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Ceptudmkar kauectna Cepuu nekapcreeHHoro cpeactesa Ne 101

Hazsanue npoaykuumn

M BHYTPMMBbIWEYHOro BBeaeHus 1 r

(roprosoe HaumeHoBaHue NPoAyKUWK, NekapcTBeHHas thopma, MHH/ rpynnuposounoe
HaumeHoBaHue
Ao3nposkalkoHueHTpaywms)
Uedrazonun-AKOC NOPOWOK ANsA NpUroToBneHus PacTeopa ana BHYTpuMBEeHHOro Liodiascine

Crpana-umnoprep: POCCUS

CTpaua-axcnopTep: Poccuitckas denepauus

Homep cepun Oara npoussoacTea Lara okoH4aHus cpoka rogrHocTy
1010521 05.2021 r. 01.05.2024
Ynakoska Homep perucrpaunontoro yAoCTOBepeHus Konuuectso B cepun

®naKkoH BMECTUMOCTbIO 10 MmN (50), kopobka
kapToHHas «[Ins crauuoHaposy» P N002895/01 or 20.03.2009

1298 yn. Ne 50

fara Bbinycka: 9 mionn 2021 r,

WHdbopmauus o NPOMU3BOACTBEHHOW AEATENBLHOCTH:

Ne 00134-J1C ot 04 chespans 2020 r

nuueﬂsvm Ha ocyulecTeneHve npoussoacrea NEKapCTBEHHbIX cpeacrs

Ne ®C-99-02-007349 ot 14 aerycra 2019 r.

JluueHans Ha ocywecTanenne thapmaueBTHYecKoil feATenbHoCTH (onTosas Toprosns,
XPaHeHue, Nepesoska NeKapcTBeHHbIX CPEACTB ANns MEAVLMHCKOTO NpUMEeHEHUs)

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

3aknioveHne o cooTReTCTBUM NPOW3BOAUTENS NEKaPCTBEHHLIX CPeACTB ANA MeanUUHCKOro
npumeHeHus Tpebosavnam Mpasun Hagnexawen npoussofcTBEeHHON NPaKTUKK.

Pesynbratel avanusos

MNokasatens

TpeGosanun k kavectay
no P N002895/01-300920

Pesynsratei
UCNLITAHUA

Onucanue

Mopowok 6enoro unu Genoro ¢ KENTOBaTLIM OTTEHKOM UBEeTa

Mopowok Genoro ¢ xenTosaroim
OTTEHKOM LiBeTa

MoanuHHOCTL

1. BOXX. Ha xpomarorpamme UCNLITYeMOro pacTeopa spems
YACDHKUBAHNSA OCHOBHOTO NWKa A0MKHO COOTBETCTBOBATL BpEMEHM
YAepKuBaHuA nuka uedrasonuHa Ha Xpomarorpamme pacTeopa
CraxgaptHoro obpasua.

2. CnekTpodoTomeTpus 8 YO u BUaMMOi obnactax. Y®-cnekTp
0,002 % pacreopa npenapara B 0,1 M pacTeope Harpus
rwapokapboHaTta 8 oBnactu ot 220 HM 4o 350 HM AOMKEH UMETL
MaKCMMYM Npu AnnHe BONHe! (272 +1) HM U COOTBETCTBOBATL
Yd-cnektpy 0,002 % pacTeopa cranaaptHoro obpaiua uedasonuua s
0,1 M pacteope HaTpus rugpokapGonara.

3. MNpenapar naer XapakTepHylo peakuuio b Ha HaTpuit

MNoartsepxpaeTcs

Bpewms pacreopeHus

He Bonee 5 muH (BusyansHoiin MeTog)

MeHee 5 MuH

MNpoapayHocTs pacTteopa

Ceetonponyckaxue 10 % pacTsopa npenapara B BOAE ANS WHbEKLUA,
csoboaHon ot yrnepoaa AWoKCuaa, usMepeHHoe Npu ANMHE BOMHbI
(650£1) Hm, nonkHO Bbits He meHee 96 %

99,6 %

LsetHocTs pacTeopa

Ontuyeckas nnotHocTs 10 % pacTeopa npenapara B Boae Ans
WHbeKkuwi, ceobogHoi oT yrnepoaa anokcuaa, “3aMepeHHas npu
AMWHEe BonHbl 430 HM, He AOMKHA NPeBbIWaTD 0,15

0,03

pH pacTteopa

O14,0806,0

5,8

Boga

He Gonee 6,0 %

15 %

Mexanuieckne srknoueHus

Bugumsbie yactuubl — B cooteeTcTBAN ¢ Tpebosanusmn 'd PO,
0®C.1.4.2.0005.18

Hesuaumele vactuys — CHETHO-(POTOMETPUYECKUIA MeTon

B oaxom chnakone NPenaparta cpeaHee YUCno YacTul pasmepom:

YaosneteopsioT TpeGosaHuam

MeHbLe unu pasHo 15,0 %

10 mkm 1 Bonee — He AOMXHO NpessiwaTs 6000 12173

25 mMkm v Gonee — He AoMXHO npesbiwars 600

Tiobas eauHnuHan npumecs — He one 1.0% 06 %
PoAcTsenksie npumecw Cymma npumeceis — He Gonee 3.5 % 1.2 %
BakTepuanbHble 3HAOTOKCHHB! He Gonee 0,10 EQ/mr uedhazonuHa Menee 0,02 ES/mr
AHOMAIbHAs TOKCUYHOCTL Mpenapar gomxeH GbiTb HETOKCHIHBIM HeTokCHYHbINn
CrepunsHocTs Mpenapar gonxkeH GbiTe CTEPUNLHBLIM CrepunbHbii
OAHOPORHOCTS A03MPOBAHUS Mpuemnemoe sHauenue ana nepsbix 10 A03npoBaHHbIX eauHny 2.7 %




PaspeweHue Ha BBOg
B rpaxxaaHckui obopot Ne 101

Asnsetcs obssaTensHsiM NPANOXEHUEM K
CepTuduKkaTy kauecTea rotosoro npoAykTa

? Poccus, 640008,

‘ Kypratckas o6n.,r.Kypran,
OAQ "CuHTes" ?npocnem' KoweTutyuum,a.7

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

Haspanue npoaykumu
(Toprosoe Hanmenosanue

(opma.toamuponka/
KOHUCHTPALMHA)

TIPOAYKILHH, ACKAPCTBEN AN Hedazonun-AKOC HOPOINOK /ISl NPHIOTOBJAEHHS pacTBopa st
BHYTPHBEHHOI'O M BHYTPHMBIILIEYHOT0 BBeJeHust 1 r

®opma BeINycka

®nakoH BMeCTUMOCTbI 10 Mn (50), kopoBka kapToHHas «/ins cTauuoHapos»

Mesxaynapoanoe
HeMareHTOBAHHOE

(rpynnuposoutioe uan
XHMHHECKOE)

nassanme (MHH) Uedasonun

HJI Cepus/ rogen 1o Jdara Beinycka Koamgecrso,em.nim.
P N002895/01-300920 1010521 / 1 man 2024 . 9 wioks 2021 . 1298 yn. 'S0
AJIH CTALMOHADPA
PY, nara PY Haumenosanue u ajpec gepxarens PY
OAO "Cunres"
P N002895/01 ot 20.03.2008 Poceus,640008, Kypranckas o6.,r, Kypran,npocriexr Koncruryumi, .7

Jlannas cepus npoayKwH nponsseaciia b COOTBETCTBUM ¢ TpeGoBaHMAMH
[pasnn naanexauci NPOM3BOACTBCHHOMN NPAKTHKH H B COOTBCTCTBHH
C PCrHCTPALHOHHBIM J0Che

3anuck no npoussoacTey, YNAKOBKC H aHATH3Y [IPOBEPCHbI, H YCTAHOB/CHO
MX cooTseTcTBHEe TpeGosanusm [lpasii naaiexkaneii 1IPOMU3BOACTBEHHOI
|npakTrKu

[V jAa UHW

Ceprudukar kavecrsa N na rotosbiit NPOIYKT MPOBCPEH U B HAITHYMH

H_,,Ela |__I[ let

b‘_|ﬂa |__|l-lcr

Hitpexrop no kauecrsy 9 mions 2021 r.

JI. H. TTwennynukosa

AOMKHOCTL Aara, Mccsll, roj

WHUUMaNLI, hamunus




PEAEPAALHASL CAVXKEA 1O HAAIOPY

B ODEPE 34

PABOUXPAHEHMA

«CBefleHnn o BBofE B rpaxfaHcknin odopot B Poccuiic

CPeACTB Mo CoCcToAHUIO Ha 27.01.2022 16:08»

Ko ®eaepaunm neKapcTBEHHbIX

BHYTPHUMBIIIEUHOTO BBEAeHUsA |
r L wr. (1 1), paaxons (50),
KOpODKH KapToHHbie/ ~

MEHUMHCKMX MPenapaTos
H m3gemmit "Cunres” (OAO
"Cunrea")

MeJHLUHHCKHX NpenapaTop
W uzfeauin "Cunres”
(OAOQ "Cunres"), Poccus

MEAMIMHCKHX
NpenaparoB U H3ge i
"Cunres”

Jlata Brecenns B IMpoussoaurens Opranmanus Home Homep, nara
AHC Toproeoe nanmenosanne ?MM_ YCKAK MMt Crpana Coenenus o crammx Hopuatusran ._E_.u.%n._.xw.:wa.u nn-u::_u.. _uwuﬁa—..“_“._:n
P NPOH3BOJACTBA JOKYMEHTAIHA
0C3ipaBHa30pa KOHTPOJIL) rpaxaanckuii obopor NapTHH na HJII
Ledpasonnu-AKOC; nopoimoxk OTKphITOE aKUMOHepHOE OtkpbiToe akuHonepHoe Mzmﬂﬂw dxtotepHoe
AUIA NPUTOTOBAEHHS PacTBOpPa obwecTBo "AK1HOHEpHOS obmecTso " AKUHOHepHOe a E —
10.06.2021 IS/ TPYROR) ) Kypratcxoe obmecrso Poccus | KYPramckoe obumectso P N002895/01-300920 | Kypranckoe obmectso | 1010521 | -




