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Ceprudmkar kavecrea Cepun nekapcrTeeHHoro cpeactea Ne 31

Hassanue npogykuuu

(Toprosoe HaumeHoBaHue NPoAyKUMM, nekapcTeerHan gopma,

Ao3npoBKalkoHueHTpauus)

MHH/ rpynnuposounoe
HaumeHoBaHue

Ketoponak pacteop

ANA BHYTPUBEHHOIO U BHYTPUMbILWEYHOrO BBegeHun 30 mr/mn

Ketoponak

CrpaHa-umnoprep: POCCHA Crpana-akcnoprep: . Poccuiickan denepauma
Homep cepun Hara npouasogcrea HAara okoHvaHus CPOKa rogHocTu
310821 08.2021 r. 01.08.2024
Ynakoska Homep perucrpauuonHoro YAOCTOBEPEeHUN

Konuuectso B cepun

KapToHHaa

1 mn, amnyna temHoro crexna (), ynakoska
KOHTYpHas nnactukosas (nogaoH) (2), nauxa

P N003584/01 or 26.12.2008

30 660 yn.

fara Beinycka:

9 ceHtabpsa 2021 r.

WMudopmayun o NPOU3BOACTBEHHOW OEATENLHOCTH:

Ne 00134-NC or 04 thespans 2020 r

JlnyeHaus Ha ocyuiecTenenne NPOM3BOACTBA NIEKAPCTBEHHBIX CPEACTB

Ne ®C-99-02-007349 ot 14 asrycta 2019 .

InueHsus Ha ocyluecTenexune thapmauesTuueckomn

AeATensHOCTH (ONToBas TOprosns,
XpaHeHue, Nepesoska NeKapCTBeHHbIX CPRACTE ANs MEAVLIMHCKOrO NpUMEeHeHMs)

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

npumeHexus TpeGosanuam Mpasun Hagnexauwed

3aKnioueHue o CooTBETCTBAN NPON3IBOAUTENA NEKAPCTBEHHBIX CpeacTs 4ns MeaMUMHCKOro
NPOM3BOACTBEHHON NPaKTUKM.

Pesynerarel ananuios

Dosasareai TpeboBaHus k KavecTBy Pesynkrarsi
no P N003584/01-221209 # uam Ne 1,2,3,4,5 UCNbITaHWA

. lMpoapaunan XMAKOCTs XenTosaToro LseTa Mpoapaunas KOCTb
Onucanue i " ? pmenpmaarormera
MoanuHHoCTL B3XX MNoaTsepxaaercs
MpoapayxocTs Mpenapar aonkeH BbiTs Npo3payHbIM MpoapayHsiii
UseTtHocTe OnTuyeckas nnotHocTs npenapara_zaomkHa buiTe He Gonee 0,2 0,06
pH O17,0408,0 7.3

MexaHuyeckue BknioueHus

Buaumble yactuusi- BU3yansHLi metoa. (Md Xl O®dC.1.4.2.0005.15)
Hesuanmeie yactuui - CHETHO-(hoTOMETPUYeCKuit meTon, B OHOWA
amnyne npenapara cpegHee YKMCno YacTuy pasmepom 10 Mkm 1

YaoenersopaeT Tpebosanuam

MocToponHue npumecy

Ketoawanor ketoponaka- e Gonee 0,3 %
ToBan gpyras equnuynas npumech - He Gonee 0.5 %
Cymma npumecei - ve Gonee 1,5 %

Gonee - He fOMKHO NpeBbIlLAaTL 6000, a cpepHee uncno YacTuy 600
paamepom 25 mkm v Bonee He AonxHoO npessiwars 800. (M X,
O®C.1 -4.2.0006.15)

MnoTtHocTe Ot 0,85 a0 1,15 ricm3 1,0095 r/cm3
1-rugpokcuananor ketoponaka- He Gonee 03% oTCyTCTBYET

meHee 0,05 %
meHee 0,05 %
meHee 0,05 %

He meHee HomuHanbHoro

Visanexaemsii 0Guem (TP XIil, O®C.1.4.2.0003.15) 1,000
BakrepuansHbie aHAOTOKCHHD! He Gonee 5,8 EQ/mr keToponaka TpomeTamona MeHee 1,0 EQ/mr
Vicnbitakue Ha CTepunbHOCTL Npenapar nomkeH 6biTo CTEePUNbHbLIM CrepunbHbii
Copepxanve B 1 mn pactsopa npenapara: 313 mr
KonuuecteenHoe onpedenexve  |keToponaka Tpomertamona ot 27 Ao 33 mr .
4,41 mr
HaTpua xnopuga ot 3,92 go 4,79 mr
Vnakoska 1 mn, amnyna TemHoro crekna (5), ynakoska KOHTypHas nnacTuxkosas Coorsercrayer
(nognoH) (2), nauka KapToHHAaR
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MNokasarens

TpeboBaHKA K KavecTBy
no P N003584/01-221209 u nam Ne 1,2,3,4,5

Peaynbrate!
UCNbITAHWA

Mapkuposka

|BCrOMOTaTenbHbIX BELIECTR), YCOBUS XPaHeHUs, yCNoBUA OTNycKa,

1) MNepeuyHan ynakoBka nekapcTBEHHOro npenapara
Ha sTukeTke amnynbi yKasbiBaloT HAaMMEHOBaHue
NpeanpusTUA-NPON3BOAUTENS, TOPTOBOE HaUMEHOBaHUe npenapara,
KOHUeHTpauuio, o6bem npenapara 8 MUNNUNUTPaX, HOMEP cepuu,
CPOK rOAHOCTH.
2) BropuuHas ynakoeka

Ha na4ke yka3elBaioT HaMMeHOBaHUe
npeanpuaTUR-NPOU3BOANTENS, €r0 TOBAPHLIW 3HaK C
npeaynpeauTensHoi mapkuposkoi®, «CUHTES», agpec,
Tenecbor/thake, anpec aneKTPOHHON NOYTHLI, aAPEC MHTEPHeT-canTa
NpeanpusTUA- NPOM3BOAUTENS, TOPIOBOE HaWMEHOBAHWE Npenapara,
NEKApCTBEHHYID (hopMy, KOHUEHTpauwio, obbem npenapara B
MUANUNUTPAX B OAHON amnyne, KONWYECTBO amnyn, cocTas
(HaumeHoBaHWe 1 cofepxaHne NeiCTBYIOWEero BellecTsa, nepeyeHs

«CTepunsHo», «HecTeponaHsIi NPOTMBOBOCHANUTENBHbIA
npenapary», «[pUMEHATL NO Ha3HaYEHWIO Bpaya», «XpaHnTs B
MECTax, HeJOCTYNHbIX ANA AeTen», «He ucnonb3osaTth NoO UCTEYEHUN
CpOKa roAHOCTUY, HOMEP PerncTPauroHHOro yaoCTOBepeHus,
LUTPUXOBOW KO, HOMEP CepuN, CPOK TOAHOCTYH, HaHeCeHue

KOHTPONLHOTO UAGHTUbUKaLMOHHOrO 3Haka (KN3)

Cooreercreyer

XpaHeHne:

B 3auwuuieHHOM OT CBETa MECTE Npw Temneparype He sbilue 25° C

Cpok rogHocTu: 3 roga

3aknouenne:  Cooteetcrayer TpeGosaHusm P NO03584/01-221209 v uam Ne 1,2,3,4,5

HavansHuk OKK

|
|

E.E. Omutpuesa 9 cenTabpsa 2021 r.

3aknoYeHne 0 COOTBETCTBUM:
HacTosuvm 5 NOATBEPKAAI0, YTO NPUBEAEHHASR Bbille WHOPMALINA ABMAETCH AOCTOBEPHOR 1 TOYHOM.
OTa cepun NpoaykUMKM NpovaseaeHa (BKNoYas YNakoBKy(MapkUPOBKY) N KOHTPONL KavecTsa) Ha BbilUeyKasaHHOW
NPOM3BOACTBEHHON NMOLWAAKe B NOMHOM COOTBETCTBUY C TpeBGosaHusimu Mpasun Hagnexalleid NPOU3BOACTBEHHOM NPAKTHKM
EBpa3uiickoro SKoHOMUYECKOTO COI03a 1 TPEGOBAHWAMN KOHTPONS KA4YECTBA NEKApPCTBEHHBIX CPE/CTB, @ TAKKE B COOTBETCTEMN
CO cneuntrkalmuamn, coaepKaMMics B PerucTpauMoHHOM J0Cke

3anucu No NPOW3BOACTBY, YNAKOBKE W aHarnvay npoBep
NPOW3BOACTBEHHON NpakTuky EBpa3suickore 3K<o«o’mu :

YNonHOMOUYEHHOE NULLO:

CTp@HbI-UMnopTepa.

57 04 &

M MwerryH1KkoBa

9 ceHTsbpa 2021 1.

NOANNCLY - /o 3 ono
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Pa3peweHue Ha BBO.
B rpaxgaHckuin o6opot Ne 31

HAenserca obsaarensHbiv NpUNOXEHUem K
CepTMdUKaTy KavecTea roTosoro npoayxra

? Poccus, 640008, Ten./dakc:(3522)48-12-33
‘ Kypraxckan o6n.,r.Kypran, Ten.: 8-800-600-00-80
OAQ "CuHrea" |npocnexr Koneturyuumn.a.7 e-mail:contact@ksintez.ru

www.ksintez,ru

Hassanue npoaykuum
(Toprosoe HaHMEHOBaHHC

ROHUCHTpaLyis )

NPOYKUNH, JeKAPCTBEHHas Ketoponak pacrTBop
(hopma.103uposKa/ AJIsl BHYTPHBEHHOIO M BHYTPHMBIIICYHOI'0 BBegenus 30 mr/ma

KapToHHas

®opma skinycra 1 mn, amnyna TemHoro crekna (5), ynakoska KOHTYpHas nnactukosas (

NOAAOH) (2), nayka

Mexaynaponioe
HENATEHTOBANHOE
nassanue (MHH) Ketoponak
(rpynnuposounoe uin
XHMMYECKOE)

HJl Cepusi/ rogen 1o Jara Beinycka

Kosmuecrno,enmam.

PN003584/01-221209 1 nam Ne

1.2.3.4.5 31082171 asrycra 2024 r, 9 centabps 2021 r. 30 660 yn. Na 10
PV, nara PY Hanmenosanne u ajipec aepkaresas Py
OAO “Cunres"
P N003584/01 ot 26.12.2008 Pocens,640008, Kypranckas 00u.,r.Kypran.npocnext Koneruryunn,n.7

Jlannias cepus nponykimm TPOM3BEACHA B COOTRETCTBHH C TPEGOBAHHAM
[pasua nazaexaweit npoussoacrsensol NIPAKTHKH U B COOTBETCTBHH
C PErHCTPALHOHHBIM 10ChE

[ ]/a

[ JHer

3anucu no NPOU3BOACTBY, YNAKOBKE H aHaIM3y [IPOBEPEHBL H YCTAHORNCHO
WX coorseteTaie TpeGosannam [Ipasua HaaaekameH Npon3BOACTBCHHOH
TIPAKTHKMH

[ [

Cepridukar kawectsa Ne na rotonnifi HPOAYKT IPOBEPEH W B HAIMHMHHK

[ JHer

Paspewaio sson

L [Her

Jupexrop no Ka4ecTBy
AOKHOCTL

JI. H. IMsenuunmkona

WHUUWane!, hamunus
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¥

«CBefieHnA 0 BBOAE B rpaxaaHckuil 050poT B Poccuiickoi defepaunmn NeKapCcTBEHHbIX
CPeAacTB Nno COCTOAHMIO Ha 12.12.2021 17:01»

Jlara BHeceHHs B ITpoussoaurens Oprannsanus, Homep Homep, nara
Caeenns o cragusx ‘
AHC Toprosoe HanmenoBauue (BbIYCKAKMMI Crpana HopmatHBHan nokymentaums BbINYCTHBINAS B CepHH, paspeinenHs
NPOM3BOJICTBA

Pocanpasuanszopa KOHTPOJIb) IPaXIaHCKHHA oGopor NAPTHH Ha HJII
I OTKpEITOE aKIMOHEpHOE o xmw_.qmﬂn A P N003584/01-221209; Hsm. Nel M”r.hﬂwoﬂon
e u:wna..%a . 061mecTso "AKIHoHepHoe e e k P N003584/01-221209; Hsu. om: =
wiaﬁxsEEn: oro Kypragczoe ofinectso K w.: Mn obmecTBo Ne2 & P N003584/01-221209; >~M HOHEPHOE

ERES ROt mMM ._wu:v"_m 30 _,“}E 1 mr 0 Esan vaxgﬂﬂﬂnxx " Ko, N P K mm:nzwa obmecTBO SR E
A - 2 ' NpenapaToB M H3JENHi IHIY N003584/01-221209; Ham. Ned k P =

(1 mn). amnynst (10), nauku NpenapaToB U U3 MEAUIMHCKHUX

KapTOHHbIE/ ~

"Cunres” (OAO
"Cunres")

"Cunres" (OAO
"Cunres"), Poccus

P N003584/01-221209; Hsm. Ne5
K P N003584/01-221209

TPENapaToB H H3JIeNU -

"CunTes"




