MACMOPT Ne 1025/25 HO0CEIS
cTp. 1 n3 2
ﬁiﬁ OTAOEN KOHTPOINA KAMECTBA
Nuuensnsa Ne J1012-00102-77/00010585
MAKU3DAPMA An T
gég#fpf%‘:‘“m Mnarpun® TabneTku, NOKpbITbIe NNEHOYHON 06ONOYKOM, 75 Mr

Aencucinamah npces, | [T ST A PL1380525

AOM B, ' _.ElATA NMPOUSBOLOCTBA: 22.05.2025

g TOAEH AC: 31.05.2027

CTpoeHMUe 8 OBbEM CEPUN: 9 552 ynak. Ne30

Ton: 4o5) 0610085 | TPOVI3BOMNTENb: 000 «MAKU3-DAPMA»

AHAU3 NO: Jn-006376-290720, uam. Ne1, 2, 3, 4
XPAHEHUE: Mpu Temnepatype He Bblwe 25 °C.

Ne HaumeHoBaHue

nin nokasarens Tpe6oBanus HY] PesynbTaTthl aHanmsa

1. | ONMUCAHUE BusyaneHbiit. Kpyrnbte Asosxosbinyknbie Tabnetkn ¢ | Kpyrnble ABoskosbinyknsie Tabnetku ¢ dac-
hbackoii, NOKPbLITHIE MNEHOYHON OBONOYKOW PO3OBOrO | KOW, MOKPLITLIE NJIEHOYHOW o6onouKol po-
useTa. 30BOrO LBETA.

2. | NOANAHHOCTb Y®-cnekrpooTomeTpus. YO-cnekTpbl nornowenus | YO-CNekTpbl NornoweHnst UCTBITYeMoro u
VCNLITYEMOrO 1 CTaHAAPTHOrO PacTBOPOB B oONacTu OT | cTaHaapTHOro pactsopos B obnactit ot 250
250 g0 300 HM JOMKHBI UMETb MaKCUMYMBI IpU O0AHKMX U | A0 300 HM UMEIOT MaKCUMYMb! NIPU OfHUX U
TeX Xe ANUHAX BOMH. Tex e ASINHaX BOSH.

BOXKX. Bpems yaepxusaHusi OCHOBHOTO nuka Ha xpo- | Bpemsa yaepxusarus OCHOBHOrO NMuKa Ha
maTorpaMmme MCNbITYeMOro pacTBopa AOMKHO COOTBET- | XpoMaTorpamme UCMbITyemoro pactsopa
CTBOBaTb BPEMEHWU YAEPXKMBAHMA NWKa KNONWAOrPENa | COOTBETCTBYET BPEMEHU YASPXMBaHUS NUKa
Ha XpomaTorpamme CTaHAApTHOrO pacTeopa (pasfjen | Knonuiorpena Ha xpomatorpamme CTaH-
«KonuyecTBeHHOE onpejeneHuey). AapTHOro pacteopa (pasgen «Konuue-
CTBEHHOE OnpegeneHue).
CPELOHAA MACCA o Pd, 09C.1.4.2.0009.15.
Ot 248,56 n0 263,94 mr (256,25 mr 3,0 %). 261,41 mr (+2,0%)
4, | PACTBOPEHUE ro Po, 09C.1.4.2.0014.15, (105%)
Y® - cnekrpocoTomeTpUA. 104%
He meHee 80 % (Q) oT 3aABNEHHOIO KONUYECTBA KIONuU- 103%
porpena yepes 30 MAHYT. 104%
104%
107%
108%
5. | POOCTBEHHbIE BIOXX.
NMPUMECHU Mpumeck A — He Gonee 1,2 %; 0,11%
npumece C — He Gonee 1,5 %; 0,31%
eAVHUYHAA HeuaeHTuULMpOBaHHan npumech — He 6o- 0,06%
nee 0,2 %;
cyMma npumecei — He Gonee 2,5 %. 0,52%
6. | BOOA ' Pd, 09C.1.2.3.0002.15, meTop K. duwepa.
He 6onee 7,0 %. 1,2%
7. | MUKPOBUONOIMMYECKAA | M'd P®, 09C.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA O6Lee uncno a3pobHbIX MUKPOOPraHN3MoB - He bonee Menee 20KOEB 1T
10° KOE B 1 1 (Mn);
O6Llee 4NCNO APOXOKEBLIX W NnecHeBblX rpubos: He Menee 10 KOEB 1T
Gonee 10° KOE & 1 1 (mn);
Escherichia coli: otcytcTteue B 1 1 (mn). He obHapyxeHo
8. | OQHOPOAOHOCTb e Po, 09C.1.4.2.0008.18, cnocob 1.
JNO3NPOBAHUA AV £ 15,0 % (n = 10), ecnu ycrioBue He BLINOMHAETCS,
T0 AV £ 15,0 % (n = 30), n ana 30/30 TabneTok konuye- AVio=3,3%
CTBEHHOE COAEpPXaHue Knonuaorpena AOMMKHO Haxo-
AnTbCA B uHTepBane 0,75-M — 1,25-M.
9. | KONUWMECTBEHHOE B3XX. Ot 71,25 g0 78,75 mr knonugorpena (ot 95,0 % 74,27 mr
ONPEQOENEHUE 40 105,0 % OT 3asABNEHHOrO KONM4ecTBa) B ofHol Tab- (99,0%)
neTke.

10. | YNAKOBKA Mo 10 TabneTok B KOHTYPHYIO AYEiKOBYIO ynakosky | Mo 10 TaBnetok B KOHTYPHYIO AUEMKOBYIO
(6nnctep) M3 MAEHKA NONMBUHUIXJIOPUAHON K chonbri | ynakosky (Bnuctep) us nneHku NBX/MBAX v
asloMUHVEBOW MNN B KOHTYPHYIO A4eliKOBYIO YNakoBKy | ¢hOonbri antoMWHMEBOW.

(6nuctep) 3 nnexku NBX/MBOX n donbrn aniomuHne-

BOW.

Mo 3 unn 6 KOHTYPHbIX AYENKOBbLIX ynakoBok (Baucte- | T1o 3 KOHTYPHBIX AYEKOBBLIX ynakoBok (Bnu-
poB) unu no 1 6aHke BMECTE € MHCTPYKLUMEW No Npume- | CTEPOB) BMECTE C MHCTPYKUUEd no npume-
HEHUIO B NAYKy KAPTOHHYIO. HEHMIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA TlepeuyHast ynakoska lMepsuyHas ynakoeka
Ha koHmypHol sielikoeoii ynakoske (6nucmepe) Ha | Ha  koHmypHoll  Auelikoeol  yriakoske
PYCCKOM S3bIKE yKa3blgalom. TOProBoe HaumeHoBaHwe | (6riucmepe) Ha DPyCCKOM $i3biKe yKa3aHo:
npenapata ¢ npegynpeauTencHoO MapkupoBkoid ®, | Toprosoe HaumeHoBaHwe npenapata C
MEXAYHapoAHOe HENaTEHTOBAHHOE HauWMeEHOBaHWe U | npeaynpejauTensHoOR  mapkuposkon  ®,
AO3NPOBKY (Ha PpYCCKOM U &HITIMACKOM $A3blKax), | MEeXAyHapoAHOe HenareHToBaHHoe
NeKapcTBEHHYI0 (hOpMYy, HaMMEHOBaHWE  TOBapHLIN | HAUMEHOBaHME M JO3MPOBKA (HA PYCCKOM K
3HaK (nNaTuHMUeRn) JAepXaTens PerucTpauMoHHOTO | aHrAMICKOM  A3blkax),  NeKapcTBeHHas
YL,OCTOBEPEHMUSA, HOMEP Cepum, AaTy UCTEYeHUs cpoka | ¢opma, HaumeHOBaHWe TOBapHLIA 3HaK
roAHOCTHU. (naTuHuLen) aepxaTtena perncTpaumoHHoro

YAOCTOBEPEHUSl, HOMep cepun, paTa
MCTEYEHNS CPOKA FOAHOCTHA.




«MprHUMaTL N0 HA3HaYEHUIO Bpaya», YCIoBua OTNycKa,
cnocob NpUMEHeHNs, Hagnucb «®» -
3aperncTpupOBaHHBI  TOBAapHbIA  3HAK»,  HOMEp
CBUAETENbCTBA O PerucTpaLum TOBapHOro 3Haka,
Homep perncTpauuoHHoro YAOCTOBEPEHNS,
HanmeHoBaHne pepxarens perncTpaLoHHoro
YAOCTOBEPEHUS,, €ro CTpaHy U TOBapHbIM 3HaK
(naTuHUlen), HanmeHoBarue, CTpaHy U ropoa uUpMbI-
NPON3BOAMTENSA, LUTPUX-KOZ, HOMEp cepun, AaTy
MCTEYEHMA CPOKa FOAHOCTW, LITpUX-kog B dopmare
DataMatrix, rnoGanbHblii MAEHTMOUKALMOHHLIA HOMEP
TOPrOBOA €AMHULBI W WHAWBMAYASbHBIV  CEPURHbIA
HOMEpP TOProBOW €4NHULILL.

HononHumensHo Ha emopuyHol ynakoske (Ha nauyke
KapmoHHOU) Ha aHenulcKoM $3blke yKasblealom:
TOpProBoe HauMeHOBaHWe NeKapCTBEHHOro npenapara,
MEXAYHApOAHOE HenaTeHTOBaHHOE HauMeHOBaHue,
NO3NPOBKY, JIEKAPCTBEHHYIO (DOPMY I KONMMYECTBO
TabneTok B ynakoske, Haanuch «Antiaggregant».

KK-006/3D8
MACTIOPT Ne 1025/25
CcTP. 2 M3 2
ﬁ?ﬁ OTOEN KOHTPOJIA KAMECTBA
JNvuex3ua Ne 1012-00102-77/00010585
MAKMUI®APMA  "THAUMEHOBAHVE " )
MPEMNAPATA: Mnarpun® TabneTkn, NOKPbITLIE NNIEHOYHOK 060mMoYKoi, 75 Mr
nggﬁzaznl\cﬁcbr:i oes HOMEP CEPUMN: PL1380525
- |
20H 6 Possh | IATA NPOW3BOACTBA: | 22.05.2025
CTpoetHve 4, rogeH Ro: -31.05.2027
cTpoeHue 6,
cTpoeHue 8 OBBLEM CEPUM: 9 552 ynak. Ne30
Ten.: (495) 981-00-83 NPON3BOAWTENb: 000 «MAKU3-OAPMA»
AHANU3 NO: NnnN-006376-290720, uam. Ne1, 2, 3, 4
XPAHEHUE: Mpu Temnepartype He Bbiwe 25 °C.
Ne . Tpe6oBauusa HJ, Pe3ynbTaTthi aHanusa
n/n nokasarensi P ¥
BmopuyHas ynakoeka BmopuyHasn ynakoeka
Ha kapmoHHOU nayke Ha PycCKOM si3bike ykasblgalom: | Ha kapmoHHOU nayxke Ha pYCCKOM $3bike
TOproeoe HanmMmeHoBaHne npenapara C YKasaHo. Toprosoe HanmeHoBaHue
npeAynpeanTENbHON Mapkuposkol ®, mexayHapoaHoe | npenapara c npegynpesuTenbHoi
HenareHToBaHHOE HaumeHoBaHue, AO3UPOBKY, MépKMpOBKOVI ®, MexayHapoaHoe
q)apmaKOTepaneBquecxylo rpynny, nekapCTBEHHYIO HenaTeHTosaHHoe HanMmeHoBaHue,
copMy M KONMMMECTBO TabneTok B  YNaKoBKe, | AO3MPOBKa, thapmakoTepanesTnieckan
HanmMmeHoBaHne n coaepxaHme ,qeﬁc*reylomero rpynna, neKapcreeHHan daopma ]
Beulectea B OAHOI?I Ta6neTKe, YCNoBUA XPaHEeHUs, KOMU4YecTBo Tabnerok B ynakoexe,
npeaynpeautenbHblie Haanucu «COAep)KI/IT NakKTo3bl HauMmeHoOBaHne ] copepxaHne
MOHOTUAPaT», «XpaHUTb B HEAOCTYNHOM ANA AeTel | AENCTBYIOLLEro  BelecTBa B OAHOW
MecTe», «nepep, npuMmeHeHnem npenapara Ta6neTKe, ycnosua XpaHeHus,
O3HAKOMbTECH € Npunaraemown MHCTpYKUMel», | npeaynpeputenbHble Haanucn «CoaepxuT

NaKkTosbl  MoHorugpart», «XpaHuTb B
HeAOCTYNHOM ANnA AeTel mecte», «[lepep
NpUMEHEHNeM npenapata O3HAKOMbTECH C
npunaraemon MWHCTpyKuueiy», «MpuHumaTs
no HasHa4YeHWIo Bpayay», YCNOBUA OTNycCkKa,
cnoco6 npumeHeHWs, Hagnucb «®» -
3apErNCTPUMPOBaHHbLIA  TOBaPHBIA  3HAKY,
HOMEp CBUAETENLCTBA O PperucTpauun
TOBAPHOTO 3HaKa, HOMep perncTpalMoHHOro
YAOCTOBEPEHUS, HaUMEHOBAHUE AepKaTens
PErMCTPALMOHHOIO  yAOCTOBEPEHUA, €ro
cTpaHa 1 TOBapHbIM 3HAK (naTuHuuei),
HauMeHoBaHMe, CTpaHa U ropog hupmbl-
NPOU3BOAUTENS, LUTPUX-KOA, HOMEP cepuu,
LaTa UCTEYEHUA CpPoKa TFOZHOCTH, LUTPUX-
ko4 B ¢opmare DataMatrix, rno6anbHbii
NAEHTUDUKALIMOHHBIA  HOMEp  TOProBoMn
€AMHMUBI W WHAMBMAYANbHBIA CEPUIAHBINA
HOMEP TOProBON €4UHULIbI.

HononHumensHo Ha eMOPUYHOLl yrnaKoske
(Ha na4Yke KapmoOHHOU) Ha aHenuiickoM
A3bIK€ yKa3aHO: TOpProBoe HauMmeHoBaHue
NeKapCTBEHHOIO npenapara,
MexgyHapogHoe HENaTEHTOBAHHOE
HanMeHOBaHWe, AO3UPOBKA, NeKapCTBEHHasa
copma 1 konuyecTso TabneTok B ynakoske,
Hagnucb «Antiaggregant».
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