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HZ P N003846/01-110518, uam.Nel

AHanM3bI/MCNbITAaHNMA NPOBEAEHBI B COOTBETCTBMM ¢ HJ,

Lara HaumeHoBaHHe TpeboBaHua HO, PesynbraTbi aHanM308/ucnbiTaHMie
aHanusa nokasarvenem
14.09.2021 OnucaHwve Bu3yanbHbli Cootsetcrayer
Kpyrasle nNoCKoUUNMHAPHUYECKKUE TaBNETKH Kpyrable NNoCKOUUNMHAPUHECKME
6enoro unu no4tk Benoro uBera, cnerka Tabnetku noutu Genoro usera, cnerka
MpaMOpHbie. MpPaMOpHbIe.
Mo BHeWwHemy BUAY AOMKHLI COOTBETCTBOBATL
TpebosaHmam Md XlIl, O®C.1.4.1.0015.15
«Tabnerkmn»
14.09.2021 NoaAUHHOCTE KavecTBeHHble peakuuu: CooteetcTeyer
- PEAKUMA WEeNOYHOr0 rMapoNn3a O6pa3syeTca 6enbiit KPUCTANNMYECKHIA
QO6pasosanne 6n0ro KPUCTANNMYECKOTO 0CaAKa. 0OCafoK.
KayecTBeHHbIe peakunm: CootsetcTeyer
- PEAKUMA C ITAHONOM 95 % 1 pacTBopom MoaBnAeTcA 3anax aTunayeTara.
KOHUEHTPUPOBAHHOW CEPHOW KUCNOTbI
NoasneHwe 3anaxa sTMnauerarta
KayecTseHHble peakumu: Cootsercreyer
- peaKkuma ¢ pacteopom wenesa () xnopuaa Nosensetca GUONETOBOE OKpPaLUMBAHME.
MNosenexne GUONETOBOrO OKPALIWBAHMA
KayecTBeHHble peakuuu: CoorseTtcreyer
- PEaKUMA KUCNOTHOTO ruapoNm3a MoRBNAETCA 3aNax YKCYCHOM KMCNOTbI.
NoRBNeHKe 3anaxa YKCYCHOM KUCNOTbI
KauecTBeHHble peakumu: Cooteercreyer
- peakuuma ¢ pacteopom dopmanuHa MoaBnAeTca pO30BOE OKPaLLMBaAHME.
MoABNEHWE PO3OBOrO OKPALWMBAHMA
14.09.2021 CpepgHas macca PacyeTHO-BECOBOW 599,0 mr
Tabnertok 01570,0 ao 630,0 mr
14.09.2021 Tanbk, asapocun ra Xl 2,2%
He 6onee 3,0 %
14.09.2021 PacTeOpeHue r@ Xlll, cnekTpodoToMETPUHECKMIA 94,3 %
He meHee 75 % (Q) aueTuncanvuunoBOM KWCNOTbI
yepes 45 muH
14.09.2021 PoAcTBeHHble npumec: CnexkTpodoTomeTpuyeckui 0,15 %
CanMUKUNOBAA KUCNOTA He 6onee 0,25 %
14.09.2021 OAHOPOAHOCTL r'® XIll, cnocob 2, pac4eTHO-BECOBOM 2,6%
L03UPOBAHKUA AV<15%
14.09.2021 KonuyecrseHHoe TUTPUMETPUHECKUH 501,6 mr
onpeaeneHue 07475,0 A0 525,0 Mr, cunTan Ha CpeaHIoK Maccy
0AHOM TabneTkn
14.09.2021 Mukpoburonoruyeckan r® XllI, Kareropua 3A Menee 10 KOE/r
YUCTOTE Obuiee 4Mcno aspobHbLIX MUKDOOPFraHW3MOB — He
6Gonee 10A3 KOE B 1r
o X, Kateropus 3A Menee 10 KOE/r
O6Liee HYUCNO APOHIKEBDIX M NNECHEBLIX PUBOB -
He Bonee 1072 KOEB1r
r'® Xlil, Kateropua 3A OtcyTtcTeyer
OTcyrcreme Escherichiacoli 81 r
14.09.2021 Ynakoska B cooteerctemu c HA P NOO3846/01-110518 CoorsercTeyer
Mo 10 TabneToK B KOHTYPHYIO AYENKOBYIO YNaKOBKY Mo 10 TabneTok 8 KOHTYPHYIO AYEHKOBYHO
M3 NNEHKK NOIMBUHWAXNOPUAHON M GoNbru YNAKOBKY U3 NNEHKK




$.0639/4

Crp. 2u3 2

Nacnopt Ne 040000264161
ALETHACANMLMNOBAA KUCAOTa Tabnetkm, 500 mr
Cepus; 5620921

ANOMWUHWEBOKM NEYATHON NAKMPOBAHHON.

NOAMBUHWUNXNOPMAHOM W hoNbru
a/1IOMUHKUEBOI NeYaTHON
NaKUPOBAHHOM, 250 KOHTYPHBIX
AYEKOBBIX YNAKOBOK C PaBHbIM
KONMYECTBOM MHCTPYKLMIA B KOpo6e,

14.09.2021 MapkupoBKa B cooTtBeTcTBMM C HAOP N003846/01-110518, Coorsercrayer
u3m.Nol
1) NepeunuHan ynakoeka. 1) NepBKYHan ynakosxa.
Ha KOHTYpHO# AYeiikoBOI ynakoBke 6e3 BaokeHuA Ha KoHTypHOI Adelikosoit ynakoske Ges
B NayKy yKasbiBalOT HAUMEHOBaHWe BNOMEHMA B NAYKY yKa3aHbl
MPEANPUATUA-NPOUIBOAUTENA, Er0 TOBAPHBIM 3HaK, HaumeHoBaHWe
aapec, Ten./dakc, caiT, TOprosoe HaMMeHoBaHKe NPeANPUATMA-NPOMU3BOAUTENS, EFO
npenapata (CoBnaAaer ¢ rpynnupoBoUHbIM TOBApPHbIA 3HaK, aapec, Ten./daxc, camr,
HaUMeHOBaHMeM), NeKapcTBeHHYI0 popmy, TOProBoe HauMeHoBaHue npenapara
AO3MPOBKY, KONMYECTBO TaBNETOK B OAHOM (cosnapaet ¢ rpynnuposouHbim
YNaKOBKE, YCNOBUA XpaHeHUS, «XpaHUTb B HaMMEHOBAHWEM), NIeKapCTBeHHaER
HEAOCTYNHOM ANA AeTei mecte», «ns npuema $opma, A03MpPOEBKa, KonMYecTsO
BHYTPbY, «Mepbi NpeAoCTOpOHOCTH: CMOTPH TaBNeToK B OAHOM yNakoBKe, ycnosua
MHCTRYKUMIO NO NPUMEHEHMIO», YCNOBMA OTNYCKE, XP3HEHUA, «XPAHWUTL B HELOCTYNHOM AN
PErUCTPAUMOHHBIA HOMEp, HOMEp CepuM, CPoK AeTER MecTen, «[InA npuema BHYTPb»,
FOAHOCTH, WTPUX-KOA, «Mepbl NPEAOCTOPOKHOCTH: CMOTPH
HononH1TENbHO MOTYT BbiTh HaHECEeHBI cpencTsa MHCTPYKLMIO NO NPUMEHEHMIOY, YCAOBUA
WOEHTMOUKALMK ONA CUCTEMDI MOHUTOPUHra OTNYCKa, PerucTpaLnuoHHbIid Homep,
ABMKEHUA NeKAPCTBEHHbIX NPenapaTos A/A HOMep CepuM, CPOK rOAHOCTY,
MEAWUMHCKOrO NpUMeHeHuA. Jonyckaerca WTPHUX-KOA,
HaHeceHue papmakosa. LONONHUTENBHO HAHECeHBbI cpeacTea
MASHTUOMKALKUK ONA CUCTEMBI
MOHUTOPMHIA ABMHEHWA NEKAPCTBEHHbBIX
Npenaparos 41A MeAMULMHCKOMO
NPUMEHEHMA,
14.09.2021 XpaHeHue Npu Temnepatype He Bbiwe 25 °C Cootsercreyer
14.09.2021 CpoK rogaHocTu 4 rona fogen no 01.10.2025

3aknouenme OKK: NlekapcTeeHHbIi npenapar AUETMNCANMLMNOBAA KNCNOTa TaBNeTKY,

NO03846/01-110518, n3m.Ne1
MepsbliA 3aM. HauanbHKKa

oTaena:

MOANMHHUK INEKTDOHHOTO AOKYMEHTa,
NOANMCAHHOTO 3NEKTPOHHOM NOANKCHIO, XPAHUTCA B

cucteme SIMMC Capmcrangapr
CBEAEHWA O CEPTUGMKATE 30

CepTidurat: 0254dccc0065adb3934a92d565398af01
Komy BbinaH: Baitbakoe Oner Cepreesuy
AeAcTeuTeneH: ¢ 14.07.2021 no 14.07.2022
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500 mr cepua 5620921 cooTeercTeyeT HA P

Hara BbIAaum 3aKNKYEHUA O KauecTRe 15.09.2021




