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1. | ONMNCAHME

usera.

BuayanbHbit. Kpyrnble fBOAKOBLINYKNBIE TabneTku ¢
hackor, NOKpbLITHIE NNEHOYHOW OBOMOYKO PO30BOro

30BOro uperta.

Kpyrnsie aBosikoBbINyknble TabneTku ¢ cac-
KOW, NOKpbIThIE MIEeHOYHON 0DO0NOYKON po-

2. | NOANUHHOCTL

Y®-cnektpodoTomeTpus. Yd-cnekrphl
MCNBLITYEMOrO M CTaHAapPTHOFO pacTeopoB B obnactu oT
250 p0 300 HM AOMKHBEI UMETH MAKCUMYMBI NPU OAHNX 1
TeX Xe ANUHAX BOSH.

B3XX. Bpemsa yaepXUBaHUA OCHOBHOTO NUKa Ha Xpo-
maTtorpaMMe UCTbITYEMOro pacteopa AOSMKHO COOTBET-
CTBOBaTb BPEMEHU YAEPXMBaHWS Nuka knonuaorpena
Ha XpomaTtorpamme CTaHAapTHOrO pacTeopa (pasgen
«KonuuecteeHHoE onpeaeneHuey).

nornoweHuna

ANNHaxX BOJH.

Y®-cnexktpocoTomeTpua. YP-cnekrpei no-
TIOWEHNS WCMBITYeMOTO U CTaHAapTHOro
pacteopoe B obnactu ot 250 po 300 Hm
MMEIOT MaKCUMYMbl NPU OJHUX U TEX XKe

B3XXX Bpemsa ysepxusaHus OCHOBHOIO Nu-
Ka Ha XpomaTtorpaMme MChbLITYeMoro pac-
TBOpa COOTBETCTBYET BPEMEHMN YA EpXuBa-
HUA NUKa KNONUAOTPEna Ha XpomaTtorpamme
cTaHaapTHoro pacteopa (pasaen «Konuue-
CTBEHHOE OfpejeneHne»).

3. | CPEOHAA MACCA

re Po, 09C.1.4.2.0009.15.

Ot 248,56 po 263,94 mr (256,25 mr £ 3,0 %). 257,89 mr (+0,6%)
4. | PACTBOPEHUE P Po, 09C.1.4.2.0014.15, {100%)
Yd-cnekTpocthoTomMeTpms. 99%
He menee 80 % (Q) OF 3aABREHHOro KONMYECTBa KNOMK- 102%
porpena Jepes 30 MuH. 98%
98%
102%
99%
5. | POACTBEHHLIE B3XX.
NMPUMECHU Mpumeck A — He Bonee 1,2 %; 0,04%
npumeckb C — He Gonee 1,5 %; 0,11%
€AVHNYHAA HeuaeHTMMULMPOBaHHaA npumech — He 6o- 0,02%
nee 0,2 %;
cymMma npumecen — He 6onee 2,5 %. 0,18%
6. | BOOA e P, 0PC.1.2.3.0002.15, meTtoa K. Puwepa.
He Gonee 7,0 %. 0.7%

7. | MUKPOBUONOIMMYECKAA
YUCTOTA

F® P®, 09®C.1.2.4.0002.18, kateropusi 3A.

O6Lwee 1ncno aspobHbIX MUKPOOPraHu3MoB - He Gonee
10°KOE B 1 1 (Mn);

O6wWee unMcno ApOXOKEBLIX W NNECHeBLIX rPUBOB: He
6onee 10> KOE B 1 r (mn);

MeHee 20KOEB 1T

MeHee 10 KOEB 1T

Escherichia coli: otcytcteue 8 1 r (mn). He oGHapyxeHo
8. | OQHOPOOQHOCTbL o Pod, OdC.1.4.2.0008.18, cnocob 1.
AO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue. He BbINONHAETCA,
T0 AV = 15,0 % (n = 30), n ana 30/30 TabneTok Konuue- CAVip=4,6%
CTBEHHOE COAEepXaHue KIOMUAorpena AOMKHO Haxo-
AVTbCA B uHTepsane 0,75-M - 1,25-M. :
9. | KONMUYECTBEHHOE B3XX. Ot 71,25 go 78,75 mr knonugorpena (ot 95,0 % 73,58 mr
ONPEQOENEHUE A0 105,0 % ot 3anBneHHOro KONUYECTBa) B OAHON Tab- (98,1%)

neTke.

10. | YNAKOBKA -

BOW.

Mpu npouseodcmee, ghacosxe u/unu ynakoske Ha 000
«MAKU3-OAPMA»: - :

Mo 10 Tabnetok B KOHTYPHYI “AYEWKOBYIO YNaKOBKY
(6nucTep) U3 NNEHKM NONUBUHWUNXJIOPUAHOW U hOnbrn
anOMUHWEBON AN B KOHTYPHYIO SYEWAKOBYIO YMaKOBKY
(6nucrep) us nnenku NBX/MBAX v thonbrv anioMuHue-

Mo 3 nnn 6 KOHTYPHBLIX AYEAKOBLIX yNakoBOK (Bnucre-
poB) unu no 1 6aHKke BMecCTe C UHCTPYKUMEN NO npume-
HEHWNIO B NAYKY KAPTOHHYIO.

lMpouseodcmeo, ¢hacoska u ynakoeka Ha
000 «MAKU3-OAPMA»:
Mo 10 TabneTok B KOHTYPHYIO AYEKOBYIO
ynakosky (6niucTep) us nnexnku NBX/MNBAX u
osibrit anioMUHNEBON.

Mo 3 KOHTYpHLIX AYelikoBbIX YnakoBok (6nu-
CTepoB) BMECTE C MHCTPYKUMEN No npume-
HEHUIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA

Mepsuy4Hasn ynakoeka

MepsuyHas ynaKoska

Ha konmyprol sivelikogol ynakoexe (bnucmepe) Ha | Ha  konmypHoli  siyelikosoll ~ ynaxoske
PYCCKOM 5i3blKe yKasbieaiom: Toprosoe HaumeHoBaHue | (6rucmepe) Ha PYCCKOM $13biKe yKasaHo:
npenapata C NpPeAynpeAUTESIbHON . MapkupoBkoi ®, | Toprosoe HauMeHoBaHue npenapata ¢
MEXAYHAPOAHOE HEnaTEeHTOBAHHOE HauMEHOBaHWe # | NpeaynpeauTensHOn  Mapkuposkol . ®,
DO3NPOBKY (Ha PYCCKOM W aHIMUIACKOM s3blkax), | mexayHapoaHoe HenaTeHTOBaHHOE
NeKapcTeeHHylo hOpMy, HaMMEHOBaHWe  TOBapHbIli | HAUMEHOBAHWE M [O3MPOBKA (HA PYCCKOM W
3HaK _ (maTuMHvueir) AepxXatens  pPerucTpauvoHHOrO | aHrfuicKoM  A3blkax),  nekapcTBeHHas
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YAOCTOBEPEHUS, HOMEp CepuM, AaTy MpPOW3BOACTBA
(npu chacoske Ha OO0 «MAKU3-OAPMA» aarty
NPOU3BOACTBA HE HAHOCAT), AaTy WUCTEYEHMA Cpoka
rogHocTu.

BmopuyHas ynaxkoeka
Ha kapmoHHOU nauyke Ha pPycCKOM si3biKe yKasblearom:
TOprosoe HaumeHoBaHue npenapara c

npeAynpeauTenbHOl Mapkuposkol ®, MexayHapoaHoe
HenaTeHTOBaHHOoe HaumeHoBaHue, LO3NPOBKY,
thapmaKkoTepaneBTUUYECKYIO TPYNNY, NEeKAPCTBEHHYIO
¢dopMy u  konuyecTBO Tabnetok B  ynakoBke,
HauMeHoBaHWe N COAEpXaHMe  AeWCTBYIOLLErO
BellecTBa B OAHON TabneTke, YCNOBUA XpaHEHUA,
npeaynpeautensHble Haanucn «COAEPXUT Nakro3sbl
MOHOTMAPAT», «XpaHMTb B HEAOCTYMHOM ANA AeTent
mecTey, «Mepeg NpUMEHEHUEM npenapara
O3HaKOMLTECH € NpunaraemMoli  WHCTPYKUMER»,
«lMpuHYMAaTL NO HA3HAYEHUIO BpaYyay», YCIIOBUSA OTRYCKa,
crocob NpUMEHEHNA, Hapnuch «®» -
3aperncTpuMpoBaHHbli  TOBApHbI  3HAK», - HOMEp
CBUAETENbCTBA O perucTpauuu TOBapHOro 3Haka,
HOMEp PEerucTPaLmMoHHOro - YBOCTOBepeHrus,
HanmeHoBaHue aepxartens PErucTPaLMOHHOrO
YAOCTOBEPEHMS,, €ro CTpaHy W TOBapHbl 3HaK
(naTuHMUEn), HaumeHoBaHWe W CTpaHy UPMbI-
npouseogurens (npu npoussoactse Ha OO0 «MAKWN3-
DAPMA» ykasbiBaloT CTpaHy, ropoa), -LUTPUX-KOA,
HOMEP cepuu, AaTy NPOW3BOACTBA (NPU MPOM3BOACTBE
Ha O00 «MAKU3-GAPMA» AaTy Npou3BOACTBA HE
HaHOCAT), AATy UCTEYEHUA CPOKa FOAHOCTU, LUTPUX-KOR
B dopmarte DataMatrix, rnoGanbHbli
MAEeHTUMDUKALUOHHBIA HOMEpP TOProBOM efuHUUbl 1
UHAVBUAYANbHBIA CEPUIAHBIHA HOMED TOPTOBON €ANHNLIbL.

HononHumensHo Ha emopuyrol ynakoeke (Ha nayxe
KapmoHHOU) Ha aHenulickoM A3bIKe yKa3blgaom:
TOProBO& HaMMEHOBaHWE NEKapCTBEHHOrO Nnpenapara,
MEXAYHAPOAHOE HENaTEeHTOBAHHOE HanMeHoBaHue,
AO3UPOBKY, JEKapCTBEHHYI0 (DOPMY- U  KOMUYECTBO
TabneTok B ynakoBke, Hagnucb «Antiaggregant».

dopma, HauMeHOBaHWE TOBapHBIA 3HaK
(naTuHuuen) aepxartens perucTpayuoHHoOro

YAOCTOBEpEHUs, HOMEep cepun, jpara
UCTEUEHUSI CPOKa FOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nauke Ha PYCCKOM. A3biKe
yKasaHo: TOprogoe HaumeHoBaHue
npenapaTta c npeaynpesuTensHo
MapKUPOBKOIA ®, MeXayHapoaHoe
HENaTEeHTOBaHHOE HaMMeHoBaHwe,
A03MpoBKa, thapmakoTepanesTMIeckas
rpynna,  nekapcTeeHHass  ¢opmMa  u
KOMMYeCTBO TabneTok B  ynakoske,
HaMMeHoBaHue " copepxaHue
LEACTBYIOLIEr0o  BewectBa B OAHOM
TabneTke, ycnosus XpaHeHus,

npeaynpeanTenbHele Haanuen «CoaepxuT
naKkTosbl 'MOHOrMApaTt», «XpaHuts B
HEAOCTYNHOM Ans AeTell mecTtex, «llepes
NPUMEHEHUEM npenapaTta O03HAKOMbTEChk C
npunaraemoi UHCTpyKuuen», «MpuHUmaTL
No HasHauYeHWic Bpaya», YCHoBMsA OTRYCKa,
cnocob npuMeHeHus, Haanuch «®» -
3aperncTpupoBaKHbIii  TOBapPHLI  3HAKY,
HOMEp CBBAETEeNbCTBA O perucTpauun
TOBapPHOro 3HaKa, HOMeP PerncTpPaLMoHHOro
YA0CTOBEPEHUA, HAMMEHOBAHNE AepXaTesns
PEruCTPaLMOHHOTO  YAOCTOBEPEHUA, €ro
cTpaHa U TOBapHbI 3HaK (nNaTmHuuen),
HavMEHOBaHME, CTpaHa W Topoa (UPMbl-
NPOU3BOAUTENS, LUTPUX-KOZ, HOMEP Cepuu,
faTta MCTEYEHWA cpoKa TOAHOCTW, LUTPWUX-
xop B ¢opmate DataMatrix, rnoBasibHbli
NaeHTUUKALUNOHHBLIK  HOMEP  TOProBOM
€ANHMUBI N WHAWBUAYANbHBIA CEePUAHLIN
HOMEp TOProBOW eANHNLIE!.

HononHumeneHo Ha emopuyHol ynaxkoske
(Ha nauyke KapmoHHOU) Ha aHanuickom
53bilKe YyKa3aHO: TOProBOE HauMEHOBaHMWE
NeKapcTBEHHOro npenapara,
MEXAYHapoaHoe HenaTeHTOBaHHOE
HaMmeHOBaHWe, AO3MPOBKA, NEKapPCTBEHHaA
copma 1 KonuvecTso TAbNETOK B ynakoBke,
Hapnuck «Antiaggregant».

12. | CPOK'OOHOCTH

2roaa

CooTseTcTByeT
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