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AHAJIATHYECKIMM TACTIOPT No 1043/22/1 o «30» Mast 2022 1.
PETUHOJIA ITAJIBMUTAT, pacreop sl npHEMa BHYTPh macasabii 100000 ME/mu, 50 ma

Cepusi: 170522  O6bem cepun: 8 123 ym.  JlaTa H3rOTOBICHH: 052022  Cpox romuocta: 05,2024
s S———— SE————.
HanmenoBanne. Tpebosauns HII P N000550/01-261020, usm. 1 ; PesynbTaTel aHANHIA
MoKajzaTens : ;
Gih e Opranonentyyeckuii. TIpo3patunas MACIANHCTAS KHAKOCTH OT | TTPO3PAuHAR MACIHHCTAT KUAKOCT, KEATOTO UBETA fes

CBETJI0-KCEITOT0 J10 KEITOro MBCTa 0e3 NpoTOPKIOIo 3anaxa

MpOropKIOTo 3anaxa

[TonTHHHOCTS

CrexrpodioToMerputeckuii. YIRTpadHOICTOREI CIEKT TIpe-

napata » ob1acrd o1 280 10 350 HM HMEET MAKCHMYM HOTJIOLIE
18 1pH 326 £ 2 1M

Y up1padHONCTOBLIA CCKTP Npenapara B 06:1acTH or 280
0 350 HM HMECT MakCHMYM MOTIONICHUS TpH 326 HM

BIKX. Bpemcna yAcpKHBaHUA OCHOBHLIX IIHKOB Ha XpOMAaTo-
rpAMMaX HCTILITYEMBIX PACTROPOB MPeNapara 0.TAHbl COOTBET-
CTBOBATH BPEMEHAM Y/IEPIKHBARNA TIMKOB PETHHO.IA NATBMHTATY,
GyTHANMAPOKCHTOIYO Ta W Oy THITHIPOKCHAHU30/IA Ha
XPOMATOIPAMMAX PACTBOPOB CTaHIAPTHAIX o6pasuos (CO)

BpeMeHa yJep)KHBAHAA OCHOBHBLIX [IMKOB Ha XPOMAToO-
rPaMMAaX HCTIBITYCMBIX DACTBOPOB Mpenapara COOTRCT-
CTBYHT BPEMEHaM YIEDKMBAHHS . [IHKOB  PETHHOIA
HAIBMUTATE, Gy THITHIPOKCHTOTyO A u
GyTHATHAPOKCHAHM3O0NA HA XPOMATOTPAMMAX PaACTBOPOB
cranapTasx o6pasuos (CO)

Ot 0.91 10 0,94 r/em?

0,92 r/em? §

ITaoTHOCTE

[oraomaiowne
IIPHMECH

CrextpodhoToMeTpHIECKHI, OTHOLIEHH: 3HadeHuit onTuye-

ckoil 1moTnoeTd npy 300, 310, 320, 330, 340 u 350 HM K ONTH-
gyeckoi TIIOTHOCTH NpH 326 1M HE JO0IDKHDLL OTIHHATHCH bonee
yem na = 0,03 or npuseneHnsx B 1171

OrHomeH#s 3HaYeHuil orrrudeckoit uotHocty npy 300,
310, 320, 330, 340 1 350 HM K OMITHIECKOH ILIOTHOCTH
1pa 326 1M OT/IHYAIOTCR OT IPUBCICHHEIX B H/1 menee
uem Ha £ 0,03

Turpumerpuyeckuii. He Gosee 0,5 mr KOH/r

Menee 0,1 Mmr KOH/r

Kucnornoe udcao

Hspnekaemslit
ofseM

Cpejiee 3Hadenne ofsema conepanmoro 10 (pakoHOB He MEHEE:

50 ML

50,9 mu

OGBEM COJCPKUMOTO Kak/10H OTACTRHON YAKOBKH A0TKCH
GnIThL He MeHee 47.5 M

MitHumys 50,0 M

Mukpobuoors-
HecKas HMCcToTa

Kareropus 3A
- ofee yncio adpobiEIx Gakrepait B | M npenapara He Goee

102KOE

- oBmiee uncio rpubon B 1 npertapara He Gonee 10 KOE-

- Escherichia coli B 1 Ma mpenapara 10/KHA OTCYTCTBOBATE

Menee 10 KOE/Mn
Menee 10 KOE/mn
He o6HapyxeHo

Conep/Kaiue perniona namurara 8 1 M1 — 104973 ME/mu (criekrpooToMerpis) &
Konuucersennoe | or 90000 10 110000 ME. : 105085 ME/Ma (BOXX) . s Ay
omnpejencHue B3KX. Concpxanne BOA B 1 maor 0.1 10 1.1 mr 1,0 mr/mMa :

BIMKX, Coaepxanne BOT s I maor 0,1 no 1,1 mMr 1,0 Mr/Ma S

Tlo 10, 15, 20, 30, 50, 100, 200 Mt BO (HAKOHB! TEMHOTO CTERIA C Tlo 50 M1 BO (11AKOHEI TEMHOTO CTEKJTA € BUHTOBOH IOpIIORH-

BHITOBOH FOPJIOBHION H HABHHYHBACMBIMH TDIACTMACCOBLIMHA KDL= HOW W HABMHUMBACMEIMH [LIACTMACCOBBIMH KPBILUKAMH C.

KaM# C KOHTPO/EM [1ePBOL0 BCKPLITHS HIIH GE3 HEro, B KOMIUIEKTE ¢ | KOHTPO/IEM [IEpBOTO BCKPLITHS, B KOMILIEKTE C KAUCIHHHUCH.
YnakoBKa yIMOTHsSIONIEH TpOKTATKOM HITH KanebHHICH, Ha kax/plil priaxoH Hakneella STHKCTKA. .

Ha xaowts1ii (pr1akoH HAKIEHBAKOT YTUKETKY. Kaxupii grakon ¢ HHCTpYKUMeH N0 LPAMEHCHUIO MO-

Kaasld Qrakon ¢ HHCTPYKLHEH 1O TPMMCHEHIIO HOMCIIAIOT B | MEUICH B naqky M3 Kaproa.

NAYKY M3 KApTOHA.

TepBHYHAR YNAKOBKA JeKaPCTBEHHOTO Npenapara. TMepauyHAas YNAKOBKA JIEKAPCTBEHHOTO MPeNapaTa.

Ha yrukerke (IAKOHA YKA3BIBAIOT COKPALIEHHOE HANMEHOBAHHE Ha sTukerke (UIaKOHA YKa3aHO COKPAIICHHOE HAUMEHO-

Hpe/ANPUATHA-TIPOM3HOIUTENS, Ero TOBApHBI 3HAK C [IpeNynpe- | BaHWE HPEATPHATHA-TIPOH3BOMMTEIA «AQ «Pemunou-

HTebHON MapkupoBKoil ®, TOPropoe HAMMEHOBALHE npenapa- Obty, CI0 TOBAPHBLIH 31aK C HPEiyMPEANTEIbHOR MApKH-

TA, MEKIYHAPOJIHOC HEMATCHTOBAHIOE HAUMenoRaHue, nekap- | poBKoil ®, TOProBo¢ HAWMEHOBANNC npenapata «Pemu-

cTBeHHyI0 (popmy, coJlepxanne AeHCTBYKIEro pemiecrsa 8 ME | nona naremumann), MERIIYHAPO/IHOE HeMATEHTOBAHHOE

8 | ML, KOIMYECTRO TIPENApATa B MULIW/IATPAX, YCHOBHA XpaHe- | HAHMEHOBRHHE «Pemunony, nexkapcrBenHas  Gopma

HHS, YCIO0BHA oTIyCKa, HAnmucH: «BHTaMui Ay, «Qunna xamns | «Pacmgop 018 RPUEMa 6HYmMpoL MACAAHBIIY, CONEPKA-
Mapkuposka NpenapaTa W3 KAneTbHUILl MW [a3HO¥ THNCTKH CONCPIHT uue Aciicteyiotero Bemecrsa B ME B 1 M1 «100 000

pernnoia tanemuTaTa okono 3300 MEy, «BuyrpenHeen, «Xpa-
HUTh B HE/IOCTYITHOM JUIA JeTeli MecTen, 3HAK WM 3HAKH 31N ThI
HirTe KTy IR0l COBCTBCHHOCTH, A TAKKE HOMEP CCPHH, CPOK
TOAHOCTH. ; ;

ME/ma», KOJWWECTRO TIpenapara B MHLIMIMTpaX
«50 My, YCIHOBHA XPAHEHHS «Xpanuns ¢ IAUUIEHIOM
om ceema mecme npu memnepamype ne sviuie 8 °C»,
| YCNORMS OTHYCKA «QOmAYCKAm 0e3 peyenma», Haini-
e «Bumamun A», «O0Ha Kanax npenapama u3 Ka-
HeNbNUUL WKW 2TATHON NUnEmKU codepacum pemuno-
na nansmumama oxono 3300 ME», «Buympenneen,
«Xpaiums & He0OCHYRHOM O/A Oenel Mecnen, SHak

Crpanuua 1 n3 2




$02-011-02-00502-3

HaumeHoBaHHe
MOKA3ATENH

Tpebosanna HII P N000550/01-261020, uam. 1

Pe3yibTaThl aHAIH3A

MapkupoBka

Bropuuynas ynakopka

Ha . nauxe  yKkasbiBalOT  HAHMCHOBAHMC — NPEUNPHATHA—
[IPOU3BO/IHTENA, €TO TOBAPHBI 3HAK ¢ NpEAYIPEAUTEILION Map-
KMpOBKOA ®, cOKpaileHHsIH axpec (YKashiBAKT ropol), Topro-
BOE HAMMEHOBAHHE IIpenapara Ha pyCCKOM A3hIKe, MEeKIAYHapoi-
HOC HCMATEHTOBAHHOE HAHMCHOBAHHE, JEKAPCTRCHITYIO (dopMy,
cojiepkanue acHcTByoniero sencersa B ME B 1 M, KOIHYECTBO
Tpenapara B MHJUHIATPAX, HH(OPMALIH O COCTABE ¢ YKA3aHHEM
KOJIMYECTBA JICHCTBYIONICTO BEIIECTBA W NEPEYHs BCTOMOTa-
Te/bHbIX BEMIECTB, YCIOBHS XPAIiCHHA, YCIORMS OTMYCKa, cnocob
MpUMEHENHs, HANMACKH: «BuTtamun A», «OIHa Kanas npenapara
W3 KANENGHHLBL VUIH 1U1a3HON 1IHICTKH COJICPUT PETHHOMA
naneMurara oxkono 3300 ME». «Buyrpennee», «XpaHuTh B He-
JIOCTYIHOM ISl ICTCH MCCTE», PETUCTPALHOHITLIA 1HOMEp, 3HaK
WM 3HEKH 3aIMTHI MHTEICKTYANhHOH cOGCTBCHHOCTH, aapec
calita NpenpHATHA-NIPOK3BOMTENS B MHTEpHETE, WITPHX-KOIL.
Ha xnanan wiM KIamaHe! HAHOCST CPEICTBO HIAEHTHHKALMH,
r106anbHbli HACHTHQHKAMOHHBIA HOMEP TOProBOH €U,
HHIUBMIYANBALI CCpUItHLIA HOMCP TOProBOH eIHHHIL], HOMEp
CCpUH, CPOK TOTHOCTH :

-

- CTBCHIIOCTH

‘Hureprere

JAMMTR  WHTEINeRTYalsHOH  cobersennoctu  «Ceude-
menbcmeo Ha moeapHblii 3nak Ne371276»,

HoMmep cepuu «Homep cepuu 170522»,

cpok ronHoceTH «loden do 05.2024».

BropuuHas ynakoska

Ia nmpadke yKa3aHo HAaUMCHOBAHHC TNPCAUPHATHA-
npouseosuTens «AQ  @apmayesmuneckoe HayuHo-
npmtﬁmdcmaermoe npeonpusnuie «Pemunoudw», ero
TOBapbli 3HAK ¢ NPELYIPEAHTENbHON MapkupoBkoi ®),

‘COKpAIIEHHbIA aapec (yka3nbBaloT ropon) «Mocksa,

TOPrOROC HAMMEHOBAHMC TMPEMAPATA Ha PYCCKOM A3bIKE
«Pemunona nagtsmMumamy, MEXIYHAPOIHOE HEMAaTCH=
TOBaHHOE HAMMEHOBaHWe «Pemunony, NeKapcTBeHHAA
dopma «Pacmsop 0nA npuema 6HYmMpb MaciAHLILY,
cojlepxanue JacicTeyoulero pewectea B ME B 1 ma
«100 000 ME/Mn», KOTHIECTBO NIpEapaTa B MHIUIHIHT=-
pax «50 ma», undopManua o CocTaBe ¢ yKasaluueMm Ko-
nuuYecTBa AedcTByIONICro BeluecTBa «Pemunona nais-
mumam (Bumamun A) (6 nepecueme na 100 % pemu-
nora nansmumam) 55,1 2 (cocmas cybemanyuu cm.
UNHCHPYKYUIO)» W LIEPEHIs BCUOMOTATCIBHBIX BCIUICCTR
«OYMUNZUOPOKCHINOAY O, FYMUAZUOPOKCUGHU3O,
macno pancosoe 00 1 1. yCnoBus XpaHeHus «Xpanume
& JAWUIENHOM Om C8ema Mecme npu memnepamype
He eotuie 8 °Cy, yCIOBHA OTIycKa «Orimycmmm oe3
peuenma», cnocol npumencius «Cnacol npuvenenu:
CM. HHCHPYKUUIO», HAITTHCH: «Bmmwun A», «O0Ha
KAMA Rpenapams u3 KaneabHUWsl Wil N3N0 Hu-
HemKU CcoOepicum pemuHola naibMumama O0Ko1o
3300 ME», «BuympenHeey, «Xpanums 8 HedocnmynHom
0in  demeld  Mécmey, PETHCTDAIMOHHBIH  HOMEp
«P NOOOS50/01», 3HaK Ja1ATH HHTELIEKTYAILHOR Co0-
«Ceudemenscmeo Ha. MOBAPHLIL 3HAK
Ne371276», anpec caiiTa NpeaNpHATHS-POH3BOHTENS B
«www.retinoids.ru», m-rp'wx-xo,rl
«4601607000446».

Ha kianauel HaneceHbl CpeacTso Huemmlmxauuu, rio-
OaabHBIA HACHTH(HKANUOHHRI HOMED TOPrOBOH €/IMHH-
LBl HHIMBHIYAIBHGIH CepHHHBIA HOMED TOProBo# ein-
HHUIIBY,

HoMep cepuy «Cepus 170522»

cpok roauocty «loden do 05.2024»

XpancHue

B 3auiKIenHOM OT CBETa MECTe [IpH TeMIIepaType He Bhie § °C

‘B 3auMIICHHOM OT CBETA MECTE TTPH Tcmnepa*rypc HE

aee 8 °C

Cpok roJJHOCTH

2 roja

Zm,;r?%_

3aK.ai04eHHe; IpenapaT cooTBeTcTBYeT TpeGosannaM HJI P N900550/€}I-26{p}
74
3

3amecTHTEb IIH}JEKTO])E‘! no KOH’I‘pOJ’llO KayecTBa

‘«:-f
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A D AxuvoHepHoe ob6wiecrso
( )Ps‘ruuoun;l ¢aPMBt&eBTH'-IecKo"e Hay4HO-POUSBOACTBEHHOE NpeANpUATHE
PETUHOMbI

INOATBEPXJEHUE
Ne %7/?’2 oT «F/ »  deczs¢ 20,
ynonuomoqeuuoro/.rmua NPOH3BOANTE/IA 0 COOTBETCTBHH JIEKAPCTBEHHOTO
npenapara TpebOBaHHAM, yCTAHOBJIEHHLIM NPH ero
rocyaapcTBEHHOH perncTpauHu

HacrosmmM noarsepxnaro, 4To J1eKapcTBEHHBIH npenapar

PernHona nanbmMuraT, pacTtBop s npHéMa  BHYTDL  MACASHBIH
100000 ME/mJ, 50 ma

cepus / 9L AL Grn ITPOM3BE/ICH Ha IIPOM3BOACTBEHHOM Muiomaake AQ
«PeTHHOMBI B COOTBETCTBUMM C JIMLEH3MEH HA AESTEILHOCTD 110 IIPOM3BOACTBY
JICKapCTBCHHBIX CpeAcTB (auuensus 00400-JIC ot «09» centsbps 2020 r.),
ACHCTBYIOIUMMHA  IIPABHJIAMM  HAJJIEXKAIUEH TIPOM3BOACTBEHHOM IIPaKTHKH H
TPeOOBaHUAMH, YCTAHOBIIEHHBIMU TIPH €TI0 roCy1apCTBEHHON PErHCTpaLH.

3asiBIICHHBIH JIEKApCTBEHHbIH penapar COOTBETCTBYET TpeOOBaHUAM

PY 000550/01 or 12.11.2007 r.

PN 000550/01-261020, n3m. Ne 1

MecTto nokanusanMM NpoOU3BONCTBA: Mocksa, Illocce DutysmacToB 1. 46,
cip. 5.

O61ém cepun £/L3 YIIaKOBOK.

MaTa Boinycka __ (04", A%

Togen 1o G, SO F

V110JIHOMOYEHHOE JIHLO:

®.H.0., yﬁﬁﬁrmuuseir’nbmﬁ 4, NIOANKCH, 1aTa, NCYATS, HOMEP ATTECTAUHONHOID CRHACTE/ILCTRA, YAOCTOBEPCTIHA HIH npuxaza M3
i et i

®01-111-00-00158-3




