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MACHOPT Ne 406/25
cTp-1m32
OTAEN KOHTPONA KAYECTBA
e JNnuenausa Ne J1012-00102-77/00010585
MAKMN3IDAPMA
HAUMEHOBAHUE o .
MPENAPATA: Mnarpun® Tabnerku, NOKPbITbie NNIEHOYHON 060NOYKOM, 75 Mr

AsTonotinmd nposs, | F-HOMER CEPUR: PL1140325
AoM 6, Poesh | BATA NPOM3BOACTBA: | 28.03.2025
cTpoeHue 4, rOAEH [0: 31.03.2027
CTpOEHue 6,
cTpoeHme 8 OBBLEM CEPUM: 9 720 ynak. Ne30
Ten.: (495) 981-00-88 npomsBonMTEnb OOO «MAKM3-¢APMA»
AHANW3 NO: JIN-006376-290720, nam. Ne1, 2, 3
XPAHEHUE: Mpu TemnepaTtype He Bbiwe 25 °C.
Ne HanmeHoBaHue |
n/n nokasarens Tpe6osaHua HO Pesynbratbl aHanusa |
1. | ONUCAHUE BusyanbHeii. Kpyrnble ABOAKOBbINyKrble TabneTku ¢ | Kpyrnble ABOSKOBLINYKNbE TaGReTkM ¢ hac- |
hacKkoil, NOKpbITblE MNEHOYHOK OBONOYKOW PO3OBOrO | KOW, MOKPbLITHIE MNEHOYHOW 06OoNouKon po-
uBeTa. 30BOrO LBeTa.
2. | NOANTUHHOCTbL Y®-cnexkrpocdoTomeTpusa. Y®d-cnektpbl nornowenus | Y®-cnektpodoTomeTpus. YP-cnekTpsl no-
MCNbITYEMOro U CTaHAapTHOrO pacTBOPOB B 06NacTu OT | MAOLWEHUs WCNLITYEMOro W CTaHZAPTHOrO
250 0 300 HM AOMKHBEI UMETb MaKCUMYMbl iIPM OAHUX U | pacTBOpoR B obnactu ot 250 ao 300 Hm
TeX e ANMHAX BOJH. VMEIOT MaKCUMyMbl TPW OAHUX M TeX Xe
ANNHAX BONH.
B3XX. Bpems yaepxuBaHWA OCHOBHOTO nuka Ha xpo- | BOXX Bpems ypepxuBaHusi OCHOBHOIO nu-
MaTorpammMe UCMbITYEMOro pacTBopa AOSKHO COOTBET- | Ka Ha XpOMaTorpamMme WCMbITYEMOro pac-
CTBOBaTb BPEMEHM YAEpXuBaHWA nuMKka KNONWAOTpena | TBOpa COOTBETCTBYET BPEMEHU YAepKuBa-
Ha Xpomarorpamme CTaHAApPTHOrO pacTBopa (pasfen | HUA nuka KNonuAorpena Ha xpomarorpamme
«KonunuyectseHHOE onpegeneHue). CcTaHaapTHOro pacreopa (pasgen «Konuue-
CTBEHHOE onpepaeneHne»).
3. | CPEOHAA MACCA ro Po, 00C.1.4.2.0009.15.
OT 248,56 po 263,94 mr (256,25 mr £ 3,0 %). 258,70 mr (+1,0%)
4. | PACTBOPEHUE o PO, 09C.1.4.2.0014.15, (100%)
Y®-cnekrpocdoTomeTpus. 103%
He menee 80 % (Q) ot 3aABREHHOrO KONMMYECTBa KNonu- 103%
Aorpena yepes 30 MUHYT. 98%
100%
100%
101%
5. | POOCTBEHHBIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,12%
npumecs C — He Gonee 1,5 %; 0,18%
€AVNHUYHARA HenjeHTunumpoBaHHas npumecb — He 6o- 0,02%
nee 0,2 %;
cymma npumecen — He 6onee 2,5 %. 0,31% -
6. | BOOA Mo PO, O®C.1.2.3.0002.15, meToa K. Puwepa.
He 6onee 7,0 %. 1,3%
7. | MUKPOBUOJIOTMYECKAA | Md PO, O®C.1.2.4.0002.18, kaTeropus 3A.
YACTOTA O6wee 4ucno aspobHbIX MUKPOOPraHU3MOB - He Gonee Menee 20 KOEB 1 r
10 KOE B 1 1 (Mn);
Obuee unCnNO APONOKEBLIX W MIECHEBbLIX TPuUbOB: He Menee 10KOEB 1T
Gonee 10° KOE B 1 r (mn);
Escherichia coli: orcyTctane B 1 1 (mn). He oGHapyxeHo
8. | OOHOPOOHOCTDL e Po, 09C.1.4.2.0008.18, cnoco6 1.
JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycrnoeue He BLINOSHAETCS,
T0 AV £ 15,0 % (n = 30), n ana 30/30 TabneTok konuue- AVio=3,7%
CTBEHHOE COAEpPXaHMe KNONuAOorpena AOMKHO Haxo-
anTbes B uHTepsane 0,75-M — 1,25-M.
9. | KONMMYMECTBEHHOE B3XX. Ot 71,25 a0 78,75 mr knonugorpena (ot 95,0 % 74,72 wr
ONPENENEHUE A0 105,0 % ot 3asBrieHHOro KonuiyecTsa) B ofHOR Tab- (99,6%)
netke.
10. | YIAKOBKA Mpu npoussodcmee, ghacoeke u/unu yrnakoske Ha OO0 | lMpoussodcmeo, ¢hacoska U ynaxkoeka Ha
«MAKN3-OAPMA»: 000 «MAKU3-QAPMA»:
Mo 10 TabneTok B KOHTYPHYIO sveikoByio ynakoBky | Mo 10 TabneTok B KOHTYPHYIO SAYEMKOBYIO
(6nncTep) M3 NNEeHKM NONMBUHWNXNOPUAHON U honbrn | ynakosky (6nmcTep) ns nneHku MBX/MNBAX un
anioMUHUEBON WM B KOHTYPHYIO AYEKOBYIO YNakoBky | (hONMbru antoMUHWEBOW.
(6nuctep) us nnexkn NBX/TBAOX n conbrn aniomuHne-
BOIA.
Mo 3 nnn 6 KOHTYPHBIX AYENKOBBbIX ynakosok (6nucte- | Mo 3 KOHTYPHBIX AYERKOBbIX ynakoBok (Gnu-
poB) unm no 1 GaHke BMECTe C MHCTPYKUMEl No npumMe- | CTEPOB) BMECTE C WHCTPYKUMER no npume-
HEHUIO B NaYKy KAPTOHHYIO. HEHWIO B NAYKY KAPTOHHYO.
11. | MAPKUPOBKA Mepeuynan ynakoska lepeuyHas ynakoexa

Ha koHmyprol siyelikoeoll yrakoske (brnucmepe) Ha
PYCCKOM SI3bIKE yKa3blgarom: TOPrOBOE HauMeEHOBaHue
npenapata ¢ npeaynpeauTeEnkLHOR Mapkuposkon ®,
MEXAYHAPOAHOE HENaTeHTOBAHHOE HaWMEHOBaHue U
JO3BMPOBKY (HA PYCCKOM W aAHIMWACKOM  si3blKax),
nekapcTaeHHylo opmy, HauMeHOBaHWE  TOBApPHbIN
3HAK  (naTMHMUEN) AepxaTens  perucTpauuoHHOro

Ha koHmyproli ~ siqelikogoll  ynaxoeke
(bnucmepe) Ha pyccKOM A3bike yKas3aHo:
TOProBoe HauMeHoBaHWe npenapata ¢
npeaynpeanTensHoOil  mMapkupoBkoi  ®,
MeXayHapogHoe HenaTeHToBaHHoe
HanMeHOBaHWe U A03UPOBKa (Ha PYCCKOM K

aHITINACKOM  A3bikax),  fiekapcTBeHHas
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YAOCTOBEpPEHUs,, HOMEp Ccepuw, AaTy NpPOU3BOACTBA
(npn cpacoske Ha OO0 «MAKU3-PAPMA» paty
NPOV3BOACTBA HE HAHOCAT), AATy WCTEYEeHUs cpoka
rOAHOCTH.

BmopuyHas ynakoeka

Ha kapmorHOli nayke Ha PyCCKOM S3biKE YKa3bieaom:
TOprosoe HanmeHoBaHwe npenaparta c
npeaynpeauTenbHON Mapkupoekoi ®, MexayHapoaHoe
HenaTeHToBaHHOe HauMeHoBaHwue, [,031POBKY,
chapmaKkoTepaneBTUYECKYIO  pynny, NeKapCTBEHHYH
dopmy ¥ Konm4yecTBo TabneTok B ynakoeke,
HauMEHOBaHWE 1 COoAepXaHue  AEeWCTBYIOLLEro
BewecTsa B OAHOW Tabnetke, YCNoBUS XpaHeHus,
npeaynpeautencHele Hagnucy «COAepXUT  J1aKTo3b!
MOHOTUApaT», «XpaHuTb B HEAOCTYNHOM ANA AeTeu
MecTe», «Mepeg NpUMEHEHNEM npenaparta
O3HaKoOMbTECH  C npunaraemoin  WHCTPYKUMEN,
«MpuHUMATL NO Ha3HaYeHWIo BpaYay», YyCnoBuUsa OTnycka,
cnocob NPUMEHEHUA, HaanNuch «®» -
3aperncTpupoBaHHbIi  TOBapHBIW  3HAaK»,  HOMEp
cBUAETENbCTBA O perucTpaunu TOBApPHOrO  3Haka,
HoMep pPerncTpaLmnorHoro yAocToBepeHus,
HauMeHoBaHWe Aepxarens perncTpaLuoHHOro
YAOCTOBEPEHWS,, €ero CcTpaHy U TOBapHbI 3HaK
(naTuHAUElR), HaumeHoBaHWe W CTpaHy UPMbI-
npoussoauTensa (npn nponseogctee Ha OO0 «MAKUSI-
®APMA» ykasbiBalOT CTpaHy, FOpPOA), LUTPUX-KOA,
HOMEp Cepumn, AaTy NPOM3BOACTBA (NpWU MPOM3BOACTBE
Ha OO0 «MAKU3-GAPMA» aaTy npoW3BOACTBA He
HaHOCAT), AaTy UCTEYEHMA CPOKa FOAHOCTU, LUTPUX-KOA
B tdhopmate DataMatrix, rnoGanbeHsbIiA
VAGHTUDMKALMOHHBI HOMEpP TOProBOW eAMHULLI U
VNHAWBMAYaNbHBIA CEPUIiHBIA HOMEP TOPrOBOW eANHULIEI.

[LononHumensHo Ha emopuqHol ynakoske (Ha nauqke
KapmorHOU) Ha aHeriulickoM sI3blke  yKasblearom:
TOProBO€ HaNMEHOBAHWE NEKapCTBEHHOrO npenapara,
MEX/AYHAPOAHOE HEeNaTeHTOBaHHOE HauMeHOBaHue,
AO3NPOBKY, NEKAPCTBEHHYI0 OPMY W  KOMM4ECTBO
TabneTok B ynakoske, Haanuck «Antiaggreganty.

hopma, HauMeHOBaHME  TOBapHbIN 3HaK
(natuHuuen) aepxarens perncTpaumoHHOro
YAOCTOBEPEHMA, HOMEp cepun, Aara
NCTEYEHUS CPOKA rOf4HOCTH.

BmopuyHas ynaxKoska

Ha kapmoHHOU nayke Ha PYCCKOM sI3blke
yKa3aHo: TOprosoe HauMeHoBaHue
npenapara c npeaynpeauTenbLHOI
MapKUPOBKOA ®, MeXayHapoaHoe
HenaTeHTOBaHHOe HanMeHoBaHue,
LO3MpOBKa, chapmakoTepanesTuueckas

rpynna, - nekapcTeeHHas  opma U
KONMYECTBO  TabneTok = B  YynaKoske,

HaVMeHoBaHue n COAepXaHmne
LENCTBYIOLLErO  BellecTBa B O4HOW
Tabnetke, ycnoBus XpaHeHus,

npegynpeauTensHble Hagnuen <Cogepxut
NaKTo3bl  MOHOrMapar», «XpaHutb B
HeAaoCTynHOM AnA geTten mectex», «lepeg
NpUMEHEHWEM npenapaTta O3HAKOMbTEChb C
npunaraemon UHCTpykumen», «lpuHumats
N0 HasHA4YEHWIO Bpaya», YCNOBUA OTNyCKa,
cnoco® npumeHeHus, Haanuce «®» -
3apEerucTpupoOBaHHbIl  TOBapPHBIA  3HAKY,
HOMEp CBUAETenLCTBa O pPerucTpauuu
TOBapHOro 3Haka, HOMEpP PEerucTpPaLuoHHOro
yAOCTOBEPEHUA, HAMMEHOBaHNE AepXKaTens
PEerncTpaLuoHHOrO  YAOCTOBEPEHUs, ero
cTpaHa W TOBapHBIA 3HaK (nNaTuHUUEWR),
HaMMeHOBaHWe, cTpaHa u ropog upMbl-
NPOU3BOAUTENS, LUTPUX-KOL, HOMEP cepum,
JaTa WUCTEYEHUA CpOKa TOAHOCTU, LLTPUX-
koag B copmare DataMatrix, rmnoGanbHbIi
MAEHTUMDUKALMOHHBIA  HOMEP  TOProBoi
€AVHNUBI N UHAUBUAYANbHLIA CEePUHbLIR
HOMEP TOProBOW €4 UHULLbI.

JononHumenbHo Ha eMOPUYHOI ynakoske
(Ha na4yke KapmoHHOU) Ha aHenulickoMm
A3bIK@ YKa3aHO. TOPrOBOE HavuMEHOBaHUE
neKapCTBEHHOro npenapara,
MEXAYHApOAHOE HenaTeHTOBaHHOe
HaMMeEHOBaHMe, J03UPOBKa, NEKapCTBEHHASA
hopma 1 Konu4ecTBo TabneToKk B yrnakoBke,
Hagnuce «Antiaggreganty».
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