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Appeca 02093, m. Kwie, syn. bopucnineceka, 13
Ten. /®akc: (+38044)566-68-78 [lpuAmanbHa
ﬂ g p H u ug (+38044)207-73-41 Biggin KoHTPOAK AKaCTi

(+38044)207-73~04 ¥YnogHoBaxeHa ocoba 3 axocTi
(+38044)207-73-27 ¥YnosHoBaxerna ocoba 2 papmakoHarnsgy

Ceprtudikar akocti / Ceptudikar ananisy N2 170000002945

1. HalimeryBaHHA npogykLii: HERCAMETA3OH-JAPHWUA

(Ha3ea, cuna Ail/akTMBHICTD, Nikapcbka Gopma Ta 1 M PO3YUHY MICTUTD AEKCAMETA3OHY HATPI ¢ocdary 1 mr

PO3MIp YNAKOBKWA (IAEHTUUHO A0 TEKCTY Ha Kpanni ouHi, posund 1 mr/ma no 10 mn y dnakoHi 3 MapkyBaHHAM yKpaiHCbKaI0
YNakoBLi roTosol npogyKuii)) MOBOK

2. Homep cepii: XD40324

3. Pozmip cepii: 30,793 TVN

4. KpaiHa-snpo6Huk: YKkpaiHa

5. HanmenyBsaHHA Kpaiuwn [ KpaiH npusHaveHHa YkpaiHa

AnAa cepii:

6. Homep peectpauiitHoro noceigueHHs: UA/0992/01/01

7. DaTa BupOGHULTEA: 03.2024

8. faTa 3aKiHYeHHA TepMiHy NnpuaaTHOCT 03.2026

(micaub i pik, micnA Akoro J13 He 3aCTOCOBYETHCA):

9. Hazga, agpeca Ta Homepu niueunsiil Beix BMPOGNEHD, BKAIOUAIGUN YNAKOBKY/MapKyBaHHA Ta KOHTPONb AKOCTI Ha MpAT
AinbHUUb BUPOGHUUTEA | KOHTPONIO AKOCTI; «QapmalesTuyHa dipma «apHuua» 3a agpecow: m Kuis, 8yn. bopucninecoka,
Ceptudikarn signosigvocti GMP Bcix 13; nmiyensia AB Ne598086; ceigouteo npo atecTauilo nabopatopiin BKA Ne 128;
BinbHuub: ceptmdikar GMP N2 071/2023/GMP

10. AHaniz BUKOHaHMA 3rigHo: MKA N3 po peecypauiHoro noceiguenHs NeUAJQ992/01/01 sig 22.02.2019 Ne

464, 3i amiHamn

PesynbTatn aHanisy;

N¢ n.n. HaMMmeHyYBaHHA NoKa3HWKa Bumorin HopmaTHeHOI goKymeHTauil PesynbTar ananizy
1 Onunc MNposopa GezbapeHa piovHa, 6e3 3anaxy Bignoeinae
2 laeHTudikayia A Ha xpomatorpamax BMNPoOOBYBAHOIO PO3UMHY | PO3YMHY Bignoeigae

NopiBHAHHA (a), opepwanux B po3aini "KinbkicHe susHavenHa.
JekcameTazony HaTpio docdaT”, Yack yrpUMyBaHHA nika
AeKcameTascHy HaTpilo docdaTty mawTs cnignagaty {gekcameTasony
HaTpho docdaT)

3 inentndikayia B 3enene 3abapsnedHs nonym'a (6op) Bignoeipae
4 lpenTudikauia C Y®-cnekTp norauHakHA 8MnpobysaHoro posunHy 8 obnacti sig 210 Binnorigae
HM 0 310 HM Ma€ MaTH MaKkCUMYM 33 LOBKUHW XBURi (24244) Hm
5 Mpo3opicte Mpenapat mae 6yt Npo3opum Bignoeinae
6 KonbopoBicTb Mpenapat mae 6yt Ge3GapBHrm Bignoeiaae
7 pH 60-70 6,6
8 CynpoBigHi gomilwkn byab-aki nomiwKK ~ ke Ginsiwe 2,0 % 0,3%
SP° HH MG ;
9 Oﬁ'eM,vm\?ﬁcry dnaxoHa ’4’%’ Ob'em BMICTY KOXHOTO pnaxora mae GyTu He meHwWwe HomiHanbHoro  Bignoeipae
Lo
~ .
~ . OXOTHIKOBa - - : . .
10 MexaniuHi BRAKYERHA - BignoeigHo go MKA N3 Bignosinac
~ ferana - AOBIANO A AnoBA
11 Crey wanMr‘gKOﬂa]BHa - MpenapaT mae BYTU CTEPUABHINM CrepunbHuin
PUNEPnOY/INH -
- el
12 KinbKigHe HOARLR L2 - 0,95 - 1,05 mrimn 0,99 mrimn

,qexcanfe;g,asony HaTtpil Qe?d:ar
“ca gu?
Ho y
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13 KinbkicHe BU3HaveHHs GopHa 13,5 - 16,5 mr/mn 15,1 Mrimn
K1CnoTa

14 KinbkicHe Bu3HaveHHa Gerzankonio 0,036 - 0,044mr/mn 0,040 mrimn
Xnopua

15 Ynakoeka BignosinHo ao MKA 113 Bignosigae

16 MapkyBaHHA BinnoeinHo go MKA N3 Bignoginae

11. KomenTapi: bez xomeHTapia

12, ¥YmoBu 36epiraHna: B opurinanbHill ynakoByi npw Temnepatypi He suuge 15°C. He 3aMOpPOKYBaTH. 36epiraty B

13. 3aaea npo cepTudikauiro:

HeAOCTYIHOMY gns gitef miclyi.
Uvm nigreepmxyio, Wo eci BUpoBHWYI cTaall Ans Uiei cepii rotosoi npoayKuil Bynv npoeefexi
B MOBHI BIANOBIAHOCTI 3 BAMOramy, BCTAHOBNGHUMN B YUHHOMY KepiBHMUTRI no GMP,

3aTeepa#eHoMy MiHiCTepCTBOM OXOPOHUN 3A0POB'A YKPaTHW, | 3 BUMOTamu peccrpatifiHoro
NOCHE KPaTHA NPU3HAYeHHA

Cepis nozsoneHa go peanisauii / sigsanTamenHs 3 02,04.2024

NiB: OxoTHIKoBa T.M.

MNocaga: ¥nosHoeameHa ccoBa

NignucaHo enektporHum nignucom: 02.04.2024  11:44
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