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AHAJIMTUUECKUWA [TACITOPT Ne 0652/22/1 ot «13» anpens 2022 T.

PAJIEBUT® AKTHUB, Ma3b 115 HAPYAKHOT0 IPAMEHeHHH, 35 T

Cepusi: 090422 O6nem cepnn: 32 796 v, Jata usrorosaennn: 04,2022 Cpoxk roanocry: 04.2026
HaumeHoBanWe TpeGosauns HI P N000330/01-180621 PeiynbTaTel aHANH3A
noKasavTeNs
Onucanne OJopoIHas Ma3b OT 0€/10T0 JI0 CBETII0-KEITOro useTa | O/uioposiHas Mash CBETIO-KEATOIO UBCTA

[ToNIHHHOCTE

BIXKX. Bpemena y/epKHBAHM OCHOBHBIX NHKOB Ha
XpOMaTOrpaMMax PacTBOPa Mpenapara NOJKHBL COOT-
BETCTBOBATL BPEMCHAM YJICPKHBALIKS IHKOB PETHIONA
narsMHUTaTa, anh(a-Tokoepona amerara, KOACKalb-
ncepony, Oy THAMHPOKCHTONYONA 1 Gy THIFHIPOKCH-
aHM30/1a [1a XPOMATOrpaMMax pacTBOPOB CTAHIAPTHBIX
00paszuos

chMeHa yuepmusauun OCHORHEIX I[HMKOB Ha XpoMmaro-
rpaMMax DPacTBOPA MPENapata COOTBETCTBYIOT BPEMCHAM
YUCpXKHBAHHSA MHKOB PETHHO/MA NA/JILMHTATA, aba-
Toko(epona anerara, Konckanslmdepona, OyTHATHNPOK-
ciTosyona ¥ GYTHIPHIPOKCHAHU301 HA XPOMATOTPAMMAX
PacTBOPOB CTaHAAPTHLIX 06pasuos

KoAH4€¢CTBO IMYTHCHOHHBIX YACTHIL B HCTIBITYEMOM

HCIICPCHOCTh ;
A p oBpasite, MMEROUIX AHaMerp J10 20 MKM, JOMKHO ety | 100 %
IMYTLCHHA 5
He meHee 50 %
Macca Cpenmee 3Ha4EHHE MACCLI COLACPKHMOTO LIS ACCATH 3511
COJIEPAKHMOrO TyG = He MeHee 35,01 :
MaKOBKH Macca co/epKHMOT0 Kak/10H H3 JIECATH YMaKoBOK
y - p A a 4 MunumyM 34,9 1
OT/e/bHO - He MeHee 31,5 1
Karteropus 2.
Of1Lee THEI0 a3POBGHLIX MHKPOOpranHaMon — e Goee
10° E ' - KOLE/
MukpoGHOIIO- KOEBITr; Meuee 10 KOE/T

FHYCCKAA YHCTOTA

OBf11Iee YHCIO APOKKEBBIX W [IECHERBIX TPHOOB — HE
Gonee 10 KOE B 1 1:

Oteyrersue Pseudomonas aeruginosa s 11
Qreyretsue Staphylococcus aureus B 1T

Menee 10 KOE/r
He oGuapyskeiio
He obnapyxeno

BIXKX.

) 5 =
PeruHona natemurara — ot 0,90 o 1,10 % 0.98 % e ng no¥
KosnuvecTBeHHOE a-Tokodepona anerara — ot 0,45 10 0,55 % 0,53 % ¢
OTIpeiCICHIE Konexansundepona — ot 0,0045 no 0,0055 % 0,0052 % :
GyTHArHApokeuToayona — o1 0,01 10 0.11 % 0,10 % s
GyTuarnapokcrannszona — ot 0.01 10 0,11 % 0,10 %
o 10, 15, 20 uim 35 r B 1y0y amomunuesyio ¢ noau- | [lo35r B TyGy QIKMHHHEBYIO C HOJUMEPHBIM KOJITIAYKOM
T — MepHBIM KoJmadkom (Gyiwonom). (6yLoHOM).
Kaxayio TySy BMecTe ¢ HHCTPYKUMEH 110 MCARLHH- Kaxnas Ty6a BMCCTC € HHCTPYKUHMEH 110 MCIHUMHCKOMY
CKOMY MPHAMEHEHHIO MOMCILAIOT B Nadky W3 KapToHd. NPHMEHEHHIO IOMCIICHA B NAYKy M3 KapToHa.
IMepBuunas ynaKoBKa JekapcTseHHoro npenapata. | [epsuuHas ynakoBKa J1eKAPCTBEHHOTD npenapara.
Ha rTyGe yKkaselBAlOT COKpAlllGHHOC HauMeHoBaHue | Ha TyGe YKa3saHO COKPAICHHOC HAHMEHOBIHHE Npe/uIpHa-
[P ANPHATHSA-IPOU3BOHTCSA, €ro TOBAPHBIA 3HAK € | THA-NPOHIBOIHTEILA «AQ «Pemunoudsiy. ero TOBAPHLIH
[pCTYNPEANTELHON MapKHpoBKOH ®, COKpAlIENHRIH | 3HAK C NpefyNpeARTCALHOH MapkHpOBKoH ®; cokpallcH-
azpec (YKA3RIBAOT FOPOJ), HA3BAHHE lPELIapaTa ¢ npe- el agpec (ykasad ropoj) «Mockeas, HA3BAHKE Npelapa-
AynpeadrensHoli Mapkuporkoi ®, rpymMpoBOuHOE | 1d C npeAyNpeTHTeNnbHOM Mapkuposkoit ® «Padesum®
HAMMELIOBAHHE, NEKAPCTBEHHYIO (opmy, KOIHYECTBO AKmug»; TPyINHPOBOYHOC HauMeHosaHHe «Bumamun E
npenapara B TpaMMAx, Na3BdHC W COACPXAHHE ne#i- | + Koaekanoyughepon + Pemunoay, NekapeTseHnas topma
CTBYIOIIMX ~ REIECTB, MEPEHCHD  BCHOMOTATEIbHAIX «Ma3zb 048 HAPYHCHOZ0 NPUMEHEHHA», KOIHYECTRO mpe-
e — BElIeCTB, YCJIOBHA XPAHEHMs, YCJIOBMS OTNYCKa, | MEPaTa B FPAMMAX «35 2», HA3BAHHE M COJIEPKAHHKE JIeH-
creyiowux Beuects «/Jeidcmeylowue semecmsa: pemu-

HAAMCH: «XpanuTs B NENOCTYNHOM UM ACTeH Me-
cren, «JI1A CMATYCHHS W MUTAMS KOXKH», @ TAKKC
HOMED CEPHM, CPOK IOHOCTH, 3HAK WM 3HAKH 3AITHTHI
HHTEILIEKTYAThHOM COBCTBEHHOCTH.

Hona nansmumam (eumamun A) (8 nepecueme Ha 100 %

pemunona naemumam) 10 me, sumamuH E (uasa-

moxkogrepona ay 5 me, Ka quchepon (sumamun
A3) (8 nepecueme na 100 % xonexaavyugepona) 0,05 ma»;
[IEPCICHb BCIOMOTATCIBLHBIX BELIECTB! «Benomozamens-
Hble _seuqecmaa:' GymuitzudpoKcumoyon, Oynuizuopox-
cuanuion, 60CK IMYTLCUOHHBIN, napafun  HcuoOKui
(Macio  6a3eNUHO80€), 2IUKEPON (eunepun), Imanoi
(cnupm 3nuiogsiit) 95 %, 6004 0HUUIEHHAR Y, YCIOBHA
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Haumenosanue Tpebosanust HJL P N000330/01-180621 PesyabTathl aHAM3A
noka3laTeas

xpanenus «Xpanums npu memnepamype ue estie 8§ °C.
3amopadcusanue ne donyckaemcay. YCIOBHS OTIYCKa
«Omnyckaiom 6e3 peyenmay, HaNMHCH «Xpanume ¢ He-
docmynnom 0aa demeii mecmey; «/Ia cMAZHEHUA U HU-
MUNUA KOWCUY, A TAKKE

nomep cepun «Homep cepuu 0904225,

cpok roaHocTH «foden do 04.2026»,

3HAKM 3ANIMTHl MATENIEKTYanbHOH cobcrBennoctd «Cou-
demenbemso na mosapibiit snak Ne154482». «llamenm

Ne 2397770».
BropuyHas ynakoBKa BTopuuHas ynaKoBKa
Ha nauxe yka3blBAHOT HaMMEHOBAHME Npeanphartus- | Ha mauke  yka3aHO — HAHMEHOBAHWE  [IPEINPHATHA-
HPOM3BOJMTEIS, €r0 TOBAPHBIA 3HAK C Npe/lynped- | UPOH3BOIMTENs «AKyuonepnoe ofiujecmao Dapmayes-

TeNLHOR MapKUpoBkoi ®, COKpawleHHBIH anpec (YKa- | mUYECKOe HAYUHO-RPOUIBONCHMBEHHOE  Rpednpusmite
3BIBAIOT TOPOJ), HA3BallMe Mpernapara ¢ NpeaynpeiH- | «Pemunoudsr»; ¢ro TOBAPHBIA 3UaAK ¢ NPCAYTPEAHTENBHOMN
TenkHOM Mapkuposkoi ®, rpymiApoBOYHOE HAMMEHO- | MapkupoBKOM ®; cokpauieHHRH ajgpec (ykasan ropon)
BAHHE, JIEKAPCTREHHYH) (POPMY, KOJHHECTRO npenapara | «Mockea»; HasBaHMe NPEnaparta ¢ NPeaylpelnTelsHOM
B IPamMMax, HA3BAHHC M COUEPNKAHMC LCHCTBYIOWMX | MAapKHpPOBKOH ® «Padesum® Axmue», rpyliMposounoc
BCIICCTR, NCPCUCHb BCMOMOTATCIBHBIX BCUICCTB, YCI0- HauMmeHoRanue «Bumamun E + Ka.uexm?buuqaepo.fr &
BHA XPAHEHMA, YCIOBHA OTIYCKA, «crnocol npumene- | Pemunony, nexapcreennas Gopma «Maiv 0as napyyucnozo
HUS: CM. HHCTPYKLUKIO», « XPAaHHTh B HENOCTYIIHOM JUI | MPHMEHenuay»; KOIMYEeCTBO penapata B rpammax «35 n,
neredr mecrey, «[ig CMAMYCHMS H [HTAHMS KOXH», | Ha3BaHME W cojepkaHue aeHcTByomux BemectB «/Jeil-
PCTHCTPAIMOHHBIA HOMEp, 3HAK HIH 3HAKK 3AIIHTHI | CHMEYIOWUE Geujecmsa; pemunona naismumam (suma-
HHTGJUICKTYaIRHOH  coOCTREHHOCTH, ajpec calita | Mun A) (& nepecueme na 100 % pemunona naromuman)
MapxupoBska LIPEANPHATHA-H3TOTOBHTENS B HuTepnere, wrpux-kol. | 10 me, eumamun E (arvga- mokoepona ayemam 5 me,
Ha xnamaH HaHOCAT HOMEp CEPMH, CPOK TOMHOCTH. | Katexatsyudpepon (sumamun /f3) (8 nepecueme na 100 %
JIONOANKTCILHO Ha KJANaH WX Kianauel MoryT OwiTh | keaekatsuugpepona) 0,05 mz», nepeqcHb BCIOMOTATENb-
HAHECEHB! CPE/ICTRO  MACHTH(HKAIMK, ra00aNkHEIH | HBIX BEILECTB. «Bcrnomozamenvnsie eewjecmsa: dymii-
HICHTH(PHKALHOHHBIA  HOMCP TOProBOH  CIAHHMLUDBL, | CHOPOKCUMOAYONR, GYMUIZUOPOKCHAHUION, BOCK IMYJib=
HYIHBHAYATBHBIH CepHiHbIH HOMEp TOProBoi eIWHH- | CHOMMBLIL, RAPAMHUN HCUOKUL (MACIO 8a3EAUNO060C), 2NU-
usl, wepon (zruuepuw), manon (cnupm 3murogsir) 95 %,
600a OuMMENHaAR Y, YCIOBAS XpaHeHus «Xpawums npu
memnepanype ne evitie 8§ °C. Jamopaxcueanua ne 0o-
nyckaemcay, ycinosus oriycka «Omnyckarom bes peyen-
may»; «Cnoco6 npumMeHeRua: cm. uHcmpykuuio», «Xpa-
numb 6 Hedocmynnom iR demelt mecmey, «Jna emae-
YEHUA U NUMAHUA KOJCW»; PErHCTPANHMONNEIT HoMep «P
NO00330/01», 3HAaKku 3AWATH HHTEMICKTYAlbHOH cob-
cTRennocTH  «Ceudemenscmso na mosapHsiil 3Hak N
154482», «llamenm Ne 2397770x»; ajpec caiita npeanpus-
THA-u3roTOBHTCI B Hutepnere  «www.retinoids.ru»,
WTpUX-K01 «4601607000989».

Ha knanaH HaHeceHsl

Homep cepun «Cepua 090422y,

cpok roasoctH «loden do 04.2026».

JIonoNHMTENLHO HA KJIANaHBl HAHECEHb! CPEACTBO HACHTH-
| duxanmy, rnoGanshblii vaCHTHOHKAIHOHKBIR TOMEp TOp-
rOBOMH €MHHLILI, MHMBUYA/IBHEIN cepuitHbIi HOMep TOp-
roBOH edHIIHLLL

[Mpu remneparype ne poie 8 °C. 3aMopaxusanue He ITpu Temieparype ne Beiie § °C. 3aMopakHBaHHs He J10-
Xpanesue i

JLONYCKAeTes NYCKATH
CpoK roIHoCTH 4 rona 4 roga

3akmouenne: [penapar coorercTeyer TpeGosanuam HJI P N000330/0 fiS\]ng

3aMecTHTE b JHUPEKTOPA MO KOHTPOI KavecTBa
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® AKuuoHepHoe obuiecTBo
dapmalieBTHYECKOE HAYYHO-NPOMSBOACTBEHHOE NpeanpuaTHe
Penonns "PETUHOMAbI"

N Ny N

MOATBEPKIEHHUE
N L7/1  or« o » czqgﬁ,(é 2022,
YNOJIHOMOYEHHOT0 Jl/uua NPOH3BOAHTE/IS O COOTBETCTBHH JIeKapCTBEHHOI0
npenapara TpebOBaHHAM, YCTAHOBJIEHHLIM IIPH €ro
rocyJapcTBeHHOH perHcTpauHu

Hacrosmum noaTBepkaalo, 4TO JEKAPCTBEHHBIN IIperapar
«PageBHT. AKTHB, Ma3b JUIsi HAPYKHOI'O NpHMEHEeHHs, Ty0a, mauyka

KApTOHHAA, 35 ™»

cepusi 8P4 X2 6rmn TIPOM3Be/ICH Ha MPOU3BOACTBEHHOM TuTonaake AO
«PeTuHOUIBI» B COOTBETCTBMM C JIMLIEH3UEH HA JEATENBHOCTH IO MPOM3BOJCTBY
nexkapcTBeHHBIX cpeacTB (muuensus 00400-JIC or «09» cenrsiops 2020 r.),
JIEHCTBYIOIIMMH IIpaBHWIaMH  HAJIeKAL(ed IPOU3BOJCTBEHHOHW IIPAKTHKH H
TpebOoBaHUAMH, YCTAHOBICHHBIMHU TIPH €r0 FOCYAapCTBEHHON PETUCTPALIUH.

3asBICHHbIH JIEKAPCTBEHHBIH MIpenapaT COOTBETCTBYET TPeOOBaHHAM

PY 000330/01 o 0708.2007

PN 000330/01-180621

Mecrto nokanuzauuu npousBojcTBa: Mocksa, Illocce DurysmactoB n. 46,
omp. 3.

O61bém cepun 327% YI1aKOBOK.

Jarta Beinycka 2Z LA L

Toaen 1o pL 256

YHonHOMQuEHHOE ANHO:

NARTR L
lwmwjiﬂzxgga.‘wmc&. 1&Ta, NEYaTh, HOMEP ATTECTAUHOHIONO CBHACTE/ILCTBA, YAOCTOREPEHA UITH npHKkasa M3

m.n.gﬁ'mn
AT [ #]

.

YNOoNHOMOYCHHOE NHID |
unera Eppaszuniickoro
IKOHOMMUCCKOTO COOTA
IMpukas Ne 3539 o, £4.2021 n

I'yies K.C. o
A Cre 2T 2022

MLIIL.

@©01-J111-00-00158-3




