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Kia-1s B.cepri

- Hara BapoSunursa

Aara snaaui ceprudirary.

AHaUI3 BUKOHAHO V BiAMOBIIUIOCTI 4

Ceprudikar gxocti No 147611
Acniapkam
Tabierion, 50 TaGrerox v aictepax:
PIT NeUA/4509/01/01, gic 6e3¢TpoKoBo
1088112
9,800 Tuc. yn

08.01.2024
25.01.2024

MECSE Ne UA/4509/01/01, 3nminii: "TEKCT MAPKYBAHHS ; ae PIT Ne UA/4509/01/01

gia (4.04.2019", *Taauk", "Cynposinni Aomimku"
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 Ne HalMeHvBaHHA NOKAZHMKA Bunmoru MKSI/AH/] Pesynerar ananisy

P | Omnc Ta0daeTxH OUI0ro KOMLOPY, 3 TMIAJIKOK NOBENXHER), Bianosiaae
AMOCKOLMIINAPHYHI, 3 PHEKOK, 31 CnetindiusIM 3amaxom.

Ha nosepxni Tab1eTOK JONVCKAETHCE MAPMYPOBICTD.

2 Laerrrnikania A. 53 M1 BUNPODORYBAHOFO POIIMHY AAKITH XAPAKTEPHY Bianosigac
PEaKII0 HA MATHI.

B. dinvTpar gac xapakrepHy peakinio (b) Ha Kasii, Bignosiaae
€. Mae 3'spnarsca cubbo-dioneTose 3abapieHHs Bimoriaae
{acnapariHar-10H),

3 Cepeaus mMaca Big 0,475 1 10 0,525 . (0,502

4 | OnMopiadicib A030BAHHX OAMHULE Jlikapcbknit 3316 BHTPUMYE BUIpOGY BaHHA, %KIRO Bianosiae
npuiiMaabhe yncno anx 10 (30) Tabnerok mewwe aGo K=4; Mg=2.
AopieHioc 13, [Tpyn uboMy KiTBKICHHE BMICT %01HOT 3.

TabIeTOK He MOBHHEH NepeBHIlYRaTy 25 % Bia cepennboro
J3HaUEHHA,

3 OaHOpLIHICTL MACH He Ouibnre, Bik 2 rabnetky 3 20, sxi 3Bameni Rianosijae
IHAMBEAYATLHO, MOXKYTh BLAXUISTHCA B CEPEIHBOT MACH
Guiplie, HOK Ba £ 5 %, Ta 0py LpoOMY KoAHA
THAMBLIYAJIbHEA Maca He Ma€ BIAXHIATHCH Bij cepeTHbOT

| B MacK DiaknIe, Hix Ha £ 10 %.

6 | Po3unuenns PernaMerToranHil CTYNHD POIMHHEHHS MArHio 101
acniaparigary {(3) Mac cranosutH He MeHuie 70 % Bia
KUIBKOCTL, BKa3aHol B po3Aial «Ckial Ha 0ady TadicTRy».

7| Cynposiani xomimxy Ha xpomarorpami eritpo0y BRHOTO po3uMHy OyabL-1Ka Biaorizae
NIME, KPIM OCHOBHOT, He Mae Oy TH [HTeHCHBHILIOK 33
MUIAMY Ha XPeMATorpaMi po3uydy NMOpIBHSHHA (a) (He
Oubie 1,0%:).

8 | Mikpobionoriuna uncTora 3arazbre yucao aepobiux Mikpoopraxizmia (TAMC) ne 31410B1A3C
bineine 1000 KYO s 11, <10
3aranbHe YHCI0 IPIKIBKOBHX 1 1T CCHE HbiB (TYMC ) Bianosiaac
ne Ouswe 100 KYOe 11 <i0
Biacytnicrs Escherichia co Bianozizae
BuicT marnio acnaparing 0,174
piat 66 r 100,184 .
radie TRy,

| Baicr kanito acrtaparivariyg 0,176
10,166 r 10 0,184 1, B 11epe -. 3i Ha cepen
e 557 B | raberan, ﬁ% P
/e w/ L 7
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Ceprudrirar axoctl Ne 147611

Acriapkamv
Neo g HaiMeHVBAHHA NOKa3HHKA Busori MICG/AHJ] PesyasTar ananisy
H) | ¥Ynmakoska 3rizno MKS ‘ Bianosiiac
11 | MapkyBamis 3r1HO IMIHA 10 TEKCTY MapKyRaHHA Binnosizac
Tepmin npuaaraocn: 3.00 p. Mpuxaranii no: 12,2026
YMOBH 30epiraHiEs; B opuridainuii ynaxopni npu remueparypi we sune 253°C,
‘Blichoiku: Binwoeinac sasoram MKH Ne UA/4509/01/01, 3minn: "TERKCT MAPKY BAHHA 10 PIT M

HA/M4509/01701 Bix 04.04.2019"; "Tanbk", "CynpoBizmi dominixy™

HAaa peaaizanii va pitaky Ykpaius .
/ Trpapeccn KT
L N2 a2 4

«llim  # 3acBlAvylo, IHO HaséacHa Buue indopmallis ¢ JocroBipHokr -Ta  Toumo: llio ¢Epil npomvkuil  Oyao  BHpoOicHO
(BNOMEIOYM  UaKyBaHHS Ta  MapKyBaHHS) T2 APOBCACHO  KOHTPOAL 11 AKOCTI  HA  BHIIE3a3HAYCHIM  ALTHMLL Y NOBHIH

_ D%; :ﬁHaqaanm{' BKA

Jlozroneno ao peanizaiii

BLANOBIZHOCTI 3 Bumorami (GMP, BCTAHOBJCHMMH MICUEBHM  PEIYJSFOPHMM OpragoM, a TakoX BiaNoBiako n0 cruelmdHKalii,
O MICTATBLS. ¥ peeci‘pauiﬁn(}gﬂmﬂ ;‘OTUK{}JIH BUpOOHUUTBA, .[aKyBaHHS Ta adausip  Ovio.  lepenIsryTe  Ta
‘BCTAHOBNEHO BIANOBIARICTL (GM Py \Z

BUCTPUBYLIT
TA

\ BIDBAHTAXEHD
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