PRO.MED.CS
'/ Praha a.s.

MPO.ME[.LC MNpara a.o.

Tenucka 377/1, Muxne, 140 00 Mpara 4,

Yeuuckan Pecrybnnka

Ten.: +420 241 013 111

E-mail: promed@promedcs.com; www.promedcs.com

Hauwnas c 1. 2. 1989 dupma 3aperncTpupoBaqa
B TORrOBOM perucTpe ropoackoro cyaa r. Npary,
paznen b, npunoxexue 3. Per. Ne: CZ00147893

CEPTU®UKAT KAYECTBA

HaumenoBaHue ToBapa:

IMPOIMAHOPM?®, ta6nerkn nokpsIThie MIeHOUHOH 060104K0# 300 Mr

Yemckas Pecybnuka

Umnoprep: Yemckas PecryOnuka
Cepust ToBapa Ne.: 9131224

YnakoBka: 50 TabneTok
IIpounsBoauTeIb: ITPO.ME/.LIC IIpara a.o.,

Tenmucka 377/1, Muxne, 140 00 Ilpara 4,

Howmep muniensun: Ne sukls247572/2024
Homep 3akmouenusi: GMP/EAEU/RU/00903-2023

Jara npousBoacTBa: 12.2024
Cpok rognocru: 12.2029
JlaGopaTopHbiii aHau3 Ne.: 33/25
Jara: 24.03.2025
MHH: [IponadeHoH
HaszBanue ¢papm. cyOCTAHUHHU: [TponadeHOHa rUAPOXIIOPULT
IMpousBoaurens papm. dapmallenn (Muaus)
cyOCTaHIMHU
Cepusn ¢apm. cyocranuuu Ne.: | 24080210, 24080414
Ioka3zareiu Hopmbi PesyabTaThl aHa/In3a
Onncanne Kpyriible, ABOSIKOBBIITYKJIbI€ COOTBETCTBYET
TabNETKH, MOKPHITbIE MIEHOYHOH
000J104KOi1, TOUTH €T LBeTa
HUaenTnpurauns OCHOBHOE MATHO Ha XpOMATOrpaMMe | COOTBETCTBYET
TCX UCTBITYEMOr0 pacTBopa 1o
MOJI0KEHHIO U HHTEHCUBHOCTH
OKpaLUMBaHUs JOKHO
COOTBETCTBOBATh OCHOBHOMY MATHY
Ha XpoMaTorpamMmMe CTaHAApTHOro
pacTtBopa A
OpHopoaHoCTh Macehbl 408,5—-451,5 Mr 422,6 mr
18/20 Tab. + 5,0 %, COOTBETCTBYET
2/20 1ab. + 10,0 %
PacTtBopenne He menee 85 % (Q) nponadeHoHa 96 %
COM rMAPOXJIOPHAA OT HOMHUHAJILHOTO
coaepxaHus uepes 45 MuH
MukpoOoHOJIOrHYeCcKas YHCTOTA Ph.Eur.
- o01ee yncao aspoOHbIX — He Gonee 10° KOE/r <10 KOE/r
MUKPOOPraHH3MOB
- obLuee 4ucIIo aApoxoKei U rpuboB — He Gonee 10° KOE/r < 10 KOE/r
- Escherichiacolis 1 r — OTCYTCTBYET (2.6.13) OTCYTCTBYET

JlabopaTtopHsit ananu3 Ne.: 33/25
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PRO.MED.CS
'/ Prahaa.s.

NPO.MEQ.LUC MNpara a.o.

Tenucka 377/1, Muxne, 140 00 Mpara 4,

Yewcxan Pecnybnika

Ten.: +420 241 013 111

E-mail: promed@promedcs.com; www.promedcs.com

Haumkan ¢ 1. 2. 1989 hupma 3aperncTpuposada
B TOProOBOM PETWCTPE ropoackoro cyaa r. MNparwy,
pasaen b, npunoxexue 3, Per, Ne: CZ00147893

Iloka3zarTenu

Hopmbi

PesyabTaThl aHa/IM3a

KosanuecTBennoe onpeaejenne COM

OT1285,0 10 315,0 Mr (o1 95,0 no 105,0
% nponadeHoHa ruapoxJOpUAa OT
HOMMHAJILHOTO COZIEPKaHHA)

295,2 Mr

HA PYCCKOM A3blKe YKa3blBaIOT:

— TOProBO€ HaMMEHOBAaHUE Npenapara
C NpeaynpeanTesbHON MapKHPOBKOH
®,

— MEXIYHapOJAHOE HEMaTeHTOBaHHOE
HaumeHoBaHue (ayOaupyeTcs Ha
AHTJIMICKOM SI3BIKE),

— JIeKapcTBEHHY10 GopMy,

— O3HPOBKY,

— KOJIMYECTBO TalNeTOK B YNAKOBKE
sUEHKOBOM KOHTYpPHOIA,

— HaMMEHOBAHME NepKaTens
pPEerucTpauiOHHOrO yA0CTOBEPEHHS,
— JIOrOTHUI JIepKaTeJis
PEruCTpaLMOHHOrO yA0CTOBEPEHHS
(Ha aHrIMIHCKOM A3bIKE),

— HOMEP CepHH,

— JIaTy UCTEYEHUs CPOKA MOJIHOCTH
(«roaeH no»)

Ha nayuke kapmonnot Ha pycckom
A3bIKe YKa3blBAKOT (HaAHCH
AyOnUPYIOTCSl HA AHTJIMHCKOM SI3bIKE):
— TOProBO€ HaMMEHOBaHUE Mnpenapara
C mpenynpeanuTesbHOH MapKUPOBKOH
®,

— MEX/1yHapOJHOE HENaTeHTOBAHHOE
HaHMMEHOBaHHe,

— I03UPOBKY,

— JIEKapCTBEHHYI0 (hopMYy,

— HAUMEHOBAHUE JCHCTBYIOLLEr0
BELIECTBA U €ro CoJepKaHHe B OAHOIA
TabneTke,

— KOJIMYECTBO TabJETOK,

— YCIIOBHA OTIYCKa,

— cnoco0 npumeneHus: «lna npuema
BHYTPB!»,

— YCNIOBHS XpaHEeHMs,

— npeaynpeauTenbHbie HAAMUCH:
«XpaHHUTb B HEAOCTYITHOM 15 AeTel
mecte!», «He npuMeHaTs no
MCTEYEHUHU CPOKA FOJHOCTH!»,

— HAaUMEHOBAHHUE M aapec
MPOU3BOAMTEIIS,

YnakoBka [lepsuynan ynaxoska CooTtBeTcTBYET
[To 10 Tabnetok B ynakoBke [lepsuunas ynaxoska
suelikoBoii koHTypHO# U3 [IBX [To 10 Tabnerox B ynakoBke
MJEHKH U aIFOMHHHEBOI (POJIBIH. s4eikoBoii kOHTYpHO#t 13 [IBX
Bmopuunas ynakoska TUIEHKU W aJIIOMUHHUEBOI (POJILIH.
5 ynakoBOK SSUEHKOBBIX KOHTYPHBIX Bmopuynas ynakoska
BMECTE C JINCTKOM-BKJIAAbILIEM B 5 ynakoBOK iUeHKOBBIX KOHTYPHbIX
Nnayke KapTOHHOM. BMECTE C JIMCTKOM-BKJIa[IbILLIEM B

Nnayke KapTOHHOM.
MapkupoBka Ha ynaikogke sauetikogoi KoHmypHou CooTBeTcTBYET

Ha ynaxoske siueiikosot KoHmypHou
Ha PYCCKOM A3blKe YKa3aHo:

— TOProBO€ HaUMEHOBaHMHe Mpenapara
¢ npeaynpeauTe/bHOI MapKUPOBKOH
®,

— MEX/JIyHapOJHOE HEMATEHTOBAHHOE
HauMeHoBaHue (1yOnupyeTcs Ha
AHITMHCKOM A3BIKE),

— JlekapcTBeHHas (opma,

— NO3UPOBKA,

— KOJIM4YECTBO TabJIETOK B YNTAKOBKE
A4elKOBOH KOHTYPHOH,

— HAaMMEHOBaHHE JepKaTens
PEruCTPaLIMOHHOIO Y0CTOBEPEHHUS,
— JIOTOTHUI AepxKaTeNs
perucTpalMOHHOrO y10CTOBEPEHHS
(Ha aHTHICKOM A3bIKE),

— HOMED CepHHu,

— J1aTy UCTEYEHUs CPOKA FOJHOCTH
(«roneH no»)

Ha nauke kapmounoit Ha pycckom
A3blKe yKa3aHo (Haanucu
ayONMPYIOTCA Ha aHTTMICKOM S3bIKE):
— TOpProBO€ HAUMEHOBAHME Mpenapara
C MpeaynpeanTeNbHOI MapKUPOBKOMH
®,

— MEXYHapOAHOE HENaTEHTOBAHHOE
HaUMeHOBaHue,

— I03UPOBKA,

— JiekapcTBeHHas (opma,

— HAUMEHOBaHHE JEHCTBYIOLLETO
BELIECTBA U €ro Co/iepKaHue B OJIHOM
TabneTke,

— KOJIMUEeCTBO Ta0JIETOK,

— YCJIOBHA OTITYCKa,

— cnocob npumeHenus: « s npuema
BHYTpPb!»,

— YCJIOBHSI XpaHEHHUs,

— npeaynpeanTe/ibHbIe HaAMKUCH:
«XpaHUTb B HEOCTYITHOM [Ulsl AeTel
mecre!», «He npumensaTs no
MCTEYEHHH CPpOKa FOAHOCTH!»,

JlaGopaTtopHslit ananu3 Ne.: 33/25

Hrd,”
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PRO.MED.CS
'/ Prahaa.s.

NPO.MEL.LC MNpara a.o.

Tenucka 377/1, Muxne, 140 00 Mpara 4,

Yewickan Pecnybnuka

Ten.: 4420 241 013 111

E-mail: promed{@promedcs.com; WWw.promeacs.com

Hauwnaa ¢ 1. 2. 1989 chupMa 3apericTpuposasa
B TOProsoM perucTpe ropoackoro cyaa r. Nparwy,
pasgen b, npunoxenye 3, Per. Ne: CZ00147893

Iloka3zaTesn HOprI PGSYJIbTaTbl aHaJIu3a
— HAaUMEHOBaHWE U aapec Aep)aTtens | —HaMMEHOBaHHE W aipec
PErucTPaLMOHHOrO YI0CTOBEPEHNS, MPOU3BOUTENA,
— JIOTOTUN JepKaTes — HaMMEHOBaHUE U afpec AepkKaTes
PEerucTPaLlHOHHOIO YI0CTOBEPEHHUS pPEerucTpauMoOHHOTO YAOCTOBEPEHHS,
(Ha aHIJIMHACKOM fI3bIKE), — NIOTOTHI JAepKaTesis
— HOMEP PETUCTPaLMOHHOIO PETUCTPAaLLMOHHOTO Y0CTOBEPEHUS
yAOCTOBEpEHHA (HA PYCCKOM A3BIKE), (Ha aHrUIICKOM s3bIKE),
— LWITPHX-KOJ, — HOMEP PErHCTPALIMOHHOTO
— ¢apmakon(bt), yIOCTOBEPEHHs (Ha PyCCKOM s3bIKe),
— koa(bl) TUMOrpaduu — LITPUX-KOJ,
(MeCTOMONOKEHUE MOXKET — dapmaxon(bl),
M3MEHATHCA), — koa(bl) THIOrpaduH,
— «Cepus:» (Ha pycckoM si3bike) (nata | — «Cepusi:» (Ha pycckom sa3bike) (nara
NPOM3BOJICTBA BKJIIOYEHA B HOMEP NPOU3BOJCTBA BKJIIOUEHA B HOMEP
cepun), cepun),
— J1aTy UCTEYEHHUA CpOKa rOAHOCTH — JlaTa UCTEYEHHUs CPOKa rOAHOCTH
(«I"opeH 10:») (Ha pyCCKOM sI3bIKE). («I"'opeH m0:») (Ha pycCKOM A3bIKE).
JIONONHUTELHO MOXKET YKa3biBaThcsd | J{OMONHUTENBHO yKa3aHa
MH(pOopMaLUs 11 MOHUTOPHHTA uHpopMaLMs A8 MOHUTOPHHIA
JIBMOKEHHUS JIEKAPCTBEHHOTO JBUKEHHS JIEKAPCTBEHHOTO
npenapara OT NpOU3BOAMTENS 10 npenapara OT NpoOM3BOAUTENS A0
KOHEYHOro MoTpeduTeNA. KOHEUHOT0 NOTpeduTes.
Rpunennt He tpebyer cneunanbHbIX YCI0BHIA SR
XpaHEeHUs
Cpok rogHocTH 5 ner 5 ner

JIaGopaTopHBIil AHAJIN3 BHINOJHEH COIVIACHO cneuHpHKANMH

Hacmoawum a noomeepiicoaio, 4mo npueedeHHaA 6bliie UHPOPMAYUA A/IAEMCA OOCHOBEPHOU
U MOYHOU. Ima cepus NPOOYKUUU RPOU3BEOCHA (6KNI0OUAA YNAKOEKY (MAPKUPOBKY) U KOHMPO/lb
Kauecmea) HAa 6blMEeyKA3aHHOI NPOU3B00CMEEHHOU NIAOWAOKE 6 HOJHOM COOHIGEHMICMEUU C
mpeobosanuamu Ipaeun naonexncawieii npouzgodcmeennoi npakmuxku EA3C u mpebosanuamu
KOHMPOAA Ka4ecmea JIeKAPCMBEHHbIX CPeocms, a MAK}ce 6 COOMEEemCcmeuu  co
creyu@UKauUAMU, COOePHCAUUMUCA 8 PECUCMPAUUOHHOM 00Cbe CMPAHbI-UMROpmepa. 3anucu

nO RPOU3BOOCMEBY, YNAKOGKE U AHAJU3Y HNPOBEPEHbl, U YCHMAHOBICHO UX COOMEemcmeue
mpebdosarnuam Ilpasun naonexcauieil npou3600CMECHHONU NPAKMUKU.

Ananus gvtnonnen no H/l JIII-Ne(003653)-(PI'-RU) om 10.11.2023.

24.03.2025

----------------------------------------

[Toanuce

Unona Kyxenosa
YII0JIHOMOYEHHOE JIUL0
PRO.MED.CS Praha a.s.

Q/PRO.MED.CS Praha as.

Teltska 377/1, Michle, 140 00 prahg 4
(1/6)

JlaGoparopusiit ananmu3 Ne.: 33/25 3/3



