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AHAJTUTHYECKHUH NACIHOPT Ne 82 Poccus

KOPTEKCHH?, JTHOQHIH3AT IR NPUTOTOBIeHNS PACTBOPA 17151 BHYTPHMBILICYHOT O BBENEHHs, 5 mr

Crpana-npoussonutens: Poccniickas Menepauns

Howmep perucrpanmonnoro JICP-003190/09 ot 27.04.2009 r.

YIOCTOBEPEHHS: (daTa BHecenus usmenenui B PErncTpaunoHnoe YAOCTOBEpEHIE TeKaPCTRBeH-
Horo nmpenapara 03.06.2021 r.)

HosupoBka/akrusHoCTS: KopTtexcuna 5 mr

JlekaperBennas dopma: JHOGHIMIAT A0S NPHIOTORMEHHS PACTBOPa A1l BHYTPHMBILLIEYHOrD BRee-
HHA

Pa3mep u tun ynakosxu: no S gnakoHos B KOHTYPHYI0 sideiikoBy o YNAKOBKY H3 IUIEHKH NOAHITH/IeH-

TepedTanaTHoii n tonbru ANOMHHHEBOH, no 2 KOHTYpHBIE sivefikoBbIe yna-
ROBKH € HHCTPYKUHeH Mo NpHMeHeHHD B NMavyKy U3 KapToHa

Homep cepun: 160721

Konwmsectro ynakosox s CepHH: 18 606 ynax.

Harta npoussoncrea: 08.07.2021 r.

TCoaen no: 30.06.2024 .

powssonutens NEKapCTBEHHOT O 000 «TEPO®APM», 142279, Mockosckas 00.1., ropoackoi orpyr Cepny-

CpeICTBa (Hazeanue u adpec npoussod-  Xos, padounii nocenok Ofonenck, TeppuTopua «Keapran An, CTpOeHHe §
CRIGEHHOI RIOIAOK):

INponssoncteennas nromwanka: 000 «TEPO®APM»

[Tpoussoncrsennas nuuen3ms: Ne 00107-J1C oT 04 tespans 2021 roaa

3akmodenne o cooTRETCTEMM npouseo-  Ne GMP-0037-000408/19 ot 28 aBrycra 2019 r., npuxas Ne 3221 or 28.08.2019;
OUTENA JIEKapCTBEHHbIX Cpercts tpe-  Ne GMP-0037-000409/19 oT 28 aBrycra 2019 r., npukasz No 3239 o1 28.08.2019,
Gosaruam TTpasun Hamrexameii Mpo-  BblAaHHbIe MHHHCTEPCTBOM TPOMBILLIEHHOCTH H TOProBau Poccuiickoii De-
H3BOACTBEHHOH NMpakTHKH: Aepauun. lleHcTBHTeNbHBI 10 14 Hions 2022 r,

Koutpons TPOBEJIEH HAa COOTRETCTRHE: JICP~003190/09~2409]8, H3m. Ne 1 o1 22.09.2020 .

Haumenopanue nokasareJiei TpeGosanus no MAaTHBHOR NOKyMeHTauMH PeaynbTate! uenbitanuii i
Onucanne Juotunusuposanmsi TIOPOWIOK MM NOpHCTas Macca Genoro wam TTuodwmnusuporantmii nopo-
Ben0ro ¢ KeTOBATEM GTTeHKOM useta. (Busyansmprii) ok Genoro useta

Moanuunocts:

A, TMenruae: Oxpawueanie pacrsopa npenapara B CHHe-QHONeTOREIN [1BeT B npu- | [Toarsepxnena

CYTCTBHH GHyPEeToROro peakTHea.

B. Apomaruueckue AMHHOKHCIOTSI | YD-cnekTp nornoutenms Pacreopa npenapara B oSaacr4 4nun sojs | ), max = 274,23 um

ot 250 10 300 1M omkeH uMeTs MAKCHMYM IpH (275 + 6) im. (Criex-

TpodoToMeTpuyeckuii)

CootHowenne onThyeckix IOTHOCTEH D275/D26p 10RMHO BBITH He 1,16

Menee 1,0, (Cnewpoc};uwmmpm;ecum‘é) [
|

B. I'nuuun Ha xpomarorpamwme ucnerryemoro TNPENAPATa N0MKHO MOABHTLCS Cootsercrayer
ILATHO Ha ypoBHE NaTHA pacTsopa COBC riutmua, (TCX) i
Bpems pacteopenns Cozepxumoe pnaxona nomxuo PACTBODATECA NPY BETPSXHBAHUK B | Monee 1 mymn, ]

1-2 M1 Boas! s uHbekini, 0,9 % pacteopa Hatpus xnopuua, 0,5 %
PACTBOPA MpOKaKHa B TeYeHHe He Gonee | MHH. (BusyansHeii, xpo-

HOMETpHYECKHEH)
[pospaunocrs pacTsopa Honken Guirs pospaukeiM. (I'D PO, ODC.1.2.1.0007.15 «[Ipo- | [pospaven
3pauHOCTh H CTEMEHD MYTHOCTH HHAKOCTEH»)
LiBeTrocTs pactBopa Okpacka ucnerryemoro PACTBOpPA He 10N Ha MPEREILLATS ITANON Va, Beinepsunacr
(TP PO, ODC.1.2.1.0006.15 «Crenelb okpacku HUOKOCTEH», Me-
101 2) .
pH pactsopa Or 3,0 10 6,6 (pacrsop, NpHroTORMCHH LI A1 MCnbITanua Ha «[lpo- | 6,20

spanocTs pacrsopax). (I'd PO, OdC.1.2. 1.0004.15 «Hononmetpusy
[IOTEHLHOMETPHYCCKOE Onpe/ienciue)

[Toteps B macce Mp# BhICYWwuBa- | He Gonee 10 %, (I'd PO, O®C.1.2.1.0010.15 «lloTeps B macce mpu 6,26 % —I
HHH BLICYLIHBAHMHY, C110c06 1)

Mexanuueckne pemoucHus

- BHIRMBIE Homken BriztepskHBaTs TpeBonadms A5 NPenaparos, npexasHayen- Brinepkupaer

HBIX L8 BHYTPHMBILIEUHOTO BBETEHMS, (T PP, OPC.1.4.2.0005.15
«Buaumbie Mexanuueckue BKMIOYCHHA B NeKapCTBEHHBIX hopmax
AL NAPEHTEPANIBHOTO IPHMEHCHHS U TasHBX NEKAPCTBEHHAIX (op-
Max»)

Crp. 1 u3 3




Fea}mumw

B oanom dnaxkone:

- CpefiHee YUCTIO YACTHIL PA3MEPOM 10 mMxm 1 Gonee - HE IPEBLIIACT
6000;

« CPEZHEE HHCTIO HACTHL PAIMEPOM 25 MKM H Gonee - HE [IPEBRILIACT
600.

(Cuerno-(oromerprccKith, I'd P®, 09C.1.4.2.0006.15 «Hepunu-
MBIC MEXAHHIECKHE BKJIOHEHHS B NEKAPCTBEHHBIX dopmax LA ma-
DEHTEPAIBHOTO [IPUMEHEHH#Y, METONL 1)

55 u/pnax.

0 u./dnax.

\.

TIupOreHHoOCTh

Tlomien GHITh ANIHPOreHHBIM. (I'd PO, O®C.1.2.4.0005.15)

ANMpOreHEH

AHOMAJIbHAA TOKCHYHOCTB

Tonwen GbITE HETOKCH'LHLIM. (T'e PO, 0O®C.1.2.4,0004.15 «Ano-
MANBEHAL TOKCHYHOCTBY)

HerokcrueH

CrepuNBHOCTD

Tlonken BbiTs cTeprabHbEM. (MeToa MemGpaHHoR GunsTpauny, ['P
PO, O®C.1.2.4.0003.15 «CTeprabHOCTE))

CrepuneH

BrIcoKoMONEKYIApHbIE Genky

Ha XpOoMaTOrpaMME HCTEITYEMOro pacTBopa JLOJDKHEI OTCYTCTBOBATH
nuKyk npumeceli, BpEMS YACPKHMBAHHA KOTOPRIX MEHEEe BPEMCHH
yoepMUBaHHs MAKa fenka-Mapkepa - LATOXpoMa C, 4T0 MOATBCP-
wnaer oTcyTcTBHE besnkoB C MoseKyIApHOH Maccoll cablle 12300
Ja. (OxckmosHoHHAT BOXX, 0 PO, 0®C.1.2.1,2.0005.15 «Beico-
ko2ddeKTHBHAR KHUAKOCTHAA xpomarorpadms»).

CooTBeTCTBYET
|

|

TBOPHTENH

OctarouHbie OpraHHyeckHe pac-

Auerona ne Gonee 0,3 %. (TP P, 0O®C.1.2.1.2.0004.15 «'asoBas
xpomarorpadus», O®C.1.1.0008.15 «Octarounsie opraHuHeckue
pac'radpmenu»).

0,01 % |

OnHOPOIHOCTE JO3HPOBAHAA

B coorsercrBumM ¢ TpeGoBaHMAMH (AV<lS). (T'e PO,
0®C.1.4.2.0008.15 «OIHOPOAHOCTE JOSHPOBAHHAY, cnocob 2).

CooTBeT¢TBYET
AV =4,614

Conepxanue
MONMIENTHAOB

BOZIOPACTBOPUMBIX

CoznepaHHe BOAOPACTBOPHMBEIX NOAMNenTHIOB BO  (hnakoHe
nonxHo 6brrs 0T 1,5 10 3,5 Mr (Cnexrpoq;momerpmccmn)

2,72 Mr

Kon{uecTeeHHOe ONPENCIECHHE

ConepiaHne KOPTEKCHHE BO (naKoHe JOMNKHO 65iTh OT 4,25 110 5,75
M. (Cnempod)o-romerpmecmn)

4,89 mr |

BronorHyecKas aKTHBHOCTE

TlpenapaT CHMTAIOT GHONOrHYECKH AKTHBHBIM, ecm VI Tkamu ro-
JIOBHOT'O MO3ra MOCHe KyJISTHBMPOBAaHHA C noBaBneHHEM 3KCTPAKTd
KOPTEKCHHA B KOHLEHTPAUHH 20 ur/mi, He MeHee uem Ha 20 %
Gonewe W11 B KOHTpOJIE, (Buonoruyecku)

Ha 26 % Gonbille KORTPONA

YnakoBka

o 11 Mr avoduau3ara Bo GakoHs! A3 GecLaeTHOrO CTEKNa BMECTH-
MOCLBIO 3 MJ, YiyNIOPEHHBIE IPOGKAMIA PE3HHOBBIMU 1 o0KaTaHHbIE
KOJINAYKAMH AIIOMHHHEBBIMH C OTPEIBHOR macTHKoBOH HAKNaAKoH
OpaHKeBOro LBeLa,

Tio 5 (naxkoHOB B KOHTYPHYIO queHKOBYIO YNAKOBKY H3 [ICHKH 1O~
JMBMHUIXJIOPHUIHOR HAH nonusTinenTepedTanartoi M Gonibri anmo-
MHHHEBOH.

Tlo 2 KOHTYypHEIe AucHKOBbIE YNIRKOBKH € HHCTpYKUHEH NO NpUMEHE~
HHMIO B Na4Ky H3 KAPTOHA, '

CooTBETCTBYET

ITo 5 QmBEKOHOB B KOHTYPHYIO
AYCHKOBYIO ~ YNIAKOBKY M3
[LIEHKY [oMHaTHIeHTepedTa-
naraoi W QoNerH amoMHHKE-
BOH.

CoOTRETCTBYET

MapkupoBka

ITepeuunas ynakoeka JeKapemeenHo20 npenapama

Ha sTuxeTke (UiakoHa ykasbiBaioT HaUMEHOBAHHE NIEPIKATENA PErH-
CTPAUHOHHOTO YAOCTOBEPEHHUS, TOProBOE HAMMEHOBAHUE neKap-
CTREHHOrO NPEIAPATE, IPEIYNPEAHTEALHYI0 MAPKHPOBKY ®, nexap-
cTBEHHYIO HOPMY, KOAHUECTBO JICHCTBYIOLIEr0 BELCCTEA B M, «Jna
nerelin, apmakol, HOMEp CEPHH A CPOK TOAHOCTH.

Ha OTpsiBHYIO MNACTHKOBYIO HakKnaixy KO/Nauka SNOMWUHUEBOTrO
HAHOCAT pensedHy10 HAAMHCE «TEPOQOAPM»,

Bmopuynas ynaxoska

Ha ¢onsre amoMHHHEBOH yKa3bIBAIOT HAMMEHOBAHHE [EPKATENA Pe-
rHCTPALHOHHOIT yaoCcTOBSpeH A, TOproBo¢ HAMMCHOBAHHC nexap-
CTBEHHOrO Npenapara, MpeAyNPEAHTENbHYIO mapxuposky ®, «[lns
Jnereiin, IEKapCTBEHHYIO dropmy, KOIHYECTBO NefCTRYIOLLErD Bellle-
CTBA B MI. ’

Ha miayKke yKashlBalOT HAUMEHOBAHHE, TOBapHbLH 3HaK, anpec, Tene-
(on 1 dakc Aepxuarenst PErHCTPALIMOHHON0 YAOCTOBEPEHHA, T0pro-
Boe HAMMEHOBAHHME JIEKAPCTBEHHOTe Npenapara, OpemyTIpeanTeIbs
HYI0 Mapkuposky ®, rpynnupoBotnoe HAWMEHOBAHHE, JIEKAPCTBEH-
uyio opmy, KOTHYECTBO ZCHCTBYIOLICTO BELIECTBA B MI, KOMM1C
¢TBO (NIaKOHOB B NAYKE, «Jins peteit», cocTds, «CTepuibHOY, YCIOo-
BHS XPAHEHHS, YCIOBUA OTNYCKE, «XpaHuTs B HELOCTYIHOM 1A NI~
Teli MECTE», HOMED PErHCTPALMOHHOrO YAOCTOBEPEHHI, LITPHXOBOH
xox, apmakoz. Llpudrrom Bpaind Ha nauKy HAROCAT nudopMauuio
«kopTexcuH 5 M. Ha nuuesyio CrOpoHy nadxy HAKICUBAIOT TONO-
rpamMmy.

Ha nauky HaHOCAT CPEACTBO HACHTHQHKALMH (ABYXMEPHBIA WTPH-
XOBOH KOA), H TEKCT, y6aupyoLi HH{OpPMALHIO, 3aKOAUPOBAH-
HYIO B HeM (HOMEp [POH3BOACTBEHHON CEPHH, 1aTa UCTEHEHHA cpoKa
OLHOCTH, HHIMBHIYANbHbIA cepHitnBlfl Homep (npH HAIHYHH)).
Mapxuposka TPaHCHOPTHOM Tapkl B COOTBETCTBAH C I'OCT 14192-

96.

CooTBercrayet
|
|

CooTBETCTBYET

Crp.2m33



Xpanexue

B sawmuenson ot ceeta mecte IIPH TeMIeparype He asime 25 °C.

Cpok roaHoctH

3 roaa

3AKJIFOYEHME OKK: JlekapcTseHHbiil npenapat KOPTEKCUH®
PHMBILIEYHOrO BBEIESHHS, 5 MT,

cepus

240918, uam.'No 1 07 22.09.2020 1. -

Hauanbank OKK

Hata nonnu}:afmsx: 27.07.2021r.

» IHODHTH3AT 1A NPUTOTOBICHAS PACTBOPA /UIA BHYT-

160721 cooTBeTCTBYET TpeGoBaHHAM HOPMAaTHBHOTO noxkymenTa JICP-003190/09-

Kucenésa M. H.

Crp.3m3
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A», cTp. 5
Brmyckarormpii KOHTpPOJIH KagecTsa: 00
«'EPO®APM», Pocensi, 142279, Mockosckas 0011,
ropoackol oxpyr Cepmyxos, paboumii nocemok
O6osnenck, Tepputopus «Ksapran Ay, ctp. 5

Homep u gara PEerHCTPANHOHHOr 0 JICP-003190/09 ot 27.04.2009 r (gara BHCCEHHj

- Pazpemenue na BBINYCK 3anonnsemas popma
Q & CEPHH IOTOBOH NMPOIYKIHU
r EPOOAPM COIT-0K-0164-018/05/3®1
Ne 580-2021
| Crp.1m31
Eopronoe HaHUMEHOBaHHe [ Koprexcuu® j
Mexnyrapoanoe HenaTenToBaHuoe | [TomumenTus! KOPBI FOJIOBHOTO MO3Ta CKOTa
HaHMEHOBaHHe (IPYNIHPOBOYHOE MK
| XHMH9ecKoe)
Jlekapcreennas dhopma MHOQHUIH3AT I [OPHTOTOBJICHHS pacTBOpa s
BHYTPHMBIIIEYHOTO BBeEHUS
Ho3upopka 5wmr
Dopma Bhiycka MHODHIM3AT UL MPHroTOBIEHHS pactBopa s
BHYTPHMBIIEYHOTO BBEAEHHSA, 5 M (dnakon) 11 mr x
10 (nayxa xapronnas)
Homep cepun (maprun) 160721 7;
Obnem cepun (mapTam) 18 561 ym.
Hara npomsBogecrea 08.07.2021 r. ;{
Togen a0 30.06.2024 ., ]
Haumenopanne H anpec | ITponssenero: 000 «I° EPODAPM», Poccns, 142279,
NpoU3BOaHTENS (C yKa3aHHEM cTaamil Mockosckas  o61., TOpoAcKkol okpyr Cepmyxos,
NpoH3BOACTBA) paboumii mocenox O6onenck, TeppHTOpHs «KBapran
A», cTp. §
Ynakosano: 000 « EPO®APM», Poccnsa, 142279,
Mockosckas  ofi., ropoackod okpyr Cepmyxos,
pabounii mocenok Obonenck, Tepputopus «Ksapran
)

YAOCTOBepenus AsMeHeHHH B PY 03.06.2021 r)
| Homep ropmaTaBHoi AOKYMeHTAlHH JICP—003190/09-240918, H3Mm. Ne | |
HanmernoBauue u anpec aep:xarenst | Q00 «T EPO®APM», ampec: Poccns, 191119, 1

PerucTrpausonsoro yxocTosepeHus r. Canxr-ITerep6ypr, YI1. 3BeHHTOpOACKaS, 1, 9
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