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Haumenosanue npenapara no HAO

Homep cepum

370321

HAara npounssoacrea 24.03.2021

AHanusbl/ucnbitanua NpoBeAeHbl B COOTBETCTBUM ¢ HJ

logex go 04 23

$.0639/4

Crp.1u32
Macnopr N2 040000230267
MycTbIpHKKa 3KCTPaKT TabneTku 14 mr
Konwnuecrso npogykuuu B cepuu (t.ynak) 77,750

@Cn NCP-002619/09-020409, n3m.Nel, nam.Ne2, nam.Ne3,

u3m.No4, nam.Ne5,mu3m.Ne6, M3M.N97, u3m.Ne8, nam.Ne9,

n3m.Ne10, uam.Ne11, usm.Ne12

HAara HaumeHoBanue Tpe6osanua HJ, Pesynbrarel aHanusoBs/ucnbitTaHmii
aHanusa noKasartenei

30.03.2021 Onucanue BusyanbHbii Cooteercreyer
TaGnetxu kpyrnbie, ABOAKOBBINYKAbIE
CBETNO-KOPUYHEBOrO LUBETA € BKPANAEHUAMMU OT Tabnetkun kpyrmsie, ABOAKOBbINYKNbIE
No4Ti GeNoro 0 TeMHO-KOPMYHEBOro ugera. CBETNO-KOPUYHEBOTO LBETA €
Mo sHewHemy BuAY AOMKHBI COOTBETCTBOBATS BKpanneHuAmMn ot noyt 6enoro 4o
Tpe6osaHmam ' XIil, 0ObC.1.4.1.0015.15 TEMHO-KOPHUYHEBOro ugeTa.
«Tabnetkmn,

30.03.2021 NoanuHHoCT TCX Coorserctayer
Ha xpomarorpamme vcnbityemoro pacreopa Ha xpomarorpamme MCMbITYeMOro
AOMKHO 0BHaPYHMBATLCA HE MeHee ABYX 30H PacTeopa 06HapY)KMBAIOTCA He MeHee
C1peHesoro usera c Rf 0,2 no 0,9 (puaonas). ABYX 30H cupeHesoro useta ¢ Rf 0,2 oo
Aonyckaetca o6HapyeHue OpPYruX 30H. 0,9 (pugoungsl). O6HapyeHbl apyrue

30HbI.

KauecteeHHble peakuyuim: Cootsercrayer
- C PacTBOPOM enesa OKCUAHOTO XNop1aa — MonBnAeTcA KOpU4HEBOE C 3eN1EHOBATLIM
AOMKHO NOABUTLCA KOPUYHEBOE C 3ENEHOBATHLIM OTTEHKOM OKpaluMBaHue.
OTTEHKOM OKpawusaHue (aybunsHoie Bewecrsa);
KauecrsenHble peakuuu: Cootsetcrayer
- C PEaKTUBOM DEUHIA = NPU HarpesaHuu aonweH Mpu HarpesaHun BeINagaer ocagok
BbiNafaTh OCAA0K KPACHO-KMPNMYHOrO LIBETA KPacHO-KMPNMYHOro useTa.
(BoccTaHaBauBaiowme Beulecrea).

30.03.2021 OAHOPOAHOCTL MacChi o Xl 201,9 mr
CpeaHan macca Tabnetok
071185 g0 215 mr
AonycTumoe oTKNOHeHMe + 7,5 % -3,9%-2,0%

30.03.2021 Tanek re X 2,0%
He Gonee 3 %

30.03.2021 Pacnapgaemocts T Xill 12,0 mun.
He Bonee 15 muH

30.03.2021 KonuyecteeHHoe CnekTpodoTomeTpuyeckuis 0,09 mr

onpeaenexHue ConepwaHue cymma ¢$naBoHoMA0B B Tabnetke B

NepecyeTe Ha pyTWH He meHee 0,06 mr

31.03.2021 MukpoBuonoruyeckan ' Xlil, kateropus 36 40 KOE/r

yucToTa O6uwee 4ncno aspobHbix MWKPOOPraHM3MOB — He

Gonee 1074 KOEB 1T
F'® Xlll, kateropua 36 MeHee 10 KOE/r
ObLiee YMCNO APOMIKEBBIX M NNECHEBbIX rpubos —
He Gonee 1072 KOEB 1 r
D Xill, kateropua 36 Orcyrersyer
Orcyrereue Escherichia colia 11
I'® Xlll, kateropua 36 OtcyTcTByeT
Orcyrereume Salmonella spp.810r
e XIil, kateropua 36 Otcyrerayer
OtcyTcTaue Staphylococcus aureuse 1 r
r® X, kateropus 36 Menee 10 KOE/r




$.0639/4

Cmp.2u32

Macnopt Ne 040000230267
NycTbipHmKa akcTpaKT Tabnetku 14 mr
Cepun: 370321

IHTEPOBAKTEPHH, YCTOMYMBBIX K Henyu = He bonee
1072 KOEB 11

30.03.2021 Ynakoska B cooteercTBumM ¢ OCN nCP-002619/09-020409. Cootsetcrayer
n3m. Ne2, usm. No4, uam. Ne 6, n3m. N7, uam,Ne9
Mo 10 tabnerok 8 KOHTYPHYI0 AYEKOBYIO ynaKoBKy No 10 rabnerok 8 KOHTYDHYIO A4YeiKoByto
13 NNEHKM NONIMBUHUNXNOPUAHOM 1 donbri YNaKOBKY M3 NNEHKK
ANHMUHUEBOM NeYaTHON NaKMPOBAHHOM, MONMBUHUNXNOPUAHOI U GONBFU
aNIOMUHUEBOM NeYaTHON
NAaKWPOBaHHON,
250 KOHTYPHBIX AYEKOBbIX YNaKoBOK ¢
PaBHLIM KONMHECTBOM UHCTPYKUMI no
NPUMEHEHUI0 B Kopobe,
30.03.2021 MapkupoBka B cooteetcTanm ¢ @CM J'ICP-002619/09~020409, Cootsercrayer
M3M. No3, usm, Nod, uam, Ne5, u3m. Ne 6, uam. Ne7,
M3m.Ne10, nam.Ne11 MNepeuyHan ynakoska.
MNepeuyHan ynakoska. Ha KoHTYpHO AuelikoBoi YNaKoBKe
Ha KOHTYpHO# Auelikosoi YNaKoBKe yKa3blBaloT YKa3aHbl HaUMeHoBaHue
HauMeHoBaHue NPEANPUATUA-NPOU3IBOAKTENS, ero NPEANPUATUA-NPOMIBOAMTENA, ero
TOBapHbLIM 3HaK, aapec, Ten./dakc, caiit, Toprosoe TOBApPHbIA 3HaK, agpec, Ten./dakc, caiir,
HaumeHosaHue npenapara, NEeKapCTBEHHYIO TOProBoe HaumeHosaHme npenapara,
dopmy, A03MPOBKY, KONKYeCTBO Tabnetok 8 NeKapcTeeHHan gopma, n03upoBKa,
YNaKOBKe, YCNOBMA XpaHeHus, «Copepmur KONM4ecTso Tabnetox 8 ynakoBke,
Caxaposy», «XpaHuTb B HEAOCTYNHOM ana gerei YCNOBHA XpaHeHWA, «Coaepsur
MecTe», cnocob npumeHeHua («na npuema Caxapo3y», «XpaHuTb 8 HEAOCTYNHOM
BHYTPbY), ycnoBus oTnycka, PervcTpauMoHHbINA ANA feTel mecTe», cnocob NpUMEHeHuA
HOMep, Homep cepuw, cpok roaHocTw, LTPUX-KOZ, («fna npuema BHyTpb»), ycnoeua
AononnutensHo moryT HaHOCKTLCA cpeacTsa OTNYCKa, PErUCTPALMOHHBIN Homep,
HASHTUOMUKALMKM ANA CHCTeMBbI MOHMTOPUWHra HOMED Cepum, CPOK rogHocTw,
ABWKEHWA NEKAPCTBEHHDLIX NPENapaToB AnA WTPUX-KOA.
MEAUUMHCKOro NpumeHeHus, AononHUTENbHO HaHeceHb! cpeactsa
Npu npoussoacTee Ha OAO MaeHTUdMUKa LMK ANA cUCTembl
«®PapMmcTanaapt-Nexcpeactsa », Poccua MOHWUTOPUHra ABUMKEHWA NEKAPCTBEHHbIX
AONYCKaeTCA HaHeceHWe dhapmakoga. NPEeNapaTos ana MmeauuMHCKoro
NPUMEHEHMA.
30.03.2021 XpaHeHue B 3awmwenHom or caera MECTe, Npu TemnepaTtype CooTtsercreyer
He Bbiwe 25 °C
30.03.2021 Cpok rogHocTu 2 roaa TogeH no 01.04.2023

3akniouenue OKK: flekapcTserHbii npenapar N
nCP-002619/09-020409, u3m.Nel, uam.No2, u3

“3m.Ne12

HavaneHuk otgena:

YCTbIPHMKE 3KCTPaKT TabneTku 14 mr cepua 370321 cooTeercTeyer ©CM
M.N23, u3m.Ne4, 13m.Ne5,u3M.Ne6, nam.Ne7, 13M,N28, u3m.Neg, 13M.N210, n3m.Ne11,

-

Nognukuuk anexTpoHHoro OOKYMeHTa,
NOANWUCAHHOIO INEKTPOHHOM NOANMCLIO, XPAHUTCA B
tucreme IMMC cbapMCTaHgapT

CBELAEHWA O CEPTUBMKATE 30

Ceptdmkar: OOd?b542571e000bb8ea11f6cf8f96caSa
Komy BblaaH: fibicerko ExaTepuna AnexcanaposHa
L,ELeﬁCTsmeneu: ¢ 28.07.2020 no 28.07.2021

Aara sbiaaum sakniouenun o Kavecrse 31.03.2021




