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HaumeHoBaHue npenapara no Hf]

Homep cepumn 7901222
Aara npoussoacTea 25.12,2022 fopen po 0127

AHanusbl/MCNbITAaHUA NPOBEAEHbI B COOTBETCTBMM ¢ H]

AuetTuncanmumunosan kucnota Tabnetku, 500 mr
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Konuuectso npoayKumuu B cepum (T.ynak) 90,847

HA P NO03846/01-110518, uam.Nel, uam.Ne2, uam.Ne3, nam.Nod

HAara HaumeHoBaHue Tpebosanua HA Pe3ynbTaTbl aHaNM30B/UCNbITAaHWA
aHanusa nokasarenei
30.12.2022 OnucaHune Bu3yanbHbiin CootsetcTayeT

Kpyrasie naockouunmHapuyeckue Tabnetkm
benoro nnu noytn Benoro uBeTa, cherka
MpamopHble.

Mo BHewWwHeMy BUAY A0/NKHbBI COOTBETCTBOBATL
TpebosanHuam ' Xlil, 0PC.1.4,1.0015.15
«Tabnetkm»

Kpyrabie NNOCKOUMNAMHAPUYECKIME
TabneTkm noutn 6enoro useTa, cnerka
MpPamopHble,

03.01.2023 NoaNMHHOCTL KauyecTeeHHble peakuum:
- PEAKUMA WEeNOYHOro rnaponunsa

O6pasoBaHue 621010 KPUCTANNMHECKOTO OCaAKa.

KauecTseHHble peakuuu:

- peakuma ¢ araHonom 95 % 1 pacTBOpom
KOHUEHTPUPOBaHHOW CEPHON KUCNOTbI
lNoasneHune 3anaxa aTwnaueraTa

KayecTBeHHble peakumn:
- peakuma c pacteopom xenesa (lll) xnopmaa
Nossnenne GUoNeToBOro OKPaWMBAHUA

KayecTBeHHbIe peakLmum:
- PeaKLua KUCNOTHOTO THAPONN3a
MossneHue 3anaxa yKCyCHOM KUCNOTbI

KauecTeeHHbIe peakLuu:
- peakuuA c pacTBopom GopmManuHa
NoABneHue po3oBOro OKPAWUBAHUA

CoortsercreyeT
O6pasyeTca Genbiit KpUCTaNNUHECKUA
0CafoK.

Cootsercreyer
MNoasnseTcA 3anax 3TunauerTaTa

CooTBeTcTByeT
NossnseTcA GroneToBoe oKpalMBaHue

CootseTcTayeT
MoABNAETCA 3anax YKCYCHOR KWCNOTbI

CootseTtcTByeT
NoasnAeTCA po30BOE OKpalWBaHWe

03.01.2023 CpeaHan macca PacyeTHO-BeCOBOM 601,2 mr
Tabnetok o1 570,0 go 630,0 mr
03.01.2023 Tanbk, aapocun e po 1,9%
He 6bonee 3,0 %
03.01.2023 Pacteopenme I'® Pd, cnekTpodoTomMeTpUUECKUiA 95,4 %
He meHee 75 % (Q) aLeTMNCaNMUHUNOBON KMCNOTbI
yepes 45 MuH
03.01.2023 PopcTBEHHBIE NPUMECH: CnekTpodoTOMETPUHECKNIA 0,15 %
CanULMNOBARA KMCNOTA He 6onee 0,25 %
03.01.2023 OpHOpOAHOCTDL o Pd, cnocob 2 2,6 %

A03MPOBaHUA AV<15%
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03.01.2023 KonuuyecTteenHoe TUTPUMETPUHECKUA 509,5 mr
onpeaeneHue 01 475,0 po 525,0 mr, c4MTan Ha CPeAHIOI0 Maccy

oAHOK TabneTku

03.01.2023 Mukpobuonorudeckan P Xill, Kareropua 3A Menee 10 KOE/r

4YucToTa O6uiee yneno aspobHbiXx MUKPOOPTaHUIMOB — He

6onee 1073 KOE 8 1r
re® Xill, Kateropua 3A Menee 10 KOE/r
O6Liee HMCNO APOHOIKEBBLIX U NNECHEBbIX rPUboB -
He 6onee 102 KOEs 11
r® X, Kateropwa 3A OtcyrcTByeT
Otcytcreume Escherichiacoli 81r

03.01.2023 YnakoBKa B cooteeTcTaum ¢ H/L P NO03846/01-110518, CooTsetcTayeT
u3m.Ned
Mo 10 TabneTok B KOHTYPHYIO AYEWKOBYIO YNAKOBKY Mo 10 TabneTok B KOHTYPHYIO AYEHKOBYHO
W3 NNEHKU NONUBUHUNXNOPUAHON W hoNbIK YNaKOBKY U3 NNEHKK
aNIOMMHUEBOM NEYaTHOM NaKMPOBAHHON, NONMBUHWUAXNOPUAHOR 1 GONBIN
JloNyCKaeTCA KOHTYPHbIe AYEKOBbIE YNaKOBKK ANIOMUHWMEBOW NEYaTHOM
NOMeLLaTh B FPYNNOBYIC YNAKOBKY C PaBHbIM NAaKWPOBAHHOM.
KONUYECTBOM MHCTPYKLMAA, 250 KOHTYPHBIX AYEWKOBbIX YNAKOBOK C

PaBHbIM KONWYECTBOM MHCTPYKLMIA B
kopobe,
03.01.2023 MapKuposka B cootseTcTamMu ¢ HA, P NO03846/01-110518, CooTBeTcTeyeT

n3am.Nel, mam.Ne2

1) NepBuyHan ynakoBKa.

Ha KOHTYpHOI AYEAKOBOM YNakoBKe, NOMELaeMon
B NAYKy, yKa3biBalOT COKPALIEHHOE HAUMEHOBaHKWe
NPeANPUATUA-NPOU3BOANTENA U €r0 TOBAPHbIN
3HaK, TOProBOe HaMMeHOBaHMe Npenaparta
(coBnagaer ¢ rpynNUPOBOYHBIM HAUMEHOBAHWUEM),
NeKapcTeeHHyIo Gopmy, AO3MPOBKY, HOMEP CEpUM,
CPOK roAHOCTH. JIONYCKAeTCA HaHeCeHHe
dapmakoaa.

Ha KOHTYpPHOM A4eKOBOM KM Be3bAyeitkoBoi
ynakoske 6e3 BNOXEHUA B NAYKY YKa3bIBAOT
COKpaLieHHOe HaUMEeHOBaHWe
NpeANpPHATUA-NPOU3IBOANTENA, EMO TOBAPHbINA 3HaK,
cTpaHy, agpec, Ten./dakc, caiT, Toprogoe
HaMMeHOoBaHMWe npenapata (coenaaaeT ¢
rpYNNMPOBOYHBIM HAMMEHOBAHNWEM),
NeKapcTaenHylo Gopmy, A03UPOBKY, KONWYECTBO
TabneTok B 0AHOM YNAKOBKE, YCNOBMA XPaHEHMSA,
«XpaHWTb B HEAOCTYNHOM ANA AeTel mecTen, «Ana
npuema BHyTpb», « Mepbl NPeoCTOPOKHOCTH:
CMOTPM MHCTPYKLMIO N0 NPUMEHEHMIOY, YCNOBUA
OTNYCKA, PErMCTPALMOHHBIA HOMEP, HOMEP CEPWM,
CPOK FOAHOCTH, LUTPUX-KOA.

JlonyckaeTca HaHeceHue dapmakopa.
JlononHuTensHo MoryT BbiTh HaHECeHbl cpeacTBa
WAEHTUGMKALMKM ANA CUCTEMBI MOHUTOPHHTA
ABUMEHMA NEKAPCTBEHHbIX NPENapaTos ANA
MEAMLIMHCKOTO NPUMEHEHUA (METOAOM NevaT nnun
CTUKEPOBaHMA).

2) BTropuuHan ynakoska.

Ha nauke YKa3biBaT COKpauleHHoe
HaNMEHOBaHWE NPeANPUATUA-NPOU3IBOANHTENA, Er0
TOBapHbIA 3HaK, CTpaHy, aapec, Ten./dakc, cauT,
TOproeoe HaMmmeHoBaHWe npenapaTta (CDBI‘IGABET c
rPYNNUPOBOYHBIM HAMMEHOBAHUEM),
NeKapcTeeHHyio GopMmy, 03MPOBKY, KOAWYECTBO
TabneTok B 0AHOMH YNAKOBKe, YCNOBHUA XPaHEHMA,
«XpaHUTb B HEAOCTYNHOM AnA aAeTelt mecten, «[Ana
npuema BHyTpb», « Mepbl NPeAoCTOPOMHOCTM:
CMOTPH MHCTPYKUMIO NO NPUMEHEHUIOY, YCNOBUA
OTNYCKA, PEruCTPaLMOHHBIA HOMED, HOMED Cepuu,

1) Nepe1yHan ynakoska.

Ha KOHTYpHO#M auelkoBon ynakoske 6e3
BNOMEHWA B NAYKY yKa3zaHbl
COKPALLEHHOE HAMMEHOBaHKUE
npeAnpUATHA-NPOU3BOAMTENSA, €0
TOBapHbIX 3HaK, CTpaHa, aapec,
Ten./dakc, caitT, Toprosoe
HaMMEeHOBaHWe npenapara (coBnagaer c
rpyNNUpPOBOYHLIM HAUMEHOBAHUEM),
nexapcTeeHHan Gopma, A03INPOBKa,
Konu4ecTso TabneToK B O/HOW yNaKoBKe,
YCNOBUA XpaHEHUA, «XpaHUTL B
HeAOCTYNHOM ANA AeTer mecTe», «[ina
npuema BHyTpby, «Mepbi
NPeaoCTOPOIKHOCTH: CMOTPKU
MHCTPYKLMIO NO NPUMEHEHHION, YCNOBUA
OTNYCKa, PErucTPaLMOHHbIA HOMEp,
HOMEp Cepun, CPOK roAHOCTH,
WTPUX-KOA.

Hanecen dapmakoa,.

[OoNOAHWTENBHO HaHeCeHbl CpeacTaa
MAEHTADUKALMM ANA CUCTEMBI
MOHWTOPUHIa ABUMEHUA NEKAPCTBEHHbIX
npenapaTos ANA MEAULWHCKOTO
NPUMEHEHMA (METOAOM CTUKEPOBAHMA).
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CPOK FOAHOCTH, WTPHUX-KOA, hapmakoa.
JononHuTensHo MoryT BbiTh HAHECEeHbI
TEXHONOTMYECKUE METKW OTAH4MA (B 0603HaYeHHOM
30HE) U CPeACTBa MAEHTUDUKALMM ANA CUCTEMBI
MOHUTOPUHTA ABMMKEHUA NEKAPCTBEHHbIX
npenapaTtos ANA MeAULMHCKOTO NPUMEHEHUA
(MeTo0M NeYaTH MK CTUKEPOBaHWA),

03.01.2023 XpaHeHue MNpw Temnepatype He Bbilwe 25 °C CootsetcTayeTr

03.01.2023 CpoK rogHoCTH 4 ropa lopex go 01.01.2027

3aknouenmne OKK: NlekapcTeeHHbIA NnpenapaTt ALeTUNcaniumnnoBan Kucnota Tabnetkn, 500 mr cepun 7901222 cootsetcteyeT HA P
N003846/01-110518, m3m.Ne1, uam.Ne2, uam.Ne3, uam.Ned

Beaywimii cneymanmcr (no
KauyecTsy roToBOro
npoaykra):

MoANUMHHWUK 3NEKTPOHHOTO AOKYMEHTa,
NoANUCAHHOrO 3NEKTPOHHOM NOANUCLIO, XPAHUTCA B
cucreme JIMMC ®apmcTangapt

CeptudukaT: 03AFDIA30071AE24A24 BABSF1E520040E8
Komy BbiaaH: Kanuuwesa Hapewxna EsreHbesHa
\Aeﬁcmmeneﬂ: ¢ 08.04.2022 no 08.04.2023 Yy,

Jara sbigaym 3aknoueHns o kavecrse 04.01.2023
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