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OBIIASA XAPAKTEPUCTHUKA JIJEKAPCTBEHHOT O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Fep61/10H CHUPOII ICPBOUBETA U TUMbSAHA, CHUPOIL

2. KAUECTBEHHBIN U KOJIUYECTBEHHbBIN COCTAB

AxTuBHBIe KoMmmOHEHTHI: [IlepBorBeTa KopHeBHUI ¢ KOpHsAMH + TuMmbsiHa OOBIKHOBEHHOTO
TPaBbI| IKCTPAKT.

Kaxnaele 5 M cupona cojepxkar: 3,08 T mepBolBeTa KOPHEBHIL C KOPHAMH M THUMbsSHA
OOBIKHOBEHHOT'O TPaBBI IKCTPAKTA KUAKOTO BOJTHOTO.

13,08 1 mepBouBeTa KOpHEBUII C KOPHAMH M THMbSHA OOBIKHOBEHHOTO TpPaBbl JKCTPAKTa
KHUJIKOTO BOJHOTO MPUTOTOBJICHBI U3: TIEPBOIBETA KOPHEBUII C KOpHAMU (Primula veris L., cem.
nepBouBeTHBIX — Primulaceae) 0,22 — 0,51, TuMbsiHa OOBIKHOBEHHOTO TpaBbl (Thymus
vulgaris L., ceM. sicHOTKOBbIX — Lamiaceae) 0,62 r, BOJIbI OUHIIIEHHON (IKCTPAreHT).

BcnomorarenbHble BelecTBa, HAJIMYUE KOTOPBIX HAZ0 YUYHUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npernapara: caxaposa, MeTuinnaparuapokcuodenzoar (E218) (em. paznen 4.4.).

IlonHpIit MNEpCUCHL BCIIOMOTaTCIIbHBIX BCHICCTB IIPUBCACH B Pa3J1CJIC 6.1.

3. JJEKAPCTBEHHAS ®OPMA

Cupon.

CI/IpOH KOPHUYHCBOI'O IB€TA C XAPAKTCPHBIM 3allaXOM. I[OHyCKaeTCH HaJIMYUEC OMMaJICCIUCHIINHA.

4. KNIMHUYECKUE JAHHBIE
4.1. IToxazaHusl K IPUMEHEHHUIO

IIpenapat noka3aH K IPUMEHEHHUIO y B3pOCIbIX U AETEH B Bo3pacTe oT 2 1o 18 ser.

[IpenmapaT npuMeHseTCS B KauyeCcTBE OTXapKUBAIOLIETO CPEICTBA B KOMIUIEKCHOW TEpanuu
BOCMAJIMTEIbHBIX 3a00JI€BaHUN JBIXATENbHBIX IYyTeH, COMPOBOXKIAIOMIMXCS KallJIeM ¢
TPYAHOOTAESIEMON MOKPOTOH (B TOM 4YHCIie OPOHXUT, TPAXEHUT, TPAXEOOPOHXHUT).

4.2. Pesxum 103MpPOBaHuUs U CNIOCO0 MPUMEHEHUSs

Pexxum nozupoBanus

B3pocnbie — o 3 no3upyronumx J10xku (15 mir) 3—4 pasa B CyTKH.

JUINTENbHOCTh Kypca TEpalmuu COCTaBIsAET 2-3 HENENHW. YBEJIWYEHHE MJIUTEIBHOCTH WIN
IIPOBEJIEHUE TIOBTOPHOI'O Kypca Tepanuy BO3MOKHO I10CJIE KOHCYJIbTALIMK C BPAYOM.

eTH
JleTsiM B Bo3pacTe OT 2 10 5 JIeT — 10 > JO3UPYIOIIeH JI0XKKH (2,5 M) 3 pa3a B CyTKH.
Jletsm B Bo3pacTe oT 5 110 14 et — no 1 go3upyroeit j1oxxke (5 min) 3 pasza B CyTKH.
HetsMm B Bo3pacte oT 14 1o 18 ner — o 2 no3upyrouux a0xku (10 mir) 3—4 pasa B CyTKH.
be3onacHocTh U 3¢ EeKTUBHOCTH IpenapaTa y JeTeil B Bo3pacTe 10 2 JeT Ha IaHHbIH MOMEHT He
YCTaHOBJIEHBI. JlaHHbIE OTCYTCTBYIOT.
JUINTENBHOCTh Kypca TEpalmuu COCTABISAET 2-3 HENENW. YBEJIWYEHHE MJIUTEIBHOCTH WIN
IIPOBEJIEHUE TIOBTOPHOI'O Kypca Tepanuy BO3MOKHO I10CJIE KOHCYJIbTALIMH C BPAYOM.
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Crioco6 npumMeHeHus

[Ipenapar ciaexyeT NpUHUMATH BHYTPb, ITOCIIE €/IbI.

[Tepen npumeHeHreM B30aITHIBATH!

Jo3upoBanue mnpenapara MPOU3BOAUTCS C TMOMOIIbIO JO3UPYIONIEH JOXKH. 1 mo3upytoias
JI0’Ka COOTBETCTBYET 5 MIL.

[TaneHT He JOMKEH MUTh YTO-TMOO WM MPUHUMATh NHILY Ccpaszy Ioclie Mpuema mpernapara
['epbuoH cupon 1mepBolBETa M THUMBbSHA, TakK KaAK 3TO MOXET YCKOPUTHb YyAaJieHHE
JIEKapCTBEHHOTO TMperapara co CIM3UCTHIX 000JI0UYEK TOJIOCTH pTa U ropia.

4.3. [IpoTuBonoOKa3anus

e [UNepuyBCTBUTENBHOCTh K  aKTHUBHBIM  KOMIIOHEHTaM WM K JoboMmy U3
BCIIOMOTaTeIbHBIX BEUIECTB, NEPEUHCICHHBIX B pa3zaene 6.1.

e [ UmepuyBCTBUTENBHOCTh K Tpenaparam, COJEpXKAllliM aKTHBHBIC BEIIECTBA PACTCHUUN
CCMCUCTBA NICPBOUBETHLIX U CEMEHUCTBA ACHOTKOBLIX.

e JleTw mocie nepeHeceHHOro OCTPOro 0OCTPYKTUBHOTO JIApUHTHTA (KPYTI).

e bpoHXHalbHAs acTMa.

e CaxapHnblii quader.

4.4. Oco0ble ykazaHusl 1 MepPbI NPEI0CTOPOKHOCTH NMPHU NPUMEHEHUH

C 0CTOPOKHOCTBIO CIIEAYET MPUMEHSTH MpenapaT Mpu racTpUTe, I3BEHHON O0JIE3HH KeITyaIKa.
[TauMenty pexkoMeHIyeTcsl MTUTh MHOTO BOJbI MJIM JPYTHX TEIUIBIX HAIUTKOB B TEUYEHHE Kypca
JIe4eHus1, HO He cpasy MocJie IpueMa Ipemnapara.

BcnomoratensHbie BelecTa
Memunnapaeuopokcubenzoam (E218)
MoxeT BBI3BIBATh AJUIEPTUIECKUE PEAKIINU (BO3MOKHO OTCPOYCHHBIE).

Caxapo3za

[TarimeHTaM ¢ peaKo BCTPEUAIOMICHCS HACICACTBEHHOW HEMEPEHOCHMOCTHI0  (PYKTO3HI,
TII0OKO30-TaJaKTO3HOH MasibabcopOuunelt wim AeQUIUTOM caxapas3bl-M30MalbTa3bl HE CIEIYET
IIPUHUMATh JTaHHBIN JIEKAPCTBEHHBIN Mpenapar.

B 2,5wvn mpemnapara (2 posupyromed Joxku) coaepxkurcs 1,58, B 5 wmi mpemapata
(1 mo3upyromas noxka) couxepxkurcs 3,16 T caxaposbl, B 10 M mpemapata (2 Ao3upyromue
JIOKKH) conepxkures 6,32 r caxaposbl, B 15 mu nmpenapata (3 103UpyrOIIKe JOKKN) COACPIKUTCS
9,48 T caxapo3sbl.

4.5. B3aumopeiicTBHMe ¢ JPYrMMH JIEKAPCTBEHHBIMU MpenapaTaMd M Jpyrue BH/bI
B3auMoOIeHCTBUH

[Ipemapar 'epOuoH cupom mepBoLBETa U TUMbSHA HE CIEAYEeT MPUMEHITh OJHOBPEMEHHO C
IPOTHBOKALIUIEBBIMU  IIpenapaTaMM M JIEKapCTBEHHBIMU CPEACTBAMHU, YMEHbIIAIOUIMMHU
00pa30BaHNE MOKPOTBHI, TAK KaK 3TO 3aTPYJHIET OTXOKICHHUE PAIKUKECHHON MOKPOTHI.

4.6. PepTUWIBHOCTb, 0€PEMEHHOCTb U JIAKTAIUSA

bepeMeHHOCTb U JaKTanus

bepeMeHHBIM M KOpPMSILUM JKEHIMHAM IPUHMMAaTh npenapar ['epOMOH cupoln mepBolBeTa M
TUMbSIHA HE PEKOMEHIyeTcs (B CBA3M C HENOCTaTOYHOCTHIO [JAaHHBIX IO 0€30MacHOCTU
NPUMEHEHUs NpenapaTta y yKa3aHHOHN IPyNIbl AlLlUEHTOB).

DepTUILHOCTD
JlaHHBIC O BIMSHUY Tpenaparta Ha GepTHILHOCTh OTCYTCTBYIOT.
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4.7. BausiHue Ha CHOCOOHOCTH YNPaBJSATH TPAHCMOPTHBIMM CPeACTBAMHM U padoTaTh C
MeXaHU3MaMH

[Ipumenenune mpenapara ['epOMOH cHUpON NEPBOIBETa M THUMbSHA HE OKAa3bIBACT BIIMSHUS Ha
CIIOCOOHOCTh K BBIMIOJIHEHUIO TMOTCHIMAIBHO OMACHBIX BHJIOB JEATEIBHOCTH, TPEOYIOIIUX
MOBBIIIEHHON KOHIIEHTPALMU BHUMAHUS U OBICTPOTHI TCHUXOMOTOPHBIX PEAKIMH, TaKUX Kak
yIpaBJIeHHE TPAHCIOPTHBIMHU CPEACTBAMHU M MEXaHU3MaMH, padoTa AUCIIETYepa, Orneparopa.

4.8. HexkenatesibHbIE peakunu

Pe3rome HexenaTeNIbHbIX peaKInui
YacToTa BCTpEYaeMOCTH ONpeAeeHa CIEAyIOIMM o0pa3oMm: oueHb uacto (= 1/10), wacrto

(> 1/100, vo < 1/10), Hevacto (= 1/1 000, Ho < 1/100), penko (= 1/10 000, vHo < 1/1 000), oueHn
penko (< 1/10000), wactoTra HewW3BecTHa (HAa OCHOBAHMHM WMECIONIMXCS JAHHBIX OIEHUTH
HEBO3MOXKHO).

Hapywenusi co cmoponvl ummynnotl cucmemoi:

4acTOTa HEM3BECTHA — AJJICPTHUECKUE PEaKIIUH.

Hapywenus co cmopoHbl dcery00uHO-KUUEeYHO20 MPaKma.:

9acTOTa HEM3BECTHA — TOIIHOTA, PBOTA, THAPEsL.

B cnydae mosiBieHus yKa3aHHBIX HEKENATEIbHBIX PEAKIIUH HITH JIFOOBIX APYTHX HEKETATSITbHBIX
peaKIHii MalMeHTy ciIeayeT COOOIHUTh 00 3TOM Bpauy.

Coo0111eH1Ee 0 1M0/103PEBAEMbIX HE)KEJIATSIbHbBIX PEAKIIMIX

BaxxHo coo0marh 0 MOA03peBacMbIX HEXKENaTeNbHBIX pEeaKUUsIX I0CiIe PpPEerucTpalnuu
JIEKapCTBEHHOTO Tperapara ¢ IeJblo0 00ecredeHns HEMPEePHIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«TI0JIb3a — PUCK» JIEKAPCTBEHHOTO Tpernapara. MeAWIMHCKUM paOOTHUKAM PEKOMEHIYeTCs
coo01aTh 0 JHOBIX IMOJO3PEBAEMBIX HEXKENATENIbHBIX peakIUsaX JIEKapCTBEHHOI'O IpenapaTa
Yyepe3 HallMOHAJIbHBIE CUCTEMbI COOOLICHHUS O HEXEeIaTeIbHBIX PEeaKUUsX rOCYAapCTB — YICHOB
EBpa3uiickoro 3K0OHOMHUYECKOTO COK03A.

Poccuiickas denepanust

denepanbHas cay:x6a 1o Ha30py B cepe 31paBOOXpaHEHUS

109012, Mocksa, CnaBsiHCKasi Tuiomiaab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

Anpec anexkTpoHHOM mouTsl: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALIMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTu «HTepHeT»:
https://roszdravnadzor.gov.ru

Pecnybnuka benapychb

VII «llenTp 3KCIEPTU3 U UCTIBITAHUN B 3J{PaBOOXPAHECHUI

220037, r. Munck, ToBapunieckuit nep., A. 2a

Tenedon: +375 (17) 242 00 29

daxc: +375 (17) 242 00 29

Anpec snexTpoHHOU ouThl: repl@rceth.by

CaiiT B MH(OpMaILIMOHHO-TEJIEKOMMYHUKAIMOHHOH ceTu «HTepHeT»: www.rceth.by

Pecny6ninka Kazaxcran

PI'TI na ITXB «HamuoHanbHBIN HEHTP 3KCHEPTU3BI JEKAPCTBEHHBIX CPEJCTB M MEAUIIMHCKUX
m3nenuity Komwurera wmemumuHCKOro W (apMaleBTHYECKOro KOHTPOJs MHHHCTEpCTBA
3npaBooxpanenus Pecnyonuku Kazaxcran

010000, r. Acrana, paiton balikonslp, yin. A. Umanosa, a. 13, Bl «Hypcayner 2»

Tenedon: +7 7172 235 135

Anpec anekTpoHHo noutsl: farm@dari.kz

Caiit B nH(OpPMAIIMOHHO-TEIECKOMMYHHUKAIIMOHHOU ceTu «MHTepHeT»: www.ndda.kz
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Pecnybnuka Apmenus

I'HKO «lleHTp 3KcnepTU3bl JIEKapCTB U MEAUILIMHCKUX TEXHOJIOTHID)

0051, r. EpeBan, ip. Komuraca, 1. 49/5

Tenedon: (+374 10) 20 05 05, (+374 96) 22 05 05

Anpec >neKTpoHHOU NoYThL: vigilance@pharm.am

Caiit B uH(pOpMaAIIMOHHO-TEIEKOMMYHUKAIIMOHHOH ceTH «MHTepHeT»: http://pharm.am

Ksipresckas PecyOmnmka

JlerapTaMeHT JIEKapCTBEHHBIX CPEJCTB U MEUIIMHCKUX M3/EINUN

720044, Yyiickas obnacts, . bumkek, yiu. 3-s Jlunusg, 1. 25

Tenedon: +996 (312) 21 92 86

Anpec snekTponHoi noutel: pharm@dlsmi.kg

CaiiT B uH(OpMaILIMOHHO-TETIEKOMMYHUKAIMOHHOM cetu «HTepHeT»: https://www.dlsmi.kg

4.9. Ilepeno3upoBka

CUMIITOMBI

Jlo HacTosIIero BpeMEeHH O CIydasx Mepeao3upoBKU He coodmmanock. B cnyyae nepeno3npoBku
CallOHMHCOJEPKAIIMX  IPEnaparoB  BO3MOXKHBI  KEIYJIOYHO-KHUIIEYHBIE  pPACCTPOMCTBA,
MPOSIBIISIFOIIMECS] TOIIHOTOM, PBOTOM, TUapEEH.

Jleuenue
CUMIITOMaTHYECKOE.

5. ®APMAKOJIOT'MYECKHE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHE CBOICTBA

dapmakoTepaneBTHUECKasT TPYINA: Mpernaparbl, MPUMEHSIEMbIC TPU Kalule W MPOCTYAHBIX
3a00JIeBaHUAX; OTXapKUBAIOIIME CPEJICTBA, KPOME KOMOHWHAIMHA C MPOTHBOKAIICBBIMHU
CpEIICTBAMHM; OTXapKHBAIOIIUE CPEIACTBA

Kox ATX: RO5SCA10

MexauusM nericteus U dhapMakoauHamMudeckue dhheKTh
[Ipemapar o0namaeT OTXapKUBAIOIIMM, MPOTHBOBOCIAIUTEIbHBIM, MPOTHUBOMHKPOOHBIM
JEHCTBHEM; CIIOCOOCTBYET YMEHBIIICHUIO BI3KOCTH MOKPOTHI M JIYYIIIEMY €€ OTX0XKICHHIO.

5.2. ®apMakokMHeTHYECKHE CBOIiCTBA
Henpumenumo.
5.3. JlaHHble JOKJIMHUYECKOH 0€30MacHOCTH

B MOKIMHUYECKMX [aHHBIX, IOJYYEHHBIX [0 pe3y/lbTaTaM CTaHAAPTHBIX HCCIEeI0BaHUI
(apmakosjoruueckoii  0e30macHOCTH, TOKCMYHOCTM  HPU  MHOTOKPAaTHOM  BBEJICHUH,
TeHOTOKCUYHOCTH, KAaHIEPOTCHHOTO IIOTEHIHANIA, PENPOAYKTUBHONH M OHTOTCHETHYECKOU
TOKCUYHOCTH, OCOOBIH Bpe[ sl YeTI0BEKa HE BBISBIICH.

6. ®PAPMALEBTHYECKHUE CBOUCTBA

6.1. Ilepevyenpb BCcIOMOraTe/IbHbIX BellleCTB

JleBoMeHTON
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Caxapoza
Metunnaparuapoxkcudenzoar (E218)

6.2. HecoBMecTUMOCTDH
Henpumenumo.
6.3. Cpox roaHocTH (CPOK XpaHEHHUs)

3 roxa.
Cupon HEOOXOMMO HUCIIONIB30BaTh B TEUCHHUE 3 MECSIICB TOCTIE BCKPBITUS (PI1akoHa.

6.4. OcoObie Mepbl MPEAOCTOPOKHOCTH NMPU XPAHEHUHT

Xpanuth Tpu Temmeparype He Bbime 25 °C, B OpUTHHAJIBHON yrakoBke ((JakoH B TMayke
KapTOHHOM) JIJIs1 3aIIUTHI OT CBETA.
He xpaHuthb B X0JI0AUIIBHUKE.

6.5. Xapakrep u cofepkaHHe YIAKOBKHU

I[To 150 Mmn cupoma Bo ¢uakoHe TemHoro crekna (tum III), 3akymopeHHOro mpoOKo w3
MIOJIMATUJICHA BBICOKOW TUIOTHOCTH C PAcCEKaTeNIeM JXUAKOCTH U KPBIIMIKOW M3 IMOJIMATHIICHA
BBICOKOH TJIOTHOCTH C KOHTPOJIEM IIEPBOTO BCKPBITHSL.

Kaxnaplit ¢makoH TOMENIeH B TadKy KapTOHHYIO BMECTE€ C JIO3UPYIOLICH JIOKKOH u3
MOJTUTPOTTHIICHA U JINCTKOM-BKJIA IBIIIIEM.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH NPH  YTWIM3AUMH  HCIOJb30BAHHOIO
JICKAPCTBEHHOI' 0 nmpemnapara HJIN 0TX010B, MOJTYY€HHBbIX mocJjie NMPUMECHCHUSA
JIEKAPpCTBEHHOI'0 TIpenapara, i Apyrue MaHUMyJIsiH ¢ MpenapaTomM

Oco0Oble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

CnoBenus

AO «KPKA, n.1., HoBo MecTo»
[Imapsenika necra 6, 8501 Hoo mecTo
Tenedon: +386 7 331 21 11

®axkc: +386 7 332 15 37

Anpec snexktponHo# noutsl: info@krka.biz

7.1. TlpencraBuTeNb [ep:KaTeisi PEerucTPAIHOHHOTO YIOCTOBEPEHHS] HA TEPPUTOPUH
Coro3a

[Iperen3nu HoTpeOUTEIEH HAIIPABIIATE 10 AIPECY:

Poccuiickas @enepanus

000 «KPKA-PYC»

143500, MockoBckas 00u1., . MicTpa, yia. MockoBckast, 1. 50
Tenedon: +7 (495) 994 70 70

dakc: +7 (495) 994 70 78

Anpec snextponHoi nouTsl: krka-rus@krka.biz

Pecnybnuka benapychb
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[IpencraBurensctBo AkmmonepHoro obmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnybnuka CrnoBenusi) B Pecriy6nuke benapych

220114, r. Munck, yn. @unmumoHoBa, 1. 251, opuc 315

Tenedon: 8 740 740 9230

®dakc: 8 740 740 9230

Anpec snekTpoHHoi mouTsl: info.by@krka.biz

Pecny6nuka Kazaxcran

TOO «KPKA Kazaxcran»

050040, r. Anmatel, Mukpopaiion KOKTEM-1, nom 15A, oduc 601
Tenedon: +7 (727) 311 08 09

Anpec anextponHoii moutsl: info.kz@krka.biz

Pecrybnnka ApmeHus

[IpencraButensctBo «Kpka, 1.1., HoBo Mecto» B PecriyOnuke ApmeHust

0001, r. EpeBan, yn. Han6aunnss, a. 106/1 («CAAT-HOBA» BU3HEC-HEHTP), oduc 103
Tenedon: +374 11 560011

Anpec snextpoHHOU nouThl: info.am@krka.biz

Keipreizckas PecriyOnmka

[IpeacrasurensctBo AO «KPKA, ToBapna 3apaBui, 1.4., HoBo mecto» B Keipreiscrane
720040, Yyiickas obnacts, r. buikek, OynbBap IpKuHAUK, 1. 71, 610K A

Tenedon: +996 (312) 66 22 50

Anpec >nextponHoii mouthsl: info.kg@krka.biz

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

JITI-Ne(001115)-(PT-RU)

9. KATETIOPHUA OTIIYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

JlekapcTBEHHBIH MpenapaT OTHOCHTCS K KATETOPUH OTITyCKa «0e3 perenTay.

OO0mas XxapakTepUCTHKa JIEKapCTBEHHOTO Tpernapara ['epOroH cuporl epBoIBETa U THMbSHA
JIOCTYITHA B €IUHOM PEECTPEe 3apeTrUCTPUPOBAHHBIX JICKAPCTBEHHBIX CpeAcTB EBpa3uiickoro
SKOHOMHYECKOTO coto3a https://eec.eaeunion.org u Ha OPHUITMATEHOM CaiiTe YIIOJTHOMOYEHHOTO
oprana (3KCIepTHO#M opranu3anun) https://pharma.eacunion.org/pharma/registers/26/ru/register.
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