OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA
Penud, 5 Mr, cynmo3utopun pekTanbHble
2.  KAYECTBEHHBIN M KOJIUYECTBEHHbII COCTAB
JeticTBytomee BemecTBo: HeHmmGpuH.
Kax1prit cynmo3uTopuii CoepKUT ASUCTBYIOIIECE BEMIECTBO: (GeHUIIPPUHA THIPOXIOPUI, 5 MT.
BcnoMorarenbHble BEIIECTBA, HAINYUE KOTOPHIX HAJI0 YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npernapara: MeTHIINAparuIpoKCuOeH30aT, MponmInaparuapokcudensoar (cM. pasnen 4.4.).
[TonHbIM IepeyeHb BCIIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.
3. JJEKAPCTBEHHASA ®OPMA
Cynnos3suTopuu peKTaibHbIe
Hemnpo3paunsie Cynmo3uTopuu oT OJIETHO-0EIIOTO 10 CBETIIO-XKENITOTO IIBETA B JOPME TOPIICIHI.
4. KIMHNYECKHUE JAHHBIE
4.1. Iloka3aHusi K IPUMEHEHUIO
JlexapcTBeHHbIH mpenapart Penng nokasan kK MpUMEHEHHIO Y B3POCIIBIX U AeTel ctapiue 12 ner B
KaueCTBE CUMIITOMAaTUYECKOTO CPEACTBA IIPU FeMOpPpPOe, TPELIMHAX 3aHET0 MPOX0/1a, aHATBHOM
3yze.
4.2. PesxxuMm 103MPOBAHUSA U CIIOCO0 MPUMEHEHUS

PexxuM 103upoBaHus

Bspocnvie
PekranpHo 1o 1 cynmo3uTopuio yTpoM, Ha HOYb U MOCJE KaXK/I0TO OMOPOKHEHHS KUIIIEYHUKA JI0
4 pa3 B CyTKHU B TeueHue 7—14 qHeu.
eTu
Jemu cmapwe 12 nem
Pexxum 103upoBaHus aHATIOTUYEH PEXXUMY JTO3UPOBAHUS ISl B3POCIIBIX.
Jlemu mnaowe 12 nem
be3onacHocTh 1 3pdeKTUBHOCTH Yy JeTeil B Bo3pacTe 10 12 JeT He yCTaHOBJICHBI.

Cnooco0 nnpuMeHeHus

PexTannHo.

[Ipenapar cienyer NpUMEHSATHh MOCIE MPOBEACHUS TMTMEHHYECKUX mnpouenyp. Cynmno3utopuii
clemnyeT BBOJIUTH TaK, 4TOOBI OH OCTaJICS B aHAJbHOM KaHale (HAa ypOBHE 3aIHEIPOXOTHOTO
OTBEPCTHS), HE MOTPYKAsICh MOJHOCTHIO B MPSAMYIO KUIIKY. OCHOBaHUE CYyNIO3UTOPUS CIEAYET
NPHUICPKUBATh MapJIeBONH Caln(eTKol B TEUEHUE HECKOIBKMX MHHYT [0 TOJHOTO €ro

pacTBOpeHUsI.



4.3. IlporuBomoka3anus
® THIEPUYYBCTBUTEIBHOCTD K (PeHMID(PHUHY HITH K JIFOOOMY U3 BCTIOMOTaTEIbHbIX BEIIECTB,
NIEPEYUCIICHHBIX B pazzaene 6.1.;
e TpomOosMOOIHUecKas 00JIe3Hb;
® T'PaHyJIOLUTOIICHUS.
4.4. Oco0Oble yKka3aHUs U MepPbI PETOCTOPOKHOCTH NPH NMPUMEHEHUN
He pexomenayercsi mpuMeHeHue y jaereil B Bo3zpacte a0 12 jer, B mepuo] OepeMEeHHOCTH H
KOPMJICHUS TPY/IbI0 0€3 COTrJIaCOBAHUS C BPAUOM.
B ciiydae kpoBoTeueHus, yXyIIIEHNUS COCTOSIHUS WM IPU OTCYTCTBHH 3¢ dekTa B TeueHue 7 nHel
HE0O0XO0IUMO MPEKPaTUTh MPUMEHEHHE IIperapara u o0paTUThCs 3a KOHCYJIbTallMeH K Bpauy.
He CJICAYCT NMPUMCHATH COBMCCTHO C aHTUTUIICPTCH3UBHBIMU JICKAPCTBCHHBIMU CPCACTBAMU U

uHruouropamu MAO.

C 0CTOPOKHOCTBIO

JlexapcTBeHHBIN Tpemnapar Penud ciemyeT mMpUMEHSATH ¢ OCTOPOXKHOCTBIO TIPH apTepUaIbHOMN
TUTIEPTEH3UH, THUINEPTHPEO3e, caxapHoOM jAuabere, 3a7epkKke Moud  (rumepTpodus
MIPEACTAaTEeNIbHOM KeJe3bl), 0epEeMEHHOCTH, TIEPHOJIC JTaKTaAIIUH.

JlexapcTBeHHBIN npemnapar Pemud COZEPIKUT MeTUJIaparuapokcuOeH30ar,
MPOMUIIAPATuIPOKCHOEH30aT, KOTOPBIE MOTYT BBI3BIBATH AIJICPTUUECKHUE PEAKINH (B TOM YHUCIIE,
OTCPOYCHHBIE).

4.5. BzaumopgeiicTBHe ¢ JAPYrUMHM JIeKAPCTBEHHBIMHM IMpenaparamMd M JApyrue BHAbI
B3aUMOAeHCTBUSA

N3-3a comepxkamierocsi ¢eHWMpUHA CHUXKACT NEHCTBHE TUIMOTEH3UBHBIX JICKAPCTBEHHBIX
cpencts. Ilpu OoMHOBpEeMEHHOM Ha3HAYEHWW C aHTHJCNpPEcCaHTaMu — HHTHOUTOpamu MAO
BO3MOXKHO pa3BUTHE THIIEPTOHHUYECKOTO KpH3a.

4.6. @DepTUIBHOCTDH, 0€PEMEHHOCTH U JAKTAIUSA

JlocTaro4Horo omeiTa MO NMPUMEHEHHUIO IpenapaTa BO BpeMs OepeMEeHHOCTH HeT. Bo3MokHO
MpPUMEHEHHUE U1 JIeUeHNs1 OepeMEHHBIX U KOPMALIUX MaTepel o Ha3HAYeHUIO JIeHalllero Bpaua,
€CJIM MOTEeHIIMaJIbHAas M0JIb3a JAJI MaTepy MPEBBIIIAeT BOZMOXKHBIN PUCK TS IJ10/1a U peOeHKa.
4.7. BuusiHMe HA CIIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMM CPeACTBAMH M padoTraTh ¢
MeXaHNU3MaMu

[Ipenmapatr He oOka3bIBaeT BJIMSHHUS Ha CIOCOOHOCTH YHPABISATH aBTOMOOWJIEM M APYTUMHU

MEXaHU3MaMH.



4.8. HexenarenabHble peakuuu

PesroMe HexxenaTeabHbIX peaKIIui

Crnenyromue noOOYHbIE peaky OBLIM 3aperuCTPUPOBAHBI MPH MCIOJIB30BAHUU MPENApaToB,
copepkamux (eHWII(PHUH, B Pa3NUYHBIX JIKapCTBEHHBIX (opmax. [TockonbKy 3TH peakunu
NpUBEICHBl B CHPAaBOYHBIX Marepuanax 00 TO0OPOBONBHO IOCTYMAIOT OT HACEIEHHS B
HEOIPEJeICHHOM KOJHMYECTBE, HE BCErJa MOXKHO JOCTOBEPHO OIICHUTh WX 4YacTOTy WM
YCTaHOBUTH NPUYMHHO-CIIEJICTBEHHYIO CBSI3b NP IPUMEHEHHUH Iperapara.

Hapywenus co cmopoHbl UMMYHHOU CUCMEMbl

AJnepruyeckue peaxkium.

Obwue paccmpoticmea u HapyuweHus 8 Mecne 66e0eHUs.

PaznpaxkeHne o THIy KOHTAaKTHOT'O AEPMaTHUTa B MECTE HAaHECEHUSI.

Hapywenus co cmopoHvl 9HOOKPUHHOU CUCTEMbl

O06ocTpenne runepTUpeo3a

Hapywenus co cmoponbl HepeHOTL cucmembl

Tpemop, 6eccoHHM1Ia, HEPBO3HOCTb.

Hapywenus co cmopoHul cepoeuno-cocyOucmou cucmemol

ApuTMHS, TIOBBIIIEHUE apTEPHATBHOTO JAaBICHUSL.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0miaTh 0 mo103peBacMbIX HEXKEIATEIbHBIX PEAKIUAX MTOCIIE PErHCTPaIiy Ipernapara ¢
IEeNbI0  O0ECIEYCHUsT HENPEPHIBHOTO MOHHUTOPHHIA COOTHOIICHHUS «IOJb3a — PHCK»
JIEKapCTBEHHOTO Tpenapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHYETCSl COOOIIaTh O JIFOOBIX
MOJI03PEBACMBIX HEKENATETBHBIX PEAKIMSIX JICKAPCTBEHHOTO IMpernapara 4epe3 HalMOHATbHBIC
CHCTEMBI COOOIICHHMS O HEXeNaTeNbHBIX peakIHsIX TOCYAapcTB — wWIeHOB EBpa3zuiickoro

OKOHOMHUYECCKOI'O COrO3a.

Poccuiickag ®enepanust

109012, r. Mocksa, CraBsiHCKasl miiomaib, 1. 4, ctp. 1
DenepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)
Tenedon ropsaeit muauun: § 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

Pecny6auka Kazaxcran

010000, r. Acrana, paiion baitkonsip, yi. A. Umanoga, 13 (bL] «Hypcaynet 2»)


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/

«HarmuoHanbHBIA TEHTP SKCIEPTU3bl JICKAPCTBEHHBIX CPEACTB M MEAMIIMHCKUAX HW3ICIUI
Komurera MemumHCKOT0 U (hapMaleBTHUECKOTO KOHTPOJsT MHUHHCTEPCTBA 3ApaBOOXpaHEHUS
Pecniy6nuku Kazaxcran

Tenedon: +7 7172 235 135

OnekTponHas noyta: farm@dari.kz

http://www.ndda.kz

Pecny6auka Benapycs

220037, r. Musnck, ToBapuilieckuii nep., 2a
PVII «lleHTp sKCHIEpTU3 U UCHIBITAHUN B 3[PAaBOOXPAHEHUI
Tenedon: +375 17 242 00 29

OnexTpoHHas noyra: repl@rceth.by
https://www.rceth.by

Keipreisckas Pecriyonnka

720044, r. buiikek, yiu. 3-a Jlunus, 25

JlenmapraMeHT JIE€KApCTBEHHBIX CPEACTB M MEIULUHCKUX U3Menud Inpu MuHHCTEpCTBE
3npaBooxpanenus Keipreickoi PecryOnmmnku

Tenedon: +996 312 21 92 78

OnekrponHas nouta: dlsmi@pharm.kg

http://pharm.kg

PeciyOmimka ApMeHust

0051, r. EpeBan, nip. Komuraca 49/5

«Hay4HpIil LEHTpP OKCOEPTU3bl JEKAPCTB M MEIULMHCKUX TEXHOJOTHM WM. akKaJeMuKa
3. I'abpuensinay AO3T

Tenedons! ropsrueit muaMM +374 10 20 05 05, +374 96 22 05 05

DnekTpoHHas rmoyvra: vigilance@pharm.am

http://pharm.am

4.9. Ilepeno3upoBka
CuMOTOMBI
[TpogomkuTenbHOE WM Ype3MEpPHOE MECTHOE IMpHUMEHEHHE (DeHUIdIPprHA MOTYT MPUBECTH K
HapyLIEHUSIM CO CTOPOHBI HEPBHOM CHUCTEMBI, HAIIPUMEP, HEPBO3HOCTH.
Jleuenue
CumnrTomaTH4ecKoe.
5. ®APMAKOJIOTHYECKHUE CBOMCTBA

®apMakoTepaneBTUYECKas TPyMIa: CPEACTBO JIEUEHUS] TEMOPPOSI.


mailto:farm@dari.kz
http://www.ndda.kz/
mailto:rcpl@rceth.by
https://www.rceth.by/
mailto:dlsmi@pharm.kg
http://pharm.kg/
mailto:vigilance@pharm.am
http://pharm.am/

Kox ATX: CO5AX03
5.1. dapMakoAUHAMUYECKHE CBOICTBA

Mexanusm neiicteus, dapMakoaunHaMuueckue 3 deKThl

OenmwndpuHa  TUAPOXJIOPUI — SBISETCS  0-aJPEHOMHUMETHUKOM,  OKa3bIBa€T  MECTHOE
COCYAOCY>KHBAIOIIEE IEHCTBUE, UYTO CIIOCOOCTBYET YMEHBIUICHHUIO SKCCYAAlIMH, OTE€YHOCTH TKaHEH
U 3yJla B aHOPEKTAIbHOW 00J1acTH.
6. ®APMAIIEBTUUYECKHE CBOWCTBA

6.1. IlepedyeHb BcnoMoOrateJibHbIX BellleCTB
Kaxkao macno
Kpaxman kykypy3HbIit
MetunnaparupokcudeH3oar
[TponmmmaparuapokcudeH3oar
6.2. HecoBMecTUMOCTH
He npumenumo
6.3. Cpok roaHocTu (CpoK XpaHeHHs)
2 rona.
6.4. Oco0Oble MepbI NPETOCTOPOKHOCTH NPU XPAHEHUH
[Ipu remneparype He Bbie 25 °C.
6.5. Xapakrep u cogep;kaHHe NEPBUYHON YIIAKOBKH
[To 5 wmu 6 Cymmo3uTOpPUEB MOMENIAIOT B OJUCTEP M3 ABYXCIOWHOW HEMPO3pavyHOU TUICHKH U3
noJIMBUHUIIXJIOpU1a 1 onudTuieHa (IIBX/T1D).
2 GnmcTepa BMECTE C JINCTKOM-BKIIABIIIEM ITOMEIIAIOT B KAPTOHHYIO MAYKYy.
6.6. OcoOble Mepbl MNPeJOCTOPOKHOCTH TPH YHUYTOKEHHHM HCHOJb30BAHHOTO
JIEKAPCTBEHHOT0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjle NpPHMEHEeHUs:
JIEKAPCTBEHHOT'0 MpenaparTa u Apyrue MaHUIMyJISIUM C PenapaToM
Het oco6bix TpeOoBaHUil K yTHIN3AIUH.

7. JAEPXKATEJIb PETUCTPAIHIMUOHHOI'O YAOCTOBEPEHU S
[IBetinapus
baitep Koncbstomep Kop AT, Iletep Mepuan IlTpacce 84, 4052 bazenb
Tenedon: +41 58 272 7272
®axkc: +41 58 272 7273
DneKkTpoHHas rmoyra: reception.basel@bayer.com
7.1. IlpencraBuTeb JAep:KaTessi PeruCTPAIIMOHHOIO YA0CTOBEPEHUs

IIperen3uun norpeduTesiel HAOPABIATS 10 AJIPECY:

Ha meppumopuu Poccuiickou @edepayuu u Pecnyoauxu Apmenusi:



AO «BAMEP»
107113, r. Mocksa, yi. 3-1 Peibunckas, 1. 18, ctp. 2, Poccus
Tenedon: +7 495 231 12 00

https://www.bayer.ru

Ha meppumopuu Pecnyoauxku Kazaxcman u Koipevizckoti Pecnyoauxu:

TOO «baiiep KA3»

050057, r. Anmarsl, yin. Tumupsizesa, 42, naBunboH 15, oduc 301, Kazaxcran
Tenedon: +7 727 258 80 40

https://www.bayer.ru

Ha meppumopuu Pecnybonuxu benapycs:
220089, r. MuHck, np. JI3epxxkunckoro 57, nomemienue 54, benapyce
Tenedon: +375 17 239 54 20
https://ch.bayer.by
8. HOMEP PETHCTPAIHMOHHOI'O YJOCTOBEPEHUSA

9. JIATA IEPBUYHOM PETUCTPALIAU (IOATBEPXKIEHUA PETUCTPAIIUM,
INEPEPEI'MUCTPALIUN)
Jara nepsoii peructpauuu: 15.07.2021

10. JATA IIEPECMOTPA TEKCTA
12.07.2023
OOmast xapakTepHCTHUKa JIeKapcTBEHHOro mpemnapara Pennd moctynmHa Ha MHPOPMALMOHHOM
noptaie EBpazuiickoro 3KOHOMHYECKOTO COI03a B MH()OPMAITMOHHO-KOMMYHHUKAIIHOHHON CETH

«uaTeprer» https://eec.eacunion.org.


https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fch.bayer.by%2F&data=05%7C01%7C%7C5a43675bf0c74a08180f08dabbfad744%7Cfcb2b37b5da0466b9b830014b67a7c78%7C0%7C0%7C638028983270122121%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=DYONfRqU7szl%2Fmu45h7KW50F9L4vRZ6FX30i7CtfY6U%3D&reserved=0

