hah, A

JEPKABHA CJIYVKBA 3 JIIKAPCBKHUX 3ACOFBIB

TA KOHTPOJIIO 3A HAPKOTUKAMMAX y M. KUEBI
mpoB. Hami Ceitionunoi, 3, Kuis, 02099, ten.: (044) 295-26-85
e-mail: dls.kyiv@dls.gov.ua, https://www.dls.gov.ua Kox €IPTIOY 37079055

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JIIKapChbKOro 3acody

03.08.2023 Ne 39440/23/26

YIABTPA®ACTHUH

(HaliMCHYBAaHHA JIIKAPCHKOT0 3ac00y 3TiZHO 3 peecTpaliiiHUM MOCBITIeHHAM)

reqb 2,5 % mo 30 r y Ty6i; mo 1 Ty6i y kapTouuiii kopooui

(popma BuyCKy, 103yBaHHS, BHI NaKyBaHHS JiKAPCHKOTO 32c06Y)

Howmep peecrpauiiinoro mocsimuenns UA/9278/01/01 ctpox gii peectpaniiinoro nocsiauenns HeOOMEKEHUH
Cepis nikaperkoro 3aco0y Ne 040623 Kinskicts BBe3eHoro mikapeskoro 3acoby 14000

Dapmanesrnunnii 3asox "TIOJIbAAPMA" C.A. Bignin Menana B

Bupobunk :
P Cepansi, [Tonsura
(HaiiMeryBannsa BUPOOHHKA TiKapChKOro 3acoby, kpaila MOXO/7KEHHA )
Breseno B Ykpainy ToBapucrso 3 o0Meskenoro Binnosigaanbuictio "IMTOJIBOAPMA

IOA", inenT. xon: 42781598

(HaiiMeHyBaHHs Ta koA 3a €JIPIIOY ropunnunoi ocobu a6o mpizBumie, iM's, 1o 6aTEKOBI (h131H9HO]
0cobu - mianpuems, i Miclle IPOXHUBAHHA Ta peeCTPaLiHHMIT HOMED OOJIIKOBOT KAPTKY [1JIATHUKA
MOJaTKiB abo cepis Ta HoMep macrnopra)

ITpoToxoa BisyansHoro xoutposo ein 03.08.2023 Ne 2205/1.

3a pesynpTaTaMM JCPKABHOTO KOHTPOJIO BCTAHOBJICHO, 110 NiKapcekMit - 3aci®  BBeseHO B YkpaiHy 3

JOTPHMAHHSNM BHMOT 3aKOHOAABCTBA MO0 3a063MIeYeHHS SKOCTI JIKapChbKHX 3acO0IB.

HavanpHuk Mukosa XOJIOJIJEHKO

(mocanosa oco6a opraHy Aep’KaBHOrO KOHTPOJIIO) (mianuc) (iHiriany Ta npi3BUIIE)

M.IL




CEPTU®IKAT SIKOCTI

Biain KoHTPOII0 AKOCTI
PapmauesTHYHHI 3aB01Q
"TIOJIBMAPMA'" C.A. Biaain
Menana B Cepansi
Ne 433 3091 98 - 200 Cepans, Bya.[lonscekoi
Opranizanii BicbxoBoY 57,
Bvi. B. Jlokerka 10, Iloasuia

Ha#ivenysanus npogyxuil: YJIbTPA®ACTHH, rens 2,5%

Kpaina-supobuux: [IOJIbLLA

Homep peecrpamiiinoro nocsipueqsHs: UA/9278/01/01
Cuna ait/akrusnicTs: 1 r remo Mictuts 25 Mr keTonpodery N3HHOBOT CON|

Jlikapcexa opma: rests 2,5%

PosMip 1 Tun ynakosky: 1o 30 ry 1y6i; no 1 ty0i y xapToHHIi kopelui 3 MapKyBaHHIM YKPATHCLKOK MOBOIO

Howmep cepii; 040623
Posmip cepif: 31487 yn,
Jara pupobuunrsa: 06.2023 p.

Jatd 3akIH9eHHS TepMity nipugavaocTi: 06.2026 p.

HakdimenyBanns, micuesHaxokenHa supobuuntsa: ®apmauestinunnii sagon "MOJIBOGAPMAY C.A. Binnin Menana B

Cepanzi, Byn. Ionscekol Opranizanii Bilicexopoi 57; 98-200 Cepaus; ITOJIBIA
Homep nmiuensit: GIF-IW-N-4001/WTC037/295/13
Cepradikar pianosignocti GMP: IWSF.405.22.2021.IP.7.1WTC/0037 03 01/89

- ZoMimka B keTonpogieny

[2-(3-kapboxcuthenin) nponiosospl Kuciomi]
- OXpPEMOI HeBiAOMOT DOMIIIKH

- cyMa iacHTHGIXOBaHUX | HeineHTH(IKOBAHHX
JOMILOK

He Oinsine 0,2%

He binkiue 1,0%

Kinpkicse BuznaueHna keronpodeny s1izHHOBOT
coni B 100 r resito
BEPX

NPH BHRYCKY cepil B A0 3aKitsieHHY
obir TEPMiHY
NPHIATHOCTI
2,38r-2,62r 2,25r-275r

[HAMMEHYBABH# [IOKA3HHKIB BHUMOTH PE3VYIIBTATH
BUOPOBYBAHL
Omne Bin ©Oesbapenoro 10  CBITNO-XKOBTOIO|BIANOBiAAE
BizyansHo KONbOPY Tenb, nposopud abo 3nerxa
OMANICCLIEHTH . B
CnpasxHICTD L. THX
- KETONpog ey NI3MHOBA Cillb Koegiuieatn Rf xetonpodeny 1 aizmHy|Bianosinae
[MOBMHHI BIAHNOBIZATH KoedimicHTam Rf
CTAHJapTIB.
2. BEPX
Yac  yTpHMyBaHHA  OCHOBHOTO  WIK&|BIANOBijae
KeTonpodesy Ha XpoMaTorpami
BHIIp0OYBaBOIO PO3YHHY Mae BiANOBLIATH
qacy yTpMMYBAaHHA IIKY Ha Xpomarorpami
po3unHy poBOYOro CTaHAAPTHOTO 3pa3ka
keTonpodeny JI3MHOBOT COL.
KOHCEPBAHTH! Yac yTpHMYBAaHHA MiKiB KOHCEPBYKOUHX
Merunnapariapokcubenzoar Pe4yOBUH: MeTuUNnnapariipokcubeHzoaTy |
Hponinnaparigpoxcnbenszoar nponuinaparigpokcunbeHzoary Ha
xpomaTorpami BHNpoOyBaHOrO pPO3UHHY
Ma€ BIIUNOBILATH 4acCy YTPHMYBaHHA MKy
Ha XpoMaTorpaMax po3YHHIB pobouyunx
CTAHJAPTIB METUNNAaparigpokcubensoary |
nponinnapariapokcHbeH30aTy.
KinbxicTs re B YnakoBL He menwe 30,0 r (3715 ynakosoxk 30 r) BIATIOBINAE
Rarogui ,,
pH rnoTeRuioMeTpHYHO 6,0 - 8,0 12
Croponni nomimkk (BEPX)
- IOMilIKa A KeTOMpOdeHy He Ginbwe 0,1 % <0,1%
[ 3- ayemundenzoenon/
ne 6inwure 0,1% <0,1%




3umict koncepraHTiB B 100 r npenapary IpPH BHIYCKY C¢¢pii B KO 3aKiIHYEHIIS
obir TepMigy

MerunnaparigpokcHOeHsoar npHAAaTHOCTI
NponinnaparizpokcHBeH30aT 0,135r-0,165r e Memmue 0,120 {0,150
BEPX 0,045 r-0.055r ne menme 0.040r (0.045T1 o
MikpobGionoriyna uucrora * 3riaHo 3 yunnow Ph Eur. BiAnoBinae

A8 TNipenaparie UIA 30BHILIHBOTO

33CTOCYBAHHS

* He pyrunne sunpo8yBaHHA, IPOBOAHTHEA [ KOXKHOT 3 cepli.

LlaM 11 3acBinuyio, WO HaBexeHa Bule iHGOPMAla £ JOCTORIPHOK Ta ToYHOW. [0 cepiid mpoAyKii Oyo BHPOONIEHO
(BKIONAIOWM NAKyBAaHHS/MAPKYBAaHHA) Ta TPOBEAGHO KOHTPONL 11 AKOCTI HA BHINE3A3HAUCHIH nipHHII Y MOBHIN
BinnOBiHOCTI 3 BYMoraMi GMP, BCTAHOBIEHMMH MICLIERHM DErYJIATOPHEM OPraloM, @ TaKOXK BIANOBI(HO 10 cneuudikauii,
Wo MicTThen y peectpailiiiHoMy nocke, IlpoToxonn BupoGHMUTBA, NakyBaHHA Ta aHaii3is Oyno NEpEeriiHyTo Ta
BCTaHOBJEHO BianosianicTs GMP.,

TpiseHILE T2 Mocana 0coBy, yNOBHOBaKEHO] Ha BHa4y [A03BONY Ha BUITYCK Cepii:

Hara nignucanss: 11.07.2023 (]

e
Starszy Specialiste ds. Zopdwnienio JokoSa
/Osoba %’ﬁf‘-,!iw_!cﬂ]‘i kowana
Sentor Quatity Asssrance Specielt/Qualified Person
Malgorzata Kazmierczyk-Gruca

[Mignuc:




