PRO.MED.CS

Praha a.s.

MPO.MEA.LC MNpara a.o.

Tenycka 377/1, Muxne, 140 00 MMpara 4,
Yeuwickan Pecnybnvka

Ten.; +420 241 013 111

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

HauuHas ¢ 1. 2. 1989 du1pma 3apeructpuposaHa
8 TOProBOM per1cTpe ropofackoro cyaa r. Mparw,
pasgen b, npunoxenue 3. Per. Ne: CZ00147893

CEPTU®UKAT KAYECTBA

HauMeHnoBaHHe TOBapa:

® s s
HNrtomen — , TaOJIETKH, TOKPHITHIE INIEHOYHOU oboioukoi, S0 Mr

Hmnoprep:

Yemckas Pecrybinuka

Homep JHIIEH3HH:

Ne sukls103780/2026

Cepusi ToBapa Ne.:

0040825

YnakoBka:

100 TabaeTokx

YnakoBIIHK:

AO «Canexa ®apMacbIOTUKAI3»

V1. Hutpancka, a. 100, 920 27 I'norosen,
Crnosankas Pecirybmnka

Howmep nuuensun: V-15/2025/2

Howmep 3aKiIro4eHus:
GMP/EAEU/RU/01933-2025

IIpousBoauTE b (BBIMYCKAIOIHU A
KOHTPOJIb Ka4ecTBa):

[MPO.MEJI.LIC IIpara a.o.,

Temucka 377/1, Muxute, 140 00 Ilpara 4,
Yemckas PecryOnuka

Homep nunenzun: Ne sukls103780/2026
Howmep 3axiro4yeHus:
GMP/EAEU/RU/00903-2023

JlaTa npou3BOACTBA: 08.2025
Cpok rogHocTu: 08.2030
JlaGopaTopHblii aHAIA3 Ne.: 74/26
HMara: 27.03.2026
MHH: Hronpun

HazBanue apm. cyOCTaHIHMH!

Hronpuma ruIpOXI0PHLI

IpoussoauTeab papm. cyOcTaAHIMM

Kamuna @apmaceroTukaic Jiumuten

Cepus papm. cyocTannun Ne.:

25IP003; 251P004

Jla6opaTopusiii anamu3 Ne.: 74/26

IMoxa3zaTeJn Hopwmbl Pe3yabTaThl aHAIH3A
OnucaHue Kpyribie, ABOSKOBBITTYKIIbIE TAONCTKH, COOTBETCTBYET
TIOKPBITHIE [JIEHOYHON 060I04KO, 6esioro
T TIOYTH GEJIOro 1BeTa C HaCEeYKOH ¢
OJIHOY CTOPOHBI.
HNnentuduxanus
Hronpuaa THAPOXJIOPUL BpeMsi yIep>KMBaHKsA OCHOBHOTO NKa Ha COOTBETCTBYET
(BDXX) XpOMaTorpaMMe MCIbITYEMOro pacTBopa
JIOJDKHO COOTBETCTBOBATH BPEMEHHU
yJep)KABAHIS OCHOBHOTO NMKa Ha
XpoMaTorpamMMe CTaHIapTHOr0 pacTBOpa.
TuraHa AUOKCU JIOJDKHO ~TIOSBHTBCA  IKEJITO-OPAHKEBOE | COOTBETCTBYET
L (KayecTBeHHas peaKiys) OKpAIIVBaHUE
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IToka3aTeyu Hopmbl PesyspTaThl aHATH3A
OQHOPOJHOCTH MACChI 138,0 Mr + 5,0 % (ot 131,1 1o 144.9 MT) 137,2 mr
J03MPOBAaHHOMN eIMHHULIbI 18/20 tabn. — e Gonee = 7,5 % COOTBETCTBYET
2/20 tabn. — He Gonee = 15,0 % COOTBETCTBYET
PacTBOpeHue He menee 75 % (Q) uronpuna 98 %
TUIPOXJIOPHIA OT HOMHHAJIEHOTO
cozepxanps gepe3 30 MUH
IHocTopoHHHE IPHMECH
(BOXX)
IIpumecu A — He Gonee 0,2 % <0,02 %
Ipumecu B — He 6oxee 0,2 % He 00HapyXKeHO
Tpumecu C — He Gonee 0,2 % 0,10 %

OTenbHON HerIeHTUUIMPOBAHHOM
npumecy — He 6onee 0,2 %

He 00HapyXEHO

CyMMbI BceX IpEMeceii — He 6omnee 1,0 % 0,12 %
MuxpoOuosoruyeckas Ph.Eur.
YUCTOTA
- O61iee YUCio adpPOOHBIX
MUKpPOOPTaHH3MOB — ge Gonee 10° KOE/r <10 KOE/r
(TAMC)
- O61mee yuciIo
IPOYXKEBBIX U IVIECHEBBIX | — HE 6onee 10*> KOE/r <10 KOE/r
rpubos (TYMC)
- EscherichiacoliB 11 — OTCYTCTBYET OTCYTCTBYET
OaHOpPOAHOCTD Jlns 10 103MpOBaHHbIX €IMHHLL (n=10) AV
JA03MPOBAHHBIX €IHHHLL < 15,0 unu ast 30 [O3MPOBaHHBIX €AUHHULL
(n=30) AV < 15,0 n Hu OIUH pe3yNIbTaT COOTBETCTBYET
eIMHUYHOTO OnpeseneHust He MeHbine (1—
L.2x0,01)xM wnv He 6oibiIe
(1+L.2x0,01)xM
KosuyecTBeHHOE Ot 47,5 1o 52,5 mr (ot 95,0 10 105,0 % ot 48,9 M
onpenenenue BIKX HOMMHAJIBHOTO  COAEpKaHUsi HUTOIpHIa
TUAPOXJIOPHIA)
YnakoBka Ilepsuunas ynaxkogka CoOTBETCTBYET
[To 20 TabneTok B ymakoBke sueiikoBoi | [Iepeuunasn ynakoska
xouTypHo# w3 TIBX/TIBAX mneHku H [To 20 TabieTOK B YNAaKOBKe SUEHKOBON
ATFOMHUHIEBON (QOJIBIH. konTypHo#t w3 IIBX/TIBIAX mICHKA |
Bmopuunas ynakoska ATFOMHUHKUEBOH (ONBIH.
5 ynmakoBOK S4€fKOBBIX KOHTYPHBIX BMECTE BmopuuHas ynaxoska
¢ IIMCTKOM-BKNaiplileM B  [ayke | 5 yNakOBOK SYEHKOBBIX KOHTYPHBIX BMECTE
KapTOHHOM. ¢  JHUCTKOM-BKJQABIIIEM B TAYKE
KapTOHHOM.
MapkupoBKa Ha ynaxoexe s4eiikogoii KOHmMypHOU Ha CoOTBETCTBYET

PYCCKOM SI3BIKE YKa3bIBakOT:

— TOProBOE HaMMEHOBAHUE TPENapaTa ¢
npe Ty NpeauTe bHOM MapKUpOBKOH ®,
— MEXIyHapO/HOE HENMATeHTOBAHHOE
HarMeHoBaHue (TyOnupyeTcs Ha
AHTJIMHCKOM SI3BIKE),

— IO3UPOBKY,

— KOJIMYECTBO TabJETOK C YKa3aHHEM
nexapcTeeHHON dopmbl («20 TabNeToK,
TIOKPBITHIX TUIEHOYHON 060JI0UKOI» ),

— HaUMEHOBaHUE JepKaTess
PErUCTPALHOHHOTO YA0CTOBEPEHUS,

— JIOTOTHII IEprKaTelis pEruCTPanioHHOro

Ha ynaxoexe sueiikogoti KOHmypHOi Ha
PYCCKOM SI3bIKE YKa3aHO!

— TOpProBoe HaUMEHOBaHue Npenapara ¢
TIpe Ty IPEIUTEIIBHOM MapPKUPOBKOH ®,
— MeXIyHapOAHOE HENATCHTOBAHHOE
HauMeHoBanue (JyOnupyercs Ha
AQHITTUUCKOM SI3BIKE),

— IO3UPOBKa,

— KOJIMYECTBO TAOJIETOK C yKa3aHUEM
nexapcTBeHHOU popmsl («20 TabNeToK,
IOKPBITBIX TIEHOYHON 0060I0UKOM»),

— HaWMEHOBAHHE JePXKaTeIIs
PErUCTPALIFIOHHOTO YI0CTOBEPEHNS,

JlaGopaTopHsIi ananus Ne.: 74/26
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Iloka3arenan Hopmbl

PeByJ'leaTbl aHaJIu3a

yIOCTOBEpEHHs (Ha aHTTTHMHCKOM S3BIKE),
— HOMED CepuH,

— JIaTy UCTEUeHHs CPOKa TOXHOCTU
(«roeH Oo»).

Ha nauke kapmoHHOU Ha PYCCKOM A3bIKC
yKa3pIBaIOT (HaJIKCH TyOInpyIOTCs Ha
AHTTTUHCKOM S3BIKE):

— TOproBO€e HaMEHOBaHHUE NpenapaTa ¢
Hpe Ly IpeTUTENBHO M MapKupoBKOH ®,

— MEeXIyHapOJHOE HETATCHTOBAHHOE
HarMEHOBaHUE,

— JleKapCTBEHHYIO (HOopMY,

— JIO3UPOBKY,

— HaPMEHOBaHUE JeHCTBYIOUIETO
BEIECTBA ¥ €r0 COJIEPKaHNe B ONHOM
TabneTKe, NOKPHITON IIIEHOYHON
000JIOUKOH,

_ «BcrioMorareibHbl€ BEIIECTBA: JIAKTO3bI
MOHOTHIPAT U JP., yKa3aHHbIE B JIMCTKE-
BKJIQIBIIIEY,

— KOJIMYECTBO TAOJNETOK, MOKPBITHIX
[UIEHOYHOM 000JI0YKOM B IAaYKe,

— croco6 npumMeHeHus: « st npuemMa
BHYTpB!»,

— yCIIOBHA OTIYCKa,

— YCJIOBUS XpaHEHUS,

— Ipe Iy peIUTENbHbIC HAaATIUCH:
«XpaHuTh B HEJOCTYTTHOM sl JeTeH
mecte!», «He mpuMeHATh 110 UCTEYCHUHU
CpoKa roJJHOCTHU!»,

— HaMEHOBAHUE U aJipeC MPOU3BOIUTENS
1 JeprKaTens PerucTpaLioOHHOr0
yIOCTOBEPEHUS,

— JIOTOTHIT JIEPIKATENIs PETUCTPALIMOHHOTO
yl0CTOBEpEHHUs (Ha aHTTTMHCKOM SI3BIKE),
— HOMep PErUCTPAIMOHHOTO
yIOCTOBEpeHUs (Ha pyCCKOM A3BIKE),

— ITPUX-KOJ,

— dapmaxon(sl),

— xox(b1) TUMOTpadur (MECTOMONOKEHUE
MO>KET U3MEHATHCSA),

— «Cepus:» (Ha PyCCKOM A3bIKE),

— JaTy MCTEUEHHs CPOKa FOAHOCTH
(«T'omeH m0:») (Ha pyccKkom SI3BIKE).
JIOMONHUTENEHO MOXKET YKa3bIBaTbCA
yHGOPMALIIA 111 MOHUTOPUHIA ABHKCHHA
JleKapCTBEHHOI0 Ipenapara oT
NpOU3BOJUTENS 10 KOHEYHOTO

— JIOTOTHII JeprKaTess perucTpaliOHHOro
yIOCTOBEpEHHS (Ha aHTJIMACKOM A3BIKE),
— HOMEp CEPHH,

— aTa UCTeYEHUs CpOKa TOMHOCTH
(«romeH o).

Ha nauxe xapmoHHOT Ha PyCCKOM A3bIKE
yka3aHo (Hainucu TyOnupyloTcs Ha
AHITIMHCKOM S3BIKE):

— TOProBoe HauMEHOBaHHeE MpeTapara ¢
Tpe Ty NpeIUTeIbHOM MapKUPOBKO#H ®,

— MeXIyHapOJHOE HENATEHTOBAHHOE
HaVMEHOBAHUE,

— nekapcTBeHHas popma,

— JI03MPOBKa,

— HA¥MMEHOBAHUE NEHCTBYIOIIETO
BEIECTBA U €r0 COEPXKAHKE B OIHOH
TabyeTKe, MOKPHITOM TIIEHOUHON
000JIOUKOH,

— «BcroMoraTe/bHbIE BEILECTRA: JAKTO3bL
MOHOTMApAT ¥ Jp., yKa3aHHbIE B JIUCTKE-
BKJIQ IBIILIEY,

— KOJIMYECTBO TAOJIETOK, MOKPBITBIX
[UIEHOYHOM 000JI0OYKOM B MayKe,

— criocol npuMeHeHus: « s npueMa
BHYTPB!»,

— yCOBUS OTITyCKa,

— yCIIOBUS XpaHEHUS,

— npexynpefuTeNbHbIe HaAUCH:
«XpaHUTb B HEXOCTYTTHOM s IeTeH
MecTe!», «He mpuMeHsTh 10 UCTEUEHUH
CpoOKa TOTHOCTH!Y,

_ HAMMEHOBAHWE U aJpeC IPOM3BOJUTENIA
W iepKaTesid pErUCTPALOHHOTO
yIOCTOBEPEHHS,

— JIOTOTHII A€prKaTess perucTpallioHHOro
yIocToBeperus (Ha aHTTHHCKOM S3bIKe),
— HOMED PEruCTPaLiOHHOTO
yIocTOBepeHHs (Ha pyCCKOM A3BIKE),

— IITPUX-KOII,

— dpapmaxon(sl),

— xoa(bl) TUIOrpadun

— «Cepwust:» (Ha PyCCKOM f3bIKE),

— JIaTy MCTEeYEHHUs CPOKa FONHOCTH
(«TomeH 1o:») (Ha pyccKkoM A3BIKE).
JIONONHUTENLHO YKa3aHa HHpOpMaLKA
JUTSI MOHUTOPHHTA JBMKEHHS
JIeKapCTBEHHOTO MpernapaTa oT
NpOM3BOIMTENS [0 KOHEYHOTO

noTpeOUTENS. NOTpeOUTENS.
XpaHeHue He Tpe6yeT crieualbHbIX YCIOBHH COOTBETCTBYET
XpaHCHUS
Cpox rogHoCTH 5 ner 5 ner

Jla6opaTopHbiii anamms Ne.: 74/26
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I ra I l a a S HauuHas ¢ 1. 2. 1989 durpma 3aperncTpupoBaHa
® L 4 8 TOProBOM perncTpe ropoackoro cypaa r. Mparv,

pazpen b, npunoxenue 3. Per. Ne: CZ00147893

JlaGopaTopHbIii AHAJIN3 BHINOJHEH COTJIACHO crenu(puKAHH

Hacmoawum a noOOmeep*coaro, 4¥mo npUeeoeHHAa ebliie UHPHOPMAYUA ACTIACMCA 00CmMoBepHOl
u mouHoii. Dma cepus nPOOyKYUU NPou3ee0eHa (6KI0UAA YRAKOEKY (MapKupoeKy) u KOoHmpoJie
Kauecmea) HA 6bIUEYKA3AHHOU NPOU3BOOCHMEEHHOU NIOWA0Ke (n1omaokax) 6 NOJHOM
coomeemcmeuu ¢ mpebosanuamu Ilpagun nadnexcauieii npou300CMEeHHOU NPAKMUKU EA3C
U Mpe6osanuAMU KOHMPONA KA4ecmea IeKapCMEeHHbIX CPeOCME, 4 MAKice 6 COOMEEMCMEUN
CO CHeyupuKayuamu, COOepHCAujUMUCA 6 PezUCHpPAUUOHHOM 00Cbe CMPAHbl-UMNOpmepa.
3anucu no npou3z600cmey, ynaKoeKe U AHALU3Y NPOGEPEHDL, U YCHIAHOGNIEHO UX COOMEEmMCmeue
mpebosanuam IIpagun naonexcawei npou3600CMEEHHOU NPAKMUKU.

Ananus evinonnen no HJI JIIT-Ne(001845)-(PI-RU)-270424.

27.03.2026
RO MED.CS Praha a.s : é’d/

ITomnuce

Sxy6 Xmer
VIOJIHOMOYEHHOE JIUIO
PRO.MED.CS Praha a.s.

Jla6oparopubiit anamu3s Ne.: 74/26 4/4



