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t HavnmerosaHue npenapara
| Cepus 010322

3cKynioc, Mask ANSA MecTHoro
Kon-Bo 13311 wr

MACIOPT Ne 1525

Cpok rogHocT 2 roga

AHaNU3 BeINoNHeH no P N000049/02-040411 Uam. Ne1 4

NnyeHsua Ha npoussoacTso Ne 00283-/1C oT 26 uioHs 2017 ropa

NpUMeHeHUA roMeonatuyeckas 30 r
loger ao 03.24

03.03.2022

Hara npoussogerea
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KavecteenHas Peakuua ¢ pactBopom
*)enesa (lll) xnopuaa - gonxHo
NOABNATLCS 3EMEHOE OKPALIMBAHME

KaqecTBeHHas peakuma c pacteopom
*enesa (11l) xnopuga - nossraeTen
3eNeHoe okpallveaHue

e Prasoronge

Kauecraernan peakyms c pacTesopom
anmoMUHUs Xnopwyaa

KadecTBerHan peakymsic 2 % pacTeopoM
antoMUHNA X1opuaa- JOMXHO NoABNATLES
3eNeHOBAaTO-KeNToe OKPalMBaHe

KavecTseHras peakumns c pacTtsopom
arrfoMnHNA xnopuaa

KavyecTteeHHasn peakuus c 2 % pactecnom
anioMnHMA XNopraa - NosBRSeTes
3eNeHoBaTo-Xenrtoe OKpalwWwWeaHine

237TCX Ha xpomaTorpamme CMNbITYEMOro pacTeopa Ha xpomatorpamme UCNbITYemMoro pacteopa

AomKHe! 0BHapyxvBaTLca fBe oBHapyxvBaleTes 4Be KPacHo ko BruHEBbie
KPacHO-KopuyHeBkIe 30HLI ¢ Rf Mexay 3oHbl ¢ Rf 0,33 10,36

| !‘ 0,25-0,4; TEMHO-KOpUYHEBa s 30Ha ¢ Rf TEéMHO-KOpUYHeBan 3oHa ¢ R 021
okono 0,17-0,22; xenTan soHa ¢ Rf KenTas soHa ¢ Rf 0,12; kopuyHesas sona
okono 0,1; kopudHeRas 3oHa Rf okoro ¢ Rf 0,05; oBHapyxeHb APYrie 30HbLI.
0,05; ponyckaercs ofHapyxeHne Apyrvx
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M MCALITYEMOro pacTBOpa 4OMKHbI
PEMCTPUPOBATECA NWKK C OTHOCKUTEr bHBIMM
BpeMeHamu yaepxUBaHUA (penepom CRyMIT
MAK ¢ MaKCUMarnsHoW nnowaasio) 1: 1,20 +

0,05, 1,33+ 0,05 1,61+ 0.05

3CUMHa W UCNLITYEMOTo pacTeops -
33PEIUCTPUROBAHDI MUK C OTHOCITE  bH LA
BREMEHaMU yAepXMBaHWA (penepom crymumr
MAK C MaKCUManbHoW NNowa A ) +1 20
1,33; 1,59
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5 KonuuecTBerHoe CooTeetcTayer
onpegensHme ,m
5.1 _|B-scuuk, %, He MeHee 0,015 0,023

6 Ynakoska

Mo 30 r B TyBbI antoMuHMe BLIG Kaxayro
Ty6y (c annunkaTopom unm Ges Hero)
BMECTE C MHCTPYKLME M Mo NpUMeHeHMIo
NMOMELAOT B Nayky.

Mo 30 r B Ty6bI aniomMuHesbls - Kaxgas
TyBa BmecTe ¢ UHCTPYKUWenr ro
NPVIMEHEHUIO NoMeLLeHa B Nayky.

7 Mapkuposka

MepBuyHas ynakosxa.

Ha TyBe ykasbiBaloT HalmeHoBanme
NPOVIBOAUTENA NEeKapPCTEBEHHOIO
npenaparta, TOBapHLIA 3HaK, ero
rpacbudeckoe v3oBpaxeHue, agpec,
TenedoH, dake, agpec canTa, Toprosoe
HalMeHoBaHWe nekapcTBeHHOro npenapara,
neKkapcTBerHY hopMy, KONMYecTBO
NpenapaTta B ynakoeke, ycriosms
XpaHeHUA, «XpaHuTs B HeaoCTynHoM gna
AeTen Mmecte», «Criocob NPUMEHEHWS: M.
MHCTRYKLMIC», YCTIOBWR OTNycKa, HoMep
PEMICTPaLOHHOro ynocToBEpeHUS, HoMep
CePUW, B KOTOPOM MOCMeAHWE YeThipe
Unppel 0603HaYa0T MecsL 1 roa
M3roTOBNEeHUs NeKkapCcTBeHHOMo npenapara,
CPOK MOAHOCTU («40...»).

Bropuunas ynakoaxa

Ha nauke ykasbiBaior HaumeHosakMe
I'IDOMSBO,D, nTens NexKapcTeeHHoro
NpenapaTta, ToBapHbLIA 3HakK, ero
rpaguieckoe M30bpaxeHie, ajpec,
TenedoH, thakc, agpec caiiTa, Toproeoe
HaVMeHOBaHWe NekapcTBEeHHOM npenapara,
nekapcTBeHHyo hopmMy, cocTas fo
TERPMUHOMOMN, NPUHATON B romeonaTtuum,

Konuyecreo Npenapara B ynakoske,

MACNOPT Neg 1 525

MepsuuHasn ynakoska.

Ha TyBe ykasaHo: HaumeHosakMe
NPOUIBOAMTENA NEKapCTREHHA T
npenapara, ToBapHsIA 3HaK, &ro - 1 ¢
rpachuyeckoe UsobpaxeHme. sipad,
TenedioH, thake, agpec caira. TOprosoe
HalMeHoBaHe nekapcTeeHHoro NparnapaTa,
NekapcTBeHHasn dopma, KoNK-ecTBs
Npenaparta B ynakoBke, ycrogws

XPaHEHUA, «XpaHWTL B He[oCTyNHOM AnA
Aeten mecten. «CnocoB npumersHAs. cm
MHCTPYKUMIO» | YCIIOBMS OTNYCKa. Homep,
PErCTPaLUMOHHOIO YN0CTOBEPE HIis, HoMep
CEPUI, B KOTOPOM NOCNEAHKE HeTbipe
Widbpkl o6osHavaloT MecsLy 1 rog
USTOTOBMEHWA NekapcTBeHHOro NperapaTa
CPOK FOAHOCTA («A0.  »).

BropuiHas ynakoska.

Ha nauke ykasaHo: HaUMeHoBaH e
NPOUIBOAMTENA NeKapCTBEH-O!
npenapara, ToBapHbIA 3HaK, &
rpaduueckoe usobpaxeHue, agpss
TernedoH, dake, agpec canTa, Toprosae
HaWMeHOBaHVe NekapcTBeHHOT: MpanapaTa.
nekapcTeeHHan hopmMa, cocTas o
TEPMUHOMNOMI, MPUHATON B rORIEONAT 1

KONWYECTBO Npenapara B ynakoake =




yCNoBUs XpaHeHns, «XpaHuTb B
HE[OCTYNHOM AnsA AeTen MecTe», ycrosus
oThycKa, NoKasaHua K NpUMEHEHMID,
crnocob npumeHeHWUA 1 J03bI, «MoapobHyo
VHCTPYKLMIO CM. BHYTPU YNakoBKA»,
«ToMeonaTdeckoe cpeacTso», HOMEP
pervcTPaLMOHHOO YA0CTOBEPEHIUA, HOMED
cepvi, B KOTOPOM NOCNeAHne YeTeipe
Ldpel 0603Ha4atoT MECAl U MoA
VaroTosMeHna Npenapara, CPok roAHoCTH
(«opeH A0...»), WTPKX-KOA. Ha na4xax
NONOMHUTENEBHO YKa3biBaroT "c
annnukaTtopom”, ecriu TyBel UAYT B
KOMRAMeKTe ¢ annnKaTopom.
[loNOnHUTENBHO Ha MauKy MOXeT ObiTe
HAHECEHO CPeACTBO MaeHTUUKaLIKA

(A BYXMEPHBIA LLITPMUXOBOW KOA) U TEKCT,
YACTKYHO OYBNUPYIOLLMIA MHOPMALMIO,
3aKoAMPOBaHHY B HEM (MHAVBUAYANBHBI
cepuiiHbI HOMEP U rnoBaneHbIN
UASHTUUKALMOHHEIA HOMED)

- .J_fHMJ e

YCrIOBYIA XpaHeHns, «XpaHuTL 8
HEeAOCTYNHOM ANA AeTeV MecTe?, yCcrioBus
oTnycKa, NoKasaHus Kk NpUMeHeHWO,
cnocob nprMeHeHs 1 403kl «MNogpobHyo
VHCTPYKLMIO CM. BHY TPV YNaKoBKA»,
«ToMeonaTyueckoe cpeCcTBO», HOMER
perUeTPaLIMOHHOMO YAOCTOBEPEHNA, HOMED
cepw, B KOTOPOM MOCTefHWe HeTbipe

b pel 06o3Ha4aleT Mecal W roa
WarOTOBNEHA MpenapaTa, CPoK roAHOCTY
(«fopeH AD...»), WTPUX-KOA. Ha nadkax
[ONOMHATENBHO YKa3EIBaoT ‘e
annnvKkaTopom’, ecrim TyBe! MAYT B
KoMNNekTe ¢ annnKKaTopoM. Ha nauxy
HaHeceHo cpeacTBO UASHTUDMKaLMIA
(ABYXMEPHSIA WTPUXOBON KOA) W TEeKCT,
YACTUYHO OyBNvMpY oL UHhopMaLio,
33KOAVMPOBAKHYIO B8 HEM (vHAMBUAYaNEBRbIA
CepurHbBIN HoMEpR 1 rnobankHBLIA
waeHTUdMKa UMOHHBIA Homep)

Ycrnosma xpaHeHns

MNpw TemnepaType He Bollle 20°C.

Mpw TemnepaTtype He ebilie 20 °C.

Cpok rogHocTA

2 roga

Ho 03.24

3aknioyeHue. CooT

BeTCTBYeT TpeGoBaHuAM P N000049/02-040411 Uam. Ne1-4
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3A0 "Mockosckan dapmalgBTHveckas dabpuka"
125239, rMockea, ®apmaLleBsTMYeCKAA Np-4, 4.1
Ten. (495) 459-46-40

} ) Moc®apPma

E-mail: sert@mosfarma.ru

Moateep

XOeHue Ne 1525

COOTBETCTBUSA NleKapCTBEHHOro npenapara

Toprosoe HaumeHoBaHue

ScKynoc

MexayHapogHoe HenaTeHTOBaHHOE
HaumeHoBaHWe (rpynnupoBOYHOE UMK
XMMUYeckoe)

NekapcTeeHHan dopma

Ma3b ANA MeCTHOro NPUMEHEHNA roMeonaTuyeckas

Hozuposka

Popma BeINycka

Mo 30 re Ty6e. Mo 1 Ty6e ¢ MHCTpyKuMen no
NMpYMeHeHWo B nayke.

Homep cepuu (napTuu) 010322
OB6reM cepuu (napTuu) 13 311 wr
[ata Beinycka 16.03.2022
[loaeH ao 03.24

HaumeHoBaHne n agpec nponssoguTtens (c
ykasaHuem cTaauit npoussoacTsa)

Ja
¢

3akpeiToe akymoHepHoe obulectso "MockoBckas
hapmauesTideckan abpuka”, Poccus

125239, rMocksa, ®apmaLeBTUYeckmi np-4, a.1
(Bce cTagum npousBojcTBa)

Homep 1 fata perucTpaumoHHoro
YAOCTOBEpPEHUS

P N000049/02-2000 ot 29.07.2008

Homep HopmaTueHoi AOKyMeHTaum

P N000049/02-040411 IAam. Ne1-4

HaumeroBaHue u agpec Aepxarens
PerucTpaLnoHHoro yaoctosepeHus

3aKpbIToe akuynoHepHoe ofuecTBo "MockoBckas
papmauesTUdeckas dabpuka”

125239, rMockea, ®apmaLeBTUYecKMil np-a, 4.1

HacTosawumM 5 NoATBeP*AZI0. YTO NpUBEAEHHAA Bbile MHPOPMALMA ABNSIETCA JOCTOBEPHOM W TOUHOA 33MMcK Mo NPOMSBOACTBY, yrnakoBke i
@HaNW3y NPOBEPeHbl U YCTAHOBNEHO WX COOTBETCTBUE TpeGosanusam lNpaeun Hagnexawedn NPOM3BOACTBEHHOM NPAKTUKIA, 3Ta GEPKUA NPOLA YKLMM
NPoW3BEAEHa (BKMIOHas YHakoBKY W (M) M3PKMPOBKY 1 KOHTPOMb kauecTsa) Ha BhileyKazaHHOM NPOU3BOACTBEHHOW NMOUIEAKE B COOTBETCTRUM C
TpeGoBaHmaMM MpaBun Haanexalleid NpoUsBOACTEEeHHOM MPaKTVIK M COOTBETCTBYET TPeBoBaHWAM, YCTAHOBNEHHSIM Npu rocyapcTBeHHON

pericTpaumn.
YnonHomeveHHoe NuLo -
3am. reHepansHoro avpektopa

Afsef
Mo KavyecTBy S

Fivl

AaHHanA cepua npoaykuum PaspellieHa Ha BBoA B rpa¥gaHcKni o6opoT

BopoHosa T.H.

16 mapTa 2022 .,







