COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 25.02.2025 Ne 5189

B

(NOCNELOBATENBHOCTb 0002)

OBIIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

AJIIOMUHUSA ®OCDAT, renp s npuema BHYTPb

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JleiicTBytomee BemecTBo: amoMuaus Gocdar.

Kaxnapiii makeruk comepxkut 10,40 r amomunans ¢ocdara rens 20 % (coorBerctByer 2,08 T
amroMuHus Gocdarta).

BcnomoratenbHble BelecTBa, HAJMYKWe KOTOPBIX HAJ0 YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npemapara: copouron (cm. pazaen 4.4.).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

['enb a71s1 mpuema BHYTPb.

benplii mim nouty 6€71b1 FOMOT€HHBIH 110CIIE IEPEMELIMBAHMS I'e€Jlb C 3aI1aX0M areIbCruHa.

4. KINMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPpUMEHEHUIO0

[Ipenapar AJTFOMUHUSA ®OCDAT nokazan K IPUMEHEHHIO Y B3pOCIbIX U JI€TEH B BO3pPACTe OT
0 mo 18 ner:

—  sA3BeHHas 00JIe3Hb JKEITy/Ka U JIBEHAATUIEPCTHON KUILKH;

—  TacTPUT C HOPMAJILHOW WJIM MOBBIIIECHHON CEKPEeTOPHOU (DyHKIMEH;

—  TpbDXKa MUILEBOJHOTO OTBEPCTUS AUadparmMsl;

— racrtpod3odareabHbIl peditoke, pedrokc-330haruT, B TOM YUCIE COMPOBOXKIAIOIIUICS
W3KOT O, KUCIION OTPBIKKOM;

—  CHHJPOM HESI3BEHHOW JUCIIETICHH;

—  (yHkunoHanbHas guapes;

—  (pyHKUIMOHANIbHBIE 3a00JI€BAHUS TOJICTOM KHILIKH;

— OKEeNyJOYHbIE W KHILIEYHbIE pPAcCTPOWCTBA, BBI3BAHHBIE HWHTOKCHKAIMEH, INpueMoM
JIEKapCTBEHHBIX IIPENAPATOB, pa3ApaXarolNX BEIECTB (KUCIOTHI, LIEJI0YH), ATKOTOJIS.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 NPUMEHEHHUs!

PexuMm no3upoBanus

Bspocnvie

ITo 1-2 nakeruka 2-3 pa3a B CyTKH.
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COOTBETCTBYET 3KCMEPTHOMY OTUETY

BO300HOBIISIOTCS — IIPUEM TMpenapaTa MOBTOPHUTD.

eTH
Hetrsm mnagme 6 mecsneB — 1/4 makeruka wim 1 daiiHas joxka (4 T) mocie Kaxaoro u3 6
KOPMJICHUH;
Hetsam crapiie 6 MecsiieB — 1/2 makeTuka Wi 2 YaifHbIe JIOXKKH MOCIIE KaK0T0 U3 4 KOPMIICHHIA;
Hetsim crapiie 6 JeT — PEeXUM JO3UPOBAHUSA HE OTIMYACTCS OT PEKMMa JO3UPOBAHUS IS
B3POCJIBIX.

Croco0 rIpuMeHeHus

BnyTps.

TiarenbHO pa30MHUTE COAEPKUMOE MAKETUKA MEXAY MaJbLaMU JUIsl TOJIy4E€HUsI OJHOPOIHOTO
rena. Jlepka mNakeTUK BEPTUKAIbHO, OTPEXKbTE HIM OTOPBUTE YIOJOK B 0003HAYCHHOM
NYHKTUPHON nUHHEW MecTe. BplgaBuTe manbllamu relib 4epe3 OTBEpCTHE B IMakeTuke. [ 'enb
IPUHUMAIOT B YUCTOM BUJIE WM PAa3BOJAT IEPE]] IPUEMOM B ITOJIOBUHE CTaKaHA BOJIBI.

Cxema mpuema 3aBHCHT OT XapakTepa 3a00JICBaHMs:

eacmposzogazeanvulll penioxe, ouagpazmanbHas epsloca — cpasy 1mocie bl U Ha HOUb;
A36eHHasi 001e3Hb JHceNyoKa U 08eHaAOUamunepcmuol Kuwiku — depe3 1-2 9 mocne enbl u
HEMEIJIEHHO MPU BO3HUKHOBEHUU O0JIeH;

eacmpum, oucnencus — J10 €Jibl;

@yHKYUOHATbHBIE 3a001e8aHUs MOJICIMO KUWKY — YTPOM HATOIIAK U HA HOYb.

4.3. IlpoTuBONOKA3aHUSA

['MnepuyBCTBUTENBHOCT K aIOMUHUS (hocdaTy WK K JI0OOMY U3 BCIIOMOTaTENIbHBIX BEILLECTB,
MepEUNCIICHHBIX B pazjaene 6.1.

BripaxkxenHble HapylieHus (PyHKIMK NOYEK, HACJIeCTBEHHAs! HENIEPEHOCUMOCTh (PPYKTO3bI.

4.4. OcoOble yka3aHusl M MepbI NPEeJI0CTOPOKHOCTH NPH NPUMEHEHUH

ITpu 3anopax, uzpenka sozHukaromux npu npueme AJIIOMHUHUA ®OCDATA, pekomeHayeTcs
YBEITUYMBATH KOJUYECTBO €KETHEBHO MOTPEOIIEMOM BOIBI.

[TpemapaT MOXeT MPUMEHATHCS OOIBHBIMU, CTPAIAIONIUMU CaXapPHBIM THA0ETOM.

[IpemapaT MOXET MPUMEHSITHh MPOPUIAKTUYESCKH JIJISI YMEHBIIICHHUS afCOPOIIMU PaTHOAKTUBHBIX
3JIEMEHTOB.

[Ipumenenue npenapara AJIIOMHUHUA OOCDAT He oTpaxkaercs Ha pes3yibTaTax
PEHTTEHOJIOTUYECKOTO UCCIIEI0BAHUS.

C 0CTOPO’KHOCTBLIO

He cnenyer anuTtenbHO NpUHUMATh Mpenapar 6e3 Ha3HaueHUs Bpaya.
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BBIPQ)KEHHON CEpJICUHOM HEJOCTATOYHOCTU. Y IMOKMIIBIX MAIUEHTOB U OOJBHBIX C HApYIICHUEM
(YHKLINY MTOYEK NP TPUMEHEHHUH TpernapaTa B peKOMEHI0BaHHBIX /103aX BO3MOKHO YBEIIMYCHUE
KOHIIEHTPALMH aJJFOMUHHUS B CBIBOPOTKE KPOBH.

AHTHOMOTUKH TETPALMKIMHOBOM I'pyIMIIbI, IIPENapaThl Xkee3a, ceplIeuHble MNIMKO3UIbI CIeayeT
IPUHUMAThH HE paHee 4eM depes3 2 4 Iocye IpueMa mnpernapara.

BcrnioMmorarensHble BelecTBa

[Ipemapat coxepxut copbuton. IlanueHtam c peako BeTpeyarouieiicss HacleACTBEHHON
HENEPEHOCUMOCTBIO (PPYKTO3BI HE CIIEAYET MPUHUMATh 3TOT Mpemnapar.

4.5. B3anMojgeilicTBMe C JAPYrHMH JIEKAPCTBEHHbIMHM IpenapaTramMu W JApyrue BH/bI
B3aUMO/IeCTBUS

[Ipu npumenenun AJIIOMUHUSA OGOCDATA 0aHOBPEMEHHO C APYTUMHU JI€KAPCTBEHHBIMU
npenaparamu cieayeT NPOKOHCYJIbTUPOBAThCA ¢ BpauoM, mockoibky AJIIOMUHUSA ®OCDPAT
cHIXaeT 3 (HEeKTUBHOCTH ICHCTBUS HEKOTOPBIX IMPENapaToB.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

Bo3MmoxHO mNpuMeHeHHe TMpernapaTta B TepaneBTHYECKMX J03aX MpU OEpeMEHHOCTH IO
MOKa3aHUSIM.

JlakTanus

Bo3MOXHO TmpuMeHeHue Impenapara B TEpameBTUYECKMX [J03aX B IMEPUOJA TPYIHOTO
BCKapMJIUBaHUS MO MOKa3aHUSIM.

DdepTUabHOCTD

JlaHHBIE OTCYTCTBYIOT.

4.7. Bausinue Ha CIOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMH CpeICTBaMH MW padorath ¢
MeXaHHU3MaMH

[IpumeHeHre mpemnapara HE OKa3bIBAaeT BIUSHUS Ha yNpPaBICHUE aBTOTPAHCIOPTOM U 3aHATHUS
MOTEHLIMAJIbHO OMACHBIMHM BHUJIAMU JI€ATEIbHOCTH, TPEOYIOUIMMH MOBBIIIEHHOW KOHIEHTPALUU
BHUMAaHHUA U OBICTPOTHI ICHXOMOTOPHBIX PEaKIUii.

4.8. HexxesnaTesibHbIE peaKIUU

Pe3roMe HexennaTeabHbIX PEAKIIUM

YactoTra HeXeNaTeNbHBIX PEAaKIUi OINpeAesisiack B COOTBETCTBHHM C  KiaccuduKanuen
Bceemuphoii opranuzanuu 3apaBooxpanenus (BO3): ouens uacto (=1/10); wacro (=1/100, HO
<1/10); megacro (>1/1000, HO <1/100); peaxo (>1/10000, no <1/1000); ouens peaxo (<1/10000),

qaCcToTa HEU3BCCTHA (Ha OCHOBAaHUH UMCHOIIUXCS NJaHHBIX OLICHUTH HGBOSMO)KHO).
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CucTeMHO-OpTraHHBIN KI1acc YacroTa ' YreKeraTéinnpe pearimu -~ -
JKenyoouno-kuwieunvie Penko 3amop (B OCHOBHOM Yy OOJBHBIX MOXKHUIIOTO
Hapyuenus BO3PACTa, JIeKAUINX OOJIHHBIX).

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmare 0 TOJ03PEBACMBIX HEXKEIATENBHBIX PEAKIUAX IOCIIe PETUCTPAlluU
JIEKapCTBEHHOT'O Tperapara ¢ 1eblo0 00ecrnedeHrs HeMPEephIBHOIO MOHUTOPUHTA COOTHOILICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIiuMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs
co00ImaTh O JIFOOBIX TOJ03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JIEKApCTBEHHOTO Ipernapara
Yyepe3 HAIMOHAILHBIE CUCTEMBI COOOIICHUS O HEXKENATEIbHBIX PEaKIUIX TOCYIapCTB — YJICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccuiickas ®@enepanus

OdenepasibHas ciryx0a 1Mo Ha3opy B chepe 3apaBooxpanenus (Poc3apaBraanazop)

109012, MockBa, CnaBsHCKas 1iomab, 1.4, ctp.1.

Tenedon: +7 800 550 99 03.

e-mail: pharm(@roszdravnadzor.gov.ru

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

4.9. Ilepeno3upoBka

CuMOTOMBI

Bonbve xonryecTBa HOHOB ATIOMUHUS TTOJIABISIOT EPUCTATBTUKY KUILIEYHUKA.

Jleuenune

Jlns nedenuns nepeJo3uPOBKU CIEAYEeT IPUMEHSThH CIAOUTEIbHBIE CPEJICTBA.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYECKHE CBOMCTBA

®apMakoTepaneBTUYECKasl Irpynmna: CpelcTBa Ui JIEYEHUs KUCIOTO3aBUCUMBIX 3a00JIeBaHUIl;
AHTAIUJIBI; COSAMHCHHSI aTFOMUHUS.

Koxg ATX: A02ABO3

dapmakoauaamMuyeckue d3PHeKTol

Oka3bIBaeT KUCIOTOHEHTpaM3yIoIIee, 00BOIaKMBaroIee, ajacopoupytomee neicreue. CHUKaET
MIPOTEOIUTHYECKY0 AKTUBHOCTH IencrHa. He BBI3bIBAeT OIIEIauMBaHHUE KEITYJOYHOI'O COKa,
COXpaHss KUCIOTHOCTB XKeIyJOUHOTO COJIEP>KUMOTro Ha (pusnonornyeckom yposse. He mpusoaur
K BTOPHUYHOM T'HIIEPCEKPEIIMM COJSHOM KHUCIOTh. OOpa3yeT 3allMTHBIA CIIOM Ha CIU3UCTON
000JI0UKE KEeIyAOYHO-KUIIEYHOro Tpakra. CrnocoOCTBYeT yHNajleHHI0 TOKCHHOB, Ta30B U
MHUKPOOPTraHW3MOB Ha BCEM NPOTSKEHHHM MHUIIEBAPUTEIBHOIO TPaKTa, HOPMAJIU3YeT Iaccax

COACPKUMOTI'0 ITO KUIMICYHUKY .
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5.2. DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopbuus

[Tpu npueme BHYTph 00J1aAaeT HU3KOM abCOpOIIHE.

OJIMMUHALNS

bonbuias yacte amoMunus pocdarta HepaCTBOpUMA, HE3HAUUTEIbHAS YACTh IPELUITUTUPYETCS B
KHIIIEYHUKE B BHJIC OKCUJIOB U HEPACTBOPUMBIX KapOOHATOB.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Kanpus cynsdara nuruapar;

IlexTum;

Arap-arap 800;

ApoMatu3atop aneabCHHOBBII;

Kanus copbar;

Copoburona pacteop 70 % (He KpUCTATU3YIONIUICS);

Bopna ounienHas.

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHusl)

3 roga.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU

XpaHuTh 1pu Temieparype He Boiie 25 °C.

6.5. XapakTep u cofepkaHue NePBUYHON YIAKOBKHU

ITo 16 r B TepMocBapuBaeMble MHOTOCIONHBIE MAKETUKH U3 KOMOMHUPOBAHHOTO MaTepHaa.

ITo 6, 10, 20 makeTUKOB BMECTE ¢ MHCTPYKIUEH MO MEAUIMHCKOMY MPUMEHEHUIO MTOMENIAIOT B
KapTOHHYIO TAuKy.

6.6 OcoOble Mepbl NPEeIOCTOPOKHOCTH NPH  YHUYTOKEHUHM  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WM OTX0JA0B, TMOJYYEHHBIX TOCJe NPUMEHEeHus!
JIEKAPCTBEHHOT0 Mpenapara, u pyrue MaHUNyJsiMU ¢ penapaTomM

Oco0ble TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHUSA

Poccniickas ®enepanus

000 «BECT»

117218, r. Mocksa, yn. HoBouepémyrikuHckas, oM 25, opuc 5 aTax.

Tenedon: (495) 128-65-68.

OJeKTpoHHas 1mouTa: west_reg@mail.ru
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7.1. llpencraBuTeib AepKaTessi perucTpalMOHHOIrO %EL;%%'LI%M&TEHI:-HG CTb 0002

IIperen3un norpedbuTeieil HAOPABIATH 110 AJIPECY:

Poccniickas @enepanus

000 «Texnonapk-LlenTp»

123557, r. MockBa, BH.Tep.r. MyHUIIMNAIbHBIN OKpyr IIpecHenckuit, yin. Knumamkuna, n. 22,
noment. 11, kom. 4

Ten./akc: (495) 994-94-79.

Di. moura: okk.ook.techpark@yandex.ru

unu
Poccniickas @enepanus

AO «Camapamenmpom»

123112, r. MockBa, BH.Tep.I. MyHUIIMNANBHBIN OKpyT [Ipecnenckuid, HaO. [Ipecuenckas, a. 12,
momert. 16H/38.

Ten./daxc: (846) 373-81-07, (846) 373-81-08.

O71. moyTa: razvitie@samaramedprom.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

JITT-Ne(009079)-(PT-RU)

9. JATA NEPBUYHOH PEI'MCTPAIIMU (ITOJATBEPKXIEHHSI PETMCTPAIIUMN,
MNEPEPETUCTPALINN)

JlaTa nepBo perucTpanuu:
27 ¢espans 2025 r.
10. IATA IEPECMOTPA TEKCTA

OObmas xapakrepuctuka jekapcTBeHHoro npenapata AJIIOMUHUSA ®OCDAT nocrynHa Ha

uH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHHKAIIMOHHOI cetn «HTepHeT» http://eec.eacunion.org/
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