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Ten.: (495) 981-00-88 NPOU3BOAUTENb: 000 «MAKU3-OAPMA»
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Ne HaumeHoBaHue

nin noKasaTens TpeGosauua HO PesynbTaThl aHanusa

1. | ONMUCAHUE BusyanbHbiin. Kpyrnble fgsoskoBbinykibie Tabnetkn ¢ | Kpyrnble paBosikoBbInyknbie Tabnetku ¢ dac-
chackol, NOKPbLITbIE NAEHOYHON OBONOYKOW PO3OBOrO | KOW, MOKPLITHIE NNEHOUHOW O0BONoYKoW po-
uBeTa. 30BOrO LBETA.

2. | NOANUHHOCTL Y®-cnektpochoToMeTpUs. YOD-CnekTpbl NOrnoweHus | Y®-cnekTpodoToMeTpus. YO-cnektphl no-
UCMbITYEMOro ¥ CTaHAapTHOrO pacTBOpOB B 06NacTi OT | AOWEHUA WUCALITYEMOrO U CTaHAapTHOro
250 ao 300 HM JOMKHbLI UMETb MaKCUMYMbI NPY OAKUX U | pacTBOpoB B- obnactu ot 250 a0 300 Hm
TeX e ANMHAX BOSH., MMEIOT MaKCMMyMbl NPU OAHUX W TeX e

ANUHAX BOMH.
BIXX. Bpems yaepxueaHua OCHOBHOTO nuka Ha xpo- | BOXKX Bpems yaepxuBaHua OCHOBHOTO Mu-
MaTorpaMme MCNLITYeMOro pacTBopa AOSHKHO COOTBET- | KA Ha XpOMaTorpaMme WUCMLITYEMOro pac-
CTBOBaTb BPEMEHU yAepXWBaHWS NKUKa KNONWAOrpena | TBOpa COOTBETCTBYET BPEMEHW YAepXKuBa-
Ha XpomaTorpamme CTaHZapTHOTO pacTBopa (pasAen | HWSA Nuka KIonuaorpena Ha Xxpomarorpamme
«KonuuecTBeHHOE OnpepeneHne»). cTaHgapTHoro pacreopa (pasgen «Konuue-
CTBEHHOE OnpejenieHne»).
3. | CPEOHAA MACCA o PO, 09C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 mr 3,0 %). 257,48 wr (+0,5%)

4. | PACTBOPEHWUE P P®;09C.1.4.2.0014.15, (96%)

Y®-cnekrpodoToMeTpus. 95%
He menee 80 % (Q) oT 3asBneHHOro KONNYeCTBa KNonu- 97%
porpena yepes 30 MUHyT. 96%
96%
99%
95%
5. | POOCTBEHHBIE B3XX.
NMPUMECHU MNMpumeck A — He Sonee 1,2 %; 0,13%
npumeck C — He 6onee 1,5 %; 0,21%
€AVHNYHAA HeuaeHTNUUNPOBaHHas NpUMech — He Go- 0,02%
nee 0,2 %;
- cymma npumecen — He 6onee 2,5 %. 0.36%
6. | BOOA F® PO, O®C.1.2.3.0002.15, metoa K. duepa.
He Gonee 7,0 %. 1,3%

7. | MUKPOBUOINOMYECKAA | NP PO, OPC.1.2.4.0002.18, kateropua 3A.

YUCTOTA O6Lee uncno aspobHbLIX MUKPOOPraHN3MOB - He Bonee MeHee 20 KOEB 1T
10° KOE B 1 r (Mn);
ObLiee 4NCNO APOXOKEBLIX W MNECHEBLIX rpuboB: He MeHee 10 KOEB 1T
Gonee 10° KOE B 1 r (Mn);
Escherichia coli: otcytcteue B 1 1 (Mn). He obHapy#eHo

8. | OBHOPOOHOCTb re P®, O9C.1.4.2.0008.18, cnocob 1.

[O3UPOBAHUA AV £ 15,0 % (n = 10), ecnn ycnoBue He BbINOSHAETCS,
T0 AV £ 15,0 % (n = 30), n ans 30/30 TabneTok konuue- AVi0=6,8%
CTBEHHOE COAEpXaHUe KIONWAOrPeNna AOMKHO Haxo-
AUTbCSA B uHTepBane 0,75-M — 1,25-M.
9. | KONMMYECTBEHHOE BOXX. Ot 71,25 po 78,75 mr knonuaorpena (ot 95,0 % 74,35 mr
OMNPEQENEHUE A0 105,0 % OT 3asABNEHHOrO KONM4ECTBa) B 0AHOMN Tab- (99,1%)
neTke.

10. | YTAKOBKA Mo 10 TabneTok B KOHTYPHYIO AuelikoBylo ynakosky | Mo 10 TaBneTok B KOHTYPHYIO AMENKOBYIO
(6nnctep) M3 NNEHKM NOMUBMHUNXIOPUAHOA WM donbr | ynakoeky (6nuctep) us nnexkn MBX/MBOX n
anioMUHNEBOIW UMM B KOHTYPHYIO AYENKOBYIO YNAKOBKYy | honbri antoMuHMEBON.
(6nucrep) ns nnexku MBX/MBOX v donbrn anioMmuHne-
BOW.
Mo 3 unu 6 KOHTYPHBIX AYENKOBLIX yRakoBok (6nncTe- | Mo 3 KOHTYPHBIX AYEWKOBLIX ynakoBok (6nu-
poB) unu no 1 6aHke BMecCTe C MHCTPYKUWEN MO NpuMe- | CTEPOB) BMECTE C MHCTPYKUWENR no npume-
HEHMIO B NaYky KapTOHHYO. HEHMIO B NaYKy KapPTOHHYIO.

11. | MAPKUPOBKA MepeuyHast ynakoska lepeuyHas ynakoeka

Ha konmypHoll syeiikosoll ynakoske (bnucmepe) Ha
PYCCKOM 53biKe yKa3biealom: TOProBoe HauMeHOBaHue
npenapata ¢ NPeAynpeauTenbHON Mapkuposkon ®,
MEXAYHAPOAHOE HenaTeHTOBaHHOe HaumeHoBaHue u
LO3UPOBKY (HAa PYCCKOM U aHIMMACKOM  53blKax),
nekapcTeeHHylo hopMy, HalMeHOBaHWe  TOBAapPHbIA
3HaK (NaTuHWUEeh) pepxaTens  perucTpaunoHHOro
YAOCTOBEPEHUA, HOMEP Cepumn, AaTy UCTEYeHus cpoka
rOAHOCTH.

Ha koHmyprHoli suelikoeold  ynakoeke
(6nucmepe) Ha pYyCCKOM $3biKe yKa3aHo!
TOProBoe HauMeHOBaHWe npenapaTa ¢
npeaynpeanTencHo  Mapkupoekon — ®,
MEXAYHaPOAHOS HenaTeHToBaHHOe
HauMeHoBaHNe U A03MPOoBKa (Ha PYCCKOM U
aHrnMIACKOM  A3blKax),  NEeKapCTBeHHas
dopma, HauMEHOBaHME  TOBAapHLIN 3HaK
(naTuHMLen) gepxaTensi perncTpauuoHHoOro




«lpnHUMaTL MO HasHa4YeHNIo Bpaday, YCOBUS OTNYCKa,
-cnocob nNpUMEeHeHus, Haanucs «®» -
3apEerncTpMpOBaHHbI  TOBapHbIi  3HAK»,  HOMEP
CBUAETENbCTBA O PErucTpauunm TOBAPHOrO 3HaKa,
HOMEp PEFUCTPALIMOHHOTO yAocToBepeHus,
HaumMeHoBaHWe Lepxarens PEerncTpaunoHHOro
YOOCTOBEPEHUA, €ro CTpaHy U TOBAPHbIA  3HaK
(haTuHKueil), HauMeHoBaHue, CTpaHy 1 ropoa  UpMbI-
NPOW3BOANTENA, LUTPUX-KOA, HOMEpP cepuu, paTy
MCTEUEHUA CPOKa FOAHOCTH, LUTPUX-KOA B chopmare
DataMatrix, rno6anbHblt MAEHTUDNKALMOHHBI HOMEP
TOPTrOBOW €AWHMLUBLI W WHAVBUAYaNbHbLIA CePUHBIN
HOMEP TOProBON €4 UHULbI.

HononHumensHo Ha emopuyHOU ynakoeke (Ha nauyke
KapmoHHOU) Ha aHenulickoM $3bIKe  yKasbiealom:
TOProBO€ HaWMEHOBaHWE NeKapcTBEHHOro npenapara,
MEXAYHApOAHOE HENnaTeHTOBaHHOE HaumeHoBaHue,
AO3UPOBKY, NEKapCTBEHHYIO OPMYy W KONU4ECTBO
TabneTok B ynakoeke, Hagnuck «Antiaggreganty.
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Ne HauwmeHoBaHnne
nin nokaszatens TpeboBanua HA, PesynbTarthi aHanuaa
YLOCTOBEPEHUA, HOMep cepuu, para
UcTevYeHua cpoka rogHocTu.
BmopuyHas ynakoexa BmopuuHas ynakoexa
Ha kapmoHHOUl nayke Ha PYcCKOM fi3bike yKasblealom: | Ha xapmoHHOU rauyke Ha pycCKOM $i3bike
Toproeoe HanmMmeHoBaHue npenapara c yKasaHo! Toproeoe HanmeHoBaHne
npeAynpeauTensHOW mMapkuposkoi ®, mexayHapogHoe | npenapara c npesynpeAuTenbHOM
HenaTeHToBaHHOe HaumeHoBaHue, AO3NPOBKY, MapKMpOBKOﬁ ®, MeXayHapoaHoe
q:apmaKOTepaneBTqucxylo rpynny, JNeKapCTBEHRYIO HenaTeHToBaHHOe HamMmeHoBaHue,
cdopMmy ¥ KonuyecTso Tabnetok B YMaKoBKE, | A03UPOBKA, thapmakoTepanesTMueckas
HauMeHOBaHWE W cojepXaHue  AeiicTByloulero | rpynna, nNeKapCTBEHHasA thopma n
BelecTBa B OAHON Ta6neTKe, yCnoBuA XpaHeruA, KONnu4ecTBo TabneTok B ynakoeke,
npeaynpeautenbHeie Haanucu «COAep)KVIT NakTo3bl HanmeHoBaHue w coagepxavve
MOHOrMApaT», «XpaHuTb B HEAOCTYNHOM ANA AeTeil | ASWHCTBYIOWEro Bewectesa B OAHOW
mecTe», «Mepea npUMeEHeHneM npenapata | Tabnetke, ycnosus XpaHeHus,
O3HakoMbTeCb € Mpunaraemoil  WHCTPyKUMeii», | npeaynpeauTenbHble Hagnucu «CopepxuT

NaKTo3bl  MOHOTWApaT», . «XpaHuTe B
HEAOCTYNHOM ANA AeTen mecTer; «Mepea
ApMMEHeHUeM npenapara O3HAKOMbLTECH C
npunaraemoii WHCTpykuuen», «lpuHumats
N0 HasHauYeHWIo Bpayva», YCNOBUA OTNyCKa,
cnocod npumeHenus, Haanmce «®» -
3aperuCTpMpoBaHHbli  TOBaPHbIE  3HaKY,
HOMEP CBUAETENLCTBA O pPEerucTpauum
TOBApPHOrO 3HaKa, HOMEpP PErMcTpauuoHHOro
YAOCTOBEpPEHWS, HAaUMeHOBaHue Aepxarens
perucTpaumoHHOro  YAOCTOBEPEHMUA, €ero
CTpaHa W TOBApHbLI 3HAK (NaTUHULEN),
HauMeHOBaHWe, CTpaHa N ropoa UpPMbI-
NPON3BOAUTENA, LUTPUX-KOA, HOMEP cepuun,
jaTa WUCTEYEHUs CpPoKa TFOAHOCTH, LUTPUX-
koa B popmate DataMatrix, rnmobanbHbii
WAEHTUMDUKALUOHHBIN  HOMEp  TOProsol
eANHNLBL U UHAUBWAYaNbHBLIA  CEPUAHDIA
HOMEP TOProBOMN eANHNLIbI.

HononxnumernbHo Ha emopudHol ynakoeke
(Ha nauyke kapmowHHOU) Ha aHeanulickom
S13bIK€ yKa3aHO: TOPrOBOE HaWMEHOBAaHMUE
NleKapCTBEHHOrO npenapara,
MexayHapoaHoe HenaTeHToBaHHoe
HauMeHOBaHWe, A03UPOBKa, NeKapCTBEHHan
chopma u konu4ecTeo TabneTok B ynaxkoBke,
Haanuch «Antiaggreganty.
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