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AHAJIMTUYECKHUH MACIIOPT Ne 193

Pocecus

KOPTEKCHH®, nHoduAN3aT 4151 IPHIOTOBIEHHS PACTBOPA VISt BHYTPHMBILIEYHOI'0 BBEAEHHS, 5 MI'

CTpaHa-npoH3BOXUTENE:
Homep perucrpanyoHHoro
YIAOCTOBEPEHMA:
Jl03HpOBKa/aKTUBHOCTE:
JlexapcTBenHas dopma:

Pasmep 1 THI yniakoBkH:

Homep cepuu:

KonmuecTro ynakoBOK B CEpHH:

JHara npoussBoacTsa:

Tonen no:

[Ipou3BOIMTENE NEKAPCTBEHHOTO
CPEICTBA (Hazeanue u adpec npoussod-
CMBERHOH NToWadKu):

BropuuHas ynakoska:

IponseoncTBeHAAS MIOMANKA:
INpousBoACTBEHHAS JIHLIEHIUA:
3aKTOYEHHE O COOTBETCTBHH TPOU3BO-
IMTENA JeKapCTBEHHBIX CPENCTB Tpe-

Poccniickan Qenepauns
JICP-003190/09 ot 27.04.2009 r.

Koprexcnna 5 mr

JHOQHAN3AT IS NPHIOTOBACHHS PACTBOPA AVIsi BHYTPHMBIIIEYHOTD BBEe-
HHUS

no 5 GUIaKoHOB B KOHTYPHYI0 A4EHKOBYI0 YNIAKOBKY U3 ILIEHKH NOIHBHHHI-
XJIOPHAHOH MITH NOJIMITHIeHTepedTAIATHOH H (DOJILIH ANIOMHHHEBOIH, N0 2
KOHTYPHBIE A4¢cHKOBbIE YNIAKOBKH ¢ HHCTPYKLHE 10 NPHMEHEHHIO B NAYKY
H3 KapToHa

421218

15 335 ynak.

04.12.2018 r.

04.12.2021 r.

000 «'EPO®DAPM», Pocens, 142279, MockoBekas 061acThb, CepnyxoBckuii
MYHHUHNANLHBIH palioH, ropoackoe nocenenue OBGosenck, paiion p.n. Obo-
JIeHCK, cTp. Ne 5

000 «I'EPO®APMb», Poccus, 142279, MockoBekas 061acTh, CeprnyxoBeknii
MYHHUHNAJIbLHBIA paioH, ropoackoe nocenedne Odonenck, paion p.n. Ofo-
JIEHCK, cTp. Ne §

000 «'EPO®APM»

Ne 00107-JIC ot 16 uronn 2017 roaa

Ne GMP-0037-000183/17 or 21 aBrycta 2017 r., npuka3s Ne 2840 ot 21.08.2017;
Ne GMP-0037-000184/17 or 21 aBrycta 2017 r., npuka3 Ne 2833 ot 21.08.2017,
BbIIaHHBIe MHHHCTEPCTBOM NMPOMBILLIEHHOCTH H Toprosiu Pocceniickoi Me-

Gopanusam IMpaBun Hamnexawei npo-

H3BOJCTBEHHOM ITPAKTHKH:
He#cTBUTENBHBI 00:

KOHTpOj’Ib NPOBEAEH Ha COOTBETCTBHE:

AepanHH.
06 urons 2020 r.
JICP-003190/09-240918

Haumenoranme nokasareneii

TpeGoBaHHA HOPMATHBHON JOKYMEHTALHH

Pe3ybTaThl HCNBITaHNI

Omucanue

JIHO(QMIHIHPOBAHHLI MOPOLIOK MAH TIOPHCTas Macca Genoro Wi
6en10ro ¢ KeaToBaThIM OTTEHKOM LBeTa. (Busyansubii)

JInodunnsHpoBaHHLIH

1ok Genoro UBeTa

nopo-

[TonnuuHOCTS:
A. lNentrae

b. ApomaTtuyeckue aMHHOKHMCIOTBI

B. s

Oxpalumpanue pacTBOpa Npenapata B CHHe-(pHONCTORBIH LBET B npH-
CYTCTBMH GHYPETOBOTO peaxTusa.

Y®-crnexTp NoromeHHs PaCTBOpa Mpenapara B 06AaCTH ITHH BOTH
01250 10 300 HM n0TKEH HMETh MakcHMyM 1ipH (275 + 6) uM. (Cnek-
TpodoToMeTpHYecKHii)

CoorHomenye onTHYCCKHX MIoTHOCTEH D275/Daso A0MKHO BbITH He
mexee 1,0. (Cnekrpodotomerprueckuit)

Ha XpomarorpaMMe HCIBITYEMOrO MpPENapaTa AODKHO NOABHTLCA
TIATHO Ha ypoBHeE TiTHa pacteopa COBC rauuuna. (TCX)

IMonTeepxaeHa

Amax =275,43 um

1.40

Cooreercrayer

Bpewms pacreopenms

Conepzumoe (h1axoHa T0MKHO PACTBOPATECA TpH BCTPAXHBAHUM B
1-2 Ma Boae! ans wibekiyii, 0.9 % pacTBopa HATpHs xyopuaa, 0,5 %
PacTBOpa NpokanHa B TeucHue He Gonee 1 muH. (Busyanskslit, Xpo-
HOMETPHYECKHI)

Menee 1 MuH.

IIpospaynocTs pacTeopa

Homxen Gwits npospaunsv. (T'® Pd, ODC.1.2.1.0007.15 «Ipo-
3PAYHOCTL M CTENEHh MYTHOCTH XKHAKOCTEH»)

IMpo3pauen

LipeTHOCTS pacrsopa

Oxpacka HCIIBITYEMOTO PacTROpa HE JODKHA MIPEBAIIATE 3TAI0H Y4.
(I'® PO, OPC.1.2.1.0006.15 «Crenens okpacku JKHIOKOCTEH», Me-
TOX 2)

Buinepxusaer

pH pactBopa

Ot 5,0 1o 6,6 (pacTBOp, NIPHIOTORNEHHBIH AN% KCTILITAHMA HA «I1po-
3pa4HoCTs pacTsopay). (TD PD, ODC.1.2.1.0004.15 «HonomeTpus»
HOTCHUMOMETPHUYECKOE OTIpENeIeHHE)

6,03

TMoreps B Macce npH BBICYLIMBa-
HHH

He Gonee 10 %. (I'® Pd, ODC.1.2.1.0010.15 «Iloteps B macce npu
BBICYWIHBAHHH Y, cnocod 1)

4,62 %

Mexannyeckue BKIIOYEHUS
- BUOHMBIE

Jlomxen BuLIepxKMBATEL TPEGOBAHMS 118 OPENAPATOB, NpeaHazHaYeH-
HBIX L1 BHYTpMMbitieqroro Beeerud. (I'® PO, 00C.1.4.2.0005.15

«BHIUMEIE MEXAHWYECKHE BKJKOYEHMS B JIEKAPCTBEHHBIX qupmax

Beraepxupaer

Crtp. 1 U3 3




- HEBHJIHMbIE

U1 NAPEHTEPAILHOTO MPHMEHEHHS H TIA3HLIX NeKapcTBeHHBIX dop-
Max»)

B onuom dnakone:

- CPeIHEE YHCIO 9acTHIl pazmepoM 10 MkM H Golee - He npeesiaeT
6000;

- CPE/IHEE YMCIO YaCTHI pasMepoM 25 MKM u Golee - He MpeBbiaeT
600.

{Cuerno-poromerpuueckuii, 'O PO, OOC.1.4.2.0006.15 «Heruan-
MblE MEXAHWYECKHE BKIIOYEHHA B EKAPCTREHHBIX dopmax g na-
PEHTEPAILHOTO IPHMEHEHH Y, MeTox 1)

129 u./dnak.

3 u./tnak.

IIuporenHocTs

Homxen OpiTh anuporenssM. ([P PO, ODC.1.2.4.0005.15)

ANHpOreHeH

AHOMATBHAA TOKCHYHOCTD

Jlomxen ObITh HeTOKCHUHBIM. ('@ PO, OOC.1.2.4.0004.15 «AHo-
Ma/ibHas TOKCHYHOCTBY)

Heroxcuven

CrepHILHOCTE

Jomxen OuITe crepunstbiM. (Meron memOpaunoi puasrpanuu, ['®
Pd, OPL.1.2.4.0003.15 «CrepruneaocTs»)

Crepunen

Bricokomonekynaphsie Genxa

Ha xpomarorpamMme HCIIBITYEMOro PacTBOPa AOJLKHE! OTCYTCTBOBATh
NKKY NpUMeced, BpeMs YIEPHKHMBAHHSA KOTOPBIX MEHEE BPEMEHM
yaepkuBanus Tuka Oenxa-mapkepa - nuToxpoma C, 4TO moaTeep-
AIAET OTCYTCTBHE OeNKOB ¢ MONEKYISpHOH Mmaccoil ceeime 12300
Ja. (Oxcknroznonsas BOWX, 'O PO, ODC.1.2.1.2.0005.15 «Brico-
k03 deKTHBHAN KHIKOCTHAA XpomaTorpadiusy).

CootBercreyer

OcraToyHble OpraHWYecKHe pac-
TBOPHTEIN

Auerona He Gonee 0,3 %. (I'® P, OPC.1.2.1.2.0004.15 «azosas
xpomarorpadgusy, O®C.1.1.0008.15 «OcraroyHeie opraHHuecKHe
PACTBOPHTENNY).

0,02 %

ONHOPOIHOCTH NO3UPOBAHUS

B coorserctBum ¢ TpebopaHmamu  (AV=1S), (I'd P,
O®C.1.4.2.0008.15 «O1HOPOAHOCTL JO3HPOBAHHAY, ciocof 2).

Cootsercrayer
AV=3,227

Conepxanne
TONHTENTTHAOR

BOAOPACTBOPHMEIX

Copnepxanue BOJOPACTBOPHMBIX TONHMNENTHAOB BO  (IaKoHe
JnomxHO 6biTh 0T 1,5 10 3,5 Mr. (CriekrpodoToMeTprdeckyit)

2.81 mr

Konnuecrsentoe ONpEACICHAC

Copepianue KOPTEKCHHA BO (prakoHe 1omkHO 68ITE OT 4,25 10 5,75
mr. (CoexrpodoToMeTpHYECKHI)

5,04 mr

Buonoruueckas akTHBHOCTE

INpenapar cuxralor GuonoruveckH akTHBHBM, ecnn MIT Tkauu ro-
JIOBHOTO MO3Ta MOC/IE KyIbTHBHPOBAHHA ¢ J0GaBICHAEM 3KCTpaKTa
KOPTEKCHHA B KOHUeHTpauuu 20 Hr/mr, He menee 4yem Ha 20 %
6onsuie MI1 B kouTpone. (BHonorHyeckui)

Ha 25 % Gonbiue KOHTpOIS

Vnakoexa

ITo 11 Mr tuodrmmzara Bo GrakoHe! W3 DECIBETHONO CTEKIA BMECTH-
MOCTBIO 3 MJI, YKYTIOPEHHBIE MPOOKaMH PE3HHOBBLIMH H 00KaTaHHBIE
KOJIMa4KamMH aTFOMUWHMEBBIMHA C OTPBIBHOH MIACTHKOBOR HaKIanKoH
OpaHKEBOI'0 LBETA.

Ilo 5 dnakoHOB B KOHTYPHYIO AYEHKOBYIO YNAKOBKY M3 IUIEHKH TO-
JMBHHHIXJIOPHAROM HJIH TIONHITHICHTEpedTanartHol ¥ donery amo-
MHHHUEBOH.

Ilo 2 koHTYpHBIE A4EfiKOBBIE YNAKOBKH C HHCTPYKLIHEH NO MPHMEHE-
HHIO B 12Ky W3 KapTOHa.

CootsercTBYyeT

To 5 ¢nakoHOB B KOHTYPHYIO
SYEHKOBYIO  YMNAkOBKY W3
IICHKH NOAHITHIEHTEpedTa-
naTHOH M (PONLrH ATIOMHHKE-
BOH.

CoorsercTRyeT

Mapkuposka

Kowurpons Ha cootserctaue JICP-003190/09-270409, uam. Ne 8 or
22.09.17r.

IlepBHuHas ynakoeka

Ha stukerke pnakoHa yKa3blBalOT HAMMEHOBAHUE NEPWKATENS Peru-
CTPallMOHHOIO YAOCTOBEDPEHHA, TOProBOE HaHMEHOBAaHHE IeKap-
CTBEHHOTO TPETIapaTa, NpeAyIpeIRTENbHYIO MapKHPOBKY ®, 1exap-
creeHHYI0 opMYy, KOTHYECTRO AeHCTBYIOLIEr0 BEIECTRA B MT, «J1ns
zeTedy», hapMakoa, HOMED CEPHM ¥ CPOK FOAHOCTH.

Ha oTpsIBHYIO NAACTHKOBYIO HAKA4AKy KO/INayka alTOMHHHEBOTO
HaHOCAT pesedHyo Haanuceh « T EPODAPM»,

BropuyHas ynakoBka

Ha nayke yxa3siBa:0T HAHMEHOBAHHE, TOBAPHBIA 3HAK, ajpec, Tene-
doH K dakc nepxarens perucTpalHOHHOTO YAOCTOBEpeH A, «hapma-
LEBTHHECKAA KOMNAHHAY, TOProBOE HAMMEHOBAHHE JIEKADCTBEHHOIO
npenapara, NpeIyNnpeAHTENbHYI0 MapKHpOBKY &, rpynnHpoBOYHOE
HauMeHOBAHHE, TEKAPCTBEHHYIO (OPMY, KOMHHECTBO JeHCTBYIOMETD
BELISCTBA B MI, KONMUYecTBO (nakoHOB B mauke, «Ja1s aereit», co-
craB, «CTepuaLHOY», YCNOBHA XPaHEHHMsA, YCIOBHA OTHycka, «Xpa-
HWTb B HELOCTYITHOM /UL I€TeH MECTe», HOMEpP PerHCTPalMOHHOIO
YIOCTOBEpeHHs, TpuXxoBo# kox, papmaxon. pudrom bpaitis na
MayKy HAaHOCAT MHGOPMALMIO «KOpPTEKCHH 5 Mr». Ha nrnesyio cro-
POHY Na4KH HAK/ICHBAIOT rOJOTPamMMy.

Ha nadxy HaHOCAT KOHTPObHBIH HICHTHHHKAMOHHBIA 3HaK (ABYX-
MEpHBIH [ITPHXOBOH KOX), H TEKCT, AyONUpYIOHA HHbOpMaLHIO,
33KONMPOBAHAYIO B HeM (uaeHTH(UKAUMOHHEIH HOMED, HHAMBHIY-
anbHBIA CEpPUHHBIA HOMEp BTOPMYHOM YNaKOBKH, HOMEp NMpOH3BOA-
CTBEHHOH CepHH, 1aTa HCTEUEHHS CPOKa TOHOCTH).

Ha (onsre amoMHHHEBOH YKA3bIBAIOT HAMMEHOBAHHE JEpIKaTens pe-

CootBercTByeT

CootsercTByeT

Crp.2m3




THCTPALMOHHOTO YAOCTOBEPEHHA, TOPrOBOC HAMMEHOBAHUE JIEKap-
CTBEHHOTO Mpenapara, NpenynpeluTeibHy0 Mapkuposky ®, «Jing
nerelin, nekapcTseHHYi0 $opMY, KOIHYECTRBO AeHCTBYIOWIENO Belle-
CTBA B MT.,

MapkupoBka TpaHCNOPTHOM Tapel B coorsercTsuu ¢ [TOCT 14192-
96.

Xpanenne B 3ammniieHHOM OT CBETA MECTe NIPH Temneparype He Boime 25 °C.

Cpox roagocTv 3 rona

LIy i
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