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Hata wzrotosnenusa: 16.06.2023

JlanHble aHAJIN3A

Toka3zarens Tpebosanus JII-Ne(000863)-(PI'-RU) JanHnble ananu3a
1 2 3
1. Onucanue Kpyrnbie ABOAKOBBINYKNbIE TaONETKN HKENTOTO LBETA C LENbHBIMK KpasMH, |Kpyrnbie aBoskosbimykisie tabnetku

TNAaAKOA W OAHOPOAHON MOBEPXHOCTPBIO, MOKPHITHIE KMILEYHOPACTBOPUMOiL
obonoykoi. Ha nomepeuHom paspese sanpo xénroro usera. (BusyansHsiid
METOM)

JKENTOrO LBETA C LEJAbHbIMH KPasMH,
FaAKOH W OFHOPOAHOHN NIOBEPXHOCTBIO,
NOKPBITHIE KHLLEYHOPACTBOPHMOI
obonouxoil. Ha nonepeuHom pa3pese
SAPO KENTOro UBETA.

2. Unentudukaums:
- aKpHIOHYKCYCHAsl KUCITOTa

- METTIOMUH
(N-MeTunriokamuH)

CnekTpbl NOIMOLIEHNs UCTBITYEMOrO PACTBOPA M PacTBOpa cpaBHeHHUs (b) B
061acTy ot 340 10 450 1M OMKHEL HMETh MAKCHMYMbI 1 MHHUMYMBI IPH
OIHUX W TeX XKe ANMHAX BONH. (ABCOPOLMOHHAA cneKTpOhOTOMETPHS B
yAbTpaduoneToBoii U BUAMMOI obnactax, PEADC, 2.1.2.24)

Bpems yaep1BaHua OCHOBHOTO NHKA HA XPOMATOTPAMME UCTIBITYEMOrO
pacTBOpa, MPUrOTOBJEHHOTO Al KOTHYECTBEHHOTO ONPEACTEHHUSA, NOIKHO
COOTBETCTBOBATE BPEMEHH YACPKMBAHUS OCHOBHOTO NHUKA Ha
Xpomartorpamme pactBopa cpasHenns (b). (BIXKX, ®EADC, 2.1.2.28)
TTaTHO PO30BaTO-OPaHIKEBOrO LBETA METJILOMUHA HA XPOMATOrpaMMe
UCNEITYEMOro pacTBopa 1o NOJ0KEHHIO, OKPACKE U BENUUHHE JOSDKHO
COOTBETCTBOBATH NATHY METIIIOMHHA HA XPOMATOIDAMME PacTBOpa
cpaBHenms. (TCX, ®EADC, 2.1.2.26)

CooTtBeTcTBYIOT

CooTBeTCTBYET

CoOTBETCTBYET

3. PacTBOpenne

1-a cranus — ve Gonee 10 % akpuaOHYKCYCHOH KUCIOTHI 33 60 MUH
2-1 craaus — ve Medee 70 % (Q) akpUAOHYKCYCHOH KMCNOTEI 3a 45
MuH (PEADC, 2.1.9.3, AGcop6umonnas cnekTpodoToMeTpus B
yabrpadroaeToBoii u BUaNMOit o6actax, PEADC, 2.1.2.24)

0
100-102

4. PoacTBeHHble puMecu

Eannnunan nenaentuduumuposaHtas npumecs — ue 6onee 0,20 %
Cymma npumeceii — ve Gonee 0,50 % (BDXKX, ®EADC, 2.1.2.28)

He penoptupyercs
He penoptupyercs

5. Mukpo6uonoruyeckas
yucToTa

Kareropns 3A.

- OGuee 1mnco a3poOGHBIX MUKpoOopranu3MoB — e 6onee 10°KOE B 1 1
- OGuuge uNnCII0 APOMOKEBBIX M IUIECHEBBIX rpUbOB — He Gotee 102 KOE
Blr

- OtcyrerBue Escherichiacolis 1 ¢

(Yameuuslii arapossiii metoa, ®EASC, 2./.6.6 u 2.1.6.7)

10
Menee 10
He o6napyxeHo

6. OnHOPOOHOCTH HO3UpoBaHus | 1 3Tam: CootBercTByeT
ITpuemnemoe 3nauenue (AV) wis n=10 ne 6onee L1=15,0 AV=1,9
2 yranm:
Ipuemnemoe 3nauenue (AV) a1s n=30 ue Gonee L1=15,0
ITpwn ycnoBmm, 4To conepkaHue akpUAOHYKCYCHOH KHCIOTHI B
Ka0# Tabnerke He Menbine 0,75M u ue Gonpine 1,25M
(Pacyérno-MaccoBhlit cnoco6, ®EADC, 2.1.9.14)
7. KonnuectBeHHOE
omnpeneneHue: .
Or 142,5 mr po 157,5 mr CisH11NOs (akpHaoHy KCycHOR KMCITOTHI) B 151,2
- akpUIOHYKCYCHaA KUCIIOTA Tabnetke (BOXKX, GPEADC, 2.1.2.28§ = -
e Ll Or 131,4 mr no 160,6 mr C;H17NOs (MernioMuna) B TabeTke 152,2

(N-MeTunTmokamMun)

(TTorenumomerpuyeckoe Turposatue, PEADC, 2.1.2.19)

8. YnakoBka

Tlo 10 nnn 20 TabneTok B KOHTYPHYIO A4CHKOBYIO YITAKOBKY U3
TUIEHKH NOJJHBHHUIIXTOPHAHOH M OILIY AIFOMHHUEBON IS
YTaKOBKH.

1 XoHTYpHYI0 s4elikoByI0 ymakosky no 20 Tabnerok, 1 uin 5
KOHTYPHBIX 14€HKOBBIX ynakoBok no 10 Tabierok BMecTe ¢
HHCTPYKUMEH 10 MEAULIMHCKOMY MPUMEHEHHIO (JINCTKOM-
BKJI/(bIILIEM) HOMEILAIOT B IAYKy M3 KapTOHa.

s KOHTPOJIS NEPBOTO BCKPEITHA GOKOBBIE KITANaHbl a9k MOTYT
GbITE 3aKneeHs! ITUKeTKamMy. [1a4ku MOryT GBITh CrpyIMAPOBaHbI B
Gauzneponn TepMOycanouHoN nagakoi. Ilauku unu Gauaepoau
MOMEINAIOT B IPYNIOBYIO Tapy.

[lo 10 Tabnerok B KOHTYpHO#M
AYCHKOBON YNaKoBKe M3 MAEHKH
NORMBUHUIIXIOPUAHOMN 1 (oneru
ANOMHUHUEBOI 1N YNAKOBKH.

5 KOHTYPHBIX SYEHKOBBIX
ynakosok no 10 tabnetox BMecre
c HHCTPYKUHWEN no
MEIMUMHCKOMY  TIPUMEHEHHIO
(JIFCTKOM-BK/1ANBILIIEM)
NOMELLEHB! B MAYKy M3 KapTOHA.

9. MapkupoBka

Ileppnynan ynakoska

Ha «xouTypHoil s4elkoBONW yNakoBKe yKa3BIBAlOT: TOProBOE
HAUMEHOBAHHUE JIEKAPCTBEHHOrO Mpenapara ¢ NPeayNpeAWTELHOM
MapkHpoBkoi ®, IpynMUpPOBOYHOEC HAMMEHOBAHHE Ha PYCCKOM H
aHTJTMACKOM S3bIKaX, JIEKapCTBEHHYIO (OPMY, HO3UPOBKY, JOTOTHI
JACPXKaTens pPerucTPalMOHHOrO YAOCTOBEPEHUS JIEKADCTBEHHOIO
npernapara, HOMEp CEPUM, 1aTy UCTEYEHHS CPOKA TOAHOCTH.

Ilepsuunas ynakoska

Ha konTypHoO# sueiikoBoii ynakoske
YKa3aHbl: TOProBoe HaMMEHOBaHUe
NIeKapCTBEHHOIO TIpenapara ¢

TIpe XyNPEAHTENLHON MAPKHPOBKOH
®, rpynMHPOBOYHOE HANMEHOBAHHE
Ha DYCCKOM M aHTJIHHCKOM A3BIKAX,
nexapcTeenHas opma, A03UPoBKa,
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Bropuunas ynakoBka aorotun Aepxarens
Ha nauke yKka3blBaloT: TOPrOBOE HAMMEHOBAHUE JIEKAPCTBEHHOTO BRI ennOg, Y AGgToBepent
. - JIEKAPCTBEHHOro 1npenaparta, HOMEp
nipenapara ¢ npeAynpeIuTenbHoH MapkupoBKoii ®, cepuM, faTa  HCTEUCHWS  cpoKa
TPYNITHPOBOYHOE HAMMEHOBAHUE HA PYCCKOM M aHITIMHCKOM A3BIKaX, | roaHocTH.
HaWMEHOBaHKE AEPKATENs PETUCTPALIMOHHOTO Y0CTOBEPEHUSA H Bropuiiiaynaxopka
Ha navyke YKa3aHbI: TOpTOBOE
MPOM3BOJIMTENS JIEKAPCTBEHHOTO TIPENapata, JoroTurl, aapec, i ERp g0
JCKAPDCTBCHHYO (bOpMy, JO3WDOBKY, KOJIMYECTBO JIEKAPCTBCHHOTO npenapata ¢ NpeaynpeaMTeNbHOR

rpenapara B ynakoBke, UHHOpPManuio 0 COCTaBe Ha OJHY TabneTKy
(HanmMeHOBaHUE U coAepkanKe NeHCTBYIOLIETO BELIECTBA, NEPEICHD
BCTIOMOTATE/IbHLIX BEIECTB), HOMED CEPHHU, AaTy MPOU3BOICTBA,
JIaTy UCTe4eHUs CPoka rogHOCTH («['0JeH 10...»), yCIoBus
XpaneHus, MyTh BBEACHUS, YCIOBUS OTIycKa, «XpaHHTh B
HEJOCTYITHOM s ieTeit MecTen, «Jl1s B3pochbix U aerehi ¢ 4 ner»,
«+», mrrpuxoBoit ko EAN-13, nononmmurensHas “HopMaLIns:
«JIEYUEHHUE U TTPOOPUIJIAKTHUKA I'PHIITIA U OPBH»,
rpaduueckas cxema «[TIPUEM TIPENAPATA TIPU JIEYEHUU
T'PUTITIA/OPBH», papmaxon (pharmacode).

Ha nauxax Ne 20 u Ne 50 nonomurenso ykassigaloT: «1J151
B3POCIJIbIX U JIETEH 4+».

Jlonyckaercss HaHeCeHWE CPEACTB MACHTU(MKAIMM JUISL CHCTEMBI
MOHUTOPUHIA JBHXXEHUS JIEKapCTBEHHBIX Npenaparos. Jlonyckaercs
HaHeCeHHe HOMEpa PETUCTPALMOHHOTO Y0CTOBEPEHHSL.

mapkupoBkoii  ®, rpynmMpoBouHoe
HaWMEHOBAaHHE Ha  PYCCKOM  H
aHrNMICKOM A3bIKAX, HAHUMCHOBAHHE
aepxatens PETHCTPALMOHHOIO
YAOCTOBEPEHHA W MPOM3BOAWTENA
NIEKAPCTBEHHOTO NpeENapara, JoroTHi,

ajapec,  NeKapcTBeHHas thopma,
J03NPOBKA, KOJIH4ECTBO
NIeKapCTBEHHOTO npenapara B

ynakoeke, uHdopMaumus o coctase Ha
ogHy Tabnetky (HauMeHOBaHWE W

coaepkaHue LEHCTBYIOLIErO
BELLECTBA, nepeyeHs
BCMIOMOrarebHbIX BELICCTB), HOMEP
CepuHM, Jara nNpoM3BOACTBA, JaTa

HCTeeHNA cpoka roaHoctd («[oneH
[0...»), YCTOBMA XpaHEHUs, nNyTb
BBEICHHSA, ycnosus oTnycka,
«XpaHnTh B HEAOCTYMHOM 1A AeTei
mecten, «Jns Bapocnelx W aereii ¢ 4
ner», «4+», wrrpuxoeoi xoa EAN-13,
JIONOHUTENbHASA wHGopMaumna:
«JIEYEHUE W ITPOPWIAKTHKA
T'PUIINMA W OPBHU», rpaduueckasn
cxema «[IPUEM IIPENNAPATA TTPH
JIEYEHWH TPUIIIIA/OPBH»,
thapmakon (pharmacode).

Ha nauke NONOAHMTENBHO YKa3aHO:
«J1J151 B3POCJIbIX W IETEH 4+».
Haneceno cpenctso MaeHTMdUKaLUH
IUIS CHCTEMBI MOHHTOPHHTA JABHXKEHNAA
JIEKAPCTBEHHBIX TPENapaTos.

10. YcnoBusa xpaHeHUsI U MeEpbl
MPEAOCTOPOXKHOCTH

XpaHuTh B OPHIMHANLHON ynakoBke (Mauke U3 KapTOHa) MpH
Temrieparype He Bbiiue 25 °C.

XpaHuThb B OPUIHHAIBHOM
YNaKkoBKe (Mauke M3 KapToHa)
11py Temneparype He Boime 25 °C.

11. Cpok rogHoCTH

2 roga

2 ropa

*. peiicTytomiee nznanue Gapmakonen EBpazniickoro 3KkOHOMHYECKOIO COKO3a.

Bakmouenne: cooTBeTcTBYeT TpeboBanusam JIIT-Ne(000863)-(PI'-RU)

Jlata Bbinauu nacnopra: 18.07.2023

3aseaytownii KAHJI
Hauvansauk OKK

JupexTop no kauecTBy

HHC-KO-2000-0160 «KoHTpons npousseseHHON Mpoxykuum», sepeus 10. Jlata senenns: 10.03.2021

Cpok rogHoctu po: 05.2025




