MACHOPT Ne 1300/25 fR D>
cTp. 1132
Zﬁ OTAEN KOHTPONA KAYECTBA
NuueHaua Ne J1012-00102-77/00010585
MAKWUN3PAPMA T HAUNMEHRD e -
HQQ#E;TT%HME Mnarpun® TabneTkn, NOKPLITLIE NIIEHOUYHONW 060M0UKOM, 75 Mr

108029, . Mockea HOMEP CEPWM: PL1591025

aong, o et " HATA IPONSBOACTBA: | 08.10.2025

CTPOEHUE 4, ™ .

il OfEH 10 30.09.2027

cTpoeHue 8 OBBLEM CEPUM: 8 825 ynak. Ne30

Ten: (495) 981-00-88 NPOU3BOANTEND: 000 «MAKU3-®APMA»
AHANKW3 NO: JIN-006376-290720, nam. Ne1, 2, 3, 4
XPAHEHWE: Mpu TeMnepaType He Bbiwe 25 °C.
Ne HaumenoBanue TpeboBanusa H PesynbTathl aHanusa
n/n nokasarens P v
1. | ONUCAHUE BusyanbHkIn. Kpyrnble aBoskoBbinyknele Tabnetkn ¢ | Kpyrnbie aBosikoBbINykble TabneTku ¢ dac-
thackol, NOKPBLITBIE NNIEHOYHOW OBOMOYKON PO3OBOro | KOW, MOKPBITHIE NNEHOYHON 06ONOYKOW po-
usera. 30BOrO LiBETA.
2. | NOONUHHOCTbL Y®-cnektpochoTomeTpua. YO-cnektpnl nornoleHna | YP-cnektpel MOrnoweHns McnbiTyemMoro u
MCNBITYEMOTO U CTaHAAPTHOrO pacTBOPOB B 0BnacT oF | CTaHZAPTHOro pacTteopos B obnactu ot 250
250 po 300 HM AOMMKHBI UMETE MakCUMyMbl NPU O4HUX U | A0 300 HM UMEIOT MaKCUMYMb! NPK OAHUX U
Tex Xe ANMHAX BOMH. TEX e ANIMHAX BOJIH. .
B3OXX. Bpema yaepxuBaHua OCHOBHOrO Nuka Ha xpo- | Bpema yaepxuBaHus OCHOBHOrO nuka Ha
MaTorpamMmmMe WUCMLITYEMOro PacTBopa AOMKHO COOTBET- | XpoMaTtorpamme WCNLITYEMOro  pacTteopa
CTBOBaTb BPEMEHW YAEPKUBAHUS NUKa KNONWAOrpena | COOTBETCTBYET BPEMEHN yAEPKUBAHUS Nuka
Ha XpomaTorpamme CTaHAapTHOro pacTsopa (pasfen | KMonuaorpena Ha Xpomarorpamme CcTau-
«KonuuecteeHHoOE onpeaeneHue»). gaptHoro pactsopa (pasgen «Konuue-
CTBEHHOE onpeaenexney).
3. | CPEOHAA MACCA Fe PP, 09C.1.4.2.0009.15.
Or 248,56 a0 263,94 mr (256,25 mr £ 3,0 %). 257,87 mr (+0,6%)
4. | PACTBOPEHME Fo PP, 0DC.1.4.2.0014.15, {101%)
Y® = cnektpodoToMeTPUS. 103%
He meHee 80 % (Q) OT 3aABNEHHOrO KONUYECTBA KNONu- 101%
porpena JYepes 30 MUHYT. 99%
101%
102%
100%
5. | POOCTBEHHBIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %,; 0,12%
npumeck C — He 6onee 1,5 %; He o6HapyxeHo
€AWHUYHEA HenaeHTUdhMUMpoBaHHas npumecs — He 6o- 0,04%
nee 0,2 %;
cyMma npumeceii — He Gonee 2,5 %. 0,18%
6. | BOOA e Po, 09C.1.2.3.0002.15, meToa K. Puwepa.
He Gonee 7,0 %. 1,5%
7. | MUKPOBUONOIMMYECKASA | M® P®, O®C.1.2.4.0002.18, kaTeropus 3A.
UNCTOTA O6uwee Yncno aspoBHLIX MUKPOOPraHN3mMoB - He Gonee MeHee 20 KOEB 1T
10° KOE B 1 1 (Mn);
Obliee uncno ApPONOKEBLIX W MNEcHeBbIX rpubos: He Menee 10 KOEB 1T
Gonee 10° KOE B 1 r (Mn);
Escherichia coli: otcyTerBue 8 1 r (mn). He obHapyreHo
8. | OOHOPOLAHOCTDb e PO, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BbINOSHAETCA,
To AV £ 15,0 % (n = 30), u ana 30/30 TabneTok Konuye- AV10=6,2%
CTBEHHOE COoAepXaHWe KNonuaorpena p[OMKHO Haxo-
AuTbcA B uHTepsane 0,75-M - 1,25-M.
9. | KONMNWYECTBEHHOE B3XX. Ot 71,25 go 78,75 mr knonuaorpena (ot 95,0 % 73,28 Mr
ONPEQENEHUE Ao 105,0 % oT 3aABNEHHOIO KONMYECTBA) B OAHOMN Tab- (97.7%)
neTke.

10. | YNAKOBKA Mo 10 Tabnetok B KOHTYPHYlO sfveiikoBylo ynakoBky | Mo 10 TabneTok B KOHTYPHYIO SYEMKOBYIO
(Bnuctep) U3 NAEHKU NORUBUHUNXNOPUAHOW U donbin | ynakosky (Bnucrep) na nnexkn NBX/MBOX n
aANOMVHUEBON UMM B KOHTYPHYIO AYEVKOBYIO YNakoBKy | honbri anomuHWEBOWA.

(6nucrep) n3 nnexkn NBX/MBAOX v donbru anomuHmne-

BOW.

Flo 3 unu 6 KOHTYPHBIX AYEKOBBLIX YNakoBoK (6nucte- | Mo 3 KOHTYPHbIX AYEAKOBLIX YyNakoBoK (6nu-
poB) unu no 1 GaHke BMECTe ¢ MHCTPYKLUUE No npume- | CTEPOB) BMECTE C WHCTPYKUMEN NO npume-
HEHWIO B NAYKY KAPTOHHYIO. HEHUIO B MAYKY KAPTOHHYIO. .

11. | MAPKUPOBKA llepsuyHas ynaxoexa MepeuyHas ynaxoexa
Ha koHmypHoil siyelikosoli ynakoeke (bnucmepe) Ha | Ha  koHmypHol  svelikoeol  yrnaxKoeke
PYCCKOM $13bIKE yKa3bleaiom: TOproBoe HavumeHoBaHue | (bsucmepe) Ha pPYCCKOM fi3blKe yKasaHo:
npenapata ¢ FpeAyNpeanTEsbHON MapkupoBkoi ®, | TOprosoe HaumeHoBaHWe npenapata ¢
MEXAYHAPOLHOE HEMaTeHTOBAaHHOE HaWMEHOBaHMe W | NpeaynpejuTensHOM  MapkupoBkoid  ®,
[O3NPOBKY (Ha PpYycCKOM M a@HIMUACKOM  A3blkax), | mexayHapoaHoe HenaTeHTOBaHHOe

. nNekapcTBeHHyI0 hOpMy, HaMMeHOBaHWE  TOBAPHLIA | HaUMEHOBaHME M L03MPOBKA (Ha PYCCKOM %
3HaK (naTtMHMUEN) AepxaTenA pPerMcTpauuoHHOTO | aHrfWMACKOM  SA3blkax),  JieKkapCTBEHHas
YAOCTOBEPEHUS,, HOMEP Cepuun, AaTy UCTEUeHUs cpoka | hopma, HavMeHOBaHUE TOBApPHbIA 3Hak
rofHoCTI. (naTunVLENR) aepxaTens perncTpaumMoHHoro
YAOCTOBEPEHWS, HOMEp cepuu, pjara
UCTEYEHWA CPOKa FOAHOCTI.




«MpnHUMaTL NO HAa3HAYEHWIO Bpa4a», yCnoBma oTnycka,
cnocob NpUMEHEHYA, Haanuch «®» -
32pErucTpMpoOBaHHbIi  TOBapHbI  3HaK»,  HoOMep
CBUAETENbLCTBA O pEerMcTpauuu TOBApPHOTO  3Haka,
Homep PerucTpaumoHHoro YAOCTOBEPEHUS,
HauMeHoBaHne Aepxartens perucTpaumoHHoro
YAOCTOBEPEHNA, €ro CTpaHy W TOBapHbIl 3HaK
(naTuHuueii), HAauMeHOBaHue, CTPaHy U ropoa UpMeI-
NPOU3BOAUTENS, LUTPUX-KOZ4, HOMEp cepun, Aaty
WCTEUYEHNs Cpoka FOAHOCTW, LITPUX-koA B chopmare
DataMatrix, rnobanbHbIl MAEHTUMDUKALMOHHBIA HOMEp
TOProBoii eAMHULbLI U  UHAUBUAYANbHBIA CEPUHBI
HOMEP TOProBON €AUHNLbI.

HononHumensHO Ha emopu4Holl yrnakoske (Ha nauke
KapmoHHOU) Ha aHanuiickoM S$3biKe yKasblealom:
TOProBoe HauMeHOBaHMe NEKapCTBEHHOrO npenapara,
MEXAYHAPOLHOE HEenaTeHTOBaHHOEe HauWMeHoBaHue,
AO3UPOBKY, NEKapCTBEHHYI OPMY W KONUYEecTBO
TabneTok B ynakoBke, Hagnuck «Antiaggregant».
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CTpoeHwe 8 OBBEM CEPUIA: 8 825 ynak. Ne30
Ten: (495) 981-00-88 NPOU3BOOUTENk: 000 «MAKU3-®APMA»
AHANNU3 NO: JNn-006376-290720, uam. No1, 2, 3, 4
XPAHEHUE: Mpu TemnepaTtype He Bbiwe 25 °C.
Ne HaumeHoBaHue Tpeb6oBanus HL PesynbTaTtbl aHanusa
n/n nokasarens P y
Bmopuynas ynaxkoexa Bmopuynas ynaxkoeka
Ha kapmoHHO{l nayke Ha pyCCKOM si3bike ykasbigalom: | Ha kapmoHHOU nayke Ha PYyCCKOM $3biKe
Toproeoe HaumeHoBaHue npenaparta C yKaaaHo: ToproBoe HaumMeHoBaHWNe
npeaynpeauTensHoW mapkuposkon ®, mexayHapogHoe | npenapara c npeaynpesuTensHo
HENaTeHTOBaHHOE HaunmMmeHoBaHWwe, AO3UPOBKY, MapKVIpOBKOI71 ®, MeXayHapoaHoe
chapmakoTepaneBTUUECKYl0 Tpynnmy, JEKAPCTBEHHYID | HeNaTeHTOBaHHOe HaumeHoBaHwue,
cbopmy n KonnyecTeso Tabnetok B ynakoeke, AO3NPOBKA, cbapmaKOTepaneBTquCKaﬂ
HaumMmeHoBaHue ] coAepxaHue Aeﬁcnaylou.lero rpynna, NeKapcTBeHHanA cbopma n
Bewectsa B OAHOVI Ta6neTKe, YCNOBUA XPaHEHMUA, KONMJYecTBo TabneTok B ynakoeke,
npegynpegutenbHeie Haanucun ((COAep)KI/IT JTaKTO3bl HavmMmeHOBaHue n cojepxaHue
MOHOrnapar», «XpaHVITb B HEAOCTYNHOM AnA AeTeVI AeﬁCTByIOLLlerO BeLllecTea B OAHOVI
MecTe, «Mepep, NpMMEHEHUEM npenaparta | Tabnetke, yCcnoBus XpaHeHus,
O3HaKOMbTECH c npunaraemon VHCTPYKUMEIA», | npegynpeautensHeie Hagnucn «Copepxut

NaKkTosbl  MOHOMMApaT», «XpaHuTb B
HEAOCTYNMHOM Ans AeTei mecte», «[Mepes
npuMEeHeHnem npenapara O3HaKOMbTECh C
npurnaraemoil UHCTpykumein», «MpuHumaTb
Mo Ha3HAYEHMIO Bpada», YCNoBWA OTMyCKa,
cnocob npumeHeHus, Haanucb «®» -
32pEruCTPUPOBAHHBIA  TOBapHbLIA  3HAK»,
HOMEp CBUAETENBLCTBA O perucTpaumn
TOBAPHOro 3Haka, HOMep PerncTPaLMOHHOrO
YAOCTOBEPEHNA, HAUMEHOBAHUE AepXaTens
pPerucTpaunoHHOro  YAOCTOBEpEeHUs, ero
CTpaHa U TOBapHbI 3HaK (naTtuHuuen),
HauMeHOBaHWe, cTpaHa u ropos upmel-
NPOM3BOAUTENS, LUTPUX-KOA, HOMEP cepuw,
AaTa WUCTEYEHUR CpOKa TOAHOCTH, LLUTPUX-
ko B c¢hopmaTte DataMatrix, rmoBanbHbIi
MASHTUMKALUMOHHBIA  HOMEpP  TOproBown
€AVHULBI W UHAUBMAYANbHBLIA CEPUIAHBINA
HOMEP TOProBoi eANHULLI.

HononHumenbHo Ha 8MOPUYHOU YraKoeke
(Ha nayke KapmoHHOU) Ha aHaulicKoMm
S3bIKE YyKasaHO: TOProBoe HauMeHoBaHue
nekapcTBEHHOTO npenapara,
MeXayHapoaHoe HenaTeHTOBaHHOe
HanMeHOBaHue, 403MPOBKA, NeKapcTBeHHan
chopma 1 Konn4ecTBo TabneTok B yNakoBke,
Hagnuch «Antiaggregant».

12. | CPOKrOQHOCTHU

2roga

CooTeeTcTBYET

3aknioueHue:

MeHepanbHbIA aupeKTop:

CoorsercTByeT TpebGoaHusim J1M-00637

—

DaTa Bbinycka OKK: «07» Hoa6pa 2025 r.

6-290720, nam, Net, 2, 3,4

lN'ypekuin 4.B.




