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"ﬁ OTOEN KOHTPONA KAYECTBA
JlnueHaus Ne §1012-00102-77/00010585
MAKM3DAPMA
HQS#E;‘:TBAA;H”E Mnarpun® Tabnetku, NOKPbITbIE NIIEHOYHON O6ONOYKOM, 75 Mr
;gigi%ﬁ;xﬁ:i o HOMEP CEPUM: PL1160325
Ao, Posh | BATA TPOVGBOACTBA: | 28.03.2025
CTpoenne & FOAEH [O: 31.03.2027
cTpoeHrue 6,
cTpoeHue 8 OBbEM CEPUN: 9673 ynak. Ne30
Ten: (495) es10088 | NP ONSBOMMTEN: 000 «MAKM3-OAPMA»
AHATIN3 NO: nn-006376-290720, nam. Ne1, 2, 3
XPAHEHVE: Mpu TemnepaType He Buiwe 25 °C.
Ne HaumenosaHue Tpe6osanua HO PesynbTaThl aHanusa
n/n nokasarens P ¥
1. | ONMUCAHMUE BuayansHbifi. Kpyrnole aposikosbinyknbie Tabnetku ¢ | Kpyrnbie pBOAKOBLINyKknble Tabnetku ¢ dac-
hacKoMW, NOKPLITbIE MNEHOYHON OBOMOUKOW PO30BOTO | KOW, MOKPBLITHIE NAEHOYHON OBONOYKON po-
useTa. 30BOrO LBeTa.
2. | NOANTUHHOCTbL Y®-cnektpochoTomeTpus. YO-cnexkTpo! nornoweHun | Y®-cnektpodotomerpusi. YO-cnekTpsb! no-
MCNLITYEMOrO U CTaHAAPTHOrO PacTBOPOB B 0BNacTu OT | FMOWEHNs WNCNbLITYEMOTO K CTaHAapTHOro
250 po 300 HM AOSKHBI UMETb MakCUMyMbl NPY OAHUX U | pacTBopoB B obnactu or 250 go 300 Hm
TEX XKe ANIMHAX BOSH. VNMEIOT MaKCUMyMbl NPV OAHUX N TEX Xe
ANNHAX BONH.
B3XX. Bpems yaepxusaHusi OCHOBHOrO nuka Ha xpo- | BOXX Bpems yaepxvBaHua OCHOBHOrO nu-
MaTOrpamme UCMLITYEMOrO pacTBopa AOMKHO COOTBET- | K& Ha XPOMaTorpaMmme WCMbLITYEMOro pac-
CTBOBAaTE BPEMEHW YAEPXKUBAHWA NUKa KNONWAOTpENna | TBOpPAa COOTBETCTBYET BPEMEHW YAEpXuBa-
Ha XpomaTorpamme CTaHAapTHOro pacTBopa (pasaen | HWA fWKa KIoNuWAOrpera Ha XpomaTtorpamme
«KonnuyectBeHHOE ORpeAENEHUe»). cTaKgapTHoro pacrtesopa (pasaen «Konuve-
CTBEHHOE onpejeneHuey).
3. | CPEQHAA MACCA e PO, O®C.1.4.2.0009.15.
OT 248,56 po 263,94 mr (256,25 mr + 3,0 %). 262,71 mr (+2,5%)
4. | PACTBOPEHUE e PO, 09C.1.4.2.0014.15, {101%)
Y®-cnektpodoTomeTpus. 103%
He meHee 80 % (Q) OT 3aABNEHHOrO KONMYECTBA KNOMU- 102%
aorpena Jepes 30 MuHyT. 102%
102%
103%
95%
5. | POOACTBEHHBIE B3IXX.
NMPUMECHU Mpumecs A — He Gonee 1,2 %; 0,13%
npumecb C — He Bonee 1,5 %; 0,11%
€AWHVYHAA HENAEHTUDULMPOBAHHAA NPUMECh — He 6o- 0,02%
nee 0,2 %;
cymma npumeceii — He 6onee 2,5 %. 0,25%
6. | BOOA e Po, 09C.1.2.3.0002.15, meTtoa K. Puwiepa.
He Gonee 7,0 %. 1,3%
7. | MUKPOBUOJNIOMMMYECKAA | F® PO, 09C.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA O6wee uncno aspobHeIx MUKPOOPraHM3MoB - He Gonee Menee 20 KOEB 11
10° KOE B 1 1 (Mn);
OO6Lee uMCcno APOXOKEBLIX U NNECHEBbIX rPUBOB: He MeHee 10 KOEB 1T
Gonee 102 KOE B 1 1 (Mn);
Escherichia coli: orcytcTeue 8 1 r (mn). He obHapyxeHo
8. | OOHOPOOHOCTb re Po, 09C.1.4.2.0008.18, cnocob 1.
JAO3NPOBAHUA AV = 15,0 % (n = 10), ecnn ycnosue He BLINONHSAETCH,
T0 AV £ 15,0 % (n = 30), u ans 30/30 TabneTok konuue- AVi6=5,3%
CTBEHHOE COAEpXaHue knonuporpena AOMKHO Haxo-
avTtbes B uiTepsane 0,75-M - 1,25-M.
9. | KOMIMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 76,61 mr
ONPEOENEHUE 40 105,0 % OT 3afBNEHHOro konuyecTsa) 8 OAHOMN Tab- (102,1%)
neTke.
10. | YDAKOBKA Mpu npoussodcmee, ghacoske w/unu ynakoske Ha OOQ | lpouseodcmeo, ¢hacoska U ynakoeka Ha
«MAKUZ-QAPMA»: 000 «MAKU3-OAPMA»:
Mo 10 Tabnetok B KOHTYpHYlO Adeikosylo ynakosky | Mo 10 TabneTok B KOHTYPHYIO AYENKOBYIO
(BnvcTep) U3 NNEeHKM NONMBUHUNXNOPMAHON M donbri | ynakosky (6nuctep) us nneHku NBX/MBAX n
anioMUHUEBO UNU B KOHTYPHYIO AYEVKOBYIO YnakoBky | chonbru anioMMHMEBON.
(6nuctep) us nnexku NBX/MBOX u donbru anomMuHne-
BOM.
Mo 3 nnu 6 KOHTYPHBbIX AYENKOBLIX ynakoBok (Gnucte- | Mo 3 KOHTYPHbIX AYEHKOBBLIX ynakoBok (6nu-
poB) unu no 1 6aHke BMECTe C MHCTPYKUMENA NO Npume- | CTEpOB) BMECTE C WHCTPyKUMe# no npume-
HEHUIO B NaYKy KAPTOHHYIO. HEHMIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA lepsuyHasn ynakoeka MepeuyHan ynaxoeka
Ha koumypHol sielikosoll ynakoeke (6nucmepe) Ha | Ha  koHmyproll  suelikosoll  ynakoske
PYCCKOM si3biKe yKa3blsalom. TOproBoe HaumeHoBaHue | (briucmepe) Ha PYCCKOM S3biKe YKa3aHO:
npenapata C nNPeAyNpeanTenbHOA MapkupoBkoW ®, | Toprosoe HaumeHoBaHVe npenapata ¢
MEXAYHAPOAHOE HENaTeHTOBAaHHOE HaWMEHOBaHWE W | NPeAyNpPeAuTEenbHOW  MapkupoBkoh — ®,
AO3UPOBKY (Ha pYycckOM ¥ aHFAWACKOM A3blkax), | MexayHapoaHoe HenaTeHTOBaHHOe '
NeKapcTBEHHYI0 hopMy, HaumeHOBaHWEe  TOBApHbLIW | HAUMEHOBAaHWE U JO3NPOBKA (HA PYCCKOM U
3HaK _ (natvHuuen) Aaepxatens  PerucTpauMOHHOrO | aHrMUACKOM  A3biKax),  NekapcTeeHHas
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YAOCTOBEPEHUA, HOMEpP Ccepuu, AaTy NPOU3BOACTBa
(npn  dacoske Ha OO0 «MAKU3-GAPMA» paty
NpoOM3BOACTBA HE HAHOCAT), AATy WCTEYEHMA cpoka
TOAHOCTW.

BmopuyHas ynakoeka

Ha kapmoHHOUI radKke Ha PYCCKOM S3bIKe YKasblearom:
TOprosoe HaumeHoBahwe npenapata c
npejynpeauTensHON MapkupoBko#h ®, mexayHapogHoe
HENaTeHTOBaHHOE HanmeHoBaHue, AO3UPOBKY,
thapmakoTepaneBsTMYEcKkylo pynny, neKapcTBeHHYIo
dopMy un konuyecTBo TabneTok B yNakKoBke,
HaMMEHOBaHWe W  copaepXaHue - AelcTByIOLIEro
BeljecTBa B OAHON TabneTtke, YCNOBMUA XpaHEHUsA,
npeaynpeautenbHble Hagnucu «COAREPXUT NaKTo3bl
MOHOTUAPaT», «XpaHUTb B HEAOCTYNHOM ANA AeTel
mecte», __ «llepep, npUMEHEHNEM npenapara
O3HAKOMBTECE € MpPUNaraemMoit  WHCTPYKUMEN»,
«MpuHUMaTB Mo Ha3Ha4YeHUIo Bpaya», YCNOBUA OTNYCKa,
cnocob NPUMEHEHUA, Hapanuch «®» -
3apEernCTPUpPOBaHHLIN  TOBApHBLIA  3Hak»,  HOMep
CBUAETENbCTBA O pEerucTpauunm TOBApHOro 3Haka,
Homep perucTpaunoHHOro YAOCTOBEPEHUA,
HauMeHoBaHne pepxartens perncTpaumoHHOro
YAOCTOBEpPEHNs, €ro CTpaHy W TOBapHblfi 3HaK
(naTuHuUei), HauMEeHoBaHWe W  CTpaHy  UPMbI-
npounssogutensa (npu npoussoacTse Ha OO0 «MAKN3-
GAPMA» ykasbiBalOT CTpaHy, TOPOA), WTPUX-KOA,
HOMEp cepun, AaTy NpoOU3BOACTEA (Mpu NPOU3BOACTBE
Ha 000 «MAKU3-®APMA» paTy npousBOACTBA He
HAHOCAT), AaTy UCTEYEHUS CPOKa FOAHOCTM, LUTPUX-KOA
B thopmarte DataMatrix, rnobanbHbIl
MAEHTUPUKALNOHHBIA HOMEpP TOProBOW EAUHULBI U
VNHANBUAYaNbHBIA CEPUAHBIA HOMEP TOPrOBON €ANHMLIbL.

HononHumensHo Ha eMOpPuYHOU ynakoeke (Ha navke
KapmoHHOUl) Ha aHenulicKoM $i3blke  yKasbiealom:
TOProBoe HaMMeHoBaHWe NEeKapCTBEHHOrO npenapara,
MEXAYHAapPOAHOE HEeNaTEeHTOBAaHHOE HauMeKOoBaHue,
DO3NPOBKY, NekapcTBeHHylo ¢OopMy U KONUYECTBO
TabneTok B ynakoske, Haanuck «Antiaggregant».

cdopma, HauMeHoBaHWe TOBApHbLIM 3HaK
(naTunvLeid) aepxarens perncTpaunoHHoro
YAOCTOBEPEHUS, HOMEp cepuu, pata
MCTEYEHUSA CPOKa rOAHOCTY.

BmopuyHas ynakoeka

Ha kapmoHHOU nauyke Ha PYCCKOM s3bike
yKasaHo: TOprosoe HaMmeHoBaHWe
npenapaTa c npejynpeauTenbHON
MapKUPOBKOW ®, MEXAYHapPOAHOe
HeNaTEHTOBAHHOE HanMeHoBaHue,
AO3npoBekKa, dapmakorepanesTuyeckas
rpynna, nekapcTeeHHas copma "
KonuyecTBOo  Tabnetok B ynakoBke,
HaumeHoBaHue " coaepxaHue
AeNCTByIOWEro  BellectBa B OfHOMW
TabneTke, ycnosus XpaHeHus,
npeaynpeautensHbie Hagnucu «Coaepxut
NaKTo3bl  MOHOTWAPAT», «XpaHuTb B
HEAOCTYMHOM ANSs aetein mecrex», «flepeg
NPUMEHEHUEM npenapata O3HaKOMbTECH C
npunaraemoit HCTpykumeny», «FpuHumatb
MO HasHaYeHWIo Bpayay, YC/IOBUA OTNyCKa,
cnoco® npumeHeHus, Haagnuce «®» -
3aperucTpupoBaHHbIi  TOBAPHBIA . 3HAK»,
HOMEp CBMAETENLCTBA O perucTpayum
TOBapHOTO 3HaKka, HOMEP perucTpaLMoHHOro
YA OCTOBEPEHUSA, HAUMEHOBARUE AepXaTensi
PErMcTPaLMOHHOIO  yAOCTOBEPEHMA, €ro
CTpaHa W TOBapHbIi 3HAK (NaTUHULER),
HauMEHOBaHWe, CTpaHa U ropoA hUpMbi-
NPOM3BOAUTENSA, LUTPUX-KOA, HOMEP Cepum,
faTa MCTEeYEHUs CpoKa rofHOCTM, LUTPUX-
kog B cpopmate DataMatrix, rnoBancHbli
MASHTUPMKALUMOHHLIA  HOMEp  TOProBoit
€AMHNLUBI N WHAMBUAYANbHBIA CEePUAHBIA
HOMEp TOpProBoW efuHULbI.
HononHumensHo Ha smopu4Holl ynakoeke
(Ha nayke kapmoHHOU) Ha aHanulickom
fI3bIKe YKa3aHO. TOProBoe HaMMEHOBAaHMWE
NeKapcTBEHHOrO npenapara,
MEXAYHAPOAHOe HenaTeHToBaHHoe
HaUMEHOBAHNE, O3UPOBKA, NEKAPCTBEHHAR
dopma 1 KonUecTBO TabNeToK B yNakoBke,
Hagnuch «Antiaggreganty.

12. | CPOKI'OAHOCTH
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