KK-006/398
NMACHOPT Ne 505/24
cTp. 1um32
y /. \ OTAEN KOHTPOJIIA KAYECTBA
Mgl Jlnuensun Ne 00205-J1C ot 15.02.2021 r.
PURICHBEERr A H:Elrl\]'lfg:TiAHME Nonokokc® TabneTkn, NOKPbITble NNEHOYHOM
OO v, e obonoykoun, 90 mr
ABTOMOﬁMngbWI HOMEP CEPUU: D0O3130624
npoesa, 4.0,
Exposive 4 OATA TPOU3BOACTBA: | 19.06.2024
rOOEH [o: 30.06.2027
Ten.: (495) 981-00-88 OBBbEM CEPUMU: 32 336 ynak. Ne10
NPOU3BOAUTEb: 000 «MAKU3-©APMA»
AHANNZ MNO: JIM-006935-130421, nam. Ne1, nam. Ne2
XPAHEHUE: Mpu Temnepartype He Bbiwe 25°C.
Ne HaumsHOSEHIY TpeboBanusa HOQ Pe3ynbTaTbl aHanuaa
n/n nokasarensi P y
1. | ONUCAHUE BusyanbHbIN. [BosikoBbINyKNble Tabnetkn | [BosikoBbinyknble  Tabnetkn  AGNOKOBUAHOW
AGNOKOBUAHON  (DOPMbI,  MOKPbITbIE  NNIEHOYHOW | (hOPMbI, MNOKPLITHIE  MAEHOYHOW  OBoNouUKoN
obonoukon Genoro useTa, C rpaBupoBkoi «98» Ha | Genoro uBeTa, C rpaBMpOBKOA «98» Ha OfHOW
O[HOW CTOPOHE U «J» Ha APYron. CTOpOHE U «J» Ha ApYroW.
Ha nonepeyHom paspese BuAHbI ABa cnos: SAPO | Ha nonepeyHom paspese BUAHbI ABa CrOs: A4P0
noytn 6enoro useta u obonoyka 6enoro UgeTa. noutu 6enoro useta u obonoyka 6enoro LUeTa.
2. | NOANNHHOCTb B3XX. Bpems yaepxuBaHus OCHOBHOrO Nuka Ha | Bpems yAepXuWBaHWS OCHOBHOTO nuKa Ha
XpomaTorpamme UCMbITYEMOro pacTBopa AOMKHO | XpomaTtorpamme NCNbITYEMOrO pacTBopa
COOTBETCTBOBATb BPEMEHU YAEPKUBAHUA OCHOBHOIO | COOTBETCTBYET BpPEMEHU YAEPXUBaHUS
nuka Ha XpomaTorpamMme CTaHAapTHOro pacTBOpa | OCHOBHOIO nuka Ha XpomaTorpamme
(pasaen «KonuyecTBeHHOE onpeseneHue). CTaHAapTHOro pacTeopa.
Y®-cnektpocdoTomeTpus. YO-cnekTpbl nornowienuns | Yd-cnekrpsl nornoLeHus MCMbITYyeMoro
MCNBITYEMOrO pacTBoOpa M CTaHAApTHOrO pacTBopa B | pacTBoOpa W CTaHAapTHOro pacteopa B obnacTu
obnactu ot 200 4o 400 HM AOSKHBI UMETb Makcumym | oT 200 go 400 HM  UMET MakCUMyM
NOrnoLeHuns npu 234 + 2 Hm. nornowexns npu 234 + 2 Hm.
CPEQHAA MACCA ro Po.
Ot 298,30 p0 316,76 wmr (307,53 Mr + 3 %). 306,94 mr (-0,2%)
4. | PACTBOPEHUE e PO, Y®-cnektpocdoToMeTpus. (96%)
He menee 80 % (Q) OT 3asBNEHHOrO KONUYecTBa 93%
3Topukokcuba yepes 30 MUHYT. 97%
97%
95%
98%
97%
5. | POOCTBEHHbIE B3XX.
NPUMECHU Mpumecbk H-ETCRCO1 — He Gonee 0,2 %; He obHapyxeHo
npumeck H-ETCRCO02 - He 6onee 0,2 %,; He obHapyxeHo
eAVHNYHAA HeuaeHTUMUUMPOBAHHAA NPUMECH — He 0,04%
6onee 0,20 %,;
cymma npumecen — He Gonee 2,0 %. 0,09%
6. | BOOA e PO, Metop K. ®uwepa. o
He 6onee 6,0 %. 1.6%
7. | OAHOPOOHOCTb F® PO, cnocob 2, BOXKX.
0O3UPOBAHUA AV £ 15 % (n = 10), ecnu ycnoBsue He BbINOMHAETCS,
T0 AV £ 15 % (n = 30), n ana 30/30 Tabnetok AV.o = 3.2%
KONMYECTBEHHOE coaepxanve AencTByloLLero 107 et
BELLEeCTBa A0MKHO HAX0AUTbCS B uHTepeane 0,75-M —
1,25'M.
8. | MUKPOBUONOIM4YECKAA r'e PO, kateropus 3A.
YUCTOTA O6wee uncno aspobHbIX MUKPOOPraHU3mMoB He Bonee 10KOEB1T
10° KOE B 1 1 (Mn);
ObLee YnCNO APOMOKEBBIX U MMECHEBLIX rPUGOB — He Menee 10 KOEB 1T
Bonee 10> KOE B 1 r (Mn);
Ortcytctue Escherichia coli B 1 1 (mn). He obHapyxeHo
9. | KONIMYECTBEHHOE B3XX.
ONPEAENEHUE Ot 85,50 mr go 94,50 mr (ot 95,0 go 105,0 % ot 87,88 mr
3asBNEHHOro konuyecTsa) B TabneTke. (97,7%)
10. | YNAKOBKA lMpu npoussodcmee u/unu pacghacoske u ynakoeke Ha | [Mpou3sodcmeo, pacghacoska U yrakoeka Ha
000 «MAKN3-®APMA», Poccusi 000 «MAKU3-®APMA», Poccusi
Mo 7, 10 unn 14 Ttabnetok B KOHTYpHYyl0 AveikoBylo | Mo 10 TabneTtok B KOHTYPHOW SYENKOBOW
ynakoBky u3 nneHkn [BX/MBAOX wn  conbru | ynakoske u3 nnewkn MBX/MBOX wu donbru
anloMUHMEBON NevyaTHOW NakMpoBaHHOW WUNU B | anioMUHWEBOW NEYaTHOW NakUpPOBaHHON.
KOHTYPHYIO ~ AYEWKOBYID  ynakoBky U3  cbonbru
xonogHoro opmoaHusa (MBX-AntomMuunin-OMNA) wu
donbru anioMMHMEBON NEYaTHOW NaKUPOBaHHON. Mo 1 KOHTYpHOW RYelikoBOW ynakoBKe BMecTe C
Mo 1, 2, 3 unn 4 KOHTYpHble AYEWKOBbIE YNAKOBKM | WHCTPYKUMEA MO  MPUMEHEHUIO B nauky
BMECTE C WHCTPYKUMEA MO MPUMEHEHWUI0 B Nauyky | KapTOHHYIO.
KapTOHHYH.
11. | MAPKUPOBKA lMepsu4Has ynakoeka lMepsuyHas ynakoeka
Ha koHmypHoi siyelikosoll ynakoske (bnucmepe) Ha | Ha koHmypHol  s4elikoeoli  ynakoeke Ha
PyccKoM A3bIKe yKasblgaom: TOProBoe | PYyCCKOM 53bIKE yKa3aHo: TOprosoe
HauMeHOBaHWe npenapata C NpeAynpeAuTENbHOW | HauMeHoBaHue npenaparta c
MapkupoBkor ®; MexayHapoAHOe HenaTeHTOBaHHOe | npeAynpeauTeENnbHOW MapKUpPOBKOA ®,
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rOAEH O0: 30.06.2027
Ten.: (495) 981-00-88 OBbEM CEPUM: 32 336 ynak. Ne10
NMPOU3BOOUTENb: 000 «MAKU3-OAPMA»
AHAINU3 NO: JIN-006935-130421, uam. Nei, uam. N°2
XPAHEHWE: Mpu Temnepartype He Bbiwe 25°C.

HauMeHOBaHUe; NeKapCTBEHHYI OpMY; AO03UPOBKY;
HaVMEHOBaHWE  IOPUAMYECKOTO NWUa, Ha  UMA
KOTOPOro BblAaHO PErucTpaLMoHHOE YAOCTOBEPEHUE;
NOroTUN KOMNaHUM, OCYLLUECTBNAOLEN NPOABUKEHNE
NneKkapcTBEHHOro npenaparta; HoMmep Ccepuu; Aaty
npoussoactea (npu cacoske Ha OO0 «MAKU3-
OAPMA» paTy npou3BOACTBA HE HAHOCHT); AaTy
MCTEYEHUs CpoKa rOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha PyCCKOM 5i3biKe yKa3bleatom:
TOprosoe HaumeHoBaHue npenapara ¢
npeaynpeauTenbHon MapKUpPOBKOW ®,
MeXAYHapOAHOe HenaTeHTOBaHHOE HaWMEHOBaHWE,
AO3UPOBKY; HaUMEHOBaHWE OPUAUYECKOrO NULa, Ha

nms KOTOpOro BbIAaHO perncTpaumoHHoe
yAOCTOBEPEHNUE, ero CTpaHy; HOMeEp
PEerucTpaLmoHHOro YAOCTOBEPEHUS; norotun
KoMnaHuu, OCYLLECTBNAIOLLEN NPOABWKEHWE
neKkapcTBEHHOrO npenapara; HauMeHoBaHue

NPeAnpUATUS-NPOU3BOAUTENSA, ero  aapec  (npw
NPOU3BOACTBE Ha 000 «MAKU3-OAPMA»
yKasblBaloT ~CTpaHy, roOpoA); HauWMeHoBaHue U
coaepxaHve [EeNCTBYIOLLEero BewecTBa B OAHOM
Tabnetke,  NOKPLITOW  NIEHOYHOW  0BONOYKOW;
konuyectBo Tabnetok B ynakoBKe;  YCNOBWS
XpaHeHus; cnocob nNpuWMEHEeHUs; YCNnoBWUs OTNycKa;
npeaynpeautenbHble  Hagnucu  «MpumeHsTb  Nno
HasHayeHuto Bpayay; «Copepxut nakTo3bl
MOHOrUAPaT»; «XpaHUTb B HEAOCTYNHOM ANsA AeTeu
MecTe»; hapMakoTepaneBTUYECKYIO Tpynny; LUTPUX-
KOA;, HOMep cepuu; AaTy nNpou3BOACTBa (nNpu
npoussogctee Ha OOO «MAKU3-OAPMA» aaty
NpoM3BOACTBA HE HAHOCHT), AATy UCTEYEHUs Cpoka
TOAHOCTHU.

Ha «kapToHHylo nadky MoryT 6blTb HaHECEHbI

TeXHU4eckne (Nnpon3BOACTBEHHbIE) KOZA bl
(rpachuueckue, BykBEHHbIE nwnn uncposebie),
hapMKoa.

Ha kapmoHHOU nayke Ha aHe/nulickoM Si3blke
yKa3ablealom: TOpProBoe HauMeHOBaHWe npenaparta ¢
npeAynpeauTenbHOM MapKUpPOBKOK ®;
MEXAYHapOAHOE HENaTeHTOBAHHOE HaUMEHOBaHUE,
[O3NPOBKY;  hapmakoTepaneBTUYECKYlD  rpynny;
KONM4ecTBO TabneTokK B yNakoBKe.

lpu npoussodcmee, ¢hacoske u ynakoske Ha OO0
«MAKU3-©®APMA»  pONONHUTENBHO  AOnNyckaercs
HaHeceHue cpeacTB naeHTudukauum ans
MOHUTOPUHIa ABWKEHUA NEKapCTBEHHbIX NPenapaTos,
B TOM u4ucne rnobanbHOro uAeHTUPUKaLNOHHOro
HOMEepa TOProBOW eAWHWUBI U  WHAUBUAYaNbHOrO
CEepUINHOro Homepa TOProBON eAUHULbI.

MexXxayHapoaHoe HenaTeHToBaHHOe
HanMmeHoBaHue, nekapcTBeHHasn thopma;
A03UPOBKA; HanMmeHoBaHue ropuanyeckoro

nmua, Ha ums KOTOpPOro BblAaHO
perucTpaunMoHHoe  yAOCTOBEPEHWUE;  NOroTun
KOMNaHUW, OCYLLUECTBASIOWEN NPOABIMKEHUE
NeKapCcTBEHHOrO npenapaTa; HOMEp Cepuu;
AaTa UCTeYEHUA CpoKa rofHOCTU.

BmopuyHas ynakoeka

Ha kapmoHHOU nrnayke Ha pYyCCKOM S3blke
yKa3aHo: TOproBoe HavMeHOBaHue npenaparta ¢
npesynpeauTenbHon MapKUpOBKOM ®;
MeXayHapoaHoe HenaTeHToBaHHOe
HauMeHoBaHWe, [O03MPOBKA; HaUMEHOBaHue
IOPUANYECKOrO NULA, Ha UMS KOTOPOTrO BbIAAHO
perucTpaunoHHoe yAOCTOBEPEHMUE, Ero CTpaHa;
HOMEp  PEerucTpauvoHHOrO  yAOCTOBEPEHUS;
noroTun KOMNaHuu, ocyLecTensALWen
NPOABWXEHWE  NEKapCTBEHHOrO  npenapara;
HauMeHOBaHWe NpeanpUATUA-NPON3BOAUTENS,
ero CcTpaHa, ropoa, HauMeHoBaHue U
cofepxaHue AeicTeyloLiero BeLecTsa B O4HON
TabneTke, NOKPLITOW NNEHOYHOW 0B60NoYKON;
KkonuyecTeo TabneTok B YynakoBKe; YCNOBUA
XpaHeHWs; cnocob NpPUMEHEHWUs; yCnoBus
oTnycka; npeaynpeauTenbHble Hagnucu
«MpumeHsTb no HasHayeHulo Bpayay;
«CopepXuT NakTo3bl MOHOTMAPAT»; «XPaHuUTb B
HEAOCTYNHOM ans aeten MecTey;
hapmakoTepaneBTUYEeCcKaa rpynna; LUTPUX-KOA;
HOMEp cepun; AaTta UCTEYEHUA CPOKA FrOAHOCTH.

Ha kapTOHHYIO nayky HaHECEeHbl TeXHUYeckue
(npou3BoacTBEHHbIE)  KOAbI  (rpaduyeckue,
6yKkBEHHbIE 1 UUpPOoBLIE), hapMKOS,.

Ha kapmoHHOU nayke Ha aHe/ulCKOM S3biKe
yKa3aHo: TOprosBoe HauMeHoBaHue npenaparta c

npeaynpeauTensHon MapKUpOBKOW ®;
MexayHapoaHoe HenaTeHToBaHHOe
HauMeHoBaHue; A03UpoBKa;

chapmakoTepaneBTMYeckas rpynna; Konu4ecTso
TabneTok B ynakoBke.

lMpoussodcmeo, ¢hacoska u ynakoska Ha OO0
«MAKU3-®APMA» AONONHUTENBHO HaHECEeHb!
CcpeacTBa MAEHTUDUKAUMKM ANA  MOHUTOPUHra
ABWKEHUS NeKkapCTBEHHbIX NpenapaTos, B TOM
yucne  rnobanbHOro  WAEHTUPUKALUOHHOTO
Homepa TOProBowu eAVHNLbI "
MHANBUAYANbHOTO CEPUIAHOTO HOMEpa TOProBow
eAVNHULbI.

12. | CPOKTOAHOCTH
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HayanbHuk OKK:

Bonkosa O.b.
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