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CEPTU®IKAT SIKOCTI Ne 1830

nymapzin anrornin, madnemru no I 2 Xo2 (Ix2) y Gnicmepax
Hiloya pevosuna 1 maGnemea micmumu: apaininy enymamamy - 1 2

Peect, nocasinvexxs UA/4022/02/02 aid 08.07.2020 Ne cepit - 10624
3araneHa Kinekicts B cepil 9125 yn Hara pupobHuyrea 06.2024
Kpaina npushadenns Ykpaina Hata supasi pesynutary  04.07.24
Ymosu 36epiranna; aGepiratn B opuriHanbHIA ynakosL npu Temnepartypi He sule 25°C MNpuaaThng po 06/2023
Anania sukoHanui 3riano:  MKH Hakaz MO3 Yrpainu Ne748 aid 12.11.15 PIT NoUA/4022/02/02, amina Net, amina Ne2, amina Ne3,
amina Ned L
TexHiuHa yroaa Ne ¥5-3-K gid 01.05.24, N2 Y51-1/2-K @id 01.05.24
N HaRmoHy BaHH# NoKazHukig Bumoru nokymoenrauir PesynuraTt aHanisy
1 |Onuc Tabrerku 6inoro Konbopy, NoaoBXeHoT thopmu 2 TabneTku G6inoro Konbopy, NOAGBEXEHO! thopMy 3
ABOONYKACK NOBEpPXHEK, 3 PHUCKOK ABOUNYXIOKO NCBEPXHEBK), 3 PUCKOD
Ha xpomarorpami BunpoSosysaHoro posuuny Maiote  |Ha Xpomarorpami sunpobonysaHoro posuuHy
BURBAATHCA ABI OCHOBHI NNAMK Ha PiBHi NNsiM Ha BUABARTLCA ABI OCHOBHI NNAMK Ha piBli nnaM Ha
2 |laexTudikauis XpoMarorpami po3unHy NopiBNAHHA A aprininy XPOMETOrpami poayuHy nopisHanHa A aprininy
CNYTAMETY, NPUIOTOBAHOMO ANA BHIHAYEHHRA pe40oBuUH, rnyTasmary, npuroTosaHtore ANA BAIHAYEHHA PEHOBMH,
WO BHABNAKTLCA HIHMAPWHOM U0 BUABNAITLEA KIHMAPUHOM
3 |Cepegis maca Bia 1,083r a0 1,197r 1.141r
4 OpHopigHicTe Joiopanux Mpuiimanste wucno meHwe abo Aopishioe 15% 2,9%
OAMHULE

Kinskicts aprikiny rnyramary, wo nepesiwna y poauns  |100,5%
vepe3 45x8, Mac BUTPUMYBATU KACTYNHI BUMOrY
(Q=75%): He meHwwe 80% AnA koxHoi 3 6 TabneTok
(piseHs S1); cepeAHE 3HAYEHHA He MeHwe 75% Ta He
nosiHHo ByTu xoaHO! TabneTku 3i cTyneHem
§ |Posuuenin PO34MHEHHA MeHwe 60% anA 12 TabneTok (pisens S2);
CepefHE 3HaYeHHA He Meswe 75% Ta He Ginbe 2
Tabnerox 3i cTyneneM poadutents menwe 60%, ve
nosuHwHo GyTu woAHol TabneTku 31 cryneHem
po3uMHERHA MeHwe 50% ann 24 Tabnerok (pisens S3)

P P_eqpuunn, Lo BHABNAKOTLCR He Binkwe 0,25% ABOX okpemnx pevoauH. Cyma Menwe 0,25% ABox okpemux pevosuH, Cyma
HiKrigpuHOM ACAATKOBUX DEYOBWH He Mae nepesuwiysatu 0,5% AOAATKOBUX PEYOBUH He nepesuwlye 0,5%
PoanapaHun He Binkiue 15xa Bignosigae

§ |Kinbxicre suaHaveHHs Bia 0,95r po 1.05r 0,975r

Kpurepil MPUAHATHOCTI: 3aranbHe YMCno aepobHux 3aranbte yucno aepobuux Minpooprauimip (TAMC): &
 Pcnrieasna e N o HOF, Serry s QT Soanie vian ptiogmnac 4 hichiany
Escherichia coli: sigcythicts 8 1r siACyTHIB 1T

10 |Ynakoska ’ Bignosiguicts MKS Bignosigae

11 |MapkysaHus Bianosignicts MKS ' Bianosinae

. BucHosoxk Bignosigae sumoram HTQ LML

'3acTynHuk gupekTopa 3 akocTi - HauansHuk BKS wienows sindflfansmicnly Pukosa .l
PRAPMAUSETH AR OV i

tum A 3acaiduyio, wio Hasedera suwie iHgopmayin € docmoslprole ma moiow. Lo cepito NpOYRLT Oyt &y (HDONEHO (BKHOYCIOHU NOKYBORHALIMGPRYTEHHA) MA

npoaedeHo KoHMpPon i AKOCMI Ha HUKYEIAIHOYEHIT dinbHuYl y noaHit eidnosidnocmi Faumoapmu Gl ko 8idnogidro do criequgpinayid, wo micmamucn y

peccmpayidnomy 9ocue. Npomorony 8UpoBHULMBD, NaxyackHA ma anaaizie Gyno nepeznnHyme ma.-g Fier0 aidnoaidiicms GMP.

Aama nidnucannin « p'lj # él? Zo_ﬂp. =4

Ananis eukonanud y naGopamopii: BKA TOB "®K"3dopoa’s"; M. Xapkia, ay, Weavenka, 6,22
Bupobituva dinsnuys: Ljex zomosux nikapcskux hopm; M, Xapxkis, eyn. Leoyenka, 6. 22;
Cepmucpikam GMP Ne 036/2023/GMP do 17.02.26
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