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{ﬁ OTAEN KOHTPONSA KAYECTBA
JNuuensus Ne 11012-00102-77/00010585
MAKMU3DPAPMA [THAUMELO TAE
gég#f;lﬁ?TiAHME Mnarpun® TabneTkn, NOKPbLITbIE NNEHOYHOW 06oNoUKon, 75 Mr
1‘0902%; Mockea HOMEP CEPUMN: PL1481025
g eI TRoSE: AT A IPONSBOACTBA: | 02.10.2025
cTpoetive 4, roAEeH no: 30.09.2027
cTpoerue 6,
cTpoeHme 8 OBBLEM CEPUN: 9 394 ynak. Ne30
Ten: (495 9610065 | IPOVNSBOMMUTEND: 000 «MAKK3-PAPMA»
AHATINS NO: J1MN-006376-290720, nam. Ne1, 2, 3, 4
XPAHEHME: Mpu Temnepartype He Bbiwe 25 °C.
Ne HaumeHoBaxue
nin oKa3aTens TpebosaHus HO PesynbTatbl aHanusa

1. | ONNCAHUE

BusyansHbiit. Kpyrneie ABoskoBbinyknble TabneTtku ¢
hacKol, MOKPLITbIE NMEHOYHOW OOONOUKOW PO3OBOro
useTa.

Kpyrnele gBosikoBeIinyknble TabneTku ¢ dac-
KOW, MOKPLITEIE NNIEHOYHOW ODONOYKON po-
30BOrO LBeTA.

2. | NOANNMHHOCTb

Y®-cnektpochoTomeTpua. YO-cnekrpbl NOrioweHus
UCMNbITYEMOrO M CTaHAAPTHOFO pacTBopoB B obnactn ot
250 a0 300 HM pOMKHBI UMETb MaKCUMYMbl NPYU OAHUX 1
Tex e ANMHax BOMH.

B3XX. Bpems yaepxusaHuA OCHOBHOIO Nuka Ha Xpo-
MaTorpaMme MCNLITYeMOro pacTBopa AOSKHO COOTBET-
CTBOBaTb BPEMEHM YAEPXKWBaHWA NMka knonugorpena
Ha XpomaTorpamme CTaHAapTHOro pacTeopa (paspen
«KonnuecTtseHHOe onpeaeneHney).

Y®-cnektpbl MOFMOWEHNS MUCMLITYEMOrO M
CTaHZapTHOro pacteopoB B obnactu ot 250
£0 300 HM UMEIOT MaKCUMYMBI NPN OAHNX U
Tex e AfNHaX BOMH.

Bpema yaepxuBaHWA OCHOBHOTO NKUKa Ha
XpOMaTOrpaMme  UCMbLITYEMOro pacreopa
COOTBETCTBYET BPEMEHN YAEPXKUBAHNA NuKa
Knonuaorpena Ha xpomaTtorpaMmme CTaH-
AapTHoro pacteopa (pasgen «Konwye-
CTBEHHOE onpejenieHne).

CPEAHAA MACCA

ro Pd, 09C.1.4.2.0009.15.
Ot 248,56 00 263,94 mr (256,25 mr £ 3,0 %).

261,69 mr (+2,1%)

4. | PACTBOPEHUE e Po, 09C.1.4.2.0014.15, (103%)
Yo - cnekrpocoromMeTpus. 105%
He meHee 80 % (Q) OT 3a9BNEHHOro KONMYECTBa Knonu- 104%
porpena yepes 30 MUHYT. 99%
103%
101%
104%
5. | POOCTBEHHBIE BOXX.
NMPUMECHU Mpumecek A — He Gonee 1,2 %; 0,09%
npumecst C — He 6onee 1,5 %; He o6HapyxeHo
€AVHUMHAA HengeHTunUMpoBaHHas npumech — He 6o- 0,05%
nee 0,2 %;
cymma npumecei — He Gonee 2,5 %. 0,19%
6. | BOOA e Pd, 09PC.1.2.3.0002.15, meToa K. duwepa.
He 6onee 7,0 %. 1,5%

7. | MUKPOBUOITOTUYECKASA
YUCTOTA

e PP, 09C.1.2.4.0002.18, kaTeropus 3A.

O6Lee 4Yncno aspobHbIX MMKPOOPraHMaMoB - He Gonee
10° KOE B 1 r (Mn);

OO0Llee yNCNO APOMOKEBBIX W NNECHEBbIX rpnboB: He
Gonee 10° KOE B 1 1 (Mn);

Escherichia coli: otcyrctBue B 1 r (Mn).

MeHee 20 KOE B 11
MeHee 10 KOEB 1T

He obHapyxeHo

8. | OAHOPOAHOCTb

I'® P®, OPC.1.4.2.0008.18, cnocob 1.

JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BLINOMHAETCA,
To AV £ 15,0 % (n = 30), u ana 30/30 TabneTok konuJe- AV0=9,6%
CTBEHHOE COAEpXaHue KNONUAOrpena AOMKHO Haxo-
AVUTbCA B uHTepBane 0,75-M - 1,25-M.
9. | KOIIMMECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonuaorpena (ot 95,0 % 74,91 mr
OMNPELENEHWE A0 105,0 % ot 3asBNEHHOro KONMUECTBa) B OAHON Tab- (99,9%)

neTke.

10. | YNAKOBKA

Mo 10 TabneTtok B KOHTYPHYIO AYEViKOBYIO YNaKOBKY
(6nuctep) U3 NAEHKU NOMMBUHUMXNOPUAHON U hONbIU
anOMWHNEBOIW UNM B KOHTYPHYIO SIYENKOBYIO YNaKosKy
(6nuctep) n3 nnenkn MBX/MBOX v dorbrn anomuHue-
BOWA.

Mo 3 nnn 6 KOHTYPHBIX AYENKOBLIX ynakosok (6nucte-
poB) unu no 1 6aHke BMECTe C MHCTPYKUUEN NO npume-
HEHUIO B NaYKy KapTOHHYIO.

Mo 10 Tabnetok B KOHTYPHYIO AYEMKOBYIO
ynakoeky (bnuctep) us nneHku NBX/NBAX n
donbrn anioMMHUEBON.

Mo 3 KOHTYPHBIX AYelKkoBbIX ynakoBok (6nu-
CTEPOB) BMECTE C WHCTPYKUWel no npume-
HEHWIO B Na4ky KAPTOHHYIO.

11. | MAPKUPOBKA

IMepsuyHas ynakoexa

Ha kormypHoii sidelikoeoil ynakoeke (6Griucmepe) Ha
PYCCKOM A3blKe yKa3bleaiom: TOProBoe HauMeHoBaHue
npenapata ¢ npeaynpeautenbHoi Mapkuposkon ®,
MEX/AYHapPOAHOE HEeNaTeHTOBaHHOEe HauMeHoBaHue u
[O3MPOBKY (HA pPYCCKOM W aHFAMACKOM  si3blKax),
nexkapcTBeHHyl0 (hOpMy, HauMEHOBaHWe  TOBapHbIV
3HaK (naTUHUUEN) AepXaTens  PerucTRaunoHHOro
YAOCTOBEPEHUA, HOMEP Cepun, faTy UCTEYeHMA cpoka
FOAHOCTH.

Mepesuy4Has ynakoeka :
Ha koHmypHoU  sidelikogoll  yriakoske
(6nnucmepe) Ha pPYCCKOM $3bIKE YKa3aHo:
TOprosoe HaumeHoBaHMe npenaparta = C
NpeAynpeauTenbHO  MapkupoBkod  ®,
MeXayHapojHoe HenaTeHToBaHHOe
HaMMEHOBAHME U A03UPOBKA (Ha PYCCKOM U
AHMNWMIACKOM  A3bIKAX),  JieKapCTBEHHan
dopma, HauMEHOBaHME  TOBApHBIA 3HAK
(naTuHULERn) aepxaTens PerucTpaumoHHOro
YAOCTOBEPEHUS, HOMep cepuu, AaTa
MCTEYEHUS CPOKa rOAHOCTH.




HaWUMEHOBaHME U cofiepxaHue  AeicTBYIoLiero
BellecTBa B OBHON TabneTke, YCNOBUS XpaHeHus,
npeaynpeautencHble Haanucn «CoaepxuT nakTosbl
MOHOTUAPATY, «XpaHWTe B HEROCTYNHOM ANA AeTel
mecTe, «Mepeg, NPUMEHEHNEM npenapara
O3HaKOMbTECH ~ C  npunaraemom MHCTPYKUMEn»,
«MpuHMUMATL NO HA3HAUYEHMIO Bpayay, YCNOBUA OTHyCcKa,
cnoco6 NpUMEHeHUs, Haanuch «®» -
3apEruCTpMpoBaHHbIi  TOBapHbBIA  3HAK»,  HOMEp
CBUJETENbCTBA O PErucTpauum TOBapHOro 3Haka,
HOMEp perucTpauuoHHoro - YAOCTOBEpEeHUs,
HauMeHOBaHUe Aepxarens PerucTpaumoHHoro
YAOCTOBEPEHWs,, €ero CTpaHy W TOBApHbIA  3HaK
(naTuHuLeit), HauMeHoBaHne, CTpaHy U ropos PUpPMbI-
NPOU3BOAUTENSA, LUTPUX-KOZ, HOMEp cepun, pgaty
WUCTEYEHNA CpoKa FOAHOCTH, LUTpUX-koh B bopmare
DataMatrix, rmo6anbHbIli WAEHTUUKALMOHHBIA HOMEP
TOProBOA €AUHVLIBI U WHAUBUAYANLHBIA CEPUIAHbIA
HOMEp TOProBoi eguHULbI.

HononHumensHo Ha emopu4HOll yrakoexe (Ha rauke
KapmoHHOU) Ha anenulickomM S3biKe yKasbieam:
TOProBoe HaMMEHOBaHWe NeKapcTBEHHOro npenapara,
MEXAYHAPOAHOE HEenaTeHTOBaHHOE HAMMEHOBAHME,
[O3UPOBKY, NEKapCTBEHHYIO OpMY W KOMMYECTBO
TabneTok B ynakoeke, Haanuch «Antiaggregant».
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n/n nokasarens
BmopuyHas ynaKkoeka BmopuyHas ynakoska
Ha KameHHOﬁ rnayke Ha PYycCcKOM s3blKe yKa3sbieailom. Ha KapITIOHHOl‘] fa4yKke Ha PYCCKOM s3blke
Toprosoe HanmeHoBaHue npenapara C yKa3saHo. TOProsoe HaunmeHoBaHue
npeaynpesuTentbHOW MapkupoBkoii ®, mexxayHapogHoe | npenapara c npeaynpeauTensHomn
HenaTeHTOBaHHOe HanmMeHoBaHue, A03NPOBKY, MapKVIpOBKOVI ®, MeXayHapogHoe
thapmakoTepanesTUIECKYI0 Fpynny, HNEKapCTBEHHYIO | HENnaTeHTOBaHHOE HanmeHoBaHue,
d)opmy ] KonunyecTteo TabneTok B ynakoBske, AO3NPOBKA, d)apmaKOTepaneBTvnl-lecxaﬂ

rpynna,  nekapcTBeHHas  copma M
KOnuuecTBO  TabneTok B  YNaKoBKe,

HaMMeHOBaHne " coaepXanue
AelcTBylOUlero  BeljecTBa - B OAHON
Tabnetke, ycnosus XpaHeHus,

npeaynpeauTencHele Haanucu «Coaepxut
nakTo3bl  MOHOrMApaT», «XpaHnTe B
HEAOCTYNHOM Ans geteit mecre», «lepeg
NPUMEHEHUEM npenapaTa O3HaKOMbTECh C
npunaraemon WHCTpykumein», «lMpuHumarts
No HasHaUYeHWIo Bpayva», YCNoBWA OTNYyCKa,
cnocod npumeHeHus, Hagnuce «®» -
3aperncTpupoBaHHblii  TOBapHbIA  3HAK»,
HOMEp cBuAeTeNnbCcTBa © perucTpaunn
TOBapPHOFO 3HaKa, HOMep PErncTPaLnoOHHOro
YA,OCTOBEPEHMA, HAMMEHOBaHKe AepXaTens
perncTpauMoHHOro  YAOCTOBEPEHMUR, €ro
CTpaHa W TOBapHbIi 3HaK (NaTvMHULENR),
HaMMeHoBaHue, cTpaHa u ropod UpMbI-
NPON3BOANUTENA, LLTPUX-KOA, HOMEP cepun,
para UCTeYeHWs cpoka FOAHOCTH, LUTPUX-
xop B ¢hopmaTte DataMatrix, rno6anbHbii
NAEHTUMKALMOHHBIA ~ HOMEP  TOProsoM
€AVMHULBI W WHAMBUAYANbHLI CEePUIAHBLIA
HOMEp TOProBoW €ANHULL!. ‘
HononHumeneHo Ha emopuvHoll ynakoske
(Ha nayke kapmoHHOU) Ha aHenulckom
A3biKe yKa3aHO: TOProBoe HaMMEHOBaHne
NEKapCTBEHHOTO npenapara,
MEXAYyHapoaHoe HenaTeHToBaHHOe
HauMeHOBaHMWe, AO3NPOBKa, lekapCTBeHHanA
hopma 1 Konu4ecTBo TabneTok B ynakoske,
Haanuch «Antiaggregant».

12. | CPOK'OIHOCTH 2 roaa

CootrseTcTBYyET

’ 3aknrueHue:

leHepanbHbIW AUPEKTOP:

Harta Bbinycka OKK: «16» oktabps 2025 r.

CooTBetcTBYeT TpeboBakuam-f1l-006376-290720, usm. Ngf‘(, 2,34

il - ] Mypckuin [1.B.




