AEKJIAPAIIUSI O COOTBETCTBHH

AEKJIAPAHT, IPHHUMAIOLUI JEKJIAPALIMIO O COOTBETCTBUU

000 "Tesa"

Ceedenua o pezucmpayuu opeanusayuu; Mexcpationnas uncnexiun Pedepansioli nanozosoti caysctvt Ne 46 no
2. Mockse 01.01.2008, OI'PH 102773 9033024, dama npuceoenus OT'PH 01.08.2002.

Adpec: 115054, 2. Mocxsa, yr. Barosas, 0. 35, Tenegpon. 8 (495) 644-22-34.

B muye: I'enepansuozo dupexmopa Spux Powe

Hosepennoe nuyo: Maxcumosa J1.A., dosepenrocme T-932 om 14.04.2019

3AABJIIET, YTO

Aekapcmaennoe cpedcmeo. Tpokcesasun, kancynvt 300 mz 10 wm., YNAKOEKU A4elKogble KoHmypHule (35), nauku
Kapmonnvie, PY Ne IT N012713/01 om 25.03.2008 (dama 3amenst PV 29.04.201 9), cepusn 168819, napmus
10177 ynaxosox, z0den do 01.09.2024, npoussodcmea Bankangapma - Paszpad AJ], Bonzapus,

6yn. Anpensckozo soccmanus, 68, 7200, Paszzpad, koo OKIIA2 21.20.10.145, koo TH B3 3004900002,
xoumpaxm Ne 71 om 01.09.2016, unsoiic Ne 2520021833 om 23.10.2019

COOTBETCTBYET TPEBOBAHUSIM

II N012713/01-290419

AEKJIAPALIMSI ITIPUHATA HA OCHOBAHHHU

npomokon ucnsimariuti Ne 9869 om 05.11.2019 ®XJT 000 "TH "Henoma ", ammecmam axxpedumayuu
RA.RU.21HP36, Cepmughuxam POCC BG.®M15.C89598 om 05.11.2019

AATA IIPUHATHASA JEKJIAPAITHU 06.11.2019

,7{7/ T Makcnmosa JLA.
MONIHCH OO0
CBEJEHNS O PETUCTPALIUU

OPT'AH I10 CEPTH®UKALIUU, 3APETHCTPUPOBABILIMI JAEKJIAPALIMIO

POCC RU.0001.11PM15 OPIAH ITO CEPTH®MKALIMH ITPORYKLIHH OBI[ECTBO C
OrPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH LIEHTP KOHTPOJ1 KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocksa, yn. Macmepkosa, 0. 4, am. 5, nom, I, kon. 1., adpec opearia no
cepmudpuxayuu: 143581, Mocrosckas obnacms, Hempuncxudi paiion, dep. Jlewkoso, 0. 248, cmp. 1, men..
(495)640-96-69, (495)787-92-78 seb-caiim. oyxw.peh.

AEKJIAPAIIHSA O COOTBETCTBUM 3APETUMCTPUPOBAHA N2 POCC RU A-BG.DM15.4.26943/19
06.11.2019
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antibiotic

CEPTUOUKAT CEPUU

NerapCTBEHHOroO NpoAyKTa
No. 1599

HassaHue npoaykta: TPOKCEBASUH® kancynel, 300 mr (6amctep) 10 x 5/10 (nayka
KapToOHHaA)

CrtpaHa Ha3HaudeHusa: Poccua

Homep perucrpaumoHHoro ygocrosepexma: 1 N012713/01

HA MN012713/01-290419
CopepxaHune agencTeyowero BewecTsa: 1 Kancyna coaepsmt: TpokcepyTvH 300 mr

JlekapcTeeHHana opma: Kancynbl

Pasmep v Tvn ynakoBku: 5 6amctepos no 10 kancyn 8 6auctep m3 MBX/An donsrm
BMECTE C MHCTPYKLMEM MO NPUMEHEHMIO B KAPTOHHOM Nayke

Cepusa Ne: 168819; pasmep cepuu: 10177 yn.
fata mar.: 21.09.19
Cpok rogHocTh: 09.2024

HassaHue u agpec npoMssoaMTENA - M@CTa NPOM3BOACTBA:
bankandapma-Pasrpag A4
bynbeap Anpenbckoro Bocctanma, 68, 7200 Pasrpan, bonrapus

Homep PaspeweHua Ha npouseoacTBO //lMUEH3MA uaM CepTudmKata COOTBETCTBMA
MpaBunamu nNpousBOACTBA M KOHTPO/NIA KayecTBa JIeKapCTBeHHbIX cpefcts (GMP)
NpoM3BOAMTENA:
1.PaspewerHne Ha npoM3BOACTBO JeKapCTBEHHOro npoaykta Ne BG/MIA-0060
/20.09.2018, BbigaHo bonrapckon nekapcTBeHHOM arexumen, Pecnybamku Boarapum,

2.Ceptrdumkar COOTBETCTBMA Mpaeunam NpaBMULHOTO npousBoacTBa
NeBG/GMP/2018/126, BbigaHo bBonrapckoi nekapcTBeHHOW areHumen, Pecny6amki
bonrapum.

Crp. 1u3 3

Balkanplarma-Razgrad AD 68 Apriisko vastanie Bled 1 -353 84) 612 213 bphraasantibiotic. brg
Razgrad 7700, Buigana 1+ 358 {B4) 834 172 VAT BGB2EU4382E

United Bulgarian Bank Bunk Cods UBBSBGST RAN BGSEURBS 2701010050270



PesynbTaTbl aHanusa : TPOKCEBA3UH® kancynel, 300 mr (6amctep) 10 x 5/10 (nadka
KkapTtoHHan), cepua Ne 168819:

Ne

lMokazarenm

HopMmbi

Pezynbrarkl

MeTtogel

T4

OnucaHume

Teepasie UMnrHAPHYECKHE
KeNaTMHOBbIE Kancynibl Not,
HOPMYC - WeNTbid, KpbllueyKa -
HenTan,

Coaepxumoe Kancyn: NopoLoK
OT XEeNTOro A0 KeNnTo-3e/1eHoro
uBeTa, AONyCKaeTCA Hanuyme
KOHIIOMEPATOR, KOTOPbIE
paspyujamTcn npu Nerkom
HaAaBIMBAHMW CTEKNAHHON
Nano4uKoM.

Teepable  UMMHAPHMUECKKE
HKeNaTtMHOBbIE Kancyael HNel,
KOPNYC - JKenTbid, KPbleyKa
- MenTas,

MopowoK KenToro yeeTa,
HanM4yMe KOHrOMEPaTo.,
KOTOPbIE PaspyWwaknTca np1
Nerkom HafaBnuBaHKK
CTEKAAHHONM MANOYKOM.

BrzyansHbii

| MoanuHHOCTL

Ha xpomatorpamme
UCMbITYEMOrO PACTBOPA [OKHO
06HapyMMBaTLECA OCHOBHOE
MATHO, COOTBETCTBYIOLWES MO
senudMHe R M MHTEHCHMBHOCTM
OKPacKHM NATHY Ha
XPOMATOrPaMMe CTaHAapTHOrG
pacTeopa.

PacTBOp AC/MKEH OKPACHMTLCA B
3eNEHOBATO- KENTHIH LiBeT.

PacTBOp A0/MKEH NOCTENEHHO
OKPacMTbCA B KpacHbIi LBeT.

MonoxuTensHa

MonowuTeneHa

NonoxuTensHa

TCX

HauecTBeHHbIC peaKkumuu
€
XNIOPHACM BIIOMUHKS

METUAOBLIM CIMPTOM,
XNOPUCTOBOAOPOAHOM
KMC/IOTOM M MarHuem

Macca
COAEPHUMOro
Kancyn
0AHOPOAHOCTE
Macchbl

Ot 333 mr po 368 mr
18/20 + 7.5 % ot cpegHew
MaCChl COAEPKMMOro Kancy.

2/20 + 15 % oT cpepHel Maccel
COAEPMMMOro Kancysn.

349
47%++1.4%

EBp.@. nnu Mo Xl

PacnagaemocTb

He 6onee 30 munH

Eep.®. unu M@ Xl

Motepa B

macce
NpM BbiCyLWMBaHMK

He Bonee 9 %

Eep.®. uamn e Xl

Murpobuono-
rUYecKan JcToTa

Obuiee yucno a3p06HbIX
MMKPOOPraHMsMoB - He Bonee 10°
KOE/r

Obluiee 4MCNO  ADOHGKEBBLIX M
nnecHeebix rpubos - He Bonee
10 KOE/r

Escherichia coli - otcycteme 8 11
KateropuAa 3 A

CooTtseTtcTeyeT

Esp. @,

mnn TP Xl

OaHopoaHOCTL
[03KPOBaHUA

Kputepum npuemaemoctn (AV )
ana 10 kancysn gomkeH GoiTb He
bonee 15.

AV ans 30 kancyn fo/mKeH BulTs
He 6onee 15; copepxanue
aKTMBHOTO BeU|eCTBa B KamA0H
Kancyne AoMkHo BbiTe 0T 0.75
M oo 1.25 M.

CooTBETCTBYET

EBp.@. vau Mo X,
pacyeTHO- BECOBOM

KonuuecTreHHoe
onpegensHue

Ot 285 no 315 mr

302

Y@-cnektpodoromeTpua

Balkcanpharma-Razgrad AD

68 Aptilzko v
Razgrad 720

tanie Bivd
10, Buigaria

Crp.2mu3 3
hphraz€ antibiotic. by
VAT BGB2B043B28

United Bulgarian Bank

Rank Code URBSRGS!

BAk BGERUBBS IICH0100002°0




KomMMmeHTapuu/3ameyarHma:

XpaHeHWe - B CYXOM 3allMUEHHOM OT CBETa MecTe, NpKu Temneparype He sbiwe 25°C.

dexknapauma no cepTuduKaLmm:

3THUM A1 YAOCTOBEPAIO, YTO BbillEU3NOKEHHAA MHDOPMALMA OCTOBEpHa M TouHa, Cepus Ne
168819 nekapctBenHoro nposykta TPOKCEBA3WMH® wkancynsi, 300 mr (6amctep) 10 x
5/10 (nauxka KapTOHHaA) NPOM3BEAEHA, BK/IOMAA YMaKOBKM W KOHTPONA KadecTea,
Bbil€HA3BaHHbIM  MPOW3BOAMTENEM B NONHOM  COOTBETCTBMM C  AEMCTBYHOLIMMM
TpeboBaHuami lpasmn NpoM3BOACTBa M KOHTPONS KAa4eCTBA /IEKAPCTBEHHbIX CPeaCTs
(GMP) Esponeickoro Cowsa # bonrapui M ¢ TpeBoBaHWMAMM PerucTpaumMoRHOro
YAOCTOBEPEHMA CTpaHbl HasHayeHua. [1pOTOKOAN Ha Cepuio, YNakoBKY W MNPOTOKO/b
aHanMla cepun BbiNM pacCMOTpeHbl W OBHapYKeHbl B COOTBETCTBMM ¢ [lpaBuiamu
NPOM3BOACTBA M KOHTPONAR KadecTBa NeKkapcTeeHHbIX cpeactea (GMP). MpoayKT sbinylleH
Ha PbIHOK.

MMa KBanmpUUMpPaBaHHOro 1MUa, Y40CTOBEPAIOWEro CepHM:
Jarnvena Jumosa

KeannpuumnposaHHoe nuuo

bankandapma-Pasrpag A4 —
BynbBap Anpenbcrkoro BocctaHus, 68, 7200 Pasrpag, Bonr’rap_ BEANPHAR MA RAZORAD AT ]

Cha ARMA HAZ
| 7200 RAZGRAZ BG
MoAnMch KBaNM(UUMPABAHHOrO LA, YAOCTOBEPAIOLLETO CEPHM: QJ////

flata noanucanmsa: (7. W~ A9

Crp. 3133

hphraz

Balkanpharma-Razyrad AD 68 Amilske vastanie Bled.
igara VAT B(

Razgrad 7206
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