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Ten: (495) 981-00-88 NPOU3BEAEHO: 000 «MAKU3-©APMA»
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n/n nokasarens P y
1. | ONMUCAHUE Kpyrnele aBosikoBbinyknblie Tabnetku ¢ dackoit, nokpbl- | Kpyrnble ABOSIKOBbLINYKNbIE TabneTku ¢ dac-
Tbl€ NNEHOYHOW 060NOYKOI PO30BOro LBETA. KOW, MOKPbITbIE NNEeHOYHOW 0BOoNoYKoi po-
30BOTO LBeTa.
2. | NOONUHHOCTbL Y®-cnektpocpotomeTpusi. Y®d-cnektpel nornowexus | Y®-cnektpodotomeTpus. YO-cnexkTpsl no-
MCNbITYEMOrO U CTaHAAPTHOro pacTBOpOB B 06MaCTW OT | rMOLIEeHUst MCMbITYEMOrO U CTaH4apTHOro
250 po 300 HM JOMKHBI UMETE MAKCUMYMbI NPU OAHUX W | pacTBopoB B obnactu oT 250 go 300 Hm
TeX Xe ANUHaX BOMH. MMEIOT MaKCUMyMbl NpU OBHUX U TeX e
ANVHAX BOMH.
B3XX. Bpems yaepxuBaHus OCHOBHOro nuka Ha xpo- | BAXKX Bpems yaepuBaHusi OCHOBHOrO Nu-
MaTtorpamme UCMbITYEMOro pacrteopa AOSKHO COOTBET- | K& Ha Xpomatorpamme WUCMbITYeMOro pac-
CTBOBaTb BPEMEHU YAEPXWUBAHWA NUKa Knonuaorpena | TBOpa COOTBETCTBYET BPEMEHU YAEpXUBa-
Ha xpomatorpamme CTaHAApPTHOTO pacTBopa (pasjen | HUS Nuka KNonuaorpena Ha Xpomartorpamme
«KonuuecTtseHHoe onpeaeneHuney). cTaHaapTHoro pacreopa (pasaen «Konuue-
CTBEHHOE ONpEAENEHUEY).
3. | CPEOHAA MACCA e PO, 0O®C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 mr £ 3,0 %). 258,54 mr (+0,9%)
4. | PACTBOPEHMUE e PO, 0®C.1.4.2.0014.15, (98%)
Y®-cnekrpodoTomMeTpUA. 92%
He meHee 80 % (Q) oT 3asBNEHHOro KonuyecTsa Knonu- 105%
paorpena yepe3 30 MUH. 92%
105%
92%
105%
5. | POOCTBEHHbIE B3XX.
NMPUMECHU Mpumecs A — He 6onee 1,2 %); 0,03%
npumeck C — He 6onee 1,5 %; 0,11%
€AVHUYHAs HenAEeHTUMUUMPOBaHHas NpuMect — He 60o- 0,07%
nee 0,2 %;
cymMma npumecei — He Gonee 2,5 %. 0,35%
6. | BOOA re Po, 09C.1.2.3.0002.15, metop K. ®uwepa.
He 6onee 7,0 %. 0,9%
7. | MUKPOBUONOIMNMYECKAA | Md P®, O9C.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA O6Lwee yncno aspobHbIX MUKPOOPraHU3MoB - He Gonee MeHee 20 KOEB 11
10° KOE B 1 1 (Mn);
ObLiee 4uCno APOXOKEBbLIX W NMECHeBbIX rPUboB: He MeHee 10KOEB 1T
6onee 10> KOE B 1 1 (Mn);
Escherichia coli: otcyTcTaue B 1 1 (Mn). He obHapyxeHo
8. | OOHOPOOHOCTb e PO, 09C.1.4.2.0008.18, cnocob 1.
[NO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnosme He BbINONHAETCA,
T0 AV £ 15,0 % (n = 30), n ana 30/30 TabneTok konuye- AVi0=5,9%
CTBEHHOE COAEepXaHWe Knonuaorpena AOMKHO Haxo-
AWTbCA B uHTepsane 0,75-M — 1,25-M.
9. | KONMUWYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 74,00 mr
ONPEQOENEHUE A0 105,0 % oT 3aABNEHHOro KoNUYecTea) B OAHOW Tab- (98,7%)
netke.
10. | YDNAKOBKA lpu npoussodcmee, ghacoske u/unu ynakoske Ha OOO | lpouseodcmeo, ¢hacoseka U ynakoska Ha
«MAKU3-OAPMA»: 000 «MAKU3-QAPMA»:
Mo 10 Tabnetok B KOHTYpHyl sYeiikoBylo ynakoBky | Mo 10 TabneTok B KOHTYPHYK SYEMKOBYIO
(6nmcTep) U3 NNEHKU NONUBUHWUIXNOPUAHON W chonbri | ynakosky (6nuctep) us nnexku NBX/MBOX un
anloMUHUEBON UNN B KOHTYPHYIO SYEWKOBYIO YnakoBKy | Onbrii antoMUHUEBOIA.
(6nuctep) n3 nnexkn NBX/MBOX n cdonbru aniomuHue-
BOWA.
Mo 3 unu 6 KOHTYPHbIX AYENKOBbIX ynakoBoK (Bnucte- | Mo 3 KOHTYPHbIX AYEWKOBBIX YNakoBoK (6nu-
poB) unu no 1 6aHke BMeCTe C UHCTPYKLMEN NO NpUMe- | CTEPOB) BMECTE C WHCTPYKUUEW No npume-
HEHMIO B NaYKy KAPTOHHYIO. HEHWIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA lMepeuyHas ynakoeka lMepsuyHas ynakoeka
Ha koHmypHol siyelikosoli ynakoske (bnucmepe) Ha | Ha  koHmypHol  syelikoeoli  ynakoeke
PYCCKOM 5i3blKe yKa3blgalom: TOProBoe HauMmeHoBaHue | (bsiucmepe) Ha pPYCCKOM Si3blKe YKa3aHo:
npenapata C npeaynpeAuTenbHOW MapkupoBkoi ®, | TOProBoe HaumeHoBaHue npenapata C
MeXAYHapOAHOE HenaTeHTOBaHHOE HaUMEHOBaHWE W | NpeaynpeauTENbHOW  Mapkuposkon  ®,
AO3NPOBKY (Ha PYCCKOM W aHMMUIACKOM A3blkax), | MeXAyHapoaHoe HenaTeHToBaHHoe
nekapcTBeHHyl0 (hOpMY, HauMeHOBaHWE  TOBapHbIN | HaUMEHOBaHWE W A03UPOBKa (Ha PYCCKOM W
3HaK  (naTtuHWUen) AepxaTtensa  perucTpauvoHHOrO | aHrMACKOM  s3blkax),  JlekapcTBeHHas
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YAOCTOBEpPEHUSA, HOMEp cepun, AaTy NPOU3BOACTBA
(npu dpacoske Ha OO0 «MAKU3-GAPMA» paty
NPOM3BOACTBA HE HaHOCAT), AaTy WCTEYEHWs Cpoka
FOAHOCTH.

BmopuyHas ynakoska

Ha kapmoHHOU nayke Ha pPycCKOM si3biKe yKa3bigalom:
TOprosoe HaumeHoBaHue npenapara c
npeaynpeanTeENbHO MapkupoBkoi ®, mexayHapoaHoe
HenaTeHToBaHHOe HauMeHoBaHue, A03NPOBKY,
hapmakoTepaneBTUYECKYO rpynny, JeKapCTBEHHYIO
dopMy u  konuyectBo Tabnetok B ynakoBke,
HauMeHOBaHMe U  COoAepXaHue  AEeUCTBYIOLLEro
BellecTBa B OAHOW Tabnetke, yCnoBWSA XpaHEHUS,
npeaynpeauTenbHole Haanucu «CoAepXWUT nakTo3bl
MOHOrMApaT», «XpaHuTb B HEAOCTYNHOM ANS AeTe
mecTey, «Mepep npuMeHeHnem npenaparta
O3HaKOMbTECb ~ C  MpWUNaraeMon  MHCTPYKUWEWNy,
«MpuHUMaTL NO Ha3HaYeHUIo Bpayay, yCNoBus OTNYCKa,
cnocob NPUMEHEHUS, Haanucb «®» -
3aperncTpupoBaHHbIi  TOBapHbIi  3HaK»,  HOMEp
cBuaeTenbCcTBa O PperucTpauuu TOBapHOro 3Haka,
Homep perncTpaLvoHHOro YAOCTOBEPEHUS,
HaumeHoBaHue aepxarens perucTpauuoHHoro
YAOCTOBEPEHUA, €ro CTpaHy W TOBapHbIM  3HaK
(naTuHuuen), HaumeHoBaHWe U CTpaHy UPMbI-
npoussoautens (npu npoussogactee Ha OO0 «MAKU3-
GAPMA» yka3biBalOT CTpaHy, rOpOA), LUTPUX-KOA,
HOMep cepuu, AaTy NPOM3BOACTBA (NP NPOW3BOACTBE
Ha OO0 «MAKU3-©OAPMA» paty npou3BOACTBa He
HaHOCAT), AaTy UCTEYEHUA CPOKa FOAHOCTH, LUTPUX-KOA
B dopmarte DataMatrix, rno6anbHbIv
NAEHTUMDUKALUNOHHBIA HOMEP TOProBOW EAWHULbLI ©
MHAWBUAYaNbHbIA CEPUIHBIA HOMEP TOPrOBON €AUHULIbI.

HononHumenbsHo Ha emopu4HOU ynakoske (Ha nayvke
KapmoHHOU) Ha aHenulCKOM $i3blKe yKa3blearom:
TOProBOE€ HauMEHOBaHWE NEKapCTBEHHOro npenapara,
MEXAYHapOAHOE HENaTEHTOBAaHHOE HaWMEHOBaHue,
DO3NPOBKY, NEKapCTBEHHY0 OPMYy W  KONWYECTBO
TabneTok B ynakoBke, Hagnuch «Antiaggreganty.

dopma, HaumeHOBaHME  TOBapHbIN 3HaK
(naTuHuUEen) aepxaTena peruncTpaunoHHOro
yAOCTOBEpPEHUs,, HOMep cepuu, AaTta
MCTEYEHUA CpoKa rOAHOCTU.

BmopuyHas ynakoeka

Ha kapmoHHOU na4yke Ha PyCCKOM $s3biKe
yKa3aHo: TOoprosoe HaumeHoBaHue
npenapara c npeaynpeauTensHon
MapKUpOBKOMN ®, MeXayHapoaHoe
HenaTeHToOBaHHOe HaMMeHoBaHue,
L03MPOBKA, hapmakoTepaneBTUYECKan
rpynna, nekapcTBeHHas topma 7
KkonuyectBo  Tabnetok B ynakoBke,

HauMeHoBaHue ] coaepxaHnue
AeNCTBylOLLEro  BewecTsa B OBHOIA
Tabnetke, ycnosusi XpaHeHus,

npeaynpeautenbHble Hagnucu «CoaepxuT
nakTo3bl  MOHOTMApaT», «XpaHuTb B
HEAOCTYNHOM AN AeTen mecTex, «[lepea
NPUMEHeHWeM npenapata 03HaKOMbTECb C
npunaraeMoin UHCTpykumeny, «MpuHumatb
MO Ha3HaYeHWIo Bpayay, yCrnoBWs OTNycka,
cnocob npumeHeHus, Hagnucb «®» -
3aperncTpupoBaHHbIi  TOBApPHbIA  3HAKY»,
HOMEpP CBUAETENbCTBA O perucTpauun
TOBAPHOro 3Haka, HOMEp PerucTpaLoHHOro
YAOCTOBEPEHMSA, HAUMEHOBaHUE AepXaTens
PEerucTpaunoHHOrO  yAOCTOBEPEHUA, €ro
CTpaHa W TOBapHbIA 3HAK (NaTUHUUEW),
HauMmeHoBaHWe, CTpaHa U ropos uUpMbl-
NpouU3BOAMUTENS, LUTPUX-KOA, HOMEP CEpUH,
AaTa WUCTEYEeHUs CpoKa TrOAHOCTH, LUTPUX-
koA B ¢opmarte DataMatrix, rmo6anbHbiv
MAEHTUMDUKALNOHHBIA  HOMEP  TOProBOW
€AVHULUBl U WUHAWBUAYAMNbHBLIA CEePUNHBIA
HOMEp TOProBON €ANHULbI.

HononHumensHo Ha 8MOpPUYHOU ynakoske
(Ha nayke KapmoOHHOU) Ha aHaulicKoM
53blKe yKa3aHO. TOProBOE HauMeHoBaHue
NEeKapCTBEHHOro npenapara,
MeXAYyHapoLHOe HenaTeHTOBaHHOe
HauMeHoBaHue, A03UPOBKA, NIEKapCTBEHHAsN
dopma 1 KonuyecTBo TabneTok B ynakoBke,
Haanucb «Antiaggregant».

12. | CPOKrogHOCTH 2 ropa CootseTtcTayeT
3aknioyeHue: CooTBetcTByeT Tpe6oBaxuamJIN-006376-290720, 3. Ne1, 2, 3
] i 7AW Pl
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