PRO.MED.CS

Praha a.s.

NMPO.MEA.LC lMpara a.o.
Tenuycka 377/1, Muxne, 140 00 Mpara 4,

) 20241013111
E-mail: promed@promedcs.com; www.promedcs.com

Hauuxan ¢ 1. 2. 1989
B TOPrOBOM perucrpe

3aperncTpypoBsaHa
Jat o cypa r. Mparn
Per. Ne; CZ00147893

pasgen b, npunoxenve 3

CEPTUO®UKAT KAYECTBA

HaunmenoBanue TOBapa:

MomnocaH, tabnerku, 40 Mr

Hmnoprep: Yemckas Pecrybnuka

Cepus ToBapa Ne.: 9050426

YnakoBka: 30 TabyieToK

IIpousBoauTeab ITPO.MEJL.LIC Ilpara a.o.,

(BBIMyCKAOMHHA KOHTPOJIb Temucka 377/1, Muxite, 140 00 IIpara 4, Yenickas
Ka4yecTBa): PecmyOnuka

Homep munensun: Ne sukls480282/2025

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

JlaTa npou3BOACTBA: 04.2026
Cpok rogHoCTH: 04.2031
JIaGopaTopubiii aHaau3 Ne.: 340/26
Jara: 08.06.2026
MHH: M3ocopbuia MOHOHUTPAT
HasBanue ¢papm. cyOCTAHIHH: M3ocopbuia MOHOHUTPAT
IMpounsBoauTeb hapm. Judapma @pancuc C.p.JL.
cyOCTaHIHH
Cepus dpapm. cy6erannuu Ne.: | 2500208
Iloxa3zarenu Hopwmbl Pe3ynbTaThl aHAJIH3A
Onucanue Kpyrible, miockue Tabnetku 0enoro COOTBETCTBYET
MM TI0YTH 6EJI0T0 LBETA C PUCKOM €
OJIHOM CTOPOHBI
TToaJIMHHOCTD Bpemst yep)KuBaHHs OCHOBHOTO MHKa COOTBETCTBYET
B2XX Ha XpOMaToOpaMMe MCIBITYEeMOTO
pacTBOpa JOJKHO COOTBETCTBOBATH
BPEMEHH yICPKUBAHUA OCHOBHOTO ITHKa
Ha XpOMarorpaMme CTaHIapTHOTO
pacTBopa
OAHOPOAHOCTb MACChI 300,0 Mr =+ 5,0 % (285,0 — 315,0 mr) 299,6 mr
JO3UPOBAHHOM eIHHHIIbI 18/20 Tabun. — ne 6onee £ 5,0 % COOTBETCTBYET
2/20 tabn. — He 6onee £ 10,0 %
PacnapaemocTth He Gosee 15 mun Jo 1 MuH.
PacTBOpeHue He menee 80 % (Q) uzocopbun-3-
BOXX MOHOHUTpaTa OT HOMUHAJIBHOTO HENPOBOAWIOCH
Jins kaxno# 10-# cepun coJiepKaHus uepes 45 MUH
MupoGuoJiornyeckasi Y44CTOTa
- o01IIee YucIo a3poOHBIX He 6onee 10° KOE/r <10 KOE/r
MHKPOOPraHU3MOB
- obwiee uucno apoxKed u rpudoB He Gonee 10% KOE/r <10 KOE/r
- EscherichiacoliB 1 T OTCYTCTBYET OTCYTCTBYET

JIa6oparopHsiit ananus Ne.: 340/26

=




PRO.MED.CS

Praha a.s.

NMPO.ME[.LC MNpara a.o.

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

Yewckan Pecnybnvika

Ten.: +420 241 013 111

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

HaumHas ¢ 1. 2. 1989 dwvpma 3aperncTpupoBaHa
B TOPrOBOM PErucTpe ropoackoro cyaa r. Mpary,
pasgen b, npunoxerwe 3. Per. Ne: CZ00147893

Iloxa3zaTenu HOprI Pe3yJIBTaTbI aHaJ/JIu3a

OIHOPOAHOCTHL A03MPOBAHHBIX Jnst 10 mosupoBaHHbIX enuHuN (n=10)

eAUHHLL AV < 15,0 wnm qig 30 103UpOBaHHbBIX HEINPOBOAMIIOCH

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

s xaxxnoit 10-# cepun 3HaYeHUs comepxanust Xi JOJKHEI
YIOBJIETBOPSITh HepaBeHCTRY |[M-Xi| <
0,01 xL2 xM '

KoJsmyecTBeHHOE ONpeaeIeHHE 38,0-42,0 mr 39,2 mr

B2XX

YnakoBka COOTBETCTBYET
[Tepsuunas ynaxoexa: no 10 tTabnetok B | ITepsuunas ynaxoeka: 1o 10 TabJETOK B
yMaKoBKe S9eHKOBOW KOHTYPHOM 13 YIaKOBKe S4eHKOBOU KOHTYPHOM 13
[IBX mieHKU U alFOMIHIEBOH (oabru [IBX mjeHKH ¥ alOMAHAECBOH (ONbIy
Bmopuunas ynaxogka: 3 yNnakoBKH Bmopuunas ynakoexka: 3 yIaKOBKA
SYEMKOBBIX KOHTYPHBIX BMECTE C STYEHKOBBIX KOHTYPHBIX BMECTE €
JIACTKOM-BKJIaJbIILEM B ITAYKE JIMCTKOM-BKJIQIBIIIEM B NAYKe
KapTOHHOMU KapTOHHOH

MapkupoBKa CoOTBETCTBYET

Ha ynaxosxke a4eiikogoli KOHNyPHOU HA
PYCCKOM SA3bIKE YKA3bI8AIOM..

— TOProBO€ HaNMEHOBAHUE Tperapara,
— JIO3UPOBKY,

— MEXITYHAPOJHOE HEMTATEHTOBAHHOE
HauMeHoBaHue (yOaupyeTcs Ha
AHTIMHCKOM SI3BIKE),

— KOJIMYECTBO TAOIETOK,

— HaUMEHOBaHUE AepKaTeIs
PETUCTPALIHOHHOTO YIOCTOBEPEHHS,

— JIOTOTHUII A€pKaTens
PErUCTPALMOHHOTO yIOCTOBEPEHHUS (Ha
AHTTIMHCKOM S3BIKE),

— HOMEp CEpuHY,

— [aTy UCTEYEHHs CPOKa FOJAHOCTH
(«roneH no»).

Ha nauxe xapmoHHOU HA PYCCKOM
A3bIKe YKa3bIBAIOT (HaANMCH
IyOIMpYIOTCS Ha aHTTUHCKOM S3bIKE):
— TOProBOE HAUMEHOBAHKE MPENapaTa,
— MEXIyHapOIHOe HENIATEHTOBAHHOE
HaUMEHOBAHHE,

— JIO3UPOBKY,

— JIeKapCTBEHHYIO hopmy,

— HauMEHOBaHUE IeHCTBYIOLIETO
BEILECTBA U €T0 COEPKAHUE B OHOM
tabnetke: «1 Tabnerka conepxut 40 mr
U30COPOUA-5-MOHOHUTPATAY,

— «BcrnoMorarenbHbIE BEILECTBA!
JIAKTO3a ¥ JIP., YKa3aHHbIE B JINCTKE-
BKJIQ/IBILIIEY,

— KOJINYECTBO TaONETOK,

— crocob npuMeHeHus: « /s mpuema
BHYTPB!»,

— YCIIOBUS OTITyCKa,

— YCJIOBHSL XPaHEHHUS,

— TIpeqyNpeaUTebHbIE HaAHUCH:
«XpaHuTh B HEJOCTYTHOM MJIs JeTeH

Ha ynaxosxe suetikogoti KOHMYpPHOU HA
DYCCKOM A3bIKe YKA3aHO:

— TOProBO€ HaUMEHOBAHUE TIPENapara,
— O3UPOBKa,

— MEXIyHapOJHOE HEMaTeHTOBAHHOE
HanMeHOBaHuUe (IyOnupyeTcs Ha
AHIJIMIACKOM SI3BIKE),

— KOJIMYECTBO TAONETOK,

— HaMMEHOBAHUE epKaTes
PErHCTPAI[MOHHOIO YI0CTOBEPEHMS,

— JIOTOTHIT IepKaTeNs
PETHCTPAIOHHOTO YAOCTOBEPEHUS (Ha
AHTJIMACKOM SI3BIKE),

— HOMEp CepuH,

— JlaTa MCTeYESHHs CPOKa FOJHOCTH
(«romeH mo»).

Ha nauxe kapmonHoti Ha pyccKom
A3bIKe yKa3aHo (HaIMmucH KXy OJUpyrOTCS
Ha aHTJTMACKOM SI3BIKE):

~ TOProBO€ HaMMEHOBAaHUE IIpemapara,
— MEXIyHapOIHOE HEMAaTEHTOBAHHOE
HaVMEHOBAHUE,

— JI03UPOBKA,

— nekapcTBeHHas (opma,

— HadMEHOBaHWeE JIEHCTBYIOIIEr0
BENIECTBA U €r0 COJEPIKaHUE B OJTHOM
tabnetke: « 1 Tabnerka comepxut 40 Mr
u30copOUaI-5-MOHOHUTPATAY,

— «BcrnomoratenbHbIE BEIECTBA:
JIAKTO3a U JIp., yKa3aHHbIE B JIMCTKE-
BKJTQJIBIILEY,

— KOJIMYECTBO TaONETOK,

— crocob npumMeHeHus: « g npuema
BHYTpb!»,

— YCJIOBUS OTILyCKa,

— YCJIOBHS XpPaHEHUS,

— MpeAyNpeAUTeNIbHbIE HaIUCH:
«XpaHWTh B HENOCTYTHOM JUISl JEeTEH

Jla6oparopubii anamms Ne.: 340/26
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PRO.MED.CS

Praha a.s.

NPO.MEA.LC Mpara a.o.

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

Yewckas Pecnybnvka

Ten.: +420 241 013 111

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

HauuHas ¢ 1. 2. 1989 upma 3aperucTpuposana
B TOPrOBOM PerucTpe ropoackoro cyaa r. Mparu,
pa3gen b, npunoxeHye 3. Per. Ne: CZ00147893

Iloka3zaTeau Hopmbl Pe3yabTaThl aHAJIH3A
mecte!», «He npuMeHsTh 10 UcTeueHu | mMecTely, «He mpuMeHATH 110 UCTEUEHUH
CpOKa TOTHOCTH !, CpOKa rofHocTU!»,
— HaUMEHOBAHUE U aipec — HauMEHOBaHWE U ajipec
TPOM3BOAUTENS, MPOU3BOJUTENA,
— HaUMEHOBaHUE ¥ afpec AepKarens — HauMEHOBAHME ¥ a/IpeC JEPKaTeIs
PETHUCTPALOHHOTO yI0CTOBEPEHHUS, PETHUCTPALOHHOTO YIOCTOBEPEHHS,
— JIOTOTHIT JIepKaTels — JIOTOTHIT JIepXKaTes
PErHCTPAIMOHHOTO yAOCTOBEPEHN s (Ha | PETMCTPALMOHHOTO YA0CTOBEPEHIA (Ha
AHITTIICKOM S3BIKE), AHTTIMHCKOM SI3BIKE),
— HOMEp PETHCTPALMOHHOTO — HOMEP PETUCTPALOHHOTO
yIOCTOBEpEHUs (Ha PyCCKOM A3BIKE), yIOCTOBEpEHHs (Ha PYCCKOM SI3bIKE),
— IITPHUX-KOL, — IITPUX-KOZ,
— thapmaxo(el), — tapmaxon(sr),
— xoz(b1) TUTIOrpadum — koa(s1) TUTIOTpaduH,
(MECTOTIONIOKEHHE MOXKET m3MeHsTCs), | — «Cepusi» (Ha pyccKoM s3bIke) (fata
— «Cepus:» (Ha pyCCKOM si3bIke) (Hata [POM3BOACTBA BKIIIOUEHA B HOMED
[pOM3BOJICTBA BKIIOUEHA B HOMED cepun),
cepun), — [aTa MCTeYEHHUs CpoKa rOOHOCTH
— JaTy MCTEUEHMs CPOKa TOJHOCTH («TozeH 10:») (Ha PyCCKOM S3BIKE).
(«TozeH 10:») (Ha PyCCKOM A3BIKE). JIOTIONHUTENBHO YKa3aHa MH(OpMALKs
JIOMIOJHATENHHO MOXKET YKa3bIBATHCA JUISL MOHUTOPUHTA JBYKCHUSA
uH(GOpMAIKs I MOHUTOPHHIA JIeKapCTBEHHOTO Npemnaparta oT
JIBIDKECHUA JIEKAPCTBEHHOTrO Ipernapara NPOU3BOUTENS 10 KOHEYHOTO
OT NPOM3BOAUTENSA 10 KOHEYHOTO rnotpeduTens
MOTPEOUTENS.

XpaHeHue He TpebyeT crienuanbHbIX yCIOBUR COOTBETCTBYET
XpaHeHHs
Cpox roaHocTH 5 net 5 et

JIaGopaTopHKIii AHAIM3 BHINOIHEH COTJIACHO cHenHduKannn

Hacmoawum A noOmeepHcoaro, 4mo NpUeeoeHHAA 6blule ungopmauua AeNAeMCA 00CHOBEPHOU U
mounoil. Dma cepua NpoOyKUuu RpPoU3eedeHa (8KNIOHAA YNAKOGKY (MapKkupoexy) u KOHMpOIb
Kauecmea) HA 6LIUEYKA3AHHON NPOU3EO00CMEECHHOU niaowaoke (n10uwaoKkax) 6 NOJTHOM COOMEEMCMeUU
¢ mpebosanuamu Ilpasun naonedxcaujei npouseodcmeennoli npakmuku EAIC u mpeoo6anuAMuU
KOHMPONA Ka4ecmea JIeKAPCMEEHHbIX CPeOCME, 4 MAKIKe & COOMEEmCMeUun co cneuuukayuamu,
COOEPIHCAWUMUCA 6 PeZUCMPAUUOHHOM 00Cbe CHIPAHbI-UMNOpMEpA. 3anucu no npoussoocmey,
ynakoeKke U AHANU3Y NPOGEPEHbl, U YCMAHOGIEHO HUX COOmEEmCmeue mpebosanuam Ilpasun

Haoexcauieti npou3600CMEEHHOU NPAKMUKU.

Ananu3 esinonnen no HJ JIIT-Ne(003450)-(PI-RU) om 19.10.2023.

08.06.2026
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Sxy6 Xmea
Vo IHOMOYEHHOE U0

PRO.MED.CS Praha a.s.

JIa6opaToprsii ananu3 Ne.: 340/26
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