DQAPMAK

Ceprudixar axocri N¢ 040000115896

Ten, [044) S08-BT-H7, Tenmspanc (44} Z36-T0-30, Ten/daxc (0444088342, Tun. (0dd) 488-20-57 (WinapoSomns)

Pauluc, Tabnerxu 2,5 mr, no 10 Tabnerok y Snicrepl, no 3 Gnicrepn y nauyl

%
;— :t . 1TAGNETKA MICTHTL: PAMINPIAMTY 2,5 M
Hamep cepli: 'Ej ; 80624 Kpaina oTpusMysay: YxpaiHa
Kinuxicte npnmé:ﬂl" é _ 5.970 Tuc.ynax. N® PeecTp. nocelguentn: UAM0882/01/02
Hava snpoﬁumma 06.2024 Tepwin Al peecrp. nocelpuenna:  HeobMexeHui
Asania -muam‘gi ud MKA N3 ao PN NMUA/10982/01/02, sminm sip 15.01.2024 p.
Hadimenysaimn | immm Bumoru AH(cneundbcayl) PFesyavTan manpolysane
Onuc TabneTin nnockounniHapUIHOT dopmMi,
CBITRO-MOBTOrC KORLOPY 3 $aCKOI T3 PUCKOD, i3
cnabirum CrieundiuHum 3anaxom abo Gea sanaxy. Ha
nosepxxi TAGHETOK JOYCKAKTHEA HEIHAYHI
. BKPANIEHHA | MapMYDOBICT. Biancelnae
lasiruixayin
paminpun . - Ha xposmatorpami BUNpoSoByBaHOro PO3vMHY,
' oTpumanii ¥ poaginl "Kinexiche sHaHaueHHA.
Merop 1" abo "KlnbkicHe susHavenHa. Metop 27
Yac YTpYMYBaHHA OCHOSHOrO Nika paminpuny mae
CNiBNaNaT 3 YACOM YTDHMYBAHHA OCHORHOTD nika
paminpuny Ha xpomarorpami posumMHy NOPIBHANHA
s 5§ (b) 3 Tounicrio 12 % Bignosigae
3aniza oxciy woeTwiA (E172) Axicua peaxyin Bignobigae
Cepennn maca s Bl 0,123 1 A0 0,137 £ =5 S 0,130
CYTposima Ross » % L .%\\
Aomiwka A He Ginbwe 0,5 OKYMEHT 1B \): 0,0 % (<M8)
_ Romiwxa B He Ginbwe 0,5 E 3 ﬂ Mu 0,0 % (<MB}
Acmiuxa C He Ginbwe 0,5 ) T g 0.0 % (<MB)
Cyma nomit;wu DraE He Ginbwe 5,0 i *M 0.2%
Gy b-AKOT IHILIGT AOMIIKN He Ginee 05 % Do S L 8100 0,0 % (<MKB)
cyma gomimm'.c He Ginbwe 1,0 % pe = 0,2%
QOgHopigHicre pososaHnx Mag BUTPUMYBITA BUMOMH
oummp ' Blanosigae
PossmHEHHA He menwe 80 % {(Q) 33 30 xa 97 %
MixpoSlonoriuns Yncrors
3aranbHe yncno aepobHmx Kpurepi# npwithatiocti 1000 KYO/r
smixpoopranismie [TAMC) * "
2aranbHe YUCHO APHIDHOBAX T2 Kpurepii npuiinatiocri 100 KYO/r

Cepmucpixam nidnucano enexmporHuM nidnucom iD 0400001158986
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i ; T, (04} S0O-ET-87, Tordpanc (0dd) 238-18-38, Tem Mpanc {D44)29800-42, Ten. (044) 435-28-857 {LironoScec)
naicHaBux rpu%ls iTYMC) ® *
Escharichia ‘poll‘_" i Biacyrlcmo o 1 1 '
Ynakoska . * Mag BignoeifaTh BUMOraM Bignoainae
MapKyBaHHRA “ 5 Mae signosinaTy evmoram Binnoninae
paminpun “ Bin 2,26 mr 1o 2,63 mr, B Nepepaxysanbi Ha |
FI cepeanio macy opHiel rabnem 2 45 mrfra L
Tepin npumsrifoctt, 2 poxw Ho 06.2026 '
Ymosn w&plmi?_n:* 36eplratv s opurivansiil ynaxcay! npy Temnepatypl we sue 25 °C,

*Ha nigcrasi neplogwaHoro KonTpon. NpoTte Mv nigTBEPKYEMO plgnosiasicts zaxol cepil Bamoram HY

Zsnwa npo copridhiayiio:

Unm A sacelguyw, wo suuesxazana indopmayin € gocrosipkoi | Tousow. Lio cepio npoaykuil 6yno empobieno (BXNOuRIONK
YNaKoBKy/MapKysaHHA) Ta NPOBEAeHUI A KOHTPOAb I AKoCTi Ha HxvesKazanlil glnsHuyl 8 nosxid signoaigHocti Ae Bumor GMP'P
SATBHORAEHI MICLEBIAM DErYNATOPHNM DPranoM, a Takox y signoslnHocti i3 cneLmdixaulami, Akl 3HAXOAATLCA Y pescTpaylitHom
AgcoefToprosot nitens. MpoToxkony eHpobHALTE, NaKyBaHH: Ta aHanials Gynu nepesipesi Ta actanomnera slanosigHicrs GMP,

{

Acssoneno go peanisaull / go siasakTaxennn

YnoBHOBaXEHa ocoba — MposigHiit inxesep BCTaBl 18.06.2024 ‘

‘Bupobrmea glemnn:
YKPATHA, 04080 M.‘.-.Ku'ia-aﬂ. Byn. Kupwilacoxa, 74; fiyensia va pupobuuuteo AE Ne 637430 slg 07.04.2015;
Ceprinpikar GMP Ne045/2022/GMP sia 25.08.2022; GMP_UZ-08:2023 sia 30.11.2023; UP/-530-10/21-03/13 eia

28.10.2021: GMP/EAEU/KZ/81-01-24 sig 15.12.2023

|
1
|

YKPAIHA, 04080 m. Knis-80, syn. Kupuniecbka, 74; Caigoyurso apo avecTauiio Ne 390 iy 22.01.2019
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Cepmugpixam nidniucano enexTNpoHHUM nidnucom iD 040000115696 Crop.2 32 ;
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Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinonoboso)

Ceprndikar axkocri N2 040000115956

Pamizec, Tabnetkn 2,5 mr, no 10 Tabnetok y 6nicrepi, no 3 6nicrepu y nauui

Homep cepii: 90624
KinbKicte npogykuji-
Data eupobHnuTBa: 06.2024

AHaniz BUKOHaHMIA no:

6.279 Tuc.ynak.

1TABNETKA MICTUTb: PAMIMPUNY 2,5 Ml
KpaiHa oTpumyBay: YkpaiHa
N2 PeecTp. nocBigyeHna: UA/10982/01/02

TepMiH aii peecTp. noceigueHHn:  HeoGMexenni

MKA 13 no P N2UA/M 0982/01/02, 3minm Big 15.01.2024 p.

HaiimeHyBaHHA NOKA3HUKIB

Bumoru AHJ{cneumndixanyii)

PesynbTaTh BUnpoGyBaHb

Onwnc

laenTngikanin

paminpun

3aniza okcup »oetuia (E172)
CepepHa maca
CynposigHi gomilxm
Homiwka A
Jomilka B
Jomiwka C
cyma gomiwok D ta E
6ynb-AKol iHWOT gomilWKA
CYyMa [OMILIOK
OpHopigHicTh AO30BaHNX
OpUHULb
Po3uyuHeHHA
Mikpo6ionoriuna uncrora
3aranbHe yucno aepoBHUX
mikpoopraHismie (TAMC) *

3aranbHe YUCNO ApiKAXKOBUX Ta

TaGneTku NnockoUMRIHAPUYHOT popMM,
CBITAO-KOBTOTO KONbOPY 3 PacKoo Ta PUCKOID, i3
cnabkum cneuudiuHmum 3anaxom abo Ge3 3anaxy. Ha
NoeepxHi TaBneTok AoNycKalTbCA He3HAYHI
BKpanieHHA | MapMypoBicTb. Bignoeigae
Ha xpomaTorpami BUNpoBoByBaHOrO poO3UnHY,

OTpuMaHii ¥y po3gini "KinbkicHe BUZHauYeHHA.

Metog 1" abo "KinbkicHe BU3HaueHHA. MeTop 2°

yaC YTpMMYBaHHA OCHOBHOIO MiKa paMinpuny Mae

CNiBNafiaTi 3 YacoMm YTPUMYBaHHA OCHOBHOIO Mika

paminpuny Ha xpomaTtorpami po3unHy NOpPiBHAHHA

(b) 3 TOu

fAkigdaEea
=; 23

Bignoeigae

Bignoeigae
0,131r

~J /}(
g \"f,\-\_
B 1378 \2,\
\=

0,0 % (<MB)
0,0 % (<MB)
0,0 % (<MB)

He Binble 5_,[-)“%

0,2%
He 6inbwe 0,5 % 0,0 % (<MKB)
He 6inbwe 1,0 % 0,2 %
Ma€ BUTPUMYBATH BMMOTU

Bignoeigae
He meHwe 80 % (Q) 2a 30 xB 103 %

Kputepiil npuitHaTHoCcTi 1000 KYO/T

Kputepiil npuidHaTHOCTI 100 KYO/T

Cepmudpixam nidnucano efeKmpoHHUM nidnucom

ID 040000115956
Crop. 1

32



OAPMAK

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

nnicHABKx rpubie (TYMC) * *

Escherichia coli * BigcytHicte B 1T *
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae

KinbKicHe BU3HaYeHHA

paminpun Big 2,25 mr po 2,63 mr, B NepepaxyBaHHi Ha
cepefHIo Macy ofiHiel TabneTku 2,40 mritab
TepmiH npuAaTHOCTI: 2 pokun Do 06.2026

¥mosu sbepiranna. 36epiraTu B opuriHanbHiil ynakoBui npu Temnepatypi He suwe 25 °C.
KomexTapi:

*Ha nigcraei nepioguuHoro KoHTponio. Mpote My NigTEepmKYEMO BigNoBigHICTL AaHol cepii Bumoram HI
3ansa npo cepridikayin:

Lum A 2aceiguyio, WO BUleBKa3aHa iHdopMaLlia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAIOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI HA HWKYeBKa3aHiil ainbHUUI B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlitHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicts GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaKeHHA
YnoeHoeaxeHa ocoba — posigHuiA iHxeHep BCraBll fipemenko B.B.

18.06.2024

identrﬁcanon node
00481498

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

Cepmudikat GMP Ne045/2022/GMP Big 25.08.2022; 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

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanizayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigouTeo npo atectauiio N2 320 sig 22.01.2019

nad
JTOKY MEHT

Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000115856 Crop.2 32
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