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Ne HaumeHoBaHue

aln P —— Tpe6oBaHusa H[Q Pe3synbTaThl aHanusa

1. | OMUCAHUE Kpyrnble 4BOSIKOBbINyKIble TabneTkn ¢ ackom, NoKpbi-
Thle NneHoYHoW 060NoYKOM PO3OBOro LBETA.

Kpyrnble aBoskoBbinyknblie TabneTku ¢ ac-
KOW, NOKPbITbIE NNEHOYHOW 0BONOYKOA Po-
30BOrO LBeTa.

2. | NOANUHHOCTb Y®-cnektpodoTomMeTpus. YD-cnekTpbl NOrNOLUEHUN
UCMbITYEMOrO U CTaHAApPTHOrO pacTBOpOB B obnactu or
250 po 300 HM BOMKHbI UMETb MaKCUMYMbl NPU OZHUX U
TeX e ANMHAX BOJH.

B3XX. Bpemsa yaepxuBaHUA OCHOBHOIO nMuka Ha Xpo-
mMaTorpaMme UCMbITYEMOro pacTeopa AOMKHO COOTBET-
CTBOBaTb BPEMEHU YAEPXUBaHUA Nuka knonugorpena
Ha XxpomaTorpamme CTaHAapTHOro pacteopa (pasaen
«KonuuecTtseHHoe onpeaeneHue).

Y®-cnektpocdoToMeTpus. YO-cnekTpbl no-
FNOLWEHUA WUCNbITYEMOr0 U  CTaHAapTHOro
pactBopos B obnactu ot 250 po 300 Hm
MUMEIOT MakCUMyMbl NMPU OAHUX U TeEX Xe
ANWHaX BOMH.

B3XX Bpems yaepxuBaHUs OCHOBHOMO Nu-
Ka Ha XxpomaTorpamme WCMbITYyeMOro pac-
TBOpa COOTBETCTBYET BPEMEHU YAepXuBa-
HWUA NWKa KNONUAOrpena Ha xpomartorpamme
cTaHgapTHoro pacresopa (pasgen «Konuue-
CTBEHHOE onpeAeneHue»).

3. | CPEOHAA MACCA e Po, 0®C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 mr + 3,0 %). 258,65 mr (+0,9%)
4. | PACTBOPEHUE e PO, 09C.1.4.2.0014.15, (96%)
Y®-cnektpodoTomMeTpUs. 93%
He meHee 80 % (Q) oT 3asBNEHHOro kKonNu4ecTsa Knonu- 96%
porpena yepes 30 MUH. 94%
97%
99%
97%
5. | POOCTBEHHbIE B3XX.
NMPUMECHU Mpumece A — He Gonee 1,2 %; 0,05%
npumeck C — He Gonee 1,5 %; 0,08%
€AVHNYHAs HEeWAEHTUMULMPOBaHHAA NpUMech — He 6o- 0,04%
nee 0,2 %);
cymma npumecein — He 6onee 2,5 %. 0,22%
6. | BOOA e PO, 09C.1.2.3.0002.15, meTtop K. ®uwepa.
He 6onee 7,0 %. 1,4%

7. | MUKPOBUONOMMMYECKAA | ' P®, OPC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA Obwee uncno aspobHbIx MUKPOOPraHU3MoB - He Gonee
10° KOE B 1 r (Mn);

ObLlee 4MCNO APOXOKEBLIX W NNECHEBbIX rpuboB: He
Gonee 10° KOE B 1 1 (Mn);

MeHee 20 KOEB 1T

Mexee 10 KOEB 11

Escherichia coli: otcytctBue B 1 1 (Mn). He o6HapyxeHo
8. | OOHOPOOHOCTb e PO, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnoBue He BbINOMHAETCS,
TO0 AV = 15,0 % (n = 30), u gns 30/30 TabneTtok konuue- AVio=4,1%
CTBEHHOE COAEpXaHWe knonuaorpena AOMKHO Haxo-
Aantbea B uHTepsane 0,75-M — 1,25-M.
9. | KOFIMMECTBEHHOE B3XX. Ot 71,25 go 78,75 mr knonugorpena (o1 95,0 % 74,42 mr
ONPEOENEHUE Ao 105,0 % oT 3asBNEeHHOro KonuyecTea) B ogHON Tab- (99,2%)
neTke.
10. | YNAKOBKA Mpu npouseodcmee, gpacoske u/unu ynakoske Ha OO0 | lMpouseodcmeo, ¢hacoska U yraKoeka Ha

«MAKN3-@APMA»:

Mo 10 TabneTok B KOHTYPHYI SYEWKOBYIO YnaKOBKY
(6nucTep) M3 NNEHKU NONUBUHUNXIIOPUAHOW U honbru
anioMUHNEBON WNN B KOHTYPHYIO AYEWKOBYIO YNakoBKY
(6nuctep) u3 nnenku NBX/MNBOX u cdonbru anioMuHue-
BOW.

Mo 3 nnu 6 KOHTYPHbIX AYEKOBLIX ynakoBok (6nucte-
poB) unun no 1 6aHke BMeCTe C WHCTPYKUMEe no npume-
HEHWIO B NaYKy KapTOHHYIO.

000 «MAKU3-®APMA»:

Mo 10 TabneTok B KOHTYPHYIO SYENKOBYIO
ynakoBky (bnuctep) u3 nnexku NMBX/MBOX un
honbrn antoMUHUEBOA.

Mo 3 KOHTYPHbIX AYENKOBbLIX YnakoBok (6nu-
CTepoB) BMECTe C WHCTPyKUMei no npume-
HEHUIO B NaYKy KapTOHHYIO.

11. | MAPKUPOBKA Mepeuy4Has ynakoeka

Ha koHmypHol siyelikosoli ynakoeke (bnucmepe) Ha
PYCCKOM $3bIKe yKa3bléatom: TOProBoe€ HauMeHoBaHue
npenapata C npeAynpeAuTenbHO MmapkupoBkon ®,
MEeXyHapoAHOE HenaTeHTOBAaHHOE HaWMEeHOBaHWEe U
[O3NPOBKY (Ha PYCCKOM UM @HIMUIACKOM  s3blKax),
NeKapcTBEHHyl0 (hOpMY, HauMeHOBaHWEe  TOBapHbIiA
3HaK  (naTuHWUewn) Aepxatens  peructpauuoHHOro

lMepsuyHas ynakoeka

Ha KkoHmypHOU  siyelikosol  ynakoske
(bniucmepe) Ha pyccKoM s3blKe yKa3aHo:
TOProBOE HauMeHOBaHWe npenapata c
npeAynpeauTenbHON  mapkupoBkon — ®,
MeXAyHapoaHoe HenaTeHToBaHHOe
HauMeHoBaHWe 1 A03MPOBKa (Ha PyccKom K
aHIMWACKOM  A3blKax),  JlekapcTBeHHas




(npu  pacoske Ha OOO «MAKU3-®APMA» paty
NPOV3BOACTBA HE HAHOCAT), AATy WCTEYEHWUs cpoka
rOAHOCTH.

Bmopu4Has ynakoseka

Ha kapmoHHOU nayke Ha PycCKOM Si3blke yKa3bleaom:
TOproeoe HauMeHoBaHue npenapara c
npeAynpeauTenbHON MapkupoBkoi ®, MexayHapoaHoe
HenaTeHToBaHHOe HauMeHoBaHue, [O3UPOBKY,
cdhapmakoTepanesTuyeckylo  rpynny, N€KapCTBEHHYIO
dopMy u  KkonuyecTBO Tabnetok B ynakoBke,
HauMeHOBaHWe 1  CcojepXaHue  AEeUCTBYIOLLEro
Bellectsa B OAHOW TabneTke, yCnoBUS XpaHEHUs,
npeaynpeauTenbHbie Haanucu «CoAaepXUT NakTo3bl
MOHOrUApaTy», «XpaHWTb B HEAOCTYNHOM ANs AeTew
MecTe», «Mepea npUMEHeHnem npenaparta
O3HaKOMbTECH ~ C  MpunaraemMow  WHCTPyKUuei»,
«puHMMaTL NO Ha3HAYEHWIO Bpayay, YCNoBUS OTNycka,

cnocob NpUMeEHeHus, Haanucb «®» -
3aperncTpupoBaHHbIi  TOBApHbIA  3HaK»,  HOMep
cBuaeTenbcTBa O PErucTpauuM TOBApPHOrO  3Haka,
HOMep perncTpaumoHHoro YAOCTOBEPEHUS,
HaumeHoBaHue Aepxartens PEerncTpauuoHHoro
YAOCTOBEPEHWUSA, €ro CTpaHy W TOBapHblA 3HaK
(naTuHuuen), HauMeHoBaHWe W CTpaHy UPMbI-

npoussoauTens (npu npoussogctee Ha OO0 «MAKWU3-
®APMA» ykasblBaloT CTpaHy, ropoa), LUTPUX-KOA,
HOMEp cepuu, AaTy NpPOU3BOACTBa (NpW NPOU3BOACTBE
Ha OO0 «MAKWU3-®APMA» paty npoun3BoaCTBa He
HaHOCAT), AaTy UCTEYEHUA CPOKa rOAHOCTHU, LUTPUX-KOA
B dopmare DataMatrix, rnobanbHbIN
VAEHTUUKALMOHHBIA HOMEp TOProBOM EAWHWUbLI W
VHAMBUAYanbHbIV CEPUIAHBIA HOMEP TOProBOWN €4UHULIbI.

[HononHumenbHO Ha 8mMOpPuYHOU ynakoeke (Ha rayvke
KapmoHHOU) Ha aHenulickoM S3blKe yKa3blearom:
TOProBOE HaWMEHOBaHWE NEKapCTBEHHOro npenapara,
MEXAYHapOAHOE HEeNnaTEeHTOBAaHHOE HaMMEHOBaHWe,
DO3NPOBKY, NEKapCcTBEHHY OpPMy U KONMUYECTBO
TabneTok B ynakoBke, Haagnuch «Antiaggregant».
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YAOCTOBEPEHUsi, HOMEpP Ccepun, AaTy npousBoAcTBa | hopMa, HaWMEHOBaHWE  TOBapPHbLIA 3HAaK

(naTuHuuewn) aepxaTens perncTpauuoHHoro
YAOCTOBEPEHUA, HOMEep cepuu, para
WCTEYEHUA CPOKa rOAHOCTH.

BmopuyHasi ynakoeka

Ha kapmorHOU nayke Ha PYCCKOM si3blKe
yKasaHo: TOproesoe HaumeHoBaHune
npenapara c npeaynpeauTenbHO
MapK1MpOBKOWN ®, MexayHapoaHoe
HenaTeHTOBaHHOe HaumeHoBaHue,
[,03UpOBKa, hapmakoTepaneBTUyeckas
rpynna, neKapcTBeHHas dopma "
KOnuM4yecTso  Tabnetok B ynakoBke,
HaumeHoBaHue " coaepxaHue
LencTeylolero  BelwlecTBa B OAHOW
TabneTke, ycnosus XpaHeHus,
npeaynpeautensHble Hagnucu «Coaepxut
NaKkTo3bl  MOHOrMApaT»,  «XpaHuTb B
HEAOCTYNHOM Ansi aeTen mectey, «lepep,
NpUMEHeHneM npenaparta O3HaKOMbTEChb C
npunaraemov WHCTpykuuewy», «MpuHumars
N0 Ha3HaYeHWI0 Bpayay», yCnoBWUs OTNycka,
cnocob npumeHeHus, Hagnucb «®» -
3apEerucTpupoBaHHbI  TOBApHbLIA  3HAK»,
HOMEp cBuAEeTenbcTBa O perucrpauumn
TOBAPHOro 3Haka, HOMep PerucTpaLnuoHHOro
YAOCTOBEPEHUA, HAUMEHOBaHWUE AepxaTens
PEerucTpaunoHHOro  yAOCTOBEPEHUS, €ero
CTpaHa ¥ TOBapHbIA 3HAaK (NaTUHULEN),
HaumeHoBaHue, cTpaHa W ropog upMbil-
NPOV3BOAUTENS, LUTPUX-KOA, HOMEp cepuu,
fAlaTa WUCTEeYEeHUs CpoKa TOAHOCTW, LUTPUX-
koA B copmate DataMatrix, rno6anbHbii
VNAEHTUMDUKALMOHHBIA  HOMEP  TOProBow
€AVHUUBI U WHAMBUAYaNbHbIA CEPUNHbIA
HOMEp TOProBON €AUHULLbI.
[ornonHumensHo Ha emopu4Holi ynakoeke
(Ha na4yke KapmoHHOU) Ha aHanulicKoM
AI3bIKE yKa3aHO: TOProBoe HauMeHOoBaHWe
neKkapcTBEHHOro npenapara,
MEXAYyHapoAHoe HenaTeHToBaHHOe
HaumeHoBaHue, 403MPOBKA, NleKapCTBEHHANA
¢dopma 1 konuyecTBo TabneTok B ynakoske,
Haanuck «Antiaggregant».

12. | CPOKIOHOCTH

2ropa

CootseTcTBYET

3aknruyeHue:

HayanbHuk OKK:

Hata Bbinycka OKK: «19» asrycrta 2024 .
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