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«THIPOKCUKAPBAMM/L, kancy.is1 S00Mr B KOHTYpHOI siveiikoBoil ynakoBke No 10x3 mauka

Llex N17, 231761, Pecriy6auka Benapyce, I'poanenckas o6, r. Ckunens, yi.
Kuzesuua, 50-4

460326

(NIDOM3BOACTBEHHOE MOADA3AC/EHHE. HHIEKC.
KonudecTBo B cE€pHH

anpec)

468

0 yn Ne10x3

Hcnerranus seimonnedsl no JIIT 005057-070621

Crpana nasnauenns POCCUUCKAS OEJIEPALINS

Ne HaumeHosanue Meton
Tpe6osanus JIIT 005057-070621 Pe3ynbTaThl HCMBITAHHA
n/n rokasarenei KOHTpOJIs
I |Onucanne Teep/able KeNaTHHOBbIE Kancyabl HOMepom|Busyanb Teepable KeJaTHHOBbIE Karncyibl
0 senToro useTa. HbIH nomepom 0 :xenrtoro usera. Conepxumoe
ConepuMoe Karcyil - nopoiuok 6enoro karcyn - nopotok Genoro usera.
|IK BEnoro ¢ IKEeNTOBaThIM OTTEHKOM
usera. JlomyckaeTcs HaJIW4He YNIOTHEHHH
KaricybHO# Macchl B BHie CTONGHKA HIIH
TabneTkH, KOTOpbie MPH HaAaBAHBaHHH
CTEK/IAHHOM MaIOUKOH pacchInmaroTca
2 |TloanuHHOCTE Ha xpomaTtorpamMme UCIILITYEMOro B2XKX |Ha xpomarorpaMme MCHBITYEMOTO
pacTBopa, NoJy4eHHO# npu pacTBopa, MOJTyUeHHO npy
KOJIMYECTBEHHOM OIpEIeIeHHH, BPEMA KOITHYECTBEHHOM OIIpE/ieIeHHH, BpeMA
yllepKHBaHHA OCHOBHOIO MHKA IO/ HO yIep/KHBAHHA OCHOBHOTO MHKA
COOTBETCTBOBATH BPEMEHH YICPIKHBAHHUA COOTBETCTBYET BPEMEHH YACPKHBAHHA
MHKa rHApOKcHKkapOamuia Ha nuKa rugpokcukapbamuzia Ha
xpomarorpamme pacrsopa CO xpomarorpamme pactsopa CO
rHIpOKCHKapbamMua. ruapokcukapbaMua.
Mossnenue dpuonerooro okpamusanus,  |Kauectse |[lossasercs (huoseToBOE OKpALIHBAHHE,
[I0CTENEHHO Heyesarolero B Teuenne 5-10 |HHasA MOCTENeHHO Heuesatolee B Tevenue 5-10
MHH. peaxLus |MHH.
3 |PactBopeHue He meHee 75% (Q) uepes 45 MHH I'd PO, [105% - 110%
BOAX
4 |PoacTBeHHBIE MPHUMECH!
- MOYEBHHA He Gonee 0,5 % TCX Menee 0,5 %
- THAPOKCHIAMHH He Gonee 1,0 % B2XX |Menee 0,01%
5 |Mukpobuonoruieckas Kareropus 3A I'® PO |CooTBETCTBYET
HYHUCTOTA
6 |OaHOpOaHOCTD AV < L1 (L1=15,0%) I'd PD, |8,6%
JO3UpPOBAHHS crioco6 2
7 |KonudecTBeHHOE Ot 475 Mr 10 525 mr, cuuTas Ha cpenHiolo |BOXKX  |518 mr
onpeeneHne Maccy COAEPHKMMOro KarcyJbl

Ceprudpukar Ne 013907.0460326
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8 |YnakoBka

[To 10 kancys B KOHTYPHYH A4EHKOBYIO YNAaKOBKY U3
TUIEHKH TIONHBHHHIIXJIOPHAHOM H QONBrH
amoMHHHeBOH. OJIHY WM TPH KOHTYPHbIE AueHKOBbIE
YIaKOBKH BMECTE ¢ HHCTPYKLIMEH Mo NpUMEHEeHHIO
MIOMELLAIOT B MAYKy W3 KapTOHa KOpoGoYHOro.
VnakoBka uis cTauuoHapos: no 150 KOHTYpPHBIX
AYEIKOBBIX YNIAKOBOK C PaBHbIM KOJIHYECTBOM
MHCTPYKLMIA 110 NPUMEHEHHIO MOMELIAT B KOpoOKy
M3 KapTOHA.

ITo 10 kancyn B KOHTYpHOH A4EHKOBOH
YNaKOBKE M3 [IJIEHKH
MONMUBHHUIXJIOPHAHOH 1 (onbru
amoMiuHUeBoil. TpH KOHTYpHBIE
AUEHKOBEIE YIIAKOBKH BMECTE C
HHCTpPYKLME#H 10 NPHMEHEHHIO B MayKe
M3 KapToHa KopoGo4HOro.

9 |MapkupoBka

Ha pycckoM A3bIKE yKa3blBaloT:

1) IepBuyHas yrnakoBKa JeKapcTBEHHOrO Mpernapara.
Ha kouTypHOIi sueiikoBOi ynakoBKe: Ha3BaHHE
TpeAnpHATHA-NPOM3IBOINTENS, Er0 TOBAPHBINA 3HAK,
Ha3BaHMeE Nperapara, 103HpPOBKY, JIEKapCTBEHHYIO
dopMy, KOIHYECTBO Karcys B YaKOBKE, HOMEpP CepHH
(ueTbipe nocyaeaHue WHPPLI 0003HAYAKOT MECALL H IOl
M3rOTOBJIEHUA) H CPOK TOAHOCTH.

2) BropuuHas ynakoBKa JIEKAPCTBEHHOIO Mpernapara.
Ha navke: HaWMEHOBaHUE MPEATNPHATHA-
MPOU3BOLNTENA, €0 TOBAPHBIH 3HAK, IOPHAMUYECKHI
NouTOBLIA ajipec, ajpec 3NeKTPOHHOH MOYTH,
Teln./(akc, Ha3BaHWE Mpernapara, 103HPOBKY,
JIeKapcTBeHHY10 (opMy, KOMHYECTBO Karcy. B
YNaKoBKe, Ha3BaHWe W COJAEPNaHHE IEHCTBYIOLIETO
BEIECTBA, a TAKHKE epeueHb HEKOTOPBIX
BCIOMOTATENbHBIX BEIIECTB, « /11 MpuemMa BHYTPb»,
ycJi0BUsA oTmycka, « [ IpuMeHATh 10 Ha3HAYEHHIO
Bpayay, «XpaHUTL B HEJOCTYITHOM [UIs JIeTeli MecTey,
YCIIOBHS XpaHEHHA, HOMEP CepHH (YEThIpe MoceaHHe
uHpbl 0603HAYAIOT MECALL H MOl M3rOTOBIEHHA),
CPOK FOJIHOCTH, PErHCTPALIHOHHBII HOMED,
WTPHX0BOH Ko ¥ (JapMaKko/l, NOMyCKaeTCs HAHECEHHE
CPEe/ICTB HAEHTH(HKALIHH.

Ha sTHKkeTKe W1s CTAMOHAPOB: HAHMEHOBAHHE
MpeanpHATHA-IIPOU3BOANTENA, €I'0 TOBapl-H:Iﬁ 3HAK,
FOPHINYECKHIT TTOYTOBBIN aJpec, afpec NEKTPOHHOH
MOYTEl, TeJI./(haKc, Ha3BaHKe NpernapaTa,
JIEKapCTBEHHYIO (POpMY, HA3BAHHE H COLEPIKAHHE
JIe}iCTBYIOLIETO BEIUECTBA, A TAKKE NepeueHb
HEKOTOPbIX BCIOMOTaTeJIbHbIX BELIECTB, IO3HPOBKY,
KOJIMYECTBO YMAaKOBOK ¢ yKa3aHHEM KOJIHYECTBA
KancyJs B yrnakoske, «/lns mpueMa BHyTPb»,
«ITpMMEeHATH MO Ha3HAUEHHIO Bpayay, «XpaHHTh B
HEJOCTYNHOM st aeTeii Mecte», «Jl1s cTalHOHapoBY,
YCIIOBHS XPaHEHHs, HOMep CepHy (YeThIpe MocieaHue
uA(pbl 0603HAYAIOT MECALL H TOJ H3TOTOBIIEHH),
CPOK FOJHOCTH, PErHCTPALIHOHHBIA HOMEp H
LITPHXOBOH KOZ.

Ha pycckoM f3bIKe yKka3aHo:

1) [lepBruHas ynakoBka 1eKapCTBEHHOIO
mpenapara.

Ha xoHTYypHOI#i A4eiikoBOH ynakoBke:
Ha3BAHKUE MPeANPHATHA-MPOH3BOAHTEN,
€ro TOBAapHbIH 3HaK, Ha3BaHHe Mpenapara,
JO3MPOBKa, IeKapcTBEHHasA (opma,
KOJIMYECTBO KaIcyJl B YNaKOBKe, HOMep
cepuH (MeThbipe nmocieIHHe LRGP
0603Ha4Ya0T MECALL H TOJl M3rOTOBJICHHA)
¥ CPOK FOJIHOCTH.

2) BropuuHas ynakoBKa JeKapCTBEHHOTO
npemnapara.

Ha nauke: HanMeHOBaHHeE NpeaNpHATHA-
MMPOM3BOIMTENSA, €T0 TOBAPHBLIH 3HAK,
fopuaMueckuit nouToBLIH anpec, aapec
ANEKTPOHHOM MoYTHI, Ten./(akc,
HalBaHHe Mpenapara, 103HpOBKa,
NieKapcTBeHHas (opMa, KOJHYECTBO
KarncyJ B yakoBKe, Ha3BaHHE H
coflep:kaHne NeHCTBYIOIIEro BEIIECTBE, a
TaKKe NnepeveHb HEKOTOPbIX
BCIoMoOraTesjibHbIX BELIEeCTB, «ﬂJ’[B
rpHeMa BHYTpbY, YCIIOBHA OTITYCKa,
«[IpUMEHATD 110 HA3HAYEHHIO Bpavay,
«XpaHHTb B HELOCTYITHOM 1A AETEH
MECTE», YCJIOBHA XpAHECHHA, HOMEp CEpUH
(uetsipe nocneaHne uMpsl 0603Ha"aOT
MECAL U Toa HBI'OTOBIIGH}‘UI), CpOK
TOJHOCTH, PErHCTPALIMOHHBIH HOMEP,
IITPHXOBOH KO H hapMaKol.

10 |Vcnoeua XxpaHeHHA

B 3aliMIIEHHOM OT CBETA MeCTe MpH TemrepaType He Boite 25°C

11 [JlaTa oKOHYaHHUs CpOKa
roJJHOCTH

2 ropa

03.2028

Jlata, ©.1.0. 1 HOAIKCH OTBETCTBEHHOIO 33 BHECEHHBIE pe3y ibTarThl 26.03.2026
Mara

A

[/ Jleumciok A.C. /

TMoanuce D.H.0.
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A nodmeepocoaro, 4mo npueedenian sulue unghopmayus AGIAEMcs DOCMOBEPHOT U MOYHON. Oma cepus nPodyKyuu
npouzsedena (6KMOYAs  YNAKOGKY (Mapruposxky) u KOHMponb Kaiecmea) Ha BBIULEYKAZANHOT  NPOUIBOOCHIBEHHOU  RAOWAOKE
(nnowgadkax) 6 RNOAHOM coomsemcmeuu ¢ auyensueil na apmayesmuneckyio desmenvnocme, ¢ mpetosanuamu [lpasui
naonexcaujeli nPoOUIBOOCMEEHHOU NPAKMUKU U MPeBosanusmMu KOHMpoLd Kauecmea Nekapemeenibix cpedems, a marmce @
COOMBEMCMEUY CO CREYUDURAYUSMU, COORPICAUUMUCH 6 PEUCPaYUOIHOM JOCbe Wil & docke cheyughukayuit na 1ekapemeentsli
npenapam 6 cyuae N1eKapCmeenHbLx npenapamos O KiuHu4ecKux uccaedosaHil.

3anucu no npousoocmsy, YNaKoBKe U aHanu3y Nposepensl, u YCmawoeneno ux coomeemcmeue mpebosanuam [lpasun
Hadnexcauelt npeU3EO0CMEeHHOU RPAKMUKU.

Jlata noamucanus 26.03.2026

Manesuu O.B.

nojanuce, P.H.0,

Yo, 1HOMO4YeHHOe JIHII0
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