®-06-04-00/6

MPUBATHE AKLIIOHEPHE TOBAPUCTBO "®ITO®APM"

tOpuaunuHa agpeca: 02092, m. Kuis, Byn. AnmaTtuHCbka, byauHok 12

Tenedonu: (044) 390-52-91

CEPTUODIKAT AKOCTI Ne 53-KK Bin 23.05.2024

1. Hassa npoayxkuil DYKOPUUH
2. Nlikapcbka popma PO34nH HALWKIPHUA
3. Poamip Ta TUN naKkyBaHHs no 25 mn y dnakoHax 3 MapKyBaHHAM YKpaiHCbKOK MOBOIO
. 1 M1 PO3UMHY MICTUTB: (PYKCMHY OCHOBHOTO — 4 M, KUCNOTU GOpHOI — 8 Mr, heHony — 39 Mr,
4. Gutna aii/ sxmaHIcTY aueToHy — 0,049 mn, pesopuuny — 78 mr, etaHony 96 % — 0,095 mn
5. PeecTpauifiHe nocsig4YeHHs UA/0182/01/01 TepMiH Ail HeobmexeHun
6. KpaiHa-BupoGHuK Ykpaina
7. Homep cepii 180524
8. Poamip cepil 5769 chacosok
9. fata supobHuurea 01.05.2024
10. [lata 3akiHueHHs TepMiHy npuaaTHocTi  01.05.2026
11. Aapeca AinbHuui 3 BupobHuyTea 40035, Cymcbka 06n., M. Cymy, 8yn. Xapkiscbka, 6ya.6
NiueHsin Ha supobHMUTBO N13 cepis AE Ne637447 Big 07.07.2015 p, Ne531;
12. Hasga Ta HoMep niueHsil Niuensis sia 15.11.16. JoaaTtok 2 40 niuensii AB Ne578982 sia 19.10.2023 p.; Ceptudikar ISO
9001 NeHU12/6480;

13. PesynbTatu aHanisis

Ne HaliMeHyBaHHA nokasHukis Bumoru HTA a:?g:;;:;:b
1|Onuc PigviHa TeMHO-4epBOHOr0 KONMbOPY 3 XapakTepHUM 3anaxom eHony. sinnosinae
2}lpenTudpikanis

Peakuist 3 po34MHOM HaTpilo rigpokcuay P i xnopodopmom P; 3 aBnseTses

2.1|deHon, pesopuvH poxese 3abapBrieHHs, ke NEPEXOANTL B YEPBOHE, BiA AOAABAHHSA OLTOBOI BianoBinae

kucnotu P 3abapBneHHs nepexoinTb y XKOBTe.
2.2 |Kucnota 6opHa Peakuis 3abapsneHHsa nonym's. BianoBinae
Peakuis 3 pO34MHOM KiTPONpycuAy HATPIlO | PO3YUHOM HaTpito rigpokeuay P;

2.3|AuyeTtoH YTBOPIOETHCA KOPUYHEBO-YepBoHe 3abapBneHHs, sike Bia A0AABaHHS OUTOBOI Bignosigae
KucnoTv P nepexoanuTb y poxeso-gioneTose.
Peakuis 3 OUTOBOI KUCNOTOI NbOASHOW P; BUSBNAETLCSH XapakTepHuii " .

24 [Exanan :aana;i emn;ue'ra'ry. g P P Blanos\nat
3|FyctuHa He Ginbiwe 1,010. 1,002
4106 em BMICTY ynakoBKu 06 em BmicTy KOXHOro pnakoHy mae ByTn He meHwe 25 mn. y HOpMi
5 |Mikpobionoriuka ynucrora: Ne 18

51 [uipoopravisuis. (TAMC) " 10°2 YOl 10 KYOlwn

T R I R T

53 Bﬁa1|c:"enp|| poa..St.aureus, Ps.aeruginosa HE AONYCKAETLCS: F—
6 |KinbkicHe Bu3HaYeHHs

6.1 |dYyKCUH OCHOBHUM Bia 0,38 % 20 0,42 %. 0,39 %

6.2 |Kucnora 6opHa Bin 0,76 % p0 0,84 %. 0,79 %

6.3 j®eHon, pe3opunH Bia 11,10 % Ao 12,30 % cymapHo. 11,87 %

. 7|YnakoBka 3rigno MKA a0 peecTpauiitHoro nocsigyeHHs, 3i 3MiHaMu. Bianosigae
8 |MapkyBaHHa 3riaHO TEKCTY MapKyBaHHA A0 PEECTPELIHOr0O NOCBIAYEHHS, 3i 3MiHaMK. BianoBinae

BucHosok. MNepesipennit 3pa3ok npoaykuii Bianosiaae sumoram MKSA go peectpauiiiroro nocsiguenHa Ne UA/0182/01/01, 3i amiHamu.

3anBa npo ceptudikauito

‘ Donomapem(o T.B.
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NPUBATHE AKLLIIOHEPHE TOBAPUCTBO "®ITODAPN"
IOpuansHa agpeca: 02092, M. Kuig, Byn, AnmatiHcbka, GyauHok 12

tenedon; (044) 390-52-91

CEPTUDIKAT AKOCTI Ne 82-KK Bipn 10.07.2024

. Hassa npoayxuil

BYyKOPUUH

©-02-KA-01/1

, Nikapcbka opma

DPO3UUH HELUKIpHUNI

. Posmip Ta Tvii nakysanHs

10 25 nn y (hnakoHax 3 MapxysanHaM ykpalHChKolo MOBOI0

" ; 3 : - = f = ‘
. Cuna &t/ akTBHicTS e ety S o b0t o o
. Homep peecTpatifiioro NoCBIAYEHHS UA/0182/01/01 Tepmin gii HeoBmexenny

. Kpaina-supobHuk Ykpaina

. Homep cepii 240624

. Poamip cepii 5765 chacosok

. Dara supobruyrsa 17.06.2024

. [lata 3akinueHHs Tepminy npuaartHocti  01.06.2026

. Alpeca fineHuli 3 supobruyrea

40035, Cymcbka obn., M. Cymu, By Xapkisceka, 6y4.6

Homep niyexail ginbAndi 3

' BupobHuYTBa

Tliuensis na supobruuTeo N3 cepin AE NeB37447 sig 07.07.2015 p, Ne531

Aapeca finsruui ceprudixauii

08303, Kuiscoka o811, m. Bopucnine, syn, Yymauska, 6ya. 17

Homep niteHsii Ainbrndi ceprudikawil

Niuensis sig 15.11.186. (6/m);Ceprudikar ISO 9001:2015 NeHU12/6480

15 PeaynbTaty adanisis
o . Pesynerary
Q
Ne HaimeHyBaHHSA NIOKA3IHUKIB Bumoru HTH BAnpoByBaHs
110nuc Pianta TeMHO-HEpPBOHOrO KOMbOPY 3 XapakTepHUM 3anaxom deHony. signoBsigac
2iiaenTudikauin
Peakuin 3 poaunHoM HaTpRiK riapokcuay P i xnopogopmom P; 8'SBNIeTCH
2.1{®eHon, pesopunH poXeBe 3abapBReHHs, sIKe NEPEXOAUTS B YEPBOHE, BiA. A0AABARHA OLTOBOY sianosigac
kucnoTi P 3aBapprerts nepexoanTb ¥ XoBTe,
2.2{Kucriota Bopxa Peaxuin 3aBapsnenHa Nonym a. Bignoninac
PeaKin a PosuRHOM RITPOTPYCHAY HATPIO | POIUMHOM HaTpi riapokcuay P
2.31AueToH YTBOPIOETHCH KOPUUHEBO-YepBOHe 3abapBneHts, Ake Bif AOA@BAHHS OUTOBOI Bignosinae
xucnoTy P nepexodnTsb y poxeso-tionetose.
L — Peakuis 3 OUTOBOIO KUCNOTOI0 NbOAAKOI0 P; BUABNSNETLEA XapaKkTepHun sinosinac
3anax etunayerary.
. “ Peakuisn 8 Cipuanoio kenoToio P; 3'#8MReTbes XOosTe sabapBreHHR, sike i .
2, " t ’
5| PyKeur ocroBH#i Y4epes Kinbka XBusuH 3He0apBRIETLCS. B anaslas
3ilycruna He Binewe 1,010, 1,001
4106 em BMICTY YrakosKky 06" &M BMICTY KOXHOFO thnakoHy Mae Oyt He merwe 25 m. y Hopmi
5 iMixpoBionoriuna wncroTa: Ne 24
3aransHe Yucno aepobHux A 0 /
; - & d M
5.1 mikpoopraniamis (TAMC) 10°2 KyO/un 0 K0
3arasibHe YNCIo APPRAKOBUX Ta © BUABSEHO
52 nnicexesux rpubis (TYMC) 10 KYO/wn, H9 Sha
53 Sa;KLeﬁu poa. Staureus, Ps.aeruginosa | .qony?xaenc;\ HE BURENCHO
6 |KinbxicHe BugHaveHHs
8.1 [ PYKCUH OCHOBHWUA Big 0,38 % #0 0,42 %. 0,4 %
6.2 {KucnoTa GopHa Big 0.76 % 40 0,84 %. 0,79 %
6.3|PeHon, pe3opunH 8ia 11,10 % a0 12,30 % cymapHo. 11,86 %
7 |Ynakoska 3riano MKS 10 peectpauiiHoro nocsigyexHs, 3i sMiHamuy. gianosinae
8 |MapkysanHs 3rigHO TEKCTY MapKYBaHHA A0 PEECTPALIRHOTO NOCBIAYEHHS, 3i aminamy, Bignosigac

Buchosok. epesipenni 3pasok.npoayKuil signosigae Bumoram MK# fo peecTpauiitHoro nocsigueHHs Ne UA/018?,’01/01\ 3 3amiHamu,

Zanpa npo ‘ceprndikadio

10 nunHa 2024 p.
08303, Kuiscoka o651, M. Bopucninb, syn. Uy

MoHomapeHko T.B.

0 {BRAOHA0NY NAKYBAHHS:A
MP, BCTasoBneHIMK
Tiporokon supobruuTea,

[oxomapenko T.B.




NMPUBATHE AKUIOHEPHE TOBAPUCTBO "®ITODAPM"

FOpuaunura agpeca: 02092, m. Kuis, Byr. AnmMaTuHcbka, byanHok 12

TenedoH: (044) 390-52-91

CEPTU®IKAT AKOCTI Ne 113-KK Big 31.07.2024

®-02-KA-01/1

1. Hasga npoaykuii ®ykopuuH
2. Nixapcbka hopma PO3YUUH HALWKIPHUIA
3. Posmip Ta TN nakyBaxHs no 25 M y hnakoHax 3 MapKyBaHHAM YKPaiHCbKOK MOBO)
4. Cuna ail/ aktukicrs 2erony - 0.040 wh posepiny - 76 ur. sranony 96 % - 0,008 oo S
5. Homep peecTtpauifiHoro nocsifueHHs UA/0182/01/01 TepmiH aiil HeoBmexeHuil ' '
6. KpaiHa-BUpoBHK Ykpaita '
7. Howmep cepii 350724
8. Posmip cepii 5765 cacosok
9. dara BupobHuuTsa 17.07.2024
10. data 3akiH4eHHst Tepminy npugatHocTi  01.07.2026
11. Aapeca ginbHuLi 3 BUpobHMLTBA 40035, Cymcbka o611, M. Cymu, Byn. Xapkiscbka, 6ya.6
12. sH;;')wo%pr;f” AlERIALT'S Niuensis Ha BUPoGHULTBO 13 cepis AE Ne837447 sia 07.07.2015 p, Ne531
13 Agpeca ginsHuui ceptudikauii 08303, Kuiscbka 06n., m. Bopucnine, Byn. Yymaubka, 6ya. 17
14 Howmep niueHsii ainbHuui ceptndpikauii  Niuensia sig 15.11.16. (6/n);CepTudikat ISO 9001:2015 NeHU12/6480
15 PesynbTatu aHanisis:
Ne HaitmMeHyBaHHA MOKa3HUKIB Bumoru HTQ BF:1?'|3g:6b;:::b
1{Onuc PignHa TeMHO-4epBOHOro KObOPY 3 XapakTepHUM 3anaxom eHony. Bianosinae
2 (laeHTndikauisn
Peakuis 3 posunHom Hatpito rigpokeuay P i xnopodopmom P; 3'asnsieTbes
2.1|{PeHorn, pesopuuH poxese 3abapBrieHHs, AKke NepexouTb B YEPBOHE, Bif 404 aBaHHa OUTOBO! Bignosigae
Knenotw P 3abapBneHHs nepexoanTb Y XKOBTE.
2.2{Kucnota 6opHa Peakuis sabapsneHHs nonym's. BianoBinae
Peakuin 3 po3YnHOM HITPONMPYCHAY HaTPIilO | PO3YMHOM HATPIK rigpokecugy P;
2.3 |AuyeToH YTBOPHOETHCA KOPUUYHEBO-YEPBOHE 3aDapBeHHs, fke Bi4 A0AaBaHHA OLTOBO! Bignosiaae
Kknenotu P nepexognts y poxeBo-cioneTose.
8 4 [Eraman Peakuis 3 oUTOBOI KNCIMOTOK JIbOAAHOW P; BUSBNAETLCA XapakTepHui Binnosinae
3anax eTnnauerary.
2.5|dykenH ocHoBHMiA PeaKuig 3 cipyaHolo kncnoTow P; 3 aBnseTbes XoBTe 3a6apBNEHHS, fke signoBinac
4epes Kinbka XBUnuH 3HebapBoeTLHCA.
3|FyctuHa He binbwe 1,010. 1,003
4106 em BMICTY ynakosKu OB’ em BMICTY KOXHOro hrakoHy mae 6yTu He meHwe 25 Mn. y HOpMi
5 [MikpobionoriyHa yncroTa: Ne 35
51 3aranbHe uucno aepobHmMx 1042 KYO/mn. 5 KYO/Mn

mikpoopratiamis (TAMC)

5:2

3aranbHe YUCcno ApiKkaXKOBUX Ta
nniceHesux rpubis (TYMC)

10 KYO/mn.

He BMABNEHO

BakTepil poa..St.aureus, Ps.aeruginosa

53 59 M HEe AoMnyCKaeTbhes He BUSAIBJIEHO
6 [KinbkicHe BuaHadeHHs

6.1 |DyKCUH OCHOBHMIA Big 0,38 % p0 0,42 %. 0,41 %

6.2 |Kucnota GopHa Bin 0,76 % 0 0,84 %. 0,8 %

6.3 |deHorn, pe3opunH Big 11,10 % g0 12,30 % cymapHo. 11,72 %
7Ynakoska 3rigHo MKS po peecTpauiiHoro noceigqerHs:, 3i amiHamu. Bignoginae
8 |MapkysaHHs 3rifHO TeKCTY MapKyBaHHS 40 PeecTpauiliHoro NOCBIAYEHHS, 3i amiHamu. Bianoeigae

BucHosok. Mepesiperni spasok npoaykuii signosigae sumoram MKSA go peectpauiitHoro nocsiguenns Ne UA/0182/01/01, 3i amiHamu.

3assa npo ceprudirkadino

Linwm s 3acsiguyio, Wo HaseaeHa BuLLe iHdOpMalis € 40CTOBIPHOW Ta TouHow. Lo cefi
/MapKyBaHHﬂ) Ta NPOBEAEHO KOHTPONb 11 AKOCTI Ha BULLE3a3HAYeHIl AinbHULI Y MOBHI
MICLUEBUM PErynsiTOPHUM OPraHoM, @ TaKoX BiANOBIAHO 40 creyudikaLiil, wo MicTaThAR
nakyBaHHs Ta aHanisis 6yno nepernsHyTo Ta BCTAHOBNEHO BignosigHicte GMP.,

31 nunxa 2024 p.
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31 nunHs 2024 p. ynoaHosameHa RQ




1.

NMPUBATHE AKLUIOHEPHE TOBAPUCTBO "®ITO®APM"

IOpnanuHa agpeca: 02092, M. Kuis, Byn. AnmatuHceka, SyanHok 12

TenedoH: (044) 390-52-91

CEPTU®IKAT AKOCTI Ne 203-KK Big 22.11.2024

Hasea npoayxuii

dykopuuH

®-02-KA-01/1

2. Jlikapcbka popma PO3YUH HaLKIpHUN
3. Poamip Ta TMN nakyBaHHA no 25 mn y chrakoHax 3 MapKysaHHAM yKpaiHCbKO MOBOIO
: 1 MN PO3UNHY MICTUTb: (HYKCUHY OCHOBHOIO ~ 4 Mr, KUCNoTy 6opHoi — 8 mr, dherory — 39 mr,
4. Cuna At / akTUBHICTE aueToHy — 0,049 mn, peaopuuHy — 78 mr, etaHony 96 % — 0,095 mn
5. Homep peecTpauiiHoro nocsig4eHHs UA/0182/01/01 Tepmin aii HeobmexeHun
6. KpaiHa-BupobHuK YkpaiHa
7. Homep cepii 461124
3. Po3wmip cepii 5765 dacosok
4. [laTa BupoBHuUTBa 05.11.2024
10. [ara 3akiHdeHHs Tepminy npugatHocti  01.11.2026
11. Aapeca AinbHuui 3 BupobHuyTea 40035, Cymcbka 0611, M. Cymu, Byn. Xapkiscbka, 6yA.6
12 Homep niuersit AinkHiui 3 Niuexsis Ha BupobHULTBO N13 cepist AE Ne637447 Big 07.07.2015 p, Ne531
BUpOBHMLTBA
13 Aapeca ainbHuui ceptudikauii 08303, Kuiscbka 06n., M. Bopucnine, Byn. Yymaueka, 6ya. 17
14 Homep niueHsii AinbHuui ceptudpikayii - Nliyensia sig 15.11.16. (6/1);Ceptudpikar ISO 9001:2015 NeHU12/6480
15 PesynsTati aHanisis:
Ne HaiiMeHyBaHHA NOKa3HUKIB Bumoru HTQ a:?g:;;:;:b
1]0nuc PignHa TeMHO-4epBOHOIO KONbOPY 3 XapakTepHUM 3anaxom geHony. Bignosinae
2 |laenTudikauia
’ Peakuis 3 po3unHoM HaTpito rigpokcugy P i xnopodopmom P; 3’ aBnseTbes
2.1 |deHon, pesopunH poxeBe 3a0apBneHHs, sike NepexoAuTb B YEPBOHE, Bl 40AaBaHHS OLTOBO( ~ Bignosipae
: kucrotu P 3aBapenexHs nepexoanTb Y XoBTe.
2.2 |[KucnoTa 6opHa Peakuis 3a6apBneHHs nonym's. Bignosinae
Peakuis 3 po34vHOM HITpONpycUAY HATPIO | pO34MHOM HaTpito rigpokeuay P,
2.3|AueToH YTBOPHKOETHCS KOPUYHEBO-YepBOoHe 3abapBneHHs, ske Bij A0AaBaHHS OLUTOBOT Bianosinae
kuenoTu P nepexoauTb y poxeso-tionetose.
? i [Evason Peakuist 3 04TOBOI KUCNOTOK NbOAAHOK P; BUSBNSETLCS XapakTepHuii Binnosinae
3anax eTunauerary.
2.5 | OYKCHH OCHOBHMIA Peaxu,isa_ 3 cipyaHoto kncnotoi P; 3'aBnseTbes xosTe 3abapeneHts, ake sinnosinae
yepes Kinbka XBUMUH 3HeOaPBIETLCS.
3|Myctuna He Ginsbwe 1,010. 1,003
4106 eM BMICTY ynakosku O6’eM BMICTY KOXHOTO ¢hriakoHy mae 6yTu He MeHwe 25 mn. y HOpPMi
5 |Mikpo6GionoriiHa yucrora: Ne 46
5.1 3?;;‘(’)1;;;;@;‘:; ?ﬁf\ﬁg;"x 1042 KYO/mn. 10 KYO/Mn
5.2 2??32:::&”;&06'?('%)&‘3”X b 10 KYO/mn. He BUAIBNEHO
53 SiKLenpii"po,q.'.St.auEeus, Ps.aeruginosa | — He BUSIBREHO
5 |KinbkicHe BU3HaYEHHA
6.1|DYKCUH OCHOBHMIA Bin 0,38 % 40 0,42 %. 0,39 %
6.2 |KucnoTa 6opHa Bin 0,76 % n0 0,84 %. 0,8%
6.3 {®eHon, pe3opunH Bia 11,10 % a0 12,30 % cymapHo. 11,88 %
7 |Ynakoska 3rigHo MKA go peecTpauliiiHoro noceig4eHHs, 3i amiHamu. BianoBigae
8 |MapkysaHHa 3rifHO TEKCTY MapKyBaHHs 40 PEECTPALIHOro NOCBIAYEHHS, 3i 3MiHaMU. Bianosinae

2ucrosox. MepesipeHnit 3pasok npodykuii sianosinae sumoram MK qo peectpauiitHoro nocsigyents Ne UA/0182/01/01, 3i smiHamu.

3uaBa npo ceptuchikauito

/mapKyBaHHs) Ta NpoBeAeHo KOHTPONb 1T AKOCTI Ha BULLe3a3HaueHill 4inbHUL Yy NoBHI
vicueBnM PerynsiTopHUM OpraHoM, a TakoX BignosigHo 40 cneundikayin, wo mMicTaTbay
nakyBaHHA Ta aHanisis 6yno nepernsHyTo Ta BCTaHOBNEHO BignosigHicte GMP,

MoxomapeHko T.B.

0 (BKNiOYaOYUYN NaKkyBaHHS
P, BCTaHOBMNEHUMKN
poTOKON BUPOBHNLITBA,

MoHomapenko T.B.
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NPUBATHE AKLUIOHEPHE TOBAPUCTBO "®ITODAPM"
IOpuanuHa agpeca: 02100, m. Kuis, 6.BepxosHoi Pagy, GyauHok 7, nosepx 3, npumilexns 18

TenedoH: (044) 390-52-91

CEPTU®DIKAT AKOCTI Ne 216-KK Big 19.12.2024

®-02-KA-01/1

1. Hasa npoaykuii DyKopuuH
2. Nikapcbka opma PO3YMH HaLKipHUA
3. Poamip Ta TMn nakysaHHs no 25 mn y chriakoHax 3 MapKyBaHHSIM YKPAiHCLKOIO MOBOIO
4 Cana gt axicrs e
5. Homep peecTpauiiiHoro nocsigueHHs UA/0182/01/01 Tepmin aii HeoBMexeHwi
8. Kpaina-supoBHuk Ykpaina ’
7. Homep cepii 481224
8. Poamip cepif 5766 cacosok
9. [aTa BupobHuLTBa 03.12.2024
10. [ara 3akiHueHHa TepmMiHy npuaatHocti  01.12.2026
11. Aapeca ginbHui 3 sBupobHuyTea 40035, Cymcbka 0611., M. Cymu, Byn. Xapkiscbka, 6ya.6
12. :‘:;WOGGDHE:;ZZS” AlTBHALI 3 JlileHsia Ha BupoBruLTBo JI13 cepis AE Ne637447 Big 07.07.2015 p, Ne531
13 Appeca ginbHuyi ceptudikawii 08303, Kuiscbka 06n1., M. Bopucnins, syn. Yymauska, 6ya. 17
14 Homep niyeHsii ainbHuli ceptudbikauii  Niuensis sig 15.11.16. (6/1);Ceprucpikar ISO 9001:2015 NeHU12/6480

16 Pesynbrati aHanisis:

o . Pesynbratu
o
N HaliMeHyBaHHA noka3HUKIB Bumoru HTQQ BUNPOGYBAHE
1]0nuc PifvHa TEMHO-4ePBOHOro KONbopY 3 XapakTepHUM 3anaxom (eHony. BiAnoBigae
2|laeHTudpikauis
Peakuist 3 poaynHom HaTpilo rigpokenay P i xnopodopmom P; 3 aBnseteesn
2.1 |®eHon, pesopunt poxese 3abapeneHHs, Ske NEPEXOAUTL B YEPBOHE, Bif 40AABAHHS OUTOBOI BiAnoBigae
k1ucnotu P sabapeneHHs NepexoanTb y XosTe,
2.2 |Kucnota 6opHa Peakuis 3abapsneHHs nonym's. Bignosigae
* |Peakujis 3 po3UMHOM HITPONPYCUAY HATPIO | PO3YMHOM HaTpito riapoxcuay P;
2.3|AueroH YTBOPIOETLCA KOPUYHEBO-YEpBOHE 3abapBrieHHs, ske Bij A0AaBaHHs OUTOBO! Bignoeigae
KMcnoTtu P nepexoauTs y poxeso-ioneTose.
Peakulist 3 OLITOBOIO KUCNOTOK NbOARHOK P; BURBMAETLCN XapakTepHuil ; :
2.4]EtaH !
4 . 3anax eTunauerary. slanosinae
; o Peakuis 3 cipyaHoio KMCnoTow P; 3 sIBNSETLCS XOBTE 3abapBreHHs, Ake . y
2. (ol7} : ! !
5] ®ykeun ocHoBHMI 4Yepes Kinbka XBunvH 3HeGapBoeTLCS. e
3{TycTuHa He Ginbie 1,010, ' 1,000
4106 em BMICTY ynakoBKu O6"em BMICTY KOXHOrO hnakoHy Mae GyTi He meHwe 25 mn. y HOpMI
5 [Mikpo6ionoriuna yucrora: Ne 48
3ara, | o]
5.5 oA RGN En0EEPasHIR 102 KYO/mn. 5 KYO/Mn

mikpoopradismie (TAMC)

3aranbHe YACNO APDKAKOBUX Ta
nniceHesmux rpubie (TYMC)

10 KYO/mn.

He BuABNeHoO

BakTepii poa..St.aureus, Ps.aeruginosa |
B 1 mMn

He [ONyCKaeTbCs

He BUABMEHO

6 [KinbKicHe BU3HaYeHHs

6.1 |{PyKeuH ocHOBHUI Bin 0,38 % 10 0,42 %. 0,41 %

6.2 |Kucnota GopHa 1Bia 0,76 % £0 0,84 %. 0,81 %

6.3 |deHon, pe3opLvH Bia 11,10 % 50 12,30 % cymapHo. 11,98 %

. 7|Ynakosxa 3rigHo MKS 10 peecTpauiiHoro nocsinuenHs, 3i aMiHamu, signosinae
8 |MapxyBaHHs 3riaHo TeKCTy MapKyBaHHs 40 PeECTPaLiiHOro NOCBIAYEHHS!, 31 3MiHamMu. Bignoeinae

BucHosok. Mepesipexuit 3pasok npoaykuii Bignosiaae sumoram MK 10 peectpauiiiioro nocaiguenHs No UA/0182/01/01, 3i 3MiHamu,

3assa npo ceptudikauito

/MapkyBaHHs) Ta NpoBeAeHO KOHTPOb Ti IKOCTI Ha BULLE3a3HAYEHIN AiNbHIL] Y NOBHi
MICLIeBUM PETYNRTOPHUM OPraHoM, a TakoxX BiANoBIAHO A0 cneuuddikaui, wo mictaTbd}
nakyBaHHs Ta aHaniais 6yno nepernsiHyTo Ta BCTaHOBNEHO BiANOBigHiCTE GMP,

19 rpyans 2024 p.
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% {Opuanuna appeca: 02100, M. Kuis, 6.BepxosHoi Paau, 6yauHok 7, nosepx 3, NpumilyeHHs 18
TenedoH: (044) 390-52-91

CEPTUDIKAT AKOCTI Ne 23-KK Bin 20.02.2025

1. Hasa npoaykujii DyKOpLUMH
2. Jlikapcska opma PO3YMH HaLLKIpHUK
3. Poamip Ta TN nakysaHHsi no 25 M y hriakoHax 3 MapkyBaHHAM YKPaiHCHKOK MOBOK)
4. Cuna Al axtvaHicrs e mesepuny 76 wr- eraony 96 .- 0008w o 2
5. Homep peecTpauiiiHoro nocBia4eHHA UA/0182/01/01 Tepmin aii HeobmexeHui
6. KpaiHa-supobHuk Ykpaina
7. Homep cepii 90225
8. Poamip cepii 5769 hacosok
9. lata BupoBHuUTEA 05.02.2025
10. JaTa 3akiHueHHs TepmiHy npuaaTtHocTi  01.02.2027
11. Aapeca ginbHuui 3 BUpoBHULTBA 40035, Cymceka 065., M. Cymu, Byn. Xapkiscoka, 6ya.6

Homep niyeHsii AinbHuLi 3

; : . 5 . g

12. BupaBHMLTEA TiueHsis Ha BUpoGHUUTBO J13 cepis AE Ne637447 sia 07.07.2015 p, Ne531

13 Agpeca ainbHuui ceptudixauii 08303, Kuiscbka 0611., M. bopucnink, Byn. Yymauska, 6ya. 17

14 Homep niueHsii ginbHnui ceptudikanii  Niuensia sig 15.11.16. (6/u);CepTuddikar 1ISO 9001:2015 NeHU12/6480

15 PesynbTaTyt aHanisis:

o . PesynbraTy

Ne HanimeHyBaHHs NoKasHUKIB Bumoru HTO BMNPOGYRaHE
1|0nwnc " [PiguHa TemMHo-4epBOHOrO KOsbOPY 3 XapakTepHUM 3anaxom eHosy. Bignosinae
2|laeHTudikauis

PeakLiin 3 po34nHom HaTpito rigpokcuay P i xnopodopmom P; 3 sBnaeTbes

2.1{déHon, pesopuyuH poxkese 3abapBreHHs, sike NepexoauTb B YEPBOHE, Bi A0AaBaHH:A OLTOBOT Bignosipae

kucroty P 3abapBneHHs NepexoanTb Y XKOBTe.

2.2 |KucnoTa 6opHa Peakiis 3a6apBNeHHs NomnyM s. ' signosinae

) Peakuis 3 pO341HOM HITPONPYCWAY HATPIK | pO3HNHOM HaTpIl rigpokcuay P; '
2.3{AyeToH YTBOPOETLCS KOPUUHEBO-YEpBOHE 3abBapBrieHHs, Ske Bi4 404aBaHHs oUTOBOT Bianoginae
kuenotu P nepexoantb y poxeso-gioneTose.

5.4 [Eraron Peakuis 3 OLTOBOIO KUCNOTOK NbOASAHOW P; BUSBNSETLCA XapaKTepHuii ainnosigae

3anax eTunauerary.
G Peakuis 3 cipuaHoto kucnoTow P; 3 aBnseTbea xosTe 3abapsneHHs, ske . .

%3 [SRYREMHIGEHORHIM yepes Kinbka XBUNWUH 3HeBapBnoeThes. -BlANoBinae
3|lyctuHa He Ginbiwe 1,010. ' 1,000
4106 em BMICTY ynaKosku 06 em BMICTY KOXHOrO chriakoHy mae ByTu He meHwe 25 mn. ' y HOpMi
5 |Mikpobionoriusa yucToTa: Ne 9

3aranbHe YKo aepobHux A

ok mikpooprawismis (TAMC) 102 KYO/mn. 5 KYO/mn

3aranbHe Y1MCcno ApiKAXOBUX Ta

52| nnicenesnx rpubis (TYMC) 8 S0, He BUSABSIEHO

53 Sax;ﬁeﬁn poa..St.aureus, Ps.aeruginosa HE LONYCKAETHCR He BUSBNEHO
6 |KinbkicHe BM3HAYEHHS

6.1 |PyKkcrnH ocHoBHUA Big 0,38 % 10 0,42 %. 0.4 %

6.2 [KucnoTa 6opHa Big 0,76 % n0 0,84 %. 0,8 %

6.3 |deHon, pesopunH Big 11,10 % a0 12,30 % cymapHo. 11,76 %

7 |YnakoBka 3riaHo MKSA go peectpalliiiHoro noceig4eHHs, 3i amiHamm, gignosinae
8 |MapkyBaHHs 3riaHO TEKCTY MaPKyBaHHS 40 PEECTPALIiHOMO NOCBIAUYEHHS, 3i 3MiHaMI. " Bianoeipae

BucHosok. MNepesipennii 3apasok npoaykuii signosiaae Bumoram MKSA go peectpauittoro nocsiguyerHs Ne UA/0182/01/01, 3i amiHamu,

20 nioToro 2025 p. HauanbHuk BKSZ: HOHongpi‘erélT.B;

3asiza npo cepTudikalio

il

104aK04M NaKyBaHHs.

Eﬁpl‘-l’olMap‘_eHKQ TB :

/MapkyBaHHs) Ta NPOBEAEGHO KOHTPOIb 1T AKOCTI Ha BULL@3asHaueHii A4inbHUL Y NOBHi
MICLIEBUM PErynaTopHM OpraHoM, a Takox BiANoBiaHO A0 cneundikauii, Wo MicTATLA
nakysaHHs Ta aHanisis 6yno nepernsaHyTo Ta BCTaHOBNEHO BianosigHicTe GMP.

20 notoro 2025 p. YnosHOBaxeH
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