PRO.MED.CS

Praha a.s.

nPO.MEA.LC MNpara a.o.

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

Yewwckas Pecnybnuka

Ten.: +420 241 013 111

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

HauuHas ¢ 1. 2. 1989 cupma 3aperucTpmposaHa
B TOPrOBOM perucTpe ropoackoro cyaa r. Mpary,
pazgen b, npunoxenue 3. Per. Ne: CZ00147893

CEPTU®UKAT KAYECTBA

HaunmeHnoBaHnue TOBapa:

HpOHaHOpM®, TabJIeTKH MOKPhIThIE IUIEHOUHOH 060/1049K0# 150 Mr

Hmnoprep: Yemickas Pecrybauka

Cepus ToBapa Ne.: 0150825

YnakoBka: 50 TabneTok

YnakoBIIHK: AO «Canexa ®apMacblOTUKAI3)»

V. Hutpancka, 1. 100, 920 27 I'noroser,
Crosankas Pecry6nuka

Homep nmunensun: V-15/2025/2

Homep 3akimroueHuns:
GMP/EAEU/RU/01933-2025

ITponsBoaNTE b (BLINYCKAK M
KOHTPOJIb Ka4ecTBA):

ITPO.MEJIL.IIC Ilpara a.o.,

Temucka 377/1, Muxine, 140 00 Ilpara 4,
Yemrckas Pecrybnuka

Howmep nunensun: Ne sukls480282/2025
Howmep 3axiroueHus:
GMP/EAEU/RU/00903-2023

JlaTa npou3BOJACTBA: 08.2025

Cpok rogHoCTH: 08.2030

JladopaTopHbIiii aHaau3 Ne.: 516/25

Hara: 27.02.2026

MHH: [Iponacdenon

HasBanue ¢gapm. cyOcTaHIHH: [TponadeHoHa THUAPOXIIOPUT
IIpounsBoauTeab (papM. CyOCTAHIHH ®dapmal [enn (Muaus)

Cepus papm. cyocTanmmm Ne.:

24092249; 24092148

Iloxa3zaTenn Hopmbel

PCBYJIbTaTLI aHaJIu3a

Onucanue

Kpyriibie, ABOSIKOBBIILYKIIbIE TAONETKH,
MOKPBIThIE TUIEHOYHOH 000JI0YKOM, IOYTH
6eJIoro npeTa

COOTBETCTBYET

HNpenTudpuxanus
TCX

OCHOBHOE MSATHO Ha XpoMaTorpaMmme
HUCIIBITYEMOI'0 pacTBOpa 110 MOJIOKCHMIO U
WHTEHCUBHOCTU OKpallUBaHUA JOJDKHO
COOTBETCTBOBATb OCHOBHOMY IIATHY Ha
XpoMmaTorpaMme CTaHIapTHOI'0 pacTBOpa
A

COOTBETCTBYET

OaHOPOAHOCTH MACChI

204,73 — 226,28 mMr 211,10 mr
18/20 1ab. — ne 6omee £+ 7,5 %, COOTBETCTBYET
2/20 Tab. — "e 6onee + 15,0 %

JIaGoparopHbli aHamu3 Ne

.2 516/25




PRO.MED.CS

Praha a.s.

MPO.MEA.LUC Mpara a.o.

Tenycka 377/1, Muxne, 140 00 lpara 4,

Yeuickan Pecnybnvka

Ten.: +420 241 013 111

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

HaunHas ¢ 1. 2. 1989 dupma 3aperncrpuposaHa
B TOProBOM perucrpe ropoAackoro cynar ﬂpa!"/\,
pasgen b, npunoxenve 3. Per. Ne: CZ00147893

PYCCKOM 53biKe YKa3bIBaIOT:
— TOProBO€ HAMMEHOBaHUE Mpemnapara ¢
Tpe Iy MPEAUTENbHON MapKUPOBKOH ®,
— MEXyHapOJHOE HENaTEHTOBaHHOE
HauMeHOBaHue (TyOnupyeTcs Ha
AHTJIMHCKOM SI3BIKE),

— JIEKapCTBEHHYIO (opMy,

— JIO3UPOBKY,

— KOJIMYECTBO TAOJIETOK B YIIAKOBKE
TUEHKOBOM KOHTYPHOM,

— HaVMEHOBAHHUE JIEPKATEIISA
PETHCTPALHOHHOIO Y I0CTOBEPEHMS,

— JIOTOTHII JepKaTeJis perucTpaiuoOHHOTO

yaocToBepeHus (Ha aHTTHACKOM S3BIKE),
— HOMED CEpUH,

— JaTy UCTEYEHUsA CPOKa TOAHOCTH
(«romeH o).

Ha nauke kapmoHHO1 HQ PYCCKOM A3bIKE
yKa3bIBatOT (HAAMUCH TyOnUpyOTCs Ha
AHITTMHCKOM SI3BIKE):

— TOProBOE HaUMEHOBAHME Tperapara ¢
IIpe Ty PEAUTENBHOR MapKUPOBKOA ®,
— MEX/TyHApOJHOE HEIIATEHTOBAHHOES
HaVMEeHOBaHUE,

— JIO3UPOBKY,

— JIEKapCTBEHHYO opmy,

— HaWMeHOBaHUe JeHCTBYOLIETO
BEIECTBA U €T0 CONEPIKaHHUE B OJIHOM
TabJIeTKe,

— KOJINYECTBO TaONETOK,

— YCJIOBHSI OTITyCKa,

— croco6 npuMeHeHus: « g npuema
BHYTpB!»,

— YCJIOBUS XPaHEHUS,

Ioxa3aTean Hopmbl Pe3yabTaThl aHaIH3a
PacTBOpeHue He meree 85 % (Q) mponadeHoHa 95 %
CoM THUIPOXJIOpUA OT HOMHHAJILHOTO
coaepxanus yepes 45 MuH
Muxkpo6uoJioruyeckasi uucrora | Ph.Eur.
- ob1ee 9ucio a3poOHbIX — He Gonee 10° KOE/r <10 KOE/r
MHUKPOOPraHU3MOB
- 0011IE€ YHCIIO IPOXIKEH U — He 6onee 10> KOE/r <10 KOE/r
rpuboB — OTCYTCTBYET (2.6.13) OTCYTCTBYET
- EscherichiacoliB 1 r
KoaunuectBennoe onpenenenue | OT 142,5 no 157,5 Mr 146,3 mr
CoOM
YnakoBka Iepsuynas ynakoska COOTBETCTBYET
Io 10 TabneTok B yNakOBKe TYEHKOBOMN Ilepsuunas ynaxoska
KoHuTypHO# 13 [IBX nieHku u ITo 10 TabneTok B yrakoBKe
QIFOMHUHHEBOH (OJIBIH. A4eiKoBOi KOHTYpHOH U3 [IBX
Bmopuunas ynakoska IUIEHKY ¥ aJFOMUHUEBOH (QOIBIH.
5 ynakoBOK si4EMKOBBIX KOHTYPHbIX Bmopuunas ynaxoexa
BMECTE C JIMCTKOM-BKJIAIBIILIEM B MAYKe 5 yMaKkoBOK sT4EHKOBBIX KOHTYPHBIX
KapTOHHOM. BMECTE C JIMCTKOM-BKJIaJBIIIEM B
Mayke KapTOHHOM.
MapkupoBKa Ha ynakosxe s4eiKo80l KOHMYPHOU HA Ha ynaxosxe s14eiikog0li KOHMYpPHOTL HA

PYCCKOM 53biKe YKa3aHo:

— TOProBOE HAUMEHOBAHME INPETapaTa

C MpeaynpeIuTeTbHOM MapKUPOBKOM

®3

— MEXIyHapOIHOE HEMaTEHTOBAHHOE

HauMeHOBaHue (IyOaMpyercs Ha

AHTJIMICKOM SI3BIKE),

— nekapcTBeHHas Gopma,

— JI03MPOBKA,

— KOJIMYECTBO TabJETOK B YIIAKOBKE

sTUeKOBON KOHTYPHOH,

— HaVMEHOBaHUE epKaTENA

PETUCTPALHOHHOTO yIOCTOBEPEHHU,

— JIOTOTHII A€PKATEIISA

PETHCTPAIIMOHHOTO YAOCTOBEPEHHS (Ha

AHTJIMICKOM SI3BIKE),

— HOMEp CEepHUH,

— JIaTy UCTEYEHUS CPOKA FONHOCTH

(«romeH moy).

Ha nauxe kapmonHO1l Ha pycCKOM

A3bIKe yKazaHo (Haamucu

Iy GIMPYIOTCS Ha aHTTTUICKOM SA3BIKE):

— TOProBOe HAMMEHOBAaHHE MpPEmnapara

C MpexynpeAuTeIbHOM MapKUPOBKOM
2

— MEX/IyHapOIHOC HCTIATEHTOBAHHOE

HaVMEeHOBaHHE,

— JI03UPOBKa,

— JiekapcTBeHHasA (popMma,

— HAaMMEHOBaHUE EHCTBYIOLIETO

BEIIECTBA U €r0 CONeP)KaHhE B OMHOM

TabneTke,

— KOJIMYECTBO TaOJIETOK,

— YCJIOBUS OTITYCKa,

Jla6oparopusiit anams Ne.: 516/25

™
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PRO.MED.CS

Praha a.s.

NMPO.MEA.LC MNpara a.o.

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

Yewwckas Pecnybnwvka

Ten.: +420 241 013 111

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

HaumHas ¢ 1. 2. 1989 dwupma 3aperucTpvposaHa
B TOProBOM perucTpe ropoackoro cyaa r. Mparu,
pasgen b, npunoxeve 3. Per. No: CZ00147893

IMoka3zaTenn Hopmbl Pe3yabTaThl aHaIH3a
— MpeayTNpeaUTENbHbIE HaIUCH: — croco6 mpuMeHeHus: « s nprema
«XpaHWTb B HEJOCTYTHOM MJIs JETeH BHYTPB!»,
Mecte!», «He MpUMEHSTh 110 UCTEYEHUH — YCJIOBYSL XpaHEHMUS,
CpOKa roIHOCTU!Y, — MpexyNpeAUTENbHbIE HAAMUCH:
— HAUMEHOBAaHMe U a[peC MPOU3BOAUTENS, | «XpaHUTh B HEAOCTYITHOM 1S JETEH
— HAUMEHOBAHUE U aJpeC AePIKATENS Mecre!», «He mpuMeHATs 0
PErUCTPALIOHHOTO Y IOCTOBEPEHMS, HCTEYESHHH CPOKa FOHOCTH!»,
— JIOTOTHII IEPIKATEJIsl PErMCTPALMOHHOTO | — HAMMEHOBAaHHE U aJpec
yIOCTOBEPeHUs (Ha aHIIMICKOM SI3BIKE), MPOU3BOIUTENS,
— HOMEp PErHUCTPALIOHHOTO — HaUMEHOBaHHE U afipec AepxKaTels
yI0CTOBEPEHHUS (Ha PYCCKOM SI3bIKE), PEruCTPallIOHHOTO Y IOCTOBEPEHHS,
— WTPUX-KOZ, — JIOTOTHII JIepXkKaTenst
— dapmaxon(s), PETHMCTPAIIMHOHHOTO YAOCTOBEPEHHS (Ha
— xof(pr) TUNOrpaduy (MECTOMOJIOKEHUE AHIJIMICKOM SI3BIKE),
MOYET U3MEHSATHCS), — HOMEp PErHCTPALHOHHOIO
— «Cepusi:» (Ha pyCCKOM si3bike) (nara yI0CTOBEPEHHUs (Ha PYCCKOM SI3BIKE),
HPOU3BO/ICTBA BKIIOUCHA B HOMED CEPUM), | — LITPHUX-KOI,
— JIaTy MCTEYEHUs CPOKA TOJHOCTH — (apmakon(sl),
(«Tomen 10:») (Ha pycCKOM SI3BIKE). — xon(pr) TUHIOTPaduY,
JIOTIOHUTENBLHO MOXKET YKa3bIBAThCSA — «Cepusi:» (Ha pyccKoM si3bIke) (IaTa
vHpOpMaLWs 111 MOHUTOPHHIA ABIKEHHUS | MPOU3BOJCTBA BKIIOYEHA B HOMED
JIEKApCTBEHHOTO Mpenapara oT cepun),
MPOU3BOAUTENA 10 KOHEYHOTO — ATy UCTEYEHUS CPOKa FONHOCTH
MoTpeduTeNs. («T'omen 10:») (Ha pyCCKOM fI3bIKE).
Ipu pacgpacoske u ynaxoske mabnemox ¢ | JIOTOTHUTENBHO yKa3aHa HHPOpMALUA
oozuposxoti 150 me na AO «Canexa U1 MOHUTOPHHTA JBUKEHUS
Dapmacviomuxansy, Cnosayxas JIeKapCTBEHHOTO TIpenapara OT
Pecnybnuxa Ha nauke KapmoHHO MPOU3BOIUTENS IO KOHEYHOTO
OONONHUMENLHO YKA3bL8AIOM.: nOTpeOuTES.
«PactacoBaHo, yakoBaHO:», «PacacoBaHo, ynakoBaHO:»,
HaWMEHOBAHUE U aJIpeC HaMMEHOBAaHUE U afipec
(acoBLIYKa/y IaKOBIIKKA. (hacoBII¥Ka/y TaKOBILHKA.

XpaHeHHe S:a;r;f{?a};m CTICLMATBHAIX y CIIOBHH COOTBETCTBYET
5 ner 5 ner

Cpok rogsocTu

JIaGopaTopHbIi aHAIA3 BHINOJIHEH COTIACHO CrielHpHKAIH

Jla6oparopusrit anamu3 Ne.: 516/25
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NPO.MEA.LUC MNpara a.o.

Tenucka 377/1, Muxne, 140 00 Mpara 4,
Yewckas Pecnybnvka
L ® Ten.: +420 241013 111

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

I I aI ' a a S HauuHas ¢ 1. 2. 1989 dvpma 3aperncTpmpoBaHa
L 4 L 4 B TOProBOM perucTpe ropoackoro cyfa r. MNparu

pasgen b, npunoxenue 3. Per. Ne: CZ00147893

Hacmoawum a nodmeepicoaro, 4mo npueedeHHAA evluie UHPOPMARUA ACNACHCA 0OCHOBEPHO
U MouHOIL. Ima cepua nPoOyKUUU nPOU3gedeHa (6KNI0UAA YNAKOGKY (MAPKUPOSKY) U KOHMPOTb
Kauecmea) Ha GbLIWEYKA3AHHOU NPOU360OCHBEHHOI nioujadke (RIOWAOKAX) 6 HOTHOM
coomeemcmeuu ¢ mpeboganuamu Ilpasun naonesxcaweii npoussoocmeennoi npakmuxu EA3C
U MpeBo6anHUAMU KOHMPOIA KA4eCcmea 1eKapCmeeHHbIX CPEOCME, & MAKJCe 6 COOMEENICMEULL CO
CHeyupUKAUUAMU, COOEPHCAUWUMUCA 6 Pe2UCMPAUUOHHOM 00Cbe CHPAHbI-UMROpmMepa. 3anucu
1O npou3eo0cmey, YnaKoéKe U (AHANU3Y RPOGEPEHbl, U YCHMAHOENEHO UX COOMEemcmeue
mpebosanuam Ilpasun naonexcauieii npoU3600CMEEHHOU NPAKMUKU.

Ananus evtnoanen no HJ[ JIII-No(003653)-(PI-RU)-101123 .

27.02.2026

: ] Talkcks 277/1 Michle 140 00 Praha r HOHHHCL
|/ Teltska 377/1, Michle, 1 10 00 Prana 4 Axy6 Xmen
V110 IHOMOYEHHOE JIUIO
PRO.MED.CS Praha a.s.

Bl % 3}‘}“%«‘,

ana 4.s

Jlaboparopubiit anamu3s Ne.: 516/25 4/4



