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cTp. 1 U3 2
ﬁ?ﬁ OTAEN KOHTPONA KAYECTBA
JlnueHsus Ne J1012-00102-77/00010585
MAKWU3DAPMA
H:‘g# E;I A?TBAéH"E Mnarpun® TabneTku, NOKPbITbIE NIEHOYHOW 06ONOYKON, 75 Mr
2\?:02%6 r‘r']V'OCK,Ba HOMEP CEPUMU: PL1331024
b e IPOSA T ATA MPOVBBOACTBA: | 09.10.2024
cTpoeHme 4, FOAEH AO: 30.09.2026
CTpoeHue 6,
cTpoeHme 8 OBBEM CEPUMN: 9 851 ynak. Ne30
Ten: es) ss1-0085 | IPOUSBEMEHO: 000 «MAKWU3-®APMA»
_ AHAIU3 NO: J1MN-006376-290720, uam. Ne1, 2, 3
XPAHEHME: MNpu TemnepaTtype He Bbiwe 25 °C.
H HaWMEHOBAHWS: Tpe6oBanua H[ PesynbTathl aHanusa
n/n nokasarensi P y
1. | ONUCAHUE Kpyrnble aBosikoBbINyknble TabneTkn ¢ ackoil, Nokpbl- | Kpyrnble 4BOSKOBLINYKNbIE TabneTku ¢ dac-
Tble NNeHOoYHo 060noYKol PO30BOro LBeTa. KOW, NOKPbITbIE NNEHOYHOW 0BOoMouYKon po-
30BOro LBETA.
2. | NOOANMMHHOCTb Y®-cnektpocdotoMeTpusi. Yd-cnekTpbl nornoijeHus | Y®-cnekrpogotometpus. Yd-cnekTpsl no-
MCNbITYEMOro U CTaHAAPTHOrO PacTBOPOB B 06NacTu OT | FMOLYEHUS] WUCMBITYEMOTO W CTaHAAPTHOro
250 a0 300 HM AOMKHBI UMETb MaKCUMyMbl NPU OAHUX W | pacTBopoB B obnactn ot 250 ao 300 HM
TeX e ANUHAaX BOMH. UMEIOT MaKCUMyMbl NMPU OAHUX U TeEX Xe
ANWHAX BOJSH.
B3XX. Bpems yaepxuBaHUs OCHOBHOTO NUKa Ha xpo- | BAXKX Bpems yaepuBaHWA OCHOBHOMO Mu-
mMartorpaMme WUCNbITYEMOro pacTBopa AOMMKHO COOTBET- | ka Ha XpomaTorpamMme WCNbLITYEMOro pac-
CTBOBaTb BPEMEHU YAEPXWBaHWA NUKa Knonuaorpena | TBOpa COOTBETCTBYET BPEMEHW yAepXKuBa-
Ha Xpomatorpamme CTaHAapTHOrO pacTBopa (pasfen | HUA nuka KNoNuAOrpena Ha xpomarorpamme
«KonuyecTtseHHOe onpejeneHue). CcTaHAapTHOro pacresopa (pasgen «Konudye-
CTBEHHOE onpeaenexHne).
3. | CPEOHAA MACCA e P®, 09C.1.4.2.0009.15.
Ot 248,56 0 263,94 Mr (256,25 mr £ 3,0 %). 257,07 mr (+0,3%)
4. | PACTBOPEHMUE e P®, 09C.1.4.2.0014.15, (99%)
Y®-cnektpodoToMeTpUs. 99%
He menee 80 % (Q) OT 3asBNEHHOro KONMYECTBa KNonu- 95%
Aorpena yepes 30 MUH. 100%
99%
100%
101%
5. | POOCTBEHHbIE B3XX.
NMPUMECHU Mpumeck A — He 6onee 1,2 %; 0,07%
npumeck C — He Gonee 1,5 %; 0,38%
€AAUHNYHas HenaeHTMMULMpOBaHHasA NpUMech — He 60o- 0,02%
nee 0,2 %;
cymma npumecen — He 6onee 2,5 %. 0,54%
6. | BOOA re P®, 0®C.1.2.3.0002.15, metop K. ®uwepa.
He Gonee 7,0 %. 1,4%
7. | MUKPOBUOJTIOMMYECKAA | NP P®, OPC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA O6bujee uncno aspobHbIX MUKPOOPraHU3mMoB - He Gonee Menee 20 KOEB 11
10° KOE B 1 r (Mn);
ObLiee 4Mcno APOXOKEBbLIX U NNECHEBbIX rpubos: He Menee 10 KOEB 11
6onee 10° KOE B 1 1 (Mn);
Escherichia coli: orcytctBue B 1 1 (mn). He obHapyxeHo
8. | OAHOPOOHOCTbL e PO, 09C.1.4.2.0008.18, cnocob 1.
NO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnosue He BbINOMTHAETCS,
To AV < 15,0 % (n = 30), n ansa 30/30 TabneTok Konuye- AVio=3,5%
CTBEHHOE COAEepXaHWe krnonuaorpena AOMKHO Haxo-
AuTbesa B uHTepsane 0,75-M — 1,25-M.
9. | KONIMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 76,10 mr
ONPEOENEHUE A0 105,0 % ot 3asBNeHHOro konmyecTea) B O4HO Tab- (101,5%)
netke.
10. | YNAKOBKA lpu npouseodcmee, ghacoske u/unu ynakoske Ha OO0 | Mpousgodcmeo, ¢pacoeka U ynakoeka Ha
«MAKUN3-@APMA»: 000 «MAKU3-OAPMA»:
Mo 10 TabneTtok B KOHTYpHYK sA4YeiikoBylo ynakoBky | Mo 10 TaBneTok B KOHTYPHYIO AYEKOBYIO
(Bructep) U3 nNeHKM NONUBUHUNXNOPUAHOW W honbru | ynakosky (6nuctep) us nnexkn NBX/MNBOX u
anloMUHNEBOW UM B KOHTYPHYIO SYEKOBYIO ynakoBKy | (honbru antoMuHUEBON.
(6niuctep) ua nneHkn MBX/NBOX n cdonbru anioMuHmne-
BOWA.
Mo 3 nnn 6 KOHTYpHbIX AYENKOBbLIX ynakoBok (6nucTe- | Mo 3 KOHTYPHbIX SYENKOBLIX ynakoBok (6nu-
poB) unu no 1 6aHke BMECTE C MHCTPYKUMEA NO NpUMe- | CTEpPOB) BMECTEe C WHCTPYKUMENR no npume-
HEHUIO B NayKy KapTOHHYIO. HEHMIO B NaYKy KapTOHHYI0.
11. | MAPKUPOBKA lMepeuyHas ynakoeka lMepsuyHas ynakoeka
Ha koHmypHoil syelikosoli ynakoske (6nucmepe) Ha | Ha  koHmypHol  sidelikoeoll  ynakoeke
PYCCKOM £3blKe yKa3bigaom: TOProsoe HaumeHoBaHue | (65ucmepe) Ha pyCcCKOM i3bike yKa3aHo:
npenapata Cc nNpeAynpeauTenbHON MapkupoBkon ®, | ToproBoe HauWMeHOBaHWe npenapata ¢
MEXAyHapoAHOEe HEenaTeHTOBAHHOE HaWMEHOBAHWE W | NPeaynpeAuTenbHOW  Mapkuposkon  ®,
AO3UPOBKY (Ha PYCCKOM U @HMAWIACKOM  A3blkax), | MexayHapoaHoe HenaTeHTOBaHHOE
NekapcTBEHHYI0 (POPMYy, HaUMEHOBaHWE  TOBapHbIA | HauMMEHOBaHWE W A03MPOBKA (HA PYCCKOM W
3HaK  (naTuHuuel) AepxaTens  perucTpaumMoHHOro | aHrMWUACKOM  A3blkax), nekapcreeHHas
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YAOCTOBEPEHUSA, HOMEp cepwuu, AaTy NpOU3BOACTBA
(npu  acoske Ha OOO «MAKU3-OAPMA» paty
NPOU3BOACTBA HE HAHOCAT), AATy WCTEYEeHUs Cpoka
rogHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha PYCCKOM 5i3blKe yKa3bleatom:
TOprosoe HaumeHoBaHue npenapara c
npeAynpeAuTENbHON MapKMpoBkoi ®, mMexayHapoaHoe
HenaTeHToBaHHOe HaumeHoBaHue, [,03UPOBKY,
capmakoTepaneBTUYECKYIO Tpynny, NeKapCTBEHHYIO
dopmy ¥ KonuyecTBO TabneTtok B ynakoBske,
HauMeHOBaHWe U1  COAEepXaHue  AeiCTBYIOLLEro
Bellectsa B OAHOM TabneTke, yCnoBUS XpaHEHWs,
npeaynpeauTenbHole Hagnucu «CoaepXuT nakTosbl
MOHOruApaT», «XpaHuTb B HEAOCTYNHOM ANA AeTei
MecTe, «Mepea NPpUMEHEHUeM npenapara
03HaKOMbTECh c npunaraemoi VHCTPYKUMEn»,
«MpuHMMaTL NO Ha3HaYEHUIO Bpayay, YCNoBUA OTNyCKa,
cnocob NPUMEHEHUS, Hajnucb «®» =
3aperucTpupoBaHHbIi  TOBapHbI  3HaK»,  HOMEp
cBuaeTenbcTBa O pPErucTpauuu TOBApPHOrO  3Haka,
Homep pPerncTpauuoHHOro yAOCTOBEPEHUS,
HauMeHoBaHue aepxarens perncTpaunoHHoro
YAOCTOBEPEHUA, €ro CTpaHy W TOBapHbI 3HaK
(naTuHuuen), HaumeHoBaHMe W CTpaHy UpMbI-
npouasoautens (npu npomnssogctee Ha OO0 «MAKU3-
OAPMA» ykasbiBaloT CTpaHy, rOPOA), LUTPUX-KOA,
HOMep cepuu, AaTy NPOM3BOACTBA (NpU NPOU3BOACTBE
Ha OO0 «MAKU3-®APMA» paty npousBoACTBa He
HaHOCAT), AATy UCTEYEHUSI CPOKa FOAHOCTH, LUTPUX-KOA
B dopmare DataMatrix, rno6anbHbIi
NAEHTUMNKALUWOHHBI HOMEP TOProBOW €AUHULbLI U
MHAWBUAYaNbHbLIA CEPUNHBIA HOMEP TOProBOW eAUHULbI.

HononHumenbHo Ha eémMOpuyHOU yrakoeke (Ha nayke
KapmoHHOU) Ha aHenulCKOM $3blKe yKa3blearom:
TOProBOE HaWMEHOBaHWE NeKapCTBEHHOro npenapara,
MeXAYyHapoAHOe HenaTeHTOBaHHOE HauMeHOBaHuWe,
DO3UPOBKY, NEKapCTBEHHYIO OPMYy U KONMMYECTBO
TabneTok B ynakoske, Haanuck «Antiaggregant».

¢dopmMa, HauMEHOBaHWE TOBApPHbIA 3HaK
(naTuHMUen) aepxatens perncTpaLuoHHOro
yAOCTOBEpPEHMsl, HOMEpP cepuu, jJarta
UCTEYEHUA CPOKa FOAHOCTH.

BmopuyHasi ynakoeka

Ha kapmoHHOU nayke Ha PYCCKOM si3blke
yKa3aHo: TOproeoe HauMeHoBaHMne
npenapara (e npeAynpeauTensHOMN
MapKuUpOBKOM ®, MEXAYHapOAHOe
HenaTeHToBaHHOE HaumeHoBaHue,
[03UPOBKa, hapmakoTepaneBTUyeckan
rpynna, nekapcTBeHHas cdopma u
KONuM4yecTso  Tabnetok B ynakoBke,

HauMeHoBaHue n coaepxaHue
LENCTBYyIOLIEero  BelwlecTBa B OAHOW
Tabnetke, ycnosus XpaHeHus,

npeaynpeauTenbHblie Hagnucu «Copepxut
NnaKTo3bl  MOHOrMApaT», «XpaHuTb B
HEAOCTYNHOM Ans aeTei mecTey, «[Mlepep
NPUMEHEeHWEM npenapata 03HaKOMbTeCb C
npunaraemoi WHcTpykumen», «lMpuHumaTtb
NO Ha3Ha4eHWIo Bpava», YCoBUS OTNyCkKa,
cnocob npumeHeHus, Hagnucb «®» -
3apEerncTPUpPOBaHHbLIA  TOBaPHbIA  3HAKY,
HOMEp CBUAETENbCTBA O Pperucrpauum
TOBapPHOro 3Haka, HOMep pPerncTpPaLnoHHOro
YAOCTOBEPEHUS, HAUMEHOBaHUE AepxaTens
PerucTpaumMoHHOro  yAOCTOBEPEHUS, €ro
CTpaHa W TOBapHbI 3HAK (NaTUHWUUEN),
HaumMeHoBaHue, cTpaHa W ropos upMbi-
NPON3BOAMUTENS, LUTPUX-KOA, HOMEp cepuy,
LaTa WUCTEYEHWs CpoKa FOAHOCTH, LUTPUX-
koa B opmate DataMatrix, rno6anbHbln
MAEHTUMDUKALMUOHHBI  HOMEpP  TOProBoW
eAVHULbLI W WHAWBUAYANbHbIA CEePUAHbINA
HOMEpP TOProBov eAUHULbI.

HononHumensHo Ha emopuyHOU ynakoske
(Ha na4yke KapmoHHOU) Ha aHeanulickom
A3bIKe yKa3aHO: TOProBOE HaWMeHOBaHue
NeKapCcTBEHHOro npenapara,
MeXAyHapoaHoe HenaTeHToBaHHOe
HauMeHoBaHuWe, 403UPOBKa, NIeKapCTBEHHAsA
dopma n konu4ecTeo TabneTok B ynakoBke,
Haagnuch «Antiaggregant».

12. | CPOKrOQHOCTH 2 ropa CootsetcTteyeT
- 3aknwyeHue:

/ﬁaqanbﬂux OKK:

Data Bbinycka OKK: «07» Hosbps 2024 r.

- CooTBeTcTBYeT Tpe6oBaHusam JIM-006376-290720, uam. Ne1, 2, 3

Bonkosa O.B.




