000 «Tepa»

teva

Poccns, SAApocaasckast 06.., r. Apocnasas, ya. 1-a TexHonoruueckas, a. 20
JInnex3na HA ocylllecTBJIeHHE MPOU3BOACTRA JeKapeTBeHHBIX cpeacts Ne 00081-JIC ot 23 mapta 2018 roga
3am09eHHe 0 COOTBETCTBHM NMPOH3BOAUTEN JEKAPCTBEHHLIX CPEACTE AN MEAUMHHCKOTO NPUMEHEHYs
_TpeGosanusm llpasun naanexameii NpoH3BoAcTBeHHo# npakTkn Ne GMP-0067-000251/18 ot 29 mapta 2018 r

Toproeoe HauMeHOBaHHE
JIEKapCTBEHHOTO IIperapara,
nex. popma, JO3UPOBKa

Howmep peructpanuosnHoro
YAOCTOBEPEHUA

IIpomssogurens (Bce cragun
MPOU3BO/ICTBA)

Howmep cepun

O6beM cepun

Jara npon3BoacTea

I'ogen o

Cy6cramus/SAP cepus/
ITpomsBoauTeNns CyOCTAHITHI
Jara nocrynnenus npoosl
PexBu3utel HOpMaTHBHOM

ITACIIOPT Ne 243/20
oT «02» mrona 2020 r.

buconposon-TeBa, TabneTkn, IOKPHITHIE INIEHOYHOM

obomoukoit, 5 mr Ne50

JICP-007326/10 ot 29.07.2010 r (zaTa BHECCHUA H3MEHEHHMH B
PErHCTPaAOHHOE YAOCTOBEPEHHE JIEKAPCTBEHHOTO Iperapara

28.10.2019 1)

000 «Tesa», Poccus (150066, ApocnaBckas o6nacts,
r. SIpocnasisk, yi. 1-1 Texnomorudeckas, a. 20)

390420

12 680 ynakoBok

04.2020

04.2022

Buconponona pymapar/600419/
Mosxc Karanana C.JI., Ucnanusa

15.05.2020

JICP-007326/10-230419

JIOKYMEHTAIHH
Ne HaumeHoBanpe TpebopaHus Y T ——
n/n TOKa3aTelid JICP-007326/10-230419 Y
Kpyrnele ABOAKOBBIIYKIEIE TAaGIETKH,
Py &= Ty 2 Kpyrisie ABOAKOBBIMYKIIEE TaOIETKH,
HOKPHITHIE  IUIEHOYHOH  060JI0uKOiM . .
TOKPHTHIE IIEHOUHOM 060/109K0i1 Ge0TO
1. Omnucanue Genoro uiM MOYTH GeENOro IBETa ¢

TPaBHpOBKOH Ha OOHON CTOpOHE:
«BISOPROLOL 5» (mozupoeka 5 mr).

I[BETA ¢ IPABHPOBKON Ha OJTHO CTOpOHE:
«BISOPROLOL 5»

2. Tomnunnocts

Bpems ymepxuBaHHA OCHOBHOTO IIHKa
Ha  XpoMaTorpaMMe  HCIBITyeMOTo
pacTBopa OJDKHO COOTBETCTBOBATh
BpEMEHH  YACPKUBAHHUA OCHOBHOTO
[HKa Ha XpoMaTorpaMMe CTaHOAPTHOTO

Bpems ynepxKuBaHUS OCHOBHOTO ITHKA Ha
XpoMaTorpaMMe UCHEBITYEMOTrO PacTBopa
COOTBETCTBYET BPpEMEHH YACPKUBAHHA
OCHOBHOTO NFKA HA XpOMAaTOIpaMMe

pactBopa Gucomponosia  ¢yMapara CTaHAAPTHOro pacTBopa GucoIponona
(pasnmen «KonmaectpenHOE tymapara
OHNpefieNeHHER ).

3. | Pacnapaemocts He 6onee 30 MuH. 3
He menee 75 % (Q = 70 %) ot

4 PacTBopeHue 3aSBJIIEHHOTO KOJIMYIECTBA 106 %
Oucomponona  ¢ymapara  uepes
30 Mun.

PonacTeennne

I'uapoxcu coequnenus — e 6onee 0,3 %;

coeJMHEHH anpaeruaa — He oonee 0,5 %,

He o6napy»xeHa

He o6napyxena

moboli HeuneHTUGHUIMPOBAHHOH NIPUMECH —
He Gonee 0,2 %,;

He oGHapyxeHa

IIpuMECH

CyMMa HeHAEHTHOHIMPOBAHHEIX NpUMECEi
— e 6onee 0,5 %;

obImee cofiepxanne mpumeceit — He Gonee
1,3 %.

He o6HapyxeHo

He o6HapyxeHo
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00O «Tea»
) Poccns, Spocaasckan o6a., r. SIpocaasis, yi. 1-a Texnonornyeckasn, a. 20
teva JInieH3Hs Ha OCYINECTB/IeHHE IPON3BOACTBA JeKapeTBeHHbIX cpeacts Ne 00081-JEC ot 23 mapTta 2018 roaa
3aKa0YeHHe 0 COOTBETCTBHH NPOH3BOANTEIA JeKAPCTBEHHBIX CPeACTE A1 MEAULMHCKOr0 NPUMEHeH s!
tpeGopannam lpasun Hagexaueli npoussBoacTBeHHoi npakTHKn Ne GMP-0067-000251/18 ot 29 mapra 2018 r
Ne HaumeHoBaHne Tpebopanus R ——
/n Mokas3aTtes JICP-007326/10-230419 Y
Kpurepuit npuemieMoctn (AV) mns 10
Tabnerok < L1 %.
Kpurepuit npueMneMoct (AV) ams 30
6 OaHOPOAHOCTh Tabmetok < L1 %, cozxepxauue 50
) JO3HpOBAHUA JelCTBYIOIIETO  BELIECTBA B KaKAOH ’
Tablaerke JOKHO OBITH HE MEHEE 4YeEM
(1 — L2 x 0,01) M u He Gonee dueM
(1+L2x0,01) M.
O06uee uncno a3poOHEIX MHKPOOPraHH3MOB
(TAMC) — ne Gonee 10° KOE/T; Menee 10 KOE/r
O6mee YHCIIO IPOXKMEBBHIX M IIIECHEBBIX
7. qMHIZI:gggnonomqecxaﬁ rpubor (TYMC) — ne 6onee 102 KOE/r; Menee 10 KOE/r
Escherichia coli — oTcyTcTBHE B 1 T. He o6HapyxkeHO
Win
Kareropus 3A.
Ot 95 mo 105 % oT 3aABICHHOrO
KOJIMYEeCTBa Gucomnposona
KonuuecTreHHOE o
8. ¢dymapara, 4TO COCTaBILACT: 100,9 %
OIIpEAC/ICHHUE
ot 4,75 mo 5,25 (mna O3UPOBKH
5 Mr).
Te] enxu [1B
10 rabetox B Gmie p 3 I X 10 TabneTok B 6aucrep u3 mwietku [IBX/
IIBJIX u amoMuHuEBOIi (GONBIH. .
NBJX u amoMuaHueBol (HONBIH.
9. VnakoBka 3 umz 5 OaucTepoB BMECTE C N
" 5 GnucTepoB BMECTE ¢ HHCTPYKIHEIT 1O
HHCTPYKIHEH N0 NPHUMEHEHMIO B MAYKY FMEHEHIO B IIAYKY KADTOH
KapTOHHYIO. op Ky xap )
Ha 6rucmepe na pycckom si3vike YKA3aHo:
TOProBOE HAUMEHOBAaHUE IIpenapaTa,
JleKapcTBEeHHas (JopMa, O3HPOBKA, JIOTOTHUII
kommanuy TeBa, HOMEp CEpHH, AaTa HCTEIEHHUA
CPOKa FOTHOCTH.
Ha xapmonnoti nauke nHa pycckom aseike
YKa3aHO: TOProBoe HANMECHOBAHHME [PENapara,
MHH, nexapctBeHHas ¢opMa, HO3HPOBKA,
KOJIUYECTBO TabJIETOK B YIIaKOBKE,
HaMMEHOBAHHE U COMEePKaHUE AEHCTBYIOLETO
BelnecTra B Tabuerke, «IIpenapar coaepxur
10. | MapkupoBka B cootercTrun ¢ HJ MaHHHTO.», criocol npuMeHeHus « /g npueMa
BHYTPE.», «[IOKa3aHus U PEXKUM HO3HPOBAHUA:
CM. HHCTPYKLHIO.», «He NpuMeHATH 110
HCTeueHUH cpoka roHocTu.», «XXPAHUTD B
HEJOCTYIIHOM JJIA JETEHX MECTE!»,
YCIOBHs XPaHEHHUS, YCIOBHA OTITyCKa,
«ITpouzBOAMTENE:Y HAUMEHOBAHUE
[IPOM3BOIMTEIIS, CTPAHA; JIOTOTHIT KOMITAHHUH
Tega, HOMEp PETHCTPALMOHHOTO YAOCTOBEPECHUS;
«Cepusa» HoMep cepun, «I'ozeH go» gata
HCTEYCHHS CPOKA FOJHOCTH, IITPUX-KOX;
33BOJICKME TEXHONOTHYESCKHE KOBL.
11. | XparneHue ITpu Temneparype He Beime 25 °C.
12. | Cpok rogHoCTH 2roxa
Baxmouenne: bBrcomposon-Tepa TabneTku, DOKPHITEIC IneHoYHOM 060m04koii S Mr 390420
HAUMEHOBAHHE MpeTapara, HoMep cepuH SAP
coomeemcmegyiom TpeOGOBaHHUAM JICP-007326/10-230419.
coomemrﬁy};gafgoggﬂc;nyer Homep HJ{
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