NMPUBATHE AKUIOHEPHE TOBAPUCTBO "®ITODAPM"

FOpuandHa agpeca: 02092, m. Kuis, Byn. AnmaTtuHcbka, yauHok 12

TenedoH: (044) 390-52-91

CEPTU®IKAT AKOCTI Ne 182-KIl Big 17.10.2024

$-02-KA-01/1

1. Hassa npoaykuii EpoToH®
2. Jlikapcbka popma Tabnetkn no 100 mr
3. Poamip Ta tvn nakysaHHs no 4 Tabnetku y Bnicrepi, no 1 Gnicrepy 8 na4ui 3 kKapToHy. MapkyBaHHS YKPAIHCbKOK MOBOK
4, Cunha Ail / akTUBHICTb 1 rabnertka MicTUTb cungeHadiny LuTparty y Ao3ax, ekeisaneHTHux 100 mr cungeradiny
5. Homep peecTpauitHoro nocsiguyeHHs UA/4652/01/02 Tepmin aii HeobmexeHnik
6. KpaiHa-BupobHuk Ykpaina
7. Homep cepii 230924
8. Poawmip cepii 12 220 chacosok
9. Oata BupobHuuTBa 14.10.2024
10. [laTa 3akiHdeHHA Tepminy npugaTtHocti  01.09.2029
11. Agpeca ainbHuui 3 BupobHUuTBa 37500, MonTtaecbka 06n., M. [ly6Hu, Byn. bapsitkosa, 6ya.16
12, Howmep niueHaii ainbHuui 3 fiuersin Ha B1pOBHULTBO 13 cepin AB Ne598075 sig 21.01.2014 p, Ne106
BUpo6HMUTBA
13 Aapeca ainbHuui cepTudikayii 08303, Kuiscbka o6n., m. Bopucnine, Byn. Yymaubka, 6ya. 17
14 Howmep nilensii ginbHuui ceptudixavii  JliueHsis Big 15.11.16. (6/H);CepTtudikar ISO 9001:2015 NeHU12/6480
15 PesynbTatu aHanisis:
Ne HaimeHyBaHHA NOKa3HUKIB Bumoru HTH B‘:;sg:g;:;:b
Tabnetku 6inoro konsopy, ABOONYKI, WecTurpanHi (popmu "HEXAGON"), 3
1|0Onwuc noaxayxoto "®" 3 aBox HokiB.3a 30BHILIHIM BUrMSAOM MaKTh BianosiaaT BianoBinae
Bumoram [oY*.
2 |laeHTudikaLtis
) Y®-cnexTp nornuHanHs Bunpo6oByBaHOro po3yuHy, NMPUroTOBMNEHOTO 33
21 Canseracing rpar oA e SHaeNIT B SOTaCT A 2010 220 MM TGRS | sianonizac
DOBXWHN XBUNi (265+/-2) HM.
2.2|UntpaTn Mpenapar gae xapaktepHy peakuilo (C) Ha uuTpaTh, Bianosinae
3|CepeaHs maca TabneTku 0,6 r+/-56% 0,600 r
He 6inblwe aBox TabneTok 3 20 MOXYTb BIfXUNATACS Bif CepesHbOi Macu
410aHOpigHICTL Macy TabneTku Ginsiue Hix Ha 5 %. MNpu ybomy xogHa TabneTtka He Mae BIAXUNATUCA Big +1,2%;-15%
cepefHboi Macu Ha 10 %.
5]|Po3nagaHHa He Ginbwe 15 xs. 4xB
6 |CTupanicTe He Ginbwe 1 %. 0,2%
o 555 et s sy et STeRte | sianosiaas
8 0AHOPIAHICTL 4030BAHUX OAUHULL X\a/ej:"quamam Bumoram Tecty lGY*, 2.9.40. Bignosinae
9|Tanbk Bmict Tanbky He mae nepesuuiysatn 3,0 % Big Macu TabneTku. 1,8%
10 |MixpoGionoriyHa yucrora: Ne 112
0.1 3?K§:::;:ig;?: ?.?Rc,\’/?g;" X Kkputepii npuitHaTHocTi: 1073 KYOIT. 40 KYOIr
10.2 ;i?gg:::&“i%nw%%p('%”&gwx 1a KpuTepii npuiHaTHOCTI: 1072 KYO/r MeHwe 10 KYO/r
03|E.coliB1r He 0NYCKaeTLCS. He BUABJIEHO
11 [KinbkicHe BU3HauYeHHS:
1.1 S:;gﬂeH“gﬁz‘gnyggﬂi?ri;‘y“"V Ha Bia 0,0950 r 40 0,1050 r B 1 TabneTyi. 0,1021 r
12 |CynpogiaHi AoMiLLKu He 6inbwe 0,2 % okpemoi gomituku, He Binbiue 0,5 % cymn AOMILLIOK. sianoeinae
13|YnakoBka 3rinHo MKA g0 peectpaliitHoro nocsigueHHs, 3i amiHamu, BiAnoBinae
14 |MapkyBaHHs 3rigHO TEKCTy MapKyBaHHs 40 PeECTPaUiiiHOro NOCBIAHEHHS, 3i 3MiHaMU. Bianosinae

BucHosok. MepesipeHnit 3pasok npogykLii Bianosinae sumoram MK fo peecrpauiiiHoro nocsigyeHHs Ne UA/465?/O1!02, 3i 3MiHam

,

3anaBa npo ceptudikauiio

Linm 7 3acsiguylo, Wo HaBeeHa BULLE iHopMaLia € 40CTOBIPHOW Ta TouHow. Lo ceffiio i 0 0 (BKMloYaK0MM NaKyBaHHS
/MapKyBaHHs) Ta NPoBEAEHO KOHTPOIb 1T AKOCTI Ha BULLE3a3HaYeHiN AiNbHULI Y NOBHI i ;
MiCLIEBUM PErynsaToOpHUM OPraHoM, a TakoxX BiANOBIAHO 40 cneumndikaLliil, Lo MicTATLAY
nakysaHHsA Ta aHanisie 6yno nepernaHyTo Ta BCTaHOBNEHO BigNOBigRICTL GMP,

17 xoBTHs 2024 p.
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NMPUBATHE AKLUIOHEPHE TOBAPUCTBO "®ITO®APM"

tOpuaununa agpeca: 02100, m. Kni, 6.BepxoBHoi Pagu, byauHox 7, nosepx 3, npumileHHs 18

TenedoH: (044) 390-52-91

CEPTU®IKAT AKOCTI Ne 7-KI Big 24.01.2025

®-02-K53-01/1

1. Hassa npogykuii EpotoH®

2. Jlikapcbka chopma Tabnetkn no 100 mr

3. Po3amip Ta Tun nakysaHHs no 4 Tabnetku y Bnictepi. no 1 Gnictepy B navui 3 kKApTOHY. MapkysaHHs yKpalHCLKO MOBOKO
4. Cvina gii / akTuBHIiCTb 1 TabneTka micTuThL cungeHadiny unTpary y fosax, eksisanentHux 100 mr cunaeradginy

5. Homep peecTpauifiHoro nocsigueHHs UA/4652/01/02 Tepmin aii HeoBmexeHnii

6. KpaiHa-supobHuk YkpaiHa

7. Homep cepii 40125

8. Poamip cepii 20476 cacosok

9. Nara supobHuuTea 22.01.2025

10. [fara 3akiHuyeHHs TepmiHy npugatHocTi  01.01.2030
11. Aapeca ainbHuui 3 BupoGHuLTEa 37500, MonTascbka 06n., M. Nly6ru, Byn. Bapeinkosa, 6ya.16
12. Howmep niueit ginbHuui 3 NiyeHsia Ha supobHuyTeo N13 cepin AB Ne598075 sig 21.01.2014 p, Ne106

BUpobHnuTBa

13 Appeca ainbHuui cepTuchikavii 08303, Kuiscbka obn., m. bopucnine, Byn. Yymaubka, 6ya. 17
14 Howmep niyeHsii ginbHuLi ceptudpikauii  JliueHsia 8ig 15.11.16. (6/H);CepTudcikat ISO 9001:2015 NeHU12/6480
15 PeayneTatu aHanisis:

Ne HaiimMeHyBaHHA NoKasHUKIB Bumoru HTQ B’:ﬁ‘g:ﬁ";;;:b
1 |6nme :I'gf::q?:'oq%?’rg Eggi%pg/kigaoonyxni, wecrurpakHi (hopmu "HEXAGON"), 3 sinnosigac
2 |lgeHTudikayis

Y®-cnekTp nornnHaHHs BUNpo6GoByBaHOrO pO3YMHY, NPUFOTOBNEHOrO 3a
21 Carsenacin wrr T £ SGTACT o 210 0 S20 4 A | signosigas
[OBXNHN XBUNi (265+/-2) Hm.
2.2{Uurpatn [lae xapakTepHy peakuito (C) Ha uuTpaTy. BignoBinae
3|CepeaHs maca TabneTku 0,6r+/-5% 0,602 r
He 6inslwe asox Tabnetok 3 20 MOXYTh BIAXWNSTUCA BiA cepeaHbLol Macy
4|0pHOpIAHICTL Mack TabneTkn Binbiue Hix Ha 5 %. Mpu ubomy xogHa TaBneTka He Mac BIAXUASTUCS Big +15%;-1,7%
cepegHboi macu Ha 10 %.
5|Po3nagaHHs He Binbe 15 xa. 2x8
oo B e P wete e 2| cianoniaa
7 {OAHOPIBHICTD 4030BAKMX OANHULUL XGZ?;TSO'B"QETM BuMoram Tecty 10Y*, 2.9.40. BignoBigae
8 IMikpobionoriuHa uucrorTa: Ne 6

B 3?«?55;;:@?; ??X(KAGCH)M " 10°3 KYOIr. 30 KYOIr

8.2 ﬁﬁ{é";be”:m;‘(”’r;’;%gﬁ'}“%‘g”x a 1072 KYOIF. MeHwe 10 KYO!r
83|E.colis1r HE [ONYCKAETLCH. He BUABNEHO

9 |KinbkicHe BUSHAYEHHS:

9.1 |{CunaeHadiny Bia 0,0950 r go 0,1050 r 8 1 TabneTu,i. 0,013 r
10 |CynpoBigHi goMiwwKu He GinbLe 0,2 % okpemoi gomiluky, He Binsiwe 0,5 % Cymu AOMILLIOK. BignoBigac
11 [YnakoBka 3rinHo MKS go peecTpaLifiHoro noceigyeHHs, 3i amiHamy. Bignosigae
12 [MapkyBaHHs 3rifHO TEKCTY MapKyBaHHs A0 PEECTPAaLiiHOro NOCBIAYEHHS, 3i aMiHaMY. Bianosigae

BucHosok. Mepesipexuii 3pasok npoaykwii Binnosinae sumoram MKS g0 peectpauiitioro nocsiguerns Ne UA/4652/01/02, 3i amisamu.

3asBa npo cepTudikauio

Lunm 51 3acsiguyto, Wo HaBeeHa BuULLE iHdopMaLis € A0CTOBIPHOK Ta TosHOW0. Lito ceffito
/MapkyBaHHsi) Ta NPOBEAGHO KOHTPONb i AKOCTI Ha BULLE3a3HaYeHIll AiNbHULI y NoBH
micuesunm PEerynsTopHUM OprasoMm, a TakoxX BignosiaHo 4o cneundikauin, Wwo MicTaTeaR
nakyBaHHs Ta aHanisis 6yno nepernsaHyTo Ta BCTaHOBAEHO BianosigHicTs GMP,

29 ciunna 2025 p.

29 ciuna 2025 p.
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