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105020 - Mosea | HOMEP CEPUM: PL1210425

Ao 6, Po*% | BATATIPOU3BOACTBA: | 07.04.2025

gsg:::g g- rOAEH AO: 31.03.2027

cTpoeHme 8 OBbEM CEPUM: 9 572 ynak. Ne30

Ten: (o5) se10088  |_POVSBOANTEND: 000 «MAKMN3-GAPMA»
AHANN3 NO: JIN-006376-290720, uam. Ne1, 2, 3, 4
XPAHEHMUE: MNpu TemnepaTtype He Bbiwe 25 °C.

Ne HaumeHoBaHnue

e nokaasTEns TpeboBanna HO, PesynbTaTtel aHanusa

1. | ONMUCAHUE BusyaneHbiit. Kpyrnbie pBosikoBbinyknble Tabnetkn ¢ | Kpyrnble 4BoskoBbINyKbie TabneTku ¢ gac-
ackoi, NOKPbLITLIE NNEHOYHOW OBONOMKOW PO3OBOrO | KOW, NOKPbLITHIE MIEHOMHON 0GONOYKON po-
usera. 30BOrO LiBETA.

2. | NIOANWUHHOCTb Y®-cnekrpochoTomeTpuna. Y®d-cnexktpel nornowenus | Yd-cnektpodoTtoMeTpus. Yd-cnekTpoi no-
MCNbITYEMOro U CTaHAAPTHOrO pacTBOPOB B OGNACTU OT | FMOWEHUA WUCHBITYEeMOro U CTaHZapTHOro
250 po 300 HM AOMKHB! UMETb MAKCMMYMbI NPY OJHUX U | pacTBOpPoB B o6nactn or 250 go 300 Hm
TeX we ANuHAaXx BOSH. UMEIOT MaKCUMyMbl ApU OBHWUX U TeX e

ANUHAX BOMH.
B3XX. Bpems yaepxvBaHus OCHOBHOTO nuka Ha xpo- | BOXKX Bpewms yaepxuBaHUA OCHOBHOTO nu-
MaTorpaMme MCnbITYeMOro pacTBopa AOMMKHO COOTBET- | ka Ha XpoMaTorpaMmMe MUCMLITYEMOro pac-
CTBOBaTL BPEMEHW YAEPXUBAHWA NMKa KNOMUAOTPENna | TBOpPa COOTBETCTBYET BPEMEHW YAEpXWBa-
Ha XpomaTorpamme CTaHAapTHOrO pacTBopa (pasfen | HWA NUKa KNOMWAOTPEna Ha xpomarorpamme
«KonuuecTBeHHOE onpeaeneHue). CTaHaapTHoro pacreopa (pasgen «Konuue-
CTBEHHOE ONpPeAeneHue»).
3. | CPEOHAA MACCA F® PP, 09C.1.4.2.0009.15.
) Ot 248,56 n0 263,94 mr (256,25 mr £ 3,0 %). 260,20 mr (+1,5%)

4. | PACTBOPEHUE e Po, 0O®C.1.4.2.0014.15, (97%)

Y®-cnekrpodoToMeTpUs. 99%
He meHee 80 % (Q) OT 3aABNEHHOrO KONUYECTBA KNOMu- 98%
Aorpena yepes 30 MuHyT. 96%
95%
97%
99%
5. | POOCTBEHHbIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %,; 0,06%
npumeck C — He Bonee 1,5 %; 0,05%
€AVHUYHaA HenaeHTudMUMpoBaHHas npumeck — He 6o- 0,01%
nee 0,2 %;
cymma npumeceii — He Gonee 2,5 %. 0,13%
6. | BOOA re P®, 09C.1.2.3.0002.15, metog K. duwepa.
He Gonee 7,0 %. 1,.3%

7. | MUKPOBUONOIMUYECKASA | TP PP, OPC.1.2.4.0002.18, kaTeropus 3A.

YUCTOTA Obwee uucno aapoBHeIX MUKPOOPraH3mos - He Gonee Menee 20 KOEB 11
10° KOE B 1 r (mn);
ObLlee 4ucno ApoiokeBbIX W NNECHEBbLIX rpubos:. He Menee 10 KOEB 1T
6onee 10° KOE B 1 r (mn);
Escherichia coli: otcytcTtBue B 1 r {mn). He o6HapyxeHo

8. | OOHOPOOHOCTb re PP, 09C.1.4.2.0008.18, cnocob 1.

[JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BbINONHAETCS,
T0 AV £ 15,0 % (n = 30), u pns 30/30 TabneTok konude- AVi0=2,6%
CTBEHHOE COAEepXKaHWe KronMAorpena AOMKHO Haxo-
AuTbes B uHTepsane 0,75-M - 1,25-M.
9. | KONUYECTBEHHOE B3XX. Ot 71,25 ao 78,75 mr knonuaorpena (ot 95,0 % 77,05 mr
ONPEOENEHUE 40 105,0 % ot 3asBneHHoOro konu4yectsa) B OAHOR Tab- (102,7%)
nevke.

10. | YNAKOBKA Mo 10 TabneTok B KOHTYpHyio siqeiikoBylo ynakoBky | Mo 10 TaBneTtok B KOHTYPHYIO SUEWKOBYIO
(6nuncTtep) M3 nNeHkU NONUBMHWUNXNOPMAHONW U chonbrn | ynakoBky (6nuctep) us nnexku MBX/MBOX 1
anioMUENEBON WNK B KOHTYPHYIO SYENKOBYID ynakoBky | ¢honbru anioMUHWEBON.

(6nucTep) n3 nnenku NBX/MBAOX u donbru anomuHue-

BOW.

Mo 3 nnu 6 KOHTYPHBIX AYeiikoBbiX ynakosok (6nucte- | Mo 3 KOHTYPHbLIX AYEHKOBLIX YNakoBok (6nu-
poB) unu no 1 6aHKe BMECTE C MHCTPYKUMENA NO NpUMe- | CTEPOB) BMECTE C MHCTPyKuneih no npume-
HEHUIO B NaYKy KAPTOHHYIO. HEHWIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA MepeuyvHas ynakoska MepsuyHas ynakoska
Ha koHmypHol suelikosoll ynakoske (6rnucmepe) Ha | Ha  kowmyproii  sidelikoeoli  ynakoeke
PYCCKOM s3bike yKa3biealom: TOProBoe HaumeHoBaHue | (6rucmepe) Ha pYyCCKOM s3biKe YKa3aHo:
npenapata ¢ nNpeAynpeauTenbHOW mapkuposkon ®, | TOproBoe HaMMeHOBaHMe npenapata ¢
MEX(AYHAPOAHOE HenaTeHTOBaHHOE HAMMEHOBaHWEe W | NPeAynpeauTenbHOW  MapkupoBkodh  ®,
AO3NPOBKY (HAa PYCCKOM M aHrMACKOM A3bIKaX), | MEeXAyHapogHoe HenaTeHToBaHHOe
NekapcTBeHHy10 OpPMY, HaWMEHOBaHWe  TOBApPHbLIA | HaMMEHOBaHWe M A03UPOBKA (HA PYCCKOM U
3HaK (maTuHuUel) AepxaTens  perucTpauMoHHOTO | aHIMUIACKOM  A3blKax), nekapcTBeHHan
YAOCTOBEPEHUs, HOMED CEpUn, AATY UCTEMEHUs cpoka | bopma, HaWMEHOBAHWE TOBAPHbLIA 3HaK
FOAHOCTM. (naTuHWUel) aepKaTens perncTPaLMoHHOro




mecTe»,

crocob

A03NPOBKY,

(natuHUUen), HaumeHoBaHWe, CTpaHy U ropos UpMbl-
nponsBoauTENs,
NCTEYEHUs CPOKa FOAHOCTMH, LUTPUX-KOA B ¢opmarte
DataMatrix, rnobancHbil MAEHTUDNKALNOHHBIA HOMEp
TOProBOW EANHWLBI U UHAVBMAYANbHBIM CEepUiHbLIA | CTpaHa W TOBApHbLI 3HAK (naTuHUUEN),
HanmeHoBaHue, CTpaHa W TropoA UPMbI-
NpOU3BOAUTENS, LUTPUX-KOA, HOMEP Cepuu,
AaTa WCTeYeHWs cpoka rogHOCTH, LUTPUX-
ko B copmarte DataMatrix, rnoGanbHbii
NAEHTUPNKALMOHHBIW
eAVHULBl U UHAUBUAYANBHBIA CEePUIAHBINA
HOMEP TOProBoOW eAUHNLILL.

HOMEp TOProBOW efuHULIbI.

HononnumensHo Ha emopuyroll ynakoexke (Ha nadke
KapmonHOUl) Ha aHefulickoM S3blke  yKasbleaiom:
TOProBoe€ HauMeHOBaHWe NeKapCTBEHHOrO npenapara,
MEXAYHapOAHOE

MOHOTMAPaT», «XpaHuTe B HEAOCTYNHOM ANSA AeTel | AEWCTBYIOLErO
«Mepep, NPUMEHEHNEM
03HAKOMBTECH

npenapara | Tabnetke,
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yaocToBepeHus, cepuu, aara
NcTevyeHnAa cpoka roqgHoOCTH.
BmopuyHas ynaxkoexa BmopuyHas ynakoska
Ha KameHHOﬁ nayke Ha PyCCKOM f3blKe yKasblearom. Ha KameHHOﬁ nayKe Ha PYCCKOM 53bike
Toprosoe HanmeroBaHune npenapara Cc yKasaHo. Toproeoe HaumMeHoBaHne
npeaynpeauTensHon Mapkuposkoin ®, mexayHapoaHoe | npenapara npeaynpeauTenLHon
HenaTeHTOBaHHOe HanmeHoBaHue, AO3UPOBKY, Mapxwposkoﬁ MeXAYHapoaHoOe
daapmaKOTepaneBquecxylo rpynny, neKapCTBEHHYIO HenaTeHToBaHHOe HanmMmeHoBaHune,
dopMy ©n  konuyectBO Tabnetok B ynakoBKe, | AO3VPOBKA, thapmakoTepaneeTuyeckas
HaMMeHoBaHWe U CcoAepxaHue  Je’cTeylollero | rpynna, JNIeKapCTBEHHAaA thopma n
BEWECTBa B OAHOW Ta6neTKe, yCnoBuA XpaHeHus, Konu4ecTeo B YNakoBke,
npeaynpeautensHble Haanucu «Co.u,epmm NaKTo3bl HanmeHoBaHune copgepxaHue

BewWecTea B ° OAHOW

XpaHeHus,

C  Npunaraemoil  WHCTpyKumen», | npeaynpeawTenbHble Haanucn «Cogepxut

«MpuHUMATBL NO HAasHaAYEHWIO BpaYa, ycnoeusa OTnycka, NaKTO3bt MOHOruapar»,

Homep PErMCTPaLMOHHOrO
HauMeHOBaHWe aepxartens PErMCTPaLMOHHOrO | cnocoG npUMeHeHus,
YAOCTOBEPEHUS, €r0 CTpaHy W TOBapHbIii 3HAK | 3apPerucTPUPOBAHHLIN

«XpaHuute B

NPUMEHEHNUA, HaaNuch «®» -7 HepgocTynHOM fna AeTel mecre», «iiepep
3apErncTPUPOBaHHbIA - TOBapHbBI  3HaK», HOMEP | NPUMEHEeHWeM npenaparta O3HAKOMbTeChb C
CBUAETENbCTBA O perucTpauun TOBAPHOrO 3HaKa, | NpUNAaraemoln MHCTpyKumen», «lMpuHumartb
YAOCTOBEPEHUS, | NO Ha3HAYeHWIO Bpayay, YCNOBUA OTMycCKa,
Hagnuck «®» -
TOBApHbLIN  3HAKY,

HOMEP CBUAETeNnbCTBa O perucTpatiun

WITPUX-KOA, HOMEP Cepuyw, AaTy | TOBapHOro 3Haka, HOMEP PErMCTPaLMOHHOO

MeXayHapogHoe

yAOCTOBEpeHNsi, HauMeHOBaHne gepxarens
perncTpaumMoHHOro  ya0CToBEpeHuAa, ero

HOMEpP  TOProBoW

HononHumensHo Ha emopuyHOU ynaxkoske
(Ha nayke KapmoHHOU) Ha aHenulickom
f3bIKE yKa3aHO: TOProBoe HauMeHoBaHWe
HenaTeHTOBAHHOE HaWMeHOoBaHWe, | feKapCTBEHHOro
nekapcTBeHHylo opMy U KOMU4YECTBO
TabneTok B ynakoBke, Hagnmck «Antiaggregant».

npenapara,

HenaTeHToBaHHoe
HauMeHoBaHMe, 403MPOBKa, NlieKapCTBEHHAA
chopma n KonuuecTso TabneTok B ynakoske,
Hagnucb «Antiaggregant.

12. | CPOKIrOgHOCTHU 2ropa

CootBeTcrayeT

| 3aknioueHue:

HavansHuk OKK:

HaTa Bbinycka OKK: «28» anpens 2025 r.

CooTBeTCTBYET T

Z

/" Bonkosa O.b.




