€9 MSD

Cepruduxar Ha cepuio
Ceprudurar ananusa / CooTBeTCTBHS

Wepinr-Tinay Jla6o H.B., Humyurrpucnapk 30, 2220, Xeficr-on-nex-Bepr, Bensriu

Crpanuna 1 ua 2

Homep cepint _T021298 Pewenne:
Homep cepun Ganka 0001146959 Ipuuat
ApPTHKYN 1014151 Jna cepuy BerTymenHol; 05.08.2020
Ofosnauenue npoaykTa MCEA Ynonxomouentoe anue / OTBeTCTBEHHBIH NPOMBILIIEHHEI}
dapmarest
Onitcanue npoaykra TPHIEPM KPEM 15TP Bepr Ban [Tererem
POCCHA /moanuce/
Jara nponssonctea 18-06-2020 Hara noxnkcn: 14.09.2020
Cpok rognoerit 18-06-2023
[Tokasatenn Hopma Pesynwtar Mpoiigen/He npoiinen
Onmcanne OnHOpoAHbIH KpeM MArkoh CooTBseTcTeyer [poRtren
KOHCHCTEHUHH GeNoro Wiy NoYTH
Genoro upera, e conepaluii
BHIHMEIX 4aCTHI]
pH Ord45p055 5.0 ITpoHnex
Mongmuunocts: Beramerason BIX¥X-xpomarorpamma o6pasua Coorsercisyer Ipoktpex
aumponuoHat (BOXX) COBMAAET € XPOMATOTPAMMO i
craHIapTa
MNogaunrocTs: Knotpumason B3XX-xpomatorpamma oGpasua CootBeTcTBYET MpoHnen
(BIXAX) COBMAAET C XPOMETOIPAMMOH
CTaHA8pTa
[Monnmuunocts: Menramutn cymedar 3 naTHa 06pasua nepemelnaioTes Ha Coorsercreyer Ipotinen
(TCX) TAKOS XC PaCCTOSHKE, 4TO K 3 MmaTHa
CTaHIAPTOR
[Moanuunocts: Bensunosstlt cnupr I'’X-xpomartorpamma ofpasiia coBnanaer CooTpercTBYET Tpotinex
(rX) € XpOMATOrpaMMoH cTaHaapTa
Konmuyecteennoe onpenencHue: Ot 0.579 10 0.707 mr/r 0.646 mr/r Tlpoftzen
Beramerason gunponvoxar (BOXX) (o7 90.0 20 110.0 %)
Konwuectaennoe onpenenexue; Or 5.00 no 11.00 mr/r 9.92 mr/r [Mpoinen
Kmorprmazon (B3XX) (o1 80.0 no 110.0 %)
KonmyecTseHHOS OnpeaeneHue: Ot 0.900 g0 1.150 mr/r 1.026 mrir Ipottnen
Fenramuuns (Bro-ananus) (o1 90.0 70 115.0 %)
Konu4ecTBeHHOE OnpefeneHue: Or 8.00 go 11.00 mr/r 10.11 mr/r Tlpoitner
Bersnnossit crpr (TX) (ot 80.0 5o 110.0 %)
[TporaeoanTtens AQC JeHicTayiouiee BelEcTnO; MCJ Hatepremnn M'mEX IMpotinen
beTaMeTasoH fUMpOTHOHAT (Cunramyp bpany),
Cunramyp
Tlpoussoantens ADC (2) HeHcraytomee pemecTso: Ba#ep Henanna C.JL, [Npoitaex
Knotpumasan Hcenauus
MNpoussoantens ASC (3) JleHicTByOLIEE BELIECTRO; Qyu3ane Qyxan [pokincH

[exTamuiy cynbdar

dapmacsiotrkan Ko JItn,
Kurait

HacrosulWsM MOATBEPACRIO0, YTO NMpHBEIEHHAR BENUE HHPOPMEUHA MOMHEHA W To4Aa. CepHA NPEnapara, BKIOYAHS BCMOMOraTeabHbIE H
AeHcTayrouse BemecTsa, Gbi1a MPOMIBEAEHS, BKIOYAS YIAKOBKY/MAPKHPOBKY H KOHTPO/s KAaYeCTRa, HA YKalaHHGIX HIDKE MACIAAKAN B N0AHOM

Ieitersylouamy TpeGosarusmu cGMP.

JexapcrBerHas GopMa: KpeM [IS HAPYKRHOTO NPHMEHEHHS

Hosuposka: 0,05% +0,1% + 1%

Jata ne4yaTtn

11.09.2020 01:49:51 EST

cootaercTHd ¢ GMP JIOKaNBHOrO perynsTOpPHOTO OpraHa H B COOTBETCTBHH CO CMeUH(HEALHER W TPeOOBAHHAMK p x-moro Aoche

MMIOPTHPYIOWEH cTpansl. 3aMHCH MO NPOHIBOACTAY CEPHH, YIIAKOBKE M aHAnM3y OsinM pAaccMOTPEHBI H



€% MSD

Ceptuduxar na cepuio

Crpanuna 2 ua 2

Cepruduxar anammaa / Coorsercraus
Wepnrr-inay Jia6o H.B., HHnywrpienapx 30, 22120, Xefcr-on-aew-Bepr, Bentrus

Howep cepun T021298 Pewenne:
Homep cepun 6anxa 0001146959 [TpuHAT
ApTukyn 1014151 Ana cepuu suimymennod: 05.08,2020
O6o3nayvensne npoayKra MCEA YrnonsomouenHoe muuo / Oreercrsentmit NPOMBIINEHHEIR
(apMauest
Onucanne npopyrra TPHIEPM KPEM 5P Bepr Bau ITererem
POCCHA /moamnuen!
Hata npouseoacrea 18-06-2020 Hata noanucy: 14.09.2020
Cpoxk roanoctu 18-06-2023
IMoxasaTtens Hopma Peaynetar Hpoitaew/He npoiigen

Macca cogepxumoro: cooTseretn

NPOM3BONCTEA),

MuxpoGuonormyeckse nokasareny KOHTpOMHpyeTes BBopoyHO.
Haunag cepus npoxoauna Henerrasus 1 BbITyINeHa no nefcTeylomelt poccutterolt HI - T1 N013502/01-021019

Ynakoska

HNponssogeTo roTosoii
AexapcTeenHolt dropmel

Bemnycraroumit konrpoas
KayecTsa

Ulepunr-Minay Jla6o H.B, Xeilcrs
on-neH-Bepr, Bensrisa

Lepanr-linay Jls6o H.B., Xeficr-
or-nex-bepr, Bensrug

Wepunr-lnay Jlabo H.B, Xencr-
on-aeH-Bepr, Benbrus

yer Hopiam EC, Cpenrsia Macca HANOMHEHHS He MeHee 3aABNCHHOrO Ha 3THXETKE (KOHTPONUPYETCA B NpoLecce

Homep npoussoacraennoil Homep cepThdurara
SHLEHINY COOTBETCTBIN
304 H BE/GMPA2018/125(NON
STER.)/BE/
GMP/2019/050(STER.)
304 H BE/GMP/2018/125(NON
STER.)/BE/
GMP/2019/050(STER.)
304 H BE/GMP/2018/125(NON
STER.V/BE/
GMP/2019/050(STER.)

CTpaHa HasuageHHs

Poccultexax ®enepairis

JaTa neyaTu

11.09.2020 01:49:51 EST




