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MAKMWN3DAPMA
:Qg#E;IETB/.CH“E Mnarpun® TabneTku, NOKPLITbIE NNIEHOYHON 0OGONOYKOM, 75 Mr
l°9°2%6f- Mocksa HOMEP CEPWU: PL1451124
o B ROS, [T A TA IPOVBBOACTBA: | 15.11.2024
cTpoeHue 4, TOOEH O0: 31.10.2026
CTpOEHue 6,
cTpogHMe 8 OBbLEM CEPUMK: 9 744 ynak. Ne30
Ten.: (495) 981-00-88 NMPOU3BELEHO: 000 «MAKU3-®APMA»
AHAJIN3 NO: nn-006376-290720, uam. Net, 2, 3
XPAHEHUE: Mpu Temnepartype He Bhiwe 25 °C.
Ne Haumenosakne Tpebosanusa HO PesyneTaThbl aHanusa
n/n nokasarens P v
1. | ONMUCAHUE BusyanbHbiii. Kpyrnbie aBoskoBbinyknbie Tabnetku ¢ | Kpyrnole fBosikosbinyknbie Tabnetku ¢ dac-
¢hackoi, MOKPLITHIE MIEHOYHON OOOMOYKON PO3OBOTO | KOW, MOKPLITHIE NAEHOYHOW OBGOMOYKOR pPo-
ugeTa. 30BOrO UBETA.
2. | NOGNWHHOCTL Y®-cnektpocoTomeTpus. Yd-cnektpel nornowleHus | Yd-cnextpodoToMeTpus. YO-cnekTphl no-
UCNLITYEMOro 1 CTaH4apTHOMO pacTBOPOB B 06NacTu OT | FMOLEHUS WUCNBITYEMOTO W  CTaHAAPTHOMO
250 po 300 HM AOMMKHBI MMETH MaKCUMyMbl NPU OAHUX U | pacTeopos.B ofnactn oT 250 go 300 Hm
TeX xe ANIMHAX BOJH. MMEIOT MaKCUMyMbl MPU OBHUX U TEX XEe
ANYHaX BOAH.
BIXX. Bpema yaepXuBaHuA OCHOBHOTO Nuka Ha xpo- | BIXKX Bpems yaepxumBaHua OCHOBHOMO Mu-
marorpamme MCMbLITYEMOr0 pacTBopa AOMKHO COOTBET- | K& Ha XpOMaTOrpamMmMe WUCNbITYEeMOro pac-
CTBOBaTb BPEMEHW YAEpXUBaHWA NuKa KNONMAOrpena | TBopa COOTBETCTBYET BPEMEHU yAepkusa-
Ha XpomaTorpamme CTaHAapTHOro pacTteopa (pasfen | HUA NuKa Knonuaorpena Ha xpomaTorpamme
«KonuuyecteeHHoe onpeaeneHne). cTaHaapTHoro pacreopa (pasgen «Konuue-
CTBEHHOE onpefeneHue).
3. | CPEQHAA MACCA Fo Po, 09C.1.4.2.0009.15.
Ot 248,56 o 263,94 mr (256,25 mr + 3,0 %). 258,63 mr (+0,9%)
4. | PACTBOPEHME e Po, 09C.1.4.2.0014.15, (104%)
Y®-cnekrpodoToMeTpuUN. 104%
He menee 80 % (Q) ot 3asBNEHHOro konMyecTsa Knonm- 103%
gorpena uepes 30 MuH. 103%
104%
104%
103%
5. | POOCTBEHHBIE BIXX.
NPUMECH Flpumeck A — He Gonee 1,2 %; 0,03%
npumect C — He 6onee 1,5 %; 0,38%
eANHNYHASA HenaeHTUdULMPOBaHHasA npumect — He 6o- 0,05%
nee 0,2 %;
CyMMa npumeceli — He Gonee 2,5 %. 0,45%
6. | BOOA e Po, 090C.1.2.3.0002.15, metop K. Puwepa.
He 6onee 7,0 %. 1,3%
7. | MUKPOBEUONOMMYECKASA | M'd Pd, O®C.1.2.4.0002.18, kaTteropus 3A.
YUCTOTA O6tee yucno aspobHbIX MUKPOOPraHU3mMos - He Gonee MeHee 20 KOE B 1T
10°KOE B 1 r (MN);
OBGujee 4KUCNO BPOMOKEBLIX WM MNECHEBLIX rpubos: He MeHee 10 KOEB 1T
6onee 10° KOE B 1 1 (Mn);
Escherichia coli: orcytcTBue B 1 1 (Mn). He ob6Hapy#eHo
8. | OOHOPOOHOCTb ro Po, 09C.1.4.2.0008.18, cnoco6 1.
OO3UPOBAHUA AV 5 15,0 % (n = 10), ecnn ycnosue He BbINOSHAETCH,
T0 AV £ 15,0 % (n = 30), v gns 30/30 TabneTok Konuye- AVio=3,9%
CTBEHHOE COjAepXaHue Knonugorpena AOMKHO Haxo-
AuTbCA B uHTepeane 0,75-M — 1,25-M.
9. | KONMMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 74,11 mr
OMNPEOENEHUE A0 105,0 % oT 3aABNEHHOrO KonuyecTsa) B OAHON Tab- (98,8%)
netke.
10. | YNAKOBKA lpu npouseodcmee, ¢hacoske w/unu ynakoske Ha OO0 | MMpoussodcmeo, ¢bacoeka U ynakoeka Ha
«MAKU3-OAPMA»: 000 «MAKU3-OAPMA»:
Mo 10 Tabnetok B KOHTYPHYIO R4eiikoBylo ynakoeky | Mo 10 Tabnetok B KOHTYPHYIO SiUEKOBYIO
(6rincTep) M3 NNEHKU NONUBWHUNXNOPMAHOW W chonbrM | ynakosky (6nuctep) us nnedku NBX/MBOX u
anioMUHUEBOW UNU B KOHTYPHYIO AYEWKOBYIO YNakoBKy | ¢honsru anioMUHUEBOIA.
(6nucTep) us nnenku NBX/NBAX v conbru aniomuHne-
BOW.
Mo 3 unu 6 KOHTYPHBLIX AYEiiKkoBbIX ynakoBok (Gnucte- | M0 3 KOHTYPHBIX AYEMKOBLIX YNakosok (6nu-
poB) unu no 1 6aHke BMeCTe ¢ MHCTPYKLMEH No NpuMe- | CTEPOB) BMECTE C MHCTPYKUMEN NO npume-
HEHWIO B NAYKy KAPTOHHYIO. HEHUIO B NAYKy KAPTOHRYIO.
11. | MAPKUPOBKA MepesuyHas ynakoeka lMepsuyHasn ynakoska
Ha konmypHoll suelikosoli ynaxkoeke (bnucmepe) Ha | Ha  KoHmypHol  syeiikosoil  ynakoske
PYCCKOM S3bIKe YKa3blealom: TOprosoe HaumeHoBaHue | (6rucmepe) Ha pPYCCKOM Si3blKe yKas3aHo:
npenapata € npeaynpeauTenbHoi mapkupoBkoit ®, | TOproBoe HaMMeHOBaHWe npenapara ¢
MEXAYHAPOAHOE HEeNnaTeHTOBaHHOE HauMeHOBaHue W | npeaynpeAuTencHoh  Mapkuposkol  ®,
AO3NPOBKY (Ha PpYCCKOM W aHIIWACKOM s3blkax), | MeXAyHapogHoe HenaTeHTOBaHHOE
NeKapcTBEHHYI0 hOpPMY, HaUMEHOBaHWEe  TOBAPHbIA | HaUMEHOBaHUE U J03UPOBKA (Ha PYCCKOM K
3HaK  (maTuHuuen) AepxaTensa  pPerMcTpauuoHHOro | aHrnmUCKOM  sisblkax),  NeKapcTBeHHas
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YAOCTOBEPEHUA, HOMEp cepuu, AaTy NpPOU3BOACTBA
(npu  acoske Ha OO0 «MAKU3-®APMA» paty
NPOM3BOACTBA HE HAHOCAT), AATY WCTEYEHUs Cpoka
rOAHOCTH!.

BmopuyHas ynakoeka

Ha xapmoHHoli nayke Ha PYCCKOM SI3bIKE yKa3biearom:
TOproeoe HaumeHOBaHue npenapara c
npeaynpeanTenbHON MapkupoBkol ®, MexayHapoaHoe
HenaTeHToBaHHOe HaMmeHoBaHue, A,03NPOBKY,
chapmakoTepaneBsTUMECKYI0  Fpynny, NEeKapCTBEHHYIO
cdopmy 1 konmuyectso TabneTok B  YNAKOBKE,
HauMeHOBaHWe 1 cojaepaHue  AercTBylowWwero
BELecTBa B OAHON Tabnetke, YCROBWA XpaHEHWUSA,
npeaynpeautencHble Haanucu «COAEpXUT naKkTosbl
MOHOTUApaT», «XpaHuTe B HEAOCTYNHOM gna AeTen
MecTey, «Mepeg, nNpUMEHEHUEM npenapara
O3HAKOMbTECL € MNPUNAraeMoll  WMHCTPYKUUeli»,
«[puHUMaTL NO Ha3HAYeHUIO Bpauay, YCNOBUSA OTNYCKa,
cnoco6 NPUMEHEHNA, HaANUCh «®» -
3aperucTpupoBaHHbIi  TOBApHbLIA  3HaK»,  HOMep
CBUAETENbCTBA O PErMCTPauun TOBAPHOTO  3HaKa,
HoMmep perucTpaumoHHoro YAOCTOBEPEHUA,
HauMeHoBaHue Aepxarens perucTpauuoHHoro
YAOCTOBEPEHUA, ero CTpaHy W TOBapHblii  3HaK
(naTuHuUen), HaumeHOBaHWe U CTpaHy UPMBbI-
npoussoauTens (npu npoussoactee Ha OO0 «MAKN3-
®APMA» ykasbiBaloT CTpaHy, FOPOA), LUTPUX-KOA,
HOMEp cepuu, AaTy Npon3BOACTB2 (NPU NPOM3BOACTBE
Ha OO0 «MAKWU3-PAPMA» party npousBOACTBa He
HaHOCAT), AaTy UCTEUYEHUA CPOKa rOAHOCTH, LUTPUX-KOA
B thopmarte DataMatrix, rnobanbHbIl
MASHTUMDUKALUNOHHBLIN HOMEP TOProBON efuHUUbl WU
MHAMBMAYaMNbLHbI CEPUIAHBIA HOMED TOProBOiA €ANHMLBI.

HononHumenbHo Ha emopuyHoll yrnakoeke (Ha nauxe
KapmoHHOll) Ha aHanulickoM f3biKe yKa3blearm:
TOProBOE HaMMEHOBaHWe NeKapCTBEHHOrO npenapara,
MeXAYHapOAHOE HENaTeHTOBaHHOE HauMeHOBaHue,
LO3MPOBKY, JfleKapCcTBEHHYo ¢opMy U KONMUECTBO
TabneTok B ynakoske, Hagnuck «Antiaggregant».

¢opma, HauMEHOBaHWE TOBaPHBIA 3HAK
(naTuHULEeR) AepxaTensi PermcTPaunoHHOro

YAOCTOBEPEHUS, HOMEep cepwu, jaTa
VNCTEYEHNS CPOKa FOJHOCTH.

BmopuyHas ynakoeka

Ha xapmoHHOU nayke Ha PYCCKOM si3biKe
yKa3saHo: Toprosoe HaMMeHoBaHue
npenaparta c npeaynpeauTensHoii
MapKUpOBKOM ®, MEXAYHapoaHoe
HenaTeHToBaHHOe HauMeHoBaHwue,
A031UPOBKa, thapmakoTepaneBTnyeckas
rpynna,  nekapcTBeHHas  chopma ]
Konu4ecTso  Tabnetok B ynakoBke,
HauMeHoBaHNe n COAepxaHue
LEACTBYIOWEro  BewecTBa B OAHOW
Tabnetke, ycnosma XpaHEHUR,

npeaynpeautensHele Hagnucn «Coaepxut
nakTo3bl  MOHOrMgpaT», «XpaHutb B
HEeJOCTYNHOM Ana peTen mecte», «[Mepes
NpUMEHEeHUeM npenapara O3HAKOMbTECh C
npunaraemoli MHCTpykuuen», «MpuHUMaTL
no HasHa4YeHuIo Bpada», YCNOBUS OTMYCKa,
cnoco6 npuMeHeHus, Hagnuch «®» -
3apPErUCTPUPOBAHHBIA  TOBaPHBIA  3HAKY,
HOMEp CBWAETENLCTBA O pPerucTpauuu
TOBapPHOro 3HaKa, HOMEpP perucTpaLnoHHOro
YAOCTOBEPEHUS, HAUMEHOBaHUE AepXaTens
PErncTpaLmMoHHOro  yaOCTOBEPEHMUA, ero
CTpaHa 1 TOBapHbIA 3HAaK {(nAaTUHUUEN),
HauMEeHOBaHue, cCTpaHa W ropoa UpPMbI-
NPOU3BOAUTENS, LUTPUX-KOA, HOMEP Cepun,
fAaTa WCTEYEeHWs CPOKa FOJHOCTMU, LUTPUX-
kop B thopmate DataMatrix, rnoGanbHoiii
MAEHTUUKALUUOHHBIK  HOMEpP  TOProBoiA
€AVHULLl 1 UHAMBMAYaNbHLIA CEePUAHLIA
HOMEpP TOProBON €4 UHNLbI.

HononHumensHo Ha emopuyHoll yriakoske
(Ha nauyke kapmoHHOU) Ha aHenulickom
fA3bIKE YKa3aHO: TOPTOBOE HaUMEHOBaHue
neKapcTBEHHOro npenapara,
MEXAYHapoAHoe HenaTeHToBaHHOE
HauMeHOoBaHue, A03NPOBKa, NIEKapCTBEHHanA
dopma n konuuecTeo TabneTok B ynakoeke,
Hagnuce «Antiaggreganty.
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