NACTIIOPT Ne 502/25 Ao
cTp. 1132
‘& OTAOEN KOHTPOINA KAYECTBA
- Nuuensuna Ne J1012-00102-77/00010585
MAKUW3DAPMA
:Qg#EEBTBAA:‘HME Mnarpun® TabneTkn, NOKPbITLIE NNEHOYHON 0OONOYKON, 75 Mr

Agigﬁ%;xﬁ;ipom HOMEP CEPUN: PL1260525

oM 6, " | BATA RPOU3BOLACTBA: 16.05.2025

ggg:::: g- roaEeX Oo: 31.05.2027

cTpoeHue 8 OBbEM CEPWUM: 9 553 ynak. Ne30

Ton: 405) 910068 | IPOVSBOAUTENb: 000 «MAKU3-®APMA»
AHAIW3 NO: JIN-006376-290720, uam. Ne1, 2, 3, 4
| XPAHEHWME: Mpu Temnepatype He Bbiwe 25 °C.

n';l:-; H?_m:::;an';"e TpeboBanua HO Pe3ynbTaThl aHanusa

1. | ONUCAHUE BusyanbHblii. Kpyrnble ABOAKOBbINyknble TabneTkn ¢ | Kpyrnbie ABOAKOBLINYKNble TabneTkn ¢ dac-
chackoii, NOKpbITbIE NNEHOYHON OBONOYKOV PO30BOro | KOM, NOKPBITHIE NNEHOYHOW oBonoukoi po-
useTa. 30BOro LBeTAa.

2. | NOANNHHOCTDL Y®-cnektpocpoTomeTpusi. YO-cnekTpbl nornoweHus | Yd-cnekrpodoromeTpus. YO-cnekTpbl no-
MCNBITYEMOrO M CTaHZAPTHOTO PacTBOPOB B 0GNacTh OT | MMOWEHWS WCNbLITYEMOro ¥ CTaHAapTHOro
250 a0 300 HM LOMKHL! UMETb MAKCMMYMBI NPY OAHKMX U | pacTBopos B obnactu ot 250 go 300 Hm
TEX e AJINHAX BOSH. UMET MaKCUMyMbl NpU OAHUX W TeX Xe

ANVHAX BONH.
BOXX. BpemAa yaepxuBaHWs OCHOBHOTO nuka Ha xpo- | BOXKX Bpems yaepxuBaHua OCHOBHOMO nu-
maTorpaMmMe WUCNbITYEMOro pacTBopa JOJMKHO COOTBET- | ka Ha XpomaTorpaMme WCNbLITYeMoro pac-
CTBOBaTL BPEMEHU YAEPKUBAHWA MMKA KMONuAorpena | TBOpa COOTBETCTBYET BPEMEHN yAepKusa-
Ha XpoMaTorpaMme CTaHAAPTHOTO pacTeopa (pasgen | HUA NWKa KNONUAOFPEna Ha XpomaTorpamme
«KonnuyectBeHHOe onpegeneHne»). cTangapTHoro pacrtBopa (pasgen «Konuue-
CTBEHHOE ONpejenexHney).
3. | CPEOHAA MACCA e Pd, 09PC.1.4.2.0009.15.
Ot 248,56 p0 263,94 mr (256,25 mr + 3,0 %). 258,69 mr (+1,0%)

4. | PACTBOPEHUE o Pd, O0C.1.4.2.0014.15, {S7%)

Y®-cnekTpotoToMeTPUA. 97%
He meHee 80 % (Q) oT 3aABNEHHOIO KONMYECTBA KAOMNKU- 99%
porpena vyepes 30 MUHyT. 97%
97%
99%
97%
5. | POOCTBEHHbIE B3XX.
NMPUMECH Mpumecs A — He Gonee 1,2 %; 0,08%
npumeck C — He Gonee 1,5 %; 0,17%
eANHNYHEA HeuaeHTULMPOBaHHaA npumecs — He Go- 0,02%
nee 0,2 %;
cymma npumeceii — He 6onee 2,5 %. 0,29%
6. | BOOA reo Po, 09C.1.2.3.0002.15, metop K. ®uwepa.
He Gonee 7,0 %. 1,4%

7. | MUKPOBUONIOMMYECKASA | M P®, O®C.1.2.4.0002.18, kateropus 3A.

YUCTOTA ObLee yucno aspobHEIX MUKPOOPraHn3mMos - He Gonee Menee 20 KOEB 11
10° KOE B 1 1 (Mn);
O6uwee 4UCNO APOXOKEBLIX W NNECHEBbIX rpnbos: He Menee 10KOEB 1T
Gonee 10° KOE B 1 r (mn);
Escherichia coli: otcytcTteue B 1 r (mn). He obHapyxeHo

8. | OAHOPORHOCTb e PO, 09C.1.4.2.0008.18, cnoco6 1.

JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnn ycnoeme He BLINOMHAETCA,
To AV £ 15,0 % (n = 30), n ans 30/30 TabneTok konuue- AVi0=5,4%
CTBEHHOE COAEpXaHMe Knonuaorpena AROMXKHO Haxo-
ANTLCA B uHTepBane 0,75-M — 1,25-M.
9, | KOJINMECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 74,76 mr
ONPEOENEHUE Ao 105,0 % OT 3anABNEHHOrO KONMYecTea) B ofHON Tab- (99,7%)
neTke.

10. | YAAKOBKA Mo 10 TabneTok B KOHTYPHYI AYEMKOBYK ynakoeky | Mo 10 TabneTok B KOHTYPHyIO AYENAKOBYIO
(6nuctep) 13 NNeHKU NONMUBUHUNIXMOPUAHON u chonbrk | ynakoeky (6nuctep) us nnenku NMBX/MNBAX u
anioMUHUEBON NN B KOHTYPHYIO AYENKOBYIO YNakoBKy | (hONbrv asiioMUHUEBO.

(6nuctep) uas nnexkn NMBX/MBOX v conbrit anoMuHne-

BOM.

Mo 3 nnnm 6 KOHTYPHbIX AYENKOBbIX YNakoBok (Gnucte- | Mo 3 KOHTYPHLIX AYEWKOBbBIX YNakoBoOK (6nu-
pos) unm no 1 6aHke BMECTe C UHCTPYKUMEW NO npume- | CTepoB) BMECTE C WMHCTPyKUMER no npume-
HEHMIO B MaYKy KaPTOHHYIO. HEHUIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA . TlepeuyHas ynakoeka MepsuyHas ynaxkoeka
Ha xonmypHoli sqelikosoli ynakoske (bnucmepe) Ha | Ha  koHmyproli' syelikosoll  ynakoeke
PYCCKOM 513blKe yKasblealom: TOproBoe HawmeHoBaHue | (briucmepe) Ha PYCCKOM 53biKe YKa3aHO:
npenapata ¢ npeaynpeauTenbHON MapkupoBkoW ®, | TOproBoe HauMmeHOBaHWe npenapata C
MeXAYHapOJHOE HEeNaTeHTOBaHHOE HAaMMEHOBaHWe W | NpeaynpeauTensHOW — Mapkuposkon  ®,
[O3NPOBKY (H&2 PYCCKOM W aHTTIMACKOM  A3blkax), | MexayHapoaHoe HenaTeHToBaHHOe
NEeKapCTBEHHYI0 (DOpMY, HAMMEHOBaHWE  TOBapHbI | HaUMEHOBaHME W A03VPOBKA (Ha PYCCKOM M
3HaK (naTuHWUEWn) AepxXatens  pPerucTpPauvoHHOrO | aHrNWICKOM  A3blkax),  JleKapcTBeHHas
YAOCTOBEPEHUA, HOMEp cepuu, AaTy UCTeYeHua cpoka | ¢opma, HaMMeHOBaHWEe TOBApHLIN 3HaK
roAHOCTW. (naTuHuuen) aepxaTens PeErucTPaLmoHHOro




«MpuHAMATE NO HAa3Ha4YeHUIo Bpayay, YCNoBNs OTnycka,
cnocob_ NpUMEHEHUs, Haanuck «®» -
3apPerncTPUPOBaHHLIA  TOBapHbI  3HaK»,  HOMEp
CBUAETENbCTBA O PerucTpauum TOBapHOTO 3Haka,
HOMEpP PErucTPaLmoHHOrO YAOCTOBEPEHMS,
HaumeHoBaHue Aepxarens perncTpauuoHHOro
YAOCTOBEPEHWSi, €ro CcrpaHy W TOBapHbI 3HaK
(naTuHuUenr), HauMeHOBaHWe, CTPaHy ¥ TOPOA PUPMbI-
NpOM3BOAUTENSA, LUTPUX-KOA, HOMEp cepun, Aaaty
WCTEUYEHN CpOKa TFOAHOCTH, LWTPUX-KOA B dhopmaTte
DataMatrix, rnobanbHbll MAEHTU(UKALUOHHLIA HOMEpP
TOProBO/ €ANHULLI U WHAUBMAYASbHBIA  CEPUIAHBINA
HOMEp TOProBON €AUHULIbL.

[LlononHumensHoO Ha emOpuyYHOl ynakoske (Ha nauke
kapmoHHOU) Ha aHenulickoM #3blke yKasbigaiom:
TOProBoe HauMEHOBAaHWE FEeKapCTBEHHOro npenapara,
MEXAYHAapPOAHOE HENaTEeHTOBAHHOE HaMMEHOBaHWe,
AO3NPOBKY, NEKapCTBEHHYI OpMy U KORWUYECTBO
TabneTok B ynakoeke, Haanuch «Antiaggregant».
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YOOCTOBEPEHUSl, HOMEp cepuu, gaTta
ncTeveHuna cpoka rogHoCcTu.
Bmopuy4Has ynakoeka BmopuyHas ynakoeka
Ha xapmoHHOU navke Ha pycCKoM fi3biKe ykasbisaiom: | Ha xapmoHHOU nauyke Ha pYCCKOM Si3bike
TOproeoe HanMeHoBaHue npenapara c YyKasaHo: TOproeoe HanuMmeHoBaHwe
npeaynpeanTensHol mapkupoBkoii ®, mexayHapogHoe | npenapata c npegynpeauTensHon
HenaTeHToBaHHoe HallMeHOBaHue, AO3UPOBKY, MapKMpOBKOVI ®, MeXayHapoaHOe
thapmakoTepaneBTUYECKYIO TPynny, JIEKapCTBEHHYIO | HenaTeHTOBaHHOe HaumeHoBasue,
dJOpMy u konudectso Tabnetok B ynakoeke, AO3NPOBKA, cbapmaKOTepaneBquecKaﬂ
HaumMeHOBaHue wn cojepxaHune Aeﬁcnaynou.lero rpynna, neKkapcTBeHHasn cbopma ]
BELECTBA B OAHOW Tabnetke, ycnoBua XpaHeHus, KOnMuyecTBo Tabnerok B ynakoeke,
npeaynpeautencHele Haanucu «COAep)KVIT nakrosbl HanmeHoBaHne ] cogepxaHue
MOHOrmapaT, «XpaHVITb B HEAOCTYNnHOM AnA neten AelﬁCTBmeerO BeljecTsa B OAHOW
MecTe», «rlepep, npuMeHeHnem npenapara TabneTke, ycnosua XpaHerua,
O3HaKoOMbTECh [ npvmaraemoﬁ VIHCprKLWIeVI», npeaynpeautenbHble Haanucu «Cop,ep»(vrr

NaKkTo3sl  MoHoruapat», «XpaHuTb B
HEAOCTYNHOM Ana geTew Mecte», «llepep
NPpUMEHEHWEM npenapaTa O3HaKOMbTECH C
npunaraemoil MHCTpykumen», «lMNpuHumMaTb
No HasHa4YeHWio Bpada», YCMoBUSA OTNYCKa,
cnoco® npumeHeHusa, Hagnucs «®» -
32pErncTpupOBaHHbLIA  TOBAPHBIA  3HAKY»,
HOMEp CBMAETENbCTBA O perncrpauun
TOBAPHOTO 3HaKa, HOMEP PErncTPaLUoOHHOro
YA O0CTOBEPEHUSA, HAMMEHOBaHUE AepXaTens
PErncTPaLUMoHHOr0  YAOCTOBEPEHUA, €ro
CTpaHa U TOBapHbIi 3HaK (NaTUHWUEHN),
HaMMEHOBaHWE, CTpaHa W Topos UpMbI-
NPOU3BOAUTENSA, LUTPUX-KOA, HOMED Cepum,
AaTa MCTEYEHUs cpoka FOAHOCTM, LWITPUX-
kog B chopmarte DataMatrix, rmoGanbHbli
MAEHTN(DVKALMOHHBIA ~ HOMEP  TOProBON
EAVHNUBI N UHAUBUAYANBHBIA CepUiAHbIA
HOMEp TOProBOIN eANHULbI.

HononHumensHo Ha emopuy4HOl ynakoeke
(Ha na4ke KapmoHHOU) Ha aHanulckom
A3biKE YKa3aHO: TOProBOe HaWMEHOBaHue
JieKapCTBEHHOro npenapara,
MeXayHapogHoe HeraTeHToBaHHoe
HauMeHOBaHWe, A03NPOBKa, NEKapCTBEHHas
hopma 1 KONMYECTBO TabneToK B YNaKOBKeE,
Haanuch «Antiagareganty.

12. | CPOKFOgQHOCTHU 2 ropa CooteeTcTayeT
.
3aknoyeHue: CoorBeTCcTB TbMBQ M JIN-006376-290720, nam. Ne1, 2, 3, 4
%,
HavanbHuk OKK: 3 § OTHEN Bonkosa O.b.
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