PRO.MED.CS

Praha a.s.

CEPTU®UKAT KAYECTBA

HaumeHOoBaHHE TOBapa:

YPCOCAH?®, kancynst 250 mr

Hmnoprep: Yemickas Pecrrybnnka

Cepust ToBapa No.: 3910925

YnakoBka: 10 xamncyn

IIpousBoauTENb: AQO «Caneka @apMacbrOTHKATI3
V1. Hutpancka, 1. 100, 920 27 I'norosern, CioBarkas
Pecry6nuka

Howmep nunensun: V-15/2025/1
Howmep 3axmouenns: GMP/EAEU/RU/01933-2025

IIpousBoauTeEaD I[TPO.ME/I.LIC Ilpara a.o.,

(BBIMyCKAIOIHHT Temucka 377/1, Muxie, 140 00 IIpara 4, Yerickas
KOHTpPOJIb Pecry6mnmka

KayecTBa): Howmep nunensun: Ne sukls247572/2024

Howmep 3axmouennsi: GMP/EAEU/RU/00903-2023
aTta npousBoacTia: | 09.2025

Cpok roaHOCTH: 09.2030

JlaGopaTopHBIi 407/25

aHaaus Ne.:

Hara: 03.11.2025

MHH: VYpcome3okcuxoebas KUCIOTa

HaszBanue dpapm. VYpcoe30KCuXo0eBas KUCiaoTa
CyOCTAHLIMHU:

IIpousBoauTeab JaByH buo Muk

dhapm. cyOcTaHIHH

Cepus dapm. 3007G075A

cyocTaHuuu Ne.:

Ioka3areyn Hopmel Pe3ynbTaThl aHAJH3A
Onucanue BCHLIC, TBEpPAbIC, HENIPO3PAYHbIC JKCJIaTUHOBBIE COOTBETCTBYET

kancyJisl, Ne 0

CopepxuMoe KarncyJi: Oebli WK MoYTH
Gelblit MOPOIIOK, MO0 OEJIBLIA HITH MOYTH
Genblii MOPOLIOK C KycOYKaMH Macchl, K60
Genblit WM mouTu Gesibiit CIpecCOBaHHbIN
MOPOIIOK, Paclafaromuiics Ipy HafaBIUBaHUH
HpenTudpukauus BpeMs yaepKUBaHUA OCHOBHOTO MHKa Ha COOTBETCTBYET
B2XKX XpOMaTorpamMMe HCILITYEMOTO pacTBopa
JIOJKHO COOTBETCTBOBATEL BPEMEHH
yIepXHBaHKA OCHOBHOIO MHKa Ha
XpOMATOrpaMMe CTaHIapTHOTO PacTBopa A.
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Jla6oparopueiit ananus Ne.: 407/25



PRO.MED.CS

Praha a.s.

NPO.ME[.LC MNpara a.o.
Tenycka 377/1, Muxne, 140 00 lNpara 4,
as Pecnybnuka

PYCCKOM A3BIKE YKa3bIBAKOT:

TOProBoe HAMMEHOBAHHUE Mpernaparta ¢
Ipe Xy IPeAUTENbHO MapKUPOBKOH 2,
JIO3UPOBKY,

MEXIyHapoJHOE HEMaTeHTOBaHHOE
HauMeHOBaHue (TyOnupyercs Ha
AHITIMHACKOM S3BIKE),

KOJIMYECTBO KarcyJ B 1 ymakoBke
S4EeUKOBOI KOHTYPHOMH,

HOMEp CepHH,

JlaTy UCTEYEHHs CPOKA TOHOCTH («TOLEH
JIO%),

HaMMEHOBaHHe JAepKaTes
PETHCTPALIOHHOTO Y I0CTOBEPEHHA,
JIOTOTHIT JIepPKaTels perHCTPAIHOHHOTO
y0CTOBEepeHHs (Ha aHIJIMHCKOM A3bIKE).

Ha nauxe kapmoHHOU Ha PYCCKOM A3bIKe
YKa3bIBAIOT (HAITUCH Ty OIMpYyIOTCS Ha
AHTTIMACKOM ST3BIKE):

TOProBO€ HAMMEHOBAHUE npenapara ¢

Mpe Ly NpeTeIbHOI MapKUPOBKO#H L

IMoka3zareau Hopmbl Pe3yabTaThl aHAJH32
OaHOPOAHOCTb MaCChl ot 315,1 mo 348,2 mr 2473 mr
JI03MPOBAHHOM
eXMHHNLbI
18/20 xamnc.ne 6omnee £7,5%, COOTBETCTBYET
2/20 karc. He Gonee £15% COOTBETCTBYET
PacTBOpeHue He menee 80 % (Q) ypcoae30KCHXO0IEBOH 98 %
KHCJIOTHI OT HOMHHAJIBHOTO CONEPKAHUS Yepes3
30 muH
MukpoOuosioruyeckas
4UCTOTA
- of1ee Yucio ne 6onee 10° KOE/r 0 KOE/r
a’pOoOHBIX
MHKPOOPTaHU3MOB
- ob1mee yucno ue 6onee 102 KOE/r 0 KOE/r
IPOAOKEN M IIIECHEBBIX
rpuboB
- EscherichiacoliB 1 r | oTCyTCTBYET OTCYTCTBYET
OaHOPOAHOCTDb Jlnst 10 nosuposanueix equHul (n=10) AV <
A03MPOBAHHBIX eqHUL | 15,0 win ans 30 103UPOBAHHBIX €IUHHLL (n=30)
(nns kaxaoii 10 cepun) | AV < 15,0 v H1 OMH pe3yJIBTAT EAMHIIHOTO 4.4
ompenenenus He Menpure (1-L2x0,01)*M
me Gonsmie (1+L2%0,01)xM
KosinyecTBeHHOE ot 237,5 mo 262,5 mr 247,3 Mr
onpeaenenne BIKX
YnakoBka ITo 10 karicys B ynakoBKe S4€HKOBOM COOTBETCTBYET
KOHTYpHOM u3 [IBX IUICHKH ¥ alIOMUHUEBOM ” o
ITo 10 xarcyn B ylakoOBKe S4€HKOBON
tobru. y
. kouTtypHo#t n3 IIBX mieHkH 1
| ynakoBka saeffkoBas KOHTYpHas BMECTE € .
JMCTKOM-BKJIaJbIIIEM B MTAUKe KAPTOHHOM AOMHHHEBOH (Izonbm.
1 ymakoBKa sMefikoBas KOHTypHas BMECTE
C JIUCTKOM-BKJIaIbIIIEM B MTAYKE
KapTOHHOM
MapkupoBka Ha ynaxosxe suetikogotl KOHMypHOU Ha COOTBETCTBYET

Ha ynaxo6ke suetikogoti KOHMypHO Ha

PYCCKOM SI3BIKE YKa3aHO:

— TOproBOe HaMEHOBaHHE Npernapara ¢
Tpe Ty IPeANTENBHOH MapKUPOBKOH ®

— I03UPOBKa,

— MEX/yHapoJHOE HENaTeHTOBAaHHOE
HauMeHoBaHue (JXyOnupyeTcs Ha
AHTTIMICKOM SI3BIKE),

— KOJIMYECTBO Karcyl B 1 ynakoBke
ST9EeHKOBOY KOHTYPHOH,

— HOMED Ccepuy,

— JlaTa UCTEYEHHA CPOKa FOIHOCTU
(«romeH oo»),

— HAUMEHOBAHHUE JEPKATENS
PETUCTPALIHOHHOTO yI0CTOBEPEHNS,

— JIOTOTHIT JIep)KaTeNsl PEruCTPAIOHHOTO

yIOCTOBEPEHNUS (Ha aHITTMACKOM S3bIKE).

Ha nauxe KapmoHHOU HA PYCCKOM A3bIKE
yKa3aHo (Ha/lmcy Ty OnupyroTCs Ha
AHIVIMHACKOM SI3BIKE):

— TOproBoe HaUMEHOBAHHE Tperapara ¢

Tpe Ty peAUTeNbHOH MAPKUPOBKOH ®

Jla6opaTopusiit anamus Ne.: 407/25
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PRO.MED.CS

Praha a.s.

MPO.MEZA.LC Mpara a.o.
Tenucka 377/1, Muxne, 140 00 MNpara 4
Yeulckas Pecrnybnuka

Ten.: +420 241 013 111

¢ 1. 2. 1989 hvpm,
perucTpe ropos

CTPVPOBaHa
na r. Mparn,

IToxka3aTeu Hopmbi PesyabTaThl aHAIH3A
—  MEXIyHapOoIHOEe HEMAaTEHTOBAHHOE — MEXIyHapOIHOE HENATEHTOBAHHOE
HauMEHOBaHHE, Ha¥MEHOBaHHE,
—  JIO3UPOBKY, — JIO3UPOBKA,
—  JIeKapCTBEHHYO (hopMmy, — NiexapcTBeHHas opma,
— HaWMEHOBaHVE [EHCTBYIOMIETO BEIECTBA 1 — HaMMeHOBaH¥e JEHCTBYIONIErO BEIECTRA U
€ro coiepkaHue B 1 karcye, €ro coziepkanye B 1 Karcyre,
~  KOJIMYECTBO Karcys B 1 mauke, — KOJIMYECTBO Karcy B | mauke,
—  croco6 npuMeHerus: «Jls mpuema BHyTpb!», | — criocol mpuMeHeHnst: « LA npuema
—  YCJIOBUS OTITYCKa, BHYTpPb!»,
—  YCJOBWSI XpaHEHMH, — YCJIOBHS OTITYCKa,
— - MpenyTpeuTebHbIe HAMMUCH: « XPaHHTb B — YCIIOBHSI XpaHEHUA,
HEIOCTYITHOM Uit fieTeil mecTe!», «He — NpeRyNpeaUTeNbHbIE HAIHCH: « XPaHUTh
TIPUMEHSTh 110 HCTEYEHNH CPOKA FOIHOCTHY, B HEJIOCTYIHOM /sl ieTel mecTe!», «He
— HaWMEHOBAaHHWE U aJpec MPOU3BOIUTEIS, NPUMEHSTh N0 UCTEUEHNH CPOKa
— HaMMEHOBAHWE U afpec AepxKaTelit rogHOCTH!Y,
PErUCTPALIOHHOIO YI0CTOBEPEHYIS, — HavMEHOBaHUE ¥ aJIpeC MPOM3BOIUTEN,
— JIOTOTUI JEepIKaTesst pErMCTPalliOHHOrO — HaMMEHOBAHWE U apeC ACpKaTeIIA
YIOCTOBEPEHIS (Ha aHIJIMACKOM PErUCTPAIMOHHOTO YIOCTOBEPEHH,
—  s3BIKE), — JIOTOTYII IeprKaTelis PETMCTPAIOHHOTO
—  HOMep PETHCTPALIMOHHOTO yA0CTOBEpeHHsl (Ha YHOCTOBepeHNs (Ha aHITUHCKOM
PYCCKOM SI3BIKE), — sI3bIKE),
— IITPUX-KOZ, — HOMEp PErUCTPALIIOHHOTO Y I0CTOBEPEHHS
—  dapmaxoa(b), (Ha pyccKoM s3bIKE),
—  kou(p1) TUNOrpaduU (MECTOIIONIOKEHHE MOXKET | — IITPUX-KOL,
H3MEHATHCS), — (apmaxoz(sr),
—  «Cepusi:» (Ha pyccKOM sI3bIKe, JIaTa — Koi(bI) THTIOrpauK (MECTOMNOIOKEHHE
TPOM3BOJICTEA BKITIIOUEHA B HOMED CEPUH), MOXET U3MEHATHCA),
—  JaTy WcTedenus cpoka rogHocT «loen fo» | — «Cepusiy» (Ha pyCcCKOM SI3BIKE, laTa
(Ha pyCCKOM SI3BIKE). TPOM3BO/ICTBA BKIIFOYEHA B HOMEP CEPHH),
Ipu pacgacoske u ynaxosxe na AO «Canexa — JIaTa UCTeYEHs Cpoka rogHocTy «l'oneH
@apmaceromuxan3y, Crosayxas 10:» (Ha PyCCKOM SI3BIKE).
Pecny6nuxa Ha KapmowHotl nauke 0onorHumensio | JIONOTHUTENBHO yKa3aHo: «PacdacoBaHo,
yrazwigaromes: «PacdacosaHo, yNakoBaHO:», HAaHUMEHOBAHWE U aapec
YIIaKOBAHO:», HAUMEHOBAHHUE 1 al[pec (bacoBurKa/yaKOBLINKA.
(hacoBIIMKa/Y TAKOBILIVKA. JOMONHUTENBHO YKa3aHa MHGOpMaIs 115
JIOTIOJTHUTETBHO MOXET YKa3bIBATHCS MOHUTOPUHIA [BIDKEHMS JIEKAPCTBEHHOIO
uHdopMalKs U MOHUTOPUHTA ABHKEHHUS npernapara  OT  NPOM3BOMHMTENA [0
NEKapCTBEHHOTO NperapaTa OT IPOU3BOAUTENS | KOHEYHOTO noTpeduTeNs;
JI0 KOHEYHOTO TIOTPEOUTENS.
XpaHeHue He TpeGyeT crnelMalbHbIX YCIOBHIA XpaHeHUs COOTBETCTBYET
Cpok roaHocTH S net S nmet

Jla6opaTopHbIi aHAIM3 BBINOJIHEH COTJIACHO CHENHpHKANHH

Hacmoauum A no0meepicoaro, 4mo npugeoeH A vluie UHPOPMAUUA A6TACMCA 00CMo6epHOI U MOYHOT.
9ma cepua npodyKyuu npouseedeHa (6KNI0O4AA YNAKOGKY (MapKuposKy) u KOHMpONb Kauecmea) HA
8bIULEYKA3AHHOI NPOU3BOOCHEEHHOIL NIOULAOKe (n10U4A0KAX) 6 NOIHOM COOMEEMCMEUL C MPefOSAHUAMU
IIpasun naonescauieli npou3s00CMEEHHOU NPAKMUKU EAS3C u mpebosanuamu KOHmMPONA Kadecmed
JIEKAPCMEEHHBIX CPEOCmS, 4 MAKdHCe 8 COOMEEMCMmEUU Co CHEYUPUKAUUAMU, COOEPHCAULUMUCA 6
PpeZUCMPAUUOHHOM 00Cbe CHpPAHbI-UMnopmepa. 3anucu no npou3eoocmey, ynaxkoéke U QHAIU3Y
nposepensl, U yCMaHOBILEHO UX COOMEEMCmEIe MPeDdoBaArUAM IIpasun naonexcaueii RPOU3600CHEEHHOU

sy &

HPAKMUKU.
JIa6opaTopusiit ananu3 Ne.: 407/25



NMPO.ME[.LC MNpara a.o.

Tenucka 377/1, Muxne, 140 00 Mpara 4,
Yewickan Pecnybnuka
L 4 ® Ten. +420 241 013 111

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

Pr;l I ‘ a a S HauuHas ¢ 1. 2. 1989 uvpma 3aperncTpuposaHa
® ® B TOProBOM PErncTpe ropoackoro cyaa r. Mparw,

pasgen b, npunoxetve 3. Per. Ne: CZ00147893

Ananus evinonnen no HJJ JIIT-Ne(003033)-(PI-PY) om 17.04.2024.

03.11.2025 o

raha a.s.
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\| ) Teleska 377/1, Michle, TToamuce
L (1/3) SAxyo Xmea
YII0JIHOMOYEHHOE JIUIO
PRO.MED.CS Praha a.s.
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