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1. Onucanue Kpyrible  nBOSKOBBINMYKJIbIE — TaGNETKH,  MOKPBIThIE | Kpyrmwie  msosxosmmyksie

TabJIETKH, MOKPHITbIE 060I0YKOMH
KpacHoro upeta. Ha nonepeunom
cpe3e BHAHBI 1ABa ciosA. Sapo

000504K0i KpacHOro upeta. Ha momepeuHoM cpese BUAHBI
IBa ci1os. SInpo TabaeTok oT KENTOro 10 KENTO-OPaHKEBOTO

O61mee uncno rpu6os ue Gonee 1028 1 1.
Orcyrcrue Escherichia coliB 1 .

IIBeTa. (Bmyanm{su‘fl) TabneTOK  KENTO-OpaHkKEBOTO
1BETA.
2. IToTMHHOCTS:
- pubodnasuna pocdar Harpus CreKTp MOrJOIEHHs MCIBITYEMOr0 pacTBopa, MPHIOTOBIEHHOTO CooTBeTCTBYIOT
JJI KOJIMYECTBEHHOI O omnpenaeneHus, B oonacta ot 300 no 550 uMm
JIOIDKEH UMeTh MakCHMyMEI ripH (445 & 2) M o npu (373 + 2) .
(Cnextpodoromerpus B yiabTpadHoieToBOM 1 BUIAMMO#M 00/1aCTIX,
I'o Po*)
- sAHTapHas KHCI0Ta Bpems ynepxkuBanus nyvka SHTapHOM KMCIOTBI H2 XpOMATOrpaMMe CoorBercTByeT
HCIIBITYEMOT0 pacTBOpaA, NPUTOTOBJICHHOTO I KOJUYECTBEHHOIO
OMNpEJIEICHUs, JOJDKHO COOTBETCTBOBATh BPEMEHH YIEPXKHMBAHMS
THMKa SHTAPHOM KMCJIOTHI HA XPOMAaTOrpaMMe pacTBOpa CPAaBHEHHS.
(BOXX, I'D PO¥)
- HHKOTHHAMH Bpems ynepxHMBaHMS NMKOB HHMKOTMHAMMIA M MHO3WHA Ha CootsercTByer
- HHO3WH XpOMaTorpaMMe HCIBITYEMOIO pPacTBOpa, HMPUIOTOBJIEHHOTO s
KOJIMYECTBEHHOI0  ONpENENCHUs, JOKHO  COOTBETCTBOBATD
BPEMCHH YICPXKHUBAHHA IMKOB COOTBETCTBYIOLIMX BEIIECTB Ha
XpoMarorpamme pactsopa cpaBHeHus. (BOXX, I'd PD¥)
- KpacHTens a30pyGuH CrniekTp NOrJIOMEHHs: HCIIBITYEMOro pacTBopa B 06macTH ot 350 10 CootBercTByeT
(xapmyasun) (E 122) 550 HM OJKEH MMETh MaKCHMYM TIOTJIOIIEHHS TIPH JTHHE BOJTHBI
(520 + 2) mm. (Cnekrpodoromerpus B yisTpaduOneTOBOH H
BHANMO} obnactsx, '@ PD¥)
3. PactBOpeHue 1-s cranus - He 6onee 10 % sHTapHOM KMCIOTHI 32 60 MHH. 0-0,09
2-s cTanus - He MeHee 75 % (Q) AHTapHOM KUCIIOTHI 3a 45 MUH. 94-99
(D PO*)
4. PoncTBeHHBIE IPUMECH:
- THIIOKCAHTHUH, IYaHO3HH CymmapHoe cozneprkanue B 1 Tabetke He 60onee 2,5 % OT HOMHHAIBHOTO 0,2
cozepxanus MHo3uHa. (BDXX, I'd PD*)
- HHUKOTMHOBAS KMCJIOTA Conepxanue B 1 Tabnetke He Gonee 1,0 % OT coaepkaHNs HHKOTHHAMH/A. 0,03
(BOXX, I'D PD*)
B, CyMMapHoe coliepkaHHe OT CyMMBI ILIOIIA/EH TMKOB HUKOTHHAMM/A H
np}:}::;eﬂmudmuuposaﬂume Hl-}llO3PlHI:i He 60ne§ 1,0 %. (BS%,KX, I'd PO*) Bczes 0305
- momudnaBHH Conepxanue B 1 Tabnetke He 6omee 0,20 % OT HOMMHATLHOTO COJEPKAHUSA 0
pubodnasuna pochara Hatpus. (BOXX, FD PO*)
5. Mukpobuoorniyeckas 4ucToTa Kareropus 3 A. ([® PO*)
O6miee yncio aspo6HbIX GakTepuit He Gonee 10° B 1 T. Menee 10
Mesnee 10

He o6HapyxeHo

6. OMHOPOAHOCTH NO3UPOBAHUS

(BIXKX, T® PD*)
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- pubodnabuna pochar Hatpus JlomkeH cooTBeTCTBOBATH TpeGoBanusm. (I PD* croco6 1) Coogf_rgrryﬂ
- SIHTapHas KKCJI0Ta Homxken cooTBercTBOBaTH TpeGoBaHuAM. (D PO*, criocob 2) COUEZ?;Y”
C
- HUKOTHHaMH Homken coorsercTBOBaTH TpeGoBanuaM. (I'P PO*, criocob 1) O(AT\B}:?;WT
CootBercTBYET
- HHO3MH Hoinken cootsercTBOBaTH TpeGoBaHusAM. (I'D PO*, ciocob 1) AV=10,9
7. KonMuecTBeHHOE OMpeiesIeHHE
- pubodasnna pocdar Hatpus Ot 0,0045 10 0,0055 r C17H20N4NaOoP (pubodnasuuna dpocpara 0,0048
Harpus) B 1 Tabnetke (CniekTpodoTomMeTpus B yabTpadroieToBOM
) M BHIUMOI obnactsx, ['® PD*)
- AHTapHas KNCJI0Ta Ot 0,2850 10 0,3150 r C4HsO4 (sHTapHO# KKCIOTH) B 1 TabIeTKE. 0,2918
(BOXX,I'® PO*)
- HHO3HH Ot 0,0462 no 0,0538 r CioH12N4Os (Muosmnu) n 1 rabnerke, 0,04189
- HUKOTUHaM (B, T PO%)
s Ot 0,0231 10 0,0269 r CsHsN2O (nukotuHamuna) B 1 Tabnerke 0,0244
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8. YmakoBka

o 10 mm 20 TabneTox B KOHTYPHYIO SIYEHKOBYIO YIIAKOBKY M3 TLUIEHKH
TIOJIMBUHAIIXJIOPHIHON H  (ONbrd aTIOMMHHMEBOH IS  YIAaKOBKH.
S KOHTYpHBIX S4YEHKOBBIX ymakoBok mo 20 Tabnerok, 5 wm
10 KOHTYpHBIX sYEHKOBBIX ymakoBok mo 10 TabneTrok BMecTe c
HMHCTPYKLHEH 110 MEAUIHHCKOMY MPUMEHEHHIO MIOMEINAIOT B MAa4Ky U3
KapToHa. J[I1 KOHTPOJIS TIEPBOrO BCKPHITHA GOKOBbIE KiIamaHbl MauKH
MOTyT ObITh 3aKJieeHbI 3THKeTKaMH. [Tauki MOryT OBITH CrpYNIIIHPOBaHbI
B 0aH/EpOIN TEPMOYCaTOYHOM TIEHKOH.

ITo 10 Tabnerok B KOHTYpPHOM
AYEHKOBOH = YyNakoBKE M3
TUKHKU TIOJIMBHUHWIXJIODHIHOA U
Gdomer  AMOMMHMEBOH I
YTAKOBKH.

Ilo 5 KOHTYpHBIX SUYEHKOBBIX
YNAKOBOK BMECTE C MHCTPYKLMEH
N0 TMPHMEHEHHMIO B TNayke U3
KapToHa.

9. MapkupoBka

1)IIepBuyHas ynakoBka.

Ha xoHTypHO# 4€iKOBO# yIIakOBKE yKa3bIBalOT:

TOBapHbIH 3HaK NPOU3BOJHUTENS, TOPrOBOE HAUMEHOBAHHE
npernapara ¢ IpeaynpeIuTeabHOR MapKHpOBKOH ®,
JeKapcTBEHHYIO (hopMy, conepikaHue ACHCTBYIONIMX BELIECTB B
OJIHOI TabeTke, HOMEP CEPHH, CPOK FOJHOCTH.

2)BropuyHasi ynakoBKa.

Ha nauke yxa3bIBator:

TOBapHbIii 3HaK, HAUMEHOBaHHUE, aJIPEC, Te/(PaKkc NPOU3BOAUTES,
TOProBO€ HAMMEHOBAHHKE TIperNapara ¢ NpeynpeuTeIbHOR
MapKHpOBKOW®, rpynmupoBoyHOEe HAUMEHOBAHHME TNIpernapara,
JIEKapCTBEHHYIO GOpMy, KOJIHYECTBO TabOJIETOK B YNIaKOBKE, COCTaB
Ha OJIHy TabJIeTKy C yka3aHHEM HaUMEHOBAHHUIi ¥ KOJIMYECTB
JIEUCTBYIONIMX BEIIECTB, IIEPEUEHb BCIIOMOTATENIBHBIX BEMIECTB U
NepeveHb BEIECTB KUILEYHOPACTBOPUMOM 000109KH, HOMED
PETHCTPAILIMOHHOTO YOCTOBEPEHHS, HOMEP CEPHH, CPOK TOAHOCTH,
«XpaHHUTh B HENOCTYITHOM JUIsl JeTel Mecten, «[IpuMensaTs o
Ha3HAYEHHIO BPauay, yCIOBHUS OTITyCKa, YCIOBUS XPaHEHHS,
crnoco6 npumeHenus, wTpuxoBoi kox EAN-13, dapmakon
(pharmacode), TonOTHUTENBHBIE HAIIUCH: TUKTOTPAMMBI,
pacmrdpoBka MAKTOrpamMM

« nexapcreennas gpopma TBEPIASI»,
« cnioco6 npumenenuns BHYTPby,
-sn

« ® ® papmaxorepanesruyeckas rpynna METABOJIMYECKOE
CPEJACTBO».

Jlomyckaercsi HaHECEHHE CPEACTB MICHTU(PUKALINY 11 CHCTEMBI
MOHHTOPHHI'A IBUXKEHHUS J1I€KapCTBEHHBIX MPENaparos.

1)llepBrunas ynakoBka.

Ha koHTypHO# AueiKkoBOH
YIaKOBKE yKa3aHbl: TOBapHBIH
3HAK MPOH3BOJMTENSA, TOProBOE
HaMMEHOBAaHHE Mpenapara ¢
NpeayNpeauTeTbHOH
MAapKHPOBKO#H ®, 1eKapcTBeHHas
¢$opma, conepxanune
JIeHCTBYIOIMX BELIECTB B OJHOM
TableTke, HOMEp CEpPHH, CPOK
TOJHOCTH.

2) BropuyHasi ynakoBKa.

Ha nauke ykxa3aHbl: TOBapHbIH
3HaK, HAUMEHOBAHHE, aJIpec,
Ten/akc NpOM3BOANTENS,
TOProBO€ HAHMEHOBAHHE
npenapara ¢
NpeXyNpeanTeIbHOR
MapKHPOBKO#H ®,
rpYNIHPOBOYHOE HAMMEHOBAHHE
Npenapara, JIeKapcTBeHHas
¢dopma, KonHuecTBO TabNeTOK B
YNaKOBKe, COCTaB Ha OJHY
TabNneTKy ¢ yKkasaHHeM
HAaHMEHOBAHHH U KOJIHYECTB
JIeHCTBYIOIIUX BELIECTB,
fepeyeHb BCIIOMOTaTeNbHBIX
BEILECTB M NIEPEUEHb BEIIECTB
KHIIEYHOPACTBOPHMOH
000JI04KH , HOMED
PETHCTPALMOHHOTO
YIOCTOBEPEHHS, HOMEP CEPHH,
CPOK FOJIHOCTH, «XPaHHTh B
HEJOCTYIHOM 11 AETEH MecTe,
«[IpHMEHSATh O HA3HAYECHHIO
Bpaya», yCJIOBHs OTITyCKa,
YCIIOBHA XpaHEHH, CTIOco6
TIPUMEHEHHA, IITPHXOBOH KO
EAN-13, dapmakon
(pharmacode), nONONHUTEbHbBIE
HA/ITHCH: THKTOTPaMMBI,
ﬁcmmbponxa MIMKTOTPaMM

«nexapcTpenHas popma TBEPJIA S,

«cnocob npumenenuss BHYTPb»,
s

-

«papmakorepanesTHuecKas rpynna
METABOJIMYECKOE CPEJICTBO».
HaneceHo cpenctso
HUAEHTHOUKALMH JUIS CHCTEMBI
MOHHTOPHHIA JBHKEHHS
JIEKapCTBEHHBIX MPENapaToB.

10. YcnoBus XpaHeHUs! U MepPbI
1peIOoCTOPOXKHOCTH

B 3amuImgHHOM OT cBeTa MeCTe NIpH TeMIEpaType He BhILIE
25°C.

B 3ammménHOM OT cBeTa
MECTe TpH TeMIIepaType
He BoIle 25 °C

11.Cpoxk romHoCTH

3 roga

3 roma

* — nelictByrouiee usnanue I'ocynapcrBenHoii ®apmakoneu Poccuiickoit @enepauuu

3axmrogenne: cootreTcTRyeT Tpeborarnsm HJT JIC-001767-010419, uam. Ne 1, nuam, Ne 2

Jara Bbinaun nacnopra: 22.02.2022 Cpok rogHoctu go: 01 2025
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