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MuToBEHOHA TMAPOXNOPUA: «P. . ®AVH YEM NBT.
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deHnUBEPUHUYMa BpoMMAL «P. . DANH HEM MneT.

Wam. Ne 1-2

BEr. Ne: N N012121/01 o7 23.08.2010 (pata

et

HA- N Ne012121/01-111119

NTR., Asgnay
i CNELMOUKALMA

TECT
OnucaHune Kpyrnble nNNocKoLUNUHApUHecKue

PE3YNbTAT
Kpyrnbie nnocKouMnvHapuyeckue

|

TabneTkn co CcKOLEeHHbIMW Kpaami,

BrieaHo-KenToro useta, ¢ pUCKOW Ha
O[HOI CTOPOHE, W rpasvpoBKOW

tafneTkn CO CKOLWEHHbBIMA Kpasmu,
BneaHo-XKenToro Useta, C PUCKOW Ha
\—ﬁonnnHHocm
| a) MeTamu3on HaTpuA
| (XMMUHECKUM METOAOM)

no6aBreru pacTsopa kanus iopata.

MICRO Ha gpyrov CTOPOHE MICRO Ha apyrow cTopoHe
TemHO-KpacHoe (ManuHoBoE)
oKpaluuBaHue , KoTopoe TeMHeeT npu CooTtBeTcTByeT

OfHOW CTOPOHE, U rpaBypOBKOW
MeTammnaosn HaTpua

(meTopoM BAMXX)

BpemeHa yaepxusaHua OCHOBHbIX
NUKOB Ha Xpomartorpamme
MCALITYEMOro pacTsopa AOMKHE
COOTBETCTBOBATL BpeMeHaM
yAEPKNBAHUS OCHOBHbBIX NUKOB Ha
xpomatorpamme CTaHaapTHOMO
pacTeopa

CooTseTCcTBYEeT

BpEMA yAepXK1BaHUs OCHOBHOMO NWKa
Ha Xpomarorpamme MCnbITYEMOT0
pacrtsopa nonmo_coomemmaaarb
BpEMEHU yAepKUBAHUSA OCHOBHOTO
fnvka Xpomarorpamme cTaHQapTHOro
pacTBopa

dennveepuHnsa bpoMna
(meTo4OM B3XX)

CooTBeTCTBYET |

| ﬂuTodié"HOHa ruapoxnopua
(meTopom BOXKX)

BpemeHa yAepXuBaHna OCHOBHbBIX
AMKOB Ha XpoMarorpamMme
UCNbITYeMOro pacTeopa AOIDKHBI
coOTBETCTBOBATL BpeMeHam
yaepKuBaHuns OCHOBHBIX NMUKOB Ha
xpomarorpamme cTaHpapTHOro
pacTsopa

CooTBeTCTBYET

CpenHsaa macca oT 614 mr go 626 mr

(620 + 1% M/m)

619 mr

dennneepuHusa Bpomua, (no oT 85 % po 115% ot cpeaHerc

ot 97% no 102%

OQHOPOAHOCTH conepXaHus

no3auposaxna ) (MeToaoM

BIXX)

MuTodeHoHa rMAPOXNOpPnA ot 85 % po 115% oT cpeaHero ot 99% no 101%
(NO OAHOPOAHOCTH COOoepXaHua

no3npoBaHua ) (METoAOM

B3IXX)

MeTamuaon HaTpus ot 450,0 mr ao 550,0 mr 500.3 mr
(meTopom BIXX) (07 90,0 % Ao 110,0% ot (100.1%)

3aRBMNEHHOT0 KONW4ecTsa)

deHnveepuHus Bpomua ot 0,09 mr go 0,11 mr




MeTamnson HaTpus (8 YO)

He meHee 70% (Q) oT 3asBneHHoro
KonudecTsa QOMKHO paCTBODMTbCﬂ
3a45 MUHYT

(meToaom BIXKX) (o1 90,0 % po 110,0% ot (102.9%)
- 3asiBNEHHOr0 KONu4ecTaa)
MuTod)eHOHa rapOXIopUA ot 4,5mr 0o 5,5 mr 53 mr
(meTopom BIXKX) (o1 90,0 % Ao 110,0% ot (105.5%)
3asBNEHHOTO KONWYecTsa)
PacteopeHue

oT 100% ao 102%
cpeaHee aHaqenue: 101%

PofcTeeHHbIe NpuMecu
(meTopfiom BOXKX)

a) MNpumecs C He 6onee 1,0% 0,1%
b) EauHrdHan

HEMOEHTUDULMPOBaHHaRA He Gonee 0,5% 0,1%
npuMech

¢) Cymma npumecei He 6onee 1,5% 0,2%

OQHOPOAHOCTL NO Macce

18/20 TabneTok — He Bonee +5%
2/20 TabneTok — He 6onee £10%

oT -1% po +2%

PacnanaemocTb

He 6onee 15 MUHYT

03 MuHYTbI 25 cekyHa

| MukpoBuonoruueckas
yucToTa

KonudecTso a3pobHbiX
BakTepuit

[lpoxokeBble W NnecHeBble

He 6onee 1000 KOE/r

He Bonee 100 KOE/r

meHee 10 KOE/Tr

menee 10 KOE/r

rpubrm
| E. Coli [JomkHa oTCYTCTBOBATL B1ir oTcyreTeyeT B 11

YnakoBKka 70 Tabnetok 8 6nuctep NBX./An. nnu | 10 TabneTok B 6nuctep MNBXJAN.
B cTpun An. Mo 1 6nuctep
Mo 1,2 wnn 10 BnAucTepos unu BMecTe C MHCTPYKUuen no
CTpUNOB NPUMEHEHUIO B Nauky U3 kapToHa.
BMecTe ¢ MHCTPYKUMEN Mo
NPUMEHEHWIO B NaYKy U3 KapToHa.

MapKupoBka Ha 6nuctepe wnu cTpune Ha Ha 6nuctepe unu cTpune Ha

pYyCCKOM A3blKe yKa3biBaKT:
TOproBOe HauMeHoBaHwe npenapata
¢ npegynpepuTensHom MapKUPOBKOA
®, ;
nekapcTeeHHyro hopmy, HassaHne U
cofepxaHue AeicTByIoLLVX BELLeCTs
B opHo# Tabnetke, ‘
«oBesbonuearouiee
CrnasMonuTUYECcKoe CpeacTBeo,
Ha3zaHue 1 agpec Gupmbl-
NPOVN3BOAUTENA, €€ NOroTHnN (Ha
naTUHUUE), HOMEp NuueH3nu Ha
npou3BoACTBO, BHYTPEHHWUN KOA
3aBofa-uaroTosuTeNd.

Homep cepuu, ATy W3roTOBEHNS,
«ropeH go».

Ha KapTOHHOWU Ma4yke Ha PYCCOKM
YKa3blBalOT: TOProsoe Ha3BaHwe
npenapara ¢ npeaynpeauTensHo
MapKupoBkow ®, rpynnupoBoyHOE
HaUMEHOBaHNe, NEKapCTBEHHY
chopmy, HazsaHme 1 copepxaHue
[ENCTBYIOLNX BELLECTB B OAHOM
tabneTke, Haanuck «CoaepxuT
NaKTo3y» KonuecTso TabneTok B
ynaKkoBKe, YCMOBUA XpaHeHWA U
oTnycka, crnocob NpUMEeHeHNA,
Hagnuce: «obesbonusaiollee 1
cna3MonUTUYEecKoe CpeacTeoy,
npeaynpeanTensHbe HaanucH

| «XpaHWTb B HEAOCTYMHOM ANA geten

PYCCKOM fi3biKe YKa3biBaloT:
TOProBOE HauMeHoBaHUe npenaparta
¢ npeaynpeauTensHOu MapKUpOBKOW
®!

nekapcTeeHHyto hopMy, HassaHue u
copepxaHue AeiCTBYIOLLX BEWECTB
B oHO TabneTke,
«obesbonuearLiee U
cnasMonuTUYecKoe cpeacTeoy,
HasBaHue u aapec GUpMbi-
npov3BoanTens, ee norotun (Ha
naTUHULE), HOMEp NUUEeH3ny Ha
npousBoACTBO, BHYTPEHHWUIA KO
3aBoAa-u3roTOBUTENA.

Homep cepuu, AaTy U3rOTOBNEHUA,
«ropeH ao».

Ha kapToHHOW nauke Ha PYCCOKM
YKa3blBaIOT: TOPrOBOE Ha3BaHne
npenapara ¢ npenynpegmenbuoﬁ
Mapkupoekoit ®, rpynnupoBoYHOe
HaVUMEHOBaHWe, NexapCTBeHHYI
dopmy, Ha3BaHNE U copepxaHve
[ERCTBYIOLNX BELECTB B ofHoM
tabneTke, Haanucek «COAEPXUT
NaKTo3y»,KoNU4ecTso TabneTok B
ynakoBKe, yCnoBus XpaHeH!s “
oTnycka, cnocob NpUMEHEHA,
nagnucek: «obesbonveatoiee W
crnasmonuTUyeckoe cpeacTeson,
npegynpeauTenbHbie HaANUCK
«XpaHuTb B HEAOCTYNHOM ANA nerew




mecTe», «He ncnonbsosate No
WUCTEYEHUM CPOKa rOgHOCTY,
YKa3aHHOro Ha ynakoBke», HasBaHue
¥ agpec PupMeI-NPOU3BOAUTENS, ee
noroTun (Ha naTuHuLe, HOMEpP Cepun,
[aTy UaroToBneHus!, «rofeH fo...»,
LWITpUX-Koa,

BHyTpeHHUl oA 3aBofa-
W3roToBUTENA HOMED NUeH3nn Ha
NPOU3BOACTBO, HOMEP
PerucTpPaLmMoHHOro yA0CTOBEPEHUA.
[ononHUTEensHO MoryT BbiITh
HaHeceHbl cpeacTaa
naeHTUUKkaumMu- Ludposble Unu
BykeeHHO-undposble koasl (GTIN,
S.No.:). A Takke ABYXMepHbIN
LWITPUXOBOW KOZ.

MecTe», «He ncnone3oBath Mo
UcTeueHu CpoKa rogHocTH,
yKasaHHOro Ha ynaxkoske», Ha3eaHue
1 agpec hupMbi-npon3BoauTens, ee
noroTun (Ha naTtuHuue, HoMep Cepuu,
OaTty U3rotToeneHus, «rofeH 0o...»,
WTPUX-KOA,

BryTpeHHuin koa 3apofa-
W3roTOBUTENA HOMEP NUUEeH3nKn Ha
Mpou3BOLCTBO, HOMED
pPerncTpaumnosHOro Y40CTOBEpeHusA.

JlononHuTensHO HaHeceHsl CpeacTea
naeHTUuuKaumm -Lumngposbie Kogpl
(GTIN, S.No.:). A Takke AByXMepPHbIN
WITPUXOBOW Kof,.

XpaHeHue

B opuruHansHoOW ynakoBKe npu
TemnepaType He Bbiwe 25°C.

B opuruHansHOW ynakoske npu
TemnepaTtype He Bbiwe 25°C,

CpoK rogHocTu

5 ner

5 ner
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