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Ceptucpukar kavectea cepuu nexKapcTtBeHHoro cpeacrea Ne 526

(ToproBoe vaumeroBaHue npopykyum, nexapcTeeHHan dopma,

HaamaHue npogykyus

RO3UPOBKa/KOHUEHTPaLMR)

MHH/ rpynnuposoynoe
HahmeHoBaHne

WMbynpodpen - AKOC TaBNeTKN, NOXPLIThIE NIEHOYHOI oBonoukon 400 mr

WGynpoden

Crpana-umnoprep: POCCHS

CipaHa-3Kcnoprep:

Poccuitckas egepauun

Howmep cepun

Aara npouseoacrea 0ara okoMuyaHua

CPOKa ronHOCTY

5260821

08,2021 .

01.08.2024

Ynakosxa

Homep peructpayuortoro YROCTORepeHUs

Konuuecreo B cepum

KapTOHHaR

10 um., ynaxkosxa Rueitkosas KOHTYPHas (2), nauka

20 860 yn,

Jdava eoinyexa:-

24 centabps 2021 r,

JIN-000125 ot 11.01.2011 .

HHdbopmauus o NPOW3BOACTEEHHOR AeATENLHOCTH:

Ne 00134-11C or 04 drespans 2020

r JlnueHsns Ha ocywecTanenme o

POM3BOACTBA NEKapPCTREHHBIX cpeacTs

Ne ®C-99-02-007349 ot 14 aerycta 2019,

Nuuensua Ha ocywecTenere

XPaHeHe, Nepeeoaka NexkapCcTBeHHLIX CPEACTE Ana mMeau

thapmaviesTueckoll AesTensHoCTN {onTosan Toproans,

LIMHCKOrQ NPAMEHEHIR)

Ne GMP-0061-000372/19 or 19 anpenn 2019 r

3akniovekne 0 cooTReTCTEN
npyuMeHeHua Tpebosannam

W NPONIBOAUTENA NEKAPCTBEHHLIX CpeAacTe AnA MeauLMHCKOro
Mpaeun Hagnexauen NPOW3BOACTBEHHOM NPAKTUKA.

Peaynerare) ananuaon

Porncreentivie npumecy

Mokasarent TpeGoBanusn k kauecTay Peaynutatel
no I1M-000125-300518, wam. Ne 1, 2,3 nenblraHui
TaGnetku Ac3nposkon 400 Mr - Genoro unk noutn Genero ysera,
ggﬁggﬂ:;eﬁmonmabmymue Tabnetku, NOKPLITLie NneHo4HO TaBrern nowTh Genoro ysera,
Onucauue . . OBarbHele ABOAKOBLINYKILS,
LI-llna’a:{tz::nepeqMom Paapeae vuaeH omH cnoii Benoro unik noyty Genoro NOKPBITbIE NNEHOMHOI 0BONOYKO
BHewwnuit Bug no I'e X, 09C.1.4.1.0015.15 «Tabnerku»
B3XX. Bpems yaepxvsania OCHOBHOIO [TUKA Ha XpoMaTorpaMMe
UCNBITY@MOr0 PacTBOpa AONXHO COOTRETCTEOBATH BpeMeHu
floanuiHocrs YAEPXMBAHIA OCHOBHOMO MiKA Ka Xpomartorpamme pacreopa Moataepxknaerca
SraHnapTHoro obpasua ubynpodiena
Tanuk, aspocun He Bonea 6,0 % 5.0 %
Uepea 45 mun B PacTeop 13 TabneTku RoMXHO nepeity He MeHee 70 o
Paceopetive % (Q) ubynpocpena or KOnu4ecTaa, YKa3aHHOro Ha aTHKETKe 88.6 %
W6ynpodena npumeck B — He Gonee 0,3%
NioBan HewaeHTuthnyporaHHag npuveck ~ He Gonee 0,3 % orcyrcToyer

. o meree 0,1 %
CyM;;)aqueuAeHmcpwunpoaaHHblx npuMecei He Gonee 0,7 % meHee 0.1 %

Ocratounbte opranuieciig 9taHon — ke Gonee 0,5 % 0,055 %
pacTeopuTeni Metunenxnopug — ne Boniee 600 ppm OTCYYCTBYET

Mukpobuonorudeckan uucrora

Kareropua 3A, no I Xill, 0®C.1.2.4.0002.15
«MukpoBuonoriieckan yucroras

Wenbiranue BLlIAEpPXKUBaeT

OaviopogHocTs Aoauposanus

re X, odC.1.4.2.0008.15 «OnHopoaHOCTS Ao3uUpoBaHuaY, CNoco6
2

43 %

Konuuecteennoe onpegenexue

Copepxanne ubynpadbena B Tabnetke AOMKHO BbiTh oT 380 Mr go
420 mr

417.6 mr

Ynakoeka

10 wir,, ynakoska auelikopan KOHTYpHaR (2), nauka kapronHan

Cooraercrayer




n TpeboBaHUA K KayecTsy Pesynutathl
okasareil no N-000125-300518, uam. Ne 1, 2,3 MCMLITaHUA

1) MepawyHan ynakoska NekapCTBEHHOrO hpenapara.

Ha KoHTYpHKOR AYRAKDBOA ynakoske ykasibiBaloT HaviveHoeaH e
NpeanpuaTUs —MPON3BOAKTENSA, €0 JTOTOTUN, «akocy, «PoccuR, T.
KypraH», Taproece HavMeHoBaHne npenapara, MeXxoyHapoasoe
HENaTEHTOBaHHOE HauMEHDBaHWe, NeKapCTBEHHY dopmy,
L03UpOBKY, HOMED Cepui, CPOK TOQHOCTU.

2) BTopuyHan ynakoBka.

Ha nauke yxkaabiBaloT HAMMEHOBaHUe NPEANpPUATHA-NPONIBORMTENA,
€ro NOToTUN, «aKock, aapec, TenedoH, anpec SNeKTPOHHON NOYTLI,
aApec MHTepHeT caliTa NpeANpPUATUA-NPOVIBOAUTENA, TORIOBOE
HauMeHoBaHWe rpenapara, MexayHapofHOe HENETEHTOBAHHOE
HauMeHOBaHWe, MeKapCTEEHHYI0 hOpMy, AO3VPOBKY, KONUYECTBO
TaBneTok 8 0gHOM yNakoBke, COCTAB (HAMMEHOBAHUE W COAEPKAHWE
[AefcTBYIOLIEro BEWecTra, NepeYesb BCNOMOraTensHLiX BetecTs),
«MpoTuse Gonu, Xapa 1 BocNaneHua», «XpaHuTL B MECTaX,
HEeQOCTYNHLIX Ans Aetel», «He NPUMeHnTL No UCTEYEHUH cpoKa
rogHOCTU®, YCIOBYA XPaHEHUA, YCNOBUR OTNYCKa, CNocod
nNpUMEHeHVIs, HOMEp PErMCTPaUUOHHOM YAOCTOREPEHNA, LUITPUXOBOM
KOG, HOMep CepuUH, CPOK roAHOCTH, HaHeCeHUe KOHTPONBHOMS
waeHTupukaymorHoro adaka (KiA3)

Mapkupoaka COOTBeTCTByET

XpaHenue: B salyuuieHHoM OT CBETA MecTe, npy TeMneparype He ebiwe 30°C

Cpox rogHocti: 3 roga

3aknovenne:  Coorsertcrayer Tpeﬁoaauvmm nn- 000125 300518, mam. N2 1, 2,3

et ﬂ

|75152 uvi'n
TMder KoNmpgha

Hauanshuk OKK E.E. Auwutpuesa 24 ceHTROpA 2021 1.

3aKmioueHHE O COOTBETCTBUN: |74

Hactoswmm | nogTeepxaato, Yto NPpUBEAEHHAN BLILWE WHCOPMALUA ABNAETCA ACGTORERHROM K TOYHOM.

3Ta cepun NPoAYKUMM NpouseeaeHa (BKNIOYARA YNaKoBKy(MapkvpoBKy) 1 KOHTPONb KAYECTBA) HA BLILLEYKA3aHHON
Npon3BoACTBEHHOH NNCLUAAKE B NONHOM COOTEETCTBUK ¢ TpeGosaHuamy Mpaeun Hagnexaulel NPoM3BOACTBEHHON NPaKTUKA
EBpasvickoro SKOHOMUMECKOTO colo3a 1 TpeDoBaHMAMM KOHTPONA KaYeCTBEa NeKapcTBEHHBIX CPEACTB, a TakKe B COOTBETCTRBUN
CO cneyndMKaLUAMK, COOEPKALMMWCA B PErMCTPaLMoHHOM BOCke CTPaHbl-uMnopTepa.

YnonHoMoYeHHOE NuLo: 24 cenrabps 2021 T,




Paspeuenue Ha BBOQ ABnsieTcn oGAIATENLHLIM APATOKEHHEM K
B rpaxaaHcKuii OﬁopOT Ne 526 cepTUchMKATY Ka4eCTBA rATOBOro NpogyKTa
g‘ Poccun, 640008, Ten./thakc:(3522)48-12-33
‘ Kypranckan o6n.,r.Kypran, ‘ Ten.: 8-800-600-00-80
OAQ "CuHres" |npocnexr Koncturyuun 4.7 e-mail:contact@ksintez.ru
www.ksintez.ru
Haxsanue npoaysigin
(Toprosoe nauMcHobastue
NPORYKLHH, NeKapCTBCHHAs Héynpoden - AKOC Tabuerin, HNOKPBITbIE NIEHOYHOI 000s104K0iH
dropma,no3nposkal 400 mr
KOHLICHTPAIRIR)
©opma Beiycka 10 Wr., ynakosxa sueliikosas KOHTYPHas (2), nauka xapToHHas
Mesaynapomiac
HENATCHTORAHKEOC
Haznanue (MHH) Mbynpoden
(rpynumposoutioe uap
XHMHYECKOE)
HIT Cepnsi/ ropen go Jara Boimyeka Kosmvecrno,en.amm.
JIT1-000125 30018, mow. Ne 1, 5260821 /1 anryera 2024 . 24 cerabps 2021 . 20 860 yir, N2 20
PY, nara PY Haumenosanne u agpec acpsxaresan PY
OAO "Cuures"
NN-000125 or 11.01.2011 Poceun,640008,Kyprasnckas 00n.,r.Kypran,npocnext Koncrimyuum, .7
Rautian cepus npoayxus TIPOM3IBC/CHA B COOTBETCTBIM C TPEOOBAHMAMK |i_|}1a L_]Hcr
[Tpasusn ramnexamedi nponssoncrsennofi NPAKTHKH I B COOTBCTCTBHA
c PCTHCT PAIHOHHLIN A0CKS
3anuci no npousoncTsy, ynakonke it ananay APOBEPCHB!, ¥ YCTAHOBACHO Y [Mla |_JHer
HX cooTsercTRye TpeGosaunam [lpanun naanexaelt npousBoACIBCNIOL
TIPAKTHKM
Ceprudmkar kauccrsa Ne na rotosbii [IPOIYKT NIPOBEPEH M B HAMIYINL ]i]ﬂa I_]Hcr
Paspewato spox nekapernennoro CPeACTBA B rpaianckinit ofopor |\f_|11a I_]Hc'r

Hupekrop no KavecTay
AORKHOCTD

JI. H. Thuennynnkona
VHULMans!, hamunus




PEAEPAALHAS CAYXEBA IO HAAZDOPY
8 COEPE 2APABOCKPAHEHHA

«CBefleHnA 0 BBOAE B rpaxaaHckuii o8opoT B POCCMICKOM denepalyn leKapcTBEHHbIX
CpencTB Mo COCTOAHUIO Ha 24.11.2021 11:03»

Jara suecenns p’ Ipon3sopprens TS T Rp— HopMarusuas Opranusanus, Homep Hoxep, para
AHC Toprosoe Hanmenobanme (BbIMyCKal0nTRiL Crpana P! BEIIYCTHBINAA B CepHH, palpewenyn
Pocanpasnamopa KORTPOJL) FPOH3B0ACTEA AOKYMERTANHA TPAENAHCKHIE 0bopor NapTeH na HIIII
. OTRpLTOE aKHOHEpHOS OrkprToe
”Mﬁﬁ%n”www%“m Mﬂmﬂﬂ“« .ﬁ“MMMM“Mn ofmectso "Axumonepaoe | JITI-000125-300518; Ham. SKIMOHEPHOE 06meCTBO
E_mmon:o.m oGonoakod 400 Kyprascxoe ofmecTso Kypranckoe o6mectao MNel x JITT-000125-300518; " AKtHouepHoe
24,09.2021 v 10 1., ymakosts ZWMEﬁEnEE peHapaTOR Poccua Me IMITHHCKUX Ham, N2 x Kypraickoe o6mecTzo 5260821
aue mzow_...ﬂ.m xowTypm: (2) A OEMM%_H. [IpEnapaToB U H3AEHe JTI-000125-300518; Hau. MEIUTHHCKHX.
3 ' " " "Curtes” (DAOQ Ne3 g JITI-000125-300518 NpPEnapaToR W Hagemi
MAuKH KapToHHKeS ~ AO.>O Crnrea”) "Cyres"), Poceust "Cutrrres”




