7

Aapeca 02093, M. Kuis, syn. Bopucninbcbka, 13
. Ten./Makc: (+38044)566-68-78 [Mpuiimanbia
ﬂ Q p H u u g (+38044)207-73-41 Bignin Kowtposie AKoCTl

(+38044)207-73-04 YnosHoBaxeHa ocofa 3 AKoCT
(+38044)207-73-27 YnosHosaxeHa ocoba 3 dapmakoHarnagy

Ceprudikar axkocri / Ceprudikar aHanisy Ne 170000001302

1. Haﬁn&eHyBaHHﬁ npoaykuii: MIPAMICTUH®

{HasBa, cuna piifakTMBHicTs, nikapceka dopma Ta 1 MA posumrty MicTuTs Mipamictuay 0,1 Mr

po3Mip yNakosku (ineHTUUHO fo TekcTy Ha po3unH AnA 308HilHBOro 3actocysaxHA, 0,1 mr/mn no 50 mn vy dnaxowi; no 1
YIaKkoBLi roToBOT NPOAYKLIT)) ¢naKkoHy 3 YPETPaNbHOIO HacagKoKo B Naull 3 MapKyBaHHAM YKPaiHCbKOI0 MOBOIO
2. Homep cepil; : X830224

3. Pozmip cepii: 9,595 TyM

4. KpaiHa-BupoGHuK: YxpaiHa

5. HalimenysaHHA kpaiHu / KpaiH npusHadennsa Ykpaina

Ans cepii:

6. Homep peecrpauniiiHoro noceigueqna: NeUA/S1804/02/01
7. Oata eMpoGHNLTEA: 02.2024

8. laTa sakiHueHHA Tepmidy npugaTHoCT 02.2027

{micAub i pik, nicna akoro J13 He sacTocosyeTbeA);

9. Hazsa, agpeca Ta Homepn niljenziii Bcix BrpobrieHo, BKAHAKUM YAKOBKY/MapKYBaHHA Ta KOHTPONL AxocTi Ha MpAT
AinbHUYL BUpoGHULTEA I KOHTPONK AKoCT; «®apmauieTuyHa dipma «JapHuuay» 3a agpecow: m Kuis, yn. Bopucninbcbka,
Ceprudikarn signoeiguocri GMP scix 13;

AiMbHMLb: niyensia AB Ne598086;

cBigoUTBO Npo arecTauilo nabopaTopiit BKA Ne 128;
ceptudikar GMP Ne 071/2023/GMP

10. Ananiz eMKkoHaHwit 3rigHo: MK N3 po peecrpauMHoro noceiguenHA NeUAS 804/02/01 sin 13.04.2021
Ne721, 3i amiHamm

PesynsraTtn ananisy:

N¢ n.n.  HalimenyBaHHA noxaszuwvka ~ Bumorn HopmaTtneHoi pokymeHTauil PesynbTar aHanisy

1 Onuc besbBapera abo 3 KOBTYBaTUM BIATIHKOM NpD30pa pigvHa, Wo Bignoseinae
NiHWUTLCA NP CTRYLLYBAHHI

2 IgeHTndikayia A YO-criekp nornuHalHA npenapary & fianasoHi sig 240 um po 280 Bignosigae

HM NOBWHEH MATU MAKCUMYMI NOTAMHAHKA 33 JoBKUH XBUNL (256
23 1M, (262£2) um i (26812) Hm

3 lgeHTndixauia B Konboposa peakuia . Binnosigae

4 Mpozopicts MNpenapar Mae 6yt npo3opum Bignosigae

5 KeonbopogicTb . TMpenapat mae 6yru 6eabapsHum abo He nepesuysaTh eTanoH B6  Bignosinae

6 pH 52-6,8 6,2

7 CynpoBigHi fomitku He Ginbwe 5,0 % 0,0 %

8 0G'em, mqaw?ﬁfé‘é‘?éﬂcm ; He meHLe HOMIHaNbHOTD . Biriosigae
& a,

a Mixgoﬁtonggaq?_l HUsEaya ", BipnosigHo po MKA N3 Bignosigae *

= Tetawa = =

10 KIJ‘[EKICHE Wﬂﬁl}?&%@pawdmy 0,095 - 0,105 mrimn 0,087 mrimn

11 ynav.o G%EES%{:QH - Binnosigno go MKA N3 Binnosigae
s [+] . .

12 Mapky&anyn ot BinnosinHo ao MKA 13 Bignosipae
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11. KomeHnrapi: *[epioAruHicTe KOHTPOMIO B KOXHIA 10 cepil

12. Ymoen 36epiranns: B opuriansHii ynakosul npu remnepatypi He uwe 30°C. He 3amopoxysatu. 36epirath B
HeQoCTYNHOMY ANA JiTel micyi.

13. 3anaBa npo ceprudikauin: Lium nigTeepmpkyio, wo aci BMpoBHUYI CTaAf AnA Uiel cepii roToroi npogyKuii 6yni nposegeHi
B MOBHili BiiNOBIAHOCTI 3 BUMOramMit, BCTAHOBNEHUMI B YMHHOMY KepiBHMUTBE no GMP,
3aTBEpAKeHoMy MiHicTepcTeom oxopoHu snopos’s YkpaiHy, | 3 Bumoramu peecrpauiiitoro
BOCEE KpalHY NpU3HayeHHA '

Cepina fozeoneHa go peanizanii / sigsanTaxenns 3 26.03.2024

3aTEePRKYIO
MNiG: OxoTHikoBa T.M.

MNocaga: YnoeHoeameHa ocoba

NignucaHo enexTpoHHUM nignucom: 26.03.2024  12:45
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