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AHanusbl/MCNbITAaHKA NPOBEAEHBI B cooTBETCTBMM ¢ HA]

Macnopr Ne 14337/2020rM

lfogex o 10 23
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9,0639/4
Crp.1us3

AMHKCHH® TabneTku, NOKpbITLIe NAeHONHOW 060N0NKOM, 125 mr
Koau4yecrso npoayKumu 8 cepuu (T.ynak)

135,284

HA NCP-000175/08-230117, uam.Ne1, uam.Ne2, uam.Ne3, usm.Ned

Aara HaumeHosanue Tpeboeauus HO Pe3ynbTaTol aHAAMIOB/MCNbITAHKMA
aHanusa nokasarenel
03.10.2020 OnucaHue BusyanoHbii Coorsercrayer
Kpyrabie ABOAKOBLINYKAbIE TAGNETHH, NOKPLITLIE
naeHouHoH o6anouKol opaxmesoro useTta, Ha Kpyrabie ABORKOBLINYKABIE TaBNeTkM,
nonepevHoM paspese AAPO OPaHMEBOro LBeTa, NOKPbITHIE NEHOUYHOHA ofonoukoi
AONYCKIOTEA HESHAUMTENLHBIE Bonee TeMHbIE UAK opaHmesoro usera, Ha nonepevHom
Gonee coetabie BKPaNAEHUA. paspese AAPO DPAHMEBOro Usera,
Mo sHewHeMy BUAY AOMKHBI COOTBETCTBOBATL NPUCYTCTBYIOT HEIHaNUTENbHbIE Bonee
TpebosaHuam N'd X, 0C.1.4,1,0015.15, CBETAbIE BKPaNNEHHUA,
«Tabnerku»
02.10.2020 | NoasuKHOCTE BIMX CooTsercrayer
Bpema yaepmuBaHUA OCHOBHOIO NMKa HA Bpema yAepiKMBAEHUA OCHOBHOID NUKE Ha
XPOMaTOrpaMMe MCNbITYEMOro pacTeopa, XPOMATOrpaMme UCMbITyEMOro
npumoaneunéro ANR KONUNECTBEHHOIO pacTsopa, NPHrOTOBNEHHOTD ANA
OnpeAeneHUs, AOMKHO COOTBETCTBOBATL BPEMEHMU KO/IMYECTBEHHOO ONPEAENEHHA,
YACPMUBAHWUA OCHOBHOIO NHKa Ha COOTBETCTBYET BPEMEHM YALPHUBAHMA
xpomarorpamme pactsopa CO TMaopoHa OCHOBHOTO NUKa Ha XPOMATOrpamme
pacrsopa CO THaOpoHa
CnekTpohOTOMETPHYECKUR Coorsercreyer
Y®-CnexTp NOTAOLWEHHA MCNBITYEMOro PacTsopa B
ofinactu or 220 Ao 360 HM A0MKEH UMETL Y®-cnexTp NOrADWEHWA HCNBITYEMOrO
MaKCHMYM NpU 270 £ 2 Um pacTsopa B 06nacTv 0T 220 a0 360 HM
AONKEH MMEET MAKCHMYM Npu 270 £ 2
HM
HadecrseHHbie peakuuu: Cootsercrayer
- Ha KapBOHKMABHYIO IPYNNY € 5 % WenouHBIM MNoABARETCA MENTOE OKPAWWBAHMKE, NPH
PacTBOPOM MMAPOKCHNAMKHHA ~ MenToe AcBasneHnn BOAbI BbiNAJAET KENTHIN
OKpaWwunBaHue, Npu npuGasneHun soabl BeINafaeT ME/IKOKPUCTANAMYECKKIA OCa[OK
HEATHIH MENKOKPUCTAAAUHECKHIA OCAA0K
KauecTseHHbie peakumu; Cooteercrayer
- Ha Xnopuabl & 2 % pactBopom cepebpa HuTpaTa — Bbinagaer 6enbilt TBOPOKMCTLIA 0CaA0K
suinageHue 6eN0ro TBOPOXMCTOTD DCaAKa He He neuesaowmil npu aobasnexuu 16 %
ucvesawowero npu npubasnenun 16 % passeaeHHON| a30THOM KHENOTL! M Nerko
passepeHHON asoTHOMN KMCAOTH W Nerko ucuesalowmui npu nobasneqnn 10 %
ucHesawwero npu npubaanexduu 10 % pacrsopa pacTBopa ammuaka
AMMUAKA
03.10.2020 OAHOPOAHOCTL Macchl e X 313,8 mr
Ot 296,4 mr g0 327,6 mr
03.10.2020 | Aonyctumoe OTKAOHEHMe 5% 28%-26%
OT cpeaHeil maccul
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Nacnopr Ne 14337/2020rN
AMMKCHH® Ta6NETHM, NOKPLITBIE ANEHOYHOR
06on04KOR, 125 mr

Cepun: 50920
03.10.2020 TuTaHa [UroKeHa re X 0,7%
He Gonee 2,0%
02.10.2020 PacTBOpeHuHe ' Xill, BIMX 108,9 %
Yepes 45 MHH B PacTBOP AO/MKHO NEPeRTH He
menee 75 % (Q) Taropona
03.10.2020 | OaHopoaHocTs ® Xlll, cnocob 2 (pacuetHo-pecosoit) 2,7%
AO3HPOBAHUA AV £15,0%
02.10.2020 | FOCTOPOHHME NPUMECH B3IMX 0,01 %
EAMHMYHAA HeMAEHTUDHUMPOBAHHAA NPUMECH ~ He
Gonee 0,2 %
BIMX 0,03 %
CymmapHoe coaepmanne
HEUGEHTUPUUMPOBAHKBIX NpUMeced — He Bonee
1,0%
02.10.2020 HonuuecrsenHoe B3MX 128,6 mr
anpeaenexnne Copepmanue THAOPOHa B OAHONA TabeTke AO/KHO
6biTh 0T 119,0 mr a0 131,0 Mr
05.10.2020 | MuxrpoBuonoruyeckan T'® XIII, kareropua 3A Menee 10 KOE/r
WMCTOTa Obujee yucno a3pobHbIX MUKPOOPraHH3IMOB — He
Gonee 103 KOE B 1t
I Xlil, kateropua 3A Mewee 10 KOE/r
Obwee YHCNO APOHOKEBDIX M NAECHeBLIX PpHEOS —
He Gonee 10°2 KOEs 1 ¢
Orcyreraue Escherichiacoll e 1r OrcyrcTeyer
' Xill, kareropuna 3A
03.10.2020 | Ynaxoska B coorsercrauu ¢ H /ICP-000175/08-230117, Cootsercrayer
nam.Ne2
No 10 Tabnevok B KOHTYPHOMN RueAKOBOM ynaKosxke No 10 rabneTok 8 KOHTYpHOHR Avelikosol
W3 NNEHKK NONHBHHHUAXAOPUAHOR K donbru YNAKOBKE M3 NNEHKH
anmomuHMeBol nevatHol nakupoBaHHON. NOAUBUHHUAXNOPHAHOMR M $ONbIK
1 KOHTYPHYIO A4eHKOBYIO YNaKOBKY BMecTe ¢ ANIOMUHKEBOH NeYaTHOA
WHETPYKUMER NO NPUMEHEHHIO NOMELLAKOT B NAYKY NaKMPOBAHHOR.
W3 KapToHa. 1 KOHTYPHYIO A4EAKOBYIO YNaKoaKy
BMECTE ¢ HHCTPYKUMEN N0 NPUMEHEHMIO
NOMELYBIOT B Na4Ky U3 KapToHa, 120
navex B 0QHOM Kopobe.
03.10.2020 | MapkupoBka B cooTeercTekm ¢ HA ICP-000175/08-230117, Cooraercrayer

nam.Ne2, uam.Na3, nam.Ned

1) Nepeuuxan ynaxoexa. Ha koHTypHoil auelikosoi
YNaKoBKe yKasbiB2I0T ToBapHBId 3Hak AO
"Otucudapm®, HaumeHoBaHue
NPeANPHATUA-NPOMIBOAUTENA, TOPrOBOE
HAWMEHOBAHKE NPeNnapaTa ¢ NPeayNpeAHTENbHOR
MaprupoBsxoil ®, nexapcraeHnyio dopmy,
AO3UPOBKY, KONUHECTBO TaBNETOK B YNaKoBKe,
HOMEP CepHM, CPOK FOAHOCTH.

2) BropuuHan ynakoeka. Ha nauxe ynaseiaor
ToBapHbift 3HaK AO "Otucudapm®, «MNpousseseHo
no 3akaay AD "Otucudapm™s, cailr AO
"OTMcupapm”, HaUMEHOBAHKE
NpeAnNpUATHA-NPOMIBOAMTENR, €r0 agpec,
Ten./bakc, caiit, TOPropoe HaMMeHOBaHHE
npenapara ¢ NpeaynpeanTEnbHON MaprHpPOBKOH
®, MeMAYHIPOAHOE HENATEHTOBAHHDE
HAWMEHOBAHKE, NEKAPCTBEHHYIO dopmy,
AO3WPOBKY, KONHYECTBO TabAETOK B YNAaKOBKe,
HaUMEHOBAHUE W KONUYECTBEHHOR COABPIKAHHE
AefcTayiouero seuiectea B ogHoMl Tabnetke,
«tafineTox» MS, 10,12, 20), «rabinetxus (pan
3), «CoaepHMT KPacHTeNb CONHEMHbIA 3aKaT
wentoiid (E 110)», «XpaHHTh B HEAOCTYNHOM ANA
Aetedl mecre», «NMPOTUBOBMPYCHOE M
WMMYHOMOOYNUPYIOLWEE CPEACTBOS,
«OBPA30OBAHME ETBLIPEX BUAOB HHTEPPEPOHA:

1) Nepeuynan ynakosxa. Ha KoHTypHO#M
AYeiKOBON YNakoBKe yKasaHui:
TOBapHbIA 3HaK AD "Otncudapm”,
HaUMEHOBaHKe
NPeAnpUATHA-NPOMIBOAMUTENS, TOProBOE
HaMMEHOBaHME Npenapara ¢
npeaynpeauTeNbHOR MapKUpoBKoil ®,
NeKapcTeeHHan GOpmMa, A03MPOBKA,
nonwyecTBo Tabnetok B ynakosxe, HOMEp
CepuMN, CPOK NOAHOCTH.

2) BropMuqHas ynakoeka. Ha nauxe
YKa3aHbi: TOBapHbLIA aHak AQ
"Omucndapm”, «MpamseeseHo no saxaay
AO "Otucupapm"s, caiir AO
"Orucudapm”, HanmeHoBaHHe
NpeAnpHATUA-NPOU3IBOANTENR, 610
aapec, Ten./axc, caliT, Toprosoe
HaWMEHOBaHWe npenapara ¢
npeaynpeauTEnsHOW Mapruposroi ®,
MEMAYHAPOAHO® HENATEHTOBAHHOE
HAWMEHOBaHKe, NeKaPCTREHHAA opma,
A03UPOBKA, KoAWYecTso Tabnerok &
YNaKoBKe, HAWMEHOBaHHME H
KONMMECTBEHHOE CoAePIaHHe
AeliCTRYIOWIErD BELLeCTBa B OAHOR
tabnerxe, «tabnerox» (4na 6, 10,12, 20),
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Nacnopr N2 14337/2020rN

AMUKCHH® TaBNETHM, NOKPLITHIE MAEHONHOA
obanoqkol, 125 mr

Cepus: 90920

{anr po3upoBku 60 mr), «c 18 ners (gna

HOMEP CEpMH, CPOK FOAHOCTH, WTPHX-KOA.
AONOAHATENBHO MOTYT GbiTh HaHEceHb
TEXHONOTMUECKUE METKU OTMYMA,
BHYTPMNPOUSBOACTBEHHARA MHPOPMALUA
(npouasoACTBEHHBIE KOABI) M CpeacTBa

ABUKEHWA NEKAPCTBEHHBIX NPENapaTos ANA
MESUUHHCKOID NPUMEHEHHA,

ANb®A, BETA, TAMMA, NAMB[A», ¢aetam ¢ 7 ners
RO3HPOBKKM 125 mr), cnocob npumenenua (¢

Npuema BHYTPL»), PapMaKos, YCAOBHA XPaHEHHA,
YCAOBMR OTNYCKA, PericTpauMoHHbifl Homep,

MAEHTUOUKAUMK AN CHCTEMBI MOHUTODHHNA

«rabneru» (ana 3), «Copepmur
KpacuTens ConHeuHbii 3akar mentwiii (E
110)», «XpaHUTL B HEAOCTYNHOM ANA
Aeteid mecren, «NPOTUBOBUPYCHOE U
UMMYHOMOAYNUPYIOULEE
CPEACTBO», «OBPAIOBAHWUE HETHIPEX
BUAOB UHTEPGEPOHA: ANNbDA, BETA,
TAMMA, NAMBLA», saetam ¢ 7 net»
{ann gosupoexu 60 mr), «c 18 net» (aan
RO3Mposku 125 mr), cnocob
npUMeHeHuHa («Ina Nnpuema sHyTpo3),
$apMaKay, YCAOBMA XpaHEHMA, YCAOBHMA
OTTYCKa, PErUCTPALMOHHBIA Homep,
HOMEp CEPUU, CPOKR FOAHOCTH,
WTPHX-KOZA, JONCAHHUTENBHO HaHECeHb:
TEXHONOIMMECKHE METKU OTAUMMUA,
BHYTPUNPOUIBOACTBEHHAR HHOOPMALMA
{npoussoacTeeHHbIe KOABI) M CpeACTBa
HAEHTHOMKALMM ANA CHCTEMBI
MOHHTOPMHIE ABMIKEHUA NEK3PCTBE HHBIX
NpPenapaTos ANA MEAHLIMHCKOTO

NPUMEHEHUA,
03.10.2020 XpaHeHue B opuriHansHoil ynakoBKe npu Temneparype He Cootsercrayer
Boiwe 30°C
03.10.2020 | Cpox roaxocTy 3 ropa foaex ao 10 23

3anmouenne OKK: flekapcTaeHHbiil npenapat AMHKCHH® TalineTm, NoKpbIThiE NAeHOUHOR oGonoyxol, 125 Mr cepua 90920
cooteercrayer HA NCP-000175/08-230117, usm.Nel, usm.Ne2, uam.Ne3, usm.Ned

HauansHuK oTpena:

-

MoAAMHHUK 3NEKTPOHHOTD ADKYMEHTa,
NCANUCAHHOIO MNEKTPOHHON NOANKCHIO, XPAHMUTCA B
cucteme IMMC Dapmeranaapr

CBEAEHWA O CEPTUDMKATE 3N
Ceprudukar: 00d7b542671e000bbBeal1f6cfBf96cala
Komy 8biaaH: /ibicenko Exatepuna AnexcanaposHa

\ AeficTeutenen: ¢ 28.07.2020 no 28.07.2021
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Aara Boilaum 3aKNIONEHMA O KavecTee 05,10.2020




