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MACIOPT Ne 392/24 T
OTAEN KOHTPONA KAYECTBA
Al Jluyer3us Ne 00205-J1C om 15.02.2021 2.
MAKNIDAPMA HAMMEHOTBAHVIE Nonokokc® TabneTku, NOKPbITbIE NNEHOYHOW
PEMAPATA: Y
109026, r: Mocxes obonoykou, 90 mr
ABTOMOBUNbHbIA HOMEP CEPUU: D03090624
6
iy OATA NMPOV3BOACTBA: | 18.06.2024
rFOAEH AO0: 30.06.2027
Ten.: (495) 981-00-88 OBBEM CEPUM: 10 722 ynak. Ne30
NPOU3BOAUTEND: 000 «MAKU3-OAPMA»
AHANX3 NO: JIN-006935-130421, uam. Ne1, uam. Ne2
XPAHEHMUE: MNpu TemnepaTtype He Bbile 25°C.
Ne HaumeHoBaHue
rilf S — Tpe6oBanusa HO Pe3synbTaTtbl aHanusa
1. | ONUCAHUE BusyanbHbin. [iBosikOBbINYKIbIE Tabnetkn | [iBOsSiKOBbINyKnble  TabneTkn  sSGNOKOBUAHOW
AGNOKOBUAHON  (POPMbI,  MOKPLITHIE  MAEHOYHOW | HOPMbI, MOKPLITHIE NNEHOYHON  OBONOYKON
oGonoukon Genoro ugeTta, C rpaBMpoBKOii «98» Ha | Genoro uBeTa, ¢ rpaBMpoBKON «98» Ha OfHOW
O[LHOW CTOPOHE U «J» Ha APYroin. CTOPOHE 1 «J» Ha ApYrow.
Ha nonepeyHom paspese BuAHbI ABa Cnosi: fApo | Ha nonepeyHom paspese BMAHLI ABA CNOSA: AAPO
noytu 6enoro uBeTa u obonoyka 6enoro useTa. noytun 6enoro useta u obonoyka 6enoro LseTa.
2. | NOANNUHHOCTb BOXX. Bpems yaepxuBaHus OCHOBHOrO nuka Ha | Bpems yaepKuBaHUS OCHOBHOTO NUKa Ha

XpoMaTorpaMMe WCMbITYEMOro  pacTBopa  AOSMKHO
COOTBETCTBOBAaTb BPEMEHU YAEPXKUBAHWUS OCHOBHOIO
nuka Ha XxpomaTtorpamMme CTaHAapTHOTO pacTBopa
(paspen «KonuuectBeHHOe onpeseneHuey).
Y®-cnektpodoTomMeTpus. YO-CnekTpbl NOrnoweHus
UCNbITYEMOro pacTBopa U CTaHAapTHOro pactsopa B
obnactu ot 200 40 400 HM AOMXHBI UMETb MaKCUMyM
NOrfoweHuns npu 234 + 2 Hm.

XpomaTorpamme MCNbITYyeMoro pacTteopa

COOTBETCTBYET BPEMEHU YAEPXNBaHUS
OCHOBHOrO nuka Ha XpomaTorpamme
CTaHAapTHOro pacreopa.

Y®-cnekTpsl nornoLeHns UCMbITYyemoro

pacTeopa u CTaHAapTHOro pacTtsopa B obnacTtu
ot 200 po 400 HM WMelOT MakcMMyM
nornoweHuns npu 234 + 2 Hm.

CPEQHAA MACCA e Po.
Ot 298,30 a0 316,76 mr (307,53 Mr + 3 %). 309,61 mr (+0,7%)
4. | PACTBOPEHUE F® PO, Yod-cnektpodoTomMeTpUS. (100%)
He meHee 80 % (Q) oT 3asBnNEHHOro KonuuyecTsa 105%
3Topukokcnba yepes 30 MUHYT. 103%
95%
98%
98%
99%
5. | POOCTBEHHbIE B3IXX.
NMPUMECHU Mpumece H-ETCRCO01 - He 6onee 0,2 %; He obHapyxeHo
npumeck H-ETCRCO02 - He 6onee 0,2 %; He o6HapyxeHo
€AVHUYHasA HeuaeHTUUUMPOBaHHAs NpPUMECh — He 0,07%
6onee 0,20 %;
cymma npumecen — He 6Gonee 2,0 %. 0,20%
6. | BOOA ro PO, Metoa K. ®uwepa. o
He 6onee 6,0 %. 1.6%
7. | OOAHOPOOHOCTb F® PO, cnocob 2, BOXX.
AO3UPOBAHUA AV < 15 % (n = 10), ecnu ycnoBue He BbINOMHAETCS,
T0 AV £ 15 % (n = 30), n gna 30/30 Tabnertok AV.o = 4 4%
KONUYECTBEHHOE coaepxaHnue AeiCTBYIOLWEro LU
BELLECTBa JO/MKHO HaxoauTbCs B uutepsane 0,75-M —
1,25'M.
8. | MUKPOBUOINOIMM4YECKASA F'® PO, kateropus 3A.
YUCTOTA O6ee yncno aspobHbIX MUKPOOPraHu3MoBs He Gonee MeHee 10 KOEB 1T
10°KOE B 1 1 (Mn);
ObLee 4ncno APOXOKEBBIX W NNIECHEBLIX rPUGOB — He Meree 10 KOEB 11
Gonee 10° KOE B 1 r (Mn);
Ortcytcteue Escherichia coliB 1 r (mn). He obHapyxeHo
9. | KONMMYECTBEHHOE B3XX.
OMNPEOENEHUE Ot 85,50 mr go 94,50 mr (ot 95,0 go 1050 % ot 89,65 mr
3aABIEHHOrO KONMYyecTBa) B TabneTke. (99,6%)
10. | YNAKOBKA pu npoussodcmee u/unu pacgpacoske u yrnakoske Ha | [Mpou3eodcmeo, pacgpacoeka U yrakoska Ha
000 «MAKU3-®APMA», Poccusi 000 «MAKU3-©®APMA», Poccusi
Mo 7, 10 unu 14 Tabnetok B KOHTYpHYlo AveiikoBylo | Mo 10 TabneTok B KOHTYPHOW SYEitKOBOW
ynakoBky 3 nnedku [BX/MBOX un  conbrn | ynakoBke u3 nnewkun MBX/MBOX u donbrun
anioMUHUEBOV NeyaTHOW nakupoBaHHOW WAM B | aniOMUHWEBOWN NEYATHOW NaKNPOBAHHOI.
KOHTYPHYIO  SfilYE/KOBYIO  ynakoBKy #3  ¢ponbru
xonogHoro opmosanusa (MBX-AntomuHuit-OMA) u
honbru anoMUHNEBOW NEYATHON NAKUPOBAHHON.
Mo 1, 2, 3 nAn 4 KOHTYpHblE AYeNKkoBbIE ynakoBku | Mo 3 KOHTYpHbIE AYEKOBLIE YNaKkoBKM BMECTE C
BMECTE C WHCTPYKUMEW MO NPUMEHEHWI0 B Nauyky | WHCTPYKUME:d MO NPUMEHEHWO B nauky
KapTOHHYIO. KapTOHHY!O.
11. | MAPKUPOBKA MepeuyHasi ynakoeka lMepeu4Has ynakoeka
Ha koHmypHol sidelikoeoli ynakoske (6rnucmepe) Ha | Ha koHmypHoli  sveilkosoll ynakoske Ha
pyccKom A3bIKE yKasblgatom: TOProBoe | PYyCCKOM A3bIKe yKa3aHo: TOoprosoe
HauMeHoBaHWe npenapata C nNpPeAynpeauTENbHON | HauMeHoBaHue npenapara c
MapKupoBKOW ®; MEeXAyHapOAHOE HENnaTeHTOBaHHOE | NpPeaynpeAuTenbHO MapKUpOBKOMN ®;

HauMeHOBaHWe; NeKapCTBEHHYIO OPMY; AO3NPOBKY;

MeXayHapoaHoe HenaTeHToBaHHoe
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NPOM3BOACTBE  Ha
yKasblBaloT  CTpaHy,

rOAHOCTH.

apmkos.

«MAKU3-®APMA»

I OTOEN KOHTPONS KAYECTBA
et Jluyenzus Ne 00205-/1C om 15.02.2021 2.
FASKISERARIR :SMMEHET?AAHME Nonokokc® TabneTku, NOKPbITbIE NNEHOYHOM
ENAP : Y
S——— obonoukon, 90 mr
As-romoéngbnblh HOMEP CEPUWU: D03090624
OFORHAE A NATA TPOU3BO/ICTBA: | 18.06.2024
FOOEH [0: 30.06.2027
Ten.: (495) 981-00-88 OBBEM CEPUU: 10 722 ynak. Ne30
NMPOU3BOOAUTENDb: 000 «<MAKU3-DAPMA»
AHANAU3 MNO: JIMN-006935-130421, uam. Ne1, uam. Ne2
XPAHEHME: Mpu TemnepaType He Bbiwe 25°C.
HanMmeHoBaHue opuanyeckoro nunua, Ha uwms HanMmeHoBaHue; nekapcTBeHHas cbopma;
KOTOpPOro BbliAaHO perncTtpaunoHHoe yAocToBepeHue, AO3NPOBKa, HauMeHoBaHue opuan4eckoro
NoroTun KoMmnaHum, OCyLL]eCTBHﬂIOLI.leIZ npoasumxeHue nuya, Ha uwma KOTOpOro BblAaHO

NeKapCTBEHHOro npenaparta; HOMEp Cepuu; AaTty | perucTpauuoHHOE YAOCTOBEPEHMe, noroTun
npousBoacTBa (npu cacoske Ha OOO «MAKWU3- | komnaHuu, oOCyWecTBASIOWER NpoABIKEHUE
®APMA» paTy npoOM3BOACTBA HE HAHOCAT);, AaTy | neKkapcTBEHHOro npenapara, HoOMep cepuu;

MCTEYEHMNA Cpoka rOAHOCTH. AaTa UCTEeYEHUA Cpoka roaHOCTY.

Bmopu4Has ynakoeka BmopuyHas ynakoeka

Ha kapmoHHo(i nayke Ha pycckoMm s3biKe ykasbigaom: | Ha kapmoHHolU nauyke Ha PYCCKOM  513blKe
TOproeoe HauMeHoBaHue npenapara C | yKka3aHo: TOProsoe HauMeHoBaHMWe npenapara ¢
npeaynpeauTenbHOn MapKUpOBKOW ®; | npeaynpeanTENnbHON MapKUpOBKOWA ®;
MeXAyHapOAHOE HenaTeHTOBAHHOE HaUMEHOBAaHUE; | MEeXAYHapOAHOe HenaTeHToBaHHOe
AO3UPOBKY;, HaUMEHOBAHWE KPUAWYECKOrO NULA, Ha | HaUMEHOBaHWE, AO3MPOBKA, HAUMEHOBaHWe
nms KOTOPOro BblAaHO perucTpauuoHHoe | PUANYECKOTO NULA, Ha UMS KOTOPOro BbIAAHO
YAOCTOBEpEHME, ero CTpaHy; HOMEp | PerucTpaunoHHOe yA0CTOBEPEHUE, €ro CTpaHa;
perncTpaLuoHHOro YAOCTOBEPEHUS, noroTun | HOMEP  PErucTpaLMOHHOrO  YAOCTOBEPEHUS;
KOMNaHuu, oCyLUeCTBNSOLEe NPOABWKEHNE | norotun KOMMaHuu, ocyujecTanstoLen
neKkapcTBEHHOro npenapara; HauMEeHOBaHWE | NPOABWXEHWE NeKapCTBEHHOro npenapara;

NPeAnpuATUS-NPOU3BOANTENS, ero  aapec (NpW | HaMMEHOBaHWE NPEeANPUATUA-NPOUIBOAUTENS,

000 «MAKN3-®APMA» | ero cTpaHa, TrOpPOA; HaUMEHOBaHue W
TOPOA), HauMeHoBaHMe U | COAepXaHue AEWCTBYIOLLEro BEeLLEeCTBa B OAHOM

coaepxaHue AEnCTBYIOLLEro Bewectsa B OAHOW | TabneTke, NOKPLITOA NMEHOYHOW OBONOYKOIA;
TabneTke,  MOKPLITOA  MIEHOYHOW  OBONOYKOI; | KOMWUYEeCcTBO TabneTok B ynakoBke; ycnosus
Konuyectso  Tabnetok B  ynakoBKe;  YCMOBMA | XpaHeHUs; Crocob NpUMEHEHWs;  YCNoBWSA

XpaHeHusi; cnocob NPUMEHEHUA; YCNnoBUA OTNYCKa; oTnycKa, npeaynpeauTtenbHble Haanucu
npeaynpeautensHble  Hagnucu  «puMeEHATL  no «MpumeHaTb no Ha3Ha4YeHuwo Bpava»;
Ha3Ha4YeHuto Bpavay, «Cop,epx(vw NakTo3bl ((COAep)KVIT NakTo3bl MOHOrUAPATY»; «XpPaHUTb B
MoHOrnapaT»; «XpaHuTb B HEAOCTYNHOM AnA aAeTen HeAOCTYyNHOM Ans aeten MeCTe»,

MecTe»; hapmMakoTepaneBTUYEecKylo rpynny; LUTPUX- | hapMakoTepanesTUYeckas rpynna; LUTPUX-KOA:
KOA;, HOMep cepuu;
npoussogctee Ha OOO «MAKU3-®APMA» paty
Npou3BOACTBA HE HaHOCSHT); AATy WCTEYEHUs Cpoka

AaTy npousBoAcTBa  (npwu HOMEp cepuun; AaTta UCTEYEHUs CPpoKa rof4HOCTH.

Ha «kapToHHyl nauky MoOryT ObiTb HaHeceHsl | Ha KapTOHHYI Nauky HaHECEHbl TEXHUYECKME
TexHu4yeckue (NpOou3BOACTBEHHLIE) KOAbl | (NPOW3BOACTBEHHbIE)  KOAbI  (rpadhuueckue,
(rpachuyeckue, ByKBEHHbIE wnu uncposbie), | BykBeHHble U LMDPOBLIE), HDAPMKOA.

Ha kapmonHoU na4yke Ha aHenulckoM si3bike | Ha KapmoHHOU nayke Ha aHa2/Iulickom S3biKe
yKasblgatom: TOProBoe HaMMEHOBaHWe npenapaTa C | yKa3aHO: TOProBOE HauMeHOBaHWE npenapara C

npeaynpeauTensHomn MapKUpOBKOiA ®; | npeaynpeauTenbHo MapKUPOBKOIA ®,
MEXAYyHapOAHOe HenaTeHTOBaHHOE HaWMEHOBAHWE, | MEeXAyHapoaHoe HenaTeHToBaHHOe
AO3MPOBKY;  (hapmakoTepaneBTUYECKyld  rpynny; | HauMeHoBaHue; [,03UPOBKa;
KONMU4ecTBO TabneTok B ynakoske. ¢hapmakoTepaneBTuYeckas rpynna; Konm4ectso

TabneTok B ynakoBke.

lpu npoussodcmee, ¢hacoeke u ynakoeke Ha OOO | [poussodcmeo, ¢hacoska u ynakoska Ha OO0
fononHutensHo  gonyckaetca | «MAKU3-QAPMA» AONOMHUTENbHO HAHECEHbI
HaHeceHue cpeacTs naeHTudmKauum ANs | CpeAcTBa uaeHTUMMKaUWM ANA MOHUTOPUHra
MOHWUTOPUHIa ABMKEHUS NEKapCTBEHHbIX NPpeEnapaTos, | ABWKEHWUS NeKapCTBEHHbIX Npenaparos, B TOM
B TOM uucne rnobanbHOrO WAEHTUDUKALMOHHOMO | uucne  rnobanbHOro  WAEeHTUUKALMOHHOrO

HOMepa TOProBOW €AWHULBI U  MHAWBUAYaNbHOrO | Homepa TOProBsoi eAuHULbI n
CEpPUNHOro Homepa TOProBOW efuHULbI. MHAVNBUAYANLHOTO CEPUIIHOTO HOMEpa TOProBoN
€AVHULBI.
12. | CPOKIrogHoOCTHU 3ropa CooteeTcTBYET

3aknyeHue:

CooTBeTCcTBYeT TpeGOBaHUAM ﬂl’laﬁﬂ&@"}&’ 0421, nam. Ne1, nam. Ne2

HavanbHuk OKK:

" Bonkosa O.b.

Harta Bbinycka OKK:

«09» nrona 2024 r.
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