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MAKUNIDAPMA
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AHAJIU3 NO: JIN-006376-290720, uam. Ne1, 2, 3
XPAHEHME: MNpu Temnepatype He Bblwe 25 °C.
b HiAMAE HEEERS Tpe6oBanus HO Pe3synbTaTthl aHanusa
n/n nokasarens
1. | ONUCAHUE Kpyrnble aBosikoBbINyknble TabneTkn ¢ cackoi, nokpbl- | Kpyrnble 4BOSKOBbLINyKMble TabneTku ¢ dac-
Tbl€ NNEHOYHOK 060NOYKOI PO30OBOTO LBETA. KOW, MOKPbITbIE NNEHOYHON O0BONOYKOW pPo-
30BOroO LBeTa.
2. | NOANUHHOCTb Y®-cnektpodoToMeTpusi. YO-cnektpel nornoweHns | Y®-cnektpodotomeTpus. Yd-cnekTpbl no-
UCNBITYEMOro U CTaHAaPTHOrO PacTBOpOB B 06nacTu OT | MOLUEHUS WCMLITYEMOrO M CTaHAApTHOro
250 40 300 HM AOMKHBI UMETb MaKCUMyMbl NPY OAHWUX U | pacTBopoB B obnactn oT 250 Ao 300 HM
Tex Xe ANnHax BOSH. UMEIT MakCUMyMbl NPU OAHUX U TEX Xe
ANWHAX BOSH.
B3XX. Bpems yaepxuBaHWs OCHOBHOrO nuka Ha xpo- | BIXKX Bpems yaepuBaHUA OCHOBHOTO Mu-
matorpamme UCMbITYEMOro pacTeBopa AOMKHO COOTBET- | ka Ha XpomaTtorpaMme MUCNbITYEMOro pac-
CTBOBaTb BPEMEHU YAEPXWBAHUS NUKa KNonujorpena | TBopa COOTBETCTBYET BPEMEHM yAepXuUBa-
Ha XxpomaTtorpamme CTaHA4apTHOrO pacTeopa (pasjen | HUS nuka KNOMMAOrpena Ha xpomaTtorpamme
«KonuuyecteeHHOe onpeaenexuney). CTaHjapTHOro pacrteopa (pasgen «Konuye-
CTBEHHOE onpejeneHuey).
3. | CPEOHAA MACCA e PO, 0OPC.1.4.2.0009.15.
OT 248,56 p0 263,94 Mr (256,25 mr + 3,0 %). 260,42 wmr (+1,6%)
4. | PACTBOPEHUE e PO, 0PC.1.4.2.0014.15, (97%)
Y®-cnektpocoToMeTpUA. 97%
He meHee 80 % (Q) OT 3asABNEHHOrO KONMYECTBa Kronu- 98%
porpena yepes 30 MuH. 94%
96%
95%
99%
5. | POOCTBEHHbIE B3XX.
NMPUMECHU Mpumeck A — He Gonee 1,2 %); 0,08%
npumeck C — He 6onee 1,5 %; 0,02%
€ANHUYHaA HenaeHTUMUMpOBaHHas npumech — He 6o- 0,06%
nee 0,2 %;
cymma npumecei — He 6onee 2,5 %. 0,23%
6. | BOOA e P®, 09C.1.2.3.0002.15, meTog K. Puwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUONOIMYECKAA | T P®, OPC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA O6bLyee 4ncno asapobHbLIX MMKPOOPraHU3MoB - He Gonee MeHee 20 KOEB 11
10°KOE B 1 1 (Mn);
ObLlee 4ncno ApOMOKEBBIX U NNECHEBLIX rpuboB: He Meree 10 KOEB 11
6onee 10° KOE B 1 1 (Mn);
Escherichia coli: otcytcTeue B 1 1 (Mn). He obHapyxeHo
8. | OQHOPOOHOCTb e Po, 0®C.1.4.2.0008.18, cnocob 1.
OO3UPOBAHUA AV £ 15,0 % (n = 10), ecnn ycnosue He BbINONHAETCS,
T0 AV £ 15,0 % (n = 30), n gna 30/30 TabneTok Konuye- AVi0=5,1%
CTBEHHOE COAepXaHue Knonuaorpena AOMKHO Haxo-
AuTbeA B uHTepsane 0,75-M — 1,25-M.
9. | KONMWYECTBEHHOE B3XX. OT 71,25 a0 78,75 mr knonugorpena (ot 95,0 % 75,20 mr
ONPEQENEHUE A0 105,0 % oT 3asBNEHHOro KonuyecTea) B 0OAHOWN Tab- (100,3%)
neTke.
10. | YMAKOBKA IMpu npoussodcmee, ¢hacoske u/unu ynakoeke Ha OOO | [Mpoussodcmeo, chacoeka u yrakoska Ha
«MAKN3-OAPMA»: 000 «MAKU3-®APMA»:
Mo 10 TabneTok B KOHTYpPHYIO sAdyeiikoBylo ynakosky | Mo 10 TabneTok B KOHTYPHYIO SYEtKOBYIO
(6nuctep) M3 NneHkN NONMBUHUNXNOPUAHOW WU chonbri | ynakosky (6nuctep) ua nnexku NMBX/MBOX un
anioMUHNEBOA NN B KOHTYPHYIO SYEWKOBYK YNakoBKy | hOfibrv antoMUHUEBON.
(6nuctep) u3 nnenkn MBX/MNBOX n donbru anomuHune-
BOM.
Mo 3 unn 6 KOHTYPHbIX AYEKOBbIX YNakoBOK (6mucTe- | Mo 3 KOHTYPHBIX AYEKOBbLIX YnakoBoK (65u-
poB) unu no 1 6aHke BMECTe C MHCTPyKUMei No NpUMe- | CTepoB) BMECTE C WHCTPyKUMEeR no npume-
HEHWIO B NaYKy KAPTOHHYIO. HEHWIO B NaYky KapTOHHYIO.
11. | MAPKUPOBKA lMepsuyHas ynakoeka lNepsuyHas ynakoeka
Ha koHmypHoi s4eiikoeoll ynakoske (6rucmepe) Ha | Ha  KoHmypHol  siyelikogol  ynakoeke
PyCCKOM si3blke yKa3blealom. TOProBoe HaumeHoBaHwe | (6riucmepe) Ha PYCCKOM S3biKe yKa3aHo:
npenaparta C nNpeaynpeauTenbHOW MapkupoBkoi ®, | TOproBoe HauMeHOBaHWe npenapata c
MEeX/yHapoAHOE HEenaTeHTOBaHHOE HauMEeHOBaHWE U | NPeAYNPeAWTEnbHOM  MapkupoBkoih — ®,
AO3MPOBKY (Ha PYCCKOM W  aHIMWACKOM A3blkax), | MeXayHapogHoe HenaTeHToBaHHOe
neKkapcTBEHHyl (OpMy, HauMeHOBaHWe  TOBapHbIA | HaUMEHOBAHME W A03UPOBKA (HA PYyCCKOM U
3HaK _(naTuHuuer) AepxaTens perucTpauvoHHOro | aHMMWACKOM  si3blkax),  jflekapCTBeHHas
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YAOCTOBEPEHUA, HOMEp Cepuu, AaTy NpOM3BOACTBA
(npn  chacoBke Ha OO0 «MAKUI-GAPMA» paty
NPOU3BOACTBA HE HAHOCAT), AATy WCTEYEHUA Cpoka
FOAHOCTH.

BmopuyHasi ynakoeka

Ha kapmoHHOU nayke Ha PYCCKOM $i3blKE yKa3blearom:
TOproesoe HauMeHoBaHue npenapara G
npeaynpeauTensHON MapkupoBkov ®, mexayHapogHoe
HenaTeHToBaHHOe HaumeHoBaHue, [,03UPOBKY,
hapmakoTepaneBTUYECKYI0  pynny, NeKapCTBEHHYKO
cdopMy M KonuyecTBO Tabnetok B ynakoBKe,
HauMEHOBaHWE W  CcoAepXaHue  AeWCTBYIOLErD
BellectBa B OA[HON TabneTke, yCnoBUS XpaHEHUs,
npeaynpeautencHole Haanucu «CoAepXUT nakTo3bl
MOHOrMApaT», «XpaHuTb B HEAOCTYNHOM Ans AeTew
mecTe», «Mepeg NPUMEHEHNEM npenapara
O3HAaKOMbTECb ~ C  MpUNaraemon  UHCTPYKUMEWN»,
«MpUHMMaTL NO Ha3HaYEeHUIo Bpayay, YCroBUs OTNycka,

cnocob npUMeHeHus, Haanuce «®» -
3aperucTpupoBaHHbIl  TOBApPHLIA  3HaK»,  HOMep
CBMAETENbCTBAa O PperucTpauum TOBapHOro 3Haka,
Homep perncTpauuoHHoro YAOCTOBEPEHUS,
HaumeHoBaHue Aepxarens perncTpauuoHHoro
YAOCTOBEPEHWUA, €ero CTpaHy W TOBapHbI  3HaK
(naTuHWUeRh), HaumeHoBaHMe U CTpaHy UPMbI-

npoussoautens (npu npomssoactee Ha OO0 «MAKUS-
OAPMA» ykasbliBaloT CTpaHy, [rOPOA), LUTPUX-KOA,
HOMep cepuu, AaTy NPOWU3BOACTBa (NpU NPOU3BOACTBE
Ha OO0 «MAKU3-®APMA» paty npou3BOACTBA He
HaHOCAT), AaTy UCTEYEHWUR CPOKa FOAHOCTH, LUTPUX-KOA
B dopmate DataMatrix, rnobanbHbIn
MAEHTUMWKALMOHHBIA HOMEP TOProBOW €AWHULbI 1
MHAWBWUAYaANbHbIA CEPUAHBIA HOMEP TOProBOW €ANHULIbI.

HononHumenbHO Ha emopu4yHOU ynakoeke (Ha nayvke
KapmoHHOU) Ha aHesuliCKOM S3blKe yKa3blgarom:
TOProBOE€ HauMeHOBaHWe NeKapCTBEHHOro npenapara,
MEXAYHapOoAHOE HenaTeHTOBaHHOE HauWMEHOBaHUE,
AO3NPOBKY, NEKapCTBEHHYI COPMYy U KONMWYECTBO
TabneTok B ynakoBke, Haanucb «Antiaggregant».

dopmMa, HauMeHOBaHWE  TOBApPHbIA 3HaK
(naTuHULEn) aepxaTens perncTpaunoHHOro
YAOCTOBEPEHMS,, HOMEp cepuu, jJaTta
NCTEYEHUA CPOKa rOAHOCTH.

BmopuyHas ynakoska

Ha kapmoHHOU na4yke Ha pycCKOM si3biKe

yKasaHo: TOproBoe HaumeHoBaHue
npenapara o nNpeAynpeanTeENbHOM
MapKUpOBKON ®, MeXAYHapoAHOe
HenaTeHToBaHHOE HauMeHoBaHue,
[,031POBKa, hapmakoTepaneBTuyeckas
rpynna, nekapcTBeHHas dopma ]
konuyectBo  Tabnetok B ynakoBke,
HaumeHoBaHue ] coaepxaHue
AENCTBYIOWEro  BewectBa B OAHOW
Tabnetke, ycnosus XpaHeHus,

npeaynpeautensHole Hagnucu «CopepxuT
nakTosbl  MoOHOrMAapaTt», «XpaHuTb B
HEeAOCTYNHOM AnA AeTen mecte», «[lepea
npuMeHeHWeM npenaparta 03HaKOMbTeCb C
npunaraemoit UHCTpykumeny», «MpuHumaTs
NO HasHa4yeHWlo Bpaya», YCnoBusi OTnycka,
cnocob6 npumeHeHusi, Haagnucb «®» -
3aperucTpupoBaHHbIl  TOBApPHbIA  3HAK»,
HOMEp CBMAETENbCTBA O perucrpauuu
TOBapPHOro 3Haka, HOMep pPercTpaLnoHHOro
YAOCTOBEPEHUSA, HAUMEHOBaHUE AepxaTens
PErucTpaLmMoHHOro  yAOCTOBEPEHUA, €ro
CTpaHa W TOBapHbIW 3HAaK (NaTuHWULUEW),
HauMeHoBaHue, cTpaHa U ropog Gupmbl-
NPOU3BOAUTENS, LUTPUX-KOA, HOMEP Cepuu,
faTa UCTEYEHUS CpoKa FOAHOCTU, LUTPUX-
kopg B copmate DataMatrix, rmo6anbHbii
MAEHTUDUKALUNOHHBIA  HOMEpP  TOProBoW
€AVHULBI U WHAMBUAYANbHbLIA CEPUAHBIN
HOMEP TOProBOW eANHULbI.

HononHumeneHO Ha emopu4YHOU ynakoeke
(Ha navyke KapmoHHOU) Ha aHenulicKkom
53blKe yKa3aHO: TOProBOE HauWMeHOBaHue
NeKapcTBEHHOro npenapara,
MeXAyHapoAHoe HenaTeHToBaHHOe
HaumeHoBaHuWe, J03MPOBKa, NEKApPCTBEHHANA
dopma u konuyecTBo TabneTok B ynakoske,
Hagnuck «Antiaggregant».

12. | CPOKroOgHOCTH

2 roaa
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