PRO.MED.CS

Praha a.s.

NPO.MEA.LC MNpara a.o.

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

Yewckan Pecnybnuka

Ten.: +420 241 013 111

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

HauuHan ¢ 1. 2. 1989 cdurpma 3aperucTpmposaHa
8 TOPrOBOM perucTpe ropoackoro cyaa r. Mparm,
pa3gen b, npunoxexue 3. Per. Ne: CZ00147893

CEPTUDUKAT KAYECTBA

HaunveHoBaHHe TOBapa:

Hromen ®, TaBETKH, TOKPHIThIE TUIEHOYHOU 0001109KOH, 50 MI

Hmnoprep:

Yemickas Pecry6imka

Homep JuneH3Hu:

Ne sukls103780/2026

Cepust ToBapa Ne.:

0051225

YnakoBka:

40 TabJIeTOK

YnakoBIIHK:

AO «Canexa @apMacCbIOTHKAII3»

V. Hutpasncka, 1. 100, 920 27 I'moroser,
Crnosarikas Pecry6inka

Howmep mutensun: V-15/2025/2

Howmep 3akinroueHus:
GMP/EAEU/RU/01933-2025

IIpousBoauTeNb (BHINYCKAIOLIHI
KOHTPOJIb Ka4yecTBa):

I[TPO.MEJI.LIC Ilpara a.o.,

Temucka 377/1, Muxie, 140 00 Ilpara 4,
Yerckas Pecry6imka

Howmep nunensun: Ne sukls103780/2026

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

JlaTta npou3BOJCTBA: 12.2025
Cpok rogHocru: 12.2030
JlaGopaTropHblii aHaan3 Ne.: 123/26
Jara: 11.05.2026
MHH: Hronpun

HasBanue ¢papm. cyOcTaHIUH:

Hronpuaa ruApoxXIOpuI

IIpousBoauTeab papM. CyOCTAHIUH

Kanuina ®apmacbroTukaic Jlumuren

Cepus ¢papm. cyocTanmum Ne.:

251P004; 25IP005

Iloxa3arenn Hopmbl Pe3yabTaThl aHAIH3A
Onucanue Kpyriible, ABOSIKOBBIITYKJIble TabOJETKH, COOTBETCTBYET
TIOKPHIThIE [UIEHOUHOH 0007104KOH, Georo
WA TIOYTH OJIOTO LIBETa C HACEUKOM ¢
OIHOU CTOPOHBEI.
Unentuduxanus
Hronpuma ruapoXJ0puI Bpewmsi yIep>KuBaHHs OCHOBHOTO ITMKa Ha COOTBETCTBYET
(BOXX) XpOMaTorpaMMe MCIbITYEMOTO PacTBOpa

TuraHa TUOKCUL

(KauecTBeHHast peaklys) | OKpalmluBaHue

JIOJDKHO COOTBETCTBOBATh BPEMEHHU
yIEep>KUBAHNS OCHOBHOTO TIMKa Ha

XpOMaTorpamMMe CTaHIapTHOrO pacTBOpa.
JIOIKHO  MOSBUTHCA

JKEJITO-OpaHXeBOE | COOTBETCTBYET

JIa6oparopusiii ananus Ne.: 123/26
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PRO.MED.CS

Praha a.s.

NPO.MEZA.UC Npara a.o.

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

Ten.: +420 241 013 111

E-mail: promed Q{)JU”?E’{/[S com, www ,’)I(7’77(’(7(§ com

HauuHas ¢ 1. 2. 1989 upma 3apeructpuposaHa
8 TOPrOBOM PervcTpe ropofckoro cyaa r. Mparw,
pasgen b, npunoxenue 3. Per. Ne: CZ00147893

Iloka3zatesn Hopmbl Pe3yabTaThl aHAJIH3A
OaHOPOJHOCTH MACChI 138,0 mr =+ 5,0 % (ot 131,1 no 144,9 mr) 136,1 mr
J03MPOBAHHON eIMHULBI 18/20 Tabun. — He Gonee * 7,5 % COOTBETCTBYET
2/20 Tabn. — He 6osiee £ 15,0 % COOTBETCTBYET
PacTBOpeHue He menee 75 % (Q) uronpunaa 101 %
THAPOXJIOPHAA OT HOMUHAIIBHOTO
conepxanus yepes 30 MuH
ITocTopoHHHE MPHUMECH
(BDXKX)
IIpumecu A — ue 6onee 0,2 % <0,05 %
Ipumecu B — ve 6onee 0,2 % He 00HapyXeHO
[Mpumecu C — He 6omee 0,2 % 0,12 %

OTHENbHOM HEMIEHTUPULIMPOBAHHOM
npumMecH — He 6onee 0,2 %

He 00HapyXeHO

CymMmBI Beex mpumeceii — He 6onee 1,0 % 0,12 %
MukpoOuonornyecKas Ph.Eur.
YHUCTOTA
- OG1uee YUCIIO a3pPOOHBIX
MWUKpPOOPraHu3MOB — ne 6onee 10° KOE/T <10 KOE/r
(TAMC)
- Ob1ee 4uCIoO
JPOXOKEBBIX M TUIECHEBBIX | — He Oosee 10? KOE/r <10 KOE/r
rpubos (TYMC)
- EscherichiacoliB I ¢ — OTCYTCTBYET OTCYTCTBYET
OxHOPOAHOCTH Ins 10 mosupoBanHbIX equHul (n=10) AV
JIO3UPOBAHHBIX €IMHHIL < 15,0 wnu qig 30 103UpOBaHHBIX €IVMHULL
(n=30) AV < 15,0 1 HU OIUH pe3yJIbTaT COOTBETCTBYET
¢IMHIYHOTO OnpeesieHys He MeHbe (1—
L2x0,01)xM wnu He 00JblLIe
(1+L2x0,01)xM
KosnyecTBeHHOE Ot 47,5 no 52,5 mr (o1 95,0 mo 105,0 % ot | 49,5 mr
onpeneenne BIKX HOMMHAJILHOTO  COJEpPXaHWs  WTONpHUAa
THAPOXJIOPUAA)
YnakoBka Iepsuunas ynakoska COOTBETCTBYET
ITo 20 TabneTox B ymakoBke sueiikoBoi | Ilepsuunas ynaxkoska
koHTypHO# u3 [IBX/IIBJIX mnenku u | ITo 20 Tabnetok B ymakoBKe SYEHKOBOM
ANFOMHUHUEBOM (OJIBTH. koutypHoit w3 IIBX/IIBAX 1ieHKA H
Bmopuunas ynaxoska AJFIOMUHUEBOH (DONBIH.
2 yNaKOBKH sTYEHKOBBIX KOHTYPHBIX BMECTE | Bmopuunas ynaxkoexka
¢ JIHCTKOM-BKJApllIeM B  Mayke | 2 yIAKOBKM SUYEHKOBBIX KOHTYPHBIX BMECTE
KapTOHHOH. C  JIACTKOM-BKJAQJBIIIEM B TAyke
KapTOHHOM.
MapkupoBKa Ha ynaxoexe 24eiikogoti KOHMypHOU Ha COOTBETCTBYET

PYCCKOM SI3bIKE YKa3bIBAIOT:
— TOProBO€ HAMMEHOBAHHWE Mpemnapara ¢
TpeTy npearTebHOM MapKUpOBKO# ®,

— MEXXIyHapOIHOE HEMATEHTOBAHHOE
HavMeHOBaHUe (XyOnupyeTcs Ha
AHITIHACKOM SA3bIKE),

— JI03UPOBKY,

— KOJIMYECTBO TabJETOK C yKa3aHHeM
nekapcTBeHHOM opmbl («20 TabieToK,
TIOKPBITHIX TJIEHOYHOU 000I0UKOM»),

— Ha¥MEHOBaHUE Jep KaTeJis
PETUCTPALIMOHHOIO Y I0CTOBEPEHHS,

— JIOTOTHII JIEPIKATEIIS] pETUCTPALIMOHHOTO

Ha ynaxogxe suetikogoti KOHmMYpHOU Ha
PYCCKOM $I3bIKE YKa3aHO:

— TOProBO€ HaUMEHOBAaHUE Mperapara ¢
Hpe Iy peAUTENbHON MapKUPOBKOH ®,
— MEXyHapOJHOE HEMaTEHTOBAaHHOE
HavMeHoBaHue (TyOnupyercs Ha
AHTJIUACKOM SI3bIKE),

— JI03UPOBKa,

— KOJIYECTBO TabJETOK C yKa3aHHEM
nexapcTBEHHOM GopMal («20 TabIeTOK,
TIOKPHITHIX TUIEHOYHON 000IOYKOM»),

— HaWMEHOBaHUE JIeprKaTeIs
PETUCTPALFIOHHOTO YIOCTOBEPEHUS,

Jla6opaTopubiii anamus Ne.: 123/26
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PRO.MED.CS

Praha a.s.

nNPO.MEA.LC MNpara a.o.

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

Yeuwickan Pecnybnuka

Ten.: +420 241 013 111

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

HauwnHas ¢ 1. 2. 1989 cdumpma 3aperncTpuposaHa
8 TOProBOM perucTpe ropoackoro cyaa r. Mparw,
pa3gen b, npunoxenue 3. Per. Ne: CZ00147893

Iloxka3aTeau Hopwmbl Pe3yabTaThl aHAJH3A
yIOCTOBEPEHNs (Ha aHTJTMHCKOM SA3bIKE), — JIOTOTHII IepKaTelisi perUCTPaLiOHHOTO
— HOMEp CepHH, yIOCTOBEPEHUS (Ha aHTTIUHCKOM A3BIKE),
— JIaTy MCTEYEHUSI CPOKA TOMHOCTH — HOMEp Cepuy,

(«romeH o). — J1aTa UCTEYCHHUSI CPOKa FOIHOCTH

Ha nauke xapmoHHOU Ha PYCCKOM SI3bIKE («romeH 1o»).

yKa3bIBatOT (HaANuCH Xy OnupyroTcs Ha Ha nauke kapmoHHO1i Ha PYyCCKOM SI3BIKE
AHIIMHACKOM SI3bIKE): yKa3aHo (HaAmuCH Ky OnupyroTcs Ha

— TOProBoe HAMMEHOBAHUE Mperapara ¢ QHIJIUACKOM SI3bIKE):

TIpedy pEAUTEILHON MapKUPOBKOH ®, — TOpProBoe HauMEHOBaHHUE Ipenapara ¢
— MeXTyHapOJHOE HEMATEHTOBAHHOE Tpe Ty [peaUTENbHOM MapKUpOBKOH ®,
HauMEHOBAHUE, — MEXTyHApOIHOE HEIIaTEHTOBAHHOE

— JIeKapCTBeHHYI0 (Gopmy, HaVMEHOBAHUE,

— O3UPOBKY, — nekapcTBeHHas Gopma,

— HauMEeHOBaHMe JeHCTBYIOLIErO — JIO3UPOBKaA,

BELIECTBA U €ro COIEPIKAHKE B ONHOM — HanMEHOBaHHE JEHCTBYIOIIETO
TabJeTKe, MOKPBITON MLIEHOUHOH BEILECTBA U €0 COIEP)KaHUE B OJIHON
000J10YKOA, TabJeTKe, IOKPHITOH MIICHOUHOM

— «BcrioMorareNbHble BEIECTBA: JIAKTO3bl | 0060JI0UKOH,

MOHOTHApAT | JP., yKa3aHHbIE B JIUCTKE- — «BcnomorareibHbIE BELECTBA: JJAKTO3bI
BKJIAZIBILIIEY, MOHOTUPAT U 1p., yKa3aHHbIE B JINCTKE-
— KOJIMYECTBO TAOJNETOK, NOKPHITHIX BKJIAJIbILIE,

IUIEHOYHOM 000JI0YKOH B MauKe, — KOJINYECTBO TaOJIETOK, IIOKPBITHIX

— cnoco0 npuMeHeHus: « [l nprema IUIEHOYHOU 000JOUYKOH B NAUKe,
BHYTpPB!», — crocob npuMeHeHus: « s nprema

— YCJIOBHUS OTITyCKa, BHYTpb!»,

— YCIIOBYS XpaHEHMU, — YCIJIOBUS OTITyCKa,

— NpexyTpeauTebHbIE HAAUCHU: — YCJIOBUSI XpaHEHM,

«XpaHUTb B HEIOCTYITHOM [UIsl JeTeH — MpexynpeauTebHble HallKUCH:
Mecte!», «He MpUMEHATh M0 UCTEUCHUH «XpaHuTh B HEAOCTYITHOM [JIs JeTel
CpoKa roJHOCTH!», MecTe!», «He mpuMeHsATh 110 KCTEUSHUN
— HaMMEHOBAaHHUE U afIpeC MPOU3BOAUTENS | CPOKA FOXHOCTH!Y,

U JIep)KaTesst perucTpaluoHHOTO — HaUMEHOBAHKE U apec IPOU3BOIUTENIS
yIOCTOBEPEHMU, U JIep)KaTelis perucTpaluoOHHOTO

— JIOTOTHII IepyKaTelisi pETUCTPALIMOHHOTO | yI0CTOBEPEHHS,

yIOCTOBepeHus (Ha aHTJIMHCKOM S3bIKE), — JIOTOTHII IeprKaTelisi perUCTPALMOHHOTO
— HOMEp PEeruCTPaLOHHOTO yAOCTOBEPEHNUs (Ha aHTTIMHCKOM S3bIKE),
ynocToBepeHus (Ha PyCCKOM SA3bIKE), — HOMEp PErHCTPALIIOHHOIO

— ITPUX-KOZ, yaocToBepeHus (Ha pyCCKOM A3BIKE),

— hapmaxoz(sl), — IITPUX-KOT,

— kox(sl) TUnorpaduu (Mectononokenre | — hapmaxon(si),

MOXET U3MEHSITHCS), — xoz(el) TUTIOTPAdUH

— «Cepust:» (Ha pyCCKOM SI3BIKE), — «Cepusi:» (Ha PyCCKOM SI3BIKE),

— JIaTy UCTEYEHUs CPOKA FOMHOCTH — [aTy UCTEYEHUsI CpPOKa TOMHOCTH
(«CozmeH 10:») (Ha pyCCKOM SA3BIKE). («ToneH m0:») (Ha pyCCKOM SI3BIKE).
JIOTIOJHUTETEHO MOYKET YKa3bIBATHCS JIOMONHUTENBHO YKa3aHa HHOpMaLysa
vH(pOpMAaLWs 1/ MOHUTOPHHIA IBUKEHUs | ULt MOHUTOPMHIA BKCHIA
JIEKapCTBEHHOTO Npenapara oT JIEKAPCTBEHHOTO Npenapara ot
[POM3BOIUTENS 10 KOHEUHOTO NPOHM3BOIUTENS 10 KOHEUHOTO
OTPeOUTENS. oTpeOuTeNsl.

XpaHeHue He Tpe0yeT crienHaNbHbIX YCI0BUH COOTBETCTBYET
XpaHeHuUs

CpoK rogHoCTH 5 ner 5 et

Jla6opatopubiit anamu3 Ne.: 123/26
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NMPO.MEA.LC Npara a.o.

Tenucka 377/1, Muxne, 140 00 Mpara 4,
Yeuwckan Pecnybnuka
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I: raha a S HauuHas ¢ 1. 2. 1989 cupma 3apernucTpuposaHa
® ® 8 TOProBOM perucTpe ropoAckoro cypa r. Mparu,

paszgen b, npunoxenue 3. Per. N2: CZ00147893

JlaGopaTopHbIii AHAIN3 BHIIOJIHEH COTJIACHO CreNH(pHKANIH

Hacmoawum 1 R0OMeepicoaro, 4mo npugeOeHHAs 6bluie UHPOPMAUUA ACTIACMCA 00cmogepHou
U MouHol. Ima cepus nPOOYKYUU nPOU36e0eHa (6KIOUAA YRAKOBKY (MapKupoeKy) u KOHMpoJib
Kauecmea) HA GbIUEYKA3AHHOU NPOU3BOOCMEEHHOU NIOUW|AOKe (n1omaokax) 6 NOJHOM
coomeemcmeuu ¢ mpebosanuamu Ilpasun naonexcauieii npou3600CMEeHHOU NPAKMUKU EA3C
U Mmpe6oanuAMU KOHMPONA KA4eCmea J1eKapCmeeHHbIX CPeOCIms, @ MAaKice 6 COOMEenCmeuu
CO CHeUUPUKAUUAMU, COOEPHCAWUMUCA 6 Pe2UCHPAUUOHHOM 00Cbe CHPaHbI-UMnOpmepa.
3anucu no npou3e00cmey, ynaKosKe U aHau3y npoGepeHsl, U YyCHIAHOBNIEHO UX coomeemcmeue
mpebosanuam Ilpagun naonexcawen npoOU3800CMEEHHOU NPAKMUKU.

Ananus evinonnen no HJJ JIII-Ne(001845)-(PI-RU)-270424.

11.05.2026
R -

!‘RDM El ).CS thﬂ QLS. e
\_| / Teléska 377/1, Michle, 140 00 Praha 4 - Tonmuce

v (1/3) Sxy6 Xmea
VI101HOMOYEHHOE JIUIO
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