OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 48526 57 (uinofoboso)

Ceprundikar axocri N 040000107200

NamixkoH®, cnpen Hawkipuuit 1 % no 25 r y ¢pnaxoni, no 1 ¢pnakony y nauui
1T PO3YMHY MICTWTD TEPBIHA®IHY MAPOXIOPUAY B NEPEPAXYBAHHI HA 100 % GE3BOAHY PEUOBUHY 10 MI

Homep cepii: 20423 KpaiHa oTpumyBay: YkpaiHa
KinbkicTe npogykuii: 28.250 Tnc.ynak. Ne PeecTp. NoCBigYeHHs: UA/2714/03/01
Hata eupotHnuTea: 04.2023 TepMiH aii peecTp. noceigueHHn:  HeofMexeHnid

AHanis BUKOHaHu# no: MKA 13 no P NeUA/S2714/03/01, 3minm Bip 08.07.2021 p.

HaiimeHyBaHHA NOKa3HUKIB Bumoru AH[{cneundixanyii) PesynbTaTn BUnpobyBaHb

Onuc lNpenapat Ha BUXOAI 3 GRaKOHY PO3NUAIDETHCA ¥
BUrNAJj aepo30NbHOMO CTPYMEHA, AKNIA ABNAE
cofolo ANCNeproBaHi y NoBIiTPI YacTKW pignuHK Bignoeigae
laenTudikayin
TepbiHagiHy rigpoxnopug, Ha xpomatorpami BUNpoOOBYBaHOMO PO3UNHY,
kucnota 6eH3oiHa ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHA.
Tep6inadiny rippoxnopup i kucnota 6eH3olHa,"
4acu yTpUMYBaHHA Nikie TepbiHadiny
rigpoxnopuay i KNcnoTH 6eH30MHOT MaloTb
cniBNagaTu 3 Yacamu YTPUMYBaHHA NiKiB
TepbiHapiHy rigpoxnopuay i KMCnoT GeH30MHOI
Ha Xpomarorpami po3uuHy NOpiBHAHHA (C) 3
TOYHICTIO £ 2% Bignoeigae
nponineHrnikons Ha xpomatorpami BUNpoGOBYBaHOro PO3UMHY
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHA.
MNponineHrnikonb®, BIAHOCHWIA Yac YTPUMYBaHHA
OCHOBHOTO MiKa Ma€ CMNiBnagaTy 3 BiHOCHNUM
4acoMm YTPMMYBaHHA OCHOBHOrO Mika Ha
XpoMatorpamax po3uMHy NopiBHAHHA Bignosipae
pH Big 3,0 po 4,2 34
BunpobyBaHHA YNaKoBKM
nepesipka $pnakoHa Ha He ponyckaeTbca noABa MOKPMX NAAM Ha
WiNbHICTH 3aKYNOPKW ¢$inbTpyBanbHOMY Nanepi Bignoeigae
nepesipka mexaHiMHOro Hacocy MNofABa aepo3onbHOro CTPYMEHIo Npenapary NoBMHHA
BifgbyBaTUCA NicnA He Binblue HiX 7 neplumnx
HaTUCKYBaHb Ha po3nuniosay. lonyckaeTbeA 3a
BIACYTHOCTI CTpYMEHA npenapaty HaTUCHYTH Ha
posnuniosau We oAvH pas. Hapani noasa
aepo30NbHOTO CTPYMEHA NOBUHHA BinByBaTnca

NiCAA Nepllore HaTWCKYBaHHA Ha po3nunioBay Bignoeigae

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000107200 c
TOp.1 33



OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdakc (04414968542, Ten. (044} 4852657 (uinofoboso)

BiICOTOK BUXOAY BMICTY He meHwe 90% Big Macu, 3a3HaJYeHO! Ha eTUKeTL|

¢$nakoHy ¢$nakoHa 101 %
CynpoBigHi gomiuxu

6yabL-AKOT QOMILLIKK He 6inbwe 0,2% 0,1%

CYMa JOMILIOK He 6inbwe 0,5% 0,1 %

Mikpo6ionoriuna uncrora

3aranbHe yucno aepoBHUX Kputepiil npuidHaATHOCTI 100 KYO/Mn

mikpoopraHismie (TAMC) * *

3aranbHe YUCNO APIKIKOBUX | Kputepiil npuitHATHOCTI 10 KYO/Mn

nnicHABux rpubie (TYMC) * %
Staphylococcus aureus * BigcyTtHicte B 1 Mn *
Pseudomonas aeruginosa * BigcyTHicTe B 1 mn *

KinbxicHe BU3HaYeHHA

TepbiHaginy rigpoxnopun Big 9,5 mr go 10,5 mr e 1 r npenapary (Ha
MOMEHT BUNYCKY). Big 2,0 mrgo 11,0mMre 1 r
npenapary 10,2 mrir
Kucnota 6eH3lolHa Big 0,0018 r go 0,0022 r e 1 r npenapaty 0,0020 rir
nponineHrnikont Big 0,27 r po 0,33 r B 1 r npenapaty 0,30 r/r
¥Ynakoeka Mae signoeigaTt Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
TepMmiH npAaTHOCTI: 3 pokn Do 04 2026

¥moBu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosui npu Temnepatypi He Bulle 25 °C. 3aMOpmKYBaHHA He A0MYyCKAETbCA
KomeHTapi:

*Ha nigcraei nepioguuHoro KeHTpono. [poTe MU NigTEEpMKYEMO BiANOBIAHICTL AaHOT cepii Bumoram H

3anBa npo cepridikayio:

Lum A 2aceipguyio, WO BUIleBKa3aHa iHdopMalia € pocToeipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAIOUK
YMaKOBKy/MapKYBaHHA) Ta NpOBeAeHW KOHTPONDb Ti AKOCTI HA HWKYeBKa3aHiil AinbHUUI B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHWX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKOX ¥ BignoBigHOCTI i3 cneungikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlifHOMY
AockelToprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaXKeHHA

¥noeHoeaxeHa ocoba - HavansHuk eigginy BCtaBM NanTyx O.M. 13.04.2023

BupofHnua finbHULA:
YKPAIHA, 04080 m. Knie-80, Byn.Kupwuniscbka, 74; JliueHsia Ha supoBHuuTEo AE N2 637430 Big 07.04.2015;

Cepmudikat GMP Ne 039/2022/GMP eig 25.08.2022; GMP/EAEU/BY/0045-2021 eig 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000107200 Crop.2 33



OAPMAK

Ten. {044) 496-87-87, Ten panc (D44) 239-19-38, Ten akc (04414968942, Ten. (044) 485-26-57 (uinogatoso)

KoHTponb AKOCTi T2 BHAAYA [103BOAY Ha peanizayio:
YKPAIHA, 04080 m. Knie-80, eyn.Kupmnisctka, 74; Ceigoutso npo atectayio Ne 390 Big 22.01.2019

Cepmucbixam nidnucano efekmpoHHUM hidnucom iD 040000107200 Crop.3 33



OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 48526 57 (uinofoboso)

Ceprundikar axocri N2 040000108496

NamixkoH®, cnpen Hawkipuuit 1 % no 25 r y ¢pnaxoni, no 1 ¢pnakony y nauui
1T PO3YMHY MICTWTD TEPBIHA®IHY MAPOXIOPUAY B NEPEPAXYBAHHI HA 100 % GE3BOAHY PEUOBUHY 10 MI

Homep cepii: 40623 KpaiHa oTpumyBay: YkpaiHa
KinbkicTe npogykuii: 26.620 Tnc.ynak. Ne PeecTp. NoCBigYeHHs: UA/2714/03/01
Hata eupotHnuTea: 06.2023 TepMiH aii peecTp. noceigueHHn:  HeofMexeHnid

AHanis BUKOHaHu# no: MKA 13 no P NeUA/S2714/03/01, 3minm Bip 08.07.2021 p.

HaiimeHyBaHHA NOKa3HUKIB Bumoru AH[{cneundixanyii) PesynbTaTn BUnpobyBaHb

Onuc lNpenapat Ha BUXOAI 3 GRaKOHY PO3NUAIDETHCA ¥
BUrNAJj aepo30NbHOMO CTPYMEHA, AKNIA ABNAE
cofolo ANCNeproBaHi y NoBIiTPI YacTKW pignuHK Bignoeigae
laenTudikayin
TepbiHagiHy rigpoxnopug, Ha xpomatorpami BUNpoOOBYBaHOMO PO3UNHY,
kucnota 6eH3oiHa ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHA.
Tep6inadiny rippoxnopup i kucnota 6eH3olHa,"
4acu yTpUMYBaHHA Nikie TepbiHadiny
rigpoxnopuay i KNcnoTH 6eH30MHOT MaloTb
cniBNagaTu 3 Yacamu YTPUMYBaHHA NiKiB
TepbiHapiHy rigpoxnopuay i KMCnoT GeH30MHOI
Ha Xpomarorpami po3uuHy NOpiBHAHHA (C) 3
TOYHICTIO £ 2% Bignoeigae
nponineHrnikons Ha xpomatorpami BUNpoGOBYBaHOro PO3UMHY
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHA.
MNponineHrnikonb®, BIAHOCHWIA Yac YTPUMYBaHHA
OCHOBHOTO MiKa Ma€ CMNiBnagaTy 3 BiHOCHNUM
4acoMm YTPMMYBaHHA OCHOBHOrO Mika Ha
XpoMatorpamax po3uMHy NopiBHAHHA Bignosipae
pH Big 3,0 po 4,2 3,3
BunpobyBaHHA YNaKoBKM
nepesipka $pnakoHa Ha He ponyckaeTbca noABa MOKPMX NAAM Ha
WiNbHICTH 3aKYNOPKW ¢$inbTpyBanbHOMY Nanepi Bignoeigae
nepesipka mexaHiMHOro Hacocy MNofABa aepo3onbHOro CTPYMEHIo Npenapary NoBMHHA
BifgbyBaTUCA NicnA He Binblue HiX 7 neplumnx
HaTUCKYBaHb Ha po3nuniosay. lonyckaeTbeA 3a
BIACYTHOCTI CTpYMEHA npenapaty HaTUCHYTH Ha
posnuniosau We oAvH pas. Hapani noasa
aepo30NbHOTO CTPYMEHA NOBUHHA BinByBaTnca

NiCAA Nepllore HaTWCKYBaHHA Ha po3nunioBay Bignoeigae

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000108496 c
TOp.1 33



OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdakc (04414968542, Ten. (044} 4852657 (uinofoboso)

BiICOTOK BUXOAY BMICTY He meHwe 90% Big Macu, 3a3HaJYeHO! Ha eTUKeTL|

¢$nakoHy ¢$nakoHa 101 %
CynpoBigHi gomiuxu

6yabL-AKOT QOMILLIKK He 6inbwe 0,2% 0,1%

CYMa JOMILIOK He 6inbwe 0,5% 0,1 %

Mikpo6ionoriuna uncrora

3aranbHe yucno aepoBHUX Kputepiil npuidHaATHOCTI 100 KYO/Mn

mikpoopraHismie (TAMC) * *

3aranbHe YUCNO APIKIKOBUX | Kputepiil npuitHATHOCTI 10 KYO/Mn

nnicHABux rpubie (TYMC) * %
Staphylococcus aureus * BigcyTtHicte B 1 Mn *
Pseudomonas aeruginosa * BigcyTHicTe B 1 mn *

KinbxicHe BU3HaYeHHA

TepbiHaginy rigpoxnopun Big 9,5 mr go 10,5 mr e 1 r npenapary (Ha
MOMEHT BUNYCKY). Big 2,0 mrgo 11,0mMre 1 r
npenapary 9,9 mr/r
Kucnota 6eH3lolHa Big 0,0018 r go 0,0022 r e 1 r npenapaty 0,0019 rir
nponineHrnikont Big 0,27 r po 0,33 r B 1 r npenapaty 0,30 r/r
¥Ynakoeka Mae signoeigaTt Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
TepMmiH npAaTHOCTI: 3 pokn Do 06.2026

¥moBu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosui npu Temnepatypi He Bulle 25 °C. 3aMOpmKYBaHHA He A0MYyCKAETbCA
KomeHTapi:

*Ha nigcraei nepioguuHoro KeHTpono. [poTe MU NigTEEpMKYEMO BiANOBIAHICTL AaHOT cepii Bumoram H

3anBa npo cepridikayio:

Lum A 2aceipguyio, WO BUIleBKa3aHa iHdopMalia € pocToeipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAIOUK
YMaKOBKy/MapKYBaHHA) Ta NpOBeAeHW KOHTPONDb Ti AKOCTI HA HWKYeBKa3aHiil AinbHUUI B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHWX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKOX ¥ BignoBigHOCTI i3 cneungikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlifHOMY
AockelToprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaXKeHHA

YnoeHoeaxeHa ocoba — [poBigHWiA iHxeHep BCTaBll AHApYcUK MM. 23.06.2023

BupofHnua finbHULA:
YKPAIHA, 04080 m. Knie-80, Byn.Kupwuniscbka, 74; JliueHsia Ha supoBHuuTEo AE N2 637430 Big 07.04.2015;

Cepmudikat GMP Ne 039/2022/GMP eig 25.08.2022; GMP/EAEU/BY/0045-2021 eig 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000108496 Crop.2 33



OAPMAK

Ten. {044) 496-87-87, Ten panc (D44) 239-19-38, Ten akc (04414968942, Ten. (044) 485-26-57 (uinogatoso)

KoHTponb AKOCTi T2 BHAAYA [103BOAY Ha peanizayio:
YKPAIHA, 04080 m. Knie-80, eyn.Kupmnisctka, 74; Ceigoutso npo atectayio Ne 390 Big 22.01.2019

Cepmucbixam nidnucano efekmpoHHUM hidnucom D 040000108496 Crop.3 33



S/

©.09-16
MNpuBaTHe aKLioHepHe TOBapUCTBO "TEXHOHOI""

4 syn. CTapa npopisna, 8 Ten.: (04744} 4-03-02  npuiiManksHs
; e M, Yrane, Uspracexoi ofin, {04744)4-03-01  ynoshoBawea ocoba
fpynE dapmaueaTRIR RN RIS 20300, Yrpaina (04744) 4-03-09  Bignin 3 hapMakokarnany
dharc: (04744) 4-41-48  Biggin abyry

Cepruiirar Ha cueremy ynpasaimnig axicrio JCTY IS0 9001:2015 Ne UAMQ.026-056-20
Ceprudikar va CYEXII JECTY I1SO 3a 22000:2019 Ne UAMS,140-20 »ig 07.10.2020 p. 4
Cainonrro flepwashoi ciyidu Yipainn 3 sikapeskix 3acobis Ne 119 npo atectaniio naboparopii BXJI 8ix 20.06.2012 p. .
Cainotrao JIT1 "Hepxacexuii HBII cranfapysaui, Merposnorii Ta ceprnikanii” Ne P2 0030/13 nipo arectauiro KAJI BKA iz 02.04.2015 p.
Ceprudixart cepii Ne 4
Jliernua po6anka L-xapuitun cupon no 100 ml (vur) y dpnaxonax
Kpaina eMpoOHHK Yipaiga
Homep peecTpauiiivoro nocsinvesus ta ioro TepMiH aii

P, Ne TY Y 15.8-14181442 003 —2004 00 22.01.2021 p.

Homep naprtii 41120

Kinexicts npoayxiii B cepil (yn,, wv. Ta in, ) 3857yn

Hara supobuuursa ) 12.11.2020 poxy
Jlarta sakiHueH s TepMiny OpHAaTHOCTI Muctonan 2022 p,

Haspa aimbauni TIpAT «Texuonory
Anpeca ainpunni TIpAT «Texuonorn, 20300 Yepkacska o6n., M. ¥mans Byn. Crapa ipopiana. 8
PE3YJLTATH BUIIPORYBAHB

N Tokazuury FRoOCT RO HATU U MeToa KolTPOIIO PeayanTaTn
n/n " . AORYMeETAIT o P ¥
L _ 3oruimEIl BHrASK Tlposopa piznna Iriano 3 JCTY 7099 Binnoeigae
Caax cO10JKYRATO-KHCAHT 3
1MTPYCOBHM HPHOMAKOM, Janax
2, Cuak 1 3amax XApakTepHHil [/ BHKOPHCTAHOTD 3rigro 3 JICTY 7099 Binnosinae
apoMaTH3IaTOPE, FriflRo
penenTypH _
3, Kosiip Bin/Gestaprmora 3rigwo 3 JACTY 7099 Bianosinge
IO CBITNIO-3KOBTOTO
. o 3rigmo OV,
4. [ycTuna 3a Temnepatypu 20° C, 1,00 - 1,30 /o ey 1,11 r/mn
! p Aringno 3 Y,
5 Boznuesnii nokaznux (pH), 3,5-4,70On. PH poain 2.2,3 4,1 On. pH
6. Ob'eM BMICTY YIIAKODRKH, 100 Mn £ 4,5% 3rinso 3 JICTY 7099 100 M
7. Macona xouuenTpanis n¢OKapHITHHY, 90,00-110,00 mrfmm 3riagosn, 7.5 TY 99 34 mMr/em’
8. Macoma KQHUSHTPAINS HATPIIO benanaty 0,700 mr/mn 3rinos . 7.5 TY 0,584 mr/xr
HaTpito, He Ginsme
Caunmo He Gimsme 1,0 TOCT 30178-96 Menme 0,)
9 BuicT METaJHB Ta TOKCHYHEX eAEMEHTIR Kagmiio se Ginsuie 0,1 TOCT 30178-96 Menme 0,01
: Mr/kr Pryri ne Ginwme 0,03 MBB Ns 081/12-0270-06 Menure 0,006
Mum'sxy ve Gineure 1,0 JCTY 180 2590:2004. P1 Menme 0,08
_ BII- 27
* MikpoG6ionoriuna yncrora 1.0 % 10° 3rizuo 3 ACTY 8446, DY, 25
Kinsxicrs MADAM, KYO/on', s Gimpuie ! pozgin 2.6.12
BakTepii Fpyny KHIDKOBUX DAJHYOK s :
(konidopmu) m 1 cw’ He ,I[OBBQ#HC’E‘LGH 3riano 3 IV, posmin 2.6.13 He susgsnieno
Staphylocoecus aureus 5 1,0 e’ He possomserscs 3rigne g ADY, pospin 2.6.13 He sussnenc
1L TlaTerem MiKpoopranismm, B T. 1. ' i . 5
CanEsicitom, § 100, He no3ponseTscs 3riane 3 APV, posnin 2.6.13 He pranneno
3 -
TpuGu naicenesi KYO/em 50 3rinno 3 ACTY 8447, B, Menmre 10
ne Ginpuie posmin 2.6.12
fi 3 3rinuo 3 JICTV 8447, JdY,
| Hpispxi KYO/em”, ne Gianine 10 poain 2.6.12 Mennie 10
12. . I'padiune odopmeuns 3rigHo 38TBEPKCHOTO OPHTIHAN-MAKeTy Bianoninae

* Konrpons nporoaANTLCS BUGIPKOBO: Pas y KBapTail

Komentapi: Ymosw 36epiranna 1a Tpancnoprysanns : 36epiraTy 3a remneparypu He Buue 25 °C Ta BigHOCHOI BONOTOCT
nosiTps sxa.ne.pepesnye 75 %

BucuasoR:,
141§1 )

RCRY = 7
apn ?rﬁi\gqmvén"r”npapyx/q doseaneito 00 sUnYCKy (peanizayil
N o YnoruoBaxeHa ocoba




/s

poamip 125 Mkm

CynpoBiaHi AoMILLKI

ArigHo MKH

Maca BMicCTy yNaKoBkH

Biancslnae

Maca BMicTy TyOM MCBUHHA ByTn HE MeHIU2 333raqeHol Ha ynaKkosul

©-06-017
MNpAT dapmauesTyHa cabpuka "Biona”
CslaouTeo NPo aTecTauic @i3vKo-XiMiuHCT nafopaTopii Bipainy KOHTRONK akocTi Ne 311 6ig 22.09.2016 p.
[epxaera cnyx6a YkpaiHu 3 NIKapChKIX 3a606IE Ta KORTPONKS 33 HAPKOTHKAMN
CglpouTeo Npo arecTauiie wikpoBlongri4sol naBoparopii Bininy KOHTPOMO aKkoCTi Ne 338 slp 09.03.2017 p.
Nepxaska ciyxba YKpaisy 3 AIKAPCHRUX 38COBIB T KOHTPOMIO 30 HADKOTUKAMA
£9063, syn. AkaneMika AMOCOBE, 75, M.38N0pIXKA 0P (061)764-43-37
CEPTU®IKAT AKOCTI Ne I'M-04844 pin 12 nucTonapna 2020 p.
Hazsa npoaykui: NeroMeKOb
Nikapcuka opma: Maab
Po3mip Ta TvN NakosaHHa: no 40 r y Ty6i 8 nayui 3 KapTOHY
Kpaita-snpoBiuK: Ykpaiua
Peccrpauiiiie NoceiALeHHs: UA/0E67/01/01
Cuna AiifaKTAsHICTE: 1 1 Ma3i MICTWTb: EBOMILETHHY (mopamq)euimnv) 7.5 wr, MeTunypauany 40 mr
Homep cepit 641120
Posmip cepil: 7 198 wr.
[Nata supobruiurea. 4 nucronaaa 2020 p.
[ara 3aKiHueHHR TEPMIHY NPWRATHOCTI: Nuctonaa 2022 p.
Hasaa Ta HoMED niueHsil NiugHaia Ha enpobHALTBO nikapcLKuX 3acebis cepia AB Ne 501369
Anpeca ginenul 3 BUpoBHMUTES! M. 3anopixcka, Byn. Axapemixa Amocoed, 75
AHANi3 BUKOHAHO 3TIAHO: MKA no P Ne UAJD867/01/01, 3i 3MiHamMu
Pe3ynsTaTH ananisy:
i £ PesynsTati
HafmeHyBaHHR nokaskukia DonycTUmi HOPMA avnpobysans
- 3 ; - Mass 6inore
Onmc Maak Binoro abo 6inoro 3 XOBTYBATAM BigTiHKOM KOMBOPY KonBOpY
|neHTuhiKauin Mppotinsha ocHosa MoautueHa
: ‘[{ncpamdpeHikon MoauTueka |
MeTunypauwn TMoauTuaHa |
TUWX g Mo3uTHeHa
pH Bin50a07.0 6,3
@vamuicm Maszk noeurHa SyTH OpHOPIAHOK Bignosingse
: N = -
Poamip YACTOK He Ginswe 125 mim. [lonyckaeTeen He Ginslie 5% YacTUHOK, AKI nepesulyioTh  |ginnopinac
Bignosifac *

MikpoBionoriuHa UncToTa

Saranohe 4ncno aepobnux Mikpooprariamis {TAMC): He Binsiee 102 KYOlr
SaranbHe JMcno APIKAXOBUX Ta nricenesnx rpubia (TYMC): e Ginbwe 10°

Bignosifge

KYOir Bipnoeinae
SiacyTHICTb Pseudomonas aeruginosa B 1r IBi,qnosip.ae
BigcyTHICTD Staphylococcus aureus B ir jBignosipae
B BuicT xnopamesikesy B 1 r npenapaty Ha MOMEHT BANycky Mae ByTa: Bin 4
KinbKicHe BU3H3YEHHR 0,007125 1 0o 0,007875 0,007584 sit
BwicT meTanypaukny B 1 r npenapaty 1a MOMEHT BARYCKY Mae ByTu: Big 0,038 1
0,040 rir
no0,042r1
—— o 40 1 y TyGax anoMiHiesrx. Tyby pa3om 3 {HCTOYKWIER 1A MeausHOro
3ACTOCYBAHKA NpENapary foMilaiaTh ¥ nauKy 3 KapTOHY
@pxyaawﬂ 3ripHO 3aTBEPAXEHOD TEKCTY MapKyeaHHR Bianosinae

Vcew sbepirasns; 36epirati B OpHriHanbHik ynakosul Npu TemnepaTypl ne suwue 25°C; He 7IONYCKAETLCS 3aMOPOXYBAHHT

BWCHOBOK;

B.0. HauanbHka BKA
3asea npo ceprudikauii.

Livm 81 38C8iANYR, WO nasegeHa slhule ndhopmalia € AOCTO! ipH
KOHTPONG Ti AKOSTI HA sHlE3aaHANEHIA AinsHuL
aocse, (PeToKonK BUPOGHULTER, NAKYBAHHR T2 aHanizie Gyno n

Bunyck (peanizaulio) cepll goaeenaio.

YrioeHoBaxeHa ccoba 3 AKOCTI
lvamn

Wy

1§01 1021

Bignosinae sBUMoram MKH ac PN Ne UA/DS 01/CH, 31 amiHamn

Mpuiimerke B.M. 12.11.2020

T2 TGuHow. Lo ceplio ripoayxuil Gyno ypobneno (BrMOUaIQUU naxyBaHHnﬂmapxyaaHHﬂ) Ta nposeaeso
0cTi 3 aumoramu fliyesalittinx yMon, @ Takax signosinHo oo cneumplxauid, Lo MICTATECA ¥ peecTpauliHoMy
rARHYTC T@ BCTAHOBARHG elanosigricTe FiueH3MHM YMOBEM.
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TOB “@APMACES", BOpOARHCHKWA pP-H,

N i ko h a rm. 07850, Ykpaiua, cmt. Knasaleno-Tapacose, Ten.: (044) 498-28-80
p KuiBckbka oBnacto syn. Kapna Mapkca, 44 6 office@pharmasell.com.ua

CEPTU®IKAT AKOCTI CEPIf Ne 54
Haiimenyeanys npogykii:.  JIEBOUWH-H
BupoBHuk:  KoHtpons, Bunyck cepii: TOB "®APMACEN", Ykpaika;
HepoathacosaHuin NpoAyKT, NepsWHHa YnakoBka, BTOPYHHA YNaKoska, KoHTpCrb:
BIOCEP C.A. NAPEHTEPAN CONKOWIHG IHOACTPI, Mpeuin
SaseHuk.  TOB «PAPMACE/», Ykpaina
HomMep peectpauiiiHoro noceiguenHs:  UA/M2842/01/01
Cuna giifakrveHicte. 100 Mn poadnHy MicTuTe 500 Mr neBodhnoKcaLMHY
Nikapceka hopMa:  posurH Ans iHdpyaia 500 mr/100 Mn
Poamip Ta Tvn nakyeanhs:  no 100 mn y chnakoHax Net
Homep cepii: 141120
Poamip cepil: 41900
Hata eupobruytea:  23.11.2020
MpupaTHuit go: 12 2022
Hazsa, agpeca Ta HoMep nigeHsil ginbHugi  9-A kv HauionansHoi Joporv Tpwkana-llapwea, Takciapxic Tpukana, 42100, peyin;
3 BUPOBHULTEA Ta KOHTPOII AKOCTI: Niuexzin 3 BupoGHULTRa: 0000012109/ 7/2
Ceprudiikar GMP ginsHuli 3 Bupobruytea ta  60404/4-7-2017
KOHTPORNIO AKOCTI:

Haaba, agpeca ta Homep niuensil ginbimyi  TOB «®APMACENN», Ykpaina; 61068, M. Xapkin, Byn. GeceHKiBobKa, 4A(K1)

3 ceptuchikayil cepi:  INiueHain 6/ Big 02.04.2018

o PesynbTatu
Ne iy HafiMeHyBaHHA NOKa3HUKIB Bumoru MKA BUNpoByBaHL
1 [Onme [poaopa, aenexysaTo-XoBTa piauHa. Bignosinae
2 [lgenmuepikayin PiauHHa xpomarorpachis (AMB. KiNbKicHe BU3HaYeHHsR); Bignosinae
BiANOBIQHICTE BIAHOCHOTG Yacy YTPMMAHHA NiKY NeBotoKCaLNHY
Ha XpomaTorpamMax BUnpoboByBaHOIC peadyvHy Ta poaunHy C3
(®C3 abe PC3) nerodnokcaluHy remirigpary. AdY/ED, 2.2.29
OnTudHe oBepTanHna Big —0,26°0q0 — 0,29°. IdY/ED, 227 .0.26°
3 |Mposapicrs E?;;,wégu‘:?c;b‘lnpenapary He Mae nepeBuillyBaTH eTanoHy |. Binnosigae
¢ 3abapeneHHn npenapaTty He Mae fepesunwysaTy etanoHy GY1. i .
4 |KenkoposicTb LOVIED, 2.2.2, metoa 1 Binnosinae
5 |pH 43-53 [oviED, 2.2.3 49
6 |OcmenspHicTs Big 28C go 320 mOcmons/kr  ADY/IED, 2.2.35 304
N-geameTunnesocpnokcaymHy ~— He Binblue 0,30%; 0.016%
JuamiH noxigHoro nesodnokeauuHy ~ He Binbwe 0,30%; Bincytha
N-ckeuay nesodpnokcaumHy — He Binblwe 0,30%; Bigcytha
7 |CynpoBiaHi gomMilwku 9-peachropnesochnokeayrHy — He Binbwe 0,30%; BigeytHa
D-izomep nesodnokcauuHy — He Gincwe 0,80%; 0,184%
Byab-AKol HeineHTUMhIKOBAHOT AOMILLIKM — He Binbwe 0,10%; 0,038%
Cyma pomilok (bez D-isomepy) — He Binbwe 0,50%. 0,067%
8 |OBem, Lo BUTAraeTHCA He Menlwe HoMiHanbHoro, JOY/ED, 2.9.17 Bignosifae
MexaHivHi BkntoYeHRA: Budumi yacmxu Mpenapat mMae 6yTH NPaKTMYHO BifIbHWH BiA YacToK. Bianosinae*
9 |Heeudumi yacmiu; YacTki posmipom 210 MkM — He BinbLse 6000, 60"
poaMipom 225 MkM —He Ginblue 600 Ha 1 amnyny. [IOY/€0, 2.9.19. o*
10 |CrepunbHicTb MNpenapat Mae 6yTH cTepUNbHUM. [OY/EQD, 2.6.1 CrepunbHUA*
11 |BakTapianbHi eHOOTOKCMHA He Binelue 3,5 MO/mn. JOY/ED, 2.6.14 meTog A Bignosigac™
o : Bwmict nesocbnokcayuHy B 100 Mn npenapaty
12 [Knpsticye ssE s wae 6y sig 475,0 Mr 0 525.0 ur OY/E®, 2.2.29 50

KoMeHTapi: PesynsTati KOHTPONMIO AKOCTI MpuBeAeHi 3riAHo AHanitvyHoro nucta Ne 30 Big 29.12.2020 XimiyHol naBopaTopil Biadiny
koHTponto skocTi TOB «PAPMACES» Ta Ceprudikary skocti Biocep C.A. MAPEHTEPAN COMOWHC IHAACTPI, Mpeuis sig 16.12.2020 (%)
Ta BifinoBigaoTs BuMoraM MKS fo P Ne UA/12842/01/01 si amivamu sig 04.10.2018.

CreyianeHi ymosW abepiranHsa: B OpHIiHaNBHIA YiiakoBLj, Npu TeMnepaTypi He BM}?‘,;
45

04 ciuna 2021 p. HauansHuk B ———FAyuk M.O.

3ansa; Lo cepilo npogykuii Gyno eupobneHo Ha BuwlesaaHaveHiil AinbHWUi y nglHid signosignocTi Ao BuMor GMP (ekniouaicuu
NakyBaHHA/MapKYBaHHA) Ta NPOBEAEHO KOHTPOMDb ii AKOCT] BIATIORIANG [0 BUMOT CrielWdbikalid, Wo MicTaThes ¥ PeecTpaujiiivomy [ocke Ha
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3aca 90000001261 o7 18.03.2021

- ") TOB "©APMACEN", BOpofsiHCLKUA p-H,
N | ko h a rm 07850, Ykpaina, cMT. Knasgleso-Tapacose, Ten.: +38 (044) 498-28-80
p Kuiscoka obnacTs syn. Kapna Mapkca, 44 6 office@nikopharm.com.ua

CEPTUQOIKAT BUNMYCKY CEPII N254

HaimenysanHa npoaykyii:  JTEBOLUWH-H
Homep peectpauiiHoro noceigyenHa: UA/12842/01/01
Cuna giifaktusHicte: 100 M po3yuHy MicTUTE 500 Mr nesodnokcauvHy
NMikapcbka chopMa:  po3vuH ans iHdyysii 500 mr/100 Mn

Po3amip Ta Tun nakysanHA: no 100 Mn y chnaxoHax Nei
Homep cepii: 141120
MpupatHui no: 12 2022
Hasea kpaiHu npusHaueHHs ana cepii:  Ykpaixa

3amea: Lum ninTeepaxyio, wio sei BUpoGHWYi cTagii AnA el cepil rotosoi npoaykuil Bynu 3pikicHeHi B
MOBHIfi BIANOBIQHOCTI 3 BWUMOraMK, 3a3HAYEHUMW B YMHHIN HacTaHoei GMP, 3arBepOKEHIN
MiHicTepcTBOM OXOPOHM 340pPOB’A YKpaiHy, | 3 BUMOTgMY PEECTPaLiiiHOrO JOChE,

Cepina fonyckaetbca Ac peanizayii; 04 ciy

¥YnosHosakeHa ocoba 3 Bunycky I : ar /
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Ten. (044) 496-87-87, Tenfdaxc {044) 239-19-38, Tenfbaxc (044)4968942, Ten, {044) 485-26-57 (Linopobono}

Ceprudikar axkocri N2 040000088813

o
AR

NamikoH®, cnpen Hawkipuuin 1 % no 25 r y dnakoni N2 1

17 PO3YMHY MICTATD TEPBIHAQIRY TIPOXNIOPKAY B MEPEPAXYBAHHI HA 100 % BE3BOAHY PEYOBUHY 10 Mr

Homep cepir: 41120
Kinbxicts npopykuii:
Bata eupobHuyTea: 11.2020

AH2ni3 BUKOHaHWK no:

25,920 Tuc.ynax.

KpaiHa oTpumMysay: Yxpaina
N2 PeecTp. nocsigyeHHn; UA/2714/03/01

Tepmix gii peecTp. nocsiguerHn; HeoOMeKeHWNA

MKA J13 po PN NeUAJ2714/03/01, 3minw gin 21.08.2019 p.

HalimenyeasHs nokasHukis

Bumorn AH(cneyudikanii) PezynbTaTh BUNpoGyeaHs

Onuc

InenTudikauin
Tepbinadivy rigpoxnopug,

kucnoTa HeH3onHa

nponNineHrnikone

pH
Bunpo6yBaHHA YNnakoBKM
nepesipka ¢nakoHa Ha
WIBHICTE 328KynopKu

nepesipka MexaHiYHOro Hacocy

@Q(M(ﬁ//&@fd? &j Ao, 03. O3 % -

XPOMaTOrpamax Po3umMHy NOPIBHAHHA

lMpenapaT Ha BUXORT 3 GNaKOHY PO3NURMIOETLCH Y
BUTAAAI 28PO3CNLHOrO CTPYMEHSA, AKKIA ABNAE
cobolc gucneproBari y noeiTpi Yacrku pigrHm Bignoeinae
Ha xpomarorpami sunpo6oByBaHOTO po3unHy,
ofep*anin B posfini "KinbkicHe BUsHayeHHs,
TepbinadiHy rigpoxnopug i kncnota Gensonsa,”
Yacu YTprMyBaHHA RikiB Tepbinadiny
riapoxnopugy i Kucnoti BeH3onHOT makTh
CrniBnagaTv 3 Yacamu yTpumMyBaHHA Nikis
TepBiHadiny rigpoxnopugy i KUCIOTK BeH30iRHOT
Ha XpomaTorpami po3unHy NopisHAHHA (C) 3
TouHICTIC £ 2% Bignosigae
Ha xpomatorpaml snnpoGoBYBaHOIO pPO3UMHY

ofepXaHin B posgini "KinbkicHe B3Ha4YeHHA.

TMponineHrnikank", sigHoCHWIA Yac yTpuMyBaHHA

OCHOBHOTO Nika Mae CnienagaTtv 2 BiAHOCHM

YacoM YTPUMYBAHHA CCHOBHOTO Nika Ha

Bianosinae

Bin 3,0 po 4,2

He gonyckaeTheA Nosea MOKPUX MUTAM Ha
¢inbTpysancHoMy Manepi

MNossa aepo30NbHOTO CTPYMEHIO MPEnapaTty NOBUHHA
BigByBaTUCA MIiCNA He Gislblie HiX 7 nepiumx

HaTUCKYBaHb Ha posnuniosay. [onyckasrsea 3a

BIGCYTHOCTI CTPYMEHA NpenapaTy HaTUCHYTK Ha
posnuniosaqy we oguH pas. Hagani rnosaea
AEPO30NLHOrC CTPYMEHA NoskHlHa sinbysartlica

nicAA Nepworo HaTUCKYBaHHA Ha PO3NUAIOBaY Bignosigac

Crop.1 32
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Ten. (044) 496.87-87, Ten./dake (044) 239-19-38, Ten./panc (044)49689-42, Ten. (044) 485-26-57 {uinoqotosa)

BIACOTOK BUXOMY BmicTy He meHwe 90% Big Macu, 3a3HaueHol Ha eTuKeTwi
PpnakcHy ¢nakoHa _ 102 %
CynpogigHi gomimkn
Gynb-AKol QOMILLKK He Binbwe 0,2% 0 % ****
cyMa AOMILIOK He Binbwe 0,5% 0 % ***
Mikpo6lonoriuna uncroTa
3aranbHe 41Cno aepobHux Kputepiil npuitHatHoctl 100 KYO/mn
mikpoopraHizmis (TAMC) *
3aranbHe YACNC APDKIKOBMX | Kputepit npuitHaTHocti 10 KYO/mn
nnicHssux rpubie (TYMC) *
Staphylococcus aureus * BincytHicT 8 1 mn 1
Pseudomonas aeruginosa * Bipcythicte B 1 Mn *

KinbKicHe BuaHaueHHA

TepbiHadiny riapoxnopug Bin 9,5 mr go 10,5 mr 8 1 r npenapary (Ha
MOMEHT Buriycky). Bin 9,0 mr po 11,0 mre 1 r
npenapary 9,8 mrir
kncnota 6eH3okiHa Big 0,0018 r go 0,0022 r 5 1 r npenapaty 0,0019 ¢/r
npoRineHrikons Bia 0,27 r 0o 0,33 r B 1 r npenapary 0,3rfr
Ynakoeka Mae Bignosigatn Bumoram Bignosipae
MapkyBaHHA Mae signoginati sumoram Binnoeinae
TepmiH NpugaTHOCTI: 3 poxu o 11.2023

Ymopy abepiranHal  36epirati 8 opurinankHii ynakosLl npu TemMnepaTypl He Buwe 25 °C. 3aMOPOXYBAHHA He AONYCKAETLCR

KomesTapi:

*Ha nigcrasi nepioguuHoro koHTponi. NpoTe My nigTsepaKyemo BignNoBIgHICTL AaHol cepil Bumoram HA
***Menue 0,5%

****(M KB
3anBa npo ceprudikauiio;

Uum n 3acsiguylo, Wo BulleBKazaHa iHpopmauia € gocrosipkoi | Tounolw. Lo cepil npoay KUl | Byno BMpoBaeHo (BKMOYAICUM
YNakoBKy/MapKyBaHHA) Ta NposefeHuil KOHTPOAb 1T AKOCTI Ha HWXYEeBsKasaHilk ginoHuL| | e ?W? _BlanosigHocTi o sumor GMP,

BCTAHOBNEHIX MICLIEBIM PErYNATORHUM OPraHoM, a TakoX Y BIANoBIAHOCTI i3 cneuwdiKsil ?wwﬂxlwauakOAHTbcn y peectpauifiHomy
pocbefroprosol aiyeHsii. MpoTokony BUPOSHULTBE, NakyBaHHA Ta aHanisle Bynu nep iTap amaﬁgymnosmﬂ icte GMP.
©
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HozsoneHo go peanisauil / Ac BigBaAHTaXKeHHA
YnoeHoBaxeHa ocoba - MposigHui inxenep BCTaBl NanTyx 10.M,

BupofHuua ginbHnyA: 04 =t A
1OWEES,

YKPATHA, 04080 m. Kuis-80, syn. Opyuae, 74; NMiyeHsia Ha supobruurso AE N2 637430 B!g\@l P

- GMP Ne 072/2019/GMP ela 10.10.2019; UP/1-630-10/18-03/06 Big 16.01.2020

KouTpone akocTi Ta BMgava go3BoNy Ha peanidauito;

YKPATHA, 04080 m. Kuis-80, syn. ®pynse, 74; Calgourso npo atectauiin Ne 390 sig 22.01.2019
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