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Crp.1u35
OAO «®apmcTannapt - Jlexcpenctsan
305022, Poccus, Kypex, yn.2-a Arperathas, A.1a/18
Jlmpextop mo kauectsy: Ten/bakc (4712) 36-08-06, e-mail<nvkorneeva@pharmstd.ru>
Hauanbunk OKK: Ten/dake (4712) 36-08-90
Macnopt Ne 040000315449
HammeHnosaHue npenapata no HOL 3nkni03a®, TabNeTKM NOKPLITbIE NNEHOYHOM oGonoukoin, 100 mr+400 mr
Homep cepun 21SXG003P03 Konn4ecTso NpoayKunu B cepui (T.ynak) 11,380
QDarta npoussoactea 14.01.2021 lfogen go 012025
AHaAW3b1/MCNbITAHKUA NPoBeAeHbl B cooTBeTcTBUM € HA, HA NN-005703-310821
AaTa HauwmeHoBaHWe Tpebosanua HM, Pe3ynbTaThl aHANN30B/NCNbITAHKA
aHanmsa nokasarenei
12.04.2022 OnucaHne Bu3ayanbHO CootsercreyeT
PombBoBMAHbIE TABNETKM, NOKPLITBIE
PoOMB0OBMAHBIE TABNETKM, NOKPLITHIE NNEHOYHOH nAeHOYHOW 0BON0YKOM PO30BOTO UBETa,
060/04KD# PO30BOTO UBETa, C rpasupoBkoi "GSI" ¢ rpasupoBKOM "GSI" Ha 0AHO#M CTopoHe
Ha oaHO# cTopoHe 1 "7916" Ha Apyroi. n"7916" Ha ppyroM.
12.04.2022 NoANMHHOCTB: 1. YIKX CooTtBeTcTByeT
- Cobocdysup BpemeHa yAepHuBaHNA OCHOBHbIX NMKOB
- Bennatacsmp BpemeHa yaepnBaHWA OCHOBHBbIX NWKOB Ha Ha XpOMATOrpamme MCNbITYEMOTO
XPOMATOrpamMmme UCMbITYeMOTo pacTBopa, A0NKHbI pacTBOpa COOTBETCTBYHOT BpEMEHAM
COOTBETCTBOBATL BPEMEHAM YOEPHNBAHNA NUKOB yaepKUBaHKA NuKos copocbysrpa n
codocbysrpa v BeNNaTacBMpa Ha BENNATACBMPa Ha Xpomartorpamme
XpOMaToTpamme COOTBETCTBYIOWEro COOTBETCTBYIOLWEro CTaHAaPTHOTO
CTaHOapTHOTO pacTBopa. pacteopa.
2. Y®-cnekTpodoTOMETPHA CooTsercreyeT
Y®-CNeKTp NOTNOWEHHA UCNBITYEMOTO
Yd-CnekTp NOrNOWEHNA NCMBITYEMOTO PacTeopa pacTBOpa coOTBETCTBYET Y®-CnekTpy
NONMKEH COOTBETCTBOBATL YP-CNeKTpy cTaHaapTHOro pacteopa codocbysrpa 1
cTaHgapTHOro pacTsopa codocbyemnpa n BeNNaTacBupa.
Bennaraceupa.
12.04.2022 PacTeopeHmne &.CLUA 98,0 %
Esp. ®. unn D PO (YIHKX ¢ YO geTekTuposaHiem)
He meHee 75 % (Q) OT 3aABNEHHOIO KONWMYECTBA
copocbysupa yepes 20 MUHYT.
@.CLA 100,0 %
Egp. ®. unn [® PO (YIHKX c YO [DeTeKTUPOBaHMEM)
He meHee 75 % (Q) OT 3aABNEHHOTO KONWYECTBA
Bennatacevpa yepes 20 MuHYT.
12.04.2022 PoacTBEHHbIE NPUMECH MeToamnka Grpmbl (YIHX) He o6Hapy®eHo
Npumecn codocbysnpa
(5-607669 - He 6onee 0,50 %
Metoauka dupmbl (YIHX) He o6HapyxeHo
GS-607670 - He 6onee 0,50 %
MeToauka pupmbl (YIHKX) He obHapyweHo
GS-606965 - He Gonee 0,50 %
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Cepwna: 215XG003P03

Metoavka dupmbl (YIKX)

(5-331007 - He 6onee 0,50 %
Metoauka hupmbl [YIHKX)

®enon - He bonee 0,50 %
MeToanka Gupmbi (YIHX)

Niobaa eauHUUHAA HEMAEHTUGULMPOBAHHAA
npumecsk - He 6onee 0,20 %

Metoawmka dupmbl (YIHX)

Cymma npumeceit copocbyempa - He 6onee 0,8 %

He obHapyxeHo

He oBHapymeHo

He obHapymeHo

He obHapyKeHo

12.04.2022

PoACTBEHHbIE NPUMECH
MNpumeck BeAnaTacsmpa

MeToguka gpupmbi (YIHKX)

G5-642273/GS-642269 - He 6onee 2,10 %
MeToamnka drpmbl (YIHKX)
GS-607685/GS-627174 - He 6onee 1,10 %
MeToauka dupmbl (YIHKX)

(GS5-598740 - He 6onee 1,10 %

MeToarKa dupmbl (YIKX)

(GS-650350 - He 6onee 0,80 %
MeTogmka dnpmbl (YIHX)

(G5-645999 - He 6onee 0,80 %
MeTtoguka bupmbl (YIHKX)
(GS-715699 - He 6onee 0,80 %
MeTogmnka prupmbl (YIHX)

GS-695896 - He Gonee 0,60 %
MeToauka Gpupmbl (YIHX)

Nioban eguMHUUHAA HEMAERHTUGUUMPOBAHHAA
npumecsb - He bonee 0,20 %

MeToamnka dupmbl (YIHKX)

Cymma npumeceir sennatacsupa - He 6onee 3,5 %

0,59 %

He o6HapyxeHo

He obHapymeHo

He obHapymeHo

He obHapymeHo

He obHapyxeHo

He obHapymeHo

He o6HapyeHo

0,6 %

12.04.2022

Bopga

&.CLUA

Eep. @. unn M0 PO

(MeTtopn K.®uwwepa, BONOMETPUYRCKOE TUTPOBaHKE
AW NONYMUKPOMETO)

He 6onee 5,5 %

23%

12.04.2022

OaHOpOAHOCTE
[03MPOBaHKA
- Cogocbysmp

©.CLUA,
EBp. ®. unn [ PD (YIHKX)

KpuTepuit npuemnemocTu pesynetatos (AV) ana 10
TabNeToK He AONKeH NpesbiwaTth 15,0,

ECAM KPpUTEPUIA NPUEMNEMOCTM PE3YNbTaTOB
npesbiwaeT 15,0, TO NpOBOAAT MCNBITAHWE Ha
AononHuTensHbix 20 TabneTkax.

3Hayenue AV, paccumTtanHoe ans 30 Tabnertok,
AOMKHO BbITE MeHee unm pasHo 15,0, sce
pe3yNbTaThl MCNbITaHWI LOMKHBI HAXOAMTHCA B
nwuanasoHe 0,75*M - 1,25*M.

2,6%

12.04.2022

OpHOpOAHOCTL
A031pOBaHnA
- BennaTacsup

@.CLIA,
Esp. &. nm Td PP (YIIKX)

Kputepuit npuemnemoctv pesynetatos (AV) ana 10
TabneTok He AOMKEH NpeBbiwaTh 15,0.

Ecnn KpWTepWiA NPMEMNEMOCTH PE3YNbTATOB
npesbiwaeT 15,0, TO NPOBOAAT MCNbITAHWE HA

33%
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ONONHUTENbHBIX 20 TabneTkax.

3Hayenmne AV, paccuntanHoe ana 30 TabneTok,
[ONKHO BbITh MEHee uau paeHo 15,0, sce
pe3yNbLTaThl UCNBITAHUA JONMKHBI HAXOAMTLCA B
amanasoHe 0,75*M - 1,25*M.

12.04.2022 KonnyecrseHHoe MeTogmxa pupmbl (YIHX) 397,6 mr (99,4 %)
onpegeneHune

O7 376 mr ao 420 mr codocbysupa (01 94,0 % ao
105,0 % OT 33ABNEHHOTO COAEPMAHWA) Ha OAHY
TabneTky
MeTtognka dnpmbl (YIHX) 101,4 mr (101,4 %)
OT 94 mr go 105 mr sennatacsmpa (o7 94,0 % Ao
105,0 % OT 3aABNEHHOID COAEPHAHMNA) Ha OpHY
Tabnetry

11.04.2022 Mukpobronoruyeckan ®.CLA, EBp.® unm [d PO, (Kateropma 3A) meHee 10 KOE/r

yKucToTa

Obuwee 4MCNO a3pOBHbLIX MUKPOOPTAHM3MOB — He
6onee 10"3 KOEB1T
®.CLWA, EBp.® nnmn [P PO, (Kateropma 3A) menee 10 KOE/r
OBLiee YACNO APOHIKEBLIX M NNECHEBbIX rPUBOB -
He 6onee 102 KOEB 1T
®.CLA, Esp.® uau [d P, (Kateropus 3A) OrcyTcTByeT
OrcyteTene Escherichia colis 1 r

12.04.2022 Ynakoska B cooTBeTcTBuM C TpeboBannammu HA CooTsetcreyeT
NN-005703-310821 Mo 28 TabneTok BO dnakoH Benoro

L,BETa, BMECTUMOCTLIO 75 MN K3

Mo 28 Tabnetok Bo ¢pnakoH Genoro useTa, NONM3TUNEHA BbICOKOW NNOTHOCTH
BMECTMMOCTbIO 75 MA M3 NONNM3TUNEHA BbICOKOH (M3BMN) 3anaaHHbIi aNOMUHUEBOR
nnoTHocTy (N3BM) 3anaaHHbIA aNOMUHKEBOMH GONLIol, ykynopeHHbIi
HONLION, YRYNOPEHHbIA NOAUNPONUAEHOBOM NONMNPONWAEHOBOM KPbILKOW C
KPBILWKOM € CUCTEMOM 3aLUMThI OT BCKPLITHA CMCTEMOM 3aliMThl OT BCKPBITMA ABTHMM.
NETbMU. CeoboaHoe NPOCTPaHCTBO rakoHa
CsoboaHoe NPOCTPaHCTBO GNaKOHa 3aN0NHAT 3aN0NHEHOD YNAaKOBOYHLIM MaTepPWaNoM
YNaKOBOUYHBLIM MAaTEPHANOM M3 NonuadupHoro 13 nonu3hMpHOTro BONOKHA.
BOMIOKHA. Mo 1 ¢nakoHy BMeCTE C MHCTPYKLMEH NO
No 1 GN3KOHY BMECTE C MHCTPYKUMER NO NPHUMEHEHMIO B NAYKe W3 KAPTOHa C
NPUMEHEHMIO B NAYKE M3 KAPTOHA C KOHTPONEM KOHTPO/AIEM NEPBOTO BCKPLITHA. 96 navex
NepBoro BCKPbITHA. B 0aHOM Kopobe.

12.04.2022 MapkupoBska B cooTseTcTemm ¢ HA /IN-005703-310821 CooTBeTtcTByet

MNpu ynakoske Ha OAO
«®apmcTangapT-JlekcpeacTea»:

Ha 3THKeTKe $pNaKkoHa Ha PYCCKOM A3bIKe
YKa3biBalOT:

TOProBoe HaMMeHoBaHWe npenapara ¢
npeaynpeauTensHONW MapKMPOBKOW ®,
rPYNNMpOBOYHOE HauMeHoBaHKWe (BennaTacemp +
Codochysnp), HazsaHWe NEKAPCTBEHHOW GOPMBI,
[[03WMPOBKA, KONWYECTBO TabneTok BO dnakoHe,
npegynpeauTensHele Hagnuek: «MNepeg
NPUMEHEHWEM BHUMATENbHO 03HAKOMBTECH C
NPUNAraeMon MHCTPYKUMEH.», «XPaHHTL B
HEAOCTYNHOM ANA AeTel mecTer, « PNaKoH
XPaHWTL NNOTHO 3aKPbITLIM.», CNOCOG
NPUMEHEHHMA, HAMMEHOBAHHE M KONMYECTBO
NeRCTBYIOLLMX BELLECTB B OAHOW TabneTke,
«BCNOMOTaTeNbHbIE BEWECTBA: KPOCKapMennosa
HaTpUA W APYTHE, YKAa3aHHbIe B MHCTPYKLMK NO
MEAMLMHCKOMY NPUMEHEHMIO», YCNOBKMA
XpaHeHus, Homep cepum (8 peaakumu: «Cepua»),
[NaTa OKOHYAHWA CPOKA rOAHOCTH (B peaakumnu:

Ha 3TnkeTke HNAKOHa Ha PYCCKOM A3bIKe
YKa3aHbl:

TOProBOE HaMMEHOBaHWE NpenapaTa c
npeaynpeauTeNnbHON MapkMpoBKon ®,
rpyNnNUpoOBOYHOE HAMMEHOBaHKe
(Bennatacemp + Codocbysnp), Haasanue
NEeKapCcTBEHHOM GOPMBI, A03MPOBKa,
KONMUECTBO TabneTok Bo ¢pnakoHe,
npeaynpeauTentHole Haanucu: «Nepes
NPUMEHEHNEM BHUMATENLHO
03HAKOMBTECH C NPHAATAeMOH
MHCTPYKLUMEN. », «XPaHWTb B
HeOoCTYNHOM ANA neTell mecTey,
«®NAKOH XPaHUTL NAOTHO 33KPbITHIM.?,
CNocob NPUMEHEHWA, HAMMEHOBAHHKE K
KONUYECTBO AEMCTBYIOWIMX BELLECTB B
opnHOM TabneTke, «BCNOMOraTe/IbHble
BELLECTBA: KPOCKAPMENN03a HAaTPUA U
APYrve, YKa3aHHbIe B MHCTPYKLMWKM NO
MEAULMHCKOMY NPUMEHEHW IO, YCNOBMA
XpaHeHMWA, HOMEp Cepum (8 penakLmm:
«Cepma:»), AaTa OKOHYAHMA CPOKa
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«ToaeH Ao:»), 4aTa NpoM3BoACTBA (B peaakumm:
«[lata nar.:»), uudpoBblie n/nn rpaduyeckne
BHYTPM3aBOACKOM (-Me) TexHMYeckni (- e) kop, (-bi)
npenapaTta/ynakoBKK.

JononHMTENBHO NPUBOAMTCA NOTOTUN KOMNAHWUKU
«MMnean» NaTMHCKMMKU ByKBamK.

Ha BHElWHe# CTOpoHe AHa pNaKkoHa MeToAoM
NEYaTH TaKKE YKa3bIBaKT HOMep cepuim «in bulk»
B hOpMe, YMTAEMOW YENOBEKOM, WK B BUAE
ABYMEDHOH MaTpHubl.

Ha nauke KAPTOHHOMW HA PYCCKOM A3bIKE
YKa3bIBaKOT: TOPrOBOE HAMMEHOBAHMWE Npenapata ¢
npeaynpeauTENBHOM MapKMPOBKOA ®,
rpPYNNUPOBOYHOE HanMeHoBaHue (Bennatacemp +
Codocbysup), Ha3aBaHMe NeKapCcTBEHHOW GOpPMbI,
[03UPOBKa, KoNMYecTBo TabneTok Bo pnakoHe,
KONMUECTBO GNAKOHOB B YNAKOBKeE,
npenynpeauTenbHbIE HAANUCK: «lepen
NPUMEHEHWEM BHMMATENbLHO 03HAKOMbBTECH C
NPUNAraemMoN MHCTPYKUMEN. », « XpPaHUTL B
HefoCTYNHOM ONA AeTei mecTen, «PNakoH
XPaHWUTb NIOTHO 3aKPbITBIM. », CNOCO6
NPUMEHEHWA, YCNOBHA OTNYCKA, HAMMEHOBAHHE H
KONMYECTBO AEHCTBYIOLMX BELLECTB B OQHOH
TabneTKe, «BCNOMOTaTeNbHbIE BELECTBA:
KPOCKapMenno3a HaTPpUA U ApYrue, YKas3aHHbIe B
WHCTPYKUMK NO MEHMU'HHCKOMV anMEHeHHIO'D,
YCNOBMA XPaHEHWA, HA3BaHME W CTPaHY
HOPMAWMYECKOTO NMLA, HA MMA KOTOPOTO BblAAHO

perucTpauMoHHoe yaoctosepenue («Bnageney PY:

Mneapn CavieHcns UnTepHewnn /lia.,
BennKobpuTaHnA»), HaM MEHOBAHWE, MHAEBKC,
CTpaHy, ropoA, NNOLWAAKK, OCYWECTBAAIOWEN
BTOPHMUHYIO YNAKOBKY B peAaKumm «YNaKoBaHO:
OAQ "dapmcranpapt-flexcpencrea” 305022,
Poccwms, r. Kypck», norotun komnanumn OAO
«apmcrangapT-/lekcpeacTsan», HOMep
PerucTpaunoHHOr0 YAOCTOBEPEHNA, HOMED CEpHH
(8 peaakumm: «Cepua:»), CPOK rOAHOCTH (B
pegakumm: «fogeH Ao:»), AaTy Bbinycka (B
pepakumm: «jata u3r.:»), Wipux-koa, Gapmakop,
[ONONHUTENBHO MOTYT HAHOCKMTLCA UMbpPOBbLIE
w/unm rpadrueckue BHYTPU3aBOACKON (-ue)
TeXHWUecKkuh (- e) kog, (-bi) Npenapara,/ynakosKuy,
CPeAcTBa MAEHTMGHKALMK ANA CHCTEMBI
MOHWTOPHMHIA ABUHKEHWA NEKAPCTBEHHBIX
NpenapaToB ANA MEAWLIMHCKOTO NPHUMEHEHWA.
[LONONHWTENBHO HA NaYKke KAPTOHHOMW NATMHCKMMK
OYKBaMM YKa3bIBAKOT: NOTOTUN KOMNAHUK
«Mnean», TOProBOE HAMMEHOBAHMWE NpenapaTa C
npeaynpeauTensHOR MapKUPOBKOW ©®,
rpyNNUpPOBOYHOE HAMMEHOBAHHME, NEKAPCTBEHHYIO
dopmy, AO3NPOBRY.

rogHoCTH (B pepakummn: «fogeH oo:n),
[naTa NpoM3BoACTBa (B peaakuun: «flata
W3r.:»), UWOPOBON BHYTPM3aBOACKON
TEXHMYECKMIA KOO YNAKOBKK.
ﬂ.ﬂnDﬂHHTEnhHU npuBeaeH noroTun
KOMnaHnK «fMnean» NaTMHCKMMK
BykBamm.

Ha BHelWHel cTopoHe AHa GnakoHa
MEeTOAOM NeYaTH YKazaH HOMEp CEpHK
«in bulk» B BWAE ABYMEDPHON MaTPHLbl.
Ha nauke KAPTOHHOM Ha PyCCKOM A3bIKE
YKa3aHbl: TOPrOBOE HAMMEHOBAH e
npenapara c npeaynpeauTensHom
MapKWPOBKOH ®, rpynnMpoBoYHoe
HaumeHoBaHue (BennaTacBup +
Co¢ocbyBnp), Ha3BaHWE NEKAPCTBEHHOM
$opMbl, AO3MPOBKA, KONMYECTBO
TabneTok BO hpNaKOHE, KONMYECTBO
(HNAKOHOB B YNAKOBKE,
npeaynpeauTensHele Hagnucu: «MNepep,
NPUMEHEHWEM BHUMATENBHO
03HaKOMbTECH C NPUAraemon
MHCTPYKLHMER. », «XDAHWTL B
HEeAOCTYNHOM ONA AeTeil MecTey,
«®NAKOH XPAHWUThL MNOTHO 33KPLITHIM. »,
cnocob NpUMEHEHWA, YCNOBMA OTNYCKA,
HaWMEHOBAHHWE W KONHYECTBO
AEWCTBYIOLLWX BELWECTB B OAHOW
TabneTke, «BCNOMOTaTeNbHbIE BELWECTBA!
KPOCKapMeNnno3sa HaTpWA W apyrue,
YKa3aHHbIE B MHCTPYKLMK NO
MEAHLMHCKOMY NPUMEHEHHIO», YCNOBHA
XPaHEHWA, HA3BaHHWE K CTPaHa
OPUOMYECKOTO NULA, H3 UMA KOTOPOTO
BbIAAHO PErMCTPALMOHHOE
ypoctoBepeHue («Bnageney PY: Mneap,
CaieHcns UHTepHewRA NiTa.,
BennkobpuTaHWA»), HAMMEHOBaHKE,
WHAEKC, CTPaHa, ropof NNOWAAKM,
OCYWECTBAAKOLWENA BTOPMUHYHO YNAKOBRY
B peaakumm «Ynakosano: OAO
"®apmcTanpapr-Nexcpeacrsa” 305022,
Poccua, 1. Kypck», nOToTin KOMNaHum
OAO «®apmcTanaapT-JlekcpeacTsan»,
HOMEP PercTpaLMoOHHOTO
YAOCTOBEPEHMA, HOMEP Cepuu (B
pepakummn: «Cepua:»), CPOK roaHoCTM (B
penakumm: «foaeH no:»), AaTa BbiNyCcKa
(B pepakumn: «laTa m3r.:»), WTPUX-KoA,
bapmakog,.

JlONONHUTENBHO HaHECeHbl LM POBOA
BHYTPW3aBOACKON TEXHUULCKUIA KOA
YNAaKOBKW M CPeACTBa MAEHTMUKALMK
ONA CUCTEMbI MOHUTOPUHTA ABWKEHWUA
NEKapCTBEHHbIX NPenapaTos AnNa
MEAMLMHCKOTO NPUMEHEHHA.
J,0NONHUTENBHO Ha NaYyke KapTOHHOW
NaTMHWMLER yKa3aHbl: NOroTUN
komnanum «Mmnean», Toprosoe
HaUMEHOBaHWe npenapara ¢
npeaynpeauTenbHOW MapKUPOBKOW &,
rpynnMpoBO4HOE HAMMEHOBAHHeE,
NeKapCcTBEHHaA HOpPMa, NO3MPOBKA.

12.04.2022

XpaHeHue

Mpu Temnepartype He Bbiwe 30 °C

CooTBeTCcTBYET
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I_12.041.2022 ] CpoK roaHOCTH 4 ropa lopen po 31.01.2025

3akntoueHue OKK: /lekapcTeeHHbiA npenapat nkno3a®, TabneTk NokpbIThie nneHouHoM obonoukoh, 100 mr+400 mr cepua
21SXG003P03 cooTeeTcTeyeT HA /IN-005703-310821
HauanbHuK oTaena:

( )

MOQNMHHUK 3NEKTPOHHOTO OOKYMEHTE,
NOANUCAHHOTO 3NEKTPOHHOW NOANMCBIO, XPAHKTCA B
cucreme NMMC Papmcranaapr
Ceptnbnkar: 0273487D008 EADAE8E433C262261D693 DA

Komy BbiaaH: Neicenko ExatepuHa AnekcaHaposHa
L,D.eﬁCTBMTEHEH: ©24.08.2021 no 24.08.2022 )

[laTa Bblgaum 3akNOueHmns o kavectee 12.04.2022



