PRO.MED.CS
/ Prahaa.s.

NMnPO.MEA.LC MNpara a.o.

Tenucka 377/1, Muxne, 140 00 Npara 4,
Yeuwlcxkas Pecnybnuka

Ten,;+420241 013 111

E-mail: pro rnm‘@pr'omm‘fs_ com; www.promedcs.com

HauwHas ¢ 1. 2. 1989 divpma 3aperycTpipoBaHa
& TOPTOBOM PErucTpe ropoackoro cyda r. MNpary,
pa3gen b, npunoxenue 3. Per, Ne: CZ00147893

CEPTUO®UKAT KAYECTBA

HaumeHoBaHHe TOBapa:

Urtomen ®, TaOJIETKH, TOKPBIThIE IUICHOYHON 000J10uKOMH, 50 M

Hmnoprep: Yemickas PecniyOmnrka
Homep JinueH3un: Ne sukls247572/2024
Cepus ToBapa Ne.: 0321224

VYnakoBka:

40 TablieToK

YnakoBmHuk:

AO «Caneka ®apMacblOTHKAI3»

V. Hurpasncka, n. 100, 920 27 I'norosel,
CrnoBaukasi Pecniybnuka

Homep muuensuu: V-15/2025

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

IpousBoauTe/b (BBINYCKAKIIHH
KOHTPOJIb KayecTBa):

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

Tenucka 377/1, Muxne, 140 00 Ilpara 4,
Yemckas Pecniybnuka

Homep nurensun: Ne sukls247572/2024

Howmep 3aknrouenus:
GMP/EAEU/RU/00903-2023

JlaTa npou3BOACTBA: 12.2024
Cpok rogHocTH: 12.2029
JlaGopaTopHblii aHaau3 Ne.: 1865/24
Jara: 21.05.2025
MHH: HUrtonpua

HazBanue ¢papm. cyOcTaHUHH:

HUtonpuaa rugpoxaopun

IIpousBoanTens papM. cyoCcTAaHIHH

Kanguna ®apmacsroTukaic Jlumuren

Cepus ¢papm. cyocTaHuun Ne.:

241P002

Iloxka3areau Hopmbl Pe3yabTaTnl aHaJIu3a
Onucanue Kpyribie, ABOSKOBbINYK/Ible TAONETKH, COOTBETCTBYET
MOKPLITbIE MJIEHOYHOM 000n0uKoM, 6enoro
WU MOYTH OEoro LBeTa ¢ HACEYKOH C
OJIHON CTOPOHBI.
UpenTndguxauus
HTonpuaa ruapoxJiopua Bpems yznepxHBaHHs OCHOBHOIO NMHUKa Ha COOTBETCTBYET
(B2XX) XpoMaTorpaMmme HCMbITYEMOrO pacTBOpa
NOJKHO COOTBETCTBOBATH BPEMEHH
yepKHBAHUS OCHOBHOTIO MWKA HA
XpoMaTorpaMmme CTaHIAapTHOIO pacTBOpa.
TuTtana 1nokcHa JIO/OKHO  MOSABUTLCSA  JKENTO-OpPaHKEBOE | COOTBETCTBYET
(KauecTBeHHas peakLHs) OKpallliBaHHe

Honid”
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IlokazaTenun Hopmbl Pe3ynbTaThbl aHAJIH3A
OaHOPOAHOCTH MACCHI 138,0 Mr = 5,0 % (ot 131,1 1o 144,9 mr) 136,3 mr
JIO3HPOBAHHO €AHHHLIbI 18/20 Tabn. — He Gonee + 7.5 % COOTBETCTBYET
2/20 tabn. — He Oonee = 15,0 % COOTBETCTBYET
PacTBopenne He menee 75 % (Q) utonpuia 99 %
FHAPOXJIOPHIA OT HOMHHAJILHOTO
coaepxxaHus yepes 30 MUH
IMocTopoHHue npuMecH
(B2XX)
[Tpumecu A — He Honee 0,2 % 0,02 %
[MTpumecu B — He Gonee 0,2 % He 00HapyKeHO
[Tpumecu C — He Gosee 0,2 % 0,04 %
OtaenbHOH HEMAEHTH(PULIUPOBAHHOM!
npumecH — He 6oaee 0,2 % <0,03 %
CymMmbl Beex npumeceii — He bosiee 1,0 % 0,06 %
MukpoOnonornueckas Ph.Eur.
YHCTOTA
- O01ee Yncao adpolHbIX
MUKpOOpraHu3mMoB — e 6onee 10° KOE/r < 10 KOE/r
(TAMC)
- Obwwee 4uco
JIPOAOKEBBIX M MylecHeBbIX | — He Gonee 10> KOE/r < 10 KOE/r
rpudos (TYMC)
- EscherichiacoliB I r — OTCYTCTBYET OTCYTCTBYET
OpHopoaHocTh Jlna 10 po3uposanHbiX eaunuil (n=10) AV
AO3HPOBAHHbIX €AHHHL < 15,0 unu aas 30 103UPOBaHHLIX €UHHLL
(n=30) AV < 15,0 1 H4 oAMH pe3ynbTaT COOTBETCTBYET
eJAMHUYHOTO onpeaeseHus He meHble (1—
L.2x0,01)*xM wnnu He BonbLue
(1+L2x0,01)*xM
KonnuyecTBeHHOE Ot 47,5 no 52.5 mr (ot 95,0 no 105,0 % ot | 49.9 mr
onpeaesenre BIXKX HOMWHAJBLHOTO  COJEpXKaHus  WTOMNpUaa
rUAPOXJIOPUAA)
YnakoBka [lepsuynas ynakoska CoOTBETCTBYET
[To 20 TabneTok B ynakoBke sA4eiikoBOil | [lepsuunas ynakoska
koutypHoii u3 TIBX/TIBJAX mnnenkn u | Ilo 20 tabnetok B ymakoBKe A4elKOBOH
ANMOMHHUEBO# (PONLIU. koHtypHoit u3 TIBX/TIBAX rmieHKH ©
Bmopuunas ynakoska QIIOMUHUEBOMH (POJIBLIH.
2 yNaKkoBKH siUeKOBLIX KOHTYPHBIX BMECTe | Bmopuunan ynakoska
¢ JIMCTKOM-BKJajbllleM B mnauke | 2 yNaKOBKH UEHKOBbIX KOHTYPHbBIX BMECTE
KapTOHHOI. C  JHCTKOM-BKJajbllleM B IMauyke
KapTOHHOM.
MapKHpOBKa Ha ynakoske siuetikogoil KoHmypHou Ha CooTBeTcTBYET

PYCCKOM sA3bIKE YKa3bIBalOT:

— TOpProBO€ HaMMEHOBAHUE Mpenapara ¢
MpenynpeauTeabHoil MapkupoBKoii ®,
— MEX Y HApOAHOE HENaTEeHTOBAHHOE
HauMeHoBaHHe (1yOaupyeTcs Ha
AHIIIMICKOM fI3bIKE),

— NI03UPOBKY,

— KOJIUUYECTBO TabJIETOK € YKa3aHHEM
nekapcTBeHHOI Gopmbl («20 TabneTok,
MOKPbITbIX IJIEHOYHO# 000104KOY),

— HaUMEHOBaHHe aepKaTens
PErucTpaLMOHHOr0 Y10CTOBEPEHHS,

— JIOTOTHI AePKaTelisi PErucTPaLnOHHOTO

Ha ynaxoske siueiikosoi KOHMypHou Ha
PYCCKOM s3bIKE YKa3aHO:

— TOProBO€ HAMMEHOBAHUE Npenapara ¢
npeaynpeauTeNsHOH MapKUpOBKOH ®,
— MEX/1y HapOJHOE HEMaTeHTOBAHHOE
HauMmeHoBaHue (nyOnupyercs Ha
AHIJIMACKOM f3bIKE),

— JI03UPOBKaA,

— KOJIUYECTBO TaONETOK C yKazaHHEM
aexapcTBeHHOH Gopmbl («20 TabneToK,
MOKPBITBIX MJIEHOYHOI 000JI0UKOI»),

— HAUMEHOBAHUE AepxaTens
PErHCTPaLIMOHHOTO Y0OCTOBEPEHUS,
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IToka3zareju Hopmbl

Pe3yabTaThbl aHAJIH3A

y0CTOBEPEHHs (HA AHIHICKOM A3bIKE),
— HOMEp CEPUH,

— JIaTy MCTEYEHHUs CPOKa rOJAHOCTH
(«roeH J10»).

Ha nauxe xapmonnoil Ha pyCCKOM s3biKe
VKa3biBaAIOT (HaANMUCH NyONnHpYyIOTCA Ha
AHMTHHCKOM f3bIKE):

— TOProBO€ HAaMMEHOBAHHE Mpernapara ¢
npeynpeanTebHO MapKupoBKoii ®),

— MEXIYHapOAHOE HENATEHTOBAHHOE
HavMEHOBaHHe,

— JIEKAPCTBEHHYIO (OpMY,

— JIO3UPOBKY,

— HaUMEHOBaHUe NeiCTBYIOILETO
BELIECTBA M €ro coAep:KaHue B OHOM
TabJeTKe, MOKPLITOH MIEHOUHOM
000.J104KOiA,

— «BcrnoMorarenbHbI€ BELLIECTBA: JIAKTO3bI
MOHOIMIpAT M Ap., yKa3aHHbI€ B JINCTKE-
BKJI/bILLEY,

— KOJIMUECTBO TAONETOK, NMOKPBITHIX
MJIEHOYHOH 000JIOUKO# B Mauke,

— cnocol npumeHeHus: «[Ins npuema
BHYTpb!»,

— YCJIOBHS OTIYCKa,

— YCJIOBUS XpaHEHH,

— npenynpeanuTelbHble HAAMKHCH!
«XpaHWTb B HEIOCTYTTHOM /UIs JIETE
mecre!», «He npUMeHATH N0 UCTEYEHNH
CpoOKa roiHOCTH!»,

— HAUMEHOBAHHWE H aapec NpOU3BOAHTE/IA
M epIKaTeNst perHcTpauHOHHOrO
y10CTOBEpEHUS,

— JIOTOTHN JIEpIKaTeNsl perucTpalHoOHHOro
yI0CTOBEPEHHs (HA aHTHICKOM A3bIKe),
— HOMEP PErucTpauuoHHOro
y10CTOBEpEHHs (Ha PYCCKOM sI3bIKE),

— WITPHX-KO,

— (hapmakoa(bt),

— ko/(bl) Tunorpaguu (MECTONMOIOKEHHE
MOYKET H3MEHATHCSA),

— «Cepus:» (Ha pycCKOM s3bIKe),

— 1aTy UCTEUEHHUs CpOKa rOAHOCTH
(«I"oneH no:») (Ha pyCCKOM sA3bIKE).
JIOMOJIHUTENILHO MOXKET YKa3bIBAThHCS
uHGpOpMalUs 11 MOHMTOPUHTA JABHKEHHSA
JIEKapCTBEHHOTIO npenapara ot
NPOM3BOAMTENS A0 KOHEUHOTO

— JIOrOTHN JIepKaTesisi perucTpalMOHHOro
y10CTOBEpPEHUs (HA AaHTIHHCKOM SI3BIKE),
— HOMEP CepHH,

— J1aTa UCTEUEHHs CpOKa roHOCTH
(«roneH no»).

Ha nauke kapmonHoi Ha pyCCKOM f3bIKe
yKka3aHo (Haanucu aybnupyrorcs Ha
AHTJIMICKOM si3bIKE):

— TOpProBoe HaMMEeHOBaHHe Npenapara ¢
npeaynpeanTesbHoi MapkUpOBKOii ®,

— MEX/IyHapO/IHO€ HENaTEeHTOBAHHOE
HauMeHOBaHHe,

— NlekapcTBeHHas (opma,

— ODO3HUpOBKa,

— HAUMEHOBAHHE ACHCTBYIOLLETO
BEIECTBA M €r0 COJep)KaHHE B OIHOM
TabneTKe, NOKPLITOH IUIEHOYHOH
000J104KOH,

— «BcnoMoraresibHbIe BELLECTBA: IAKTO3bI
MOHOTHMAPAT U Ap., YKa3aHHbIE B JINCTKE-
BKJ1a1bl1LIEY,

— KOJIMYECTBO TAOIETOK, MOKPBITHIX
MJIeHOYHOH 000NMOUKO# B MAUKe,

— cnoco® npumeHenus: « s npuema
BHYTPb!»,

— YCJIOBHUSA OTNYCKa,

— YCJIOBUSI XPAHEHMUH,

— MpeaynpeanTeSIbHBIE HAAMKUCH:
«XpaHHWTb B HEAOCTYMHOM /LISt IETEH
mecre!», « He NpUMEHsTh 110 UCTEYEHHH
CpOKa roJHOCTH!»,

— HAMMEHOBAaHHE U aapec NPOU3BOAMTESS
¥ AepKaTtesis perucTpaLHoHHOro
yAOCTOBEPEHMS,

— JIOFOTHI JiepKaTeisi perucTpaltioOHHOro
yA0CTOBEpEHHS (Ha aHTHICKOM A3bIKE),
— HOMEpP PEerucTpaLoHHOro
yA0CTOBEpeHHs (Ha PYCCKOM si3bIKe),

— WITPpUX-KOA,

— ¢apmakon(bt),

— koa(bl) TUNOrpaduu

— «Cepusi:» (Ha pyCCKOM SI3bIKE),

— Jaary HCTCUYCHMHWA cpoxa rogHOCTH
(«Tomen 10:») (Ha pYCCKOM A3bIKE).
JlononHuTeNLHO YKa3aHa UHpopMaLus
it MOHUTOPWHIA NABHYKEHHA
JIEKapCTBEHHOIO Mpenapara oT
MPOHU3BOAHUTEIA 10 KOHEUHOTI'O

noTpeduTens. noTpeoUTENS.
Xpauenue He TpeOyeT cneunanbHbIX yCIOBHIA COOTBETCTBYET
XpaHEeHHs
CpoK rogHOCTH 5 et 5 ner

Mund.”
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JlabopaTopHbIii aHAIM3 BbIMOJTHEH COTJIACHO Crienu(puKaAIH

Hacmoauwium a RoOmeepicoaro, 4mo npueeOeHHAas Golide UHPOPMAYUA AGNACMCA 00CHOBEPHON
u mouHoil. Ima cepus NPoOyKyUU NPoU3eedeHa (6K1104AA YNAKOSKY (MAPKUPOBKY) U KOHMPOIlb
Kauecmea) HA 6bIMEYKAZAHHON NPOU3BOOCMEECHHOU niowaoke (R10WAOKax) 6 NOTHOM
coomeemcmeuu c mpebosanuamu Ipasun naonexcaujeii npouzeoocmeennoi npakmuxu EA3C
U mpefosanuAMu KOHMPOJIA KA4ecmea 1eKapCcmeeHHbIX Cpeochis, a maKice 6 coOmeemcmeun
CO CHeYUPUKAUUAMU, COOEPHCAUIUMUCA € PEeCUCHMPAYUOHHOM 00Cbe CHIPAHbI-UMROpmEpA.
3anucu no npouzeoocmey, ynakoeke i GHAIU3Y RPOGEPEHbl, U YCMAHOGICHO UX COOmEemcmeue
mpebosanuam Ilpasun Haonexcauieii NPOU3600CMEEHHOU RPAKMUKUL.

Ananusz evinonnen no HJI JIIT-Ne(001845)-(PI'-RU)-270424.

21.05.2025 /: -,

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

[Toanuce

PRO.MED.CS Praha a.s. Nnona Kyxenosa
Teltska 377/1, Michle, 140 00 Praha 4 Y IOJTHOMOYEHHOE JIUIO
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