antibiotic

CEPTUOUKAT CEPUU

JIeKapCTBEHHOT 0 NMPOAYKTa
No. 0358

HassaHue npoaykta: TPOKCEBA3SMH® kancynsl, 300 mr (6auctep) 10 x 5/10/50

CtpaHa Ha3Haverua: Poccus
Homep pervcrpauunoHHoro yaocrosepenms: 1 N012713/01
CopepxaHue geHCTBYIOWEro BewecTsa: 1 Kancyna cogeput: TpokcepyTHH 300 mr

JlekapcTeeHHan dopma: Kancybl
Pazmep 1 THI ynaxkosku: 5 6aucTepos no 10 Kancys B KapTOHHOM Nadxke

Cepua Ne: 107919; pasmep cepuu: 10246 yi.
Aata mar.: 04.02.19
Cpok rogHocTu: 02.2024

HazBaHue 1 agpec npouseogMTENA - MeCTa NMPOM3BOACTRA!
bankaHdapma-Pasrpag A/
bynbBap Anpenbcroro Bocctanma, 68, 7200 Pasrpag, Boarapus

Homep PaspelieHna Ha npoussogcTBo /AuueHzna mau CepTuduKata COOTBETCTBUSA
MpaBunamm MPOM3BOACTBA M KOHTPONA KayecTsa JeKapCTBeHHbIX cpegcts (GMP)
npou3BOAUTENA:

1.Paspelesre Ha npoM3BOACTBO NleKapCTBEHHOro npoaykta Ne BG/MIA-0060
7/20.09.2018, BbijaHo BoArapcKoW NeKapCTBEHHOM areHumer, Pecnybamky boarapuu.

2.CepTUduKaT COOTBETCTBMA MpaBrnam APaBULHOTD NpPoOM3BOACTBA
NeBG/GMP/2018/126, ebifaHo boarapckoi nekapCTBEHHOM areHuueid, Pecnybauku
bonrapuu.
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PesynbTartel aHanusa : TPOKCEBA3SUH® kancynel, 300 mr (6nmncrep) 10 x 5/10/50,

cepua Ne 107919:

Ne | florasarenw Hopmsi PezynbTartsl MeTofbl
1.
OnucaHne Teepgpie UMAMHAPHYSCKME | Teepabe unnMHapryeckme | BusyansHo
JenaTMHoBsle  Kancynkt  Nel, | swenaTMHOBbIe  Kancyas:  Ned,
KOPAYC - MENThIM, Kpbiledka - | KOPYC - MeNTbiM, Kpoluedka -
HenTad. wenTas.
Coflepiumoe Kancyn:
MOPCEUOK OT MKeATOTC J0 MopoiwoK menTore yeeta,
HEeSTO-3€/18HOM0 UBeTa, H&AM4Me KOHMNOMEDATOB,
JONYCKaeTCA Hanlyme KOTOPble NPM HA4aBAMBAHMM
KOHTICMEPATOB, KOTOPLI® NPHM | PacnafaloTcA.
HafaB/MBaHKWK pacnajalnTcs.
2. - Ha XDOMaTOorpamme
MOAMMHHROCTE MCALITYEMOrO PacTBOpa A0/TKHO MonomuTenbHa TCX
oGHapyHUBATLCA OCHOBHO®
MATHO, COCTEETCTBYIOWEE NO
genuyiHe Rf M MHTEHCHMBHOCTHM
OKPacKK MATHY Ha
XPOMETOTDaMME  CTEHAaDTHOTO
pacTaopa.
- PacTeop fosukeH OKpachTbeA MNonoxwmTenpha KaueCTReHHbIS peaKimu:
B /IMMOHHO-XenNThil LBET. -C X/IOPHAOM ANIOMHHMA
- PacTBop AGNMKEH NOCTENEHHD -C METHIOBbIM CAWUPTOM,
OKPACHTLCA B KPAcHbIM LBET. XJIOPHCTOBOAOPOAHOM
MonowurensHa KHCACTOM M MarH1em
3. Macca
COASPKMMOro O7 333 mr go 368 mr 352 fex
Kancyn M | OdHopodHocmb no mMacce -17%++1.7%
OAHOPOAHOCTL 10 | codepxumozo kancyn: Ana
macce 18/20:7.5% oT cpeaHeit Macchl
COAEPMMOrD Kancy.
Ana 2/20+15% oT cpepHeit
MACChE COAEPIKMMOTD KancyA.
4, PacnagaemocTb
He Bonee 30 MKH (€ fMCKami), 6 e Xl
5.
Motepa B macce | He Gonee 9%. 2 Esp. ©.
npu
BLICYLUMBaHHM
6.
Mukpobtrono- He Bonee 10° TAMC - obiee CooTtBeTCTBYET Eep. ©.
MM4ECKaA YMCTOTa | YMCA0  a3pobHbiX  BakTepuH
(KOE/m);
He Gonee 10* TYMC - obiuee
yucao rpubos (KOE/r);
Otcytcreme Escherichia coli
(8 1r)
7. KormyecTeeHH0e
onpegpeneHue Or 285 no 315 mr 310 YOd-cnekTpodotromeTpun
TPOKCEepYTHHa/
Kancyna
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KomMeHTapuu/3ameyaHms:

XpaHEHWe - B CYXOM 3alUMLLEHHOM OT CBeTa MecTe, Mpu Temnepartype He Bbille 25°C.

Jdexknapauma no ceptudHKaymm:

3TUM S YAOCTOBEPAD, YTO BbllUeM3N0KEHHAA MHDOPMaLMA JOCTOBEPHA M TouHa. Cepusa Ne
107919 nekapcteeHHoro npogykta TPOKCEBA3MH® kancynbel, 300 mr (61uctep) 10 x
5/10/50 npousBeaeHa, BKAOYAA YNAaKOBKM M KOHTPONA KayecTBa, BbllEHA3BaHHbIM
NnpousBoAMTENIEM B TMOJIHOM COOTBETCTBMM C [AEMCTBYWOLMMM TpeboBaHMaMM [lpasun
NMPOM3BOACTBA M KOHTPO/IA KayecTBa JieKapCcTBeHHbIX cpeactB (GMP) EBponeickoro Cotosa
u bonrapun u ¢ TpebosaHMAMM PerncTpaLMOHHOrO Y/A0CTOBEPEHMA CTpaHbl HasHayeHMs.
MpoTOKON Ha Cepuio, YNakoBKY WM MPOTOKOMbl aHaiM3a CepuM 6bliM PAaCCMOTPEHbI M
0bHapy»eHbl B COOTBETCTBMM C [lpaBMaaMM MNPOM3BOACTBA M KOHTPO/S KadecTBa
NexkapcTBeHHbIx cpeacTea (GMP). MpoayKT BbINYLEH Ha PbIHOK.

Uma KeanuduLMpaBaHHOro nMua, Y40CTOBEPAIOLLENO CEpHM:

Adanvena Aumosa
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Ctp. 3m33
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