CtpaHuua: 1

BAUSCH+LOMB

CepTtudukat cepuu
Mpysononyuarens: 00O «bayL KoHTaktHoe nuuo:  OTaen kadectsa
Xency» Tenedon:  ++4930330893-0
dakc:  ++49 3033 0 93-201
MpoaykT: KopHeperenb, renb rnasioi, 10 r
Homep cepuu: 815

Mpogykr Ne: 03002RUS

Pe3ynbTathbl aHanusa

MokasarTenu Hopmb! Pe3ynbLTaTbl MCNBITAHUA
" Mo 10 r B TyGbI C FONOBKOWA C CONSIOM W
MepeuuHan ynakoeka (BusyanbHbiv HABUHMBAIOLIMMCA KOMNAMKOM 13 COOTBETCTBYET
KOHTPO/b) n3Bn
BTopuyHas ynakoeka (snayanbHelit OpHa Ty6a BMECTe C MHCTPYKUMeW nNo COOTBETCTBYET
KOHTpOIb) NPUMEHEHMIO B KAPTOHHOWN Nauke
Macca cogepXMmoro YnakoBku =10,00r 101r
(secoBoi) (n=05) =
- a 3 Npo3pasqHbli Mnu crerka
Onwcanue (BuayanbHblA onanecumpyloLmii GecLBETHBIA Nerko DRGTREaLReT
KOHTPOSb) TeKyuwii renb
LiseTHOCTS ::;ﬁgcuagocrb oKkpacku He Gonee B9
(EBp. ®apm.) HA:DY :
Mpo3payHoCTs onanecueHuus He nNpesbIlaeT in COOTBETCTBYET
(Eep. dapm.) onanecueHLUWio aTanoHa cpaBHeHWA
Buaumble MEXaHU4EeCcKne BKIOHEHNA npakTudecku cBo6oaeH OT BUAUMBIX HacTuL COOTBETCTBYET
(Eep. ®apm.)
pH 6,4-7,1 6,8
(Eep. dapm.
OCMOMANBLHOCTE 250 - 320 mocmonb/Kr 282 mocmonb/Kr
(Eep. dapm.)
BnskocTk 800 - 6600 mMa-c 5105 mMa-c
(EBp. Papm.)
MoanuWHHOCTL OcHoBHOE NATHO Ha XpoMaTtorpamme CootBeTcTBYET
yetpumuaa (TCX) WCNBITYEMOro pacteopa A0MKHO
COOTBETCTBOBATH NATHY LETPMMUAA Ha
XpomaTtorpammMe CTaHAapTHOMo
pacTeopa no BenuynHe gakropa Rf,
pasmepy 1 MHTEHCUBHOCTH
MoANMHHOCTL Bpema yaep)KMBaHus OCHOBHOIO Nika Ha ccmTae'rcTBy_e-r

pekcnaHTeHona (BAXX) XpomaTorpamMmMe UCNLITYEMOro pacTeopa,
NPUrOTOBAEHHOrO ANA KONUYEeCcTBEHHOro
onpepeneHus, AOMKHO COOTBETCTBOBATh
BPEMEHU YAepXUBaHUA N1ka
AeKcnaHTeHona Ha xpomartorpamme
CTaHAapTHOro pPacTBoOpa.




CrpaHuua: 3
BAUSCH+LOMB

Ceptudmkaums cepun

HauMeHoBaHue npenapara: KopHeperenk renk rnasHoii [10 rp.]
CTpaHa-umnopTep: Poccun
Twun peructpaumu: JlexapcTBeHHbIA Nnpenapat
Homep peructpaumorHoro yaoctosepenus: JIM-Ne(007455)-(Pr-RU) aata pervctpaumnn 30.10.2024,
[ata nepeodopmnenns PY 07.04.2025
Hepxartens PY: 000 «bayw Xenc»
HopmatueHas AokyMeHTauus: JIM-Ne(007455)-(PTr-RU)-301024
[o3npoeka/akTMBHOCTb! 50 mr/r JekcnaHteHon
NekapcTtBeHHan dopma: lenb rmazHon cTepunbHbIN
O6BLeM 1 TUN YNaKOBKK: 10 r B TyBe U3 nonuMepHomn honsru
Homep cepum: 815
[ara nponsBogcTea: 16.12.2025
[ata ucrteyeHus Cpoka rogHOCTH: 11.2027
MNpowuseoguTens
(Bce cTaguu npousBoacTea): Op. lepxapa MaHH, Xumuko-apmauesTudeckoe npeanpuatue MveX,

BpyHcbiotTenep damm 165/173, 13581, BepnuH, MepMaHus
CepTudukaT coOOTBETCTBUSA

npouzeoguTens TpebosaHnaM DE_BE_01_GMP_2024_0028

Hapnexallel Nnpou3Bo4CcTBEHHON

npakTUKK:

[aTa eblgaum: 19.07.2024

JlnueHsna Ha NPOM3BOACTBO: DE_BE_01_MIA_2024_0024/5373/1/01/-Mann/18

[ata Bbigaqm: 19.07.2024

PesynbsTaThl aHanusa: Cwm. BbiLLe

Homep cepun chbapmaueBTU4HecKon

cybcTaHumm: TLO2408068 n TL02403022

HaseaHue 1 agpec nponssoauTens ACM HytpuwHn Mpopakre (KOK) Nrta.

dapmauesTUyeckoi cybcTaHumu: Oenpw 3ipwmp, KA24 500k LWotnangna, BennkobputaHus
Twn BeINyCKa: Bbinyck Ha pbiHOK

[ara Beinycka: 21.01.2026 .

3asenexue o cepTuduKaLmu: HacTtoswmm nogTeepxaato, YTo BhilLeyKazaHHasa uHopMauus AenseTcs

[OCTOBEPHOW U TOYHOW.

Cepua Ne 815 cooteetctByeT TpeboBaHMAM  pervcTpauuoHHOro
yaoctoeepeHus J1M-Ne(007455)-(PI-RU) aata peructpauuu 30.10.2024, para
nepeodopmnenua 07.04.2025 n HopmaTusHoro gokymeHTa: JIM-Ne(007455)-
(Pr-RU)-301024

OaHHas cepus npenapara 6bina npouseeaeHa, BKNio4as
yNakoBKY/MapKUpPOBKY W KOHTPONb KayecTBa, Ha YNOMSHYTOW Bbile
NpOM3BOACTBEHHOW MNOLWAaaKe B MNONMHOM COOTBETCTBMW C TpeboeaHuAMK
GMP mecTHOro perynaTopHOro opraHa W B COOTBETCTBUM C TpeboBaHuamM
PErucTpaLUMoOHHOrO  YAOCTOBEPEHWs B  WMNOPTUPYIOLEA CcTpaHe wnu
cneundrKaLMn Ha UCCNeayeMblil NeKapCTBEHHbIA npenapar.

CeegeHus 06 o6paboTke cepuii, ynakoBke 1 aHanuse bbinu
NpoBepeHbl U NpU3HaHbl cooTeeTCTBYOWMMU GMP.

®WNO, pomkHOCTE, NOANUCH NWLA, 0A0OPAIOLLIEro BEINYCK CEpUN.

26.01.2026

fata DokTtop Aupk ®enbamanH (Dirk Feldmann)

YnonHoMmo4yeHHOE NULUO

«[oktop Mepxapa ManH Xewm.-bapm. dabpuk
mbx» (Dr. Gerhard Mann Chem.-pharm.
Fabrik GmbH) Epyh“c_?m'r&nep famm 165 -

3

13581 Bepru
(TepmaHus)
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