PRO.MED.CS

Praha a.s.

NPO.MEA.LUC Mpara a.o.

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

Yewckas Pecnybnuka

Ten.: +420 241 013 111

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

HauuHas ¢ 1. 2. 1989 curpma 3apernctpuposaHa
B TOProBOM pervcTpe ropofckoro cyaa r. Mparu,
pa3pen b, npunoxenue 3. Per. Ne CzZ00147893

CEPTU®UKAT KAYECTBA

HauMeHOBaHHe TOBapa:

Hromen ®, TaBJIeTKH, TOKPBITHIE TIEHOYHOH 0O0I0OUKOH, 50 mMr

Hmnoprep: Yemickas PecryOnuka
Homep nuLeH3HH: No sukls103780/2026
Cepusi ToBapa Ne.: 0030825

YnakoBka:

40 TabIeTOK

YnakoBUIHK:

AO «Canexa ®@apMacbIOTUKAI3»
V1. Hurpancka, a. 100, 920 27 I'orosew,
Crosankas Pecry0mnrka
Homep nunensun: V-15/2025/2
Homep 3axiIro4eHus:
GMP/EAEU/RU/01933-2025

IpoussoauTe/b (BHINYCKAIOMHH
KOHTPOJIb Ka4ecTBa):

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

Temucka 377/1, Muxune, 140 00 [Ipara 4,
Yemickas Pecrybnuka

Howmep mumensun: Ne sukls103780/2026

Homep 3aKIIO4YEHHS
GMP/EAEU/RU/00903-2023

JlaTa NpoM3BOJACTBA: 08.2025
Cpok roqHoCTH: 08.2030
JlaGopaTopHbIi aHATH3 Ne.: 41/26
Mara: 27.03.2026
MHH: Hromnpun

Hazsanue ¢papMm. cyOCTAHIMH!

Wromnpuaa ruIpOXI0OpHI

IpousBoauTeab hapM. CyOcTaHUIHH

Kannma ®apMacerOTHKAJIC JInmuren

Cepus dapm. cyocTanuum Ne.:

241P015; 251P003

IMoxa3aTeJu Hopmbl Pe3ysbTaThl aHAJIH3A
Onucanne Kpyrible, ABOSKOBBIMYKIIble TA0IETKY, COOTBETCTBYET
TIOKPBITBIE TUIEHOYHOH 000I04KOH, 6esioro
YUIH [IOYTH GEJIOro 1BETa C HACeUKOi ¢
OJIHOM CTOPOHBI.
HaenTnduxaumsi
Hrtonpuza ruapOXIOpu Bpems yIepKuBaHKs OCHOBHOTO TMKa Ha COOTBETCTBYET
(BOXX) XpOMarorpamMMe UCTbITyeMOro pacTsopa

TutaHa TUOKCHUI
(KauecTBeHHas peaiys)

OKpallunBaHUEC

JIOJI’KHO COOTBETCTBOBATb BPEMEHHU
yIep)KUBaHKs OCHOBHOTO NMKa Ha
XpOMATOrpamMMe CTaHapTHOTO pacTBOpa.
JIOMKHO ~ MOSIBUTBCS

JKEJITO-OPaHKEBOC COOTBETCTBYET

Jla6oparopusiit aamms Ne.: 41/26
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IToka3zaTeau Hopwmbl Pe3yjbTaThl aHAJIH32
OIHOPOAHOCTb MACCHI 138,0 Mr = 5,0 % (ot 131,1 no 144,9 MT) 136,7 mr
JO3HPOBAHHOMN eIHHMIIbI 18/20 Tabun. — He Gonee 7,5 % COOTBETCTBYET
2/20 Tabn. — He Gonee * 15,0 % COOTBETCTBYET
PacTBOpeHue He menee 75 % (Q) uronpuna 100 %
THAPOXJIOPHIA OT HOMUHAIBHOTO
coneprxanus yepes 30 MuH
IlocTopoHHHE IPUMECH
(BDXX)
ITpumeck A — He 6onee 0,2 % <0,02 %
ITpumecu B — He Gonee 0,2 % He 00HapyXeHO
Ipumecu C — He 6onee 0,2 % 0,10 %

OTaenbHOM HEMIEHTU(UITIPOBAHHON
npumecy — He 6ontee 0,2 %o

He 0OHapy)KEHO

CyMMBI BCEX NpuMecei — He 6omee 1,0 % 0,10 %
MukpoOHoJorHyecKast Ph.Eur.
YHCTOTA
- Ob1ee YKcIo adpoOHBIX
MUKpOOpraHU3MOB — He G6onee 10° KOE/r <10 KOE/r
(TAMC)
- O61mee 9ucio
JPOMOKEBBIX ¥ [UIECHEBBIX | — He Oonee 102 KOE/r <10 KOE/r
rpu6os (TYMC)
- EscherichiacoliB 1T — OTCYTCTBYET OTCYTCTBYET
OQHOPOAHOCTD JTlns 10 no3uposanHbix eanuull (n=10) AV
J03VPOBAHHBIX €IHHHIY < 15,0 wu s 30 103MPOBAHHBIX €IMUHULL
(n=30) AV < 15,0 1 HU OZIUH PE3YJIBTAT COOTBETCTBYET
e IMHIYHOTO ONpe/eieHus He MeHbiue (1—
L.2x0,01)*M wnu He GobLIe
(1+L2x0,01)*xM
KonnuyecTBeHHOE Ot 47,5 o 52,5 mr (o1 95,0 o 105,0 % ot | 50,0 Mr
onpenesienne BIXKX HOMMHAJIGHOTO  COJAEPXKaHWs  UTONpuia
THAPOXJIOPUAA)
YnakoBka Iepsuunas ynakogka COOTBETCTBYET
ITo 20 TaGneTok B ynakoBke sueiikoBoH | [lepsuunas ynakoseka
koutypHoit w3 TIBX/TIBAX TUIeHKA | ITo 20 TabneTox B yMakOBKE SUCHKOBON
ATFOMUHKEBOH (QONBIH. koHTypHOM w3 I[IBX/MIBJIX IUIeHKH M
Bmopuunas ynakosxka AJIFOMHAHUEBOM (ONIBIH.
2 yMaKOBKH SYEHKOBBIX KOHTYPHBIX BMECTE BmopuuHas ynakoska
¢ JIMCTKOM-BKIajpiiieM B  Tayke | 2 yNaKkOBKH ST4CHKOBBIX KOHTYPHBIX BMECTE
KapTOHHOM. ¢  JUCTKOM-BKIapllleM B  Tadke
KapTOHHOM.
MapkHupoBKa Ha ynaxoske s4eiikogoti KoHmypHOU Ha CoOTBETCTBYET

PYCCKOM SI3bIKE YKa3bIBAIOT:

— TOProBoe HAMMEHOBAHHUE Npenapara ¢
Tpe Ty PeAUTEeIIbHON MapKUPOBKO#H ®,
— MeXIyHapOJHOE HEMATEHTOBAHHOE
HayMeHoBaHue (TyOnupyeTcs Ha
AHIJIMNCKOM S3BIKE),

— JIO3UPOBKY,

— KOJIMYECTBO TAOJIETOK C yKa3aHHEM
nexapcTBeHHON Gopmsl («20 TabNeTOK,
TOKPBITBIX TIEHOYHOM 060I0UKOH»),

— HaUMEHOBAHHE JIEPKaTelIst
PETUCTPALIOHHOTO YI0CTOBEPEH!S,

— JIOTOTHII IEPIKATENS PETUCTPALIMOHHOTO

Ha ynakoeke suetikogoi KOHmypHOU Ha
PYCCKOM SI3BIKE YKa3aHO!

— TOpProBoe HaMMEHOBaHKe Npernapara ¢
Tpe Iy MPEeAUTETBHON MapKUPOBKOM ®,
— MeXIyHapoJHOe HEMaTeHTOBAaHHOE
HauMeHoBaHue (TyOnupyercs Ha
AHITIMACKOM SI3BIKE),

— O3UPOBKa,

— KOJTMYECTBO TAOJETOK C yKasaHUEM
nexapcTBeHHON popMel («20 TabNETOK,
TOKPBITBIX TUIEHOYHOU 000JI0UKOM»),

— HaMMEHOBaHUE AEpPXKATENA
PETUCTPALIIOHHOTO yA0CTOBEPEHNS,

Jla6opatopusiii anam3 Ne.: 41/26
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IHoxa3zaTeau Hopmbl

Pe3yabTaThl aHAJIH3A

yIOCTOBEPEHHS (Ha AHTJIUHCKOM A3BIKE),
— HOMEp CEpPUH,

— JIaTy UCTEUEHHs CPOKa FOIHOCTH
(«romeH o).

Ha nauxe kapmoHHOU Ha PyCCKOM S3bIKE
yKa3bIBalOT (HALNKCH Iy OIUPYIOTCS Ha
AHTTIMACKOM S3BIKE):

— TOProBoe Ha¥MEHOBaHUe Npenapara ¢
npe Ty npeIuTeabHOM MapKUpOBKOH ®,

— MeXyHapOIHOE HEMATCHTOBAHHOE
HaVMEHOBAHUE,

— NeKapcTBeHHYIO hopmy,

— I03MPOBKY,

— HauMEeHOBaHWeE JEHCTBYIOLIECTO
BEIECTBA U €r0 COJIEPKaHUE B OMIHOM
TabneTKe, MOKPHITON INIEHOYHOR
000JI0UKOI,

— «BcrniomoraTesnbHbl€ BELIECTBA: JAKTO3bI
MOHOTHIPAT U Ap., yKa3aHHbIE B JIUCTKE-
BKJIa[BIILIEY,

— KOJIMYECTBO TAONETOK, OKPBITHIX
[UIEHOYHOM 000JI0YKOH B ITAYKe,

— cnoco6 mpumeHeHus: « /[l npuema
BHYTPB!»,

— yCJIOBUSA OTITyCKa,

— YCIIOBHS XpaHEHU,

— npexyNpeIuTebHbIe HallTCH:
«XpaHWUTb B HELOCTYITHOM JUTsi ICTEH
Mmecte!», «He MpUMeHATh N0 UCTEUEHUH
cpoka rogHocTu!»,

— HAaMMEHOBAHME ¥ aJipeC MPOU3BOIUTENS
W JIepKaTeNs perucTpalioHHOro
yIOCTOBEPEHHS,

— JIOTOTHII J€PIKATeIsl PETUCTPALIOHHOTO
yIOCTOBEPEHNs (Ha aHTJIHHCKOM SI3BIKE),
— HOMEp PErUCTPAIIHOHHOTO
yIocToBepeHust (Ha PYCCKOM SI3BIKE),

— IITPUX-KOL,

— tapmaxoa(sl),

— kon(sl) TUMOrpadyu (MECTOIOIOKEHNE
MOET U3MEHSITHCS),

— «Cepusi:» (Ha PyCCKOM S3bIKE),

— JIaTy WCTEYEeHMs CpOKa FoOHOCTH
(«TomeH 1o:») (Ha pyCcCKOM SI3bIKE).
JTOTIOJIHUTENBHO MOXKET YKa3bIBaThCSA
uHbOpMALS 1T MOHUTOPUHTA IBHKEHIA
JIEKapCTBEHHOTIO Tpernapara ot
NPOU3BOJUTEIS 10 KOHEYHOTO

— JIOTOTHII JE€PIKATENs PETUCTPALIOHHOIO
yI0CTOBEPEHN (Ha aHTJIMHCKOM A3BIKE),
— HOMEp CEpUH,

— aTa UCTEYCHUS CPOKA FOIHOCTH
(«romeH Io»).

Ha nauke kapmoHHO1l Ha PYCCKOM A3BIKE
yka3aHo (HaIIucH TyOnupyroTcs Ha
AHTJIANCKOM S3bIKE):

— TOproBOE HaMMEHOBAHUE IpenapaTta ¢
TIpe Ty Ipe INTebHOM MapKHPOBKOH ®,

— MeXIyHapOJHOE HEMATCHTOBAHHOE
HAVMEHOBAHME,

— nexapcTBeHHas Gopma,

— JI03UPOBKa,

— Ha¥MEHOBaHUE JEHCTBYIOIIETO
BEIECTBA 1 €r0 COJEPKAHUE B OJHOU
TabeTKe, MOKPHITOM TIEHOYHON
000JI0YKOH,

— «BcrioMoraTesibHbIE BELIECTBA: JIAKTO3bI
MOHOTHpAT | JIp., yKa3aHHbIE B JIUCTKE-
BKJIQJIBIILIEY,

— KOJIMYECTBO TabJETOK, OKPBITHIX
[UICHOYHOM 000JIOUKOH B MavKe,

— crioco6 npumeHeHus: « st mpuema
BHYTPB!»,

— yCIoBUsl OTITYCKa,

— yCJIOBUS XPaHEHWU,

— npexyNpenuTeNbHbIe HaUCH:
«XpaHUTh B HEIOCTYITHOM IS IeTeH
mecte!», « He MpuMeHATh [0 UCTEUECHUH
cpoka rogHocTu!»,

— HaVMEHOBaHKE U aJpec MPOU3BOJUTEIIA
U iepKaTess perucTpalioHHOro
YIOCTOBEPEHHS,

— JIOTOTHII AepIKaTeNs pErUCTPaliOHHOTO
yIOCTOBEpEeHHUs (Ha aHTJIHICKOM S3BIKE),
— HOMEP PETUCTPALMOHHOTO
yIOCTOBEPEHNS (Ha PyCCKOM A3BIKE),

— IITPUX-KOJI,

— tapmaxon(el),

— xoz(bt) THTIOrpadun

— «Cepus:» (Ha pyCCKOM A3bIKE),

— JIaTy WCTEYEeHHUs CPOKa FOJHOCTH
(«T'omeH 10:») (Ha PyCCKOM A3bIKE).
JIOTIONHUTENBHO yKa3aHa HHGOpMaLs
ISl MOHUTOPYHTA JBIKECHUA
JIEKapCTBEHHOTO Mpemnapara oT
IPOM3BOAUTENS 10 KOHEYHOTO

noTpeOuTeNs. noTpeduTens.
XpaHeHue He TpebyeT crieLraibHbIX yCIOBUMA COOTBETCTBYET
XpaHeHUs
Cpox rogHocTH 5 ner 5 net

JIa6oparopusiii apamms Ne.: 41/26
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NMPO.MEA.LC Npara a.o.
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I raI | a a. S. HaunHas ¢ 1. 2. 1989 dvpma 3aperncTpuposara
8 TOProBOM pervucTpe ropofckoro cyaa r. Mparw,

pa3sgen b, npunoxenue 3. Per. No: CZ00147893

JIaGopaTopHbIii aHAJIN3 BHINIOJIHEH COIJIACHO crenupuKanuu

Hacmoauum a noomeepicoaio, 4mo npusedeHHaa 6blule uHpopmayua A61Aemca 00CcmoeepHOl
U mouHoil. Ima cepua NPoOYKYUU npou3eedena (6Kn04an ynaKoeKy (MapKupogeKy) u KOHmpo/b
Kauecmea) Ha GbIUEYKA3AHHOU NpOU3600CMBEHHOIL  NIOUIAOKe (n1owaokax) 6 RONHOM
coomeemcmeuu ¢ mpebosanuamu Ilpagun naonesxcauiel npou3600CMEEHHOIU NPAKMUKU EA3C
U mpe6osaHuAMU KOHMPOIA Ka4ecmed 1eKapCmeeHHbIX cpedcms, a MaKice 6 COOMEeMCcmeuu
co cneyuuKauuAmMu, COOEPHCAUUMUCA 6 DPeZUCPAUUOHHOM docbe CMpaHbl-uMnopmepa.
3anucu no npou3600cMmey, ynaKosKe U AHALU3Y NPOGEPEHbL, U YCHAHOGNIEHO UX coomeemcmeue
mpebosarnuam Ilpasun naonexcawiei npou3600CMEEHHOU NPAKMUKU.

Ananusz evinonnen no HJI JIIT-Ne(001845)-(PI-RU)-2 70424.

27.03.2026 M

SROMED.CS Praba e L
| ) Telgska 37711, AR RS - Tlognuce
e (/3 SAxy6 Xmen
VHOJIHOMOYEHHOE U0
PRO.MED.CS Praha a.s.
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