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OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA
WNunomeranun Codapma, 25 Mr, TabIeTKH KUIIEYHOPACTBOPUMBIE, MOKPHITHIEC MJICHOYHOM

000JIOYKOH.

2. KAYMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTBytollI€€ BEMIECTBO: MHAOMETAIIHH.

Kaxxnas Tabnerka KueyHOpacTBOpUMast, MOKPBITAsk TNIEHOYHON 000JI0YKON, COAEPIKUT 25 MI
MHJOMETalHa.

BcnomorarenbHble BelecTBa, HAIMYKAE KOTOPBIX HAJ0 YUYNUTHIBATH B COCTABE JIEKAPCTBEHHOTO
mpenapara: JJakTo3bl MOHOTHIpAT, KpaxMall MIIIEHUYHBINA (CM. pazzaen 4.4.).

[Tonublii nepeyeHs BCIIOMOTaTeIbHbIX BEIIECTB MPUBENIEH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabieTkn KUIeYHOPACTBOPUMBIE, IOKPHITHIC TNIEHOYHOW 000T0UKOM.
Kpyrmbie, ABOSIKOBBINTYKJIbIE TaOJIETKH OpPaH>KEBO-KOPUYHEBOTo IBeTa. Bua Ha u3iome — ot

0€JI0r0 10 CBETJIO-KEJITOrO [[BETA.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3zaHus K NPUMEHEHUIO

[Tpenapar Uugomerana Codapma mokazaH K MPUMEHEHHIO Y B3POCIBIX U MOAPOCTKOB CTapIie
14 nert:

— Octpble W XpOHUYECKHE OOJIM TPU BOCHAIUTEIbHBIX 3a00JIEBAaHHUSX OIOPHO-
JIBUTATEIHHOTO arlapaTa: peBMaTOUIHBIN apTPUT; FOBEHWIbHBINA XPOHUUECKHUM apTPUT;
AHKWIO3UPYIOIINK  XpOHHMYECKHH  crnoHmmnoapTpuT  (Oosnesnp  bextepera);
MOAarpuIECKUM apTPUT; IICOPUATHICCKUN apTpHT; O0se3Hb Peiitepa;

— 3aboneBaHusl OKOJOCYCTaBHBIX TKaHEW: TEHIUHUTHI, OypCUTHL, TEHIOOYPCUTHI,
TEHJIOBarMHUTHI;

— TpaBmbl y cIOPTCMEHOB;

— Jluckomnaruu, HEBPUTHI, INIEKCUTHI, PAJAUKYJIOHEBPUTHI;

— JucmeHnopes.

4.2. Pe:xuM 103MPOBaHUA U CIIOCOO MPUMEHEeHM I

PexxuM no3upoBaHusa

HavanpHas no3a cocrasusier 25 mr 2-3 pa3a B cyTkU. [Ipy HegoCcTaTOUHOM TEpaneBTUUYECKOM
JNEWCTBUU 103y yBeauunBarotT 10 SO mMr 3 pa3a B CyTKH.
MakcumanbHasg cytoyHas pno3a cocraBiasier 200 wmr. Ilpu npogosKuTenbHOM JICYEHUH

CyTOYHAs 7032 HE JOJKHA IIPEBBIIATE 75 MT.
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Tlooazpuueckuii apmpum
Jns KynupoBaHus OCTPOro MOAArpUYECKOTO MPHUCTYIIA, HavajdbHas no3a coctasisger 100 mr,

MOCIIE Yero MPOJOIKAIOT JieueHue mo 50 Mr 3 pasza B CyTKU J0 UCUE3HOBEHHUS OOIH.

eTH
Pexxum no3npoBaHus 1uIs MOIAPOCTKOB cTapiue 14 JeT He OTIINYaeTcsl OT PeKUMa JO3UPOBAHHS
IS B3POCTIBIX.
bezonacHocts u s dpextuBHOCTS Mpenapara Mugomeranun Codapma y neTei B Bozpacte 110

14 net Ha 1aHHBIA MOMEHT HE YCTAHOBJICHBI.

HexenaTtenbHble pealiii MOXXHO YMEHBUIUTH, UCIOIb3YSI MUHUMAIbHYIO 3(DPEKTUBHYIO 03y
Ha BO3MOKHO 0oJiee KOPOTKUN MEPHUO BpEMEHHU.

Oco0ble rpynibl MalueHTOB

Tayuenmsi noscunozo 6o3pacma (cmapwe 65 nem)
Cy1iecTByeT TOBBIIICHHBIH PHUCK IMOOOYHBIX JEWCTBHI. PekoMeHmyeTcss camas HH3Kas
s dexTrBHAs 1033, HA BO3MOXKHO 00Jiee KOPOTKHM cpok. HeoOxomumo HabIr01aTh AIMEHTOB

MO OTHOIICHUIO BO3MOKHOI'O KPOBOTCUCHUA U3 KCJITY JOYHO-KUIIICYHOI'O TpaKTa.

Cnoco0 nmpuMeHeHus

BHYTpB, IIOCJIC ITpHUEMa IMUIIH, 3allBass JOCTATOYHBIM KOJIUYCCTBOM BOJBI.

4.3. IIpoTuBONOKA3AHUSA

— ['unmepdyBCTBUTENBHOCTh K WHIOMETAIMHY WM K JIOOOMY W3 BCIIOMOTATEIbHBIX
BEIIIECTB, IEPEUUCIICHHBIX B pazjene 6.1;

— T'unepuyBCTBUTENBHOCTD K AllETHIICATTMLIUIOBON KUCIOTE UK IPYTUM HECTEPOUIHBIM
MPOTUBOBOCIIAIUTENBHBIM CPEJICTBAM C KIIMHUYECKUM IMPOSIBICHUEM aCTMAaTUYECKOTO
MPUCTYNA, KPAMBHULIBI UJTU PUHUTA;

— SI3BeHHas OoNle3HB Kemyaka W 12-TIepCTHOW KHINKH, BOCIIATUTENbHBIE 3a00JIeBaHUS
KHUIIeYHUKa (HecrennpuIecKuil I3BEHHBIM KOIUT, 0osie3Hb KpoHa), kpoBoTeueHus (B
T.4. BHyTPUUYEPETTHOE, U3 OPTaHOB ey 1ouHO-KuieuyHoro tpakra (ZKKT);

— BpoxaeHHble TOpPOKH cepia (TsoKenas KOapKTalusi aopThl, aTpe3us JIETOYHOM
aptepuu, Tsbkenas Terpana dano), nepuos mocie aOpTOKOPOHAPHOTO IIYHTUPOBAHMS;

— Tsxenas ceplieyHasl HEJOCTATOYHOCTbD;

— Tloueunas HegocraTouHocTh (kaupenc kpeatuanna (KK) menee 30 miu/Mun);

— IleueHnouHas HEAOCTATOYHOCTh, aKTUBHOE 3a00JI€BaHNE NIEYCHH;

— Hapymenus cBepThIBaeMOCTH KpoBU (B T.4. TeMO(UIUs, yATUHEHHE BPEMEHH
KPOBOTEUYEHUSI, CKIIOHHOCTb K KPOBOTEUEHUSIM);

— Hapymenue kpoBeTBOpeHuUs (JICHKONEHUS U aHEMHUS);

— TloaTBepkaeHHas TUNIEpKATUEMUS;

— bepeMeHHOCTh U rpyJHOE BCKapMIIMBAHHUE;

— Herckuii Bo3pact (1o 14 ner).
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4.4. OcoOble ykazaHusi U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHU U
[Ipemapatr cnegyeT NOpUHUMATL C  OCTOPOKHOCTBIO MPU  HAIMYUHM  CIEAYIOUINX
3a00JIeBaHUI/COCTOSTHU:

— UIIeMuYeckasi 60J1e3Hb cepara;

— 1epeOpoBacKyJIApHBIE 3a00JICBaHUS;

— XpOHMYECKasi CepJieuHas HeJJOCTaTOYHOCTb;

—  JTUCTUIHUICMUS;

— TUIEPJIUNUIEMHUS;

— caxapHbIi qualeT;

—  TPOMOOIUTOIICHUS;

— 3aboseBaHus nepudepuuecKux apTepuid;

— aprepualibHas TMIIEPTEH3US;

— KypEHHUE;

— KJIHMpEHC KpeaThuHuHa MeHee 60 Mi1/MuH;

— [UPPO3 NEYEHU C MOPTATbHON TMIIEPTEH3UEH;

— runepouIpyOuHEeMHS;

— s3BeHHoe nopaxenue KKT B anamHuese;

— wHamumuue uHbexkuun Helicobacter pylori,

— JITUTENBHOE HCIOJIb30BAHUE HECTEPOUTHBIX MPOTUBOBOCIAIUTEIBHBIX IPENapaToB
(HIIBID);

— "acToe ynorpebIeHue aaKorois;

— TsDKEJIble COMaTUYeCcKue 3a00IeBaHus;

— CONTCTBYIOLIAsl Tepamnus CJlAeAyIOUMMH IpenaparaMu: aHTHUKOAryJisHTbl (B T.4.
BapdapuH), aHTHArperaHThl (B T.4. alETUICATUIIWIOBAS KHCIOTA, KIOMHIOTPEN),
nepopajibHble  TIIOKOKOPTUKOCTEPOUIBbl (B T.4. TMPEIHU30JIOH), CEJIEKTUBHBIE
WHTUOMTOPHI OOpaTHOTO 3axBaTa CEpOTOHWMHA (B T.4. IUTajonpaM, (IyoOKCeTHH,
MIaPOKCETUH, CEPTPAIIUH);

— TICUXWYECKHE PAaCCTPONCTBA, SMUJICTICHS], TAPKUHCOHU3M, JIETIPECCHS;

— MOXKHWJIOW BO3pPAacT.

Bo Bpems seueHuss HEOOXOAMM KOHTPOJIb KapTUHBI MEepUPEPUUECKO KpPOBH H
(YHKIMOHATBLHOTO COCTOSIHMA Te4eHH U Tmouek. Ilpu HeoOXoauMocTu ompeaereHus

17-keTocTepon1oB mpenapar ciieyeT OTMEHUTD 3a 48 4 10 UCCIIEIOBAHUS.

Jns cHIKeHUs pUcKa HexenaTeabHbIX peakiui co ctoponsl KKT cienyer mcmonab30BaTh

MUHUMAaIbHYIO 3 ()EKTUBHYIO 103y MUHUMAIbHO BO3MOKHBIM KOPOTKUM KYpPCOM.
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Cepbe3Hble KOXHBIE DPEaKIMH, BKJIIOUUTEIBHO C JIETAJbHBIM HCXOJOM, OYEHb PEIKO
Habmonaemeie ipu npuMmeneHnu HIIBII, kacaroTcst ciiydaeB 3Kc(hOMHMATUBHOTO JEPMATHUTA,
cuaapoma CruBeHca-J[>KOHCOHA, TOKCHYECKOTO JMHISPMAIBLHOTO Hekponms3a. Hawmbomnee
BBICOKHMM SBIISIETCA PUCK B Havaye JieueHusd. [Ipuem mpemapara ciieqyeT NpeKpaTuTh IpU

IMOABJICHUH MEPBBIX KOXKHBIX WJIN JPYTUX IMIPHU3HAKOB I'MIICPUYYBCTBUTCIIBHOCTH.

[IpemapaT MoOkeT MacKMpOBaTh CUMITOMBI OCTPOTO BOCITAJIEHUS, YTO TPeOyeT MCKIIOUEHUs

0aKkTepHaIbHON MH(EKINU TPU ero Ha3HAUCHHUH.

IIpn npueme npenaparos u3 rpynnsl HIIBII, cymecTByeT puck pa3BUTHs THIIEPKAIUEMUU,
0COOEHHO Yy TAIMEeHTOB CcTapiie 65 JeT, MalMeHTOB C IMOYEYHOW HEA0CTaTOYHOCTHIO,
MalUEeHTOB, KOTOpbIE MIPUHUMAIOT B-ampeHo0I0KaTOPHI, WHTUOUTOPHI
aHruoTeH3uHNpeBpamamomero pepmenta (AIID) n kanuiicOeperarone TMypeTHKH. Y TaKUX

NanucHTOB H€O6XO,Z[I/IMO MMPOCJICIKUBATH KOHICHTPALIUIO CBIBOPOTOYHOI'O KaJIK4.

BcnomorarenpHBIE BEIISCTBA

[Ipenapar Uugomerarua Codapma COmEp UT JaKTO3bl MOHOrHapar. [lanmmeHTam ¢ peako
BCTPEUAIOIIECICS HACIEACTBEHHOW HEMEPEHOCUMOCTRIO TallaKTO3bl, Ae(DUIIMTOM JIaKTa3bl

Jonapei MM TITI0K030-TaTaKTO3HOW MalibabcopOIIel He e yeT MPUHIUMATh 3TOT Ipernapar.

[Ipenapar Mamnomeranma Codapma COAEPKUT MIIEHUYHBIM Kpaxmajdl. MOXHO TPUMEHSTH
monaM ¢ nenuakueid. [lanmeHTtam ¢ amiepruedd Ha MieHUIy (OTIWYHOM OT IETHAKHH) HE

CJICOAYCT IPUHUMATDL 3TOT IIperiapar.

4.5. B3aumonelcTBHe ¢ JAPYIMMH JIeKAPDCTBEHHbIMHM NpenaparamMM W JApyrue BHAbI
B3aMMOJAEHCTBHUSA

OnHoBpeMEHHOE MPUMEHEHUE MHAOMETAllMHA ¢ APYruMH mpenaparamu u3 rpynnsl HIIBII,
aHeTI/IJIcaJII/IL[I/IJIOBOﬁ KHCHOTOﬁ, TJIIIOKOKOPTUKOCTCPOUAaMHU, AJIKOTOJICM, KOJXHUIIMUHOM H

KOPTUKOTPOIIMHOM IOBBIIIAET pUCK pa3BuThs kpoBoreueHui B JKKT.

Nunomeranua  cHmwkaeT  A(QPEKTUBHOCTh  JAMYPETUKOB, Ha  (GOHE  MPUMEHEHUS
KaJniicOeperaroniux JMypeTUKOB BO3pacTaeT PUCK THUIIEPKATMEMHH; CHIDKAeT 3 (hEeKTUBHOCTh
YPUKO3YpUYECKUX U THIIOTCH3MBHBIX MpenapaTtoB (B T.4. B-aIpeHOOIOKATOPOB); YCHUIUBACT
JCHCTBUE HEMPSAMBIX AHTHKOATYJSHTOB, AHTHArPEraHTOB, TPOMOOJUTUKOB (alITEIlIa3sl,
CTPENTOKMUHA3bl U YPOKWHA3BI); YCHUIMBACT MOOOYHBIE A(D(DEKTH TIHOKOKOPTHKOCTEPOUIOB,
HIIBII, scTporeHoB, aneTUICaTUIIMIOBONA KUCIOThI; YCHIIMBAET THIOTIUKEMUYEeCKUi Y ekt

IMPOU3BOJHBIX Cy.)'[b(bOHI/IJIMO‘-IGBI/IHBI.

CoBMeCTHOE HCIIOTh30BaHUE C MAPAIIETAMOJIOM MOBBIMIAET PUCK PA3BUTHS HEPPOTOKCHUECKHUX
a¢ddexroB. [{ukmocnopun 1 mpenaparsl 30710Ta MOBBIMIAIOT HEPPOTOKCUIHOCTH (OUYEBHUIHO, 32

CYEeT MOJAaBJIEHUs CUHTE3a nMpocTarianauHoB (Pg) B moukax).

IToBrItIIaeT KOHIOCHTpAIMIO B IIa3MC MPCIApaTOB JIUTUSA, MCTOTPCKCATAa U OUTOKCHUHA, YTO

MOXKET IIPUBECTU K YCUJTICHUIO X TOKCUYHOCTH.
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Hedamannon, nedonepa3on, medoreTaH, BAIBIPOEBas KHUCIOTA, TUIMKAMUIIMH TTOBBIIIAIOT

PHUCK pa3BUTHUS TUIOMPOTPOMONHEMHUH U ONTACHOCTh KPOBOTCUCHUI.
[ToTeHIMpyeT TOKCUYECKOE IEMCTBUE 3UIOBYIMHA.
AHTaIUIBI ¥ KOJIECTUPAMUH CHUKAIOT a0COPOIIMIO HHIOMETAIMHA.

MuenoTokcH4ecKrue JICKApCTBCHHBIC CPCACTBA YCHIIMBAIOT IMPOABJICHUC I'CMATOTOKCUYHOCTHU

npernapara.

CoBMeCTHOE NMPUMEHEHUE C XUHOJIOHAMU MOXET YBEIMYHUTHh YIpO3y pa3BUTHUS CYIOpOr Yy

NanucHTOB C UJIN 0e3 aHaMHECTHYECKHUX JaHHBIX 00 PIHIIENICUN HUIH cyaoporax.

VcunmmBaeT THIIOTIIHKEMHYSCKOE I[GﬁCTBPIC HHCYJIMHA U NCPOPATbHBIX THIIOITUKEMHUYCCKHUX

JIEKapCTBEHHBIX CPEJICTB.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD W JJAKTALMSA

bepemeHHOCTD
[Tpemapar Munomeranma Codapma mpoTHUBOIIOKa3aH BO BpeMsi O6peMEHHOCTH (M. pazaen 4.3).

JlakTamus
[Tpenapat Munomeranun Codapma npoTUBONOKA3aH B IEPUO TPYIHOTO BCKAPMIIUBAHUS (CM.

paznen 4.3).
Wupomeraniud BBIICISETCS C TPYIHBIM MOJIOKOM. [Ipr HE0OX0AMMOCTH JICYCHHUS TTPETIapaToM

IpyAHOE BCKapMIIMBaHUE HEOOXOIUMO MPEKPATUTb.

DepTHIbHOCTD

VY OKEHIIMH B pPENpOAyKTHMBHOM BO3pacTe CYIIECTBYET PHCK OOpaTUMOIO IOAABICHHS

(bepTUIHLHOCTH.

4.7. BiusiHue Ha CIOCOOHOCTH YNPABJSATH TPAHCIMOPTHBIMHU CPeICTBAMU U PadoTaTh C
MeXaHNU3MaMu

[Tpenapat Ungomeranun Codapma Oka3pIBaeT yMEPEHOE BIHSHUE HA CIOCOOHOCTD YIPABIIAThH
TPAHCIOPTHBIMU CpeJICTBaMU M paboTaTh € MEXaHU3MaMH, TaK KaK MOXET BbI3BATh
HEeXKeNaTeNbHbIE peakuuu (IIyM B YIIax, TOJIOBOKPYXEHHE, COHJIMBOCTb, CIyXOBBIE U

3pUTENbHBIC HAPYIICHHUS ), KOTOPBIE MOTYT HAPYIIUTh AKTUBHOE BHUMaHHUE U pedIIeKCHI.

4.8. He:xxennaTesbHbIE peaKkIuu

Pe3roMe HexeaaTenbHbIX PEAKIIUNI

YacroTa BO3HUKHOBEHHS HEXKEIATEIbHBIX PEAKIUH ONpeJeicHa B COOTBETCTBHH C
knaccudukanueir BcemupHoit opranuzanuu 3apaBooxpanenus (BO3): ouens yacto (> 1/10),
gacto (> 1/100, Ho < 1/10), HEewacro (> 1/1000, Ho < 1/100), peako (> 1/10000, Ho < 1/1000),
oueHb penko (< 1/10000), yacToTa HeM3BeCTHA (HA OCHOBAaHUHU MMEIOIIMXCS TaHHBIX OIICHUTH

HEBO3MOYKHO).
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Hapywenus co cmoponul kposu u numghamuueckotl cucmempi:

OdeHp  peako:  KpoBOTeueHUsi  (3KeIyJOYHO-KHIIEYHOE,  JECHEBOE,  MAaTOYHOE,
reMOPPOUIATBHOE), TPOMOOILMTONCHUS, JICUKONMEHUs, DO3MHO(UIUS, arpaHyJOIHTO3,
TPOMOOIMTONIEHUYECKAsl IMyPITypa, arjlacTUYecKas aHeMus, ayTOMMMYHHAs TeMOJTUTHYECKAs

AaHEMU.

Hapywenus co cmoponvl ummynnou cucmemul:

YacTo: KOKHas ChIllb, KOXKHBIN 3Y/I.

Penxo: kpanuBHUIIA, aHTHOHEBPOTUYECKHI OTEK, OPOHXOCTIa3M.

B emuHununbIX ciyuasx — ¢oroceHcuOunmzanus, cuHapom Jlaiienna, y3moBaras spuTema,

cuaapom CtuBeHca-J)koHcoHa, aHADUITAKTUYECKHH TIIOK.

Icuxuueckue Hapyuienus:
OueHb peAKo: YYyBCTBO JI€30PHEHTAIMH, OCECCOHHHUIA, Pa3ApaKUTEIBHOCTh, JEIPEcCHs,

TPEBOKHOCTb, PACCTPONUCTBO MAMSITH, ICUXOTUUYECKHE PEAKIUH.

Hapywenus co cmoponul nepénoii cucmemoi:

OueHp 9acTo: TOJIOBHAS 00JIb.

Yacro: ToIoBOKpYKeHHUE, BO30YKIeHUE, HAPYIIIEHUE BKYyCa.

Penko: COHIMBOCTD, yCTAIOCTh, NeprdepruiecKkas HeBPOIIATHS.

OdeHb penKo: HapyIIeHHs YyBCTBUTEILHOCTH, BKIIFOUAIOIIUE MTAPECTE3HIO.

YacrtoTa HEW3BECTHA: ACENTUYECKUNW MEHHMHTUT (Yalle y TMalHueHTOB C ayTOMMMYHHBIMH

3a00JICBaHUSMH ).

Hapywenus co cmoponul opeana spenusi:

Heuacro: AUTIIONNSA, HCUCTKOCTD 3pCHUS, IOMYTHCHUC POTOBHUIILI, KOHBIOHKTUBHT.

Hapywenus co cmopoHul opeana cayxa u aabupunma:
YacTo: mrym B y1max.

Heuacro: cHuxenue ciyxa.

Hapywenus co cmoponul cepoya:
Penxo: pasButue (ycyryoOieHue) sBIeHUN XpOHUUYECKOU cepredHon HepocTatogHocTu (XCH),
TaxHUapuUTMUSL.

B CANMHUYHBIX ClIydasdaX — OTEYHBIN CUHAPOM, ITOBBIICHUEC apTEPHUATIBHOT'O AaBJICHUA.

Kenyoouno-kuweunvle HapyuweHus:
OueHpb yacTo: TOLIHOTA, PBOTA, UAPESL.

Yacro: HIIBII-ractpomnarus, abgoMruHAIBHBIE 00N, U3)KOTA, AaHOPEKCHS.

[Ipu quTenbHOM MPUMEHEHUU B OOJIBIINX J1033aX — U3bs3BICHUE cinu3nucToi obonouku KKT,

SI3BEHHBIN CTOMATHUT.



COOTBETCTBYET 3KCMEPTHOMY OTUETY
26.03.2025 M= 8064

~r IE 3 )
OT 2b U3 _£UL0

(NOCNEQCBATENEHOCTE 0008)

Hapywenus co cmoponul neuenu u scenyesvbi8o0auux nymei.

Yacto: napymenue ¢GyHKIMHM TIeYeHHU (TTOBBINICHHE B KPOBU OWUIMPYOMHA, «IIEYCHOUHBIX)
Tpancamunas (AnAT, AcAT)).

Penxo: TOKCHUYECKHI T'eNaTUT ¢ JKENTYXOH WK 0e3 JKeNTyXH.

Ouensb penko: GyIbMHUHAHTHBIA TEATHUT.

Hapymeﬂuﬂ CO CMOPOHbL KOIHCU U NOOKONCHBIX MKAHEI:

YacToTa HEM3BECTHA.! YCUJICHUC TTIOTOOTACIICHUA.

Hapywenus co cmoponul nouex u Mouegbl800auux nymeu.
Penxo: oreku.
OdeHb penko: MPOTCHHYPHsS, TeMaTypus, HWHTEPCTHIHANbHBIA HeppuT, HEPPOTHUECKHUI

CHHPOM, HEKPO3 COCOYKOB.

Obwue napywenus u peakyuu 8 mecme 66e0€HUsL:
YacrtoTa HeW3BECTHA: MOKEHHE, 3y, TSKECTh B AHOPEKTAIbHON o0siacTu, 00O0CTpeHHe

reMOopposl.

Jlabopamopnvlie u uncmpymenmanbHvle OaHHbIE:

OueHb peKo: TUIEPIIIMKEMHUS], TNIIOKO3YpHsl, THIIEPKATHEMHUS.

COO6I.H€HI/IG 0 MOA03PEBACMBIX HEXKECIATCIbHBIX PCAKIINAX

BaxxHo cooOmare 0 MOA03PEBAaEMBIX HEKEIATSIbHBIX PEaKIHsIX IIOCIE PETUCTpaIuu
JEKapCTBEHHOTO Tperapara ¢ Leldbl0 O0ECleueHuss HEMpPEepPHIBHOTO MOHUTOPUHTA
COOTHOIIICHUS «IOJIb3a — PUCK» JIEKAPCTBEHHOTO Mperapara. MeIunuHCKUM pPabOTHHKAM
PEKOMEHIIyeTCsl  cOoOoOIaTh O JIFOOBIX TOJ03PEBACMBIX  HEXKENATCIbHBIX  PEAKIHSIX
JIEKApCTBEHHOT'O TperapaTa 4epe3 HaIllMOHAJIbHBIC CHCTEMBI COOOIICHUS O HEXKeJaTeIbHbIX

peakuusax rocy1apcTB — 4WieHOB EBpa3uiickoro 3kOHOMHUYECKOr0 COK3a.

Poccutickas ®@edepayus

denepanbHas ciryx0a 1o Haa30py B cdepe 3ApaBOOXpaHECHHUS
109012, r. Mocksa, CrnaBsiHCKasl IIIOab, 1. 4, ctp. 1
Tenedon: +7 800 550-99-03

OnekTpoHHas movra: pharm@roszdravnadzor.gov.ru

wi npr@roszdravnadzor.gov.ru

Caitr: https://roszdravnadzor.gov.ru

Pecnyonuxa Apmenus

I'HKO «IleHTp aKcriepTU3bl JEKAPCTB U MEAULIMHCKUX TEXHOJIOTHII»
Anpec: 0051, r. Epesan, nip. Komuraca 49/5

Tenedon: +374-10-20-05-05, +374-96-22-05-05
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On. moura: vigilance@pharm.am

WutepHer-caift: http://www.pharm.am

Pecnybauxa benapyco

MunuctepctBo 3npaBooxpaneHusi Pecnyonuku benapych, PecmyOnmkanckoe YHuUTapHOE
IIpennpustue «lLlentp Oxcneprus u McnbiTanuii B 34paBooXpaHEHUN»

220037, r. MuHnck, nep. ToBapuilieckui, 2a
Tenedon/pakc: +375 (17) 242-00-29
OnektpoHHas nmovra: repl@rceth.by

Caiit: www.rceth.by

Pecnybnruxa Kaszaxcman

PI'TI na I1XB «HanuoHanbHbIA HEHTP IKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAUIIUHCKUX
m3nenuiny Komurera MeAMUIMHCKOTO W (apMaleBTUYECKOTO KOHTpoJii MHHHCTEpCTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

010000, r. Acrana, paiion baiikonslp, yi. A. manosa, 13, BI] «Hypcayner 2»
Enunsrii call-center: +7 (7172) 235 135
OnexrponHnas noura: farm@dari.kz, pdlc@dari.kz

Caiit: www.ndda.kz

Kuoipevizckan Pecnyonuka

JlenmapTaMeHT JIEKapCTBEHHBIX CPEIACTB M MEIULMHCKUX uU3Aenuid npu MuHucrepcrse
3npaBooxpanenusi Keiprei3ckoii PecyOmiku

720044, r. buikek, yi. 3-a Jlunus, 25
Tenedon: + 996-312-21-92-86

Tenedon «I"opsueit muann»: (0800) 800-26-26
Tenedon «Equnoro oxnay: 21-92-78

®axc: 21-05-08

OnektponHas nmovra: dlsmi@pharm.kg

Caiit: http://www.dlsmi.kg

4.9. Ilepeno3upoBka

CUMIOTOMBI
TomHoTa, pBOTA, cHUIbHAs TOJOBHas OO0Jb, TOJOBOKPY)KEHUE, HAPYIICHHUE IaMSTH,
J€30pUEHTAIHSI.

B TspKenbIx ciayyasx nmapecte3uu, OHeMeHHe KOHEYHOCTEH, CyA0pOrH.

JleyeHune

Cumrnromarnueckas tepanus. ['emoananu3 HedpHEeKTUBEH.
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5. PAPMAKOJIOTHMYECKHUE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOICTBA

dapMakoTepaneBTUYECKas TIpyIIa: IIPOTUBOBOCHAIUTEIBHBIE U IIPOTUBOPEBMATUYECKUE
HpenapaTH; H€CT€pOI/II[HBIe HpOTI/IBOBOCHaHI/ITeJIBHBIe 148 HpOTHBOpeBMaTI/I‘IeCKHG npenapaTbl;

MIPOU3BOJIHBIE YKCYCHOM KUCIIOTHI U POJACTBEHHBIE COSAMHEHHUS.
Koxg ATX: MO1ABOI.

MexaHu3M OelCTBUSA

[IpousBogHoe VHJIOTYKCYCHOM KHUCJIOTBI, OKa3bIBaeT MIPOTUBOBOCHAIUTEIBHOE,
AHAIBI€TUUYECKOE, JKAPONOHIDKAIONIEE W  aHTHarperanuoHHoe neicreue. I[lomasisier
aKTUBHOCTH IMPOBOCHAIUTEIbHBIX (AKTOPOB, CHUXKAET arperamnuio TPOMOOLMTOB. YTHeTas
nukinookcureHazy | u II, Hapymaer meTa®onm3M apaxuOHOBOM KHCIIOTBHI, YMEHBIIAET
KOJIMYECTBO TpocTarianauHoB (Pg) xkak B ouare BOCHAJCHHs, TaK M B 30POBBIX TKaHSX,

MO/IaBIISIET KCCYJATUBHYIO U MpoJudepaTuBHyIO (ha3bl BOCTIAICHUS.

dapmarkogmnHamMuyeckue 3O HEKTHI

VYcrpanser WM yMeHbIIaeT OOJIeBOW CHHAPOM PEBMAaTHUECKOTO W HEPEeBMATHYECKOI'O
xapakTepa (B T.4. IpH OOJSIX B CYCTaBax B MOKOE U NMPH IBUKCHUHU, YMECHBIICHUE YTPEHHEH
CKOBAaHHOCTHU U MPUITYXJIOCTU CYCTaBOB, CLIOCOOCTBYET yBEIMUYEHUIO 00bEeMa IBUKEHUM; TTPU
BOCHAJIMTENBHBIX MTPOLIECCaX, BOSHUKAIOIINX ITOCIIE ONlepalvii ¥ TpaBM, OBICTPO 00JIeryaeT Kak
CIIOHTAHHYIO 00JIb, TaK U OO0JIb MPHU JBMKEHUH, YMEHBIIAET BOCTIAJIUTEIbHBIN OTEK Ha MECTe

paHsl).

5.2. ®DapmMakoOKHHEeTHYECKHE CBOMCTBA

Ab6copbuus

buonoctynHocts npu nepopainbHoM npuMenennn — 80-90%. MakcumanbHas Iia3MeHHast
KOHIICHTpAllUs JIOCTUTAaeTCsl B TeueHWe 1-2 4. BcacwiBaeTcs depes3 CIM3UCTYIO 000JIOUKY

TOHKOM KHIIIKH, U B 3HAYUTEJIbHO MEHBIIEH CTETIEHN Yepe3 CIU3UCTYI0 000I0UKY JKEeTyaKa.

Pacnpenenenue

Pacnipenensiercs BO Bcex opraHax M TKaHsaX. [IpoHukaer uyepe3 IUIalleHTapHBIA U
remaTosHIedannaeckuii 0aprep. [IpoHHKaeT depe3 CHHOBHAIBLHYIO MEMOpPaHY B CYCTaBHI,
MpUYEeM KOHLEHTpPAllUsd MHJIOMETallMHA B CHMHOBUAJIbHOW XUAKOCTU MOBbIaeTcs. CBA3b C

oenkamu a3mMel — 90-98%, nepuox nomyBeBeneHus — 2,6 u 11,2 4.

Buorpaunchopmariust

MeTtabonu3upyercsi B OCHOBHOM B ITEYECHH.

OIMMUHAINS
B nensmennoM Buje BeiBogutcs 10-20% npenapara, 70% BoiBoautces noukamu, 30% — uepes
xenynouno-kumeunsii Tpakt (JKKT). He ynansercs npu auanmmuse. Beigensercst ¢ rpyiHbIM

MOJIOKOM.
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6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

S npo TabueTku

JIakT03BI MOHOTHAPAT

Kpaxman nmeHnyHbIi

[emnrono3a mukpokpuctamumueckas (Tum 101)
[ToBunon K25

KpemHuust AOKCH]T KOJTOUTHBIN 0€3BOIHBIN
Tanbk

Maruus creapat

KuieynopactsopuMas 0001049Ka

Cononumep MeTakpuiioBoil kuciotel — atunakpuiata (1:1) 30 % nucnepcust (Jyaparut L30
D-55) (cyxoe BeriecTBo)

Cononumep MeTuIaKkpuiaTa — METHJIMETaKpHUIaTa — MeTakpuiaoBoi kucioTel 30 % nucnepcuns
(Oynparut FS 30 D) (cyxoe BemecTBo)

Harpus runpokcuyg

[Tonmucop6at 80

[TurmentHas cycnen3us kopuuneBas WAS FS (cyxoe BeIIecTBO): TalbK, TPUITHIIIUTPAT,
TUTAaHA JUOKCHU]I, XKeJe3a OKCHUJI )KEIThIN, kelie3a OKCHUJI KpaCHBIH, ponaH-1,2-110 anbruHar,
Kanus copoar

TpusTunuurpar

6.2. HecoBMecTHUMOCTD

He nmpumenumo.

6.3. Cpok rogHocTH (CPpOK XpaHeHus)

5 ner.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPHU XPAHEHUU

JlexapcTBeHHBIH Mpenapar He TpeOyeT CelUuaIbHBIX YCIOBUN XpaHEHHS.

6.5. XapakTep u coaep:kaHue NEPBUYHON YIAKOBKH

ITo 30 Tabnerok B OaucTep U3 6ecuBeTHOM nMpo3payHoii [IBX nmiuenkn/antoMuHneBor (HOIbTH.
1 GnucTep BMeCTe € IMCTKOM-BKJIABIIIEM ITOMEIIAIOT B KAPTOHHYIO MaYKYy.

45 6nrcTepoB BMECTE C PaBHBIM KOJMUECTBOM JIMCTKOB-BKJIAIBIIIEH ITOMEIIAIOT B KAPTOHHYIO

KOpOOKY (IUIs CTAaIIHOHAPOB).

6.6.

JIEKAPCTBEHHOI'O

Oco0ble Mepbl MNPeIOCTOPOKHOCTH MNPH YHMYTOKEHMH HMCIOJIb30BAHHOIO

npemapara WJIH O0TX0A0B, IIOJYYCHHBIX II0C/I€¢ TNPHUMEHCHUSA

JIEKAPCTBEHHOI0 NMpenapara, U Apyrue MAHUMYJISINMH € TIPenapaTom

Oco0plie TpeOOBaHMS OTCYTCTBYIOT.

10




COOTBETCTBYET 3KCINEPTHI 'M Y OTUETY
ot 26.03.2025 N= 206

(NOCNEAQCBATENEHOC T 0008)
7. AEPKATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHMUSA
Bosnrapus
CODAPMA AO

Wnuenckoe mocce 16, Codus 1220, bonrapus
16 Iliensko Shosse Str., Sofia 1220, Bulgaria
Tenedon: +359 2 81 34 200

dakc: +359 2 936 02 86

DnekTpoHHas mouta: mail@sopharma.bg

7.1. IlpeacTaBureib Aep:KaTessi PeriCTPAIMOHHOIO YIO0CTOBEPEHHMSI HA TEPPUTOPUM
Coro3a

IIperen3un norpedburTesieil HaopPaBIATh 110 AIPECY:

Poccutickas ®@edepayus

000 «Copapma Pyc»

127030, r. MockBa, BH.Tep.T. M.0. TBepckoii, yi. HoBocnoboackas, 1. 31, ctp. 4
Tenedon: +7 (495) 127 1011

OnektponHas movra: Russia.PV@sopharmagroup.com

Pecnyonuxa Apmenus

ITpencraButensctBo AO «Codapmay B I'py3un u ApmeHun
0194, 27r, yn. Anama MunkeBuda, TOumucu, ['py3us
Tenedon: +995 32 291 36 21

Mo0.: +995 577 52 31 00

DnexkTpoHHas nouta: info@sopharmagroup.ru

Pecnybauxa benapyco

[IpeacraButensctBo AO Codapma (Pecriybnuka bonrapus) B Pecnyonuke benapych
r. Munck, 220005, np-t [To6eaureneii, 7a, opuc 33

Tenedon/Paxc: +375 17 242-82-92

DnekTpoHHas nouta: info@sopharmagroup.ru

Pecnybnuxa Kazaxcman u Keipevisckaa Pecnyonuka

«Codapma Kazaxcran» ToBapuiiecTBo ¢ OrpaHUYEHHON OTBETCTBEHHOCTBHIO B T. AJIMATHI,
Kazaxcran

050046, r. Anmartsl, yi. Eruz6aesa 3, xoprryc 9, oduc 298
Tenedon: +7 (727) 325 70 00

DnekTpoHHas nmo4ra: info@sopharmagroup.ru
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8. HOMEP PETUCTPAHMOHHOI'O YAOCTOBEPEHUA

JITI-Ne(009479)-(PT-RU)

9. IATA IEPBUYHOM PETUCTPAIIMN (IIOATBEPXKJIEHUA PETUCTPAIIAM,

HEPEPETUCTPALINN)
Jata nepBoii peructpauuu: 28.03.2025

10. TATA IIEPECMOTPA TEKCTA

OOmrast XxapakTepuCTHKa JieKapcTBeHHoro npenapara Munomeranna Codapma moctynHa Ha

nH(POpPMAIMOHHOM TopTane EBpa3suilckoro 3KOHOMHYECKOTOo cOr03a B WH(POPMAIMOHHO-

KOMMYHHUKaIMoHHOU cetn «MHTepHET» http://eec.eaeunion.org/
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