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HZ P N003846/01-110518, usm.Ne1, uzm.Ne2

Aara HaumeHoBaHue Tpebosanua HA, Pe3ynbtatbl aHanW30B/UcNbITaHUK
aHanusa nokasarteneu
25.07.2022 OnucaHue BusyaneHeil Cootsercrayer
Kpyraesle nnockouunuHapuyeckue Tabnerku Kpyrable nnockoumMHapuyeckue
6enoro unu noutu Benoro uBeta, cnerka TabneTku noutk Genoro UBeTa, crerka
MpamopHble, MpamopHble,
Mo BHeWwHeMy BUAY AONMKHbI COOTBETCTBOBATL
TpeboeaHmam Md XIll, 0C,1.4.1,0015.15
«Tabnetku»
25.07.2022 NoaNMHHOCTL KayecTBeHHble peakuum: Coortsercrayer
- PeaKUMA WeNOYHOrOo rMApoamusa O6pasyetca benbii KpUCTanNMyeckuit
O6pasosaHue 6e0ro KPUCTANNMYECKOTO OCAAKE. 0Caf0oK.
KayecTBeHHbIEe peakuum: Cooteetcreyer
- PeaKUMA C 3TaHONOM 95 % U pacTeopom MNoAsnAeTcA 3anax aTmnauerara.
KOHUEHTPHMPOBAHHOM CEPHOM KMCNOTSI
MNossnexue 3anaxa aTunauerara
KauyecTBeHHbIe peakumum: Cooreercrayer
- peakuua ¢ pactBopom xenesa (1) xnopuaa MosBnAeTca proneTosoe okpawmnsaHve.
MossneHue p1ONETOBOro OKPaWINBAHMSA
KavecTBeHHble peakumm: CootsetcTayer
- PEAKUMA KUCAOTHOIO rMaponu3a MNoAsnAeTCA 3anax yKCYCHOM KMCAOTI.
MoABneHWe 3anaxa yKCyCHOW KMCAOTbI
KayecreerHble peakumm: Cootsetctayet
- peakumsa c pacteopom GbopmannHa MoAsnAeTcA po30B0e OKpalUMBaHKE,
MNoABAeHME PO30BOTO OKPaLWMBAHUA
25.07.2022 CpepnHas macca PacueTHo-Becosom 599,8 mr
TabneTok ot 570,0 o 630,0 mr
25.07.2022 Tanek, aapocun ro Xl 2,1%
He 6onee 3,0 %
25.07.2022 PacteopeHme ® XIll, cnektpodoTomeTpuyeckuii 96,0 %
He meHee 75 % (Q) aLeTMNCaNULMNOBOM KMCAOTbI
4Yepes 45 MuH
25.07.2022 PoactBeHHbie npumeck: CnexkTpodoTomeTpuseckui 0,15 %
canuuMNoBan KucnoTa He 6onee 0,25 %
25.07.2022 OpHopogHocTs I'® XIll, cnocob 2, pac4eTHo-BecoBoM 2,2%
A031UPOBAHMA AV<15%
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25.07.2022 KonwuectseHHoe TUTPUMETPHUYECKMIA 499,3 mr
onpeaenexHme Ot475,0 a0 525,0 mr, c4MTan Ha CPEAHIOKD MAcCy
0AHOM TaBneTkn
25.07.2022 Mukpobuonoruueckan e Xlil, Kateropua 3A Menee 10 KOE/r
yucToTa O6wee 4Mcno a3po6HbBIX MUKPOOPraHM3MOB — He
Bonee 1073 KOE 8 1r
o XllI, Kateropus 3A Menee 10 KOE/r
ObLwee YACNO APONIKEBbIX U MAECHEBbIX rpubos -
He Gonee 1072 KOEB 11
r® Xlll, Kateropua 3A Otceyrerayer
OtcyTtcTame Escherichiacoli 81 r
25.07.2022 Ynakoska B cootserctamm c HA P NO03846/01-110518 Coorsetcrayet
Mo 10 TabNeTOK B KOHTYPHYIO AYeiKOBYIO YNaKoBky Mo 10 TabneToK B KOHTYPHYIO AYEMKOBYIO
M3 NAEHKKU NONUBUHWUNXNOPUAHOM U HONLII YN3KOBKY U3 NNEHKK
ANKOMWHWEBOKM NEYATHOM N3KMPOBAHHOIA. NONUBUHWUNXNOPUAHOM U donbru
aNOMUHUEBOM NeYaTHON
NaKkMpoBaHHON. 250 KOHTYPHBIX
AYEMKOBLIX YNAKOBOK C PaBHbLIM
HONWYECTBOM WHCTPYKLMIA B Kopobe.
25.07.2022 MapkupoBka B cooTsercTaum ¢ HA P N003846/01-110518, Cootsercreyer

n3m.Nel, mam.Ne2

1) NepBuYHan ynakosKa.

Ha KOHTYPHOI A4elKOBOM YNakoske, NoMeLLaemoi
B NayKy, yKasbiBalOT COKPAWEHHOE HAaUMEHOBaHMKe
NPeAnpPUATWUA-NPDON3BOAMTENA U 0 TOBAPHBbIM
3HaK, TOProBoe HaMMEHOBAHME NpenapaTa
(coBnanaer ¢ rpynNNMPOBOYHBIM HaMMeHOBaHUeM),
NeKAPCTBRHHYI0 GOPMY, AO3MPOBKY, HOMEP cepum,
CPOK rogHoCTH. [IoNYCKaeTCA HaHeceH e
$apmarkoga.

Ha KOHTYPHOW A4elKoBOM 1 Be3baveiikosoi
ynaKoBke 6e3 BNOKEHUA B NaUKy yKa3bIsatoT
COKPaLWEeHHOe HaUMEHOBaHWe
NpeanpUATUA-NPOM3BOANUTENA, Er0 TOBAPHbIN 3HaK,
CTPaHy, aapec, Ten./dakc, caiiT, Toprosoe
H3auMeHOBaHWe npenapara (coBnagaer ¢
rPYNMUPOBOYHBLIM HAMMEHOBAaHWEM),
NeKapCTeeHHyo GopMy, A03MPOBKY, KOAMYECTBO
TabneTok B OAHOM YNAKOBKeE, YCNOBMA XpaHEeH KA,
«XpaHWTb B HEAOCTYNHOM ANA AeTel mecten, «na
npuema BHyTpb», « Mepbl NPeaoCToPOXHOCTH:
CMOTPU MHCTPYKUMIO MO NPUMEHEHMION, YCNOBUA
OTNYCKE, PETMCTPALMOKHLIA HOMEP, HOMEp cepuu,
CPOK roAHOCTH, WTPUX-KOA.

HAonyckaetca HaHeceHne dapmakoaa.
AononHuTensHo MOryT GbiTh HaHECEHBI CPEACTRA
UAEHTUUKALMN LNA CUCTEMBI MOHWUTOPMHIA
ABWKEHWA NIeKapPCTBEHHbIX NPEnapaTtos ana
MEANULMHCKOTO NPUMEHEHMA (METOA0M NeYaT Ua1
CTUKEepPOBaHMA).

2) BropuuHan ynakoBKka.

Ha nauke yKa3biBalOT COKpaLLEHHOe
HauMeHOBaHWeE NPeANPUATUA-NPOM3BOAUTENA, €0
TOBapPHbIN 3HaK, CTPaHY, aapec, Ten./pake, caiT,
TOProBoe HauMeHoBaHKWe npenapara (coBnaaaer ¢
TPYNAMPOBOYHLIM HAMMEHOBAHWEM),
NEKAPCTBEHHYIO GOPMY, A03UPOBKY, KOMMYECTBO
TabNeTOK B OAHON YNAKOBKE, YCNIOBUA XPAHEHHS,
«XpaHuTL B HEAOCTYNHOM ANA aeTeit mecTen, «na
npuema BHyTpb», «Mepbl NPefoCTOPOKHOCTH:
CMOTPM MHCTPYKUMIO MO NPUMEHEHMION, YCNOBKUA
OTNYCKa, PErMCTPALMOHHDBIA HOMED, HOMEP CEpUK,
CPOK roAHOCTW, WTPUX-KOZ, hapMaKos,.
[ononHutensHo moryT BsiTh HaHeceHbI

1) NMep8suyHan ynakoska.

Ha xoHTypHOI AauelikoBoM ynakoske 6ea
B/IOMEHUA B NayRy YKa3aHsbl
COKPALLEHHOE HAUMEHOBaHME
NPeanpUATUA-NPOU3BOAMTENR, €r0
TOBAPHLIW 3HaK, CTPaHa, agpec,
Ten./dakc, caiT, Toprosoe
HaumeHoBaHuWe npenapara (coenagaer ¢
rPYNNUPOBOYHBLIM HAUMEHOBAHUEM),
NeKapcTBeHHan popma, A03MpoBKa,
KONMYecTBO TaBNeTOK B 04HOI ynaKoBke,
YCNOBWUA XPaHEHMWA, «XPaHWUTL B
HeAoCTYNHOM ANA AeTeit mecte», «na
npuema BHyTpb», «Mepbl
MPeAoCTOPOKHOCTU: CMOTPM
WMHCTPYKLMIO NO NPUMEHEHUIO», YCNOBUA
OTNYCKa, PErMCTPaUMOHHLIN HOMEp,
HOMep Cepum, CPOK roAHOCTH,
WTPUX-KOA,

[ononHwTensHo HaHeceHb! cpeacTea
MOEHTUDUKALMU 4NA CUCTEMbI
MOHUTOPUHIA ABUKEHUA NEKAPCTBEHHbIX
NpenapaTos ANA MeAMLMHCKOro
NPUMEHEHWA (METOAOM CTUKEPOBAHMA).
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MOHWUTOPUHIa ABUMEHWA NEeKapCTBEHHbIX

(meTonom nevatu wam cTMkepoBaHmA).

TeXHONOrMYECKME METKW OTAMYMA (B 0603HaYEHHOM
30He) M CPeaCTBa MAEHTUOMKALMM ANA CUCTEMbI

NPENapaTos ANA MEAUUMHCKOrO NPUMEHEHWA

25.07.2022

XpaHeHue

Mpu Temnepatype He Bbiwe 25 °C

Cooreercrayer

25.07.2022

Cpok rogHocTu

4 ropa

loaeH no 01.08.2026

3akntouenne OKK: flekapcTBeHHbIM npenapar Auetuacanu umnosaa kucnota Tabnetku, S00 mr cepua 3450722 cootsercteyer HA P
NO03846/01-110518, m3m.Nel, uam.Ne2

HauyanbHuk otgena:

f

MOANMHHWK SNEKTPOHHOTO AOKYMEHTE,
noganucaHHoro SIIEKTPOHHOE nognuUcebro, XPAHWUTCA B
cucreme JIMMC Qapmcranaapr

CBEJEHWA O CEPTUDMKATE 3N
CepTtndukar: 0273487D008EADAESE433C262261D693DA
Komy BblaaH: Muicerko ExatepuHa AnexcaHaposHa
L,QEHCTBMTeneH: ¢ 24.08.2021 no 24.08.2022
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Aara Bbiaaum 3aKNK0YeHMA 0 KavecTee 26.07.2022




