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NPOU3BOAUTEND CYBCTAHUWMU:
MeTamuaon HaTpuAa: («“xauask XaiceH dapmacblaThkan

Ko. NtA., Kutain)
MuToBeHaHa rMApoOXNoOprA: «

3aMeHsl 11.11.2019)

P. N. dAVH YEM NBT.

HO- M Ne012121/01-111119

nTA., UHaus» ; MNam. Ne 1
®eunueepuHnyma pomua: «P. Il. PAUH YEM NBT.
NTA., UHana»
TECT CNEUNDUKALINA PE3YNbLTAT
QOnucaxne Kpyrnbie nnockoumnueapuyeckue Kpyrnkle nnockouunueapuieckue
TabneTky CO CKOWEHHLIMU KpasMmu, TabneTku CO CKOLEHHBIMU KDAsMMU,
BrefHO-XenToro UBeTa, C PUCKOW Ha BrnegHo-XenToro UBeTa, C pUCKoW Ha
OAHOU CTOPOHE, U rPABUPOBKOW OfHO# CTOPOHE, Y IPaBNPOBKOW
MICRQ Ha apyrov cropoHe MICRO Ha Apyrov CTOpoHe
MoAanUHHOCTb TemMHo-KpacHoe (ManuHosoe)
a) MeTtamu3on HaTpus oKpallMBaHue , KOTOpoe TeMHeeT Npi CooteeTcTayeT
(XUMUYECKUM METOAOM) pao6aBneHUV pacTeopa Kanus noparta.
MeTamMn3on HaTpua BpemeHa yaepxvBaHusa OCHOBHbIX
(meToaom BIXX) NVKOB Ha XpomaTtorpamme
WCNbITYEMOTO pacTeopa AoMKHbI!
COOTBETCTBOBATh BpEMEHaM CoorseTcrayeT
yOEPXUBAHWA OCHOBHbIX NUKOB HA
XpoMaTtorpaMme CTaHaapTHOro
pacTeopa
deHnusepuHns Gpomua BpEMS YAEPKIBAHWA OCHOBHOrO NuKa
(meTopom BIXX) Ha XxpomartorpaMMe UCNbITYyeMoro
pacTeopa [dOMXHO COOTBETCTBOBATH CooTaeTcTayet
BPEMEHU YASPXUBAHNA OCHOBHOMO ,
nvKka xpomarorpamme CTaHAapTHOro
pacTaopa
MuTodeHoHa rMgpoxnopna BpemeHa yaepXuBaHna OCHOBHbIX
(meTogom BOXX) NUKOB Ha xpomarorpamme
WCMbITYEMOro pacTeopa ACMKHbI
COOTBETCTBOBaTL BpEMeHam CootseTtcTayeT
yRepXvBaHWs OCHOBHLIX NUKOB Ha
XpomaTorpamme CTaHaapTHOro
pacTeopa
Cpeanss macca oT 614 Mr o 626 mr 620 mr
(620 £ 1% m/m)
dexnueepuHus Gpomug (no ot 85 % no 115% ot cpeaHero oT 98% ao 102%
OAHOPOQHOCTH copepxaHua
[,03UPOBaKWA) (MeToaoMm
BIOXX)
MuTodeHoHa ruapoXnopua oT 85 % no 115% or cpegHero oT 99% no 102%

(no ogHOpOAHOCTM
AC3UpoBaHus) (MeToAOM
BIMX)

COfepXaHua




MeTamu3zon HaTpus oT 450,0 mr go 550,0 mr 493.3 mr

(meTogom BOXX) (o7 90,0 % Ao 110,0% oT (98.7%)
32RBNEHHOM0 KOIUM4eCcTea)

deHnusepunna Gpomug o1 0,09 mr o 0,11 mr 0.10 mr

(MeToaom BAXX) (o1 80,0 % Ao 110,0% ot (101.5%)
3aABNEHHOro KONM4ecTsa)

MutotheHoHa rmapoxnopua ot 4,5mr go 5,5 mr 5.2 ™r

(meTogom BIXX) (ot 90,0 % po 110,0% ot (103.5%)
3aABRNEHHOr0 KONu4ecTea)

PacreopeHne

MeTtamu3on HaTpus (8 Y&)

He meHee 70% (Q) OT 328BNEeHHOro
KONVYECTBa AOMKHO PACTBOPUTHCA
3245 MUHYT

oT 101% Ao 102%
cpennee sHaverue: 102%

PoacTeeHMbIe NpUMeECH
(meTogom B3XX)

a) MNpumecs C

b) EquHUYHan
HeupgeHTMQUUMpPOBaHHaA
npumMech

¢) Cymma npumece

He 6onee 1,0%
He 6onee 0,5%

He 6onee 1,5%

0,0%
0,1%

0,3%

OpHopoAHOCTL N0 Macce

18/20 Tabnerok — He Bonee +5%
2/20 TabneTok — He Bonee +10%

ot -1% no +1%

PacnanaemocTb He 6onee 15 MUHYT 05 MUHYTbI 12 cexyHaa
MukpoBuonoriyeckan
4yucToTa
Konn4ecTso aspobHeix He 6onee 1000 KOE/r menee 10 KOE/T
BakTepuit
LOpoxoKkesble W nNnecHesble He 6onee 100 KOE/r menee 10 KOE/r
rpubku
E. Coli [orkHa oTcyTcTBOBaTH B 11 oTcyrcTeyer B 11
YnakoBKka 10 tabnetok B Snuctep NBX./An, nnv 8 10 Tabnetok B 6nuctep NBX./An,
cTpun An. o 10 6nucTepos
Mo 1,2 nnu 10 6NUCTEPOB MNK CTPWNOB BMECTE G MHCTPYKUMEA NO NPUMEHEHUIO B
BMECTE C MHCTPYKLMEN N0 NPUMEHEHWIO B | NAUKY U3 KapToHa.
navky U3 KapToHa.
MapkmpoBKa Ha 6nucrepe Wau cTpune Ha pycCcKoMm Ha 6nucTepe Ny cTpune Ha pyCCKOM

f3blKe YKasblBAKT: TOoprogoe
HauMeHoBaH1e npenaparta c
npeaynpeanTenbHon mapkuposkon ®,
nekapcTeeHHyo HhopMy, HazsaHue
copepXaHne AeicTBYOWNX 8ellecTs B
opHoii TabneTke, «obeabonusaowee v
cnasmMonMTHYECKoe CpeacTBO», HadBaHue
u aapec GMpMbI-NPOUIBOAUTENS, e
noroTun (Ha naTuHULe), HoOMeP AULEH3NU
#a NPOW3BOACTRO, BHYTPEHHWA KOA
3aBOAA-UaroTOBUTENS.

Homep cepwvu, 4aTy M3roTOBNEHUA,
«rofeH aoy.

Ha KkapTOHHOW Na4Yke HA PYCCOKM
yKa3b|BalOT; TOProBoe Ha3saHwe
npenapata ¢ npeaynpeguTensHon
Mapkuposkon ®, rpynnupoBoYHoe
HauMeHOBaHWe, NeKapcTaeHHy Gopmy,
HaaBaHue W CogepXaHue ABRCTBYIOLUX
sewjecTe & oaHoit TabneTke, HaaNMck
«CoAepXnT NaKTo3y» KoNu4ecTeo
TaBneToK B yNaKoBKe, YCNOBUA XPaHeH!A
1 oTnycka, cnocol NpUMeHeHUR,
Hapgnuck: «oBesbonveaowiee v
cnasMonuTU4eckoe CpeacTeo»,
npeaynpeanTenbHbIe HaanucK «XpaHnTb
8 HeAOCTYNHOM ANA AeTed MecTe», «He

A3blKke YKa3biBaOT: TOprosoe
HauMeHosaHue npenapaTa ¢
npeaynpeauTensHoi Mapkuposkon ®,
nekapcTBeHHYl0 hopmy, HasBaHwe 1
copepXaHue QeACTBYIOLWX BELLECTB B
oaHo TabneTke, «obeabonueaiouiee v
CNA3MONUTUYECKOE CPeACTEOY, Ha3BaHNUe
W agpec dvpMbl-npousoaUTens, ee
NOroTUR (Ha NaTUHULE), HOMEp NUUeH3NK
Ha NPOU3BOACTBO, BHYTPEHHWIA KOA
3aBoaa-naroToBUTENA.

Howmep cepuu, SaTy U3rCTORNEHUA,
«rogeH ao».

Ha KapTOHHOM NA4ke HA PYCCOKM
YKa3bIBaOT: TOProBoe HaleaHue
npenapata ¢ npeaynpeauTensHow
MapkupoBkoi ®, rpynnnpoeauHoe
HAMMEHKOBAHVe, NeKapCTBEeHHYI0 opMYy,
Ha3BaHWe W COnepXaHne AeCTBYIOWMUX
pelecTs 8 oaHon TabneTke, HaANUCH
«ConepX1T NakTo3y», KONMHecTso
TabneToK B yNakoBKe, YCNOBUR XpaHeHus
u oTnycka, cnocob NPUMEHEHNA,
Hagnue: «obesbonuealoee u
CMa3mMonuTUHecKoe CpeacTaoy,
npeaynpeavnTenbHbie HagNUCKH «XpaHuTs
B HEAOCTYNHOM ANs geTeit mecTe», «He




MCMNONL30BATL N0 UCTEYEHNM CpoKa
FOAHOCTH, YKA3aHHOMO Ha yNaKkoBKe»,
Ha3eaHue W appec hrpmel-
NPOM3BOAUTENS, €€ NOTOTUM (KA
naTUHUUE, HOMEp Cepuv; AaTy
W3rOTOBNEHWA, «TOASH A0...», LWTPUX-KOA,
BHYTpeHHUA KOA 33B80Aa-N3roToBUTENS
HOMEP NULEH3KK Ha NPOU3BOACTEO,
HOMEP PerHCTPaUUoHHOTO
YAOCTOBEPEHMA.

OononHWTensHo MOryT SbiTb HaHeCeHs!
cpeacTBa WAEHTMDUKALUN- UNPOBbIe
nnw GykeeHHo-Undpposbie koasl { GTIN,
SI, No.:)? A Tarke AByXMepHbIA
WTPUXOBOW KOA.

MCMONB30BATL NO UCTEYEHNN CPOKA
OAHOCTH, YKA3aHHOTO Ha YNaKoBKe,
HazBaHWe v appec upMel-
npoW3BOAMTENSA, 88 NOroTUn (Ha
naTtvHule, HOMEpP cepny, aaty
U3rOTOBNEHMR, «TOAEH AO...», WTPUX-KOA,
BHYTPEHHWIA KOA 38BOAA-HU3rOTOBUTENA
HOMEp NULIEH3UK Ha NPOM3BOACTBO,
HOMep permcTpaunoHHOra
YAOCTOBEPEHUA.

JlononkuTensHo MOTYT BbiTh HAHECEHDI
cpeacTea uaeHTHdVKaUum- uncposbIe
wnu Gykaerno-undpossie koast ( GTIN,
S, No.:)? A Taloke ABYXMEPHBIA
WTPNXOBOW KOA.

XpaHeHue

B opuruHanbHo# ynakoske npw
Temnepatype He Bbiwe 25°C.

B opuriHanbHoi ynakoske npy
TemnepaType He Buiwe 25°C.

CpOK rogHoCTH

5 net

5 neT

NPUMEYAHUE: OBPA3EL| COOTBECTB

NPOAHANU3UPOBAHO
OATA:16.03.2021

NPOBEPEHO
OATA: 16.03.2021

YET HA M Ne012121/01-111119, Uam Ne1 ="

YTBEPXAEHO
OATA: 16.03.2021




