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(+38044)207-73-04 YnoBHOBaXeHa ocoba 3 sKocTi
(+38044)207-73-27 YnoBHOBaxeHa ocoba 3 dapmaxoHarnagy
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Ceptudikar akocri / Ceptudikar aHanisy Ne 170000001960

1. HalimeHyBaHHA npogyKuii: KATTbLIIO TIIOKOHAT-AAPHULIS (CTABITI3OBAHWI) 1 mn po3unHy MicTuTs:

(HasBa, cuna fiifakTUBHICTb, Nikapcbka popMa Ta  KanbLjilo FloKoHaTy 85 Mr, KanbLijio nesyniHaty 10 mr; 1 mn npenaparty mMicTuTh

po3mip ynakoBKu (iieHTUYHO B0 TeKCTY-Ha 9,706 mr cymapHoro Kanbuito.(Ca2), Wwo B nepepaxyHKy Ha TeopeTUUHWI BMICT

YMNaKoBLi roToBOI NpogyKLii)) KanbLito riokoHaty exsisaneHTHo 100 mr/mn. posunH ang in'ekuin, 100 mr/mn;
no 5 mn B amnyni; N 10 (5x2) B nauwi

2. Homep cepit: SV20224

3. Po3mip cepii: 21,957 TYn

4. KpaiHa-BUpPOGHUK: YkpaiHa

5. HalimeHyBaHHA Kpaitn [ KpaiH npusHayeHHa YkpaiHa

Ans cepii:

6. Homep peecrpauiiiHoro noceigueHHs: UA/6589/02/01
7. DaTta Bupo6HuLTBa: 02.2024

8. farta 3aKiHYeHHs TepMiHy npugaTHoCTI 02.2027

(micaupb i pik, nicna akoro J13 He 3aCTOCOBYETbCA):

9. HasBa, agpeca Ta Homepm niyeHsili Bcix BUPOBNeHO, BKNIOYAIOUM YyNakoBKy/MapKyBaHHA Ta KOHTposb AKocTi Ha MNpAT
AiNbHNLb BUPOGHULTBA | KOHTPONIO AKOCTI; «®apmauesTnyHa dipma «JapHuua» sa agpecoto: m Kuis, Byn. bopucninbcbKa,
Ceptudikartu BignosigHocti GMP Bcix 13;

BiNnbHULb: niueH3sia AB Ne598086;

CBIfOLTBO Mpo aTecTaljto nabopatopiit BKA Ne 128;
ceptudikat GMP Ne 071/2023/GMP

10. AHani3z BUKOHaHUI 3rigHo: MKA J13 po peecrpauiiiHoro noceiguenHs NeUA/6589/02/01 sig 26.11.2018
Ne2181, 3i 3miHom

PesynbraTu aHanisy:

Ne n.n. HalimeHyBaHHA nokKasHUKa Bumorn HopmaTuBHOT AoKyMeHTauil Pesynbrar aHanisy
1 Onuc Mpozopa 6e36apBHa pignHa Bignosinae
2 lneHtudikayia A Konboposa peakuis (Kanbuito rioKoHar) Bignoginae
3 lneHTudikauis B Mpenapart fae peakuiio (¢) Ha KanbLiii Binnosigae
4 lpeHTudikauis C Ha xpomatorpami Bunpo6osysaHoro PO3YUHY Ma€ BUABNATUCA Bignoginae

OCHOBHa MJIAiMa Ha PiBHI OCHOBHOT MIAMU Ha XpomaTorpami
PO34IHY NOPIBHSAHHA, WO BiAMNOBifacE oMy 3a 3abapBreHHAM
(kanbUjito rmokoHar)

9 lnenTudikavia D YTBOpEHHSA ocapy ogodopmy (KanbLito nesyniHar) Bignosigae
6 laeHTUdIKauia E YTBOpEHHA NPO30POro CUHLOTO PO3UNHY (KanbLilo caxapar i Bianosinae
KasibLiito rNIoKOHaT)
7 Mpo3opicTb poRHY Mpenapat mae 6yTn Nposopum Bianoeinae
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8 KOHEE)TJOBFCTI: %y Mpenapar nosuxeH 6yTn 6e36apaHUM abo 3abapeneHHs npenapaty Bignosigae
> OxorHikoa - Ma€ 6yTu He IHTeHCHBHILLUM 3a eTanioH B7
9 pH* Terana - 50-7,0 6,5
- MukonaisHa b
10 O6'em, WE BREEIBHEARM 7 MNpenapar mae signoeigatv sumoram A®Y, 2.9.17 Bignosigae
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12 MexaHiuHi BKNOUeHHsA: HeBUANMI BignosigHo go sumor JdY, 2.9.19 metog 1.B Bignosigae
YaCTUHKK

13 CrepunsHictb Mpenapat mae 6yTn cTepunbHUM Bignosinae

14 bakTepianbHi eHAOTOKCUHY MeHwe 16,7 MO/mn Bignoginae

15 KinbkicHe BU3Ha4YeHHsA KanbLito 9,3-10,2 mr/mn 9,6 mr/mn

16 YnakoBKa BignosigHo go MKA J13 Bignosinae

17 MapkyBaHHs BinnosigHo no MK4 /13 Bignogigae

11. KomeHTapi: bes komeHTapiB

12. YMmoBu 36epiraHHs: B opurianbHiit ynakosui npu Temnepatypi He Buie 25°C. He samopoxysaTu. 36epiraty B

HeJoCTYNHOMY Ana aiten micui.

13. 3aaBa npo ceptudikayiro: Lium NiATBEPIKYIO, WO BCi BUPOGHMYI CTagii s i€l cepii roTosof npoayKuii 6ynn nposeneHi
B MOBHI BiANOBIAHOCTI 3 BUMOraMu, BCTaHOBJIEHUMI B YNHHOMY -KepiBHUUTBI mo GMP,
3aTBepKeHoMy MiHicTepcTBOM OXOPOHW 300P0oB'A YKpaiHu, | 3 BUMoramu peecTpauiniHoro
HOCb€ KpaiHy MpU3HaYeHHS

Cepia posBoneHa go peanisauii / BipBaHTaxkeHHs 3 19.03.2024

3arBepmKyIo
MB: OxoTtHikosa T.M.

Mocapa: YnoeHoBa)KeHa ocoba

lMignucaHo enekTpoHHuUM mignucom: 19.03.2024  16:54
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