NPO.MEQ.LUC MNpara a.o.

Tendcka 377/1, Muxne, 140 00 Mpara 4,
Yewckas Pecnybnuka
L 2 ® Ten.: +420 241 013 111

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

I I aI l a a S HauuHas ¢ 1. 2. 1989 chupmMa 3aperncTpuposaHa
L 4 L4 8 TOPrOBOM PErucTpe ropofckoro cyaa r. Mparu,

paszgen b, npunoxenue 3. Per, Ne: CZ00147893

CEPTUD®UKAT KAYECTBA

HaunmenoBanue TOBapa.

MouocaH, tabnetku, 20 Mr

HNmnoprep: Yemckas Pecrybivka

Cepus ToBapa Ne.: 0060426

YnakoBKa: 30 tabneTox

YnakoBIIHK: AO «Canexa @apMacbrOTUKAI3»

V. Hutpasrcka, 1. 100, 920 27 I'noroser,
Crnosairkas Pecry6inka

Homep nunensun: V-15/2025/2

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

IIpousBoguTeab I[TPO.ME/L.LIC Ilpara a.o.,
(BbIMycKaOMHi KOHTPOJIb Temucka 377/1, Muxae, 140 00 Ilpara 4, Yemickas
Ka4yecTBa): PecryOnmka

Homep nmunensun: Ne sukls103780/2026
Howmep 3axmouenusi: GMP/EAEU/RU/00903-2023

JlaTa npou3BoacTBAa: 04.2026

Cpok rogHoCTH: 04.2031

JlaGopaTopubiii anaau3 Ne.: | 320/26

Mara: 08.06.2026

MHH: M3ocopbuia MOHOHUTPAT
Ha3zBanue ¢apm. M3ocopbuaa MOHOHUTPAT
cyOCTaHIMH: :
IIpousBoauTen papm. Judapma @pancuc C.p.JL
CyOCTAHIMH

Cepus papm. cyocTaHIHH 2500208

IToxa3saresun Hopmbl Pe3yabTaThl aHAJIH3A

Onucanne Kpyrisie, miockue TabneTku 6€noro COOTBETCTBYET
WM TIOYTH O€JI0TO LBETA C PUCKOH €
OJTHOW CTOPOHBI

IMoanuHHOCTH Bpemst yaep»KUBaHKsL OCHOBHOTO KA COOTBETCTBYET
BOXX Ha XpOMaToOpaMMe MCIBITYEMOTO
pacTBOpa AOKHO COOTBETCTBOBATD
BPEMEHH YACP>KHBAHUS OCHOBHOIO TTHKA
Ha XpOMaTorpaMMe CTaHAapTHOrO

pacTBopa

OOHOPOAHOCTBL MACChI 150,0 Mr + 5,0 % (142,5 — 157,5 mr) 149,5 mr

J03UPOBAHHOM eIMHHIbI 18/20 Tabn. — He Gonee + 7,5 % COOTBETCTBYET
2/20 Tabn. — He 6osree £ 15,0 %

PacnagaeMocTb He 6omnee 15 mun no 1 MuH.
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PRO.MED.CS

Praha a.s.

MPO.MEA.LC Mpara a.o.

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

Yewuckan Pecnybnvika

Ten.: +420 241 013 111
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HayumHas ¢ 1. 2. 1989 dupMa 3aperucTpuposana
8 TOPrOBOM PErucTpe ropoackoro cyaa r. Mparu
pasgen b, npunoxetue 3. Per. Ne: CZ00147893

Iloka3aresnn Hopmbl Pe3ynbTaThl aHaIH3a

PacTBOpeHue He menee 80 % (Q) wm3ocopbun-5-

BOXX MOHOHUTPATa OT HOMUHAJILHOTO HEMPOBOIWIOCH

Jlisa kaxpou 10-# cepun coneprkanus gyepe3 45 MuH

MupoGuosoruyeckasi YMcTOTa

- obIIee YHCIIo a3poOHbIX ue 6onee 10° KOE/r <10 KOE/r

MHUKPOOPTaHU3MOB

- 00IIIEe YHCIIO APONOKEH U rpuOoB ne 6onee 10?2 KOE/r <10 KOE/r

- EscherichiacoliB 1 r OTCYTCTBYET OTCYTCTBYET

OaHOpPOIHOCTL A03MPOBAHHBIX Jlnsa 10 gosupoBaHHbIX exuHAUL (n=10)

eXMHHIL AV < 15,0 v myist 30 103MpOBAHHEIX HENPOBOAUIIOCH

BOTCX eqvanl (n=30) AV < 15,0 u Bce

s xaxnpo# 10-it cepun 3HAUEHUS CopepKaHus Xi JOTHKHBI
yIOBJIETBOPSATH HepaBeHCTBY [M-Xi| <
0,01 x1L.2 xM

KosmyecTBeHHOE ONpeesIeHUE 19,0 - 21,0 mr 20,1 Mr

BOXX

YnakoBka COOTBETCTBYET
Iepsuunas ynaxoexa: no 10 Tabuerok B | Ilepsuunas ynaxoexa. no 10 tabnerox B
yYNaKoBKe SYCEHKOBON KOHTYPHOHI U3 yIaKoBKe S4eWKOBOH KOHTYPHOH U3
IBX mieHKd U altOMUHIEBOR (osbru [IBX IUIEHKH U alfOMAHUEBOH (OJIBIU
Bmopuunas ynaxkoexa: 3 yniakOBKH Bmopuunas ynaxoexa: 3 ynakOBKU
SYENKOBBIX KOHTYPHBIX BMECTE C SIYEUKOBBIX KOHTYPHBIX BMECTE C
JIUCTKOM-BKJIa/IBILIIEM B TTaYKe JIMCTKOM-BKJIAJIBIIIEM B MTAYKe
KapTOHHOU KapTOHHOH

MapkupoBka CoOTBETCTBYET

Ha ynaxoske sueiikogoti KOHMYPHOU Ha
PYCCKOM SI3bIKe YKA3bLEAIONL.

— TOProBO€ HaIMEHOBAHMKE INpeTapara,
— JIO3UPOBKY,

— MEXIyHapOIHOe HEIaTEeHTOBAHHOE
HavMeHOBaHue (yOnupyercs Ha
AHIIIUACKOM SI3BIKE),

— KOJIMYECTBO TAOJNETOK,

— HaUMEHOBAHUE JIEPXKATeIIsA
PErMCTPaLIOHHOIO Y IOCTOBEPEHHS,

— JIOTOTHIT JIepKaTelis
PErUCTPAIMOHHOrO yI0CTOBepeH s (Ha
AHTTIHICKOM SI3BIKE),

— HOMEp cepuH,

— ATy UCTEYEHUs CPOKa FOJHOCTH
(«romeH mo»).

Ha nauxe xapmonHotl Ha pycckom
A3bIKe YKa3bIBAIOT (HAAMICH

Iy OIUpPYIOTCS Ha aHTIIMHCKOM S3BIKE):
— TOProBO€ HAMMEHOBAHUE NpETapara,
— MEXIyHApOIHOE HEMATEHTOBAHHOE
HarMeHOBaHUE, '

— JI03UPOBKY,

— JleKapCcTBEHHYO (opMy,

— HaUMEHOBaHME JAEHCTBYIOLIETO
BEIIIECTBA U €0 COJIEP)KaHUe B OMHOM
tabueTke: «1 Tabnerka comepxut 20 Mr
HU30COpOUA-5-MOHOHUTPATEY,

Ha ynaxogxe a4 etikogoti KOHMYPHOU Ha
PYCCKOM 5A3bIKe YKA3AHO:

— TOProBO€ HaUMEHOBaHHUE Npernapara,
— JIO3UPOBKA,

— ME&XIYHApOAHOE HETIATEHTOBAaHHOE
HauMeHoOBaHUe (XyOnupyeTcs Ha
AHITIHICKOM SI3BIKE),

— KOJIM4ECTBO TabJIETOK,

— HaMMEHOBAHUE [EpKATENA
PEruCTPaLMOHHOTO YAOCTOBEPEHH,

— JIOTOTHII A€PKaTeIs
PErUCTPALIOHHOTO yI0CTOBEPEHHUA (Ha
AHIJIMICKOM S3BIKE),

— HOMED CepuH,

— JlaTa UCTeUeHUsl CPOKa FOIHOCTH
(«romes moy).

Ha nayxe kapmoHHoil Ha pyccKkom
A3biKe YKa3aHo (HaZNKuCH Ay OIupyroTCs
Ha aHTIMHACKOM SI3bIKE):

— TOProBOe HAaMMEHOBAHUE IIpenapara,
— MEXIyHapOIHOE HEMATEHTOBAHHOE
HaMMEHOBaHHUE,

— JI03MPOBKaA,

— JIeKapCTBEeHHas (opMma,

— HaUMEHOBAHUeE JeHCTBYIOLIEr0
BEIIECTBA U €T0 COJEPKaHKE B ONHOM
tabnetke: « 1 Tabnerka comepkut 20 Mr
U30copOUI-5-MOHOHUTPATaY,

JIaGoparopHubrii anamu3 Ne.: 320/26
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PRO.MED.CS

Praha a.s.

MPO.MEA.LC MNpara a.o.

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

Yeuuckan Pecnybnuka

Ten.: +420 241 013111

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

HaunHas ¢ 1. 2. 1989 cupma 3aperucTpuposana
8 TOPrOBOM PerucTpe ropoackoro cyda r. Mparu,
pasfen b, npunoxetve 3. Per. No: CZ00147893

IMoxa3zarenn Hopmbl Pe3yabTaThl aHAJIH3A
— «BcriomoraTesbHbIE BEIECTBA! — «BcrniomoratenbHbIE BEIECTBA:
JIAKTO3a U JIp., yKa3aHHbIE B JINCTKE- JIaKTO3a W JIp., yKa3aHHBIE B JIUCTKE-
BKJIabIILIEY, BKJIQJIBIIIIEY,

— KOJTMYECTBO TabJIETOK, — KOJIMYIECTBO Ta0JETOK,
— criocob npumeneHus: « g npuema — croco0 nmprMeHeHus: « g npruema
BHYTpPB!», BHYTph!»,
— YCIIOBUS OTITYCKa, — YCNIOBHSA OTITyCKa,
— YCIIOBUS XpaHEHHs, — YCJIOBUSI XPaHEHH,
— MpemyNpeUTeIbHbIE HaTACH: — TIpeIyTIpeAUTeNbHbIE HaAlIUCH:
«XpaHHUTb B HEJOCTYIIHOM JUIS IETEH «XpaHUTh B HEOCTYTIHOM JJIst HETEN
MecTe!y, «He mpumeHsiTh 10 ucTedeHUH | MecTe!», «He npuMeHsATh M0 HCTEUEHUH
CpoKa rofHocTh!», CpOKa FOHOCTH!»,
— HaUMEHOBaHUE U afIpec — HAUMEHOBaHHE U afIpec
MPOV3BOAUTENS, TIPOU3BOAUTEILS,
— HauMEHOBAHHE U aipec AepxKaTes — HauMEHOBaHWE U aJIpec AepXKaTelsd
PETHCTPaLIOHHOIO Y 10CTOBEPEHNA, PETUCTPALIOHHOTO Y IOCTOBEPEHHUS,
— JIOTOTHIT JepKaTelIsd ' — JIOTOTHII IepKaTelIs
PETMCTPALMOHHOTO YAOCTOBEPEHH s (Ha | PErMCTPALMORHOTO yI0CTOBEPEeH)s (Ha
AHITAACKOM S3BIKE), AHIVIMHACKOM SI3BIKE),
—~ HOMEp PerucTpalioHHOTO — HOMEp PErHCTPallMOHHOIO
yIOCTOBEPEHHs (Ha PYCCKOM S3BIKE), yIOCTOBEpPEHUs! (Ha PYCCKOM SI3bIKE),
— IITPUX-KOJ, — IITPUX-KOZ,
— papmaxoz(sl), — tapmaxon(sl),
— xo1(sl) TUMOTpaduu — xoa(el) TUTIOTpaduH,
(MeCTOTONOXKEHHE MOXKET U3MeHAThCs), | — «Cepusi:» (Ha pycckoMm s3bike) (nara
— «Cepus:» (Ha pyccKOM sA3bIKe) (HaTa MPOU3BOACTBA BKJIIOYEHA B HOMED
MPOM3BOJICTBA BKIIOYEHA B HOMED cepum),
cepun), — JlaTa UCTEYEHHUs CpOKa FOJHOCTH
— JIaTy MCTE€YEHUs CPOKa FOJHOCTH («Tomen n0:») (Ha pyCCKOM SI3BIKE).
(«T'omeH 10:») (Ha PYCCKOM SA3BIKE). JIOMONHKUTENIBHO YKa3aHa HHGOpMaLKsI
JIOMOTHUTENEHO MOXKET YKa3bIBATHCS JUIS. MOHUTOPUHIA JBUXKEHUSA
uH(popMauus 1y MOHUTOPUHTA JIeKapCTBEHHOTO Ipernapara oT
IBWKEHHS JIEKapCTBEHHOTO Ipenapara MPOM3BOAUTENS IO KOHEYHOIrO
OT MPOU3BOJUTENA JO KOHEYHOTO noTpeOuTeIsI
oTpeOuTEISL. ]

XpaHeHnune He tpebyeT crelrabHbIX yCIOBUH COOTBETCTBYET
XpaHeHUs
5 ner 5 net

Cpok rogHoCTH

JlabopatopHbiii anamu3 Ne.: 320/26
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nNPO.MEA.LC MNpara a.o.

Tenucka 377/1, Muxne, 140 00 lpara 4,
Yewckan Pecnybnuka
® L4 Ten.; +420 241 013 111

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

I : ral I a a S HauuHas ¢ 1. 2. 1989 chupma 3aperncTpupoBaqa
® L 2 B TOPrOBOM PerncTpe ropoackoro cyaa r. Mpary,

pazgen b, npunoxetrue 3. Per. Ne: CZ00147893

Pe3ysbTaT 1a60paTOPHOro aHAIU3A: COTTIACHO CHEMpUKAIINH

Hacmoauum a nodmeepicoaro, ¥no npueeoeHHAaA 6bluie UHPOPMAUUA ACIAEMCA
00CmoGepHoii U MOUHOIL. Ima cepua NPOOYKUUU nPoU3sedena (6K04an ynaKosKy
(MapKupoeKy) u KOHMpOlb Ka4ecmea) Ha GbIUeyKa3anHoll nPou3s00CMeeHHO N0 aoKe
(nnowadkax) é nonnom coomeemcmeuu ¢ mpevoeanusmu Ilpasun nadnexcawiei
npouszeoocmeennoti npakmuxku EAIC u mpebosanuamu KOHmMpO/iA Ka4ecmea 1eKapCMeeHHbLX
cpedcme, a MaKice 6 COOMEEMCMEUL CO CREYUPUKAUUAMU, COOEPHCAULUMUCA 6
pecUCmpayuoHHom 00Cbe CHpPAHbI-UMROpMepPa. 3anucu no RPoU36o0Cmey, ynaKoexe u
AHANU3Y NPOGEPEeHbL, U YCMAROBIEHO UX coomeemcmeue mpebosanusm Ilpasun naonescawiei
npOU3800CMBEHHOU NPAKMUKI.

Ananu3 evinonnen H/ JIIT-Ne(003450)-(PI'-RU) om 19.10.2023.

08.06.2026
ED.CS Praha a.s. [Toamucsk
77/1, Michle, 140 00 Praha 4 ﬂKyG XmMmea
(1/3) VY ITOJTHOMOYEHHOE JIULO
PRO.MED.CS Praha a.s.
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