OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinonoboso)

Ceprndikar axocri N2 040000117398

Bensun6eHzoat, kpem, 250 mr/r no 40 r y 1y6i, no 1 1y6i y nauui
11 KPEMY MICTUTb BEH3WUNBEH30ATY MEAWMHOTO -250 MI

Homep cepii: 50824 KpaiHa oTpumyBau: YkpaiHa
KinbkicTe npogykuii- 14.490 Tuc.ynak. Ne PeecTp. NocBigueHna: UA/S7134/01/01
Hata enpotHnuTBa: 08.2024 TepMiH gii peecTp. nocsigueHHn:  HeofMexenni

AHanis BUKOHaHu# no: MKA 13 no P N2 UA/7134/01/01, 3minu Big 22.06.2022 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndixanyii) PesynbTaTv BUnpobyBaHb
Onnc Kpem Ginoro konsopy 3i cnabkum cneundiuHum
3anaxom Bignoeigae
laeHTHdiKaLin
feH3unbenzoar ¥neTpadioneToBUi CNekTp NOrAMHAHHA

BMNpo6OBYBaHOrO PO3UMHY, NPUroTOBAHOMO B

po3gini "KinbkicHe BUzHaueHHA", B ofBnacti Big

250 HM go 310 HM NOBMHEH MATH MaKCMMYMM 33 THUX

e JOBXMH XBUAb, WO | CNeKTp po3unny

NOPIiBHAHHA, NPUrCTOBAaHWIA ANA KinbKicHoro

BW3HaYeHHA Bignoeigae
kucnota 6eH3oiHa Ha xpomaTorpami BUNpoBoBYBaHOrO poO3UnHY,

OTpuMaHiin B po3pini "Knanota GeH3oiHa", mae

BUABNATUCA OCHOBHA NAAMa Ha PiBHi OCHOBHOI

NAAMIW Ha Xpom AMi=POSUMHY NOPIBHAHHA (a),
BifinoBigHa T 38 CE3Mip <& N\ Bignoeigae
OpHopigHicTb Mae 6yt opfian V Bignoeigae
Kucnota 6en3oiHa Ha xpomatgrial “Eo maﬁo)ﬁoqmny
nnsma, Wo RIAIOBIAGE KN nori 6e|-130 A, Mae
OYTW He IHTE‘ di Adpomarorpami
PO3UMHY NOpPiBHRYEH Bignoeigae
pH Big 6.5 o 8.5 e 7.0
Maca BmicTy ynakoBku Mae 6yTi He meHwe 40,0 r Bignoeigae
Mikpo6ionoriuna uncrora
3aranbHe Yucno aepoBHUX Kputepiil npuidHaTHOCTI 100 KYO/r
mikpoopraHismie (TAMC) 0 (MeHwe 50)
3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuidHATHOCTI 10 KYO/r
nnicHABux rpubie (TYMC) 0 (MeHwe 10)
Staphylococcus aureus BigcyTHictb B 1T BigcyTHi
Pseudomonas aeruginosa BigcyTHictb B 1T BigcyTHi
Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000117398

Crop.1 32



OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /bakc (0444968542, Ten. (044} 4852657 (uinonoGoso)

KinbKicHe BU3HaYeHHA

GeH3unbeH3oar Big 237,5 mr go 262,5 mr B 1 1 npenapaty 2595 mrir
¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTtu Bumoram Bignoeigae
TepmiH npuAaTHOCTI: 3 pokn Do 08.2027

¥mosu sbepiranna. 36epiraTu npu Temnepartypi He Buwe 25 °C
KomexTapi:

3ansa npo cepradikayin:

Lum A zaceiguyio, WO BULeBKa3aHa iHdopMaLlia € pocTosipHoo i TouHow. Lo cepilto npoaykuii 6yno snpobneHo (BKAOUYAIOUK
YMaKoBKy/MapKyBaHHA) Ta NPpOBEAeHUI A KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUUI B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamn, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTBA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicts GMP.

Ao3soneHo Ao peanizayii / Ao BigBaHTaKeHHA

YnosHoBaxeHa ocoba — posigHuiA iHxeHep BCraBll flpemenko B.B. 10.08.2024

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE N2 637430 Bip 07.04.2015;

Cepmudikat GMP Ne 108/2023/GMP eig 20.12.2023; GMP_UZ-08:2023 sig 30.11.2023; UP/1-530-10/21-03/13 Big
28.10.2021; GMP/EAEU/KZ/81-01-24 Bin 15.12.2023

i (‘__}.4._[310 By
) KENN

aylio Ne 390°81'22.01.2019
OKY MEHTIB

KoHTponb AKOCTi T2 BNAAYa 03BOAY Ha peanizayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigouTeo n

Cepmudpixam nidnucano efeKmpoHHUM hidnucom D 040000117398 Crop.2 32



VAT

Ten. {044) 496-87-87, Ten./paxc (044) 230-19-38, Ten./bakc (044)49689-42, Ten. (044) 485-26-57 (uinopoboso
CepTudikar sakocti Ne 040000119562

BensunGensoar, kpem, 250 mr/r no 40 r y Ty6i, no 1 1y6iy nauui
1T KPEMY MICTUTb BEH3VNBEH30ATY MEAXYHOTO -250 MI

Homep cepil: 10125 KpaiHa oTpumyBau: Ykpaina
KinbKicTb npogyKuii: 14.363 Tuc.ynak. Ne PeecTp. NOCBIAYEHHS! UA/7134/01/01
[lata BupoBHULTBa: 01.2025 TepmiH aii peecTp. NOCBIAHEHHSA: HeobmexeHn

AHaniz BUKOHaHWi no: MKA /13 go PM Ne UA/7134/01/01, 3minu sia 22.06.2022 p.

HalimeHyBaHHA NOKasHUKIB Bumoru AH(cneumndikauii) PesynbTatu BunpobyeaHb
Onuc Kpem 6inoro Konbopy 3i cnabkum cneyndiuHnm
3anaxom Binnoeigae

IpeHTndikauia

6eH3nnbeHsoar YnbTpadioneToBUi CREKTP NMOTNNHAHHA
BUNPO6OBYBAHOTO PO3UUHY, NPUrOTOBAHOTO B
pozgini "KinbkicHe BU3HaueHHA", B obnacTi Bid
250 Hm go 310 HM NOBVHEH MaTW MaKCVMyMU 3a TUX
KE [OBXUH XBUIb, WO | CNEKTP PO34NHY
NOPIBHAHHS, NPUroTOBaHWA Ans KinbKicHOro
BU3HAaUYEHHA Bignoeigae

KucnoTa beHsonHa Ha xpomatorpami Bunpo6oByBaHOro PO3HNHY,
oTpwMaHil 8 po3aini "Kucnota HeHzolHa", Mae
BUABNATACA OCHOBHA MAAMA Ha PiBHi OCHOBHOT

ANAMM Ha XpOMaTorpami po3uuHy nopisHAHH# (a),

BignoBiagHa 11 3a Po3mipom Bignoeigae
OfHOpIAHICTL Mage 6yt ogHOPIgHUM Bignogigae
Kucnota 6eH3olHa Ha xpomatorpami BUMNPOBOBYBAHOrO PO3UNHY

fAaMa, Wo BiANOBILaE KUCNOT 6eH30WHIN, Mae

6yTU He IHTEHCMBHIWOI 3a NAMY Ha xpomatorpami

po3sumHy nopisHAanHA () (0,5 %) BignoBipae
pH Bin 6,5 fo 8,5 7.2
Maca BMICTY YNaKoBKU Mae 6yTu He meHwe 40,0 1 Bignosigae
Mikpo6ionoriyHa yucroTta
3arafbHe YnCNo aepobHUX KpuTepitt npuithaTHocti 100 KYO/r
mikpoopraHismis (TAMC) 0 (MeHiwe 50)
3aranbHe YUCAO APIXAKOBUX Ta KpuTepitt npuitHaTrocti 10 KYO/r
nnicHasux rpubis (TYMC) 0 (Menwe 10)
Staphylococcus aureus BincyTHicTb B 11 BigcyTHi
Pseudomonas aeruginosa BipcyTHicto B 11 BigcyTHi
Cepmudpikam nionUCaHo enekmpoHHUM nidnucom ID 040000119562 Crop. 1 32
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AR

Ten, (044) 496-87-87, Ten./daxc (044) 239-19-38, Ten.Jbakc (044)49689-42, Ten. (044) 485-26-57 {uinopo6oso)

KinbKicHe BU3HaYeHHA

HeH3unbeH3oaT Bip 237,5 mr go 262,5 mr 8 1 r npenapary 251,9 mrir
YnakoBka Mae Bignosifatu sBumoram Bignogigae
MapKyBaHHA Mae Bignosigatv Bumoram Bignogigae
TepMiH npupaaTHOCTI: 3 poku o 01.2028
YmoBu 36epiraHns:  36epiratn npu Temneparypi He sutlie 25°C
KomeHTapi:

3anBa npo cepTudikauito:

Lum a 3aceipuylo, Wo BullleBkasaHa iHpopmaLlis € AOCTORIPHOK i TOYHOMW. Lo cepito npoaykuii 6yno BUPOBAEHO (BKMKOYAOUU
yﬂaKOBKy/MapKyBaHHﬂ) Ta NpoBefeHUi KoHTponb il AKOCTI Ha HUXYEeBKasaHiil AiNbHWL B NOBHIN signoeigHocTi Ao BUMOr GMP,
BCTaHOBNEHWUX MiCLLeBUM PErynsaTopHUM OpraHoM, a TakoX y BignosigHoCTi i3 crieuudikalliamuy, AKi 3HAXOAATLCA Y peecTpalinHomy
pocbe/Toprosol niensii. [poTokonu BUPOBHULTBA, NaKyBaHHA Ta aHanisis 6ynu NepesipeHi Ta BCTaHOBEHA signosigHicte GMP.

JOBHOBANKEHR

llosBoneHo Ao peanisauii / A0 BiABaHTaXeHHA 7). 0coba e
YrnosHosaxeHa ocoba ~ MposigHuit iHxeHep BCTaBll Apemerko B.B. 20.01.2025

{i , v Z%

HLANON Logs
00481198

Bupo6Huua ainbHuus:

YKPAIHA, 04080 m. Kuig-80, Byn. KupuniscbKa, 74; JliueHsin Ha BUPOGHUUTBO AE Ne 637430 sig 07.04.2015;

Ceptudikat GMP Ne 108/2023/GMP sig 20.12.2023; GMP_UZ-08:2023 Bia 30.11.2023; 530-10/24-06/02 gig 02.09.2024;
GMP/EAEU/KZ/81-01-24 Big 15.12.2023

KoHTponb AKOCTi Ta BUAaY4a AO3BOAY Ha peanisauito:
YKPATHA, 04080 m. Kunis-80, syn. Kupuniscoka, 74; CBifouTso npo atecrauito Ne 390 sig 22.01.2019

Cepmudikam nidnNUCaHo enekmpoHHUM nionucom ID 040000119562 Crop.2 32
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