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COTEKC

141345, Mockoscxas o6, 2. Cepaues Ilocao, n. Besurogo, 0. 11

Ten.: /495/231-15-12

'TACHOPT Ne 526 ot 01.08.2023 .

MPOXVKT Junotaoxcon®
JEKAPCTBEHHASI (DOPMA " KOHUEHTPAT JIil MPUTCTOBACHHA PacTBopa s uny3uil 25 mr/sin
GOPMA BEIIYCKA 24 ma NS
HOHUPMA U3TOTOBUTEJDL 3A0 «dapidupma «Corexcy, Poceust
CEPHI ' 140723
OBBLEM CEPHH 7 070 ynak.
JATA H3I'OTOBJIEHHSI 15.07.2023 r.
TOJEH 10 30.06.2026 .
CPOK IrOJHOCTH 3.ropa
YCIIOBUS XPAHEHUSL B.3ausiueHHOM OT cpeta MecTe npx Temmnepatype ot 15 no 25 °C
PErHCTPAITMOHHOE JICP-003089/08 or 24.04.2008 .
YIOCTOBEPEHHE (nata BHecenusn sameHennii g PY: 01,02.2022 r.)
AHAJIHX3bI IPOBEJIFHE] ITO HI JICP-003089/08-040714, Mam. Na 1, 2,3, 4,5
Hanmenonaine Tpebopanus HJ{ PeaynbsTaTh! AHAMINZA
norasaTeneii '
OIINC AHﬁE Ipospantan AKHAKOCTE .OT chemo-KeaToro Ao | Ipoapaynas uAKOCTS
. ' 3ENEHOBATO-KECATOTO LIBETA JENCHOBATO-KEITOrO LRETR
Bpens  ymepXHBAHHS OCHOBHOTO nuka HA | IToAMMHHOCTE NOATBEPIKNUCHA
XPOMATOrPAMME  HCTEITYEMOro  PacTsopa :
IOIAHHOCTD . IpenapaTa ACIKHO COOTBETCTROBATE BpEMEHH
) YAEPHUBAHHA  NiSKA THOKTOBON KHMCROTE! HAa
XPOMATOrpaMMe CTAHZApTHOrO pactadpa (oM.
" | paspen «I{onuseCTBEHHOE ONpesiENeHHER)
| mposrAMHOCTS h TIpenapar ROMKEH BLIIGPXUBATS CpaBHEHHE C | BrinepskHpacT cpasHeHue ¢
' ' ' arasoHoM 1 3TAOHOM | .
NBETHOCTD TTpenapar JOMKEH BuIACPKHUBATH cpam{erme ¢ | BoifiephkHRAeT CPaBHEHHE ©
Ty stanioHoM Y win GYy sTaHonoN GY
pH Or 8,0 70 9,0 8,7
| MEXAHUYECKHE
BKIIOUEHHN,
!mc'nmlanmynn JlomKeH COOTUHETCTRORATH TPEGOBAHMAM CooTBETCTBYIOT
~ BHIMBIC B cooTRreT¢TBHH ¢ TpEbOBAHHAMK
-MeBHANMEIE Yacruet 210 mxs — He Gonee 6000 510
225 Mxn — Be Gonee 600 35
POACTBEHHBIE
NIPMMECH, %
- IIpuntecn A He Gonee 0,5 He obsapyxeno
~ EanAmanan
newgenTihuNpoBatNan
npiMech ' He Gonee 0,5 He obnapyxeHo
- Cymnia npuneceii He Oonee 2,5 He cfHapyxeHo
gg?éﬁf};ﬂm,m He menee 24,0 24,0
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BAKTEPHAJIBHBIE

3HAK NPOMIBOAKTENH, TOPronoe HAHMEHORANME
npenapara c npeaynpesuTensHOi
mapkipokoii  ®, nmexapcrnenHyio  dopay,
KOHUEHTpawmo B Mr/ami, obbeM npenapata 8

MMILIHTIITPAX, HOMEP CepHH, CPOK PONHOCTH M

Japmaxon,

Ha onenxe koMTYPHOf aueiikosoii ynakoBka
YKa3biBAIOT TOBAPHLII 3HAK NPOH3BOAUTEIA.

Ha «xoutypuoit mdeiixosoii  ynakoske ¢
Kpphulkodf  HepadneMHOH H  KoOHTYpHO
Aueiikopoil ynakopké Oes (oneryl B NACHKY
MAPKHIOBKA OTCYTCTBYET,

Ha nauke yxaspiBaloT TOproboe HaHMEHOBAHME

| bpenapata ¢ peaynpeasTentioi
MapKIpOBKO# ®; I'pyNIHpoBoHItoe
HRMMCHOBAHME;  JeKapcTBeHHyio  (opmy;

KOHUERTPAUMIO B Mr/yn; obbest npemapara B
MIIHANTPAX; KOHYCCTBO aMOyn B YIIAKOBKE;

cocTap HA OHY  -AMIYNY; «ITpn
MOMHNGHPONATHIY; «[IpHmenaTs o
Ha3HAYEHHIO Bpaya; «X panurh B

HEROCTYMHOM JUIA AeTeit MECTEN; KCTEPIILHON;
¢nocol Breslents; YCNOBHA XPaHeH s, YCeIopus

IHAOTOKCHHBI, N He 6onee 14,5 Menee 3
Edfma
CTEPAILHOCTD TIpenapar ao/nxent GBTH CTEPHABHBIM CrepuapHO
KOJMHUYECTBEHHOE
ONPEAEJEHHUE
CsH14028:2 (TinoxroBoii ) Or0,0225 no 0,0265 0,0252
| RNCAOTHL), I/MJI :
npenapara,
[To 12 wau 24 mn B ammyas! ceerodamuthoro |[lo 24 mn B “amnyast
crexna tin [ no Eur. Ph. ¢ usetnnimM konbnoM | caerozauutsoro crekna Tun 1 no
paznoma s ¢ yeeTHoll Toukoii i naceuxoii mo | Eur, Ph. ¢ 6Genoii Toukoit u
ISO 9187. Ha amnynst gononHHTENBIO | HACEUKOIL. v
v HAHOCHT OMMO, ADA WIH TPH HBeTHbIX xoiiktta | Ha xamnyio asnyny fhagxneena
Tutir €3 IoNOAHHTENBHbIX LBETHBIX KOJIEL, CAMOKIICALANCT DTHKETKA,
Ha KNIy aMnyny’ HAGIEMBAIOT | 5 aMnya  [ioMeleusl B
CAMOKIICAILYIOCA ATHKETKY, KOHTYPHYIO sueliKopyto
‘ : ITo 5 amnyn FfOMEINAIOT B KOHTYPHYIO | yMAaKoBKY c KPBULIKOH
VYIIAKOBKA AueliKoByIo YHIAKOBKY H3 AneHKH | HepasbeMHolH B3 - [IEHKH
[HOJIMBUHHHIDUIOPHIHOIT " IUICHKH | [TONUBHHHIXAOPHAHOI,
noansTiAesTepediTanaT/ oM THACHOBOH 1 KOHTYpHAS AveiKosan
(PET12/PEpeell40) unu Ges naeHky; MNl B | YIAKOBKE BMECTE ¢ HHCTPyKUMeT
KOHTYPRYIO A4efiKOBYIO YOAKOBKY C Kpolukoii | o npimeredmio nomeilleHa B
‘HepasheMHOH H3 NAEHKH | Nauky M3 KapToHa.
MONUBHEBIXAOPHAHOMN.
| xoHTYpHyIO sueiiKOBYO YHaKoBKY BMeECTE ¢
. HHCTPYKUKed 110 NMPUMENSHHIO [OMEIAIOT B
navKy H3 KapToHa.
MAPKHPOBIKA Ha atuxerxe anmnynel yxaswipalot TopapHbii | Ha sTikerke ammyner ykejaHo:

TOBapHRIH 3HAK TIPOH3BOAMTERR,
TOprosoe HaMMEHOBANHE
npenapara ¢ npeaynpeanTensHoli
MapKHporxoil ®, sexaperneHHas
(opaa, KOHUCHTPALMA "B Mr/auL,
obvem npenapara B
MHIUULUIMTpAaX, HOMEp  cephs,
CPOK rOIHOCTH H (apMaKoa.

Ha  kouTypHOH  suciikoboi
YNAKOBKE ¢ KPBILHKO]
HEpazbEMHOH MapKHpOBKA
OTCYTCTRYET.

Ha nmauke yxa3aHo TOpronoe
HaUMCHOBAHHE — mipenapata
npeaynpeAnTensHoi

MapKupoBkoi ®;
FPYOIHPOBOYHOE HAHMEHOBAHNE,;
REKRPCTBEHHAA thopara;
KoHleHTpauus B Mr/mi; obnem
nmpemapata B MIIMIHTpax;
KONIMMECTRBO aMNyNl B YHNAKOBKE;
coctap Ha ofuy amnyny; «[lpn
nonuueiiponatuu»; «IIpHMeHATH

OTIyCKa; HoMmep PerKcTpatiioHHOre | No HA3HAYEHHIO Bpauay;
YHOCTOREPEHHS, HauMmenosaHHe | «XpaHHTsE B HEAOCTYMHOM ANA
NPOH3BOANTENA, €0 TOBAPHBIH  3Hak, | AcTell  MecTen;  «CTEPUILHON;
coKpalueHHEl aapec, Tenedpon i (anc; HoMep | cnocob  BBeeHHA;  YCIIOBHA
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MAPKHPOBKA

CepHIT; CPOK FOXHOCTH; LITPHX-KOR; (apMakos,

‘H KOO MarKeTa.

JIONONHUTENEHO HA  DAUKE  JONYCKAETCH
YKa3pIBaTh TOPIOBOE HAMMEHOBAHKE NperapaTa
¥ KOHUEHTpamMio B Mr/mn wipudTos Bpaling;

'KOHTPONLHRIH  MACHTHOHKAIMOUHEIR  3HaK

(KH3), a raske wundopManmio, KOTOpYIO

XPRHEHHA; YCNOBHA  OTITYCKA,

HOMCP PEFUCTPalHOHHONG
YAOCTOREPEHU; _

HAWMEHOBAHME  NPOM3BOJHTENS,
ero -TosapHETH IHAK,
coKpawmenHslil aapec, Tenediod H
dakc;, HoMep CepuM;  CPOK

conemint KH3,

COAHOCTH; WITPHX-KOM; PapMaros

W KO MaKeTa,
JononnktensHo  HA  MadKe

- YKa3aHO TOPTOROE -HAUMEHOBAHHE

npefapata M KOHHEHTPALMIO B
Mmr/am 1pHrTOM bpatins;

KOHTPOALHBIA
HACHTHPHKAIMOHHEIA  3HaK
(KH3), a Tarmxe nudopMmando,
KoTtopyio cogepxut KH3.

3awmouenwe: npenapar «JInmnioTnokcon®, KOHNEHTpaT MR NPUrCTOBNIEHME pacTBOpa MK

andysuii 25 Mr/aum. b ammysax 24 s N5, eepun 140723, npomsnenennsiit 3A0 «@apmdupma

«Coteken», Poccns, coorsereryer Tpedosanuam HI[ JICP-003089/08-040714, Mam. Ne 1, 2, 3, 4,
5 31 nipurogeH i Hemonsaoparus jo 30.06.2026 1.

Hauamenurk OKK
3A0 «Dapmdupma «Corercen
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e, 3aKpuITOE ékuzlonépﬁoe ofmecTBO «(Dapm@npma «Cuj‘e_xc» .
COTEKG Huz;qum Ha ocyujecmenerue np(lms'soc)cme.a JC Ne JT012 -001 02 7;7/0001 0628
Paspemuenne Ha Betmyck JIUI Ne 526
(8 coorrercrenm ¢ Mpunoxenuem 16 cGMP)
. Permission to release products-(in accordance with Appendix 16 cGMP)
Hasnaﬂile- nponylcra-/ TeirroTrokéon®
Néme of the product : ' , ‘
Jexaperennan bopma / Romxeﬂ aT Ll I HFO'I:OBJIE:HHH acTBOpa 1Lt Hmb nit
Pharmaceutical form P ,u; P P p 3
Mosnposxa/ 25 Mr/ma, 24 M
Dose .
Tun ynakosku /| A AMITYJIEl CBETO3AIUTHOTO CTekAA (5), yIAaKOBKH. smemcoame
Type of packagmg o - KOHTYpHBIe (1), NadTxy Icap'ronmre
17 . - THOKTOBAS KMCJIOTA
|y : T T KHCIIOTA -

3
¥

‘Homep cepun/ 140723

Batc__h mtmber _ ,
Date ofmanionire | 1507203

= E;»?;z ggri . 30.0§.2026
7070
Crpana Ha:maqemm/ Pocéﬁﬁcxcaa. @eﬂéﬁaum

Destination country
Perncrpanionnoe ynoc*ronepemle /| JICP-003089/08 ot 24.04.2008
Registration certificate . | (mara BHeceHHS Hwenenui’r B PY:01,02.2022 r, )

| Hopsarusauiii noxywenr / JICP-003089/08-040714, s, Ne-1, 2, 3,4,5 - -
..-.Normatme document L

[ TIponssoxcrro roToBoil. B .| 3A0_«Dapudupma «Cotekon, Poccus
nexapérsennoit hopmpt / L '
Finished dosage form manufacturing
Anpec / Address: " o :
‘Mockescxas 0611, I.0. Cepmeso-ﬂocaucrmu TIoc. BCJIHKOBO,JI 10, 1. 11
IIepBuqHan ynaxkoska / ' 3A0 «(I)apM(I)Hpma «Coreicc» Poccm
Primary packaging :

| Anpec/ Address: : :
MockoBCKast 0., I.0. Cepmeso-l'[ocancmi‘i T1oc. Benukoso, A 10 11 il
| Bropliyaan ynakoBka / 3A0 «Dapudupma «Cotexen, Poccus
Secondary packaging - ) ’
Appee/ Address: :

Moc;{oacxaa o, I.0. Ceprneno-l'[ocaucmﬂ TIoc. Benuxoao,,u 10, 0. 11




PEAEPAALHAR CAVNGBATIO HAAZOPY

B COFEPE SAPABOOXPAHEHMA

«CeegeHWUA 0 BROOe B rpaxaaHckuii obopoTt B Poccuinnckon degepaynm
NeKapCTBeHHbIX CPehCTB No COCTOAHWID Ha 22.09.2023 14:48»

Oprammsauus,

KapToHuue/ -

KauecTea))

JHara puecenya B ' HpormssogrTenn Homep Husep, pata
AHC Topronoe (sEINyCEAIOMMT Crpanma Coenenni o cramax HopMaTHRIGA BOKYMEHTALHA BLHLYCTRBILL & CepHA pajpeleHHs
HAHMEHOBRHHE NPOMIBOJICTRS ' rpaEgancKuit !
Pocinpabuan3npa KOHTPOIL) oGopor mapTHH Ha HI(
LH - -
o | Buspsee Coureras aaorgn | o 625
HTOTORTENII AKIHOHEPHOE "Coteke™ (3 .&%. ’ JCP-003089/08-0407 14; Ham. Ne3
:mn._.mo a 1m 00meCTBO “Danhs “"Corexc”) k JICP-003089/08-040714; Ham. 3A0
23.08.2023 pactzopa “Oapm®rpaa Poccis APMINPMI LOTERE ) | Mg k JICP-003089/08-0407 14; "Dapudupya 40723 | -
srchyaui 25 s/ 1 “Corexc” (3A0 Poccus (Tipoussomurens JICP. 14 H 1 "Corexc”
0T, (24 M), aMny AL 'oterc” (3A (Bee cranun, sKRiouas CP-003089/08-0407 14; Ham, Ne OTeRC
(5). waukn ’ “@apmdnpaa BTV ORI KONTDOMS x JICP-003089/08-040714; Ham.
ok “Coterc™) Ty eRAL P NeS i JICP-003089/08-040714




