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Kpyrieie 1BosikoBbIIyKIbIe TaOJNeTKH, MOKPHITLIE Kpyrabie asoskosbinyiisie .
o TabneTKH, NOKpPBITbIE 060I0YKOMH
0605109K0# KpacHoro npeta. Ha MONEPEYHOM Cpe3€ BUIHBI KpacHoro useta, Ha
ZBa cnosl. S1Ipo TableTok OT XENTOro 10 KEITO-

1. Onucanue

MONEPEYHOM Cpe3e BHAHBI Ba
cnos. S1apo Tabnerok xénro-

OpaHXXeBoro usera. (BusyansHerif)

OPaHXEBOro 1BETA.

2. IMomnMHHOCTD:

O6mee uncino rpuGos He 6onee 1028 1.
Orcyrcreue Escherichia coliB 1 .

- pubodnasuna pocdar Harpus CheKTp nNOIMOMmEHHs HCIBITYEMOTO DAacTBOPA, MPUIOTOBIEHHOTO IS CooTBeTcTBYIOT
KOJIHYECTBEHHOTO OnpeneneHus, B o6nactu ot 300 10 550 HM 0/DKEH UMETD
MaKCHUMYMBI NIpH (445 + 2) oM v nipu (373 £ 2) HM. (Cnektpodoromerpus B
YIbTpadHoNeTOBOM H BUIMMOIH o6nacTsx, ['d PO*)
- sHTapHas KMCJOoTa Bpems ynepxwuBaHMs nuka SHTapHOM KHCIOTEI Ha Xpomartorpamme
HCMBITYEMOTO  pacTBOpa, INpPHIOTOBIEHHOTO /i KOJIHYECTBEHHOIO C
OMPEJENCHHS, JODKHO COOTBETCTBOBATh BPEMEHHM YAEPKMBAHMS I1MKA ROESIGRE e
AHTAPHOH KHCJIOTHl HA XPOMATOrPaMMe PacTBOpa CPaBHEHMS.
(BOXX, I'd PO*)
Bpems ynepxuBaHus NMKOB HUKOTHHAMKIA W MHO3MHA HA XpoMaTorpamMme
- HHUKOTHMHaMHUJ HCMBITYEMOTO  pacTBOpa, IMpPUIOTOBIEHHOTO I  KOJNHMYECTBEHHOIO CoorBercTByer
= HHO3MH ONpCJCNCHHUs, JODKHO COOTBETCTBOBATh BPEMEHH YAEPKMBAHHSA NHKOB
COOTBETCTBYIOMIMX BEIIECTB HAa XPOMATOrpaMMe pacTBOPA CPAaBHEHHS.
(BOXX, I'® PO*)
= KPaCHTENb a30pyCHH CneKTp normnomeHu!s HCbITYeMOro pactBopa B o6nactu ot 350 10 550 M Coorsercrayer
(xapmyasun) (E 122) JOJDKEH MMETh MAKCHMYM TOIVIOIEHHS TIPH JUIMHE BONHBI (520 + 2) HM.
(CnextpooTomeTpus B yIETpadHONETOBOM M BUIMMO 06nacTsX, ['D POD¥*)
3. PactBopenue 1-1 cTagus - He Gonee 10 % SHTapHOM KHUCJIOTHI 32 60 MUH. 0,1-0,9
2-1 cranus - He MeHee 75 % (Q) AHTAPHO#M KUCIOTHI 32 45 MHH. 93-99
(T'd PO*)
4. PoncTBEeHHBIE IPUMECH:
- TMIIOKCAHTHH, IyaHO3HH CymmapHoe conepxanve B 1 Taberke He Gosiee 2,5 % OT HOMHHAJILHOTO 0,06
coaepkaHus HHO3UHA. (BOXX, ['® Pd*)
- HMKOTHHOBAs KHCJIOTA Conepxanue B 1 Tabnetke He 6onee 1,0 % OT coneprkaHus HUKOTHHAMHIA. 0,05
(BOXX, I'd Pd*)
- HEUIEHTHOULMPOBAHHBIE CyMMapHoe coziepkaHie OT CyMMBI IUIOIACH THKOB HHKOTHHaMHa U Mesee 0,05
npuMecH 1HO3UHa He 6onee 1,0 %. (BOXX, I'D Pd*)
- moMH}naBUH Conepsxanue B 1 Tabnerke He 6onee 0,20 % OT HOMMHATEHOIO conepKaHus 0
pubodnasuna pocara Hatpus. (BIKX, I'd PD*)
5. Muxpobronoruyeckas 4ucTora Karteropus 3 A. (T® Pd*)
OOwiee yncno a3poGHbIX Gakrepuii He Gonee 10> B 1 . Menee 10
Mesnee 10

He o6napyxeno

6. OnHOPOIHOCTH AO3MPOBAHMA

(BOXX, TD Pd*)

- pu6odasuna pocar Hatpus Homxen cooTBercTBOBaTH TpeGoBaHmsM. (['D P®*, cnoco6 1) COOZ‘:IZCT??T
- INTapHas KUCJI0Ta Momken cootsetcTBOBaTH TpeGoBaHUAM. (I'D PO*, crioco6 2) Coomerc;-syer
AV=2,7
- HHKOTHHAMMJ Homken coorBercTBOBaTH TpeGoBanuaM. (I PO*, crioco6 1) CootsercrByer
AV=34
- HHO3UH Homxken coorBercTBOBaTH TpeGoBanusaM. (I'D PO*, criocob 1) Cootsercrsyer
AV=31
7. KonrdecTBeHHOE OIpeeieHue
- pubodnasuna pocdar HaTpus Ot 0,0045 0 0,0055 r C17H20NaNaOsP (pubodasuna pocdara 0,0050
Hatpus) B 1 Tabnerke (CiekrpodoTomerpus B yaeTpaduoneroBoi
1 BUIUMO#H o6nacTsx, [ PO*)
- SIHTapHas KUCJIOTa Ot 0,2850 10 0,3150 r C4HeO4 (HTAPHOI KHMCJIOTHI) B 1 Tabierke. 0,2972
(BOXX, I'd PO*)
- HHOJHII Or 0,0462 v 0,058 1 Ciulli219405 (MHUSKHY) B | TAOETKE. 0.0484
(BIXX, I'D PO*) ’
- HHKOTHHAaMH [ 01 0,0231 10 0,0269 r CsHeN20O (HukoTHHaMKA) B 1 TabneTke 0.0246
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8. YnakoBka

ITo 10 wmm 20 TabnaeTok B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY W3
TUIEHKHA TIOJMBUHUIXJIOPUIHONH W (onpra amoMHHHUEBOM s
YTaKOBKH.

5 KOHTYpHBIX S4YEHKOBBIX ymakoBok mo 20 TtabneTok, 5 HIM
10 KOHTYpPHBIX SYEHKOBBIX ymakoBok mo 10 TabneTok BMecTE C
HHCTPYKUHKEH 0 MEAULIMHCKOMY IIPUMEHEHHIO MOMEMAIOT B AYKy
U3 KaproHa. Jlis KOHTPOJS MEPBOr0 BCKPHITHS GOKOBBIE KJIANaHbl
Ma4ykd MOTYT OBITh 3akjieeHbl 3THKeTkaMH. Ilauku Moryt ObITH
CTpYNIHPOBaHbI B OaHIEPOIH TEPMOYCAN0UHON NIEHKOM.

Ilo 20 Tabnetok B
KOHTYpHOH AYCHKOBOFH
yMaKkoBKe u3 TUIEHKH
TIOJIMBUHWIXJIOPUIHOM ']
GdombrM  aAMOMMHMEBOH Ui
YNaKOBKH.

Ilo 5 KOHTYpHBIX SHEHKOBBIX
YIaKOBOK BMECTE c
HHCTPYKLIMEH 110 IMPUMEHEHHIO B
TayKe U3 KapTOHA.

9. MapkupoBKa

1)IlepBuyHas ynakoBKa.

Ha xoHTypHOI1 A4CiiKkoBOIi ynaKoBKe yKaiLIbaIoT:
TOBapHbI# 3HaK MMPOU3BOJHUTENS, TOPrOBOE HAMMEHOBaHHE
npenapara ¢ npexyHpeauTeIbHO! MapKUpoBKoi ®,
nekapeTREHHYH DOpMY, conepkanie NencTRYIONNAX
BEIECTB B OHO TableTke, HOMEp CEpUH, CPOK FOIHOCTH.
2)BTropHyHasi ynakoBKa.

Ha nauke yka3bIBaioT:

TOBapHBI 3HaK, HAMMEHOBAaHUE, aJipec, Tel/akc
NPOU3BOJUTENS, TOPTOBOE HAMMEHOBaHHE MpeEnapara ¢
npenynpeauTenbHO MapKUPOBKO#H®, rpyNIHUpOBOYHOE
HauMEeHOBaHHe Ipenapara, JIEKapCTBeHHYIO Gopmy,
KOJIMYECTBO TabJIETOK B YNIAKOBKE, COCTAB HAa ONHY
TabneTKy ¢ ykasaHueM HaUMEHOBaHUH U KOJIMYECTB
JEUCTBYIOINMX BEIIECTB, IEPEYSHb BCIOMOTaTENbHBIX
BELECTB M NIepeueHb BEIECTB KUIIEYHOPACTBOPHMOH
000JI04KH, HOMEP PErHCTPALMOHHOTO yOCTOBEPEHHS,
HOMeEp CEpUH, CPOK TOTHOCTH, «XPaHUTh B HEAOCTYITHOM
11 ieTeit Mectey, «[I[puMeHATh 0 Ha3HAYEHHIO Bpayay,
YCJIOBHSA OTITYCKa, YCJIOBUS XpaHEHHs, CIOCO0 IPUMEHEHHUS,
mrTpuxoBoit kox EAN-13, dpapmakon (pharmacode),
JOTIOTHUTEIbHbIE HAaANKMCH: MUKTOTPaMMBI, paciii(ppoBKa
IHUKTOrPaMM

« nekapcTeenHas gopma TBEPIAS»,

« cnoco6 npumenenuss BHY TPby,
s

« ™ ® hapMmakoTepaneBTHIECKas Ipymnmna
METABOJIMYECKOE CPEJCTBOM.

JlomyckaeTcss HAHECEHHE CPEACTB UAEHTU(DUKALMHU IS
CHCTEMBI MOHUTOPHHIA JBHXEHHMS JIEKAPCTBEHHBIX
npenapaTos.

1)I1epsuyHas ynakoBka.

Ha xoHTypHO# sueHKoBOH
YNAKOBKE YKA3aHbI: TOBAPHAIM
3HAK MPOM3BOAHTENA, TOProBOE
HaMMEHOBaHHE Mpenapara ¢
MpeAYNpPEAUTENbHON
MapKHpOBKO# ®, JIeKapCTBEHHAA
dopma, coneprxanune
JIEHCTBYIOIIMX BEILECTB B OJHOM
TabseTKe, HOMEP CEPHH, CPOK
FOJHOCTH.

2) BropuyHas ynakoBka.

Ha nayke yka3aHbl: TOBapHBIH
3HaK, HAHMEHOBaHHE, aJpec,
Ten/akc MPOM3BOANTENA,
TOProBO€ HAHMEHOBaHHE
npemnapara ¢
NpeaynpeanTenbHOR
MapKHPOBKO# ®,
rPyNNHPOBOYHOE HAMMEHOBAHHE
TIpenapara, JIeKapCTBeHHast
(opma, KonHYECTBO TabNETOK B
YNIaKOBKe, COCTAB Ha OJIHY
TabNeTKy ¢ yKa3aHHEM
HaWMEHOBaHHH M KOJIMYECTB
JIeHCTBYIOIIMX BEIECTB,
nepeYeHb BCIOMOraTeIbHbIX
BEIIECTB H NEPEYEHb BEIIECTB
KHIIIEYHOPACTBOPUMOH
060J10uKH , HOMEP
PETHCTPALHOHHOTO
YZIOCTOBEPEHHS, HOMEDP CEPHH,
CPOK FOJJHOCTH, «XPaHHTh B
HEIOCTYITHOM JUIs eTel MecTe»,
«Ilp ATb 110 Ha3) 0
Bpayay, yCJIOBHA OTITyCKa,
YCIIOBHA XPaHEHH, COCO0
NPHMEHEHH, IITPHXOBOH KO
EAN-13, dapmakon
(pharmacode), AONONHHUTENBHEIE
HAJIHCH: THKTOTPaMMBI,
ﬁcmnd)posxa MUKTOrpamMM

«nexapcTBenHas popma TBEPJIA S,

«cnoco6 npumenenus BHYTPby,
-

-

«(apmakoTepaneBTHUECKas rpynna
METABOJIMYECKOE CPEZICTBO».
Haneceno cpeactso
PlﬂeHTH(bHKau}lH JJ11 CHCTEMBL
MOHHUTOPHHIA ABHKCHHUA
JICKapCTBEHHBIX NMPENapaToB.

10. YcnoBus XxpaHeHHUs 1 MephI
TIPEAOCTOPOXKHOCTH

B 3amMIIEHHOM OT CBETa MECTE IIPH TEMIIEPATypE HE BBILIE

25°C.

B 3amuméHHOM 0T cBeTa
MECLE LPU TEMLIEPULY PE
He Bbime 25 °C

11.Cpok rogHocT!

3 roma

3 roma

* — neiicTBytomee usnanue ['ocynapcrsennoii @apmakonen Poccuiickon denepauun

3aximogenue: coorBercTByeT TpeboBanusm HJ JIC-001767-010419, uzm. Ne 1, uzm. Ne 2

Jarta Bbimaun nacnopra: 23.03.2022
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