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1. | ONMUCAHUE Kpyrneie aBosikoBbInyknble TabneTku ¢ ackoid, Nokpbl- | Kpyrnble ABOSKOBLINYKNble TabneTku ¢ gac-
Thle NAeHOYHON 060NOYKON PO30BOro LBETA. KOW, MOKPbITbIe NNeHoYHon oBonoukoit po-
30BOrO LBeTa.
2. | NOANMMHHOCTb Y®-cnektpodoTomeTpusa. YO-cnektpbl nornoweHust | Y®-cnekrtpodpotometpus. YP-cnekTpbl no-
UCMbITYEMOro W CTaHAapTHOro pacTBOPOB B 06NacTu OT | rNOWEHWs WUCMbLITYEMOTO M CTaHAapTHOro
250 p0 300 HM AOMKHBI UMETE MaKCUMyMbl NPU OAHUX U | pacTBOpoB B obBnactu oT 250 go 300 Hm
TEX Xe ANMHAX BOJSTH. MMEIOT MaKkCUMyMbl NPU OJHUX W Tex xe
ANUHAX BOMH.
B3XX. Bpems yaepxuBaHUA OCHOBHOrO nuka Ha xpo- | BAXKX Bpems yaepxuBaHWs OCHOBHOrO nu-
maTorpamme WUCMbITYEMOro pacTBopa AOMMKHO COOTBET- | ka Ha XpomaTorpamMme WCMbITYEMOro pac-
CTBOBaTb BPEMEHU yAEPXWBaHUSA NUKa Knonujorpena | TBOpa COOTBETCTBYET BPEMEHU YAEpXKuBa-
Ha XxpomaTtorpamme CTaHAapTHOro pacTeopa (pasjen | HWUS nuka KNonuaorpena Ha xpomarorpamme
«KonuyecTtBeHHOE onpeaeneHuey). cTaHfapTHoro pacteopa (pasgen «Konuye-
CTBEHHOE ONnpeAesieHne»).
3. | CPEOHAA MACCA e PO, 09C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 mr + 3,0 %). 257,96 mr (+0,7%)
4. | PACTBOPEHUE e PO, 09C.1.4.2.0014.15, (96%)
Y®-cnektpodoTomMeTpUA. 96%
He metxee 80 % (Q) OT 3asBNEHHOrO KONUYECTBA KNOMNU- 96%
porpena yepes 30 MuH. 96%
96%
96%
96%
5. | POOCTBEHHbIE B3IXX.
NMPUMECHU Mpumeck A — He Bonee 1,2 %); 0,06%
npumeckb C — He 6onee 1,5 %; 0,07%
€AVHUYHaA HenjeHTUuduLMpoBaHHas npumeck — He 6o- 0,03%
nee 0,2 %;
cymma npumecen — He 6onee 2,5 %. 0,22%
6. | BOOA re Po, 09C.1.2.3.0002.15, metoa K. ®uwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUONOIMNMYECKAA | N'd P®, OPC.1.2.4.0002.18, kaTteropus 3A.
YUCTOTA O6wee 4ncno aapobHbIX MUKPOOPraHM3MoB - He Gonee Menee 20 KOEB 11
10° KOE B 1 r (Mn);
ObLiee 4ucno APOXOKEBBIX M MNECHEBbIX rpuboB: He MeHee 10 KOEB 1T
Gonee 10° KOE B 1 r (Mn);
Escherichia coli: otcytctue B 1 r (Mn). He o6HapyxeHo
8. | OQHOPOOHOCTb e P®, 09C.1.4.2.0008.18, cnoco6 1.
JO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnosue He BbINONHAETCS,
To AV £ 15,0 % (n = 30), n gns 30/30 TabneTok konuye- AV =6,0%
CTBEHHOE COAEpXaHue KNonuaorpena JOMKHO Haxo-
AuTbCA B uHTepsane 0,75-M — 1,25-M.
9. | KONMMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonuaorpena (ot 95,0 % 74,81 mr
ONPEAENEHUE A0 105,0 % oT 3aABNEHHOro KonM4yecTsa) B OfHOIK Tab- (99,8%)
netke.
10. | YMAKOBKA lpu npoussodcmee, ¢gpacoske u/unu ynakoseke Ha OOO | lMpou3eodcmeo, ¢hacoska U yrnakoska Ha
«MAKU3-QAPMA»: 000 «MAKN3-OAPMA»:
Mo 10 TabrneTok B KOHTYpHyl sueiikoBylo ynakoBky | Mo 10 Tabnetok B KOHTYPHYK SYENKOBYIO
(6nucTep) M3 NNEHKM NONUBUHUNXNOPUAHON U onbrv | ynakosky (6nuctep) na nneHku MBX/MBOX un
anloMUHNEBOW MW B KOHTYPHYIO AYENKOBYIO ynakoBky | ¢honbru anomMuHUeBOw.
(6nuctep) u3 nnenku MNBX/MBAOX v donbru anomuHmne-
BOM.
Mo 3 nnn 6 KOHTYPHBIX AYENKOBBLIX ynakoBok (6nucTe- | Mo 3 KOHTYPHbIX SYEMKOBLIX ynakosok (65u-
poB) unu no 1 6aHke BMECTE C MHCTPYKUWEA MO NpuMe- | CTEPOB) BMECTE C WHCTPYKUMEN NO npume-
HEHMIO B NaYKy KapTOHHYIO. HEHMIO B NayKy KapTOHHYIO.
11. | MAPKUPOBKA lMepeuyHas ynakoeka MepsuyHas ynakoeka
Ha kowmypHoli siqelikosoli ynakoeke (6nucmepe) Ha | Ha  KoHMypHOU  siyeliKoeol  ynakoske
PYCCKOM £13blKe yKa3blearom. TOProBoe HaumeHoBaHue | (briucmepe) Ha PYCcCKOM S3bIKe yKa3aHo:
npenapata C npeaynpeauTenbHOW Mapkuposkod ®, | TOpProBoe HaWMEHOBaHWe npenapata ¢
MEeXAyHapOoAHOEe HenaTeHTOBaHHOE HauMEeHOBaHWe U | NpeaynpeAuTenbHOi  Mapkuposkon — ®,
LO3NPOBKY (Ha pPYCCKOM W aHrMUACKOM A3blkax), | MeXayHapogHoe HenaTeHToOBaHHOe
nekapcTBeHHyl OpMy, HauMeHOBaHWE  TOBApHbIA | HauMeHOBaHWE W A03UPOBKA (Ha PYyCCKOM
3HaK  (naTuHWUen) JAepxaTens  perucTpauuoHHOro | aHrMUIACKOM  A3blkax),  NeKkapcTBEHHas
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yAOCTOBEpPEHUss, HOMep cepuu, AaTy Npou3BOACTBA
(npu  acoske Ha OOO «MAKU3-GAPMA» paty
NPOU3BOACTBA HE HAHOCAT), AaTy MUCTEYEeHUs Cpoka
FOAHOCTH.

Bmopu4Has ynakoeka

Ha kapmoHHOU na4yke Ha PYCCKOM Si3blKe yKa3bleaom:
TOprosoe HauMeHoBaHue npenapara c
npeAynpeauTensHOn MapkupoBkor ®, mexayHapoaHoe
HenaTeHToBaHHOe HauMeHoBaHwue, [O3UPOBKY,
hapmakoTepaneBTU4ECKYIO  rpynny, NeKapCTBEHHY
¢dopMy ¥4  KONMYECTBO TabneTok B  ynakoBske,
HauMeHOBaHWe U  COAepXaHue  AeiCTBYIOLLEro
Bellectea B OAHOW TabneTke, YCNOBUA XpaHEHUs,
npeaynpeautensHole Hagnucn «COAEpXUT NakTo3bl
MOHOrMapaT», «XpaHuTb B HEAOCTYNMHOM ANA AeTen
MecTey, «Mepep npUMeHeHnem npenapara
O3HaKOMbTECbL ~ C  MNpuiaraeMoll  UHCTPYKUUEN»,
«[puHUMATL NO Ha3HAYEHMIO Bpayay, yCroBUS OTMYCKa,
cnocob NpUMEHeHUS, Haanuchb «®» -
3aperucTpMpoBaHHbll -~ TOBAPHbLIA  3HAK», Homep
cBuaeTenbCTBa O perucTpauuM TOBapHOro  3Haka,
Homep perncTpaunoHHoro YAOCTOBEPEHUS,
HauMeHoBaHue Aepxarens perncTpauuoHHoro
yAOCTOBEpPEHUsi, €ero CTpaHy W TOBapHbi 3HaK
(naTuHWUen), HaumeHoBaHMEe U CTpaHy UPMbI-
npoussoautens (npu npoussoactee Ha OO0 «MAKN3-
DAPMA»  ykasbiBalOT CTpaHy, ropoa), LUTPUX-KOA,
HOMep cepuu, AaTy NPOU3BOACTBa (NP NPOU3BOACTBE
Ha OO0 «MAKU3-®APMA» paTy npousBOACTBa He
HaHOCAT), AiaTy UCTEYEHUS CPOKa FOAHOCTU, LUTPUX-KOA
B dopmare DataMatrix, rno6anbHbIN
NAEHTUMDUKALMOHHBI HOMEP TOProBOM EeAUHULbLI 1
VNHAVWBUAYaANbHbLIA CEPUAHBIA HOMEP TOProBOK €4NHULbI.

[MononHumensHo Ha emMopuyHOU ynakoeke (Ha rnayke
KapmoHHOU) Ha aHesnulickoM $3blKe  yKa3blearom:
TOProBOE€ HauMEHOBaHMWE NeKapCTBEHHOro npenapara,
MEXAYHapOAHOE HenaTeHTOBaHHOE HauWMeHOoBaHue,
LO3NPOBKY, rneKapCTBEHHYIO OpPMy U KONMUYECTBO
TabneTok B ynakoBke, Haanuch «Antiaggregant».

¢dopma, HauMeHoBaHWE  TOBapHbIN 3HaK
(naTuHuUen) aepxaTens perncTpaLnoHHOro
YAOCTOBEpPEHUsi, HOMep cepuu, Aara
UCTEeYEeHUs CpOoKa roAHOCTY.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha pYyCCKOM S3biKe
yKa3aHo: TOprosoe HaumeHoBaHue
npenapata c npeAynpeauTensHoOM
MapKupoBKoOW ®, MEXAYHapoAHOe
HenaTeHToBaHHOe HanMeHoBaHue,
[,03MPOBKa, hapmakoTepaneBTUyeckas
rpynna, nekapcTBeHHas dopma "

Kkonuyectso  Tabnetok B ynakoBke,
HaumeHoBaHue n COAEpXaHue
AencTByloLero BellecTea B OAHOW
Tabnetke, ycnosus XpaHeHus,

npeaynpeautenbHble Haanucn «CoaepxuT
NaKTo3bl  MOHOrMApaT»,  «XpaHuTb B
HEAOCTYNHOM Ans peTel mecte», «[Mepeg
NpUMEHeHWeM npenapaTta O3HaKOMbTECh C
npunaraemon UHCTpykuuen», «lMpuHumaTb
NO Ha3Ha4yeHuio Bpava», YCrnoBus OTMycKa,
cnoco6 npuMeHeHus, Haanuce «®» -
3aperucTpupoBaHHbIi  TOBAPHbLIA  3HAK»,
HOMEp CBUAETEeNbCTBAa O  perucrpauuu
TOBapPHOro 3Haka, HOMep PerucTpaumoHHOro
YAOCTOBEPEHUSA, HAUMEHOBaHWe AepxaTens
PerncTpaLMoHHOrO  yAOCTOBEPEHUS,  €ro
CTpaHa W TOBapHbLIW 3HaK (naTuHUUEn),
HaumeHoBaHWe, CTpaHa U ropos UPMbI-
NPON3BOAUTENSA, LUTPUX-KOA, HOMEpP cCepum,
faTa WUCTeYeHUs Cpoka TOAHOCTH, LUTPUX-
koA B copmaTte DataMatrix, rnobanbHbin
NAEHTUMDUKALNOHHBIA ~ HOMEP  TOProBOWA
eAVHNLBLI U WHAMBUAYaNbHBIA CEepUNHLIN
HOMEep TOProBON eANHULbI.

HononHumensHo Ha 8mMOPUYHOU ynakoeke
(Ha nayke KapmoHHOU) Ha aHa/ulicKoM
A3bIKE YyKa3aHO: TOProBOE HauWMeEHOBaHWe
neKkapCcTBEHHOro npenapara,
MeXAyHapoaHoe HenaTeHToOBaHHOE
HanmeHoBaHwe, ,03MPOBKa, NekapcTBeHHas
¢dopma 1 konuuecTso TabneTok B ynakoBske,
Haanuch «Antiaggreganty.

12. | CPOKTOOQHOCTH
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