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é’\ OTAEN KOHTPONA KAYECTBA
Sa— JInuensun Ne 00205-J1C ot 15.02.2021 .
MAKU3DAPMA
Hég# E;' STB::‘HME Mnarpun® TabneTku, NOKpbITbIE NNEHOYHOW 060M0YKOM, 75 Mr
/10902%6“ Mockea HOMEP CEPUMU: PL1230524
om b TROSh T ATA IPOVIBBOACTBA: | 29.05.2024
et FOAEH RO: 31.05.2026
cTpoeHMe 8 OBbEM CEPUM: 9 790 ynak. Ne30
Ten.: (495) 981-00-88 MPOU3BELOEHO: 000 «MAKU3-®DAPMA»
AHAIU3 NO: J1M-006376-290720, u3am. Ne1, 2, 3
XPAHEHME: MNpu TemnepaType He Bbiwe 25 °C.
Na Haumenosatue Tpe6oBanus H PesynbTaTth!l aHanusa
n/n nokasarens P y
1. | ONUCAHUE Kpyrnble asoskoBbinyknble Tabnetkn ¢ dackoil, nokpbl- | Kpyrnble ABOsKoBbINykrble TabneTkn ¢ cdac-
Tbi€ NIEHOYHOW 060N0YKON PO30BOro LiBETA. KOW, NMOKPbITbIE NMNEHOYHOM O0BONOYKOI po-
30BOrO LBeTa.
2. | NOANUHHOCTbL Y®-cnektpochoTomeTpusi. Yd-cnekTpbl NOrMOLWEHMs Y®-cnekrpocdoToMeTpusi. Yd-cnekTpsl no-
WCMBITYEMOro 1 CTaHAApPTHOrO PacTBOPOB B OGNACTM OT | FMOWEHUA MCNLITYEMOrO W CTaHAAPTHOrO
250 5o 300 HM AOMKHBI UMETb MakCUMyMbl Npu OAHUX U | pacTeopoB B obnactu oT 250 go 300 HM
TeX Xe ANUHaX BOSH. UMEIT MaKCUMyMbl MPU OAHUX U Tex xe
ANVHAX BOMH.
B3XX. Bpemsi yaepxusaHus OCHOBHOrO nvKa Ha Xpo- | BAXX Bpems yzepxuBaHua OCHOBHOrO nu-
Marorpamme UCNbITyeMOro pacTBopa AOMKHO COOTBET- | ka Ha XpOMarorpamme WCMbLITYEMOrO pac-
CTBOBaTbL BPEMEHM yAEPXMBAHMA NUKa KNONWAOrpena | TBOpa COOTBETCTBYET BPEMEHU YAepKuBa-
H& XpomaTorpamme CTaHAapTHOrO pacTBopa (pasjen | HUs nuka KMonuAorpena Ha Xpomarorpamme
«KonuyecteeHHoe onpegeneHne). CTaHjapTHoro pacteopa (pasgen «Konuue-
CTBEHHOE onpeAeneHue»).
3. | CPEOHAA MACCA e PO, O®C.1.4.2.0009.15.
OT 248,56 50 263,94 Mr (256,25 mr + 3,0 %). 261,46 mr (+2,0%)
4. | PACTBOPEHME F® PP, 0O®C.1.4.2.0014.15, (96%)
Y®-cnektpodoTomMeTpus. 96%
He meHee 80 % (Q) oT 3asBREHHOro KonuyecTea Knonu- 97%
porpena yepes 30 MuH. 97%
94%
96%
95%
5. | POOCTBEHHbIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,05%
npumeck C — He 6onee 1,5 %; 0,09%
€AVNHUYHas HeuAeHTUULMPOBaHHaA NnpuMech — He 6o- 0,05%
nee 0,2 %;
Cymma npumecen — He 6onee 2,5 %. 0,25%
6. | BOOA o PO, 09C.1.2.3.0002.15, meTon K. ®Duwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUONOIMMYECKAS | F® P®, O$C.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA OBuiee uncno aspolHbIX MUKPOOPraHN3MOB - He Gonee Menee 20 KOEB 1 1
10° KOE B 1 r (Mn);
ObLyee 4nMCNO APONOKEBLIX U MNECHEBLIX rPUGOB: He Menee 10 KOEB 1T
6onee 10° KOE B 1 r (Mn);
Escherichia coli: otcytcTeue 8 1 1 (Mn). He obHapyxeHo
8. | OOHOPOOHOCTb F® P®, 09C.1.4.2.0008.18, cnocob 1.
0O3UMPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BLINOMHSETCS,
TO AV < 15,0 % (n = 30), n ana 30/30 TaBneTok Konuye- AVi0=5,1%
CTBEHHOE CcoAepXaHWe KIonuAorpena AOMKHO Haxo-
AnTbCA B MHTepBane 0,75-M — 1,25-M.
9. | KOFIMMECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 74,16 mr
OMPEOENEHUE A0 105,0 % OT 3aABNEHHOrO KONWUYECTBa) B OAHOI Tab- (98,9%)
netke.
10. | YNAKOBKA lMpu npouseodcmee, gpacoexe u/unu ynakoeke Ha OO0 lpouseodcmeo, chacoeka u ynakoska Ha
«MAKU3-©APMA»: 000 «MAKU3-OAPMA»:
Mo 10 TabneTok B KOHTYpHylO sueiikoBylo ynakosky | Mo 10 TabneTok B KOHTYPHYIO S4eiiKoBYHO
(BrucTep) U3 NNeHKNU NOMMBUHUNXMOPUAHON U onbru | ynakosky (6nuctep) ua nnexku NBX/MBOX u
anioMUHUEBON WNN B KOHTYPHYIO SYEMKOBYIO yNakoBKy | chONbrv anioMUHWEBOIA.
(6nuctep) us nneHkn MBX/MBAX v chonbru anioMuHme-
BOWA.
Mo 3 unu 6 KOHTYPHBLIX SIYEKOBLIX ynakoBok (Gnucte- | Mo 3 KOHTYPHBIX S4EKOBbIX YnakoBoK (6nu-
poB) unu no 1 GaHke BMECTe C UHCTPyKUME No NpuMe- CTEpOB) BMECTe C MHCTPYKUMEN NO npume-
HEHUIO B NaYKy KapTOHHYIO. HEHUIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA lMepeuy4Has ynakoeka lNepeuyHas ynakoeka
Ha koHmypHoU syelikoeoii ynakoske (6nucmepe) Ha | Ha  koHmypHOU  siYelikogoll ynakoske
PyCCKOM si3bike yKa3bleatom. TOProBoe HaumeHosaHue | (6rucmepe) Ha pyCccKOM S3bIKe yKa3aHo:
npenapata ¢ npeaynpeAuWTENbHOW MapkupoBKoi ®, | TOproBoe HauMeHoBaHwe npenapata c
MEXAYHApOAHOE HenaTeHTOBaHHOe HaWMEHOBaHWe W | NpeAynpPeAWTEnbHOW — MapkupoBkOi — ®,
AO3MPOBKY (Ha PpyCCKOM ¥ aHIMWACKOM $i3blkax), | MeXAyHaposHoe HenaTeHToBaHHoe
NEeKapcTBEHHYI0 (OPMY, HaMMeHOBaHWE  TOBApHbIM | HaUMEHOBaHUE W 403MpOBKa (Ha pycckom u
3HaK _(laTWHWUei) JepXaTensi  perucTpauMoHHOrO | aHrnmuickom A3blKax),  NeKapcTBEeHHasi
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YAOCTOBEpPEHUs, HOMEp cepuu, AaTy npou3BOACTBA
(npu  chacoske Ha OO0 «MAKU3-®APMA» paty
NPOM3BOACTBA HE HAHOCAT), AaTy WUCTEYEHUS Cpoka
rOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHoii nayke Ha pycckoMm si3bike yKaablearom:
TOproeoe HaumeHoBaHue npenapara (o
npeAynpeauTensHON Mapkuposkoi ®, MexayHapogHoe
HenaTeHToBaHHOe HauMeHoBaHue, LLO3MPOBKY,
hapmakoTepaneBTMYeCkylo  rpynny, NeKapcTBEHHYH
dopMy u  KonMyecTBO Tabnetok B  ynakoske,
HauMmeHoBaHWe U coAepXaHue  JeiiCcTByloLlero
BellecTBa B OAHOW TabneTke, YCnoBWs XpaHeHWs,
npeaynpeautenbHele Hapnucu «CoaepXUT nakTosbl
MOHOrMApaTt», «XpaHuTb B HEAOCTYNHOM ANS AeTew
MecTey, «Mepea nNpUMEHeHNeM npenaparta
O3HaKOMbTECb ~ C  MNpunaraemoll  MHCTPYKUWER,
«MpuHUMaTL NO Ha3HaueHMIo Bpayax, yCroBus OTNyckKa,
cnocob NpUMeHeHus, Hajnucb «®» -
3aperucTpupoBaHHbIA  TOBapHbIA  3HaK», HOMep
CBMAeTenbCcTBa O perucTpauu TOBApHOro 3Haka,
Homep perucTpauuoHHoro YAOCTOBEPEHUS,
HaumeHoBaHue Aepxarens perncTpaunoHHoro
YAOCTOBEPEHWsi, €ro CTpaHy W TOBapHbIi 3HaK
(naTuHuue), HaumeHOBaHWE UM CTpaHy UpMbI-
npoussoautens (npu npoussogctee Ha OO0 «MAKWN3-
®APMA»  yka3blBaloT CTpaHy, rOpoA), LUTPUX-KOA,
HOMEp cepuu, AaTy Npous3BoACTBa (NPU MPOU3BOACTBE
Ha OO0 «MAKU3-®APMA» paTy npou3BOACTBA He
HAHOCAT), AaTy UCTEYEHUR CPOKA FOAHOCTY, LUTPUX-KOA,
B dopmare DataMatrix, rnobanbHbin
VAEHTUMUKALNOHHBIA HOMEP TOProBOW eAWHULBLI W
VHAVBUAYaNbHbIA CEPUNHbIA HOMEP TOProBOi eANHULbI.

HononnumensHo Ha emopuuHoll ynakoske (Ha nauke
KapmoHHOU) Ha aHanulickoM si3bIKe —yKa3blealom:
TOproBoe HauMMeHOBaHWe fiekapcTBEHHOro npenapara,
MeXAyHapoAHOEe HenaTeHTOBaHHOE HauWMeHOBaHue,
LO3NPOBKY, NEKapCTBEHHYIO OPMY U KONUYECTBO
TabneTok B ynakoske, HaANUCh «Antiaggreganty.

dopma, HaumeHOBaHWE  TOBApHbIA 3HaK
(naTuHuuei) aepxaTens perucTpaLyoHHOro
YAOCTOBEPEHUA, HOMEp cepuu, paTa
UCTEYEHUs CpoKa rofHOCTH.

BmopuyHasi ynakoeka

Ha kapmorHoOU nayke Ha pycckom s3bike
yKasaHo: TOproeoe HanmeHoBaHue
npenapara e npeaynpesuTenbHOMN
MapKUpOBKOW ®, MeXAyHapoaHoe
HenaTeHToBaHHoe HaumeHoBaHue,
AO3UpOBKa, thapmakoTepanesTuyeckas
rpynna, nexkapcTBeHHas dopma ]
konnyectBo  Tabnetok B ynakoBke,
HauMeHoBaHue n coaepxaHue
AENCTBYIOLEro  BelecTBa B  OAHOIA
TabneTke, ycnoBust XpaHeHus,
npeaynpeautensHele Hagnucu «Copepxut
NakTo3bl  MoHormapart»,  «XpaHuTb B
HEeAOCTYNHOM AnA peten mectex, «Mepep
NPUMEHEHWEM npenaparta O3HaKOMbTECh C
npunaraeMon WHCTpykumein», «MpuHumaTh
No Ha3Ha4YeHWio Bpaya», yCrnoBUA OTMycKa,
cnoco6 npumeHeHus, Hapnuch «®» -
3aperncTpupoBaHHbI  TOBAaPHbLIA  3HaKY,
HOMEp CBMAETENbCTBA O perucrpaumm
TOBAPHOro 3Haka, HOMep PerncTpPaunoHHOro
YAOCTOBEPEHUS, HAMMEHOBAHWE AepxaTens
PerucTpauvoHHOro  yAOCTOBEpPEHUs, ero
CTpaHa U TOBapHbIN 3HaK (NaTUHULEN),
HaumeHOBaHWe, CTpaHa U ropos UPMbI-
NPOU3BOAMUTENS, LUTPUX-KOA, HOMEP Cepui,
AaTa UCTEYEeHUs cpoka FOAHOCTH, LUTPUX-
ko B cpopmate DataMatrix, rno6anbHblii
UAEHTU(UKALMOHHBIE  HOMEP  TOProBOWA
€AUHULBI W WHAWMBUAYANbHbI CEPUHBIN
HOMEp TOProBoOW €4NHULbI.
HononHumeneHo Ha emopuyHoii ynakoske
(Ha nayke KapmoHHOU) Ha aHenulickom
53blKe yKa3aHO: TOProBOE HauMeHOBaHue
neKapCTBEHHOro npenapara,
MeXayHapogHoe HenaTeHToBaHHoOe
HaumeHoBaHuWe, 403MpoBKa, NekapcTBEHHas
hopma 1 KonuyecTso TabneTok B ynakoske,
Hagnuck «Antiaggregant».

12. | CPOK'OOQHOCTH

2ropa

CootseTcTByeT

- 3aknioyeHue:

/Haqaanm( OKK:

Harta Bbinycka OKK: «07» aBrycTta 2024 r.

CooteetcTeyeTt TpeGoBaHusim JIM-006376-290720, nam. Ne1, 2, 3




