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KOPTEKCHH®, anoguanzar

Crpana-npon3soantens:
Howmep perucrpaunonnoro
VAOCTOBEPEHIs:
Hosuposka/akTnBHOCTE:
Jlexapersennas dopma:

Pasmep 1 tin ynakoskr;

Homep cepun:

KOi4ecTBO YIAKOBOK B CEpPHM:
Hara npoussoacrea:

lonen ao:

[MpoussoauTes JEKaPCTBEHHOTO

CPCACTBA (HUGUHUE U GOPEC NPONIBOO-

CMBERNON HACWGOK),
Bropnunan ynakosxka:

ITpowssoacTeenHas niowanxka:
ITponssoacTBeHHaA THLEHINS:
3aKI0UEHIE O COOTRETCTBHH TIPO
DUTEAS ACKAPCTREHHBIX CPEIACTB
Oosanuam Ilpasun vannexameh
H3BOACTBEHHOMH NPAKTHKI:
HeficteuTensuul 10:

Kontpoab nposejen Ha cooTseTe

AHAJIMTUYECKHUHN NACMOPT M 371

Poccns

A3 NPHTOTOBACHNS PACTBOPA 4151 BHYTPHMbILIEYHOTO BBeeHHs, 10 Mr

Poccniickan ®eaepauns
P N003862/02 ot 30.06.2009 r.

Koprercuna 10 mr

AHOPUANIAT A5 PUTOTOBIEHHS PACTBOPA AN BHYTPHMbILIEYHOI0 BBEje-
HHHA

10 3 GIAKOHOB B KOHTYPHYIO AueiikoBy10 Y¥NaKOBKY H3 MJICHKH NOJTHITHICH-
TepedTanaTHol 1 doabru amoeMIHIeBOI, no 2 KOHTYpHBIE fyeiikoBbIe yna-
KOBKH ¢ HHCTPYKILHEI 110 NIPHMEHEHHI0 B TAYKY H3 KAPTOHA

3741018

4 230 ynaxk.
17.10.2018 r.
17.10.2021 r.

mecce, 4. 13, aurt. BH, awr. B

000 «'EPODAPM», Poccun, 196158, r. Cankr-Iterepbypr, MockoBokoe

000 «FEPODAPM», Poccusi, 142279, Mockosexan obaacrs, CepnyxoBekii
MYHHUHNAALHBI paiioH, ropoackoe noceaenne OGoaeHcK, paiton p.n. Odo-

JIEHCK, cTp. Ne 5
000 «TEPODAPM»
Ne 00107-JIC o1 16 mroun 2017 roaa

H3BO~

Ne GMP-0037-000182/17 o1 21 anrycra 2017 r., upukas Ne 2832 o1 21.08.2017;

tpe-  Ne GMP-0037-000184/17 o1 21 aBrycra 2017 r., upukas Ne 2833 or 21.08.2017,
fnpo- BbiAaHNble MHHHCTEPCTBOM NPOMBILIEHHOCTH B Toproean Poccniickoii Me-
aepaiuuu,
06 nrons 2020 roaa
tene: P N003862/02-300609, usm. Ne 1 ot 16.08.2010 r., nzv. Ne 2 ot 30.12.2013 Ty

13M. Ne 3 o7 26.02.2015 1., uzm. Ne 4 o1 29.04.2015 r., u3v. Ne 5 o1 03.02.2016
r, wam. Ne 6 or 01.12.2016 r., mam. Ne 7 o1 22.09.2017 r,, uiM. Ne 8 ot

09.10.2017r.

Haumenosanne noxkazarvesei

TpeboBanns HOPMaTHBHOI AOKYMEHTALNYH

PesyabTaTbl HCOBITAHMIT

Onucanne

Moduansnposannelii NOPOUIOK HIH NOPHCTAA Macca DEIOr0 MM
G070 ¢ HEATOBATHIM OTTCHKOM 1BETa

Jnodmaussposasssii  nopo
0K 6EJ0T0 ¢ WeATOBATRIM OT
TCHKOM IBCTA

[MomHHOCTS:
Al Henmias

b. ApoMariueckne aMUHOKHCIOTH

B. Fasuus

Oxpaisasue pacrsopa npenapara B cuHe-QHoacToBsii user 8 1pu-
CYTCTBHI OHYPETOBOTO PEAKTHEA.

YD-criektp NOrI0UECHAS PACTROPA NPLHApaTa B 00JACTH LTHH BOIH
o1 250 20 300 HM J03KSH HMETE MAKCHMYM 11p# (27556) um.
Coortnottenne onTusecknx niaotroctell D275/D260 a01xH0 GuiTh
ue senee 1.0

Ha xpomatorpaMye HCOBITYEMOTO Mpenapara J0KHO HOSBHTLES
NATHO Ha vposue narua pacteopa COBC ranuuna.

[oasepwacna
Aomax = 275,80 nu
1.38

Coorsercreyver

Bpess pactBOpenus

Cogepmumoe hakoHa J05KHO PACTBOPATLCH HPH BCTPAXHBAHEY B
1-2 31 BoABL s wubekunit, 0.9 %o pacteopa narpus xaopsaa, 0.5 %
PACTBOPA NPOKANHA B TCUSHHE He Boee | Mun,

Menee I mun.

Cpeiusis macca codepmnmoro gaa- | 22,0 yr = 10.0 %, 21.86 mr

KoHA (' X1, suin. 2. c. 140)

Ipospausgocts pactropa Jomxen Ouits npospadnsiv. (I'® XIL 4, 1, ¢c. 98) [pospayen

[lserHoeTs pacrsopa OKpacka HCNBITYENOTO PACTBOPA HE JOKHA TPEBBINATE 9TA10H Y4, | Briiepxusaer
(I'd X1 u. 1. ¢.93. Metoa 2)

pH pacreopa Or 5.0 20 6.6 (I'd XIL u. 1. ¢. 85) 5.89

Toreps B Macce npu Bhicywnea- | He Gooee 10 %, (I'd X1, some 1. ¢. 176) 1.60 %

HHH

Mexauuyeckue BrOYeHIs B eoorsercraun ¢ rpedosanysivi PJ142-301-98. Boiaepiusacr

Eam‘epua;u,u BIE JHAOTOKCHIAI

He BGoaee 35 EDiar ('@ XIL w1, ¢, 128)

Meunee 35 ED/ur

AHOMAABHAN TOKCHUYHOCT

Joraen Owiteh netokenyubiv, (F@ XL u. 1, ¢, 124)

HeTokcu4en

Crp. 132




CrepHIbHOCTS Toasen Gurms crepuasibing, (T XL g L e 150) (.‘repmcu
BhICOKOMOIEKY I8PHBIC DCIKH Bpems yiepwanns MHKOB Ha XPOMATOrpaMMe PacTBOpa HCMbITYC- Coorpererayer
MOFG NpenapaTa A0MAHO ObiTh DOLIE BPeMEHU VASDKaHUA 1THKa
Beaka-Mapkepa - muroxpoma C. 4TO ROATBEPHIACT OTCYTCTBHC
Beaka ¢ MoseKvIspHOil Maccoii esie 12300 Jla.
O:HOPOAHOCTE TOIMPOBAHHA 85 %- 115 %. (I'd X1, Boir. 2. ¢.143) Munmumansio 96.10 %
Makcumaisho 102.30 %
Coaepwanue  BoJopacTBOpHMBIX | Colepianie  BOAOPACTEOPHMBIX  HOHACOTHIOB  BO thrakone | 345 mr
TIOAHNEITT Y08 A0mxH0 Guits o1 3.0 20 7.0 Mr
KoauuecTreHHOe ONPeIeieHue Coacpkanue koprekcuta po (rakone Jomaio Gurrs o1 8.5 10 11.5 10.25 mr
MI
Buoaornueckan aKTHBHOCTE VIHACKC FAGUELTH TKARH KOPbI TOJOBHOTO MO3Ta nocae kyabTusupo- | Ha 27 % Soabuie kouTpoas
RanHA © 106aBICHHEM IKCTPAKTA KOPTEKCHHA B KonuenTpauun 20
ur/Mr fie Menee. des Ha 20 Yo 60.1bie HHALKCa MI01HA/M B KOHTPOIE.
VHakoska T10 22 M7 anodan3aTa Bo (pAakoHsl 13 DECUBETHOTO CTeKIa BvecTh- | TTo 22 mrp anodunzara o dia-
MOCTBIO 5 M, YKYTIOPCHHBIC MPOGKAMU PE3HHOBBIMI It OOKATARHKIE | KOHBI 13 DECIBMETHOIO CTEKIA
KOMAUKAM) AT0MRHHEBRIMH ¢ OTPLIBHOM MAGCTHKOBON HAKIIKOH | BMECTHMOCTRIC 5 M1, YKYNO-
OPAHKCROTO 1LRETA. PeHRBIE  [pobKavMM  PE3MHO-
[10 5 )IKOHOB B KOHTYPHYIO AYCHKOBYI0 YOAKORKY M3 NLICHKM 110~ | BLIMH W ODKATAHHBIC KOANRY-
AMBHHILTCIOPHANOI Man noamytacHTepedrazatHofl ¥ (POABIH | KAMH  ATIOMHHHEBLIMKA € OT-
ATOMHHHEROMN. PHIBHOI NI7TaCTHKOBOH HaKIA%-
[Mo 2 KouTypHbie f4eiiKOBLIE YHAKOBKH C HHCTPYKUHEH 110 MPHMEHE- | KOH OPAHKEROTO HBCTA.
HHIO B AUKY H3 KAPTOHA. [1o 5 d1akoHOB B KOHTYPHYIO
AMCHKOBYIO  VIEAKOBKY W3
GACHKH  odmyranenTepedra-
AaTHOH M (OIbMH aTOMHEHE-
8oit. [lo 2 KonTypHbie sueiko-
BBIC YHAKOBKH ¢ MHCTPYKIHel
10 DPHMEHEHHIO B MAYKY M3
KapTOHa.
MapsupoBka IMepauunas YIaKOBKA JCKApCTRSHHOTO Npenapara CootsereTByer
Ha ruxetke dmakona VRKA3hIBAIOT HAHMEHOBAHUE ACPHATCIA PCTH=
CTPALMHOHHOPO YIOCTOBEPCHHS, TOPTOBOS HAMMEHOBAHME .IeKap-
CTREHHOIO TPEeNapara, NpeayIpeanTeILHYIO MAPKUPOBKY K. fexap-
CTBEHHY IO OPMY. KOIMYECTRO JIefiCTBYIOLIErO BelecTra 8 M1, dap-
MAKO:1. HOMED CEPHH H CPOK FOHOCTH.
Ha OTPLIBHYH) TURACTHROBYIO HAKJAAKY KO.Ina4ka ATHOMHHACBOI(
HanocaT peabeduyvio Haanueh «CEPODAPM,
Bropuunan yiakoska JeKapCTBCHHOTC Npenapara Coorsereraver
Ha mauxe yraseBaioT HAUMEHOBAHHE. TOBAPHLIA 3HAK, AAPEC, Teae-
dou 1 akc Jepkares PErHCTPALHOHHOTO YA0CTOBEPEH S, «hapya-
[EBTHHECKAS KOMITAHHA», TOProBOS HANMCHOBAHHE JSKAPCTBEHHOTO
[penapara. NpeiyapeInTeIbHYI0 MAPKHPOBKY . IPVIIMHPOBOUHOE
HANMEHOBAHHE, TEKAPCTREHHYIO (hOPMY. KOIHHECTBO JefcTRYIONEro
BOILECTBA B MI. xoamuecTso frakoxos B nauxe. cocras. «Cre-
PHILHO . YCIORHS XPaHRNUS, YCIOBHA OTHYCKd, «XpaHuTh B HEAO-
CT}'TI?!OM AR ,IE’I‘Cn MECTEY, HQMEP pEI'HCTpaﬂHGH HOTO }‘AQCTOBL‘IJQ-
HHS. WTpHXOBO KoL (hapmakoa. Ulpudrom bpakizs na nauky Haso-
caT uHdopMaimio «xoptekcud 10 Mry. Ha JHUEBYIO CTOPOHY maykH
HAKICHBAIOT TOIOTPAMMY,
Ha nauky HaHOCST KOHTPOABLHBI HASHTUDHKALHRO LI 3HAK (ABY -
MEPHBI IWTPHNOBOH XOX). B TCKCT. AvOaHpyIowmil nudopyaiH.
JAKOAMPOBAHHYIO B HEM (HACHTHGHKALMOHHBIR HOMED, WHIHBHA LY~
atbHb Ccepuitiiniil HOMEP BTOPHUHON YIIAKOBKH. HOMED IPOH3BOI-
CTBEHHOH CCPHHL AaTa MCTEYCHU CPOKA TOIHOCTH).
Ha oasre amtomunneBoil yka3siBaioT HAHMEHOBAHHE AepKaTe s pe-
FHCTPALIHOHHONO YIOCTOBEPEHHA. TOPTOBOE HANMEHOBAHHE JcKap-
CTBSHHOTO TIPENapaTa, NPEAYNPeAHTEALEYIO Mapkupoeky ¥, nexap-
CTBEHHAIO QOPMY, KOAWYSCTBO ACHCTBYIOILICIO BEUICCTRA B MT.
MapxupoBra TpaHCIIOPTHO#H Tapu! B coorserctuy ¢ OCT 14192-
Xpatenue B 3aniimeHHOM OT cBeTa MeCTE NpH TeMneparype ue suiiue 25 °C.
Cpok roaHoCcTH 3 roaa

Hauansunk OKK
% q:}‘;
.

e,

Hm,sia npenapat KOPTEKCUH®, nuodunusar 1iis npuroToBACHNUS PacTBOPa N8 BHYT-
dus 3741018 cooTsercTBYET TPeGOBAHHAM HOPMATHBHOIO SokyMmenta P NOG3862/02-

FCopaeesa A. 1O.

Crp. 2122




