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AsTomcanan poesa, | W CEPA: PL1250525

AOM 6, " | DATA MPOU3BO/CTBA: 15.05.2025

g:gﬁ::g g' FOQEH A0: 30.04.2027

CTpoeHUe 8 OBbEM CEPUM: 9 501 ynak. Ne30

Ten: (495) s10068 | POVIBBOAUTENb: 000 «MAKMN3-GAPMA»

AHAJIN3 NO: nn-006376-290720, uam. Ne1, 2, 3, 4
XPAHEHUE: MNMpu TemnepaTtype He Bbiwe 25 °C,

No HaumeHoBaHue )

nin noxazaTers Tpe6oBanusa HY, PesynbTathl aHanusa

1. | ONMUCAHUE BusyanbHbii. Kpyrmble ABoskoBbinyknble Tabrnetkn c | Kpyrnble ABOSKOBbINYKAbIE Tabnetku ¢ dac-
chackoi, MOKpbITHIE NNEHOYHON OBONOYKOW PO3OBOrO | KOW, MOKPLITHIE NIEHOYHOW OGONOUKON po-
useTa. 30BOrO LiBETA.

2. | NOANUHHOCTbL Y®-cnekrpochoTomeTpus. Y®-cnekTpbl nornoweHns | Y®-cnekrpodoTomeTpusi. YO-cnekTpel no-
MCNLITYEMOro U CTaHAaPTHOTO PacTBOPOB B 0ONacTh OT | FMOLEHNS WCNLITYEMOrO M CTaHAApPTHOTO
250 po 300 HM AOMKHLI UMETE MakCUMyMbl MPU OAHWX U | pacTBopoB B8 obnactu ot 250 Ao 300 HM
TeX Xe ANMHAX BOSH. UMEIOT MaKCUMYMbl NPWU OAHUX N TEX Xe

ANVHAX BOJH.
B3XX. Bpems yaepxuBaHus OCHOBHOrO nuka Ha xpo- | BOMXX Bpemsa yaepXuBanWs OCHOBHOFO AM-
mMaTorpamMme UCNLITYEMOro pacTeBopa AOMHKHO COOTBET- | kK& Ha XpomaTorpamme WCMLITYeMoro pac-
CTBOBaTb BPEMEHU YAEPXKMBaHUA NWKa KIONuAorpena | TBOpa COOTBETCTBYET BPEMEHU YAEPKuBa-
Ha XpomaTorpamMme CTaHAapTHOrO pacTBopa (pasAen | HWA nuka KNonuAaorpena Ha Xpomarorpamme
«KonuuectseHHoe onpegeneHne»). cTaHpapTHoro pacteopa (pasaen «Konuue-
CTBEHHOE ONpeAeneHne»).
3. | CPEAHAA MACCA e P®, 09C.1.4.2.0009.15.
) OT 248,56 po 263,94 mr (256,25 mr t 3,0 %). 259,93 mr (+1,4%)

4. | PACTBOPEHUE T® PO, 09C.1.4.2.0014.15, (96%)

Y®-cnekrtpodoTomMeTpUs. 94%
He meHnee 80 % (Q) OT 3asBNEHHOro KonuyecTsa Knonu- 96%
porpena yepes 30 MUHyT. 99%
94%
95%
96%
5. | POOCTBEHHBIE BIXKX.
NMPAMECHU Mpumeck A — He Gonee 1,2 %, 0,08%
npumeckt C — He Gonee 1,5 %; 0,29%
€AUHNYHAA HenaeHTU(ULMPOBaHHANA npumech — He 6o- 0,03%
nee 0,2 %;
cymma npumecer — He bonee 2,5 %. 0,41%
6. | BOOA e Po, 09C.1.2.3.0002.15, metop K. duwepa.
He 6onee 7,0 %. 1,4%

7. | MUKPOBUNONOIMMYECKAA | M PP, 0PC.1.2.4.0002.18, kateropus 3A.

YNCTOTA O6Lee yucno aspobHbIX MUKPOOpraHu3mos - He Bonee Menee 20 KOEB 1T
10° KOE 8 1 r (mn);
O0Lee 4ncno ApPONOKEBBLIX U NNECHEBLIX rpuboB: He MeHee 10 KOEB 1T
Gonee 10° KOE B 1 r (Mn);
Escherichia coli: otcytctane B 1 1 (mn). He oBHapyeHo

8. | OQHOPOAHOCTbL ro Po, 09C.1.4.2.0008.18, cnocob 1.

JO3WPOBAHUSA AV < 15,0 % (n = 10), ecnu ycnosne He BbINOMNHSETCA,
T0 AV = 15,0 % (n = 30), n ans 30/30 TabneTok Konuue- AV6=3,8%
CTBEHHOE COAEpXaHWe Kknonuaorpena AOMKHO Haxo-
AuTbCA B uHTepsane 0,75-M — 1,25-M.
9. | KONMNYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 73,83 mr
ONPEQENEHME Ao 105,0 % ot 3asBneHHOro KonMvecTsa) B oAHol Tab- (98,4%)
netke.

10. | YNAKOBKA Mo 10 TabneTok B KOHTYpHylo sueiixoByio ynakosky | Mo 10 TaGneTok B KOHTYPHYIO SMENKOBYIO
(6nuctep) U3 NNEHKN NONUBUHUNXMOPUAHOW N conbru | ynakosky (Gnuctep) ua nnenku NMBX/NBAX un
anioMUHNEBON MW B KOHTYPHYIO AYEWKOBYIO YNaxkoBKy | chonbru anioMuHUEBON.

(6nncTep) ns nneHku NBX/MBAOX u cdonbru aniomuHue-

BOM.

Mo 3 nnn 6 KOHTYPHBIX AYeKkoBLIX ynakosok (bnucrte- | Mo 3 KOHTYPHLIX AYElKOBbLIX ynakoBok (6nu-
poB) unu no 1 6aHke BMECTE C UHCTPYKUUEl NO NpUme- | CTEPOB) BMECTE C MHCTPYKUMEN NO npume-
HEHMIO B NaYKy KaPTOHRYIO. HEHMIO B NaYvky KAPTOHHYIO.

11. | MAPKUPOBKA MepauyHas ynaxKoeka MepeuyHan ynaKoeka
Ha konmyproll sivelikosoli ynakoeke (6nucmepe) Ha | Ha  koHmyprHol  sidelikoeoll  ynakoeke
PYCCKOM A3bIKe YyKasbleaiom. TOProBoe HauMeHoBaHwe | (bucmepe) Ha PYCCKOM $3biKe YKa3aHo:
npenapata ¢ NpPeAynpeAUTENbHOW MapkMpoBkoi ®, | TOproBoe HauMMEHOBaHWe npenapata ¢
MEXAYHapoAHOe HEenaTeHTOBAHHOE HaWMEHOBaHWe W | MPEeAyNPeaUTENbHOW  MapkupoBkoih  ®,
AO3MPOBKY (HAa PYCCKOM UM aHrNWIACKOM A3blkax), | MexayHapoaHoe HenaTeHToBaHHOe
NEKapcTBEeHHYI0 hOpMY, HauMEHOBaHWe  TOBapHbLIN | HaUMEHOBAHWE U AO3UPOBKA (HA PYCCKOM W
3HaK (naTuHWUeW) AepxaTens PperucTpaunoHHOrO | aHrUACKOM  A3blkax),  NeKapCTBEHHas
YAOCTOBEPEHUs, HOMEP Cepun, AaTy MCTeYeHWs cpoka | ¢opma, HauMEHOBaHWE TOBapHbll 3HaK
roAHOCTI. (naTuHuUen) aepxaTens perncTpauuoHHOro




«[MpuHUMaTL NO Ha3HaYeHUIo Bpayay, YCNOBUS OTNycKa,
cnocoB- NpUMEHEHNA; Hagnuchb «®» -
3aperncTpMpoBaHHbLI  TOBapHLIA  3HAK»,  HOMeEp
CBUAETENLCTBA O PerucTpauun TOBapHOrO 3Haka,
HOMep PEerucTPaLmoHHOro YAOCTOBEPEHUS,
HauMeHOBaHKe Aepxarens perncTpauuoHHoro
YAOCTOBEPEHUs,, €ro CTPaHy W TOBApHbIA 3HaK
(naTuHUUE), HauMeHOBaHNe, CTPAHY 1 Topos UpMbl-
NPOM3BOANTENA, LUTPUX-KOL, HOMEpP cepwu, Aarty
MCTEYEHNS CpoKa TFOAHOCTW, LWTPUX-ko4 B chopmarte
DataMatrix, rmofanbHbIl MAEHTUOUKALMOHHBIA HOMEp
TOProBOW €AWHWLBI U WHAUBUAYANbHBLIA CEPUAHLIN
HOMEP TOProBoW eAVHULEL.

HononHumensHO Ha emopuy4HOU ynakoeke (Ha nayqke
KapmoHHOU) Ha aHa/ulicKoOM S3blke  yKasbiealom:
TOProBoe HauMeHOBaHWE NekapcTBEHHOro npenapara,
MeXayHapoAHOEe HenaTeHTOBAHHOE HauMEHOBaHue,
AO3NPOBKY, NEKapCTBEHHYI OpPMY U  KONUYECTBO
TabneTok B ynakoBke, Hagnuck «Antiaggreganty.
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YAOCTOBEpEeHuA, HOmep cepun, aarta
UCTEYEHUA CPOKa rO4HOCTH.
BmopuqHaﬂ ynakoeka Bmopu-maﬂ ynakoska
Ha Kapm0HHOﬂ navyke Ha PYyCCKOM si3bike yKasbigarom. Ha KameHHOU nayKe Ha PYCCKOM £3bike
ToproBeoe HanveHoBaHune npenapara [ YKasaHro. Toprosoe HanmeHoBaHue
npeAynpeasuTenbHoW MapkupoBkoii ®, mexayHapojHoe | npenapata c npepynpeauTesnHoN
HenaTeHToBaHHOe HauMeHoBaHue, AO3UPOBKY, MapKMpOBKOf/'I ®, MEXAYHapoaHoe
cbapmaKOTepaneBquecxylo rpynny, neKapcTBeHHYIO HeNaTeHTOBaHHOE HavmMmeHoBaHWe,
copMy M KOnNM4YEeCTBO Tabnetok B ynakoeBke, | AO3WPOBKA, hapmakoTepanesTuyeckas
HauMeHoBaHue W  coAepXaHvme  AeNCTBYIOWeEro | rpynna, nexkapcTBeRHas thopma n
Bewlectea B 0AHOI7I Ta6neTKe, yCnoBuA XpaHeHus, KOnn4yecTso TabneTok B YnakoBke,
npeaynpeautencHole Haanucu «COAep)KVIT JlaKTo3bl HauveHoBaHue 7] coaepxaHue
MOHOMMAPAT», «XpaHuTb B HEAOCTYNHOM ANA AETeill | AEWCTBYIOLEro BelecTBa B OAHON
MecTe», «Mepep, npUMEHEHNEM npenapata | TabneTke, ycnosus XpaHeHus,
O3HAaKOMbTECH C npunaraemoﬁ VIHCTpYKUMeVI», npeaynpeautenbiblie Hagnucu «CO,ELep)KVIT

naxkTosbl  MOHOrMApaT», «XpaHuTb B
HEAOCTYNHOM [Aiis AeTel mecTe», «ilepej
NPUMEHEHNEM npenapaTa O3HaKOMbTECb C
npunaraemon MHCTpykuuen», «fpuHumatb
No HasHa4eHuio Bpauay, YCrnoBuA OTMYCKa,
cnocof npumeHeHwsa, Hagnuce «®» -
3aperncTpupoBaHHblil - TOBapHbIA  3HaK»,
HOMEp CBMAETEnbCTBA O PErucTpauuu
TOBapHOro 3Haka, HOMEP PerneTPaLNoHHOro
YAOCTOBEPEHUSA, HaUMEHOBaHNE AepxaTens
PEerucTPaLuoHHOro  YAOCTOBEPEHUs, €ro
CTpaHa W TOBapHbLIA 3HaK (NaTuHUUER),
HauMmeHoBaHWe, crpaHa u ropop uUpPMbI-
NPOU3BOAMTENSA, LUTPUX-KOA, HOMEP Cepun,
haTa WUCTEMEeHUA CpOKa FOAHOCTH, LUTPUX-
kof B copmarte DataMatrix, rnoGanpHbii
aeHTU(UKAUNOHHBIN  HOMEP  TOProBOW
€AVHULBL U VHAUBUAYARbHBIA CEPUIAHBINA
HOMED TOProBOW €ANHULbL.

HononHumenbHo Ha emopuyHoOl ynakoske
(Ha nayke kapmoHHOU) Ha aHanulcKkoMm
f3bIKE YKas3aHO: TOProBoe HauMmeHoBaHue
neKapcTBEHHOTO npenapara,
MeXAyHapoaHoe HenaTeHTOBaHHOe
HaMmeHoBaHue, A03MPOBKa, NekapcTeeHHas
copma n konudecTso TabneTok B ynakoske,
Haanuck «Antiaggregant».

12. | CPOK rogHOCTH

CooTBeTCTBYET

3aknioueHue:

HavyanbHuk OKK:

[ata Bbinycka OKK: «02» nioHa 2025 r.

JN-006376-290720, nam. Ne1, 2, 3, 4

-/ Bonkosa O.b.




