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Homep cepun 310226

JlaTa npon3BOACTEA 02.2026

KonuuecTso B CepHH

13277 yn Nel

McrnpiTaHMs BBITIOJHEHBI MO JIC-001434-061119

CTpana Ha3HAYEHHS POCCHUMCKAS ®EJEPALIMSA

nponHﬂnapamupoxcuﬁeﬂaoaT,
GeH3UNHUKOTHHAT, GeH30KanH

N HaumeHoBaHHe N0Ka3aTeneH TpeGosaumn MeToa KOHTPOJIA P i
wn JIC-001434-061119 P A
1 |Onucanne Maz3p 6enoro UBeTa C BusyalbHblH Masn Genoro useTac  AKeJNTOBATHIM
JeJTOBATHIM OTTEHKOM. OTTEHKOM
2 |[MTonnuHHOCTE!
- renapHH B reuenue 30 MHHYT naaiMa BuOXHMHUECKHI [MoaTeepkaaeTca
KPOBH He 10/KHA CBEPHYTHCA
- MeTunaparnapokcrbensoar, Meroa BOXKX T'd Pd, BOXKX [MoaTeepiKaaeTCA

3 |OnnoponHOCTE

TIpenapar JOJKEH ObITh

BuzyanbHEli

OnHOPOIHEIH

0JIHOPOJHBIM
Paimep 4acTul He Gonee 180 MkM o P® Menee 180 MKM
5 |Macca COOepKHMOro ynakoBKH Cpennee 3Ha4eHHE MACChI ro pod CootsercTByeT; 25,6 T
comepiumoro 10 ynakoBok Macca coaepKHMoro Ka¥K10H
He H0mKHO ObITh MEHEE OTIENbHOMN YIaKOBKH HE MEHEE 90 %
yKa3aHHOTO Ha ITHKETKE. OT yKa3aHHO# Ha ITHKETKE.
Macca coaepKUMoro KayK10H
OTIENbHON YNAKOBKH N0JDKHE
6biTh HEe MeHee 90 % OT
yKa3aHHOM Ha ITHKETKE.
pH Or 4,5 00 6,5 o po 5,4
MukpoBronoruyeckas HHcToTa Kareropus 2 o Po CoOTBETCTBYET
Konu4yecTBEHHOE OMpENesieHHE:
- rernapHH Ot 85 a0 115 ME/T BHOXUMHYECKH 114 ME/r
- BeH30KauH Ot 36,0 no 44,0 Mr/t r'd® Pd, BOXKX 40,4 mr/r
s M&THJ‘[]‘I&pﬂ[‘HﬂpOKCH6eH30aT Ot 1,10 no 1,65 Mmr/rT e Pd, BOKX 1,47 mr/r
- nponunnaparuﬂponccuﬁemoa'r Ot 0,37 10 0,60 mr/r I'd PO, BOKRX 0,49 mr/r
- GeH3UTHUKOTHHAT Ot 0,60 1o 0,88 mr/r re Pd, BOXX 0,78 Mr/r

9 |YnakoBka

B Mnayky u3 KapTOHa.

Tlo 25 r Ma3u B TyObl anoMHHHEBEIC. Kaxmyio TyOy
BMecTe ¢ MHCTpYKLHEH Mo NPUMEHEHHIO nomemarT

o 25 r Ma3u B TyObl aMOMUHHEBbIE.
Kaxpaas ty6a BMECTE © MHCTpYKUHEH
110 IPUMEHEHUIO B Nauke 13 KapTOHa.

10 [MapkupoBKa

npenapara.

1) TlepBuuHas ynaKoBKa NeKapcTBEHHOro

Ha TyGe Ha pyCCKOM A3BIKE yKa3biBaloT

1) TlepBuuHas ynakoBka
JleKapcTBEHHOro npemnaparta.

Ha TyGe Ha pycCKOM A3bIKE yKa3aHo
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HaHUMEHOBAHHE OpeanpHATHS - TIPOU3BOIUTENS H €ro HauUMeHOBaHMe NpeanpusaTHa -

TOBapHbI{ 3HAK, TOProBOE HAMMEHOBAHHE NPOM3BOMTEIIA M €r'0 TOBAPHbIi 3HaK,
npenapara, rpynnupoBOYHOE HaMMeHOBAHHE TOProBO€ HaUMEeHOBaHue npenapara,
fipenapata, nekapcTBeHHyI0 (hopmy, Maccy FPYNIUPOBOYHOE HAMMEHOBAHHE
Npenapara B rpaMmax, yC/I0BUSL XpaHeHUs, HoMep npenapara, jiekapctsennas (opma,
CepuH (rocesHue YeThipe Hdphbl 0603HaYAIOT Macca rpenapara B rpaMmmax, Yea0Bus
MECHLL U TOJ U3TOTOBICHHMA ), CPOK FOAHOCTH. XPaHEHHS, HOMED cepuHM (MocaeaHue
2) Bropuunas ynakoBka JIEKAapCTBEHHOIO YeTbIpe UM(pLI 0603HaUAIOT MecslL 1
npenapara. FOl H3rOTOBJIEHH), CPOK NOAHOCTH.
Ha nauke Ha pycckom sseike ykasbisarot 2) Bropnunas ynakoska
HaHMEHOBAHHE NPEANPUATHA-NIPOU3BONUTENS, €ro JICKAPCTBEHHOTO Mpenapara.
TOBAPHbI#H 3HAK, IOPUAMYECKUH NOYTOBbII aapec, Ha nauke Ha pycckom aabike yKa3aHo
allpec SACKTPOHHO# nouThl, Ten./dakce, Toprosoe HaUMEHOBAHHE [1PeANPHATHS -
HAHMEHOBaHHE Npernapara, rpyninupoBoOuHOe MPOM3BOUTEIIS, €r0 TOBAPHbIIT 3HAK,
HAHMEHOBAHHe Mpenapara, IeKapeTBeH Y0 Gopmy, IOpHAHYeCKHii NOYTOBLIIT anpec,
HAHMEHOBAHUE M KOJIMYECTBO JeHCTBYIOLLHX a/ipec dIIEKTPOHHOM MoYThl,

BELLECTB, ltepeYeHb BCTIOMOraTe/IbHBIX BEILECTS B | Tesl./(haKe, TOpropoe HauMeHoBaHKE
I, Maccy npenapara B rpammax, ycI0BMs OTIycKa, npenapara, rpynnMpoBoyHoe
«ITpuMeHaTH N0 HasHauenmio Bpayay, «XpaHHTb B |HaHMeHOBaHMe npenapara,

HE/IOCTYITHOM /1A AeTel MecTen, yea0Bus JleKapcTBeHHas (hopma,
XPAHEHHA, HOMEp cepuu (Mocae HHe YeTbIpe UH(pbI |HaumMeHoBakMe 1 KOJIMYECTBO
0003Ha1AIOT MECALL M FOA M3TOTOBIEHHS), CPOK ACHCTBYIOULMX BEILECTB, nepeyeHs

FOLHOCTH, PETHCTPALIMOHHBIH HOMED, IITPUXOBOH  |BCHIOMOrATENHLIX BellecTB B | r,
K0/ 1 hapmMakol, JonyckaeTcs HaHece e CPEACTB  (mMaccy npenapara B rpaMmax, yc/10Bus
HIEHTU(HKALMH, ornycka, «ITpumensaTs no
Ha3Ha4eHHIO Bpayay, « XpaHuTs B
HE/IOCTYITHOM /118 JIeTell MecTey,
YCIOBHA XpaHCHHUA, HOMEpP CEepUU
(mocnennne vetsipe UMdpLI
0003Ha4a10T MecaLl 1 roa
W3rOTOBJIEHUSA ), CPOK IOIHOCTH,
PErHCTPALMOHHLII HOMep,
IITPHUXOBO#H KOA 1 apmakos,
HAHECEHbI CPEACTBA HACHTH(MKALLIY,

11 [Ycnosus xpanenus XpaHHTb B 3alUMLLEHHOM OT CBeTa MecTe pu TeéMnepartype He Bolwe 25 °C

12 |lata okoH4YaHus cpoka roaHocTH |3 roaa [02.2029

Hara, ®.1.0. 1 nojmuch 0TBETCTBEHHOrO 3a BHECCHHBIE Pe3yIbTaThl 17.02.2026 _ fjy | Mawenko JLIL,
Hara Toanucs D.H.0.

o

P
3akmoyenne: kagectso T CIIAPHHOBAA Ma3h, Mash JUI HAPYIKHOTO lipumenenus (Ty6a) 25 r x 1 (nauka
V.

310226 coorsetersyer TpeGosanmam JIC-001434-061 1 19
4 o ) AneiimaEA.

. HMoanmcs, 1.0,

gy

KapToHHas)" cepy
Hauaabuuk OKK

HMara 17.02.2026 R
A noomeepacoain, umo npuégpéﬁ}?gﬂ abluie yfiq’jbpmaz;uﬂ HBAACIMCA Qocmogepuoll u mounol. Ima CepUs NPoOVKY Uy
2 uh

npouscedena (8kniouan  ynaxosxy (Mapruposky)-—u TKOHmMpOny Kavecmea) na estuwieykazannor hpouzsodcmeennon  nnowadxe
(naowaokax) & noanom coomeememeauu “c. JAuyenzuen na apmayesmuveckyio deamensrocme, ¢ mpebosanuamu  Ipasun
Haonevcauert  npouzeodcmaennoi npakmuk, mpebosanusmu KOHMPOAS  Kauecmea nexapemeennix cpedcms, a mardice &
coomeemcmeny co cheyugurkayusimuy, cooepacawyumucs ¢ pecucmpayuonnom docee uni 6 docwe creyugbukayui na rexapemeenmori
penapam & ciyyae nekapemeennoix npenapamos ons KAUHUYECKUX UCCRed o8anul,

3anucu no npoussodcmaey, YnaKoske u ananusy nposepemsi, u ycmaroaneno ux coomeemcmeue mpetGosanusm Ipasun
Haodnexcauien npoussodcmaennot npakmuxu,

Hata nognucanus 17.02.2026

Ynonanomouennoe JIHI0 I'pyiieBuy E.B,
v noanuce, . H.0.
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