KK-006/3D8
MACTIOPT Ne 564/24
cTp. 1 M3 2
g N OTAEN KOHTPONA KAYECTBA
Al JlnueH3aus Ne J1012-00102-77/00010585
MAKNIDAPMA HAWME;'STBAHWE [onokokc® TabneTkn, NOKPbITbie NNEHOYHOM
MPENA A: ¥
A obonoukon, 90 mr
ABTomoﬁwngblﬁ HOMEP CEPUM: D03140824
npoesa, 4.6,
eTposie 4 OATA POV3BO/ICTBA: | 27.08.2024
rOAEH Ao0: 31.08.2027
Ten.: (495) 981-00-88 OBBEM CEPWUMU: 32 296 ynak. Ne10
NMPOU3BOAUTENDb: 000 «MAKU3-©APMA»
AHAINX3Z NO: JIM-006935-130421, uam. Ne1, uam. Ne2
XPAHEHMUE: Mpu Temnepartype He Bbiwe 25°C.
o HAMMEHOsHNS TpeboBaHus HO Pe3ynbTaTthl aHanusa
n/n nokasarens P v
1. | ONUCAHUE Bu3syanbHbIn. [BoskoBbINYyKIble Tabnetkn | [iBoskoBbiNyknble  TabneTtkn  sAGNOKOBUAHON
AONOKOBUAHON  (POPMbI,  NMOKPBLITBIE ~ MAEHOYHON | HOPMBI, MOKPLITHIE MAEHOYHOW O0BONOYKOM
obonoykoii Genoro useTa, C rpaBupoBkoii «98» Ha | Genoro uBeTta, ¢ rpaBMpOBKON «98» Ha OAHOIA
OAHOWN CTOPOHE U «J» Ha APYroW. CTOPOHE 1 «J» Ha APYron.
Ha nonepeyHom paspese BuaHbl ABa cnos: sApo | Ha nonepeuHom paspese BuAHbI ABA CNOSA: AAPO
noytu 6enoro useta u obonoyka 6enoro useTa. noytu 6enoro useta n obonoyka 6enoro usera.
2. | NOANMUHHOCTb B3XX. Bpems yaepxuBaHUs OCHOBHOTO nuka Ha | BpemMs yaepXuBaHUs OCHOBHOTO nuka Ha
XpoMaTorpaMme WUCMbITYEMOro pacTBopa AOMKHO | Xpomartorpamme MCNbITYEMOrO pacteopa
COOTBETCTBOBATbL BPEMEHN YAEPXVUBAHUA OCHOBHOMO | COOTBETCTBYET BpPEMEHM YAEPXNBaHMUSA
nMKa Ha XpomaTorpamMme CTaH4apTHOrO pacTBopa | OCHOBHOrO nuka Ha Xpomarorpamme
(paspen «KonuyecTBeHHoOe onpepeneHue). CTaHAapTHOro pacTeopa.
Y®-cnektpodoTomeTpus. YO-cnekTpbl NOrnoweHus | Yd-cnektpsl nornoweHuns NCMbITYEMOro
UCNbITYEMOro pacTBopa U CTaHAapTHOrO pacTBopa B | pacTBOpa U CTaHAapTHOro pacteopa B obnacTu
obnactu ot 200 40 400 HM AOMXHLI UMETb MakcumMyM | oT 200 Ao 400 HM MMET MakcUMyMm
nornoweHus npu 234 + 2 Hm. nornoweHus npu 234 + 2 Hm.
3. | CPEOHAA MACCA re Po.
Ot 298,30 a0 316,76 mr (307,53 Mr + 3 %). 306,97 mr (-0,2%)
4. | PACTBOPEHUE e PO, Y®-cnektpocdoToMeTpus. (101%)
He meHee 80 % (Q) oT 3aABNEHHOro KonuuyecTtsa 102%
3Topukokcnda yepes 30 MUHYT. 99%
102%
102%
99%
100%
5. | POACTBEHHbLIE B3XX.
NPUMECH Mpumeck H-ETCRCO1 — He 6onee 0,2 %,; He oBHapyxeHo
npumecb H-ETCRCO02 - He 6onee 0,2 %,; He obHapyxeHo
eAUHUYHAA HeuaeHTMMUUMPOBaAHHAA NPUMECH — He 0,08%
6onee 0,20 %;
cymma npumeceii — He Gonee 2,0 %. 0,13%
6. | BOOA F® P, Metoa K. ®uwepa. o
He 6onee 6,0 %. 1.6%
7. | OAHOPOOHOCTb F'® PO, cnocob 2, BOXX.
OO3UNPOBAHUA AV £ 15 % (n = 10), ecnu ycnosue He BbINOMHSETCH,
T0 AV = 15 % (n = 30), n gna 30/30 Tabnetok AV = 4.49%
KOSNIMYECTBEHHOE coaepxanue AeiicTayoLero o= R
BeLLecTBa AOMKHO HaxoAUTbCA B uHTepsane 0,75-M —
1,25-M.
8. | MUKPOBUONOIrMYECKASA F'® PO, kateropus 3A.
YUCTOTA ObLee uncno aspobHbIX MUKPOOPraHnamMoB He Gonee 10KOEB1T
10° KOE B 1 1 (Mn);
ObLee yncno ApO)OKEBBIX U MNECHeBbIX rPUBoB — He 5KOEB 1T
6onee 10> KOE B 1 r (Mn);
Ortcytcreue Escherichia coli B 1 1 (Mn). He obHapyxeHo
9. | KONMUYECTBEHHOE B3XX.
OMNPEAENEHUE Ot 85,50 mr po 94,50 mr (ot 95,0 go 1050 % or 91,28 mr
3aABNEHHOrO KONuyecTsa) B Tabnetke. (101,4%)
10. | YNAKOBKA lMpu npouseodcmee u/unu pacghacoske u ynakoske Ha | [pou3eodcmeo, pacgacoeka u ynakoeka Ha
000 «MAKUN3-®APMA», Poccusi 000 «MAKU3-®APMA», Poccusi
Mo 7, 10 nnu 14 Tabnetok B KOHTYpHYIO AverkoBylo | Mo 10 Tabnetok B KOHTYPHOW SYEKOBOIA
ynakosky u3 nneHku TMBX/MBOX wu conbru | ynakoBke u3 nnewku MNBX/MBOX u conbrun
anioMWHUEBOW NeYyaTHOW NaKMPOBAHHOW WnW B | anlOMUHWEBOI NEYaTHOM NakMpPOBaHHON.
KOHTYPHYIO ~ AYENKOBYKD  ynakoBky ©3  ¢honbru
xonogHoro d¢opmosanus (MBX-AnioMuHnin-OMA) n
honbrn anioMUHUEBON NEYaTHO| NaKMPOBaHHOM. Mo 1 KOHTYPHOI SYENKOBON yNakoBKE BMeECTe C
Mo 1, 2, 3 wAn 4 KOHTYpHble AYENKOBbIE YNaKOBKU | WHCTPYKUMEH MO  MPUMEHEHUIO B nayky
BMECTE C WHCTPYKUME NO NPUMEHEHWIO B Nayky | KapTOHHYIO.
KapTOHHYIO.
11. | MAPKUPOBKA Mepeuy4Has ynakoeka lMepeuy4Has ynakoeka
Ha koHmypHoli siqelikosoli ynakoske (6nucmepe) Ha | Ha KoHmMypHOU syeliKoeol ynakoske Ha
pyccKom s3bIKe yKa3ableatom: TOProBOE | PYCCKOM A3bIKE yKa3aHo: TOprosoe
HaumeHoBaHWe npenapata C npeaynpeauTeNnbHON | HauMeHoBaHue npenapara G
MapkupoBkon ®; MexayHapoAHOE HENaTeHTOBaHHOE | NpeAynpeAuTenbHON MapKupOBKOA ®;
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neKkapcTBEHHOro npenapaTta; HOMep cepuu; AaTy
npoussoacTBa (npu cacoske Ha OO0 «MAKU3-
®APMA» paTy npou3BOACTBA HE HAHOCAT);, AaTy
MCTEYEHUSA CPOKA FOfHOCTY.

BmopuyHasi ynakoeka

Ha kapmoHHOU nayke Ha PyCCKOM 513bIKE yKa3bl8arom:
TOoproeoe HauMeHoBaHue npenapara ¢
npeaynpeanTenbHoOi MapK1pOBKOW ®;
MEXAYHapO4HOE HEenaTeHTOBaHHOE HaUuMEHOBAaHUE,;
AO3NPOBKY; HaUMEHOBaHWE OPUANYECKOrO Nuua, Ha

ums KOTOpOro Bbl4aHO perncTpaumoHHoe
yA0CTOBEpEeHue, ero CTpaHy; HOMep
perncTpaunoHHOro YAOCTOBEPEHUS, noroTun
KoMnaHuu, OCYLLECTBASAIOLLEN NPOABUXEHMNE
nNeKkapcTBEHHOro npenapara; HauMeHoBaHue

NpeAnpUATUA-NPOU3BOAUTENSA, €ro  aapec  (npw
npou3BoACTBE Ha 000 «MAKU3-©OAPMA»
yKasblBaloT CTpaHy, TrOpPOA); HauWMeHoBaHWe W
coAepxaHue [AencTBylOLlEero BellecTsa B OAHOWM
TabneTke, NOKPbITOW  NNEHOYHOW  0BONOYKOW;
KonuyecTBo Tabnetok B ynakoBke;  ycnoBus
XpaHeHus; cnocob NpUMEHEHWUs; YCnoBUS OTNYCKa;
npeaynpeauTenbHble  Hagnucu  «MpumeHAaTb  no
HasHa4eHuo Bpavay; «Copepxut  nakTo3bl
MOHOrMApaTy»; «XpaHuTb B HEAOCTYNHOM ANs AeTel
mecTey; hapmakoTepaneBTUYECKylo rpynny; LUTPUX-
KOA, HOMep cepuu; paTy npou3BoAacTBa (Npw
npoussoactee Ha OO0 «MAKU3-®APMA» paty
NPOU3BOACTBA HE HAHOCAT); AaTy WCTEYEHUS Cpoka

FOAHOCTH.
Ha kapToHHylo nayky MoryT OblTb HaHeceHbl
TEeXHUYeckune (Npon3BOACTBEHHbIE) KoA bl
(rpacpuueckue, ByKBEHHbIE nnu uncposbie),
dapMKoA.

Ha «kapmoHHOU nayke Ha aHenulcKOM si3biKe
yKa3blgatom: TOProBoe HauMeHOBaHWe npenaparta c
npeAynpeauTenbHOM MapKUpOBKOW ®;
MEXAYHapOAHOEe HEenaTEeHTOBAHHOE HauMEHOBaHUE;
AO3NPOBKY;  (hapMakoTepaneBTUYECKYD  rpynny;
KONW4ecTBO TabneTok B ynakoBKe.

lpu npoussodcmee, ¢hacoske u ynakoske Ha OO0
«MAKU3-OAPMA»  [ONONHUTENBHO  AOMNycKaeTcs
HaHeceHune cpeacTs naeHTUdUKauumn ans
MOHUTOPUHra ABWXEHWUSA NEKapCTBEHHbIX MpenapaTos,
B TOM uucne rnobanbHOro WAEHTUUKALUWOHHOIO
HOMepa TOproBOW eAWHWLUbLI W WHAUBUAYaNbHOIO
CEPUItHOro HOMepa TOProBOW €4UHULbI.

CTpP.2uU32
OTAOEN KOHTPONA KAYECTBA
e N TNuuenaus Ne 11012-00102-77/00010585
MAKU3®APMA :SQMEESTBAAHME Honokokc® TabneTku, NOKPbITbIE NIIEHOYHOW
109029, r. Mocksa i OﬁOﬂO‘-IKOM, 90 mr
AaTomoﬁmngblﬁ HOMEP CEPUM: D03140824
aaiiiny OATA NPOV3BOACTBA: | 27.08.2024
rOAEH O0: 31.08.2027
Ten.: (495) 981-00-88 OBBEM CEPUMU: 32 296 ynak. Ne10
NnPOU3BOOUTEIND: 000 «MAKU3-®OAPMA»
AHANWU3 NO: JIN-006935-130421, uam. Ne1, uam. Ne2
XPAHEHME: Mpu Temnepartype He Bbilwe 25°C.
HauMeHoBaHWe; nekapcTBeHHyl hOpMy; AO3UPOBKY; | MEXAYHapOAHOe HenaTeHToBaHHOe
HanmeHoBaHue opuanyeckoro  nuua, Ha nms HauMeHoBaHue; nekapcTBeHHas d)opma;
KOTOpPOro BblAaHO peruncTpauynoHHoe y40CTOBEPEHUE, AO3NPOBKA, HaumeHoBaHue ropuaunyeckoro
noroTun KomMnaHuu, OCyLLIECTBnﬂIOLLleVI npoaswmxeHue nuua, Ha uwmsa KOTOpPOro BblAaHO

PerncTpaumMoHHoe  yAOCTOBEPEHWE; norotun
KOMNaHuW, OCYLLECTBNSIOWEN NPOABUXKEHNE
NeKkapCTBEHHOro npenaparta; HOMep Cepuu;
JiaTa UCTEYEHUA CpoKa rogHOCTH.

BmopuyHas ynakoeka

Ha «kapmoHHOU na4yke Ha pPYyCCKOM S3blke
yKa3aHo: TOpProBoe HavMeHOBaHMWe npenaparta ¢
npeaynpeauTenbHou MapK1UpOBKOWA ®;
MEXAyHapoaHoe HenaTeHToBaHHOe
HauMeHOBaHWe; [03MpPOBKAa;, HauMeHoBaHue
IOPUANYECKOTO NNLA, Ha UMS KOTOPOro BblAaHO
perucTpaunoHHoe yAO0CTOBEPEHUE, ero CTpaHa;
HOMEp  PerucTpauuoHHOrO  YAOCTOBEPEHUS;
norotun KOMnaHum, ocyLuecTBnswLWwen
NPOABWKEHWE  NEeKapCTBEHHOro  npenapara;
HauMeHOBaHMe npeanpPUATUS-NPON3BOAUTENS,
ero  CTpaHa, ropoj; HauMeHOBaHue W
cojepxaHue AeiCTBYIOLIero BeLlecTsa B 04HOM
TabneTke, NOKPLITON NNEHOYHON OBONOYKOIA;
KONW4yecTBo TabneTok B YyMNakoBKe; YCNOBUA
XpaHeHus; cnocob npUMEHeHus; YCnoBuS
oTnycka; npeaynpeauTenbHble Hagnucw
«MpumeHaTs  no HasHayeHuio  Bpauvay;
«CoaepXuUT NakTo3bl MOHOTMAPaTY; «XPaHuUTb B
HefOoCTYNHOM ans aeten MecTey;
hapmakoTepaneBTUYECKas rpynna; LUTPUX-KOA;
HOMEp Cepuu; faTa UCTEYEHUS CPoKa FrOAHOCTH.

Ha KkapTOHHyl0 nayky HaHeceHbl TexHudeckue
(NPOM3BOACTBEHHbIE)  KOAbI  (rpachuyeckue,
6ykBEHHbIE U LU pOBLIE), (DapMKOA.

Ha kapmoHHOU nayke Ha aHa/ulCKOM Si3biKe
yKa3aHo: TOproBoe HauMeHoBaHMWe npenapaTa ¢

npeaynpeAnTENbHON MapKuUpOBKOA ®;
MeXgyHapoaHoe HenaTeHTOBaHHOe
HauMeHOBaHME,; A O3UPOBKa;

hapmakoTepaneBTUYECKan rpynna; Konu4ecTso
TabneTok B ynakoBke.

lMpoussodcmeo, ¢hacoeka u ynakoska Ha OO0
«MAKU3-QAPMA» BONONMHUTENBHO HaHECEHbI
CpeAcTBa WAEHTUMKAUUM AN MOHUTOPUHra
ABWKEHUA NekapcTBEHHbIX NpenapaTtos, B TOM
yucne  rnobanbHOro  MAEHTUUKALMOHHOTO
HOMepa TOProBoW eANHNLbI n
VHANBUAYaNbHOrO CEPUAHOrO HOMEpPa TOProBom
eAVNHULbI.

12. | CPOKTOAHOCTH

3roaa

CootBeTcTBYET
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