llepexnad euxonanuii 3 azniticbxoi Ha YKPAIHCLKY MOGY.
CEPTU®IKAT AHAJI3Y

CHJIAEHA®IJI 100 AHAHTA,

Ta0/IeTKH, BKPATI IIIBKOBOI0 060,10HK010, 10 100 mr, Ne 4 (4x1) y 6nicTepi
1 Tabnerka, BkpuTa M1iBKOBOIO 06010HKOI0, MicTHTS: CHiienadiny untpar exsianentro cunnenadiny 100,0 mr
BupoGaeno: Aprypa ®apmacsiorikans I1er, Jita., niu 03/CT/AP/2016/F/R, 1505 Mopria Poya, Ilpi Ciri CE3, Cernseny Mangan, Paiton
Uirrop-517 588, wrar Anaxpa [panew, Iunis nns Axanra Menixeap JIta., Benuka Bpuranis, GMP Ne010/2025/GMP

Cepin Ne L2412 Peectp. cB-Bo Ne UA/15398/01/01
[Harta BupoGuuutsa; 12/2024 Tepmin npumatrocti: 11/2026
3eit: No: FP/25/0019 O6car naprii: 40000 ynakook.
No. IMokaszHuk Bumoru PesyabTar
1 Onuc Cuni, kpyrii, ABoomykni TaGNeTKH, BKPHTI ILTiBKOBOIO CuHi, kpyrmi, 1BoonykJi TabaeTkH,
000JI0HKO0I1O, 3 THCHEHHAM «126» 3 oxHoro Goxy Ta BKPHTI IIiBKOBOIO 0600HKOIO, 3
THCHEHHAM «J» i JIiHi€K0 po3noMy — 3 iHoro. THCHEHHAM «126» 3 onHoro Goky Ta
THCHEHHAM «J» i NiHielo po3nomy —
3 iHIoro.
2 InenTudikauis Yac yTpuMyBaHHS OCHOBHOTO MiKy Ha XpOMATOrpami Binnosinae
- cundenaghin BUNPOGOBYBAHOTO PO3YMHY MAE BiANOBiAaTH Yacy
YTPHMYBAHHS OCHOBHOTO MiKy Ha XpoMmarorpami
CTAHIAPTHOTO PO3YHHY
YanTpadioneToBuit cnektp noranHaHHA BUNpoOOBYBaHOTO Binnosinae
po3unHy B ob6nacri Bix 200 um o 400 um nosuHeH
BiNOBiJaTH yaeTpadioneToBoMy ClieKTpY NOrIMHAHHA
CTaHAAPTHOTO PO3YHHY
- mumany Oiokcuo ITosBa 3a6apBiieHHA Bill 3KOBTOT0 D0 OPaHKEBOTO KOJABOPY Binnosinae
- iHOU20 KapMmiH Ha Y®-cnekrpi BunpoGoByBaHoro po34nHy NoBUHEH GyTH Binnosinae
NPUCYTHIH MAKCUMYM 3a IOBKHMHM XBuJi (625 % 3) HM
3 Cepeauns maca TabJeTKH 641,79 Mr+3 %
(622,53 mr - 661,04 mr) 653,45 mMr
4 Bmict Boau IIpu gunycky: Ha mepmin npudamuocmi:
He 6insure 5,5% He Ginbwe 6,0% 4,902%
5 OaHopianicTs A030BaAHHX IMpuiimaneue yucno (AV) — He Ginbie 15,0 4,29
0OAHHHUBL
6 Po3unHeHHs He menme 80 % (Q) kinbkocti cunnenadiny (C22H3oNsQ4S), | 102,21%, 99,67%, 99,35%,
Bij BkaszaHoi KineKocTi y posnini «Ckiaany, posunnsersca3a | 99,35%, 99,35%, 102,53%
15 xB
i Cynposiai gomimku Ilpu sunycxky: Ha mepmin npudamuocmi:
- cynposiona domiuka 01 He Ginsie 0,20% He 6inbme 0,20% 0,0003%
- cynpogiona domiuka 02 He 6insie 0,20% He 6insuie 0,20% 0,00004%
- cynpogiona domiuxa 03 He 6inpime 0,20% He 6ins1ie 0,20% 0,0005%
- cynposiona domiuka 04 He 6inse 0,20% He 6insue 0,20% 0,00001%
- MAKCUMQIbHA OOUHUYHA He Ginewe 0,20% He oinsure 0,20% Huxue kinskicHoi mMexi
Heldenmudhikosana domiuika
- cyMa QOMILLOK He Ginpie 1,0% He Ginpiue 1,5% 0,00085%
8 KinbkicHe BU3HAYEHHS 95,00 mr/raba. - 105,00 mr/rabu. 103,18 mr/Tatbm.
- cundenadin 95,0 % - 105,0 % Bin 3aaBaCHOT KiMLKOCTI (103,18% Bin 3asBNCHOI KinbKOCTI)
9 MikpoGionoriuna uucToTa B npenapari nomyckaerscs:
3arajgeHe yucno aepoOHMX Mikpoopranizmie (TAMC) - we | 10 KYO/r
Oineme 10 KYO/r;
3aranbHe YHCIo ApiNIkoBHX i miuicenesux rpubis (TYMC) - | 0 KYO/r
He Ginsie 102 KVO/r.
Bincyrnicts Escherichia coli B 1 r npenapary. Bigcyrtne
10 Teepaicts He menmre 60 H Min: 199,6 H Max: 235,5 H
Pozpinenns Tabaerox TabGnerku BUTpUMYIOTH BUTNpoOyBaHHs, skwo He Oinswe | Bimnoeimae
oAHi€l iHAMBIIyaNbHOT MacH BUXOIMTE 3a Mexi 85 % - 115 %
1 Bix  cepeanroi Macw. TabmeTkm He  BUTPUMYKOTb
BUNpoOyBaHHA, AKWo Oinblue oxHiel iHAMBiAyamsHOT Macu
BUXOJMTE 33 BU3HAueHi Mexi abo AKIO ofHa iHAHBiAyalbHA
Maca BHXOIHTh 32 Mexki 75 % - 125 % Bin cepenuboi Macu
12 ¥Ynakoska ITo 4 Tabnerku noMiwarTs B GHiCTep.-'Hg
32CTOCYBAHHA TIOMIIIAKOTE B MAYKY: . s

¥mosu 36epiranus: 36epiraTi B opuriHanbHiil ynakoBui y Hegoctynnomys

Ium 3acBiguyeThes, W0 HABeAeHA HUKYe iH(OpMAaLis € Z0CTOBIpHOIO i T
YNAKOBKY i MAPKYBAHHSA) i MPOBeJeHO KOHTPOJIL SIKOCTI HA BULUE3raaH
MICTATBCA B peecTpauifiHomMy Aochbe.
[poTokonu BupobHHUTEA, yNAKOBKH i aHANI3IiB MepeBipeHo i BcTaHOBJIE
BHCHOBOK: IIPEITAPAT BIAINOBIJAE€ CTAHJAPTAM MKSI.
ImM'st Ta nocana ocoOm, AKa BHAAE J03BiJ1 HA MapTilo /
Ananiz K. Raj kumar ;
Ananituk Ilianuc / / Kepieunk pinniny axoceri ITix
A A Jata 06/02/2025 WO? gg BA,,H‘EEB” A 0CTBA
Hata sunycky 06/02/2025 ITAC
[MOHA BENIHAHIHA

A, nepexnadau Kpaguyx Kamepuna Onexcandpisna (dunnom npo nepeniozomosxy cepisn JJCK Ne 258742, eudanuii 21.06.2014; enexmponna adpeca: ekaterinad@ukr.net;
menedhon: +38(050)994-42-84) saceiduyio, o yeii doxymenm € Q0CmOBIPHUM | MOYHUM epeKaadoM 3 AH2RItICbKOl Ha YKPATHCLKY MOBY OpU2iHanbHO20 JoKyMeHma.

1ii 6y/10 BUTOTOBJIEHO (BKJIYAKYH
BignosignocTi 3 BuMoramu cneundixauii, wo



AEPHIIIKCIIVIKDBA
AEPHKABHA CIIYKBA 3 JIKAPCBKHX 3ACORBIB TA

KOHTPOJIH) 3A HAPKOTHKAMM Y JbBIBCBKIH OBJIACTI
pyn, Kynenaprisceka, 131, s JTesie, 79071, venfdare: (032) 234-02-73, 1en. 264-96-87

E-mail: dls.[viviidls. gov.ua; hitps:fwww dls.gov.aua: Koa €0P110Y 37073624

BUCHOBOK
Hp0 AKICTE BRE3EHOro B ¥ KpalHy aikapebroro zacudy

12.03.2025 Ne 12381725/13

CHIAEILADLT 100 AHAHTA

[ILLEMEH Y GHHH EKUMICR KON %00y ST 3 PEECTRU T AHNM (HICH] e ]
THDICTRA, BKPATI IiBRoswe vbononEeo, 1o 100 v uo 4 rabuerkn v Gaictepi, oo 1
futicTepy & na4ni

[Fipsnady B Y, Y RE HER, REJ T Y REHAR THEEPCRFOC iy ]

Homep perctpatitinoo noveisucimm LTAST 53980140 erpow il peectpartiérors nocaimaenm HeobyvemeHuh

Cepia nikgpoerxoro sacoby N 12412 Fiarkictts BEeseHoTa Tixaporkorn sacohy H00
Bupofiang Aprypa QapmackioTika1s et 1., Inais
| [HBfMCHYDAMIEA TAPORIHEA NKEPCLED Mo SAc00y, ERATHA THHRGLHE HHIT )
Bacacin v ¥rpiiny Tosapucren 3 oivexscsanl ritnosigannuicro "Esivac”, neur. koa:
ATHATRTO

[HEAMCHY BARHA Ta Ko 13 0PI Y wpn il ocode afo OpiasCi:, ', ne GaTeEes]
EEIIOT 0o0 B - EATPECMLA, TDMICUE MpoMaEaHEs 13 iece Tpan]BIms 1woemep obilkesol
EAPTKH TCIATITHEA NOASTKIE af0 oopli T4 [oRcp NACTopPTa)

Hporawad pivyabuoro worrpoow kig 21022025 M 101/01.14-25/6.

JafiopaTopAih ana. i3 akeeTi AkapoLearo @aeoby 2aiicHerni;

JabopaTopia 3 KOETPOIK GKDCTI Nikapobrux sacobie TOB "JTIOBPOBY T-JIIKHITAE" (. Knin,
BY). Hosropoa-Cisepeeia, Gy 3, newuTI0B npuMimenig 92)

[HLFWEHYRYUEHA T MICUSI s S Hes Aufamaropil, roe nposees aiopRTODHHE 2L (% 30 1)

Buckusmk nrnn axactl isdpresnrg iacofy, Rrlaaki Tadopatopico sy 100032025 Ne 358-25

PesymeTara naGaparopHors AHAINES Y HKGCTI MIKARCREOCD Aacolhy 1 NeperipeHHMY TONATHHEAM Y RiNNORITAMITE
BHMOTAN METO:S ROHTPOMLD TKOCT] {AHAT I HO-HOPMETHERCT TORYMEHTALT )

I pesyInTATAME  TEPMKABHOID | EONTPONRY  RCTARGEASHO, LU0 NKAPCEEHA 8400 Bpescse B Yepaily s
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