HEPXIIKCITYXEA
AEPKABHA CIIVIKEA 3 JIKAPCBKHUX 3ACQEIB TA KOHTPOJIIO 34
HAPKOTHKAMU V KHUIBCHKII OBJACTI

npocnext Banepis Jlo6anoscrkoro, 51 » M. Kuis, 03110, Ter/bakc: (044) 363-06-50

E-mail: dis.ko@dls.gov.ua,https://Ww.dls.gov.ua, Kon €IIPTIOV 37078774

BUCHOBOK
Ipo SKIiCTE BBe3eHOrO B Yxpainy JKapcbKoro 3acoby

05.03.2021 Ne 9032/21/1¢0

Howmep peecrpaniinore nocsirserus UA/2844/01/01 CTPOK 1T peectpauiitoro nocsimesnsy 01.01.2099

Cepis nikapcrkoro sacoly Ne T042342 KimexdieTs BBesenorg MKAPCEXOro 3ac06y 2528
BupoGrmx H.B. Opranon, Hinepnarau
(Haitvenysaums BAPOOHIE2 Nikapcskoro 3acofy, Kpaiua NoXomxenHx)
Bresero & Vipainy Torapucrre 3 odMexeHOIO BiXDOBInaNsBicTIo "YHIBEPCAJILHE
ATEHTCTBO "HPO-Q)APMA", igenT. xon: 34414427

noaaTxis a6o cepig ta HOMEp macnopra)

HpoToxon sizyanshore KoHTpono sin 02.03.2021 M 0529/12.

BCTAaHOBJIEHO, o NiKapesRui 3aci® maesemo g Ykpainy 3
10 3a6e3neyenta fxocri TIKAPCEEUX 3aC061E.
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CEPTH®IKAT SKOCTI CEPII JTKAPCLKOT'O 3ACOBY

Hassa OPTAMETPHJI®, Tabaerkn 5 mr
Mopma BHIycKy TabdaeTkn 5 mr;

Cepis in bulk 0001203630

Cepis (Homep YNAKOBKHU)} T042342

JlosyBanus 5 mr ginecrpenony /radaeria
YNAaKoBka o 30 rabaerok B Saicrepi; mo 1 aicrepy B KAPTOHHIH Kopodui
BupoGuui Hinepaanan

Kinbxicrn y eepii 2528 ynakosok

HaTa Bunycky cepii 07.01.2021

Pecerpauiiine nocsinuenns UA/2844/01/01

JaTta BupofunuTea 14.10.2020

HJata zaxkinvennn TepMiny mpuaaraoeti 102025
Haspa BupoGnuka, sianosi ANLHOrO 32

’ ; e A H.B. Opranou
BHIIYCK cepil

5349 AB Oce, Knooerepmrrpaar 6, Hiaepaanan

Anpeca MonenwTpaar 110, 5342, CC Oce, Hinepinangn
Jlinensin No 108984 F
Pesyimeraru nposegenns ananisy AxocTi nikapenkoro 3acody Biamoriano no MKS PIT Ne UA/2844/01/01
lMokasuukn axocri Bumorn Pc3yanaTu
aHanizy
Dopma (Bisyaisno) Kpyrai Ta nnocki 5i ckowen nmy KpasMu Bianosiae
Haanue (zizyansio) Biamosinae
A ORGANON#*
B TT nan puckoio i 4 - i1 pucko "
Kouip (pizyansio) bini Bigmosinae
Hiamerp 6 MM Binuosijae
OunopianicTs Mmacu
Cepenust maca 95 <x < 105 mr/rabnerxa 100 mrfon
Binxwienns sin CepeaAnLOTO 3HAYeHHN |< 2 Ginsllie unm 7,5% 0o
0 Ginbme yum  15% 0on
PocnagnicTe <15xs i0xp 9xs
9x8 10xs
1l x8 8x8
Inenrudikania TIIX
JiHecTpenon [MpucyTni : L. Bigmosinae
a-ToKodepon Ilpucythi Binnosinac
Kinbkicne Buanaucnng (I'X)
niecTpenony (Org 727) 4,75 <x < 5,25 mrfrabuerka 4,96 M1/o,1
anbga-Tokodeposy 0,15 <x <025 mr/rabnerka 0.20 mMr/on
Ipoaykru posuany (BEPX)
HOpETHCTEpOI <1,0%
Oxpewmi wecreuidinipopanune <0,2%
Sarainbna Kinskicrs necneniginiposanimx |< 1,0%
3aranbha Kimsiicrs NpONYKTIB po3nary
<2,0%

W CAYKEBHONO TIOUB3OBAHK A-Proprictan

R / Y. 774 y




Cyma aepobunx mixpobis * < 1000 KOD/r Binnonijae
Binnosijae

Cyma npixasxoBnx i usizennx < 100 KO3/r Bianosinae
rpuGi*
E.Coli* Bigcytuin 10 1

* Hepymusniuii meem, nposodumecs 3 vacmomoio | 3 10 cepiti.
Kpdina npusiasenns. Vipaina

Llnm 5 3aceinuyio, o suucrkazana inopmanis € gocrosiproio i Tounow, llana cepis npoaykty Gyna BupoGicHa, BRIOIAIO A
YIUAKOBKY / MapKysaHiist Ta KOHTPONL AKCCTI 1A BUILE3rajaniif BHPOGHKYIH AlbEMI (-kax) B nosuil BULNOBI/10CT] 3 BUMOramu GMP,
BCTAHOBICHEMM MICLIEBUM DETyISTOPHHM OPralioM, a TaKoK 3rizEo cneundixalii, 1o MicTHThes B peectpattifidonmy focse. [porokonu
BHPOOHMIITRA, YIIAKORKY Ta ananizis Oys1 nepernsHyTi i BeTaHORNEHD TX BiANOBIAXICTL BUMoram GMP.

H.B. Opraxon 5349 AB Oce, Knoocrepurrpaar 6, Hinepnanan
Binnosigansuuif dapmanest / Viosiosasena ocoba
P.san Ponnen / nidnuc 7 07.01.2021

A CIYUKEBHONO THOB30ORBATIHN A-Propiietan




HEPXIIKCITYKBA
HEPABHA CIIVAKBA 3 JIKAPCBKHX EACQEIB TA KOHTPOJIIC 34
HAPKOTHKAMM YV KUTIBCLKIII OBJIACTI

npocnexT Banepig JloGanoscrkoro, 51, m. Kuig, 03110, Ten/daxe: (044) 363-06-50
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BUCHOBOK
PO KICTh BBE3EHOrO B Yxpainy aikapernkoro 3acoby

19.04.2021 Ne 19399/21/10

OPTAMETPHI®

(sathverynanms JXaPCEKOro 2acoBy 3rinuo 3 PEECTpAUI i Tockizyen sa)
T201eTKH Ho 5 mr, mo 30 TabreTok y Gaicrepi, no 1 6aicTepy v xapronmiis Kopobui
(topma Burycky, LO3YBAHHA, BUJI [IAKYBAHHS niKapCBROrD 32c00y)

Howep peeetpaniszoro nocsinsemms UA/ 2844/01/01 crpox mit peectpauiitroro nocsinvenns (01.01.2099
Cepix nikapcsxoro sacosy Ne U003895 Kimskicts BBe3EHOTO NiKapenxore sacoby 2618

Bupobuux H.B. Opranon, Hinepnasau

(naiMeryRasus BUpofHMKa nikapeskoro 3acofy. kpaina MIOXOILKEHHS)

Beesero B Vpainy TosaprcTso 3 06memeno BIINOBINaNERicTIO "YHIBEPCAJILHE
ATEHTCTBO "TIPO-BPAPMA", ineny. xon: 34414427
(saitvenybanns Ta xox 32 CIPTIOY wopuanyuol ocody abo mpizekLIe. IM'2. 110 GaThron) Gizpunol
OCOBH - mianpuemus, if micue NPOXMBZHHA T2 peecTparn Ml HOMep 0073iK0BOT KapTIY MaaTHMKE
nogatkis ade cepis ra HOMEp nacnopra)

Hpororoa sizvansroro roxrposniro Bix 15.04.2021 x 1183/11.

32  pesyIeTaTanmu ACPIKABHOID  KOHTDOJIO BCTAHOBNCHO, Ino IiKapCRKHH  3acif BBEICHO B  Vipainy 3

EOTDEMaHHAM smvor S2KOHONARCTRZ WOAO 2afesneTenns fxoeT TKapCBRUX 3a¢001R,
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CEPTH®MIKAT SIKOCTI CEPIT JIIKAPCLKOT'Q 3ACOBY

Hazsa

Popya BHNYCKY

Cepist in bulk

Cepin (Iomep ynakoniu)
Jlosyranng

Yiuaxkonka

Kpaina supodumxa

Posmip cepiv

Hara sunyciy cepit
Pecerpaniiine nocsinenus
Hara eupofuunrsa

Jara saxinsenns Tepsiny npmiatuocti

Hazga supofinura, sinosinaanuoro 3a

BHIYCK cepii
Aipeca

Jlineusis No

OPTAMETPII®, tabnerxu S mr
rablieTkn 3 mr

0001203631

U003895

5 mr ginecrpenony /rabnerka

110 30 Tafnerox v Gaicrepi; no 1 uricrepy 8 KapTouniii kopooni

Hijiepaanau
2618 ynakorok
23.02.2021
UA/2844/01/01
14.10.2020

10.2025

H.B. Opranon

Kutooerepurrpaar 6, 53349 AB Occ, Hinepiann
Mouemrepaar 110, 3342, CC Oce, Hinepnanan

108984 I

//

Oce, 22.02,2021
H.B, Opranen

Pesynnraru uposesenis AHATIZY AKROCTI NKAPCHKOI0 3acoby Binmosiumo no MK$ PIT Ne UA/2844/01/01

Iloka3znnku axocTi

Bumoru MIKSI

Pesyanrarn

amaizy
Dopma (Bizyaunio) Kpyrai Ta mioeki 1 cKomenusu pasai Bijnoninac
Hajnme (sizvaisio) Biuosinac
A ORGANON*
3 1T san prekoro i 4 - nia puckoro
Kaoutip (risvacn.io) bini Bijosiac
Aaerp 6 MM Bisnoriiac

Oimopianiers mac:
Cepeits maca
BinxsaeHus Big CePeNTBOro SHAMCHHN

95 < x < 105 mr/rabnetia
<2 Binvuie yum 7.5%
HOHOT Binbie yusm 15%

99 sifon
0 on
0 o

Poznananns <15xn 8xn 7xn
7xn 8xn
7xn_ 7xB

Inenridirarda (TINX):

JinecTpeno ITpucyTuiit Binwsinac
Mbpha-roxohepon I Tpueyraiit Binnonijac

Kitbkicue susnavenns (I'X):

Jinecipenon (Org 727) 4,75 <x < 5.25 mr/tabacrka 5,06 mr/on
wibkha-roxopepon 0,15 <x < 0.25 mrfrabGacria 0.20 vr/on
Hpoaywrn posnany {BEPX):

Itopericrepon < 1.0% <0,1
Owpeni necuenndixonani <0.2% <), 1

Cyma neenenndikosanmx < 1.0% 0.0 %
Cyaa 1posyverin posnuy £2.0% 6.0 % .




Mikpobimoritua ancrora®
3araiena ginsKicTs acpofimy

MIKpOOpranizmin < 1000 KYO/r Binnoxrijae
3aransia kinskicTs JIPINDKOBUN |

uBinesux rpubis* < 100 KYOir Bi;uiosinae
Escherichia Coli* rijlcyriicts B 101 Bianoniiac

* Hepvnumuit meem, nposodumecs 3 vacmomo {3 1) cepiii.
Kpatna apusnaveni: Vepaina

et st sacniznyio, me smnescasana indopsartis ¢ Aoctesipuoto i rounoio. Jata cepls npoaykry Gyma supoSichia, Bouaionn
VUAKOBKY / MapKYBANHS Ta KONTPOb SKOCT 112 BHNWC3ra1anii BUPOGHUUIA AU (-1sx) B nesuii Blanosiioct 3 sintoravin GMDP,
BCTAHOBACHHAN MICHLBUN PCIYISTOPHMM OPIation, & TAKOX 31110 cucimdivailil, 1o mictuscs s peeerpaitiitnomy jloese. | poroko:u
HHPODHHIITBA. YHAKOIN T3 KOWTPONIO HKOCTI HEPEILIRNYTO | BeTAHORACHO TX BLUIORLUT e sHaoras GMD.

I1.B. Opranon
Knoocrepmrpaar 6
5349AB Occ
Hinepnan;m

Binnosiansanit hapyanest / Vionnonaxena ocoda
Hp. B.sau lowunen / nidnue / 23.02.2021
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