antibiotic
CEPTUOUKAT CEPUM
/leKapcTBeHHOro npogyKkra

No. 0720

HasBanue npogykra: MHhanammg-Tesa TaBNeTKM, NOKDbITbIE NNEHOWHO 060n0uKoi 2.5
Mr (6amcTep) 10 x 3 (nayka KapTOHHaRA)

CTpana HasHaueHus: Poccua

Homep perucrpaymonroro YAoCTosepeHua: /ICP-006069/08

HA NCP-006069/08-150719

Conepxarue AeHCTBYIOWero BrwecTsa: 1 Tabnerka cogepxur : MHganamuga
remurugapatr 2.5 mr

Jlekapcrsexnasn dhopma: TabneTku, NoxpeiTsie NNEHOYHOM 060N0UKOM

Pasmep u Tun ynakosku: Mo 10 1abnetok 8 6aucrep MBX/aniomurnesas tonera, no 3
6/mcrepa 8 KapTOHHYI0 Naqky

CepuAa Ne: 144121; pasmep cepuu: 32862 yn.
Aava msr.: 14.05.2021
Cpok rogHoctu: 31.05.2023

HassaHue u agpec nNpouasoAUTENA - MecTa Npou3BoACTBa:
BanKaHd)apma-PasrpaA AL
Bynesap "Anpensckoe BOCCTaHue"”, 68, 7200 Pasrpaa, bonrapus

Homep Paspewenus Ha NpousBoacTBo /Nuyensua mnu Ceprudmkara coorsercraus
Npasunamu NpoMsBoACcTBA M KOHTpOAA KavecTsa nekapcraeHHbIx cpeacrs (GMP)
npou3BoguTens:

1.Paszpewenmne wHa NPOM3BOACTBO  NeKapcTBeHHOro npogykta Ne BG/MIA-0156
/23.04.2020, Bbigako Bonrapckoi nekapcreennois areHumen, Pecny6amku Bonrapuu.

2.Ceprucukar COOTBETCTBUA Mpasunam NPaBuabHOro npoussoacTea
NeBG/GMP/2018/126, BblgaHo  Bonrapckoii nexapcreernon areHuuen, Pecny6auku
Bonrapum.

MHdopmauma o AeHCTBYloWeM BewecTae

Ha3ssanue AenCTByIOWero Bewecrtsa : INDAPAMIDE, Batch No. IPMACOO3; Batch No.
IPMA1303

Hassanue npoussogurens: QUIMICA Sintetica S.A.

Aapec npoussogutens : C/ Dulcinea s/n, 28805 Alcala de Henares (Madrid),
Spain
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Pesynsratel aHanmza :

2.5 mr (6auctep) 10 x 3 {

MHaanamup-Tesa Tabnevky, NOKPLITHIE NNEHOYHOM 0BONOYKOMN
navka KapToHHan), cepma Ne 144121

Samuayhuma-ﬂ'a:ymd AD

United Holgaiin Koak

GS Lpitisky vastuniy Bhvd.
Raxgrad 1234, Bulgara

1385 iBa; 612 2
Peldut B £3e 112

Ne Mokasatenu Hopmbi Pesynbrartsl Metoaw:
1. | Onucanme ABOAKOBBINYKNbIE TaBneTiw, Asoskossinyknuie TabneTrn, roPo,
: NOKPLITLIE RAEHOMHON 06ONOYKON, NOKPuiToie NABHOMHON BUIYANbHLIA
Genoro wnm nowTk Genorc useta; Ha 060noNKon, nouTw 6enoro
nonepevHom papese aapo Genors UBETA; HA NONEPEYHOM
. WAK NoNTH Benoro usera paspeie Afpo noutu Genoro
: usera
2. | Pogmnmoct BPEMS YAEDKUBAHUA OLHDBHOMO Mvea Ha NonomutenbHa B3IXX
i | XDOMATOr DAMME HCMbITYEMOrO PacTaopa
{ AO/KHO COOTBETCTBOBATL BPEMEHM
i YAePMUBAHKA NKa MHaanammaa Ha |
! XPOMaTOrpamMme CTaHAAPTHOrO pacTeopa !
i Ha Xpomartorpasmme ucnbiTyemoro :
| P3CTBOPA NATHO NO NONCKEHMIO, ! |
I | MHTEHCMBHOCTW OKPACKM M BEAMYMHE i i
i AOMKHO COOTBETCTBOBATL NATHY Ha l '
XPOMATOr Pamme CTAHAAPTHOTO pacTeopa | i
flonomure nsma TCX
3. PacTacpeHme He menee 75 X (Q) o1 HomUHaNBHOrO Mian, 99 F® PO wau Ph. Eur,,
cogepanma Cy(H, CIN,0,S Maxc. 100 Yo
{(MHaanamiga remrapata) yepes 60 99 CnexTpodotoMeTpua
MHH,
4, Cpeannn  macca W | O194.8 20 110.2 mr 102.4 F'® PO muan Ph, Eur,
. OAHODOAHOCTL MaCCh (102,51 7.5%) !
' He Gonee 2 m3 20 HHAHBKA YA NbHIX ’
: MACC OTKNOHRIOTCA OT CPeANeR MacChl |
I 6onee yem Ha + 7.5 % u Hu oaHa
: MHAMBUOYANLHAR MACCA HE GONMHA S1.4%441.7%
OTKNOHATLCA OT CPpeAMElt MacCh! . .
Gonee wem Ha £ 15 %,
9. PoacTeeHHbie Npumeck B3IXX
HMHaanammuaa npumecs B
| He Gonee 0.5 % He o6mapyxetio
4-xnopo-3: i
CYNbhamonnbenionHan |
kucnora | He bonee 0.2% < L0Q
Nwbasn ran npumecs i
SRYHA Hpe { He Bonee 0.1% He o6Hapyxeno
Cymma ecex npumeced, 3a | He 6onee 0.3 %
MCKNIOHEHHEM NplMecH B ! < L0Q
]
6, MUKPOGMONOrHIECKER ! F® PO wnm Ph. Eur.
“MCTOTa i
i
Obuwee “ncno  a3pobHmix
e ol (Famc) He 6onee 10° KOE/r <10
Obuee uncno npommesbix v 2
biX rpuBoe (TYMC) He Gonee 10° KOE/r <10
Eschenchia coli Orcyrcreme s 1r Orcyrctayer
7. OpHopoaHocTs Nokazatens npuemnemocTv (AY) ans 10 AVe8.6 'O PO unu Ph, Eur,,
A03MPOBaHMA Tabnetok ne Bonee 15, ecm AV Gonee BIMKX
15, wnbitanwe nposogat ewe Ha 20
Tabnetrax,
AY ann 30 rabheTok we Gonee 15, a
COAEPNaHHe QEACTBYIOUIETO BoLeCTBA B |
Kamaoh TaBneTke fonwHo bure of 0,75
Moo 1.25 M.
8. KonmvecTeenroe Or 2,38 mr 80 2.63 mr MHpanammga 2.50 BIWX
onpeenerne remMMapaTa 8 Tabnetke
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Kommemapun/mewanun:
XPaHeHue - npy Temneparype we Bbiwe 25°C.

Aexknapauyusa no ceprudmKaumu;

JTtum 8 YROCTOBEDAI, YTO BbIWEU3NOXKeHHan nHdbOopmayma AOCTOBEPHA M TOYNa. Cepun Ne
144121 NeKapCTBeHHOro npoAyKTa UHganammug-Tesa Tabnetku,
060104K0i 2.5 mr (6amcTep) 10 x 3 (nayka KapToxHas) NpousseneHa, sr0Yas YNaKoBKu
M KOHTPONA kavecTsa, BbIWEHA3BAHHbIM NPpon3BoAUTENeM B NoNHOM
ACUCTBYIOWU MMy

Ha cepuio, ynakosky u
U obHapyxeHbl B COOTBETCTBMM ¢
npoun3soacTea u KOHTPONA KavecTsa NEeKApPCTBeHHBLIX cpeactsa (GMP),
Npoaykt BbINyWEeH Ha pbiHOK,

ynonuomoueuuoe N1y, YAocToBepswwero cepum:
Hma ®amiunug
CoHn MBanosa

YnonHomoueHnoe nyo
Banxancbapma-Paarpag A
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