PRO.MED.CS

Praha a.s.

NPO.MEJA.LC Npara a.o.

Tenvcka 377/1, Muxne, 140 00 lMpara 4,

Yeuwckas Pecnybnuka

Ten.: +420 241 013 111

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

HauunHas ¢ 1. 2. 1989 churpMa 3aperncTpupoBaHa
8 TOPrOBOM PErncTpe ropoackoro cyaa r. Nparw,
pasgen b, npunoxerne 3. Per. Ne: CZ00147893

CEPTUDPUKAT KAYECTBA

HaumenoBaHune TOBapa:

MounocaH, tabnerku, 40 mr

HNmnoprep: Yemickasi Pecnybnuka

Cepus ToBapa Ne.: 9060426

YnakoBka: 30 TabyeTok

IIpou3BoguTesb ITPO.ME/JI.IIC Ilpara a.o.,

(BBINMyCKAOIIHH KOHTPOJIb Temucka 377/1, Muxie, 140 00 Ilpara 4, Yemickas
Ka4yecTBa): Pecmybnuka

Homep munen3un: Ne sukls480282/2025
Howmep 3axmouenusi: GMP/EAEU/RU/00903-2023

[dara npousBoacrsa:

04.2026

Cpok rogHocru: 04.2031
JlaGopaTopHblii aHaan3 Ne.: 349/26
HMara: 08.06.2026
MHH: M3ocopbuia MOHOHUTPAT
Hassanue dapm. cyoctannun: | M3ocopbuna MOHOHUTpAT
IIpon3BoauTenns papm. Judapma Opancuc C.p.JL
cyOcTaHIHMH '
Cepust papm. cyocranmuu Ne.: | 2500208
Iloxa3zaTenn Hopwmpbl PesyabTaThl aHaau3a
Onucanue Kpyrisie, riockue TabneTku 0enoro COOTBETCTBYET
WITH MOYTH Oeoro 11BeTa ¢ pUCKOH ¢
OJIHOM CTOPOHBI
MoaauHHOCTH Bpemst yaep)kiBaHUs OCHOBHOI'O IIMKa COOTBETCTBYET
B2XX Ha XpOMaToOpaMMe HCIIBITYEMOTO
pacTBOpa IOJKHO COOTBETCTBOBATH
BpEMEHH YICPKUBAHUS OCHOBHOTO MUKa
Ha XpOMaTorpaMMe CTaHIapTHOIO
pacTBopa
OnHOpPOAHOCTH Macehl 300,0 mr + 5,0 % (285,0 — 315,0 mr) 299,9 Mr
JIO3UPOBAHHOM €IMHHULIBI 18/20 Tabn. — He 6onee = 5,0 % COOTBETCTBYET
2/20 Tabn. — ue 6onee + 10,0 %
Pacnagaemoctb He Gonee 15 mun o 1 muH.
PactBopenue He menee 80 % (Q) uzocopbun-5-
B3OXX MOHOHHTpATa OT HOMUHAJIBHOIO HENpPOBOAMIOCH
s kaxpoit 10-i1 cepuu comepxanus uepes 45 MUH
Mupobuonoruyeckas 44CToTa
- ob1ee YMcIIo a3poOHBIX He Gonee 10° KOE/r <10 KOE/r
MUKPOOPTaHU3MOB
- obl1ee YUCITO OpOXOKEi U rpHOOB ue Gomee 102 KOE/r <10 KOE/r
- EscherichiacoliB I r OTCYTCTBYET OTCYTCTBYET
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PRO.MED.CS

Praha a.s.

NMPO.MEQA.LUC Npara a.o.

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

Yewwckan Pecnybnvika

Ten.: +420 241 013 111

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

HauuHas ¢ 1. 2. 1989 dwupma 3aperncTpupoBsaxa
8 TOPrOBOM PerucTpe ropoack yaa r. Nparv
pazgen b, npunoxenue 3. Per. Ne: CZ00147893

IlokasaTenu Hopwmbl PesyabTaThl aHau3a

OaHOpPOAHOCTH J03HPOBAHHBIX Ilns 10 no3upoBaHHbIX eAuHUL (n=10)

eXHMHHILL AV <15,0 unu nyst 30 103UpOBAHHBIX HETpOBOIMIIOCH

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

Jns xaxnoit 10-i cepun 3HAUYEHHs cofiepkaHus Xi J1OKHBI
yIOBJIETBOPSITH HepaBeHCTBY |M-Xi| <
0,01 x L2 xM

KonuyecTBeHHOE onpeneneHue 38,0 -42,0 mr 39,5 mr

B3OXX

YnakoBka COOTBETCTBYET
HMepsuunas ynarxosxa: no 10 tabnetox B | ITepsuunas ynaxoska: no 10 TabneTox B
YIaKoBKe A4E€MKOBOI KOHTYPHOH M3 yIaKoBKe STYEHKOBOH KOHTYpHOM U3
[MBX mieHKy ¥ alFOMUHIEBOH (QOJIbIU IIBX myieHKH ¥ aTFOMUHUEBOM (QOJIbIH
Bmopuunas ynaxkoeka: 3 yllakOBKH Bmopuunas ynakogka: 3 yIakOBKH
STYEUKOBBIX KOHTYPHBIX BMECTE C STYEUKOBBIX KOHTYPHBIX BMECTE C
JIUCTKOM-BKJIA/IBILIIEM B TTAaYKe JIUCTKOM-BKJIA/IBIIIIEM B NTAYKE
KapTOHHOH KapTOHHOM

MapkupoBka CooTBETCTBYET

Ha ynaxogke siueiiko80ti KOHMYypPHOU HA
PYCCKOM S13bIKE YKA3bIBAIOM:

— TOProBoe HAMMEHOBaHHe Mpenapara,
— IIO3UPOBKY,

— MEXyHapOJHOE HENTAaTEHTOBAHHOE
HauMeHoBaHue (IyOnupyercs Ha '
AHIJIMACKOM 5I3BIKE),

— KOJIM4eCTBO TabJIeToK,

— HaMMEHOBAHUE AepPKaTes
PETHCTPAIMOHHOTO Y JOCTOBEPEHNUS,

— JIOTOTHIT IepKaTeis
PETHUCTPALIIOHHOTO yIOCTOBEPEHHS (Ha
AHTJTHICKOM SI3BIKE),

— HOMeEp cepum,

— aTy UCTEUEHHs CPOKa FOOHOCTH
(«romeH moy).

Ha nauxe xapmonnou Ha pycckom
A3bIKe YKa3bIBAIOT (HANMUCH
JyOIMPYIOTCS HA aHTJIMHCKOM SI3bIKE):
— TOpProBoe HaMEHOBaHUE MpenapaTa,
— MEXIyHapOJHOE HETIATEHTOBAaHHOE
HaVMEHOBAHUE,

— JI03UPOBKY,

— JIEKapCTBEHHYIO (opMy,

— HaUMEHOBaHWE NIeICTBYIOLIETO
BEIIECTBA M €ro COAECPKAHNE B OTHON
tabnetke: « 1 Tabnerka cogepkut 40 mMr
U30COpOUI-5-MOHOHUTPATAY,

— «BcriomoraTesnbHbIE BELIECTBA:
JIAKTO3a M JIp., YKa3aHHbIE B JINCTKE-
BKJIAJIBIIIEY,

— KOJIMYECTBO TabJIETOK,

— crocob npuMeHeHust: «J{ns npuema
BHYTPb!»,

— YCIIOBHS OTITyCKa,

— YCIIOBHS XpaHEHUS,

— MpexynpeanTeIbHbIE HANTUCH:
«XpaHUTh B HEAOCTYITHOM NS AETEH

Ha ynaxosxe siueiiko8oti KOHmMypHOU HA
DYCCKOM SA3bIKE YKAZAHO:

— TOProBoe HaMMEHOBAHHUE Tperapara,
— I03UPOBKa,

— MEXIyHapOJIHOE HENaTeHTOBAHHOE
HauMeHoBaHue (Xybmupyercs Ha
AHTJIMICKOM SI3BIKE),

— KOJIMYECTBO TabJIETOK,

— HalMEHOBAaHHUE JepKaTesd
PETHCTPALIMOHHOTO yAOCTOBEPEHHUS,

— JIOTOTHII JiepKaTens
PETHUCTPallMOHHOTO YAOCTOBEPEHHUS (Ha
AHTTIUHACKOM SI3BIKE),

— HOMED CEepHH,

— JlaTa UCTEYEHUs CPOKa FONHOCTH
(«romeH oy ).

Ha nauxe kapmoHHOU Ha pyCCKOM
A3biKe yKa3aHo (HammmucH Xy OnupyroTes
Ha aHTJIMMCKOM SI3BIKE):

— TOProBO€ HaMMEHOBAHHUE NpeNapara,
— MEXIyHapOoIHOE HETTaTEeHTOBAHHOE
HaVMEHOBaHHE,

— TO3UPOBKa,

— nekapcTBeHHas popma,

— HaUMEHOBaHHUE JeHCTBYIOIIETO
BEIL[ECTBA U €r0 COEPKAaHUE B OMHON
tabmeTke: « 1 Tabnerka cogepkut 40 mr
U30cOpOMI-5-MOHOHUTpATAY,

— «BcromMorarenbHbIE BEIIECTBA!
JIaKTO3a ¥ JIp., YKa3aHHbIE B IUCTKE-
BKJIAIIBIIIEY,

— KOJIMYECTBO TAOJIETOK,

— criocob npuMeHeHus: «J{ng npruema
BHYTpB!»,

— YCIJIOBHUS OTITYCKa,

— YCIIOBUS XpaHEHUs,

— TIpexyIpeaUTENbHbIE HallTUCH:
«XpaHUTh B HEOCTYITHOM ISl NeTei
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PRO.MED.CS

Praha a.s.

NMPO.ME[.LC Mpara a.o.
vxne, 140 00 Mpara 4,
a

Tenucka 37
Yewckas Pe
Ten.. +420 241 013 111

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

HayuHasa ¢ 1. 2. 1989 dupma 3aperucTpupoBaHa
8 TOProBOM PEr1cTpe ropofckoro cyaa r. Mpary,
pasgen b, npunoxetue 3. Per. Ne: CZ00147893

IToxka3arenu Hopmsl Pe3yabTaThl aHAIN3A
Mecte!», «He mpuMeHsTS 10 HcTedeHNn | MecTe!», «He MpuMEHATh M0 HCTEeYESHNH
CpOKa rofHOCTH!», CpoKa rofHOCTH!»,
— HAMMEHOBaHHUE U aJipec — HAaMEHOBAaHHUE U aJipec
TPOU3BOAUTEILS, TPOU3BOIUTENS,
— HAMMEHOBAaHHUE U aJipec AepKaTels — HaUMEHOBaHME U aJ[PeC JepKaTes
PErUCTPALMOHHOTO YI0CTOBEPEHNS, PErHCTPaMOHHOTO YIOCTOBEPEHNUS,
— JIOTOTHIT JepKaTes — JIOTOTHIT JepKaTes
PETHCTPAIMOHHOTO yIOCTOBEPEHHs (Ha | PErMCTPAIOHHOTO YI0CTOBEpEHN s (Ha
AHTTIMHACKOM SI3bIKE), AHTTTHHCKOM SI3BIKE),
— HOMEp PErHCTPaLMOHHOTO — HOMEp PErucTpaloHHOro
yIOCTOBEPEHHS (Ha PYCCKOM SI3BIKE), yIOCTOBEpEHUs (Ha PyCCKOM SI3BIKE),
— ITPUX-KOJ, — WTPUX-KOJ,
— (hapmako(bl), — (hapmakon(el),
— xo1(bl) TUNOrpahuH — xoz(sl) TUNorpadwy,
(MECTOTIONOXEHHE MOXKET U3MEHATHCS), | — «Cepusa:» (Ha pycCKoM s3bike) (aara
— «Cepwsi:» (Ha pycCKOM si3bIKe) (HaTa MPOU3BOJCTBA BKJIOYEHA B HOMED
MPOU3BOACTBA BKIIOYEHA B HOMED cepun),
cepun), — JlaTa UCTeYEeHHUS CPOKA TOJHOCTH
— [aTy MCTEYEHHUs CPOKA TOAHOCTH («TomeH 1mo:») (Ha PycCKOM S3BIKE).
(«TozmeH 10:») (Ha PyCCKOM S3BIKE). JIoMOTHUTENTBHO YKa3aHa uH(popMaLysa
JIOTIOTHUTENTBHO MOXKET YKa3bIBATLCS JUTSt MOHUTOPYHTA JBYKCHHUS
uHbOpMaLUs AJI1 MOHUTOPUHIA JIeKapCTBEHHOTO Mpenapara oT
JBYKEHHMS JIEKAPCTBEHHOTO TIpenapaTa | MPOU3BOJUTENS 10 KOHEYHOTO
OT MPOU3BOJUTENSA IO KOHEUHOTO noTpeburens
moTpeOuTeNs.

XpaHeHue He TpeOyeT crielabHbIX yCI0BUH COOTBETCTBYET
XpaHEeHUs
Cpoxk rogHocTu 5 net 5 ner

JIaGopaTopHbIil aHAIHM3 BHINOJIHEH COrVIACHO CrenM(puKanun

Hacmoawum a nodmeeprcoaro, 4mo NpueedeHHAA 6bluie UHPOPMAUUA ACNACHICA OOCHIOBEPHOU U
mounoii. Dma cepus npodyKuuu npousgedenHa (6K1I0HAA YNAKO6KY (MAPKUPOGKY) U KOHMpOb
Kauecmea) Ha 6bIMEYKA3AHHO NPOU3B00CHBEHHOT NOULA0Ke (NI10UA0KAX) 6 NOITHOM COOMEEMCMEUN
¢ mpebosanuamu Ilpasun naonexcawiei npoussoocmeennoii npakmuxku EAIC u mpebosanuamu
KOHMPONIA Ka4ecmea JIeKapCHMEEeHHbIX CPeOCms, 4 MAKdCe 6 COOMEENICMEUU CO Cneyudurayuamu,
COOEPHCAWUMUCA 6 PeUCHPAYUOHHOM 00Cbe CMPAHbl-UMNOpmMepa. 3anucu nO npouU3eo0cmsy,
YRaKosKe W AHAAU3Y NPOGEPeHbl, U YCMAHOG/IEHO UX coomeemcmeue mpebosanuam Ilpasun
Haonexcaweil npoU3600CMEEHHON NPAKMUKU.

Ananuz evinonnen no HJJ JITT-Ne(003450)-(PI-RU) om 19.10.2023.

08.06.2026

IToxnuck

SAxy6 Xmea
VIOJIHOMOYEHHOE JIHI0
PRO.MED.CS Praha a.s.
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