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n/n nokasarens P ¥

1. | ONUCAHUE

BusyansHbiin. Kpyrnble ABOAKOBbLINYKNbie TabneTku C
chackoil, nOKpbITHIE NNEHOYHOW OBONOMKON PO30BOro
LseTa.

Kpyrnbie pBoskoBbInyknble TabneTku ¢ cac-
KOW, NOKPbITbIE NNEHOYHON oBGonoukoi po-
30BOro LBeTa.

2. | NOANMUHHOCTbL

Y®-cnekrpodroroMeTpusi. YP-cnekTps! NOrMOWEHUA
MCNLITYEMOro U CTaHZapTHOrO pacTeopoB B o6nacty oT
250 20 300 HM AOMKHB! UMETE MaKCUMYMbI IPU OAHKX W
TeX we ANMHax BOnH.

BIXX. Bpemsa yaepuBaHUA OCHOBHOTO fiMKa Ha Xpo-
MaTorpamme MCrnbITYeMOoro PacTeopa AO/MKHO COOTBET-
CTBOBaTb BPEMEHN YAEPXUBAHWA MUKa Knonugorpena
Ha XpomaTorpamme CTaHfapTHOro pacTeopa (pasaen
«KonuyecteeHHoe onpeaeneHue»).

Y®-cnektpodoTomeTpusa. Yd-cnekrpul no-
TIIOWEHUA UCNLITYEMOrO ¥ CTaHAaPTHOrO
pacteopoB B obnactu ot 250 g0 300 Hm
MMEIOT MaKCUMYMbl TP OfHUX W TeX Xe
ANNHaxX BOSH.

B3XX Bpems yaepxuBaHus OCHOBHOMO fu-
Ka Ha XpomaTorpamme WCNbITYEMOro pac-
TBOpa COOTBETCTBYET BPEMEHU YAepXusa-
HNA nMKa KNONWAOrpena Ha xpomartorpamme
cTaHaapTHoro pacrtsopa (pasaen «Konuue-
CTBEHHOE onpeaeneHue»).

3. | CPEOHAA MACCA

re Pe, 09C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 mr + 3,0 %).

259,21 mr (+1,2%)

4. | PACTBOPEHUE o Po, 09C.1.4.2.0014.15, (101%)
Y®-cnektpodoTomeTpua. 102%
He meHee 80 % (Q) oT 3aABfIEHHOrO KONUYECTBa Knonu- 99%
porpena 4epes 30 MuH. 102%
103%
98%
102%
5. | POOCTBEHHBLIE BOXX.
NPUMECMU Mpumecs A — He Gonee 1,2 %; 0,02%
npumeck C — He Gonee 1,5 %,; 0,18%
eANHNYHAs HenaeHTUULMPOBaHHas npumeck — He Go- 0,05%
nee 0,2 %;
cymma npumecelt — He 6onee 2,5 %. 0,26%
6. | BOOA re PO, O9C.1.2.3.0002.15, metoa K. ®uwepa.
He 6onee 7,0 %. 1,4%

7. | MUMKPOBUONOIMM4YECKAR
YUCTOTA

re Po, 09C.1.2.4.0002.18, kaTeropus 3A.

ObLLee YMcno aapoBGHBIX MUKPOOPTaHU3MOB - He Gonee
10° KOE B 1 r (Mn);

Ofwee 4NCNO APOMOKEBBLIX W NNECHeBbIX rpmGoB. He
Gonee 10° KOE B 1 r (mn);

MeHee 20 KOEB 1T

MeHee 10 KOEB 1T

Escherichia coli; orcyrctBue B 1 r (mn). He oBHapy*eHo
8. | OOHOPOOHOCTb re P®, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BLINONHAETCA,
To AV £ 15,0 % (n = 30), n ans 30/30 TabneTox Konuue- AVyo=3,5%
CTBEHHOE COAEpXaHUe KNONWAOrpena AOJKHO Haxo-
AuTbCA B uHtepsane 0,75-M - 1,25-M.
9. | KONMUYECTBEHHOE BIXX. Ot 71,25 po 78,75 mr knonmgorpena (ot 95,0 % 74,50 mr
ONPEOENEHUE A0 105,0 % oT 3aABNEHHOro KONMMUECTBa) B OAHOI Tab- (99,3%)

neTke.

10. | YNAKOBKA

Mpu npoussodcmee, ghacoeke u/unu ynakoske Ha OO0
«MAKN3-OAPMA»:

Mo 10 TabneTtok B KOHTYPHYID AYENKOBYIO YMNaKOBKY
(6nnctep) M3 NnEHKN NONUBUHWUAXNOPUAHON U DOMLIU
ANIOMUHWEBOW UNU B KOHTYPHYIO AYEWKOBYIO YNaKOBKY
(6ructep) n3 nnedkn NBX/NBOX u conbrn anioMuHne-
BOM.

Mo 3 wnu 6 KOHTYPHBIX A4eikOoBbLIX YNnakoBoK (Gnucre-
poB) unu no 1 GaHke BMeCTe C UHCTPYKLUMEN no npume-
HEHMIO B NayvKy KapTOHHYIO.

lMpoussodcmeo, ¢hacoeka u ynakoeka Ha
000 «MAKUB-OAPMA»:

Mo 10 TabneTok B KOHTYPHYIO AYEMKOBYIO
ynakosky (6nuctep) n3 nnexkm NBX/NBOX un
donbru antoMMHNEBOIA.

Mo 3 KOHTYPHBIX AYEKOBLIX YNAKOBOK (65in-
CTepoB) BMECTe C WHCTPyKUME#h no npume-
HEHMIO B NAYKY KAPTOHHYO.

11. | MAPKUPOBKA

MepeuyHan ynakoeka

Ha xoumypHoli sieiikoeoli ynakoeke (6nucmepe) Ha
PYCCKOM £13bIK€ YKa3bligalom: TOProBoe HauMeHoBaHue
npenapata ¢ npeaynpeauTensHON Mapkuposkoi ®,
MEXAYHAPOAHOE HENaTEeHTOBAHHOE HaUMeHOBaHWE W
AO3NPOBKY (HA PYCCKOM K  aHrAMACKOM  A3blkax),
neKkapcTBeHHyl0 (opMy, HaumeHOBaHME  TOBAPHLINA
3HaK - (naTUHWUEN) Aepxatena perucTpauuoHHOro

MepsuyHan ynakoska

Ha . konmypHoll  syelikosoli  ynakosxe

(6rniucmepe) Ha pPYCcCKOM $3blke yKa3aHo:

TOProBoe HaMMeHoBaHue
npeaynpeauTensHo  mMapkuposkow  ®,
MexayHapoaHoe HenaTeHToBaHHOe
HanMeHOBaHMe 1 A03MpOoBKa (Ha PYCCKOM M
AHIAWMIACKOM  A3blkax),  NeKapcTBeHHas

npenapara ¢
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YAOCTOBEPEHWA, HOMEP Ccepun, JaTy npPOu3BOACTBa
(npn pacoske Ha OO0 «MAKU3-GAPMA» aaty
npou3BOACTBA HE HaHOCAT), AATY WCTEYeHUA cpoka
FOAHOCTW.

BmopuyHas ynakoska
Ha kapmonHO{ nadyke Ha pycCKOM S3biKe yKa3bleaiom:
TOProBoe HanmeHoBaHue npenapara c

npeaynpeanTensHon Mapkuposkon ®, mexxayHapogHoe
HenaTeHTOBaHHOS HanMeHoBaHue, AO3NPOBKY,
cthapmakoTepaneBTU4ECKYIO  Tpynny, JIeKapCTBEHHYH
cdopmy M konuuecTBO Tabnetok B ynakoBke,
HauMEHOBaHUEe U coAepkaHwe  Ae#cTBYOWeEro
BelWecTBa B OAHOW TabneTke, YCNOBUA XpaHeHus,
npeaynpeautensHole Hagnucyw «CoAepXUT NakTo3bl
MOHOrMapaT», «XpaHuTb B HEAOCTYNHOM Ans AeTei
MECTeY, «[Mepeg NPUMEHEHUEM npenapara
O03HaKOMbTECb € NpUaraemoil  MHCTPYKLuei»,
«[puHMMATL NO Ha3HAYEHMIO Bpavay», YCNOBUA OTNYCKa,
cnocob NPUMEHEHNS, Hajnuch «®» -
3aperucTpUpPOBaHHbIi  TOBapHbIR  3HAK»,  HOMEP
CBUAETENbCTBE O pPEerucTpauwu TOBApHOrO  3Haka,
HOMEp PerncTpaLmoHHOro YAOCTOBEPEHUS,
HauMeHoBaHve Aepxarens perucTpauuoHHOro
YAOCTOBEPEHUA, €ro CTpaHy ¥ TOBapHblil  3HakK
(natuHuuen), HaumeHoBaHWe W cTpaHy  (DUPMbI-
npounssoautens (npu npoussoactee Ha OO0 «MAKI3-
DAPMA» ykasbiBaiOT CTpaHy, ropoa), LUTPUX-KOA,
HOMEp cepwu, AaTy NpPOM3BOACTBA (NPU NPOU3BOACTBE
Ha 000 «MAKU3-®APMA» paTy npoussogcrea He
HaHOCAT), AaTy UCTEUYEHUA CPOKa FrOAHOCTU, LUTPUX-KOA
B topmare DataMatrix, rno6anbHbIf
MAEHTUPUKALMOHRBIN HOMEP TOPrOBOA EAUHWLbI W
MHAVBUAYANbHbIA CEPUIIHBIA HOMEP TOPrOBOW eANHMLBI.

HononHumeneHo Ha emopuyHoll ynakoeke (Ha rnayke
KapmoHHOU) Ha aHanulicKOM si3bike  yKa3bieaom:
TOProBOE HaMMEHOBaHNE NEKapCTBEHHOrO Npenapara,
MEXAYHapOAHOE HENaTEHTOBAHHOE HaWMEeHOBaHue,
AO3UPOBKY, NeKapcTBEeHHYI0 OpMy U  KONMU4ecTBO
TabneTok B ynakoske, Hagnuck «Antiaggreganty.

dopma, HaumeHoBaHWE TOBApHLIA 3HaK
(naTmHULEit) gepxarens perncTpaLuoRHOro
YAOCTOBEPEHUSl, HOMEp cepwu, jaTta
NCTeYeHNs CPOKa roAHOCTH.

Bmopu4Has ynakoeka

Ha kapmonHol nayke Ha PYCCKOM SI3biKe
yKa3aHo: TOproeoe HaumeHoBaHue
npenapara c npegynpeanTenbHon
MapKUpOBKOM ®, mMexayHapoaHoe
HenaTeHTOBaHHOe HauMeHoBaHue,
HO3UPOBKA, thapmakoTepanesTuyeckas
rpynna, JIeKapCTBEHHAA thopma "
konuyectBo  Tabnetok B ynakoBke,
HaumeHoBaHwe " coaepxaHue
AEGNCTBYIOLLEro  Beuwlectea B OAHON
Tabnetke, ycnosus XpaHeHus,
npeaynpeautenbHbie Hagnueu «Copepxurt
NaKTosbl  MOHOrMApaT», «XpaHuTb B
HeAOCTYNHOM Ansa aeten mecre», «lepes
NPUMEHEHNEM npenapaTta O3HAKOMBTECh C
npunaraemon WHcTpykuuei», «lMpuHumaTth
No Ha3Ha4YeHWIo Bpaya», YCNoBUA OTNYCKa,
cnocoG npumeHeHusi, Haanucb «®» -
3aperucTpupoBaHHbLIi  TOBApHBIA  3HAK»,
HOMEp CBUAETENbCTBA O perucTpauun
TOBapPHOro 3HaKa, HOMEP PErnCcTPaLMOHHOIO
YA OCTOBEPEHUA, HAUMEHOBaHVE AepXaTens
pPerucTpaLMoHHOro  yaoOCTOBEPEHUsl, ero
CTpaHa W TOBAPHLIA 3HAK (flaTUHULEH),
HauMeHoBaHue, CTpaHa u ropoa upMbl-
NPOM3BOAUTENS, LITPUX-KOA, HOMEDP CEpUMN,
AaTta UCTEYEeHWs] cCpoKka TOBHOCTH, LUTPUX-
koa B c¢hopmate DataMatrix, rnoSanbHeblit
NAEHTUMPUKALIMOHHBIA  HOMEP  TOProBOWA
€AMHMLUBI U WHAMBUAYANbHBIA CEePUAHLIN
HOMEep TOProBOM €ANHNLILI.
HononHumeneHo Ha emopuyHoll ynakoeke
(Ha nayke KapmoHHOU) Ha aHanulicKkom
S3bIKE YKa3aHO: TOProBoe HauMEeHOBaHue
neKapcTBEHHOrO npenapara,
MexayHapogHoe HenaTeHToBaHHoe
HauMeHoBaHne, A03UPOBKA, NeKapCTBEHHanA
dopma u konuuecTso TabneTok B yNakoBKe,
Haanuck «Antiaggregant».

12. | CPOK TrOQHOCTH 2roaa CooTBeTcTByeT
' 3akniovyeHue: CoortsercTByeT Tpeb6oBa

HauansHuk OKK:

Jata Bbinycka OKK: «24» nekabpsa 2024 r.

76-290720, nam. Ne1, 2, 3

Bonkoea O.b.




