MACMNOPT Ne 82/24 HE-006/I308
cTp.1u3 2
OTAOEN KOHTPONNA KAYECTBA
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MAKWU3DAPMA
:Qg#fg fTBAA:‘HME Mnarpun® TabneTku, NOKPbITbIe NIIEHOYHOW 060NOYKOW, 75 Mr
Aencucnestihtpossy, |- Do MER GERHM: PL1070234
oM 6, " | DATA NPOU3BOACTBA: 21.02.2024
ggx::z 2’ rOAEH O0: 28.02.2026
cTpoeHme 8 OBbEM CEPUK: 9 918 ynak. Ne30
Ten: @o5) s81-0088 | POVSBELAEHO: 000 «MAKWU3-®APMA»
AHAJTU3 NO: JIMN-006376-290720, uam. Ne1, 2, 3
XPAHEHMUE: MNpu Temnepartype He Bbiwe 25 °C.
Ne HANMOHERSHAE Tpe6oBaHust H Pe3ynbTaTbl aHanusa
n/n nokasarens
1 ONMUCAHUE Kpyrnble aBosikoBbinyknble TabneTku ¢ ¢gackom, nokpbl- | Kpyrnble ABOsikOBLINYKble TabneTku ¢ dac-
Tble NNEeHOYHON 060N0YKOM PO3OBOrO LBETA. KOW, NOKPbITbIE NNEHOYHON 06O0NOYKOW Po-
30BOrO UBeTa.
2. | NOANUHHOCTb Y®-cnekrpochotoMmeTpusi. YP-cnektpbl nornoweHus | Y®-cnekrpodotomeTpus. Yd-cnekTpel no-
UCMbITYEMOrO M CTaHAAPTHOrO PacTBOPOB B 06NacTu OT | FMOWEHUS MUCNLITYEMOrO W CTaHAapTHOro
250 po 300 HM AOMKHBI UMETb MAKCUMYMbl NPU OAHUX U | pacTBopoB B obnactn oT 250 go 300 Hm
Tex Xe ANNHax BOSH. MMEIOT MaKCUMyMbl NpU OAHUX U TeX Xe
ANUHAX BOMH.
B3XX. Bpemsa yaepxuBaHus OCHOBHOro nuka Ha xpo- | BIXKX Bpems yaepxusaHus OCHOBHOTO Mu-
martorpaMme WCnbITYeMOro pacteopa AOMKHO COOTBET- | ka Ha XpoMaTorpamMe WCMbITYeMOoro pac-
CTBOBaTb BPEMEHW YyAEepXMBaHWS NuKka Knonuaorpena | TBOpa COOTBETCTBYET BPEMEHU YAEpXuBa-
Ha Xpomartorpamme CTaHAapTHOrO pacTeopa (pasaen | HUA nNuka KNonuAorpena Ha Xxpomartorpamme
«KonuuecTtseHHoe onpeaeneHue). CTaHpapTHoro pacreopa (pasaen «Konuue-
CTBEHHOE onpejenexHne).
3. | CPEOQHAA MACCA e PO, 09C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 mr + 3,0 %). 258,81 mr (+1,0%)
4. | PACTBOPEHUE e Po, 09C.1.4.2.0014.15, (99%)
Y®-cnekrpocdoTomeTpuUs. 101%
He meHnee 80 % (Q) oT 3asBNEHHOrO KONMYECTBA Konu- 96%
porpena yepe3s 30 MUH. 101%
96%
96%
101%
5. | POOCTBEHHbIE B3XX.
NPUMECHU Mpumeck A — He Bonee 1,2 %); 0,01%
npumeck C — He 6onee 1,5 %,; 0,13%
eINHNYHas HeuaeHTUUUMpPOBaHHAA NpPUMECh — He 6o- 0,05%
nee 0,2 %);
cymMma npumecei — He 6onee 2,5 %. 0,32%
6. | BOOA e PO, 09C.1.2.3.0002.15, meToa K. ®uwepa.
He 6onee 7,0 %. 0,9%
7. | MUKPOBUONOIMMMYECKAA | F'd P®, OPC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA Obuee uncno aapobHbIX MUKPOOPraHU3MOB - He Gonee Menee 20 KOE B 1T
10° KOE B 1 1 (Mn);
Oblee 4nMCno ApOMOKEBLIX U NNecHeBbiX rpuboB: He Menee 10 KOE B 11
Gonee 10° KOE B 1 1 (Mn);
Escherichia coli: orcytctBue B 1 1 (Mn). He obHapyxeHo
8. | OOHOPOOHOCTb e PO, 09C.1.4.2.0008.18, cnocob 1.
NO3UPOBAHMUA AV = 15,0 % (n = 10), ecnu ycnosue He BbINONHAETCS,
T0 AV £ 15,0 % (n = 30), n ansa 30/30 TabneTok konuye- AVio=4,9%
CTBEHHOE COAEpXaHWe Knonuaorpena AOMKHO Haxo-
AuTbCA B MHTepsane 0,75-M — 1,25-M.
9. | KOFIMNMECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonuaorpena (ot 95,0 % 72,62 mr
ONPEQENEHUE A0 105,0 % OT 3asBNEHHOro KONMYecTsa) B 0A4HOM Tab- (96,8%)
neTke.
10. | YNNAKOBKA lpu npouseodcmee, ghacoske u/unu ynakoeke Ha OO0 | lMpouseodcmeo, ¢pacoeka u yrnakoska Ha
«MAKUN3-@APMA»: 000 «MAKUN3-OAPMA»:
Mo 10 TabneTtok B KOHTYpHYylO sYeiikoBylo ynakoBky | Mo 10 TabneTok B KOHTYPHYK AYEMKOBYIO
(6nmcTep) M3 NNEHKU NONMUBUHUNXITOPUAHOW W cbonbru | ynakoeky (6nuctep) us nnexku MBX/MBOX un
anioMUHNEBOW WM B KOHTYPHYIO AYENKOBYKO ynakoBKy | (DOnbru antoMUHUEBOMN.
(6nuctep) us nneHku NBX/NBOX n cdonbru aniomuHue-
BOW.
Mo 3 wnn 6 KOHTYPHbIX SYENKOBbLIX ynakoBok (6nucTte- | Mo 3 KOHTYPHBIX AYENKOBLIX ynakosok (65u-
poB) unn no 1 6aHke BMeCTe C UHCTPYKLUME No Npume- | CTEPOB) BMECTE C MHCTPYKUMEHR no npume-
HEHMIO B NaYKy KAPTOHHYIO. HEHUIO B NaYKy KapTOHHYIO.
11. | MAPKUPOBKA lNepeuyHas ynakoeka lMepsuyHas ynakoeka
Ha kowmypHoli svelikosoll ynakoske (6rnucmepe) Ha | Ha  koHmypHol  si4eliKoeol  yrnaKoeke
PYCCKOM 53bIKe yKa3blgalom: TOpProBoe HaumeHoBaHue | (6riucmepe) Ha PyCCKOM $3biKe yKa3aHo:
npenapata C npeaynpeauTenbHO MapkupoBko ®, | TOproBoe HaWMeHoBaHWe npenapata C
MEeX/yHapOAHOE HenaTeHTOBaHHOE HAUMEHOBAHWE W | NPeAynpeAwuTEnbHOW  Mapkuposkoir  ®,
DO3MPOBKY (Ha PpYcCKOM W  aHIIWACKOM A3blKax), | MexayHapoaHoe HenaTeHToBaHHOe
neKkapcTBEHHYl0 (hOopMy, HauMeHOBaHWE  TOBapHbIi | HauMeHOBaHWE U A03MPOBKA (Ha PYCCKOM W
3HaK  (NaTMHWUEW) AepxXaTens  pericTpauvoHHOro | aHrMWIACKOM  sA3blkax), NlekapcTBeHHas
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yAOCTOBEpPEHUs, HOMep cepuu, JaTy NPOM3BOACTBA
(npu  dhacoske Ha OO0 «MAKUI-OAPMA» party
NPOU3BOACTBA HE HAHOCAT), AaTy WCTEYEHWSs Cpoka
rOAHOCTH.

BmopuyHasi ynakoeka

Ha kapmoHHOU nayke Ha PYCCKOM $i3bIKe yKa3bigalom:
TOoproeoe HauMeHoBaHwue npenapara c
npeaAynpeauTensHOW MapkupoBKoi ®, mexayHapoaHoe
HenaTeHToBaHHoe HaumeHoBaHue, A O3NPOBKY,
dapmakoTepaneBTUYECKyi0  Tpynny, NeKapCTBEHHYID
dopmy wu  konuuecTBO Tabnetok B ynakoBke,
HauMeHOBaHWEe U COAEepXaHue  AenCTBYIOLEro
BellecTBa B OAHOW TabneTke, YCNoBUA XpaHeHus,
npeaynpeautenHole Hagnucu «CoaepXuT nakTosbl
MOHOrMApaT», «XpaHuTb B HEAOCTYNHOM AnNA AeTew
MecTe», «Mepep, npUMeHeHnem npenapata
O3HaKOMbTECb ~ C  Npunaraemoit  WHCTPYKUUEWN»,
«MpuHUMaTL NO Ha3Ha4YeHMio Bpa4a», yCnoBuUs OTNycKa,
cnocob NpUMEHeHUS, Haanucb «®» -
3aperucTpupoBaHHbIi  TOBapHbIl  3Hak»,  HOMep
CBMAETeNbCTBA O perucTpauunm TOBApHOrO 3Haka,
Homep perncTpaymoHHoro YAOCTOBEpPEHUS,
HaumeHoBaHue Aepxarens perucTpaunoHHoro
YAOCTOBEpPEHUA, €ero CTpaHy W TOBapHbI 3HaK
(naTuHuuen), HaumeHoBaHMe W CTpaHy UPMbI-
npoussoautens (npu npoussogctee Ha OO0 «MAKU3-
®APMA» ykasbiBalOT CTpaHy, ropoa), LUTPUX-KOA,
HOMEp cepuu, AaTy NPOU3BOACTBA (MPU NPOU3BOACTBE
Ha OO0 «MAKU3-GAPMA» paTy npou3BOACTBA He
HaHOCAT), AaTy UCTEYEHUA CPOKa rOAHOCTU, LUTPUX-KOZ,
B cdopmare DataMatrix, rno6anbHbii
MAEHTUMDUKALUOHHBIN HOMEP TOProBON eAUHULbLI 1
MHAVBUAYaNbHbIA CEPUNAHBIA HOMEP TOProBOW €ANHULbI.

HononHumenbHO Ha 8MOpPuUYHOU ynakoeke (Ha nauyke
KapmoHHOU) Ha aHenulCKOM S3blke yKa3blearom:
TOProBoe HaMMeHOBaHWE NeKapCTBEHHOro npenapara,
MeXAYHapOAHOE HenaTeHTOBAHHOE HauMEeHOBaHue,
O3NPOBKY, NEKapCTBEHHYI OpPMYy W KONUYECTBO
TabneTtok B ynakoBeke, Hagnuch «Antiaggregant».

cdopma, HauMeHOBaHWE  TOBapHblA 3HaK
(naTuHUUen) aepxaTens perucTpauuoHHOro
YAOCTOBEPEHUsi, HOMep cepuu, parta
MCTEYEHNs CPOKa FOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU navyke Ha pycCKOM si3blke
yKa3aHo: TOprosoe HaumeHoBaHue
npenapara c npeaynpeauTensHo
MapKUpOBKOM ®, MeXAyHapoaHoe
HenaTeHTOBaHHOe HauMeHOoBaHue,
LO3MPOBKa, apmakoTepaneBTU4eCKas
rpynna, nexkapcTBeHHas ctopma n
konuyectso  Tabnetok B ynakoBke,

HauMeHoBaHue ] copepxaHue
AeNCTBylOWEro  BewlectBa B OAHOW
TabneTke, ycnosus XpaHEeHUs,

npeaynpeautensHble Haanucn «CoaepxuT
nakTo3bl  MoHoruapart», «XpaHuTb B
HefoCTYyNnHOM AnA AeTen Mmectey, «[lepep
NPUMEHEHUeM npenapaTta O03HaKOMbTECb C
npunaraemon WHCTpykuuen», «MpuHumaTtb
no Ha3Ha4YeHuWio Bpayay, YCNOBUS OTNycKa,
cnocob npumeHeHus, Hagnuce «®» -
3aperucTpupoBaHHbIi  TOBApHbIA  3HAKY,
HOMEp CBUAETENLCTBA O perucTpauyumn
TOBapHOro 3Haka, HOMep perncTpPauuoHHOro
YAOCTOBEpPEHUsi, HAaUMEHOBaHWE AepxaTens
PerucTpauuoHHOro  yAOCTOBEPEHUS, €ero
cTpaHa W TOBapHbI 3HaK (nNaTuHuuen),
HauMeHoBaHWe, CTpaHa W ropoA UpMbI-
NpOU3BOAUTENS, LUTPUX-KOA, HOMEP cepuu,
fiaTa UCTeYEeHUs CpoKa rOAHOCTU, LUTPUX-
koa B hopmate DataMatrix, rno6anbHbin
WAEHTU(PUKALUOHHBIA  HOMEpP  TOProBoOM
€AVHALULI W WHAUBUAYaNbHbIA CEPUAHBIN
HOMEP TOProBoOW eANHULbI.

HononHumenbHO Ha 8MOpPUYHOU yrnakoeke
(Ha na4yke KapmoOHHOU) Ha aHa/ulicCKOM
A3bIKe yKa3aHO: TOProBoe HaWMeHOoBaHWe
neKapCcTBEHHOro npenapara,
MeXayHapoaHoe HenaTeHToBaHHOe
HauMeHoBaHWe, 403MPOBKa, NekapcTBEHHas
cdopma n konu4ecTso TabneTok B ynakoske,
Hagnucb «Antiaggregant».

HavyanbHuk OKK:

Data Bbinycka OKK: «19» mapta 2024 .

12. | CPOKIrOgHOCTHU 2ropa CootBeTcTBYET
3akniouyeHue: CoorTBeTcTBYeT Tpelﬁo;@;“ ™M -006376-290720,/"3M. Net, 2, 3
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