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MACMOPT Ne 381/24 Tt
OTAEN KOHTPONA KAYECTBA
Mrsomed Jluyen3usi Ne 00205-J1C om 15.02.2021 2.
MAKMIOAPMA HAWMEHOTBAHME Nonokokc® TabneTku, NOKPbIThble NIIEHOYHOM
MPENAPATA: >
109029, r. Mocksa OGOHO‘IKOM, 90 mr
ABTOMOBUNbHBIN HOMEP CEPUM: D0O3070624
6
orpoanne 4 OATA NPOU3BOACTBA: | 18.06.2024
FOAEH A0: 30.06.2027
Ten.: (495) 981-00-88 OBBEM CEPUMU: 10 646 ynak. Ne30
NPOU3BOAUTEIb: 000 «MAKU3-©APMA»
AHANKU3 NO: JIN-006935-130421, uam. Ne1, uam. Ne2
XPAHEHMUE: MNpu TemnepaTtype He Bbiwe 25°C.
Ne HaumeHoBaHue
o FGRARATENE Tpe6oBaHus H[ PesynbTtaThbl aHanusa
1. | ONUCAHUE BusyanbHbin. [BosiKOBbINYKIblE Tabnetku | [iBoskoBbinyknble  Tabnetku  A6NOKOBMAHON
AGNOKOBUAHOW  DOPMbI,  MOKPLITbIE  NNEHOYHOW | DOPMbI, MOKPLITHIE MMEHOYHON  OBONOYKOIA
obonoukon Genoro upeTa, C rpaBUPOBKOI «98» Ha | 6enoro uBeTa, ¢ rpaBUpPOBKON «98» Ha OAHOIA
OAHOW CTOPOHE U «J» Ha APYro. CTOPOHE U «J» Ha APYroiA.
Ha nonepeuyHom paspese BuaHbI fABa cnos: sApo | Ha nonepeyHom paspese BUAHbI ABA CNOS: A4PO
noytu 6enoro ugeTa n obonovka 6enoro ugeTa. noyTtu 6enoro yseta u obonouka 6enoro LseTa.
2. | NOANUHHOCTbL B3XX. Bpems yaepxMBaHWA OCHOBHOTO NuUka Ha | Bpems yAepXMBaHUS OCHOBHOTO NuUka Ha

XpomaTtorpaMme WUCMbITYEMOro pacTBopa AOSHKHO
COOTBETCTBOBATb BPEMEHU YAEPXUBAHWUSA OCHOBHOrO
nuka Ha XxpomaTorpamme CTaHAapTHOrO pacTeopa
(pasaen «KonuuecTBeHHOE onpeaenexue»).
Y®-cnektpodoTomeTpusi. YDO-CnekTpbl NOrnoLeHus
MCNbITYEMOro pacTBopa M CTaHAApTHOrO pacTeopa B
o6nactn ot 200 A0 400 HM AOMKHBI UMETH MaKCUMyM
nornoweHus npu 234 + 2 Hm.

XpomaTorpamme nCnbITYyEMOro pactsopa
CooTBETCTBYET BpEMEHN YAEPXUBaAHMA
OCHOBHOTO nuka Ha xpomaTorpamme
CTaHAapTHOro pacTeopa.

Y®-cnekTpel nornoLexuns UCMbITYyEeMOro
pacTsopa u CTaHAapTHOro pacTteopa B ofnactu
or 200 po 400 HM UMEOT Makcumym
nornowjexHus npu 234 + 2 Hm.

3. | CPEOHAA MACCA e Po.
Ot 298,30 A0 316,76 Mr (307,53 mr + 3 %). 308,70 mr (+0,4%)
4. | PACTBOPEHUE e PO, Yod-cnektpocdoTomeTpus. (101%)
He meHee 80 % (Q) oT 3asiBNEHHOro KonuyecTsa 104%
3Topukokcuba yepes 30 MUHYT. 102%
98%
104%
102%
98%
5. | POACTBEHHBIE B3XX.
NPUMECHU Mpumeck H-ETCRCO1 - He 6onee 0,2 %; He obHapyxeHo
npumeck H-ETCRCO02 — He 6onee 0,2 %; He obHapyxeHo
€AVHUYHAs HeunaeHTUMUUMPOBaHHAA NPUMECH — He 0,04%
6onee 0,20 %;
Cymma npumecein — He 6onee 2,0 %. 0,10%
6. | BOOA F'® PO, MeTtoa K. ®uwepa. o
He 6onee 6,0 %. 1.7%
7. | OOHOPOAOHOCTb F'® PO, cnocob 2, BOXKX.
OO3NPOBAHUA AV < 15 % (n = 10), ecnu ycnosue He BbINOSHAETCS,
T0 AV £ 15 % (n = 30), u ana 30/30 TabneTtok AV, = 2.9%
KONMYECTBEHHOE COAepXaHue AeiicTByloLero 0= =0
BELLECTBa A0/MKHO HaxoAuTbLCA B uHTepBane 0,75-M —
1,25‘M.
8. | MUKPOBUONOIMMYECKASA F'® PO, kateropus 3A.
YUCTOTA ObLee yncno aspobHbIX MUKPOOPraHU3MoB He Gonee 5KOEB 1T
10°KOE B 1 1 (Mn);
ObLwee 4ncno ApoXoKkeBbIX U NNECHEBbIX rPUBOB — He MeHee 10 KOE B 1T
Gonee 10° KOE B 1 r (Mn);
Orcytctue Escherichia coli B 1 r (Mn). He obHapyxeHo
9. | KONUWYECTBEHHOE B3XX.
ONPEAENEHUE Ot 85,50 mr go 94,50 mr (ot 95,0 ao 1050 % ot 89,24 mr
3asAB/IEHHOro Konuyectsa) B TabneTke. (99,2%)
10. | YNAKOBKA lMpu npoussodcmee u/unu pacghacoske u ynakoske Ha | lMpoussodcmeo, pacgpacoeka U ynakoeka Ha
000 «MAKN3-®APMA», Poccusi 000 «MAKU3-®APMA>», Poccus
Mo 7, 10 unu 14 TabneTok B KOHTYPHYIO siueikoBylo | Mo 10 Tabnetok B KOHTYPHOW SUENKOBOW
ynakoBky u3 nneHkn TBX/MBOX wu donbrm | ynakoBke w3 nneHku MBX/MBOX u chonbru
anioMUHNEBOW MeyaTHOW NaKkUpPOBaHHOW WNM B | anOMUHUEBOWN NEYaTHOW NaKMpPOBaHHOMN.
KOHTYPHYIO ~ SIYEWKOBYIO ~ ynakoBky #3  honbru
xonogHoro opmosanus (MBX-AnomuHuin-OMA) u
honbrun anioMUHNEBOI NEYATHO NaKUPOBAHHOM.
Mo 1, 2, 3 unu 4 KOHTypHblE AYelikoBblE ynakoBku | 0 3 KOHTYPHbIE AYEKOBLIE YNaKOBKM BMECTE C
BMECTE C WHCTPYKUMEA MO NPUMEHEHMI0O B Nauyky | UHCTPYKUMEA N0 NPUMEHEHWIO B  nauky
KapTOHHYI0. KapTOHHYI0.
11. | MAPKUPOBKA MepeuyHas ynakoeka lMepsuyHas ynakoeka
Ha koHmypHol sivelikosoll ynakoeke (6nucmepe) Ha | Ha koHmypHoll suelkosoll ynakoeke Ha
PyCCKOM 53bIKE yKa3abiearom: TOProBoe | pycckom s3bIKe yKasaHo: TOproBoe
HauMeHoBaHue npenapaTta C nNpeaynpeauTENbHON | HauMeHOBaHue npenapara c
MapKkupoBkon ®; MexXayHapoAHOE HENaTEHTOBAHHOE | NpPeAynpPeAuTenbHOW MapKUpPOBKOW ®;

HauMEHOBaHWE, NekapCTBEHHYI (hOpMY; 403NPOBKY;

MeXayHapoaHoe HenaTteHToBaHHOe
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nekapcTBEHHOro npenaparta; HOMEp cepuu; pAary
npoussoacTtea (npu dacoske Ha OO0 «MAKWU3-
®APMA» pfaTy npow3BOACTBA HE HAaHOCHT); Aaty
NCTEYEHUS CPpOKa rOAHOCTHU.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha pyCCKOM 5i3bIKe yKa3blearom:
TOoproeoe HaumeHoBaHue npenaparta c
npeaynpeauTenbLHOM MapKupoBKOW ®;
MEXAYHapPOAHOE HEenaTeHTOBAaHHOE HaWMeHOBaHWE,;
AO03MPOBKY; HauMEHOBaHWe PUANYECKOro nuua, Ha

ums KOTOPOro BblfaHO perucTpauuoHHoe
yAOCTOBEpeHue, ero CTpaHy; HOoMeEp
PEerucTpaLnoHHOro YAOCTOBEPEHUS, norotun
KOMMaHuu, OCYLLECTBAISAOLLEN NpoABUXEHNE
nNekapcTBEHHOro npenapara; HaumeHoBaHue

NPEeANpUSATUA-NPON3BOAUTENA, €ro  aapec (npw
NPOU3BOACTBE Ha 000 «MAKU3-OAPMA»
yKasblBaloT CTpaHy, [rOpPOA); HaWMEHOBaHWe W
coAepxaHue [encTByloLlero BelwecTBa B OA4HOW
Tabnetke, NOKPLITOW  NNEHOYHOW  OBOMOYKON;
KonuyectBo Tabnetok B YNakoBKe;  YCroOBUS
XpaHeHusi; cnocob NPUMEHEHUs; YCNOBUS OTMNYCKa;
npeaynpeautenbHole  Hagnucu  «lpumeHaTs  no
Ha3Ha4eHuo Bpava; «Coaepxut NakTo3bl
MOHOrUApaT»; «XpaHuTb B HEAOCTYNHOM ANs AeTei
MecTe»; hapmakoTepaneBTUYECKYO Tpynny; LUTPUX-
KOA, HOMep cepuu;, AaTy npou3BOACTBA (Npw
npoussogctee Ha OOO «MAKU3-®APMA» paty
NPOM3BOACTBA HE HAHOCHAT); AaTy UCTEYEHWUs CpoKa

roAHOCTU.
Ha «kapToHHyl0 nayky MoryT 6biTb HaHECEeHb
TeXHU4Yeckne (NponsBoaCTBEHHbIE) KOAbI
(rpachuyeckue, BGyKBEHHbIE nnu undpossble),
tapmkoa.

Ha kapmoHHOU na4yke Ha aHenulcKOM S3biKe
yKasablearom: TOProBoe HauMeHOBaHWe npenaparta c
npeaynpeauTenbHo MapKupoBKOW ®;
MEXAYHapOAHOE HenaTeHTOBAaHHOE HaWMEeHOBaHWE;
A03MPOBKY;  bapmakoTepaneBTUYECKYIO  rpynny;
KONM4ecTso TabneTok B ynakoBKe.

lpu npoussodcmee, ¢hacoseke u ynakoske Ha OO0
«MAKN3-®APMA»  BONOMHWTENBHO  AonycKaeTcs
HaHeceHue cpeacTs naeHTuduKkauumn ans
MOHWUTOPUHIa A BUXEHUA NEKapCTBEHHbIX NpenapaTos,
B TOM 4ucne rnobanbHOro uAaeHTUGUKaLNOHHOIO
HOMEpa TOProBON €eAWHWULbLI W WHAWBWUAYaNbHOrO
CepUIHOro Homepa TOProBOW eANHULbI.
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OTAEN KOHTPONS KAYECTBA
S JluyeH3us Ne 00205-J1C om 15.02.2021 2.
MAKMIDAPMA HSSPIAIEEAOTBAAHME Nonokokc® TabneTku, NOKPbITLIE NNIEHOYHOM
L - : ob6onoukoun, 90 mr
ABTOMOGHUMbHBIN HOMEP CEPUM: D03070624
Crpoenve 4 IATA IPOV3BOACTBA: | 18.06.2024
rOAOEH A0: 30.06.2027
Ten.: (495) 981-00-88 OBBEM CEPUM: 10 646 ynak. Ne30
NMPOU3BOOUTENDb: 000 «MAKU3-OAPMA»
AHANX3 NO: JIN-006935-130421, uam. Ne1, uam. Ne2
XPAHEHMUE: MNpu TemnepaTtype He Bbiwe 25°C.
HanMmeHoBaHue opunanyeckoro nuua, Ha uwmsa HanmMmeHoBaHue; NnekapcTBeHHas cbopma;
KOTOPOro BblAaHO perncrpauyuoHHoe yaAoCToBepeHue, AO3UPOBKa, HanmeHoBaHue topuanyeckoro
NOroTun KoMnaHum, ocymecmnmomeﬁ npoasuxeHue nnua, Ha nmsa KOTOpOro BblAaHO

PErMCTPaLMOHHOE  YAOCTOBEPEHUE;, NOroTun
KOMNaHuW, OCYLUECTBNAKOLWEN NpPOoABUKEHMNE
NeKapCTBEHHOrO npenapata; HOMEp Cepuu;
AiaTa UCTeYEHUsA CpoKa rogHOCTU.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha pPycCKOM f3biKe
yKa3aHo: TOproBoe HauMeHoBaHue npenapara c
npesynpeauTensHom MapKUPOBKOM ®,
MeXayHapogHoe HenaTeHToBaHHoe
HauMeHoBaHue, [03MPOBKa;, HaWMeHoBaHue
IOPUAUYECKOrO NnLa, Ha UMS KOTOPOro Bbl4aHO
perncTpaumoHHoe ya0CTOBEPEHUE, Er0 CTPaHa;
HOMEP  PEerucTpauyoHHOrO YA OCTOBEPEHUS;
norotun KOMNaHuu, ocyLecTBnAlLWen
NPOABMXEHNE  NIeKapCTBEHHOro  npenapara;
HauMeHOBaHWe NpeAnpUATUA-NPOU3IBOAUTENS,
€ro cTpaHa, [OpOA; HauWMEHOBaHuWe W
COAEpXaHne AelCTBYIOLIEro BELECTBA B O4HOM
TabneTke, NOKPLITOM NNEHOYHONW OBONOYKONA;
KONM4ecTBo TabneTtok B YnakoBKe, YCNoOBUS
XpaHeHus; cnocob npUMEHeHUs;  ycnoBus
oTnycka; npeaynpeauTenbHble Haanucu
«MpumeHaTb no Ha3HaYeHWlo  Bpava;
«CoaepXuT NaKkTo3bl MOHOTUAPATY; «XPaHUTb B
HEeAOCTYNHOM ans aeten MecTe;
hapmakoTepaneBTUYeCKas rpynna; LUTPUX-KOA;
HOMEp Cepun; Aata UCTEYEHUS CPOKa FOAHOCTU.

Ha kapTOHHyl nauky HaHeceHbl TeXHU4Yeckue
(NMPou3BOACTBEHHBIE)  KOAbI  (rpadhuueckue,
BykBeHHblE U LUpPOBLIE), hapMKOA,.

Ha kapmoHHOU nayke Ha aHaulicKOM Si3blKe
yKa3aHo: TOproBoe HauMeHoBaHue npenapara c

npeAynpeAuTENbHOM MapKUpOBKOM ®;
MexXayHapogHoe HENaTEHTOBaHHOE
HauMEeHOBaHueE; AO3UPOBKa;

thapmakoTepaneBTUYeCKas rpynna; KonuyecTso
TabneTok B ynakoBke.

lMpoussodcmeo, ¢bacoska u ynakoeka Ha OO0
«MAKU3-®APMA» AONOMHUTENBHO HaHEeCEeHbl
CpPeACcTBa MAeHTUdMKaUUM AN MOHUTOPUHra
ABWKEHUA NeKapCTBEHHbIX NpPenapartos, B TOM
yucne  rnobanbHOro  UAEHTUUKALMOHHOIO
HoMepa TOpProeow efnHUUbI 7]
VHAWBNAYaNbHOrO CEPUINHOrO HOMEepa TOProBoW
€ANHULBbI.
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