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4 Q&‘ OTAEN KOHTPONA KAYECTBA
Jinuen3us Ne J1012-00102-77/00010585
BREARIESC I HAUMEHOBAHUE Nonokokc® TabneTkn, NOKPbITbIE NNEHOYHOW
NMPEMAPATA: 2
B obonoukon, 90 Mr
AETOMOﬁVIJ;beIVI HOMEP CEPUWU: D0O3150824
Gippailhes OATA NPOU3BOACTBA: | 27.08.2024
roOAeH Ao: 31.08.2027
Ten.: (495) 981-00-88 OBBEM CEPUMU: 32 442 ynak. Ne10
NMPOU3BOAUTEND: 000 «MAKU3-ODAPMA»
AHAJTU3 NO: J1MN-006935-130421, uam. Ne1, uam. Ne2
XPAHEHMUE: Mpu TemnepaType He Bbiwe 25°C.
Ne HaumeHoBaHue
nin S——— Tpe6oBanus H[Q Pe3ynbraTthl aHanuaa
1. | ONUCAHUE BusyanbHbin. [BosikoBbINyKnble Tabnetkn | [iBosikOBbINyknble  Tabnetkn  s6NOKOBUAHON
AGNOKOBMAHON  HOPMbI,  MOKPLITbIE  MIIEHOYHOW | (DOPMbI, MOKPLITbIE MNEHOYHOW  OBOMNOYKONA
o6onoykoit Genoro LUBeTa, C rpaBupoBkon «98» Ha | Genoro useTa, ¢ rpaBMPOBKOI «98» Ha OAHOM
Of\HON CTOPOHE U «J» Ha ApYrow. CTOpOHE 1 «J» Ha APYroi.
Ha nonepeyHom paspese BuaHbl ABa crnos: sApo | Ha nonepeyHoM paspese BUAHLI ABa CNOS: SAPO
noyTtu 6enoro useTa u obonoyka 6enoro useTa. noytu 6enoro useTa n obonouka 6enoro ugeTa.
2. | NOANUHHOCTb B3XX. Bpems ysaepxuBaHWA OCHOBHOTO NUKa Ha | Bpems yaepxuBaHWA OCHOBHOrO nuUka Ha

XpoMaTorpamMMe UCMbITYeMOro pacTteBopa  AOSMKHO
COOTBETCTBOBATb BPEMEHU YAEPXUBAHUS OCHOBHOIO
nuKa Ha XxpomaTorpamMMme CTaHAapTHOro pacTeopa
(paspen «KonuyectBeHHOE ONpejeneHuey).
Y®-cnektpodoTtomMeTpusi. YO-CnekTpbl NOrnoLeHus
UCNBITYEMOro pacTBopa U CTaHAapTHOrO pacTeopa B
obnactu ot 200 f0 400 HM AOMXHbI UMETb MakCUMyM
nornoieHuns npu 234 + 2 Hm.

XpomaTtorpamme NCNbITYEMOro pactBopa
cooTBeTCTBYET BpPEMeHU YAEPXUBaHUA
OCHOBHOIO nuka Ha XpomaTtorpaMmme
CTaHAapTHOro pacTeopa.

Y®-cnekTpsl nornoweHns UCMbITYyEMOro
pacTBopa U CTaHAaapTHOro pacTteopa B obnacTtu
or 200 po 400 HM MMET MaKCUMyM
nornoweHus npu 234 + 2 um.

CPEQHAA MACCA e Po.
Or 298,30 g0 316,76 mr (307,53 mr + 3 %). 308,60 mr (+0,3%)
4. | PACTBOPEHME F® PO, YO-cnekrpodoTomMeTpus. (98%)
He menee 80 % (Q) OT 3asBNEHHOro KonuyecTsa 99%
aTopukokcuba yepes 30 MUHYT. 98%
98%
98%
98%
100%
5. | POOCTBEHHbIE B3XX.
NMPUMECH Mpumeck H-ETCRCO1 — He Gonee 0,2 %; He o6HapyxeHo
npumecb H-ETCRCO02 — He 6onee 0,2 %; He o6HapyxeHo
€ANHUYHAs HeuaeHTUdUUUpoBaHHas npuUMecb — He 0,07%
6onee 0,20 %;
cymma npumecen — He 6onee 2,0 %. 0,13%
6. | BOOA F® PO, Metoa K. ®uwepa. ;
He Gonee 6,0 %. 1.6%
7. | OOHOPOOHOCTb F'® PO, cnocob 2, BOXX.
AO3UNPOBAHUA AV £ 15 % (n = 10), ecnu ycnosme He BbINOSHAETCH,
T0 AV £ 15 % (n = 30), n ana 30/30 Tabnetok AV.o = 4.3%
KOnMYecTBeHHoe coaepxanue AeicTayLero 105 g
BELLECTBA J0/MKHO HAaxoAuTbCA B UHTepsane 0,75°M —
1,25'M.
8. | MMKPOBUNOJNOIrM4YECKASA F'® PO, kateropus 3A.
YUCTOTA ObLyee uncno aspobHbIX MUKPOOPraHu3mMos He Gonee 10KOEB1T
10° KOE B 1 r (Mn);
Obuiee 4nCno APOXOKEBLIX U NNECHEBLIX rPUBOB — He Menee 10 KOEB 11
Gonee 10° KOE B 1 1 (Mn);
OrcytctBue Escherichia colig 1 r (mn). He obHapyxeHo
9. | KONMWYECTBEHHOE B3XX.
ONPEAENEHUE Ot 85,50 mr o 94,50 mr (ot 95,0 go 105,0 % ot 92,52 mr
3anBNEeHHOro Konn4yecTea) B TabneTke. (102,8%)
10. | YNAKOBKA lpu npoussodcmee u/unu pacgpacoske u ynakoske Ha | [pou3eod0cmeo, pacgpacoeka U ynaxkoska Ha
000 «MAKN3-®APMA», Poccusi 000 «MAKU3-®APMA», Poccusi
Mo 7, 10 unu 14 Tabnetok B KOHTYPHylO AYeikoBylo | Mo 10 TabneTok B KOHTYPHOW SYENKOBOW
ynakoBky #3 nneHkn TBX/MBAOX un  donbru | ynakoBke u3 nnenku MNBX/MBOX u donbru
anioMWHUEBOW NeYaTHOW NaKMpOBAaHHOW WAW B | anIOMWHUEBOI NEYATHOW NakUPOBaHHOIA.
KOHTYPHYIO ~ SAYEWKOBYIO  YNakoBKy U3  honbru
xonoaHoro dopmosanua (MBX-Antomunnii-OMNA) u
donbr anioMMHUEBOW NEYaTHON NAaKNPOBAHHON. Mo 1 KOHTYPHOI AYEitkOBOW ynakoBKke BMecTe C
Mo 1, 2, 3 unu 4 KOHTYpHblE AYENKOBbIE YNaKOBKM | WHCTPYKUMEH MO  MPUMEHEHWIO B  nauky
BMECTE C MHCTPYKUWEW NO NPUMEHEHUI0 B Nayky | KapTOHHYIO.
KapTOHHYI0.
11. | MAPKUPOBKA lMepsuyHas ynakoeka lNMepesuyHas ynakoeka
Ha koHmypHoii sqetikosoli ynakoeke (6rucmepe) Ha | Ha KoHmypHol  sqelikosoll yrakoske Ha
pycckom 3bIKE yKasablgatom: TOProBOe | pycckKoMm SA3bIKE yKa3aHo: TOproBoe
HauMeHoBaHue npenapata C nNpeAynpesuTenbHOW | HaumeHoBaHue npenapara (&

MapKkupoBko ®; MexayHapoAHOE HenaTeHTOBaHHOe

npeaynpeauTensHon MapKUPOBKOWA ®;
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NeKkapCTBEHHOro npenapaTta, HOMep cepuu; Aaty
npoussoacTtea (npu dacoeke Ha OO0 «MAKU3-
®APMA» paaTy npousBOACTBA HE HAHOCAT); AaTy
UCTEYEHUst CpoKa roAHOCTH.

Bmopu4Has ynakoeka

Ha kapmoHHoU nayke Ha PyCcCKOM Si3bIKe yKa3bleatom:
TOprosoe HanmeHoBaHue npenaparta c
npeaynpeauTenbHOn MapKUpOBKOWA ®;
MEXAYHapoAHOe HenaTeHTOBaHHOE HauWMEHOBAaHME,
[LO3NPOBKY; HaUMEHOBaHWE OPUAUYECKOrO nuua, Ha

ums KOTOPOro BblAaHo perucTpaumoHHoe
YAOCTOBEPEHUE, ero CTpaHy; HoMep
perncTpauuoHHoro YAOCTOBEPEHUS, noroTun
KOMNaHum, OCYyLLECTBASAIOLEN NPOABWKEHNE
NEeKapCTBEHHOrO npenapara; HaumeHoBaHue

npeanpuaTUS-NnpousBoauTens, ero agpec (npw
nNpou3BOACTBE Ha 000 «MAKWN3-dAPMA»
yKasblBalOT ~ CTPaHy, [OpOA); HauMEHOBaHWE W©
coAepXaHue [EenCTBYIOLLEro BelecTBa B OAHOM
TabneTke,  MOKPbITOW  NNEHOYHON  0BOMOYKOIA;
konuyectso Tabnetok B  ynakoBKe,  YCNOBWS
XpaHeHWs; cnocob NPUMEHEHWs; YCNOBUA OTNycKa;
npeaynpeauTenbHble  Haagnucu  «lpumeHsaTs no
HasHa4yeHu Bpava, «Copepxur NakTo3bl
MOHOruApaTy»; «XpaHuTb B HEAOCTYNHOM ANs feTei
MecTe»; hapmakoTepaneBTUYECKYl0 Fpynny; LTPUX-
KOA;, HOMep cepuu; AaTy npousBoactea  (npu
npoussoactee Ha OO0 «MAKU3-®APMA» paty
NPOU3BOACTBA HE HAHOCAT), AATy UCTEYEHUA Cpoka

rOAHOCTH.

Ha «kapToHHyi0o nayky MoryT ObiTb HaHeceHbl
TexHuyeckue (Npon3BoACTBEHHbIE) KOAb!
(rpacpuyeckne,  OykBeHHble  UnK undposble),
apmkoa.

Ha «kapmoHHOU nnavyke Ha aHenulcKoM Si3biKe
yKasablearom: TOpProBoe HauMeHOBaHWe npenapaTta C
npeaynpeAuTenbHON MapKUpOBKOW ®;
MEXAYHapOAHOE HenaTeHTOBaHHOE HauMeHOBaHUE;
AO3UPOBKY;  (hapmakoTepaneBTUYecKyl  rpynny;
KonuuyecTBo TabneTok B ynakoBKe.

lpu npoussodcmee, ¢hacoske u ynakoeke Ha OO0
«MAKU3-®APMA»  [ONONHWTENbHO A OMycKaeTcs
HaHeceHue cpeacTs naeHTuurkauum ansa
MOHUTOPWHIa ABUXEHWUS NEKAPCTBEHHbIX Npenaparos,
B TOM 4ucne rnobanbHOro uAeHTUPUKALUOHHOIO
HOMepa TOpProBOW €AWHULBI W WHAMBUAYANbLHOTO
CEepUIHOro HoMepa TOProBoW eANHMNLbI.

CTp. 2 U3 2
/A‘ OTAEN KOHTPONSA KAYECTBA
acha TNuuensus Ne J1012-00102-77/00010585
e HQEMEE,?BAHME Nonokokc® TabneTku, NOKPbITbIE NNEHOYHOM
n TA: 7
O — obonoukou, 90 mr
ABTOMOﬁMJ’G'IbeIﬁ HOMEP CEPUW: DO3150824
s sy [ATA NPOU3BO/ICTBA: | 27.08.2024
rOAEH O0: 31.08.2027
Ten.: (495) 981-00-88 OBbEM CEPUU: 32 442 ynak. Ne10
NPOU3BOAUTENb: 000 «MAKU3-®APMA»
AHANKX3 NO: JIN-006935-130421, uam. Ne1, uam. Ne2
XPAHEHME: lNpu TemnepaType He Bblwe 25°C.
HauMeHOBaHWeE; NeKapCTBEHHYI0 (HOPMY; AO3UPOBKY; | MEXAyHapoaHOe HenaTeHTOBaHHOE
HauMeHoBaHue ropuan4eckoro nuua, Ha nmAa HauMeHoBaHue,; nekapcTBeHHasn cbopMa;
KOTOPOro BbiAaHO pPerncTpauuoHHOE Yy40CTOBEPEHUE; A03NPOBKaA, HauMeHoBaHue ropunaunyeckoro
NOroTun KoOMnaHun, OCyLIJECTB.ﬂFHOLueVI npoasuxexHune nwuua, Ha nms KOTOpOro BbiAaHO

perucTpaumMoHHoe  yAOCTOBEPEHWUE,  NOroTun
KOMMaHWK, OCYLUECTBNAIOWEN NpOABUMKEHUE
NeKapCTBEHHOro npenapaTta; HOMep Ccepuu;
JiaTa UCTEYEHMUSt CPOKa rOAHOCTH.

Bmopu4Has ynakoeka

Ha «kapmoHHOU na4yke Ha pPYyCCKOM $3biKe
yKa3aHo: TOProBOE HauMEeHOBaHWe npenapara ¢
npeaynpeauTensHon MapK1pPOBKOWA ®;
MEXAYHapOAHOE HenaTeHTOBaHHOe
HauMeHOBaHWe; JA03MpPOBKA, HaWMEHOBaHWE
IOPUANYECKOro NnLa, Ha MMS KOTOPOrO BblAAHO
perucTpauuoHHoe yA0CTOBEPEHUE, Ero CTpaHa;
HOMEp  PerucTpaunoHHOr0  YAOCTOBEPEHUS;
noroTun KOMNaHuy, ocyLUecTBRALEN
NpoABWXEHNEe  NEeKapCTBEHHOro npenapara;
HauMeHoBaHWe npeanpUATUA-NPOU3BOAUTENS,
€ro CcTpaHa, [rOpOA; HaWMEHOBaHWE U
CoAepXaHue AenCTBYIOLLEro BEeLECTBa B O4HON
TabneTtke, NOKPLITONW NMEHOYHOW 060NOYKOIL;
KONuM4YecTBo TabneTok B YNakoBke; YCNoBUS
XpaHeHus; cnoco® npUMEHEHWs; yCnoBus
oTnycka; npeaynpeauTenbHble Haanucu
«MpumeHnaTs No  Ha3HayeHui  Bpauyay;
«CopepXUT NaKTo3bl MOHOrMAPATY»; «XPaHUTb B
HeAOCTYNHOM ans aerten MecTey;
hapmakoTepaneBTU4eckas rpynna; LUTPUX-KOA;
HOMEp Cepuu; faTa UCTEYEHUS CPOKa rOAHOCTH.

Ha KkapTOHHYI0 nayky HaHeceHbl TexHU4Yeckue
(Npon3BOACTBEHHbIE)  KOAbl  (rpadhmyeckue,
6ykBeHHble 1 LudpoBbie), HapMKOZ.

Ha kapmoHHOU nayke Ha aH2nulickom f3biKe
yKa3aHo: TOProBoe HauMeHoBaHue npenaparta ¢

npeaynpeauTenbHon MapKUpOBKOW ®,
MexayHapoaHoe HenaTeHTOBaHHOe
HauMeHOBaHue; [03UPOBKa;

chapmakoTepaneBTU4eckas rpynna; Kofmyectso
TabneTok B ynakoBke.

lMpoussodcmeo, ¢hacoska u ynakoeka Ha OO0
«MAKU3-©QAPMA» [ONONHUTENBHO HaHECEeHbI
CpeAcTBa WAEHTUMDUKALUMW ANS MOHWUTOPUHra
ABWXKEHUS1 NeKapcTBEHHbIX MpenapaTtos, B TOM
yucne  rnobanbHOro  UAEHTUUKALIMOHHOTO
Homepa TOproson eAnHNLbI n
MHAWBMAYANbHOrO CEPUNHOrO HOMEpa TOProBoM
eAVHULbI.

12. | CPOK FOQHOCTH

3roaa

CootBeTcTByeET

3aknioueHue: CootBetcTByeT Tpe6oBaHusam JM-006935-130421, uam. Ne1, uam. Ne2
e N 7.
/Haqanbuux OKK: %

P Bonkosa O.B.

[arta Bbinycka OKK:

«18» ceHTs0pa 2024 r.




