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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI O ITPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITIPEITAPATA

3HT€pOCF€J’IB, nacrta [Jjr mpueéMa BHYTPb CO CJIIAAKHUM BKYCOM.

2. KAMECTBEHHBIM U KOJIMYECTBEHHBIN COCTAB

I[eﬁCTBy}omee BCIUICCTBO: IMMOJIMMETHUIICUIIOKCAHA TTOJIUTUAPAT.

Kaxnaeie 100 r macTel cogepxar 69,9825 r noJTMMeTHICUIIOKCaHa MOJUTHApara.

ITonnabI NEPCUCHb BCIIOMOTAaTCIIbHBIX BCIICCTB IIPUBCACH B pa3aCiIc 6.1.

3. JEKAPCTBEHHASA ®OPMA

ITacTa nnus IpuceMa BHYTPb CO CJIaAKHUM BKYCOM.

Onnopoanas macrooOpasHasi Macca oT 0esoro 710 moutu Oenoro mnBera 0e3 3amaxa.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHUIO

[Ipenmapar OHTepocrenp MoKa3aH K TPUMEHEHUIO Yy B3pOCHIBIX M JI€T€d B KayeCTBE

ACTOKCHKAITMOHHOI'O CPCACTBA:

OCTpBIE ¥ XPOHUYECKHE MHTOKCUKAIIUU PA3TUYHOTO MPOUCXOXKICHUS;

OCTpBIE OTpaBJICHUSl CUJIbHOACUCTBYIOIIMMH M SIJOBUTHIMM BELIECTBAMH, B TOM YHCIIE
JIEKapCTBEHHBIMU NpenapaTaMu 1 aJIKOTOJIeM, aJKaJlouJaMH, COJIIMU TSDKEIIbIX METAJIJIOB;
OCTpbIe KHIIIEUHble WH(GEKIUU J000ro reHe3a B COCTABE KOMIUIEKCHOW —Teparuu
(ToKCMKOMH(DEKINH, CaTbMOHEIIe3, AU3EHTEepus, AUAPEHHBIA CUHAPOM HEUH(EKIIMOHHOTO
MIPOUCXOXKACHUS, JUCOAKTEPHO3);

THOMHO-CENTUYEeCKHEe 3a00JIeBaHUs, COMPOBOXKIAIONINECS BBIPAKEHHOW WHTOKCHKAlMEH, B
COCTaBE KOMIUIEKCHOH Tepanuy;

NUILIEBAsl U JIEKapCTBEHHAs aJIeprus;

runepouIupyorHeMus (BUpPYCHbIE TENaTUTbl) U TUIEpPAa30TeMUsl (XpOHHUYECKas IOYEHHAs
HEJ0CTAaTOYHOCT ),

C LeNbI0 MPOMUIAKTUKYA XPOHUYECKUX MHTOKCHKAIMM pabOTHHKAM BpPEAHBIX MPOU3BOACTB
(mpodeccuoHanpHble MHTOKCHUKAIMM XUMHUYECKUMH areHTaMy IOJHUTPOIHOTO JeHCTBHS,
KCEHOOMOTHKAMHU, HMHKOPIIOPUPOBAHHBIMH PAJHOHYKINAAMHU, COCTUHEHUSIMI CBUHIIA, PTYTH,

MBIIIbAKA, He(i)TerO)IYKTaMI/I, OpraHU4Y€CKMMHU  PACTBOPUTCIIIMHU, OKHCJIaMMU  as30Ta,

1



COOTBETCTBYET SKCTNEPTHOMY OTHETY

o1 07.03.2025 Nz 6272

(MOCNEOOBATENEHOCTE 0001)

yriepoaa, propuaamMu, COISIMU TSKEIIBIX METAJIIOB).
4.2. Pe:xuM 103UPOBAHMS U CIIOCO0 MPUMEHEHUs

Pexum JO3HPOBAHUA

Bspocnvie
ITo 15 - 22,5 r (1-1,5 cronoBoit noxku) 3 pasza B cytku. Cyrounas qo3a 45 - 67,5 1.
Jst mpoprTakTHKKM XPOHUYECKUX MHTOKCUKAIMA: TIo 22,5 T 2 pa3a B JieHb B TeueHue 7-10 mHei
exemecsauHo. [Ipu TsxkenblX MHTOKCHKAIMSAX B TEUEHUE NEPBBIX 3-X CYTOK J03a Ipernapara
MOKET OBITh YBEJIMUYCHA B 2 pasa.
[IpomomKUTETFHOCTh JICUEHUS TPU OCTPBIX OTPABICHUSX 3-5 CyTOK, a MPU XPOHUUYECKUX
MHTOKCUKALMIX U aJUIEPrUYeCKUX COCTOSHUAX 2-3 Henenu. [IoBTOpHBIN Kypc 110 PEKOMEHIalNH
Bpaua.

eTu
Jlemu om 14 nem
Pexxum nosupoBanus st gereid ot 14 go 18 ner He omuMyaeTcs OT pekuma JO3UPOBAHMS IS
B3pPOCIIbIX.
Jlemu om 5 0o 14 1em
ITo 15 r (1 cTonoBas noxka) 3 pa3a B cytku. CyTouHas go3a 45 1.
Jlemu om 1 200a 0o 5 nem
ITo 7,5 r (0,5 cTromoBoii noxkku) 3 pa3a B cyTku. CyTouHas go3a 22,5 1.
Jlemu om 0 0o 1 2o0a
Pexomenpayercs 2,5 r (0,5 daifHOM JOXKKM) TIpeniapara pa3MeiaTh B TPOMHOM 00beMe TPyIHOTO
MOJIOKA WJTA BOJIBI M 1aBaTh Mepe] KakIbIM KopMiieHHeM (6 pas B CYyTKH).

Cnoco0 npuMeHeHHs

BuyTps 3a 1-2 yaca no win uepes 1-2 yaca nocie e1pl, WIK NpueMa JIpyrux J€KapcTB, 3alluBas
BoZ0i. HeoOxoaumoe ais mpuema KoJIM4ecTBO Mpernapara peKOMEHYeTCsl pa3MellaTh B CTAKaHe

B TPOHHOM 00BbeMe BOJIbI KOMHATHOM TeMIIepaTypbl WM IPUHUMATh BHYTPb, 3alIMBasi BOIOM.

4.3. [IpoTUBONOKA3aAHUA
e TUIEPYYBCTBUTEIBHOCTh K MOJMMETWIICWIOKCAHA TMOJMUTUApPATY WIM K Jo0oMy U3
BCIIOMOT'aTeIbHBIX BEIECTB, IEPEUUCIECHHBIX B pasnene 6.1;

e ATOHMA KHIICYHHKA.

4.4. OcoOble yKka3aHHSl M MepPbl IPEA0CTOPOKHOCTH NPHU PUMEHEeHUH

HpenapaT MOJKET HCITOJIb30BaThECSI B KOMILICKCHOM TCpaluu C AOPYruMH JICKAPpCTBCHHBIMU
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CpeACTBaMU NPH COOTIOICHUN TPaBUIIa Pa3eIbHOTO BO BpEMEHH MpreMa 1-2 gaca 10 Win 4epes
1-2 yaca nociie mpuema Apyrux JEKapCTBEHHBIX ITPENaparos.

4.5. B3aumopneiictBe ¢ JAPYrHMH JIEKAPDCTBEHHBIMHM TNIpenapataMd M Jpyrue BHABI
B3auMoOJeicTBUA

B0o3MOXXHO yMEHBIIEHME BCACBIBAaHUS JIPYTHMX IIpErnaparoB IpHU OJHOBPEMEHHOM IIPHEME C

penaparoM DHTEPOCTeENb.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD M JJAKTAIMS
bepeMeHHOCTH

[Ipenapar DHTEpOCTENh HE MPOTUBOTIOKA3aH MPU OEPEMEHHOCTH.
JlakTanus

[Ipenapar DHTEpoCrens HE MPOTUBONOKA3aH B IEPUO IPYJHOTO BCKapMJIMBaHUS.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CpeACTBAMH M padorarh ¢
MeXaHHu3MaMH
Bnusaue mpenapara DHTepocresnb Ha CHOCOOHOCTH YIPABIATh TPAHCIIOPTHBIMHU CpPEACTBAMH,

MEXaHU3MaMU HE BBIABJICHO.

4.8. HexkenaresbHbIE peaKIMU

Pe3roMe HeskenareIbHBIX Peakuid

YacroTa MoOOYHBIX peakiuii MPUBEJCHA B BHUJIC CICAYIONICH Tpafanuu: ovens wacmo (> 1/10);
yacmo (= 1/100 go < 1/10); revacmo (= 1/1000 mo < 1/100); peoxo (= 1/10 000 mo < 1/1000);
ouenv peoko (< 1/10 000); uwacmoma Heuzsecmna (HE MOXKET OBITH OIlEHEHA HA OCHOBE
MMEIOIIUXCS JJAHHBIX ).

Kenyoouno-xkuweunvle HapyuieHus

Yacmoma neuzéecmua: TOIIHOTA, 3a110P.

[Ipu TsKEnoi MmoYyeuyHo W/WiM MEYEHOUYHOM HEAOCTAaTOYHOCTH BO3MOXKHO TOSIBJICHHE YYBCTBa
OTBpAIICHHUS K Mpenapary.

Coo0111eHre 0 HOA03PEBAEMBIX HEXKEIATENbHBIX PEAKIIAIX

BaxHo cooOmare 0 M0103PEBAaEMbIX HEXKEJIATENbHbIX pEeakUusX I0CIe PEerucTpaluu
JIEKapCTBEHHOTIO Mpernapara ¢ Lesiblo 00ecneyeH sl HePepbIBHOIO MOHUTOPUHIAa COOTHOILICHHS
«T0JIb3a — PUCK» JICKAPCTBEHHOTO mpernapara. MeIUIMHCKUM paOOTHUKAM pPEKOMEHIyeTCs
coo0mare 0 JIIOOBIX MOJO3PEBACMBIX HEXKEIATENIBHBIX PEaKLUSAX JIEKAPCTBEHHOIO IIpernapara

4epe3 HAIMOHAJIBHBIC CUCTCMBbI COO6I.H€HI/I$I 0 HCXKCJIATCIIBHBIX PCAKIUAX IOCYAApPCTB — YJICHOB
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EBpa3uiickoro 5kOHOMHYECKOIO COH03a.

Poccniickas ®@enepanns

®enepanbHas ciayx0a 1o Hag30py B cdepe 31paBOOXpaHEHUS
109012, . MockBa, CnaBsiHCKas 1iowmans, a. 4, crp. 1

Tenedon: +7 (800) 550-99-03

DnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B uHGOpPMAIIMOHHO-TEJIEKOMMYHUKAIIMOHHOU ceTu «UHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

CJ'Iy‘IaeB NEpCaAO3UPOBKH HC BBIABIICHO.

5. PAPMAKOJIOTMYECKHUE CBOVCTBA

5.1. ®apmakoaHAMHYECKHE CBOHCTBA
dapmakoTepaneBTHYECKas TpyIIa: MPOTHUBOIUAPEHHBIC TPENapaThl; KUIIECYHbIE aICOPOCHTHI.
Kon ATX: AO7B

MexaHu3M AeicTBUs U hapMaKogUHAMUUECKHE d(PDEKTEI

[TonuMeTnincunokcana MONUTUAPAT HMMEET TOPHUCTYI0 CTPYKTYpy KpEeMHHHOpPraHu4ecKou
MaTpuipl  (MoNeKyisipHas ry0Oka) ruapodoOHOM MpHUPOABI, KOTOpas XapaKTepH3yeTCs
COpOIIMOHHBIM JICHCTBHEM 110 OTHOIICHHWIO TPEUMYIIECTBEHHO K CPEIHEMOJICKYISIPHBIM
Tokcudeckum Metabomuram (M.M. oT 70 1o 1000). [TonmumeTriicuiokcana mojauruapar odaagaet
BBIPQXCHHBIMU COPOIIMOHHBIM U J€TOKCHKAIIMOHHBIM CBOMCTBaMU. B MpocBeTe >KemyaoyHO-
KHIIIEYHOTO TPAKTa Mperapar CBS3bIBACT M BBIBOAUT U3 OPraHW3Ma DHJIOTEHHBIC W 3K30TCHHBIC
TOKCHUYECKHE BEIICCTBA PA3IMYHON MPHUPOJIBI, BKIIOUas OAKTepUH W OaKTEpPHAIbHBIC TOKCHUHBI,
AQHTHUTEHBI, TTUILEBbIC AJIJIEPTeHbl, JIEKAPCTBEHHBIC MIPENaparbl U AJbl, COU TSHKEIbIX METaJUIOB,
paIuOHYKIUIBI, ankoroik. [Ipenapar copOupyeT Takke HEKOTOpbIE MPOIYKTHl OOMEHa BEIIECTB
OpraHm3Ma, B TOM 4YHWCJIE€ H30BITOK OWIMpyOWHA, MOYEBHUHBI, XOJECTEPUHA W JIMITHIHBIX
KOMITJICKCOB, @ TaK)Xe META0OJHTHI, OTBETCTBEHHBIC 3a Pa3BHTHE HHJIOTCHHOTO TOKCHKO3a.
[TonumeTHIICHIOKCaHa MONUTHAPAT HE YMEHbBIIAET BCAChIBAHUSI BUTAMUHOB U MUKPOXJIEMEHTOB,
CIOCOOCTBYET BOCCTAaHOBIICHUIO HAPYIICHHONW MHUKPOQIOpPHI KUIIEYHHWKA U HE BIUAET Ha €ro
JBUTATEIBHYIO (DYHKITHUIO.

5.2. ®apmakokuHeTHYECKHE CBOIICTBA

Abcopbrms

HpenapaT HC BCACBIBACTCA B KCIIYAOUHO-KHUIIICYHOM TPAKTC.
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BriBoauTcsa B HEM3MEHEHHOM BUIIE B TeueHue 12 JacoB.

5.3. JlanHble JOKJIMHUYECKOH 0e30MacHOCTH

B JoknMHMYECKHMX JaHHBIX, MOJYYEHHBIX [0 pe3yJbTaraM CTaHJIAPTHBIX HCCIIEI0BAHUMA
(apMakonornyeckoii  0€30MacHOCTH, TOKCHMYHOCTH  TNPHU  MHOTOKPAaTHOM  BBEJICHHH,

T'€HOTOKCUYHOCTH, perO)IYKTHBHOﬁ TOKCHYHOCTH, 0COOBIH BpEa AJIA 4€JIOBEKA HE BBIABIICH.

6. PAPMAIIEBTUUECKHE CBOMCTBA

6.1. IlepeueHnb BCIOMOraTe/IbHbIX BelIeCTB

Bona ounmennas

Cyxkpano3a rpanyaupoBaHHas (oacmacturesb E-955)

6.2. HecoBmMecTUMOCTDH

He npumenumo.

6.3. Cpok roqHocTH (CpOK XpaHeHH)

3 rona.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH NIPU XPAHEHUH

Xpanuts npu Temieparype He Huxke 4 °C u He Boie 30 °C.

[IpenoxpaHsTh OT BHICBIXaHUS I1OCJIE BCKPBITUS YIIAaKOBKU. bepeub OT 3aMOpaKuBaHusl.

6.5. Xapakrep u coaep:xaHue NEPBUYHOH YIIAKOBKHU

[To 225 r B TyOBI TaMUHATHBIE U3 KOMOMHUPOBAHHBIX MaTEpPUATIOB.

ITo 22,5 r B makeThl U3 MaTepuaia KOMOMHUPOBAHHOTO JBYXCIIOMHOTO Ha OCHOBE aJIFOMUHHMEBOM
(hOJIbrY U TIJICHKH.

Kaxnayro TyOy nnm 10 makeroB no 22,5 r BMecTe ¢ MHCTPYKIUEH 110 MPUMEHEHHUIO TIOMEIIAloT B
NauKy M3 KapTOHa.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TMPH  YHUUYTOKEHHUH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 INpenapara WJIHM  OTXO0A0B, IOJYYEHHBbIX I0cje TpPUMEHEeHUs:
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaAaHHIYJISIIUM C MIPenapaTom

OcoObie TpebOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccuiickas @enepanns
000 «PAPMACHUII»

115573, . Mockaga, yi. [llummnosckas, 1. 50, kopr. 1, ctp. 2, 3T.1, mom. I, xom.5
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7.1. [IpeacTaBuTe/Ib AeprKaTe/Is1 PerHCTPANMOHHOIO YI0CTOBEPEeHMSs

IIperensun noTpedbUTENEH HAIPABIISTD 110 aIPECY:

Poccuiickas @enepanus

00O «THK CHJIMA»

115573, r. Mockasa, yi. [llununosckas, 1. 50, kopr. 1, ctp. 2
Ten./daxc: +7 (495) 223-91-00

E-mail: contact@enterosgel.ru

8. HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. JATA TIEPBUYHOI PETMCTPAIIMA (IIOATBEPKIEHMS
PETMCTPALIMM, IEPEPETACTPAIIAN)

JlaTa nepBoii peructparuu:

10. JATA IEPECMOTPA TEKCTA

OOmiass  xapakTepuCTHKa  JICKAPCTBEHHOTO  Tpermapata DHTEpPOCTellb  JOCTYIMHAa  Ha
WHPOPMALIMOHHOM TIOpTaje EBpa3wiickoro 3KOHOMHYECKOTO CO03a B HMH(OPMAIIMOHHO-

KOMMYHUKaIIMoHHOH cetu «HTepHeT» http://eec.eaeunion.org/.



