PHUUS

/

(+38044)207-73-41 Bippin KoHTpomo akocTi
(+38044)207-73-04 YnopHoBaxeHa 0coba 3 AKOCT
(+38044)207-73-27 YnoBHoBameHa ocoba 3 dapmaxkoHarnagy

Aflpeca 02093, m. Kuis, eyn. Bopucninbeeka, 13
Ten. /Qakc: (+38044)566-68-78 MNpuamansHa lull' m mm

Ceprudikar sxkocri / Ceprudikar aHanizy N2 170000017020

1. HalimeHyBaHHA npoaykuii:

AIHKOMILMH-AAPHALA

(HasBa, cuna pii/akTUBHICTb, Nikapcbka dopma Ta 1 MN PO3UMHY MICTUTL RIHKOMILMHY rigpoxnopugy y nepepaxyHky Ha 6e3soaHnn

PO3MIP yNakosku (igeHTUYHO go TeKCTY Ha
ynakoBLi roTosoi npogyxuir))

2. Homep cepir:
3. Po3mip cepii:
4. KpaiHa-Bupo6HuK:

5. HaitmeHyBaHHA KpaiHu / Kpain NpU3H
ANnA cepii:

NiHKoMiyuH 300 mr

PO3UMH ANA iH'ekuin, 300 mr/mn no 2 mn B amnyni; Ne 10 (5x2} B nauui 3
MapKyBaHHAM YKPATHCbKOIO MOBOIO

uu20223

26,971 Ty

YKpaiHa

avYeHHA YKpaila

6. Homep peectpauiiinoro noceipuenus: UA/4582/01/01

7. DaTa BupoGHULUTEA: 02.2023

8. NlaTta 3aKiHYeHHA TepPMiHY npugaTHOCTI 02.2025

(micaub i pik, nicna akoro /13 He 3aCTOCOBYETLCS):

9. Hasea, aapeca ta Homepwn niueHsin scix BUpoGneHo, BKNouakum YNaKOBKY/MAaPKYBaHHA Ta KOHTPOSTb AKOCTI Ha MpAT
AiNbHULYb BUpo6HMLUTBA i KOHTPONK AKOCTI; «QapmaueBTmuHa dipma «HapHuus» 3a appecoio: m Kuie, Byn. bopucninbebka,
Ceprudikaty signosingHocti GMP Beix 13,

AiNbHUYDb:

10. AHaniz BUKOHaAHMI 3rigHo:

PesynotaTu ananisy:

nivexsia AB Ne598086;
CBIOUTBO Npo aTecTauio nabopatopiin BKA N2 128:
Ceptudikat GMP Ne 050/2022/GMP

MKA 113 no peecrpauiiioro noceigueHHa NeUA/4582/01/01 Big 26.01.2021
N2134, 3i aminamun

N? n.n.  HalmenyeasHa nokazHuka BuMoru HOpmaTueHoi AOKYyMeHTauil PezynbTar aHanisy
1 Onuc flpozopa, 6e3bapeHa abo 3nerka xosTasa PIAMHA 3 ferkum Bignoeipae
crieyrPpivHmumM 3anaxom
2 laeHTUdiKayia A Ha Xxpomatorpami sunpo6osysanoro PO34MHY, oTpumaHol B posaini  Bignogigae
"KinekicHe BUsHAaYEHHA", Yac YTPUMaHHSA OCHOBHOIG NiKy '
AIHKOMILMHY NOBWUHEH BiANOBIgATY Hacy yTpumaHHA niky
NIHKOMIUWHY Ha XpomaTtorpami po3unHy NopiBHAHHA
3 loeHTudikaLia B lNpenapar gae peakuio (a) Ha xnopuan Bianoeigae
4 MNpo3opicTe ITpenapar mae 6yt npozopum Bianoeigae
5 Konbopoeictb 3abapsneHHs npenapaty mae OYTU He [HTeHCMBHIWWM 3a eTanoH Y5 Bignoeigae
abo BY5
6 pH 5,5-65 6,0
7 Ninkomiymn B NinkomilunHy B - He Ginbwe 5.0 % 25%
8 O6'em, Wo BUTAraeTLHCA [fpenapat mac eignoeigaTy By 3 ¥ Bignorigae
2 MexaHiuni BKAOUeHHA: BUAUMI Bignoginae sumoram OV, Bignosigac
YaCTUHKN | '
10 MexaHiuHi BKRIOUEHHA: HeBUaumi Bignosipae aumoram JOY ; B Bignorigae
YaCTHUHKK
11 CrepunbHicTe [penapar mae 6yt crepun CrepunbHUiA
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MpoposkenHn Ceprudikar sikocri / Ceprndikar ananisy N2 170000017020 I” II"IIII”I”I”""”I"ml"l”""“ I"

12 bakTepianbHi eHAOTOKCHHM [ PAHWYHA KOHUEHTPALS €HOTOKCUHIB -~ MeHwe 150 MO/mn Bignosigae

13 KinbkicHe BM3HaueHHn NiHKoMiunHy 285,0 - 315,0 mr/mn 298,2 mrimn

14 Ynakogka BinnoeiaHe go MKA 13 Bigphogigae

15 MapkysaHHs Binnoeigno go MKA N3 Bifinosigae

11. KomenTapi: bes komenTapis

12. Ymoeu abepiraHus: B opuridanbHii ynakosyi npw Temneparypi He Buwe 25°C. He 3amopoxyBaTu. 36epiratu B

HefOCTYnHOMY Ana fiTei Micyi.

13. 3anBa npo ceprudikaniio: Lvm nigteepppkyio, Wo Bci BUpoGHUY CTagii gns uiei cepii roTosol npoaykuii dynu npoeegewi
B NOBHIN BIANOBIAHOCTI 3 BUMOramMn, BCTAHOBNEHUMU B YWMHHOMY KepiBHUUTBI no GMP,
3aTBepAxeHomy MiHicTepcTBom 0XopoHU 310poB’s YKpaiHu, | 3 BUMOramu peecrtpauiiiHoro
AOCbE KPAiHW NpU3HaYeHHA

Cepin gozsonena go peanizauii / BifjBaHTa)KeHHA 3 27.02.2023

3areeppKyio

[MIB; OxoTHikosa T.M.

Mocapa: YnosHoBaxeHa ocoba

Minnucano enekTpoHHum nignucom: 27.02.2023 11:55
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