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MWKPO NABC NUMUTEQL
OTAOEN KOHTPONA KAYECTBA
CEPTU®UKAT AHAITU3A

Metamuaon HaTpua 500Mr+PeHnveepunnym 6pomun
0,1 mr+lurodeHoHa ruapoxnopng 5,0 mr.

PASMEP YNAKOBKM 10X10

BPAJl rabnerkn
CEPWUA Ne: BRLH1602 OATA NPOW3B.: CPOK rOOHOCTW:
01.01.2021 12.2025
PASMEP CEPUM: AATA OTYETA: el .
1 200 000 TaBneTOK 26.02.2021 AHANUTUYECKUWN OTYET Ne: MFP210279
CybcTaHumn: PET. Ne: M N012121/01 ot 23.08.2010 (aaTa

NMPOU3BOAWUTENDL CYBCTAHLIAM:
MeTamuaon HatpuA: («WxauaaH Xadicen dapmackioTukan

Ko. Jlra., Kuraiin)

MuToBeHoHa rugpoxnopua: «P. 1. AWH YEM NBT.

3aMenbl 11.11.2019)

HO- M Ne012121/01-111119

NTA., NHana» 3 Mzam. Ne 1
®eHnusepuHuyma opomna: «P. J1. PANH YEM MBT,
NT4., MHana»
TECT CTNEUNDUKALIMA PE3VIILTAT
Onwucaxue Kpyrnbie nnockounnHapuyeckue Kpyrneie nnockouunuKapudeckue
TabneTk1 Co CKOLUEHHLIMU Kpasamu, TaBreTKU CO CKOLUEHHLIMM Kpaamy,
Bnegno-xenToro ugeta, ¢ puckoit Ha | BnepHo-xenToro uBeTa, C PUCKOW Ha
OAHON CTOPOHE, W FPaBUPOBKON 0[HOI CTOPOHe, U rPABMPOBKON
MICRO Ha gpyroi cTopoHe ‘MICRO Ha gpyroi cTopoHe
MoanuHROCTL TeMHo-KpacHoe (ManuHosoe)
a) Metamuaon HaTpus OKpaLlKUBaHWe , KOTOPOe TEMHEET Npu CooTeeTcTBYET
{xuMunyeckum meTofom) fobaenenun pacrsopa kanus hopara.
MeTammnaon HaTpus BpemeHra yaepiuBaHWs 0CHOBHKIX
(meTogom BAMX) MUKOB Ha XpomaTtorpamme
MCNbITYEMOrO PacTEoRa JOIMKHDI
‘ COOTBETCTBOBATL BPEMEHaM CootsercrayeT
yAepKuBaHMA OCHOBHBLIX NKKOB Ha
XpoMaTtorpaMme CTaHaapTHOro
pacTteopa
®eHnusepuHna Gpomug BpeMs yaepXWBaHna OCHOBHOIO Nuka
(MeTogom BOXKX) Ha XpomaTorpaMmMe UcnbITyeMoro
pacTBopa AOMMKHO COOTBETCTEORATH |
BpeMeHW yNepXuBaHia OCHOBHOIO CoaTRETOTSYST
nWka xpomaTorpamme CTaRgapTHOro
pacrtBopa
MNurtodpeHona rmopoxnopua BpemeHa yaep u1BaHns OCHOBHbIX
(meTogom BIXX) NUKOB Ha xpoMarTorpamme
UCMbITYEMOro PacTBOPa AOMKHLI
COOTBETCTBOBaTL BPEMEHAM CootBeTcTBYET
YOEepPXUBaHUA OCHOBHLIX MWKOB Ha
Xpomarorpamme ctasgapTHOro
_pacTsopa
CpenHAn Macca OT 614 mr go 626 mr 620 mr
(620 = 1% m/m)
PeHnusepuHus Bpomua (no ot 85 % Ao 115% ot cpeaxero ot 97% no 102%
O0AHOPOAHOCTH cofiepxaHua
A03UPOBaHMA ) (MeTOAOM
BOHX) ) )
MutodheHoHa rugpoxnopug oT 85 % no 115% ot cpegHero o1 99% go 101%
(no ogHopoaHocTk coAepXaHua
[031MpoBaHKA ) (MeTogom ‘
B3IXX)




MeTamuson HaTpus

493.4 mr

A

oT 450,0 mr go 550,0 mr
(meTopom BEXX) (ot 90,0 % po 110,0% ot (98.7%)
3aRBNEHHOrO KONM4YecTsa)
deHnmeepunna Bpomua oT1 0,09 Mr o 0,11 mr 0.11 mr
(meTopom BIXKX) . (or 90,0 % no 110,0% o1 (107.5%)
! 38ABNEHHOTO KONMYECTBA)
MuTotheHoHa ruapoxnopna otr4,5mrgo 5,5mr 5.3 mr
(meTogom BAXKX) {oT 90,0 % o 110,0% ot (105.9%)
3aABNEHHOO KOM4ecTBa)
PacreopeHue

MeTammnaon HaTpys (8 YO)

He meHee 70% (Q) oT 3aasBneHHOro
Konu4ecTsa ACHKHO PacTBOPUTLCA
3245 MUHYT

ot 101% mo 104%
cpeaHee aHauvenve: 103%

PoAcTBEHHBIE NPUMECH
(meTopom BIXKX)

?

a) Mpumecs C He 6onee 1,0% 0,0%

b) EAnHKYHESR ;

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

¢) Cymma npumecent He Gonee 1,5% 0,1%
OpaHopoarocTb No Macce 18/20 TabneTok ~ He Bonee £5% oT-1% po +1%

2/20 TabneTok — He Bonee £10%

PacnagaemocTb He 6onée 15 MARYT 04 MURYTB! 27 CekyHa
Mukpobuonoru-eckas
4yncToTA .
KonuyecTes aspobHbIX He 6onee 1000 KOE/r meHee 10 KOE/T
Bakrepun - .
[poXKkersle W NnecHeBble He 6onee 100 KOE/r meHee 10 KOE/T
rPUBKK
E. Coli [omkHa oTcyTcTBOBaTL B 11 oTcyTCcTBYeT B 1r
YnakoBka 10 TabneTok B Snuctep NBXJAN, uny 8 10 Tabnevok 8 6nuctep NBX./An.
cTpun An. Mo 10 6nucTepos
. Mo 1,2 unu 10 GnucTepoB WNU CTPANOB BMECTE C MHCTPYKUWER Mo NPUMEHEHUIO B
BMECTE C MHCTPYKLMEN N0 NPUMEHEBHWIO B | NaYKy U3 KapToHa.
nadvky U3 KapToHa. s
MapxupoBka Ha 6nucrepe unu cTpune Ha pycckom | Ha 6rMcTepe UNu CTPUNE Ha PYCCKOM

A3bIKe yXa3blBaloT: Toproeoe
HauMeHoBaHne npenapara c
npeaynpeauTensHoh mapkuposkon ®,
nexkapcTeeHHYIo hopmy, HasBaHWe 1
cofepikaHne AefcTBYIOL|MX BAIUBCTE B
onHoi TaBnetke, «obesbonusaioWwes Y
CnNasMonuTMYeckoe CpeacTBO», HasBaHue
¥ agpec (pUpMbI-NpON3BOANTENA, €€ '
noroTun (Ha naTuHWle), Homep NKLEH3UKU
Ha NPOU3BOACTBO, BHYTPEHHMI KOO,
33aBOAA-U3rOTOBUTENA.

Homep cepun, gaty W3roTOBIEHUR,
«rOAEH A0Y.

Ha KaETOHHOﬁ navyke Ha PYCCOKM
yxasbman:rr: Toprosoe Ha3BaHWe
npenapara ¢ NpeaynpeanTenkHon
mapKupoekoi ®, rpynnupoBo4HOS
HanMeHOBaHUE, JIEKAPCTBEHHYI0 dopMmYy,
Ha3BaHWe ¥ CofepXKaxne AeNCTBYIOLLIUX
BeLLEeCcTB B oAHoi TaBneTke, H8ANWCh
«CONaPKMT NAKTO3Y»,KONWYECTBO
TabnetoK B YNAKOBKe, YCNOBYA XpaHeHWA
W oTnycka, cnocob NpuMeHeHus,
Hapnuck: «o6esbonveaiolliee U
cnaamMonuTUYecKoe cpedcTBox,
npefynpeauTenbHbie Hagnucy «XpaHuTs
B HEJOCTYNHOM ANs AeTeil mecTe», «He

f3kIKe YKa3kLIBaKOT: TOProsoe
HanMeHoBaHWe npenapata ¢
npegynpeauTensHoMn MapKUpoBKo#h ®,
NeKapcTBeHHYI0 hopMy, Ha3BaHWE U
coaepwaHue 4eACTBYIOLUX BBLLECTB B
onHol TabneTke, «obesbonueatoliee H
CNa3MonuTUHEecKoe CPeACTBO», Ha3BaH e
1 agpec MpMeI-NPOMSBOAUTENA, &6
NOroTvN (Ha NaTuHULEe), HOMeP NULEH3NUN
Ha NPOV3BOACTRO, BHYTPEHHMIA KOA
33BOAR-UArOTOBUTENA,

Homep cepwi, AaTy W3rOTOBEHUS,
«roaeH ao».

Ha kapTOHHON NayKke HA PYCCOKM
YKa3LIBaOT: TOProBOe HAIBAHME
npenapata ¢ npeaynpeauTensHon
MapKvpoBkoi ®, rpynnupoBOYHOE
HauMEeHOBaHNe, NexkapcTeeHHylo opmy,
HasBaHWe U cofepkaHue AenCTBYIOLNX
peulecTs B ofHof TabneTke, HaANWCH
«CoOepXuT NaKTo3y» KONU4ECTBO
TabneTokK B YNakoBKe, YCNOBUA XpaHeHuA
u oTnycka, cnocob nprmeHeHwa,
Haanuck: «obe3bonueatolee 1
CNasmoNMTHYECKOe CPpeacTBOY,
npeaynpeavTensHbie Hapnuck «XpaHUTb
B HEOCTYNHOM ANA AETEN MECTE», «He
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“CNOMbL3OBATL NO METEYEHMN CpoKa
FORHOCTY, YKa3aHHOro Ha ynakosken,
HasBaHite u agpec pupmbl-
NpouaBoauTens, ee norotun (Ha
natuHnye, HoMep cepuw, garty
NSTOTOBNEHUS, «TOABH 40...», WTPUX-KOL,
BHyTpeHHUIt koa 3aBopa-usrotosuTens
HOMED NuUEH3MK Ha NnpouaeoacTao,
HOMep perdcTpayuoHHoro
YAOCTOREPEHMS.

RoMonAuTensHo MoryT BsiTh HaHeceHs!
CPEACTBE MABHTUDMKALUM- LuchpOoBBIe
Mnn BykBeHHO-UMpoBbIe Kogb! { GTIN,
8!, No.:}? A tarke ABYXMEPHbIE
WTPUXOBOR Kog. R

WCNONb30BaTL NO UCTEYEHUM CPOKa
FOAHOCTY, YKA3aHHOrO Ha YNaKoBKkey,
Ha3eaHue ¥ agpec GupMsI-
NponsBoguTens, ee noroTun (Ha
natuHnle, HOMep cepum, gaTy
W3rOTOBMNEHUR, «rogeH ao...», WTpMx-Koa,
BHYTpeHHWit ko 3aBOAa-uaroToBNTENA
HOMEp NTMLeH3MK Ha nponseoacTso,
HOMep pervcTpauuoHHoro
YAocTOBEepeHus,

HAononHutensHo MOTYT BbITb HaHECEeHb!
cpeacTea naeHTudUKauuu- uMposkie
N BykBeHHO-LMpoBbIe koAbt ( GTIN,
Si, No.:)? A Tawke BBYXMepHbIi
WITPUXOBOA Kog,

XpakHeHue B opuriHansHoii ynakoske npu B opuruHansHoki ynakoBske npu
Temneparype He Bollle 25°C, Temnepartype He Briwe 25°C,
Cpok rogHocTH 5 ner 5 net

NPUMEYAHME: OBPASEL| COOTBEGTBYET HA 7 Ne012121/01-1

NPOAHANU3UPOBAHO
AOATA:13.03.2021

NPOBEPEHO
HATA: 13.03.2021

11119, Nam. Ne1

YTBEPXXAEHO
AATA: 13.03.2021



