COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 10.02.2026 N= 2324

BHOLTE 0004)

NN-M=(007530)-(TT-RUY or 13.02.2026

OBHIASA XAPAKTEPHUCTHKA JI

1. HAUMEHOBAHHE JIEKAPCTBEHHOI'O IIPEITAPATA
Opecron dopre, 400 mr TabneTkn

2. KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

Heficteyromee semectro: ['uMexpoMon

Opnna Tabnetka, coaepxut 400 Mr ruMeKpoMoHa;

Bernomorarenibubie BelecTsa, HaIH4HE KOTOPEIX HAJ0 YUHTHIBATE B COCTARE Mpenapara;
Hartpuii Menee 1 MMonk (23 mr).

[lonupii nepeyeHs BCoMOraTeIBHEIX BELIECTB YKa3aH B paszene 6.1,

3. JIJEKAPCTBEHHAS ®OPMA

Tabnerku

Tabnerku npononrosaroii GopMel, ABOAKOBLINYKIBIE, Genoro umm GenoeaToro Igera, Ges
TPaBUPOBKH.

4, K/IMHUYECKHWE JAHHBIE
4.1. lloxazanusi K NpUMEHEHHIO
JlexapcTeennsiit npenapar OnecTol dopre MoKazaH K IPUMEHEHHIO Y B3POCIBIX
— BCIIOMOTATEIBHOE  CPEACTBO B CHMITOMATHYECKOM  JIEYEHHH  CIIa3MOB |
KETUEBBIBOIANINX MyTEH, THCKHHE3HH, THCTIENICHYECKHX PacCcTpoiicTs,
— (yHKIHOHANBHEIC HApPYUICHHS OKEMUEBBIBOAALIMX MyTeill y INAIHEHTOB ¢ |
HEOCNOKHEHHOIH JKeJlMHOKaMeHHOH 60JIe3HEIO,
— COCTOSIHHS IOC/Ie OIEepallii Ha XKeIYHOM IIy3bIPE H JKEeIYHBIX MYTHAX, & TAKXKE [PH
aHOPEKCHH, TOLHOTE M 3aMopax, CBA3aHHAIX CO CHHIKEHHEM CEKPEIHH JKeJTYH.

4.2, Pesxum Do3HpoBaHHS H Cr10c00 NpHMeHeHHs ?
Pexxum no3uposanus

Bapocieie: 400 mr (1 Tabnerka) 3a nosiyaca 10 €Isl, TPH pa3a B JEHb.

[TpoaomKkuTeNEHOCTE JIEYeHH — 2 HelemH.

Ocobble rpynie! nanHeHTos

Llemu

IIpenapar npoTHBonoKasaH 111 MpUMEHEHHs Y JeTei U oapocTKoB (cM. pasnen 4.3).
Tayuenmer ¢ noweunoli uu neweHOYHol HedOCMAMOYHOCIbLIO

Y nauueHToB ¢ THKEIBIMH HapYIICHHAMH (YHKIIHH T0YEK H HEUYEHH [IPHEM JIEKAPCTBEHHOTO
IpernapaTa NpOTHBOIIOKAa3aH (cM. pasnen 4.3).

Cnocob npumenenms ,
Jns mpueMa BHYTpe. TaGneTku NPUHHUMAIOT BHYTph, HX CNEJyeT MpPOIJIATHIBATE LIETHKOM, E
3armMBast JOCTATOYHEIM KOJIMYECTBOM KHIKOCTH.

4.3. IIpornBonoKazaHus

— THIEPYYBCTBHTEJIBHOCTH K THMEKPOMOHY MM JHO0OMY H3 BCIIOMOTATENBHEIX
BEIIECTB, IIePEYHCIIEHHBIX B paszene 6.1
—  00CTPYKIMSA JKETIEBEIBOAAIINX Iy TEH
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—  reyeHoyHas ¥ / WK NoyeuHas HegocTa

COOTBETCTBYET 3KCNEPTHOMY OTYETY

— TAIHEHTHI ¢ A3BEHHBIM KOMUTOM H Gonesnsio Kpona
—  reMo(uIns
— JieTcKHii H moApoCTKOBEIH Bo3pacT 1o 18 ser

4.4. Ocobble yKa3aHMsl M MEpBI IPEJOCTOPOKHOCTH NPH NMPHMeEHEeHHH

B ciydae mosBieHHsi CHMITOMOB I€YE€HOUHOM M / HIIH NOYEYHOH HEIOCTATOUHOCTH IPHEM
npenapara cleayeT IPeKpaTHTh.

Opecton QopTe conepKuT Menee 1 Mvonb (23 Mr) HaTpHs B MAKCHMAIIBHON CyTOUHOH 03¢
Tperiapara, TO €CTh IPAKTHYECKH HE COJIEPIKUT HATPHAL.

4.5. BzanmopeiicTBue ¢ APYrHMHM JIEKADCTBEHHLIMH MPENAPATAMH H JAPYrHE BH/bI
B3AHMO/JEHCTBHA

["EMEKPOMOH yCHIIHBALT ISHCTBHE HENPAMBIX AHTHKOATYJISTHTOB.

Mopdun ocnabnsier gefcTBie rIMEKPOMOHA.

[Ipn coBmecTHOM INpHEMe TMMEKPOMOHAa H METOKJIONpaMHAA MPOHUCXOMUT OCIabiseTcs
neiicteus 000UX npenapaTos.

4.6, @epTHALHOCTE, GePeMEHHOCTH H JIAKTALIHA

BepemenHocTh

JlanHbIX 0 6e3011aCHOCTH I'MMEKPOMOHA BO BpeMsi GepeMeHHOCTH HeT. B KayecTBe Mephl
MPETOCTOPOKHOCTH  PeKOMEHIyeTcs u30eraTh INPHMEHEHHS T'HMEKPOMOHA BO BpeMs
OGepeMeHHOCTH.

JlakTamus

JlaHHBIX O MOMAJAHHH TMMEKPOMOHA B IPYJHOE MOJOKO HeT. Helb3s HCKIIOunT: pHCK s
HOBOPOKAEHHBIX/IeTeH. Peltenne o mpekpaiieHHs rpyIHOTO BCKAPMIIMBAHHS HIIH OTMEHE
FMMEKPOMOHA CJIe/lyeT NPHHHMATD C y4ETOM IOJb3EI TPYHOTO BCKapMIIMBAHUA I pebenKa
H TI0JIB3EI JIEYEHHUS U1 MATEPH.

PepTUNBEHOCTE

B noxiunundeckux uccnenopanusaxX He HaGIIOAAIOCH BIHMAHMA Ha (epTHABHOCTE (CM. paszen
ki 8

4.7. Bansinue Ha cnocofHOCTE YNPAB/SITE TPAHCIOPTHLIMH CPEACTBAMH M PaloTaTh ¢
MeXaHH3IMAMH

Onecron opre He BIMSET HA CNOCOOHOCTE YIPABIATE TPAHCIOPTHEIMH CPEACTBAMH W
paboTe ¢ MeXxaHH3MaMH.

4.8. Hesxenareibuble peakuuu

[Ipenapar Onecton dopTe 0GBMHO XOPOIIO TIEPEHOCHTCS.

Yacrora nposBNeHHs HexKelaTeNlbHBIX PeakiHi ONpeneNseTcs: OUeHb JacTo (= 1/10), yacto
(or = 1/100 po <1/10), mewacto (ot = 1/1000 mo <1/100), peaxo (ot = 1/10 000 o < 1/1000),
oueHb peako (<1/10 000), HeH3BECTHO (HEBO3MOXKHO ONpENEIHTL YACTOTY 110 MMEIOIIHMCS
JIaHHBIM),

BosmoxkHE! crenyromue HexenatelbHbie 3Q(QeKTE:

Hapywenus co cmoponbt scenyorka u kueuHuxa
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Pedko: nuapes, 4yBCTBO PACITHPAHUS HIH JaBJI

Hapywienus co cmoporsl UMMYHHOU CUCIEMEBL.

Pedko; peaklliy THIEPIYBCTBUTEILHOCTH,

Hapyuwienus co cmoponsl Ko 1 ROOKOICHOU KNemYamKu
Pedko: ChIllb HITH IPYTHE KOJKHBIE aJNIEPrHYeCKHe PeaKkiiny,

Coobuienne o MoJ03PeBAEMBIX HEKEJIATEILHBIX PEAKIHAX

BaxHo coobmark 0 II0J03pEBAEMBIX HEXENATENbHEIX PeAaKUUIX I0Ce pPerHcTpamyy
JIEKAPCTBEHHOI'0  Ipenapara ¢ 1enplo  obecreyeHHs HENPepLIBHOIO MOHHTOPHHTA
COOTHOIIEHHA "NONB3a — PHCK" JIEKAPCTBEHHOTo mpemaparta. MeauuuHCKHM paboTHHKaM
peKOMeHAyeTcss coobmare o0 JO0BIX  [M0J03PEBAEMBIX  HEKENATENBHEIX  Peakiusax
JIEKapCTBEHHOTO IIpenapara 4Yepe3 HalMOHAJILHbIE CHCTEMEBI COODIIEHHS O HeKeNaTelbHBIX
PEaKIHAX TOCYAapCTB — WIEHOB EBpasHiicKoro 3KOHOMHYECKOTO CO03a.

Pecnybnuxa Kazaxcman

PI'IT na IIXB «HaunonanpHeii LIeHTp aKcriepTH3EI JIEKaPCTBEHHBIX CPEACTB B MEAHIUHCKHX
uzgenui» Komurera MeauuMHCKOTO M  (apMaleBTHYECKOTO KOHTPONS MHHHCTEpCTBA
3apasooxpanenus Pecny6nuku Kasaxcran

Anpec: 010000, r. Acrana, yn. A. Umanoea, 13, BI1 «Hypcayner 2»

ten.: +7 (7172) 235-135

Onextponnas noyra: farm(@dari.kz

http://www.ndda.kz

Poccuiickan ®edepayus

DenepanpHas ciyxba 110 Han30py B cdepe 34paBooXpaHeHHs.

Anpec: 109012, r. Mockea, CriagsiHckas mwiomans, . 4, crp. 1.

Tenedon: +7 800 550 99 03

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiir B HH)OPMAILHOHHO-TEIEKOMMYHHKAIIHOHHOM CeTH «HTepHeT:
https://www.roszdravnadzor.gov.ru

4.9, llepenoszuposka
HeT naHHEBIX 0 nepenozHpoBKe THMEKPOMOHOM.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. dapmakoaMHAMHYECKHE CBOiiCTRA

DapmakoTepanepTiyeckas rpymma: Ilpenapatel ana seueHust 3aGolneBaHMii IeueHH u
KemueBblBOAAmMX  nyTei.  Jlpyrue  mpemapatel  mus jedeHuss  3aGoseBanHmii
JKEITUEBBIBOIAIINX  ImyTel. ['HMeKpOMOH.

Koxg ATX A05AX02

MexanusM nelicTeig

["MMeKpoMOH sABNAETCA NPOH3BOJMHBIM KyMapHHa. [Ipenapar OKasblBaeT CIA3MOMMTHYECKOE
NEHCTBHE HA ITIANKYIO MYCKYJATypy JKeN4YHBIX NPOTOKOB M chuuKTepa Om/H, yBeIHYHBAET
BBIIC/ICHHE JKEIYH M YCKOPSET €€ BBIBEJEHHE II0 KETYHBIM IIPOTOKAM. ITO YMEHBINAET
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3aCTOH JKeMYH M CBS3aHHBIE C HUM CHMIT
OTJIOKEHHH H KaMHEeil B JKeJTMHOM My3BIpe.

5.2, ®apmakoKHHETHYECKHE CBOiiCTBA

AbGcopbuns |

["HMEKpOMOH TpH MepopanbHOM IpHeMe OLICTPO abcopOHPYETCs U3 JKETyJOUHO-KHILEYHOTO

TpakTa. MakcHMmanbHas KOHIEHTpalHs B IUIasMe jgocTHraercs wepes 2-3 uaca. Ilepuon

TIOJTYBBLIBEIEHHS U3 IJIa3Mbl COCTABISIET IPHMEPHO OJIMH Yac.

Pacnpenenenue

B nnasme ruMekpoMoH cBs3biBaeTca ¢ Oenkamu masMel, Cpeanuit o0beM pacnpeeeHus B

cpenneM otnene cocrapmser 20,8 £ 11,4 . ,

JlaHHBIX © TPOHHKHOBEHHH TI'HMEKPOMOHA B TPYAHOE MOJOKO M IPOXOXKICHHH dYepes3

IUTALEHTY HE MOCTYIANO.

Merabonuim

['HMeKpOMOH B OCHOBHOM MeTabo/IM3HpyeTCs B TEYEHH JI0 TNIKOKYPOHHIOB H CYNB(ATHEIX
sy MeTabOoIHTOR, |

DJKCKpenus '

['amexpoMon BeBOMTCA ¢ MOYoit: 93% B BHIe rmokypoHn/a, 1,4% B Buae cynnpoHaTa W

0,3% B HEeH3MEHEHHOM BHJIE.

5.3. Janueie goxkaumuuyveckoii 6ezonacnocTu

JloKnHHMYECKHe NaHHEIE CBHAETENBCTBYIOT 00 OTCYTCTBHH 0cOBO ONacHOCTH 11 YenIoBeKa
Ha OCHOBAHMM TPAJHIMOHHEIX (apMakomoruyeckux HcclieJoBaHHH Oe30IacHOCTH,
HCCIEJOBAHHH TOKCHYHOCTH MPH MOBTOPHEIX JI03aX, I'€HOTOKCHYHOCTH, KAHI[EPOTEHHOCTH, a
TAK)KE TOKCHYHOTO BIIMAHHS HA PENPOLYKTHBHYIO CHCTEMY M Pa3BHTHE ITOTOMCTEA,

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeveHs BCIOMOraTe/ILHLIX BEMIECTB
Kpaxman kaprodensHblii

4 Hatpusa naypuncynedar
4 Marnus creapar
Kenatun

6.2. HecoBMecTHMOCTD
He npumMenumo.

6.3. Cpok rogHocTH (CpoK XpaHenus)
3 roma

6.4. Oco6ble MepbI NPEI0CTOPOKHOCTH IPH XPAHEHHH
XpaHuUTh B OPUTHHANEHON YNaKOBKe MpH Temmeparype He Beime 30°C,

6.5. XapakTep u coaepKaHue NEPBUYHOI YIAKOBKH
[lo 10 rabnerok nOMEAIOT B KOHTYPHYIO SYEHKOBYIO YNAKOBKY M3 IUIGHKH
TIOJIHBHHUIXJIOPHIHON U (DONETH allOMHHHEBOH.
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[To 3 mnu 110 5 KOHTYPHBIX SYEHKOBEIX YITAKOHC 1€01
IIPUMEHEHHIO Ha Ka3axXCKOM H PYCCKOM SI3BIKaX BKJIAABIBAIOT B I1a4Ky M3 KAPTOHA.

6.6. Ocobble Mepel NPEAOCTOPONKHOCTH TNPH YHHYTOKEHHMH HCIOJIL30BAHHOIO
JEKAPCTBEHHOr0 MPEenapaTa MW/JIH OTX0I0B, MOJYYeHHBIX [OC/He NpPHMEHeHHs
JIEKAPCTBEHHOT0 NpPenaparTa HiIH padoTsl ¢ HUM

CrnenuanbHbie TpeOOBAHUA OTCYTCTRYIOT.

6.7 YenoBusi 0TIycKa H3 anTeK
Bes perenra

7. AEPKATEJIb PETHCTPAIIMOHHOI'O YIOCTOBEPEHUSA

[Toneina

Adamed Pharma S.A.

Ilensxys, yn. M.Anamkesuua 6A, 05-152 Yocuys, +48 42 225 05 55-59, +48 42 215 53 96,
office(@adamed.com.pl

7.1. IlpecTaBuTENEL AEPIKATEIH PErHCTPALHOHHOTO YA0CTOBEPEHHS

IIperensuu notpebuTeneii HAMPABIATE 110 AJIpeCy:

Pecnybnuka Kaszaxcran u Poceniickas ®eneparus

IIpencrasurenscreo AO «Anamen @apma» B PK, 050009,

r. Anmatel, yauna boren6ait G6areipa, nom 150, 6usnec-uentp «Kanam Mupecty, 9 stax.
Ten.: +7(727) 2676054,

e-mail: info.kz@adamed.com

8. HOMEP PETUCTPAIIMOHHOTO YIOCTOBEPEHUS

9. JATA IEPBUMHOM PETUCTPALIMM (ITOJTBEPKIEHUS PETUCTPALIAM,
IEPEPEI'MCTPALIAN)
Jlata neproit perucrpannmu:

10. IATA IIEPECMOTPA TEKCTA .

O6umas xapakTepuCTHKA JieKapcTBeHHOro mnpenapara OpecToH (opre JOCTYmHA B
HH(OPMAIMOHHO-KOMMYHHKAHOHHOH ~ cetn  "Murepuer"  (caiir  Empasmiickoro
3KOHOMHYECKOTO colo3a) http://eec.eaeunion.org.
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TIFCUICEH, HOMIPJIEHTEH KOHE MOPMEH
BEKITLITEH /
MPOLIATO, MTPOHYMEPOBAHO M CKPEILJIEHO
. NMEYATBIO
(Ha . ) HcTax)
MAPAK / JHCTOB
KYHI/JATA do AL 24




