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

NPO.MEA.UC MNpara a.o.

Tenycka 377/1, Muxne, 140 00 MNpara 4,
Yewckan Pecnybavka

Ten.: +420 241013 111

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

Ha4wHan ¢ 1, 2. 1989 (pupma 3aperncTpupoBada
B TOPFroBOM pPerucTpe ropoackoro cyaa r. Mparw,
paznen b, npunoxenve 3, Per. Ne: CZ00147893

CEPTUO®UKAT KAYECTBA

HaumeHnoBaHue ToBapa:

Uromen ®, Tabnerky, MOKPBITHIE TIJIEHOYHOU 0005104KOH, 50 MT

HUmnoprep: Yeuckas PecriyOnuka
Homep nnueHsumn: Ne sukls247572/2024
Cepust ToBapa No.: 0301224

VYnakoBka:

40 TabneToK

YnakoBmuk:

AQO «Canexa ®apmMacblOTHKAN3»

Y. Hutpancka, 1. 100, 920 27 I'noroger,
Cnosaukas PecnyOnuka

Howmep nunenzuu: V-15/2025

Howmep 3akimtoueHust:
GMP/EAEU/RU/00454-2022

[IpouszBoauTe b (BbINYCKAIOIHUH
KOHTPOJIb Ka4ecTBAa):

[TPO.ME/I.LIC ITpara a.o.,

Temucka 377/1, Muxute, 140 00 IIpara 4,
Yemickas Pecniybivka

Howmep nunenzun: Ne sukls247572/2024

Homep 3akiroueHus:
GMP/EAEU/RU/00903-2023

JarTa npousBoacrsa: 12.2024
Cpok roiHOCTH: 12.2029
JlaGopaTopHblii anaau3 Ne.: 1862/24
Jara: 28.05.2025
MHH: HUronpun

HasBanue ¢gapm. cyOcTaHIHH:

HUronpuaa ruqpoxaopun

IlponszBoauTte b papm. cyOCTAHUHHA

Kagnna ®apmaceroTukaic JlumMuren

Cepusn dapm. cyocTanuuu Ne.:

23IP018

Iloka3aTenu HOpMBl Pe3y.ﬂbTaTbl AHAJIN3a
Onucanue Kpyriibie, 1BOSAKOBbIMYKJIbi€ TAONETKH, COOTBETCTBYET
MNOKPbIThIE MJIEHOUHOH 000s0uKOH, 6enoro
WJIM MOYTH OeJIoro 1IBETa C HACEUKOI C
OJIHOW CTOPOHBI.
NaenTudurkauns
Hronpuaa ruapoxnopua Bpemsi yaepauBaHus OCHOBHOIO MMKa Ha COOTBETCTBYET
(B2XKX) XpOMATOrpaMMe MCIbITYEMOI0 pacTBopa
JIOJDKHO COOTBETCTBOBAThL BPEMEHH
YAEpKHUBAHUSA OCHOBHOIO MUKA Ha
XPOMAaTorpamMme CTaHIapTHOro pacTBopa.
TuTaHa QMoKCcHI JIOJKHO  MOSIBUTBLCS  IKENITO-OPAHIKEBOE | COOTBETCTBYET
(KauecTBeHHas peakuus) OKpallliBaHHe

JlabGoparopusriit ananu3 No.: 1862/24
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PRO.MED.CS
'/ Prahaa.s.

NPO.MEA.LC MNpara a.o.

Tenucka 377/1, Mwxne, 140 00 Npara 4,

Yewckan PecnyBnuka

Ten.: +420 241 013 111

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

HauwHas ¢ 1. 2. 1989 upma 3aperncTpypoBaHa
B TOProBOM pErvcTpe ropoackoro cyaa r. Nparay,
pa3nen b, npunoxedue 3, Per. Ne: (200147893

Iloka3zarenu Hopmbl Pe3yabTaThl aHAJIH3A
OaHOpPOAHOCTH MACCHI 138,0 vr £ 5,0 % (ot 131,1 no 144,9 mr) 136,9 Mr
AO3HPOBAHHOI ¢IHHHLbI 18/20 tabn. — He Gonee = 7,5 % COOTBETCTBYET
2/20 Tabn. — He 6osiee + 15,0 % COOTBETCTBYET
PacTBopeHue He menee 75 % (Q) wronpuaa 100 %
THAPOXJIOpHAA OT HOMHHAJILHOIO
coaepxkanus yepes 30 muH
[MocToponHne npumecH
(B2XKX)
[Tpumecu A — ne doaee 0,2 % < 0,02 %
[Tpumecu B — ne donee 0,2 % He 00HapyXKeHOo
[Tpumecn C — ne boxee 0,2 % 0,03 %
OTaenbHOM HEeMAEHTU(PULUPOBAHHOMN
npumecH — He Oonee 0,2 % <0,03 %
CymMbl Bcex npumeceii — He 6osee 1,0 % 0,03 %
MukpoOHoIorHyecKas Ph.Eur.
YHCTOTA
- O61ee yncno adpoOHbIX
MHUKpPOOpPraH13MOB — He Gosee 10° KOE/r < 10 KOE/r
(TAMC)
- Obuiee yucno
NIPOAOKEBBIX M MylecHeBbIX | — He Gonee 102 KOE/r < 10 KOE/r
rpudos (TYMC)
- EscherichiacoliB I r — OTCYTCTBYET OTCYTCTBYET
OaHOpOaHOCTD Jas 10 go3upoBaHHbiX eaunul (n=10) AV
[103HPOBAHHBIX eIHHHII < 15,0 unu ans 30 103UPOBAHHBIX €AHHHLL
(n=30) AV < 15,0 1 HH OAUH pe3yNbTaT COOTBETCTBYET
eIMHUYHOTO onpejaesieHus He meHbLue (1-
L2x0,01)xM wunu He Gonblue
(1+L.2x0,01)xM
KonnyecTBeHHOE Ot1 47,5 no 52,5 mr (ot 95,0 no 105,0 % ot | 49,6 mr
onpeaeyienne BIXKX HOMMHAJILHOTO  COJIep)KaHHUA  UTOMpHAA
rHApOXJIOpUa)
YnakoBka [lepsuunas ynarkoska CooTBeTcTBYET
[To 20 Ttabnetok B ymnakoBke s4eiikoBOW | [lepsuunas ynakosexka
koutypHoii M3 TIBX/MIBAX nneuku u | [To 20 Tabnerok B ynakoBke fueiikoBoii
ATIOMHHUEBOI GOabIH. koHTypHoud wu3 [IBX/TIBJIX nneHku w
Bmopuunas ynakoska antOMHHHEBON (POJIbIH.
2 yNMaKkoOBKH siMEHKOBBIX KOHTYPHbIX BMECTE | Bmopuynas ynakoska
C  JHMCTKOM-BKNajabilieM B Mayke | 2 yNakOBKH sUEHKOBbIX KOHTYPHbIX BMECTE
KapTOHHOI. C  JIMCTKOM-BKJajbllieM B mayke
KapTOHHOM.
MapkHpoBKa Ha ynakoske a4eikosoi Konmypiou Ha CooTBeTCTBYET

PYCCKOM $3bIKE YKa3bIBAIOT:

— TOProBo€ HauMEHOBaHME MNpenapara ¢
npeaynpeamuTe/ibHOH MapKHpPOBKOii ®,
— MEXAYHapOJHOE HENMATEHTOBAHHOE
HauMeHoBaHHe (1yOnupyeTcs Ha
AHTJIMICKOM si3bIKE),

— 103MPOBKY,

— KOJIMUECTBO TabJIETOK C yKa3aHUEM
nexkapcTBeHHO# (popMbl («20 TadneTox,
MOKPBITBIX MJIEHOYHOH 000JI04KO)),

— HaUMEHOBaHHe aepxares
PETHCTPALIMOHHOIO Y/10CTOBEPEHHUS,

— JIOrOTHIl ACPKATEIISI PETUCTPALLHOHHOTI'O

Ha ynakoske ayeiikogoit KonmypHou Ha
PYCCKOM s3blKe YKa3aHo:

— TOProBo€ HaHMEHOBaHHe npenapara ¢
npeaynpeanTe/bHOH MapKUPOBKOH ®,
— MEK/ly HapOJIHOE HEMAaTEeHTOBAHHOE
HauMeHoBaHHe (J1ybaupyercs Ha
aHIJTHHCKOM f3bIKE),

— I03UPOBKa,

— KOJIM4ECTBO TabJETOK C yKa3aHUEM
JeKapcTBEHHOH (opmbl («20 TabJeToK,
MOKPBITBIX MJIEHOUHOU 0000UKOIN),

— HAMMEHOBAHHE JepKaTers
PETrHCTPaLlMOHHOTIO YA0CTOBEPEHH,

JlaGopatophbriit ananus Ne.: 1862/24
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PRO.MED.CS
'/ Prahaa.s.

MPO.MEA.LC Npara a.o.

Tenucxa 377/1, Muxne, 140 00 Npara 4,

Hewckan Pecnybnuxa

Ten.: +420 241 013111

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

HaymHan ¢ 1, 2. 1989 (upma 3apericTpuposata
8 TOProBOM PerncTpe ropoackoro cyaa r, Mpar,
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Iloxazaresu Hopmbl

PesyabTarsl aHaausza

YIOCTOBEPEHHSA (HA aHIJTHHCKOM A3BIKE),
— HOMEp CepHH,

— JIaTy UCTEUEHUsI CPOKa rOHOCTH
(«rojieH no»).

Ha nauxe kapmonnoii Ha pyCCKOM SI3blKe
yKa3bIBalOT (HaAMUCH 1yOJUPYIOTCS Ha
aHJTHICKOM SI3bIKe):

— TOProBO€ HAUMEHOBAHHUE Mpernapara C
npeaynpeauTenbHoi MapKupoBKoi ®,

— MEXYHapOaHOE HEMaTEHTOBAHHOE
HaMMEHOBaHHE,

— JIEKapCTBEHHYIO JopMmy,

— J103UPOBKY,

— HAUMEHOBaHHE IEeHCTBYIOLIETO
BELLIECTBA U €ro COAEp)KaHue B OHOM
TabneTKe, NOKPLITOH MJIEHOYHOI
000J104KOIA,

— «BcrnioMoraTenbHbIE BEUIECTBA: J1aKTO3bI
MOHOrUAPAT U 1p., YKa3aHHbIE B JIUCTKE-
BKJIAJbILILIEY,

— KOJIHYECTBO TAONETOK, MOKPLITHIX
MAeHOYHOH 000104KO0# B nayke,

— cnocob npumeHeHus: «Jlns npuema
BHYTpPb!»,

— YCJIOBHsI OTIYCKa,

— YCJIOBUSI XpPaHEHHS,

— MperynpeAUTeIbHbIE HAaITUCH:
«XpaHUTb B HEOCTYMHOM 1St IeTEH
mecte!», «He npuMeHATh Nno UCTeYeHUH
CpPOKa roaHoCTH!»,

— HAMMEHOBAHME H aJIPEC NPOU3BOANTENA
W JlepKaTess perucTpauHOHHOro
YAOCTOBEPEHHH,

— JIOrOTHIN JIepKaTes PErMCTPALMOHHOTO
YAOCTOBEPEHHA (HA aHTIUICKOM f3bIKE),
— HOMEP perucTpaLuuoHHOro
YOOCTOBEPEHHS (HA PYCCKOM fA3bIKE),

— LWITPUX-KOA,

— thapmaxoa(bl),

— koa(bl) TUnorpaduu (MECTONoNIONKEHIE
MOJKET HU3MEHSATHCA),

— «Cepusi:» (Ha pycCKOM si3blKe),

— ATy UCTEUEHHsA CPOKa rOAHOCTH
(«I"'ogeH 10:») (Ha pyCCKOM A3bIKE).
JIOMOJMHHUTENBLHO MOKET YKa3biBaTbCA
MH(pOpMaLMS JUIE MOHMTOPHHIA IBUKEHHUS
JIEKapCTBEHHOIO Mpenapara oT
NPOU3BOAMTENS 10 KOHEHHOTO

— JIOFOTHMN JepKaTess perucTpaLUHOHHOIo
YAOCTOBEpPEHHA (Ha aHMIMHCKOM A3bIKE),
— HOMEP CEpUH,

— JlaTa UCTEYEHHUS CPOKa FOJAHOCTH
(«rojeH 1o»).

Ha nauke kapmonmou Ha pyCCKOM fA3bIKE
yKa3aHo (Haanucu ayOonaupyroTcs Ha
aHIJIMIICKOM sI3bIKE):

— TOProBO€ HAaMMEHOBaHUE Npernapara ¢
npenynpeauTesbHOM MapKUPOBKOil ®,

— MEXKAYHApOIHOe HeNnaTeHTOBAaHHOE
HaUMEHOBaHUE,

— JieKkapcTBeHHas GopMma,

— 103UPOBKa,

— HAUMEHOBaHHE JEHCTBYIOLIErO
BELLECTBA W €I'0 COJEPAHHE B OIHOH
TabNeTKe, MOKPbITON MNJEHOYHOMH

0007104 KO,

— «BcnomoratenbHble BELLECTBA: JIAKTO3bI
MOHOTMIPAT U JIp., YKa3aHHbI€ B JICTKeE-
BKJIa[bILLIEY,

— KOJIH4ECTBO TabJIETOK, MOKPBITHIX
MJIEHOYHOI 000I04KOI1 B mauke,

— cnocod npumeHeHus: «Jlna npuema
BHYTpPb!»,

— YCJIOBUSl OTIYCKA,

— YCJIOBUSI XPaAHEHMUS,

— NpeaynpeAnTe/IbHbIE HaITUCH:
«XpaHHUTb B HEOCTYITHOM 15 JeTel
mecte!», «He npumMeHATH Mo HcTeyeHUH
CpOKa roaHocTu!»,

— HAUMEHOBAHHUE W a/ipec MPOM3BOAMTENA
M IepXKaTeisi PerucTpaLMOHHOIO
Y10CTOBEPEHMUS,

— JIOTOTHI AeprKaTeisi perucTpauMoHHOro
YAOCTOBEPEHHA (Ha aHIIMIHCKOM A3bIKE),
— HOMEP PerucTpaLMoHHOro
yA0CTOBEpEHHs (Ha pyCCKOM fi3bIKe),

— WITPUX-KO/,

— (apmaxoa(bl),

— koa(bl) TUNIOrpatuu

— «Cepud:» (Ha pyccKoM fi3bIKe),

— JaTy UCTEYEHUS CPOKA FOJAHOCTH
(«"omeH no:») (Ha pyccKOM A3bIKe).
JlononHUTENbHO yKa3aHa nH(popMaLms
JUISi MOHUTOPHHIA ABHKEHMS
JIEKApCTBEHHOrO npenapara ot
MPOU3BOAHTENS 10 KOHEHHOTO

noTpedouTens. noTpeduTess.
XpaHeHue He tpebyer cneunasibHbIX yCIOBHId COOTBETCTBYET
XpaHeHUs
CpoK roaHoCcTH 5 et 5 ner

Hicrid,
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NPO.MEf.LUC Mpara a. 0.

Tenucxka 377/1, Muxne, 140 00 Npara 4,
Yewckan Pecnybnvika
L J L ] Ten. +420 241013111

E-mail: promed@promedcs.com; www.promedcs.com
I I IEl(l l a a S Hauuran c 1. 2. 1989 dhvpma 3aperncTpupoBaHa
¢ ¢ 8 TOProsoM PerucTpe ropoackore cyaa r Mpara,

pa3gen b, npunoxenwe 3. Per, N CZ00147893

JlaGopaTopHbIii aHAJIM3 BBINOJHEH COIJIACHO crenHpHKauHH

Hacmoauwium a noomeepircoaro, 4mo npueeOeHHAA 6bliie UHPOPMAUUA ACIACMCA 00CMOEEPHOU
U Mmo4HOU. Ima cepua npooOyKyUU RPOU3EEOCHA (BKAI0MAA YRAKOSKY (MAPKUPOBKY) U KOHMPO/lb
Kayecmea) HAa GbIEYKAZAHHOU NPOU3B00CMECHHOU NAOUWAOKe (NI0U{AOKAX) 6 HNOAHOM
coomeemcmeuu ¢ mpebvosanuamu Ilpasun naonexncauieit npouszgoocmeennoil npakmuxku EAI3C
U mpedosaHuUAMU KOHMPOAA KA4ecmea N1eKaApCmeeHHbIX CPeoCcme, a maKxice 8 COOmeemcmeun
co cheyuuKkauUAMU, COOEPHCAMUMUCA 6 PEeUCMPAUUOHHOM 00Cbe CMPAHbI-UMHOpmepA.
3anucu no npouzeo0cmey, ynakoéxke u GHAIU3y NPOGEPEHbl, U YCMAHOBICHO UX COOMEEMCHMEUe
mpebosanuam Ilpasun naoaexcauient NpoU3600CMEEHHOU NPUAKMUKU.

Ananus evinonnen no H/l JITI-Ne(001845)-(PI'-RU)-270424.

28.05.2025

[Toamucek

PRO.MED.CS Praha a.s. Wnoua Kysxenosa

Y1OJIHOMOYEHHOE JIUILO
Teltska 377/1, Michle, 140 00 Praha 4
£ PRO.MED.CS Praha as.

JlabopaTopusIii aHanu3 Ne.: 1862/24 4/4



