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HaumeHoBaHue npenapata no HA, dochornuns® Kancynbl
Homep cepum 1610626
[ata npoussoacrea 16.06.2026 lopeH po 06/2029

AHanu3sbl/UCnbITaHUA NPOBeAEHbl B COOTBETCTBMM € H,

©.0639/5

Crp. 1 uz3

Konnuectso npoAayKuum B cepuu (T.ynak) 12,094

H/, /IN-N2(008744)-(Pr-RU)-291225

Dara HaumeHoBaHue Tpe6oBanua HA,

aHausa nokasareneu

Pe3ynbraTtbl aHaAU30B/MCNbITaHWI

27.06.2026 OnucaHne ®EASC, 2.5.1.10., opraHonenTU4ecKui

Kancynbl TBepabie kenatmHosble NeO; kopnyc
Kamncy/ibl - OpaH}KeBOro LBeTa, Kpbllleyka —
YepHOro useTa.

CopepKnumoe Kancyn — rpaHyIMpoBaHHbIN
NOpPOLLIOK OT 6e/10ro Co CNerka KenTosaTbim
OTTEHKOM [10 CBET/I0-KENTOrOo LiBeTa, CO cNabbim

CI'IELI,VId)VILIECKMM 3anaxom.

CootBetcTByeT

Kancynbl TBepable kenatuHosblie NeO;
KOPMNYyC Kancy/bl - OPaH»KeBOro LBeTa,
KpblLLEeYKa — YepHOoro ugeTa.
Copepumoe Kancyn —
rpaHyIMPOBaHHbIN NOPOLOK 6enoro co
C/Ierka ¥enToBaTblM OTTEHKOM LiBETa, CO
cnabbim cneumndryYecKkMm 3anaxom.

25.06.2026 NpeHTndmKauma:
- docdhaTmamnxonuH

®EASC, 2.1.2.26., 2.1.2.36., TCX, meTOAMKA
npousBoauTens

Ha xpomaTtorpamme ucnbITyemoro pactsopa
LOMKHO 0BHAPYKMBATLCA NATHO HA YPOBHE MNATHA
Ha xpomaTorpamme pactsopa CO
docdaTnannxXonnHa; a TakxKe NATHA, Haxoaawmecs
Ha YPOBHe NATEH HA XpomaTorpamme pactsopa CO
nusodocdatuamnxonmHa u pactsopa CO
docoatnannstaHonamuna. lonyckaerca
obHapyKeHue gpyrux NaTeH.

CootBetcTByeT

Ha xpomaTorpamme UcnbITyemoro
pacTBopa 06HapyKeHO NATHO Ha YPOBHE
NATHA Ha XpomaTorpamme pacrsopa CO
dochaTMAMNXONNHA; A TaKKe NATHA,
HaxoAAlMeca Ha YPOBHe NATEH Ha
XpomaTtorpamme pactsopa CO
nusodocdaTmamnxonnHa u pacrsopa CO
dochatnannxonmHa. O6HapyKeHbl
Apyrve nAaTHa.

25.06.2026 NpeHTndmkaums:
- TPUHaTpMeEBas coNb

®EADC, 2.1.2.24., YO - cnekTpodoTOMETpUS,
MeToAMKa NPOn3BOAUTENA
TULMPPUSUHOBOM Y®-cneKTp NOMOLLEHMA UCTIBITYEMOrO pPacTBopa,
KUCNOTbI NPUrOTOB/IEHHOIO A/ KONMYECTBEHHOTO
onpeaeneHna TPUHaATPUEBOW CONMM
TMNLMPPU3MHOBOM KMCNOTbI, B 0bnactu ot 230 ao
360 HM A0MKEH UMETb MaKCMMYM NOTOLWEHNA

npu (258%2) Hm.

KauecTBeHHaA peaKkLuma ¢ aHrIMAPUAOM YKCYCHbIM U
CEPHOI KMCNOTOMN KOHLEHTPUPOBAHHOW, MeToAMKa
npowvssoguTens

MosBNEHME OPaHKEBOTO OKPALUMBAHUA.

CooTBetcTByeT

Y®-cneKTp NOMOLEHUA UCMbITYeMOro
pacTBOpa, NPUIOTOBNEHHOTO ANA
KO/IMYECTBEHHOTO ONpeaeneHns
TPUHATPUEBOM CONMN MULUPPUIUHOBOW
Kucnotol, B 061actv ot 230 A0 360 HM
MMEET MaKCUMYM MNOFNOLEHUNA NPU
258,1 HMm.

CooTBeTcTByeT
MoaBnaeTcA opaHKeBOEe OKpalLMBaHUeE.

27.06.2026 NoeHTndmKaums:
- HaTpuUi OKpalunBaHWe NNaMEHM B KENTbIN LBeT

XapaKTepHaﬂ peakuna, metogmka nponssoantena

CoortsetcTByeT
Mnama oKpaLwmMBaAETCA B KeNTbli LBeT

27.06.2026 UpeHTndmKaumn: KauecTBeHHas peakums, MeToavKa NnpoussoauTens
Mpu pobasneHnn pabouero pacrteopa K
UCMbITYeMOMY PacTBOpY, NPUroTOBNEHHOMY ANA
KONMYECTBEHHOTO ONpPeAeNeHNs, AOMKHO

HaﬁﬂlO,Cl,aTbCﬂ CUHEee OKpalunsaHue.

CoortsetcTByeT
HabntofaeTcs cuHee OKpaluMBaHue.

®EASC, 2.1.9.5.
CpeaHsasa Macca CoaepXMMOro Karncys
460 Mr+10%

25.06.2026 OpHOPOAHOCTL Macehl

471,2 mr
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(o1 414 mr go 506 mr)

®EASC, 2.1.9.5. -7,5%
JonycTmoe OTKIOHEHUWE OT CpesHel Macchbl
coaepxmnmoro kancyn + 10 %
®EAIC, 2.1.9.5. 5,7 %
[JonycTtrmoe OTKIOHEHMWe OT cpefHeil Macchbl
coaepkmmoro Kancyn + 10 %
27.06.2026 Pacnagaemoctb ®EADC, 2.1.9.1. (c anckamm) 12,0 muH.
He 6onee 20 MWH
25.06.2026 30Na, HepacTBOpMMan B ®EASC, 2.1.8.1. 2,0%
Kucnore He 6onee 3,0 %
X/10PUCTOBOAOPOLHOW
25.06.2026 OpHopoaHOCTb ®EASC, 2.1.9.14., cnocob npamoro onpeaeneHus, 57%
[,03MPOBAHHBIX eANHUL, ®EASC, 2.1.2.24., YO - cnekTpodoTOMETpUS,
MeToZMKa NpousBoanTens
B cooTBeTcTBMU C TpeboBaHWUAMM.
AV<15%
25.06.2026 KonnyectseHHoe ®EADC, 2.1.2.24., YO - cnekTpodoTOMeTpus, 69,8 mr
onpegeneHune MeToZMKa NpounsBoanTens
- dochaTMannxonuH B opHol Kancyne:
o1 58,5 no 71,5 mr, cuntaa Ha cpeaHo0 maccy
COAEPKMMOro Kancynbl.
25.06.2026 KonnuectseHHoe ®EASC, 2.1.2.24., YO - cnekTpodoTOMETpUS, 34,9 mr
onpegenexve MeToZMKa NpoussoanTens
- TPUHaTpMeBan conb B ofHol Kancyne:
TAULMPPUSUHOBOM ot 25,0 go 45,0 mr, cumTasn Ha cpegHioo maccy
KWUCNOTbI COAEPKMMOrO Kancynbl.
27.06.2026 MuKpobuonornyeckas ®EASC, 2.3.1.2,,2.1.6.6., 2.1.6.7. Kateropua 3 b MeHee 10 KOE/r
yucrota ObLwee 4Mcno aapobHbIX MUKPOOPraHM3MOB — He
6onee 10"4 KOEB1T;
®EADC, 2.3.1.2.,2.1.6.6., 2.1.6.7. Kateropus 3 b Menee 10 KOE/r
ObLuee YMCIO APOKIKEBLIX U NAECHEBbIX TPU60B
—He 6onee 102 KOEB 1]
®EASC, 2.3.1.2.,2.1.6.6., 2.1.6.7. Kateropua 3 b OTcyTcTBYET
Ortcytctue Escherichiacolis 1;
®EASC, 2.3.1.2,,2.1.6.6., 2.1.6.7. Kateropua 3 b OTcyTcTBYET
OrtcyTctBue Salmonella spp. B 101
®EADC, 2.3.1.2.,2.1.6.6., 2.1.6.7. Kateropus 3 b OTcyTcTBYeT
OtcyTtcteue Staphylococcus aureus B 1r.
®EASC, 2.3.1.2,,2.1.6.6.,2.1.6.7. Kateropna 3 b Menee 10 KOE/r
IHTEPOBAKTEPUIA, YCTOMUMBDIX K KENYN — He Bonee
1072 KOEB1T;
27.06.2026 OnucaHne ynakoBKM B cootsetcTemu ¢ HA, /IN-N2o(008744)- CootBeTcTByeT
(Pr-RU)-291225 Mo 10 Kancyn B KOHTYPHYHO AYENKOBYHO
Mo 10 unm 12 Kancyn B KOHTYPHYO AYENKOBYIO YNAKOBKY M3 MJIEHKK
YNaKOBKY M3 NIEHKW NONUBUHUAXNOPUAHON U NOANBUHUAXNOPUAHOW U dOoNbIn
donbru antoMmmMHMEBOM NeYaTHOM NaKUPOBAHHOM. ANlOMUHUEBOW NeYaTHoOM
2, 3, 5 KOHTYPHbIX AYEMKOBbIX YNaKoBOK no 10 NIAKMPOBAHHOM. 5 KOHTYPHbIX AYEMKOBbIX
Karncys, Uan 8 KOHTYPHbIX AYEMKOBbIX YNIAaKOBOK MO ynakosok no 10 kancyn smecTe ¢
12 kancyn BmecTe € IMCTKOM - BKNaZblLLeM No MHCTPYKLMEH NO NPUMEHEHUIO
NPUMEHEHMIO MOMELLAIOT B MaYKy M3 KapTOHa. nomelLeHbl B NAaYKy U3 KapToHa. 60
nayek B 04HOM Kopobe.
27.06.2026 MapkupoBKa B cootsetctBum ¢ H, JIN-Ne(008744)- CooTBetcTByeT

(PT-RU)-291225

1) Ha nepBMYHOI yNaKoBKe yKa3blBaETCA: TOProBoe
HavMeHOBaHWe npenapara ¢ NpeaynpeauTenbHoM
MapKMPOBKOI ®, rpynnmMpoBoYHOE HaMMeHOBaHMe
Ha pPyCCKOM A3blKe, eKapcTBeHHas dopma,
KOZIMYECTBO Kancy/, TOBapHbIM 3HaK AepKaTens
PerncTpaLmoHHOro YA0CTOBEPEHNSA, HOMEP cepum,
[aTta McTedeHus CPpoKa rogHoCTH («rogeH Ao:»);
MOKET 6bITb HaHECEHa BHYTPUMNPOU3BOACTBEHHASA
nHbopmauma (bapmaKkogbl, TEXHONOTMYECKNE
METKH).

1) Ha nepBUYHOW yNaKoBKe YKasaHbl:
TOproBoe HavMeHOBaHWe npenapara ¢
npeaynpeamuTenbHO MapKuposKom ©,
rPynNNMpOBOYHOE HaMMeHOBaHWeE Ha
PYCCKOM A3blKe, NeKapcTBEHHANA popma,
KO/IMYECTBO Kancy/, TOBapHbIi 3HaK
[AepyKaTens perucTpaLyoHHOro
YAO0CTOBEPEHUA, HOMEP Cepuu, AaTa
MCTEeYEHUs CPOKa rogHOCTM («rogeH
£o:»);.
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JONONHUTENBHO HA KOHTYPHOM AYeKoBOM
ynaKkoBKe no 12 Kancyn ykasbisatoT: «YTPO»,
«JEHb», «BEHEP» 1 TemaTnyeckune pucyHku,
0603HavatoLme Bpems CyTOK.

2) Ha BTOpMYHO yNaKoBKe yKa3blBaeTcA: TOprosoe
HaumeHOBaHWe npenapara c npeaynpeaTensHom
MapKMpPOBKOM ®, rpynnnpoBOYHOE HAMMEHOBAHMWE
Ha PYCCKOM f3blKe, NeKapcTBEHHan Gopma,
KOJIMYECTBO Kancy/ B yNaKOBKE, COKPALLEHHOE
HaumeHOBaHWe AeprKaTens PerncTPaLMoHHOro
yAO0CTOBEPEHMSA (COBNaaeT C HAMMEHOBaHMEM
npeanpuUATUA-NPOU3BOAUTENA), aApec AepKaTens
perncTpaumoHHOro yaocToBepeHus (ctpaHa)
(coBnagaeT c agpecom npoussoguTens),
TOBaPHbIV 3HAK AEepPKaTeNs PErUCTPALMOHHOIO
YA,0CTOBEPEHMSA, COCTAaB Ha OAHY Kancyny
(HavmeHoBaHWe M KONMYECTBO AENCTBYIOLLMX
Bewlects), MpeaynpeaunTensHble HaANUCHK:
«CoAepKUT KpacuTelb CONHEYHbIIN 3aKaT KenTbli
(E 110)», «XpaHWTb B HEAOCTYMHOM ANA AeTei
MecTe», YC/I0BUA XPaHeHUS, YCI0BMA OTNYCKa,
«na npuema BHyTpb», «TENATOMPOTEKTOP ¢
NPOTUBOBOCNANNTENbHOW aKTUBHOCTbIO», HOMEP
cepuu (£aTa NPOM3BOACTBA BKIOYEHA B HOMEP
cepum), faTa UCTEYEHUA CPOKA FOAHOCTH,
WTPUX-Koa, papmakos.

[onyckaeTca HaHeCeHWe TEXHONOTUYECKUX METOK
oT/InYmA B 0603HaYEHHOM 30He,
NPOW3BOACTBEHHbIX KOAOB.

[JOonNoNHUTENbHO HAHOCAT CPeACTBa
NOEHTUGUMKALMMU AN CUCTEMbI MOHUTOPUHIA
LBUKEHWA IEKAPCTBEHHbIX MPenapaTos Ans
MeAMLMHCKOro NPUMEHEHUA.

2) Ha BTOpMYHOW yNaKoBKe yKa3aHbl:
TOproBoe HavMeHOBaHWe npenapata ¢
npeaynpeauTenbHON MapKupoBKon ©,
rpPynnMpoBoYHOE HauMeHOBaHWe Ha
pYyCCcKOM n3blKe, NekapcTeeHHasa dopma,
KO/IMYECTBO Karncy/ B YNaKoBKe,
COKpaLleHHOe HauMeHoBaHue
AepyKaTens perucTpaLlmoHHOro
yAoCTOBepeHUa (coBnagaet ¢
HanmeHoBaHWEM
npeanpuaATUA-NpoM3BoAUTeNs), agpec
AepyKaTens perucTpaLmoHHOro
yAocToBepeHusa (cTpaHa) (coBnagaet ¢
aflpecom Npou3BoauUTENA), TOBAPHbIU
3HaK AepiKaTens perucTpauuoHHoro
YAOCTOBEPEHUA, COCTAB Ha OAHY Kancyny
(HaumeHoBaHWe 1 KONUYECTBO
LEeVCTBYIOWMX BELLECTB),
MpeaynpeanTenbHble HAANUCK:
«CoflepPsKUT KpacuTe/ib CONHEYHbI 3aKaT
»entbii (E 110)», «XpaHuTb B
HeJoCTYNHOM ANA AeTel MecTe»,
YCNI0BUA XPaHEHWs, YCIOBUSA OTMYCKa,
«[na npuema BHyTpb»,
«[EMATOMPOTEKTOP ¢
NpPOTUBOBOCMANNTENBHON
AKTUBHOCTBIO», HOMep cepum (aaTa
NpPOV3BOACTBA BK/OYEHA B HOMep
cepwuu), faTa UCTeYEHWUsA CPOKA FOAHOCTH,
WwTpmx-Koa, Gapmakoa,

HaHeceHbl NPOV3BOACTBEHHbIE KOAbI.
[lononHUTeNbHO HaHeCceHbl CpeacTBa
NAEHTUOUKALMM ANA CUCTEMDbI
MOHWUTOPUHIA ABUXEHUA IeKapPCTBEHHbIX
npenapaTos AnA MeAULUHCKOro

npYMeHeHuA.
27.06.2026 Ycnosua xpaHeHns XpaHuTb Npu Temnepatype He Bbiwe 25 °C B CooTBetcTByeT
OpPWIMHaNbHOM yYNaKoBKe (KOHTYPHOM AYeiKoBoM
ynaKoBKe B MayKe) A/ 3almTbl OT CBeTa.
27.06.2026 CpOK rogHocTu (cpok 3 roga lfogeHn go 30.06.2029

XpaHeHus)

3aknoueHue OKK: JlekapctBeHHbI npenapaT Pocdornmse® kancynbl cepma 1610626 cootsetctayet HZ, J1M-Ne(008744)-

(PT-RU)-291225

Begywmii cneuunanuct (no KauyecTsy
roTOBOro NPoAyKTa):

Kanuwesa Hapexaa EsreHbeBHa

29.06.2026 9:43

MoANMCaHO 3N1EKTPOHHOMN NOANUCHIO

29460899-7952461168

[laTa BblAaun 3aKkA04eHUA O Kavectee 29.06.2026




