3anucek 1uzg
| Koa: 3M-M03-03-001
HAHOAEK MNACMNOPT KAMECTBA
Ne 400000103417 Bepcua: 6
Bnauk 1

PPAKCUIAPHH pacmeop 0nsa nodkoxHozo eeedenus, 9500 ME anmu-Xa/mn, 0,3 mn,

Ne 10

MexayHapogHoe HenaTeHToBaHHoe

HauMeHOBaHVe nexkapcTBeHHoro

npenaparta

Homep cepun

Kon-so ynakoeok B cepuu
Hara npoussogcrsa
loneH Ao

PerucrpauvorHoe yaocTosepermne

HanmeHosaHwe cybeTaHumm
Cepun cyBeranymm
Mponaeogurent cyGcTanuum
WerbiTasns BoinonHeHb! no

HagponapuH kansuus

8118

46 836

04.10.2019

10.2022

1 N015872/01

L

Z

Z

[1 NO15872/01-060917 (Vam. Ne1)

HaumeHosaHue Merogwi —— Peaynbrathi
noxasarens HCNbITaHWUs P MCNbLITAHWA
. ﬂpoapaq"ﬁ' i ww cnaBoonaneo- MNpospaukbiil, BecuBETHbIN
Onwucaxve BuayaniHbii uvpylownia, BGecuseTHbIn  wnu acraop
CBETC-XenThik pacTaop o
| AnTu-Xa-thakrop-
Hafl  @KkTUBHOCTL
(onHoBpEMEHHO © Wrrubuposatue daktopa Xa; WMHrubupyeT dakrop Xa;
KONUMBCTREHHBIM
onpefensHuem)
OTHOWEHUE  aHTu-
ﬂO,EU‘tMHHOCTb Xa K aHT“""a‘“(baK‘
TOPRRSIUBHOETH | Lo wionian 2.6: we Sones 4,0; 2.8
(onHoBpEMEHHO € —
KONUYECTBEHHBIM
onpepeneHuem) A
KauectaenHas pe- « 5 g
akuuA Ha Karbumi, MonoxurensHas NonoxurensHan - |
E®, peakuus a - =
H MNpe BaeT
T —— F& XIlf v E® Mpenapar gomueH sbigepxMBaTS penapar ablagpmwaaej:
cpasHeHue ¢ 3TanoHom Cpastienue ¢ aTanghoMdl =
LipaTHoETS Fd Xl wnu E®, | Mpenapar fomkeH sbinepxwsats | [penapar aa:ggpmiﬁaiirgg
Mmerop 2 CPABHEHWE C 3TANOHOM Ys CpaBHEHWe C aTanoHom ¥s= |
MoreHuvoMeTpuie- ==2
pH ckuh, Td Xl wnw Or450075
Ed
Wsenexaembiii Ot 0,30 mo 0,33 mn Ans wnpuua ¢
obbem FONMARES | vansisi olsemon 0347, | =
£ e Xill, metoa D, / P
aKTephansHble unu E®, xpomoren- £ X
SHAOTOKCHHBI Hbll knkeTwueckui | Meree 0,01 ES/ME aﬁﬁ e
§f L chL®
TECT HZ sl e




3anuce

213 4

HAHOAEK

Koaq: 3M-M03-03-001

NACNOPT KAYECTBA
Ne 40000010317 Bepcusn: 6
o Brank 1
HaumeHoBanue MeTtonbi PesyneTars:
nokasarens HCNbITaHKA Hopmbl UenbiTanus
AHOManLHas Tok- Mpenapar A0MKeH BbiTb HETOK-
iy ' Xl Mot HeTokcuynbi
Fd Xill unw Eo,
CrepunbHOCTS MemBpaHtan :Shennapar ACIKeH GbiTe Crepuny- Crepunsho
dunsTpayus
Mexanuueckue
BKITOUMEHWA e Xii Cooteercrayer Tpefonanusm Coo*rae‘rc"riiﬂ' Tpatoea-
- BUAKUMBIE
re Xl wnw Ed. | HACTUY paamepoM 2 10 MkM - He
" | Gonee 6000/ wnpuL; 355/unpuy;
- HEBUAUMBIE cHeTHO-boTOMET- Yactuy paamepgm 5 o A
PNECKA Bonee 600/wnpuy 1wnpuy
CpeaHan MmonekynapHas Macca
AomkHa Geith HE Meree 3600 a u 4738 Qa;
He Bonee 5000 fa.
He menee 75 % u ve Gonee 95 %
MONEKYSIAPHBIX  Mace  AOMMHbI 76 %;
Monekynapro-mac- | E®,  akckmosuon- gg;g'q“";;%% anmpaane Moy
igiﬁ: R ;;: XPAMETOTRE | e menes 35 % u He Gonee 55 %
MONEKYNAPHLIX  Macc AOMKHb 47 %:
HaxoauUTbCA B WHTEpBane Mexay
2000 » 4000 Oa.
He Gonee 15 % monexynsapHbix
Macc MOXeT ObiTh MeHblue 2000 6%
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Ynakoska

Mo 0,3 mn, 0,4 mn, 0,6 Mn, 0.8 mn wnu 1,0 Mn npenapara
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NACNOPT KAYECTBA
Nz 40000010317

Koa: 3M-1103-03-001

Bepcus: 6
Brniauk 1

HaumeHoBanue
nokasarens

Meroabt

MCNbITAHUA Hopwmb!

PesysnikraThl
HCNBITAHUS

Mapkuposka

Ha smukemse wnpuya Ha pycckom A3biKe yKaabigaom:
TOprosoe HauMEHOBAHWE, MEXAYHAPOAHOE HenaTeHTo-
BaHHOe HavMeHOBaHWe, nekapcTBeHHy GopMy, obbem
npenapara b Wnpuue, akTuBHOCTL aHTKH-Xa (B8 ME) B fak-
HOM ofveme Wnpuua, Homep cepuu, [aty okoHuYaKus
CpOKa roHoCTH

Ha kepmortoU nayKke Ha pycckom A3bike yKa3setearom:
TOProBoe HauMeHOBEHWE, MEMIYHAPOAHOe HEerareHTo-
BAHHOE HaUMEHOBAHUE, NEKAPCTBEHKYIO BOPMY, akTus-
HOCT® aHTW-Xa (B ME) B aaHHOM obbeme wnpuua v 8 1
M1 (ans oBbema WNpuLa 1 M JaHHLIE AKTUBHOCTY COB-
nagawt), obvem npenapata B WNpuLe, KonuyecTso
wnpuues ¢ ykasannem o0bema, COCTaB C YKA3AHWEM
HaWMEHOBaHWA U aKTUBHOCTW feiCTByIOLero BeulecTra
W NEPEYHs BCMOMOraTersHbiX BeLLecTs B 0AHOM Npeasa-
PUTENBEHO HanonHeHHom wnpuue, cnocot BoeaeHv,
npeaynpeauTensHele Haanucwn: «lepef npuUMeHeHWem
BHUMETENEHO NPOUMTARTE MHCTPYKUMIOY, «BBOAUTL UH-
TpaBackynsapHo npu remoauanuaes, «He sBoAUTL BHYT-
PUMBILLIEYHO», «[l0 WCNONLIOBAHWA XpaHWTe B yna-
KOBKE», «XpaHWTb B HEAOCTYNHOM ANA AeTeil MecTen,
«CTePMﬂbHO» ycnosus OTNYyCcKa, ycnosus XpaHeHWs,
HauMeHoBaHUe W CTPaHy UPMBI-NPON3BOAUTENA, Noro-
TN PUPMbI-AEpPXKATENA PRrUNCTPALMOHHOIO yaocTrosepe-
HUA (Ha aHIMUACKOM A3bIKE), HaUMEHOBaHWE npeanpus-
THA-YNaKkoBLUUKE, ero agpec v noroTun (rpadura + Texer
Ha pyCCKOM A3biKE), HOMEP PErUCTPALMOHHOIO YA0CTOBE-
PEHURA, LWITPUX-KOA, HOMEpP cepul (MapKUpoBKa HoMepa
CEpPUM Ha KAPTOHHOW Nauke MOXET OTNMYaTLCH OT Map-
KUPOBKA HOMEpa Cepud Ha NEPBUMHOIR .ynakoBke
(wnpuye) Ha 1, 2 vnu 3 gONCNHUTENBHBIX cumsona, 06g-
SHAUAWWX NOCMEHHYI0 YNAakoBKy OAHOW cepui npena-
para), AaTy UIroToBMEeHMS, ATy OKOHYAHMSA CpoKa rog-
HOCTY, rpadmyeckoe usobpaxeHne wnpuua, oBnacTe
HaHeceHWs BHYTPEHHEro koda npenaparta, CpPegcTeo
WABHTUDUKAUMY NEKapCTBEHHOTO npenapara B Buge
ABYXMEPHOrO WTPUXOBOTO koaa, rmoBanbHbil uaeHTU-
(PUKaLMOHHBIA HOMED TOProBOM efmHrUBT(GTIN), nHau-
BUZyanbHbiv CepuitHblii Homep wp“maaﬁ ngmu\:\
1{?. { \ ;%
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Ha amuxkemxe wnpuua Ha
PYCCKOM  H3bIKE@  YKASaHo:
TOproBoe  HauMmeHoBaHue,

MexayHapoaHoe Henaresro-
BaHHOE HaUMeHOBaHWe, ne-
KapcTeeHHan gopma, obbem
npenapara s wnpuye, akTus-
HOCTb aHTu-Xa (8 ME) 8 gan-
HoM oBbeme wnpuya, Homep
cepui, [ara  OKOHYAHUA

CPOKa roaHOCTH

Ha kapmonHol nauke Ha pyc-

CKOM RA3bING YKE38HO: TOPro-

BOE HauMEHOBaHWE, Mexay-

HEPOAHOE HEeNATEHTOBAHHOE

HauMeHoBaHue, feKapcTeeH-

Han dopma,  aKTMBHOCTL

aHtu-Xa (8 ME) 8 ganvom

obweme wnpuya v 8 1 mn,

ofbeM npenapara s wnpuue,

KOSIMMBCTBO LUNPULEB ¢ yka-

3aHnem ofvema, cocrae ¢

YKa3aHeM HauMeHDBaHWA W

aKTUBHOCTW  geicTByiollero

BELeCTRE W NepeyHs scno-

MOraTenbHbIX BewecTs B 0f-

HOM NpeaBapuTenstHO Hanon-

HEHHOM  wnpuue, cnocob

BBEOEHUWA, npeaynpeauTens-

Hble Hagnucw: «Mepen npu-

MeHeHUEM BHUMATENbHO

NpoYUTaNTE  UHCTPYKLMIO»-
«BBOAUTL MHTPaBACKYNIPHE.
npu remoaunanuaey, «He sBG~
AUTh *amyTpmuu;.lr.ual-mcmcr «[lo-
NCNoNb3OBaHUA  XPaHUTh é:
ynaKkoBke», «Xpapnth B He-

AOCTYNHOM ana getei Me~

cren, «CrepunbHoy; ycnoews_]
oTnycKa, ycnosws xpaﬂeﬂw&‘i.._
HEBUMEHOBaHWEe U= m‘gjm,a ’.
PUPMbI-Npou3BOAUTENS, Q-
roTin anpri-aepmaTena:p& o
TUCTRALUMOHKOrO  yaocTOBE- T
peHnAs  (Ha  anrnuickom

1 -

A3bIKE), HAUMEHOBaHMWE npeg-
npmmn»ynaaoammxa

ero
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Kog: 301-M03-03-001
HAHOAEK MACMOPT KAYECTBA
Ne 40000010317 Bepcusn: 6
Bnaxk 1
HaumeHoBanue MeTonbi H PesynuTarsi
noxasarens HCNBITAHUA L WenbITaHKs
rpathudeckoe  uaoBpaxenue
wnpuua, obracts HaHeceHus
BHYTPEHHEro koaa npenapara,
CpeacTBO MABKTUUKaUUY ne-
KapCTBEHHOrO npenapata B
BUfle ABYXMEPHOro LUTPUXO-
80TO KOAa, rnobansHelil naeH-
TUChUKALIMOHHBIA Homep Top-
rosoi egunuLbl {GTIN), whgu-
BUAYaNbHLIA CepuiltHbIR  HO-
_ MED TOProBoW BAMHMLIb!
XpaneHue XpaHuTh Npu Temnepatype He ebiwe 30 °C. He samopa- np? TEMNepaType He Bbilue
HUBATL 30°C
Cpok rogHocTH 3roga
Mpumeyanun: 2
SAKNIOYEHHKE: :
MNpenapar

PPAKCUIMAPUH pacmeop dns nodkoxrozo eaedenus, 9500 ME anmu-

Xa/mn, 0,3 mn, Ne 10

e WJUTBETCTBYET

cepun Cooraercrayer / He cooreercrayer

HaumexosaHwe npenapara

TpetoBaHusamM

HavansHuk OKK
HomuHocTs

I N015872/01-060917 (Mam. Na1)

Homep HopMaTueHOro aokyMenTa
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