MACMOPT Ne 783/24 T D00/308
- cTp. 1 M3 2
"ﬁ OTOEN KOHTPONA KAYECTBA
JlnueH3us Ne 11012-00102-77/00010585
MAKUSDAPMA :SWMEHSTBAAHWE Oonokokc® TabneTkn, NOKpPbITbie NIEHOYHOM
ENAP : v
. obonoukon, 90 Mr
AsTOmoﬁmngbM HOMEP CEPUM: D03221024
n , A.0,
kaven oy OATA NMPOU3BOACTBA: | 12.10.2024
cTpoeHue 6, .
sliset ] FOAEH 0: 30.09.2027
Ten (495) 881.00.65 OBbEM CEPUMK: 10 797 ynak. Ne30
RIRERR NPOU3BOAUTENb: 000 «MAKV3-®APMA»
AHANU3 NO: JIN-006935-130421, uam. Ne1, uam. Ne2
XPAHEHUE: MNpu TemnepaTtype He Bbiwe 25°C.
N HaumeHorarke Tpe6oBauusa HO Pe3ynbTaTthl aHanusa
n/n rnokasarens P Y
1. | ONUCAHUE BusyanbHbIn. [BosikoBbINYKNbIE Tabnetkn | [IBOAKOBbINykNble  TabneTkn  AGIOKOBUAHOM
AGNOKOBUAHOW  hOPMbI,  MOKPLITBIE  NNEHOYHOW | DOPMbI, MOKPLITHIE MAEHOYHOW  OBONOYKOIA
oGonoukon Genoro useTa, C rpaBupoBkoi «98» Ha | Genoro useta, ¢ rpaBuUpPoOBKON «98» Ha OAHOIA
OJ\HO CTOPOHE U «J» Ha APYroW. CTOPOHE U «J» Ha APYroW.
Ha nonepeuHom paspese BuaHbl ABa crnos: sApo | Ha nonepeyHom paspese BUAHEI 4Ba CNOS: AP0
noytu 6enoro useta u obonoyka 6enoro LseTa. noutu 6enoro useTa u obonoyka 6enoro usera.
2. | NOANUHHOCTb B3XX. Bpems yaepxuBaHWS OCHOBHOrO nuka Ha | Bpems yAepXWBaHMA OCHOBHOTO NMKka Ha
XpomaTtorpamMmMe UCMbLITYeMOro pacTBopa JAOMKHO | XxpomaTtorpamme nCnbITYyEMOro pacteopa
COOTBETCTBOBATL BPEMEHU YAEPXUBAHUA OCHOBHOTO | COOTBETCTBYET BPEMEHN YAEPXUBaHUA
nuka Ha Xxpomartorpamme CTaHAApPTHOrO pacTBOpa | OCHOBHOrO nuka Ha Xpomartorpamme
(pasaen «KonnyecTBeHHOE ONpeseneHue»). CTaHAapTHOro pacTeopa.
Y®-cnekrpochoTomeTpus. YO-cnekTpbl nornowieHus | Yo-cnekrpsbl nornoweHmns UCMbITyeMOro
UCNbITYEMOrO pacTeopa W CTaHAapTHOro pacTBopa B | pacTBopa W CTaHAApTHOTO pacTsopa B obnactu
obnactu ot 200 40 400 HM AONXHbI UMETL MakcuMym | oT 200 A0 400 HM WMEIT  MaKkcUMym
nornowjexuns npu 234 + 2 Hm. nornowexus npu 234 + 2 HM.
CPEQHAA MACCA e Po.
Ot 298,30 go 316,76 mr (307,53 Mr + 3 %). 308,92 mr (+0,5%)
4. | PACTBOPEHME e PO, YP-cnektpodoToMeTpus. (101%)
He merHee 80 % (Q) oT 3asBNEHHOro KonM4ecTsa 102%
3Topukokcnba yepes 30 MUHYT. 100%
104%
97%
100%
100%
5. | POOCTBEHHbIE B3XX.
NMPUAMECHU Mpumeck H-ETCRCO1 - He Gonee 0,2 %; He obHapyxeHo
npumeck H-ETCRCO02 - He 6onee 0,2 %; 0,00%
eANHNYHAs HenaeHTUUUMPOBaHHAs NPUMECb — He 0,02%
6onee 0,20 %;
cymma npumeceit — He 6onee 2,0 %. 0,06%
6. | BOOA F'® PO, MeTtoa K. ®uwepa. o
He 6onee 6,0 %. 1.5%
7. | OAHOPOOHOCTb F'® PO, cnoco6 2, BOXX.
AO3UPOBAHUA AV <15 % (n = 10), ecnn ycnosue He BbINONHSETCA,
70 AV £ 15 % (n = 30), n ana 30/30 Tabnetok AVio = 4 7%
KOMMYECTBEHHOE coaepxaHnue AeicTayoLero 1Ot
BellecTBa A0/MKHO HaxoauTbCs B HTepBane 0,75-M —
1,25:M.
8. | MMKPOBUOJOMNM4YECKASA F'® PO, kateropus 3A.
YUCTOTA Obwee uncno aapobHbIX MUKPOOPraHU3MoB He Gonee MeHee 10 KOEB 1T
10°KOE B 1 r (Mn);
ObLee 4ncno ApoIOKEBBIX U MNECHEBbIX rPUGOB — He Menee 10 KOEB 1T
Bonee 10° KOE B 1 1 (Mn);
Ortcytctue Escherichia coliB 1 1 (Mn). He obHapyxeHo
9. | KONMUMYECTBEHHOE B3IXX.
ONPEAENEHUE Ot 85,50 mr go 94,50 mr (ot 95,0 ao 105,0 % ot 91,33 mr
3asiBNEHHOro Konuyectsa) B TabneTke. (101,5%)
10. | YNAKOBKA IMpu npoussodcmee u/unu pacghacoeke u ynakoske Ha | [Mpou3eodcmeo, pacgpacoeka u ynakoska Ha
000 «MAKU3-®APMA», Poccusi 000 «MAKU3-®APMA», Poccusi
Mo 7, 10 unu 14 TabneTok B KOHTYpHylo sueikoBylo | Mo 10 TabneTok B KOHTYPHOII S4YeiiKoBOW
ynakoBky u3 nneHkn TMBX/MBAOX un  donbru | ynakoBke w3 nnexku MBX/MBOX u conbrun
anioMWHUEBON NEYaTHOW NakMPOBaAHHOW UMM B | anlOMUHWUEBON NEYATHOWM NaKUPOBAHHON.
KOHTYPHYIO ~ SYEMKOBYI  YNakoBKy M3  chonbru
xonogHoro opmosarua (MBX-AntomuHuii-OMA) n
chonbr anioMMHNEBOI NeYaTHOW NaKUPOBAHHOW.
Mo 1, 2, 3 nnu 4 KOHTypHble sYeiikoBble ynakoBku | Mo 3 KOHTYPHbIE SYEKOBbLIE YNaKOBKM BMECTE C
BMECTE C WHCTPYKUME: NO MPUMEHEHMI0 B Mauky | UHCTPYKUMEe:d MO  NPUMEHEHUIO B  nauky
KapTOHHY!0. KapTOHHYI0.
11. | MAPKUPOBKA lNepsuyHas ynakoeka lNepesuyHas ynakoeka
Ha koHmypHoll sivelikosoli ynakoeke (6nucmepe) Ha | Ha KoHmypHol s4elikosoli ynakoske Ha
PYyCCKOM AA3bIKE yKasableaom: TOpProsoe | pycckom A3bIKE yKa3aHo: TOprosoe
HauMeHoBaHue npenapata C nNpPeAynpeauTenbHOW | HauMeHoBaHue npenapara c
MapKkupoBkon ®; mMexayHapoAHOe HenaTeHTOBAHHOE | NpeaynpeauTensHON MapKupOBKOW ®;
HanMeHOBaHWe; NEKapCTBEHHYI hopMy; AO3UMPOBKY; | MexayHapogHoe HenaTeHToBaHHOe
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neKapCTBEHHOro npenapaTta; HoOMep cepud; AaTy
npoussoactea (npu d¢acoske Ha OO0 «MAKU3-
SAPMA» paTy nNpOM3BOACTBA HE HAHOCAT); AaTy
UCTEeYeHUss CPOoKa roA4HOCTH.

Bmopu4Has ynakoeka

Ha kapmoHHOU nayke Ha pyCCKOM 5i3bIKe yKa3blearom:
TOoprosoe HaumeHoBaHue npenapata c
npeaynpeauTenbHon MapK1MpOBKOM ®;

MeXAyHapoAHOE HenaTeHTOBaHHOE HauMeHOoBaHue,
AO3NPOBKY, HAaUMEHOBaHMe puanveckoro nuua, Ha

ums KOTOPOro BbIAaHO perucTpaunoHHoe
yAoCTOBEpPEHME, ero CTpaHy; HOMep
PerncTpaunoHHOro Y4,0CTOBEPEHUS; norotun
KOMNaHum, OCyLLEeCTBASIOLEN NPOABMXeHNe
NeKapcTBEHHOro npenapara; HauMeHoBaHue

npeanpuaTUA-NponsBoauTens, ero aapec (npwu
npou3BoAcTBe Ha 000 «MAKU3-OAPMA»
yKasbiBalOT CTpaHy, T[OPOA); HaUMEHOBaHWE U
cojepXaHue JAeicTBYOLEro BelecTBa B OAHOW
Tabnetke, NOKPbITOW  NNEHOYHOW  0BONOYKOW;
KkonuyectBo TabneTtok B ynakoBKE,  YCNOBUA
XpaHeHusi; cnocob NpUMEHEHWs; YCNOBUS OTNycCKa,
npeaynpeautenbHole  Hagnucn  «lMpuMeHsTb  no
Ha3Hau4eHuio Bpavay; «Copepxut NakTo3bl
MoHOrMapaT»; «XpaHuTb B HEAOCTYMHOM AN AeTeW
MecTey; hapmakoTepaneBTUYECKYID Tpynny; LUTPUX-
KOA; HOMep cepuu; pJaTy npousBoacTBa (Npu
npounssogctee Ha OO0 «MAKU3-®APMA» paty
NPOM3BOACTBA HE HAHOCAT);, AATy UCTEYEHUA CPoOKa

rOAHOCTW.
Ha «kapToHHylo nayky MoOryT ObiTb HaHeceHbl
TeXHU4eckme (Npoun3BOACTBEHHbIE) KOAbI
(rpachuueckue, OyKBEHHbIE unm ungpoBsbie),
dapmkoa.

Ha kapmoHHOU nrnayke Ha aHaNulCKOM S3blKe
yKasbiealom: TOProBoe HauMeHoBaHWe npenapaTta c
npeaynpeauTenbHOM MapKupoBKoMn ®;
MEeXAYyHapoAHOe HenaTeHTOBaHHOE HauMEHOBaHWeE;
AO3MPOBKY;  bapmakoTepaneBTMYeckylo  rpynny;
KonnM4ecTBo TabneTok B ynakoBke.

lMpu npoussodcmee, ¢bacoske u ynakoske Ha OO0
«MAKU3-OAPMA»  BONONMHUTENBHO  AONyckaeTcs
HaHeceHue cpeacTB naeHTudmrkaymm ans
MOHUTOPUHIa ABWXEHNS NIeKapCTBEHHbIX NpenapaTos,
B TOM u4ucne rnobanbHOro wuaeHTuguKaunoHHOro
HOMepa TOproBOi €AUHUUBI U WHAMBUAYaNbHOrO
CEPUINHOro HoMepa TOProBoi eANHULbI.

CTP. 2 U3 2
a OTAEN KOHTPONA KAYECTBA
Nuuensus Ne J1012-00102-77/00010585
SARMIPACSIA nsgrl\:lfyOBAHVlE [onokokc® TabneTku, NOKPbLITLIE NIIEHOYHOM
ATA: v
109029, r. Mocksa OGO"O‘IKOM, 90 mr
ABTOMOGUMbHBIN HOMEP CEPUMU: D03221024
Lot iy OATA MPOU3BOACTBA: | 12.10.2024
6, o
leod | TOAEH [1O: 30.09.2027
Ton (495) 9810068 OBBbEM CEPUM: 10 797 ynak. Ne30
B sy oen o MPOV3BOAVTEND: 000 «MAKU3-®APMA»
AHANAU3 NO: JIN-006935-130421, uam. Ne1, uam. Ne2
XPAHEHMUE: Mpu Temnepartype He Bbiwe 25°C.
HaunMeHoBaHue opunaun4eckoro nvua, Ha UMA HauMeHoBaHue,; nekapcTteBeHHas ('bOpMa;
KOTOPOro Bbl4aHO perucrTpauuoHHoOe y40CTOBEpEeHue, AO03NPOBKa, HauMeHoBaHune ropuanveckoro
noroTun KomMnaHuu, OCyLueCTBﬂFIIOLLleVI npoasuxeHue nuua, Ha nma KOTOpOoro BblgaHO

perucTpauuoHHoe YAOCTOBEPEHWE;  NOoroTun
KOMMNaHWM, OCYLIeCTBNAWEN NPOABUKEHME
NeKkapcTBEHHOro npenapaTta; HOMep Cepuu;
JiaTa UCTeYeHusi CpoKa rogHOCTU.

Bmopuy4Has ynakoeka

Ha kapmoHHOU nayke Ha pyCcCKOM S3biKe
yKa3aHo: TOProBoe HauMeHoBaHWe npenapara ¢
npeaynpeAnTenbHO MapKUpPOBKOM ®;
MeXayHapoaHoe HenaTeHToBaHHoe
HauMeHoBaHWe; JO03MPOBKA; HauMeHoBaHue
IOPUANYECKOrO NULa, Ha UMS KOTOPOro BbifaHO
perucTpaunoHHoe yA0CTOBEPEHUE, ero CTpaHa;
HOMEpP  PEerucTpauMoHHOr0  yA0CTOBEPEHUS;
noroTvn KOMnNaHuu, ocyuecTensioLen
NpoABUXEHNE  NEeKkapCcTBEHHOTO  npenapara;
HauMeHOBaHWe npeAnpUATUA-NPON3BOAUTENS,
ero CTpaHa, Tropoj; HaWMEHOBaHue U
copepxaHue AeiCTBYIOLLEero BEeLWecTBa B OA4HOM
TabrneTke, NOKPbLITOW NNEHOMHOW OBONOYKOMN;
KonuM4yecTso TabneTok B ynakoBKe; YCNoBWS
XpaHeHusi; cnocob nNpUMEHEHWURA; YCNoBUS
oTnycka; npeaynpeauTenbHble Hagnucu
«pUMEHATb N0 HasHayeHuw  Bpauay,
«CopepXnT NakTosbl MOHOrMAPaT»; «XpaHuTb B
HEAOCTYNHOM AN aeten MecTe;
hapmakoTepaneBTuyeckan rpynna; LUTPUX-KOA;
HOMEp cepuu; AaTa UCTEYEHUS CPOKa FOAHOCTH.

Ha KkapTOHHYI0 nayky HaHECeHbl TeXHUYeckue
(Npon3BOACTBEHHbIE)  KOAbI  (rpadhuyeckue,
OykBeHHbIe N UMdpPOBbIE), hapMKOZ,.

Ha kapmorHOU nayke Ha aH2nulCKOM S3biKe
yKasaHO: TOpProBoe HavuMeHoBaHue npenapara c

npeaynpeauTensHomn MapKuUpOBKOM ®;
MeXxayHapogHoe HenaTeHToBaHHoe
HaVMeHOBaHUe; [03UPOBKa;

hapmakoTepaneBTMyeckas rpynna; Konuyectso
TabneTok B ynakoBKe.

lMpoussodcmeo, ghacoeka u ynakoeka Ha OO0
«MAKU3-QAPMA» LONOMHUTENBHO HaHECEeHb!
CpeAcTBa UAEHTUMUKAUMM AN MOHUTOPUHra
[ABWKEHUA NeKkapCTBEHHbIX NpenapaToB, B TOM
yucne  rnobanbHOro  MAEHTUUKALMOHHOIO
HOomepa TOProBoW efVNHULbI "
VMHANBUAYanbHOrO CEPUNHOro HOMepa TOProBow
€AVHULBbI.

12. | CPOK rOAHOCTH

3roaa

CootBeTcTBYyET

3aknoyeHue:

HavyanbHuk OKK:

Harta Bbinycka OKK:

«18» Hos6pa 2024 r.




