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AKLIMOHEPHOE OBWECTBO
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143983, Mockoeckas obn., r. banawuxa, yn. CeoGoasl (Mkp. Kepamuk), a. 1A, od. 404
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OKNO 11307813; OMPH 1027739307936, WHH/KNM 7720031037/501201001

D02-011-02-00502-3

AHAJIATUUECKUH [TACTIOPT Ne 1892/21/1 ot «01» HosOps 2021 r
PETHUHOJIA MAJIBMUTAT, pacTBop /s NpHeMa BHYTPb macasaeiii 100 000 ME/vu, 10 Ma

Cepust: 191021 QB6beM CCPHH: 40277 v, Jlara H3roTOBACHHA: 10.2021 CpOK roIHOCTH: 10.2023
HaumeHOBAHHE TpeGoranna HJL P N000550/01-261020, n3m. 1 Pe3yiLTATHI AHATHIA
nokalarens

I Opranonentuuecknii. [Ipospadias MacIARHCTaA KHAKOCTE TIpo3paunas MACTANHCTAs AKHIAKOCTL XCJITOr0 UBCTa Ges
OT CBET/IO-ENTOTO JI0 JKETOro 1aeTa (fe3 MPOTOpKIOro 3anaxa | MPOropkioro sanaxa
CnextpodoromeTpuecuit :"_ croMeT ‘"“m"“' Y:mTpa([moJmlom,ni o Y pTpadpioICTOBLI ClIEKTp Npenapara B 061acTi or 280
npenapara B 06:1acTH 0T 280 10 350 uy umecT MAKCHMYM no- o
FrOIeHNS NPy 326+ 2 4 710 350 HM MMeeT MRKCHMYM NOTACLIEHUS 1Py 326 Hy
BYAX. Bpemcna yaep/AKHBalus OCHOBHBIX HKOB Ha XpOMa- Bpemena yAcpAKHBaHHA OCHOBHBIX NMHKOB H4 XpOMArTo-

TToANHHHOCTE TOrpAMMaX MCIBITYEMLIX PACTBOPOB TIPCTIAPaTa AOTAIRI COOT- | TPAMMAX HCTBITYEMBIX PACTBOPOR MpETapara CooTBCT-
BETCTBOBATH BPEMEHAM Y /IEPHHUBAHHS I(HKOB PETHHO/IA CIBYIOT HpeMeHay  YIEPKMBAHWS [HKOB  PETHHONI
NaNLMUTATA, OVTHITHIPOKCHTONY0.1a B NAILMHTATE, Gy THITHIPOKCHTOIY 0J1a H
Gy THAMHAPOKCHAIIM30NA 1A XPOMATOTPAMMAX PACTROPOR Gy THATHIPOKCHANH301A HA XPOMATOTPAMMAX PACTEOPOR
cranapTHex o0pasuos (CO) cranaapTaex o6pasnos (CO)

TInoTHOCTR Or 0,91 ;10 0,94 r/ent’ . 0,92 r/em?
CrextpodoTomerprtieckuii. OTHOUEHNS SRl onTHie- | OTHOLICHUS SHAUCKHUH ONTHHECKOH NIIOTHOCTH LPH 300,

[Mornowaroiuue cxoit orHoeri npu 300, 310, 320, 330, 340 1 350 um k on- | 310,320, 330, 340 u 350 uM K olrryeckoil NJIOTHOCTH

MPHMECH THYCCKOH MIOTHOCTH npH 326 HM HC JOTKHLI OTIHHATBECS | NPH 326 HM OTIHUAIOTCA OT MpHBeneHNbIX B [T MeHee

Gonee gem Ha + 0.03 ot npueeneHnsx 8 H

yem Ha = (.03

KucroTHoe ucno | Turpumerpudecknii. He Goace 0,5 mr KOH/T 0,1 Mr KOH/r T
Cpeanee 3nadcnne o0nema coAePKHMOr0 10 ¢maxonos HC 10.2 M o Y

HagnckacMbli
o0neM

menee 10 Mg

OGheM COAEPRHMOTO Kazk/10H 0TACALHON YTAKOBKH JIOTHKCH
hITh He MeHee 9.5 M1

Munumym 10,0 M

Mukpobuonorn-
YCCKas MMCTOTa

Kareropus 3A
- obmice uneI0 adpobHRIX GakTepuii B | MA Npenapata He Go-

nee 10 KOE
- oBuwee uneno rpubor B 1 M upenapara we fonee 10 KOE
- Escherichia coli B 1 M1 penapara 107Ha 0TCyTCTBOBATh

Menee 10 KOE/Mn
Menee 10 KOE/Mn £ SN B
He o6Hapy:xeHo A TeN

KonuuecTBeHHOS
onpeiencHHe

CoxepsRanue peTHHO/A NaibMH1aTa B 1 M1~
o1 90000 o0 110000 ME.

N,
102954 ME/mu1 (cnekTpooroMerprs)” W

103366 ME/Mn (BOKX) -

BYKX. Cozepwanne BOT 51 mior 0,110 L1 M

BAKX. Coxepxkanuc BOA B | Mmrot 0,1 a0 1,1 M 0,9 Mr/Ma
1,0 Mr/ma

VIlaKoBKa

Tlo 10, 15, 20, 30, 50, 100, 200 Ma1 BO (hIAKOHBI TEMHOTO CTEKNA ¢
BUHTOROH TOPJOBHHON M HABMIMHBACMBIMH  [UIACTMACCOBLIMH
KPBIIIKAMU € KOUTPOJIEM TEPBOrO BCKPLITHA HITH c3 Hero, B KOM-
TUIEKTE € YILTOTHAIOUISH MPOKIIKOR Wik Karne1bHULEeH.

Ha kasi/bii riakoH HAKJICHBAIOT YTHKETKY.

Kaskaolii (IaKoH ¢ MHCTPYKIMCH 10 [PHMCHCIMIO HOMELIAIOT
B [a4Ky H3 KapTola.

Tlo 10 M1 BO (ITAKOHRI TEMHOIO CTEKIIA C BUHTOBOM Op!IOBH-
HOH M HABHHYMBACMBIMH [LIACTMACCOBBIMH KPBILLKAMH €
KOIHTPOTIEM MICPBOTO BCKPLITHS, B KOMILICKTE ¢ Kare LHHIICH,
Ha kannbii ()12KOH HAKIEEHA ITUKETKE.

Kask/blit ()IAKOH C HHCTPYKITMER 10 NPUMEHEHHIO TIOMELLIEH
B 11a4KY H3 KapToHa.

Mapguposka

[lepBHuHas YNAKOBKA

Ha srukeTke (akoHa yKa3blBAOT COKPAIICHROE HAMMEHORA
HHE [IPSAIPHATHA—TIPOHIBOLHTENLA, ET0 ToBapHLIA 311AK C 1Ipe-
JYTPEARTEIBION MapkupoBkoi ®, TOproBoe HAWMEHOBAHHC
npenapaTa, MexIYHapoIHOC HCNATCHTORANHOS HAUMENOBAHHE,
nexaperreHHyi0 Qopmy, COJIEPKAHHE JIECTBYIONIENO  BELIE-
cra B ME B | MJl, KOJHUECTBO NPENapara B MULIMTHTPAX,
YCTIOBHS XPAHCHUSA, YCIOBMA OTMycka, HanmucH: «BUTaMHEH
A», «OHa kanaa NPENapaTa M3 KanelbHWIn! HIH riasHoH

«BiyTpenneey, «XpannTh B HEUOCTYTHOM I1d jerelt MecTen,
3HaK WM IHAKH 3ALATH HATCINCKTY QL0 COOCTRENIOCTH, &
TaKxKe HOMEP CCPHH, CPOK TOINOCTH.

MHMIETKH COIEpKIT PETHHONIA NATBMUTATA 0KOI0 3300 ME», -

IMepBHUuHAA YNAKOBKA

Ha oTukeTke GIakoHd YKa3aHo COKPALEHHOC HAAMEHO-
BaHKC [PC/INPHATHA-IIPOH3IBOLHTEILA «A0 «Pemunou-
Obi», CTO TOBAPHRKIA 3HAK € TpeAyNPETHTCILHON MapKK-
pomkoii ®, TOpProBoe HAMMEHOBAIIMC npenapara «Permu-
HOJIE RAMLMUEMAMy, MEX1yHAPOIHOE HEIIATCHTORAHHOE
HauMmeloBanne  «Pemunony, JEKapPCTBCHHAA dopma
«Pacmeop 0as npuema éHymps MACTAAHBILY, COICPKA-
nme feticteyiomero senectna & ME B 1 M1 «100 000
ME/wa», KONMYMECTRO Tpenapara B MHMIHIATDAX
«10 Ma», yenoBus Xpaueins «Xpanumn 6 JuUIEeRHOM
om ceema Mecme npu memnepamype He swille 8 °Cw,
yENOBMS OTIYCKa «OmnycKatom fe3 peyentndy, Hallli-
cu: «Bumamun A», «O0na Kania npenapama U3 Ka-
HebUKbl WU 21A3HON NUREMKHU COOEPICUm pemuo-
aa nasmumama oxono 3300 ME», <BHympeHHeey,
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HaumenoBaumne
NOKA3ATEH

Tpedoeanust H P N000550/01-261020, uam. 1

Pe3yabTaThbl aHAIN3A

MapkHpoBKa

Bropuusnas ynakoBKa

Ha nduke VKA3bIBAIOT — HOWMGHOBAHWE  UPEIMPHATHA—
HPOHIBOWTCIA, €r0 TOBApHbIA 3HAK € rpelLy IpeAuTeNIbHOM
mapkHpoBkoit ®, coKpalen bl a1pec (YKa3hiBAT ropo),
TOProBOE HAWMEHOBAHHE TIPENAPATA Ha PYCCKOM H3BIKE, MEK-
JIYHAPO/LIOE  HENATEHTOBAHHOC TAMMEHOBAIINCE, JICKApCTBCH-
1y10 hopMy, colepKane 1eHCTBYIOMEro BEIICCTBa B ME B 1
M, KOJTHUECCTRO Mpemapara B MHATHIHTPAX, uiopMansa o
COCTABE € YKA3AHMEM KOIMHMECTRA JEHCTRYIOUIEr0 Benlecrha u
MCPEuHA  BCHOMOIATCILHLIX BELLCCTH, YCI0BHA XPaHCHHA,
yeToBMg OTIYCKA, CIOCOD NPHMEHCHHA, HAIlHCH: «Butamun
An, «O1na Kanis NPErmapara M3 KaneIbiuibl Hin raasfof
NHIETKM COJIEPRKUT PETHHOTA ITAlBMHTATA 0KO10 3300 MEn».
«Buytpernee», «XpaHuts B HCAOCTYIHOM JUIA nerch mectrer,
PETHCTPALMONIIBI 11OMEp, 3AK HiIH 3NAKH 3aHTLL HOTCINCK-
TywibHol  coleTBeHHOCTH,  Anpec cafita  MpC/NPHATHA-
npOH3BOIH TS B MIHTEPHETE, WITPUX-KOL.

Ha xianad WM KNananbl HAHOCAT CPEACTBO uueHTHHHKALMH,
F0BAIBHDBI HIeHTHQHKALHONHBLH HOMED TOProBoi CAHHMLBL
WHAMBMAYANBHbBI CepHAlBIE HOMCP Toprosoil CAHHHIIEL, HO-
Mep CEpHH, CPOK I'0JIHOCTH

«Xpanums & ledocmynnom 0aA demeil Mecmey, INAK
JALMTHL  HHTENACKTYATRHO  COOCTREHHOCTH  « Ceuoe-
menbemao na mosapriviil swax Ne371276»,

HoMep cepiu «Homep cepuu 191021»,

cpok roanoctd «leden do 1 0.2023».

BropH4HAR YNAKOBKA

Ha 1auke yK4sdHO HAHMEHOBANME  NpPEAUPHITHH=
npowssonutens  «AQ  apmanesmuieckoe nayuno-
Hpou3sedCMaenHoe NpeOnpURIILE «Pemunoudsn, <ro
TOBAPHBIA 3HAK ¢ npeIylpeIHTenhHOH MApKHpOBKOH ®),
cokpauleHUblH aupec (yKa3piBaioT ropod) «MocKean,
TOPrOBOE HAMMCIIOBAHME [IPCNAPATA HA PYCCKOM HILIKC
«PemuHoAd RATbMUMAMy, MEHKIYIIapOJIHOC HEMATCH-
TOBAHHOE HAMMCHORaHHe «Pemunoay», NeKapCTBeHHAR
dopma «Pacmeop 04A mpueMa EHymps MACANBLLY,
cojepiKanie IeficTByiouero BemiecTsa ME 8 1 mn
«100 000 ME/s1», KOIHUECTRO NPCHapaTa B MUIVIAIHT=
pax «10 ma», nudopmalus 0 COCTaBE C YKAAHHEM KO-
aMuectBa ACHCTBYIOLIETO BewecTsa «Pemuinona naib-
sumam (Bumasun A) (6 nepecueme na 100 % pemu-
noaa naavmumam) 55,1 z (cocmae cybemanuuy cH.
uncmpykqum)n W nepeyHA BCLIOMOTaTe/IhHBIX BEMIECTH
« Oy MILI2UOPOKCUMOTY 0, Oyt OpoKCUanu3os,
macio pancogoe 90 I i, yCA0BHA XPaHCHHA «Xpanums
¢ FAWUU{EHHOM 0m C6ema Mecme npu memnepamype
ne estute 8 °Cy, YCIOBMA OTIyCKa «Omnyckarom oes
peyenmay, ciocod NpUMEHENHA «Cnocol npumenenun:
CM. HHCMPYKWUIO», TAITUCH: «Bumamun A», «Odna
Kamif Hpenapama W3 KaneJbHUus! uiu 21a3HON nu-
femKu  cOOEPHCUM  PEMUHONA  RWILMUMAMQ  0K010
3300 ME», «Briympennee», «Xpanums 8 He00CMynHoM
dnx  Oemeil  Mecme»,  PETMCTPAUMOUibIT  HOMCP
«P NOOOSS0/01 », 31aK 3aIHTHL RITCIIEKTYAbIOR cod-
crBennoctn  «Caudemenscmeo HA  MOGAPHBIA  INAK
Ne371276», anpec cafita NPEANPHATHA-NPOU3BOLKTCIA B
HurepHere «www.retinoids.rn, LITPUX-KOIL
«4601607000194».

Ha kIaiaHsl HAHECEHb] CPENICTBO H/IeHTH(HKAIMN, 1710=
GauibibI HACHTH(DHKALKOHLIBIH HOMEp TOProBoH CAMNUHA-
11bl, HILLMBHAYAIBHBIH CCPHAHLIA HOMEP TOProBO# CIM-
HHALBL,

Homep cepuu «Cepun 191021,

cpok roznocte «Laden do 10.2023»

Xpanenue

B 3aiMUICHIIOM OT CBETa MECTE 1IPH TEMIIEPaType HE BLILIC 8
o

B 3auMIIeHHOM OT CBCTA MECTE NPH TCMIICpaType He
nuiiue 8 °C

Cpox roJIHOCTH

2 roja

2roia s

Saxmosennie: npenapar cootsercrsyer TpeSosasuay UL P N0OOSS0/01:261020, woT.

3aMecTHTENb JUPEKTOPA [0 KOHTPOITIO KadecTha

S,

N

H.M: eia’rénmi;?_rcaa ‘ s
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Neo /_’f/yffy// OT «(% = ))/fc-f(/i:“ 20 R/T
ynonﬂomoqemwmﬁnua NPOH3BOIHTES 0 COOTBETCTBHH JIEKapCTBEHHOIO
npenapara TpedOBaHHSIM, yCTaHOBJIEHHBIM IIPH €70
rocyapcTBeHHOi perncTpanii

HacTosumM MoATBEPKAAL0, 4TO JIeKapCTBEHHBIN IperiapaT

Pernnosia TAaJALMHTAT, pacTBoOp [Js npuéma BHYTPb MacasiHbIH
100000 ME/ma, no 10 mia BO ¢aakonax TEémHOro cTeKjaa ¢ BHHTOBOH
ropJoBHHON M HABHHYHBAEMbIMH  IJIACTMACCOBLIMH KpbIIIKaMH €
KOHTPOJIEM NMEepBOro BCKPLITHS, B KOMILIEKTe ¢ KameJbHHIeH

cepus /T /0% /  Gbll IPOM3BE/IEH HA [IPOM3BOICTBEHHOMN IIOLIANKE AO
«PeTrHOMABIY B COOTBETCTBUH C TpeGOBaHMAMH JIMLICH3NH auuensus 00400-JIC
or «09» cenrsops 2020 r.), JeHCTBYIOLIMMHU TIpaBHIaMH opraHu3alHn
NPOM3BOJICTBA M KOHTPOIS KauecTBA NIEKAPCTBEHHBIX CPEACTB, @ TaKKC
Tpe6OBAHUAMH, YCTAHOBICHHBIMH TpH €ro rocyJapCTBEHHOM PErUCTPaLHH.

3asBICHHBI JIcKapCTBEHHBIH penapatr COOTBETCTBYET TPEOOBAHUAM

PY 000550/01 ot 12.11.2007 r.

PN 000550/01-261020

MecTo JIOKanM3aluu MPOU3BOJCTEA: Mocksa, [llocce DHTY3HAaCTOB . 46,

cTp. 5. _
00bEéM cepHH 4c ,/Z /7 YIaKOBOK. VA N
JlaTa BBIMYCKA 0 202/ ] ~
Tonen 10 S /’Z»z’,d $ 2| «PRTURD
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