PRO.MED.CS

Praha a.s.

MPO.MEA.LUC Mpara a.o.

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

Yewickan Pecnybnuka

Ten.: +420 241 013 111

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

HauuHan ¢ 1. 2. 1989 dupMa 3aperncrpuposaqa
B TOPrOBOM pervcTpe ropofckoro cyaa r. Mparv,
pasgen b, npunoxeHue 3. Per. Ne: CZ00147893

CEPTU®UKAT KAYECTBA

HaumenoBanue TOBapa.

MoHocaH, tabnetku, 40 mr

Hmmnoprep: Yenickas Pecrrybnuka
Cepusi ToBapa Ne.: 9040426

YnakoBka: 30 TabyieToK
IIpousBoauTEIbL I[TPO.ME/JI.LIC Ilpara a.o.,

(BBINMyCKAOIHAHA KOHTPOJIb

KavecTBa):

PecryOurika

Temucka 377/1, Muxue, 140 00 Ilpara 4, Henickas

Howmep munensun: Ne sukls480282/2025
Howmep 3axmouenns: GMP/EAEU/RU/00903-2023

JlaTa npon3BoacTBa: 04.2026

Cpoxk rogHocTH: 04.2031

JlaGopaTopHbIH aHAIH3 339/26

HMara: 17.06.2026

MHH: M3ocopbuia MOHOHUTPAT

HasBanue ¢papm. cyOCTAHIMH:

M3ocopbuia MOHOHUTPAT

IIpousBoanTeb papm. Iudapma Opancuc C.p.JL
cyOCTaHIIUH
Cepus dapm. cyocTannum Ne.: 2500208
IMoka3zaTenu Hopmnbi PesyabTaThl aHau3a
Onucanne Kpyribie, mi0ckue TabaeTku 6enoro COOTBETCTBYET
WM TIOYTH 0EJIOro 1IBETa C PUCKOM ¢
OJHOW CTOPOHBI
IMoaIMHHOCTD BpeMms yIepK1BaHUsl OCHOBHOIO MUKa COOTBETCTBYET
BBOXKX Ha XpoMaTropaMMme HUCIBITyeMOTro
pacTBopa IOHKHO COOTBETCTBOBATH
BPEMEHH YIePKUBAHUS OCHOBHOTO ITHKa
Ha XpOMaTOrpaMMe CTaHAapTHOTO
pacTBopa
OOHOPOAHOCTL MACChI 300,0 mr+ 5,0 % (285,0 —315,0 mr) 296,0 mr
/103 POBAHHOM €IMHHIIbI 18/20 Tabn. — He Gonee + 5,0 % COOTBETCTBYET
2/20 Tabn. — He Oonee = 10,0 %
Pacnagaemoctb He 6onee 15 muH 0 1 MUH.
PacTBopeHue He menee 80 % (Q) wu3ocopbun-5-
BOXX MOHOHHTpATa OT HOMHUHAJILHOTO HETIPOBOAMIOCH
Jlns xakno#t 10-1 cepun cojiepyKaHust uepes 45 MuH
Mupo0noJoru4yecKast 4ucToTa
- 0011Iee YUCIIO a3POOHBIX e 6onee 10° KOE/T <10 KOE/r
MHKPOOPraHU3MOB
- obliee YUCIIO APOXNOKEH U rprOOB e 6onee 102 KOE/r <10 KOE/r
- EscherichiacoliB 1 T OTCYTCTBYET OTCYTCTBYET
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PRO.MED.CS

Praha a.s.

MPO.MEL.LUC MNpara a.o.

Tenuycka 377/1, Mwxne, 140 00 Mpara 4,
Yewckan Pecnybnuka

Ten.: +420 241 013 111

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

HaymHas ¢ 1. 2. 1989 dupma 3aperncrpuposaHa
B TOPrOBOM PerncTpe ropoackoro cyaa r. Mparw,
pa3pen b, npunoxexue 3. Per. Ne: CZ00147893

IToxa3zaTenn Hopwmbl Pe3yabTaThl aHAIH3A

OaHOPOAHOCTL 103UPOBAHHbBIX Jns 10 mosuposanHbIX enunul (n=10)

eMUHMI AV < 15,0 vim gt 30 103UpOBAHHBIX HEeNpOBOAUIOCH

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

Jlnst kaxxnoi 10-i cepun 3HaueHus copepkanus Xi TOKHbI
YJIOBJIETBOPSTH HepaBeHCTBY |[M-Xi| <
0,01 x L2 xM

KonnyecTBeHHOE onpelesieHue 38,0-42,0 mr 39,0 mr

BOXX

YnakoBka COOTBETCTBYET
Hepsuunasn ynaxosxa: no 10 Tabnetoxk B | [lepsuunas ynakogka: no 10 TabneTox B
yTaKoBKe s4eHKOBON KOHTYPHOH U3 yNaKoBKe SUeHKOBON KOHTYPHOM 13
[IBX nieHku v alfoMMHUEBOI (onbru [IBX reHKH ¥ aJFOMUHAEBON (ONbIY
Bmopuunas ynakoska: 3 ynakoBKd Bmopuunas ynaxoska: 3 yNakOBKH
A4EHKOBBIX KOHTYPHBIX BMECTE C AYEHKOBBIX KOHTYPHBIX BMECTE C
JUCTKOM-BKJIA/IBILIEM B TIaYKe JIECTKOM-BKJIA/IBILIEM B NTAYKE
KapTOHHOMU KapTOHHOM

MapkupoBKa CoOoTBETCTBYET

Ha ynaxogre suetikogoil KOHnYpHOU Ha
PYCCKOM S3bIKE YKA3bI6AIONI:

— TOpProBoe HaMEHOBAHKE NpeTapara,
— JI03UPOBKY,

— MEXIyHApOIHOE HEMATEHTOBAHHOES
HauMmeHoBaHue (yOnupyercs Ha
AHITIMICKOM SI3bIKE),

— KOJIMYECTBO TabJIETOK,

— HauMEHOBaHKE JepKaTens
PErUCTPALIMOHHOIO Y I0CTOBEPEHYS,

— JIOTOTHUT AepKaTeIst
PEruCTPaLMOHHOTO yI0CTOBEPEHMUS (Ha
AHIJIMIACKOM sI3bIKE),

— HOMEp CepuH,

— [aTy WCTEYEHUs CPOKa FOIHOCTH
(«romeH 10»).

Ha nauxe kapmoHHOU HA PYCCKOM
A3blKe YKa3bIBAOT (HALNHUCH
NyONUpPYROTCS Ha aHIJIMACKOM SA3BIKE):
— TOpProBoe HaUMEHOBaHUE Npemnapara,
— MEXIYHAPOAHOE HEMATEHTOBAHHOE
HavMEHOBaHUE,

— JIO3UPOBKY,

— JIEKAPCTBEHHYIO (opmy,

— HaWMEHOBaHWE JEUCTBYIOIIETO
BEILIECTBA ¥ €r0 CONePKaHUE B ONHOM
tabneTke: « 1 Tabnerka coaepxur 40 mr
U30COpOUI-5-MOHOHHUTPATA,

— «BcrnomorarenbHbIE BELLECTBA:
JaKTO3a U Ip., yKa3aHHbIE B JTMCTKeE-
BKJTAZIBILLIEY,

— KOJIMYECTBO TabJIETOK,

— cnocob npuMeHeHus: «Jlnsg npuema
BHYTpb!»,

— yCJIOBHS OTITyCKa,

— YCJIOBHS XPAHEHHH,

— MpeaynpeauTeNbHble HaaMUCH:
«XpaHuTh B HEIOCTYTHOM J/Is A€TEH

Ha ynaxoske aueiKo6ot KOHMYpPHOU Ha
PYCCKOM SI3bIKE YKAZAHO:,

— TOProBO€ HaMEHOBAHUE TIpernapara,
— I03WPOBKa,

— MEXIyHapOIHOE HEMaTeHTOBAHHOE
HauMeHoBaHMe (MyOnupyeTcs Ha
AHITIUICKOM SI3BIKE),

— KOJIMYECTBO TAOJIETOK,

— HaWMEHOBaHWeE JepKaTes
PErucTpalMOHHOrO YI0CTOBEPEHHUS,

— JIOTOTHII AeprKaTeIs
PEervcTpaLMOHHOTO YAOCTOBEPEH)S (Ha
AHIJIMACKOM SI3BIKE),

— HOMeEp CepuH,

— JlaTa UCTeUEHUs] CPOKA TOJHOCTH
(«rozmeH 1oy).

Ha nauxe kapmoHHOU HA PYCCKOM
A3bIKe yKa3aHo (HaAMucH Ty ONupyroTes
Ha aHTJIUNACKOM SI3bIKE):

— TOpProBOe HAaMMEHOBAHKE Npenapara,
— MEX/yHapOJHOE HEMaTEHTOBAHHOE
HAaMMEHOBAHHE,

— IO3UPOBKa,

— JIeKapcTBeHHas dopma,

— HauMeHOBaHue NEHCTBYIOILETO
BEILECTBA U €70 COJEPIKaHUE B OJHOM
tabnetke: «1 Tabnaerka conepxut 40 mr
H30COPOUI-5-MOHOHUTPATAY,

— «BcrnomorartenbHble BELLECTBA:
JIAKTO3a U JIp., YKa3aHHbIE B JINCTKE-
BKJIQJIBILIEY,

— KOJIMYEeCTBO TaONETOK,

— croco® npumeneHus: «lng npueMa
BHYTPB!»,

— YCJIOBHS OTITYCKa,

— YCJIOBUSI XpaHEeHHUS,

— MpexympenuTe/IbHble HAAMNCH:
«XpaHUTb B HENOCTYIIHOM sl JIETEH

Jlaboparopubiii anamus Ne.: 339/26

C//”'f
2/3




NPO.ME[.LC MNpara a.o.

Tenucka 377/1, Muxne, 140 00 Mpara 4
Yeuckas Pecrybnvka
* ¢ Ten.: +420 241 013 111

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

Pral l ; l a S HauuHan ¢ 1. 2. 1989 dupma 3aperncTpypoBaHa
® L 4 8 TOProBOM PErncTpe ropoackoro cyaa r. Mparw,

pazgen b, npunoxeHue 3. Per. Ne: CZ00147893

IToka3arTenun Hopmbl Pe3yabTaThl aHA/IH3A
mecTe!y, «He npuMeHsTh 110 HcTeueHun | Mecte!y, «He mpuMeHATh N0 NCTEHEHNH
cpoka rogHocTu!», Cpoka rogHocTu!»,

— HauMEHOBaHUE U aIpec — HaMMEHOBAHHUE U aIPeC
MPOU3BOUTENLS, NPOU3BOIUTEIS,
— HayMEHOBaHUE U a/Ipec AepxKaTels — HaUMEHOBAHHUE U allpec JepiKaTeIs
PETUCTPALIMOHHOIO Y I0CTOBEPEHMUS, PErucTPaLMOHHOIO YA0CTOBEPEHHS,
— JIOTOTHUTI JieprKaTeJIs — JIOTOTHII JeprKaTeIs
PErUCTPALMOHHOrO YIOCTOBEPEHHS (HAa | PETHCTPALIMOHHOTO YAOCTOBEPEHHS (Ha
AHTIIMHACKOM SI3bIKE), AHTJIMHCKOM SI3BIKE),
— HOMEP PErucTPaluOHHOrO — HOMED PErucTPaLiOHHOTO
YJOCTOBEPEHHS (Ha PYCCKOM A3bIKE), yI0CTOBEPEHHS (Ha PYCCKOM A3bIKE),
— IITPUX-KOZ, — IITPUX-KOJ,
— hapmakon(bl), — (apmako(bl),
— kon(bl) THMIOrpadum — xox(bl) TUMOTpaduH,
(MECTOMONOKEHHE MOXKET U3MEHAThCA), | — «Cepusi:» (Ha pycCkoM s3bIKe) (nara
— «Cepusi:» (Ha pycckoM s3bike) (1ata NPOU3BOICTBA BKJIIOYEHA B HOMED
MPOM3BOJCTBA BKJIIOYEHA B HOMEP cepun),
cepun), — J1aTa UCTEYEHHUS CPOKa FOJHOCTH
— JlaTy UCTeUeHHs CPOKA FOAHOCTH («T'ogeH m0:») (Ha pycCKOM SI3bIKE).
(«'omeH 10:») (Ha pyCCKOM SI3BIKE). JIOTIONHUTENBHO yKa3aHa UHpOpMaLus
JIOTOJIHHUTENILHO MOKET yKa3hIBATHCS JUISL MOHUTOPUHTA BWKEHHSA
UH(pOpMALHS I MOHUTOPMHTA JIEKapCTBEHHOTO MpenapaTa OT
JBWKEHUs JIEKapCTBEHHOTO Npenapara NPOM3BOJHUTENS 10 KOHEYHOTO
OT NPOM3BOAUTENS 10 KOHEYHOTO notpeburens
noTpeduTes.

XpaHeHHe He tpebyeT CrieLnanbHbIX yCIIOBHH COOTBETCTBYET
XpaHeHUs

CpoK rogHoCcTH S ner 5 ner

JIaGopaTopHBIi aHAIN3 BBINOJHEH COTJIACHO ClelHpHKANHH

Hacmoawum 2 noomeepicoao, 4mo NpUEEOEHHAA 6blule UHPOPMAUUA A6NAEMCA oocmosepHou U
mouHol. Dma cepus npoOyKWuu npoussedeHa (6K1I0YAA YHAKOBKY (MapKkupoexy) u KOHMpO/ib
Kauecmea) Ha 6blUeYKaA3AHHOI NPOU3600CMEEHHOU NILOWAOKe (n10u4adKax) 6 NOJIHOM COOMBEMCMEUU
¢ mpeboganuamu Ilpasun Hadnexcawieii npou3s00CMEEHHOU NPAKMUKU EA3C u mpebosanuamu
KOHMPOJIA KA4ecmea NeKapCmEeHHbIX CPeOcms, d MAKice ¢ COOMeemcmeuu co cneyugukayuamu,
COO0ePHCAUUMUCA 6 Pe2UCHPAYUOHHOM 00Cbe CHIPAHbl-UMNOpmeEpa. 3anucu no npouseoocmey,
YNaKo6Ke U GHANU3Y NPOEEPeHbl, U YCMAHOG/IEHO UX COOMmEemcmeue mpebosanuam Ilpasun
Haonexcauieii npouU3600CMEEeHHOU NPAKMUKU.

Amnanuz evinoanen no HJJ JTII-Ne(003450)-(PI'-RU) om 19.10.2023.

17.06.2026
Pl'l‘.hﬂ QL. T
\ e, 140 00 Praha 4 |LOATIHCH
’ Sxy6 Xme
V10 1HOMOYEHHOE JIULIO
PRO.MED.CS Praha a.s.
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