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T ) B02-ON200502-3
AHAJIUTUUECKUIA [TACTTOPT Ne 1308/21/1 ot «13» nionst 2021r
PETHHOJIA TIAJTLMHUTAT, pacrsop a71s pHeMa BHYTPL MaCIHHBIH 100 000 ME/ma, 10 mu
Cepus: 140621 O0besm cepuu: 40 063 vn. Jlara H3roToBJICHHA: 06.2021 CpOoK roAHOCTH: 06.2023
HaumeHoBaHHe Tpedosanua HI P NO00550/01-261020 Pe3vabTaThl AHAIN3A
| nokazartens
- A— Opranosentuyeckuii. [pospatnas MACHANCTad KHIAKOCTL [Ipospatnas MAc/AUHCTAN KIILKOCTD KCITOr0 upera Ges

OT CRETIO-KEITOrO JI0 JKCITOro UBETA (¢3 MPOTOPKIOTO 3amaxd

[IPOrOPKIOro 3anaxa

[1oAIHITHOCT

CnexrpodoTomerputecknii,  YiutpadiHoietosbii  CekTp

npenapara 8 oGnact o1 280 110 350 HM MMeeT MAKCHMYM M10-
rroutetms upy 326 = 2 uM

VuTpaMoICTOBLIH CIEKTD lpelapala B oGaactu ot 280
710 350 1M HMCCT MAKCHMYM TOTIONIENHs Mpy 327 1M

BIAX. Bpemena yICpKUBAINS OCHOBHBIX THKOB Ha XpOMa-
TOrPaMMAX HCTRITYEMBIX PACTROPOR MPEMEPaTa ACIKIE COOT-
RETCTBOBATH BPEMEHAM YIIEPAKHBAHUS TIMKOR PETHHOIA
HANLMUTATE, OY THITHIPOKCHTOIYONA H
GYTHAMHAPOKCHAITH30NA T2 XPOMATOrPaMMax pacTBOpOD
cranzaprnbix o6pasios (CO)

chmeHa YACpAKUBaHUA OCHORBHBIX THKOB a4 XpoMato-
l'pﬂMMilX UCIBITYEMBIX pacTROPOR npenapara COOTBCT-
CTBYHOT BpC.\lCHﬂM )’JIEPH\'HHHHHX ITHKOB  PETHHOJIA
najisMHTara, 6}"m.-[m:[pmccm'n;lyona H
Gy THATHAPOKCHAHM3IOA HA XPOMATOTrPAMMAX pacTBOPOR
cranfapTHeix 06pasios (CO)

IlnoTHOCTE

Or 0,91 10 0.94 riem’?

0,92 ricwm’

Mornowaowue
NpPHMCCH

CnexrpodoTomerpuyeckuii, OTHOIIEHUS 3HAUCHHA ONTHYE-
ckoii moTHocTH npy 300, 310, 320, 330, 340 u 350 nm K on-
TIMeCKoil nAoTHOCTH npH 326 1M HE JOTKILL OTIHHATHLCSH
Gonee uem Ha + 0,03 o1 upusenennbix B HJ1

OTHOMEHHS THAUEHHH OITHIECKoH 1o THoCTH tpu 300,
310, 320, 330, 340 1 350 HM K OI'THUCCKOMA 110THOCTH
npy 326 HM OTIHMAIOTCS OT NPHBEACHIIBIX B HJT meniec
yem Ha £ 0,03

KucaoTHoe 4ucIo

Tutpumerpuyeckuii. He Sonec 0.5 mr KOH/r

0,1 mr KOH/P

Cpemiee 3nayenne obnema cogepxumoro 10 (iakonon ne

4eckas YueroTa

ace 10°KOE
- oftuee ynesio rpuGoB B 1wt ipenapara e onee 10 KOE
- Escherichia coli B 1 M1 nipeniapara A0.KHa OTCYICTBOBATD

Hisnekacmbiil menee 10 mm; 10,5 aan
00beM 6061ncm CONEPAKHMOTO KUKI0H OTACTLHOM YNaKOBKH NOTKEN Munuvys 10,0 i
LITH He MeHee 9.5 Mt
Kateropus 3A
MukpoGHooTH- - ofitiee ureo adpobinix Gaktepuii B 1 M1 mpenapara ne fo-
Menee 10 KOE/ma

Menee 10 KOE/Mmi
He obnapyskeHo

Concpsaiue periHona HaibmuTara s 1 M-

107286 ME/M1 (cleKTpohoToMeTpHS)

Komwueetsennoe | o1 90000 1o 110000 ME. 107765 ME/M1 (BDXX)
ONpeAcIcHAS BXX. Conepskanue BOA 5 1 ot 0.1 a0 1.1 M1 0,9 mr/ma
BYKX. Cozepxanne BOT 8 [ yiror 0.1 0 1.1 mr 1.1 mr/mur

Yiakonka

Mo 10, 15, 20, 30. 50. 100, 200 s BO (hIAKOHB! TEMHOIO CTEKIA C
BHHTOBOM TOPJIOBHHOM M HABHIIYHBACMBIMH  ILIACTMACCOBLIMH
KPBILIKAMH € KOHTPOJIEM MEPBOrO BCKPLITHA HIH 6c3 HeTo, B KOM-
[UIEKTE C YILIOTHSIONEH HPOKILIKOR W Kalle/bHHLIEH.

Ha kaabiif (h1aKOH HAKIEHBAKIT FTHKCTKY.

Kasuplit duiakoil ¢ MHCTPYKIKEEH 110 NPHMEHCIHIO HOMCIIAIOT
B @YKy H3 KapTomna.

ITo 10 M71 BO (h1AKOHEI TEMHOTO CTCKIIA ¢ BHHTOROH rOpI0BH-
HOM M HABMHYIWBAEMbBIMH 1UIACTMACCOBLIMH KPRIITKAMK C
KOIITPOITEM TIEPBOIO BCKPLITHS, B KOMILIEKTE C KalC/ILITHLUCH.
Ha kaszpiii haxoH HAK IECHA ITHKCTKA.

Kaw; b1 prakon ¢ HHCTPYKITHEH 10 MPUMEHEHHIO NOMCIICH
B [1d4KY M3 KapTOHa.

Mapkuposka

MepBuuHas yNaKkoBKa

Ha yrukerke (pIAKOHA YKa3bIBAIOT COKPALICHHOS HAHMEHOBA=
HUE HPCAIPHATHA-LIPOH3BOLHTCTL, €10 TOBapHBbIl 3HAK C l1pe-
NYTPeHTEALION MapKkupoBkofi ®), TOProBo¢ HAHMEHORAHHC
NpeNapaTa, MeKIYHapoIioe HeMaTeHTORAHHOC TANMCHOBANHCE,
NeKapeTBEHHYI0 (opMy, COTMepAanne eHCTBYIOUEro Relle-
cerpa B ME B | ML KOIHMUECTBO HpCTIapaTa B MHUIHIHTPAX.
YCTIORHA XPauenus, YCIOBHA OTMYCKA, Ha/ITHCH: «ButaMun
A», «QnHa Kanas npenapata M3 KancabHHIb HIH r1a3How
[TUIMETKM COJICPAKHT PETHHOIA NAIBMHUTATA OKOJIO 3300 ME»,
«Buyrpeunees, «XpanuTh B HEAOCTYIHOM 113 acTel Mectey,
SHAK WIH 3HAKH 31LMTH MHTCATCKTYQRHONH COBCTBEHHOCTH, 4
Tak#ke HOMEp CePHH, CPOK rOaN0CTH.

IMepBHUHAN YNAKOBKA

Ha TrkeTKe (P1akOHa YKA3aHO COKPAlEHHOC HAUMCHO-
BAIKC [PCUNPHATHA—IIPOH3IBOIHTEL «AQ «Pemunou-
dbi», CrO TOBAPHLIH 3HAK C [PEAYTIPEUTENBIIOHA MApKH-
poskoil ®, TOproroe HAWMEHORANIWE Tpenapard «Pemu-
HOJG RQIBMUMAMy, MSK1YHAPO/HOE HENATEHTORAHHOE
nauMenopaiue  «Pemunoay, nekaperBeHna  Gopma
«Pacmeop 014 npuema 6Hympb MACTARBID, COJICPHKa-
Hie ICHCTRYIONICTO RellecTRaghuddk, B | M «100 060
ME/sur»,  KOIHUECTB 5 x ‘b%mmm:mpax

neAbHUWbL WAL
J1a I MU A
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Pesy nLTaThl AHAIN3A

‘ Mapxuposka

BropuuHan ynakosKa

Ha rauke  VKa3RIBAIOT  HAWMCHOBAHWE  NpeAlpHATHA=
[POUM3BOIMTENL, CIO TOBAPHBIN 3HAK ¢ npeLynpeIHTeILHOR
mapknposxol ®, COKpAICHHBI ATpec (YKA3RIBAIOT ropoj).
TOProBOE HAWMEHORAHME 1IPENapaTa Ha pyCeKoM AIBIKE, MEK-
JYHAPOIOE HEHATCITOBANHOS  HAKMCHOBANKE, JICKAPCTBEH-
HYIO (hOPMY, CONEPKAIKC NCHCTBYIOWErD pewecrsa B ME B 1
M. KOMHUECTRO Tpenapata B MHIIHIATPAX, Hipoprpaius o
cocTane € }‘Ka‘j&lHHCM KOJIHYECTRA [lcﬁC'l’H}'K)LIlC]’O REIECTBA H
[ICPCHHA  BCLOMOTATE/IBLHEIN - BEUIECTB, YCIOBHA  XPalICHus,
YCAOBMS OTIYCKA, C1OCO0 IPUMCHEHHA. HAMIUCH: «BuramuH
A», «Ojlia Kanis MpenapaTa u3 KalcahHHIbL HIH T30
TMIETKH COJIEPKAT PETHHOA HAUBMHTATA OKOII0 3300 MEn».
«Buytpenneen, «Xpatuih B HEIOCTYIION L% JeTCi MecTe.
PErHCTPANMOHHEIE HOMED, 3HAK WM SHAKH JALHTLL HITEILICK-
TyanLHOH coGeTBeNTIOCTH,  anpec  cafita  MpCANpHATHA-
an}MBHﬂ!U‘I']’C.’lﬂ B HHTEpHﬁ"l‘C. lll'l'pHX'KOil.

Ha kiaman WIH Kjallalbl HalOCAT CpeacTso yaenTHpuKanmn,
Pio6anbibi wicHTHGHKAHOHHBI HOMED TOProBoil eAHHHLEL
HIIABHAY2AbHLI cepuiiibifi HOMED TOProBOi CAMHMIIEL, O~
Mep CepHH, CPOK FOAHOCTH

«Xpanumes 6 HEOOCHYRHOM dna Oemell Mecmey, IHAK
JAMMTEl  MHTCIUIEKTYATBHOW  cODCTBENHOCTH «Caude-
mejabemao Ha mosapibii snak 371276,

nomep cepun «Homep cepuu 140621»,

cpok roioct «loden 00 06.2023».

BropuuHas YNAKOBKA

Ha mauke VYK43aH0 HAMMEHOBAHHC 1PCANPUATHA—
npoussomred  «AQ Qapmayesmuyeckoe  Hayuio-
npoussodcmeenioe npeonpuAmIe «Pemunoudsry, €ro
TOBApHBIH 3HAK € HpEIYIIPERTEIBHON Mapkuposkoi ®,
COKpALUCHHBIH alpcc (yKa3pIBaloT ropon) «Mackea».
LOProBOC HANMEHOBAHUC NElAPATA 1A PYCCKOM A3BIKC
«Permunona RATLMUMAMy, MEKIYHApOIHoC Henarel-
FOBAHHOE HAMMeHoBaHWe «Permuno/r, NEKApCTRCHHAA
jpopma «Pacmeop 018 npuema anymph MACAANBILY,
colepKanne ICHCTBYIOWICIO BELICCTRA B ML 8 1 M
«100 000 ME/s1», KOTHUCCTRO NPEnapara B MHILTHINT-
pax «1f awr», HAGOPMAIMA 0 COCTABE C YRASHHHEN KO-
Jmuectpa Acitcrsyiowero Beuiccrsa «Pemunona nais-
mumam (Bumamun A) (6 nepecueme na 100 % pemu-
noaa nansmumam) 55,1 ¢ (cocmas cyGCR@HUNY CM.
HHEMPYKYUIO)» W TIEPESHS BCTIOMOIATEIRHAIX BELLECTB
«y mUAZUOPOKCH MO/, Ay mui2udpoKCHAnU30N,
Maciao pancosoe do 1y, YCI0BHA Xpareld «Xpanunts
6 JAMUU{EHHOM OMm Ceemu Mechie npu mesnepamype
we goiuie 8 °Cy, yclosus oriycka « Omuyckaiom des
pelgenmay, cocod NPUMELCIHS «Cnocoli npumeHenua:
CM. WHCHPYKKUIO», HAUIKCH: «Bumamun A». «0ona
Kanas Mpenapama U3 KaneTbHuubl Al 2UIHOU nu-
NemKE COOEPHCUNT PEMUNOAU  RAIBMUMAME  OKOI0
3300 ME», « Buympenneey, «Xpatiims 8 HepoCmyRHom
dns  Oemeil  Mecme»,  PErHCTPAuMOHHBIA  HOMEP
«P NOOOS50/01», 3HaK 3aUMTL] HITCAICKTYaNbHOH cob-
creennoctd  «Ceudemensemso  Ha moaapuetii  3HAK '
Ae371276», anpec caifTa MpeatpHATHA-IPOH3BOIHTCIY B
Hurepucre «www.retinoids.ru», LITPHX-KOIL
«4601607000194».

Ha K/aliansl HAHECEHb! CPEICTRO wIeHTH(UKAIHK, 1710~
Gasibliblil HICHTH(OHKALHOHHBIH HOMED TOProBOH SIAHHH-
Ubl, WIIHBUIYRILIEIH CCPHAHLLT 1OMEp TOProBoi ¢iH-
HHIILL,

Homep cepun «Cepus 140621,

cpok roasocti «loden 0o 06.2023»

XpaHnenue

B salUyiICHIION OT CBETa MECTe MIPH TeMUCPaType HE BLIIE 8
oC

B 3aWMIICHHOM OT CBCTA MCCTC IIPH TEMICPATYpe HE
sbinie § °C

Cpok roJtHOCTH

2 roja

2 rojia

JaKI04eHHe: PErapaT COOTBETCTBYET TPeOOBaHIIM HJL P N000OS

3aMecTUTeNb WPEKTOPa 0 KOHTPOJTIO KayecTa

)

/01:261020

H.M. TeprajitHCKas
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® AKuMoHepHoe obLecTBo

N R R
¢apMSLI,ea?“‘IECKOE HBWHD‘"DOHSBOACTBEHHOe npeanpuaTue
PETHHOMb :lPET"HO“nb'"
NOATBEP)KJAEHUE
Ne ._'7'/’ 2 /L OT « /3 » Cyrv =5 2027 r.

yNOJIHOMOYEHHOTO nMua MPOH3BOHTESI O COOTBETCTBHH JIEKAPCTBEHHOTO
npenapara TpeGoBaHHAM, YCTAHOBJIEHHBIM TNPH €10
rocyaapcTBeHHOH perncTpauHH

HacTosimum 1104TBEp K110, YTO JIEKapCTBEHHBIH NpenapaT

PeTHHOJIa NaJbMHTAT, pacTBOp /AJAf NPHEMAa BHYTPb MaCJAAHbIH
100000 ME/Mis1, mo 10 ma Bo ¢JakoHax TEMHOIO CTeKJa ¢ BHHTOBOii
ropJoBHHOH H HABHHYHBAEMBLIMH IJIACTMACCOBBIMH  KPBIIUKAMH €

KOHTPOJIEM NEPBOTO BCKPLITHSA, B KOMILIEKTE ¢ KaneJbHHIeH

cepusi /777 %/ 6bin npon3Be/ieH Ha NPOU3BOACTBEHHOM 1uTomanke AO
«PeTHHOMIBY B COOTBETCTBUH ¢ TpebGoBanmsiMu nuueH3un Junensus 00400-J1C
or «09» cenrsiopst 2020 r.), IOCHCTBYIOUIMMH TIpaBMJIAMH OpraHHM3alMH
IPOM3BOJACTBA M KOHTPOJIi KauyeCcTBa JICKAPCTBEHHBIX CPCICTB, @ TaKKe
TpeGOBAHUIMH, YCTAHOBJICHHBIMU TIPH €10 TOCYAAPCTBEHHOH PErucTpalty.

3asBICHHBIH IeKapCTBEHHEIN NIPENapaT COOTBETCTBYET TPEOOBAHUAM

PY 000550/01 ot 12.11.2007 r.

PN 000550/01-261020

MecTo Jokanuzanuu npoussoictsa: Mocksa, Illocce DHry3uactos 1. 46,
P2,

O0béM cepuH /‘r(/f’( Ay ynaxoaox
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