Jlororun xoMmuoauil

CemepmaT axocti Ne 1146/2022
AZUIIOJI, TabiieTKH, BKPUTI ILITIBKOBOIO 000JOHKO); TI0 500 mr

Kpaina eupobuuk: [lonaema

Pecctpauiiine cpimonTso Ne: UA/14380/01/02

Cuna qii/aRTUBHICTD! ABH’I‘pDMiHHHy 500 mr
Jlikapceka opma: TabneTky, BKPUTI TU1iBKOBOKO 0O0IOHKOIO
Tun Ta po3mip ynaxosku: Ne 3 (1io 3 TaGnetku B 6iicrepi; no 1 oiicTepy B KapTOHHIHA KOpOOLT}

Homep cepii: 12619372

KinexicTh ynakoBok B cepii: 22494 yi.

JaTa Bupo6uantia: 03 2022
Crpoxk npugatnocrr: 03 2025

‘Bupobuuk gikapeskoro sacoby: AT "Anames Qapma", TTonkia
Appeca: Byi. Mapu, JLx. [Mincyacekoro 5, 95-200 I1ab "saxiue, [lonbiga
Ceprugikar signosianocri GMP: Ne ITWSF.405.18.2021.1P.1 WTC/0039_01 01/74

‘Homep ainensit ainsnnni: 204/0039/15

 Konrpons nposesenuii v Bianosianocti 3 MKS no PIT Ne UA/14380/01/02

JHHCHE 107 HEOOMEKeHHH

Ne Iloka3HHK AKOCTL JonycTuMi HOPMH NIPH BHIXYCKY Pe3yabTaTH
1 | Onuc BrakuThi, OKpyal, BKPUTI Bianosigae
NiBKOBOLO 00OJIOHKOK), JBOOIYKII]
TaOJIETKU 3 OAHOPLAHOKO
TIOBEPXHEIO. )
2 | Hiamerp TabneTok 14,0 — 14,5 MM 14.2 MM
3 | Cepegns maca TabieTku 832,0 Mr + 5% 833.3 mr
(790,4 — 873,6 mr)
4 | Opnopignicts MacH TabnieToxk | Mae BiAnOBIAaTH BUMOraM Bignosinae
5 | IneHTH(ikaLis: (meTon BEPX)
5.1 | ImenaTudikauis asUTpOMILHUHY Mae BifmoBigaT BUMOram Binmoeinae
5.2 | InenTH(ikaiia iHANTOTHITY (MeTon YD) ‘Bignoginae
Makcumymu npa Al-= 251 #m, A2
| =287 uM, A3 =612 um
6 | Jlomiwku: (meton BEPX)
- Jlomimka B He 6inpine 2.0 % 0.43%
- Cywma gomimok D Tta J He 6impme 0,5% <0.1%
- Tuiui Bizomi ouHUYHI He 6insme 0,5% LMFICNH<0.1%
JIOMILIKH A.EP.G-HB
0-0.12%
- ‘OfuHHYHA HEBIAOME %‘“ @ﬁﬁ&.&g ?f;‘f,fw- He 6inbine 0,2% 0:.17%, 0.12%
IOMiLIKA / * Y %o, e\
¥ Es’* Q w *s% gﬂ%#
- Cywma nomitok fi §.6 Yo Z.iHe Ousre 3 % 0.8%
yMa. ;i l 351 %,m % NBLIC 8 %
7 | Po3uMHEHHS Ta po: ":‘\"#‘* u @’?? (mMeTon BEPX)
7.1 | Po3zunHenus ﬁﬁhﬁ fegilenine 75% micng 45 XBUIIMH Miu. 103-%, maxc.107 %,
= cepeane 104%
7.2 | Posmazganus He 6inpiue 30 xsunun 3°56™
§ | BmicT mirouoi pe4oBHHEY B ] (metox BEPX) 503.7 mr
TabneTui 500,0 Mr = 5%
(475,0 — 525,0 m1)
9 | Inon TecTH:
BMmict Boau He Ginwine 5 % 3.8 %
10 | Mikpobionoriuna uuctoTa ' :




Jororun koMnOoauii

Ceprudikar sikocti Ne 1146/2022
A3HUITIOJL, TabJieTKH, BKPHTI INTIBKOBOK 000JI0HKO10, 110 500 mr

Kpatua Bupobuux: [lonslua

Peccrpaniiine ceinontso Ne: UA/14380/01/02 nliicHe m0: HEOOMEKESH UM

Cuaa gil/akTHBHICTD: ABHTpGMlL[HHy 500 Mr

Jlikapceka gopma: TabNeTKH, BKPUTI IUTiBKOBOIO 000TOHKOKO

Tun Ta posmip ynakosku: Ne 3 (o 3 Tabnetku B 6nicrepi; no 1 bicrepy B XapToHHI KOPOOL)
Homep cepii: 12619372

KinbKicTh YIAKOBOK B cepil: 22494 yii.

Jata BupooaanTea: 03 2022

- Ctpox npupatHocti: 03 2025
| - Bceporo acpobunx

‘Mikpoopratismis B 1 r He 61ae1ne 500 <100
- Bcboro apik/pKOBUX Ta
IICHIBUX. He 0insine 50 < 5()

MIKpOOpraHi3MiB B.1 T

——

= Ecolilr BigcyTsi Bigcythi

i

cmabineHochi.

- Mixpobionoziuna Hucmoma GU3HAYAEMbCA HA ROYAMKY MQA 6 KiHyi MEPMINY ApUOAmMHOCHI Npu GUGHEeHHI

Pesynemam ananizy: Jlana cepia siznoeijae suMoram Merozis KorTpomo AKOCTI 10 PeecTpailinoro

IMoceinuenns Noe UA/14380/01/02

Komenmapi: 36epiratu ipy Temnepatypi He utue 25°C. 36epiratn B MicIi-HegoOCTY IHOMY UL AlTEH.
3anea npo cepmudpicayiro: Lum 5 3aceiouyio, wo nasedena euge iHGopmayin € OOCMOBIPHOIO i
mounolo. 1fio cepito npodyxyii Oyno eupobiero, SKIYAIOYU NAKYEAHHS / MADKYEAHHA Ma. NPOGEOEHO
Koumpone i axocmi Ha euyesasHadvenili OtbHuyi Yy NoGHIt 8ionogioHocmi 3 SUMOAMU GMP,
BCMAHOBNEHUMU MICYEGUM  PE2YTIAMOPHUM OP2AaHOM, @ MAKOXNC GIONOBIOHO 00 cheyuixayii , wo

Micmsimecs Yy peecmpayitinomy 0Oocee. IIpomoxonu. supobGHuymea, haxyeawna ma ananizie  Oyno
nepe2AHymo ma 6cmanoeneno eionogionicme GMP.

Peanizayis npodyxmy 00380neHa.

JHara pupayi; 14-04-2022 Kranigikosana Ocoba: Kamina Tpadanbceska

[Tianuc
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