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1. | ONMUCAHUE BusyaneHein. Kpyrnele asosikosbinyknele Tabnetku ¢ | Kpyrnble gBoskoBbINykNbie Tabnetku ¢ cac-
hacKol, NOKpbITbIE NMAEHOYHON OGONOYKOW PO30BOTO | KO, MOKPLITHIE NIEHOYHOW OBONOoYKOW po-
LBeTa. 30BOrO LBETA.

2. | IOANMMMHHOCTbL Y®-cnektpodoTomeTpua. Yd-cnexktps nornoweHus | Yd-cnexkrpochoromerpus. YPO-cnekTpel no-
NCNBITYEMOrO W CTaHAAPTHOrO PacTBOpoB B 06nacT OT | MOLWEHUsS UCNBITYEMOTO W CTaHA4apTHOro
250 po 300 HM JOMKHBI UMETL MaKCUMYMbI NPW OAHWX U | pacTBopoB B obnactn ot 250 po 300 Hm
Tex Xe ANHaX BOSH. MUMEIOT MaKCUMyMbl MpW OBHUX W TEX Xe

ANMHAaX BOSH.
B3XX. Bpems yaepxuBaHWs OCHOBHOTO nuka Ha xpo- | BOXX Bpems yaepxuBaHus OCHOBHOMO nu-
maTorpaMme UCMbITYEMOrO pacTBopa AOMKHO COOTBET- | ka Ha XpomaTorpamme WCMbITYEMOro pac-
CTBOBaTb BPEMEHN YAEPXWBAHUS NKKa KNONUAOrpena | TBopa COOTBETCTBYET BPEMEHU YAEpXuBa-
Ha XpoMaTorpamme CTaH4apTHOrO pacTBopa (pasaen | HUA NUKa KNOMUAOTPena Ha Xxpomarorpamme
«KonnyecTBeHHOE onpeaeneHue»). cTaHaapTHoro pacteopa (pasaen «Konuue-
CTBEHHOE onpeaeneHue»).
3. | CPEAHAA MACCA e Po, 09C.1.4.2.0009.15.
Ot 248,56 0 263,94 mr (256,25 mr = 3,0 %). 260,46 mr (+1,6%)

4. | PACTBOPEHWE e PP, 0PC.1.4.2.0014.15, {96%)

Y®-cnekrpodoToMmeTpUs. 97%
He meHee 80 % (Q) oT 32a9BNEHHOrO KONMYeCTBa KNonu- 96%
aporpena vepes 30 MUHYT. 92%
99%
96%
93%
5. | POOCTBEHHBIE B3OXX.
NMPUMECH Mpumech A — He Gonee 1,2 %; 0,06%
npumecs C — He 6onee 1,5 %; 0,24%
eAVHNYHAA HeWAEHTMDUUMPOBAHHAA npumecs — He 6o- 0,01%
nee 0,2 %;
cymma rnpumecei — He Gonee 2,5 %. 0,31%
6. | BOOA e Pd, 09C.1.2.3.0002.15, meToa K. ®duwepa.
He Gonee 7,0 %. 1,3%

7. | MUKPOBUOINIOMTMYECKAR | N P®, O9C.1.2.4.0002.18, kateropun 3A.

YUCTOTA O6Lee uncno aspobHbIX MUKPOOPraHU3MoB - He Gonee Menee 20 KOEB 1T
10° KOE B 1 r (Mn);
Obuiee uncno APOXNOKEBBIX W NNECHEBbIX rpubos: He Menee 10KOEB 1T
Gonee 10° KOE B 1 r (mn);
Escherichia coli: otcytctBue B 1 r (mn). He obHapyxeHo

8. | OQHOPOOHOCTDb re Po, 09C.1.4.2.0008.18, cnocob 1.

DO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnoBue He BbINOMHAETCA,
T0 AV £ 15,0 % (n = 30), u ans 30/30 TabneTok konuue- AV10=4,3%
CTBEHHOE COAEepXaHMe KNOonNWAOorpena AOMKHO Haxo-
AUTLCA B MHTepBane 0,75-M — 1,25-M.
9. | KOFIMMECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 73,00 mr
ONPEOENEHUE Ao 105,0 % oT 3asBREHHOro konuyecTea) B oAHOW Tab- (97,3%)
netke.

10. | YITIAKOBKA Mo 10 TabneTok B KOHTYPHYylO sueikoByl ynakosky | Mo 10 TabneTok B KOHTYPHYIO SIMENKOBYIO
(GnucTep) M3 NNeHKN NONMBUHUNXNOPUAHON K chonbrn | ynakosky (6nucrep) na nnexkv NBX/MBOX un
anioMUHNEBON UMK B KOHTYPHYHO AYENKOBYKO YNAKOBKY | hONbru anioMuHUEBON.

(6nuctep) na nneHku MBX/MNBOX n donbru anomuHne-

BOIA,

Flo 3 nnn 6 KOHTYPHbLIX AYENKoBbIX ynakoBok (6nucte- | Mo 3 KOHTYPHbIX AYEVKOBLIX ynaxkoBoK (Bnu-
poB) nnu no 1 6aHke BMECTE C MHCTPYKUMEN NO NPUME- | CTEPOB) BMECTE C WHCTPYKLMEN no npume-
HEHUIO B NAYKy KAPTOHHYIO. HEHUIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA llepsuyHas ynakoeka TlepsuyHas ynakoska
Ha konmypHoli sqeiikoeoll ynakoske (6nucmepe) Ha | Ha  koHmypHol  sivelikosoll  ynakoske
PYCCKOM S13bIKE yKa3bleaiom: TOpProBoe HaumeHosanue | (6riucmepe) Ha PYCCKOM S5i3biKe yKa3aHo:
npenapata ¢ npepynpeanTenbHOW MapkupoBkoi ®, | Toproeoce HauMeHOBaHME npenapaTta ¢
MEXAYHApPOAHOE HEenaTeHTOBaHHOE HauMeHOBaHWe W | npeaynpeauTesibHOW  Mapxkumposkoh  ®,
[O3NPOBKY (Ha PYCCKOM W @HIWIACKOM  A3blKax), | MeXayHapoaHoe HeNaTeHTOBaHHOe
flekapcTBeHHyio (hopMy, HauMeHOoBaHue  TOBapHbI | HauMeHOBaHWE W AO03UPOBKa (Ha PYCCKOM W
3HaK (NaTuHULEV) AepXaTtensa pPerucTpauuoOHHOrO | aHrMMACKOM  A3bIKax), nekapcTeeHHas
YAOCTOBEPEHUS,, HOMEP CEpUM, AaTy UCTEYEHUA cpoka | hopma, HAaMMEHOBAHME  TOBApPHbIA 3HaK
rogHOCTU. (naTMHVLEN) AepxaTens PerncTpaUmMoHHOro




AO3NPOBKY,

MCTEYEHMs CpoKa TOAHOCTW, LUTPUX-KoA B dopmaTte
DataMatrix, rno6anbHbIi UaeHTUUKALNOHHBLIA HOMEpP
TOProBoil  eauHULbI
HOMEpP TOProBOil €4NHNLbI.

N VHAMBNAYanbHbIA CEePUAHBLINA

HononHumensHo Ha emopuyHol yrakoske (Ha nayke
KapmoHHOU) Ha aHenulicKoM s3biKe yKasblealom:
TOProBoE HaWMEHOBaHWE NEeKapCTBEHHOro npenapara,
MeXAYHapoaHoe
neKapcTBEeHHYI0 OPMYy U KONMUYECTBO
TabneTok B ynakoBke, Haanuck «Antiaggreganty.

HenateHToBaHHOe HaumeHoBaHue,

KK-006/3®8
NACNOPT Ne 656/25
. CTp. 2 U3 2
f:‘%l OTOEN KOHTPONA KAYECTBA
JNnuensus Ne 11012-00102-77/00010585
MAKM3DAPMA | HAUMEHOBAHME . .
MPENAPATA: Mnarpun® TabneTku, NOKPbITbIE NIIEHOYHON 00onovKo#, 75 Mr
;0922%6“ Mockea oes HOMEP CEPUMN: PL1370525
BTOMOOWIBHBIN N y
AOM 6, possA OATA NPOU3BOLCTBA: 22.05.2025
gzx::g g, FOQEH AO0: 31.05.2027
CTPOEHME 8 OBBLEM CEPUMU: 9 506 ynak. Ne30
Ten.: (495) 981-00-88 NPOU3BOAUTE/b: 000 «<MAKU3-OAPMA»
AHANKS NO: JMN-006376-290720, uam. Net, 2, 3, 4
XPAHEHHUE: MNpu Temnepatype He Bobile 25 °C.
Ne HaumeHoBaHue
nin nokasatens Tpe6osanusa HA Pe3ynbTaThl aHanuaa
YAOCTOBEPEHUsi, HOMep cepuu, jAarta
NCTEYEHUS CPOKA FOAZHOCTM.
Bmopu4Has ynakoeka Bmopuy4Has ynakoeka
Ha kapmoHHOU nayke Ha PYCCKOM Si3biKe yKkasbigarom: | Ha xapmoHHOU nauke Ha PYyCCKOM SI3biKe
TOprosoe HauMeHoBaHWe npenapara c | ykasaHo: TOproeoe HauMeHoBaHue
npeaynpeauTensHoi mMapkuposkoil ®, mexayHapogHoe | npenaparta c npeaynpeauTensHo
HenaTeHToBaHHOe HaumeHoBaHue, AO3NPOBKY, | MapKnpoBKOA ®, MexayHapoaHoe
hapMaKoTepaneBTUUECKYIO [Pynny, NEKapCTBEHHYIO | HenaTeHTOBaHHOe HauMeHoBaHwe,
¢opMy M KOnNWYecTBO TabneTok B yNaxkoBke, | AO3MUPOBKa, thapmakoTepaneBTU4ECKan
HauMeHOBaHWe W  coAepxkaHue  AeWCTBylOWero | rpynna, nekapcTBeHHas dopma "
BellecTBa B OAHON Tabnetke, yCroBUA XpaHeHusa, | Konu4yecTBo  Tabnetok B ynakoske,
npegynpegutencHeie Haanucu «COAEPXUT NakTo3bl | HaumeHoBaHue " copepxaHme
MOHOrUApaT», «XpaHWTb B HEAOCTYNHOM ANA jAeTel | AeiCTBYlOWEro Bewectea B OAHOM
MecTe», «MNepeg, npUMEHEeHUeM npenaparta | TabneTtke, ycnosus XpaHeHus,
O3HAaKOMbTECL C  MpunaraeMoli  WHCTpyKUMei», | npeaynpeauTenbHble Hagnucn «Copepxut
«MpUHUMATB MO HAa3HAYEHWIO Bpa4a», YCNOBUA OTMYCKa, | NaKkTo3bi  MOHOrMApaT»,  «XpaHuTb B
cnocob NPUMEHeHUs, Hapnuchb «®» - | HepocTynHOM Ansa aetelt mecte», «[Mepep
3aperucTpUpoBaHHbI  TOBapHBIE  3HaK», HOMEp | NPUMEHEHMeM npenapara b3HakOMbTechb C
CBUAETENBCTBA O pPEerucTpauun TOBAPHOTO 3Haka, | npunaraemoii MHCTpykuuer», «MpuHumaTh
HomEp " perncTpaumoRHOro YAOCTOBEPEHMNS, | MO Ha3HaYeHUIo Bpada», YCNoBWA OTNYCKa,
HaumeHoOBaHue Aepxarens perncTpaunmoHHoro | cnocof npUMEHeHMs, Haanucb «®» -
YAOCTOBEPEHWUN; €ro CcTpaHy W TOBapHLIi 3HaK | 3aperucCTPUPOBAHHLIA  TOBAPHLIA  3HAKY,
(naTuHuyen), HauMeHoBaKne, CTpaHy 1 ropos (UPMbl- | HOMEP CBWAETENbCTBa O  perncrpauuv
NPOV3BOAUTENA, LITPUX-KO4, HOMEp cepuu, AaTy | TOBapHOro 3Haka, HOMEp PerncTpaLMoHHOro

YAOCTOBEPEHNS, HaUMeHOBaHUe gepxaTens
PErncTpauuoHHOTO  YAOCTOBEPEHMUsA, €ro
CTpaHa W TOBapHLIM 3HAK (naTuHUUER),
HaMMEHOBaHue, CTpaHa U ropog upMbl-
NpoU3BOAUTENSA, LITPUX-KOJ, HOMEpP cepuu,
AaTa NCTEUYEHUA Cpoka TOAHOCTM, LUTPUX-
koA B copmate DataMatrix, rmoGanbHbiii
WAEHTU(PMKALNOHHBIA  HOMEp  TOproBoW
€AVHMUBI W UHAWBMAYaANbHbIA CEPUAHBIN
HOMEpP TOProsoi eAnHULbL.

HononHumensHo Ha emopuyHOU ynakoeke
(Ha nayke KapmoHHOU) Ha aHanulickom
SI3bIKe yKa3aHO. TOProBOe HauMEeHoBaHue
NEKapCTBEHHOTO npenapara,
MEeXAYHapoAHOe HenaTeHToBaHHOe
HauMeHoBaHue, A03MPOBKa, NIEKaPCTBEHHAA
chopma 1 KOnu4ecTBo TabneTok B yrnakoBke,
Hagnuchk «Antiaggreganty.

12. | CPOKIrOQHOCTU 2roaa
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