374 10) 200505, (+374 96) 220505

DnexTpoHHas moyrta: vigilance@pharm.am

CaiiT B ”HGOPMALMOHHO-TEIEKOMMYHHUKAMOHHON ceTr «HTepHeT»: www.pharm.am

Pecnyoiuka Kazaxcran

PT'TI na [IXB «HaunonansHeii LIeHTp sKCIIEpTU3bI JIEKAPCTBEHHBIX CPEICTB U METULIMHCKUX
m3aenuin» Komurera MmenumuHCKoro u apMarieBTHIeCKoro KOHTpouiss MUHUCTEpPCTBA
3npaBooxpaneHus Pecyonuku Kazaxcran

Anpec: . AcraHa, paiion baitkonsip, yi. A.Mmanosa, 13 (BL] «HypcaymneT 2»)

Ten.: +7 (7172) 235 135

Caiit B MHPOPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHOU ceTH « HTeprneT»: www.ndda.kz
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Kbiproisckas Pecny0iuka

JlemapTaMeHT JIEKapCTBEHHBIX CPEJCTB U METUIIMHCKUX M3/eNuil mpu MUHUCTEpPCTBE
3npaBooxpaneHus Keipresckoit Pecyommku

Anpec: 720044, r. bumikek, yi. 3-s Jlunus, 25

Tenedon ropstaeit muamm: 0800 800 26 26

OnexrponHas noyta: dlomt@pharm.kg

Caiit B uHGOPMAIIMOHHO-TEICKOMMYHUKAIIMOHHOHN ceTH «HTepHeT»: www.pharm.kg

4.9. Ilepeno3mpoBka

CryyaeB mepe1o03upoOBKH HE OTMEYEHO.

3. ®APMAKOJOTMYECKUE CBOMCTBA

5.1. ®apmakoguHaMH4eCKHe CBOHCTBA

dapmakoTepaneBTHUECKass ~ IPYNMa: TPOTHUBOMHKPOOHBIE  CpEICTBA W AHTUCENTHKH,
NpUMEHSIEMbIE B THHEKOJIOTWH; TPOTHBOMUKPOOHBIE CpEACTBA W aHTHCENTHKH, KpPOMeE
KOMOHMHAIHI ¢ KOPTUKOCTEPOUAAMHU; IPYTHE TPOTUBOMUKPOOHBIE CPEICTBA U AHTHCETITUKH.

Kon ATX: GO1AXO05

Hudypaten — mnpoTuBoMHKpOOHOE CpEICTBO W3 TPymmbl HUTPOPYPAHOB;, OKa3bIBACT
MIPOTUBONPOTO30MHOE, TPOTUBOTPHUOKOBOE M aHTHOakTepuanbHOe neilictBue. Hudyparen
oOmagaer BHICOKOH 3()(PEeKTUBHOCTBIO M HU3KOH TOKCHUYHOCTBIO, YTO OOYCIOBIMBAET IUPOKUIN
CHEKTP €ro KIIMHUYECKOTO MPUMEHEHHS.

BricokoaddextuBen B otHomenuun Papilobacter u Helicobacter pylori, TpaMIIONOXUTEIbHBIX U
IPaMOTPHIIATEIEHBIX MHKPOOPTaHH3MOB.

Cnektp nelictBus BKItouaeT: Enterococcus faecalis, Enterococcus faecium, Staphylococcus
aureus, Bacillus subtilis, Escherichia coli, Shigella flexneri 2a, Shigella flexneri 6, Shigella
sonnei, Salmonella typhi, Salmonella typhimurium, Salmonella enteridis, Klebsiella spp.,
Enterobacter spp., Serratia spp., Citrobacter spp., Morganella spp., Rettgerella spp., Pragia
fontium, Budvicia aquatica, Rachnella aquatilis u Acinetobacter spp., npoune aTUINUYHBIC
JHTEPOOAKTEPHH, a TaKXKe aHa’poOHbIe OaKTepuH, B TOM uHcle Atopobium vaginae, WM
npocrenmme (TPUXOMOHaAbI, aMeObl, IAMOJINN); MEHEe aKTUBEH B OTHOIICHUU Proteus mirabilis,
Proteus vulgaris, Pseudomonas aeruginosa.

SBnsercss mpenaparoM BbIOOpa IS TEpAlUU CAITBMOHEIUIC30B, IIMTEIUIE30B U JAP. OCTPBIX

KUIICYHBIX OaKTepUaIbHBIX MH(EKINH.
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AKTHBeH B oTHomeHUM Trichomonas vaginalis, |BBICOKOAKTUBEH %':FO‘]I‘?{QII;{CEI/H/T ;FlJP %Q]}ﬁ_(_)g[a
(MOCHNEOOBATENEHOCLTE 000 /)

Candida. Ocobenno >dexTBeH B OTHOIICHUH INTaMMOB IHeticobacter pylori, yCTONIHBBIX K
METPOHUIA30ITy.

5.2. @@apmakokHHeTH4YeCKHE CBOMCTBA

AOGcopbuus

[Tpu nmpueme BHYTpH ObIcTpO abcopOupyercs u3 KKT.

Pacrnpenenenue

[Iponnkaer uepe3 remarodHIeaTUUEeCKHi W TeMaTOIUIAIICHTApHBIA Oaphep, BBIACIACTCS C
TPYAHBIM MOJIOKOM.

Buorpancdopmarnus

MeTtabonu3upyeTcst B IEUYEHU ¥ MBIIIIEYHOU TKAHU.

OIMMUHALNS

[TonmHOCTBIO BBIBOAUTHCA M3 opraHu3Ma noukamu (30-50 % B HEM3MEHEHHOM BHJIE), OKa3bIBast

CHJIBHOC aHTI/I6aKT€pI/Ia.HBHOG I[GI‘/JICTBI/IG B MOYCBBIBOIAIICM TPAKTE.

6. ®APMAILIEBTUYECKHUE CBOMCTBA

6.1. IlepeuyeHb BCIOMOraTe/ibHbIX BelIECTB

BcnomorarensHbIe BemecTBa (SLIpo):

KpaxmaJl KyKypy3HBbIi;

KpaxMajl pUCOBBIN;

Makporos-6000 (monuatuneHrnukoas-6000);
TaJIbK;

MarHus creapar;

KeJaTHH;

aKanuu KaMmeab (TyMMHUapaOuK).

BcnomorarensHsble Benectsa (000J109Ka):

caxaposa;
Marsus kapOoHar;

tutana quokeun (E171);
BOCK.

6.2. HecoBMecTUMOCTH
He npumenumo.

6.3. Cpok rognoctu

5 ner.
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6.4. Oco0ble MepbI MPEIOCTOPOKHOCTH IPH XPAHEHHH ot 18.08.2025 N= 20470
Pb1 HPENOCTOp pup (OCNENOBATENBHOCTb 0007)

XpaHI/ITb B OpHFHHaHBHOﬁ YIIaKOBKEC (6JII/ICTep B II& ‘-u\c) AJBT 3alIuThl OT CBTTAd, TIPW TCMIICPATYpPC
He BbIe 25 °C.

6.5. Xapakrep u cogep:kaHHue NEPBUYHONH YIIAKOBKHU

ITo 10 Tabnerok B Omuctep u3 [IBX / amroMuHneBoOi (HONIBIH.

2 GnmcTepa ¢ TMCTKOM-BKIIA/IBIIIEM TTOMEIIAIOT B KAPTOHHYIO MAUKy.

6.6. QOcoOble Mepbl NPEIOCTOPOKHOCTH TMNPH YHUUYTOXKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Ipenapara WJIM  OTXO0AO0B, IOJYYEHHBIX [OCJde INPHUMEHEHUs
JIEKAPCTBEHHOTI'0 NMpenapara u Apyrue MaHUIYJIALIHMHU € PenapaToM

Oco0ble TpeOOoBaHUS OTCYTCTBYIOT.

7. JAEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Hranus

[Tomukem C.p.n./Polichem S.r.l.

Bua JIx. Mapkopa, 11 - 20121 Munan, Utanus/Via G. Marcora, 11 — 20121 Milan, Italy
7.1. IlpeacTaBUTeNb AepP:KATE/sI PETHCTPALMOHHOIO YI0CTOBEPEHUA

IIperen3uun norpeduTesIel HAOPABIATS 10 AJIPECY:

Poccuiickas @enepanus
000 «Cu 3¢ Cu JITI»
115230, r. Mocksa, Bapmiasckoe mocce, 1.47, kop.4, 14 stax
Ten.: +7 (499) 311 67 71

DnekTpoHHas movra: pharmacovigilance@cscpharma.ru

Pecniyonnka Apmenust

NII Aprak I'eBoprsn

0002, r. Epesan, yiu. [1aBctoca brozanaa 101, k8.9, Kentpon
Ten.: +374 93 20415

DnektpoHHas nmoyra: artakovich@yahoo.com

Pecnybnuka Kazaxcran

[TpeacraButenscTBo ToBapumectsa «MEPJIMH KOITUTAJI UHBECTMEHTC JUIITy /
«MERLIN CAPITAL INVESTMENTS LLP»

mp. Jocteik, 105, odpuc 301A, 050051, r. AnmaTsl

Ten.: +777 774 70678, +771 727 27231
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OnextpoHHas noyra: gulmira.pharm@yahoo.com

Keiprezckas Peciy6amka

OcOO «CTUMVIJI ITPODN»

yi. lllomokosa, a. 37/52, r. bumkex
Ten.: +996555920918

DnexTpoHHas mouTa: altynisa999@gmail.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUAA

9. JIATA MEPBUYHOW PETUCTPALIUU (MOATBEPKIEHUS
PETACTPAIIAU, TEPEPETVCTPALIAN)

JlaTa nepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OO01mmas xapakTepuCTHKa JICKAPCTBEHHOTO mpenapara MakMupop A0CTyIHA Ha HHPOPMAITMOHHOM
noprajie EBpazuiickoro 3KOHOMHYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHHUKAIITMOHHOW CETH

«naTepuer» http://eec.eacunion.org/.
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