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®opwma: CepTudikat cepii N3
S A N D 0 Z Bepcia: 44095458.231020-2418.2 Buaano:

JNEK C.A., MonbLya

:BupoBhmk «in bulk» npogykTy | ) : k.
3 Canpgoz N'pyn Carnuk YpyHnepi IxcaH fene Kagne Ne90g. Cokak, e6ae-Kokaeni, TP-41400,

| Inaknapi Can. Be Tik. A.C. . Typeuunna

: V '| B npoueci BupoGhuyTtea Ta MakyBaHHA He BYno BioxureHs, sk MOXYTb
(A BIIMHYTU Ha BUMYCK NpogykTy.

SR e

1, B npoueci BupoBHUuTRa Ta NakyBaHHA Byno sadikcorano HacTynHi
BUOXWNEHHA, [MB. HMXKue {peecTpauiittui HOMep BigxmMneHHs B ENEKTPOHHIN
. crucTemi obniky):

| Bigxunennn Ne (GX_QEM): -~

npo ceprudikauio:

i LM nigreepayio AOCTOBIPHICTE Ta ToYHiCTL BUlleHaBeaeHo! iHcbopmaui. Lia cepis nikapcekoro sacoby 6yna |
| BUTOTOBIEHA, BKITIOVHO 3 YNaKoBKo/MapKyBaHHAM Ta KOHTpOrem sKocTi Ha BuilleHaBegeHux BUPOBHUYMX ginbHULSIX

Y MoBHIA BianosigHoeTi fo sumor GMP MICLIeBUX perynaTopHmx Oprais, a Takox Ao cneundpikauii Peectpauifnoro |
‘E Hocbe kpaitu imnopTepa ato thaiiny cneuucpikavji BOCNiMKyBaHOrO Nikapcekoro 3acoby. Hani npo BUrOTOBMEHHS, |
| YMAKOBKY Ta aHanian cepil 6ymno NepesipeHo Ta nigTeepmkeHo ix BiaANCBIaHICTL cTaHgaptam GMP,

3aTBEepPAKEHO

Krzysztof Poszwinski

YnoBHOBaxeHa 0coBa

/Enekmponnuii nidnuc/  02.07. 2024 14:26:18 +02'00°
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®opma; CepTuchikat copii 13
s A N D o Z Bepcin:44095458.231020—2418.2 Buaano:

JIEK C.A,, MonbLua

CEPTUDIKAT AHAJI3Y

Y —
| CUMBACTATUH CAHOO03®,

" N Gepii Ha yii.: | ApTukysi in bulk Ne: | Cepis in bulk Ne: b , ; :
NV1893 42032120 NL7870 i 07.12.2023 11/2026

[
|
I _Mm._m,_wm__kﬁ_m%w__mw__.m_m_.,m_%mw__.gﬁ.h_w,,‘_M%m___,,,__., S

TabneTku, BKpMTI nniBkoBoOMO 06010HKOM, O 20 Mr

"

Npunarsni gy

30BHIWHI® Burnag, BiayanbHuit OBaneHi, geoonykni TabneTkn, BKPUTI MRIBKOBOIO Bianosigac
ornsg 0bonoHKolo, OPaHHKEBOrC KORLOPY, 3 PUCKOIO 3 060X
GokiB | TUcHeHHaM 20 a 04HOrO GOKy
Poamipun - 8.640,3 MM * 5,1£0,3 mm *1 51 MM

lBeHTUdikavin; BEPX PisHuLs Mix yacom YTPUMYBaHHs! niky cuMBacTaTuHy Bianosigae
Ha xpomatorpami BMnpobysarora PO3YUHY |
CTEHAOAPTHOIO POAYMHY CTaHOBWTL <2%

laeHTuikayin: Iy Ihdbpadepsohmii CNEKTP NOTNMHAHHS PosUuHy 3paska Bianoeigae
cnisnagae 3i CNEKTPOM NORIBHSIHHS CMMBacTaTUHY

OaHopigHicTe €ep.®. 2.9.40 Bunpo6ysaHus Ha OAHOPIAHICTE BMiCTY Bignogigac
A030BaHUX OAMHULIL

3aarHicTs o Esp.®, Bianosiano go sumor Ph, Eur. «TabneTkus
Po3namyBaHHa* «HinumicTs Tabneroks

PosyuAHicTs usp % BiA saaBneHoro BMICTY posuuHenoro
CUMBACTaTUHY: = 80% (Q) npotarom 30 XBUAMH

CynyThi nomiwku

CMMBaCTaTWHy BEPX =04 %

rigpokcukmcnora

Aerinpo-cumsactaTun? BEPX 0,4 %

Byab-aka BEPX £0,2% 0,10 %
Hecneundikosana

AoMillka

Cyma gomiwox BEPX =1,0% m %

MikpoSionoriyna HMetoTa™ BignoeigHo A0 €ep.d. 5.1.4

TAMC < 1000 KYOJr Kyorr
TYMC e <100 kvor Kyorr
Escherichia coli BigcyTHirr

Cropivka 33 4




Popma: Ceprudikar cepii I3 :
s A N D o Z Bepcin: 44095458.231020-2418.2 Bungano:

NEK C.A., Monblwa

“NlikapChkmi 3aci6: _ - N i
CUMBACTATUH CAHAO3®, TabneTku, BKPUTI NRiBKOROKO 000NOHKOW, No 20 Mr

- N capii 1.: i Aptukyniin bulk Ne: | Cepis in bulk Ne: | [lava BupoGHuuTea: |

: ’ , ‘
| NV1893 42032120 f NL7870 Ji 07.12.2023 11/2026

H

ETaHon** rx He GinbLie 5000 ppm Not Tested ppm
{3anuwKosunii

PO3YNHHUK)

KinbkicHe Buanauenns Bepy 95,0 - 105,0 % sin sansnenoro emicty CUMBACTATUHY 1014 %
IpenTUchikauin BEPX PisHuus Mix yacom YTPUMYBaHHA niky aHTMOKCAnAHTY Bignosigae
aAHTUOKCHOaHTH BUNPOBYBAHOFO poadMHy | CTaHGAPTHOrO po3qnHy

(MMMOHHa KneroTa | CTAHOBUTL <2%

Gwmnri,qpoxcmaHison)

KinbxicHe BU3HAYeHHA, aHTUOKCHMAAHTK

Bytunrigpokcuanison BEPX 80-110% sia sasereHoro BMicry 92,2 %
Gminri,qpoxcmaHisony
NumonHa kucnora BEPX 90-110% sin 3as18NEHOrO BMICTY NUMORHOT KueoTH 105,9 %

laeHTHikavin 6apeHUKip**

a io ia 3abapBnenHs, sk 3a3HayeHo v 3.2.P.5.2.
TuTany fgiokcua KOnbOlpOBa dMiHa 3aGapBneHHs, sk 3a3HaYeHo y3.2.P522 He TectyBanocs
peaki|isa
Kcug sani i P52,
Okcug aanisa Konbolposa aMiHa 3abapBreHHs, aK 3asHayeHo y3.2P522 He TectyBanocs
peakuia
MpumiTtkn:

* - npoBOAUTLEA He PYTUHHO, NpubnusHo ana koxHoT 20-0f cepii, abo WoHalimerwe OAWH paz Ha pik

** - npoBOAUTLER He PYTHHHO, Npubnuato Ana KoxHoi 10-o0f cepii, abo uonanmMeHwe oguH pas Ha pik

*** - NpOBROANTLCA He PYTUHHO, Ha NepLiux TpLOX BUPOB HNYMX Cepifx Ta NoriM — Ha Arox cepiax wopiyHo
- CVIMBaCTaTMH-4,5-ﬂel’i.ﬂp0KCMKch0Ta

Renata Pawlak / Krzysztof Poszwiriski

/Enexmponnuti midnuc/ 02.07.2024 14:29:07 +02'00"

signed by Fedochenks Tatiana

Digitany
Fedochenkeo amssmsorrem curpoapl,

ou=52, sarhN\.mle’:ﬂ‘lE&ls.

en=Fedochanko Tetlana

Tetiana S e

Cropivka 43 4




64

AEPZKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCBKII OBJIACTI

npoB. Citimunoi Hapii, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPIIOY 37078774

_ BUCHOBOK
Hpo AKICTHL BBE3€HOT0 B Ykpainy nikapeskoro 3acoly
30.07.2024 Ne 36758/24/10
CHMBACTATHH CAHJIO3®

(HafiMenyBaHHa nikapcrxoro 3aco0y 3TimHO 3 peecTpauifinum TIOCBiTUEHHAM)
TabJIeTKH, BKPHUTI ILTIBKOBOI0 000.10HK010, 20 M, 0 10 TabaeToK y Guticrepi o 3 Guicrepn
B KAPTOHHIH Kopodni
(dhopma BumyCcKy, mo3yBans, B TMaKYBaHH3 JTiKapcekoro 3acoby)

Homep peectpaniitroro mocsingenns UA/1695 1/01/01 crpox aii peectpauiitnoro nocsiguenns 22.12.2026
Cepia nikapeokoro sacooy Ne NV1893 KinekicTs BBesenoro mikapcskoro zacoGy 153475

Brpo6ank Jlex C.A., ITonmbia

(naiiMenyBarHs BHPOGHHKA TKapCehKOTO 3acofy, KpaiHa oXOMKeHH)

Beesero B Vpainy Tosapucrtro 3 06mexkenoro BianoeinansHicTio "Canpgos Ykpaina",
izent. kon: 38419586

(HaiiMenyBanus Ta xoz 3a ENPIIOY roprauvHoi ocobu abo Npi3eume, im's, no 6aTekosi
dizuuHoi ocobn - TianpHeMus, i Micue MPOMHBAHNA T4 pecCTpanibinuit Homep 06rikoBoi
KapTky IIIATHHKA TORATKiB abo cepis Ta HOMEp nacmopra)

potokon Bisyantnore xowrpomio rin 30.07.2024 Ne 2143/4.

3a  pesynsraTamu ACPKABHOTO  KOHTPOMIO BCTAHOBJIEHO, {0 TKAPCHKHH  3aci6 BReseHo B Ykpainy 3
AOTPHMAHHAM snnvor 3aKOHO/IAaBCTBA WIOA0 3a0€3MeYCHHS TKOCT] TiKapCchKHX 3aco6iE,
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