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HaumeHoBaHWe npenapara no HO

Homep cepuu

350921

[Jarta npon3BOACTBA 01.09.2021

AHanW3bl/UCNbITaHNA NPOBEAEHDI B cooTsetctBum ¢ HA,

fopex ao 10.2023

® COTI-BIT-OKK-685 A2

Crp. lu3 5
4, e-mail<ikbashkova@pharmstd.ru=
Nacnopt N2 040000264859
BuocynMH® H cycneHsva Ana NOAKOMHOIO BBEAEHWA 100 ME/mn
Konu4ecTso NPOAYKLWW B CEPUA (r.ynak) 19,039

HA N NO14120/01-030919, Uam.Nel

Darta HanwmeHoBaHWe Tpe6osanuna HA Pe3ynbTatbl auannsoa/ncnbnaauﬁ
aHanwn3a nokasarenen
16.09.2021 OnucanHve Cycnewsna Genoro useTa. Mpu CTOAH MM BIBECD CooTeercTayeT
ocenaet, 06pa3syn Genbii ocapok. HapocapouHas CycneHswa 6enoro LgeTa. MpK CTOAHUM
WUOKOCTb NPO3PAYHARA, BHecLUBETHARA MK s3sech ocenaeT, 06pasya Henbid 0CAAOK.
wenTosatan. OCafoK Nerko pecycne HAWPYeTCA NpU HagoCaaoyHan 1AKeCTb NPO3PaYHaR,
NIErKOM BCTPAXMBAHWM. GecupeTHan . OcancK nerko
pecycneHaupyeTcs npu Nerkom
BCTPAXMBAHUM.
16.09.2021 MoANMHHOCTb: WHCYNMH, BpemeHa yoepHUBaHUA OCHOBHbIX NMMKOB Ha CooTBEeTCTBYET
$eHOn, MeTakpe3on XPOMaTOrpaMme MCnbITYemore pacTaopa,
NPWroToBAEHHOTO ANA KONUYECTBEHHOTO
onpeneneHna, A0MKHbI HaX0AUTECA B aunano3oHe
0,95-1,05(95- 105%) OT BPEMEHM YAEPMHUBAHUA
OCHOBHbIX MKOB Ha XpOMaTorpamme pacTeopa
CO WHCYNKMHA HYenoBeYeckoro, tbeHona,
meTakpesona.
22.09.2021 MoANMHHOCTD! BpemeHa yAepHUBaHUA 4 OCHOBHbIX NKOB Ha CooTBeTcreyeT
npotamuHa cynbdar XPOMATOrpamMme UCNbITYeMoro pacTsopa,
ﬂerDTOBﬂEHHOI’O anga KONUYecTBEHHOTO
onpeaeneH1a, AO/MKHEI COOTBRTCTBOBATD
BpPEMEHAM YOEDKUBAHUA 4 OCHOBHbBIX MUKOB
npoTamMnHa Ha XpomaTorpamMme pacTeopa CO
npoTamrHa cynbpata.
15.09.2021 pH 0716,9m07,8 7,4
15.09.2021 MexaHn4eckue B cooTBETCTBMM C TpebOBAHUAMM OTcyTCTBYOT
BR/IOMEHWA: BUAAMDbIE
16.09.2021 MexaHn4eckue CpeaHee YMCNO HacTul, He Gonee 6000/dnakoH 455
BH/IIOMEHWA: HEBWAKWMbIE
yacTMubl pasmep 10 mrm
w bonee
16.09.2021 MexaHn4eckme CpeaHee YMCno YacTu, He Bonee 600/pnaroH 45
BK/IIOYEHUA: HEBUOUMbIE
YaCTULLbl pa3mep 25 MKM
v bonee
15.09.2021 Paamep v popma [AonkHbl HabNOAATECA KpKUCTanibl CooTaeTcTBYET
KpucTannos NanoYKoBMAHOM GOPMBbI pa3mepom Bonee 1 MKM,
HO PeaKo NPesbilWaounm 60 MKM, cBoboaHbie OT
KpYNHbIX arperaToe. He meHee 30 % KpWicTannos
[0/ HbI UMETb Pa3mMep ot 1 go 40 MKMm.
15.09.2021 MpoxoaMMoCTb Yepes CyCneH3una A0IKHE cB060AHO NPOXOAUTD B LWNPKL CooTsercrayer
urny yepes urny pasmepom 0,8 x 40 Mm.
15.09.2021 CeAWMEHTAUMOHHARA Bpems PecycrneHaMpoBaHua — He Bonee 1 MmuH. He CooTBeTcTayeT
YCTOMYMBOCTE [OMKHO HAaBN0AATHCA NPHU3HAKOB ceaMMeHTaunu
u 0BpazoeaHmA arperatos 1 arnomepaToB B
TeyeHwe 3 MUH
15.09.2021 BbICOKOMONEKYNAPHBIE He 6onee 3,0 % 0,3%
Henku
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BruocynuH® H cycnenauna ans NOAKOMHOI0 BBEEAEHUA

100 ME/mn
Cepua: 350921

16.09.2021 A21-pe33amMUO0NHCYNMH A21-0e3aMMAOHHCYNUH yenoseyeckwii - He bonee 0,6%
yenoseyeckni u apyrue 5,0%
poacTeeHHble Benku
[lpyrue poacTBEHHbIE Fenku (CyMMapHo) - He 03%
fonee 6,0 %
23.09.2021 WHCYyNWH 8 He Gonee 1,0 ME/mn 0,1 ME/mn
HagoCanoHuHOM
MUOKOCTH
20.09.2021 LnHk He Gonee 40 mkr/mn 8 mKr/mn
15.09.2021 M3snekaemblil 06bem B cooTBeTCTaMM C TpeboBAHUAMM 10,0 mn
13.09.2021 BakTepuanbHbie He 6onee 80 E3 Ha 100 ME wHcyavHa CooTseTcTByeT
IHO0TOKCHHbI menee 80 E3
21.09.2021 CTepunbHOCTL NpenapaT A0/UKeH BbITh CTEPUNBHBIM CTepunbHbIA
24.09.2021 BUonOrMyeckan He meHee 90,0 % u He 6onee 110,0 % o7 102,8 %
aKTUBHOCTb 3aABNEHHON
24,09.2021 MpONOHIMPOBaHHOE B cOOTBETCTBUM C TPEOOBAHUAMM CooTeeTcTeyeT
[encTeune
16.09.2021 KonuuecTBeHHoe 0T 90,0 a0 110,0 ME/mA 94,8 ME/mn
onpeaeneHue: UHCyNuH
16.09.2021 KonuyecTeeHHoe 070,52 Ao 0,78 mr/mn 0,65 mr/mn
onpeaenenue: deHon
16.09.2021 Konu4ecTBeHHOE Or 1,28 a0 1,92 mr/mn 1,62 mr/mn
onpegeneHue:
meTaKkpeson
22.09.2021 KonuuecTseHHOE 070,27 Ao 0,40 mr/mn 0,32 mr/mn
onpefeneHue:
npotamvHa cynbdar
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BuocynnH® H cycnexana Ana NOAKOKHOTO BBEABHUA
100 ME/mn

Cepwn: 350921

1. Mo 10 mn npenapata 80 BNAKOH 13
GecUBETHOTO HERTPaNLHOTO CTeRNE |
AAPONMTNYECKOTD KNACLa, YKYNOPEHHbIA
KONMaYKOM KOMBMHVPOBAHHBIM C 3INEMEHTOM
3nacTomepHbim. Ha GnakoH HaKNenBaT
CaMOKEALLYHCA ITUKETKY. Mo 1 ¢pnakoHy BmecTe C
MHCTPYKLMEN N0 NPUMEHEHWID NOMELLAIOT B Madky
M3 KapToHa.

2. Mo 3 M Npenapata B KAPTPUAK 13 HecuBeTHOro
HEeWTpanbHOro CTeKNa | rMAPONUTUMECKOTO KNACCE,
yKYnopeHHbIA NAYHKEPHOH npoBro# € oaHON
CTOPOHBI ¥ KONNAYKOM ANOMKHWEBBIM C
371€MEHTOM 31aCTOMEPHBIM C [pyroit CTOPOHbI ANA
MCNOb30BAHMA CO WNPKLL-PYH Kol BuomaThKIeH®.
B KapTPWAMHK BNOXKEH WAapUK AMAMETPOM 2,5mMm £
0,05MMm 13 BOPOCUNMKATHOTO cTeknac
NONMPOBAHHOM NOBEPXHOCTLIO. Ha kapTpuar
HaKNEMBAIOT CAMOKNERLLYIOCA 3TUKETKY. Mo5
KapTPUAMKEN NOMELLAT B KOHTYPHYH0 RHEMKOBYIO
yNaKoBry M3 NonvBH HUIXOPUAHOM NNEHKK W
honbru antomuHuresoit. No 1 KOHTYpPHO#M
AUeKOBOM YNAKOBKE C KAPTPUAKMU BMECTE C
MHCTPYKUMER NO NPUMEHEHWIO NOMEeLWAtoT B NAYRY
M3 KapTOHa.

3. Mo 3 mn npenapata B KAPTPUAXK U3 becuseTHOro
HeltTpansHoro crerna | rMAPONMTUYECKOTO KNACCE,
YRYMOPEHHBINA NNYHMEPHOM npo6Koit ¢ OAHOM
CTOPOHbI ¥ KONN3YKOM ANIOMWHMEBBIM C
3N1eMEHTOM 31aCTOMEPHbBIM C [pyroi cTopoHb!. B
KapTPWXK BNOKEH WAPHK OMameTpom 2,5mm £
0,05mMMm 13 BOPOCHNIMKATHOTC cTexnac
NONWPOBAHHOM NOBEPXHOCTHH. Ha kapTpuoK
[OMNYCK3ETCA HaK/enBaHue ca MOKNeALlenca
JTUKETKN. KapTPUAK BMOHTMPOBAEH B WAPULL-PYHRY
EuomaTMKMeH®2 0QHOPa30Boro NPUMEHEHUA. Ha
WNpUL-PYHRY BuomaTkNeH®2 oAHOPa30BOro
NPUMEHEHMA HAKNEMBAIOT C2 MOKNEALLYIOCH
3TUKETKY. 5 WNPUU-pyHer SuomaTnrNeH®2
0QHOPa30BOro NPUMEHEHWA C KapTPUAKAMK
NOMELLAIOT B KOHTYPHYHO AYEMKOBYH YNaKOoBKy U3
NONVBHHUNXNOPUAHOM NAEHKM. 1 KOHTYPHYHO
A4EIKOBYIO YNAKOBKY CO WNPHLI-PYHKE MW MK NC 5
Wnp1U-pyder bruomaTw kMNex®2 0aHOPA30BOMO
ﬂpHMEHEHHﬂ CHKa prpwnmamw BpmecTe C
WHCTPYKLMER NO NPUMEHEHMIO 1 MHCTPYKLUMER NO
WCMONb30BAHMIO WNPML-PYHKA EuomaTtuklen®2
MOMELLAK0T B NMaYKy W3 KApTOHA.

CooTBeTCTByET

Mo 10 M npenapata BO GNAKOH U3
BeCUBETHOrO HerRTpanbHoro crenna
rMAPONUTHYECKOrO KNAcea,
yKyNOPEeHHBIA KONNa4Kom
KOMBWHUPOBAHHBIM C 3N1EMEHTOM
snactomepHbim. Ha gnakoH HakneeHa
CcamOKNeALLAACA ITMKETKE. Nol
pnakoHy BMmecTe C WHCTPYKLMeR No
npUMEHEHHI0 NOMELLEHDI B NaKY w3
KapTOHa.
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EvocynMH® H CYCNEH3MA ANA NOAKOMHOrO BBEARHUA
100 ME/mn

Cepwma: 350921

MepBydHan ynakoBka. Ha 3TMKETKE dnakoHa,
KapTPWMAMKE W WNPAL-PY+KK 0aHOPa3nsoro
NPUMEHEHUA YKA3bIBAIOT HAMMEHOBAHNE
npeanpUATAA-NPON3BOAUTENA, ero TOBapHbIM 3HaK,
TOproBOE HaWMeHoBaHWe npenapara c
npegaynpeanTensHOM! MapKMPOBKOW ®,
MEKYHAPOAHOE HENATEHTOBaHHOE
HaWMMeHOBaHMWe (BKNOYaET BUOOBYHO
NpUHAANENHOCTE W cnocob nony-eHna),
neKapcTBeHHy dopmy, «8 LW NpULL-pyYKe
BrOMaTMKMEeH®2 0AHOPa30BOr0 MPUMEHEHUAN
(TONbKO Ha 3TUKETKE WNPUL-PYYKH), BKTUBHOCTb
npenapata 8 ME/mn, 06bem npenapara 8
MmuAaMauTpax, «CTepunbHoN, « Nepen
ynorpebneHnem BCTPAXMBATE?, papmarod, Homep
cepuu, CPOK rOAHOCTY.

BTOPHYHARA YMIAKOBKa. Ha nauke yKasblBakT
HAMMEHOBaH Me NPeAnpUATUA-NPOM3BOANTENR, Ero
TOBapHbIW 3HaK, aApec, Tenethon/daKc, CanT,
Toprosoe HaumeHoBaHWe npenapara ¢
npeaynpeanTeNbHOMA MapKMpoBKOM &,
MEKOyHAPOAHOE HeNnaTeHTOBaHHOE
HaUMEHOBaHMWe (BKIKYaET BUA0BYI0
NPUHAANEHRHOCTD U cnocob nony4eHus),
NeKapCTBEHHYIO GOPMY, BKTMBHOCTL Npenapata B
ME/mn, 06bem npenapara B MANTMANTPEX, cocTas
Ha 1 mn npenaparta {(HammeHoBaHNe 1
COAEpHaHUE OeHCTBYIOWErO BELECTBE B ME,
nepeyeHb BCNOMOraTenbHbIx BELLECTB),
«CTepunbHo», «Mepeq, ynotpebnexuem
BCTPAXWBATLY, YCNOBMA OTNYCKa, «MprUMmeHATbL No
Ha3HaJeHuto Bpada», « XpaHwTb B HEeAOCTYNHOM
AN DeTen mecten, YCNOBHUA XPAHEHWA,
npesynpeanTebHbIE 3HAKU NO YCIOBUAM
XPaHeHWA, PErucTpaLmMoHHbIA HOMER, HOMED
Cepyu, CPOK TOAHOCTH, WTPHX-KOA, dapmakog,
«Mepbl NTPes0CTOPOMHOCTH: CM. MHCTRYKUAKD no
NPUMEHEHMION?.

Ha nauke C pnakoHamu 4ONONHUTEIbHO
yKa3blBaT NpeaynpeanTenbHyro HaanWco:
«Acnonb3yemblit GNGKOH XPAHUTb B 33LLMLLEHHOM
oT caeTa mecte npv TemnepaTtype ot 15 Ao 25°C8
TeyeHue 4 Heaenb».

Ha nauke C KapTpUAMaMK AONONHUTENBHO
YKa3blBa K0T KONWYECTBO KapTpuaKen v
npegynpeauTentHbIe HaANUCK: «KapTpuarm
npeaHasHaYeH TONbKO ANA WHAOMBUAYANBHOTO
WCNONL30BaHWA!Y, «MACnonb3yemslil KapTpuaX
XPaHWTb B 33LMILEHHOM OT CBETa MECTE npw
temnepatype ot 15 o 25 °C g TeyeHue 4 Hegenb».
Ha nauke €O WNPWL-PY4Kamu AONONHATENBHO
yKa3blBaioT: «5 Wnpuu-pyyex BromaTukeH®2
0AHOPA30BOr0 NPMMEHEHMA C KAPTPUAKaMK1 NO 3
MA» W NpeaynpeanTenbHbie Haanun:
«0AHOPa308aA WPKL-PY4KE ANA MHOTOKPATHBIX
MHBEKLMIA NpeaHazHa4eHa ToNbKo ANA
WHAMBUAYANBHOMO MCNONb30BAHUA In,
«Mcnonbayemyo WNpUL-py4Ky 0AHOP330Bero
NPUMEHEHUA C KAPTPUAKEM XPHWTL NPH
TemnepaTtype OT 15 0o 25 °C B TeyeHwe 4 HeOenb».
[lONYCKAETCA C Lie/bio KOHTPO/IA NEPBOTo BCKPbLITHA
Ha KaPTOHHYKO NauKy HaKNenBaTb CAMOKNEALYNECA
CTMKEPbI.

[lonyCcKaeTcA HaHeCeHNe BHYTPeHHMX KOAOB.

CooTBETCTBYET

MepBu4HaRA yNakoska. Ha aTuKeTKe
bNaKoHa yKa3aHsl HAUMEHOBAHWE
npeanpUATMA-NPOM3BOANTENSA, 70
TOBapHbIA 3HaK, TOProBoe
HavMeHOBaHue npenapata
npeaynpeguTen LHOI MapKKPoBKOW *,
MeM Ay HapOAHOE HENATEHTOBAHHOE
HaWMEHOBaHMWE (BKNOYAET BWAOBYIO
NPUHAANEHHOCTE U cnocob nony4eHna),
NeKapcTaeHHan Gopma, akTMBHOCTL
npenapata 8 ME/mn, ofvem npenapara
g MuaanauTpax, «CrepunoHon, «fepen
ynotpebneHmem BCTPAXMBATHY,
$apmakoa, HOMep cepui, CPOK
roAHOCTH.

BTOpUUHan YNaKoBKa. Ha NauKe ykasaHbl
HaWMEHOBaHWE
npeAnpUATMA-NPON3BOAUTENR, ETO
TOBAPHLIM 3HAK, aApec, Tenedon/dake,
CaiiT, TOpProBoe HaumeHoBaHWe
npenapaTta npeaynpeanTensHOH
MapKMPOBROW ®, MEXOYyHAPOAHOE
HenaTeHTOBaHHOE HaMMEHOBaHNE
{BKAIOUEET BUAOBYIO NPUHALNEHHOCT W
cnocob Nony4eHus), NeKapcTBEHHARA
bopma, aKTMBHOCTL NpenapaTa 8
ME/mn, 06bem npenapata 8
MUNNMNKTPEX, COCTaB Ha 1 mn
npenapara (HauMeHoBaHHe 1
copepHaHue NeRCTByOWeEro BeulecTsa s
ME, nepedeHb BCNOMOraTenbHbix
geluecTs), «CTepunbHoy, «Meped
ynoTpebneHuem BCTPAXMBaTLY, YCAO0BKA
oTNyCcKa, «MMPUMEHATD MO HA3HAYEHWIO
Bpaya», «XpaHWTb B HEeAOCTYNHOM A4NA
[eTeil MecTe», yCNOBUA XpAHEHWA,
npeaynpeauTeNbHbIe 3HAKK NO
YCNOBMAM XPaHEHWA, permcTpa UMOHHbIM
HOMEp, HOMEP CEPWH, CPOK FTOAHOCTH,
wrpux-kog, Gapmaroa, «Mepbl
NPeACCTOPOMHOCTU: CM. MHCTRYKUMIO no
I'IpHMeHeHVHO)).

Ha nauke c GnakoHamu A0NCNAHUTENBHO
yKa3aHa npegynpeauTensHan Haanueh:
«Mcnonsayembli GnakoH XpaHuTb B
3alLMLIEHHOM OT CBETA MEecTe npw
remnepatype ot 15 Ao 25 °C 8 Teuerne 4
Henenb».

[ononHUTENbHO HaHECeHb! cpeacTsa
naeHTMOUKaLMKM ONA CUCTEMBI
MOHWTOPHHTA ABUMKEHUA NEKAPCTBEHHDIX
npenapaTos ANA MEULIMHCKOrO
NPUMEHEHWMA.
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BMoCyMH® H CYCNeH3nA AnA NOAKOKHOrO BBEABHNA
100 ME/mn

Cepusa: 350921

[1ONONHUTENBHO MOTYT HAHOCHTLCA cpeacrea
UaeHTMOUKALMK ANA CUCTEMBI MOHWUTOPMHTE
[BWKEHWA IEKAPCTBEHHDIX NPENapaTos ans
MEOMLMHCKOTO NPUMEHEHKA.

16.09.2021 XpaHeHue B 33lMLWEHHOM OT CBETa MECTE NpY TemnepaType CooTeeTcTByer
oT 2 o 8 ° C. He 3amopaxmsaTb.
16.09.2021 CpoK rogHOCTH 2 rona CooTseTcTayeT

foaeH ge 01.10.2023

3akntoderme OKK: flekapCTBEHHDbIA Npenapat BuOCYIMH® H CyCneH3wa ANA NOAKOMKHOMO seeaeHua 100 ME/mn cepum 350921

cooTsetcreyer HA M N014120/01-030919, U3am.Nel
BTOpO# 3amecTuTenb
HauanbHMKa oTaena
KOHTPONA KauecTsa:

'
n

Komy BblaaH

CepThdukaT:

OLNMHHMK 3NEKTPOHHOTO AOKYMEHTa,

NOAMMCAHHOTO 3NEKTPOHHON NOANMCBIO, XPAHWTCA B

cucteme IMMC PapmcTanaapT
CBEAEHWA O CEPTUDUKATE 21
02a5c541007dacafbedecafdbb2f6d4219

: KoBanbuyk TaTbAHa AnexceesHa

Lﬂeﬁnawreneu: ¢24.11.2020 no 24.11.2021
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[laTa 8b1A34K 3aKNIOYEHUA O KAYECTBE 28.09.2021




