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JAupexTop no kavectry: Ten/dake (4712) 36-08-06, c-mail<nvkormeeva@pharmstd.ru>

Hauanenuk OKK: ren/dhakc (4712) 36-08-90

HaumenosaHme npenapara no HA

Homep cepun 3290322

Aarta npoussogcrea 29.03.2022

AHanuabi/mucnbitanmua nNpoBeAeHbl B COOTBETCTBMM € HA,

Macnopt Ne 040000314239

MNapaueramon tabnetkn, 500 mr
Konuuectso npogykumm e cepum (1.ynax)

lopen go 04 27

$.0639/4

Crp.1m32

41,268

HA N1C-001364-110518, nam.Ne2, nam.Ne1, n3m.Ne3, uam.Ned

Mo 10 TabneTok B KOHTYPHYIO AYEIIKOBYIO ynakoeKy
M3 NNEHKM NONMBUHUAXNOPUAHOMN U GONbIM
3NIOMWHNEBOM NEYaTHOMN NaKMPOBAHHOM.

2 KOHTYPHbIE AYEHKOBbIE YNaKOBKM BMECTE ¢

Oara HaumeHosaHue Tpe6osanua H Pe3ynbtaThi aHanW308/MCNbITaHKIA
aHanusa nokKasarenei
09.04.2022 OnucaHue BusyanbHbiti CooteeTcrayert
TabneTkn 6enoro mam Genoro ¢ KPemMoBaTbim Tabnetku 6enoro c kpemoBaTbIm
OTTEHKOM LiBETa, NNOCKOLMAWHAPHUYECKME C OTTEHKOM LiBeTa,
PHUCKOM. NNOCKOLMNUHAPHUYECKHUE C PUCKOM.
No sBHewHemy Buay AONKHBI COOTBETCTBOBATD
Tpebosannam P Xlil, 0PC.1.4.1.0015.15
«Tabnetkn»
09.04.2022 NopnnHHoCcT Y®-cnexktpodoTomeTpus CooteeTcrayer
YneTpadroneToBbie cNeKTPbI NOMOLLEHUA YneTpadmoneTosbie cnekTpel
UCnbITYeMOro pacTeopa v pacteopa CO NOFNOLWEHNA UCNBITYEMOrO PacTBopa U
NapaueTamona, NpUroToBNEHHbIX ANA pactsopa CO napaueramona,
KONMHECTBEHHOTO ONpeaeneHns, 4OMNKHbI UMETh NPUIOTOBNEHHbIX ANA KONWYECTBEHHOTO
MaKCUMyMm NpW OAHOW W TOM e AMHE BO/HbI. OnpefeneHna, UMeT MaKCUMYM Npu
OAHOM 1 TOM e ANUHE BOHbI.
Peakumna Ha peHonbHbIA rnapokcun ¢ pacTeopom Cootsetcrayer
enesa (lll) xnopuaa MNoasnaetca cuHe-puonetosoe
HonxHo NoABKTLEA cnHe-broneToBoe OKpalwwvsaHue.
OKpalKBaHue
Peakuua rugponusa Cootsetcrayet
AonxHo noAsWTbCA dmoneToBoe OKpawWeaHue NonsnAeTca dpuonetosoe okpawmBaHue.
Peakuma Ha aueTunbHyio rpynny CooTtBetcTayer
HonKeH NoABMTLEA 3aNax YKCYCHOM KMCAOTbI NoABAAETCA 3anax YKCYCHOM KMCAOTbI,
09.04.2022 CpenHAas macca PacyeTHO-BECOBOM 546,5 mr
Tabnetok 01523,0 a0 578,0 mr
09.04.2022 Tanbk e X 2,1%
He 6onee 3,0 %
09.04.2022 4-amuHodeHon CnekTpodoTomeTpuyeckuii 0,018 %
He 6onee 0,05%
09.04.2022 Pactesopenune I'® Xlll, CnektpodoTomMeTprueckuii 97,2 %
He meHee 70 % (Q) napauetamona yepes 45 mun
09.04.2022 OaHopogHocT I'® X, cnocob 2 50%
A03UPOBAHKUA AV <15,0%
09.04.2022 KonuyectsenHoe CnektpodoTomeTprueckmii 480,6 mr
onpeaeneHne Or 475,0 po 525,0 Mr napaueTamona, cunTas Ha
CPeAHIo Maccy TabneTku
11.04.2022 Mukpo6uonoruyeckan F'® Xlll, Kateropua 3A MeHee 10 KOE/r
YyuctoTa O6wee Yncno aapobHbIX MAKPOOPraHUIMOB — He
6onee 10"3 KOEB 11
I'e XlIl, Kateropua 3A MeHee 10 KOE/r
OB uiee YNCNO APOHKKEBBIX U NNECHEBbIX rpmuboe -
He Bonee 1072 KOEe 1 r
r'® Xlll, Kateropms 3A OtcyTtcTeyeT
Ortcytcrsue Escherichia colig 1.
09.04.2022 Ynakoska B cooteetcTBUM ¢ HJ, N1C-001364-110518, uam.No3 CooTsetcTayer

Mo 10 TabneToK B KOHTYPHYIO AYeiKoByto
YNaKOBKY U3 NNEHKK
NONHMBUHUNXNOPUAHOA M GoNbriu
ANIOMUHMEBOW NEYaTHOW
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Nacnopr Ne 040000314239
Napauetamon Tabnertku, 500 mr
Cepwa: 3290322

MHCTPYKUMEH NO NpUMeHeHMIo NOMELLAIOT B NayKy NaKWPOBAHHOW, 2 KOHTYpHbIe
W3 KapToHa. A4EiKOBbIE YNAKOBKM BMecTe ¢
MHCTPYKLMER N0 NPUMEHEHMIO
NOMELWatoT B NaYky 13 KapToHa, 154
Na4yk¥ B OAHOM Kopobe,
09.04.2022 Mapkuposka B cootsetcTBumn ¢ HA NC-001364-110518, n3m.Ne2, CooteercTayer
n3m.Ne3

1) NepeuyHan ynakoska. 1) NepsuyHan ynakoska.

Ha KoHTYpHo# Aueiikosoit ynakoske ¢ Ha koHTYpHOI4 AYeiikosoit ynakoske ¢
B/IOMEHMEM B NauKy, YKa3blBaloT HAUMEHOBaHMe BAOEHWEM B NAYKY, yKa3aHbl
MPEANPUATUA-NPOUIBOANTENA, Er0 TOBAPHbII] 3HaK, HauMMeHoBaHuWe
TOprosoe HaMMeHoBaHue npenapara, NPEANPUATHA-NPOM3BOANTENS, ero
NeKapcTBeHHyI0 GOPMY, AO3MPOBKY, HOMED cepum, TOBapHbIN 3HaK, Toprosoe
CPOK roAHOCTH, AONYCKABTCA HaHECEHHe HauMeHoBaHwWe npenapara,
$apmakoaa. NleKapcTeeHHan $opma, 403MPOBKa,

Ha KoHTypHO Aueiikosoii ynakoBKe BGe3 HOMED Cepuu, CpoK roaHoCTM.
BNIOXEHNA B Na4Ky, YKA3LIBAIOT HAMMEHOBaHKe
NPEANPHATHUA-Npon3BOAUTENS, ero TOBAPHbIN 3HaK, 2) BTopuuHan ynakoska.
aApec, Ten./dakc, caiT, ToproBoe HauMeHoBaHMe Ha nayke ykasaHbl HaumeHoBaHue
Npenapara, nekapcTeHHy0 Gopmy, AO3UPOBKY, NPeANpUATMA-Npou3BoAMTENSs, ero
KoNuyecTeo TabneTtok B YNaKoBKe, YyCNOBMA TOBapHLIH 3HaK, agpec, Ten./dake, CaiT,
XpaHeHus, «XpaHuTb B HEROCTYNHOM ANA AeTeid TOproBoe HaumeHoBaHWe npenapara,
MmecTe», «[InA npuema BHYTpb», PErucTpaLMoHHbIN hexapcTeeHHan ¢popma, 403MpoBKa,
HOMEP, YCNOBMA 0TNYCKa, HOMEP CepuM, cpok konuyectso Tabnetok B ynakoske,
TOAHOCTH, WTPHX-KOA, AONYCKAETCA HaHeCceHHe YCNOBHA XpaHeHmA, «XpaHWUTD B
bapmaroga. HenocTyNHOM Ana aeTen mecten, «AnA

AononHutensHo MoryT HaHocuTbCA cpeacTsa NPWeMa BHYTPb», perucTpauMoHHbIN
MABHTUGUKALMM ANA CUCTEMBI MOHWUTOPMHra HOMep, YCNoBMA 0TNycKa, HOMep cepum,
ABVIEHWA NEKAPCTBEHHDIX NpenapaTos ANA CPOK roAHOCTH, WTpUX-KoA, bapmakop.
MEAWNLMHCKOTO NPUMEHEHHA, fononHuTensHo namecensl cpeactea

2) BTopH4Han ynakoska. MAEHTUOHKALMM ANA CUCTEMD

Ha nauke ykasbisaloT HaumeHoBaHWe MOHWUTOPUHIA ABMIKEHWA NEKAPCTBEHHBIX
NPEANPUATHA-NPON3BOANTENA, €10 TOBAPHDIIA 3HaK, NPenapaTos ANA MeAMLMHCKOrO
appec, Ten./daxc, cair, TOProBoe HaumeHoBaHUWe NPUMEHEHMKA.

Npenapata, neKapcTBeHHyI0 dopmy, 4O3MPOBKY,
KO/MYECTBO TaGNETOK B yNaKoBKe, yCAOBMA
XpaHeHUA, «XpaHUTb B HeAOCTYNHOM ANA heTeid
mecte», «[lNA NpHema BHYTPb ), PErucTpaLMOHHbIH
HOMep, YCNOBKA OTNycKa, HOMEP CepuM, CPOK
FOAHOCTH, WTpKX-Kop, dapmakag,

fAononHuTensHo MoryT HaHoCHTbCA cpeacTBa
MABHTUGMKALMK ANA cUCTeMbI MOHWUTOPUHTa
ABUXKEHMA NeKapCTBEHHBIX NpenapaToe AnA
MEANLNHCKOTO NPUMEHEHMA.

09.04.2022 XpaHeHue MNpy Temnepatype He Bbiwe 25 °C. CoorsercTayer
09.04.2022 Cpok rogHocTH 5 net loaeH go 01.04.2027

3aknioyenme OKK: NleKapcTeeHHbIN npenapar NapaueTtamon Tabnetku, 5

n3m.Ne2, nam.Nel, usm.Ne3, nam.Ned
HavanbHuk otgena:

00 mr cepua 3290322 cootsercrayet HA 1C-001364-110518,

NoANMHHUK 3neKTpOHHOrO AOKYMeHTa,
NOANUCAHHOro 3N1eKTPOHHON NOANUCHID, XpaHUTCA B
cucreme J/IMMC dapmcrangapt
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