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Ne HaumeHoBaHue
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1. | ONMUCAHUE BusyaneHeii. Kpyrnbie asoskoBeinyknele Tabnetkm ¢ | Kpyrnble ABOAkosbinyknble TabneTku ¢ dac-
chackoil, NOKPbITbIE NNEHOMHOW OGONOYKOW PO3OBOro | KOW, MOKPBLITHIE MIEHOYHON OBOSOYKOIA po-
uBeTa. 30BOrO LBETA.

2. | NOANMUHHOCTbL Y®-cnektpocoTomMeTpuA. Y®P-cnektpbl NOrMoLieHns | Y®-cnekTpbl NOFNOLEHUA WUCTBITYEMOro |
UCNbITYEMOro U CTaHAApTHOMO PacTBOpOB B 06NacT OT | CTaHAApPTHOro pactsopos B obnactu ot 250
250 p0 300 HM AOMKHBEI UMETE MakCUMYMbI NpY OAHMX 1 | A0 300 HM UMEIOT MaKCUMYMb! NPY OAHUX W
TeX e ANUHAaxX BOMH. TeX e ANMHaXxX BOJH.

B3)XX. Bpems ynepXuBaHMa OCHOBHOFO NMWKa Ha Xpo- | Bpems yAepXUBaHWA OCHOBHOTO NWKa Ha
MaTorpamMme UCTLITYEMOrO pacTBopa AOSHKHO COOTBET- | XpOMaTorpamme WCMbLITYEMOro pacteopa
CTBOBaTb BPEMEHM YAEPXMBAHMA NUKa KNONWAOTPena | COOTBETCTBYET BPEMEHM YAEpPXuUBaHWA nunka
Ha XxpomaTorpamme CTaHQaAPTHOrO pacTBopa (pasgen | knonuaorpena Ha xpomaTtorpamme CraH-
«KonuuectseHHOe onpeaeneHne»). papTHoro pactBopa (pasgen «Konuue-
CTBEHHOE ONpeAeneHnes).
CPEJHAA MACCA e Po, 09C.1.4.2.0009.15.
Ot 248,56 00 263,94 mr (256,25 mr + 3,0 %). 259,26 mr (+1,2%)
PACTBOPEHUE Fe Po, 09C.1.4.2.0014.15, (96%)
Y® -~ cnekrpocdoTOoMeTPUSA. 98%
He menee 80 % (Q) oT 3asABNEHHOro Konu4ecTea Knonu- 100%
Aporpena yepes 30 MUHYT. 91%
98%
97%
91%
5. | POACTBEHHBIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %,; 0,10%
npumeck C — He 6onee 1,5 %, He oBHapyxeHo
eJNHNYHas HeuaeHTudULMpoBaHHas npumecs — He 6o- 0,04%
nee 0,2 %;
cymma npumecei — He 6onee 2,5 %. 0,16%
6. | BOOA F® PP, ODC.1.2.3.0002.15, meTon K. Puwepa.
He G6onee 7,0 %. 1,5%
7. | MUKPOBUOJIOTMYECKAA | F'd Pd, OPC.1.2.4.0002.18, kaTteropus 3A.
YUCTOTA O6Lee uncno aspobHLIX MUKPOOPraH3MoB - He Gonee 10KOEsB 1T
-10° KOE 8 1 1 (Mmn);
OO6Luee uuCNO APONOKEBLIX M NNecHeBbIX rpubos: He MeHee 10KOEB 1T
Gonee 10°KOE & 1 r (mn);
Escherichia coli: otcytcteue B 1 r (mn). He o6HapyeHo
8. | OAHOPOOHOCTbL F®d Pd, OPC.1.4.2.0008.18, cnocob 1.
0O3UPOBAHUA AV < 15,0 % (n = 10), ecnn ycnosue He BbINOSHAETCA,
70 AV £ 15,0 % (n = 30), n aAna 30/30 TabneTok Konuue- AVio=8,2%
CTBEHHOE COAEepXaHue Knonuaorpena AOMKHO Haxo-
AnTbes B MHTepeane 0,75-M — 1,25-M.
9. | KOJIMMECTBEHHOE B3XX. Ot 71,25 ao 78,75 mr knonugorpena (ot 95,0 % 74,01 mr
ONPEAENEHUE B0 105,0 % oOT 3asBNEHHOIO KONUYECTBA) B OAHON Tab- (96,0%)
netke.

10. | YNAKOBKA Mo 10 TabneTok B KOHTYPHyIO sivelikoBylo ynakosky | Mo 10 Tabnetok B KOHTYPHYI SueiikoBylo
(6nincTep) M3 NAEHKM NONMBUHMNXNOPUAHOW K cbonsrn | ynakosky (6nuctep) us nnexku NBX/MNBOX n
anioMUHNEBOW WNIN B KOHTYPHYIO SAYEiKOBYIO ynakosKy | ¢honbrin anioMWHUEBOIA.

(6nuctep) us nnenkn NBX/MNBOX n donbru anomuHue-

BOM.

Mo 3 nnn 6 KOHTYPHbIX AYehKoBBIX ynakosok (6nucte- | Mo 3 KOHTYPHBIX AYEkoBbIX ynakosok (6un-
poB) unn no 1 6aHke BMECTE C MHCTPYKLMEN NO NpUMeE- | CTEpOoB) BMECTe C WHCTPYKUMEW NO npume-
HEHWIO B MaYKy KAPTOHHYIO. HEHUIO B NAYKY KAPTOHHYIO.

11. | MAPKUPOBKA MepeuyHas ynakoeKa lMepeuyHast ynakoeka
Ha koHmypHoli suelikoeoli ynaxoexe (bnucmepe) Ha | Ha  konmypHoll  siyelikoeoli  yrakoske
PYCCKOM Si3biKe yKa3blealom: TOProBO€ HaumeHoBaHue | (briucmepe) Ha DYCCKOM 53biKe YKa3aHo:
npenapata ¢ NpeAynpeAuTenbHON MapkupoBKoi ®, | TOProBOe HaMMEHOBaHME npenapata ¢
MeXAyHapOAHOE HEMAaTeHTOBAHHOE HaWMEHOBaHWe W | NPeAyNpeAuTeNbHOW  MapkupoBkoit  ®,
LO3MPOBKY (Ha pPYCCKOM W aHFAWIACKOM  A3blKax), | MexayHapoaHoe HefaTeHToBaHHOe
feKapCTBEHHYIO (hOpMY, HauMEHOBaHWE  TOBapHBIA | HauMeHOBaHME W AO3NPOBKA (HA PYCCKOM U
3HaK (naTUHUUEW) JepXaTens pPerucTpauuoHHOro | aHrMWIACKOM  A3bIKaX),  NeKkapcTBeHHas
YAOCTOBEPEHWS, HOMEP Cepun, AaTy UCTEYEHW cpoka | popMa, HaUMEHOBaHME  TOBaPHbLIA 3HaK
FOAHOCTH. - (naTvHWUUelR) aepxkaTens perncTpaumoHHOro

YAOCTOBEPEHUs,, HOMEp cepuu, Aara
ncTeYeHna cpoka rofHOCTY.




MACIOPT Ne 1290/25 S
CTP. 2 U3 2
"ﬁ OTAEN KOHTPONA KAYECTBA
JNuuyeHsua Ne 11012-00102-77/00010585
MAKU3DPAPMA CLOR e
HQE#E;IA?T%HME Mnarpun® TabneTkun, NOKPbITbIe NAIEHOYHOK 060NOUKOR, 75 Mr
109026, . Mociea HOMEP CEPUU: PL1571025
ety "% I ATA IPOM3BOACTBA: | 06.10.2025
ggi::: g TOAEH A0: 30.09.2027
cTpoeHuUe 8 OBBLEM CEPUN: 9 408 ynak. Ne30
Ten: (495) 981-00-88 NPOVU3BOAUTEND: 000 «MAKU3-®APMA»
AHAINS NO: JIN-006376-290720, uam. Ne1, 2, 3, 4
XPAHEHUE: Mpu Temnepatype He Bbiwe 25 °C.
Ne HaumeHoBaHue
nin OkasaTers Tpe6osaHusa HL, PesynbTathl aHanusa
Bmopuy4Has ynakoexa BmopuyHas ynakoska
Ha kapmorHOU nayke Ha pYycCKOM si3bike yKasbigaiom: | Ha kapmorHOU nayke Ha pyCCKOM s3biKe
TOproBoe HanMeHOBaHue npenaparta ¢ | ykasano: TOprogoe HaumeHoBaHwe
npeAynpeauTENbHOW MapkupoBkoil ®, mMexayHapoaHoe | npenapata c npeaynpeauTensHon
HenaTeHToBaHHOe HauMEHOBaHue, AO3NPOBKY, | MapKUpOBKOW ®, MEXYHAPOAHOE
thapmakoTepaneBTUYECKylo Tpynny, HNEeKapCTBEHHYK | HenaTeHTOBaHHoe HauMeHoBaHue,
cdopMy ¥ KonmMyecTBO TabneTok B  YMAKOBKE, | A03MPOBKA, capmakoTepanesTuyeckan
HauMeHOBaHMe W copepkaHue  JencTBylowero | rpynna, nekapcTeeHHas cthopma n
BellecTBa B OAHOM Tabnetke, YCNOBUA XpaHEHUs, | KONUYECTBO  TabneTok B  YnakoBske,
npeaynpeauTentHble Hagnucn «CoAepXWT NakTosbl | HaumeHoBaHwe n coaepxanne
MOHOTMAPaT», «XpaHUTb B HEAOCTYNHOM ANS jeTeil | AeWCTBylOWeEro Belwectsa B OAHOR
MECTEY, «Mepep, NpUMEHEHNEM npenapata | Tabnetke, ycnosus XpaHeHus,
03HAKOMbBTECH € MpunaraeMoll  MHCTPYKUMeil», | npeaynpeauTenbHble Hagnuch «CopepxuT
«TpuHUMATL NO HA3HAYEHMIO Bpayay, YCNOBUS OTNYCKa, | NakTosbl  MOHOrMApaT», «XpaHuTb B
cnocot npuMeHeHuns, Haanuch «®» - | HepocTynHOM Ans aeven mecte», «llepeg
3apPErUCTPUPOBaHHBIA  TOBApHBI  3HAaK»,  HOMEpP | MPUMEHEHMeM npenapaTta O3HaKoMbTeChb C
CBUAETENbCTBA O pPerucTpauuv TOBApHOro 3Haka, | mpunaraemon WHCTpykumen», «fpuHumars
HOMEp perncTpaumoHHoro YAOCTOBEPEHMUA, | MO HA3HAYEHWIO Bpava», YCNoOBUS OTNycka,
HauMEHOBaHUe pepxartens PerncTpaumnoHHoro | cnoco6 npumeHeHus, Hapnucb «®» -
YAOCTOBEPEHWUR, €ro CTpaHy W TOBapHblii 3HaK | 3aperMcTpUpOBaHHLIM  TOBapPHbLIA  3HAKY,
(naTuHMuei), HaUMeHoBaHKe, CTpaHy 1 ropos UpMbl- | HOMEpP CBUAETENbCTBA O perucTpauum
NPOV3BOAUTENSA, LUTPUX-KOJ, HOMEp cepuun, J[aTy | TOBAPHOro 3Haka, HOMEpP PerncTpPaunoHHOro
UCTEYEHUs] cpoka TFOAHOCTW, LUTPUX-KOA B popmaTe | yAOCTOBEPEHMS, HaUMeHOBaHUE aepxaTtens
DataMatrix, rmoGanbHbii NAEHTUPUKALUNOHHBIA HOMEP | PEerncTpaLuoOHHOrO  YAOCTOBEPEeHUs, €ro
| TOProBOA eauHWLUbBl W WHAWBMAYaNbHLI CEepUiiHbIK | CTpaHAa W TOBApHLIN 3HaK (NaTWHWLER),
| HOMEP TOpProBoW eANHULI. HauMeHOBaHMe, cTpaHa W ropop UpMbI-
NPON3BOAMUTENSA, LUTPUX-KOA, HOMEP Cepun,
AaTa MCTeYEeHUs cpoka rOAHOCTW, LUTPUX-
! ko4 B popmate DataMatrix, rnoBanbHblii
WAEHTUMDUKALKOHHBIK  HOMEP  TOProBoW
eAWHUUBI W WHAWBMAYASbHBIA CEPUIHBIN
HOMEp TOProBoit €ANHNLLbI.
HononHumensHo Ha emopu4Hol yriakoeke (Ha nadke | JononHumenbHO Ha emopuyroll ynaxkoske
KapmoHHoOU) Ha aHenulckoM s3bike yKasbieaiom: | (Ha na4yke KapmoHHOU) Ha aHenulckom
TOProBOE HaMMEHOBaHWe NEeKapCTBEHHOro npenapara, | s3bike yKa3aHo: TOProBoe HaMMeHoBaHue
MEXAYHAPOAHOE HENATEHTOBAaHHOE HAUMEHOBaHWE, | NEeKapCTBEHHOro npenapara,
AO3NPOBKY, NeKapcTBeHHyio hOpMy M KONMUYECTBO | MEXAyHapoaHoe HenaTeHToBaHHOe
TabneTok B ynakoske, Hagnuce «Antiaggregant». HaumeHoBaHue, ,03UPOBKa, NEKapCTBEHHaRA
chopma 1 KonMuecTBO TabneTok B ynakoBke,
Hagnuch «Antiaggreganty.
12. | CPOKT'OQHOCTHU 2 roga CootBeTCTBYET
| 3akniouenme:

FeHepanbHbLIW AUPEKTOP:

Darta Bbinycka OKK: «29» okts6pa 2025 r. .'
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