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OTAOEN KOHTPONA KAYECTBA
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MAKMIDAPMA HAUMEHOBAHUE Llonokokc®
MPEMAPATA: TabneTku, NOKpPbITbie NSIEHOYHOW 060504KoM, 90 Mr
109029, r. Mockea .
Lon ety Woss HOMEP CEPWUW: D03201024
npoesp, A.6, OATA NMPOU3BOLOCTBA: | 12.10.2024
pid o FOAEH AO: 30.09.2027
cTpoeHue 8. OBBEM CEPWUMU: 31 818 ynak. Ne10
Ten.: (485) 981-00-88 NPOU3BOAUTENb: 000 «MAKU3-GAPMA»
AHAITKA3 NO: JIN-006935-130421, uam. N1, nuam. Ne2
XPAHEHMUE: lNpu TemnepaTtype He Bbiwe 25°C.
ha HanmeHoBaHMe Tpe6oBanus HO Pe3ynbTathl aHanusa
n/n nokasarens P y
1. | ONMUCAHUE BusyanbHbIN. [BosAkKoBbINYKNblE Tabnetkn | [IBosikoBbINyknble  Tabnetku  SGNOKOBUAHOM
A6MNOKOBMAHON  (DOPMbI,  MOKPbITbIE  MAEHOYHOW | (DOPMbI, MOKPLITHIE MNEHOYHOW  O0BONOUKOIA
oBonoukoi Genoro useta, C rpaBupoBKON «98» Ha | Genoro useTa, ¢ rpaBMPOBKON «98» Ha OAHOIA
OAHOWN CTOPOHE U «J» Ha ApYroM. CTOpPOHE U «J» Ha APYron.
Ha nonepeyHom paspese BuAHbI ABa cnos: AApo | Ha nonepeuHom paspese BUAHbI ABA CNOS: ALPO
noyTtu 6enoro ugeTta u obonoyka 6enoro UseTa. noytu 6enoro useTa u o6onoyka 6enoro LseTa.
2. | NOANUHHOCTb B3OXX. Bpems yaepxuBaHWs OCHOBHOTO NUKa Ha | Bpems yaepXuBaHUs OCHOBHOMO nWKa Ha
XpoMaTorpaMme MCMbLITYEMOro pacTBopa AOMKHO | XpomaTtorpamme UCnbITYEMOro pacTeopa
COOTBETCTBOBaTb BPEMEHN YAEPXMBAHUA OCHOBHOTO | COOTBETCTBYET BpEMEHU YAEPXNBaHUSA
nMKa Ha XpomaTtorpamMme CTaHAapTHOrO pacTBOpa | OCHOBHOrO nuka Ha XpomaTorpamme
(paspen «KonuyectBeHHOE onpejeneHune). CTaHAapTHOro pacTeopa.
Y®-cnektpochoTomeTpusi. Yd-cnekTpbl nornowenns | Y®-cnekrpesl nornoLexmns NCNbITYyemoro
UCMbITYEMOro pacTeopa U CTaHAapTHOrO pacTsopa B | pacTBopa M CTaHAApTHOrO pacTeopa B obnactu
obnactu ot 200 40 400 HM JOMKHBI UMETH Makcumym | o 200 o 400 HM umeloT MaKkcumym
nornoweHus npu 234 + 2 Hm. nornoweHus npu 234 + 2 Hm.
3. | CPEAHAA MACCA o Po.
Ot 298,30 50 316,76 mr (307,53 mr + 3 %). 306,60 mr (-0,3%)
4. | PACTBOPEHME F® PO, YO-cnekrpodotomeTpus. (101%)
He menee 80 % (Q) oT 3asBneHHOro Konuyectsa 98%
aTopukokcuba yepes 30 MUHYT. 97%
101%
102%
104%
102%
5. | POOCTBEHHbIE B3XX.
NMPUMECHU Mpumeck H-ETCRCO1 - He 6onee 0,2 %; He obHapyxeHo
npumeck H-ETCRCO02 - He Gonee 0,2 %); 0,02%
eAUHNYHAs HeuaeHTUUUUPOBaAHHAA NPUMECL — He 0,03%
6onee 0,20 %);
Ccymma npumecei — He 6onee 2,0 %. 0,10%
6. | BOOA F® PO, Metoa K. ®uwepa. o
He Gonee 6,0 %. 1.5%
7. | OOHOPOAHOCTb F'® P®, cnocob 2, BaXX.
OO3UPOBAHUA AV £ 15 % (n = 10), ecnu ycnosue He BbINOMHAETCSH,
T0 AV < 15 % (n = 30), u ana 30/30 Tabnetok AV, = 2 5%
KONUYECTBEHHOE cozepxaHve AEeNCTBYIOLLErO oTiee
BeLecTBa A0MKHO HaxoAUTbCA B MHTepBane 0,75-M —
1,25'M.
8. | MUKPOBUONOIMM4YECKASA F® P, kateropus 3A.
YUCTOTA O6buiee uncno aspobHbIX MUKPOOPraHu3Moe He Gonee 30KOEB1T
10° KOE B 1 1 (Mn);
ObLee YNCNO APOXOKEBLIX U NNECHEBbLIX rPUGOB — He MeHee 10 KOEB 1T
Gonee 10° KOE B 1 r (mMn);
Otcytctaue Escherichia coliB 1 r (mn). He obHapyxeHo
9. | KONMMWYECTBEHHOE B3XX.
ONPEOENEHUE Ot 85,50 mr po 94,50 mr (ot 95,0 go 105,0 % ot 90,35 mr
3asABIEHHOro KONMYecTBa) B TabneTke. (100,4%)
10. | YNAKOBKA IMpu npoussodcmee u/unu pacghacoske u ynakoske Ha | lMpoussodcmeo, pacgpacoska u ynakoska Ha
000 «MAKN3-®APMA», Poccus 000 «MAKUN3-©APMA», Poccusi
Mo 7, 10 unmn 14 Tabnetok B KOHTYPHylO AueiikoBylo | Mo 10 Tabnetok B KOHTYPHOW SYEIKOBOW
ynakoBky u3 nneHku TBX/MBAX wu  donbru | ynakoBke u3 nneHkn MBX/MBOX u ¢onbru
anioMMHMEBOW Ne4YaTHOW NakupoBaHHOW WUNM B | anNOMUHWEBOW NEYATHOW NIAKUPOBAHHOIA.
KOHTYPHYIO ~ SYEMKOBYIO  YNakoBKY U3  hOnbru
xonoaHoro dopmosaHus (MNBX-AniomuHuin-OMA)
onbru antoMMHNEBOI NEYATHON NaKMPOBAHHON. Mo 1 KOHTYpHON AYENKOBOW ynakoBke BMECTE C
Mo 1, 2, 3 unu 4 KOHTypHblE AYENKOBblE YNAKOBKM | WHCTPYKUMEN MO  MPUMEHEHUIO B navky
BMECTE C WHCTPYKUMEA NO NPUMEHEHUID B Mauyky | KapTOHHYIO.
KapTOHHYIO.
11. | MAPKUPOBKA MNepsuyHas ynakoeka lMepeu4Has ynakoseka
Ha koHmypHoli sqelikoeoli ynakoske (6nucmepe) Ha | Ha koHmypHoli  sqelikosoil ynakoske Ha
PyccKom 53blKe yKa3ablgarom: TOProBOE | PycCKOM 53bIKe yKa3aHo: TOprosoe
HauMeHoBaHue npenapata C NpeaynpeauTENbHON | HauMeHoBaHue npenapara ¢
MapKkuposkon ®; MexayHapOAHOe HEenaTEHTOBAHHOE | NpeaynpeauTesnbHON MapKupOBKOM ®;
HauMeHOoBaHWe; NeKapCTBEHHYIO opMy; AO3UPOBKY; | MeXayHapoaHoe HenaTeHToBaHHOEe
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HauMeHOBaHWe IOPUMANYECKOrO fuua, Ha UMs
KOTOPOro BblAaHO PErucTPaLUOHHOE YAOCTOBEPEHUE,;
NOroTUN KOMNaHUM, OCYLUECTBNAIOLENA NPOABIKEHNE
NeKkapCTBEHHOro npenaparta; HOMEp cepuu; Aary
npoussoacTBa (npu cacoske Ha OO0 «MAKWU3-
®APMA» paTy npou3BOACTBA He HAHOCAT);, Aaty
MCTEYEHUS CPOKa FOAHOCTU.

BmopuyHas ynakoeka

Ha kapmoHHoU nayke Ha pyCCKOM Si3bIKe yKa3bleaom:
TOprosoe HaumeHoBaHue npenapata c
npeAynpeAuTENbHOM MapKUpOBKOW ®;

MEeX4YyHapoAHOEe HenaTteHTOBaHHOEe HaumeHOoBaHue,
AO3UPOBKY, HaUMEHOBaHWE PUANYECKOro nuua, Ha

nms KOTOpOro BblAaHo perucTpaunoHHoe
YAOCTOBEpEHUE, ero CTpaHy; HoMep
PEerncTpaumoHHoro YAOCTOBEPEHUS; noroTun
KomMnaHuu, ocyLecTBAAIOLLE NPOABWXEHNE
NeKkapcTBEHHOro npenapara; HauMeHoBaHne

npeanpuATUS-NPOM3BOAUTENRA, ero ajapec (npu
Npon3BOACTBE Ha 000 «MAKU3-OAPMA»
yKasblBaloT ~CTpaHy, ropoj); HauMeHOBaHue W
COAepXaHue [encTBylollero BewecTBa B OAHOMN
TabneTtke,  NOKPLITOA  NAEHOYHOW  OBONOYKOMN;
KonuyectBo Tabnetok B ynakoBKe;  YCOBUSA
XpaHeHus; cnocob NpUMEHeHUs; YCrnoBUA OTMYCKa;
npeaynpeautencHole  Haanucu  «lMpumeHaTs  no
Ha3Ha4eHuo Bpaua; «Copaepxut NakTo3bl
MOHOIMAPAT»; «XpaHuUTb B HEAOCTYNHOM ANA AETen
MecTe»; hapmakoTepaneBTUYECKyio rpynny; LUTPUX-
KOA;, HOMEp cepuu; pfaTy npou3BOACTBA (Npu
npoussoactee Ha OO0 «MAKU3-OAPMA» aaty
NPON3BOACTBA HE HAHOCAT); AaTy WCTEYEHUs Cpoka
roaHOCTH.

Ha «kapToHHyl0 nayky MoryT ObiTb HaHeCeHb!

TexHu4eckue (NPOU3BOACTBEHHbIE) KOAb!
(rpacbuyeckue, ByKkBEHHbIE unu uncposbie),
hapmkog.

Ha kapmoHHOU nayke Ha aHanulcKoM S3biKe
yKa3ablearom: TOProBoe HauMeHOBaHWe npenapaTa ¢
npeaynpeauTenbHON MapKUpOBKOW ®;
MEXAYHapOAHOEe HEenaTeHTOBAaHHOE HaWMEHOBAHWE;
AO3UPOBKY;  hapmakoTepaneBTUYECKylD  rpynny;
KonuyecTBo TabneTok B ynakoske.

lpu npoussodcmee, ¢hacoske u ynakoeke Ha OO0
«MAKN3-QAPMA»  BONONHUTENBHO  AOMYyCKaeTcs
HaHeceHune CpeacTB naeHTudmKaymm ans
MOHUTOPUHra ABWXEHUA NEKapPCTBEHHLIX NPenapaTos,
B TOM uucrne rnobanbHOro WAEHTUMDUKALUMOHHOrO
HOMEpa TOProBOW EAWHUUbI W  WHAMBUAYANbHOrO
CEepUIHOro HoMepa TOProBOW eANHULbI.

HauMeHOBaHWe;  nekapcTBeHHas  hopma;
AO3MPOBKA;,  HaWMEHOBaHWe  IOPUANYECKOro
nuya, Ha ums KOTOporo BblAaHO

perucTpauuoHHoe YAOCTOBEpPEHWe; norotun
KOMMaHu1, OCYLLECTBNAIOWEA NPOABUKEHUE
NeKapCTBEHHOro npenaparta; HOMep Ccepuu;
AaTa UCTEYEHUA CpoKa roAHOCTH.

Bmopu4Has ynakoeka

Ha kapmoHHOU nayke Ha pPYyCCKOM si3biKe
yKa3aHo: TOproBoe HaumMeHoBaHue npenapara ¢
npeaynpeauTensHown MapK1MpPOBKON ®;
MeXayHapogHoe HenaTeHToBaHHOE
HauMEeHOBaHWe; [03UPOBKAa; HaWMEHOBaHue
IOPUANYECKOrO NnLa, Ha UMSA KOTOPOro BbiAaHO
perucTpauuoHHoe ya0CTOBEPEHUE, Ero CTpaHa;
HOMEp  PEerucTpauuvoHHOro  YAOCTOBEPEHUS;
noroTun KOMnaHuu, ocyulecTsnsioLwen
NPOABWXEHWE NIeKapCTBEHHOrO  npenapara;
HaumeHoBaHue npeAnpUATUA-NPOU3BOAUTENS,
ero CTpaHa, Tropoj; HauWMeHoBaHue 1
coAepXaHue AeiCTBYIOLLEero BELECTBa B O4HON
Tabnetke, NOKPLITOA MMEHOYHON OBONOUKON;
KONu4ecTso Tabnetok B YNakoBKE; YCNOBUA
XpaHeHusi; cnocob NpPUMEHEHWs; ycnosus
oTnycka; npeaynpeauTenbHble Hagnucu
«MpUMEHATE N0 HasHaA4YeHWlo  Bpavay;
«CoAepXUT NakTo3bl MOHOrUAPAT»; «XPaHWUTb B
HeA0CTYNHOM ans Aeten MecTey;
¢hapmakoTepaneBTUYeCKas rpynna; LUTPUX-KOA;
HOMEp cepuu; Aata UCTEYEHUS CPoKa rOAHOCTH.

Ha KapTOHHyl0 nmauky HaHeceHbl TexHudeckue
(Npon3BOACTBEHHbIE)  KOAbl  (rpachuueckue,
GykBeHHbIE U LUPOBLIE), (hapMKOA.

Ha kapmoHHOU na4yke Ha aHanulcKoM S3blKe
yKa3aHo: TOproBoe HauMeHoBaHue npenapara ¢

npeAynpeanTensHoi MapKUpOBKOiA ®;
MEXAYHapOoAHOE HenaTeHToBaHHoe
HaMMeHOBaHMe; A03UPOBKa;

¢hapmakoTepaneBTUYECKas rpynna; KonuyecTeo
TabneTok B ynakoBke.

lpoussodcmeo, ghacoska u ynakoeka Ha OO0
«MAKU3-QAPMA» BONONHUTENBHO HaHECEeHbI
cpeacTBa wAeHTUdUMKaUUM AN MOHUTOPUHra
LABWKEHUS1 NekapCcTBEHHbIX NpenapaTtoB, B TOM
yucne  rnobanbHOro  WAEHTUUKALIMOHHOrO
HOMepa TOproeou eANHULbI ]
WHAUBUAYaNbHOrO CEPUAHOrO HOMEepa TOProBoW
€AVHULbI.

12. | CPOK FOAHOCTH
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