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JIN-Ne(000547)-(PT-RU)-030222 Canbbytamon, aspo3onb Ans WHranauui

A03uposaHHbIi, 100 Mkr/gosa

Na HaumeHoBaHME NOKasaTens
Py KAYECTRA N10 HOPMATHBHOMY TpeGoBaHue k Ka4ecTBY NO HOPMAaTUBHOMY PeayneTar
n FLOKYMEHTY AOKYMEHTY
MpenapaT npeactasnset cobiod Genyio unk nouTH Mpenapar npeacrasnser coboil nouh Genyio
Benyo CycneHaunio, HaxoAALLYIOCA NOA AABNEHWEM B gzmzmz’?ﬁ:mﬁf:eﬂﬁ? "::l"ﬂ Aa;ne::eu B
1 Onucaune Ganyions QRIOMAHUEBOM C AOSUPYIOLLAM KNANGHOM, | oono o o oucaniin H:ca Egﬁjtranmo om
CHABKEHHBIM HACAAKOA-UHTANATOPOM C 3aLUMTHLIM . EHecel P
KONNA4YKOM; NPENapaT NpW BLIXOAE 13 BannoHa ﬁ ;2:‘:;2:’: p“:é'n":::g:‘éﬂ"';e::;’:;ang’:ag:’::ﬁg
pPacnbINAeTCA B BUAE 23p030JbHON CTpYU crpy#
Bpems yaepxuBaHua QCHOBHOTO NUka
cansByramona cynbdara Ha XpomaTorpamme
MoanuHHoCcTe CansbyTamona MCNLITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
& cynbcpat BpPEMEHM YAEPKUBAHWA OCHOBHOTO NWKa Ha Noaraspiaena
XPOMaTOrpaMMe CTaHAAPTHOTO pacTeopa (M.
paagen «Konu4ecreeHHoe onpefenexves)
il b CTHE
3 fon mu::grmwl-(::e‘;_ LR 33?;:1:;5:::? XNopohopPMHOro CNOA B OPaHKeso- MoaTeepwacHa
aMWHOEHTUNMPUHOM
WcneiTaHue ynakoBku: He aomkHo HabnoAaTbCA BblAENeHNA NY3bipbKOB
% repMBTH'-IHOC‘be ynakosku rasa i Cooreercreyer
KnanaH AonXeH OTKPLIBATLCA NPW HAXATUN Ha
WUcnbiTakue ynakosku; HacajKy-WHranaTop U HEeMeAaNeHHo repMeTUYHo
5 Mposepka Aoanpylowero 3aKpbiBaThCA NOCNE BriNycka 403kl PacnuineHue Cooreetcrayer
KnanaHa npenapara ,0NKHO NPOUCXOAWTE TONLKO Yepes
OTBEPCTUE HACAAKN-UHransTopa
8 Weneitanve ynakosku: CpeaHan | CpeAHAA macca npenapara B 0QHON A03e AODKHA 0.057 1
Macca 4036l BbiTb 07 0.048 r no 0,072 1 )
7 McnbiTaHue ynakoBku: KonuyecTso nasnexkaemsix 403 40MKHO BbITb He 236 o3
Konwuecrao no3 meree 200 A
Copepxatue C13H21NO3 (cansbyTamona) B 0OAHOM
Ao3e npenapara Ana 9 u3 10 nonyyYeHHBIX
pesyneTaToB gomkHo GbiTe B npegenax ot 75 % go
125 % oT cpeaHero aHaveHun. Bee nonyyeHHbe
OBHOPOAHOCTL ?ggy:/:b;:'rcu AomkHel GbiTe B Npegenax ot 65 % Ao
= PEAHEro 3Havenvs, Ecnn 2 unn 3 P A
8 BblCBD::ﬁze;;‘b;‘g::bl ans SHAEHWR HAXOASTCA 3a Npeaenamm 75-125 %, CooteetcreyeT min=91%, max=117% (10/10 a03)
KCNbITaHKe NPOBOARAT ewe AnA 2 Gannoxos, He
Gonee 3 n3 30 nony4eHHbIX pe3ynbTaToB MOTYT
HEx0ZMThCH 3a npegenamu 75-125 %, w H1 0AKH
pe3ynbTaT He Jo/nKeH HaXOAWTLCA .38 NPeAEnaMu
65-135 %
Copepxanune C13H21NO3 (cansbyTamona) B 04HOK
Ao3e npenapara 4nA 9 w3 10 nonyveHHbIX
Pe3yneTaToB A0MKHO BbiTh B Npeaenax ot 75 % Ao
125 % oT cpegHero aHavenua. Bce nonyyextble
pe3yneTartsl A0mKHbl BbiTe B Npeaenax ot 65 % Ao
OAHopomlocrb 135 % oT cpegHero 3Havenuna. Ecnn 2 unu 3 . 9, o
9 Bucazgg)ﬂ%:inégz#g:;;now 3HAUEHWS HaxOAATCA 3a npeaenamn 75-126 %, CooteeTcreyeT min=87%, max=115% (10/10 ao3)
ucnkiTaine NpoBoAAT ewe AnA 6 GannoHos. He
Gonee 3 n3 30 NONYYEHHBIX PEAYNLTATOB MOrYT
HaxoAWTbCA 3a npegenamu 75-125 %, W HU 0AMH
peaynbTaT He AC/IKEH HAXOAUTLCA 32 NpeAenamu
65-135 %
CogepxaHue cansbytamona B HWKHel kamepe i
e FEsHpRtIG (i c*relqncnznaom umnuu,:;cepa, PACCHUTAHHOE Ha OfAHY 38 %
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MpoaykumA; CansByTamon a3poacne ANA KHraNALMA A03MPoBEHHLI 100 MKe/2033, 12 Mn (200 A03) - BANNOKBI = NAHKYA KAPTOHHSIS /B KOMNNBKTE & HACAAKOA-HHIANATOPOM 1 KONNAUKOM
JawmTHeiM/Cepun: 220722

A03Y, AOMKHO OuiTh He MeHee 35% oT
HOMMWHANLHOro 3HayeHua
PopcTBeHHbie npumec. NlioBas = i " "
11 €AWHYHAR NPYMECH NioBoit egnHU4HOR npymeck — He Bonee 0,5% 0,10%
12 Cgﬁﬂ?yl;;ﬁ: 2_;;’:_::2:'0 CansBytamona npumeckt D — He Bonee 0,5% Menee 0,05%
PoacreenHeie npumeci. Cymma . i o
13 Houmeced Cymma Boex npumeced — He Bonee 1,0% 0,31%
14 CanwByramona keToH He Bonee 0.5 % MeHee 0,5%
B 50 a03ax npenapara gomkHo BeiTk He Gonee 50
15 MexaHudeckue BRIIYERNUA YacTHL, pasMep KOTOPLIX N0 ANIMHHOA OCH 6 vacruu(a)
npesbiuaet 100 Mkm
MukpoBuonornyeckan YMCTeTa.
16 Ob6uee 4ucno aapobHbiX gf,:‘;?{,‘,‘:?{’&a:”f EH""‘ AAMPOOPEHASNOS = HE Menee 10 KOE/r
MUKPOOPraHu3moB
Mukpobuonoruyeckan “yncroTa,
17 Obuee YUCNO APOHOKEBLIX U 3: g‘f: e:"fg? E?gg”ﬁefw W NnecKeabiX rpuGoB — Menee 10 KOE/r
nnecHesblX rpubos
18 M";g:g:g”mf:::z:ﬁ ;i:z?am‘ OtcyTcTeHe Pseudomonas aeruginosas i r OtcyTecTByET
19 M”“g?:;g;}g;';:iﬁgagu?;gﬁTa' Ortcyrcraue Staphylococcus aureus 8 1 r OrcyTcrayeT
20 hg::zgzgg??;::i?;?:ﬁﬂ::: :)T’cg'rcraue 3HTepobaKTepuii, yCTOMYMBLIX K XKENUK, OteyTetayer
K KENYM
21 | KonuuecteenHoe onpeaeneHue | Ot 80 mxr oo 120 Mkr B 0AHOW A03E Npenapara 97 mkr/ao3a
Mo 200 po3 (no 12 mn) B 6annoHel anNOMUHUEBIE C Mo 200 foz (no 12 mn) B BannoHe! anioMuHKesbIe
3aLLMTHLIM NOKPLITUEM, FePMETUIUPDOBAHHLIE C 33LUMTHBIM NOKPLITUEM, TEPMETUIUPOBAHHbIE
A03AMPYIOLLIMM KNanaHomM, cHabkeHHbIe HacaaKoh- AO3UPYIOLLNUM KNANnaHoM, CHaGMeHHbIe Hacaa Koii-
WHranATOPOM C 3aLLUTHBIM KONNAYKOM. WHFANATOPOM C 3aLUMTHLIM Konnadykom. Ha
22 Ynakoeka Ha GannoH HAHOCAT TEKCT UAKM CAMOKNEALLYIOCA BannoH HaHeceHa CaMOKNeslWascs STUKETKA.
ATUKETKY. Kaablit 6annoH, Hacagka-wHranaTop ¢
Kadkgpith 6annoH, Hacaky-UHranATop C 3aLUTHLIM 33LMUTHLIM KONNAYKOM, 3 TAIOKe MHCTPYKLMA No
KONNAYKOM, @ TAKOKe WHCTPYKLMIO NO MEAWULMHCKOMY | MEAMLWHCKOMY NPUMEHEHNIO NOMELLeHb! B
NPUMEHEHMNIO NOMELLAKIT B KAPTOHHYIO Nayky. KAPTOHHYIO NaYky
Ha 6annoxe Ha pyCCKOM A3bIKE YKa3biBaloT.
TOProBoe HanMeHoBaHWe npenapara, Ha aTtukeTke 6annoHa Ha PYCCKOM A3LIKE YKa3aHo:
MEXAYHAPOAHOE HeNaTeHTORAHHOE HAUMEHOBAHWe, | TOProBOE HAMMEHOBaHWe npenapara,
NekapcTBEHHYIO hOpMY, A03UPOBKY B MK/403a, MEXAYHBPOAHOE HENaTEHTOBAHHOE
Konu4ecTeo A03 B Bannoxe, noroTun HauMeHoBaHue, nekapcTeeHHan dopma,
NPOU3BOAMUTENSA, YCNOBUA XPaKEHUA, AO3WPOBKA B MKT/A038, KONKUYECTBO 403 B
NpPeAynpeAUTensHan HaANKCE: «XpaHuTb B BannoHe, NOroTUN NPOU3BOAWTENH,
HeAOCTYNHOM ANA AeTel mecTe,», Ha gHo unu npeaynpeAuTensHas Haanuch: «XpaHuTb 8
ropnoeuHy 6annoHa HaHOCAT HOMEp CepuK, CPoK HeAOCTYNHOM ANA AeTeil MecTe.», HOMEp cepuy,
rogHoOCTK. CPOK rogHOCTH.
Ha sTuxeTke GannoHa Ha pycckoM Aablke Ha KapTGHHOM Nayke Ha PYCCKOM A3bIKe YKasaHo:
YK33bIBAIOT: TOProBoe HaWMEHOBaKHUEe Npenapara, HaUMEeHOBaHWe NpPeANPUATHA-NPONIBOAUTENS,
MEXAYHAPOAHOE HENAaTEHTOBaHHOE HAUMEHOBaHWE, | NOTOTUN NPOMIBOAUTENS, COKPALLEHHDIR ajpec,
NekapcTEEHHYI0 hOPMY, AD3NPOBKY B MKI/4034, TenecthOH, TOPFroBOE HaWMEHOBaHWe npenapara,
Konw4ecTtso 403 B GannoHe, norotun MEXA,YHAPOAHOe HenaTeHTOBaHHoe
NPOU3BOAUTENSA, NPEAYNPEAUTENLHAA HAANUCH: HauMeHoBaHue, NekapcTaeHHan hopMa,
«XpaHnTk B HEAOCTYNHOM ANA AeTelt MecTe.», [L,03WPOBKa B MKr/f,03a, MHOpPMAaLMA 0 cocTase
HOMEpP CepwM, CPOK rOAHOCTH, Ha 1 po3y, konuuyecTeo A03 B 6annoxe,
23 Mapkuposka Ha KapTOHHO NaYKe Ha PyCCKOM A3bIKE YKa3wiBaWT: | «[pUMEHATE NO HasHaYeHNIo BpaYa.», «XpaHuTs
HauMeHoBaHWe NPeANpPUATHA-NPON3BOAUTENA, B HE/LOCTYNHOM ANA AeTed MecTe.», «XpaHuTb
NOFOTUA NPON3BOAWTENA, COKPALEHHBIA aapec, BAGMNW OT UCTOYHNKA OFHA, OTONWUTENBHORA
TenechoH, TOProBoe HauMeHoBaHWe npenaparta, CUCTEMb! M NPAMBIX CONHEYHBLIX NYYBRA.»,
MEXAYHAPORHOE HeNaTEeHTOBAHHOE HauMeHoBaHue, | «BannoH He BekpeiBaTh.», «[IpeaoxpansTs o7
NEeKapCTBEHHYIO HOpMY, AOUPOBKY B MXI/A033, nageHui U yaapos.», «He pacnbinaTe 86NU3M
VHDOPMALMIO ¢ cocTaBe Ha 1 403y, KONMMUECTBO A03 | OTHA.», «BO BpEMA NPUMEHEHWA AepxaTh BGannoH
8 6annoxe, «MPUMEHATL NO Ha3HaYEHUIO Bpaya.», BBEpX AHOM.», «[lepes npumeneH1em
«XpaHuTb B HEROCTYNHOM ANA AETel MecTa.», BCTPAXWBATL,», «[1penapar He COAEPHUT
«XpaHUTL BAANN OT NCTOMHMKA OTHA, OTONUTENbHOW | 030HOpa3pyLWaKLW X NPONENNEHTOB.», YCNOoBUA
CUCTEMbE M NPAMbIX CONHEYHBLIX Nydei.», «Bannox XpaHeHWA, YCIOBUA OTNYCKa, HOMEp Cepuu, CpoK
He BCKpbIBaTh.», «[IpeAOXpaHATE OT NafeHuA U TOAHOCTH, HOMEp PerncTPaLUOHHOr0
yaapos.», «He pacnbinate 86nuan orus.», «Bo YAOCTOBEPEHUA, LUTPUX-KOA.
BPEMs npUMeHeHna aepxats 6annox eeepx AHom.», | HaHeceHo wpucdrom Bpaiina «CansbyTamon
«MNepen npuMeHeHneM BCTpAXUBaTL.», «lpenapat 100mkr/goaax»,
HE COAEpMUT 030HOPA3PYLLAIWMX NPONENNEHTOR.», | JononHWTeNLHo HaHeceHsbl CpeacTaa
YCNOBUA XPaHEHUs, YCNOBUA OTNYCKA, HOMEP Cepuy, | MAEHTUMKALMK ANA CUCTEMbI MOHUTOPUHTA
CPOK FOQHOCTH, HOMEP PErucTPauUoHHOro LBWKEHMA NEKAPCTBEHHbIX NPENapaTos ANA
YAOCTOREPEHUA, LTPUX-KOA. MEAULMHCKOrO NPUMEHEHWUR.
HonycTumo Haecenue wpndTom Bpaina
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Mpopyxuun: CansByTamon aspasont ANA MHrANALUMA A0

3aWMTHBIM/CepuR: 220722

poBanHeid 100 mkrigosa, 12 mn (200 no3) - BannoHs! - Navku KapTOHHLIE /B KOMNNEKTe ¢ HECAAKON-MHranATOPOM W KCANAYKOM

«CanbByTamon 100mkr/g03a».
HononxuTensbHo MoryT HaHocuTCA CpeacTea
MAEHTUUKALMU ANA CUCTEMBI MOHUTOPUHrE
ABKEHUA NEKapCTBEHHLIX NPenapaTos Ans
MEANLMHCKOTO NpUMEHEHWS.

Mpu TemnepaTtype He Buie 25°C, He

Mpwn TemnepaType He Bbile 25°C, He

et i amiiosuind 3aMopaXuBaTh 3aMopaxuBaTh.
25 Cpok rogHocTu 3 roga 3roaa

3akniovenmne: CoaTeeTcrayeT TpeGosaHuaM
JIN-Ne(000547)-(Pr-RU)-030222 Canw6ytamon, asposonk 4na WHranauui A03UpoBaHnHbIi, 100 Mkr/g03a

Aara Beinycka: 14.09.2022
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