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CEPTUO®UKAT KAYUECTBA

HaumenoBanue ToBapa:

Hutpemen, Tabaerku, 10 mr

Nmnoprep: Yewckas Pecnybnuka

Cepust ToBapa Ne.: 0010225

YnakoBka: 30 Tabn

YnakoBuuk: AO «Canexa ®apmMacblOTHKAI3»

Y. Hutpancka, a. 100, 920 27
I'norosen, Crnosaukas Pecriybnuka
Homep nuuensuu: V-15/2025
Howmep 3akirouenus:

GMP/EAEU/RU/01933-2025

IIpon3BoauTens (BbINMYCKAIOUIMH
KOHTPOJIb Ka4eCcTBA):

[TPO.MEJI.LIC Ilpara a.o.,

Temucka 377/1, Muxue, 140 00 I1para 4,
Yemckas PecyGiuka

Howmep nunensun: Ne sukls247572/2024

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

JlaTa npou3BoacTBa: 02.2025
Cpok rogHocTH: 02.2029
JlaGopaTopublii ananu3 Ne.: 221/25

HMara: 19.06.2025
MHH: Hutpenaunun
Hassanue ¢gapm. cyOcTaHUHH: Hutpenaunux

IIpousBoauTeb papm. cyGcTAHUHHN

Jlrocoxkumuka C.m.A.

Cepnus ¢papm. cyGeranuum Ne.:

NTRM123

TecT TpeboBanue PesyabTaTnl ananusa
Onucanue TabneTkH enToro 1BETA, Kpyrible, MNOCKHE, C TabneTkH KeNToro LBeTa,
cbacrcamu, Cc pHCKOii Ha OJIHOF CTOpOHE H KpyTrJble, IUIOCKHE, C (‘bacxaMH, c
rpaBupoBkoii « 10» na npyro# PHCKOIi Ha OAHOI CTOPOHE U
rpaBHpoBKoi#i « 10» Ha apyroi
Haentndurxauus
HuTtpenaunuu:
B2XX Bpems yaepxkuBaHHs OCHOBHOTO NUKa Ha COOTBETCTBYET
XpoMarorpaMMe MCnbITYEMOro pacTeopa A0JDKHO
COOTBETCTBOBATH BPEMECHH YACPKUBAHUS
OCHOBHOTI'0 MHKa Ha XpoMaTorpaMmme CTAHAAPTHOrO
pacTeopa
BOTCX Benuuuna Rf ocHOBHOI'O nHKa Ha COOTBETCTBYET
JEHCUTOMETPUUYECKON XpoMaTorpaMmme
UCMBITYEMOrO PAacTBOpA J0JKHA COOTBETCTBOBAThH

JIabopatopublii ananus Ne.: 221/25
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TOWPOBaHA
PerucTpe ropoackore cyaa r. MNparu,
1 b, npunaxenue 3. Per, Ne: CZ00147893




PRO.MED.CS

Praha a.s.

NPO.MEQ.LC Npara a.o.

Tenucka 37711,

HauvHaa c 1. 2.1
8 TORroBOM
paszaen b, npy

Tecr

TpeboBanne

Pe3y.ﬂbTaTbl AHa/JIH3a

senuuuHe Rf ocHOBHOTO MHKa Ha
AEHCUTOMETPUUECKOIH XpoMaTorpaMme
CTAHJAPTHOIO pacTopa

OD,HOPOHHOCTb Macchbl

Ot 142,5 no 157,5 mr (150,0 mr £ 5,0 %)

A3blKE YKA3bIBAKOT!

— TOproso¢ HauMEHOBaHHKE Npenapara,

— JI03HPOBKY,

— MEXAYHApPOIHOE€ HEMATCHTOBAHHOE
HauMeHoBaHUe (1yONnupyeTcs Ha aHTJIHHCKOM

[103HPOBAHHOI eJHHHLbI 18/20 Tabn. — ve Gonee £7,5 % B BT
2/20 Tabn. — e Gonee £15 % i A
Pacnagaemocth He Gonee 15 Mmun <4 MuH.
PacTBOopeHue He menee 80 % (Q+5) HuTpeHunuxa or 9?2 %
HOMHWHAJIBHOTO coJiep KaHHs yepes 45 MUH
[ToTepn B macce npu
BBLICYIUHBaHHH He Gonee 7,0 % 4.4 %
PoacTeeHHbIe IPHMECH Mpumeck A — ne Gonee 0,3 % <0,30 %
IMpumecs B — e Gonee 0,8 % <0,80 %
IMpumecs C — ne Gonee 0,8 % < 0,80 %
Jliobas eauHUUHAs HeuaeHTH(ULIMPOBAHHAS <0,20 %
npumecs — He bonee 0,2 %
CymmMa npumeceit — He Oonee 1,5 % <1,50 %
OcTtaTo4Hble
OpraHH4YecKHe
pacTBOPHTEIH
OKX DraHon — He Oonee 1250 mMxr B oaHo# TabneTke 259 MKr
(ns kaxnoi 10 cepun) Bensun — He Oonee 2,5 MKr B ofiHO# TabneTke <2,5 MKr
Mukpobnosoruyeckas O0uuee vucao a3podHBIX MHKPOOPraHM3MOB < 10 KOE/r
YHETOTA (TAMC) — e 6onee 10°KOEB 1 1
Ph. Eur. O0iuee yucno ﬂpO)K)KGB;bIX H MIECHEBLIX rpHOOB < 10 KOE/r
(TYMC) — He 6onee 10 KOEB 1 1
. , OTCYTCTBYET
Escherichia coli — orcyTcreue 8 1 ¢
OnHopoAHOCTh Jist 10 po3upoBaHHbix enuuul (n=10) AV <150 2,4
A03HPOBAHHBIX CAHHHL ninu ans 30 no3upoBaHHbIX eAHHHL (n=30) AV <
15,0 1 HU OOMH pe3yabTaT EAUHHYHOTO
onpeaeneHus He MeHblue (1-L2x0,01)xM unn ne
Gonbwe (1+L.2x0,01)xM
KosnyecTBeHHoe OT19,5 mo 10,5 mr (ot 95,0 no 105,0 % ot 9,9 Mr
onpeneneHue HOMMHAJILHOIO COAEPKaHUA HUTPEHIHIIUHA)
B32XKX
¥YnakoBka Hepsuunasa ynaxosxa CootBercTByeT
ITo 10 TabneTok B ynakoBke f4eiikoBoii Hepsuuias ynaxoska
KOHTYpPHOH 13 opaHxeBoii [IBX nneHku u [To 10 TabneTok B ynakoBxe
ATFOMHHHEBOI (DONbry. A4eliKOBOH KOHTYpHOIl U3
B,mopuq,qa}; YRakoexkda OpaH}KeBOﬁ I[BX nneHku U
3 ynakoBOK A4EHKOBBIX KOHTYPHLIX BMECTE € ATIOMHHHEBOH (ONBIH.
JINCTKOM-BKJIA/IbILIEM B MAYKE KAPTOHHOIA. Bmopuunas ynaxosxa
3 ynakoBOK f4€HKOBBIX
KOHTYPHbIX BMECTE C JIHCTKOM-
BKJIA/IbILIEM B MTaYKe KAPTOHHOIN.
Mapkupoeka Ha ynaxoeke suetixogoit koumypHoii na pycckom CooTBeTcTBYET

Ha ynaxoske aueiixoson
KOHMYPHOT 1A PYCCKOM S3bIKE
YKa3aHo:

— TOProBOE HAUMEHOBAHHE
npenapara,

A3BIKE), — 03UPOBKa,

— KOJIH4ecTBO TabneTok, — MeXJlyHapoaHoe

— HAaHMEHOBaHHE epXKaTeisl perucTpallHoOHHOTO HEMaTeHTOBAHHOE
YAOCTOBEPEHHS, HauMeHoBaHKe (1yOnupyeTcs Ha

JlaGopatopuslii ananus Ne.: 221/25

2/4

1e 3. Per. Ne: 200147893




PRO.MED.CS

Praha a.s.

NPO.MEA.LC Npara a.o.
Tenucka 377/1, Muxne, 140 00 Mpara 4,
Yewckan Pecn Ka

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

Hauwran ¢ 1. 2. 1989 dmpma 3aperucTprpoBsaHa
B TOPrOBOM PErvCTpe ropoAackaro cyna r. Nparw,
pasgen b, npunoxerue 3. Per. Ne: CZ00147893

Tecr TpeGoBanue PesyabTaThl ananusa
— JIOTOTHIT AepiKaTens perucTpaulioHHOIo aHIIHICKOM s3bIKE),
YAOCTOBEPEHUA (HA aHTIHHCKOM f3bIKe), — KOJIHUECTBO TableToK,
— HOMEp Cepuu, — HAaUMEHOBAHUE JieprKaTesl
— ATy MCTEYEHHS CPOKA FOMHOCTH (KTOAEH 10%). PErUCTPallMOHHOIO
Ha nauke kapmonnoil na pycckom sizeike YAOCTOBEPpEHNA,
YKa3blBalOT (Haamucu KyOnupyoTes Ha — JIOrOTUN JIgpKaTens
AHTJIHHCKOM f3bIKE): PErHcTPalHOHHOTO
— TOpProBOE€ HAaHMEHOBAHHWE Npenapara, YJ0CTOBEPEHMs (Ha aHTIHIICKOM
— M@Ky HApOIHOE HEMATEHTOBAHHOE A3bIKe),
HauMeHOBaHHe, — HOMED CepuH,
— JI03HPOBKY, — ATy UCTe4eHUs CPOoKa
— neKapeTBeHHYIO hopMY, rOAHOCTH («roaeH .H.OV»).
— HaMMEHOBaHHe NefiCTBYIOLIEro BellecTBa nero | 14 A1GYKE KAPMOHHOl Ha
cozepanue B 011HOIi TabeTke, . e M
. (Hannucu aydaupyroTes Ha
— «BcnomoraTenbHble BELLECTBA: TAKTO3bI .
AHINTHIHCKOM fA3bIKE):
MOHOTHIPAT U Ap., YKa3aHHbIE B JIMCTKE-
0 — TOProBoe HAMMEHOBAHHE
npenapara,
— KOJIHYECTBO TabNeToK,
— cnocob npuMeHeHus: «Jlnsa npuema BHyTpb!», i i Yo
HENaTeHTOBaHHOE
=2 SIABHA DTy ol HaHMEHOBaHHe,
— YCJIOBHA XPaHEHHS, — 103HpOBKa,
— NpeaynpeauTeNbHbIe HAANMUCH: « XPAHUTB B _ nekapcTenHas bopma,
HenocTynHoM juis aeteil mecre!y», «He npumensts -
S e p— — HaUMeHOBaHue AeicTBYIOLEro
BELIECTBA U €r0 CoJepKaHue B
— HAaUMEHOBAaHWE U aJipec NPOU3BOANTENA, onHoli TaGneTKe,
— HaWMEHOBaHKe H anpec aepikaTens B
PerucTPaLOHHOTO Y10CTOBEPEHNA, N1AKTO3bI MOHOTHAPAT H Ip.,
— JIOTOTHN JIepyKAaTesIsi PErHCTPALHOHHOTO yKa3aHHbIE B JIMCTKE-
YI0CTOBEPEHHA (HA AHIJIHHCKOM A3BIKE), BKIABILLIEY,
— HOMEp PerucTpalHOHHOrO YI0CTOBEPEHHS (Ha — KOJHMYECTBO TaBETOK,
PYyCCKOM si3bike), — cnoco® npumenenus: «Jlna
— IITPHX-KOA, npuUeMa BHYTPb!»,
— (papmakon(s), — YCJIOBHA OTNYCKa,
— koJ(b1) TUNOrpau (MECTOMONONKEHUE MOKET — YCIOBHS XpaHEeHHUs,
H3MEHATLCA), — NpenynpeAuTenbHbLIC HaAMNUCH:
— «Cepus:» (Ha pycckoM A3bIKe) (aaTa «XpaHKTb B HELOCTYIHOM s
MPOH3BOACTBA BKIIKOUEHA B HOMEP CepHK), nereii Mecte!», «He npumensaTs
— JaTy UcTedeHus cpoka rogHocTH («["ogeH no:») 10 HCTEUEHHH CPOKa
(Ha PYCCKOM A3bIKE). FOAHOCTH!»,
JIOTIONIHUTENBHO MOXKET YKa3biBaThCs — HaMMEHOBaHHE W azpec
Ile(bOpMaLllle A MOHUTOPHHTA IBHKEHWA MPOH3BOAHTENA,
JIeKapCTBEHHOTO MPenapara oT NPOM3BOJMTENA 10 | _ pyayumeHOBaHHE U afpec
KOHEUYHOro norpeburels. JepKaTens PerncTPaLHOHHONO
YAOCTOREPEHMNS,
— JIOTOTHII JIepKaTeNs
perucTpauuoHHOro
YyAOCTOBEpeHHA (Ha aHTNUICKOM
A3LIKE),
— HOMEP PErucTPalMOHHOTO
YAOCTOBEPEHHS (Ha PYCCKOM
A3bIKE),
— IITPUX-KOJI,
— (hapmakon(bl),
— koa(kl) THROrpaduu,
i — «Cepus:» (Ha pYCCKOM sI3bIKe)
Jlaboparopusbiii anamu3 No.: 221/25 ~ 3/4

i ”

promedcs.com




PRO.MED.CS

Praha a.s.

NPO.MEQ.LC MNpara a.o.

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

Yeuickaa Pecnybnuka

Ten.: +420 241013 111

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

Hauunan c 1, 2. 1989 dupMa 3apervcTpuposana

8 TOPro8soM perucTpe ropoackorao cyna r. MNparwm,
pasgen B, npunoxenue 3. Per. Ne: CZ00147893

Tect TpeGoBanue

Pe3y.IIbTaTbl aHaaH3a

(maTta NpoH3BOJCTBA BKJIKOYEHA B
HOMED CEpPUH),

— JIaTy UCTEYEHMA CpoKa
roaHocTH («["oneH no:») (Ha
PYCCKOM fI3BIKE).
JlononHUTEeNLHO yKa3aHa
MH(pOpMaLKs /15l MOHUTOPWHTA
JIBHKEHHS JIEKAPCTBEHHOIO
npenapara oT NpOU3BOJUTENA 110
KOHEYHOro norpedurens.

Xpaunenue ITpu Temneparype He Bbile 25 °C B
OpUTHHANBHOI yrnakoBke (YNaKkoBKH AueiKoBbie
KOHTYPHbIE B NMauke).

COOTBETCTBYET

CpoOK roaHocTH 4 rona

4 rona

PesyabTaTt 12060paTOPHOIro AHAIH3A: COIVIACHO crielU(HUKALHH

Hacmoawum a noomeeprcoaro, 4mo npueedeHHas 8biiie UHMOPpMAYUA A6NACMCA OOCMOEEPHOU U MOYHOIL.
Ima cepua npodykuuu npoussedeHa (8rII0YAA YNAKOGKY (MAPKUPOGKY) U KOHMPOIb Kauecmea) Ha
8bILIEYKA3AHHOU RPOU3B00CMEEHHON RIOWIAOKe (N10WA0KAX) 8 NOTHOM COOMEEMCMEUN C MPebosaHuamu
Ilpasun naonexcaueii npouseoocmeennou npakmuxu EAIC u mpebosanuamu KoHmpona Kauecmea
JIEKAPCMBEHHBIX CPeOCcme, a MAaKice 6 COOmEemcmeuu co cheyuuxkayuamu, cooepHcamiuMuca 6
PeZUCHIPAUHOHHOM 00Cbe CHIPAHbI-UMRopmepa. 3anucu no Rpou3eo0cmeEy, YRAKOEKe W aHAIU3Y
npoeepensl, U yCMaHoeAeHo ux coomeemcmeue mpebvoeanuam Ilpagun naonexcawiei npou3600cmeeHHouU

HPAKMUKU.

Ananus Beinosned no JIII-Ne(006700)-(PI'-RU) om 29.08.2024

19.06.2025 st
sl oo e e
Huona Kyxenoa
YIoIHOMOUYEHHOE JIHIO
PRO.MED.CS Praha a.s. PRO.MED.CS Praha a.s.

Teltska 377/1, Michle, 140 00 Praha 4
(1/6)

JlaboparopHbiit ananu3 No.: 221/25

4/4
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Praha a.s.

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

i 0241013111
E-mail: promed@prc

C 1.2, 1989 hupma 3

CEPTUO®UKAT KAYUECTBA

HaumenoBanue ToBapa:

Hutpemen, Tabaerku, 10 mr

Nmnoprep: Yewckas Pecnybnuka

Cepust ToBapa Ne.: 0010225

YnakoBka: 30 Tabn

YnakoBuuk: AO «Canexa ®apmMacblOTHKAI3»

Y. Hutpancka, a. 100, 920 27
I'norosen, Crnosaukas Pecriybnuka
Homep nuuensuu: V-15/2025
Howmep 3akirouenus:

GMP/EAEU/RU/01933-2025

IIpon3BoauTens (BbINMYCKAIOUIMH
KOHTPOJIb Ka4eCcTBA):

[TPO.MEJI.LIC Ilpara a.o.,

Temucka 377/1, Muxue, 140 00 I1para 4,
Yemckas PecyGiuka

Howmep nunensun: Ne sukls247572/2024

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

JlaTa npou3BoacTBa: 02.2025
Cpok rogHocTH: 02.2029
JlaGopaTopublii ananu3 Ne.: 221/25

HMara: 19.06.2025
MHH: Hutpenaunun
Hassanue ¢gapm. cyOcTaHUHH: Hutpenaunux

IIpousBoauTeb papm. cyGcTAHUHHN

Jlrocoxkumuka C.m.A.

Cepnus ¢papm. cyGeranuum Ne.:

NTRM123

TecT TpeboBanue PesyabTaTnl ananusa
Onucanue TabneTkH enToro 1BETA, Kpyrible, MNOCKHE, C TabneTkH KeNToro LBeTa,
cbacrcamu, Cc pHCKOii Ha OJIHOF CTOpOHE H KpyTrJble, IUIOCKHE, C (‘bacxaMH, c
rpaBupoBkoii « 10» na npyro# PHCKOIi Ha OAHOI CTOPOHE U
rpaBHpoBKoi#i « 10» Ha apyroi
Haentndurxauus
HuTtpenaunuu:
B2XX Bpems yaepxkuBaHHs OCHOBHOTO NUKa Ha COOTBETCTBYET
XpoMarorpaMMe MCnbITYEMOro pacTeopa A0JDKHO
COOTBETCTBOBATH BPEMECHH YACPKUBAHUS
OCHOBHOTI'0 MHKa Ha XpoMaTorpaMmme CTAHAAPTHOrO
pacTeopa
BOTCX Benuuuna Rf ocHOBHOI'O nHKa Ha COOTBETCTBYET
JEHCUTOMETPUUYECKON XpoMaTorpaMmme
UCMBITYEMOrO PAacTBOpA J0JKHA COOTBETCTBOBAThH

JIabopatopublii ananus Ne.: 221/25
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TOWPOBaHA
PerucTpe ropoackore cyaa r. MNparu,
1 b, npunaxenue 3. Per, Ne: CZ00147893




PRO.MED.CS

Praha a.s.

NPO.MEQ.LC Npara a.o.

Tenucka 37711,

HauvHaa c 1. 2.1
8 TORroBOM
paszaen b, npy

Tecr

TpeboBanne

Pe3y.ﬂbTaTbl AHa/JIH3a

senuuuHe Rf ocHOBHOTO MHKa Ha
AEHCUTOMETPUUECKOIH XpoMaTorpaMme
CTAHJAPTHOIO pacTopa

OD,HOPOHHOCTb Macchbl

Ot 142,5 no 157,5 mr (150,0 mr £ 5,0 %)

A3blKE YKA3bIBAKOT!

— TOproso¢ HauMEHOBaHHKE Npenapara,

— JI03HPOBKY,

— MEXAYHApPOIHOE€ HEMATCHTOBAHHOE
HauMeHoBaHUe (1yONnupyeTcs Ha aHTJIHHCKOM

[103HPOBAHHOI eJHHHLbI 18/20 Tabn. — ve Gonee £7,5 % B BT
2/20 Tabn. — e Gonee £15 % i A
Pacnagaemocth He Gonee 15 Mmun <4 MuH.
PacTBOopeHue He menee 80 % (Q+5) HuTpeHunuxa or 9?2 %
HOMHWHAJIBHOTO coJiep KaHHs yepes 45 MUH
[ToTepn B macce npu
BBLICYIUHBaHHH He Gonee 7,0 % 4.4 %
PoacTeeHHbIe IPHMECH Mpumeck A — ne Gonee 0,3 % <0,30 %
IMpumecs B — e Gonee 0,8 % <0,80 %
IMpumecs C — ne Gonee 0,8 % < 0,80 %
Jliobas eauHUUHAs HeuaeHTH(ULIMPOBAHHAS <0,20 %
npumecs — He bonee 0,2 %
CymmMa npumeceit — He Oonee 1,5 % <1,50 %
OcTtaTo4Hble
OpraHH4YecKHe
pacTBOPHTEIH
OKX DraHon — He Oonee 1250 mMxr B oaHo# TabneTke 259 MKr
(ns kaxnoi 10 cepun) Bensun — He Oonee 2,5 MKr B ofiHO# TabneTke <2,5 MKr
Mukpobnosoruyeckas O0uuee vucao a3podHBIX MHKPOOPraHM3MOB < 10 KOE/r
YHETOTA (TAMC) — e 6onee 10°KOEB 1 1
Ph. Eur. O0iuee yucno ﬂpO)K)KGB;bIX H MIECHEBLIX rpHOOB < 10 KOE/r
(TYMC) — He 6onee 10 KOEB 1 1
. , OTCYTCTBYET
Escherichia coli — orcyTcreue 8 1 ¢
OnHopoAHOCTh Jist 10 po3upoBaHHbix enuuul (n=10) AV <150 2,4
A03HPOBAHHBIX CAHHHL ninu ans 30 no3upoBaHHbIX eAHHHL (n=30) AV <
15,0 1 HU OOMH pe3yabTaT EAUHHYHOTO
onpeaeneHus He MeHblue (1-L2x0,01)xM unn ne
Gonbwe (1+L.2x0,01)xM
KosnyecTBeHHoe OT19,5 mo 10,5 mr (ot 95,0 no 105,0 % ot 9,9 Mr
onpeneneHue HOMMHAJILHOIO COAEPKaHUA HUTPEHIHIIUHA)
B32XKX
¥YnakoBka Hepsuunasa ynaxosxa CootBercTByeT
ITo 10 TabneTok B ynakoBke f4eiikoBoii Hepsuuias ynaxoska
KOHTYpPHOH 13 opaHxeBoii [IBX nneHku u [To 10 TabneTok B ynakoBxe
ATFOMHHHEBOI (DONbry. A4eliKOBOH KOHTYpHOIl U3
B,mopuq,qa}; YRakoexkda OpaH}KeBOﬁ I[BX nneHku U
3 ynakoBOK A4EHKOBBIX KOHTYPHLIX BMECTE € ATIOMHHHEBOH (ONBIH.
JINCTKOM-BKJIA/IbILIEM B MAYKE KAPTOHHOIA. Bmopuunas ynaxosxa
3 ynakoBOK f4€HKOBBIX
KOHTYPHbIX BMECTE C JIHCTKOM-
BKJIA/IbILIEM B MTaYKe KAPTOHHOIN.
Mapkupoeka Ha ynaxoeke suetixogoit koumypHoii na pycckom CooTBeTcTBYET

Ha ynaxoske aueiixoson
KOHMYPHOT 1A PYCCKOM S3bIKE
YKa3aHo:

— TOProBOE HAUMEHOBAHHE
npenapara,

A3BIKE), — 03UPOBKa,

— KOJIH4ecTBO TabneTok, — MeXJlyHapoaHoe

— HAaHMEHOBaHHE epXKaTeisl perucTpallHoOHHOTO HEMaTeHTOBAHHOE
YAOCTOBEPEHHS, HauMeHoBaHKe (1yOnupyeTcs Ha

JlaGopatopuslii ananus Ne.: 221/25
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PRO.MED.CS

Praha a.s.

NPO.MEA.LC Npara a.o.
Tenucka 377/1, Muxne, 140 00 Mpara 4,
Yewckan Pecn Ka

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

Hauwran ¢ 1. 2. 1989 dmpma 3aperucTprpoBsaHa
B TOPrOBOM PErvCTpe ropoAackaro cyna r. Nparw,
pasgen b, npunoxerue 3. Per. Ne: CZ00147893

Tecr TpeGoBanue PesyabTaThl ananusa
— JIOTOTHIT AepiKaTens perucTpaulioHHOIo aHIIHICKOM s3bIKE),
YAOCTOBEPEHUA (HA aHTIHHCKOM f3bIKe), — KOJIHUECTBO TableToK,
— HOMEp Cepuu, — HAaUMEHOBAHUE JieprKaTesl
— ATy MCTEYEHHS CPOKA FOMHOCTH (KTOAEH 10%). PErUCTPallMOHHOIO
Ha nauke kapmonnoil na pycckom sizeike YAOCTOBEPpEHNA,
YKa3blBalOT (Haamucu KyOnupyoTes Ha — JIOrOTUN JIgpKaTens
AHTJIHHCKOM f3bIKE): PErHcTPalHOHHOTO
— TOpProBOE€ HAaHMEHOBAHHWE Npenapara, YJ0CTOBEPEHMs (Ha aHTIHIICKOM
— M@Ky HApOIHOE HEMATEHTOBAHHOE A3bIKe),
HauMeHOBaHHe, — HOMED CepuH,
— JI03HPOBKY, — ATy UCTe4eHUs CPOoKa
— neKapeTBeHHYIO hopMY, rOAHOCTH («roaeH .H.OV»).
— HaMMEHOBaHHe NefiCTBYIOLIEro BellecTBa nero | 14 A1GYKE KAPMOHHOl Ha
cozepanue B 011HOIi TabeTke, . e M
. (Hannucu aydaupyroTes Ha
— «BcnomoraTenbHble BELLECTBA: TAKTO3bI .
AHINTHIHCKOM fA3bIKE):
MOHOTHIPAT U Ap., YKa3aHHbIE B JIMCTKE-
0 — TOProBoe HAMMEHOBAHHE
npenapara,
— KOJIHYECTBO TabNeToK,
— cnocob npuMeHeHus: «Jlnsa npuema BHyTpb!», i i Yo
HENaTeHTOBaHHOE
=2 SIABHA DTy ol HaHMEHOBaHHe,
— YCJIOBHA XPaHEHHS, — 103HpOBKa,
— NpeaynpeauTeNbHbIe HAANMUCH: « XPAHUTB B _ nekapcTenHas bopma,
HenocTynHoM juis aeteil mecre!y», «He npumensts -
S e p— — HaUMeHOBaHue AeicTBYIOLEro
BELIECTBA U €r0 CoJepKaHue B
— HAaUMEHOBAaHWE U aJipec NPOU3BOANTENA, onHoli TaGneTKe,
— HaWMEHOBaHKe H anpec aepikaTens B
PerucTPaLOHHOTO Y10CTOBEPEHNA, N1AKTO3bI MOHOTHAPAT H Ip.,
— JIOTOTHN JIepyKAaTesIsi PErHCTPALHOHHOTO yKa3aHHbIE B JIMCTKE-
YI0CTOBEPEHHA (HA AHIJIHHCKOM A3BIKE), BKIABILLIEY,
— HOMEp PerucTpalHOHHOrO YI0CTOBEPEHHS (Ha — KOJHMYECTBO TaBETOK,
PYyCCKOM si3bike), — cnoco® npumenenus: «Jlna
— IITPHX-KOA, npuUeMa BHYTPb!»,
— (papmakon(s), — YCJIOBHA OTNYCKa,
— koJ(b1) TUNOrpau (MECTOMONONKEHUE MOKET — YCIOBHS XpaHEeHHUs,
H3MEHATLCA), — NpenynpeAuTenbHbLIC HaAMNUCH:
— «Cepus:» (Ha pycckoM A3bIKe) (aaTa «XpaHKTb B HELOCTYIHOM s
MPOH3BOACTBA BKIIKOUEHA B HOMEP CepHK), nereii Mecte!», «He npumensaTs
— JaTy UcTedeHus cpoka rogHocTH («["ogeH no:») 10 HCTEUEHHH CPOKa
(Ha PYCCKOM A3bIKE). FOAHOCTH!»,
JIOTIONIHUTENBHO MOXKET YKa3biBaThCs — HaMMEHOBaHHE W azpec
Ile(bOpMaLllle A MOHUTOPHHTA IBHKEHWA MPOH3BOAHTENA,
JIeKapCTBEHHOTO MPenapara oT NPOM3BOJMTENA 10 | _ pyayumeHOBaHHE U afpec
KOHEUYHOro norpeburels. JepKaTens PerncTPaLHOHHONO
YAOCTOREPEHMNS,
— JIOTOTHII JIepKaTeNs
perucTpauuoHHOro
YyAOCTOBEpeHHA (Ha aHTNUICKOM
A3LIKE),
— HOMEP PErucTPalMOHHOTO
YAOCTOBEPEHHS (Ha PYCCKOM
A3bIKE),
— IITPUX-KOJI,
— (hapmakon(bl),
— koa(kl) THROrpaduu,
i — «Cepus:» (Ha pYCCKOM sI3bIKe)
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PRO.MED.CS

Praha a.s.

NPO.MEQ.LC MNpara a.o.

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

Yeuickaa Pecnybnuka

Ten.: +420 241013 111

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

Hauunan c 1, 2. 1989 dupMa 3apervcTpuposana

8 TOPro8soM perucTpe ropoackorao cyna r. MNparwm,
pasgen B, npunoxenue 3. Per. Ne: CZ00147893

Tect TpeGoBanue

Pe3y.IIbTaTbl aHaaH3a

(maTta NpoH3BOJCTBA BKJIKOYEHA B
HOMED CEpPUH),

— JIaTy UCTEYEHMA CpoKa
roaHocTH («["oneH no:») (Ha
PYCCKOM fI3BIKE).
JlononHUTEeNLHO yKa3aHa
MH(pOpMaLKs /15l MOHUTOPWHTA
JIBHKEHHS JIEKAPCTBEHHOIO
npenapara oT NpOU3BOJUTENA 110
KOHEYHOro norpedurens.

Xpaunenue ITpu Temneparype He Bbile 25 °C B
OpUTHHANBHOI yrnakoBke (YNaKkoBKH AueiKoBbie
KOHTYPHbIE B NMauke).

COOTBETCTBYET

CpoOK roaHocTH 4 rona

4 rona

PesyabTaTt 12060paTOPHOIro AHAIH3A: COIVIACHO crielU(HUKALHH

Hacmoawum a noomeeprcoaro, 4mo npueedeHHas 8biiie UHMOPpMAYUA A6NACMCA OOCMOEEPHOU U MOYHOIL.
Ima cepua npodykuuu npoussedeHa (8rII0YAA YNAKOGKY (MAPKUPOGKY) U KOHMPOIb Kauecmea) Ha
8bILIEYKA3AHHOU RPOU3B00CMEEHHON RIOWIAOKe (N10WA0KAX) 8 NOTHOM COOMEEMCMEUN C MPebosaHuamu
Ilpasun naonexcaueii npouseoocmeennou npakmuxu EAIC u mpebosanuamu KoHmpona Kauecmea
JIEKAPCMBEHHBIX CPeOCcme, a MAaKice 6 COOmEemcmeuu co cheyuuxkayuamu, cooepHcamiuMuca 6
PeZUCHIPAUHOHHOM 00Cbe CHIPAHbI-UMRopmepa. 3anucu no Rpou3eo0cmeEy, YRAKOEKe W aHAIU3Y
npoeepensl, U yCMaHoeAeHo ux coomeemcmeue mpebvoeanuam Ilpagun naonexcawiei npou3600cmeeHHouU

HPAKMUKU.

Ananus Beinosned no JIII-Ne(006700)-(PI'-RU) om 29.08.2024

19.06.2025 st
sl oo e e
Huona Kyxenoa
YIoIHOMOUYEHHOE JIHIO
PRO.MED.CS Praha a.s. PRO.MED.CS Praha a.s.

Teltska 377/1, Michle, 140 00 Praha 4
(1/6)
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