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KOPTEKCHUH®, AHOPHANIAT 115 NPHTOTOBIEHUA PACTBODA 11151 BHYTPHMBILIEYHOI® BREICHUS,

Crpana-npomesosutens:
Howmep perucrpausossoro
YAOCTOBEpEHNS;
Jlo3upoBka/akTHBHOCTE:
JlekapcTrenuas dopma:

Pasmep u Tun ynakosku:

Homep cepuy:

Konnuectso ynakosox s cepuu:
JHara npoussoacrtea:

Fonen go:

TIpoussoauTe:ns nexapeTeennoro

CpeacTsa (naseanue u aopec npouseod-

CIM@enHoll naowadki);
Bropimnas ynakoska:

ITpoussosicTReHHas nnowanka:
ponzsoacTeennas muneH3 U
3akmouedye o COOTBETCTBHH opo
IUTENA JIEKAPCTBEHHLIX CPENCTB
Gopanuam IMpasun Hannexaueit
M3BOACTBEHHOM NPaKTHKH;
HeficTeutenbub no:

Kontpoas nposenen Ha cootsetcrane:

AHAMMTHYECKHUN NACTIOPT M 54

Poceniierxas ®enepauns
P N003862/02 ot 30.06.2009 r.

Koprekcuna 10 mr

Poccusa

10 mr

JHODHAN3AT 19 NPUTOTOBIEHNS PacTBOpa A5 BHYTPHMBIILIEUHOT'0 BBEde-

Hus

10 5 (IAKOHOB B KORTYpHYIO A4CHKOBYI0 YIIAKOBKY H3 NJIEHKH [0/1HITHIEH-

TepeTanaTHO u honbru ATOMHHHEBOI,
KOBKH ¢ HHCTPYKEHCH No NnpHMeHeHNO B
4251118

3027 ynak,
28.11.2018 r.
28.11.2021 r,

wocecee, a. 13, aur. BY, nur, BJ

000 «TEPODAPM», Poccusn, 142279, Mockosckas obaacrh,
MYHHUHMNAALHBIE paiioH, ropoackoe nocesenne O6onencs,

JeHeR, ¢Tp. Ne §
000 «TEPODAPM»
Ne 00107-JIC oT 16 wrous 2017 roaa

000 «TEPO®APM», Pocens, 196158, r. Cankr

N0 2 KOHTYPHLIE A4eliKoBbIe yra-
NAYKY U3 KapToHa

-Ilerepdypr, Mockosekoe

CepnyxoBeruii
paiion p.n. Obo-

3o~  Ne GMP-0037-600182/17 ot 21 aprycra 2017 r., npnkaz No 2832 o1 21.08.2017 3
tpe-  Ne GMP-0037-000184/17 o1 21 asryera 2017 r., npnkas Ne 2833 or 21,08.2017,
fpo-  BbidaHHbic MUHHCTEPCTBOM NpoMBILLAeHHOCTH U Toprosan Poceuiickoii he-

mepauHu.
06 mona 2020 roaa

r, u3m. Ne 6 ot 01.12.2016 r., uam. No 7 ot
09.16.2017r.

P N0G03862/02-300609, n3m. N 1 ot 16.08.2010 Iy H3M.
u3M. Ne 3 o1 26.02.2015 1., sam. Ne 4 o1 29.04.2015 .

Ne 2 o1 30.12.2013 r.,
Him. Ne 5 o1 03.02.2016

22.09.2017 r., uam. No 8 ot

HauveHoBanuse noxaiareneii

Tpebopanust nopmaTusHoii AOKYMEHTALMH

Pe3yabTarTh uensrrannii

Cnucanue

Jlmo@nausuporansbiil NMOPOLIOK MW NopHcTas Mmacca Geloro wrm
$ie10T0 € KeTTOBATEIM OTTEHKOM LIBETa

Jhoduamsuposannmii  nopo-
WOK BEI0T0 ¢ KeNTOBATHIM OT-
TEHKOM 1BETY

[MomEnOCTR:
A, [Menryas

B. Apovarnueckie aunnokuciaors

B. Nwunn

Oxpautiurasue pacTeopa npenapara s CHHE-(HOACTOBLI HReT B pi=
CYTCTBHH OHYPETOBOTO peaKkTHBA.

YP-CreKTp NOrIIOMCHAS PacTBopa npenapata B 001aCTH AU BOAH
ot 250 20 300 am gomken uvets MAKCHMYM ApH (27526) Hy.
CootHomenye ontusecknx naotoctell D275/D240 A0KHO ObITh
He meHee 1,0,

Ha xpomarorpamwme uemermyesmoro MPeapara J0MDKHO NOSBMTHCH
[ATHO HA ypoBHC NaTHa pacteopa COBC ramnuua.

[oxsepaciena
Amax = 275,00 um
1.32

CooTtrercrayer

Bpewms pacteopenns

Coaepxumoe draxona 1omkno PAcTBOPATLCA [PH BCTPSXHBAHHM B
1-2 »a Boasr a7s unsexunit, 0.9 % PacTBOpa HATPHA X1opuaa, (.5 %
PACTBOPA MPOKAHHA B TeyeHHe He oxee 1 MuH.

Menee 1 mun.

Cpeansa Macca COACHRHMOTO taa- | 22,0 mr = 5,0 %. 21.90 mr
KOHa (PP X1 meim, 2. ¢. 140)
ITpospausocTs pacteopa Hoxen Berre npospasssiv. (I X1, 4. 1, ¢, 98) IIpoapasen

I{serHocTn pacteopa

Oxkpacka HCTILITYEMOTO PAcTROPA HE A0KHA NpeBbHBaTh TaloH Y4,
(I'd X1 4. 1. €93, Meton 2)

Boisiepscusaer

pH pacrsopa 015010 66. (ITd X1 u. 1. c. 83) 6,04

Toreps B macce npy Beicymwnsa- | He Gonee 10 %. (F'd XL oin . ¢. 176) 0,90 %

-HHH

Mexaunueckue proueHns B cootnerctbhi ¢ TpeGosannnyn PJ1 42-501-98. Buiacpausaer
BaxTepHaibibie HIOTORCHE D] He Goaee 35 ED/mr, (I XIL 4.1, c. 128) Meree 35 ED/mr
AHOMATLHAA TOKCHYHOCTL Hoawen Guirh aerokeunssi, (TO XIL 4. L c. 124) Heroxenyen

Crp. luz2




CrepuibHOCTD

Token Otk crepuaphsiy, (TP XIL 4, I ¢ 150)

Crepuiien

BHICOKOMOIEKY TApHbIE OCIKH

Bpess yiepkaHus MUKOB HA XpOMATOrpavMe PacTBOpa MCILITYE
MOTO MpPENapara 10/KHO GbiTh GOIbiIS BPEMCHH YACPKAHNA nnKa
fieKa-Mapkepa - OHTOXPOMA C. 410 HOATBEPAKIAET OTCYTCTBHC
Geaka ¢ MOICKYISPHOM Maccoi CBRILES 12300 Jla.

CooTaeTCTBYET

OaHOPOIHOCTS AO3UPOBAHHS

85 % - 115 %. (TP X1 Brin, 2. ¢.143)

Munnmaisao 94.80 %
Maxcumaisno 96.70 %

Coaepwanne
NOJROCHTHIOR

BOI0PACTBOPHMBIX

Coacpkanye BOJAOPACTEOPUMBIX  IIOTHIICITHIOR  BO thraxone

somKHO ObiTh 0T 3.0 10 7.0 Mr.

545 mr

KoauyecTBeHHOE ONpeleicHue

Coaepkanuc KOPTEKCHHA BO (IaKoRe J0KH0 ObiTh 0T 8.3 20 11.5
MI.

868 mr

BHOJOrHYECKasn aKTHBHOCTE

HHAeKe MAOMAAH TKAHH KOPbI FOJ0BHOTC MO30a Hociae K}‘."‘ib’!'HBHp(}-
BAHHA ¢ J0GaB/CHUEM IKCTPAKTA KOPTEKCHHA B KOHUCHTPAIKH 20
wr/ar He Menee. yem Ha 20 % BOTBUIC HHASKCA NI0UAIH B KOHTPOAC,

Ha 28 % Ooubiire KOHTPOIAA

Vnakopxa

Mo 22 Mr avohuiu3ara 8o (rakoHsl #3 DECUBETHOTO CTERAA BMECTH-
MOCTBIO 5 M. YKYTIOpEHHBIC TPODKAMH PEIRHOBLIMU H oOKaTaHHbIE
KOTMAYKAMH ATIOMHHUEBLIMH C OTPLIBHOH T11ACTUKOROH HaRIATIKOH
OpaHKEBOTO UBETA.

Tlo § (hIakoHOB B KOHTYPHYIO SUCHKOBYIC YNAROBKY H3 TLISHKY [0
UBHHHINIOPHAHOH HIAH nomyrHaentepedratarsoit 1 Hoasry
AMOMHHHEBOH.

o 2 KOUTYPHBIE HUCHKOBBIC YITAKOBRH C HHCTPYKIHEH 00 TpHMene-
HMIO B AYKY W3 KAPTOHA.

To 22 mr anoduansara so Gaa-
KOHEI W3 DECUBETHOTO CTeKIa
BEMECTHMOCTBIO 5 M. YKVIIO-
peHbic  npodkamu  Pe3HHO-
BhIMH W ODKaTaHHBIC KOJfIay-
KaMH QTIOMHAREBLIMH € OT-
PhIBHOIT 1IACTHKOBOM HAKAAL-
KO# OPAHKEBOTO UBLTA

Mo 5 $aakOHOB B KOHTYPHYIO
fuelikoBYI0  YHAKOBKY M3
MACHKK  NOAMITHICHTEpedTa-
aaTHO#H H QOILIK ATOMHHES-
Boit. [lo 2 KOMTYDHBIC AHCHKO-
Bbie VAKOBKH C MHCTPYKUMCH
N0 NPHMCHCHWIO B NAYKY H3
KapIoHa.

Mapkuposka

[MepsruHad yIAKOBKA JCKAPCTREHHOTO Npenapara

Ha 7rukeTke (prakoHa YKa3slBAIOT HAHMCHOBAHME ACpXaTeld peri-
CTPALMOHHOrO VIOCTOBEPEHUS, TOPTOBOE HAHMCHOBAHHC JICKAP-
CTBEHHOTO [IPEMAPATA, TIPEAYIPCIHTEIBHYIO MapkiposKy &, JicKkap-
CTBCHAYIC (OPMY. KOIHUCCTRO eHCTBYIOUErD BEIUCCTEA B T dap-
MaKO1. HOMED CePHH H CPOK TOAHOCTH.

Ha OTpLIBHYIO MICTHKOBYIO HAKILIKY KOINANKA aTOMUHHEBOTO
nasocsT penseduyio Hammes «EPORAPMY.

Bropuuuas yNakoBKa 1€KapCTBEHHOTO npenapara

Ha nauke yKaIbiBAKCT HAMMCHOBAHNE, TOBAPHLIA 3HAK. AIPEC, Te1e-
o M PaKe ACPHATEN PETHCTPAUHOHHOTO YI0CTOBCPEHUA, «ihapma-
LEBTHYECKAS KOMNRHAAY, TOProBoe HAKMEHOBAHHE JCKAPCTRCHHOTO
npenapara. npeayIpeIuTeIbHYI0 MAPKUPOBKY ®. rpynnHpoBO4HOE
HANMEHOBAHHE, TEKAPCTREHHYIO POPMY, KOTUHECTBO ASHCTBYIONICTO
BCUIECTBA B M. KOJHYECTBO (IAKOHOB B [1a¥Ke, COCTas. «Cre-
PHIBHO®, YCTOBUA XPAHCHHA, YCIOBHA OTHYCKA. «XpaHuTh B HEAO-
CTYIHOM A% JeTeil MeCTe». HOMEP PErdCTPAlMOHHOTO YA0CTOBEpE
WS, HTpRXOBOH KO dapmakoa. ITpudros Bpaian xa nadky Hano-
car nrgopmsumio «koprercin 10 My, Ha IHOCEYIO CTOPORY NAYKH
HAKIEUBAIOT TOIOTPAMMY.

Ha nauky HaHOCKT KOHTPOIbHBIH HASHTH(HKALMOHHBIH 3HAK (JBYX-
sepHbtil wTpuxoBofi Koa). u TekcT, A¥Saipyroumi uiopMaLio,
3aKOIHPOBAHHYIO B HeM (MIACHTH(IMKAUHORHLIN HOMED. HHIMBHIY-
ATBHBIH CepHilHbIl HOMED BTOPHYHOM YIAKOBKH, HOMED NPOHIBOA-
CTBEHHOM CEPHM. J1ATA HCTEUEHHS CPOKA TOIHOCTH).

Ha thobre a;OMHHHEROH YKA3LIBAIOT HAMMCHOBARNE IePAATEA pe-
FHCTPAUHOHHOTO YAOCTOBEPEHHS. TOPIDBOE HAUMEHOBAHNC JCKap-
CTREHHORO NPEHAPATA. IIPEAYNPEIHTEILHYIO MAPKHPOBKY &, 1eKap-
cTBenHY0 POpMY, KOIMYECTB0 ACACTBYOUICTO BEIICTTBA B MT.
MapxupoBKa TPAHCTIOPTHOH Tapki B COUTBETCTBHH © FOCT 14192-
96.

CooTBeTCTBYET

CooTBeTCTBYET

XpaHeHHe

B 3alAICHHOM OT CBETA MECTe pH TeMiepaType ne Baie 25 °C.

CpoK roaHOCTH

3 roaa

3AKNIOUYEHHE OKK: JlexapcTpeHHsli penapar KOPTEKCHH®,
Fo pRenenus, 10 mMr cepua

PHMBbILIIE

30060

No
7
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lgmam,%’ﬁxf},lgl{‘ :

o

_919 Fe

v Ne 1 07 16.08.2010 r.. w3m.

2

AHOUIM3AT U1 NPHIOTOBICHHSA PaCTBOPA ANA BHYT-
4251118 cooTseTCTBYeT TPEDOBAHHAM HOPMATHUBHOTO JOKYMEHTA P N003862/02-
Ne 2 o1 30.12.2013 r., u3m. Ne 3 o7 26.02.2015 r., u3m. Ne 4 01 29.04.2015 ., w3m.

:59‘?;@.02.’2'6]6-{‘ w3m: Ne 6 o1 01.12.2016 1., u3m. Ne 7 o7 22.09.2017 r., uam. Ne 8 0709.10.2017r.

Topaeesa A. 10,

Ctp.2u32




