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Kanuuunrpazckas o611., M.o. 3eJIeHOrpaICcKHuii,
Tep. Muaycrpuanbhblit napk Xpabposo,

yi. Hoaropos, 1. 6, k.1

e-mail quality@otcpharmpro.ru

Ten.: +7(800)775-98-19

Daxkc.: +7(495)221-18-02

HaunmeHoBaHue npenapara no HA,

Homep cepun 004062026

Jata npoussoacrea 17.06.2026

AHanusbl/UcnbiTaHUA NPOBEeAEHbI B COOTBETCTBUM ¢ H/,

PRarmMm Pro

oOTVMCUHMFAPM INMPO

Macnopt Ne 040000840306

Crp. 1 uz 4

Kogenak® Heo, TabieTKM C NPONOHIMPOBaHHbLIM BbICBOBOXKAEHNEM, NOKPbITbIE

naeHo4vHon obosioukoi, 50 mr Ne10

Konuuectso npoayKuum B cepum (T.ynak) 73,876

lfopeH po 06.2028

HA, IN-Ne(004712)-(PT-RU)-200325

Darta HaumeHoBaHue
aHanusa noKasarenei

Tpe6oBaHua HA,

Pe3ynbTaTtbl aHanU308/UcnbITaHUA

04.07.2026 OnucaHne

['® PP, Bu3yanoHo

Kpyrnble ABOAKOBbINYKAbIE TAaBNETKN, MOKPbITbIE
naeHo4YHon obonoukoit benoro userta. Ha
nonepeyHom paspese Tabnetkn 6en10ro an noYuTH
6enoro uBeTa

CoortsetcTByeT

Kpyrible ABOAKOBbINYK/Ible TabneTKn,
NOKpPbITble NIEHOYHON 060104KOM
6enoro ugerta. Ha nonepeyHom paspese
TabneTkn 6enoro ugeta

01.07.2026 NpeHTndukayms

[® PO, BIXKX

Bpems yaepKMBaHUA OCHOBHOTO NMKA Ha
XPOMaTOrpamme UCNbITYEMOro pacTBopa,
NPUTOTOBAEHHOIO 415 KONNMYECTBEHHOTO
onpefeneHus, LONKHO COOTBETCTBOBATb BPEeMEHM
YAEPKMBAHUA OCHOBHOIO NMKa Ha
XpomaTtorpamme pactsopa CO bytamupara
uuTparta.

o P, TCX

MATHO ByTamupaTa uuTpaTa Ha XxpomaTtorpamme
MCMbITYEMOro pacTBopa, MPUroTOBIEHHOTO ANA
onpegeneHus npumecn 2-[2-
(AMSTMNAaMUHO)3TOKCM]3TaHONA, NO MONOKEHUIO U
COBOKYMHOCTU BE/IMYMHBI U UHTEHCUBHOCTMU
OKPAacKM, AOMKHO COOTBETCTBOBATL MATHY
6yTamupata LuTpaTa Ha XxpomaTtorpamme
CTOKOBOrO pacTBopa

CootBetcTByeT

Bpems yaepKmMBaHWUA OCHOBHOTO MUKa
Ha XpomaTorpamme UCMbITyemMoro
pactsopa, NPUroToBNIEHHOTO ANA
KO/IMYECTBEHHOTO onpeaeneHus,
COOTBETCTBYET BPEMEHU YAEPHKUBAHUA
OCHOBHOTO M1Ka Ha XpomaTorpamme
pactBopa CO 6ytamupara yutpara.
CoortsetcTByeT

MaTHO ByTammpata umUTpaTa Ha
XpomaTorpamme UCMbITyeMoro
pactsopa, NPUroToBNIEHHOTO ANA
onpeaeneHusa npumecu 2-[2-
(AnaTMnamuHo)aToKcu]aTaHoNa, No
NONOXKEHWUIO U COBOKYMHOCTU BEIUYNHBI
W UHTEHCUBHOCTM OKPACKK,
COOTBETCTBYET NATHY byTamuparta
LMTpaTa Ha XpoMaTorpamme CTOKOBOTO

pacTBopa
01.07.2026 PactBopeHune [® PP, BIXKX 44 %
Ot 20 no 50 % C18H29N0O3-C6H807 (byTamupata
uuTpara) yepes 2 u;
ot 35 go 70 % C18H29NO3-C6H807 (6yTamupata 69 %
uuTpaTa) yepes 4 u;
He meHee 60 % C18H29NO3-C6H807 (6yTammpata 87 %
umuTpaTa) yepes 8 u
04.07.2026 PopctBeHHble Npumecu ® PP, TCX MeHee 4,0 %
2-[2-(AmaTMnamunHo)aToKcmn]aTaHoN — He Bbonee 4,0
%
[® PO, BIXKX 0,05 %

Mpumecb B — He 6onee 3,3 %;

efMHUYHan HenaeHTUOULUMPOBaHHAA NMPUMECH — He
6onee 0,2 %;

CYMMa HEMAEHTUPULIMPOBAHHDBIX MpUMecei — He
6onee 1,0 %

He 06HapyKeHo

He 0BbHapyKeHO

03.07.2026 Mwukpobuonormuyeckas
yucrota

[® PP, Kateropua 3A
Obuiee yncno aspobHbix GakTepwuii - He Bonee
103 KOEB1T;

MeHee 10 KOE/r
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Macnopt Ne 040000840306

Kopenak® Heo, TabneTkun ¢ NpoNOHIMPOBaHHbBIM
BbICBOGOXAEHMEM, MOKPbITbIE NNEHOYHON 060104KON,
50 mr Ne10

Cepwua: 004062026

[® PP, Kateropua 3A
ObLuee YMCNO APOKIKEBbLIX U NAECHEBbIX TPU60B -
He 6onee 1072 KOE B 1r;

Menee 10 KOE/r

['® PP, Kateropua 3A OrtcyTcTayeT
Ortcytcteue Escherichiacolis 1 r
01.07.2026 OAHOPOAHOCTbL e4UHUL, D PO, cnocob 1, BIXKX 1,4%
[,031POBaHMA B cooTBeTcTBUM € TpebosaHUAmM [P PO, cnocob 1,
BIMKX
01.07.2026 KonunuyectseHHoe [ PP, BIXKX 49,0 mr
onpeaeneHve OT 45,0 go 55,0 mr C18H29NO3-C6H807
(6yTamuparta uutpara) B Tabnetke
30.06.2026 YnaKkoBska Bu3syanbHbIit CoortsetcTByeT

Mo 10 TabneToK B KOHTYPHYIO AYEMKOBYIO YNAKOBKY
13 NAEHKU NOAUBUHUAXAOPUAHON N $ONbMN
aNtOMUHWEBOW.

1 1nKn 2 KOHTYpHbIe A4YeKOoBble YNaKoBKN BMecTe ¢
MHCTPYKLMEN No NPUMEHEHUIO MOMELLAIOT B MayKy
13 KapToHa.

Mo 10 TabneToK B KOHTYPHOM A4EMKOBOM
YNaKOBKE U3 NNEHKM
NOSIMBUHUNXNOPUAHON U doNbrn
ANOMUHUEBOW.

1 KOHTYpHan AYeiKoBan ynaKkoBKa
BMECTE C MHCTPYKLMEN MO NPUMEHEHWIO

NnomeLleHa B Navyky U3 KapToHa.
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Macnopt Ne 040000840306

Kopenak® Heo, TabneTkun ¢ NpoNOHIMPOBaHHbBIM
BbICBOGOXAEHMEM, MOKPbITbIE NNEHOYHON 060104KON,
50 mr Ne10

Cepwua: 004062026

30.06.2026

MapkupoBKa

BusyanbHbii

NHbopmauma npeacrasneHa B pasgene 1.3.2
moayns 1 perncTpauMoHHoro focbe
JIEKapCTBEHHOTO npenaparta.

1) MaKeT nepBMYHOW YNAKOBKMK

Ha KOHTYpHOW A4YeiMKOBOWM YNaKoBKe yKa3blBatoT:
- TOProBO€ HaMMeHOBaHWE NEKAPCTBEHHOMO

npenapara c npeaynpeauTenbHo MapKUpoBKoOi

®.
’

- MeXJyHapoaHOe HemnaTeHToBaHHOe
HavMeHOBaHWE Ha PYCCKOM U aHITMICKOM A3bIKE;
- NeKapcTBeHHyo dopmy;

- AO3UPOBKY;

- KOZINYECTBO TabNETOK B YMAKOBKeE;

- HOmep cepun (BKAOYaET B ceba aaty
npoussoacTsa);

- AaTy UCTEYEHUA CPOKa rogHOCTY;

- AONYCKAeTCA HaHeceHWe BHYTPEHHMX
TEXHUYECKMX KOAOB;

- npu npoussoactee Ha OAO
"dapmcTaHgapT-YoaBUTA", Poccus,
AOMOSTHUTENBHO YKa3blBaloT COKpalLeHHoe
HaumeHoBaHWe aepxatena PY;

- npu npoussoacTee Ha AO "OTtucmdapm Mpo",
Poccus, AONONHUTENBHO YKa3bIBaKOT I0TOTUN
Aep)KaTens perucTpauyMoHHOro YA0CTOBEPEHWUS.
Ha aTuKeTKe BaHKM yKasblBatoT:

- COKpaLLeHHOe HaMMeHOBaHWe AepiKaTens
PerncTpaLmoHHOro yA0CTOBEPEHMS;

- MeX/yHapoaHOoe HemnaTeHToBaHHOe
HauMeHOBaHWE Ha PYCCKOM U aHIIMMCKOM A3blKE;
- NeKapcTBeHHyo Gpopmy;

- BLO3UPOBKY;

- KOJIMYECTBO TabNETOK B YNAKOBKe;

- coAep)KaHue AelCTBYIOWEro BELLECTBa B O4HOM
Tabnetke B MUAIUTPAMMAX;

- npeaynpeanTenbHble Hagnucn: «CrnocobeTeyet
YCTPaHEHMIO CYXOTo Kawwns.», « COAepKUT IaKTO3bl
MOHOTMAPaT.», «XPaHWUTb B HEAOCTYMHOM ANA
neTeit mecte.», «CYXOWM KALLE/b», «ans
B3pOCAbIX», «C 18-n net», «18+»;

- YC/I0BUA XPaHEHUS;

- Homep cepwuu;

- AATy UCTeYeHMUs CpoKa rogHocTu («foaeH A0:»);
- bapmakoga,

2) MaKeT BTOPUYHOM YNaKOBKM

Ha nayke yKasbIBaloT:

- TOpProBoe HaMMeHoBaHKWe npenapara ¢
npegynpeauTenbHoM MapKnpoBKon ©;

- MeXyHapoaHOe HemnaTeHToBaHHOe
HavMeHOBaHWE Ha PYCCKOM U aHITMIMCKOM A3bIKE;
- NeKapcTBeHHyo dopmy;

- AO3UPOBKY;

- KOZINYECTBO TabNETOK B YMAKOBKeE;

- coflepiKaHue AelCTBYIOLWEro BELLECTBA B O4HOWM
TabneTke B MUAIUTPAMMaAX;

- NnpeaynpeanTensHble Haanueu: «Coaeput
IaKTO3bl MOHOMMAPAT.», «XPaHUTb B HEAOCTYMHOM
ANA aeten mecre.», «XpaHUTb B OPUrMHANbHOMN
ynakoske.», «CYXOW KALLIE/Ib», «cnocobcTayeT
YCTPAHEHUIO CYXOTO Kawna», « s B3pOCbIX C
18-u net no 1 TabneTke Kaxapble 8-12 4acos.»,
«ANA B3POCAbIX», «C 18-1 net», «18+»;

CooTBetcTByeT

1) MaKeT nepB1YHOM YNaKOBKM

Ha KOHTYypHOU AYeiKoBOW ynaKkoBKe
YKasaHbl:

- TOproBoe HaumeHoBaHWe
NleKapCcTBEHHOTO npenapara ¢
npeaynpeauTenbHON MapKuposKoi ©;

- M@X/yHapoaHoe HenaTeHToBaHHOe
HauMeHOBaHWe Ha PYCCKOM U
QHININACKOM fA3bIKe;

- NeKkapcTBeHHan dopma;

- AO3UPOBKa;

- KO/IMYEeCTBO TabNeTOK B YNaKOBKe;

- Homep cepum (BKAtoYaeT B ceba aaty
nNpou3BOACTBA);

- fjaTa UCTeYeHWs CpOoKa roAHOCTH;

- npu npoussoacTee Ha AO "OTtucudapm
Mpo", Poccus, ONONHUTENBHO YKa3aH
JIOrOTUN fepsKaTens PerucTpaLMoHHOro
YAOCTOBEpPEHUSA.

2) MaKeT BTOPUYHOM YNaKOBKMN

Ha nauke ykasaHbl:

- TOProBoe HaumeHoBaHWe npenapaTta ¢
npeaynpeauTenbHoM MapKuposkon ©;

- M@X/yHapoaHOoe HenaTeHToBaHHOe
HanMeHOBaHWe Ha PYCCKOM U
QHININIACKOM fA3bIKe;

- neKkapcteeHHan dopma;

- AO3UPOBKa;

- KO/IMYeCTBO TabNeToK B YNaKOBKe;

- coAepiKaHue felCcTBYIOLLEro BeLLecTsa
B OAHOW TabneTke B MUAIUIPaMMAX;

- NpeaynpeanTenbHble Haanueu:
«CoflePKUT NAaKTO3bl MOHOTUAPAT.»,
«XpaHUTb B HEAOCTYMHOM A5 AeTei
mecTe.», «XpaHUTb B OPUrMHANbHOM
ynakoske.», «CYXOM KALLE/b»,
«CMocobCTBYET YCTPAHEHUIO CYXOrO
Kawna», «Ana s3pocnbix ¢ 18-n netno 1
TabneTke Kaxkable 8-12 4acos.», «anA
B3pOCAbIX», «C 18-1 net», «18+»;

- «[lna npuema BHyTpb.»,

- canT «www.otcpharm.ru»:

- YC/I0BUA OTMYCKa;

- YC/I0BUA XPaHEHUS;

- Homep cepum (BKAtoYaeT B ceba aaty
npoussoacTea) («Cepua:»);

- [jaTa UCTeYeHUs CpoKa rogHOCTH
(«TopeH po:»);

- WITPUX-KOA;

- bapmakog;

- TEMaTUYECKME PUCYHKM;

- AOMNOJIHUTE/IbHO HaHEeCeHbI CPeACTBa
MAEHTUOUKALUM ANA MOHUTOPUHTA
OBUXKEHUA NEKAPCTBEHHOrO Npenapara
AN MEAULMHCKOTO NPUMEHEHWS;

- BOMNONIHUTE/IbHO HaHeCceHa
BHYTPUNPOM3BOACTBEHHAA UHbOPMaLUA
(npon3BoACTBEHHbIE KOAbI) HA
BHYTPEHHWI BOKOBOW KnanaH;

- npu npounsBoacTee Ha AO "Otucudpapm
Mpo", Poccus, AONOHUTENBHO YKa3aHbl:
NIOTOTUN AepiKaTens perncTpaumoHHoro
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Kopenak® Heo, TabneTkun ¢ NpoNOHIMPOBaHHbBIM
BbICBOGOXAEHMEM, MOKPbITbIE NNEHOYHON 060104KON,
50 mr Ne10

Cepwua: 004062026

- «[lna npuema BHyTpb.»,

- cauT «www.otcpharm.ru»:

- YCNOBMA OTNYCKA;

- YCNOBUA XpaHeHUs;

- HOMep cepun (BKItOYAET B ceba aaty
npousBoacTsa) («Cepun:»);

- [laTy UCTEYEHUA CPOKA rogHocTu («fopeH fo:»);
- LWITPUX-KOA;

- dapmakopg;

- TemaTU4ecKne pUCyHKM;

- LONONIHUTENBHO MOTYT HAHOCUTBLCA CPEeACTBA
NAEHTUPMKALMMN ANA MOHUTOPUHTA ABUXKEHUA
NleKapCTBEHHOro nNpenapata 414 MeAULMHCKOro
npUMeHeHus;

- LONONHUTENBHO MOMET HAHOCUTbCA
BHYTPMNPOM3BOACTBEHHAA UHDOPMaLUA
(npounsBoAcTBEHHbIE KOAbI) HA BHYTPEHHUM
60KOBOI Knanaw;

- npu npoussoactee Ha OAO
"®apmcTaHgapT-YoaBUTA", Poccus,
AONONHUTENBHO YKa3blBaloT: «[lepaTtenb per.
YA.:», COKpaLlleHHOe HanMeHOBaHMe 1 CTpaHy
aepxkatena PY, «[lponssoautenn:», COKpaLLeHHoe
HauMeHOBaHMWE U CTPaHy
npesnpuATUA-NPON3BOAUTENS;

- npu npoussoacTee Ha AO "OTtucudapm Mpo",
Poccusa, fONONHUTENbHO YKa3bIBaOT: 10rOTUN
[epKaTensa perncTpaunoHHOro yaocToBepeHus,
«[lepxaTensb per. ya. u Npon3BoAMTENb:»,
COKpaLLleHHOe HanMeHOBaHWe U CTpaHy
npesnpuATUA-NPON3BOAMUTENA.

yaocToBepeHus, «[epxaTtens per. ya. u
NPOV3BOAUTENb:», COKpaLLEeHHOe
HauMeHOBaHWe U CTpaHa
npeanpuATUA-NPOU3BOAUTENS.

30.06.2026 XpaHeHune

Mpu Temnepatype He Bbiwe 25 °C

CooTBeTcTByeT

30.06.2026 CpoK rogHoCTH

2 roga

lfogeH go 30.06.2028

3akntouerme OKK: JlekapcTseHHbI npenapaT Kogenak® Heo, TabneTku ¢ NpoaoOHIMpPOBaHHbIM BbICBOBOXKAEHWEM, NOKPbITbIE
naeHo4yHon ob6onoukoi, 50 mr Ne10 cepum 004062026 cooTsetctayet H/, JIM-Ne(004712)-(PT-RU)-200325

HauanbHuK otgena:

HocoBa Bukropua NasnosHa

06.07.2026 14:41

MoanucaHo aNeKTPOHHOM NoANUCbIo

29651243-7953897389

[ara Bblgayum 3aknoueHns o kadyectse 06.07.2026




