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OTAEN KOHTPONA KAYECTBA
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MAKMADARTS HAUMEHOBAHME ; By
MPEMNAPATA: Mnarpun® TabneTkun, NOKPbITbie NIEHOYHON 06ONOUYKOM, 75 Mr
,10‘0902%; Mockea HOMEP CEPUN: PL1351024
BTOMOOWUINbHbBIW NpOe3a,
aom , PO | DATATIPOW3BOACTBA: | 10.10.2024
ggz::z g, rOQEH O0: 30.09.2026
CTpoeHue 8 OBbEM CEPUN: 9 961 ynak. Ne30
Ton. (495) s81-0085 | -IPOUSBEAEHO: 000 «MAKN3-®APMA»
AHANU3 NO: JIM-006376-290720, uam. Ne1, 2, 3
XPAHEHWUE: MNpu TemnepaTtype He Bbiwe 25 °C.
Ne HaumeHoBaHue
- ma— Tpeb6oBaHusa HOQ Pe3ynbTatbl aHanusa
1. | ONUCAHUE Kpyrnble aBosikoBbinyknble TabneTku ¢ cackoil, Nokpbl- | Kpyrnble ABOSIKOBLINYKSbIE TabneTku ¢ gac-
Tble NNEeHOYHOM 060NoYKOM PO30BOro UBETA. KOW, MOKPbITbIE NNEHOYHON 06ONOoYKON po-
30BOroO UBeTa.
2. | NOOANTIMHHOCTb Y®-cnekrpodoTomeTpus. YO-cnektpel nornoweHuns | Y®-cnekrpocdotoMeTpus. YO-cnekTpsl no-
UCMbITYEMOrO 1N CTaHAAPTHOTO PacTBOPOB B 06NacTW OT | rMOLWIEHUS MUCMbITYEMOro W CTaHA4apTHOro
250 no 300 HM AOMKHBI UMETb MaKCUMYMbI NPU OAHUX U | pacTBOpoB B obnactu ot 250 go 300 HM
TeX e ANIMHAX BOSH. VUMEIOT MakCUMyMbl NpU OAHUX U Tex Xe
ANVHAX BOSH.
BIXX. Bpemsa yaepxuBaHus OCHOBHOrO nuka Ha xpo- | BAXKX Bpems yaepXuBaHUA OCHOBHOrO nu-
MaTorpaMme WCMbITYEMOro pacTBopa AOMMKHO COOTBET- | K& Ha XpoMmaTorpaMMme WUCMbITYyemoro pac-
CTBOBaTb BPEMEHM YAEPXWBAHWUS MKa KNOMUAOrpena | TBOpa COOTBETCTBYET BPEMEHU YAEpPXKuBa-
Ha XxpomartorpamMme CTaHAapTHOrO pacTBopa (pasgen | HUA Nuka KNONMAOrpena Ha xpomarorpamme
«KonuuecTtBeHHOe onpegenexue). cTaHgapTHoro pacteopa (pasagen «Konuue-
CTBEHHOE OMNpeAeneHue).
3. | CPEOHAA MACCA e P®, 09C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 mr + 3,0 %). 257,77 mr (+0,6%)
4. | PACTBOPEHMUE e PO, 09C.1.4.2.0014.15, (100%)
Y®-cnekTpocoTomMeTpuUs. 101%
He meHee 80 % (Q) oT 3aABNEHHOro KONU4ecTsa Knonu- 99%
porpena yepes 30 MuH. 100%
100%
100%
101%
5. | POOCTBEHHbIE B3XX.
NMPUMECHU Mpumeck A — He Gonee 1,2 %); 0,05%
npumeck C — He Gonee 1,5 %; 0,38%
€AVHUYHAsA HeUAeHTUPULMPOBAHHAA NpUMecb — He 6o- 0,04%
nee 0,2 %;
cymma npumeceit — He 6onee 2,5 %. 0,51%
6. | BOOA e PO, 09C.1.2.3.0002.15, meTtop K. duwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUOJNIOMTMYECKASA | Md PP, OPC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA ObLee yncno aspobHbLIX MUKPOOPraHU3MoB - He Bonee 100KOEB 1T

10° KOE B 1 r (Mn);
ObLiee 4uMcno ApPOXOKEBbIX U NNECHEBbIX rpubOB: He
6onee 10° KOE B 1 r (Mn);

MeHee 10 KOEB 1T

Escherichia coli: orcytctaue B 1 1 (mn). He oBHapyxeHo

8. | OOHOPOOHOCTb e P®, 09C.1.4.2.0008.18, cnocob6 1.

NO3UNPOBAHUA AV < 15,0 % (n = 10), ecnu ycnosme He BbINOMHAETCS,

To AV £ 15,0 % (n = 30), n ana 30/30 TabneTok konuue- AVi0=4,0%
CTBEHHOE COAEepXaHue knonuporpena AOMKHO Haxo-
AuTbes B mHTepsane 0,75-M — 1,25-M.

9. | KONIMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 76,29 mr

ONPEQENEHUE A0 105,0 % oT 3asaBnNEHHOro Konu4yecTea) B OAHOWK Tab- (101,7%)

netke.

10. | YNAKOBKA lpu npoussodcmee, gacoske u/unu ynakoeke Ha OO0 | [poussodcmeo, c¢hacoeka U yrnakoeka Ha
«MAKU3-QAPMA»: 000 «MAKU3-QAPMA»:
Mo 10 Tabrnetok B KOHTYpHYyK sueiikoBylo ynakoBky | Mo 10 TaBneTok B KOHTYPHYK SYENKOBYIO
(6rincTep) M3 NNEHKN NONUBUHUNXNOPUAHOW U chonbru | ynakosky (6nuctep) ua nnexkn NBX/MBOX n
anioMUHUEBON UM B KOHTYPHYIO SYEWKOBYIO YNakoBKy | hOnbrut antoMUHUEBOIA.
(6nuctep) ns nnexku NBX/MBAX u donbru anomuHue-
BOW.
Mo 3 unn 6 KOHTYPHbIX AYeikoBbIX ynakoBok (6nucte- | Mo 3 KOHTYpHbIX AYEWKOBbLIX YnakoBok (6nu-
poB) unu no 1 6aHke BMECTe C UHCTPYKLMEN NO NMpUMe- | CTEPOB) BMECTE C WHCTPYKUWEW No npume-
HEHMIO B NaYKy KapTOHHYIO. HEHMIO B NayKy KaPTOHHYIO.

11. | MAPKUPOBKA lMepeuyHas ynakoeka MepeuyHas ynakoeka

Ha koHmypHoll s4elikosol yrnakoske (6rnucmepe) Ha
PYCCKOM 5i3bIK€ yKa3blgartom. TOProsoe HauMeHoBaHue
npenapata C npeaynpeauTenbHOW MapkupoBkon ®,
MEXAYHapOAHOE HenaTeHTOBAaHHOE HaWMEeHOBaHWE W
AO3MPOBKY (Ha PYyCCKOM UM  aQHIMUIACKOM A3blKax),
neKkapcTBeHHyl0 (hopMy, HaWMeHOBaHME  TOBapHbIN
3HaK _ (naTuHuuew) Aepxatens  perucTpauuoHHOro

Ha koHmypHoU  siyelikoeoll  ynakoeke
(6nucmepe) Ha PYCcCKOM $3blKe yKa3aHo:
TOProBOe HauMeHOBaHWe npenapata ¢
npeaynpeauTenbHON  Mapkuposkon — ®,
MeXAYHapoAHoe HenaTeHToBaHHOe
HauMeHOoBaHWe U1 J03MpOBKa (Ha PyCCKOM W
aHrUACKOM A3blkax), nekapcTeeHHas
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YAOCTOBEPEHUs,, HOMEp Ccepuu, AaTy npouU3BOACTBA
(npun  dacoske Ha OO0 «MAKU3-®APMA» paty
NpPOM3BOACTBA HE HAHOCAT), AaTy MCTEYEHUs Ccpoka
TOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha pyCCKOM si3blKe yKa3blearom:
TOproeoe HauMeHoBaHue npenapara c
npeaynpeAuTENbHOW MapkupoBkon ®, MexayHapoaHoe
HenaTeHTOBaHHOE HauMeHoBaHue, [,03MPOBKY,
dapmakoTepaneBTUYECKyl0 Tpynny, NeKapCTBEHHYIO
dopmy u konuyecTBO Tabnetok B ynakoBKe,
HanMeHOBaHWe W  COAEpXaHue  [eiCTByioLlero
Bewectsa B OAHON TabneTke, YCNOBUS XpPaHEHUs,
npeaynpeauTensHble Hagnucu «CoAepXWUT nakTo3bl
MOHOTUAPAT», «XpaHUTb B HEAOCTYMHOM AnNs AeTeW
MecTey, «Mepep NpUMEHEHNEM npenaparta
O3HaKoMbTeCb  C npunaraemomn VHCTPYKLUEn»,
«MpuHUMaTL NO Ha3Ha4YeHMIo Bpayay, yCnoBua OTnycka,
cnocob NPUMEHeHUs, Hagnuch «®» -
3aperncTpMpoBaHHbIi  TOBapPHbIA  3HAKY, HOMep
CBMAETEeNbCTBA O pPerucTpauun TOBAPHOrO 3Haka,
Homep perncTpaumoHHoro YAOCTOBEPEHUSA,
HaumeHoBaHue Aepxarens perucTpauuoHHOro
YAOCTOBEPEHUs,, €ero CTpaHy W TOBapHbIA 3HaK
(natuHuuen), HauMeHoBaHMe U CTpaHy UPMbI-
npoussoautens (npu npoussoactee Ha OO0 «MAKN3-
OAPMA» ykasblBalOT CTpaHy, ropog), LUTPUX-KOA,
HOMEp cepuu, AaTy Npou3BOACTBa (MPW NPOU3BOACTBE
Ha OO0 «MAKU3-®APMA» paTy npousBOACTBA He
HaHOCAT), AaTy UCTEYEHUS CPOKa FOAHOCTHU, LUTPUX-KOA
B dopmarte DataMatrix, rno6anbHblit
WAEHTU(PUKALUMOHHBIA HOMEpP TOProBOW E€AUHWLbLI U
VHAWBWAYaNbHbIA CEPUNAHBIA HOMEP TOProBOW €ANHULbI.

HononHumensHo Ha 8MOpuYHOU ynakoeke (Ha nayke
KapmoHHOU) Ha aHenuliCKOM £3blKe yKa3blgarom:
TOProBOE HaMMeHOBaHWEe NeKapCTBEHHOro npenapata,
MEXAyHapoAHOEe HenaTeHTOBaHHOE HauWMeHOBaHue,
AO3NPOBKY, NeKapCTBEHHYIO OPMYy M KONMUYEeCTBO
TabneTok B ynakoBke, Haanucb «Antiaggregant».

dopma, HauMeHOBaHWe TOBApHbI 3HaK
(naTuHULEeR) AepxaTensi perucTpauuoHHOro
YAOCTOBEPEHMA, HOMEpP cepuMu, jara
MCTEYEHUSA CPOKa rOL4HOCTH.

BmopuyHas ynakoska

Ha kapmoHHOU nayke Ha PyCCKOM S3blKe
yKasaHo: TOprosoe HanmeHoBaHue
npenapara c npeAynpeauTenbHOM
MapKUpPOBKOA ®, MeXayHapoaHoe
HenaTeHToBaHHOe HaumeHoBaHue,
[,03UpOBKa, hapmakoTepaneBTUyeckas
rpynna, nekapcTBeHHas thopma n
KonuyectBo  TabneTok B ynakoBKe,
HaumeHoBaHue " coaepxaHue
AeNCTBylOLero  Belectsa B OAHOW
Tabnetke, ycnosus XpaHeHus,
npeaynpeautensHble Hagnucu «Copepxut
nakTo3bl  MoHOrmapaTt», «XpaHuTb B
HEAOCTYMHOM ANsi AeTeilt mecTer, «llepej
npUMeHeHWeM npenaparta O3HaKOMbTECb C
npunaraemon WHCTpyKuuewny, «MpuHumaTb
No Ha3Ha4yeHulo Bpaya», YCNoBUS OTnycka,
cnoco6 npuMeHeHusi, Haanucb «®» -
3aperucTpupoBaHHbIA  TOBaPHBIN  3HaK»,
HOMEp CBMAETENbCTBA O perucTpauuu
TOBapPHOro 3Haka, HOMep perucTpaumoHHOro
YAOCTOBEPEHUS, HAUMEHOBaHWE AepxaTens
PerncTpaunMoHHOro  YAOCTOBEPEHUS, €ro
CTpaHa W TOBapHbIA 3HaK (naTuHuuen),
HaumeHoBaHWe, CTpaHa W ropog upmbil-
NPON3BOAUTENS, LUTPUX-KOA, HOMEP CEepuu,
faTa WUCTEYEHUsi CPOKa FOAHOCTM, LUTPUX-
kos B d¢opmate DataMatrix, rno6anbHbii
MAEHTUNKALNOHHBIA  HOMEP  TOProBOWA
€AVNHULBI U UHAMBUAYaNbHBLI CEePUNAHbLIA
HOMEp TOProBOW eANHULbI.
HononHumenbHO Ha 8MOpPUYHOU ynakoeke
(Ha nayke KapmoHHOU) Ha aHanulickom
A3bIKE yKa3aHO: TOProBOe HauMeHOBaHue
NleKapCTBEHHOrO npenapara,
MeXAyHapoAHoe HenaTeHTOBaHHOe
HauMeHoBaHWe, 403UPOBKA, NNeKapCTBEHHAsA
dopma 1 konuuecTso TabneTok B ynakoBke,
Haanuck «Antiaggregant».

12. | CPOK TO4HOCTH

2 roaa

CootsetcTByeT

3aknouyeHue:

/—Iaqanbum( OKK:

Oata Bbinycka OKK: «07» Hos6psa 2024 .

CootBeTtcTByeT TpeboBaHusm J1M-006376-290720, uam. Ne1, 2, 3

Bonkosa O.B.




