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Zﬁ OTAOEN KOHTPONA KAYECTBA
JinueHsua Ne 11012-00102-77/00010585
MAKMN3IDAPMA TEHOR
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6,
orhoere 8 OBBHEM CEPUNL: 9 296 ynak. N230
Ten.: (495) 981-00-88 NPOU3BOAUTENb: 000 «MAKU3-OAPMA»
AHANNU3 NO: JNN-006376-290720, uam. Net, 2, 3, 4
XPAHEHME: Mpu Temnepatype He Buime 25 °C,
Ne HaunmenoBaHue \
nin noKasaTens Tpe6oBaHus HO PesynbTarbl aHanusa

1. | ONUCAHUE

BusyanbHbin. Kpyrnbie ABOSKOBLINyKNsie Tabnetku ¢
hackol, NOKPLITHIE NNEHOYHOW OBOMOYKOA PO3OBOro
useTa.

Kpyrneie pBosikosbinykneie Tabnetku ¢ dac-
KON, MOKPBITBIE NNEHOYHON O0BONOYKON pPo-
30BOrO UseTa.

2. | NOANNHHOCTb

Y®-cnektpodboTomeTpua. YO-cnekTpbl NOrNOLIEHUA
MCNLITYEMOro U CTaHAAPTHOTO pacTeBopoB B obnactu ot
250 no 300 HM JOMKHBI UMETb MaKCUMYMb MPKU OAHNX U
Tex Xe ANUHax BOMH.

BOXX. Bpemsa yaepxuBaHUA OCHOBHOrO MuKka Ha Xpo-
MaTorpamme MChbITYeMoro pacrsopa AOMKHO COOTBET-
CTBOBaTb BpPeMEHU YAEPXKMBaHUA nuka knonwjorpena
Ha XpomaTorpamme CTaHAapPTHOrO pacTsopa (pasgen
«KonuyecTeeHHOE OnpeaeneHne»).

Y®-criekTpbl MNOFAOLWEHUsT UCAbLITYEMOro W
CTaHAapTHOro pacTeopoB B oGnactu ot 250
80 300 HM UMEIOT MaKCUMYMbI NPU OAHUX K
TeX e ANUHAX BOJH.

Bpems yaepXuBaHUA OCHOBHOTO MUKa Ha
XpomaTorpaMmme UCNBITYeMOro pacTsopa
COOTBETCTBYET BPEMEHU YAEPXKVBAHUA NuKa
KNonuaorpena Ha XpoMaTorpamme CTaH-
AapTHoro pactBopa (pasgen «Konuue-
CTBEHHOE OnpeAeneHne»).

CPELHAA MACCA

re Po, 09C.1.4.2.0009.15.
OT 248,56 B0 263,94 mr (256,25 mr + 3,0 %).

260,96 mr (+1,8%)

4. | PACTBOPEHUE o Po, 00C.1.4.2.0014.15, (101%)
Y® = cnekrpothoTOMeTPUS. 102%
He meHee 80 % (Q) oT 3asiBFIEHHOrO KONU4ECTBA KNONu- 98%
porpena yepes 30 MUHYT. 103%
103%
101%
98%
5. | POOCTBEHHbIE B3XX.
NMPUMECHU Mpumeck A — He Gonee 1,2 %,; 0,10%
npumeck C — He Gonee 1,5 %; 0,29%
eAVHUYHan HenaeHTUuhLMpoBaHHas npumeck — He 60- 0,05%
nee 0,2 %;
cymMma npumecei — He Gonee 2,5 %. 0,47%
6. | BOQA re PO, 09C.1.2.3.0002.15, meTog K. ®uepa.
He 6onee 7,0 %. 1,2%

7. | MUKPOBUOJTIOM’MYECKASRA
YANCTOTA

e Po, 09C.1.2.4.0002.18, kateropus 3A.

O6uwee unucno aapobHbix MUKpoopraHuamoB - He Honee
10° KOE B 1 1 {MN);

O6Lyee uYNCnoO APONOKEBLIX U NSECHEBbLIX rpuboB: He
Gonee 10° KOE B 1 1 (mn);

Meree 20 KOEB 1

MeHee 10 KOEB 1T

Escherichia coli: otcytcteue 8 1 r (mn). He oBHapyeHo

8. | OQHOPOOHOCTDL e Po, 09C.1.4.2.0008.18, cnoco6 1.

LO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycrnosne He BLINOSHAGTCS,
T0 AV £ 15,0 % (n = 30), n gna 30/30 TabneTok konuue- AV40=6,0%
CTBEHHOE COJEpXaHWEe KNnOoMMAOorpena AOJMKHO Haxo-
Avtbea B uHtepsane 0,75-M — 1,25-M.
9. | KONMUWYECTBEHHOE B3XX. Ot 71,25 po 78,75 wmr knonuaorpena (ot 95,0 % 72,13 ™Mr
ONPEAENEHUE [0 105,0 % OT 3anBNEHHOrO KONUYECTBA) B OfHOW Tab- (96,2%)
netke.

10. | YIAKOBKA Mo 10 TabneTok B KOHTYPHYIO AYeiikoByd ynakosky | Mo 10 TaBneTok B KOHTYPHYIO S4eWKOBYH
(6nuctep) U3 NNeHKN NONUBUHUIXNOPUAHOW K donbin | ynakosky (bnuctep) us nnexku MBX/MBAX n
anioMUHNEBOW MM B KOHTYPHYIO SYEWKOBYIO YNakoBKy | honbri anioMUHUEBON.
(6nuctep) us nnenkn NBX/MNBOX v donbru anomuHue-
BOW.
Mo 3 nnn 6 KOHTYPHbLIX AYEHKOBbLIX ynakosok (Bnucre- | Mo 3 KOHTYPHLIX S4eKOBLIX YNakoBoK (6nmn-
poB) unu no 1 6aHke BMeCTe C MHCTPYKUWElW No npume- | CTEPOB) BMECTE C MHCTPYKUMEA no npume-
HEHUIO B NAYKY KAPTOHHYIO. | HEHUIO B NAYKy KAPTOHHYIO.

11. | MAPKUPOBKA MepsuyHas ynakoseka IMepsuyHas ynakoeka

Ha konmypHoli sivelikosoli ynakoeke (6nucmepe) Ha
PYCCKOM A3blKe yKa3bleaiom: TOProBoe HaumeHoBaHwe
npenapata ¢ npeaynpeauTesibHOW MapKupoBkon ®,
MEXAYHAPOAHOE HENaTEHTOBAHHOE HaWMeHoBaHMe |
AO3NPOBKY (HA PYCCKOM W AHMUIACKOM  A3bIKAXx),
NekapcTBeHHYlo (hOpMYy, HaMMEHOBaHWe  TOBapHbINA
3HaK (naTtuHuuen) AepxaTtens  perncrpaunoHHoro
YAOCTOBEPEHUS, HOMEDP CEepuM, AaTy UCTEYEHUs cpoka
FOAHOCTN.

Ha koHmypHoll  sielikoeoll  yrnakoeke
(6riucmepe) Ha pPYCCKOM S3bIKE€ YyKa3aHO:
TOProBOE HauMEHOBaHWE Tnpenapata C
npeaynpeauTenbHoOl  Mapkuposkon  ®,
MEXAYHapoaHoe HenaTeHToBaHHOe
HaMMEHOBaHME N J03UPOBKA (Ha PYCCKOM U
aHrnuickom  83blkax), nekapcTeBeHHas
dhopmMa, HaMMEHOBAHME  TOBapHLIA 3HaK
(naTuHULEeN) aepxaTensa perncTpauuoHHoro
YAOCTOBEPEHMA, HOmMep cepuu, Aata
NCTEYEHMNS CPOKa FOAHOCTH.




«lpUHUMATE NO Ha3HAYEHMIO Bpavay, YCHOBUA OTNYCKa,
cnocob npUMEHeHs, HajNuchL «®» -
3apErMCTpUpPOBaHHbLIA  TOBApHBLIM  3HaK»,  HOMEp
cBUAETENbCTBA O PErncTpauunm TOBApHOTO 3Haka,

HOMEp perncTpaunoHHoro YA0CTOBEpEHus,
HanMeHoBaHue Aepxatens perncTPaLuoHHOro
YAOCTOBEPEHUs, €ro CTpaHy W TOBapHblli 3HaK

(naTuHnueit), HaumeHoBaHue, CTpaHy U ropos OUPMbI-
NPOU3BOAUTENA, LUTPUX-KOA, HOMEp cepumn, aaty
WUCTEUYEHUA CpOoKa TOAHOCTHM, LWTPUX-KOA4 B dopmaTe
DataMatrix, rno6ancHelii NAEHTUUKAUNOHHEI HOMEp
TOProBOA E€AMHULLI U WHAVBWAYANbHBIA  CEPUAHBIA
HOMEp TOProBoW eANHULbL!.

HononrumensHo Ha emopud4HOl yniakoske (Ha rnayvke
KapmowrHOU) Ha. aHafulickoMm s3biKe YKasbleaom:
TOProBOE HaMMEHOBaHWE JIeKapCTBEHHOTO npenapara,
MeXAyHapOAHOE HenaTeHTOBaHHOE HavuMeHoBaHue,
[O3NPOBKY, JEKapCTBEHHYI0 (POpMy U KONMWYECTBO
TabneTok B ynakoeke, Hagnuch «Antiaggregant».
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Ne | HaumeHoBaHue
nin foKazaTens TpeboBanusa HA, PesynbTaThl aHanusa
BmopusHas ynakoexa Bmopuyras ynakoeka
Ha kapmoHHOU nayke Ha PYCCKOM si3blke ykasbleaiom: | Ha kapmouHOU nauyxke Ha PyCCKOM S3bike
TOpProeoe HaumMmeHoBaHune npenaparta Cc yKasaHo. Toprosoe -HaMMeHoBaHne
npeaynpeauTensHOR MapkupoBkoin ®, mexayHapogHoe | npenapara c npeaynpeauTenbHow
HenaTeHToOBaHHOe HanMeHoBaHue, AO3VIp03Ky, MapKMpOBKOVI ®, MeXQYHapoaHoe
d)apmaKOTepaneBTquCKylo rpynny, nexapCTBEeHHYH HenaTeHToBaHHOe HaumeHoOBaHue,
cdopmy M KonudecTBO Tabnetok B  yMakoBKe, | AO3UPOBKA, thapmakoTepaneBTuyeckas
HanmeHoBaHne ] copepxxaHne AeﬁCTBYIOU.lerO rpynna, neKkapcTBeHHaA daopma n
Bewecrsa B OAHOVI Ta6ne'rke, yCcnoBuA XpaHeHus, KOnu4yecTso Tabnetok B ynakoBke,
npeaynpeantencHele Haanucu «Cop.epmwr J1aKTO3bl HanmeHoBaHne n coaepxaHne
MOHOIUAPAT», «XpaHUTe B HEAOCTYNHOM ANSA AeTell | ASACTBYIOWEro Bewectea B  OAHOW
MecTe», «I'Iepep, npuMeHeHnem npenapara Taﬁ.ﬂeTKe, ycnosuAa XpaHeHus,
O3HaKoMbTECE € npufiaraeMoill  WHCTpyKUuuei», | npeaynpeauTencHble Hagnucn «Coaepxut

NaKTo3b!  MOHOrMapar», «XpaHuTe B
HEAOCTYNHOM Ans Aeten mecTte», «[lepea
NPUMEHEHUEM Mpenapara O03HaKoMbTech C
npunaraemoil MHCTpykuueiy, «lMpuHumats
No HasHa4YeHWio Bpayay, YCNOBUA OTNyCKa,
cnocob npuMeHeHws, Hapnucs «®» -
3aperncTpMpoBaHHbI  TOBAPHBLIA  3HAKY,
HOMEP CBUAETENbCTBA O perucTpaunm
TOBAPHOrO 3HaKa, HOMEep PEerncTpPaLuoHHoro
YAOCTOBEPEHMNA, HAaMMeHOBaHNe AepKaTens
PErMCTPaLUMOHHOIO  YAOCTOBEPEHUSA, €ro
CTpaHa W TOBApHLIA 3HaK (nNaTuHWULEn),
HauMEHOBaHWe, CTpaHa W TOPOA CMPMbI-
NPOU3BOAUTENSA, LUTPUX-KOA, HOMEP cepum,
AaTa UCTEYEHUS CPOKa TFOAHOCTM, LUTPUX-
ko B cdopmate DataMatrix, rnobanbHblii
MASHTU(PUKALUNOHHBLI  HOMEP  TOProBoW
€ANHNUBI 1 WHAMBULYANBHBIA CEPUIHBINA
HOMEP TOProBO €A UHNULbI.

HononHumenbHo Ha emopuyHol ynakoske
(Ha na4yke KapmoHHOU) "Ha aHaulCKoOM
A3bIKe yKa3aHO. TOProBoe HauMeHoBaHue
nekapcTBEHHOro npenapara,
MeXAYyHapoaHoe HenaTeHTOBaHHOE
HaMMeHOBaHWE, J03UPOBKa, NeKapcTBeHHAA
opma 1 KonMYecTso TabNeTok B YNaKoBKe,
Hagnucb «Antiagareganty.

12. | CPOK rOOHOCTH

2 roaa

CooTBeTCcTBYET

3akrnoueHmne:

FeHepanbHbLIK AUPEKTOP:

Aarta Bbinycka OKK: «17» ceHTabps 2025 r.

CooteetcTByeT TpeGosanusam J111-006376-290720, usm. Né1, 2, 3, 4
'/.' H .,




