NACTIOPT Ne 277/25 KK-006/308
cTp. 1132
"ﬁ OTAEN KOHTPONA KAYECTBA
h TingeHauna Ne J1012-00102-77/00010585
MAKM3DAPMA
::‘gaﬂ EyfTiﬁ«HME Nnarpun® TabneTku, NOKPbITbie NIEHOYHON 060NOYKOM, 75 Mr
A oo, [ HOMEP CEPUE FLosozms
AOM 6, " | OATA NMPOU3BONOCTBA: 14.02.2025
gzi::g gv roAaeH Oo: 31.01.2027
cTpoeHme 8 OBbEM CEPUM: 9 919 ynak. Ne30
Ton: (455) 9810088 | _POVISBOANTEb: 000 «MAKWU3-®APMA» 7
AHANN3 NO: NN-006376-290720, uam. Ne1, 2, 3
XPAHEHUE: Mpu TemnepaTtype He Bbiwe 25 °C.
Ne HaumeHoBaHue
nln nekasaTarin TpeboBaHus HL PesynbTathl aHanusa
1. | ONTUCAHUE BusyaneHbin. Kpyrnble asoskoBbinyknble Tabnetku c | Kpyrnbie ABOsKOBHINykNble TabneTku ¢ dac-
¢hackoit, NOKPLITbIE NIEHOUHON OBOMOYKON PO30BOro | KOW, MOKPLITHIE NNeHovHol oBonoukoli po-
useTa. - 30BOTO LiBETA.
2. | NIOANUHHOCTbL Y®-cnektpochoToMeTpua. YO-cnekTpbl nornowexns | Y®-cnektpocoToMeTpus. YO-cnekTpbl no-
VCPLITYEMOro U CTaHAAPTHOTO PacTBOPOB B 06NacTX OT | FAOWEHMS WCMBITYEMOTO M CTaH4apTHOro
250 po 300 HM AOMKHEI UMETb MaKCUMYMbl NPU OAHUX U | pacTeBopos B obnactu ot 250 ao 300 Hm
TeX Xe AnWHax BOJH. UMEIOT MaKCUMyMbl NPU OAHUX K TeX Xe
ANVHAX BOSH.
BOXX. Bpems yaepxuBaHus OCHOBHOIO Nuka Ha xpo- | BIKX Bpems ypepxuBaHusi OCHOBHOrO nu-
mMaTorpamme WCHLITYEMOrO pacTsopa AOIDKHO COOTBET- | Ka Ha XpoMaTorpaMme WCNLITYeMOro pac-
CTBOBaTh BpPEMEHU YAEPXVBAHWA NUKa KNONMAOTpena | TBopa COOTBETCTBYET BPEMEHW YAepKuBa-
Ha XxpomaTorpamme CTaHAapTHOrO pacTBopa (pasjen | HUA NuKa KNOMWAOrpena Ha xpomaTtorpamme
«KonuuyecTBeHHOE onpegeneHue»). cTaHgapTHoro pacrtsopa {(pasgen «Konuue-
CTBEHHOE ONpeAeneHue).
3. | CPEOHAA MACCA e PO, 09C.1.4.2.0009.15. ) )
OT 248,56 po 263,94 mr (256,25 mr £ 3,0 %). 260,03 mr (+1,5%)
4. | PACTBOPEHME e P®, 09C.1.4.2.0014.15, (102%)
Y®-cnektpodoTomMeTpUA. 100%
He menee 80 % (Q) oT 3aABreHHOr0 konMyecTsa knonu- 103%
porpena yepes 30 MuH. 104%
99%
103%
100%
5. | POOCTBEHHBIE B3XX. )
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,13%
npumeckb C — He Gonee 1,5 %; 0,15%
€AVHUYHAA HeuaeHTUULMpoBaHHaa npumecb — He 60- 0,01%
nee 0,2 %;
cymMma npumecei — He bonee 2,5 %. 0,29%
6. | BOOA Fo Po, 00C.1.2.3.0002.15, meTtoa K. duwepa.
He Gonee 7,0 %. 0,7%
7. | MUKPOBUONOINYECKASA | M PO, O®C.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA Obwwee yucno aspobHbix MUKpOOpraHMsmMoB - He Gonee MeHee 20 KOEB 1T
10° KOE B 1 1 (Mn);
O6LWee uncno APONOKEBLIX M MNECHEBbIX rPUGOB. He MeHee 10 KOEB 1T
. Gonee 102 KOE B 1 1 (Mn);
Escherichia coli: otcytcTane B 1 r (mn). He oBHapyeHo
8. | OAHOPOOHOCTb re Pd, 09C.1.4.2.0008.18, cnocob 1.
OO3UPOBAHUA AV < 15,0 % (n = 10), ecnut ycnosue He BLIMONHAETCA,
T0 AV £ 15,0 % (n = 30), u ana 30/30 TabneTok konude- AVio=4,5%
CTBEHHOE COAEpXKaHWE KNONUAOTPEna AOMKHO Haxo-
AWTbCA B uHTepeane 0,75-M — 1,25-M.
9. | KOMTMYECTBEHHOE B3XX. Ot 71,25 go 78,75 mr knonugorpena (ot 95,0 % 77,13 mr
OMNPEOENEHUE £0 105,0 % oT. 3asBNEHHOro KONUUECTBA) B OAHOI Tab- (102,8%)
netke.
10. | YNAKOBKA Mpu npoussodcmee, ¢hacosxe u/unu ynakosxe Ha OO0 | lpoussodcmeo, ¢hacoeka U ynakogka Ha
«MAKU3-QAPMA»: 000 «MAKN3-QAPMA»:
Mo 10 TabneTtok B KOHTYPHYIO sAuveikoBylo ynakoBky | Mo 10 TabneTok B KOHTYPHYIO SUEHKOBYIO
(6nuctep) M3 NNEHKU NONMBUHUNXNOPWAHOW U chonbrn | ynakoBky (6nuctep) M3 nnexku NBX/MBOX v
aANOMVHNEBON UNN B KOHTYPHYIO SIYEMKOBYIO YNAaKOBKY | ¢hOnbri anioMUHUEBOMN.
(6nuctep) u3 nneHkn NMBX/MNBOX n conbrn antomuHue-
BOM.
Mo 3 unn 6 KOHTYPHbIX AUElKoBbIX ynakoBok (6rincte- | Mo 3 KOHTYPHbIX AYENKOBLIX YnakoBok (Gnu-
poB) unu no 1 6aHke BMECTE € UHCTPYKUMEN NO NpUME- | CTEPOB) BMECTE C MHCTPYKUMEN no npume-
HEHUIO B NaYKy KAPTOHHYIO. ‘ HEHWIO B NMaYKy KAPTOHHYIO.
11. | MAPKUPOBKA Mepeu4Hasn ynakoeka NepsuyHasn ynakoska
Ha konmypHol sqelikoeoll ynaxkoexe (bnucmepe) Ha | Ha  koHmypHoll  selikosoli  ynakoeke
PYCCKOM 5i3bike yKa3sbieaiom: TOprosoe HaumeHosawue | (6iucmepe) Ha PYCCKOM S3biKe YKa3aHo:
npenapata ¢ npeAynpeawTenbHol MapkupoBko ®, | ToproBoe HauMMeHoBaHWe npenapata ¢
MEXAYHAPOLHOE HENaTeHTOBaHHOE HauMEeHOBaHWe W | NpPeAynpeauTEnbHOW  mapkuposkon  ®,
DO3MPOBKY (H2 PpyccKOM M aHrMUiCKOM A3bIKAX), | MexayHapoaHoe HenaTeHTOBaHHOE
neKapcTBEHHYI0 (POpPMY, HaMMEHOBaHWE  TOBAPHLIA | HAUMEHOBaHME M AO3MPOBKA (Ha PYCCKOM U
3HAaK  (naTwHWUeW) pepxartens  PerucTPauMOHHOTO | aHrNUIACKOM  A3biKax),  NekapcTBeHHas
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YAOCTOBEpPEHNs,, HOMEp Ccepuu, AaTy NPOW3BOACTBA
(npn dacoeke Ha OO0 «MAKU3I-GAPMA» party
NPOU3BOACTBA HE HAHOCHT), AaTy UCTEYEHMA Cpoka
rOAHOCTMW.

Bmopu4Has ynaKoeka

Ha kapmoHrHoOil nayke Ha PYCCKOM $3biKe yKa3bigaiom:
Toproeoe HaumeHoBaHue npenapata . ¢
npeAynpeauTensHOl MapkupoBkoi ®, MexayHapojHoe
HenaTeHToBaHHOe HauMeHOBaHue, B O3MPOBKY,
hapMaKkoTepaneBTUYECKYIO  TPYNNYy, NEKapPCTBEHHYIO
¢dopmMy u konuyecTBOo Tabnetok B ynakoeke,
HaUMeHOBaHWe U1  cojepaHue  AeWCTBYIOLEro
BeLlecTBa B OAHON TabneTke, yCNOBMA XPaHEHUS,
npeaynpegutencHole Hagnucn «CoaepXuT NakTosbl
MoHoOrnapaT», «XpaHuTb B HEAOCTYNHOM AMA ATl
MecTe, «Mepen NPUMEHEHNEM npenapara
O3HaKomMbTECb € Mpunaraemoil  WHCTPYKLnel»,
«MprHUMaTL NO HAa3HAYEHUIO Bpayay, YCNOBUS OTMYCKa,
cnocob NpUMeEHeHUR, HaanuChL «®» -
3aperucTpMpoBaHHblii  TOBapHbLIN  3HaK»,  HOMEp
CBUAETENbCTBA O pPEerucTpaunnM TOBapHOro 3Haka,
HOMEp perncTpaLoHHoro YA,0CTOBEpEHMS,
HauMeHoBaHue aepxarens PErMCTPaLIMOHHOTO
YAOCTOBEPEHMNA, €ro CTpaHy W TOBapHbliA 3HaK
(naTuHuLen), - HaumeHOBaHWe W CTpaHy UpMBbl-
npoussoautensa (npu npouasoacrtee Ha 000 «MAKN3-
DAPMA» ykasbiBaloT CTpaHy, ropoa), LUTPUX-KOA,
HOMEp cepuu, AaTy NPOW3BOACTBA (NPU NPOU3BOACTBE
Ha OO0 «MAKU3-GAPMA» paTy npou3BOACTBa He
HaHOCAT), AATy UCTEYEHWUA CPOKa FOAHOCTW, LUTPUX-KOA
B dopmare DataMatrix, rno6anbHbIi
VAEHTUPUKALIMOHHEIA HOMEP TOProBOi efuHUULI W
WHAVMBUAYanNbHBIA CEPUAHBIA HOMEP TOPTrOBON €AUHULIb!.

fononHumensHo Ha emMOPUYHOU ynakoske (Ha rnayvke
KapmoHHO{I) Ha .aHanulcKOM S3blKe YKa3bigarm:
TOProBOE HaMMeHOBaHWEe NEeKapCTBEHHOro npenapata,
MEXAYHapoAHOEe HenaTeHTOBaHHOE HauWMeHOBaHue,
AO3NPOBKY, JEKapCTBEHHYIO OPMYy ¥  KONMYECTBO
TabneTok B ynakoske, Hagnucb «Antiaggreganty.

thopMa, HauMeHOBaHWE TOBapHbLIA 3HaK
(naTMHULERn) pepXxaTensa perucTpaumoHHOro

YAOCTOBEPEHUsi, HOMep cepun, Aara
MCTEUEHUS CPOKa FOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayxke Ha pYCCKOM Si3blke
yKasaHo: TOproeoe HauMeHoBaKue
npenapara c npeAynpeanTensHON
MapKNPOBKOW ®, MEXAYHapoaHoe
HenaTeHToOBaHHOe HauMeHoBaHue,
B,031POBKa, thapMakoTepaneBTUYeCcKan
rpynna, nekapcTBeHHas  chopma "
KONMUecTBO  TabneTok B  YNakoBke,
HanMmeHoBaHne n coaepxaHue
LENCTBYIOWEro  Bewecrsa B OAHOM
TabneTke, ycriosusi XPaHEHMA,

npegynpeautensHsie Hagnucy «Coaepxur
NakTo3bl  MOHOrMApaT», «XpaHuTb B
HEAOCTYNHOM Ans aeten mectex, «Mepea
NPUMEHEHUEM npenapata 03HaKOMbTECh C
npunaraemoin uMHcTpykuuein», «MpuHumaTh
No HasKaYeHWo Bpayva», YCIOBUA OTNycKa,
cnoco® npumeHeHus, Hapnucb «®» -
3aperucTpmMpoBaHHbIA  TOBApHBI  3HAK»,
HOMEp CBUAETENbCTBA O perucTpauun
TOBaPHOro 3HaKa, HOMEP PEMMCTPALMOHHOMO
YAOCTOBEPEHMS, HAUMEHOBAHWE AepXaTeNis
PErucTPaLMoOHHOTO  YAOCTOBEPEHUA, €ro
cTpaHa W TOBapHbLIN 3HaK (NaTMHULEN),
HauMEeHOBaHWe, CTpaHa U Fopos upMbi-
NPOM3BOAUTENS, LUTPUX-KOAL, HOMEP cepui,
LaTa WUCTEYEHMA Ccpoka TOZHOCTM, LUTPUX-
kon B hopmate DataMatrix, rnoSanbHbiit
UASHTUMUKALMOHHBIA - HOMEP  TOProBOiA
€AUHULUBI W WHAWBUAYATbLHBIA CEepUIAHbINA
HOMEp TOProBoOW eANHULEL.

HononHumensHo Ha emopuyHoli ynakoexe
(Ha nayke kKapmoOHHOU) Ha aHanulickom
f13bIK€ yKa3aHO: TOProOBOE HaVMEHOBaHue
neKkapcTBEHHOrO npenapara,
MEeXayHapogHoe HEeNnaTeHToBaHHOE
HanMeHoBaHMe, A03VPOBKA, NEKapCTBEHHas
dopma 1 KONMUECTBO TabneTok B ynakoBke,
Haanuckh «Antiaggreganty.

12. | CPOKTOOQHOCTU

2ropa

CoorsetcTByeT

3akniouyeHue:
{

)/Haqanbl-mx OKK:

CoorBeTtcTByeT TpeboBaHuam JMN-006376-290720, uam. Ne1, 2, 3

Data Beinycka OKK: «12» mapTa 2025 r.

Bonkosa O.B.
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