1.

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 21.05.2024 Ne 9883

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFOTIPERAPATA 1002

HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPETTAPATA

Aprpaxcukam, 30 mr/r + 100 Mr/t, Kpem A1t Hapy>KHOTO IPUMEHEHUSL.

2.

KAUYECTBEHHbBIN 1 KOJIMUECTBEHHBIA COCTAB

JelicTByto1Me BENIECTBA: METOKCUKAM + Teplia CTPYYKOBOTO IIJI0J0B HACTOMKA.
1 r kpema conepxxut 30 mr menokcukama 1 100 Mr nepia cTpyuykoBOTO IJIOI0B HACTOMKH.

BcnomorarenabHble BCIICCTBA, HAJIMUMUC KOTOPBIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: IMMEeTHICYIb(OKCH/T, IPOMTUIICHTIIUKOIB (CM. pazaen 4.4.).

[TonHbIi IepeyeHb BCIOMOTaTeIbHbBIX BEIECTB MPUBENIECH B pa3aene 6.1.

3.

JIJEKAPCTBEHHAS ®OPMA

KpeM a5 HapyKHOr0 IPUMEHEHUS.
Kpem oT cBeTI0-KenToro 10 TEMHO-XKENTOro mnBera. Jlomyckaercs KpacHOBAaTO-KOPUYHEBATHIN
OTTEHOK.

4.

KIMHUYECKUE JTAHHBIE

4.1. Iloka3aHusi K IPUMEHEHUIO

[Ipenapat ApTpakcukaM MOKa3aH K IPUMEHEHHIO Y B3POCIBIX M MOAPOCTKOB OT 12 1o 18 ner.
BocnanurenbHble U AereHepaTUBHBIE 3a00J1€BAHUS ONTOPHO-ABUIaTEIBHOIO aNapara.
PeBmaTnyeckue NopakeHUst MATKUX TKAaHEH.

bonesoil cunapom: OypcuT, TEHIUHMT, JIIOMOAro, MIIMAC, HEBPAITHs, MUAITHs, apTpalrus,
PalUKyJINUT, TMOCTTPaBMAaTHUECKUl O0JEBOH CHUHAPOM (TpaBMaTHYECKHE YIIUOBI, BBIBUXH,
pacTsHKEHMs CBSI30K, MBIIIL M CYXOXHJIMH, Pa3pbIBbl MBIIIL 0€3 HapyIICHHs LEITOCTHOCTH
KOXKHBIX TTOKPOBOB), 00JIE3HEHHOCTh MBI U CYCTaBOB, BBI3BAHHBIX TSXKEIBIMU (DU3MUECKUMHU
Harpy3KaMHu.

4.2. Pesxxum 103upoBaHusA U cIOCO0 MPUMEHEHMSI
Pexum no3upoBanus

Crerka BTUPAIOT MOJIOCKY Kpema JIJIMHOU oT | 70 5 ¢M, KpaTHOCTh puMeHeHus — 1-3 pasa B
CYTKH. Konuuectso KpeéMa MW 4YaCToTa NPpUMCHCHHA MOTYT BapbUPOBATbH B 3aBUCUMOCTH OT
IUIONIA/IM HAHECeHUs U MHANBUAYaTbHON PEaKIK Ha KPEM.

eTH
Pexxum no3upoBaHus A AeTed U MOAPOCTKOB OT 12 1o 18 jer He omiMuaeTcs OT pexuma
JO3UPOBAHUSA JAJIS1 B3POCIIBIX.

BbezonacHocth u 3(pPeKTUBHOCTD y JeTell B Bo3pacTe 0 12 JeT He YCTaHOBJIEHBI (CM. pasieln
4.3)).

Cnoco0 rmpuMeHeHus

Hapyxwno. s ycunenust a3gphexra MOKHO HAIOKUTh CYXYH0 COIPEBAIOIYO0 TIOBSI3KY.

4.3. TlporuBomoxkasaHus

TUIIEPUYYBCTBUTEIIBHOCTh K MEJIOKCUKaMy, Iepla CTPYYKOBOIO IUIOJOB HACTOMKE WM K
JTF000MY U3 BCIIOMOTATEIBbHBIX BEIIECTB, IIEPEUNCIICHHBIX B pasjaede 6.1;

JeTCKHI Bo3pacT (110 12 ner);

HapyIICHUS IIEIOCTHOCTH KOKHBIX TTIOKPOBOB M BOCTIAJIUTEIILHBIC 3a00JICBaHUS KOXKH B MECTE
NPEII0IaraeMoro HaHECCHHUS,

OEepeMEHHOCTH M MEPHOJ TPy THOTO BCKaPMITUBAHHS.
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4.4. OcoOble yka3aHusi 1 MepbI IPEIOCTOPOKHOCTH NPH NPHUMEHEeHUH

C OCTOPOKHOCTBIO

[Ipu HapymeHMH QYHKUMH TMOYEK M TEYEHH, NPH BBIPAKEHHOW IATOJOTHH KETyJOYHO-
KHIIIEYHOTO TpakTa (sA3BEHHAsi 00JIE3HB KelyaKka U 12-mepcTHOM KUIIKH B (paze 00OCTpeHws ),
IIPY BBIPAKEHHOM 11aTOJIOTUU CUCTEMBI KPOBH, B 1IETCKOM Bo3pacte (ot 12 go 18 ner).

Crnenyer NpOKOHCYJIBTUPOBATbCA C BpauoM II€pe]l COBMECTHBIM IPUMEHEHHEM Kpema
ApTpakcukam C APYTUMH HECTEPOMJHBIMU NPOTUBOBOCHAIUTEIBHBIMU CPEICTBAMHU, A TaKXKe
pu HE0OXOIUMOCTH UCIIOJIB30BaHus npemnapata 6osee 10 cyTok.

Oco0ble yKazaHus

Crnenyer u3berath NonagaHus IpenapaTa Ha MOBPEXAECHHYIO TOBEPXHOCTh KOXH, B IJ1a3a U Ha
CJIN3HUCTHIE 00OJIOYKH.

ITpn monananuu kpema ApTpakCHKaM Ha JJaHHBIC YYacTKH CIEAYyeT yIaduTh €ro C IMOMOIIBIO
BAaTHOT'O TAMITOHA, IIPONUTAHHOTO Ba3eJIMHOM WJIM PACTUTEIbHBIM MACIIOM.

[Tocne ncnonp3oBanus npenapaTa HEOOXOAUMO TIIATEIBHO BBIMBITh PYKH.

BcnomorarenbHbIe BeliecTBa

[Tpenapat comepKUT IUMETHICYIb(OKCHI U HPONMMUIICHINIUKONb, KOTOPbIE MOTYT pa3pa)xarb
KOXY.

4.5. BzaumopeiicTBHe ¢ APYIMMH JIEKAPCTBEHHBIMH MpenapaTaMd W JApyrue BH/bI
B3aNMMOJAEHCTBHUSA

B Hacrosimiee Bpemsi HET AaHHBIX O B3aUMOJEHCTBUHU Ipenapara ApTpakcHKaMm, KpeMm AJis

HapY>KHOT'O MPUMEHEHHUSI, C APYTUMH JICKAPCTBEHHBIMHU CPEICTBAMH.

4.6. DepTUIBLHOCTDH, 0EPEMEHHOCTDH U JIAKTALMS
[Ipumenenwne npenaparta MPOTHBOIIOKA3aHO MPU OEPEMEHHOCTH U B TIEPUO]T JTAKTAITHH.

4.7. BuausiHMe HAa CIIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMM CPeACTBAMH UM paldoraTh ¢
MeXaHM3MaMH

[Ipumenenne npenapaTa HE OKa3bIBAET BIMSHUS HA CIIOCOOHOCTH YIPABIATH TPAHCIOPTHBIMU

CpeACTBaMH, MEXAHU3MaMHU.

4.8. HexenareabHble peakuuu

Pesrome npoduisg 6€30macHoCTH

Bo3Hukaronme HexelnaTelbHbIe PEAKIMH 3aBUCAT OT HHIWBUIYATbHOW YYBCTBHTEIHLHOCTH.
B03MOXHBI a/sIepruuecKue Peakiuu CO CTOPOHBI KOXH (3Y/, KOXKHAS ChIIb), MIEITYIIICHUE KOXKH,
TUTICPEMUSL.

Coo011IeHue 0 1M0I03PEBAEMBIX HEXKEIATSIBHBIX PEAKITHSIX

BaxxHo coo0maTh 0 mo03peBacMbIX HEXKENATEIbHBIX PEAKIUAX TOCTIE PETUCTPAINH TIpernapara
C uenp0 oOecreueHHuss HENPEPhIBHOIO MOHHTOPWHTA COOTHOIICHHS «IOJIb3a — PHUCK»
JICKapCTBEHHOTO TIpernapara. MeIuIMHCKAM pa0OTHUKAM PEKOMEHIyeTCsl COOOIaTh O JIFOOBIX
MI0JI03PEBACMBIX HEKEIATENbHBIX PEaKIUAX JEKapCTBEHHOTO Iperapara depe3 HaIllMOHAIbHBIC
CUCTEMBI COOOINEHUS O HEXKeNaTeNbHBIX PEaKIUsAX TOoCyJapCcTB — UIeHOB EBpasuiickoro
9KOHOMHYECKOTO COI03a.

Poccuiickas @eoepayus

denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, Mocka, CnaBsiHCKas MJ1011a/ib, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Cair B nH()OPMAITMOHHO-TEIEKOMMYHHUKAITMOHHOU ceTu «HTEepHET:
https://www.roszdravnadzor.gov.ru/
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Pecnybauxa Apmenus (NMOCNENOBATENEHOCTL 0002)

«Hay4Hblll LEHTp SKCIEpPTU3bl JIEKAPCTB M MEIULMHCKUX TEXHOJIOTUH HM. akKajgeMHukKa O.
["abpuensna» AO3T

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

Tenedonsr: (+374 10) 20-05-05, (+374 96) 22-05-05

OnexTpoHHas noyra: vigilance@pharm.am

Caiit B mHGOPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTn « THTepHeT: http://pharm.am/

4.9. Ilepeno3upoBka
Ciyyan nepeo3upoBKHU npenapara ApTpakCHKaM HEU3BECTHBI.

5. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. ®apmakoaguHaAMHYeCKHe CBOHCTBA

®dapMakoTepaneBTUYECKas TPYIINa: Mpenaparhl A HAPY>KHOTO MPUMEHEHHUS TIPU MBIIICYHBIX U
CYCTaBHBIX 0OJISIX; HECTEPOMJIHbIE TPOTUBOBOCHAIUTENbHBIE MIperapaTrbl A HapyKHOTO
PUMEHEHUS.

Koxg ATX: MO2AA.

Mexanusm jelictBus U dapMakoguHamudeckue 3 exTsl

ApTpakcukaM OKa3blBa€T IPOTHBOBOCHAIUTENIbHOE, 00e3001Baioiee, MPOTUBOOTEYHOE
neiictBue. MOXET BbI3BaTh JIETKYIO JIOKJIBHYIO THIIEPEMMIO KOXH, HE OKa3blBas NpPU 3TOM
BBIPAXXEHHOIO pa3Apa)xaroliero IeHCTBUS Ha KOKHBIE TOKPOBBHI.

ApTpakcukamM yMeHbIIaeT 00Jb B CycTaBax (B TOM YHCIIE B CyCTaBax IO3BOHOYHHMKA) U B
MBIIIIAX B MOKOE U MPH ABMXKEHUHU, CIIOCOOCTBYET YBEIMUEHHIO 00beMa JABHKEHHUS CYCTaBOB (B
00J1aCTH HaHECEHHUs KpeMa). Y MEeHbIIAeT YyTPEHHIOI0 CKOBAaHHOCTh U IPUITYXJIOCTh CYCTaBOB.
Menokcukam UW30UpaTeIbHO WHTHOMPYET IUKIOOKCHUTEHA3y 2, HapyliaeT MeTadoIu3M
apaxuIOHOBOW KHUCIIOTHI, YMEHBIIAET B OdYare BOCMAJCHUS KOJIUYECTBO IMPOCTATJIaHIMHOB
(MenraTopoB 00U ¥ BOCTIAJICHHS ).

Hacroiika nepiia cTpy4koBOTro COAEPKUT KarCaulMH, 00IaJaroInuil pa3IpaXkaroluM JeHCTBUEM
Ha YyBCTBUTEJIBHBIC PELIETITOPHI KOXKHU, YTO MIPUBOAUT K MECTHOMY oOe30onuBatomeMy 3hdexTy,
K YJIyYLICHHIO KPOBOOOpamleHHs B KOXKE M TOAKOXHOW KIETYaTKe. YIy4IlIeHHEe MECTHOTrO
KPOBOTOKa COINPOBOXKIAETCA YCHJIEHHEM KpOBOOOpAIIeHHUS B TMOJIEKAIIUX TKAHAX, 4YTO
CHOCOOCTBYET yAaJICHUIO CyOCTpaTa BOCIIAJICHHUS U3 MATOJIOIMYECKOT0 oYara.

[Tpu coBMecTHOM BO3/IEHCTBUU MEIOKCHKAM M KallCaulIMH OKa3bIBaloT OoMbInii ek 3a cuer
CHHEpPTU3Ma IO CPaBHEHUIO C HWHIAMBHIYAJIbHBIM 3(PPEKTOM KaxI0ro M3 3TUX KOMIIOHEHTOB.
bnaromapss onTuMaibHOMY COYETaHHIO KOMIIOHEHTOB ApPTpakCHKaM OKa3bIBa€T YCUJICHHBIN
00e300MBaIOIIUI U TPOTUBOBOCTIATUTEIBHBIA AP PEKT.

5.2. ®apmakokuHeTHYeCKHe CBOICTBA
Jlannble o (hapMaKOKMHETHKE OTCYTCTBYIOT.

6. ®APMAIEBTUYECKHUE CBOMCTBA
6.1. IlepedeHb BcoMOraTeJbHbIX BellleCTB
Jumeruncynb@orcug

Kopuannpa macno

JlaBaHEI Macio

[Mapadun xuaxuii

[IponuneHrnuKob

CreapunoBas kuciora 50

Monormunepuas! auctmmupoBanabie (Dimodan HP)
Bock amynbcrOHHBIM

['munepon

[Tonmoxcamep
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Kap6omep (MOCNEOOBATENEHOCTE 0002)
Harpus ruapokcun
NmMmunomoueBrHa

Bopa ounniennas

6.2. HecoBMeCcTHMOCTD
He npumenumo.

6.3. Cpoxk rogHocru (CpoOK XpaHeHHU)
2 rona.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH
IIpu Temnepatype He Boite 25 °C.

6.5. Xapakrep M coaepkaHue NEPBUYHON YIIAKOBKH
ITo 10, 15, 20, 30, 40, 50 u 100 T B TyOBI aMIOMHHHEBBIE WU B TYOBI MOJIUITHICHOBBIC
namuHaTHBIE. KaXkyro Ty0y BMECTe ¢ TUCTKOM-BKJIAJIBIIIEM TTOMEIIAIOT B TIAYKy U3 KapTOHA.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHUHM HMCIHOJIb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WINH OTX0A0B, TMOJYYEHHBIX [M0CJe MpPUMeHEHUs
JIEKApPCTBEHHOI'0 Mpenapara, u Apyrue MaHuMyJsiiHU ¢ NpenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanus

AO «Hmxdapm»

603105, r. Huwxuuit Hosropon, yin. Canranckas, a. 7

Ten.: (831) 278-80-88

E-mail: med@stada.ru

7.1. IlpencraBuTeb JAep:KaTessi PeruCTPAIIMOHHOIO Y0CTOBEPEHUs
[Iperens3uu norpeduTeNel HAIPABIATh MO ATPECY:

Poccuiickaa ®@eoepayus, Pecnyboaiuka Apmenus

AO «Hwmxdapm», Poccus

603105, r. Huwxuuit Hosropon, yin. Canranckas, a. 7

Ten.: (831) 278-80-88

E-mail: med@stada.ru

8. HOMEP PETHCTPAIIMOHHOI'O YTOCTOBEPEHUAA

9. JIATA IEPBUYHOM PETUCTPAIIAM (IIOATBEPXKJIEHUS PETUCTPAIIUN,
INEPEPETUCTPAIIN)
JlaTa niepBoii perucTpanuu:

10. JATA ITIEPECMOTPA TEKCTA
OOmast  XapakTepUCTHKAa JICKAPCTBEHHOTO  Mperaparta ApTpakCHMKaM  JOCTyITHA  Ha

uH(POPMAIIMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOTO C€OI03a B HH(DOpPMAIMOHHO-
KOMMYHUKaIMoHHOM cetu «uTepHeT» http://eec.eaeunion.org/



