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Ne HaumeHoBaHue
nin nokazatens Tpe6oBanua HO PesynbTathbl aHanusa
1. | ONMUCAHUE BusyanbHbIn. AsosAkoBbINyknble Tabnetkn | OsosikoBbinyknble Tabnetkm  AGNOKOBWAHON
abnokoBugHON  hOpPMbI,  NOKPLITHIE  NAEHOYHOW | HOPMbI, MOKPLITBIE MIEHOYHOW  0BONOUKOWH
obonoukoit 6enoro useTa, ¢ rpasupoBkoil «98» Ha | Genoro uBeTa, ¢ rpaBuMpoBKOW «98» Ha OpHOM
OfHOII CTOpOHE 1 «J» Ha ApYroii.” CTOpOHE U «J» Ha JPYron.
Ha nonepeuHom paspese BuaHbl ABa CnosA: siapo | Ha nonepeuHom paspese BUAHBI ABA CIOSA; A4p0
nouty 6enoro ueeta n obonoyka Genoro LBeTa. noutn 6enoro LpeTa n obonouka 6enoro UBeTa.
2. | NOANMUHHOCTDb B3XX. Bpems yAaepXuBaHWs OCHOBHOrO nuka Ha | Bpems yAepXvBaHWA OCHOBHOrO NWKa Ha
XpOMaTorpaMMe UCMLITYEMOrO pacTBopa AOMKHO | XpomaTtorpamme UCTILITYEMOro pacteopa
COOTBETCTBOBAaTbL BPEMEHN YAEPKMBAHUA OCHOBHOTO | COOTBETCTBYET BPEMEHM YAEPXKUBAHUA
nuka Ha XPOMAaTOrpamme CTaHLapTHOro pacTBopa | OCHOBHOFO nuka Ha Xpomarorpamme
(pasaen «KonnuecTBeHHOE onpeaeneHmne»). CTaHZapTHOroO pacTeopa.
Y®-cnektpochoToMeTpua. YO-cnekTpol nornowenna | YO-cnekTpol nornoweHns NCNBITYEMOTO
NCNBITYEMOro pacTeopa W CTaHAApPTHOrO PACTBOPa B | pacTBOpa W CTAHAAPTHOrO pacTtsopa B obnactu
obnactu ot 200 A0 400 HM BOMKHLI UMETb Makcumym | oT 200 a0 400 HM WMeElOT  MaKkCUMyM
nornoweHnsa npu 234 + 2 Hm. NornoLeHns npu 234 + 2 HM.
CPEQHSAA MACCA Fre Po.
Ot 298,30 a0 316,76 mr (307,53 mr + 3 %). 309,78 mr (+0,7%)
4. | PACTBOPEHUE e PO, Y®-cnektpodoToMeTpus. (100%)
He meHee 80 % (Q) oT 3asBNEHHOro KONM4YecTBa 96%
3Topukokcuba Yyepes 30 MUHYT. 104%
100%
99%
99%
100%
5. | POOCTBEHHBLIE B3XX.
APUMECH Mpumece H-ETCRCO1 — He Gonee 0,2 %; He oBHapyxeHo
npumeck H-ETCRCO02 - He Gonee 0,2 %; He oBHapyxeHo
€AVHNYHAA HeuaeHTU(UUMpoBaHHaA NMpPUMecb — He 0,03%
6onee 0,20 %;
cymma npumeceii — He 6onee 2,0 %. 0,10%
6. | BOOA e PO, Metoa K. ®uwepa. o
He 6onee 6,0 %. 2,1%
7. | OAHOPOAHOCTb F'® PP, cnocob 2, BOXX.
‘A0O3UPOBAHUA AV £ 15 % (n = 10), ecnu ycnoeue He BbINONHAETCH,
T0 AV < 15 % (n = 30), u ans 30/30 Tabnerok AV.o= 3.2%
KORNUYeCTBEeHHOe cogepxaHue AeiicTByIOLLErO 107 %7
BeLYecTBa AOMKHO HAXOAUTLCA B UHTepBane 0,75 M —
1,25-M.
8. | MMKPOBUOJNOMNM4YECKAA F'd PO, kareropus 3A.
YUCTOTA OO6LLee uncno aspobHbBIX MUKpoOprasnaMoB He Gonee MeHee 10 KOEB 1T
10° KOE B 1 1 (Mn);
Ob6uee YnUCno APONOKEBBIX U NNECHEBLIX rPUGOB — He Menee 10KOEB 1T
Bonee 102 KOE B 1 1 {(Mn);
Otcytereue Escherichia colie 1 1 (mn). He oGHapyxeHo
9, | KONIUHMECTBEHHOE B3OXX. o
ONPEQENEHMUE Ot 85,50 mr go 94,50 mr (ot 95,0 a0 105,0 % ot 91,33 mr
328BNEHHOro KONu4ecTsa) B TabneTke. (101,5%)
10. | YRAKOBKA Mpu npoussodcmee u/unu pacgacoske u yrakoske Ha | [Mpouseodcmeo, pacghacoexka U ynaxkoska Ha
000 «MAKU3-®APMA», Poccust 000 «MAKU3-®APMA», Poccust
Mo 7, 10 wnn 14 TabneTok B KOHTYpHYIO siveikoBylo | Mo 10 TabneTok B KOHTYPHOI AYeiikosoM
ynakosky - 'u3 - nneHku TBX/MBOX u. donbru | ynakgeke u3 nnedkn TBX/MNBOX u consrm
aniOMMHUEBON MEYaTHOW JNakMpOBaHHOW WU B | ANIOMUHMEBON NEUYATHOV NAaKMPOBAHHOM.
KOHTYpHyl0 = SiYeiikoBYl0O  ynakoeBky U3  chonbri
xonogHoro dopmosaHus (MBX-Aniomununii-OMNA) n
chonbru anioMHWEBON NeYaTHOW NAKUPOBAHHOW. Mo 1 KOHTYPHOW AYEKOBOW ynakoBKe BMeCTe C
Mo 1, 2, 3 nAn 4 KOHTYpHbIE AYEWKOBbLIE YNAKOBKU | MHCTPYKLMEA NO  NPUMEHEHMI0 B Nauky
BMECTE C MHCTPYKUMEN NO NPMMEHEHMIO B MaJKy | KapTOHHYIO.
KapTOHHYIO.
11. | MAPKUPOBKA MepsuyHas ynakoska MepeuyHas ynakoska .
Ha xkonmyproll aqelikosol ynakoeke (bnucmepe) Ha | Ha koHmypHol sivelikogoll ynakoeke Ha
pyccKkom A3bIKe ykasbieaiom: TOProBOE | PYCCKOM A3bIKe yKasaHo: TOProeoe
HauMeHOBaHNe npenapaTta ¢ npepaynpeAuTenbHON | HaumeHoBaHue npenapara c
MapkupoBkoil ®; mexayHapoiHOEe HEenaTeHTOBaHHOE | npegynpeavTenbHol MapKUPOBKON ®,
HauMeHOBaHNe, NeKapcTBeHHYio opMmy; AO3UPOBKY; | MeXayHapoaHoe HEeNaTeHTOBaHHOe
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HauMeHOBaHWE  IOPUAMYECKOrO fnULA, Ha  UMSA
KOTOPOro BblAAHO PErMCTPaLMOHHOE YAOCTOBEPEHUE;
JIOroTMN KOMNaHWUK, OCYLUECTBRAKLIEN NPOABIKEHNE
neKkapcTBEHHOro npenapara; HOMeEp cepuu; AaTty
npoussoacTea (npu cacoske Ha OO0 «MAKU3-
OAPMA» paTy npou3BOACTBA HE HAHOCAT), AaTy
NCTEYEHUS CPOKA FORHOCTU.

BmopuyHas ynakoeka

Ha kapmonHoUi nayke Ha pYCCKOM 13biKe yKa3bieaom:
TOproeoe HauMeHoBaHue npenapara c
npeAynpeauTenbHOM MapPKUPOBKOIA ®;

MeXayHapogHoe HenateHToBaHHOe HauMeHOBaHue,
AO03MPOBKY, HaUMEHOBaHWUE opUAUYECKOre nuua, Ha
nma KOTOpOro BblAAHO peruncTpayuoHHoe

yAOCTOBEpEHUe, ero cTpaHy; Homep
PErucCTPaLYoHHOrO YAOCTOBEPEHMS; norotun
KOMNaHuy, OCYLLECTBNAIOLLEH NPOABMKEHNE
NeKapcTBEHHOro npenapara; HaMmeHoBaHWe

nNpeanpuATUSA-NPON3BOANTENSA, €ro  aapec (npu
Npou3BOACTBE Ha 000 «MAKN3-PAPMA»
yKasblBalOT CTpaHy, ropoj); HauMmeHosaHue W
COoAepXaHne JencTBYIOUEro BeujecTea B OAHOW
TabneTke, MNOKPLITOW  NNEHOYHON  OBONOYKON;
KONiM4ecTBO TabneTok B  ynakoBke;  YCNOBUA
XpaHeHWs; cnocob NpUMEeHeHWA; YCnosua OTnycka;
npeaynpeautensHole  Hagnucn  «MpuMeHaTb  no
Ha3HaYEeHWO Bpauay; - «Coaepxut 1aKTo3bI
MOHOTUAPaTY; «XpaHUTb B HEAOCTYNHOM ANA AeTeh
MecTey; hapmakoTepaneBTUYecKylo rpynny; LWTpux-
KOA; HOMeEp cepuu; '~ 4aTy RPOM3BOACTBA (npu
nponssoactee Ha 000 «MAKUS-®APMA» aary
NPOW3BOACTBA HE HAHOCAT), AaTy MCTEUEHMA Cpoka

rogHoCTH.
Ha «kapToHHylo nauky mMmoryT ObiTb HaHeCEeHs!
TexHunyeckne .  (NPOM3BOACTBEHHbLIE) KOAbI
(rpacbudeckue, 6ykBEHHbIE  MNW  LMdpPoBLIE),
dapmkoa.

Ha «kapmonHOU nayke Ha aHenulickom si3bike
yKa3sbleaiom: TOProBoe HauMeHOBaHWe npenapara ¢
nNpeaynpeauTenbHOM MapKUpOBKOIA ®,
MEeXAYHAPOAHOE HENaTeHTOBaHHOE HauMeHOBaHWe,
AO3NPOBKY; - hapmakoTepaneBTUYECKY0  rpynny;
KONU4ECTBO TAbNeToK B ynaxkoexe.

IMpu npoussodcmse, ¢hacosxke u ynakoeke Ha OO0
«MAKV3-OAPMA» - pononHUTENbHO  AonyckaeTcs
HaHeceHwe CpeAcTs naeHTucmKaLmm ans
MOHUTOPWHIA ABWKEHUA NeKapCTBEeHHbLIX NPenapaTtos,
B TOM uucne rnobanbHoro WAEHTUDUKALUNOHHOIO
HOMEpa TOProBOM EAMHWLBI W WHAMBWMAYANbHOMO
CEepPUIAHOrC HoMepa TOProBoi eANHULIL.

HaWMEHOBaHWeE; nekapcTeeHHan tbopma;
AO3MPOBKA;  HaUMEHOBAHME  IOPUANYECKOTO
nmua, Ha nmA KOTOPOro BbIaHO
perncTpauMoHHoe  yAOCTOBEpEHWe;  NoroTun
KOMNAaHWK, OCYLLECTBNAIOWENH NpOoABMXKEHue
leKapCTBEHHOrO NpenapaTta;  HOMEp Ccepuu;
AaTa UCTEYEHUA CPOKa FOAHOCTY.

BmopuyHas ynakogka

Ha kapmoHHOU ravyke Ha pycCKOM $i3blke
yKa3aHo: TOproBoe HauMeHOBaHue npenapara ¢
npeAynpeanTensHon MapKupoBKoi ®;
MeXAyHapoaHoe HEeNaTeHTOBaHHOE
HaMMEeHOBaHWe; p[O3UPOBKA; HaWMEHOBaHWe
1OPUANUECKOTO NULIA, HA UMA KOTOPOrO BblAAHO
perncTpauuoHHoe YAOCTOBEPEHUE, Ero CTPaHa;
HOMEpP  PerucTpauuMoHHOrO YA OCTOBEPEHUS,
norotun KOMRaHuu, ocyLlecTBRAIOLLEi
NPOABWXEHWE  NEKapCTBEHHOrO  Npenapara;
HauMeHOBaHWe nNpejnpPUATUA-NPON3BOANUTESNS,
€ro = ‘cTpaHa, [rOpPOA;, HaMMeHoBaHue Wu
COAEpXaHve AeiCTBYIOLLEro BellecTBa B O4HOM
TabneTke, NOKPLITOW NAEHOMHOW OOONOYKON;
KonuyecTeo TabneTok B YNakoBKe, YCHOBUSA
XpaHeHusa; cnocob npumeHeHus;  ycnosus
OTnycKa,; npeaynpeauTesbHbe Haanucu
«MpuMeHAT N0 Ha3HAYEHMIO  Bpauay;
«CogepX 1T NakTo3bl MOHOTUAPAT»; «XPaHUTb B
HEepOCTYNHOM Ans aeteit MecTe;
thapmakoTepaneBTUYECKas TPynna; LUTPUX-KOA;
HOMEp Cepuu; AaTa UCTEYEHNst CPOKa rOAHOCTH.

Ha kapTOHHYIO nauyky HaHeceHbl TexHudeckue
(Npon3BOACTBEHHLIE)  KoAbl  (rpacbuueckue,
GykBeHHbIE U LucpoBbIE), hapMKoa.

Ha kapmoHHOU navyke Ha aHenuiicKoM s13blke
yKa3aHO: TOproeoe HaumeHoBaHwe npenapara ¢

npeAynpeauTenbHoO MapKUpoBKOW ®;
MEXAyHapoaHoe . HEenaTeHTOBaHHOe
HaUMEHOBaHUE; A03UPOBKa;

thapmakoTepanesTUYECkan rpynna; KonM4ecTeo
TabneTok B ynakoske.

lpoussodcmeo, chacoska u ynakoeka Ha OO0
«MAKU3-OAPMA» LONONHUTENBHO HaHECEeHbl
cpeacTBa uAeHTUMUKAUMK ANS MOHUTOPWHra
ABWDKEHUA NIeKapCTBEHHLIX NpenapaTos, B TOM
uyucne rmobanbHOrO  UAEHTU(PUKALIMOHHOO
HOMepa TOProBoli eANHULbL n
MHANBUAYASIbHOFO CEpUIHOro HOMEepa TOProBoi
eAVHALBI.

12. | CPOK TOGHOCTH
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