| CEPTR®IKAT AKOCT!I Bigain xonTposw sxocyi

+ 4
Le g Pa?lpbaf" na DapMaucsBTUIHKE 3ABOA
- "MOJBOAPMA" C.A. Bingin

Mepana B Cepansi

Ne 433 3144 98 - 200 Cepans, syn.JTonscnkol
Oprauizaui’ Bifickkonoi 57,
pys. B. Jloxerka 10, TTonsiua

Halimenysanns npoxyxuii: YIBTPA®ACTHH, rens 2,5%

Kpajna-supotrux: TIOJBLHIA

Homep peecrpaniiinoro nocpinuenns: UA/9278/01/01

Cuna Ji/AKTEBHICTE: 1 T Te/mo MICTHTb 25 Mr KeTONpogeHy NI3HHOROY COi

Jlikapceka dopMa: rens 2,5%

Pozsmip i T ynakosxu: no 50 ry 1y6i; o | Ty0i y xapTonsi#f Kopobui 3 MapKyBaHHAM YKPatHChKOH MOBOIO
Homep cepii. 050623

Poamip cepil: 17544 yn.

Hara upoOynnrea: 06.2023 p.

Aata saxitieHnst Tepminy npuaarsocti: 06.2026 p.

HaliMeHypanng, micuesnaxomsenms BUPOOHMI(TBa: DapMauepTHYHUI 3ason "TIOJIBMAPMA" C.A. Binmin Menaua B
Cepansi, Byn. ITonsckxoi Oprapizanii Biiicsxosoi 5%7; 38-200 Cepans; NOJBIHA
Howmep niuensii; GIF-TW-N-4001/WTC037/295/13

Ceprudixar signogintocri GMP: TWSF.405.22 2021 AP T IWTC/0037 03 01/89

HAVMEHYBAHHS [TOKASHHKIB BUMOTH PE3YJILTATH
BUIIPOEYBAHDL
Onuc Bin Oe3bapBHOro 4o CBITRO-KOBTOTO KORBODY | RIATIOBIAAC
Bizyanbno Telb, Mpo3opli abo 3nerka onanecLenTE .
CHpaBXHICTS L THIX
~ KeTONpoge Ry N3HHROBa Cilip KoedinienTn Rf ketonpodeny i misngy nosuuui|sinnosinac
BIENOBiZaTH KoedillieHTam Rf erannapris.
2, BEPX
Yac YTPHUMYBaHHA OCHOBHOTO HiKa
KeTonpodeHy HA XpoMaTorpaMi | sianosinac

BHNPOQYBAHOI'0 POIIHHY Mac BIANOBIAaTH Hacy
YTPUMYBaHHA Miky Ha XpoMaTorpasi posymnby
pobaioro CTaHNAPTHOrO 3paika xeronpodgery
JI3HHOBOT COJIi.

Hac  yTpumyBaHHf  nixie KOHCEPBYIOUHX

KOFICEPBANTH: pLHOBHH:  METHNDAparifpokcuGensoary
Merunnapariapoxcibensoar nponinraparitpokcubensoary Ha
Hponinaaparigpoxcubenaoar XpoMarorpaMi BHNPOSYBAHOTO pPO3YHHY Mac

BLAMOBINATH  WaCy yTpUMyBaHHs nixy Ha
XpOMarorpaMax po3uHHIE pabOYMX CTaHaapTis
MeETHNTaparinpoxcubenaoary i
AporAnaparinpokcubensoary.

KinekicTs remo B ynakopLi ne menwe 50,0 r (ans yrnaxosxn S0 r) BIANOBLIAE
BATOBHI o

pH norexuiomeTpHuHo 6,0 - 8,0 7,2
Croponni gominxn (BEPX)

- IoMiuika A KeTonpodeRy He Bonee 0,1% <{0,1%

[ 3- anemunbensodenon]

- Romiluka B ketonpodeny He bonee §,1% <0,1 %
[2-13-wanboxcubiosing nuorionaeor ke o1

- OKPEMOT HeRLIOMOT NOMILIKH He Bonee 0.2%

- cyMa ICHTHDIKOBAHIX i
HEIAEHTIHDIKOBAHUX AOMIILOK

He Bonee 1,0%

[ S—

Kinokiche apgsnadenns keTonpobedy nizHgopol| Apwu BHOYCKY CCPIE B (/10 3aKiRUeH st Tepmiyl 4
conl B 100 r remo oGir npyastTHocTi
BEPX

23826271 225r-275r

- neroa—may




Merwmapariapokcuberaoar
Hponianapariapoxcifensoar
BEPX

3MicT koncepsanTis B 100 r npenapaty

NDH BHIYCKY Cepiif B
oGir

X0 3aKingenns
TepMiny
NPHAATHOCTI

0,135r-0,165r
0,045 r-0.055r He

He MeHme 0,120 ¢

Memine 0,040 r

10,148 ¢

0048 r

Mixpobionoriuna uncrora *

3rIAHG 3 YuEHOI0 Ph.Eur,
IjIs  npenaparip h2H1
3ACTOCYBaHHA

SOBHIIIHLGIO

BIINOBINAE

* He pyrunne sunpoGyBanug, NpoBOARTLCA MK KOKEOL 3 CeDii.
% poly P

Hun 5 saceimuyio, mo nasenena pume inbopMaiia ¢ JocTOR]
(BIBOUSOUN TIAKYBAHHS/MapKyRAHHS) Ta MPOBEAEHO KOHTP
BIXTIOBIAROCT] 3 BMMOraMy GMP, BCTAHOBIEHIME MicLEeREM perynaTopH
RO MICTHTECA Y peecTpauiiiHOMy A0ChE. [poToxony BupobHRrLTREA, MTaKyp

BIOBIONICTE GMP.,

Hpiasnine 1a nocana 0c06H, YNOBHOBIMKEHOT Ha BHIAYY HO3BONY HA BHILYCK Cepil:

Hizopc;
Hara mianncagas: 11.07.2023

Whaco

Stvszy Spsrjaﬁs( 5. Lgewnieniy Jakos

Osobe

Seniar Quakyy Assirance Spediafisl/Qualf

Maigorzaty

Wiylewy ikowaneg

Ko &1 Person

one 1t AKOCTI Ha BHOIE3a3HAYeHidl AIMLHWLI
HM OPTaHOM, a TAKOX BIAOBIAHO Mo crenydikawil,
AHHA Ta aHaNi31B §YJIO NEPETNIIHYTO T BCTAHORIICHO

pHoro Ta Tounowo. o cepire npoaykuii 6yno supobieno

Y INOBHIHA




17.10.2023

AEPKABHA CJIYIKBA 3 JIKAPCHLKUX 3ACOEIR
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KUERI

npos. Hanii Ceitanunor, 3. 02099. res. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa CJPITOY 37079055

BUCHOBOK
NPpO AKICTH BBE3EHOTO B Ykpainy Jgikapebkoro 3acoly

Ne 52908/23/26

YJIbTPAGDACTUH

(nakiMenysannsg HIKAPCHLKOro 3acoby 3riano 3 PCECTPAIUHHUM NOCBI/IYCHTISA )

rejib 2,5% no 50r y 1y6i; no 1 TYOi y kapTouuiii kopo6ui

(popma Bunycky, n03ysanis, pua NAKYBAHHA JiKAPCEKOrO 3acoly)

Howmep peecrpauitinoro nocsinvenns UA/9278/01/01 CTPOK AT peecTpauiiHoro nocsinvekns HEOOMEKEHH

Cepis nikapcbkoro 3aco6y Ne 050623 KinbkicTs BeeseHoro nikapeskoro 3acoby 17544

Bipobunk

Beeseno B Ypainy

DapmauesTnunnii 3apox "TIOJIBGAPMA" C. A Bigain Mepana B

Cepansi, [Mospma
(HaliMcRYBaHNS BUPOGHHKA nikapebkoro 3acoly, kpaika MOXO/KEHHA)

Tonapuerso 3 o6Mexenoro BiAnoBiaaabHicTio "IMNOJIBOAPMA
FOA", inenT. kon: 42781598

(Hafimenysanns ta kon 3a CJIPIIOY IoprAKYHOT acolbu abo npissHILe, iM'A. 110 GaThkon] (hiznunoy
OCOGH - nianpuemus, it MicLe npoxkHpanss ta peecTpauifinuii Homep 06aikonoi kapTku nnaTHMKa
noxarkis abo cepis Ta Homep nacnopra)

[MpoTokosn Bisyansnoro koutpomio pia 17.10.2023 Ne 3136/3.

3a pesynbratamu

ACPKABHOIO  KOHTPOMK)  BCTAHOBAEHO., ikapcokuii  3aciG  BBeseHo B Ykpainy 3

QHOAABCTBA WI0A0 3a0e3reueH A JKOCT Slikapcekux 3aco6in,

IBan 3AJIBOPHUX

o HE e m - - -

(ninnmc) (ininiaum ta npissuue)

e e e

#TPOJIO)




