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HaumeHosaHwe npenapara no HA
Homep cepuu 100422
Aarta npow3soactea 28.04.2022

AHanusbl/ucnbITaHMa NpoBEAEHBI B COOTBETCTBMM C HAO

lopen go 05.2024

HO NCP-001808/08-121018

@ COI-BIT-OKK-685 A2

Crp. 1u33
Macnopr Ne 040000320753
OKTOAMNEH® KOHLEHTPAT AN NPUrOTOBACHMA pactBopa ana uHbysui 30 mr/mn
Konuuecteo npoaykuuu & cepum (r.ynak) 11,944

AaTa HaumeHosaHue

aHanusa nokasarteneu

TpeboBaHua HJ,

PesynbTath aHanusos/mcnbitaHmii

18.05.2022 OnucaHue

ﬂpospawaﬂ 3@NEHOBATO-MENTAA MMAKOCTb

CooTBercreyeT
Mpo3payHan 3eneHoBaTa-KeNTan
MUAKOCTh

19.05.2022 MOANMHHOCTL: TMOKTOBAA YnbTpadyoneToBbie CNeKTpsl NOroLLeHUs Noarsepmaaerca
Kncnora pacTesopoB npenapata U CO TUOKTOBOW KMCAOTbI B
obnacti ot 270 Ao 350 HM LONMKHE UMETh
MaKCHmym n MUHUMYM NPWY OOHUX U TEX HKe
O/WHAEX BOH
18.05.2022 NoonvHHOCTL! Duonerosoe okpalwMBaHue NoartsepsaaeTcs
ITUNEHAUAMMH
18.05.2022 Mpo3apayHocTs Mpenapat gomkeH Bbits NPo3pauHLIm Mpo3payex

19.05.2022 LieTHocTb

Owpacka npenapara He AonHHa bbiTh
MHTEHCMBHEe 3TanoHa GY2

He npesbiwaeT 3tanoH GY2

18.05.2022 | pH 0r8,2p09,2 9,0
11.05.2022 MexaHuyeckune B coorsecTsuu ¢ TpeboBanmnamm Otcyterayior
BK/IKOYEHUA: Bhaumeble
19.05.2022 MexaHunyeckue B oaHoi amnysne cpeaHee Yucno yactuy He 630
BK/IIOYCHUA HEBUAMMBIE: A0/MKHO NpeebiwaTeh 6000
pa3mepom 10 mkm 1
Bonee
19.05.2022 MexaHuuyeckue B oaHoit amnyne cpearee Yucno vactuy He 2

BRIOYEHUA HEBUUMbIE!
pasmepom 25 MKm u
6onee

A0MKHO NpesBbiwaTts 600

17.05.2022 PoacTseHHbie npumeck

Nobas eanrnynan npumecs - He Bonee 0,5 %
Cymma npumecei - ve 6onee 1,0 %

He obHapyseHo
He 06HapyweHo

18.05.2022 VM3asnexkaemsliin 0bbem

He meHee 10,0 mn

10,0 mn

11.05.2022 BakTepuansHbie
IHAOTOKCHHbI

He 6onee 0,58 E3/Mr TUOKTOBOM KMCAOTbI

CooteeTcreyeT
menee 0,58 E3/mr

20.05.2022 CrepunbHoOCTh

Mpenapat A0/KeH BbiTh CTEPUANbLHbIM

CTepunbHbIk

19.05.2022 KonuuecrseHHoe
onpeneneHue: TMOKTOBas
KWUCNOTa

Ot27mrpo33mrel mn npenapaTta

31 mr

19.05.2022 KonuyecteeHHoe
onpegenexue;
ITUNEHONAMUH

Ot 7,4 mr 10 9,6 Mr 8 1 mn npenapata

8,2 mr

11.05.2022 Ynakoska

Mo 10 M B aMNynbl M3 CBETO3ALWMTHOMD CTEKNa |
TMAPONUTUURCKOrO KNACCa. Ha Kamayo amnyny
HaHOCAT Hagnuce bbicTpo3akpennsioweica
Kpackel meToaom rnyBoKoH nevatvi nau
HAKNEWBAIOT CAMOKNEALLYIOCA ITUKETKY.5 amnyn
NOMELLAIOT B KOHTYPHYIO AYEMKOBYHO YNaKOBKY 13
NNEHKW NONMBUHUNXNOPKMAHOM. OaHY UK ABe
KOHTYPHbIE A4EIKOBbIE YNAKOBKK BMECTE C
MHCTPYKUWMEN MO NPUMEHEHUIO MOMELLAKT B NadKy
13 KapToHa.

CooTseTcreyer

Mo 10 MmN 8 aMnynkl M3 CBETO3AWNWTHOTO
CTeKna | rnaponuTudeckoro knacca. Ha
Kamayo amnyny HakneeHa
CAMOKNEALLANACA ITUKETKA. 5 amnyn
NOMELLEHbI B KOHTYDHYIO AUEAKOBYHO
YNAKOBKY U3 NAEHKMK
NONUBUHUNXNOPWAKON. [BE KOHTYPHbIE
AYEMKOBbIE YTAKOBKM BMECTE ¢
MHCTRYKUMERA N0 NPUMEHEHMIO
NOMEULEeHbI B NaYKy M3 KapToHa.




® COI1-BIT-OKK-685 A2

Crp.2u3 3

Macnopt Ne 040000320753

OKTOAMNEH ™ KOKUBHTPAT ANA NPUFOTOBNEHMA
pacrteopa ans uHdyaun 30 mr/mn

Cepun: 100422

11.05.2022 Mapkuposxa 1. MepsunyHan ynaxkoska Cooreercrayer
Ha amnyne unu aTuKeTKe ammnyns yKasbigaior 1. MepauyHan ynakoska
TOProBOE HAMMEHOBaHWe Npenapara ¢ Ha aTvKeTKe amnynbl ykazaksl Toprosoe
npeaynpeanTensHoW MapkupoBkoi @, HaumeHoBaHWe npenapata ¢
NeKapCTBEHHYI0 GOPMY: «K-T AN8 NPUrOTOBNAEHMA NPeLynpeanuTensHOM MapKupoBKoi &,
p-pa Ana uHdyaui» (Ha amnyne), «koHUeHTpaT NnexapcTBeHHan opma: «KOHUEHTPaT
ANA NPUroTOBNEHWA PACTBOPE ANA MHY3MAY (Ha ANA NPUTOTOB/IEHWA pacTeopa Ans
ITUKETKE aMNyNbl), KOHLEHTPaUMWIO, 0B bemM MHDY3INI», KOHUEHTPALMA, 06bEM
npenapara, HOMep Cepuu U CPOK roaHocTH. Ha npenapara, HOMEp Ceprm 1 CPOK
ITUKETKE BMNY/bI AONONHUTENBHO YKa3bIBAKOT FOAHOCTM. Ha 3TWKeTKe amnynbl
TPYNNUPOBOYHOE HAMMEHOBAHME 1 HapMaKoa. AOMONHWTENBHO YKa3aHb
2. BTopuyHas ynakoska FEYNNUPOBOYHOR HAMMEHOBAHKUE K
Ha nayke yKa3biBaT HaMMeHoBaHMe dapmarog,.
NPEANPHATUA-NPOU3BOAMTE/A, Br0 TOBAPHbIM 3HaK, 2. BTopuuKaa ynakoska
aapec u TenedoH/dakc, caitt, Toprosce Ha nayxe ykasaHbl HavmeHoBaHMWe
HaWMEHOBaHMWe Npenapara ¢ npeayrpeauTensHoi NpeanpUATUA-NPON3BOAMTENR, Ero
MapKMPOBKOW ®, NneKapcTeeHHy dopmy, TOBAPHLIK 3HaK, anpec u TenedoH/daxc,
FPYNNMPOBOYHOE HAMMEHOBAHWE, KOHLUEHTPALMIO, CaiT, TOProBOE HAMMEHOBaAH e
«1 amnyna comepsuT: [ediCTByHoLEE BELLECTBO: npenapara ¢ npeaynpeanTenbHomn
TWOKTOBAR KuCcAOTa (ansda - AMnoesasn kucnoTa) M3pKWPOBKOW ®, nexkapcTeeHHas popma,
300 mr; BcnomoraTenbHble BewecTsa: rpyNnMpoOBOYHOE HaMMEHOBaHWE,
ITUNeHanamuH 87,4 mr, AMHaTPMA 3aeTat 1 mr, KOHUEHTRAUKA, «1 amnyna coaepmwT:
80aa Ana uHvexumi no 10 mn», obvem npenapata LeRcTayioulee BEWECTBO: TMOKTOBAA
8 OAHOM amnyne 8 MUNIUMAUTPEX, KONMYECTBO kucnota (ansda - aMnoesan kwcnota)
aMNyn B yNaKoeke, «CTEPUNBHE Y, «BHYTPMBEHHOY, 300 mr; BcnomoratensHbie BelecTsa:
YCNOBUWA OTNYCKA, «MPUMEHATL NO HA3HAYEH MK ATMNEHANAMUH 87,4 M, AMHATP KA
Bpaya», «PacTsop pa3soasT nepen 34eTaT 1 mr, BoAa ANA WHbeKumMi o 10
MCNONL30BAHMEM B COOTBETCTBUM C MHCTPYKLMEM ma», 06bem Npenapata 8 0AHOM amnyne
N0 NPUMEHEHUKD», NOKA3ZAHMA K NPUMEHEHMIO: 8 MUNIMNUTPAX, KOJIMHECTBO amnyn B
«[lns neveHuns NMabeTIeckor v aNKoroNbLHoMN ynakoske, «CTepUaLHO»,
NONMHRAPONATUMY, YCNOBUA XPAHEHMR, «XpaHUTb «BHYTPUBEHHO®, YCNOBMA OTNYCKA,
B HEJOCTYNHOM ANA AeTel mecTe», «MTPUMEHATL MO HA3HAYEHMIO BRa4a»,
PErucTpauoHHbIA HOMED, HOMED CepuM, CPpoK «PacTsop pazBoaaT nepen
FOAHOCTH, WTPUX-KOA, «Mepbl NpeaoCTOPOMHOCTH: MCNONLIOBAHWEM B COOTBETCTBUM C
CM. MHCTRYKLMIO NO NPUMEHEHMION W dapmakoa. WHCTPYKUMEN N0 NPUMEHEHMION,
LONyCKAeTCR HaHBCEHME BHYTPEHHWX KOAOB. NOKA3aHUA K NPUMEHEHMIO! « s
AONONHUTENBHO MOMET BbITh HaHeceHa neyeHus AuabeTUYeckol 1 anKoronbHoM
MHOOPMALUA AN MOHUTOPUHTE ABUKEHUR NONVHEMPONETUM », YCAOBUA XPAHEHUA,
NeKapCTBEHHOro Npenapara oT NPOU3BOAMTENS A0 «XpaHUTL B HEAOCTYNHOM ANA feTel
KOHEYHOro notpebutens. MECTE, PErMCTPALMOHHbIA Homep,
HOMEp Cepuu, CpoK roaHOCTH,
WTPUX-KoL, «Mepbl Npea0CTOPOMHOCTH:
CM. MHCTPYKUMIO MO NPUMEHEHMION 1
dapmakon.
OononHutenbHo HaHeceHa MHGopMaLmus
008 MOHUTOPMHIE ABUHKEHUA
NeKapcTBeHHOro npenaparta oT
NPOW3BOANTENA N0 KOHEUHOTO
notpebutens
11.05.2022 XpaHeHue B 3awnuieHHOM OT cBETE MEeCTe npu TemnepaType CooTtsercrayer
He Bblwe 25°C
11.05.2022 Cpok rogHocTH 2 roaa CooTeeTcrayeT
lfopeH o 01.05.2024

3akntouenne OKK: JlekapcrBeHHbIi npenapaT OkToauneH® KOHLEHTPAT ANA NPUroTOB/NEHUA PAcTBOPa ANA UHPY3KE 30 mr/mn cepum

100422 cooTaeTcrayer HA /ICP-001808/08-121018




@ COII-BIT-OKK-685 A 2
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OKTONMNEH™ KOKUEHTPAT ANA NPUTOTOBACHWS
pacteopa aAna mudysuin 30 mr/mn

Cepus: 100422

Bropoii 3amecturens
HayanbHMKa oTaena
KOHTPO/IA KauecTsa:

MOANMHHUK 3NEKTPOHHOTO AOKYMEHT,
NOANUCAHHOTO INEKTPOHHOM NOANKUCHID, XPAHUTCA B
cucteme IMMC dapmeramaapt
CBEAEHWA O CEPTUGUKATE 30
Ceptudunrar: 03f5db5200e5ad4 ca94dbaf3d55c14234e
Komy BbinaH: Kosansuyk TatbaHa Anexceesna
kﬂeﬁchMTeneH: €19.11.2021 no 19.11.2022 )

[aTta BblAayM 3akmoueHMa o kavectse 20.05.2022




