Z

JEPKABHA CIVKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMA Y KUIBCLKII OBJIACTI

npos. Ceirmranoi Hapni, 3, m.Kuis, 02099, ren/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOV 37078774

BHUCHOBOK
Npo AKICTH BBe3eHOro B YKpainy JNiKAPCHLKOTO 3ac00y

28.02.2024 Ne 4712/24/10

JJEBOAAP

(naffmMenyBanns nikapcskoro 3aco6y arifuo 3 peectpaniianm TIOCBi/HCHEAM) |
TabJeTKH, BKPHTI ILIIBKOBOIO 00010HK0K0, 0 500 Mr 1o 10 Tadnerow y Gaicrepi, mo 1
Suicrepy B KapToRHIH navi

(thopasa BHmycKy, To3yBanHA, BUY TIAKYBaHHA 1iKapChKOro 3acoby)
Homep peecrpauifiuoro nocsingenns UA/17911/01/02 CTPOK I peecTpaniiinoro nocsixuesrs 06.02.2025
Cepis aikapcsxoro saco6y Ne FDZ.61.301 KinsxicTs BBesenoro mikapcskoro 3aco6y 180

Bupobruxk 3im Jla6oparopis Jimiten, Tuxis

(maifvenyrauus BUpo6HHKA MiKapCBKOTO 3acoby, Kpaina TIOXO/IKEHHA)

Bsesexo B Yipainy Tosapucrso 3 o6Mesxenox BignosinareHicrio "EC DAPMA", inenr.

xox: 37193045

(maliMenyBanus Ta koj 3a EIPIIOY opuanunoi ocoby abo OpisBHiLE, iM's, 00 GaThKoBi GisuaHOT

ocobu - mianpremus, if Micue npoxueanms Ta peecTpaliinmii Homep 06IikoBol KapTiy MnataEka
NOoAaTKiB aGo cepis Ta Homep nacnopra)

IIpoToxon sisyansmnoro xonrpomo ein 13.02.2024 N 6019/2.

Jaboparopuwii anania sxocti TKapCEKOro 3acoby 3ailicrenuii:

AII "Ienrpansaa nabopaTopis 3 aHaisy sxocTi TKAPCEKUX 3ac06iB i Mexuamoi HpoayKmil"

(m.Kuis, Byn. Kympssceka 10r M.Kuis, syn. Kynpsmecrka 8B Kuincska obunacts, ¢. Hoei HeTpieni,
ByiI. IBana @panxa, 19)

(wafimenysanns Ta MicnesnaxopKeHns nabopatopii, o nposena naSoparopruii anania AKOCTL)

BucHoBok mozo skocti nikapcekoro 3acoby, supannit saGoparopiero six 27.02.2024 No 0366

Pesynsratn 11260PATOPHOrD aHAIsY SKOCTI AiKapCEKOTO 3acoBy 2a TIEPERIPEHHMH MOKAZHHKAMH BiAMOBiIaI0TE
BHMOI'aM METOMIB KOHTPOIO SKOCT] (ananiTHyHO-HOpPMATHBHOT JOKyMeHTaIii).

3a pesyapratamu ACPHABHOIO KOHTPONK BCTAHORNSHO, MO Jixapcskuii  3aci6 BBésﬁqriq_ B Yipaiuy 3

AOTPHMAHHSAM BuMOT 3aKOHOJABCTEA L0710 320€3MEY HHS SKOCTL JIKAPCEKHX sacobim,. = L %)
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3IM JIABOPATOPI3 JIIMITE],

5-21/22, MIJIC Epia, Kanmeursap, Harnyp,

IIraT Maxapanrrpa, 441501, Ingia
Bizniz Kontpomo Sxocri

CEPTU®IKAT AHATI3Y
T'OTOBUH MPOAVKT

3in ewx [noselne in
Mencin
Cropinka 133

JEBOAAP, Tabnerk,
BRPHTI NAiBKOBOID

Hassa npoayxry oGostonxoro, SO0 Mr mo 10 Ne npoToxosy aHanizy ZLL/FRI23/02926
Tabnerox B Gaicrepi, no 1
Gaicrepy y kapronuii naani
I'enepayuna nazsa ?Eggg)g{%lcg?ggg - Adara ananizy 19/12/2023
Hoatep cepif FDZ61.301 Jara sipobuunrea Hucrouay 2023
Posyip cepil 12 500 yrraxosox Tepmin npuparaocri JKorteds 2026

Posmip narywanns

1 x 10 Tabnerox

KinnkieTs spasky

10 ynaxopok

Jdara orpumanus

S 18/12/2023 Crenngirauin Ne/Kon CIIA ZLL/STP-QC-1141
Homnep nineunsii zapoxa
Koa nponyxTy FTDZ61 smpoBtes 1224
Kourpoasnuii nomep FTDZ61M231801 Hocnaanng USsP
Homcep 3IM JTABOPATOPI3 JIIMITE]Y,
pecerpaniiinoro UA/17911/01/02 Hasea Ta agpeca b-21/22, MIEC Epia,
oCBIAYeHES B - BHPOGHNYO0T Himeaui Kamvemrap, Harmyp, IHTaT
¥rpain Maxapaiutpa, 441501, Ingia
Na BuupoGysansa Crienudirauin Pesyanvar
n/n
1 Onuc CninIo-0BTOro KO50pY, TPOAORTYRAT, CBITNO-KOBTOrO KOILOPY,
BKPHTI NRIBKOBOK 000NOHKOK TablleTy, 3 NPOROBIyYBaTi, BKPHTI [UIBKOROIO
PUCKOIC HA OOHIH CTOPOHI Ta MIaNeHbK] 2 0BOIOHKOI0 TABIETRY, 3 PUCKOIO Ha
inmof OJIHIH CTOPOHI Ta FAAREHBK 3 tHIOT
2 | InenTadixkanin Hac YIpUMYBaHH OCHOBHOTO TiKY Ha Bimmorinae
XPOMATOTPaMi BHIPOGYBAHOIO POSUHMHY Mac
BiINOBINATH YaCY YTPHMYBAHHS OCHOBHOTQ
TiKy B2 XpOMATorpami CTaH JAPTHOFO PO3THHY
y Bunpobyeanui «Kinokicne su3HaveHH»
3 KinexicHe nuznavenysi: He mene 90,0% i e 6inpime 110,0% »in 93,8 %
- neeagproxcain (CislHxFNaOs) | sasmawenol kinskocTi
4 Cepenua maca 755,5mr+5% 749,35 mr
3 OanopinnicTs Macu + 5 % Bin cepeannol Macu 732,18-759,52 mr
6 | OmpopinuicTs Ho30BAHNX Homycrume sHauenns L1: ne Gineme 15.0 7,4
OIHHHIL
Cepenormue: 900mm, 0, IN xucroma
xropucmosodnesa Py Tlpunan: USP Tun 2
(mpHman = monarrio); 75 of/xe.; Min.: 104 %,
Temnepatypa: 37°C £ 0.5°C Maxc.: 106 %,
7 | Poaunmenns Yac Honyernmi memxi Cepen, 3mau.; ]
He menme 80.0% (Q) :
30 xerunmn Bif 3a3HaueHol Ha
YOAKOBIT KiTBKOCTI
NeBo{IoKCALHEY
IMiarorymar: | Bizex Gonnpe Hepesipus; Camip Axapre 3aTeeprus: "Knatocinr apneui
Iocana: Crapumi cneniamier — | Yocana: Jlinep womammum - ignin | Hocapa; Menemicep-pianin
Biilt KOHTPOJIIO AKOCTI KOHTpOIIIO AK0CT KOHTPOJLIO AKOCTI
Ilinrese/dara: | nignuc Higmne/dara: | mionsc Iliamumc/Mara: nigmyc / 19/12/2023
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3IM JABOPATOPI3 JIMITE]L

B-21/22, MIiC Epia, Kanuemsap, Harnyp, CEPTI'I(DIKUAT ARAI3Y
H_FTEI'}‘ Maxaparurpa, 44150, 1, Tupis roToBMu NMPOAYKT 35 et THpEGHET
Bignin Konrponw Akocri Mencin
Cropinka 233
JEBOAAP, ratiuerks,
BKPATI NTBKOEOIO
Hazpa npogykry : | ofononkore, 500 ar mo 19 Ne npoToKOTY auanizy ZLL/¥P/23/02926
Tabnerek B Gaicrepi, no 1
daicTepy Y KaprTorHii nawsui
JEBOGIIOKCAILTH ;
I'enepH4na Hazpa TAEJIETKH USP 500 sr Hata ananizy 19/12/2023
Homep cepii ;| EDZGAL30L Aara BRpoGIETEA Jucronaz 2023
Posnip cepii : | 12 500 ynaxorox Tepmin npnparuocti Kostens 2026
Poamip nakyBanug : | 1 x 10 Tabaerox Hinexicrs 3pasky 10 ynakopok
ia;’:c;’:p“ MankA = | 1871272023 Creundixaniz Ne/Kop CIA ZLL/STP-QC-1141
. Hontep minensii 3asoza
Koa nponyrry : | FIDZ61 BnpoBunxa 1224
Konrpoaruuii nomep | : | FTDZ6IM231801 Tlocnuanna USP
Homep 3IM JJABOPATOPI3 JIEMITEY
peecTpanifiigoro . s Hazga Ta agpeca 5-21/722, MIJIC Epia,
Noceiguenad B - | UA/LT9L/01/02 BUPOGHHYOY FibHui Kamwemsap, Harnyp, [Hrar
Yxpaini Maxapampa, 441501, Tumis
8 Cynporigui zoyimkit
a | HexapGoxcnnerodmokcauns | He Gineme Hisk 0,3% He wrssneni
6 | Herodmokcaunny He binbiue mix 0,7% He pusneni
CYTIPORIAHA AoMillika A
8 | Hoxigua niaMiny He 6ineine aix 0,3% He Bussneni
r | Jesopmoxcanuuy N-Oxcug | He Ginsue Hix 0,7% He susrneni
Byae-gra wecrenudixopana | He binsme aix 0,2 % He suspnexi
Aominrka
& | Cyma aoMimox He 6ineue mixx 1,0 % He suapmneni
9 | Jonarxoni punpoGysanns
a | Poamamauns He Ginsuwe aix 30 xp Big 2 x8 30 cex 1o 4 xB 7 cex
6 | ToBuHa 6,00 £ 0,3 My 5,94 - 6,02 MM
B | Po3amipu TaGnersu (16,7 mne + 0,3 mnt) x (8,0 v + 0,3 pam) 16,80 - 16,32 x 8,08 — 8,11 mm
3araneHe THCT0 aepoGHHX MIKPOOPraHisMiB Memnme Hix 10 KYO/T
{TAMC) ne Gimbue 1000 KV O/r
3aransHe MUCIO APHKIKOBUX T4 [IHCEHERIX Merue gix 10 KYO/r
rpubis (TYMC) ne Ginsmre 100 KYO/T
10 | MixpoGionoriuna wncroTa
MatoTs Syra BigcyTHI/T:
Escherichia coli Bincyrni
Salmonella species Biacyrni
Pseudomonas aeruginasa BigeyHi
Stapaylococcus aureus Bincyni

IIpumiTka: HaBeneHuif Buire 3pasok sinnosixae craumapty USP.

Iliarorysae: | Bisex Bonape Hepesipus: Camip Arapre 3arsepaus
Tlocana: Crapuyni cierianicr — ITocana: TMigep xomaumu - igain | Mlocana:

BLIAI KOHTPOMO SIKOCT KOHTPONIO SIKOCTI

 KOHTPOIG AKoE

liznue/dara: | niamc THipmise/faTa: | nianuc Mianac/Mara: mifimce /- 19/12/2023




3IM JABOPATOPI3 JUMITE

B-21/22, MIJC Epia, Kanmetusap, Harmyp,

IITar Maxapamrpa, 441501, Iuxig
Binpin Konrpoio dxocri

CEPTH®IKAT AHAJIIZY
TOTOBHU IPOAYKT

3in eup Inoneitiuy in

Mepein
Cropinka 333
JEBOAAP, Tabnerkn,
BKPHTI TIBKOBOIO
Hazsa npoaykry ofiononrorn, 500 mr no 10 Ne npoToxey aHaHzy ZLL/FP{23/02926
TabeTok g oaicrepi, no 1
OAiCTepY Y KApTOHHii maquni
I'enepnuna HasBa ?EEJ?'(&DTHE?PF Sggl%% S Jara ananizy 19/12/2023
Homep cepii FDZ61301 Jata BHpOOIHITBA Huctonag 2023
Poayip cepii 12 500 ynakoeox Tepnid npapaTaocri HKosrens 2026
Pozmip nakynaing 1 x 10 Tabmerox Kinskices spasky 10 ynmakopok
ia;*;;’:p““’a“““ 18/12/2023 Crenndirania Ne/Kon CIIA ZLL/STP-QC-1141
Homep nigensii 3asoja
Kog npoayxry _lj jl:DZGl BHpOGHIKA 1224
Kourponsuni nomep | : | FTDZ61M231801 Mocpnanun usp
Hoaep 3IM JIABOPATOPI3 JTIMITE[
peecTpaniifnora UA/ 1791 1/01/02 Hazea 1a aapeca B-21/22, MIJC Epia,

nocsiguensa B
Yrpaiui

BHpoOHIYOT Ainsauni

Kamventrap, Harnyp, Wirar
Maxapamrpa, 441501, Ingis

Bunyex cepii: umM s minTeeprukylo, 10 BHIIEBKa3aHa indopmauis € pocroeipuow ta tounow. 1[0 naprio
MPOAYKTY OYyN0 BHFOTOBNEHC (BKMIOYAIOYWM fIAKYRAHHA/MapPKYBAHHA) Ta NEpeBipeHO Ha AKiCT: Ha BHIIE3asHaueHiH
AiNEHAL} B IOBHIH BinnosigHocti 1o avmor GMP, BCTAHOBNSHUX MICIEBHM PEryIsSTOpHUM opraHoM, i mimnoeiguo ao
crenudiaiii, o MICTHTECA B PeeCTpauifiHOMY A0CHE KpaiHu-iMnoprepa. BHroTOBNEeHHA NapTii, NAKyBaHHs Ta aHARI3
Gynu neperiaHyTi Ta Buavani TaxumMH, WO BignosigaTe GMP,

KPATHA BUPOBHHITBA: TH/LS

IOnawcinr Hapaeur

Higreryeas: | Birek Bonnpe Ilcpesipus: Cawmip AxapTe 3arpepaus::

Hocaga: Crapmuit crienjazict — IHocapna: Jinep xomanmr - signin | Mocama; " b Mengmxep-sianin
BiLIIA KOHTD OO AKOCTI KOHTPOMO AKOCT KOHTPORIO AKOCTI

Hignue/ara: | mignuc Dipmue/Hara: | nignue Higmue/dara: mianuc/ 19/12/2023
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