000 «Tepa»

teva

Pocenn, Apocaapekan 06:., 1. SIpocnasis, yi. 1-a Texnonoruteckan, a. 20
Jlnuensns Ha ocyurecTBIeREE NPON3BOACTEA JIEKAPCTBEHHBIX cpeacTe Ne 00081-JIC ot 23 Mapra 2018 roga
3axmovenue o COOTBETCTBHE MPOHIBOJNTE.IA JIEKAPCTBEHHBIX CPEACTB IS MEAHITHHCKOTO NIPUMEHEHN
TpeGosanuam [papnn Hamtekameii nponssogcreenHoii npakTuxy Ne GMP-0067-000251/18 ot 29 mapra 2018

Topropoe HaumMeHOBaHHKE
JIEKapCTBEHHOTO MpeNnapara,
nek. popma, 103UpOBKa

Howmep peructpaiioHHOro
YAOCTOBEPEHHUS

IIpousBoauTens (Bce cTagun
NPOU3BOJICTBA)

Homep cepun

O61em cepuu

Jata npousBoacTBa

I'onen no

Cy6cranius/SAP cepus/
IIpousBoaurens cyGCTaHIMU
Jara noctynneHus npoOsl
PexBu3UTEH HOPMaTHBHOM

INACHIOPT Ne 154/20
oT «21» anpens 2020 r.

Bbuconponoa-Tesa, TabneTku, TOKPHITHE IIEHOYHOM

obonoukoii, 10 Mr Ne30

JICP-007326/10 ot 29.07.2010 r (naTa BHeCEHHs H3MEHEHMIA B
PErucTpalioHHOE Y0CTOBEPEHHE JIEKAPCTBEHHOTO NpenapaTa

28.10.2019 )

00O «Teea», Poccus (150066, Apocnapckas o61acTs,
r. Jpocnasis, yi. 1-1 TexHonormueckas, 1. 20)

290320

21 236 ymakoBoKk

03.2020

03.2022

buconponona pymapat/600419/
Mooxc Katanana C.J1., Mcnianus

03.04.2020

JICP-007326/10-230419

JOKYMCHTALIHH
Ne HanmeHnoBanne TpeboBanus R ———
/1 MoKa3aTens JICP-007326/10-230419 Y
Kpyrnsie OBOAKOBEE pie TabneTku
Py o . A ™ Kpyrabie 1BOAKOBEIIYKIIEIE TAGNETKH,
MOKPBITHIE  IUICHOYHOM  000I04KoiM . .
TOKPBITHIE IVIEHOYHOM 06onoukoit Hemoro
1. Onucanune Oenmoro wWnM WOYTH Geyioro IBETa ¢ . .
o . L[BETA ¢ TPABUPOBKOH Ha OJIHOH CTOpPOHE:
rpaBUpOBKOii Ha oOfHOH  CTOpOHE:

«BISOPROLOL 10» (no3uposka 10 mr).

«BISOPROLOL 10»

Bpems yaep:kHBaHHS OCHOBHOTO ITHKA HA
XpoMaTorpaMMe HCHBITYEMOIO PacTBopa

Bpems yaep:xuBaHus OCHOBHOTO ITHKa Ha
XpoMaTorpaMMe UCHBITYEMOTO pacTBopa

JOIDKHO  COOTBETCTBOBATE  BPEMEHH
COOTBETCTBYET BPEMEHH YAEPKHBAHHA
2. TlonnuuHOCTE VOCPKHMBAaHHS OCHOBHOTO THKA Ha
OCHOBHOTO IHKa Ha XPOMATOTpaMMe
XpoMaTorpaMMe CTaHZapTHOrO pacTEOpa
CTaHAapTHOTO pacTBOpa Guconpoona
Guconpoinona tpymapara (paznen
¢dymapara
«KonmuecTBeHHOE OMpeaeneHnen).
3. | PacnazaeMocTb He 6onee 30 mumn. 4
He Menee 75 % (Q = 70 %) or
3AABIEHHOTO KOJINYeCcTBA
4, PactBOpeHue 104 %
6ucomponona  ¢ymapara  yepes
30 MuH.

PojictBeHHBIE
npuMecHu

I'mppoxcu coemunenus — He Gonee 0,3
%;

He o6napyxena

COelMHEHUA albJerHAa — He Gonee
0,5 %;

He obnapyxena

moboit HEHJCHTH(HUIIHPOBaHHOM
npumecu — He Gonee 0,2 %;

He obnapyxena

cyMMa HEHASHTH(HNLMPOBAHHEIX
npumeceii — He Goiee 0,5 %;

He o6napy:xena

obliee copepikaHue OpUMeEcedl — He
6onee 1,3 %.

He o6Hapy:xena

10023202 Bucomponon-Tesa 290320
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000 «TeBa»
. Poccnsn, SIpociarexasn o6, r. SIpocaasab, ya. 1-n Texnonornyeckas, a. 20
teW JInnensus Ma ocylmecTBIeH e NPOM3BOACTBA JeKapeTBeHAbIX cpefeTE Ne 00081-JIC ot 23 mapra 2018 roaa
3aK:;110MeHHE 0 COOTBETCTBHH MPOM3BOANTE/IA JIEKAPCTACHHRIX CPEACTE ATH MeIANAHCKOT0 NPHMEHEHHA
TpeGosanuam Mpasnn nagekameii NPoMsBoAcTBeHNONH HpakTHkn Ne GMP-0067-000251/18 ot 29 mapra 2018 r
Ne Haumenosanue Tpebopanus PesyIbTaTEl HCIBITAHHIA
n/n [oKa3arens JICP-007326/10-230419 Y
Kpurepnit npuemneMoctu (AV) s 10
Tabnerok <L1 %.
Kputepuit npueMnemoct (AV) ama 30
6 OaHOpPOIHOCTE tabnerok < L1 %, comepxaHue 12
* | mosmpopanus NeHCTBYIOIIETO BellecTBa B  KaXKIOH ’
TablIeTKe JO/DKHO OLITh He MeHee deM (1
—L2 % 0,01) M u He Gomee uem (1 + L2 x
0,01) M,
O6mee wncno adpobHEIX MHKPOOPraHM3MOB
(TAMC) - ne Goxee 10° KOE/r; Menee 10 KOE/r
Ofmee 4MCIO JAPOAOKEBBIX H IUICCHEBBIX
7. xlyé';g;’gmmm“w‘a” rpubos (TYMC) — ne Gonee 102 KOE/T; Mernee 10 KOE/r
Escherichia coli —otcytctene B 1. He o6HapyxeHo
Wwin
Kateropus 3A.
Or 95 no 105 % oT 3a1BIEHHOrO
8 KonugecTBeHHOE KoJimuecTBa Gucomnponona $pymapara, 99.3 %
’ OIpeAcacHue YTO COCTABIACT: ?
019,5 no 10,5 (ans gozuposku 10 Mr).
HCT X/
10 Tabsetok & 6 ©p 3 IUICHId 1B 10 Tabnerox B 6nucrep us mrenku IIBX/
I[IBJAX u amoMunmneBoil Gonmeru. N
IIBX u antoMuHHeBo# honery.
9. VnakoBka 3 unu 5 6MMCTEPOR BMECTE C .
_ 3 6imcTepa BMeCTe ¢ HHCTPYKIMEH no
HHCTPYKUHeH Mo NPUMEHEHHIO B IAYKy
TIPUMEHEHMIO B NTAYKY KaPTOHHYIO
KapTOHHYIO.
Ha 6rucmepe na pycckom A3vike YKa3aHo:
TOProBoe HaMMeHOBaHHE MPETIapara,
nexapcTBeHHad GopMa, JO3HPOBKA, JIOTOTHII
kxoMnauuu Tesa, HOMep cepyM, JaTa
HCTEUEHUS CPOKA TOAHOCTH.
Ha kapmonnoii navxe Ha pycckom sA3vike
YKA3aHO. TOPTOBOE HAMMEHOBAHHE Npenapara,
MHH, nexapcrsensas dopMa, 103upoBKa,
KOJMYECTBO Tab;IETOK B YIIAKOBKE,
HAHMEHOBAHHE M COJEPIKAHVE AeHCTBYIOWIETO
BelnecTna B TabneTke, «IIpenapar comepuT
10. | MapkupoBka B cootsetctBHn ¢ H/I MaHHHTON.», c1ocob npumenenna «[n1 npuema
BHYTpb.», «IT0Ka3aHHA U PEXUM JO3HPOBAHHA:
CM. HHCTPYKIHIO.», «He OpUMEHATS NO
MCTEYCHHH CpoKa rogHocTi.», « XPAHUTH B
HEZIOCTYITHOM JUIA IETEI MECTE!,
YCIOBMA XPaHEHHs, YCIOBA OTIyCKa,
«ITpoM3BOAMTENH:» HANMEHOBAHKE
TIpOM3BOJUTENS, CTPAHA; JIOTOTHIT KOMITAHUH
Tesa, HOMepP PerHCTPALHOHHOTO
yaoctoBeperna; « Cepua» HOMEp CEPHH,
«ToaeH A0» AaTa HCTEUECHHS CPOKA FOXHOCTH,
IITPHX-KOJ; 3aBOACKHE TEXHOJIOTIIECKHE KOJBL.
11. | Xpanenne Ipu Temneparype He Boie 25 °C.
12. | Cpok rogHOCTH 2 roaa
3amouenne: buconposnon-Tesa TaGaeTKH. HOKPHITEIE IIIEHOYHOM o6onoukoif 10 Mr 290320

HaMMEHOBAHHE Npenapara, HoMep cepun SAP
coomeemcmeyvem tpedbopannam HIL JICP-007326/10-230419.
COOTBETCTBYET/HE COOTBETCTBYET HoMep HIL
Svetlana'Chepeleva@ EJE:::L’{.Z?;::;@uyapham.:om
tevapharm.com Dute 30300421 1364 soso0r
(moAmucs) (nara)
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