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t’ﬁ OTHOEN KOHTPOMNA KAYECTBA
JNuueHzua Ne 11012-00102-77/00010585
MAKWU3DAPMA T HAAMELOR
HSE#EEA(\)TBA?HME Mnarpun® TabneTkn, NOKpbITLIe NAIGHOYHON 060NOYKOM, 75 Mr

109029, r. Mocksa HOMEP CEPUU: PL1420825

ABTOMOBWNBHBIA NPOE3A,

OATA NPOU3BOLCTBA: 21.08.2025

AOM 6,

cTpoenne 4, FOAEH A0: 31.08.2027

CcTpoeHue 6,

cTpoeHme 8 OBBLEM CEPUU: 9 312 ynak. Ne30

Ten. (495) 981-00-68 NMPON3BOANTEND: 000 «<MAKN3-PAPMA»
AHAINS NO: JIN-006376-290720, nam. Ne1, 2, 3, 4
XPAHEHUE: Mpu Temnepatype He Bbiwe 25 °C.

Ne HaumeHoBaHue Tpe6osaHus HO PesynbTaTbl aHanu3a

n/n nokasartens P 4

1. | ONMUCAHUE BusyansHbiit. Kpyrnble aBosikoBbinyknble Tabnetkn ¢ | Kpyrnble aBosikoBbkinyknble Tabnetku ¢ dac-
chackol, NOKPLITLIE MNEHOMHON OGONOMKOW PO30BOrO | KOW, MOKPLITHIE NJIEHOYHOW OBonoukol po-
useTa. 30BOro usera. ’

2. | NOONNHHOCTL Y®-cnektpochoromeTpus. Y®-cnekrpbl nNOrnoweHns | YO-cnexkTpbl NOrNOWEHUsT MUCTLITYEMOro 1
UCTILITYEMOTO M CTAHAAPTHOIO PAcTBOPOB B 06NacTh oT | CTaHAapTHOro pacTeopoB B obnactn ot 250
250 po 300 HM AOMKHBI UMETL MakCUMyMbl Npu oAHMX U | A0 300 HM MMEIOT MaKCUMYMbI NPW OAHUX U
TEeX XKe ANUHaX BOMH. Tex e ANVHaxX BOSH.

B3XX. Bpemsa yaepxusaHus OCHOBHOTO Nuka Ha xpo- | Bpemsa yaepXuBaHWA OCHOBHOMO MNuUka Ha
MaTorpaMme WUCNbITYeMOro pactBopa AOMKHO COOTBET- | XPOMATOrpaMme WCTbITYEMOro  pacTBopa
CTBOBaTb BpPEMEHU YAEPXVUBAHMA MMKa KIONMAOrpena | COOTBETCTBYET BPEMEHU YAEPXKNBAHWUA NMUKa
Ha XxpomaTorpamme CTaHAAPTHOrO pacTsopa (pasaen | KNonNuAorpena Ha XpomaTtorpaMme  CraH-
«KonnuectseHHoe onpegeneHne). papTHoro pacteopa (paspaen «Konuue-
CTBEHHOE onpeaeneHue»).
CPEOHAA MACCA Fd Po, 00C.1.4.2.0009.15.
OT 248,56 A0 263,94 mr (256,25 mr 1 3,0 %). 258,11 wmr (+0,7%)
4. | PACTBOPEHUE o Pd, OdC.1.4.2.0014.15, (93%)
Y® ~ cnexrpodoToMeTPUS. 91%
He menee 80 % (Q) ot 3asBneHHOro konuyecTsa Knonm- 92%
porpena yepes 30 MUHYT. 94%
94%
92%
94%
5. | POOCTBEHHbIE BIXX.
NPUMECHU Flpumeck A — He 6onee 1,2 %, 0,12%
npumeck C ~ He Gonee 1,5 %; 0,08%
eAVHNYHAA HenaeHTU(ULIMPOBaHHAA npumech — He 60- 0,04%
nee 0,2 %;
cyMma npumecei — He Gonee 2,5 %. 0,28%
6. | BOOA re Po, 09C.1.2.3.0002.15, metop K. Puwepa.
He 6onee 7,0 %. 1,2%
7. | MUKPOBUONOIUYECKASA | Nd Pd, OdC.1.2.4.0002.18, kaTteropus 3A.
YACTOTA O6ulee uncno aspobHbIX MUKpoopraHuamoB - He Gonee MeHee 20 KOEB 11
10° KOE B 1 1 (Mn);
ObLee 4MCNO APONOKEBLIX ¥ NNECHEBbIX rpubos: He MeHee 10 KOEB 1T
Gonee 10° KOE B 1 r (mn);
Escherichia coli: oTcytctBue B 1 r (Mn). He o6HapyxeHo
8. | OAHOPOOHOCTbL e Po, 09C.1.4.2.0008.18, cnocob 1.
JO3NPOBAHUA AV < 15,0 % (n = 10), ecnu ycnosue He BLINOAHASTCA,
T0 AV £ 15,0 % (n = 30), u gnsa 30/30 TabneTok Konuue- AVio=8,5%
CTBEHHOE COAEpXaHue Knonuaorpena AOMKHO Haxo-
auTbea B MHTepeane 0,75-M — 1,25-M.
9. | KOIIMYECTBEHHOE B3XX. Ot 71,25 ao 78,75 mr knonugorpena (ot 95,0 % 71,87 mr
ONPEQENEHUE 40 105,0 % OT 3aABMNEHHOTO KONMUYECTBA) B OAHOI Tab- (97,1%)
eTke.

10. | YMAKOBKA Mo 10 TabrneTok B KOHTYPHYIO s4elikoBylo ynakoBky | Mo 10 TaBneTok B KOHTYPHYIO AYEKOBYHO
(bnuctep) U3 NAEHKN NONUBUHUNXNOPUAHOM u chonbru | ynakosky (Gnmctep) na nneHku NBX/MBOX un
anoMUHEBON NN B KOHTYPHYIO AYEWKOBYIO ynakoBky | chonbrv anioMUHUEBOMN.

(6rmctep) u3 nnexku NMBX/MBAX u cdhonbru anioMuHne-

BOM.

Mo 3 nnu 6 KOHTYPHBLIX AYEVKOBLIX ynakoBok (6riucte- | Mo 3 KOHTYPHBIX A4EWKOBLIX Ynakosok (6nu-
pos) unu no 1 6aHke BMeCTe C UHCTPYKUMEN NO NpuMe- | CTEPOB) BMECTe C WHCTPYKUWel no npume-
HEHMIO B NAYKy KAPTOHHYIO. HEHWIO B NAYKy KAPTOHHYIO.

11. | MAPKUPOBKA lMepeuyHas ynakoska Mepsuynas ynakoeka
Ha konmypHoll suelikoeoll ynakoeke (6rucmepe) Ha | Ha  konmypHol  syelikosoll  yrnakoeke
PYCCKOM $13biKe YyKa3bigarom: TOProBoe HaumeHoBaHue | (briucmepe) Ha PYCCKOM $3biKe YKa3aHo:
npenapata C npeaynpeauTenbHol MapkupoBkoii ®, | ToproBoe HaumeHoBaHMe npenapara ¢
MEXAYHAPOAHOE HENaTEHTOBAHHOE HauMeHOBaHWE W | NpPeAynpeAUTenbHOW  Mapkuposkon  ®,
[O3NPOBKY (Ha PYCCKOM ¥ aHIAIMACKOM  A3bIKax), | MeXAyHapoaHoe HenaTeHToBaxHoe
nekapcTBeHHylo ¢opMmy, HauMEHOBaHWe  TOBApHbLIN | HauMeHOBaHMe W J03UPOBKA (Ha PYCCKOM M
3HaAK (NaTuHuLeil) AaepxaTtens PEerucTPauuoHHOrO | aHrWWCKOM - A3bikax),  nekapcTBeHHan
YAOCTOBEPEHUS, HOMEP Cepuun, AaTy UCTeueHus cpoka | copma, HaumeHOBaHMe TOBapHBIW 3HaK
rogHOCTI. (naTuHuuen) aepxarens perucTpaunoHHoro

YAOCTOBEPEHMA, HOMEp cepuw, Aata
MCTEUEHUS CPOKa FOfHOCTH.




HaumeHoBaHne n coaepxaHue AeicTBYIOLLEro

-006/3D
MACMIOPT Ne 1049/25 LIS
cTp. 2 M3 2
Z’ﬁ OTAENN KOHTPONA KAYECTBA
NuueHana Ne J1012-00102-77/00010585
MAKU3DAPMA
HAUMEHOBAHUE . .
NPEMAPATA: Mnarpun® TabneTku, NOKPbITLIe NNIEHOYHOW 060MOUYKON, 75 Mr
e e, [P CEEWE PL1420835
AOM 6, POt I"BATA MPOM3BOACTBA: | 21.08.2025
ggz::: gv rO4EH AO: 31.08.2027
cTpoeHMe 8 OBbEM CEPUM: 9 312 ynak. Ne30
T8 NPOU3BOAUTENb: 000 «<MAKU3-®PAPMA»
AHAIU3 11O: nn-006376-290720, uam. Ne1, 2, 3, 4
XPAHEHME: Mpu TemnepaTtype He Bbiwe 25 °C.
Ne HaumeHoBaHue
nin nokazatens Tpebosanus HJ, PesynbTathl aHanusa
Bmoputmaﬂ ynakoeka BmopuqHaﬂ ynakoeka
Ha kapmonHoll navke Ha PycCKOM si3bike yKkasbiearom: | Ha xkapmowdHOU nayke Ha PycCKOM S3biKe
TOproBoe HanmMenoBaHne npenaparta [ yKasaHo. Toprosoe HanmMmeHoBaHne
npeaynpeauTensHol Mapkuposkoi ®, mexayHapoaHOe | npenapara c npeaynpeauTeneHo
HenaTteHToBaHHOE HanmeHoBaHue, AO03NPOBKY, MapKMpOBKOﬁ ®, MeXayHapoaHoe
(bapmaKOTepaneBquecxylo rpynny, neKkapcTBeHHYy HenaTeHToBaHHOe HanMmeHoBaHue,
hopMy 1 KONUYEeCTBO TabneTtok B  ynakoeke, | RO3UPOBKA, thapMakoTepanesTudeckas

rpynna,  nekapcteeHHas  copma W

BellecTBa B OJZHON TabneTke, YyCNOBUA XpaHeHus, Konu4yecTeo TabneTok B ynakoBke,
npeaynpeauntensHble Haznucu «CopaepXuT nakTo3bl HaumeHoBaHUe n coaepxaHue
MOHOMMAPAaTY», «XpaHWTb B HEROCTYMHOM ANS AeTeit JencTeyloLlero Bewecresa B opHOM
MecTe», «Mepen npumMmeHeHnem npenapara Tabnetke, ycnosus XpaHeHus,
0O3HaKOMbTEChH c npunaraemon MHCprKumeﬁ)), npeaynpegureneHele Haanucu «Copepxut

«MpuHAMATL MO Ha3HaYeHWIo Bpayay, yCrnoBus oTnycka,
cnoco6 NpUMeEHeHNs, Hagnucb «®» -
3aperucTpMpoBaHHbIi  TOBApHBIA  3HaK»,  HOMEp
CBUAETENBCTBA O DErucTpauuy TOBAPHOrO 3HaKa,
HOMep ~  PermMcTpauuMoHHOro yAocTOBEpeHus,
HaumeHOBaHWe  jaepxarens perucTpaumnoHHoOro
YAOCTOBEPEHWs, €ro CTpaHy W TOBapHbIA  3HaK
(naTuHKLER), HauMeHOBAaHME, CTPaHy U ropos UPMbl-
NPOU3BOAUTENS, LUTPUX-KOZ, HOMEpP cepuun, Aaty
WCTEUEeHNss CPOKa FOAHOCTW, LWTPUX-KOA B dhopmarte
DataMatrix, rnoBanbHeli MASHTUDUKALNOHHBIA HOMEpP
TOProBOW eAVHALUL W WHAMBUAYANbHBIR CEPUAHbIA
HOMEp TOPFrOBOIN €AUHULbI.

HononHumensHo Ha emopuqHOl ynaKkoexke (Ha rayke
KapmoHHOil) Ha aHenulickoM £3biKe yKasbliearom:
TOProBoe HauMEHOBaHWE NeKapCTBEHHOro npenapara,
MEXAYHAPOAHOE HEenaTeHToBaHHOE = HauMMEeHOBaHue,
AO3NPOBKY, NEKapCTBEHHYI0 opMy M KONWYECTBO
TabneTok B ynakoske, Haanuch «Antiaggregant».

NakTo3bl  MOHOrMApaT», «XpaHuTb B
HeAOCTYNHOM ANA feTel mecte», «[lepep
NpUMEHEHUEM npenapata O03HaKOMbTECh €
npunaraemo#t MHCTpykuueity, «lpuHumats
no HazHa4yeHWio Bpaya», YCNOBUA OTMYCKa,
cnocol NpuUMeHeHns, Haanucb «®» -
3aperucTpUpoBaHHeIi  TOBapHBI  3HAKY,
HOMEp CBMAETENLCTBA O perucTpauun
TOBAPHOro 3HaKa, HOMEpP PerncTpaLuoHHOro
YAOCTOBEPEHUSA, HauMeHoBaHue gepXkaTens
PErMCTPALMOHHOIO  YAOCTOBEPEHUsi, €ro
cTpaHa U TOBAapHbIA 3HAK (NaTUHULIEN),
HauMeHoBaHue, CTpaHa W ropos hupmbl-
NPOU3BOAUTENS, LUTPUX-KOA, HOMEP cepuu,
AaTa UCTEYEHUA CpOKa TOAHOCTU, LUTPUX-
ko4 B dopmare DataMatrix, rnobanbHbIi
WLEHTUMDUKALMOHHBIA  HOMEpP  TOProsow
eAuHMUL U WHAWBUAYaNbHBLIA CEPUAHLIA
HOMEp TOProBOWA e4MHNULbI.

HononHumensHo Ha emMOpuYyHOl ynaxKoske
(Ha navyke KapmMoOHHOU) Ha aHanulickoMm
A3bIKe YKa3aHO: TOProBoe HauMmeHoBaHue
JieKapCTBEHHOTO npenapara,
MeXayHapoaHoe HenaTeHTOBaHHOE
HanMeHOBaHNE, JO3UPOBKA, NIeKapCTBEHHANA
chopma 1 KonudecTso TabneTok B ynakoBke,
Haanuck «Antiaggregant».

12. | CPOK'OQHOCTH

2roga

CooTBeTcTBYET

3aknoueHue:

CooTBseTcTBYeT Tpe6oB

FeHepanbHbIA AUPEKTOP:

Data Bbinycka OKK: «17» ceHTabps 2025 r.
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