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Jvyenaus Munncrepcrsa NpombilunerHocTv 1 Toprosar PO No N1012-00102-77/00010730

Ceptudmrar kauecrsa cepum No 5588 ot 10,06,2024

Mupokcukam, Kancyasl 20mr

TORroBOR HaMeHoBakUe IeKapCTaeHHOTE NPeNapaTa, NeKapcTaeHHan dopma, A03NPOBKa

Homep cepun
fata Havana npoussoacTea
Konnyecrso

AHENIN3 BBINONHEH M0 HOPMATUBHOMY ACKYMEHTY

PerucTpaumorHoe yaoctosepeHe /M-Ne(000696)-(PT-RU)

020524

28.05.2024

5952 ynakoBox

N-N2{000696)-(PT-RU)-150422

HaumeHoeaune NoKa3sartens

MeTtogs KoKTpOAS

HopmaTtueHoe sHaueHue

PesyneTat KOHTpOAS

Onucadue BusyanbHnii
Kancyael Teepabie wenatmHossie No2, Kopnye | Kancynel T8epasie skenatuHossie Ne2, Kopnyc
¥ KPBILIK3 OPaHKEBOro LBeTa, HenpospadHble. | U KpbilLka OPaHXeBOoro UBeTa, HENpPO3paYHLIe.
Comepramoe  kamcyn: cmecs nopowka w Comepmumoe  Kancym: cmeck nopoluka u
TPaHyA oT nouth Genoro Ao ceer/o-wenToro TPaHysl CBeTn0-Mentoro userta, MMpucyTcTeyer
usera, Aonyckaerca YNOTHEHUE | yNNOTHEHWE COBEPMHMMOrO Kancys B KOMKM N0
COABPHUMOTD Kancyn B KOMKm no dopme dopme Kancynsl, nerko paspylaembie npu
Kancynsl, Nerko pazpywaemsie NpW | HaJaBAWBaHUM CTEKNAKHON NANOYKON
HaA3ABIUBAHUM CTEKNAHHON NaNOYKOLN.
MNopgnuurocTs YO-cnektpodotomerpus
YnbTpaguoneTossie CNEKTPbl  NOTAOWEHUA
MCMbITYEMOro  pacteopa W pactsopa CO
NUPOKCUKama, NPUrOTOBAEHHbIX ana CooTeercreyeT
KONMYECTBEHHOrO onpeaenequs, B 0bAacT1 oT
240 no 380 HM AOMHHEI UMETE MaKCUMYM Npwn
OLHUX 1 TeX WE AAWHAX BOSH (£ 2 Hm),
Pacteopenue [® PO YO-cnektpodotometpus
He menee 75 % (Q) CisHisN20sS (nupakcukama) 94 %
yepes 45 mun
PoacTseHHbie npymech TCX
2-amuHonUpuanH — He Gonee 0,5 %. Fle 0BHapyero
TCX
Eantndsan HEWARHTUGUUMPOBaKHAA NPUMECE He obHapyeHo
— He Benee 0,2 %:
Cymma npumecet = ne Bosnee 1,5 %, He 06HapyreHo
OaHOPOAHOCTL BO3MPOBaHNS [® PO, cnocab 1, Y®-cnextoodoTometpus 7
AV<15,0% 7,8 %
KosmyecTeeHHoe onpegeneHme Y@-cnektpodotomerpus
Or 185 g0 21,5 wr, CisHi3N4035 18,6 mr

(nupokcukama) s Karicyne .

Mukpobuonorudeckas uncrora
Obuiee 4Mcno aspobHbix
MHKpooprasmsmos 8 1 r;
O6lwee yucno apomsKesLIx U
nAeCHeBbIX rpnbos B 1 1;
Escherichiacolis 1 r.

D PP, Kateropus 3A

He 6onee 1-10% KOE/ r/mn;

He Gonee 1:102 KOE/ r/ma;
OTCYTCTBME B 1 1/mA.

Meree 1:10* KOE

Mewee 110 KOE
OtcyrcTsyer

YnaxkoBxa

Mo 10 kancyn 8 KoWTYpHYyHO AYEMKOBYIO
YNAKOBKY M3 NAeHKU NOAMBUHUAXNOPUAHONM,
ambo MNEHKM
NOSMBUHUAXN0PUAHON/NOAUBUHUAU ABHXNC Y
AHOW W $OAbTM  anoMUHMEsON neYyaTHoM
NAKUPOBIHHOIN.

W no 10 kancyn 8 KoHTypHyio adelikosyio
YMaKOBKY M3 matepuana KomBUHMPOBAHHOMO
Ha ocHOBe (osbri (TpeXCnoMHbIH mMmartepuan,
BRAOYZIOWMA BNOMUHUEBYIO QONLTY, NAGHKY
M3 OpPMEHTMPOBAHHOTO noanammag,
MOMMBUHWUAXAODUAHYIO NAKKY), M doabru
2NOMUHUEBON NEYaTHON NaKMPOBaHHOI.
1,23 4,56 7,8 9 wwm 10 KOHTYPHBIX
A4EHKOBbIX YNAKOBOK BMecTe c MHCTPYKUMel
MO MPUMEHEHWMIO MOMBLEIOT B KapPTOHHYIO
YN2KOBRY (nasry).

Mo 10 kamcyn B KoHTypHylo AYeiKoBY:0
YN3KOBKY M3 MAEHKW NOAMBKHWUAXAOPULHON U
honbru 2/IOMUHUEBOK MeYaTHEN
NAKUPOBAHHOM.

2 KOHTYpHblE A4EMKOBLIE YMAKOBKU BMECTE C
MHCTPYKUWER MO MPUMEHEHUIO NOMELLEHb! &
KAPTOHHY!O YNaxkoBKy (nauxy).

Mapuumposka

Ha KOHTYpPHOM# AYEUKOBOM VN2KOBKE

Ha KOHTYpHO# A4elKOBOM YNaKoske

Othoomaeno: Crasn A.B.

Mrmarrmien: 1 s
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PaFMALERTHIA

(BauncTepe) YKa3bIBAIOT TOprosoe
HaMMEHOBaHMe JIEKAPCTEEHHOMO npenaparta
(cosnapaet o MEM Y HapoAHbIM
HenaTeHToBaHHbBIM HavmeHoBaH1am),
NEKAPCTBEHHYIO dopmy, N03UPOBKY,
HavMeHOoBaHMe AepRaTens perncTpaLoHHoro
YAOCTOBEPEHNS " HaMMeHoBaHue

NpOW3BOAMTENR NEeKapPCTBEHHOID Npenapara,
HoMep cepuy (BRAKMAIOWMA MECALY ¥ 04
npoM3soacTsa),  AaTy  MCTEYRHMA  CPOX3
ropHoCTH (Mecal 1 rod).

Ha KapToHHOIl ynakoske (nadyxe) ykaseisaioT
TOprosoe  HauMeHOBaHWe  JIEKAPCTBEHHOIO
npenapata (CoBnNaAaeT € MENAyHapOAHbLIM
HenaTeHTOBaHHbIM HaWMEBHOBAHWEM),
HaMMeHOBaHME OepHKaTens PerncTpauuoHHoro
YAOCTOBEPEHWA u HaWMEHOBaHUE
MPOM3BOAMTENS /IEKAPCTBEHHOTD Mpenapara,
agpec  NPOV3BOAWTENR  NEKAPCTBEHHOMO
npenapata  (cTpaHa, obnacts, ropod),
3NeKTROHHBIA 3Opec ¥ CaifT NPOM3BOAUTENS,
appec nepwaTena PErucTRaLMOHHOM
ypocTosepenna  (CTpaHa),  NEKpCTBEHHYIO
dopmy, LO3WMPOBKY, KOAWMUECTBO Kancyn &
ynakoexe, uHbopMaLmia o cocrase
/IeKapCTBEHHOMO npenaparta (HaumeHosaHue
felicTByIOWErD BRUECTBA U EBfO KO/W4eCTso,
nepeyeHt BCMOMOraTenbHsIX seulecTs), Homep
cepun  (BKnkualowmiA  mecal  w TOA
npeM3sOACTBA),  AATY  WCTeYEHMR  CPOKa
rogHoCT# (roged Jo: Mecau # rog),ycnosus
XpaHerus, cnocob npumererna: «1na npuema
BHYTPbY, yENoBuA OTNYyCKa, HOMED
PErMCTPaLMeHHOTD YAOCTOBEPSHUA, NOTOTUM
NpoOM3BOAMTENA W/WAKM JOTOTWN  3aKas4uka,
dapm-Kof, IWTPUXOBOH  KOA, NBYMEPHbINA
WTPMXOBON KOA, C NOAHOR WAw YACTHUHOM
pacwndpoBKoi MHGOPMaLMY, copepralleica
8 OBYMEPHOM WTPMXOBOM KoAe uan bes Hero,
«CMOTDM  MHCTPYKUMIO MO MPUMEHEHNMIO
(nucTok-Knagbiw)y, «He MPUMEHATs  No
MCTEUEHWM CPOKa rOOHOCTMY, «XpaHnTe 8

(BancTepe) yKasaHo: TOProBOE HaMMeHOBaHWE
feKapcTeeHHoro  npenapata  (coenajaet ¢
MEMAYHaPOaHbBIM HENaTeHTOBAHHbLIM
HaumeHoBanuem), NexapcreeHHas  dopma,
D031pOBKa, HaWMEHOBaHUE  AgpraTens
PerMcTpaumnoHHoro yAoCTOBEREHNA "
HaWMEHOBEHKE npou3soaUTENs
NEKapCTBEHHOTO npenapata, HOMEPR Cepuu
(BRANOYAIOWMIA MecAl U rof Npou3B0ACTBE),
[aTta WCTEYEHMA CPOKa ropgHocTh (mecsy w
roa).

Ha ®apToHHO# ymakoske (mayke) yKasaHo:
TOProsoe HaWMEHOBaHWE NeKAPCTBEHHOTO
npenapata (coBnafaeT C MEMAYHAPOAHbLIM
HenaTeHTOBaHHBIM HaNMEHOBaHWEM),
HaUMEHOBaHME AEPIKaTeNA PerUETPaliMOHHOrO
yAOCTOBEPEHUA W HaumeHosaHue
NpOW3BOAMTENA NEKapCTBEHHOro npenapats,
anpec  NpoOU3BOAMTENA NeKapcTBeHHOro
npenapata  (cTpana,  o6nacTy, ropoa),
3NeKTPOHHbIN aapec W CaitT npoussoauTens,
anpec fepwarens PerucTPaLMOHHOTO
yooctoBepenus  (cTpaHa),  flexapcreenHas
$hopMa, [A03MPOBKa, KOMMYECTSO Kancyn B8
yraKosKe, uHhopmaLma Lo} cocTase
JEKAPCTBEHHOTO nNpenapata  (HaumeHoBaHue
AEWCTBYIOWEro BELECTBa W ero KoMM4ecTeo,
flapeyeHb BCNOMOTaTeNbHbIX BEWECTE), HOMEP
cepun  (BxmoualolMi  mecay W rof
NpoOW3BOACTBA), A3Ta  MCTe4eHus  Cpoka
rOAHOCTY (rofeH A0 mecal W rOA),yChoBuA
XpaHeHus, cnocod npumererun: «na npuema
BHYTPLY, YCNoBms OTNYCKE, HOMED
PErUCTPALMOHHOMC YAOCTOBEPEHUA, NOTOTUM
NPOV3BOAUTENA, (apm-Koa, WITPUXCBOR Kop,
OBYMEpHBIA  WTPMXOBOR K04, C YacTU4HON
pacludposkoil MHGOPMaLMY, copepKaleincs
B OBYMEpHOM WTPUXOBOM Koge, «CmoTpu
MHCTPYKUMIO N0 MPUMEHEHMIO  (MCTOK-
sxiamsi)», «He npUMeRATs MO MUCTeHEHWK
CpOKa FOGHOCTMY, «XPaHuTb B HEAOCTYMHOM
ANA AeTel mecTen.

HEAOCTYMHOM AR AETel MacTey. [ononuuTeENbHO  HA KapTOHHOM  YNaKoBKe

LononsutensHo  Ha KapTOHHOW  yraroBeke (nauke) npoaybanposarsi TOpToBOe
(nauke) ay6avpyeTca TOPrOBOE HaUMeHOBaHWe HavmeHoBakHue " [103MPOBKa [
¥ [O3VPOBKA C MCMONMb30BaHMeM WpKdTa | UCNO/E30BaHMEM wpubTa bpains.
Bpaiina.

CpoK rogHOCTH 3 ropa TopeH ao: 04/2027

XpaHeHue B OPUrUHENbHOM YNaKoBKe (KOHTYpHESA qUeKoBaA YNAKOBKa, BACKEHHAA B Nauky) npu
TemnepaType He solwe 25 °C. ]

3akAKMEHME: COOTBETCTBYET/ He cooTseTcTByeT TpeboBaHnam JIN-Ne[000696)-(Pr-RU)-150422

‘ (HeoBxoaMMOE NOAYEPKHYTS)

HayanbHur OKK

" = [Kupunura N.9.

Crpaupna: 2 3 2




