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Ne HaumeHoBaHue
nin NoKa3aTens TpeboBaHus HL Pe3ynbTaTth! aHanm3a
1. | ONMUCAHUE BuayansHbIn. [BOAKOBLINYKIbIE Tabnetkn | [eosikoBbinyknblie  Tabnetkn  AGAOKOBUAHO
) AbnokoBUAHON  hOPMbI,  NOKPBLITHIE  MAEHOYHOW | hOPMEI, MOKPbLITHIE MNEHOYHONW  OGONOMKON
obonoukoit Genoro uBeTa, C rpaBupoBKOil «98» Ha | Genoro LBeTa, ¢ rpasupoBKoOiA «98» Ha OpHO
OAHOW CTOPOHE U «J» Ha APYroi. CTOPOHE K «J» Ha APYron.
Ha nonepeuyHom paspese BuaHbl gBa cnosi: sapo | Ha nonepeuyHom paspese BUAHbI fBA CNOS: AAPO
noutu 6enoro LeeTa n obonoyka 6enoro UseTa. nouTu Benoro LBeTa 1 obonoyka 6enoro LBeTa.
2. | NOANMHHOCTL B3XX. Bpems yaepxuBaHWA OCHOBHOrO Nuka Ha | Bpemsi yaepxuBaHWs OCHOBHOTO MuKa Ha
XpOMaTorpamme UCMbLITYEMOro pactBopa AOMKHO | XpomaTorpamme UCMBITYEMOrO pacTtsopa
COOTBETCTBOBaTb BPEMEHU YAEPKNBAHWA OCHOBHOMO | COOTBETCTBYET BPEMEHU yAEpXuBaHua
nUka Ha XpoMaTorpamMme CTaHAApTHOro pacTBopa | OCHOBHOrO nuka Ha XpoMmaTorpamme
(pasgen «KonuyecTtseHHOE onpeaeneHunes). CcTaHAapTHOro pacrsopa.
Y®-cnektpocdoToMeTpus. YP-cnekTpel nornotleHua | Yd-cnekrphl NOrnNoWweHus ncAbITyemoro
MCMLITYEMOTrO pacTBopa U CTaHAAPTHOTO pacTBopa B | pacTBOpa ¥ CTaHAApTHOro pacteopa B oGnactu
obnactu ot 200 A0 400 HM AOMKHLI UMETE Makcumym | oT 200 a0 400 HM uMMelIOT  MaKCUmyMm
nornoiieHns npu 234 + 2 Hm. NornoLLeHUs npu 234 + 2 Hm.
CPE[HAA MACCA repo. -
Ot 298,30 n0 316,76 mr (307,53 Mr £ 3 %). 309,16 wmr (+0,5%)
4. | PACTBOPEHMUE | T'® P®, YOd-cnekTpodoToMeTpUs. (99%)
He meHee 80 % (Q) oT 3aABSIEHHOrO KONWYECTBa 96%
aTopukokcnba yepea 30 MUHYT. 101%
101%
98%
99%
100%
5, | POOCTBEHHBLIE B3IXX.
NPUMECH Mpumecs H-ETCRCO1 — He Gonee 0,2 %; He obHapyxeHo
npumecb H-ETCRCO02 - He Gonee 0,2 %; He o6rapyxeHo
€AUHNYHaA HenaeHTUULMPOBaHHaA NpUMEch — He 0,04%
Gonee 0,20 %;
cymmMa npumecei — He Gonee 2,0 %. 0,10%
6. | BOOA F® P®, Metop K. ®uwepa. 0
He Gonee 6,0 %. 2.1%
7. | OOHOPOAHOCTb F'®d PP, cnoco6 2, BaXX.
AO3UPOBAHUA AV £ 15 % (n = 10), ecnu ycnoeue He BLINONHAETCH,
10 AV £ 15 % (n = 30), n ana 30/30 Ttabnetok AV.o= 2.7%
KONUIECTBEHHOE coaepkaHue  AeiCcTBYIOLEro- 1= & fd
BelecTBa AOSHKHO HaxXoAUWTbCA B uHTepsane 0,75-M —
1,25-M. )
8. | MUKPOBUONOTNYECKAA F® P, kateropus 3A.
YUCTOTA O6Lee ynucno aspobHbIX MUKPOOPraHu3amoB He Gonee 10KOEB1T
10° KOE B 1 1 (Mn);
ObLee 4ncno ApOXOKEBbIX U NNECHEBbLIX rPUGoB — He Meree 10 KOEB1 T
Gonee 10 KOE B 1 1 (Mn);
Ortcytereue Escherichia coli g 1 r (mn). He o6HapyxeHo
9. | KONMMMYECTBEHHOE BIXX.
OMNPEOENEHVE Ot 85,50 mr po 94,50 mr (ot 95,0 ao 105,0 % ot 91,00 mr
3asBNEHHOrO KONMYecTBa) B TabneTke. (101,1%)
10. | YNAKOBKA IMpu npoussodcmee u/unu pacghacoeke u ynakoske Ha | pousgsodcmeo, pachacoeka U ynakoeka Ha
000 «MAKN3-OAPMA», Poccusi 000 «MAKN3-OAPMA», Poccusi
Mo 7, 10 wnu 14 TaBneTok B KOHTYPHYI sueiikosylo | Mo 10 TabneTok B KOHTYPHOR A4EAKOBOM
ynakosky w3 nnedku [BX/MBAOX wu donbrn | ynakoske u3 nnenkun MBX/MBAX u donbru
anoOMUHWEBON  NEYaTHOM NAKUPOBAHHOW WM B | anioMWHWEBOI NeMaTHOW NaKMpOBaHHOM.
KOHTYPHYIO ~ AYENKOBYI0  YNakoBKy u3  honbri
xonoaHoro chopmosanusa (MNBX-Anomuunii-ONA) n
-bonbry anMUHNEBOV NEYATHON NAKUPOBAHHOM.
Mo 1, 2, 3 nnu 4 KOHTYpHbIE AYElnKoBbie ynakoBkW | Mo 3 KOHTYpHbIEe AYENKoBLIe YNaKoBKW BMECTe C
BMECTE C WMHCTPYKUME NO NPUMEHEHWI0 B Nauky | MHCTPYKUME MO NPUMEHEHWI0 B  nauky
K2PTOHHYIO. KaPTOHHYIO.
11. | MAPKUPOBKA MepsuyHas ynaxkoska lMepsuyHas ynakoska
Ha xonmypHol sqelikosol ynakoske (bnucmepe) Ha | Ha koHmypHol sdelikogoli ynakoske Ha
PYCCKOM A3bIKe yKa3ableaom: TOProBoe | PyccKoM A3bIKE yKa3aHo: TOproeoe
HauMeHoBaHWe npenapata C  NPeaynpeAUTENnBHOW | HauMeHoBaHwe npenapata c
MapKUpoBKOiA ®; mexayHaposHoe HenaTeHTOBaHHOE | NpeAynpeauTenbHON MapKNPOBKOW ®,
HauMeHOBaHNE, NEeKapCTBEHHYIO opMy; AO3NUPOBKY; | MeXAyHapoaHoe HenaTeHTOBaHHOe
HauMeHOBaHWe OPUAWYECKOrO NWULA, Ha  WUMA | HavwMeHoBaHue; nekapcrBeHHas opma;
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KOTOPOro BbifaHO PErncTPaUnoHHOe YAOCTOBEPEHNE,;
NOroTMN KOMMNaHuK, OCYLLECTBIAIOWEN NPOABMKEHNE
NeKkapcTBEHHOro npenapata; HOMEP cepun; AaTy
npomssoacTsa (npu cpacoeke Ha OO0 «MAKU3-
®APMA» paty NpoMsBOACTBA HE HAHOCAT); Aaty
NCTEYEHUA CpoKa rOAHOCTH.

Bmopuynasi ynakoeka

Ha kapmoHHOUi nayke Ha PyCCKOM SI3bIKE YKa3bieaiom:

npeaynpeauTensHoMN MapKMpoBKoi ®;
MEXAYHapOAHOE HEMaTEHTOBaHHOE HaUMEHOBAHUE;
B[O3NPOBKY; HauMEHOBaHUE OPUANYECKOro Nnua, Ha
uMs KOTOPOro BblgaHO perncTpaLnoHHoe

YA0CTOBEPEHIE, ero CTpaHy; - HOMep
PErncTpaUnoHHOrO  * YAOCTOBEPEeHUS; norotun
KOMRaHuy, ocyu.leCTaanLueﬁ npoABMXKeHne
NEeKapCTBEHHOTO npenapara; HauMeHOBaHWe

npeanpusTUA-npon3soauTens, ero aapec (npu
npou3BOACTBE Ha 000 «MAKN3-DPAPMA»
yKasblBalOT ~ CTpaHy, TOPOA); HauMeHoBaHue u
copepxaHue JAeicTByloLlero BewecTsa B8 OfHOW
Tabnetke, NOKPLITOW  NIEHOMHOA  ODONOUKOW;
konuuecTtBo TabneTok B  ynakoBke; yCnoBWA
XpaHeHus; cnocob NPUMEeHeHnA; yCcnoBua OTNycKa,
npeaynpeautencHele  Hagnucy  «MpuMeHATb  no
HasHa4YeHuio Bpavay; «Copepxut NakTosbl
MoHOrMapaTy; «XpaHutb B HEAOCTYNHOM AN AeTei
MecTe»; hapmakoTepaneBTUYECKyl0 rpynny; LUTPpUX-
KoA; HOMep cepuu; paTty npoussoactea (npu
npoussoactee Ha OO0 «MAKU3-OAPMA» aaty
NPOM3BOACTBA HE HAHOCAT); AATYy WCTEMEHUA cpoka

rOAHOCTH.
Ha «apToHHyl0 nadky MOryT ObiTb HaHeceHb
TEXHUYECKNE (NPON3BOACTBEHHBIE) KOA b
(rpacbunueckue,  OykBeHHbIe  wnn  LudpoBbie),
hapMKOA.

Ha «kapmoHHOU nadYke Ha aHenulickoM s3bike
yKa3bigarom: TOProBOe HAMMEHOBaHWE npenapaTa ¢
npeaynpeanTenbHON MapK1POBKON ®;
MEXAYHAPOAHOE HENaTeHTOBaHHOE HaWMEHOBaHUE;
AO3MPOBKY;  (hapMaKkoTepPaneBTUYECKYI0  Tpynny;
KONMUYECTBO TAONETOK B ynakoeke.

Mpu npoussodcmee, ¢hacoske u ynakoske Ha OO0
«MAKU3-OAPMA»  pONOMHUTENBHO  AOMNyCKaeTca
HaHeceHne cpeacTB naeHTucmkaymm Ans
MOHUTOPUHIa ABUMKEHUA NEKapCTBEHHbLIX NPenapaTos,
B TOM uucne rnoBanbHOro WAEHTUDUKALMOHHOTO
HOMEpa TOProBO#A eAuWHULbLI ¥  WHAWBUAYaSLHOTO
CEepUItHOro HoMEpa TOProBOW eAnHULBL.

TOoprosoe HaumeHoBaHune npenaparta c

A03MPOBKA;, HaMMEHOBaHME  IOPUAUYECKOro
nuua, Ha UMs - KOTOPOro BbifaHO
PErUCTPALMOHHOE  YAOCTOBEPEHME;  JOTOTMUN
KOMNaHWKM, OCYLIECTBNAIOWEN NPOABUKEHNE
JleKapCTBEHHOrO NpenapaTa; HOMEpP Cepuu;
JaTa UCTeYeHUs CPOKa FOAHOCTY.

Bmopuynast ynakoska

Ha kapmonHOil ra4Yke Ha pPYyCCKOM sI3biKe
yKasaHO: TOProBoe HaMMEHOBaHWe npenapara ¢
npejynpeanTenbHOR MapKUpPOBKOW ®;
MeXayHapoaHoe HenaTeHTOBaHHOe
HaumMeHOBaHKe; JO3UPOBKA; HAMMEHOBaHuE
IOPULNYECKOTrO NnLa, Ha UMA KOTOPOro BbijaHo
perucTpaumoHHoe YA0CTOBepeHne, ero cTpaHa;
HOMEP - PEerucTpaumMoHHOrO  yAOCTOBEPEHUS;
norotun KOMNaHum, ocyLecTenAioLe
NPOABWXKEHNE  NEKApPCTBEHHOrO  Npenapara;
HauMeHOBaHUe . NPEANPUATUA-NPON3BOAUTENS,
€ro CrpaHa, Tropoj; HauMeHOBaHME U
COAepXaHue AeACTBYIOLEro BeLlecTsa B O4HOMN
TabneTke, NOKPLITOW NNIEHOYHON OBONOUKOW;
KONU4ecTBO TabneTok B YNakoBke; YCroBuUS
XPaHEHMsA; CNOCOG NPUMEHEHUs;  YCrNOBUs
OTRycCKa,; npeaynpeautenbHble Hagnucu
«MNpumeHATL no Ha3HaJeHuto Bpaua»;
«CopepxuT NakTosbl MOHOTUAPAT»; «XpaHutb B
HeJoCTYNHOM ans peten MecTey;
thapmakoTepaneBTAYECKas rPynna; LWTPUX-KOA;
HOMEp cepuu; AaTa UCTEUEHUA CPOKa MOZHOCTH.

Ha KapTOHHYK nauky HaHECEHbl TEXHUYECKNE
(NponsBOACTBEHHBIE)  KOAbI  (Fpaduueckue,
BykBeHHbIE U LnbpoBbie), dhapMKoa.

Ha xapmownHOU nayke Ha aHenuicKom si3blke
yKa3aHo: TOprosoe HaumeHoBaHue npenapara ¢

npegynpeauTenbHon MapKUPOBKON ®;
MEXAYHapoaHoe HenaTeHToBaHHoe
HaMmMeHoBaHue; * AO3NPOBKA;

chapmakoTepaneBTU4eCKas rpynna; Konu4yecTso
TabneTok B ynakoBke.

lpouseodcmeo, ghacoska u ynakoeka Ha OO0
«MAKUN3-OAPMA» pONONHUTENBHO HaHECEeHb!
cpeacrea uaeHTUdUKALMN AN MOHUTOPMWHra
ABIKEHNA NeKapCTBEHHBLIX NPenapaTtos, B TOM
uncne rnobanbHOro  MAEHTUDUKALMOHHOrO
HOomEpa TOProBoWn eANHNULbI "
MHAMBUAYalNbHOTO CEpUAHOrO HOMEpa TOProsom
eAUHULBI.

12. | CPOKTOAHOCTH
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