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ﬁ?ﬁ OTAEN KOHTPONA KAYECTBA
. JinueHsus Ne00205-J1C ot 15.02.2021 r
FARKUSARMA HAMMEHOBAHUE Mnarpun® TabneTku, NOKpbITLHIE
106026, £ 1 NPEMNAPATA: nneHo4YHou 060mn0YKoM, 75 Mr
, . MockBa A
ABTOMOGWNbHBIN Npoe3a, HOMEP CEPWUU: PL1410923
4OM 6, OATA NMPOU3BONOCTBA: 26.09.2023
ity FOAEH AO: 30.09.2025
cTpoeHve 8 OBBLEM CEPUM: 9924 yn. Ne30
Ten.: (495) 981-00-88 NMPOU3BEOEHO: 000 «MAKU3-©APMA»
AHANU3 NO: JIN-006376-290720, U3m. Ne1, 2, 3
XPAHEHME: MNpu TemnepaType He Bbliwe 25 °C.
Na HaumeHosatine Tpe6oBaHusa H[ Pe3ynbTathl aHanusa
n/n rnokasarens P y
1. | ONUCAHUE Kpyrnble  ABoskoBbiNyknble TabneTkn c  chackon, Kpyrnele  aBosikoBbinyknble Tabnetku ¢
NOKPbITbIE NNEHOYHON 060N0YKON PO3OBOro LBETA. ¢hackoii, NOKPbITbIE MAEHOYHOI| 0BONOYKON
pPO30BOro LBeTa.
2. | NOANUHHOCTbL Y®-cnektpochoToMeTpuss. YD-cnekTpbl nornoweHus Y®-cnektpocdoTomeTpus. Y®-cnekTpbl
MCNBITYEMOrO U CTaHAAPTHOrO PacTBOPOB B 06MACTM OT | NOMMOLIEHUS UCALITYEMOrO W CTaHAapTHOMO
250 A0 300 HM AOMKHBI UMETb MAKCUMYMbI NPU OAHUX W pacTBopos B obnactu ot 250 go 300 Hm
TEX Xe ANMHAX BOSH. VUMEIT MakCUMyMbl NPU OAHUX U TeX xe
B3XX Bpems yaepxuBaHWs OCHOBHOrO nuKa Ha ANWHAX BOSH.
Xpomarorpamme  UCMbITYyeMOro  pactsopa ApomkHO | BOXKX Bpems yaepxuBaHus OCHOBHOrO
COOTBETCTBOBATL ~ BPEMEHM  YAGPKUBAHMS  NUKa | MMKA Ha XPOMAaTOrpamMMe  WUCMbITYEMOro
knonuaorpena Ha xpomaTtorpamMme  CTaHAApPTHOrO | pacTsopa COOTBETCTBYET BPEMEHU
pacTteopa (pasaen «KonuyectBeHHoe onpeaenexne). YAEPXKUBAHUA nUKa  KNONUAOrpena Ha
XpomartorpaMme CTaHAapTHOTrO pacTeopa
(pasgen «KonuyecteeHHoe onpeaenexue).
3. | CPEOHASA MACCA e PO, 09C.1.4.2.0009.15
Ot 248,56 p0 263,94 mr (256,25 mr £ 3,0 %). 259,52 mr (+1,3%)
4. | BOOA F® PO, 0®C.1.2.3.0002.15 MeToa K.®uwepa. 1,5%
He 6onee 7,0%
5. | PACTBOPEHUE o PO, 09C.1.4.2.0014.15 (97%)
Y®-cnektpodoToMeTpus. 96%
He meHee 80 % (Q) oOT 3amBneHHOro konuyecTsa 96%
knonuaorpena yepes 30 MuH. 96%
97%
97%
97%
6. | POOCTBEHHbIE B3XX. 003%
NMPUMECH Mpumeck A — He Gonee 1,2 %; He oBHa ° eHo
npumeck C — He Gonee 1,5 %; 0 Og"?(
€AVNHNYHas HewaeHTUUUMPOBAHHAs NPUMECh — He 0’12%
6onee 0,2 %; ’
cymma npumeceii — He 6onee 2,5 %.
7. | OOHOPOOHOCTb e PO, 0®C.1.2.4.0008.18 (cnoco6 1)
NO3UPOBAHUSA AV = 15,0 % (n = 10), ecnu ycnosme He BbINOMHSAETCS, AVi0=4,1%
To AV < 150 % (n = 30), u ana 30/30 TabneTtok
KONM4YECTBEHHOE CoAepXaHWe KIonuaorpena AomkHO
HaxoauTbcs B uHTepsane 0,75-M — 1,25-M.
8. | MUKPOBUOJIOMMYECKAS | F® P®, O®C.1.2.4.0002.18. KaTeropus 3A.
YUCTOTA OBwee uncno aapobHbLIX MUKPOOPraHN3MOB - He Gonee
10° KOE B 1 r (Mn); MeHee 20 KOE B 1 1
OBLee YnCcno ApoXoKeBbIX U NNECHEBLIX IPUGOB: He
Gonee 10° KOE B 1 r (Mn); Menee 10 KOE B 1 1
Escherichia coli: otcytcTve B 1 1 (Mn). He oBHapyxeHo
9. | KONMUWYECTBEHHOE B3XX. ot 71,25 po 78,75 mr knonugorpena (ot 95,0 %
OMPEOENEHUE A0 105,0 % OT 3aABNEHHOrO KONNYECTBA) B OAHOM 74'260"’"'
Tabnetke. (99,0%)
10. | YDAKOBKA lpu npousseodcmee, ghacoske u/unu ynakoeke Ha OO0 lpouseodcmeo, ¢pacoeka u ynakoska Ha
«MAKU3-OAPMA»: 000 «MAKN3-OAPMA»:
Mo 10 Tabnetok B KOHTYpHylO suelikosylo ynakoBky | Mo 10 TaBneTok B KOHTYPHYIO AYeiiKoBY1O
(6rucTep) U3 NNEHKU NOMMBUHUAXNOPUAHONR U conbru | ynakosky (Gnvctep) ua nnenku MBX/MBOX n
anioMUHUEBON UNN B KOHTYPHYIO SYENKOBYIO ynakoBKy | honbru anioMuHueBoi
(6rmctep) w3 nneHkn MBX/MBOX u cdonbru
aniomutmnesown Mo 30, 60 unu 90 TabneTtok B GaHke K3
NONN3TUNEHa  HU3KOTO  AaBNEHUSA,  YKyNOPEeHHOW
KPbILLUKOW MONMMEPHOI C KOHTPONEM NEpPBOro BCKPbITHS
unn B GaHke M3 NONWUITUNEHA BLICOKOA MIOTHOCTH,
YKYNOPEHHOW  KPLILLKOA MOMUMEPHON C  KOHTPONEM
NepBoro BCKPbITUA.
Mo 3 unn 6 KOHTYPHLIX AYEWKOBbIX ynakoBok | o 3  KOHTYPHbIX SYEIKOBBIX yNaKOBOK
(6nuctepos) unu no 1 6aHke BMecTe C WHCTPYKUMen no | (6nnucTepoB) BMECTE C WHCTPYKUMER no
NPUMEHEHMIO B NaYKy KAPTOHHY!IO. NPUMEHEHWIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA lNMepesuyHas ynakoexa. lMepeuyHas ynakoeka.
Ha koHmypHoU suelkoeoll ynakoske (6niucmepe) Ha | Ha  koHmypHOU  siyeiikoeoii ynakoeke
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Ne HaumeHoBaHue
n/n nokazatens Tpe6osanus H[ Pe3ynbTaThl aHanuaa

PYCCKOM £3bIKe yKa3bigalom. TOProBoe HaumeHoBaHue
npenapata ¢ npeaynpeauTencHoW MapkupoBkon ®,
MEXAYHapOAHOE HenaTeHTOBaHHOe HauMeHOBaHue U
AO3MPOBKY (Ha PYCCKOM U aHrMUACKOM  A3blKax),
NeKapcTBEHHYID (HOPMY, HaUMEHOBAHWE  TOBaPHbIN
3HaK (naTuHWUEN) JepxaTens  pPerucTpaunoHHOro
YAOCTOBEPEHUA, HOMEp cepuu, AaTy NpPOU3BOACTBaA
(npu  bacoske Ha OOO «MAKU3-®APMA» paty
NPOW3BOACTBA HE HAHOCAT), AaTy WCTEYEHUs CpoKa
FOAHOCTH.

Bmopuy4Has ynakoeka.

Ha kapmoHHOU nayke Ha pYCCKOM Si3biKe yKa3blearom:
TOprosoe HaumeHoBaHue npenapara c
NpeAynpeanTenbHON MapkupoBkon ®, MexayHapoaHoe
HenaTeHToBaHHOe HanmeHoBaHue, A O3NPOBKY,
(bapmakoTepaneBTU4ECKyl0  Tpynny, NeKapCTBEeHHYIo
dopmy u  konuuecTBO TabneTok B  ynaKkoBke,
HaumMeHOBaHWE 1 coaepxXaHue  AEeNCTBYHOLLEro
BellectBa B OAHOW TabneTtke, YCroBWUS XpaHeHus,
npeaynpeautenbHele Hagnucn «CoaepXuT NakTosbl
MoOHOruApaT», «XpaHuTb B HEAOCTYNHOM ANs AeTeit
mecTe», «Mepep, npUMeHeHnem npenapara
O3HaKOMbTECb c npunaraemow NHCTPYKUMER»,
«MpuHUMaTL NO Ha3HaYeHMIo Bpaya», yCnoBus OTRycKa,
cnocob NPUMEHeHUs, Haanuchb «®» -
3apEerucTpUpoBaHHbI  TOBapPHbIN 3HaKy, Homep
CBMAETENbCTBA O pEerucTpauunm TOBapHOrO 3HaKa,
HOMep perncTpaymoHHoro YAOCTOBEPEHUS,
HaumeHoBaHue Aepxarens perncTpaumoHHoro
YAOCTOBEPEHUs, €ero CTpaHy W TOBapHblii 3HaK
(natuHuued), HaumeHoBaHWe W CTpaHy PUPMbI-
npoussoauTens (npu npoussoactee Ha OO0 «MAKWU3-
®APMA» ykasblBaloT CTpaHy, rOpoA), LUTPUX-KOA,
HOMep cepuu, AaTy NPou3BOACTBa (NpU NPOU3BOACTBE
Ha OO0 «MAKU3-®APMA» paty npousBOACTBa He
HaHOCAT), AaTy UCTEYEHUS CPOKA FOAHOCTY, LUTPUX-KOZ,
B cdopmare DataMatrix, rnobanbHbIN
MAEHTUMDUKALMOHHBIA HOMEP TOProBOA eAVHULBLI U
VHANBMAYaNbHbIA CEPUNHBIA HOMEP TOProBOW e UHNLbI.
Ha atuketky 6aHKM M KapTOHHyW nauky MoryT 6biTb
HaHECeHbl TexHM4yeckue (NPOU3BOACTBEHHbLIE) KOAb!
(rpachuyeckune, GykBeHHbIE UNN LUGPOBLIE)
HononHumenbHO Ha 8MOPUYHOU ynaKoeke (Ha naqke
KapmoHHOU) Ha aHenulickoM SI3blKe  yKa3blearom:
TOProBOE HaMMEHOBaHWE NeKkapCTBEHHOro npenapara,
MEXAYHapOAHOEe HEenaTeHTOBaHHOE HauMeHOoBaHue,
AO3NPOBKY, NEKapCTBEHHYI OPMYy W KOMWYECTBO
TabneTtok B ynakoBke, Haanuch «Antiaggregant.

(6riucmepe) Ha pyccKoM si3bike yKasaHo:
TOProBOE HauMeHOBaHWe npenapara c
npeaynpeauTenbHon  mapkuposkon — ®,
MEXAYHapoaHoe HenaTeHTOBaHHOE
HauMeHoBaHue U 403MPOBKa (Ha PYCCKOM U
aHINNIACKOM  A3blKax), nekapcTBeHHas
dopma, HaMMeHOBaHWEe  TOBapHbIA 3HaK
(naTuHULeil) AepxaTens PerncTpaunoHHoro
YAOCTOBEpPEHUA, HOMEp cepuu, JaTa
UCTEYEHUA CPOKa rOAHOCTU.

BmopuyHas ynakoeka.

Ha kapmoHHOU navke Ha pycckom s3bike
yKa3aHo: TOproeoe HanmeHoBaHue
npenapara ¢ npeaynpeauTenbHOM
MapK1UpOBKOMN ®, MexayHapogHoe
HenaTeHToBaHHOe HanmeHoBaHue,
[,031POBKa, ¢hapmakoTepanesTuieckas
rpynna, nekapcTBeHHas topma ]
konuyectBOo  Tabnetok B ynakoBke,
HaumeHoBaHue " copepxaHune
AeicTylollero  BewecTBa B OAHOW
Tabnetke, ycnosusi XpaHeHus,
npeaynpeaunTenbHble Hagnucn «CopepxuT
NakTo3bl  MOHOTMAPAT»,  «XpaHuTb B
HEeAOCTYNHOM ANA aeTeit mectey, «[lepea
npyMeHeHnem npenaparta 03HaKOMbTECb C
npunaraeMon WHCTpykumen», «MpuHumaTh
Mo HasHaYeHWo Bpayay», YCroBUs OTNyCkKa,
cnocob npumeHeHusi, Haanucb «®» -
3apEerucTpupoBaHHbIi  TOBApHbLIA  3HaK»,
HOMEp cBuAeTenbcTBa O  perucTpauuu
TOBapHOro 3Haka, HOMep PerucTpPaunoHHOro
YAOCTOBEPEHUS, HAaMMEHOBaHMWe aepxaTens
PEerucTpaunoHHOro  yAOCTOBEPEHUS, €ero
CTpaHa W TOBapHbIN 3HaK (NaTUHWLeN),
HaumeHoBaHWe, cTpaHa W ropog upMbI-
NPOU3BOAMTENSA, LUTPUX-KOA, HOMEP cepuu,
AaTy WCTEYEeHUs cpoka TOAHOCTHU, LUTPUX-
koA B cbopmate DataMatrix, rno6anbHbiii
VAEHTUMUKALMOHHBIA  HOMEP  TOProBoi
€AVHUULI 1 WHAWBUAYANbHLIA CEepPUHbLIN
HOMEp TOProBoW eANHULbI.
HononHumenbHo Ha emopuyHoll ynakoske
(Ha na4yke KapmoHHOU) Ha aHanuilickom
S3bIKE YKa3aHO: TOProBOE HaUMEHOBaHWe
NleKapCTBEHHOro npenapara,
MeXAyHapoAHoe HenaTeHToBaHHOE
HanMeHoBaHue, 4031poBKa, NeKapCTBEHHas
¢hopma n konuuecTBo TabneTok B ynakoske,
Hagnuck «Antiaggreganty.

3aknryeHue:

HavyanbHuk OKK:

Hata Bbinycka OKK: «07» Hos6psa 2023 r.

3(=[KOHTPORAS I3
2\ 2\KAYECTBA /-

/%

76-290720, A3M. Ne1, 2, 3

l/ »~— Bonkosa O.b.




