MACTOPT Ne 201/24 Ll
CTp. 1132
OTAEN KOHTPOJIA KAYECTBA
4 ; JInuensus Ne 00205-J1C ot 15.02.2021 .
MAKWU3DAPMA
:Sg#ﬁg :T%‘HME MNnarpun® tabneTkun, NOKpPbITbIE NNEHOYHOK 060NOYKON, 75 Mr
)10902%6“ '\cgc"?a HOMEP CEPUMU: PL1110324
w6 oS T HATA TPON3BOACTBA: | 27.03.2024
CTpoeHue 4, .
il FOAEH [iO:  31.03.2026
CTpoeHue 8 OBbEM CEPUM: 9 798 ynak. Ne30
Ten.: (495) 981-00-88 NPOU3BEAEHO: 000 «MAKU3-®APMA»
AHAIU3 NO: J1M-006376-290720, uam. Ne1, 2, 3
XPAHEHMUE: Mpu TemnepaTtype He Bbiwe 25 °C.
Ne Haumetosarne Tpe6osanuusa HO PesynbTathl aHanusa
n/n nokasarens P y
1. | ONUCAHUE Kpyrnele ABosikoBbINyknbie TabneTkn ¢ chackoil, Nokpbl- | Kpyribie ABOAKOBLINYKIbIE TabneTkn ¢ dac-
Tbl€ NSIEHOYHON 060NOYKOW PO30BOro LBETA. KOW, MOKPbLITbIE NNEHOYHON OBOSOYKOA Po-
30BOro UBeTa.
2. | NOOANMUHHOCTbL Y®-cnekrpochoTomeTpusi. YD-cnekTpbl NOrMoWeHus Y®-cnekrpochoToMeTpusi. YO-cnekTpsl no-
UCMbITYEMOro U CTaHAAPTHOrO PacTBOPOB B 06NAacTh OT | FMOLUEHUS WUCMLITYEMOrO M CTaHAapTHOro
250 A0 300 HM AOMKHBI MMETH MaKCUMYMbI MPY OAHUX W | PacTBOPoB B obnact oT 250 ao 300 HM
TEX Xe ANMHAX BOJSH. UMEIOT MakCUMyMbl NPU OAHUX U TEX e
ANUHAX BOSH.
B3XX. Bpems yaepxusaHus OCHOBHOrO nuka Ha xpo- | B3XX Bpems YAEPXNBaHNSE OCHOBHOrO Nii-
MaTorpamMmme WUCnbITYeMOro pacTBopa AOMKHO COOTBET- | ka Ha XpoMaTtorpamMme MCMbITYeMOoro pac-
CTBOBaTb BPEMEHU YAEPXMBAHWA NWKa KNONUAOrpena | TBOpa COOTBETCTBYET BPEMEHU yAepXuBa-
Ha XpomatorpamMme CTaHAapTHOro pacTeopa (pasgen | HWUA NUKa KNonMAOTPena Ha xpomaTorpamme
«KonuuecTtseHHoe onpeaeneHuey). CTaHfapTHoro pacteopa (pasaen «Konuue-
CTBEHHOE onpegenexue).
3. | CPEOHAA MACCA o PO, 09C.1.4.2.0009.15.
Or 248,56 p0 263,94 mr (256,25 mr £ 3,0 %). 258,18 mr (+0,8%)
4. | PACTBOPEHUE e PO, 09C.1.4.2.0014.15, (99%)
Y®-cnektpocdoTomeTpus. 99%
He meree 80 % (Q) oT 3asBNEHHOro KONUYECTBa KNonu- 99%
porpena yepes 30 MUH. 101%
100%
98%
98%
5. | POOCTBEHHLIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,05%
npumecs C — He 6onee 1,5 %; 0,12%
€ANHUYHAA HenaeHTUULMPOBaHHas NpuMeck — He 60- 0,03%
nee 0,2 %;
CyMma npumecen — He Gonee 2,5 %. 0,26%
6. | BOOA re P, 09C.1.2.3.0002.15, metoa K. ®uwepa.
He Gonee 7,0 %. 1,4%
7. | MUKPOBUONOIMNMYECKASA | F® P®, ODC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA Obuee uncno aspobHbLIX MUKPOOPraHn3MoB - He Gonee MeHee 20 KOEB 11
10° KOE B 1 r (Mn);
ObLuiee 4MCNO APOMOKEBBLIX M MAECHEBLIX rpUBoOB: He MeHee 10 KOEB 11
Gonee 10° KOE B 1 (Mn);
Escherichia coli: otcyTcTBue B 1 r (Mn). He obHapyxeHo
8. | OQHOPOOQHOCTb re Po, 09C.1.4.2.0008.18, crnocob 1.
JO3UPOBAHUA AV = 15,0 % (n = 10), ecnu ycrnosue He BbINONMHAETCS,
To AV £ 15,0 % (n = 30), u ans 30/30 TabneTok konuue- AV10=5,7%
CTBEHHOE COAEepXaHue Knonuaorpena AOMKHO Haxo-
AUTbCA B MHTepsane 0,75-M — 1,25-M.
9. | KONMUYECTBEHHOE B3XX. Ot 71,25 po 78,75 Mr knonuaorpena (ot 95,0 % 73,18 mr
ONPERENEHUE 40 105,0 % oT 3asBNEHHOro KoNuyecTea) B OAHON Tab- (97,6%)
netke.
10. | YNAKOBKA IMpu npouseodcmee, cbacoske u/unu ynakoeke Ha OO0 | Mpoussodcmeo, ¢hacoska u ynakoeka Ha
«MAKU3-@APMA»: 000 «MAKN3-©APMA»:
Mo 10 TabneTok B KOHTYpHYKO suYeikoByto ynakoeky | Mo 10 TabneTok B KOHTYPHYIO SYEKOBYIO
(6nuctep) U3 NnNeHkN NONUBMHUAXMOPUAHON U hoNbIn ynakoBky (6nuctep) us nneHku NMBX/MNBOX n
anioMUHUEBON WK B KOHTYPHYIO SYEIAKOBYIO YNakoBKY | chonbrit anoMUHUEBOMN.
(6nnctep) ua nnenku MBX/MBAOX 1 donbrv anoMuH1e-
BOWA.
Mo 3 unn 6 KOHTYPHLIX AYENKOBBLIX yNakoBok (6nmcTe- | Mo 3 KOHTYPHBIX SYEIAKOBbIX ynakoBok (6nu-
poB) unn no 1 6aHke BMECTE C UHCTPYKUMEA NO NpuMe- CTepPOB) BMECTE C WHCTPYKUMEN NO npumMe-
HEHWIO B NaYKy KAPTOHHYIO. HEHWIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA lMepeuyHas ynakoeka lMepsuyHas ynakoeka
Ha koHmypHoli syelikoeoll ynakoeke (6nucmepe) Ha | Ha KoHmypHoU  siyelikosoli  ynakoeke
PYCCKOM 53biKe yKa3bléalom. TOProBoe HaumeHosaHwe | (65ucmepe) Ha PYCCKOM 53bIKE yKa3aHo.
npenapara ¢ npeAynpeAuTenbHOM MapkupoBkoiA ®, | TOProBoe HauMeHOBaHWe npenapaTta C
MEXAYHapOAHOE HenaTeHTOBaHHOE HaWMEHOBaHWEe W | NpeAynpeAUTEnbHOW  MapkupoBkoih  ®,
AO3NPOBKY (Ha PYCCKOM U  aHIMIMACKOM S3blkax), | MeXayHapoaHoe HenaTeHTOBaHHOe
nekapcTeeHHyio (hOpMy, HauMEHOBaHWe  TOBaPHbI | HaMMEHOBaHME M AO3NPOBKA (Ha PYCCKOM U
3HaK  (naTuHuUel) JAepXaTens  perucTpauuoHHOro | aHrmuickom A3bIKaXx), JlekapcTBeHHas




(npu  acoske Ha OOO «MAKU3-GAPMA» paty
NPOU3BOACTBA HE HAHOCAT), AaTy WUCTEYEHUA Cpoka
roAHOCTU.

BmopuyHas ynakoeka

Ha kapmonHOU nayke Ha pycCKOM si3biKe yKasblealom:
TOproeoe HanmeHoBaHue npenapara c
npeAynpeauTenbLHON MapKkupoBkon ®, MexayHapogHoe
HenaTeHToBaHHoe HauMmeHoBaHue, A03UPOBKY,
(hapmakoTepanesTUYECKyl0  rpynny, NeKapCTBEHHYIO
¢opmy ©u  konuyecTBO Tabnetok B  ynakoBke,
HauMeHOBaHMe U  cojepxaHue  AeWCTBYHOLLEro
Bellectea B OAHOW TabneTke, YCNOBWS XpaHeHus,
npeaynpeautenbHole Haanucu «CoAepXUT nakTo3bl
MOHOrMApPaT», «XpaHuTb B HEAOCTYNHOM ANs AeTei
MecTey, «Mepea NPUMEHEHUEM npenapara
O3HaKOMbTECb ~ C  Mpunaraemoi VNHCTPYKLUMEen»,
«MpuHUMaTL NO Ha3HaueHuIo Bpayay, yCrnoBus oTnycka,
cnocob NpUMEHEeHus, Hagnuch «®» -
3aperncTpupoBaHHbI  TOBApHbIA  3HaK», Homep
cBMaeTenbCcTBa O perucTpauuu TOBAPHOro  3Haka,

Homep perucTpauuoHHoro YAOCTOBEPEHUS,
HaumeHoBaHue Aepxatens perncTpaunoHHoro
YAOCTOBEPEHUA, €ero CTpaHy W TOBapHbliA 3HaK
(naTuHuuenh), HaumeHoBaHWE W  CTpaHy UPMbI-

npoussoauTens (npu npoussosctee Ha OO0 «MAKWU3-
®APMA» ykasblBalOT CTpaHy, rOPOA), LUTPUX-KOA,
HOMEp cepuu, AaTy NPOU3BOACTBA (NpU NPOU3BOACTBE
Ha OO0 «MAKWU3-®APMA» paTy npousBOACTBA He
HaHOCAT), AaTy UCTEYEHUR CPOKa FOAHOCTH, LUTPUX-KOZA,
B thopmare DataMatrix, rno6anbHbIn
UAEHTUPUKALMOHHBIA HOMEpP TOProBOW EAUHWLbLI W
VMHAMBUAYanbHbIA CEPUIAHBIAA HOMEP TOProBOW €ANHULbI.

HononHumensHo Ha emopuy4HoOl ynakoske (Ha nayke
KapmoHHOU) Ha aHenulckoM S3blKe yKa3blearom:
TOProBOE HaWMEHOBaHWE NEeKapCTBEHHOro npenapara,
MEXAYHAapOAHOE HEenaTEeHTOBAaHHOE HauMEHOBaHue,
AO3UPOBKY, NeKapCTBEHHYl0 OpMy U  KOMUYECTBO
TabneTok B ynakoBke, Hagnuck «Antiaggregant».
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YAOCTOBEpEHUA, HOMEp Ccepuu, AaTy NPOUSBOACTBA | (hOPMa, HaUMEHOBAaHWE TOBAPHbIA 3HaK

(naTuHUUen) aepxaTens perncTpauyuoHHoro
YAOCTOBEpEHUs, HOMep cepuu, paTa
MCTEYEHNS CPOKa rO4HOCTHK.

BmopuyHas ynakoeka

Ha kapmoHHoOU na4yke Ha pPycckom si3bike
yKa3aHo: TOproeoe HammeHoBaHue
npenapara c npeaynpeauTensHo
MapKUpOBKOWA ®, MeXayHapoaHoe
HenaTeHTOBaHHOe HaumeHoBaHue,
[,03UPOBKa, dapmakoTepanesTuyeckas
rpynna, nekapcTBeHHas dopma n
KonuyecTso  Tabnetok B ynakoBke,
HauMeHoBaHue n coaepxaHue
AENCTBYIOLUEro  BelyecTsa B  OfHOWN
Tabnetke, ycnosus XPaHeHus,
npeaynpeauTensHole Hagnucu «Coaepxut
NaKTo3bl  MOHOrMApaT», «XpaHuTb B
HeAOCTyNnHOM AnA aeTten mecte», «[Mepep
NpUMEHeHUem npenapaTta O3HaKOMbTECH C
npunaraemoil WHCTpykumein», «MpuHumaTh
Nno Ha3Ha4YeHUI0 Bpayay», YCNoBUS OTNycKa,
cnoco6 npumMeHeHus, Hagnucb «®» -
3aperucTpupoBaHHbIA  TOBaPHbLIA  3HAKY,
HOMEp CBMAETenbCTBa O  perucrpauuu
TOBApPHOTrO 3Haka, HOMep PerucTpaLMoHHOro
YAOCTOBEPEHUSA, HAUMEHOBaHMWE AepXaTens
PerncTpaunMoHHOro  YAOCTOBEPEHUS, €ero
CTpaHa W TOBapHbIN 3HaK (NaTuHUUEeW),
HauMeHoBaHue, CTpaHa W TopoA UPMbI-
NpPOU3BOAUTENS, LUTPUX-KOA, HOMEP Cepuu,
AaTa WUCTEeYEeHUA Cpoka TOAHOCTH, LLUTPUX-
koA B ¢opmate DataMatrix, rno6anbHbiii
MAEHTUDUKALMOHHBIA  HOMEP  TOProBOW
€AVHUUBI U UHAWBWUAYANbHbLIA CEePUAHBINA
HOMEp TOProBoW eAuHULbI.
HononHumernsHo Ha emopuyHoli ynakoske
(Ha nayke KapmoOHHOU) Ha aHanulickom
f13bIKE YKa3aHO: TOProBOEe HauMEHOoBaHue
neKkapCcTBEHHOrO npenapara,
MeXayHapoaHoe HenaTeHToOBaHHOE
HauMeHoBaHue, A03UPOBKa, NeKapCTBeHHas
¢dopma 1 konuyecTBo TAaBNETOK B yNakoBke,
Haanuck «Antiaggreganty.
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