NPO.ME[.LIC Npara a.o.
Tenycka 377/1, Muxne, 140 00 Mpara 4,
Yeuuckan Pecnybnvxa
® * Ten.: +420 241 013 111

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

Praha a S HauwHan c 1. 2. 1989 chupma 3ap
- * 8 TOProsoM pe ropo, cyna r. Nparu,

pazfnen b, n eHve 3, Per. Ne: CZ00147893

CEPTUO®UKAT KAYECTBA

HaumenoBanue ToBapa:

Hutpemen, Tabnerku, 20 mr

HUmnoprep: Yemckas Pecriybnuka

Cepus ToBapa Ne.: 9010225

YnakoBka: 30 Tabn

YnakoBuiuk: AO «Caneka PapmMacblOTHKAI3Y

V. Hutpancka, a. 100, 920 27
['norosen, CnoBaikas PecyOnuka
Homep munensun: V-15/2025

Howmep 3akmouenus:
GMP/EAEU/RU/01933-2025
I[IpounsBoauTenb (BbINYCKAIOMIHH I[MPO.ME/I.LIC Ilpara a.o.,

KOHTPOJIb Ka4ecTBa): Temucka 377/1, Muxne, 140 00 I1para 4,
Yemickast PecnyOiiuka

Homep nmuuensuu: Ne sukls247572/2024
Homep 3akmtouenus:
GMP/EAEU/RU/00903-2023

Jdata npou3BoJacTBa: 02.2025

Cpok rogHocTH: 02.2029

JlaGopaTtopHblii ananu3 Ne.: 23225

Hara: 25.06.2025

MHH: Hutpenaunun

HaszBanue ¢papm. cyOcTaHuHM: Hutpennunun

IIpou3BoauTenb apm. cybcTaHIIHU Jlrocoxkumuka C.i.A.

Cepus dapm. cybcranuun Ne.: NTRM123

TecTt TpeGoBanue PesyabTarTsl ananusa

OnuHcaHHe TabneTKH )eNTOro 1BETa, KPYrible, MIOCKHE, ¢ TabIeTKH JKeJIToro LBeTa,
(hackaMu, ¢ pUCKOI HA OIHOH CTOpOHE U KpY[Jibie, II0CKKE, ¢ ackamu, ¢
rpasupoBkoi «20» Ha apyroi PHCKOii Ha 0/1HOH cTOpOHE H

rpaBupoBkoi «20» Ha apyroi

Hnentnduxauus

Hutpenannun:

BOXX Bpems ynep»vBaHHA OCHOBHOTO MHKA Ha COOTBETCTBYET

XpOMaTorpamMMe MCMbITYEMOro pacTBOpa AOKHO
COOTBETCTBOBATb BPEMEHH Y ACPIKUBAHHUS
OCHOBHOTO MHKA Ha XpOMATOrpaMMe CTaHIapTHOrO
pacTBopa

BOTCX Benunuuna Rf ocHoBHOrO Nvka Ha COOTBETCTBYET
NEHCHTOMETPUUYECKO XpOMAaTorpaMMe
MCIBITYEMOT0 pacTBOPa JAOMXKHA COOTBETCTBOBATD

JlaGopatopnsiit ananus Ne.: 232/25 M P 1/4




PRO.MED.CS

Praha a.s.

NPO.ME[L.LIC Npara a.o0.

Tenucka 377/1, Muxne, 140 00 MNpara 4,
Yewwckan Pecnybnvka

Ten.: +420 241 013111

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

HauwHan c 1. 2. 1989 dupmMa 3aperucTpUposara
8 TOProBOM pericTpe ropoackoro cyaa r. Mparm
pasnen b, npunoxexue 3. Per. Ne: CZ00147893

Tect

TpeboBanue

PesynbTaThl anannza

BenuuuHe Rf ocHoBHOTrO Nuka Ha
HEHCHTOMeTqueCKOﬁ XpoMmartorpamme
CTaAHIapTHOIO pacTBOpd

OJIHO])OJIHOCTB Macchbl

Or 142,5 10 157,5 mr (150,0 mr % 5,0 %)

— TOproso€ HaMMEHOBAHUE Npenapara,

— DO3HPOBKY,

— ME@XIYHapoaHOE HENATEHTOBAHHOC
HauMeHOBaHHe (y0nupyeTcs Ha aHrHHACKOM

J03HPOBAHHOI eNHHHLbI 18/20 Tabn. — He Oonee +7,5 % b3, (e
2/20 Tabn. — He Oonee =15 % e
PacnagaemocThb He Gonee 15 mun <4 MUH.
PacTBopenne He menee 80 % (Q+5) HuTpennunuua ot 90 %
HOMHHAJILHOTO COAEpXaHus Hepes 45 MHH
IMoTepn B Mmacce npu
BBICYILIHBAHHH He 6onee 7,0 % 4.2 %
Pojcraennble npuMecH Mpumech A — He Gonee 0,3 % <0,05 %
Mpumecs B — ne 6onee 0,8 % <0,80 %
IMpumeck C — ne Gonee 0,8 % < 0,80 %
Jliobas envHHuHas HeuaeHTHGULMPOBaHHAS <0,20 %
npumecs — He Bonee 0,2 %
Cymma npumecedi — He 6onee 1.5 % < 1,50 %
OcTaTouHbIe
OpraHH4ecKHe
pacTBOpPHUTENH
KX DtaHon — He Oonee 2500 Mkr B onHOMH TabneTke 149 Mkr
(nns kaxnoi 10 cepun) bensuH — He bonee 5,0 MKr B oiHO# TabneTke < 5,0MKr
Muxkpotuosornyeckas O0wee YHca0 a3poOHBIX MUKPOOPraHH3MOB < 10 KOE/r
YHCTOTA (TAMC) — e Gonee 10° KOEB 1 ¢
Ph. Eur. OO0Luee YMCI0 APOKIKEBLIX U TUIECHEBBIX FPHOOB <10 KOE/r
(TYMC) — e 6onee 10 KOEB I ¢
P : OTCYTCTBYET
Escherichia coli — otcyretBue B I 1
OnHopoaHOCTh Iia 10 posupoBaHHbix eaununn (n=10) AV < 15,0 4,2
J03HPOBAHHLIX eJHHHL] unu ans 30 no3upoBaHHbIX eauHull (n=30) AV <
15,0 ¥ HM OMH pe3yNbTAT EIUHUUHOTO
onpeaeneHus He MeHble (1-L2x0,01)*M unu He
fonbiue (1+L2x0,01)xM
KonnuecTBeHHOE Ot 19,0 1o 21,0 mr (ot 95,0 no 105,0 % ot 19,3 mr
onpeaeieHHe HOMMHAJILHOTO COLePXKaHUA HHTPEHINMHHA)
B2XKX
Ynakoeka Hepsuunas ynaxoexa CootsetcTayer
[To 10 TabneTok B ynakoske sueHKOBOH lepeuunas ynaxosra
KOHTYpHO# 13 opatxeBoii [IBX nnenku u Mo 10 TabneTok B ynakoBke
anoMHHHEBO#H (ONbIH. A4eiKOBOI KOHTYpHOII U3
Bn;gp"qyag YRaKosKd opaHmeBoﬁ [1BX nieHku U
3 ynakoBOK f4eMKOBBIX KOHTYPHBIX BMECTE C IOMHHUEBOI HONBIHU.
JIMCTKOM-BKJI/1bIIIEM B NMAYKe KAPTOHHOM. Bmopuunas ynaxoexa
3 ynaxkoBOK f4eiKOBBIX
KOHTYPHBIX BMECTE C JIMCTKOM-
BKJ1aJbILIEM B NayKe KApTOHHOIA.
MapkHpoBKa Ha ynarxoexe aueiikogoit KOHMYpHOU Ha PYceKom CooTBeTcTBYET
A3bIKE YKA3bIBAIOT! Ha ynaxoske auetikogoi

KOHMYPHOU HA PYCCKOM A3bIKE
YKa3aHo:

— TOProBO€ HaHMEHOBaHUE
npenapara,

A3bIKE), — DO3MPOBKA,

— KONMMYECTBO TabNeToK, — M@XAyHapoJaHoe

— HAMMEHOBAaHHEC ACpIKATENA PErHCTPallHOHHOro HENAaTeHTOBaHHOE
YOOCTOBEPEHHS, HaUMEHOBanue (1yOnupyeTcs Ha

Jlaboparopuslii anamus Ne.: 232/25

2%

2/4




PRO.MED.CS

Praha a.s.

NPO.MEQ.LC Npara a.o.

Tenvcka 377/1, Muxne, 140 00 MNpara 4,
Yewckan Pecnybnuka
Ten.: +420 241013 111

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

Hauunas ¢ 1. 2, 1989 thvpma 3aperucTpypoBaKa
B TOProsoM PErvcTpe rOpOACKOro cysa r. Mpary,
pa3gen b, npunoxenue 3. Per, Ne: CZ00147893

Tect

TpeboBanue

Pe3yJIbTaTbl AHaJIH3a

— JIOTOTHI IepAaTe/is pericTpaLioHHOro
yOoCTOBEpeHHs (Ha aHrUIICKOM A3bIKe),

— HOMEp CEPHH,
— JIaTy UCTeYeHUs CPOKa rOJHOCTH (KTOLEH 10»).
Ha nauke kapmonHoii Ha pycckom A3viKe
yKa3blBaloT (HaanucH nyOonupyloTes Ha
aHrTHHACKOM fi3blKe):

— TOProBo€ HAaMMEHOBAHKE Npenapara,

— MEKIyHapo/JHOe HENaTEHTOBAHHOE
HaHMEHOBAHHUE,

— IO3UPOBKY,

— JIEKapCTBEHHY1O (hopmy,

— HAaMMEHOBaHHE ACHCTBYIOLIErO BELECTBA U €ro
coziepKaHKe B 01HOH TabneTke,

— «BcnomorarenbHblE BELLECTBA: TAKTO3bI
MOHOTMAPAT M Ip., YKa3aHHbIE B THCTKE-
BKJIAfIbILLIE,

— KOJIUYeCcTBO TabNETOK,

— cnoco® npumeHenus: «lnga npuema BHYTpb!»,
— YCIIOBHS OTIIyCKa,

— YCJIOBMA XpaHeHus,

— MpefynpeAnTEeNbHbIE HAAMKCH: « XPaHHTD B
HENOCTYNHOM Ans Aetel Mecte!», «He npumeHsaTs
N0 MCTEYEHHUH CPOKA FOJHOCTH!»,

— HaUMEHOBaHHE W ajipec MPOU3BOIUTE,

— HaUMEHOBaHHE U ajipec AepKarens
PErHcTpaLMOHHOIO YA0CTOBEpEHHS,

— JIOTOTHIL ACPATENSA PErHCTPaLHOHHOTO
yAOCTOBEPEHH: (Ha aHTMHICKOM A3bIKE),

— HOMEp PErHCTPALMOHHOIO Y10CTOBEPEHUs (Ha
PYCCKOM fI3bIKE),

— LWITPUX-KOL,

— (papmakon(bi),

— kox(sr) THnorpadHH (MECTONONMKEHHE MOKET
M3MEHATHCH),

— «Cepus:» (Ha pycckoM a3bike) (nara
NPOH3BOJICTBA BKJIIOHEHA B HOMED CEPHH),

— J1aTy MCTeYeHHa cpoka roaHoct («I"oneH no:»)
(Ha pycckoM A3BIKE).

JIONONHHTENBEHO MOXKET YKa3blBATHCS
nHpopMaLUs 1N MOHHTOPHHTA IBHKEHUsA
NEKapCTBEHHOTO Npenapara oT MPOU3BOAUTENS 10
KOHEeYHOoro norpeurens.

AHMIMICKOM fA3bIKE),

— KOJNH4EeCTBO TabneTok,

— HaUMEHOBaHUe JepKaTes
PErucTpaliOHHOro
yIOCTOBEPEHHMSI,

— JIOTOTHII JIepaKATENs
PErHCTPaLIHOHHOIO
YAOCTOBEPEHHA (Ha aHTTHICKOM
A3bIKE),

— HOMED CepuH,

— JIATY UCTEYEHHS CpOKa
FOAHOCTH («TOJIEH IO%).

Ha nauxe kapmonnoit na
PYCCKOM A3biKe YKA3aHO
(Hannucy ay6nupytoTcs Ha
AHTJIUHCKOM f13bIKE):

— TOProBOe HAUMEHOBaHUe
npenapara,

— ME&X/yHapoJHoe
HenaTeHTOBaHHOE
HaWMEHOBAHHE,

— IO3UPOBKA,

— JNekapcTeHHas (opma,

— HAUMEHOBAHUE NEHCTBYIOILEro
BELLECTBA U €ro COEPHaHUE B
oIHOIi TabneTke,

— «BcnomorarenbHble BelLecTBa:
JIaKTO3bl MOHOTHMAPAT U 1p.,
YKazaHHbI€ B IUCTKe-
BK/AJbILLIEY,

— KONMU4ecTBO TableTok,

— cnoco® npuMeHeHus: «J{ns
NIPHEMA BHYTPb!»,

— YCJIOBHS OTNYCKA,

— YCIIOBMA XpaHEHHH,

— NpeaynpeauTeNbHbIe HaQMHCH:
«XpaHHTb B HEIOCTYTIHOM A
nerel Mecre!», «He npumenaTs
N0 UCTEYEHHH CPOKa
TOHOCTHU!»,

— HAMMEHOBAHHE U aapec
NPOU3BOJIUTENS,

— HAUMEHOBAHHE U aIpec
JIEPKATENA PETHCTPALMOHHOTO
YAOCTOBEPEHHS,

— JIOTOTHII JepKATeNs
PETHCTPALIHOHHOTO
YIA0CTOBepeHHA (Ha aHTIHicKOM
A3blKe),

— HOMEp PerHCTpauloHHOTO
YAOCTOBEPEHHs (Ha PYyCCKOM
A3BIKE),

— WTPHX~-KOA,

— (hapmakon(si),

— koa(b1) TUnOrpadun,
— «Cepnsi:» (Ha pYCCKOM si3bIKE)

JlaGoparopubiit anamus Ne.: 232/25
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PRO.MED.CS

Praha a.s.

NPO.MEA.LUC Mpara a.o.
Tenucka 377/1, Muxne, 140 00 MNpara 4,

HauuHan ¢

Tecr TpeboBanue

PesyanTaThl aHau3a

(maTa MpoW3BOACTBA BKJIIOUEHA B
HOMED CEPHH),

— JIaTy UCTEeYEHUs cpoka
roaHocTH («["oneH no:») (Ha
PYCCKOM fI3bIKe).
HononHuTenbHo ykazaHa
HH(opMAaLKs A1 MOHHTOPHHIA
JIBHKEHHS JIEKAPCTBEHHOTO
npenapara oT NPOU3BOAMTENS 0
KOHEYHOro notpedurens.

XpaHeHue ITpu Temnepatype He Bbilie 25 °C B
OpHrHHANLHOH yNakoBKe (YNAKOBKH SUeiiKOBbIe
KOHTYpHbIE B Mauke).

COOTBETCTBYET

Cpok roaHocTH 4 rona

4 rona

PesyabTaT 1a00paTOPHOro aHAJM3a: COTNIACHO crieuUuKalum

Hacmoawum a noomeepacoaio, 4mo npugeoeHHAn 6blie UHPOPMAUUA AGNACHICA OOCHOBEPHON I MOYHOIL
Ima cepua npodyKyuu npousseoeHa (8KIIOYAA YNAKOGKY (MAPKUPOBKY) U KOHMPOIbL Kauecmeda) Ha
6bIUIEYKA3AHHOI NPOU3600CMEEHHON N10WAOKE (RI01{AOKAX) 6 HOTHOM COOMEEMCMEUN C MPEeDOSAHUAMU
Ilpasun wnaonesxcawieii npouzeoocmeennoii npakmuxu EAIC u mpebosanuamu KOHMpONA Kavecmea
JEKAPCMBEHHbIX CPeOCHE, @ HMAKMCe 8 COOMEeMCcMmEUU cO CREYUPUKAUUAMU, COOEPHCAULUMUCA &
PecUCMpauuoHHOM 00Cbe CMmpaHbi-umnopmepa. 3anucu NO HPOU3EO0CMEY, YHAKOGKe U AHALU3Y
Rpo6epeHsl, U yCMAHOBIeHO UX coomeemcmeue mpebosanuam Ilpasun naonexcawieit RPOU3600CMBEEHHOU

RPpAKMUKU.

Ananu3 BeinosaHeHd no JITI-Ne(006700)-(PI'-RU) om 29.08.2024

[
25.06.2025 M #
[Toanuce
‘ Hnona Kyxenosa
PRO.MED.CS Praha a.s. YoJIHOMOYEHHOE JIKIO
Teléska 377/1, Michle, 140 00 Praha 4 PRO.MED CS Praha a.s.

(1/6)

Jlaboparopuslit ananmu3z No.: 232/25
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2. 1989 chupmMa 3aperucTpuposaHa
8 TOProBOM PErvcTpe ropofckore cyaa r. Mparu,
paszfen b, npunoxenue 3. Per, Ne; (200147893




