MACTIOPT Ne 880/24 LS EL ]
cTp. 1m32
"ﬁ OTAEN KOHTPONA KAYECTBA
Nuuensna Ne 71012-00102-77/00010585
MAKU3DAPMA
:QENESSTBAA:‘HME Mnarpun® TabneTku, NOKPbITLIC NIIEHOYHOU 060M04KON, 75 Mr
100029 1. Mocea | "HOMEP CEPYW: PL1481124
fdiry Pos |"DATA MPOW3BOACTBA: | 18.11.2024
ggz::: ‘6‘v rOQEH A0: 30.11.2026
CTpOeHMe 8 OBBEM CEPUM: 9 828 ynak. Ne30
Ton.: (495) 810068 |_POUSBELEHO: 000 «MAKWU3-OAPMA»
AHANU3 NO: JIN-006376-290720, uam. Ne1, 2, 3
XPAHEHMUE: Mpwu TemnepaType He Bbiwe 25 °C.
Ne HaumeHosatine Tpe6oeanusa HJ Pe3ynbTaTthl aHanu3a
n/n nokasarensi P 4
1. | ONMUCAHUE BusyaneHuin. Kpyrnbie asoskosbinyknble Tabnetku ¢ | Kpyrnsie ABOAKOBbINykNbie TabneTkn ¢ ac-
hackoid, NOKPbITEIE NNEHOYHON OBONOYKON PO3OBOrO | KOW, MOKPLITHIE NAEHOUHOR OGOMOUKON po-
useTa. 30BOrO LUBeTa.
2. | NOANTUHHOCTb Y®-cnekrpocpoTomeTpua. YOd-cnektpel nornoweHus | Y®-cnekrpocdoToMeTpus. YO-cnekTpe! no-
UCNbITYEMOrO 1 CTaHAAPTHOrO PacTBOPOB B OONAACTU OT | rMOWEHUs MCNBITYEMOro W CTaHAapTHOro
250 a0 300 HM AOMXKHL! MMETE MaKCUMYyMbI NPU OAHUX U | pacTBopoe B obnactu oT 250 Ao 300 Hm
TeX e JANNHaxX BOMH. MUMEIOT MaKkCUMYMbl MpU OAHUX U TEX Xe
ANUHAX BOMH.
B3XX. Bpemsa yaepxuBaHus OCHOBHOTO nuka Ha xpo- | BIXKX Bpems yaepkMBaHNA OCHOBHOTO nu-
MmaTorpamme MCbITYEMOro pacTBopa AOMMKHO COOTBET- | kKa Ha XPOMAaTorpamme WCMbITYeMoro pac-
CTBOBaTb BPEMEHU YAEpXUBaHWS NUKa KNOMUAOrpena | TBOPa COOTBETCTBYET BPEMEHU YAEpXuBa-
Ha xpomarorpamme CTaHAApTHOrO pacteopa (pasaen | HusA nuka KNonuAorpena Ha XxpomaTorpaMme
«KonudecTtBeHHOe onpeaeneHue»). cTaHaapTHoro pacreopa (pasgen «Konuue-
CTBEHHOE ONpeAeneHue»).
3. | CPEOHAA MACCA ro Po, 09C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 mr + 3,0 %). 258,77 mr (+1,0%)
4. | PACTBOPEHUE ro Po, 09C.1.4.2.0014.15, (99%)
Y®-cnektpocdoTomeTpUs. 98%
He menee 80 % (Q) OT 3aABRNEHHOrO KONUYecTsa Knonu- 97%
porpena yepes 30 MUH. 101%
98%
101%
100%
5. | POOCTBEHHbIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,02%
npumeck C — He Gonee 1,5 %; 0,46%
€ANHNYHas HenaeHTuLMpoBaHHas nNpumecs — He 60~ 0,05%
nee 0,2 %;
cymma npumecen — He Gonee 2,5 %. 0,53%
6. | BOOA re Po, 09C.1.2.3.0002.15, metop K. ®uwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUONOIrMYECKASA | N® PP, OPC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA ObLee uncno aspobHbIX MUKPOOPraHN3moB - He Gonee Mexee 20 KOEB 1T
10° KOE B 1 r (Mn);
Obwee uMCno APONOKEBBIX M MNECHEBLIX rpuboB. He 5KOEB1T
Gonee 10 KOE B 1 1 (Mn1);
Escherichia coli: otcyrcteue B 1 r(mn). He oBHapyxeHo
8. | OQHOPOAHOCTDL re Pd, 09C.1.4.2:0008.18, cnocob 1.
OO3UPOBAHUA AV < 15,0 % (n = 10), ecnn ycnosme He BLINOHAETCS,
To AV < 15,0 % (n = 30), n ana 30/30 Tabnetok konuue- AV10=2,6%
CTBEHHOE . COAEPXaHUE KNONUAOrpena JOMKHO Haxo-
AuUTbCA B uHTepeane 0,75-M — 1,25-M. -
9. | KONMYECTBEHHOE B3XX. Ot 71,25 o 78,75 mr knonuaorpena (ot 95,0 % 74,37 mr
ONPEAENEHUE A0 105,0 % OT 3asABNEHHOTO KOSMIMYECTBA) B OAHOI Tab- (99,2%)
neTke.
10. | YMAKOBKA Mpu npoussodcmee, ¢hacoeke u/unu yrnakoeke Ha OO0 | lMpoussodcmeo, ¢hacoeka U yrakoeka Ha
«MAKN3-QAPMA»: 000 «MAKN3-OAPMA»:
Mo 10 Tabnetok B KOHTYPHYIO AueiikoBylo ynakoeky | Flo 10 TaGneTok B KOHTYPHYIO SYEKOBYIO
(6nuctep) U3 nneHKku nonuBMHMUNXNOPUAHOK U donbru | ynakoBky (Bnucrep) us nnexku NBX/MBOX u
anioMUHKEBOA VNN B KOHTYPHYIO SMESMKOBYIO YNakKOBKY | ChOfbrW antoMUHNEBON.
(6nuctep) us nnexku NBX/MBOX v cdonbrn anioMuHmne-
BOW.
Mo 3 nnn 6 KOHTYPHLIX AYeliKoBBIX YnakoBok (6nucte- | Mo 3 KOHTYPHLIX AYENKOBbLIX yNakosok (6nu-
poe) unu no 1 6aHke BMECTe ¢ WHCTPYKUME Mo Npume- | CTepoB) BMECTE C WHCTPYKUMEN no npumMe-
HEHMIO B Na4Ky KapPTOHHYIO. HEHUIO B NAYKy KapTOHHYIO.
11. | MAPKUPOBKA MMepsuyHas ynakoeka IMepeuynasi ynakoska
Ha konmypHol suelikoeoll ynakoske (6nucmepe) Ha | Ha  koHmyproil  svelikosoll  ynaxkoske
PYCCKOM s3biKe yKasbleaiom: TOProeoe HaumeHoBaHwe | (6rucmepe) Ha PYyCCKOM S3biKe YKa3aHo:
npenapata ¢ NPeAynpeauTenbHOR Mapkuposkon ®, | ToproBoe HauMeHoBaHMe npenapata ¢
MeXayHapoAHOe HenaTeHTOBaHHOE HaMMEHOBaHWe W | NpeaynpeauTenbHOW — MapkupoBkoin  ®,
AO3UPOBKY (HA PYCCKOM U  aHrWACKOM A3blkax), | MeXayHapoaHoe HenaTeHToBaHHOe
NeKapcTBEeHHYI0 (POPMY, HaWMEHOBaHuWe  TOBapHbI | HAaUMEHOBAHUE M J03NPOBKA (Ha PYCCKOM U
3HaK  (naTuHuuUeW) AepKaTens PerucTpauuoHHOrO | aHMMWIACKOM  A3blkax),  NeKapcTBEHHas
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MAKMN3DAPMA
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cTpoeHue 6, -
cTpoeHve 8 OBBEM CEPUN: 9 828 ynak. Ne30
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AHANKU3 110: JIMN-006376-290720, nam. Ne1, 2, 3
XPAHEHME: MNpu Temnepartype He Bbiwe 25 °C,
Ne HawmeHoBaHue
nin nokasarenst Tpeb6oBaHus HA Pesynbrtathi aHanusa .
YAOCTOBEPEHMUS1, HOMEP Cepuin, AaTy npou3BoACTBa | hOpMa, HaMMEHOBaHWE  TOBapHLIN 3HAK

(npn dacoske Ha OO0 «MAKWU3-GAPMA» paarty
NPOU3BOACTBA HE HAHOCAT), AATYy WCTEYEeHUs cpoka
rOAHOCTH!.

BmopuyHas ynakoeka
Ha kapmoHHOU nayvke Ha PYCCKOM S3biKe yKa3sblearom:
TOproeoe HaumeHoBaHue npenapata c

npeaynpesuTenbHON Mapkuposko ®, MexayHapoaHoe
HenaTeHToBaHHoe HavmeHoBaHue, AO3MPOBKY,
thapmakoTepaneBTU4ECKYIO TPYNny, NeKapCTBEHHYH
copMy M konuuecTBOo Tabnetok B - ynakoBke,
HauMEHOBaHWe W COAEpPXaHMe  AeWCTBYIOLEro
BewectBa B OAHOM TabneTke, YCNOBUA XPpaHEHWs,
npeaynpeanTensHble Hagnucn «CoaepXuT nakTosbl
MOHOruapaT», «XpaHutb B HEAOCTYNHOM AN AeTeit
MEecTe», «Mepen NpUMeHeHUem npenapara
O3HaKOMbTECbL C npunaraemon MHCTPYKLUER»,
«MpuHMMaTL MO HasHaYeHWIo Bpavay», YCroBus OTMycKa,

cnocob NpUMEHeHNA, Hagnuch «®» -
32apErUCTPUPOBaHHLIA  TOBApHLI  3HaK»,  HOMEP
CBUAETENLCTBA O PEruCTPauun TOBApHOTO  3HAaKa,
Homep perncTpaunoHHoro YAOCTOBEPEHNS,
HaMmeHOBaHme Aepxarens perncTpaLmMoHHOro
YAOCTOBEPEHNS, €ro CTpaHy W TOBAapHbiA  3HaK
(naTuHWUeN), HaumeHOBaHWe U  CTpaHy hUpMbi-

npoussoauTens (npu npoussoactee Ha OO0 «MAKU3-
GAPMA» yKkasulBalOT CTPaHy, rOPOA), LUTPUX-KOA,
HOMEep cepuu, AaTy NpOU3BOACTBA (Npu NPOM3BOACTEE
Ha OO0 «MAKU3-®APMA» paTy npousBoAcTBa He
HaHOCHAT), AaTy UCTEYEHUA CPOKa FOAHOCTH, LUTPUX-KOZ,
B thopmate DataMatrix, rno6anbHbii
WAEHTU(PNKALIMOHHBLIA HOMEpP TOProBOW eAWHWLUBI W
WHAVBUAYASTbHBIA CEPUAHLIA HOMEP TOProBOW EAUHULL!.

HononHumensHo Ha emopuyHoll ynakoeke (Ha nayqke
KapmoHHoU) Ha aHanulickOM $13blke  yKa3sbiealom:
TOProBOE HaMMEHOBaHWE NeKapCTBEHHOro npenapara,
MEXAYHAPOAHOE HENATEeHTOBaHHOE HauMeHOBaHue,
BO3NPOBKY, nekapcTBeHHYlo ¢opMy M KOMUYECTBO
Tabnerok B ynakoske, HaaNUCh «Antiaggregant».

(naTuHuuen) gepxaTens perncTpaumnoHHoro

YAOCTOBEPEHUSi, HOMep cepuu, jara
WUCTEYEHNA CPOKa rOAHOCTH.

BmopuyHast ynakoeka

Ha kapmowHHOl nauke Ha pycckom si3bike
yKasaHo: Toproeoe HaumeHoBaHue
npenapara c npeaynpeauTesnbLHon
MapKUpoBKOM ®, MeXayHapogHoe
HenaTeHToBaHHOe HauMeHoBaHue,
L O3MPOBKA, thapmaKkoTepanesTMyeckas
rpynna, nekapcTBeHHas - dopma n
KonuyecTso  Tabnetok B  ynakoBke,
HauMeHOBaHuNe ] coAepXaHue
AefcTBylOULlero  BewjectBa B OAHOIA
TabneTke, ycrnoeus XpaHeHus,

npeaynpeautencHele Haanucu «Coaepxut
naKTo3bl  MOHOTMAPAT», «XpaHuTe B
HepoCTYynHOM Ans aeted mecye», «llepeg
npuMeHeHWeM npenapara 03HaKoOMbTeCb C
npunaraemor WHCTpykumnei», «MpuHumath
No Ha3HaUYeHWIO Bpaya», YCROBUS OTNYCKa,
cnocob npumeHeHus, Hagnuce «®» -
3apPerncTpuMpoBaHHbil - TOBAapPHbBIA  3HAK»,
HOMEpP CBUAETENbCTBA O  PErucTpauuu
TOBapPHOrO 3Haka, HOMepP PerncTPaLOHHOIO
YAOCTOBEPEHWNS, HAUMEHOBaHKE AepxaTens
PerncTpaumnoHHOro  yAOCTOBEPEHUS, ero
cTpaHa W TOBapHbI 3HaK (NMaTuHWuen),
HaumMeHoBaHue, cTpaHa u ropos UpMbI-
NPON3BOAUTENA, LUTPUX-KOA, HOMEpP cepuu,
fiaTa UCTEYeHWs Cpoka TOAHOCTH, LUTPUX-
koa B c¢opmate DataMatrix, rmoBanbHbii
NaeHTUMKALUUOHHBIN  HOMEp  TOProsoM
€AVHULBLI N WHAWBUAYANbHBLIA CEPUAHLIN
HOMep TOProBOW eAvHULbI.

HononnumensHo Ha emopuyHOll ynakoeke
(Ha nayke KapmowHHOU) Ha aHanulickom
A3bIKE yKa3aHO: TOProBOE HaMMEHOBaHWE
nexapcTBeHHOro npenapara,
MeXAYHapoaHoe HenaTeHToBaHHOe
HauMeHOBaHWe, A03MPOBKA, ieKapCTBEHHAA
cdopma 1 konmuecTBo TabneTok B ynakoexe,
Haanucb «Antiaggregant».

12. | CPOKrOOQHOCTH

2 roga

CootBeTcTByeT

: 3aKnrveHme:

HavanbHuk OKK:

Data Bbinycka OKK: «10» saHBapsa 2025 .

/ Bonkosa O.b.



