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CEPTUOUKAT KAYECTBA

NTeKapCTBEHHOrO NPOoAYKTa
No. 1190

HazsaHmue npoaykra: HEYPOBEKC-TEBA TabneTku, MOKPbITEIE  MJIEHOYHOM
obonoukron, Ne 150

CtpaHa HazHadeHusa: YKPAUHA

Homep perucrpaumonHore yagoctosepenma: UA/7313/01/02;
NeMCTBUTENBHO N0 HeCCpOYHo

CopepiRaHue AercTBYoULero Belectsa: 1 TabneTka coemxuT @ TuammHa HUTPaT
(BuTammH B1) 15 mr; Nipuaokcuda rugapoxaopuz (BuTamun B6) 10 mr; UnaHokobanamiiH
(BuTammu B12) 0.02 mr

NekapcTeeHHas Gopma: TabaeTkm NOKPbITLIE MASHOYHOM 060/10UKOM

Pazmep w T ynakoBxku: 150 TabneTtok ynakoBaHHbIE B HEMNPO3PaYHYIo NAACTHMKOBYIO
GaHKy, C KpblwKkow. Kpbllka cHaGweHHad cywuTtenem. lnacTmiosas GaHka, BMecTe ¢
MHCTPYRUMEN MO MEIMLMHCKOMY NDUMEHEHMIO B KAPTOHHOM Mayxe

Cepuma Ne: 149820; pazmep cepum: 13295 yn.
Aata npouzsopgctea: 07.2020
CpoK rogrocTu: 07.2022

HazgaHue v afpec NpoM3BoAMTeNsa - MecTa Npor3BoacTBal
bankaHpapma-Pasrpag AO
ByneBap Anpenscroro socctakus, 68, Pasrpag 7200, bonrapus

Homep PaspelueHma Ha NpoM3BOACTBO //lMueHsma mnm CepTUdrKaTta COOTBETCTBMA
MpasunamMi MPOM3BOACTBA WM KOHTPONA KA4YeCTBA JIEKApPCTBEHHbIX cpedcTe (GMP)
NpousBOAMTENA:

1.PaspelieHMe Ha nNpPOM3BOACTBO neKapcTeexHoro npogykta Ne BG/MIA-0156
/23.04.2020, sigaHo bonrapckoi NekapcTBeHHOM areHumen, Pecnybamnku boarapui,

B cooTBeTCTMM ¢ CeptrdurrkaTom Co0TBETCTBKA lpaBmnam npasuisLHOro NPOY3BoACTEa
Ne 025/2020/GMP; aencreutenen go: 15.12.2020.

2.Ceptnhmrar COOTBETCTBMA Mpasunam npasuibHOro Npov3BOACTEA
NoBG/GMP/2018/126, BblfaHo BOArapckoi NekapCTBeHHOW areHuunen, Pecnybavku
bonrapuu.

Crp. 1uz 3

Daticanghgrme-Razgred AD




Pesynerarel aHanmsa : HEYPOBEKC-TEBA TabGnerxku, TnMOKpPbITble MIEHOYHOM
060104KoM, Ne 150, cepus Ne 149820:
No. | fMorasatenm ! TpeboraHua, Pesyneratsi é MeTopbi
| OONYCTHMBIS 5 KOHTPOisA
L ”{ _ fpegener E
11,1, BHewHmn Bug, ' Kpyribie Kpyrnpie | BuzyaneHo

| ABOAKOBbIYK/IbIE
| TaBNeTKM NOKPbIThie

ABOAKOBLINYKbIE

TaBNeTRU MOKPbIThIE

Ballcmpluarma-Rargrad AD

| MISHOMHGI 0BONOHKOM NAEHOUHOM
- ; ' ) 060/104KOM
1.1.2. | Uper Posoebli Po30BbIM BuzyasibHO
1.1.3. | Noanusnocts
i -TrnammHa HUTpaTa AomkHbl TCX, #X, Ph.
BbIASPHMBATL MonoxmTenbHbI Eur, 2.2.27;
MCNbITaHMA 2.2.29
| -MWprAcKCKHa FMAPoXAOpHIA ACTORHE! TEX X, Ph.
BblACPHKMBATH .
! N2 — MonokKuTEbHBI B dodedsy
2.2.29
AomkHbl ‘ ;
-UnaHokobanamiHa 5 BHIAEDIKMBATS Monoxurenshbl | ph Eur. 2.2.29,
HMCMbITaHKA | X
A 0nuHb! Ph. E
i | Ph. Eur. 2.2.25
-kpacutens Ponceaut 4 R E 124 0 il L |
lake * MCNbITaHKA :;
A0miHbl
-IvTarna guoKcmria BbIACDKMBATE T T MeTtoy prpmbl -
MCABITAHKA LEETHAA peaxis
1.1.4. | Macca oaHoKu TabneTku 102 mr E Oteevaer Ph.Eur.2.9.5
1.1.5 O4HOPOAHOCTE NO Macce 7.5 % 30%<451% Ph.Eur.2.9.5
[ 1.1.6 PacnafaemocTs He Boree 30 mux 3 Ph.Eur.2.9.1
1.2 '_;_Po,qcrgem-lble BeuecTsa Ph. Eur. 2.2.29,
| -POACTBEHHBIE MUPUAOKCUHA HX
rMAPOXN0OPHAY BEWECTEA, NO |
OTAE/bHOCTH He Bonee 0.5 % 0.064
1.1.8. | Cosepxanme aKTMBHBIX BELLECTB ' B
| B OAHOM TabneTre
| -TrammHa HTpata (Cy;H7Ns0,45) | 13.88 mr 2o 16.12 mr | 14.43 Ph.Eur.2.2.29
-NMupUAOKCHHA rMAPOXI0pKuaa n, 2.6.1;
[ (CgHy2CIND3) 9.0 mr o 11.0 mr { 9.7 Ph.Eur.2.2.29
| -UnororkoBanammua 5 n.2.6.2;
5 (CozHesCoN;40,4P) 0.027 sar po 0.033 mr 0.028 Ph.Eur.2.2.29
1.1.9. | MUKpoBuonoruyeckas YucTora = o Ph.Eur.2.6.12;
| O6uiee unco a3pobHbix i ; 2.6.13
| muKpooprakdnsmos (TAMC) He 6onee 107 KOE/r | <10
§ DO6lee YMCI0 APOHCKENR U
| nnecenen (TYMC) He 6onee 10° KOE/r | <10
| E. coli Otcyrcteue B 11 | OTtcytcrayioT
* He npozoAMTcsa PYTHHHO. McnbiTaHue NPoBOAAT A/A NEPBbIX TPEX CepkM B rof.
 He NPOBOAMTCA PYTHUHHOC MNPpH BeINYCKe, UcnsiThiBaOT KaxX Ay A&CATYI0 CepUio, CTP. 2133




KommMeHTapmum/3amedaHmna:

XpaHeHue - NpM Temneparype He ewiwe 25°C,

Jeknapauma rno cepTUdmKaLmm:

2Tm A YAOCTOBEPAIO, HTO BLILIEW3NOKEHHAA MHDOPMaLMSA A0CTOBEPHA M TouHa. Cepma Ne
149820 nexapctseHHoro npoaykta HEYPOBEKC-TEBA TabneTku, NOKPbIThiE NAEHOYHOM
obonoykol, Ne 150 npow3sezeHa, BKMOYAA YNAKOBKM M KOHTPONA  KayecTa,
BbilLi@Ha3BaHHbIM  MPOU3BOAMTENIEM B MOAHOM  COOTBETCTBMM € [ACMCTBYIOLMMM
TpeboBannamMM [pasui NPOM3BOACTBA M KOHTPO/IA Ka4eCTBA  JIEKAPCTBEHHbLIX CPeacTs
(GMP) Esponeickoro Coloza M boarapun u ¢ TpeboBaHWMAMM PerucrpalMoHHOro
YAOCTOBEPEHUS CTpaHbl HasHadeHmsa. [IPOTOKON Ha Cepuio, YNakoBKY M MPOTOKO/b
aHanM3a cepum GblNM PACCMOTPEHs! 1 MPM3HAHO COOTBETCTEME [lpasunam NpoM3BoACTBa
M KOHTPO/IA KAYeCTBa JIeKapcTBeHHbIX cpedcTea (GMP). MpoayKT BbiNyUWeH Ha pbiHOK.

Umsa YnonHomodeHHOro nuua, yAoCTOBEPALWEro Ceprm:
HAanvena umosa
YNOAHOMOYEHHOE A0

bankandapma-Pasrpag AO
BynsBap Anpenbckoro eocctadma, 68, 7200 Pasrpag, 50ﬁ£§j}ggf{_ I
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JEPKIIIKCIIYKBA
AEPIKABHA CJIYVKBA 3 JIKAPChbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU V KHIBCBKIHN OBJACTI

npocnekr Banepia JloGanoscskoro, 51, M. Kuie, 03110, Ten/daxkc: (044) 2753030
E-mail: dis.ko@dls.gov.ua https://www.dls.cov.ua, Koa €IPIIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOro B YKpainy JikapceKkoro 3acoby

12.10.2020 Ne 48250/20/10

HEYPOBEKC-TEBA

(nafMeHyBaHHA NIKAPCEKOTO 32C00Y 3TIHO 3 pEECTPALiFHHM NOCBLTICHIAM)
Ta0JIETKH, BKPHTI IVTIBKOBOIO 06010HK0K0; o 150 Tadaerok y 6anni; mo 1 6anui B xaprouHil
nagqni

(dhopMa BHIYCKY, JO3YBAHHS, BHI MAKYBAHHS JiKApPChKROTO 3acoby)
Homep peectpamiitaoro nocsimuenns UA/7313/01/02 crpok zii peectpaniiinoro nocsizzenna 01.01.2099
Cepin mikapcrkoro sacoby Ne 149820 KinskicTs BBR3CHOTO Tikapeskoro sacoby 13295

Bupobumx bankandiapma-Pasrpan AT, Boarapis

{ualimenysanus BUpoGHUKa JIKApCEKOTO 3aco0y, KPAIHA [OXOMKEHHA)

Bresero B Yrpainy ToeapHcTBO 3 0OMexkenow BinnosinaapHicTo "Tera Yirpalua', izenr.

kox: 34770471

(nadiverysanbs Ta kol 3a €IPIIOY opuaranol ccobu abo nipizeume, iM'a, o GaTskosi Qizvwmiof
ocobu - rinpuemug, il Miclle NpoXWBaHHA Ta peecTpali HEHA BoMep 001K0BOI XAPTKH MIATHWKA
noxarkis alo cepis T4 HOMEP HACNIOPTA)
Mpororon sisyaasnore kourpomo sin 17.09.2020 N 3057/3.

JlaGoparopHuit ananis gxocTi Aikapcekoro 3acoly 3nilcHe !

JITT "Lentpansua aGopartopis 3 aHami3y AKOCTi JHKapeeKrX 2aco6ir 1 MemugHOT mpoyKIi”
(M. Kuis, svin.Kyupapeska 10r)

(HaliMeHyBAKHS Ta MiCLE3HAXODKeHIA Naboparopil, mo nposena NabopaTopHuil apanis sKocTi)

BHCHOBOK MO0 SKOCTi Mikapehkoro 3acofy, Bunanuit naGopatopiero sin 08.10.2020 Ne 2870

Pe3yJeTaTH NabOPATOPHOTO AHATI3Y AKOCTI MKapehKOTo 3acoby 3a nepeBipeHUMH NokasHukaMy BiIIOBIAAIOTE
BUMOTaM METOJIR KOHTPOJIO SKOCTi (aHaniTHYHO-NOPMATHBHOT I0KYMEHTAIT).

3a pesyNbTATAMHM JEPKABHOIO KOHTPOMED  BCTAHOBNIGHO, 1100 JiKapchkmii 2aci® mRezeno B Vipainy 3
,IIOTpHMaHHﬁ M BHMOT 38KOHOIABCTBA MOMAO 3afe3neueHHs sSIKOCTI TiKaPCRKHEX 3acoiB.

3acty mtmc Ha'-xa.nbﬂuxa BhL iy
llcpfhannoi CYHOH 3 - mapwlcﬂx 3acobip

3yGapera H. B.
Ta Kompmuu 3a H;apKQ'rm\mm y Kuircekii

(imiuiany Ta npizsHme)
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