MACMOPT Ne 570/24 KE 099358
- cTp. 1132
OTAEN KOHTPONA KAYECTBA
hrmmsalis Jinuensus Ne J1012-00102-77/00010585
MAKHSAPMA :QQME;IST?AAHME [onokokc® TabneTku, NOKpPbITbIE NIIEHOYHOM
ABEES, r Nboiea o6onoukou, 90 mr
ABTOMOBUNBHBIN HOMEP CEPUU: DO31 70824
npoesa, f.6
fveo iy OATA NPOU3BO/CTBA: | 27.08.2024
rOAEH O0: 31.08.2027
Ten.: (495) 981-00-88 OBbEM CEPUU: 10 839 ynak. Ne30
NMPOU3BOAUTEIb: 000 «MAKU3-OAPMA»
AHAJIAZ MNO: JIN-006935-130421, uam. Ne1, uam. Ne2
XPAHEHME: Mpu TemnepaType He Bbllwe 25°C.
Na HanmesoRaHko Tpe6oBanus HO Pe3ynbTaThl aHanusa
n/n nokasarens P y
1. | ONUCAHUE BusyanbHbIn. [BosikoBbINyKSblE Tabnetku | [BoskoBbinyknble  Tabnetkn  AGNOKOBUAHOM
ABNOKOBMAHON  (POPMbI,  MOKPbLITbIE  NNEHOYHOW | hOPMbI, MOKPLITHIE MAEHOYHOW  OBGONOYKOWA
obonoukon Genoro ugeTa, C rpaBupoBkoir «98» Ha | Genoro useTa, ¢ rpaBUPOBKON «98» Ha OAHOW
OAHON CTOPOHE N «J» Ha APYroW. CTOpOHE U «J» Ha ApYroii.
Ha nonepeuyHom paspese BuAHbI ABa cnos: sApo | Ha nonepeuyHom paspese BUAHLI ABa Cros: A4P0
noytu 6enoro useTa u obonoyka 6enoro LseTa. nouTtu 6enoro useta u obonouka 6enoro userta.
2. | NOANMUHHOCTb BI3XX. Bpems yaepxuBaHMA OCHOBHOrO nuka Ha | BpemMs yAepXuWBaHWS OCHOBHOrO nuka Ha
XpomaTtorpamme UCMbITYEMOro pacTBopa AOSKHO | Xpomatorpamme ucnbITyemoro pactsopa
COOTBETCTBOBATb BPEMEHU YAEPXKMBAHUA OCHOBHOIO | COOTBETCTBYET BPEMEHM YAEPXUBaHUS
nMKa Ha XxpomaTorpamMMe CTaHAapTHOrO pacTBopa | OCHOBHOIO nuka Ha XpomaTorpamme
(pasaen «KonuuyecTBeHHOE onpeaeneHue). CTaHAapTHOro pacTeopa.
Y®-cnektpodoTomeTpus. YO-cnekTpbl nornowenns | Yd-cnekrpsl NornoLeHns NCNbITYEMOro
UCMbITYEMOro pacTeopa W CTaHAApTHOrO pacTBopa B | pacTBopa W CTaHAapTHOro pacTteopa B ofnactu
obnactu ot 200 A0 400 HM fOMKHBI UMETb makcumym | oT 200 go 400 HM  UMeElOT  Makcumym
nornowexuns npu 234 + 2 Hm. nornowexuns npu 234 + 2 HM.
3. | CPEOHAA MACCA e Po.
Ot 298,30 o 316,76 mr (307,53 mr + 3 %). 307,37 mr (-0,1%)
4. | PACTBOPEHUE e PO, Yd-cnektpocdhoTomMeTpUs. (100%)
He meHee 80 % (Q) oT 3asBNEHHOro KonuyecTsa 101%
aTopukokcuba yepes 30 MUHYT. 100%
100%
100%
100%
101%
5. | POOCTBEHHbLIE BIXX.
NMPUMECH Mpumece H-ETCRCO1 - He 6onee 0,2 %; He o6HapyxeHo
npumeck H-ETCRCO02 — He 6onee 0,2 %; He obHapyxeHo
€AVHUYHAsA HenaeHTUMUUUPOBAHHAA NPUMECh — He 0,07%
6onee 0,20 %,;
cymma npumecein — He 6onee 2,0 %. 0,14%
6. | BOOA e PO, Metoa K. ®uwepa. o
He 6onee 6,0 %. 1.6%
7. | OAHOPOOHOCTb F'® PO, cnocob 2, BIXX.
OO3UPOBAHUA AV £ 15 % (n = 10), ecnu ycnoBue He BbINOMNHSAETCS,
70 AV £ 15 % (n = 30), nu gns 30/30 TabneTtok AV.o = 6.0%
KONMYECTBEHHOE CoAepxaHue AefCTBYIOLLEro 107 Syeo
BELecTBa AOMKHO HaxXoaUTbCA B uHTepBane 0,75-M —
1,25-M.
8. | MUKPOBUONOIrMYECKAA F'® PO, kateropus 3A.
YUCTOTA Obwee uncno asapobHbIX MUKPOOPraHn3MoB He Gonee Menee 10 KOEB 1T
10* KOE B 1 1 (mn);
ObLyee YNCnO APOXOKEBBLIX U NNECHEBbIX FPUGOB — He Menee 10 KOEB 11
Gonee 10° KOE B 1 1 (mn);
OrtcytcrBue Escherichia colig 1 r (mn). He o6HapyxeHo
9, | KONIMYECTBEHHOE BIXX.
ONPEOENEHUE Ot 85,50 mr po 94,50 mr (ot 95,0 go 1050 % ot 90,83 mr
3a5BNEHHOrO Konu4ecTea) B TabneTke. (100,9%)
10. | YNAKOBKA lMpu npoussodcmee u/unu pacghacoske u yrnakoeke Ha | Mpou3soO0cmeo, pacghacoeka U yrnakoska Ha
000 «MAKN3-®APMA», Poccusi 000 «MAKN3-®APMA», Poccusi
Mo 7, 10 unu 14 Tabnetok B KOHTYpHylO suveikoBylo | Mo 10 TabneTok B KOHTYPHOW SYENKOBOW
ynakoBky 13 nneHku [BX/MBOX un conbrn | ynakoske wu3 nnewku [MBX/MNBOX wu donbru
anioMUHUEBOW NeyvyaTHOW NakUupPOBaHHOW UMM B | anlOMUHUEBOW NEYaTHOW NaKUPOBAHHOMN.
KOHTYPHYIO ~ AYEWKOBYIO  YMakoBKy #3  honbru
xonopHoro opmosaHus (MBX-AnioMmuHuin-OMNA) u
honbr antoMUHUEBOW NEYATHON NAKUPOBaAHHOW.
Mo 1, 2, 3 unu 4 KOHTYpHble siYeilkoBble ynakoBku | [0 3 KOHTYpHblE AYENKOBLIE YNakOBKU BMECTE C
BMECTE C WHCTPYKUWEA NO MNPUMEHEHWI0 B Nauky | WHCTPYKUMENW NO  MNPUMEHEHWIO B Nauky
KapPTOHHYHO. KapTOHHYI0.
11. | MAPKUPOBKA lMepsuyHas ynakoeka lMepeuyHas ynakoeka
Ha koHmypHol s4elikoeoli ynakoske (6nucmepe) Ha | Ha koHmypHolU siyelikogol ynakoeke Ha
pyccKom A3bIKe yKa3ablgarom: TOProBO€ | PYCCKOM A3bIKE yKa3aHo: TOprosoe
HauMeHoBaHWe npenapata C npeaynpeauTenbHON | HaumeHoBaHwe npenapara c
Mapkuposkoi ®; mMexayHapoAHOe HenaTEeHTOBaHHOE | npeaynpeauTenbHOW MapK1UpOoBKOW ®;
HauMeHOBaHWe; NEeKapCcTBEHHYIO (hOpMy; AO03UPOBKY; | MeEXAayHapogHoe HenaTeHToBaHHOe
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NeKkapCTBEHHOro npenapaTta; HOMep cepuw; Aarty
npousBoactea (npu cacoeke Ha OO0 «MAKWU3-
OAPMA» paTy npoOM3BOACTBA HE HAHOCAT); AaTy
MCTEYEHUS CpoKa rofHOCTH.

Bmopu4Has ynakoeka

Ha kapmoHHoOU na4yke Ha PyCCKOM Si3bIKe yKa3blearom:
TOproBoe HavMeHoBaHue npenapara €
npeaynpeanTenbHon MapKUpPOBKOMN ®;
MEXAYHapOAHOE HEeNaTEHTOBaHHOE HAWMEHOBAHWUE;
[LO3UPOBKY; HauMEHOBaHMWE PUAUYECKOro nuua, Ha

nms KOTOPOro BblAaHo perucTpaumoHHoe
YAOCTOBEpPEHME, ero CTpaHy; HOMep
PerucTpaLyoHHOro YAOCTOBEPEHUS; norotun
KOMNaHum, OCYLLECTBAAOLLEN NPOABWKEHNE
NEeKapCTBEHHOro npenapara; HauMeHoBaHue

npeanpuATUS-NPONM3BOANUTENSA, ero  aapec (npu
NpOu3BOACTBE Ha 000 «MAKU3-dAPMA»
yKasblBalOT CTpaHy, TrOPOA); HauMeHOoBaHue U
COAEepXaHue [EWCTBYIOLIEro BellecTBa B OAHOM
Tabnetke, NOKPLITOW  NNEHOYHOW  0BOoNOYKOW;
KonuyectBo TabneTok B ynakoBke;  YCNoOBUA
XpaHeHusi; cnocob npuMEeHeHus; ycnoBus OTNyckKa;
npeaynpeauTenbHole  Haagnucu  «puMeHATL  no
HasHavyeHuo Bpayva; «Copepxut NaKTo3bl
MOHOrMAPaT»; «XpaHuTb B HEAOCTYNHOM ANA AeTen
MecTe»; (hapmakoTepaneBTUYECKYO rpynny; LUTPUx-
KOA; HOMep cepuu; paTy npou3BoAcTBa (npu
npoussoactee Ha OOO «MAKU3-OAPMA» paty
NPON3BOACTBA HE HAHOCAT); AaTy UCTEYEHUs Cpoka

rOAHOCTH.
Ha KkapToHHyl0 nauyky MoryT ObiTb HaHeceHbl
TeXHu4eckune (NPOU3BOACTBEHHBIE) KOAbI
(rpachuueckue, ByKkBEHHbIE nnu uncposble),
dapmkoa.

Ha kapmoHHOU nayke Ha aHe/ulcKoM A3blKe
yKa3blearom: TOProBOE HaWMEHOBaHWE npenapaTta C
npeaynpeauTeENbHON MapK1MpOBKOW ®;
MEeXAYyHapoAHOEe HenaTEeHTOBaHHOE HavWMEHOBaHUE;
[,O3UPOBKY; hapmakoTepaneBTMYECKylo  rpynny;
KonuyecTBo TabneTok B ynakoBke.

lMpu npoussodcmee, ghacoske u ynakoske Ha OO0
«MAKU3-OAPMA»  BONOSMHUTENBHO  AOMYCKaeTCA
HaHeceHue cpeacTB naeHTudmKaummn Ans
MOHUTOPUHra ABUKEHUA NeKapCTBEHHbIX NPenapaTos,
B TOM 4ucrne rnobanbHOro WAEHTUMUKALMOHHOTO
HOMEepa TOProBOW eAWHULUbI W WHAWBWUAYANbHOrO
CepuNHOro HoMepa TOProBON eANHULbI.

CTP. 2 U3 2
OTAEN KOHTPOINA KAYECTBA
¢ h Nuuen3us Ne J1012-00102-77/00010585
MAKU3DAPMA HAUMEHOBAHME Honokokc® TabneTku, NOKPbITbIE NSIEHOYHOW
MPEMAPATA: Y
109029, r. Mocksa 060110‘"(0", 90 mr
ABTomoﬁMngbM HOMEP CEPUMU: D0O3170824
Expcenle 4 NATA NMPOV3BOACTBA: | 27.08.2024
rOAEH O0: 31.08.2027
Ten.: (495) 981-00-88 OBBbEM CEPUM: 10 839 ynak. Ne30
NPOU3BOAUTE/D: 000 «MAKU3-©DAPMA»
AHANM3 NO: JIN-006935-130421, uam. Ne1, nam. Ne2
XPAHEHUE: Mpu Temnepartype He Bbilwe 25°C.
HaumMmeHoBaHue opuanyeckoro  nuua, Ha nmsa HaumMeHOoBaHue; neKkapcTBeHHas cbopma;
KOTOPOro BbiAaHO perucTtpauuoHHOe yaOCTOBEpEHUE, AO3NPOBKa; HanMmeHoBaHue opuanyeckoro
NOroTUN KOMNAaHWM, OCYLLEeCTBNALWEA NpoABMKeHne | nuua, Ha nms KOTOpOro BblAaHo

perucTpaunoHHoe yAOCTOBEPEHUEe; NoroTun
KOMNaHWM, OCYLLEeCTBNSAWEN NPOABUXEHNE
neKkapcTBEHHOro npenaparta, HOMep cepuu;
AaTa UCTeYeHUs Cpoka roAHOCTH.

Bmopuy4Has ynakoeka

Ha kapmoHHOU na4yke Ha pyCCKOM Si3blKe
yKa3aHo: TOProBoe HauMmeHoBaHue npenapara ¢
npeAynpeanTenbHON MapKUpOBKOW ®;
MeXAyHapoaHoe HenaTeHToBaHHOe
HauMeHOBaHWe, [AO03UPOBKA; HaWMeHOBaHue
IOPUANYECKOro NnLa, Ha UMSi KOTOPOro BbiAaHO
pPerucTpauuoHHOe yA0CTOBEPEHUE, €r0 CTPaHa;
HOMEp  perucTpauuoHHOrO  yAOCTOBEPEHUS,
norotun KOMnaHuw, ocylecTensioLen
NPOABWXEHUE NEeKapCTBEHHOro npenapara;
HauMeHOBaHWe nNpeAnpUATUA-NPOUIBOAUTENS,
ero CcTpaHa, [OpOA; HaumeHoBaHue U
coaepXxaHue AenCTBYIOLLEro BewecTsa B 04HON
TabneTtke, NOKPLITOW NNEHOYHOW O0BONOYKOW;
KonuuectTso TabneTok B YyNakoBKe; YCNOBUSA
XpaHeHusi; cnocob nNpUMEHeHWs; Yycnosus
oTnycka, npeaynpeauTenbHble Hagnucu
«MpumeHsTL no HasHa4yeHuo Bpavay,;
«CoAepXUT NakTo3bl MOHOrMAPAT»; «XpaHUTb B
HejoCTyNHOM Ans aetent MecTey;
hapmakoTepaneBTMYecKkas rpynna; LUTPUX-KOA,;
HOMEp Cepuu; AaTa UCTEYEHUA CPOKa rOAHOCTY.

Ha KapTOHHyl nauyky HaHECEHbl TEXHUYECKue
(NPOU3BOACTBEHHbIE)  KOAbI  (rpacduyeckue,
ByKBEHHbIE U LUUPOBLIE), hapMKOA.

Ha kapmoHHOU nayke Ha aHa/ulCKOM $3blKe
yKa3aHo: TOProBoe HaumeHOBaHue npenapara c

npeaynpeanTenLHON MapKupoBKON ®;
MeXAyHapoaHoe HenaTeHTOBaHHOe
HauMeHOBaHue; AO3UPOBKA;

hapmakoTepaneBTM4YeCKas rpynna; Konm4ecTso
TabneTok B ynakoBke.

lMpoussodcmeo, gpacoska u ynakoska Ha OO0
«MAKU3-OAPMA» pONONHUTENBHO HaHeCEeHb!
CPEeACTBa WAEHTUMKAUUM AN MOHUTOPUHra
LABWXKEHUA NeKapCTBEHHbIX NpenapaTtos, B TOM
yucne  rnobanbHOr0  UAEHTUUKALMOHHOTO
Homepa TOProBo eANHULbI n
VHAVBUAYaNbHOTO CEPUAHOrO HOMEpPa TOProBoM
eAVHULBbI.

12. | CPOKTOAHOCTH

3roaa

CootBseTcTBYET

3aknroyeHue:

CootBetcTByeT Tpeb6oBaHuam J1M-006935-130421, uam. Ne1, nam. Ne2

HayanbHuk OKK:

// Bonkosa O.B.

Darta Bbinycka OKK:

«24» ceHTsabpa 2024 r.




