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AHAJIUTUYECKUH TTACTIOPT Ne 2232/21/1 ot «21» nexadpst 2021 r.
PETUHOJIA TIAJIBMHTAT, pacTtrop /1g npHeMa BHYTpL Macasublii 100000 ME/mu, 50 ma

CRETJIO-KEITOrO JI0 KeAToro lpeta 6¢3 POTOPKAOTO 3anaxa

Cepusi: 251221 O6bem cepuu: 8 178 vi.  Jlara msrotopnenus: 12.2021  Cpok roguoctu: 12.2023
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Haumenosauue Tpebosanus HA P N000550/01-261020, uzm. 1 Pesvanra "
| NoKAIATRNS €3YJAbTAThHI AHAH3A
| Onncanue OQI‘HHO.{IBHTH‘IECKHﬁ. ]_[P(J'ipﬂ‘lﬂ'd.}l MACAsHHCTad MHAKOCTH OT ]'Ipo3pa'maa MaCIanHCTad KHJIKOCTh KC/ITOrO UBCTa (3]

IIPOTOPKIOIo 3arnaxa

TToaaunnoetn

CnexrpodoTomerpuyeckuil. YanTpadHoneToBbIH CCKTp mpe-

napara B obiacti o1 280 10 350 HM UMeeT MAKCHMYM HOTII01e-
HHs ipH 326 + 2 M

Yisrpadronetossli cliektp upenapaia s obmacti ot 280
10 350 HM UMEET MAKCHMYM TIOTIOHICHUA MpH 326 HM

B27KX. Bpemena yaepKHBaHud OCHOBHBIX [IHKOB Ha XpoMaro-
rPAMMAX HCITBITYEMBIX PACTBOPOR NPENAPATa JOMKHK COOTRCT-
CTBOBAThH BPEMEHAM Y/IEPKHBAHUA [IMKOB PETHHOJIA TATEMHTATA,
GYTHICH/IPOKCHTOIYO/1a M By THIIHAPOKCHAHK30IA HA
XPOMATOrpaMMax pacTBopor cramapriix oopasuos (CO)

Bpemeua y,ucpmmaﬂns OCHOBIHBIX ITHKOB Ha XpOMAaro-
rpaMMax HCIBITYCMBIX PAacTROPOB MpEnapara COOTRCT-
CTB_VK}T BPEMEHHM }'JCP)RMBE!HMH MUKOR  PETHHO A
NaJIbMHTATA, 6}"1‘”.‘1”!.‘1}‘)0KCH'I'O.’I)’Dﬂa H
6ym.'lfnupm(cuamslona Ha xpoma'romammax pam‘sopou
craiiapTibx o6pasion (CO)

I10THOCTS 010,91 10 0.94 r/em® 0,92 r/em?

Crexrpodoromerpuyeckuit. OTHOWEHUA 3nadennit onrude- | OTHONIEHUA 3HAMEHHTT OITHYECKOR NIOTHOCTH 1pK 300,
TMoraowatomue ckoii 1ornocty upk 300, 310, 320, 330, 340 1 350 um k onrr- | 310, 320, 330, 340 1 350 1M K ONTHYCCKOH 1ZI0THOCTH
HpUMecH YCCKOH II0THOCTH 1IPH 326 HM HE J0/kibL oTIHYateed Goaee | npu 326 nm oTaHuatoTes ot npupejeninix B HI menee

yem Ha = 0.03 ot npuseacHHbIx B 11/1

yem Ha + 0,03

Kuciornoe 4ucio

Turpumerpuueckni. He Gonee 0,5 mr KOH/r

0,1 mr KOH/r

H3paekaembiii
00BCM

Cpeuuiee 3uavenne ofbema coneprumoro 10 (rakonos ne Meiee
50 s

50,9 ma

QObeM COACPHRUMOTO KAKI0H OTCALHOR YIAKOBKH JI0JIKEIT
ObIth He MeHee 47,5 M

Munnnym 50,0 mu

MukpoOHoOIH=-
YyecKas HMCToTa

Kateropus 3A

- ofwwee yucao axpobubx Gaxrepuii B 1 Mu upenapara ne Goiuce
102 KOE

- o0mee yuciio rpuGos B 1 Ma npenapara e Gosee 10 KOE

- Escherichia coli B 1 M1 npenapara 10JKHA 0TCYTCTBOBATD

Meiee 10 KOE/ma
Menee 10 KOE/Ma
e o0napykeno /

KoanyecrBennoe
OnpeaciacHue

Coaep)aHue peTHHO 1A TaNbMUTATa B 1 MJI —
ot 90000 g0 110000 ME.

102796 ME/Mi (cnekrpodoroMcrpus)

102956 ME/Mu (BDXKX)

BKX. Conepaanne bOA B 1 Mot 0.1 10 1.1 Mr

0,9 Mr/Ma

BKX. Cosepwanue BOT B | maot 0,1 10 1,1 Mr

1,0 mr/ma

Vnakoska

Ilo 10, 15, 20, 30, 50. 100, 200 »a Bo hraxkOHBI TEMHOIO CTEKNA C
BHHTOBOH 10PJIOBHHON M HARMHYHMBAEMBIMH 1LIACTMACCOBBIMH KPbILLI-
KAMH € KOITTPOJICM 1ICPBOIO BCKPLITHS WM §C3 HEro, B KOMILICKIE ¢
VITTOTHSIONICH NPOKAAAKON WM Kane/LIHIICH.

Ha xask/isi# (h1aKOH HAK/ICHBAKOT ITHKETKY.

Kaxiblil (p1akoH ¢ HHCTPYKUHCH 110 NPHMEHEHHIO NOMCILAICT B
L1A4YKY M3 Kaproya.

1o 50 mu1 BO (h1akOHBI TEMHOTO CTEKA C BUHTOBOH rOpTOBH-
1Ol M HABMHYMBAEMBIMH [L1ACTMACCOBBIMH KPBILUKAMH €
KOHTPOJIeM [epPBOr0 BCKPLITHA, B KOMILICKTE C KaneTLHHIeH.
Ha kbt QrakoH HAKICCHA ITHKETKA

Kasibiii (pIakoH ¢ MHCTPYKIMER 1O HPUMEHEHUIO 1(0-
MeLlleH B [1a4Ky H3 KapToHa.

Mapkuposka

TMepBHYHAR YNAKOBKA JIEKAPCTBEHHOTO Mpenapara,

Ha srukerke (UiakoHa YKa3bIBalOT COKPUILEHHOE HAHMEHOBRHHE
HPEANPHATHA-IPOH3BOIMTEIH, €10 TOBAPHBIA HAK ¢ Npeaynpe-
JMTCIBHOR MapkupoBko#t R, TOprosoc HaHMEHOBAHME lipcliapa-
T4, MCHIYHAPOAHOC HENaTCHTOBGHHOC HAHMCHOBANHE, JCKap-
crrerHy0 OPMY, coLepikanue jleicTByiomero Bemecrsa B ME
Bl MJI, KOJTHYECTRO Mpenapara B MUJUIHARTPAX, YCI0BH XpaHe-
HH, VCJOBHS OTUyCKa, Haanuen: «Buramuu An, «Onna xanmas
npenapara ¥3 KancjbHHUbL HJIH rAa3nod MUIOCTKH COTEPAKHT
peTHHONA MankMHUTaTa 0K0Ji0 3300 ME». «BuyTpenHee», «Xpa-
HHTH B HEJIOCTYITHOM JUIN JIeTell MECTe», JHAK HIN 3HAKH 3alLHTbI
HHTC/UICKTYANLHOR COOCTBCHHOCTH. A TAKIKC HOMEDP CCPHH, CPOK
TFO/THOCTH,

IMepBuU4HAS YNAKOBKA JIEKAPCTBEHHOTO Npenapara.

Ha ostukerke h1akoHa YKA3aHO COKPAIEHHOE HAHMEHO-
BAHME UPSMIPHATHA-TIPOU3BOIATENS «AQ «Pemunou-
dbt», CTO TOBAPHBIA 3HAK € NPEAYIPCIMTSIBHOR MapKH-
poBKO# ®, TOProBoe HuMMeHOBaHHe npenapara «Pemu-
HOA@ RAALMUMAmMy, MEKIYHAPO/HOE HENATENTORAHHOE
HauMeHoBaHue  «Pemunonn, JIEKapCTRCHHAA (!JOPM'd
«Pacmeop 0/R RPUEMA SHYMPb MACAANBIL), COJIEPKA-
wue neficteytomero pemectea B ME B | M «100 600
ME/swa», KOIMUECTBO MpenapaTta B MHJUIMIHTPRAX
« 50 ma», YCIOBUS XPAHEHHS « XPaAHUMD 8 3UUUILEHHOM
om ceema Mmecme npu mesmnepanype ne eviuie 8 °Ch,
YCI0BHA OTnycka « Omnyckaiom Ge3 peqenmay, naumnu-
cH: «Bumamun A», «O0na Kanir npenapama w3 Ka-
HeALHUB! WK 2TA3HOW NUNEMKU COOePHCHm pemuno-
na nwiemumama okoro 3300 MEx», «Buympenneey,
«Xpanums 8 HeQOCHYRHOM 01 Oemeit Mecme, 3HAK
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PeiyabTaThl aHA1H3A

Mapkuposka

Bropuunas yNnakoBKa

Ha nauke  YKa3sLBAIOT — HAHMCHOBEHHC  NPCANPHATHA—
NPOH3BOJNTENA, Cro TORAPHEIH JHAK ¢ npey PCIUTeIRHON Map-
KupOBKOH ®, COKpANISHHBIH ajipec (YKasbisaor TOpOjL). TOPro-
BOEe HAMMCHOBAHME 1IPCIAPAla Ha PYCCKOM A3BIKE, MCAKLYHAPOI-
HOC HEMATCHTORAHHOC HAHMCHOBAHKE, NCKapCTBEITYI0 dopmy,
conepskanuc AciicTayrommero sentectsa B ME B 1 M, KOTHUECCTBO
npenapara B MHJUHIIATPAX, mnbopmauuﬂ 0 COCTane ¢ YKa3aHHEM
KOJMUECTBA JCHCTBYIOWIErO BCUICCTBA M TICPEYHS BCIIOMOIA-
TEABNBIX BENIECTR, YCAOBHS XPANCHHS, YCIOBHS OTIYCKA. crocod
HNPUMCHCHHSA, HAITHCH! «Buramun A», «Oana kanag npenapara
W3 KAEILHMItbl WIH TIIA3HOH IHIIETKW COJCPHHT PETHHOIA
najdbMUTaTa 0kouo 3300 MEw». «Buyrpenneey, «Xpauurs 8 He-
NOCTYANOM /17 AeTel MECTE», PErHCTPALMONNLIE 1OMCP, 3HAK
HIH 3HAKKW 3allUTHI HHTCJ’I:[CKT}’EI.'IHIOﬁ CcOOCTBCHHOCTH, aapec
CaiiTa mpeJuIpUATAL-IpoU3BoTEs B HHTepHeTe, NTPHX-KOL
Ha Kranall WIH KJIAMaHbl HAHOCAT CPEACTBO MACHTM(HKALMIL
raoGatbibii MACHTH(AKAIHOHTIEIA HOMEp TOPrOBOH C/MNMILLL,
WHMBHAYATRHBIA CCPHIAHBIA HOMEP TOPTOBOH C/IMHHMILLL, HOMED
CEPHH, CPOK TOJAHOCTH

qanmTh WHTENNeRTYANLHON cobcrBennoctn  «Caude-
mensemao na mosapnotit 3nak Ne371276»,

womep cepun « Homep cepuu 251221,

cpok rosmoctn «Foden do 12.2023».

BropHuHas yNaKoBKA

Ha mauke ykasano 1auMCIOBAHHE TPCITIPHATHA—
npou3nosnTens  «AQ  Mapmanyesmuteckoe  HaAYUHO-
npouseodemeennoe npednpusmue «Pemunoudsry, ero
TOBAPHBI 31K C HPCLYHPCUHTCITBHOR MAPKHPORKOH &),
COKpaIICHHBIH apec (ykasppaior ropon) «Mockeay,
TOProBOC TaHMCHOBAHHE NPEMApaTa Ha PYCCKOM AIBIKC
«Pemunona RAILMUNGAMY, MEK)YHAPOLHOE HEHNATCH-
rosanioe HauMcHoBaHue «Pemunon», JeKapCrBeHHas
tdopma «Pacmeop 0aA npuema GHympb MACTARBIRY,
conepxanue JcHcTRyromero peuicetsa B ML B 1 Mn
« 100 000 ME/ma», KOXHIECTRO HIPENapara B MIUINIAT-
pax «50 sur», vHGOpPMALHS O COCTABC C YKAIAHMEM KO-
AHuecTRa JGHCTBYIONIErO BeUiECTRa «Penmunona naib-
mumam (Bumamun A) (6 nepecteme na 100 % pemu-
noaa noiemumam) 55,1 2 (cocmas cyBCmanyuu cm.
UHCHMPYKWHIO)» B 1IEPEYHA BCLIOMOTATC/IBHLIX BEUICCTE
«OyMUTZHOPOKCHIOAY 0T, OYRULAZROPOKCUANU3OA,
Macno pancogoe 00 1 a», yCIoBHA XPAHCHHS «Xpanuntb
€ 3aUIEenoM ORl ceem Mecme npu memnepamype
ne evie 8 °Cy, yciops oTiycka «Omnyckaiom 6e3
pewenmay, crniocod NpUMEeHEHNA «Cnocoh npuUMeHeHua:
CM., HHCMPYKKUI0», HAJTHCH! «Bumamun A», «OdHa
KAMIA NPERapama W3 KaneibMuihl WU 2HA3HOR NH-
nemku  codepiucum PemUNHOAd  MEIbMUMAMA  0K0.10
3300 ME», « Buympenneey, «Xpanuims 6 He00CIMYNHOM
onn  Oemeli  Mecme»,  PETUCTPALMOHHBIA  HOMED
«P NOOO550/01%». 38aK 3aillHThL WHTEIEKTYALHOK co0-
croeimoctn  «Ceudemenscmso Ha  MOSAPHBIL  3HAK
A2371276», anpec calTa NMpEAnpUATHA-NPOH3IBO/ATCIA B
Hurepuere «www.retinoids.ru», IUTPHX=KOJ
«4601607000446%.

I1a KIaNaNEL HANCCCHBI CPCACTBO WIEHTH(MKALHH, TII0-
GaibHbIA MACHTHQUKAIHOHNLIH HOMCp TOProBOH ClHHM-
1L, MHIMBIAYIBHBI CepHiiHBIH HOMEp TOProBOH ei-
HHIIbL.

nomep cepun «Cepun 251221».

cpok ronocTH «loden 0o 12.2023»

Xpaneude

B 3aWIMUISHIOM OT CBCTA MECTE IPpH Temueparype ne soie 8 °C

B 3amMuieiioM OT CRCTa MCCTC NPH TCMTICpaType He
poimie 8 °C s 3

CpoK IrojgHOCTH

2roua

2 rosa

3aKal0ueHHUE: IPENapaT COOTBETCTBYET TPEGOBAHHAM H

3aMecTHTE b AMPEKTOPA 10 KOHTPOJII0 KavecTsa

4
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PETUHOKIL “’PMBueBTM‘lecnc:‘e HBy‘-IHO-nDOI:BBOACI'BEHHDE npeanpuATHE
PETUHOWADbI
NOATBEPKAEHUE

No / g,,{/ i/ oT « X7 » a}’zfﬁ?v‘y%_/ﬁ’; 202/ 1.
yI!O.J'IHOMO‘IEHHOI‘D/JIHlla NPOM3BOAHTEISI O COOTBETCTBHH JIEKAPCTBEHHOTO
npenapara Tpe6OBAHHAM, YCTAHOBJIEHHBLIM NPH €10
rocy/1apcTBeHHOH perucTpauHy

HacTOSIMM IOITBEPK/IAI0, YTO JIEKAPCTBEHHEIH Npenapar

Perunoja NaJLMHTAT, PACTBOD /sl NpHEMA BHYTPb MAaCJAAHbIH
100000 ME/mu, 50 ma

cepus A4 AL/ GbIT IPOM3BEACH Ha TPON3BOACTBEHHOM muiomazke AO
«PeTHHOHIBI» B COOTBETCTBUH C TPeOOBAHUAMM JTHUCHIHH JIHIEH3IHH 00400-JIC
or «09» cemrsiops 2020 r.), JcHCTBYIOIMMH TpaBHIaMH  OpraHH3alHH
IIPOM3BOACTBA M KOHTPOJIA KAuecTBA JICKAPCTBEHHBIX CpeAcTB, a TaKkKe
TpeGOoBaHMAMH, yCTAHOBICHHBIMH IIPH €ro roCyJAapCTBEHHOH perucTpaluH.

3asBJIEHHbIH JEKAPCTBCHHBIH IperapaT COOTBETCTBYCT TpeOOoBaHUAM

PY 000550/01 or 12.11.2007 r.

PN 000550/01-261020, uzm. Ne 1

Mecro nokanusamuy npoussogctea: Mocksa, Illocce DHTy3HacToB 1. 46,
gTp: 5.
O06bém cepun Rl yI1aKOBOK.
JlaTa BeINycKa /= 22/
I'onen 10 JA AL S
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