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[lexnapauma yNONHOMOU@HHOrO J1uua 0 COOTBOTCTBUM NPOAYKUNMU

Ne H®-1297/11.08.2021

Toprosoe HaWMEHOBAHME NexapcTBEHHOro

cpenctea Legpexon® 4

ﬁ:ﬁ;?:g:;ﬂg Mpﬁﬁe::ﬁ:: :penﬂ:: oe Napaueramon, Cynno3uTOPUH pekTansHbie [Ans aeted],

HasBaHve, AOMPOBKA, cbaccaxa| I,I“Cboa pMa Sug;;-o(:ﬁ:;;/pnan auelikosan ynaxoska) 5 x 2 (nauka

BbINyCKa

Homep perucTpaumMoHHOro YAOCTOBEPEH!A P N001061/01

Homep cepuu (NapTiu) 110721
Npov3sseneHo: 37 476

MapTHA (KONMHECTBO YNAKOBOK) Mcnons308aHo ANA KOHTpons: 17
BuinywieHo 8 FO: 37 459
AO «Huxdapm»

Npov3BOAUTEND (AD «HUxeropoackvi XUMUKO-hAPMALIeBTHUECKHA
32804»)

NuueHsua N2 00090-NC

Appec NPOM3BOACTBEHHOM nnowaaky, | Poccus, 603950, r. HwxHuii Hosropoa, yn. CanraHckas,

“Ten,dakc .7, 8(831)278-80-88/430-72-13

LOKYMEHT, NOATBEPXKAAIOWINH  KAYecTBo,

Hovep, faTa n diu ucrsrarl Nacnopt N@ 313588, 10.08.2021

CooTsercreyeT Tpebosanuam HA P N001061/01-171017, usm, N1, 2, 3, 4

[lata Nnpo13BOACTEA 31.07.2021

CpoK roAHoCTH 07.2024

A, floHuoea WpvHa BOpHCoaHa, YNONHOMOUEHHOE NUUo ANA cOBCTBEHHON NPOAYKUWH
(DaMUNKA, WMA, OTHECTBO, AO/MKHOCTE YTONHOMOUBHHOTO MU NPOWIBOAMTENA NEKAPCTBEHHLIX cpeacTe)

HACTOAWMM MOATBEPXKAZIO, HTO BbilueyKasaHHas Cepus npoayxuui Gbina npousseaeHa, ynakosaHa W
NPOKOHTPONMPOBaHA B COOTBETCTBUM C pErncTPaLMOHHBIM AOCbE NEKAPCTBEHHOMO CPeacTBa W
pebosaHuamu Mpasun Hagnexallei NPOU3BOACTBEHHOM NPaKTUKM {GMP). '

Boe. HeoGXOAMMBIE NPOBEPKU W MCNbITaHUA bk NPOBEAEHS!.

e

(NOANMCH YNONHOMOUEHHOMD MALB NPOMIBOAMTENA NEKAPCTBEHHBIX CPEACTR)
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MACNOPT Ne 313 588

Per. N2 P N001061/01

Uedekox® [1 cynnosuTopuu perranbableIEnn peted] 50 mr

HauMeHoBaHue NpeAYKUnY nNo
Ne cepun 110721

[ara npouas.
WMcnbiTaHuA NpoBeaeHbl no

31.07.2021

Cpok roaHocTy (ner) 3.0

Konuvecteo ynakosok 37476 WT

lFonen go 07.2024

P N001061/01-171017, wam. Ne1, 2,3, 4

HawmeHoBarre u HoMap HIl

+ ['Ne [Haumen. noxasarenei |En. wam. |{

Hopma no HA

| Peaynurats uenuiranuit
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Qnucanue

CynnosuTopuy ToPNeaooGpasHon GapMel
6enoro unu Genoro € XenNTeearteiM HAW
KPEMOBATLIM OTTEHKOM LIBETa. [lonycKaercs
nosenexve 6enoro Hanera Ha NOBEPXHOCTH
CYNNO3WUTOPHA

NognuHHocTe BIMX . BpeMa yAepXHAAHWA OCHOBHOMO NWKa HA
. XPOMATOrpaMMe HCNLITYEMOro pacTeopa,

NPUrOTOBNEHHOrO ANA KONWYECTBEHHO0
onpeaeneHWA, AOMKHO COOTBETCTBOBATD
BPEMEHM YACDKWBAHNA OCHOBHOrO NUKA Ha
XpOMaTorpaMMe pacTeopa CTAHABPTHOrG
ofpasua napayeraMona

NOANMHHOCTE ((heHONbHBIR - NosBAEHUE CUHE-(MONBTOBOMO OXPAWHBAHNA

rUAPOKCUN)

NeanvHHOCTL - MNonsenexye 3anaxa yKCyYCHOR KACnoTul

(auercrpynna)

PaaMep vacTull MKM He 6onea 100

Konu4ecrso |acrtuu % Donyckaerca He Gonee 1% 1acTvu

pazmepom Gonee 100 MKM

Temneparypa NNaBNEHHA °C He obiwe 37

4-AMUHOhEHON - He Gonee 0,005%

OLHOPOAHOLTE % AV <= 15.0 % ana 10 cynno3uTopues, ecnu

L03WpOBAHMNA YCNOBKE HE BLINONHAETCA, TO AV <= 15.0 %
ana 30 cynnosuropues W ana 30/30
CYNNo3uTOpHEB coaepxaHue aeficTayoulero
BELECTsA AONKHO HAXOAMTLCA B MHTEpBane
or 0.75M % ao 1.25M %

KonudecraeHHoe Mr Or 45,0 Ao 55,0 Mr napaueramona B 1

onpeageneHue CYNNO3UTOPUH

MukpoGronoruuecxan - ro X1V, Kareropua 3A

uHCTOTA

¥YNakoBKa - Scynn. NOMEULBoT B KOHT.AY. YNAKOBKY W3
NNEHKH NBX NAMWUHUP. N/3, 2 KOHT.AY, YN=KH
BMecTe C MHCTPYKUWed no Mea.NpPUM-10 Nex.
npenaparta NOMeWAaKT B NAYKY U3 KapToHa.
Ha GoKoBbie KNanaHbl NaukK HakKnews.
STUKETKK CAMOKN.NONUMEPHBIC A/3aWMTeI OT
HECAHKL. BCKPLITUA

MapKupcBKa - NepsuyHan ynakoska, Ha KOHTYPHOR

AYSAKOBOM YNAKOOKE YKA3LIBDIOT TOproaoe
HAWMMEHOBAHKE npenapata
npeaynpeauTantHoR mMapkuposkoi @,
HAMMEHOBAHWE NPOU3IBOANUTENR, CTRaHY,
roBapHbii 3nak WTALA ApurailMuTTens AT,
NEKAPCTBEHHYIO hOPMY, MEXAYHAPOAHCE
HENBTEHTOBAHHOS HAUMEHOBBHKE,
AO3IUPOBKY, HOMEP CEPHW, CPOK MOAHCCTH.
BTopuHHaR ynakoska, Ha nauke ykasbisaiot
TOprosoe HaMMeHoBaxWe npenapaTa c
npeaynpeavTensHol MapkHpoBKoR ®,
HOMMEHOBAHWE NPOMIBOGHTENA, ere a4Res,
venedaH, hakc, ToBapHbIi 3xak LWUTALA
ApuHaiMuTTENb AT, NEKAPCTBEHHY hopmy,

CynnosvTopuM Topneaco6paiHoft GOpMeI
6enoro upera

CooraeTcrayer

Coorpercrayer
CooTaercrayer
58.2

0

35.2

He Gonee 0,005%

3.7

52.1
Coorsercrayer

2 KOHTYpHbIE AUSAKOBbIE YNAKOBKW NO 5
CYNNOINTOPMED BMECTE C MHCTPYKUMER NO
MEAULMHCKOMY NPHMEHEHUIO
NexapcTBEeHHOro NPenaparta B N24ke ua
KapToHa, Ha GoKOBbIE KNanaHbl NAUkW
HaKNEeAHbl 3TUKETKW CAMOKNERWNECA
nonUMEepHLIe ANA 3auuTbl T
HECAHKUWOHWPOBAHHOrD BCKPLITHA

MNepeuuHan ynakoska. Ha KOHTYPHOW
AuLAKORON YNaKoBKe yKalaHu Toprosoe
HauMeHOBaHWe npenapara ¢
npeaynpeavTensHol Mapkuposkoi ®,
HAWMAHOBAHWE NPOU3BOAUTENSR, CTPaHa,
TosapHeil 3HaK WTAOA ApuHaiMUTTENb
Al, NeKapCTBEHHARA QOpMa,
MEXAYHAPOAHOE HENATEHTOBAHHOS
HaUMEHOBAHWE, A03INPOBKA, HOMEP CepWH,
CPOK roAHOCTH.

BropvuHBA YNakoBka, Ha nauxe ykasdaHe
TOpPropoe HaMMeHOBRHWE NpenapaTa C
npeaynpeanTensHon MapKuponKoh ®,
HaMMEHOBAHUE NPOWIBOAUTENA, ero
anpec, Tenedom, GaKc, TOBapHbIA 3HaK
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XpaHenne:

3akniouenne Cootsercrayer TpeGosanuam P NO01061/01-171017, uam. Ne1, 2,3, 4

LO03UPOBKY, MEXAYHBPOAHOE
HEMNATEHTOBAHHOEC HAVMMEHOBOHKE,
HAWMEHOBEHME H COABPXAHVE AEACTBYIOWErD
BELIECTAa B OAHOM CYNNO3UTOPHKU B
MUNNKIPaMMax, NepeyeHb BCNoMoraTenbHbiX
BELUeCTA, KONMYECTBO CYNNO3UTOPHED B
naudke, yCnoBuA OTNYCKa, YCNOBHA XpaHeHWs,
«XpaHuTh B HEAOCTYMHOM ANA AeTel MecTes,
HOMEp Cepru, CPOK FOAHOCTH, HOMEpP
PEruCTPALIMOHHOrO YACCTOBEPEHHUA, HOMED
CBMAETENLCTBA HA TOBAPHLIA 3HAK,
WTPUXOBOHA X0a, HAANWUCH PA3BACHUTANEHOrO
xapakrepa ana notpeSurenail: «CHUMET Xap
WabasuT or Gonu», «ana neTen L - 3
MEeCRUEB» - gna Ao3nposkn 50 Mr; «Ann
peteii 3 Mecaues - 3 neT» - ANA A03NPOBKK
100 mr; «ans aeveil 3 - 12 nets» - ana
L[O3WPoBKU 250 Mr; AONYCKARTCA HAHECRHWE
CPEACTB WaeHTWOUKAUWK ANR MOHUTOPUHIA
ABMNEHWA NEKBNCTBEHHBIX NPENapaTon

Npx TeMnepaType He Bolwe 20 °C

WTALA ApuHadMuTTens AT,
nexapcreeHHan GopMa, 103HPOBKA,
MeX/lYHAPOAHOR HENaTeHTOBAHHOE
HOMMCHOSBHUE, HAWMEHOBAHAE H
cOAepXaHWe ABRCTRYIOIIEro BEWeCTaa o
OAHOM CYNNO3WTOPUK B MUNNKMIRaMMAX,
nepeyeHs BCNOMOraTenbHbIX BLwecTs,
KOMUUECTBO CYNNO3MTOPHEB B navke,
YCNOBHUA OTNYCKA, YCNOBUA XPBHEHHA,
«XpPANUTH B HEAOCTYNHOM ANA AeTER
MECTE2, HOMEP CEpHU, CPOK MOAHOCTH,
HOMEP PErucTPALMOHHOND YAOCTORCPEHHR,
HOMED CBMAETENLCTBA HA TOBAPHLIA 3HAK,
WTPUXOBOM KOA, HBANKHCU
Pa3LACHUTENBHOFD XapaKkTepa aAns
notpeburenei: «CHuMer xap W3basuT oT
Gonu», <AnA peTei 1 - 3 MECALER?;
HAHECeHb! CPeacTaa MAGHTHOWKAUMK ANA
MOHWTOPHHIE ABVKEHHA NEKANCTRAHHbIX
npenapatos

"HUHwAPM"

. HavyanbHuk oTAena KOHTPONA Kavecrsa

Darta esinycka 10-Aerycr-2021

0.U.CepoBa

7 noANKCh

“ON0
CB NETPAROBA




