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Homep cepuu
Jlata npouseozactea 03.2025

KonuuecTro B cepuu

4680 yn Nol10x3

UcnweiTanus seinosHeds! no JIIT 005057-070621

CrpaHa Ha3Ha4YeHHUA POCCHUMCKAS GEJIEPALIUA

i HEmdeHaBATE TpeGosanus JIT 005057-070621 — Pe3y/bTaThl HCTbITAHM
n/n nokasarese KOHTpPOJIA
1 |Onucanue Teepable enaTHHOBbIE Karcyibl HoMepoM |Busyans |TBepibie denaTHHOBbIE KarCy /bl
0 sxenToro upera. HbIH Homepom 0 sxenroro usera. Coaepixumoe
ConepuMoe Kancyn - nopowok 6enoro Karncy - nopoLok Genoro uBeTa.
HiM Gesoro ¢ KeaToBaThIM OTTEHKOM
ugeta. Jlonyckaetcs HanWu1e YrjaoTHEHHH
KancyJ/IbHOM Macchl B BU/IE CTONOHKA HITH
TaGJ’IeTKH, KOTOpbI€ MPpH HalaBJIHBAHHUH
CTEKJIAHHOMH ManoyKoH pacchinaroTes
2 [TToannHHOCTB Ha xpomarorpaMme HCILITYEMOTO B32)XX |Ha xpomarorpamMme HCIBITYEMOIQ
pacTBOpa, MOJy4eHHOMH MpH pacTBOpa, NoMy4eHHOMH npu
KOJIMYECTBEHHOM OTpE/IEIEHHH, BpemMs KOJTHYECTBEHHOM OIIPE/IENEHHH, BpEMS
YAepKHBAHHA OCHOBHOIO MMUKA J0JIKHO yAEPKUBAHHA OCHOBHOI'O MHKa
COOTBETCTBOBATh BPEMEHH YIEPIKHBAHNA COOTBETCTBYET BPEMEHH YePIKHBAHHSA
MWKa rHapoKcHkapbaMuia Ha nHKa rnapokcHkapbamMu/ia Ha
xpomarorpamme pactsopa CO xpomarorpamme pactsopa CO
ruapokcHkapbamMua. rUIpOKCHKapOaMua.
[MosiBnenue huonetosoro okpawmmanus, |Kauecrse |[lossnsercs duoneroBoe OKpalMBaHue,
MOCTENEHHO Heue3arolero B teuenne 5-10 |HHad MocTeNeHHO Hedesarolee B Tedenue 5-10
MHH. peaxuHs |MHH.
3 |PacTBopeHue He menee 75% (Q) uepes 45 MuH I'd PD, (103% - 109%
B2XKX
4 |PoacTBEHHbIE TPUMECH:
- MOYEBHHA He 6onee 0,5 % TCX Menee 0,5 %
- THAPOKCH/ITAMHH He 6onee 1,0 % B2XX |Menee 0,01%
5 |Mukpobuonorudeckas Kareropus 3A I'd PO |CootsercTByeT
YyHUCTOTAa
6 [OnHOpOAHOCTB AV = LI (L1=15,0%) o po, (11,3%
JN03UpPOBAHHA cnocob 2
7 |KonuuecTBeHHOE Ot 475 Mr 0o 525 mr, cuuras Ha cpeantord (BOXKX (506 mr
onpeaeseHye Maccy COJEPKMMOT0 KarncyJibl
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8 [VYnakoska ITo 10 kancyn B KOHTYpHYIO a4elikoByto ynakoBky w3 |[To 10 xancy B KOHTYpPHOI A4eHKOBOH
MJICHKH MOJMBUHHIXIOPHAHOH 1 onbru YNaKoBKe H3 IUIEHKH
aMoOMHHHeBoH, OIHY HJTH TPH KOHTYpHbIE fUeiiKoBble |MONHBHHHUIXIOPHAHOH U hosbru
YNaKOBKH BMECTe ¢ HHCTPYKLHEH 110 NPUMEHEeHHIO anoMUHHeBOH. TpH KOHTYpHbIE
NOMEILAIOT B MaYyKy U3 KapTOHa KopoBovHoro. A4YeHKOBbIE YIIAKOBKH BMECTE C
YnakoBka /Ui cTaludoHapoB: mo 150 KOHTYpHBIX MHCTPYKLHKEH MO MPUMEHEHHIO B Mayke
A4EHKOBBIX YNIAKOBOK C PABHBIM KOJIHYECTBOM M3 KapToHa KOpobo4HOro.
MHCTPYKLHI M0 IPUMEHEHHIO TIOMEaloT B KOpobky
M3 KapToHa,
9 [Mapxuposka Ha pycckoM f3bIKE YKa3bIBalOT: Ha pycckom A3biKe yKka3aHo:
1) TepBuuHas ynakoBka JiekapcTBeHHOro mpenapara, |1) [lepsuiHas ynakoBKa JIEKapCTBEHHOTO
Ha xoHTypHOii AueiikoBOH yNaKkoBKe: Ha3BaHHe npenapara.
MpeANpHATHA-POM3BOINTENSA, €ro ToBapHbii 3HaK,  |Ha koHTypHO# sueiikoBOM ynakoBke:
Ha3BaHKe rpenapara, 103MPOBKY, JIEKAPCTBEHHYHO Ha3BaHUe NMpeAlpUATHA-IPOHU3BOIHTENA,
topMy, KOJTHYECTBO KarcyJ/l B yIIaKOBKe, HOMEP CEpHH |ero TOBapHbIH 3HaK, Ha3BaHHE npenapara,
(4eTbipe nocienHue UHPsI 0003HA4AKOT MECAL H TOJl [H03HPOBKA, IeKapcTBEHHas popma,
H3TOTOBNEHNSA) H CPOK FOJHOCTH. KOJIMYECTBO Kancysl B YIaKOBKE, HOMEp
cepHH (YeTbipe rnocneaHne Hpsl
0003Ha4al0T MeCALL H Ol W3rOTOBJIEHHS)
H CPOK I'O/IHOCTH.
2) Bropu4Has yrnakoBKa JIeKapcTBEHHOro npenapara. |2) BropuduHas ynakoBKa J1eKapcTBEHHOIO
Ha nauke: HaMMeHOBAHUE MPEATTPUATHA= nipenapara.
NPOM3BOAMTENIS, €r0 TOBAPHLIH 3HAK, opuaudeckuii  |Ha nauke: HAMMEHOBaHHE MPENPHATHA-
TNOYTOBLIN aJipec, aIpec AMEKTPOHHOH MOYTH, MPOM3BOJIMTENSA, Er0 TOBAPHBIH 3HAK,
Tes./(akc, Ha3BaHHE NPEnapara, 103HPOBKY, OPUIMYECKHIH MOYTOBBIA afpec, aapec
JIeKapCTBEHHYIO OpMY, KOJTHUECTBO Karncyn B 3JIEKTPOHHOM MOUTHI, TeN./dakc,
YNaKOBKE, Ha3BaHHE W COJIEPKaHHeE NeHCTBYIOLIEro  |Ha3BaHHe npenaparta, 103HpOBKa,
BEILECTBA, @ TAKIKE NepedeHb HEKOTOPBIX JeKapcTBeHHas opMa, KOTHYEeCTBO
BCIIOMOTATEIBHBIX BELIECTB, « 1A npuemMa BHYTPb»,  |Karcyl B YNaKOBKe, Ha3BaHHE H
ycnosus oTrycka, «[IpMMeHATs M0 Ha3HAYEHHIO conep:kaHue NeHCTBYIOIEero BEmeCTsa, a
Bpaday», « XpaHHTb B HEJOCTYNHOM Ul AeTel MecTey, [Takike nepevyeHb HeKOTOPBIX
YCNIOBHSI XPaHEHHs, HOMEP CepHH (METhIPE NOCIeHNE |BCIOMOTaTebHBIX BEIecTB, «JLns
un(pbl 0603HAYAIOT MECALL H TOJ1 WITOTOBJICHHHA), npueMa BHYTPbY, YCIOBHA OTITYCKa,
CPOK FOJIHOCTH, PETHCTPALMOHHbII HOMEP, «ITpUMEHATH N0 HA3HAYEHHIO Bpayay,
IITPUXOBO# KO H (hapMakoz, AOMyCKaeTCs HaHeceHHe [« XpaHUTb B HEOCTYITHOM [UIs AeTei
CPeACTB WACHTHOUKALIHH. MECTE», YCIIOBHS XpaHEeHHs, HOMEpP CepHH
Ha sTukeTke UIA CTAITMOHAPOB: HAHMEHOBAHWE (ueTsipe nocneaHue UNGpbl 0003HAYAOT
MpeANPHATHA-NPOH3BOANTEIA, €T0 TOBAPHbIH 3HAK,  |MECSIl M roJ H3rOTOBJICHHA), CPOK
IOPHAMYECKHH TIOHTOBBIH aapec, aapec MNEKTPOHHOH  |FOJHOCTH, perHcTpaLMOHHBIH HOMED,
nouThl, Ten./(ake, Ha3BaHHE Mpenapara, WITPHXOBOH KO ¥ (hapMaKoLlL.
NieKkapeTBeHHy10 GopMy, Ha3BaHue W CONEPKaHHUe
IefiCTBYIOILETO BELIECTRA, @ TAKKE NepedeHb
HEKOTOPBIX BCTIOMOTATENbHBIX BELIECTB, A03UPOBKY,
KOJIMYECTRO YMAKOBOK C YKA3aHHEM KOJIHYECTBA
Karcy B ynakoske, «Jlis nipuemMa BHYTpb»,
«TTpUMEHSTH 10 HA3HAYEHHIO Bpayay, «XpaHuTh B
HEIOCTYTIHOM [U1d JieTelt MecTey, « 115 cTaltHoHapoBy,
YCNOBHA XPAHEHHsA, HOMEp Cepuy (MeTIpe NoceaHne
H(pbl 0603HAYAIOT MECALL H TOJl H3rOTOBICHHA),
CPOK FOHOCTH, PETHCTPALIMOHHBIH HOMEp H
IITPHXOBOH KO
10 [YcnoBus XxpaHeHHH B 3alMIEeHHOM OT CBETa MecTe NpH Temneparype He Boiie 25°C

JlaTa oKOH4aHHA CPOKa
FOJAHOCTH

2 roga
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S nodmeepxcoaio, umo npusedennas ebluie UNPOPMAIAL ABIACMCA docmoseproil u mouxol. Oma cepus npodykyuu
npoussedena (BKTOYAR YNAKOGKY (MAPKUPOSKY) U KOHMpONe Kayecmea) Ha 6bIUEYKA3AHHOU RpOuU3BOOCMEENHOU niowadke
(nnowadkax) 8 noTHOM COOMEEMCMEUU ¢ mueHsued HA (papmayesmuyeckyio OesmensHocms, ¢ mpebosanusimu IlIpasun
Hadnexcawjeli npouIBOOCMEEHHOU NPAKMUKY U MpPeGosanuiMu KOHMPONL KAYecmsa ReKapcmeeHHbix cpedcms, a maxoce 8
COOMBEMEMBUL CO CREYNPUKAUAMY, COOEPHCAYUMUCA 8 PEZUCPAUOHHOM 00Che Wil 6 00Che cneyugurayui Ha NEKaPCMeenHbli
npenapam 6 cryuae NeKapcmeentblx npenapamos ONA KIuHUYeCcKux uccnedosanu,

3anucu no npouseodCMEy, YNnaKosKe u GHANUZY NpOBEPeHbl, U YCMAHOBNEHO UX COOMEEMCMEUE mpebosanuam [Ipacun
nadnexcanieit RPou3800CMEEHHOU RPAKMUKY,

Jlara noamucanns 14.04.2025
YoanoMogeHHOE JIHIO0 W Dok A B,

nom[fcs, ©.1.0.
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