PRO.MED.CS

Praha a.s.

NPO.ME[.LC MNpara a.o.

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

Ten.: +420 241 013 111

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

HauuHas ¢ 1. 2. 1989 cdvpMma 3aperucTpmposana
B TOPrOBOM PerucTpe ropoackoro cyaa r. Mpary,
pasgen b, npunoxetve 3. Per. Ne: CZ00147893

CEPTUO®PUKAT KAYECTBA

HaumenoBanue TOBapa:

Hromen ®, TabIeTKH, TOKPHITHIE TUIEHOYHOH 060/104K0H, 50 M

Hmnoprep:

Yemickas PecrryOnuka

Homep nuueH3un:

Ne sukls103780/2026

Cepus ToBapa Ne.:

0061225

YnakoBka:

100 TabneTok

VYnakoBImHK:

AO «Caneka ®apmMacblOTUKAII3
V. Hurpancka, 1. 100, 920 27 I'moroser,
Crnosaukas Pecry6inka
Howmep munensun: V-15/2025/2
Howmep 3axiiroueHus:
GMP/EAEU/RU/01933-2025

IlpousBoauTe b (BHIYCKAOMIH
KOHTPOJIb Ka4yecTBa):

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

Temucka 377/1, Muxie, 140 00 I'lpara 4,
Yemckas PecmybOnuka

Howmep munensun: Ne sukls103780/2026

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

JlaTa NpoU3BOACTBA: 12.2025
Cpox roasHocru: 12.2030
JlaGopaTopHblii aHaH3 Ne.: 131/26
Hata: 11.05.2026
MHH: Utonpun

Haspanue ¢papMm. cyOCTaHIMH:

Hrompuaa ru ipOXIOpULI

ITpousBoauTeb (papM. CyOCTAHUUH

Kanuna ®apmacsroTHKaic JINMUTER

Cepus papm. cyocTanumu Ne.:

251P005; 251P004

IlokazarTeau Hopmbl PesyabTathl aHA/IH3A
Onucanue Kpyruibie, JBOSIKOBBITYKJIbIE TA0JIETKH, COOTBETCTBYET
TOKPBITHIE [UTEHOUHOH 0001049KO0H, Oesioro
WA 1T0YTH O€JI0T0 [[BETA C HACEUKOM €
OJIHO! CTOPOHBI.
NnenTuduranus
Hronpuaa ruIpoXiIopuI Bpemst yiep)KUBaHUs OCHOBHOTO TIHKa Ha COOTBETCTBYET
(BIXX) XpOMAaTorpamMMe UCIIbITYEMOTO pacTBopa
JIOJDKHO COOTBETCTBOBATH BPEMEHH
yIepKUBaHUA OCHOBHOI'O KA Ha
XpOMaTorpamMMe CTaHIapTHOIrO pacTBOpa.
TuTtaHa JUOKCHI JIOMXHO — TIOSIBUTBCS  XKENTO-OPAHIKEBOE | COOTBETCTBYET
(KayecTBeHHas peakuus) OKpalIUBaHKeE

Jla6oparopubiit anamus Ne.: 131/26
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Tenucka 377/1, Muxne, 140 00 Mpara 4,
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pasgen b, npunoxerwe 3. Per. Ne;: CZ00147893

Iloka3aTenn Hopmbl Pe3yabTaThl aHAJIH3A
OIHOPOAHOCTL MacCChl 138,0 mr £ 5,0 % (ot 131,1 mo 144,9 mr) 136,6 mr
J03MPOBAHHON eJUHHUIIbI 18/20 Tabx. — He 6onee = 7,5 % COOTBETCTBYET
2/20 tabun. — He 6onee + 15,0 % COOTBETCTBYET
PacTtBOpenue He menee 75 % (Q) uronpuna 99 %
TUAPOXJIOPHAA OT HOMMHAIBLHOIO
comepxanus yepes 30 Mun
IMocTopoHHHE IPHMECH
(BOXX)
[Ipumecu A — He 6o1ee 0,2 % <0,05 %
INpumecu B — ne 6onee 0,2 % He 00HapyX eHO
Ipumecu C — He 6onee 0,2 % 0,13 %

OTeNbHOM HenIEeHTU(PULIMPOBAHHON
npumecu — He 6oitee 0,2 %

He 00HapyXeHO

CymMmsl Beex mpumeceii — He 6onee 1,0 % 0,13 %
MukpoOHoJ0rnyecKas Ph.Eur.
YHCTOTA
- O61ee YHcIo a3poOHBIX
MuKpOOpTaHU3MOB — ue 6onee 103 KOE/r <10 KOE/r
(TAMC)
- O61mee 9HUCIO
JPOXOKEBBIX M IUIECHEBBIX | — He Ooree 102 KOE/r <10 KOE/r
rpu6os (TYMC)
- EscherichiacoliB 1T — OTCYTCTBYET OTCYTCTBYET
OaHOpPOAHOCTH Ins 10 nosupoBanHeIX eaunul (n=10) AV
JI03MPOBAHHBIX €IHHUIL < 15,0 win urs 30 1O3UPOBAHHBIX CIUHUIL
(n=30) AV < 15,0 ¥ HY OZTMH pe3yJbTaT COOTBETCTBYET
eIMHIYHOTO ONpeeeH s He MenbIe (1—
L.2x0,01)xM wnu He OoblIE
(1+L2x0,01)*M
KosnyecTBEHHOE Ot 47,5 1o 52,5 mr (o1 95,0 10 105,0 % ot | 49,3 mr
onpenejedne BIXKX HOMHUHAJILHOTO  COAEp)KaHHs HTONpUia
THAPOXIIOPHIA)
YnakoBka Iepeuunas ynaxkogka CoOTBETCTBYET
ITo 20 TabneToKk B YIAKOBKE SUEHKOBOH | [lepsuunas ynakoexa
koHTypHOM 3 I[IBX/TIBAX mienku u | [lo 20 TabneTok B ynakoBke SYEHKOBOH
ANFOMHUHKUEBOH (DONBIH. koutypHoit u3 IIBX/MIBAX rmuieHKH H
Bmopuunas ynakosxka AFOMHUHUEBOH (DOJIBIH.
5 yNaKoBOK SYEHKOBBIX KOHTYPHBIX BMECTE | Bmopuunas ynaxoexka
¢ JMCTKOM-BKIAiplleM B  [auke | 5 yINaKOBOK AYEHKOBBIX KOHTYPHBIX BMECTE
KapTOHHOM. C  IJIACTKOM-BKJIajpllleM B Ta4ke
KapTOHHOM.
MapkupoBKa Ha ynaxogke siuetikogoli KOHmMypHOt Ha CoOTBETCTBYET

PYCCKOM SI3bIKE YKa3bIBAIOT:
— TOProBO€ HAMMEHOBAHUE TpenapaTa ¢
Tpe Ty PEeIUTENLHON MAPKUPOBKOH ®,

— MEXIYHapOAHOE HENATEHTOBaHHOE
HauMeHoBaHue (XyOIupyercs Ha
AHITIMHCKOM SI3BIKE),

— IO3UPOBKY,

— KOJIMYECTBO TAOJIETOK C yKa3aHueM
nexkapcTBeHHOM (opMbI («20 TabIETOK,
TIOKPBITBIX TUIEHOYHOM 0060I0UKOMNY),

— HaWMEeHOBaHUe JepXKaTes
PErUCTPALIIOHHOTO YIOCTOBEPEHHUA,

— JIOTOTHIT iepIKaTelIsl pETUCTPAllMOHHOIO

Ha ynakoexe s4€eiikosoti KOHMypHOt Ha
PYCCKOM SI3bIKE YKa3aHO:

— TOProBO€ HaUMEHOBaHMUeE Iperapara ¢
1pe Ty PEAUTENHHON MapKUPOBKOH ®,
— MEX/yHapOJHOE HEMAaTEHTOBAaHHOE
HauMeHOBaHue (IyOnupyercs Ha
AHIIIUACKOM SI3BIKE),

— I03UPOBKa,

— KOJIMYECTBO TabJIETOK C yKa3aHHEM
nexkapcTBeHHOM popmbl («20 TabneTox,
HOKPBITHIX TNIEHOYHOM 000I0UKOM»),

— HaUMEHOBAHHE JIepKATENA
PErMCTPALIOHHOIO yIOCTOBEPEHHUS,

Jla6oparopusiii ananus Ne.: 131/26
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Praha a.s.

NMPO.MEA.LC Mpara a.o.
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Iloka3arTen Hopmbi Pe3yabTaThl aHAJIH3A
yIOCTOBEPEHS (Ha aHITHHACKOM A3bIKE), — JIOFOTHII JIepXKaTelis peruCTPALHOHHOTO
— HOMEp CepuH, yIOCTOBEPEHHs (Ha aHITTHHCKOM A3BIKE),
— ATy UCTEUEHUs CPOKA TOJHOCTH — HOMEp cepui,

(«romeH o»). — JaTa UCTEYEeHUs CpOKa FOJHOCTH

Ha nauke kapmoHHOIl Ha PYCCKOM SI3bIKE («romeH mo»).

yKa3bIBaIOT (HAAMMCH KyOnupyroTcs Ha Ha nauxe xapmoHHOoU Ha PyCCKOM SI3bIKE
AHIIMHACKOM SI3BIKE): yKa3aHo (HaJmucH Ky OaupyroTCs Ha

— TOProBO€ HANMEHOBAHUE IIperapara ¢ AHTTTHMCKOM SI3BIKE):

pe Ty peAUTebHON MapKUpOBKOH ®, — TOProBOE HAUMEHOBAHUE NpeTIapara ¢
— MEXTyHapOIHOE HENAaTEHTOBAHHOES NpenypeaUTeNbHON MapKUPOBKOH ®,
HaUMEHOBAHUE, — MEXTyHapOIHOE HENAaTEHTOBAHHOE

— JIEKapCTBEHHYIO (hOpMY, HavMEHOBAHUE,

— IO3UPOBKY, — nekapcTBeHHas popMa,

— HauMEeHOBaHUe JeHCTBYIOLIEro — IO3UPOBKa,

BEILIECTBA U €r0 COIEPIKAHUE B ONHOM — Ha¥MeHOBaHUE NEMCTBYIOLIETO
TabneTKe, MOKPHITOH NIEHOYHOM BEILIECTBA U €r0 COePKaHKE B ONHOM
000JI04KO1H, TabJIeTKE, OKPBITOM IIEHOYHOM

— «BcroMoraTtenbHble BEIECTBA: JIAKTO3b! | 000JI0YKOH,

MOHOTMAPAT ¥ JIP., YKa3aHHbIE B JIMCTKE- — «BcromorareNbHbIe BEILECTBA: JAKTO3bI
BKJIQJIBILIEY, MOHOTHIPAT U Ip., yKa3aHHBIE B JINCTKE-
— KOJIMYECTBO Ta0JETOK, IIOKPBITHIX BKJIAJIBIILIEY,

IUIEHOYHOM 000J04KOH B NIAYKE, — KOJIMYECTBO TabNETOK, MOKPHITBIX

— criocob nmpumeneHus: « s nprema [UIEHOYHON 000JIOUKOH B MAUYKe,
BHYTPb!», — cnocob mpuMeHeHus: « s npreMa

— YCJIOBHS OTITyCKa, BHYTPB!»,

— YCIIOBUS XpaHEHNS, — YCIIOBUSA OTILYCKa,

— NpexyTpeIUTeNbHbIE HAMMUCH: — YCJIOBHSL XPaHEHHS,

«XpaHuTh B HEIOCTYTHOM JUIA AeTeH — MpexyNpeIUTeIbHbIE HAITUCH:
MecTe!», «He npuMeHATh 110 HCTEYSHUN «XpaHHUTh B HEIOCTYTTHOM ISl AETEH
CpOKa FOAHOCTH!», Mecte!», «He mpuMeHATb 110 HCTEYEHUN
_ HaWMEHOBAHHUE U a[pec MPOU3BOAUTEIA | CPOKa FOXHOCTH!Y,

U JIep)KaTess perucTpaldiOHHOrO — HauMEHOBaHKE U aipec IPOU3BOIUTES
YI0CTOBEPEHMUS, U JepKaTesIsd peruCTpaluoOHHOTO

— JIOTOTHII IEPXKATeNTsi PETUCTPALMOHHOTO | yIOCTOBEPEHHS,

yIOCTOBEPEHUs (Ha aHTTIMHCKOM S3bIKE), — JIOTOTHIT IepIKATEIs] pETUCTPALHOHHOTO
— HOMEp PErucTpalMOHHOTO yIIOCTOBEPEHHS (Ha aHITTUHCKOM A3BIKE),
yIOCTOBEPEHHS (Ha PYCCKOM SA3BIKE), — HOMEp PEerucTpaldoOHHOro

— IITPUX-KOZ, yIOCTOBEPEHHS (Ha PYCCKOM A3BIKE),

— hapmaxon(sr), — WITPUX-KOL,

— xox(bl) THTOrpaduu (Mecrornonokerue | — hapmaxon(sl),

MOKET U3MEHSTHCS), — koz(bl) TUNIOTPAdIH

— «Cepusi:» (Ha PyCCKOM A3BIKE), — «Cepust:» (Ha pyCCKOM SI3BIKE),

— [Ty MCTEUEHHUs CPOKA FOJAHOCTH — [IaTy UCTEUYEHUs CPOKA TOJHOCTH
(«T'ozeH 10:») (Ha pyCCKOM SA3BIKE). («TComen 10:») (Ha PyCCKOM S3BIKE).
JIOTIOSTHUTENIBHO MOXET YKa3bIBaThCA JIOMOIHUTENIBHO yKa3aHa HHpOpMaLUs
uHbOpMaLWs 1/ MOHUTOPUHIa IBMKEHHS | [ MOHUTOPMHIA JIBYKCHAS
JIeKapCTBEHHOIO Ipenapara oT JIEKapCTBEHHOTO Iperapara oT
MPOU3BOAUTENS O KOHEYHOTO NPOU3BOLUTEIIA 1O KOHEUHOTO
noTpeOuTeNs. NOTpeOUTENS.

XpaHeHue He tpelyeT crienpanbHbIX YCIOBUM COOTBETCTBYET
XpaHeHHUsI

Cpok rogHoCTH S5 net 5 ner

JIa6opatopusiit anamu3 Ne.: 131/26
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NPO.MEA.LC Mpara a.o.

Tenycka 377/1, Mwxne, 140 00 MNpara 4,
Yeuckan Pecnybnvika
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I I aI l a a S HayuHas ¢ 1. 2. 1989 dupma 3aperucTpuposaHa
® ® B8 TOProBOM perucTpe ropoackoro cyaa r. Mparw,

pasgen b, npunoxetue 3. Per. Ne: CZ00147893

JIa6opaTopHbIii aHAIA3 BHINOJIHEH COIJIACHO cenudpuKannm

Hacmoawum a noOmMeepicoaro, ¥mo npusedeHHAA 6blile UHPOPMAUUA AGNIAEMCA 00Ccmo6epHOI
u MouHoIl. Ima cepua NPoOYKUUU NPoU36e0eHa (6KIIOUAA YNAKOEKY (MapKupoexy) u KOHmpoJib
Kauecmea) HAa GbIUMEYKA3AHHOU NPOU3BOOCHBEHHOU NAOUWAOKe (n1owadkax) 6 HNOJIHOM
coomeemcmeuu ¢ mpebosanuamu Ipasun naonesicawieii npoU3600CMEEHHOU NPAKMUKU EA3C
U Mpe6osanuAMU KORMPONA KAYeCcmed J1eKapCHI6eHHbIX CPeOCms, a MaKdHce 6 COOMEEemMCmeun
CO CHeyupuUKAUUAMU, COOEPHCAWUMUCA 6 Pe2UCHPAUUOHHOM 00Cbe CHpAaHbI-UMNOpmeEpa.
3anucu no npouseo0cmey, ynakoéKe u aHaIU3y NPoepeHsl, U yCHAHOBIEHO UX coomsemcneue
mpebosanuam Ipasun naonexcauieii npou3600CMeeHHON NPAKMUKU.

Ananus evtnonnen no HJ JIII-Ne(001845)-(PI-RU)-270424.

11.05.2026 | sl 5
~1PROMED.CS Praha as.

S PNGREIRE, e
TTomnuce

Axy6 Xmen
VYo iHoOMOYEHHOE JIUIO
PRO.MED.CS Praha a.s.
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