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Ceptudpukar kavectsa Ceépuu nekapcreeHHoro cpeacresa Ne 8§

Hassanue npogykuyun

(Toprosoe HaumeHoBaHue NPpoAyKuuK, nekapcTeeHHas topma,

Ao3upoBKalkoHueHTpayms)

MHH/ rpynnupoBosroe
HauMeHoBaHue

MoBacun pacteop ans BHYTpUMbIWeyHoro BBegeHun 10 mrimn

Menokcukam

Crpaua-uunop-rep:

POCCUA

CTpaHa-axcnop'rep:

Poccuiickas ®egepaumn

Homep cepun

[Oara nponssogcraea fara okoH4YaHus

CPOKa roaHocTH

80721

07.2021r.

01.07.2024

Ynakoska

Homep peructpauyuonsoro YAOCTOBEpeHus

Konuuectso B cepun

1.5 mn, amnyna (5), ynakoska KOHTypHas
Nnacrukosan (nogaox) (1), nauka KapToHHas

NICP-003632/10 ot 30.04.2010

52 320 yn.

fara sbinycka:

12 aBrycra 2021 r.

WHdopmauus o NPOW3BOACTBEHHON AEATeNnbHOCTH:

Ne 00134-/1C ot 04 ¢espans 2020 r

Ivuensns Ha ocylwecTenenne NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTS

Ne ®©C-99-02-007349 or 14 asrycta 2019 r.

Nuuexans Ha ocyuwlecTenexue hapMaueBTUYeckon AeATenbHocTU (OnToBas TOproens,
XpaHeHne, NepeBo3ka NeKapCTBeHHbIX CPEACTB [NS MeAULIMHCKOrO NpUMeHeHus)

Ne GMP-0061-000372/19 ot 19 anpens 2019 r

Jakniovenne o cooTeeTCTBIN MPOM3BOANTENA NEKapCTBEHHbLIX CpeacTa ANA MeANUMHCKOro
nNpumeteHns TpeGosanmam Mpasun Haanexaiwed npouasoacTBeHHOM nNpakTuKu.

Peaynirartul avanusos

Nokissicis TpeBoBaHun k KayecTmy Pesynirarei
no JICP-003632/10-300410, uam. Ne 1,2,3,4.5 HUCNLITAHWUA
Mpospaynsii unu cnerka onanecuvpylowuia pactesop Mpospauxslii pacteop
Onucanue KENTOro C 3eNeHoBaTbiM OTTEHKOM LBeTa KENTOro C 3eMeHoBaTbiM
OTTEHKOM LBeTa
B3IMX
Moanukkocts KauectaeuHan peakuus NoaTeepxaaerca
MpospauHoCTs Mpenapar gomxeH 6oty NPO3Pa4HLIM NN BbIAEPIKWBATE CPABHEHME C Mpo3pasHbIii
3TanoHom |
pH 018,2008,9 8,3
MexaHuueckue skniouenns Mo PN 42-501-98 YR0BNeTBOpAOT TpeBoBannam
2-aMUHO-5-MeTuUn-Tason (npumeck B Menokcukama) — He Gonee 0.3 0.1%
9, »
% " oTCyTCTRYET
MocTopornue npumecn Iobas apyras HEeMABHTU(DMUMPOBAHHEN NpuMect —He Bonee 0,5% oTcyTCTRYeT
Cymma HENAGHTMOMUNPOBaHHBIX NPUMECE — He Gonee 0,7% 0.1%
Cymma Bcex npumeceit — ne Gonee 1.0% !
HomuHanbHelil 06bem Mo ' XI, Buin. 2, c. 140 1,5 mn
BakTepuansHbie 3Ha0TOKCHNL! lMpenensHoe conepxanve He Gonee 23,0 E3 Ha 1 Mr Menokcukama Menee 1,8 EQ/mr
CrepunbHocTs lMpenapat fonxen GbiTe CTePWIIbHbBIM CrepunbHsiii
Copnepxatne menokcukama s 1 mn Npenapara fomkHo BbiTh He
KonuyecraexHoe onpeaenexve menee 9,0 wr u He Gonee 11,0 r 10,9 mr/mn
1,5 mn, amnyna (5), ynakoBka KOHTYpHas nnacTukoeas (noagow) (1),
¥Ynakoska nauka KapToHHas Cootsercreyer
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TpeBGoBaHus k KauecTey Pesynirarhi

Moxasaterns no NICP-003632/10-300410, uam. Ne 1, 2, 3, 4. 5 MCbITaHMIA

1) MepeuyHan ynakoska nekapcTBeHHOTO npenapara

Ha atuketke amnyns ykasuisaoT HauMeHoBaHue
NPeAnpUATUA-NPOMIBOAUTENS, TOPrOBOE HAaWMEHOBaHMe npenapara,
KOHUEeHTpauwio, oBbem npenaparta 8 MUNAMNUTPAX, HOMEp cepuu,
CPOK rOAHOCTW.

2) BropuyHas ynakoska

Ha nauke, ykassisaior «Bnageneuy PErucTpaumnoHHoro
YAOCTOBEPEHUA», HAWMEHOBaHWE BNAAENLLA PErMCTPALIMOHHOM
YAOCTOBEPEHWA 1 ero agpec, «[pou3BoauTens:», HAMMEHOBaHUe
NPEANPUATUA-NPOM3BOAUTENS, €70 NOroTUN, aapec, Ten/takc, apgpec
INEKTPOHHOW NOYTLI, aApec MHTepHeT-caiiTa
NPeanpuATUA-NPOUIBOANTENSA, TOPTOBOE HAUMEHOoBaHKWe npenapaTa,
MEXAYHAPOAHOE HEeNaTeHTOBAHHOE HaUMEHOBAaHME, NEKAPCTBEHHYIO
thopmy, KoHUeHTpaumio, 06bem npenapara B MUNNuNUTpax, cocras
(HanmeHoBaHVe 1 coaepxaHve akTMBHOIO BellecTsa, nepeyeHs
BCNOMOTaTenbHbIX BEWECTB), KONMU@CTBO amnyr, YCNOBUS XpaHeHUs,
ycnosua otnycka, «CtepunsHo», «MPUMEHSTL N0 Ha3HAYEHUIO
Bpaya», «XpaHuTb B MecTax, HeOCTYNHbLIX ANA AeTei», «He
NPUMEHSATL N0 UCTEUEHNM CPOKa rOHOCTM», HOMEp
PErucTpaumMoHHOIo YA0CTOBEPEHNS, WUTPUXOBOM KOA, HOMEp cepun,
CPOK rOIHOCTY, HAHECEHNE KOHTPOMBHOTO WABHTUUKALMOHHOID 3HaKa
(Kn3)

Mapxuposka Coorsetcrayer

XpaHeHue: B cyxom, 3awmiieHHoM OT cBeTa MecTe npu Temneparype He sbiwe 30°C

Cpok rogHoctv: 3 ropa

3akniovenune:  Cooteercrayer Tpe6o

Havanshuk OKK E.E. lMutpuesa 12 asrycra 2021 .

T noAnRes

3aknioyeHue o COOTBETCTBMM: 4
Hacroswum s nogreepxaalo, Yto npusegeHHas Boilue UHhopMaLUs ABNAETCA 4OCTOBEPHON M TOMHO.

37a cepus NPOAYKUMM NPOU3BEAEHE (BKNiOYAn ynakoBky(MapkupoBKy) 1 KOHTPONb Ka4ecTea) Ha BblleyKa3aHHowM

NPOW3BOACTBEHHOM NNOLLAAKE B NONHOM COOTBETCTBUM ¢ TpeBosaHuamu Mpasmn Haanexaluei NPoM3IBOACTBEHHON NPaKTUKM

EBpasuiickoro 3koHOMUYECKOro cokaa 1 TpeboBaHusMU KOHTPONA K3Y@eTRa&NLKAPCTBEHHbLIX CPEACTB, a Takke B COOTBETCTBUM

CO CreUnpuKaLnsiMm, CONEPKALUMMUCS B PEFUCTPALMOHHOM AOCH Ll

3anuncu no NpoW3BoACTBY, ynakoske U aHanuay npoBepeHs, 4
NPOM3BOACTBEHHOW NPAKTUKK EBPa3UiiCKoro aKg : 7

YNoNHOMOYEHHOE NULO: (i NwennyHkora 12 asrycra 2021 r.

®No
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Paspewenue Ha sBop
B rpaxgaHckui obopor Ne 8

Hensietca o6asatensHbim NpUnoxeHuem K
CepTUdMKaTy KayecTea roToeoro npoaykra

<

OAQ "CuHtes"

Poccun, 640008,
Kypranckas o6n.,r.Kypran,
npocnekT KoHctutyuunm,a,7

Ten./chakc:(3522)48-12-33
Ten.: 8-800-600-00-80
e-mail:contact@ksintez.ru
www.ksintez.ru

Ha3sanme nponykunn
(Toprosoe HaumenoBanme
NPOAYKIHH, NekapcTReHtas
(opma,103uposka/
KOHUCHTpaUKs)

Mosacun pacrsop pis BHYTPpHMBbIIIEYHOro BBeAenus 10 mr/ma

®opma Boinycka 1,5 mn, amnyna (5), ynakoBKa KOHTypHas nnacTukosas (noapcH) (1), nayka KapToHHas
Mesiaynapoanoe
HenareHToralHoe
Hassanue (MHH) Menokcukam
(rpynnuposoyHoe win
XHMHYECKOE)
HJ Cepus/ rogen no Jlara Boimycka Kosanuecrso,en.nam.
Eaai (’312’;_0;3 ‘1045' . 80721/ 1 wioas 2024 1. 12 anrycra 2021 r. 52320 yn. Ne 5
PY, nara PY HaumenoBanue u ajpec gepxarens PY

NICP-003632/10 or 30.04.2010

000 "Buokom UHsect"
230025, benapycs Pecn, [ poano r, K.Mapxkca yn, qom Ne 3

¢ PEHCTPAIMOHHBIM J10ChEe

HanHas cepus IIPONYKLIMH NPOH3BEACHA B COOTRETCTBHN
Mpasun naiesaneit NIPOH3BOACTBEHHOM HIPaKTHKH 1 B

[ JHer

¢ TpeboBanaMu
COOTBCTCTBHH

TNPAKTHEH

3anuc no NpomssoscTBy, ynakoske n AHATH3Y [IPOBEPEHDI, H YCTAHOBACHO
HX COOTBETCTBICE TpeGoBanmsiM [Tpasni naiekamei 1IPOM3BOJICTBEHHOI

L_'Hc'r

Ceprudukar kanecrsa Ne na TOTOBLI NIPOYKT NPOBEPEH K B HANHYHA

Paspewaio saog IEKAPCTBCHHOTO CPLACTBA B IPAKIAHCKHIL ofopor

[_JHer

Hupexrop no KaMecTRy

Yionnomouennoe miue OAQ «CI!IITG:!»,I[p?dﬂVlH 3,

JI. H. Thwennynnkosa

AONXHOCTbL

WHWUKans!, hamunns
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PEAEPAABHASL CAYXEBA 1O HAAIOPY

8 COEPE ZAPABOUXPAHEHMA

«CBefieHnA o BBoje B rpaxaaHckun odopoT B Pocc

CPEACTB NO COCTOAHMIO Ha 15.10.2021 09:23»

VICKoI defepaumm nekapcTBEHHBIX

"Cunres” (OAQ
"Cunres")

"Cuutes" (OAO
"Cunres"), Poccus

JICP-003632/10-300410

npenaparos
u3siennit "Cunres”

Hara suecenns s [Mpoussoaurens Opranmsams, Homep Howmep, nara
Toprosoe Caeienns o cragusax BbIIYCTHBILAS B
AHC (BBIMyCKalO MM Crpana Hopmaruenas nokymenranus CepHH, PaspeumeHHs
P HaHUMEeHOBaHHe TIPOH3BOJCTBA TPAKAAHCKHIA
0c3ipaBHaBopa KOHTPOJIb) napTHH ua HIITI
obopor
OtkpeITOe akuMoHepHoe OTkpbiToe MW,HN_“HH_MQMS
MomacHIF: g, K obmecTBo dkiHOKepHoe obmectso | JICP-003632/10-300410: Maw. Nel x om: anaww
i ::v.h M_ c._zcﬁw‘&._ "AKIHOHepHOE "AKIHOHEpHOE JICP-003632/10-300410; Ham. No2 = >_M§cxa o
= 2 P Kypranckoe o6mectso Kyprasckoe o6mectso JICP-003632/10-300410; M3am. Ne3 ._u
12.08.2021 BBeaeHds 10 mr/mn 1 mr. Poccust < Kypranckoe 80721
(1.5 M), avmyms (5) Me JHIIMHCKHMX MEOHIMHCKHX JICP-003632/10-300410; Mam. Ned x et
P Lk NpenapaToB U U3ienuii TIpenapaToB M M3jenui JICP-003632/10-300410; Ham. NeS i
MAYKH KapTOHHbIE/ ~ MeTHITHHCKHX




