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CEPTH®IKAT SIKOCTI Ne 03/21
i «15» morore 2021 poxy
Hassa npenapary: PUTMOKOP®, kancynu No 48 (12x4) B Gnicrepax

Cuna pii/aKTHBHICTH: Cana xancyna 390 M MicTHTb: 2,3,4,5,6»1;(3HTariﬂpOKcmcan.porsoso]‘ KHcnorn,
Maruieso? coni B nepepaxynky na 100 % peuouny — 300 mr, 2,3,4,5,6-
MEHTAriIPOKCHKANPOHOROT KHCIOTH, Kanieroi coii B nepepaxynxy Ha 100 % — 60

MF.
Homep cepii- o 010121
Aata Bupobunirrsa ciuens 2021 p.
Tepmin npuaarnoeri: civens 2024 p.
Kinkxiers y cepii: 10080 ynaxono

MKS]', BiANOBIAHO 40 AKOT HPOBOANTHCS MK 0 P.ILNUA3122/01/01
anaiz:

Homep niuenaii: Cepis AB No398099

AJpeca JinbHULI BUPOGHHITRA cepii:  TOB «PapyauesTiana KoMmanis «@apKoC» 08290, Kuirchka 06,1, M. Ipniss,
eMmT. loctosene, Bya. Cesto-Ilokposceka, 360,

No ) e kA :
il IMorkazunknu Binvtorn MKST NeUA/3122/01/01 Dawcriani pesynsratu
Trepai skeaarinosi RIOCVIH  IMUHHAPHYHOT (popMyE 3
HaMmBCQepHUHIG kil dif0-1eeHOrO  KONBLOPY (3 . .
1 | Onuc . I Pt e L . opy | Bianosinae
Hamicon "DaploC” ado des Hamuey). Baier xancysn -
NOpoLoK Gizoro ade Maitwe dizore ROALOPY Ge3 3amaxy o
THIX (Fmoxonat-ion) Binnosinae L
2 Inerrudikanis XapakTepHa peakiis #a Maruin Binnosinae ]
XapakTepHa pearuis (b) Ha katif Binnosinae . o
Cepenns maca BMmicTy . . Bianosigae
3 - p * Y Bin 361 sMra0419 ur .,'uﬂ o
. Kancynu B (373.7 mr) ]
4 Oanopingicrs Macu . 7 50, Bianosixae (max: +7.3 %
= /. D% g £
min: -12,7 %) i
= _ . - : )
> _| Posnmanawns He Ginsuwe 25 xpiim | Bianosizae (8 xp) |
Brpara B maci npu ; . .
6 P Maetip He Ginsiue 10,09% Binnosinae (4,03 %)
BMCYIIYBAHHI ’
He menwe 75% (Q) raxiro TMOKOHATY Bia BMicTy,
7 | Posuunenus 3A3HAYCHOTO B pozaimi «Cknan Ha | Rancyny», vepes 45 | Binnorinae
XB o
OnuopignicTs Kpurepii npuiinstrocti maioTs BIAMORIAATH  BHMOTam ) ; 5 :
8 li EAs ) gsy’]) 0 “I()p Ho OB Bianosizac (AV=10,24)
NO30BAHHX OAMHHLE pil 2.9/ _ o
3araibHe YHCAo aepobiinx MIKpoopranmis (TAMC): ue | 10 KYOQ/r |
MikpoGionoriuna SlibluelFKYO: | ¢ i
9 lxMCTpm‘a 3aranbHe  wnCHO  ApDKIGKOBHX Ta ticenesyx, rpudis | 10 KYQ/r |
(TYMC): e 6insie 10° KVO s | 1 t
Bincyrnicrs Escherichia colis 1 r Bianosinac o
Kinekicke suznauenus, Bﬁé )
Bwmict C12H, MeO i _ $w S % &Yl s
e Lo 300 mr+ 5,0% (pig 285,0 mr no 31 Hng =@ Bianosinae (295 mr) f
(Marwito rmokoHaty B 1 ~ i Hagy Dg : ;
10 ] © ANHpx 52 F ;
Kancyi). 2, 33 _
Bumict CH 1 KO;5 (xanio g 35 ? . ; . 5
: 60 mr = 5,0% (3in 57,0 Mr 10 63.0 m Bignosinac (60,7 mr
rmokoHary 8 1 kancyni) 0% (sin 57, i AIDBIREY e B |
Il | ¥Ynakogka 3riaHo aumor MK Binnosinae ‘
12 | Mapkysanus 3rinvo Bumor MICS Binnosinae _J
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JEPXKIIIKCIIYIKBA
HAEPXKABHA CIIVIKBA 3 .JIIKAPCI)KI.@X 3AC(31§IB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKTIT OBJIACTI

npocrekt Banepis Jlo6anorcsroro, 51, m. Kuis, 03110, Ten/(axe: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,hli!;?§_:[/_mm_,_sil§.g,ov.,ua: Kon €PIIOY 37078774

BUCHOBOK
NPO AKICTHL BBE3eHOro B Yxpainy Jikapcbxoro 3acofy

29.03.2021 Ne 12253/21/10

PUB'STMUAN JKUP-TEBA

(walMeHyBauna Nikapcskoro 32c00y 3rinne 3 peecrpanitianm TIOCBiAYEHHM)
Kancy.ma no 500 mr, mo 10 kameva Y baicTepis mo 9 GuicTepis v kapronmiii Kopobui

(hopma sumrycky, mosysanns, sun TTaKYBAHHA JIIKAPCHKOTO 38c0Gy)

Homep peectpaniiinoro nocsizuerns UA/6681/01 /01 ctpok nii peectpaiitnoro noceinuenns (01.01,2099

Cepis nikapcskoro saco6y Ne 0010121 Kinskicts meeacnoro mikapeskoro 3acoby 3660
BupoGuux AT Dapmauestnynmit 3aBox TEBA, Vropmuaa
(uatiMenypasns BEpOGHUKE AikapcEKore zacofy, KpaiHa MOXomxcHHN)
Beesero B Vipainy Torapuerro 3 o6Meskenomo BiInoBizannuictio "Tepa Yrpaina", izenr.
xou: 34770471

(maliMenysanus 1a kon 33 CAPTIOY ropummtoi ocobn abo npiasmine, iM's, Mo GaThKOB] tizmanorf
0colu - ninnpremus, i micne NPOKHBAHHY Td peecrpauiifamii HOMED 060ik0BOT KapTKY NaTHIKA
nogarkis abo copiz Ta HoMep nacnopra)

Mpotoken nisyantuore kontposmo six 17.03.2021 x 074772,

3a  pesynbTatamu ACPABHOIO  KOHTPOJIO  BCTAHOBASHO, 1O nixapcexuil  3acid Bpeseno Vkpainy 3
AOTPHMAHHSIM sumor 3aKOHOZABCTBA LL0/I0 3alie3leueni sKocTi JKapCEKHUX 3acoBiB.

3acTy KK HavanbHIKa BTy

Hepxantiof cirysx6u 3 fixapcrix 3acobis
TA KOHTPO.TI0 30 HapROTHKAME vy Kaiscrkiit F
o0naci 1 B

3ybapera H. B.

{vocaxos: ocoBa oprais ACKABHOrO KOHTPOMO) {niamuc) Ny

MIL
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¢ap”auem"a Konnaﬂia (30})08’ A - axicms Teozo xummsls

TOB "dapmaugstuuna KoMnanis "3nopos’a”

Yxpaina, 61013, m. XapKis, syn. {eauensns, 22

TOB "®apmexc rpyn*

Yxpaina, 08301, m, Bopuening, sys. Wesuenka, 100

Ten.: +38 (057) 757-0-777, 727-57-19, 727-57+15, 700-97-28
Email: okk@zt.com.ua; http://www.zt.com.ua

fNivensia AB NeS98066 3 17.10.2013
Nienain AB NoS98046 3 21.12.2012
Caipouraa npo atecrawio naboparopiit
Ne199, Ne200, Ne201 3 20:12.2013, Ne62 3 29.09.2010

CEPTU®IKAT SIKOCTI Ne 85
Pabenpazon-300pos'sn, mabnemxu, expumi nnisxosorwo 060n01K0I0, KUWKO6OPO3YUKHI nO 20 M2
Ne20 (10x2) s 6nicmepax
Hiva pevosuna 1 mabnemuxa micmums: pabenpasony nampho - 20 me
Peect. nocsinuennst UA/10505/01/02 ald 21.11.19 Ne cepli Q010121

Jaranwha KinbkicTs 8 cepli 3668 yn

[epxasa npusHaYeHHR Ypaina

Ymosu aBapirannn: 36epirati B opuriHanuHiv ynakosui npu remneparypi He suwe 25°C
Ananis sukoHanu srigHo:  MKS nakas MO3 Ykpalnu Ne105 ald 03.03.15 PIT NeUA/10505/01/02

Dava supoSunurea 01,2021
Dara swaanun peaynerary  05,02.21
Npuaaraui go 01.23

Texuivna yroga NeYA-3[-05 eld 10.03.17, pedaxyin 2
T Haiuon /“’qu?.;wa\ “ . e "émgaém' aosym et | Pnynsmanml::y N |
: . TabneTv, BRpuT! NNIBKOBOIO 0BONOHKOI, 36NBHORO 3 Tafinerm, sxputi nniskoBoIc 0BONGHKOW, SENOHOrO 3

1 Onuc GnawmTrnm BlTiHKOM KOSLOPY, 3 ABOONYKNOK Snaxurrim siTiHKoM Xonbopy, a ABOONYKAOKY

noBsspxHeln. Ha nonepeusomMy pospial sunHo asa Wwiapn nosepxHer. Ha nonepevHoMy pospisi siaHo asa Lwapu
Konsoposa peauist 3 BAHIO NEPOKCHIY POSHUHOM ‘Konsoposa paaxui: 3 BOQMIO NIOPOKCHIY POINHOM

KOHUBHTpOBAHUM P: 3abapeneria sin wosroro Ao KOHUOHTPC sabap 1R KABTOTD KONLOPY
KOBTO-OPAHKOBOIG KONLOPY (TUTaHY alokewn} (Tvrany niokcun)
H4-criexrpy sunpoBysatol matpuyl Ta marpuy ‘Binnosigae
NOPIBHAHHA NOBWHHI CNIBNAKATH HE MBHIIe HDK Ha D5%:
R285% :
2 newvudirauia Ha xpomarorpami sunpoiosyRasoro posumHy vac ‘Ha xpomarorpami BunpoBonysaroro pozssy uac

YYDAMYBaHHR OCHOBKOMO niky pabenpasony Hatpho mae iyv’pmyawa OCHOBHOTO niky pabenpasony HaTpin
CRiBRAKATH 3 UECOM YTDUMYBBHHS OCHOBHOTG Niky ‘eniBnanae 3 YBCOM YTPUMYBAHHS OCHOBHOIO Niky

paGanpasony HaTplio Ha XpomaTorpami POSUMHY {paenpasony HaTpio Ka XPOMBTOrpaME POIMUHY
NOPIBHAHKSA gnopimmus
XapaxrepHa peakuis He HaYPIi: NPenapaT, sMoueHul ;XapaKrepHa peskUIn Ha HaTIk; NPBNAPAT, IMOYOHUR
XNOPMCTOBOBHBBIO KWCNOTOW P | BHeceHl v | XNOPUCTORG/AMBROIG KUCROYOK P | BHecaHui ¥
GeaGapsre nonysn, aaapanioe AOro y ¥oeTHi xanip gﬁaaﬁapaae nonyM's, 3a6apsnioe Aoro ¥ XosTHi konip
3 Cepeaus maca Bin 218,5mr o 241 5mr 1230 4wr
4 Brpars e maci npn sucylwysansl [ He Ginowe 2,5% 1,2%
$ Oauopiasicte no30BaHUK TNpuitmanbie wucno menwe a6o gopisoe 15 ‘5

OQHHALL

Bydbepua cragia: kinbxicTs pabenpasony uatpiio, wo  106%
nepeiiuna 8 posurn Yepas 30Xs, MBS BUTDHMYBATH
HACTYnH| Bumorn (0=T5%): He mMewiue 80% ans xowHo!
vabnenm 3 6 napanenssux sunpobysamn
{signoaiguicre pisno B1); cepanre sHausHHs He

MEHLU® 75%, no Mae Gy sarhol Tabnerm ai
CTYNRHOM PO3UHHEHHA MBHILS B0% ann 12 rabnerox
{slanosigricts piskio B2); cepanne sHasHNHS He :
meHwe 75%, ve mae Sytu Ginbie 2 TaBneTok, cTyniHL
POJ4HHEHHA AKX MBI 60%; wo mae Byrv xomnol
TaBnaT 3i crynsxem posuuHeHna Mere 50% Ana 24
6 |Posumenns ralinevox (sinnosinricts plaio B3) :

Kucnotra cragin; dnskicts paSenpalony HaTpiio, wo ‘Menwe 10%
NEpeALIIa Y posukH wepes 2 ron, mac Bytu He Sinbwe

10% pns ool 3 B Tabnerok (pisens, A1); cepenre

HAYGHHA CTYTIBHS POFHUHORHRA A 12 TaBnetor Mae

6yTu e Ginbiue 10% 128 He NOBURHO ByTV XOaHOT

TabneTku 3l CTYNEHEM POTMHEHHS Binbilus 25%

(pisetn A2); CEpanHE 3HAYEHHA CTYNBHR PONMHBHHA

ana 24 rabneror mae Byty ve Ginbiwe 10% 1a He

noBuHHO ByTn wonol TanaTim i crynexom

poxwmmenis Sinbiue 25% (piseus A3) :
fod o Girpie T fomiuie, He Binstwe 4,6% Menws 0,2% oxpemol somiunm, werwe 1.5% cymn
7 [Omposi aoniur O R o B SR % et o, e 15% o
- ~ [Hac criiikocTi 8 0,1M posuMKi XNOPHCTOBOAHEROT ‘Bignoalnae
& Poanapanns KHCROTH - 2 Tog. Yac posnagahin ¥ docdarHomy ’
Gyhapromy pogyuni pH 6.8 - ne Ginsie 60 xu o -
8 Mixpotionoriug ynorora Kpurepll pUAHATHOCTE: 3aranbHe 4Mcno aepolinux ‘BaranbHe wueno aepotnx M

wmixpooprasiamie (TAMCY: 1000 KYO#r. Saransie wicno mermue 50 KYOTr, Baranche
ApbRroaMX T8 Ainiconesx rpnbis (TYMOC): 100 KYO/r. nniceqesix rpibin (TYMC) - me

Cropla2

O @j s eoudore (A




{Eschericha col:sigoyeres it Esoherchia coll-sigcym a it ]
10 |KinskicHe ausHauoHms Pabenpasony warpiio: sig 19,0mr ao 21,0mr 19,2mr :
11 [Ynakoska Bigrosigricrs MKA ___\Bipnosinag

112 Maprysanua Bignosiauicrs MK _ e Binnosinae
BucHosok Bignosinae sumoram HTQ

3acTynHuk aupexropa 3 akocti - HavansHuk BKS1

Lum 5 aaceiduyio, wio nusedena suwe indropmauin € docmosliprow ma mowmoio. Lo cepisdinpdovkitd By 8RB By ninyaonma/mapry ) ma
fnpoeedens xonmpons i i Her peiwe il dlasmuyl y noswit] sidnoeidwocmi! 3 dimod AP OBIOND @b cridqudbinouid, wio micmameos y
peecmpouitivomy Oﬁ?omononu supobuuymen, namunmjra onanisie yno nepez ,\_ @ acmgrpanei 4 q nosidwitne GNP,

L L P —————— S
Aama nidnucanng « » 2. “" lis o i oﬁ ’

Ananis euxonatud y naboparmopii: BRI TOB “®K"300poe’s”; M. Xapxie, eyn. ?i e
Tabopamopin TOB "®apmerc epyn”; Kulacexa o6n., m. Bopucnins, syn. Weevenxa 100

Bupobruna dinsmra: Liex somoeux nixapcsxux dpopm; M. Xaprie, eyn. Lileevenxa, 6, 22; TN3; m.Bopucnins, eyn. llieavsnxa,
6.100;

Cepmucpikam GMP Ne 052/2019/GMP 3o 13.06.22

Crop232
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BMCYIIYBAHHI ’
He menwe 75% (Q) raxiro TMOKOHATY Bia BMicTy,
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Bwmict C12H, MeO i _ $w S % &Yl s
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10 ] © ANHpx 52 F ;
Kancyi). 2, 33 _
Bumict CH 1 KO;5 (xanio g 35 ? . ; . 5
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Ceptudikar Cepii BupobHuka anna
MeauuHux MpopaykTis, wo EkcnopryloTbea

1. Hazsa npoaykry.

PUB’AYNIA KUP-TEBA, kancynu no 500 mr, Ne90 (9 6nicr. x 10 Kanc.)
2. KpaiHa-imnopTtep.

YKpaiua
3. Homep peectpauiiHoro nocsigydeHHs

Ne UA/6681/01/01

4, Cuna/AKTUBHICTD.

Pub’aunit sxup 500 mr

5. ®opma A03yBaHHA (nikapcbka dpopma).
Kancyawm no 500 mr

6. Posmip nakyBaHHa (BmicT KoHTelHepa) i Tun (H-a Gpnarkonu, naawkm, Baictepu).
9 6nict. x 10 Kancyn B Kopobuj, 3aranbHa KinbKicTb: 3660 KopoboK

7. JNot/Homep cepii.
0010121

8. [ara supobHuursa.
01.2021

[data nakyBaHHA
02.2021

9. TepmiH npuaaTHoOCTI.
01.2023

10. Hassa, agpecu i Homepa niueHsiii.
AT ®apmaueBTUYHMIA 3aB8oa TEBA
Ainanka 1: H-4042 flebpeuen, syn. Nannari 13, Yropumxa

HU-M-Teva

BupobHuuTBO M
MakyBaHHA %}
KoHTponb akocTi %]
Bunyck cepii ]

11. Homepu BianosigHocti GMP 8cix AinaHOK, nepepaxoBaHux B NyHKTi 10.
OGYEI/53191-6/2017
12. Pe3ynbTatu aHanisis.
HdopatoTbes,
Homep 3BiTy: 760,253

13. KomeHTapi/3ayBaskeHHs.
O *KopaHe BigxuneHHs He Bigbynocs B npoueci BUpoBHULTBA, NakyBaHHA abo TeCTYBaHHA
M Orpumani BiaxvnenHs 6ynu signosigHo BUBYEHI | BUpiWEHI]
3siT ID: gDR: 1853226
L] NpoaykT nepesunylieHo
U] Ue 6yna Banigauivxa cepia
U NMpoueaypa ynpasaiHHA 3miHamu ID:

TEBA ®apmanenrikan Jliv. Hosmep Jlinensit: HU-M-Teva Hoaep Bianmosinnoey/GVP: OGYEV53191-6/2017
Bijutin konrpont akoeti

11-4042 HeGpenen, sy TMamnari 13 T 42552 515 100 dake: 436 52 315 119 www teva hu

bo.qit. 1/ 3453 B 09 0% deit




i

BupobHuk Ad[

Iwm's: MapiHe IHrpegientc/Bace

Appeca:  Crpangrara 60, bparrsar, Ne-6270, Hopseria
ABTopusayiiHuii Homep: 18/08078-2

Homep GMP Eudra abo ceptudikary sBignosigHocri GMP: 19/16867-2

Homepa rpadiyHux maTepianis:

IHCTPYKUiA: 20012570 1020
ETukeTka: - '

bnictep: H40

Kopo6ka: 20179260 1020

Ymosu 36epiraHHsA roToBoro NpoayKkTy: He 3bepiratu npu Temnepatypi suwe 25°C,
HAata sunycky: 02/03/2021
Homep TexHiuHoi yrogu: IC-QTA

14. 3assa npo ceprudikauiio.
AiicHum a 3aTBepasyI0, WO HaBegeHa Bule iHpopmaLia € cnpaB¥HbOK | TOYHOIO. Lia cepis
npoAayKTy 6yna BUroToBAEHAa, BKAIOYAOYM NaKyBaHHA/MapKyBaHHA | KOHTPO/Mb AKOCTI Ha
BULLe BKa3aHii ainaHui (ainaHkax) B nosHii BianosiaHocTi Ao Bumor GMP, BcTaHOBAGHUMM
MICLLeBUM perynsTopHMm opraHom, i B BignosigHocTi Ao cneundikauii Toprosoi niyeHsii
KpaiHu-imnoprtepa. MNpotokonu BUpOOHULTBA, NakyBaHHsA i aHanisis cepii 6yno posrnsnyto i
BM3HaHO BignoBigHicTs o GMP.

15. Im’s i nosuuis/nocaga ocobu, axka cxeanuia BUNYCK Cepii 4R NOCTaBKM.
Magdolna Molnar Bojtos Pharm.D.
Ynoenosaxena ocoba
Bigain koHTpono akocTi

16. Nignuc:

17. [ara: 3 6epe3snn 2021

TEBA ®apmaunesrikat I, Homep Jlinensiv: [IU-M-Teva Howmep Binnmorinnoeri GMP: OGYEI/S3191-6/2017
Bijyiian kosrrposuo sikoeri
11-4042 Jle6penen, sy, Hamnari 13 Tex: +36 52 515 100 dake: +36 52 515 119 www.teva.hu

Hosmemcarypunii ko 84017065




ey

Ceptudikar AHanisis

PUB’AYNIA UP-TEBA, Kancyau no 500 mr, Ne 90, Ykpaina

Homep cepii: 0010121 HomeHKnatypHUiA Kog: 84017065

Oarta BupobHuyTea: Civenb-2021 TepmiH npugaTtHocri: Ciyens-2023
DaTa ananisis: 04-MoT-2021

Dosigka: SDIR002609/5

BunpobysaHHa Cneumdikadin PesynbraTtu
Onuc bnino-0BTi Npo30pi M’ AKI KENATUHOBI Kancynu Bignoginae

0Ba/nbHOT popmu, WO MiCTATL Npo3opy, 6e3 YacTok,

3/71erKa B’A3KY O1it0 KOBTOrO KOALOPY, 3

XdPAKTEPHUM NMPUEMHUM 3aNaAX0OM

. lnenTndikaui A (Cnuc)

laeHTHYHO Bignoeigae
laenTudiralis B (nokasnwk [AeHTHYHO Binnoginae
38/10MNIEHHS)
CepegHs maca Bmicry 500 mr +5% 501 mr
IHavBigyanbHa maca smicry He meHwe 90%: cepefHn maca BmicTy+ 5%, Bignoginae
He Ginslwe 10%: cepepHa maca BmicTy+ 10%
PosnapaHHsa He Ginble 30 xa. 2 XB.
MoKkasHuK 3anomnerns (npu 20°C) He meHwe 1,480 — He 6inbwe 1,485 1,483
KucnoTHe uncno He Binbwe 2,0 A
MepokcuaHe yucno He Binbuwe 15,0 2,0
Heomuniogani peyoBuHM He 6inswe 2,0 % 0,5%
I Crnag swupHux kucnor (IX)
C20:5 Efiko3aneHTaeHoBa KMcnoTa | 16 -20% (BigcoTok nsowi nika) 16 % nnowij
C22:6 [lokO3areKkcacHOBa KUC/OTa 10 -13 % (sigcoTok nnowj nika) 12 % nnouwii
Beboro Omera-3 supHUx KucaoT He menuwe 30 % (BigcoTox naowy nikis) 37 % nnouli
Mmpoﬁronoru—ma YueToTa
3aranbHa KiNbKicTh aepoBRrux He Binble 10000 KYOQ/r < 10 KYO/r
MIKPOOPTraHi3mis
3arasibHa KinbKicTb APBKAXKOBUX i He 6inble 102 KYOQ/r < 10 KYO/r
naiceHeaux rpubis
TonepaHTHI A0 *OBYi rpamHeraTuBHi He Ginbuwe 102 KYO/r <1 KYO/r
Bakrepii
Crneundiyni mikpo-opraniamu
Escherichia coli BigcyThictb B 1 1 BigcyTHs
Salmonella BiacyTHictb 8 10 BiacyTHa
Staphylococcus aureus BigcytHicte B 1T BiacyrHa

LIACHWM A 3aTBepAKYI0, O HaBeAeHa BulLe iHpopmaLlia nepesipeHa B BiANOBIAHOCT 3 NpuHUMNamm GMP i B
BiANOBIAHOCTI A0 BUMOT PEECTPALAHOID JOCHE.

JloT 3aTBeppKEHO:

Molnar Erika Piroska

MNocapa: KepisHuk nabopartopii KoHTpoAio AKOCTI

BunyweHo: Racskai Erika

AcucteHT Bigainy 3abesneyeHHs AKOCTI

Harta Bunycky:

03 6epe3nHn 2021 11:14:53

O0KYMEHT HI,L]J'IMCBHO B E/IEKTPOHHOMY BMFHHAI

Teca ®apmavesmixkan /imimed,
H-4042, Yeopwuna, Aebpeyen, Mannazi cmp. 13

Cron. 131 Homen zaimv: 760.253.00 (JKRAN From: 1IMS PROD




JEPXKIIIKCIIYIKBA
HAEPXKABHA CIIVIKBA 3 .JIIKAPCI)KI.@X 3AC(31§IB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKTIT OBJIACTI

npocrekt Banepis Jlo6anorcsroro, 51, m. Kuis, 03110, Ten/(axe: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,hli!;?§_:[/_mm_,_sil§.g,ov.,ua: Kon €PIIOY 37078774

BUCHOBOK
NPO AKICTHL BBE3eHOro B Yxpainy Jikapcbxoro 3acofy

29.03.2021 Ne 12253/21/10

PUB'STMUAN JKUP-TEBA

(walMeHyBauna Nikapcskoro 32c00y 3rinne 3 peecrpanitianm TIOCBiAYEHHM)
Kancy.ma no 500 mr, mo 10 kameva Y baicTepis mo 9 GuicTepis v kapronmiii Kopobui

(hopma sumrycky, mosysanns, sun TTaKYBAHHA JIIKAPCHKOTO 38c0Gy)

Homep peectpaniiinoro nocsizuerns UA/6681/01 /01 ctpok nii peectpaiitnoro noceinuenns (01.01,2099

Cepis nikapcskoro saco6y Ne 0010121 Kinskicts meeacnoro mikapeskoro 3acoby 3660
BupoGuux AT Dapmauestnynmit 3aBox TEBA, Vropmuaa
(uatiMenypasns BEpOGHUKE AikapcEKore zacofy, KpaiHa MOXomxcHHN)
Beesero B Vipainy Torapuerro 3 o6Meskenomo BiInoBizannuictio "Tepa Yrpaina", izenr.
xou: 34770471

(maliMenysanus 1a kon 33 CAPTIOY ropummtoi ocobn abo npiasmine, iM's, Mo GaThKOB] tizmanorf
0colu - ninnpremus, i micne NPOKHBAHHY Td peecrpauiifamii HOMED 060ik0BOT KapTKY NaTHIKA
nogarkis abo copiz Ta HoMep nacnopra)

Mpotoken nisyantuore kontposmo six 17.03.2021 x 074772,

3a  pesynbTatamu ACPABHOIO  KOHTPOJIO  BCTAHOBASHO, 1O nixapcexuil  3acid Bpeseno Vkpainy 3
AOTPHMAHHSIM sumor 3aKOHOZABCTBA LL0/I0 3alie3leueni sKocTi JKapCEKHUX 3acoBiB.

3acTy KK HavanbHIKa BTy

Hepxantiof cirysx6u 3 fixapcrix 3acobis
TA KOHTPO.TI0 30 HapROTHKAME vy Kaiscrkiit F
o0naci 1 B

3ybapera H. B.

{vocaxos: ocoBa oprais ACKABHOrO KOHTPOMO) {niamuc) Ny

MIL




(eva

Ceptudikar Cepii BupobHuka anna
MeauuHux MpopaykTis, wo EkcnopryloTbea

1. Hazsa npoaykry.

PUB’AYNIA KUP-TEBA, kancynu no 500 mr, Ne90 (9 6nicr. x 10 Kanc.)
2. KpaiHa-imnopTtep.

YKpaiua
3. Homep peectpauiiHoro nocsigydeHHs

Ne UA/6681/01/01

4, Cuna/AKTUBHICTD.

Pub’aunit sxup 500 mr

5. ®opma A03yBaHHA (nikapcbka dpopma).
Kancyawm no 500 mr

6. Posmip nakyBaHHa (BmicT KoHTelHepa) i Tun (H-a Gpnarkonu, naawkm, Baictepu).
9 6nict. x 10 Kancyn B Kopobuj, 3aranbHa KinbKicTb: 3660 KopoboK

7. JNot/Homep cepii.
0010121

8. [ara supobHuursa.
01.2021

[data nakyBaHHA
02.2021

9. TepmiH npuaaTHoOCTI.
01.2023

10. Hassa, agpecu i Homepa niueHsiii.
AT ®apmaueBTUYHMIA 3aB8oa TEBA
Ainanka 1: H-4042 flebpeuen, syn. Nannari 13, Yropumxa

HU-M-Teva

BupobHuuTBO M
MakyBaHHA %}
KoHTponb akocTi %]
Bunyck cepii ]

11. Homepu BianosigHocti GMP 8cix AinaHOK, nepepaxoBaHux B NyHKTi 10.
OGYEI/53191-6/2017
12. Pe3ynbTatu aHanisis.
HdopatoTbes,
Homep 3BiTy: 760,253

13. KomeHTapi/3ayBaskeHHs.
O *KopaHe BigxuneHHs He Bigbynocs B npoueci BUpoBHULTBA, NakyBaHHA abo TeCTYBaHHA
M Orpumani BiaxvnenHs 6ynu signosigHo BUBYEHI | BUpiWEHI]
3siT ID: gDR: 1853226
L] NpoaykT nepesunylieHo
U] Ue 6yna Banigauivxa cepia
U NMpoueaypa ynpasaiHHA 3miHamu ID:

TEBA ®apmanenrikan Jliv. Hosmep Jlinensit: HU-M-Teva Hoaep Bianmosinnoey/GVP: OGYEV53191-6/2017
Bijutin konrpont akoeti

11-4042 HeGpenen, sy TMamnari 13 T 42552 515 100 dake: 436 52 315 119 www teva hu

bo.qit. 1/ 3453 B 09 0% deit
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BupobHuk Ad[

Iwm's: MapiHe IHrpegientc/Bace

Appeca:  Crpangrara 60, bparrsar, Ne-6270, Hopseria
ABTopusayiiHuii Homep: 18/08078-2

Homep GMP Eudra abo ceptudikary sBignosigHocri GMP: 19/16867-2

Homepa rpadiyHux maTepianis:

IHCTPYKUiA: 20012570 1020
ETukeTka: - '

bnictep: H40

Kopo6ka: 20179260 1020

Ymosu 36epiraHHsA roToBoro NpoayKkTy: He 3bepiratu npu Temnepatypi suwe 25°C,
HAata sunycky: 02/03/2021
Homep TexHiuHoi yrogu: IC-QTA

14. 3assa npo ceprudikauiio.
AiicHum a 3aTBepasyI0, WO HaBegeHa Bule iHpopmaLia € cnpaB¥HbOK | TOYHOIO. Lia cepis
npoAayKTy 6yna BUroToBAEHAa, BKAIOYAOYM NaKyBaHHA/MapKyBaHHA | KOHTPO/Mb AKOCTI Ha
BULLe BKa3aHii ainaHui (ainaHkax) B nosHii BianosiaHocTi Ao Bumor GMP, BcTaHOBAGHUMM
MICLLeBUM perynsTopHMm opraHom, i B BignosigHocTi Ao cneundikauii Toprosoi niyeHsii
KpaiHu-imnoprtepa. MNpotokonu BUpOOHULTBA, NakyBaHHsA i aHanisis cepii 6yno posrnsnyto i
BM3HaHO BignoBigHicTs o GMP.

15. Im’s i nosuuis/nocaga ocobu, axka cxeanuia BUNYCK Cepii 4R NOCTaBKM.
Magdolna Molnar Bojtos Pharm.D.
Ynoenosaxena ocoba
Bigain koHTpono akocTi

16. Nignuc:

17. [ara: 3 6epe3snn 2021

TEBA ®apmaunesrikat I, Homep Jlinensiv: [IU-M-Teva Howmep Binnmorinnoeri GMP: OGYEI/S3191-6/2017
Bijyiian kosrrposuo sikoeri
11-4042 Jle6penen, sy, Hamnari 13 Tex: +36 52 515 100 dake: +36 52 515 119 www.teva.hu

Hosmemcarypunii ko 84017065
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Ceptudikar AHanisis

PUB’AYNIA UP-TEBA, Kancyau no 500 mr, Ne 90, Ykpaina

Homep cepii: 0010121 HomeHKnatypHUiA Kog: 84017065

Oarta BupobHuyTea: Civenb-2021 TepmiH npugaTtHocri: Ciyens-2023
DaTa ananisis: 04-MoT-2021

Dosigka: SDIR002609/5

BunpobysaHHa Cneumdikadin PesynbraTtu
Onuc bnino-0BTi Npo30pi M’ AKI KENATUHOBI Kancynu Bignoginae

0Ba/nbHOT popmu, WO MiCTATL Npo3opy, 6e3 YacTok,

3/71erKa B’A3KY O1it0 KOBTOrO KOALOPY, 3

XdPAKTEPHUM NMPUEMHUM 3aNaAX0OM

. lnenTndikaui A (Cnuc)

laeHTHYHO Bignoeigae
laenTudiralis B (nokasnwk [AeHTHYHO Binnoginae
38/10MNIEHHS)
CepegHs maca Bmicry 500 mr +5% 501 mr
IHavBigyanbHa maca smicry He meHwe 90%: cepefHn maca BmicTy+ 5%, Bignoginae
He Ginslwe 10%: cepepHa maca BmicTy+ 10%
PosnapaHHsa He Ginble 30 xa. 2 XB.
MoKkasHuK 3anomnerns (npu 20°C) He meHwe 1,480 — He 6inbwe 1,485 1,483
KucnoTHe uncno He Binbwe 2,0 A
MepokcuaHe yucno He Binbuwe 15,0 2,0
Heomuniogani peyoBuHM He 6inswe 2,0 % 0,5%
I Crnag swupHux kucnor (IX)
C20:5 Efiko3aneHTaeHoBa KMcnoTa | 16 -20% (BigcoTok nsowi nika) 16 % nnowij
C22:6 [lokO3areKkcacHOBa KUC/OTa 10 -13 % (sigcoTok nnowj nika) 12 % nnouwii
Beboro Omera-3 supHUx KucaoT He menuwe 30 % (BigcoTox naowy nikis) 37 % nnouli
Mmpoﬁronoru—ma YueToTa
3aranbHa KiNbKicTh aepoBRrux He Binble 10000 KYOQ/r < 10 KYO/r
MIKPOOPTraHi3mis
3arasibHa KinbKicTb APBKAXKOBUX i He 6inble 102 KYOQ/r < 10 KYO/r
naiceHeaux rpubis
TonepaHTHI A0 *OBYi rpamHeraTuBHi He Ginbuwe 102 KYO/r <1 KYO/r
Bakrepii
Crneundiyni mikpo-opraniamu
Escherichia coli BigcyThictb B 1 1 BigcyTHs
Salmonella BiacyTHictb 8 10 BiacyTHa
Staphylococcus aureus BigcytHicte B 1T BiacyrHa

LIACHWM A 3aTBepAKYI0, O HaBeAeHa BulLe iHpopmaLlia nepesipeHa B BiANOBIAHOCT 3 NpuHUMNamm GMP i B
BiANOBIAHOCTI A0 BUMOT PEECTPALAHOID JOCHE.

JloT 3aTBeppKEHO:

Molnar Erika Piroska

MNocapa: KepisHuk nabopartopii KoHTpoAio AKOCTI

BunyweHo: Racskai Erika

AcucteHT Bigainy 3abesneyeHHs AKOCTI

Harta Bunycky:

03 6epe3nHn 2021 11:14:53

O0KYMEHT HI,L]J'IMCBHO B E/IEKTPOHHOMY BMFHHAI

Teca ®apmavesmixkan /imimed,
H-4042, Yeopwuna, Aebpeyen, Mannazi cmp. 13

Cron. 131 Homen zaimv: 760.253.00 (JKRAN From: 1IMS PROD




Tonapucrao 3 olmMaxenoie sianosiganbricrio HYTPIMER
Info@nutrimed.ua
www.nutrimed ua

Byn. Mpeacnasuscska, 43/2 03150 Huis - Yxpatua
T +380 44 45401 00, 454 31 0%, 45407 02,4540103
O +38044 4540109

®-08-45

NOCBIOYEHHA NPO AKICTb Ne22

HA3BA NMPOOYKUIT

HOPMATUBHUW IOKYMEHT

fieTuuna gobaska «PECBEPA3WMH» no 360 mg Ne30
BucHoBoK gepxasHoi CaHITapHo-enigeMionorivHoi excnepTusiv Ne05.03.02

Texuiuki ymosn TY Y 10.8-301 12347-019:2013

NUTRIMED

-04/89567 sig 01.08,2013p,

BUPOBHWK TOB LHyTpimes"
BUPOBHWUYI NOTYXHOCT] Yepxkacbka 06n., ¢, Cyuku, ayn. Uentpanena, 1
BATA BUPCEHULTBA Ciqenb 2021
KIHLUEBWWA TEPMIH NPUOATHOCTI  Ciuens 2023
Ne MAPTI 010121
OPFAHONENTUYHI MOKAZHUKN
" . METOOU PE3YNBTATKH
HA3BA NOKA3ZHUKA BAMOIU HOPMATUBHO! AOKYMEHTAL KOHTPOMIOBAHHS BUMPOSYBAHL
3GBHILHIA BUMNAR Tagp,qa HENATUHOBE Ka‘ncyna UAINIHA pusHOT hopmn 3 HaniBcqepuaUMI KiHusmu,  TY Y 10.8-30112347- Bignosizac
BMICT K2NCYNI ~ CUNyYUi NOPOLWoK 019:2013
KOMIP KANCYM Bnacrusui KOMbOPY KANGYM, o BUKOPUCTOBYEThCS e 102'3:38:;2347' Bianosigae
KONIP BMICTY KARCYNK Bia kopuuneso-TepaxoTosoro AQ TEMHO-KOPUYHEBOTO KONLOpY Ty 10": 3;;5;3]2347' Bignosigae
CMAK | 3ANAX I{anc;fna HE Mag CMaKy: Ta Janta_xy Buict kancynu — nQBMHEH MSTM cneumml_\mnﬁ TYY 10.5;3011234?- Bignosinac
CMaK | 3anax, snacTuani BUXINHIA CUPOBHHI, 623 cTopokHix npucmaxis 1a sanaxis 019:2013

ME[WKO-EIONOTIYHI ROKA3HWKK

HA3BA MOKAZHUKA BUMOrYW HA [OTIYC T

CAKTUYHE 3HAYEHHS,

HO HA METOLM

BIAMITKA MPO BIMOBIAHICTS

PIBHI, MK, HE BINbLUE MIr/Kr AOCRIBXEHL
TOKCHYHI ENEMEHTH
CBWHELL 6.0 <0,02 roCT 28832 Bignosinae
KAZMIA 1,0 <0,008 FOCT 26923 Blanosigae
MUUI'AK 0.5 <0,08 TOCT 26930 Bignosigae
PTYTb 0,1 <0,0075 TOCT 26927 Bigrosigac
NECTUUMAOU
FENTAXACP He gon, He sussneno ACTY ENe12393-2003 Bianosigae
TXUr-rama-izomep 0.1 <0,005 ACTY ENe12383-2003 Bianosinae
BATI- metaBonitu 0.1 <0.005 ACTY ENe12393-2003 Bignosigae
ANAPKWH He gon. He sursnewo ACTY ENe123983-2003 Bignosigae
MIKPOBIONOIIYHI NMOKA3HWKKK

KMADAM, KYO 81,1, He Binbiue 1x10° <16 x 10° CarlluH 42-123-4940 Bianomigae
BrKn (konidopmu} 8 0,1 r He aonyckawrues He ausaBneno CanlMuH 42-123-4940 Bianosinas
Ecolin1,0r He ponyckaorecn He Busaneno CanluH 42-123-4940 Biznosigae
Saureus s 1,0r He aonyckawrues He susBReHo CanluH 42-123-4g40 Bignosinae
B.cereus 1 1,0 f, He Binbwe 2x10° He snasneno CanlnH 42-123-4940 Bignosigae
Nniceresi rpubn, KYO B 1,0r, He 2

Ginwue 1x10 He BussneHo CanlNuH 42-123-4840 Bignosigae
Hpixaki, KYO & 1,0 r, ve inswe 1x 107 He susBnero CanluH 42-123-4040 Binnosigae
MNararensi Mikpoopranizmu, B 1.4, ¥ ) )
Baxr. poay Canmokona, 8 10 He gonycraiorses He BursneHo CanluH 42-123-4840 Bianosizae

PALIOHYKMIOW, Brkr

LE3IN -137 200 1,07 MBW 4/85 Bignosigae
CTPOHLIIA -90 50 2,34 Mi 12-08-98 Bianosinas

PISUKO-XIMIYHI NOKA3HUKM

HA3BA NOKA3HMKA HOPMA PAKTUYHE 3HAYEHHA METOLU KOHTPONKOBAHHSA
MacoBa vyactka BONOrY, %, He Binbwe 12,0 6,14 3rigHo a TOCT 240272
Macoea wacTka 3onu 3aransHoi, %, He Binbwe 12.0 3,64
Cepenns Maca BMICTY Kancyny, mg 360 £ 7.5% 360

Cropokni pomitky

He micrurs MO

BucHoBsok; nepesiperuit 3pazok gieTuunoi foBasku «Pecae

He fonyckaiTsen

33 nepesipeHUmN nokasHikamu BiANOBiAAE BUMOraM TY ¥ 10.8-301 12347-019:2013

Peanizayiro dozeonsio,

FonosHui TexHonor ynoanoBaxena ocoBa 3 RKOCTI T2 BesneqHocTi/

(P\x o N 1¥vo &

PaanH» 360 mg Ne30 naprit 010121




Ky) 340P0B'S DO E

¢ap”auem"a Konnaﬂia (30})08’ A - axicms Teozo xummsls

TOB "dapmaugstuuna KoMnanis "3nopos’a”

Yxpaina, 61013, m. XapKis, syn. {eauensns, 22

TOB "®apmexc rpyn*

Yxpaina, 08301, m, Bopuening, sys. Wesuenka, 100

Ten.: +38 (057) 757-0-777, 727-57-19, 727-57+15, 700-97-28
Email: okk@zt.com.ua; http://www.zt.com.ua

fNivensia AB NeS98066 3 17.10.2013
Nienain AB NoS98046 3 21.12.2012
Caipouraa npo atecrawio naboparopiit
Ne199, Ne200, Ne201 3 20:12.2013, Ne62 3 29.09.2010

CEPTU®IKAT SIKOCTI Ne 85
Pabenpazon-300pos'sn, mabnemxu, expumi nnisxosorwo 060n01K0I0, KUWKO6OPO3YUKHI nO 20 M2
Ne20 (10x2) s 6nicmepax
Hiva pevosuna 1 mabnemuxa micmums: pabenpasony nampho - 20 me
Peect. nocsinuennst UA/10505/01/02 ald 21.11.19 Ne cepli Q010121

Jaranwha KinbkicTs 8 cepli 3668 yn

[epxasa npusHaYeHHR Ypaina

Ymosu aBapirannn: 36epirati B opuriHanuHiv ynakosui npu remneparypi He suwe 25°C
Ananis sukoHanu srigHo:  MKS nakas MO3 Ykpalnu Ne105 ald 03.03.15 PIT NeUA/10505/01/02

Dava supoSunurea 01,2021
Dara swaanun peaynerary  05,02.21
Npuaaraui go 01.23

Texuivna yroga NeYA-3[-05 eld 10.03.17, pedaxyin 2
T Haiuon /“’qu?.;wa\ “ . e "émgaém' aosym et | Pnynsmanml::y N |
: . TabneTv, BRpuT! NNIBKOBOIO 0BONOHKOI, 36NBHORO 3 Tafinerm, sxputi nniskoBoIc 0BONGHKOW, SENOHOrO 3

1 Onuc GnawmTrnm BlTiHKOM KOSLOPY, 3 ABOONYKNOK Snaxurrim siTiHKoM Xonbopy, a ABOONYKAOKY

noBsspxHeln. Ha nonepeusomMy pospial sunHo asa Wwiapn nosepxHer. Ha nonepevHoMy pospisi siaHo asa Lwapu
Konsoposa peauist 3 BAHIO NEPOKCHIY POSHUHOM ‘Konsoposa paaxui: 3 BOQMIO NIOPOKCHIY POINHOM

KOHUBHTpOBAHUM P: 3abapeneria sin wosroro Ao KOHUOHTPC sabap 1R KABTOTD KONLOPY
KOBTO-OPAHKOBOIG KONLOPY (TUTaHY alokewn} (Tvrany niokcun)
H4-criexrpy sunpoBysatol matpuyl Ta marpuy ‘Binnosigae
NOPIBHAHHA NOBWHHI CNIBNAKATH HE MBHIIe HDK Ha D5%:
R285% :
2 newvudirauia Ha xpomarorpami sunpoiosyRasoro posumHy vac ‘Ha xpomarorpami BunpoBonysaroro pozssy uac

YYDAMYBaHHR OCHOBKOMO niky pabenpasony Hatpho mae iyv’pmyawa OCHOBHOTO niky pabenpasony HaTpin
CRiBRAKATH 3 UECOM YTDUMYBBHHS OCHOBHOTG Niky ‘eniBnanae 3 YBCOM YTPUMYBAHHS OCHOBHOIO Niky

paGanpasony HaTplio Ha XpomaTorpami POSUMHY {paenpasony HaTpio Ka XPOMBTOrpaME POIMUHY
NOPIBHAHKSA gnopimmus
XapaxrepHa peakuis He HaYPIi: NPenapaT, sMoueHul ;XapaKrepHa peskUIn Ha HaTIk; NPBNAPAT, IMOYOHUR
XNOPMCTOBOBHBBIO KWCNOTOW P | BHeceHl v | XNOPUCTORG/AMBROIG KUCROYOK P | BHecaHui ¥
GeaGapsre nonysn, aaapanioe AOro y ¥oeTHi xanip gﬁaaﬁapaae nonyM's, 3a6apsnioe Aoro ¥ XosTHi konip
3 Cepeaus maca Bin 218,5mr o 241 5mr 1230 4wr
4 Brpars e maci npn sucylwysansl [ He Ginowe 2,5% 1,2%
$ Oauopiasicte no30BaHUK TNpuitmanbie wucno menwe a6o gopisoe 15 ‘5

OQHHALL

Bydbepua cragia: kinbxicTs pabenpasony uatpiio, wo  106%
nepeiiuna 8 posurn Yepas 30Xs, MBS BUTDHMYBATH
HACTYnH| Bumorn (0=T5%): He mMewiue 80% ans xowHo!
vabnenm 3 6 napanenssux sunpobysamn
{signoaiguicre pisno B1); cepanre sHausHHs He

MEHLU® 75%, no Mae Gy sarhol Tabnerm ai
CTYNRHOM PO3UHHEHHA MBHILS B0% ann 12 rabnerox
{slanosigricts piskio B2); cepanne sHasHNHS He :
meHwe 75%, ve mae Sytu Ginbie 2 TaBneTok, cTyniHL
POJ4HHEHHA AKX MBI 60%; wo mae Byrv xomnol
TaBnaT 3i crynsxem posuuHeHna Mere 50% Ana 24
6 |Posumenns ralinevox (sinnosinricts plaio B3) :

Kucnotra cragin; dnskicts paSenpalony HaTpiio, wo ‘Menwe 10%
NEpeALIIa Y posukH wepes 2 ron, mac Bytu He Sinbwe

10% pns ool 3 B Tabnerok (pisens, A1); cepenre

HAYGHHA CTYTIBHS POFHUHORHRA A 12 TaBnetor Mae

6yTu e Ginbiue 10% 128 He NOBURHO ByTV XOaHOT

TabneTku 3l CTYNEHEM POTMHEHHS Binbilus 25%

(pisetn A2); CEpanHE 3HAYEHHA CTYNBHR PONMHBHHA

ana 24 rabneror mae Byty ve Ginbiwe 10% 1a He

noBuHHO ByTn wonol TanaTim i crynexom

poxwmmenis Sinbiue 25% (piseus A3) :
fod o Girpie T fomiuie, He Binstwe 4,6% Menws 0,2% oxpemol somiunm, werwe 1.5% cymn
7 [Omposi aoniur O R o B SR % et o, e 15% o
- ~ [Hac criiikocTi 8 0,1M posuMKi XNOPHCTOBOAHEROT ‘Bignoalnae
& Poanapanns KHCROTH - 2 Tog. Yac posnagahin ¥ docdarHomy ’
Gyhapromy pogyuni pH 6.8 - ne Ginsie 60 xu o -
8 Mixpotionoriug ynorora Kpurepll pUAHATHOCTE: 3aranbHe 4Mcno aepolinux ‘BaranbHe wueno aepotnx M

wmixpooprasiamie (TAMCY: 1000 KYO#r. Saransie wicno mermue 50 KYOTr, Baranche
ApbRroaMX T8 Ainiconesx rpnbis (TYMOC): 100 KYO/r. nniceqesix rpibin (TYMC) - me

Cropla2

O @j s eoudore (A




{Eschericha col:sigoyeres it Esoherchia coll-sigcym a it ]
10 |KinskicHe ausHauoHms Pabenpasony warpiio: sig 19,0mr ao 21,0mr 19,2mr :
11 [Ynakoska Bigrosigricrs MKA ___\Bipnosinag

112 Maprysanua Bignosiauicrs MK _ e Binnosinae
BucHosok Bignosinae sumoram HTQ

3acTynHuk aupexropa 3 akocti - HavansHuk BKS1

Lum 5 aaceiduyio, wio nusedena suwe indropmauin € docmosliprow ma mowmoio. Lo cepisdinpdovkitd By 8RB By ninyaonma/mapry ) ma
fnpoeedens xonmpons i i Her peiwe il dlasmuyl y noswit] sidnoeidwocmi! 3 dimod AP OBIOND @b cridqudbinouid, wio micmameos y
peecmpouitivomy Oﬁ?omononu supobuuymen, namunmjra onanisie yno nepez ,\_ @ acmgrpanei 4 q nosidwitne GNP,

L L P —————— S
Aama nidnucanng « » 2. “" lis o i oﬁ ’

Ananis euxonatud y naboparmopii: BRI TOB “®K"300poe’s”; M. Xapxie, eyn. ?i e
Tabopamopin TOB "®apmerc epyn”; Kulacexa o6n., m. Bopucnins, syn. Weevenxa 100

Bupobruna dinsmra: Liex somoeux nixapcsxux dpopm; M. Xaprie, eyn. Lileevenxa, 6, 22; TN3; m.Bopucnins, eyn. llieavsnxa,
6.100;

Cepmucpikam GMP Ne 052/2019/GMP 3o 13.06.22

Crop232




JEPXKIIIKCIIYIKBA
HAEPXKABHA CIIVIKBA 3 .JIIKAPCI)KI.@X 3AC(31§IB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKTIT OBJIACTI

npocrekt Banepis Jlo6anorcsroro, 51, m. Kuis, 03110, Ten/(axe: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,hli!;?§_:[/_mm_,_sil§.g,ov.,ua: Kon €PIIOY 37078774

BUCHOBOK
NPO AKICTHL BBE3eHOro B Yxpainy Jikapcbxoro 3acofy

29.03.2021 Ne 12253/21/10

PUB'STMUAN JKUP-TEBA

(walMeHyBauna Nikapcskoro 32c00y 3rinne 3 peecrpanitianm TIOCBiAYEHHM)
Kancy.ma no 500 mr, mo 10 kameva Y baicTepis mo 9 GuicTepis v kapronmiii Kopobui

(hopma sumrycky, mosysanns, sun TTaKYBAHHA JIIKAPCHKOTO 38c0Gy)

Homep peectpaniiinoro nocsizuerns UA/6681/01 /01 ctpok nii peectpaiitnoro noceinuenns (01.01,2099

Cepis nikapcskoro saco6y Ne 0010121 Kinskicts meeacnoro mikapeskoro 3acoby 3660
BupoGuux AT Dapmauestnynmit 3aBox TEBA, Vropmuaa
(uatiMenypasns BEpOGHUKE AikapcEKore zacofy, KpaiHa MOXomxcHHN)
Beesero B Vipainy Torapuerro 3 o6Meskenomo BiInoBizannuictio "Tepa Yrpaina", izenr.
xou: 34770471

(maliMenysanus 1a kon 33 CAPTIOY ropummtoi ocobn abo npiasmine, iM's, Mo GaThKOB] tizmanorf
0colu - ninnpremus, i micne NPOKHBAHHY Td peecrpauiifamii HOMED 060ik0BOT KapTKY NaTHIKA
nogarkis abo copiz Ta HoMep nacnopra)

Mpotoken nisyantuore kontposmo six 17.03.2021 x 074772,

3a  pesynbTatamu ACPABHOIO  KOHTPOJIO  BCTAHOBASHO, 1O nixapcexuil  3acid Bpeseno Vkpainy 3
AOTPHMAHHSIM sumor 3aKOHOZABCTBA LL0/I0 3alie3leueni sKocTi JKapCEKHUX 3acoBiB.

3acTy KK HavanbHIKa BTy

Hepxantiof cirysx6u 3 fixapcrix 3acobis
TA KOHTPO.TI0 30 HapROTHKAME vy Kaiscrkiit F
o0naci 1 B

3ybapera H. B.

{vocaxos: ocoBa oprais ACKABHOrO KOHTPOMO) {niamuc) Ny

MIL
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Ceptudikar Cepii BupobHuka anna
MeauuHux MpopaykTis, wo EkcnopryloTbea

1. Hazsa npoaykry.

PUB’AYNIA KUP-TEBA, kancynu no 500 mr, Ne90 (9 6nicr. x 10 Kanc.)
2. KpaiHa-imnopTtep.

YKpaiua
3. Homep peectpauiiHoro nocsigydeHHs

Ne UA/6681/01/01

4, Cuna/AKTUBHICTD.

Pub’aunit sxup 500 mr

5. ®opma A03yBaHHA (nikapcbka dpopma).
Kancyawm no 500 mr

6. Posmip nakyBaHHa (BmicT KoHTelHepa) i Tun (H-a Gpnarkonu, naawkm, Baictepu).
9 6nict. x 10 Kancyn B Kopobuj, 3aranbHa KinbKicTb: 3660 KopoboK

7. JNot/Homep cepii.
0010121

8. [ara supobHuursa.
01.2021

[data nakyBaHHA
02.2021

9. TepmiH npuaaTHoOCTI.
01.2023

10. Hassa, agpecu i Homepa niueHsiii.
AT ®apmaueBTUYHMIA 3aB8oa TEBA
Ainanka 1: H-4042 flebpeuen, syn. Nannari 13, Yropumxa

HU-M-Teva

BupobHuuTBO M
MakyBaHHA %}
KoHTponb akocTi %]
Bunyck cepii ]

11. Homepu BianosigHocti GMP 8cix AinaHOK, nepepaxoBaHux B NyHKTi 10.
OGYEI/53191-6/2017
12. Pe3ynbTatu aHanisis.
HdopatoTbes,
Homep 3BiTy: 760,253

13. KomeHTapi/3ayBaskeHHs.
O *KopaHe BigxuneHHs He Bigbynocs B npoueci BUpoBHULTBA, NakyBaHHA abo TeCTYBaHHA
M Orpumani BiaxvnenHs 6ynu signosigHo BUBYEHI | BUpiWEHI]
3siT ID: gDR: 1853226
L] NpoaykT nepesunylieHo
U] Ue 6yna Banigauivxa cepia
U NMpoueaypa ynpasaiHHA 3miHamu ID:

TEBA ®apmanenrikan Jliv. Hosmep Jlinensit: HU-M-Teva Hoaep Bianmosinnoey/GVP: OGYEV53191-6/2017
Bijutin konrpont akoeti

11-4042 HeGpenen, sy TMamnari 13 T 42552 515 100 dake: 436 52 315 119 www teva hu

bo.qit. 1/ 3453 B 09 0% deit
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BupobHuk Ad[

Iwm's: MapiHe IHrpegientc/Bace

Appeca:  Crpangrara 60, bparrsar, Ne-6270, Hopseria
ABTopusayiiHuii Homep: 18/08078-2

Homep GMP Eudra abo ceptudikary sBignosigHocri GMP: 19/16867-2

Homepa rpadiyHux maTepianis:

IHCTPYKUiA: 20012570 1020
ETukeTka: - '

bnictep: H40

Kopo6ka: 20179260 1020

Ymosu 36epiraHHsA roToBoro NpoayKkTy: He 3bepiratu npu Temnepatypi suwe 25°C,
HAata sunycky: 02/03/2021
Homep TexHiuHoi yrogu: IC-QTA

14. 3assa npo ceprudikauiio.
AiicHum a 3aTBepasyI0, WO HaBegeHa Bule iHpopmaLia € cnpaB¥HbOK | TOYHOIO. Lia cepis
npoAayKTy 6yna BUroToBAEHAa, BKAIOYAOYM NaKyBaHHA/MapKyBaHHA | KOHTPO/Mb AKOCTI Ha
BULLe BKa3aHii ainaHui (ainaHkax) B nosHii BianosiaHocTi Ao Bumor GMP, BcTaHOBAGHUMM
MICLLeBUM perynsTopHMm opraHom, i B BignosigHocTi Ao cneundikauii Toprosoi niyeHsii
KpaiHu-imnoprtepa. MNpotokonu BUpOOHULTBA, NakyBaHHsA i aHanisis cepii 6yno posrnsnyto i
BM3HaHO BignoBigHicTs o GMP.

15. Im’s i nosuuis/nocaga ocobu, axka cxeanuia BUNYCK Cepii 4R NOCTaBKM.
Magdolna Molnar Bojtos Pharm.D.
Ynoenosaxena ocoba
Bigain koHTpono akocTi

16. Nignuc:

17. [ara: 3 6epe3snn 2021

TEBA ®apmaunesrikat I, Homep Jlinensiv: [IU-M-Teva Howmep Binnmorinnoeri GMP: OGYEI/S3191-6/2017
Bijyiian kosrrposuo sikoeri
11-4042 Jle6penen, sy, Hamnari 13 Tex: +36 52 515 100 dake: +36 52 515 119 www.teva.hu

Hosmemcarypunii ko 84017065




ey

Ceptudikar AHanisis

PUB’AYNIA UP-TEBA, Kancyau no 500 mr, Ne 90, Ykpaina

Homep cepii: 0010121 HomeHKnatypHUiA Kog: 84017065

Oarta BupobHuyTea: Civenb-2021 TepmiH npugaTtHocri: Ciyens-2023
DaTa ananisis: 04-MoT-2021

Dosigka: SDIR002609/5

BunpobysaHHa Cneumdikadin PesynbraTtu
Onuc bnino-0BTi Npo30pi M’ AKI KENATUHOBI Kancynu Bignoginae

0Ba/nbHOT popmu, WO MiCTATL Npo3opy, 6e3 YacTok,

3/71erKa B’A3KY O1it0 KOBTOrO KOALOPY, 3

XdPAKTEPHUM NMPUEMHUM 3aNaAX0OM

. lnenTndikaui A (Cnuc)

laeHTHYHO Bignoeigae
laenTudiralis B (nokasnwk [AeHTHYHO Binnoginae
38/10MNIEHHS)
CepegHs maca Bmicry 500 mr +5% 501 mr
IHavBigyanbHa maca smicry He meHwe 90%: cepefHn maca BmicTy+ 5%, Bignoginae
He Ginslwe 10%: cepepHa maca BmicTy+ 10%
PosnapaHHsa He Ginble 30 xa. 2 XB.
MoKkasHuK 3anomnerns (npu 20°C) He meHwe 1,480 — He 6inbwe 1,485 1,483
KucnoTHe uncno He Binbwe 2,0 A
MepokcuaHe yucno He Binbuwe 15,0 2,0
Heomuniogani peyoBuHM He 6inswe 2,0 % 0,5%
I Crnag swupHux kucnor (IX)
C20:5 Efiko3aneHTaeHoBa KMcnoTa | 16 -20% (BigcoTok nsowi nika) 16 % nnowij
C22:6 [lokO3areKkcacHOBa KUC/OTa 10 -13 % (sigcoTok nnowj nika) 12 % nnouwii
Beboro Omera-3 supHUx KucaoT He menuwe 30 % (BigcoTox naowy nikis) 37 % nnouli
Mmpoﬁronoru—ma YueToTa
3aranbHa KiNbKicTh aepoBRrux He Binble 10000 KYOQ/r < 10 KYO/r
MIKPOOPTraHi3mis
3arasibHa KinbKicTb APBKAXKOBUX i He 6inble 102 KYOQ/r < 10 KYO/r
naiceHeaux rpubis
TonepaHTHI A0 *OBYi rpamHeraTuBHi He Ginbuwe 102 KYO/r <1 KYO/r
Bakrepii
Crneundiyni mikpo-opraniamu
Escherichia coli BigcyThictb B 1 1 BigcyTHs
Salmonella BiacyTHictb 8 10 BiacyTHa
Staphylococcus aureus BigcytHicte B 1T BiacyrHa

LIACHWM A 3aTBepAKYI0, O HaBeAeHa BulLe iHpopmaLlia nepesipeHa B BiANOBIAHOCT 3 NpuHUMNamm GMP i B
BiANOBIAHOCTI A0 BUMOT PEECTPALAHOID JOCHE.

JloT 3aTBeppKEHO:

Molnar Erika Piroska

MNocapa: KepisHuk nabopartopii KoHTpoAio AKOCTI

BunyweHo: Racskai Erika

AcucteHT Bigainy 3abesneyeHHs AKOCTI

Harta Bunycky:

03 6epe3nHn 2021 11:14:53

O0KYMEHT HI,L]J'IMCBHO B E/IEKTPOHHOMY BMFHHAI

Teca ®apmavesmixkan /imimed,
H-4042, Yeopwuna, Aebpeyen, Mannazi cmp. 13

Cron. 131 Homen zaimv: 760.253.00 (JKRAN From: 1IMS PROD
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¢ap”auem"a Konnaﬂia (30})08’ A - axicms Teozo xummsls

TOB "dapmaugstuuna KoMnanis "3nopos’a”

Yxpaina, 61013, m. XapKis, syn. {eauensns, 22

TOB "®apmexc rpyn*

Yxpaina, 08301, m, Bopuening, sys. Wesuenka, 100

Ten.: +38 (057) 757-0-777, 727-57-19, 727-57+15, 700-97-28
Email: okk@zt.com.ua; http://www.zt.com.ua

fNivensia AB NeS98066 3 17.10.2013
Nienain AB NoS98046 3 21.12.2012
Caipouraa npo atecrawio naboparopiit
Ne199, Ne200, Ne201 3 20:12.2013, Ne62 3 29.09.2010

CEPTU®IKAT SIKOCTI Ne 85
Pabenpazon-300pos'sn, mabnemxu, expumi nnisxosorwo 060n01K0I0, KUWKO6OPO3YUKHI nO 20 M2
Ne20 (10x2) s 6nicmepax
Hiva pevosuna 1 mabnemuxa micmums: pabenpasony nampho - 20 me
Peect. nocsinuennst UA/10505/01/02 ald 21.11.19 Ne cepli Q010121

Jaranwha KinbkicTs 8 cepli 3668 yn

[epxasa npusHaYeHHR Ypaina

Ymosu aBapirannn: 36epirati B opuriHanuHiv ynakosui npu remneparypi He suwe 25°C
Ananis sukoHanu srigHo:  MKS nakas MO3 Ykpalnu Ne105 ald 03.03.15 PIT NeUA/10505/01/02

Dava supoSunurea 01,2021
Dara swaanun peaynerary  05,02.21
Npuaaraui go 01.23
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ApbRroaMX T8 Ainiconesx rpnbis (TYMOC): 100 KYO/r. nniceqesix rpibin (TYMC) - me

Cropla2

O @j s eoudore (A




{Eschericha col:sigoyeres it Esoherchia coll-sigcym a it ]
10 |KinskicHe ausHauoHms Pabenpasony warpiio: sig 19,0mr ao 21,0mr 19,2mr :
11 [Ynakoska Bigrosigricrs MKA ___\Bipnosinag

112 Maprysanua Bignosiauicrs MK _ e Binnosinae
BucHosok Bignosinae sumoram HTQ

3acTynHuk aupexropa 3 akocti - HavansHuk BKS1

Lum 5 aaceiduyio, wio nusedena suwe indropmauin € docmosliprow ma mowmoio. Lo cepisdinpdovkitd By 8RB By ninyaonma/mapry ) ma
fnpoeedens xonmpons i i Her peiwe il dlasmuyl y noswit] sidnoeidwocmi! 3 dimod AP OBIOND @b cridqudbinouid, wio micmameos y
peecmpouitivomy Oﬁ?omononu supobuuymen, namunmjra onanisie yno nepez ,\_ @ acmgrpanei 4 q nosidwitne GNP,

L L P —————— S
Aama nidnucanng « » 2. “" lis o i oﬁ ’

Ananis euxonatud y naboparmopii: BRI TOB “®K"300poe’s”; M. Xapxie, eyn. ?i e
Tabopamopin TOB "®apmerc epyn”; Kulacexa o6n., m. Bopucnins, syn. Weevenxa 100

Bupobruna dinsmra: Liex somoeux nixapcsxux dpopm; M. Xaprie, eyn. Lileevenxa, 6, 22; TN3; m.Bopucnins, eyn. llieavsnxa,
6.100;

Cepmucpikam GMP Ne 052/2019/GMP 3o 13.06.22

Crop232




MNpAT ®apmaueBTuyHa pabpuka "Biona"

Caigoureo npo arecTauiio thlanko-ximiunoi naBoparopii siaainy koHTponio axocti Ne' 311 sig 22.09.2016 p.

LepxanHa cnyx6a Ykpainu 3 nikapcbkux 3acobls Ta KONTPONIO 38 HapKoTUKamu

Csinoureo npo arecralio MikpoGionoriyHoi naGopatopil sipainy koHtponio akocTi Ne 338 sia 09, 03.2017 p.

[epxasHa cnyx6a Ykpaiy 3 nikapcbkux 3acobiB Ta KORTPONO 38 HADKOTHKaMU

©-06-017

69063, syn. Akagemika AMocosa, 75, M.3anopixxs

CEPTUDIKAT AKOCTI Ne '11-00632 sip, 25 niotoro 2021 p.

Hassa npogykuir:
Nikapcbka dhopma;

Poamip Ta Tun nakosaHHA:
KpaiHa-BUpoBHUK:
PeecrpatyjiiHe nocBinYeHHs:
Homep cepit:

Po3mip cepil:

[ara supobHuuTea:

[Lara 3aKiHyeHHR TepMiHy NPUABTHOCTI:

Ha3sa Ta Homep niuensii:
Agpeca ainbHuui 3 BUpoGHULTBA:

AH3NI3 BUKOHAHO 3rigHO:
Peaynbraty aHanisy.

PosToponiui nnoan

nnoau

no 200 r y naukax

Ykpaina

UA/13993/01/01

020221

8 387 wr.

17 moToro 2021 p.

ToTwid 2023 p.

Tiuexsia Ha BUPOGHUUTBO Nikapcbkux 3acobis cepin AB Ne 501369
M. 3anopixxa, Byn. Cknaacoka, 4

MKS po PN NeUA/13993/01/01, 3i 3minamu

R (061)764-43-37

= Peaynbratu
HalimeHyBaHHA NokasHukis OonycTtumi Hopmu BUNpPOGYBaHD
Onuc 3rigHo MKA Bianoeinae
laeHTUIKaLIA Mikpockonist Bignosigae
TWX [NosutuBHa
Brparta B Maci npn BUCYLIYBaHHI He Ginowwe 12,0% 5,2%
3aranbHa 30na He 6inswe 8,0% 4,5%
|HLIMX YACTUH POCNUHW He Ginswe 2% 0,6%
CTOPORHIX 4aCTOK' He 6inswe 3% 0,3%
MinepasnbHOI AOMILLKK He 6inbwe 1% 0,1%
Maca BMmicTy ynakoBku Maca Bmicry oaHiel ynakosku mae 6yTy Big, 194 r no 206 1 Bignosinae
CepeaHxs maca BMicTy aecaTh ynakoeok mae 6ytv Big 198,2r no 201,8 r 20021
Mikpobionoriuna uncrora 3aranbHe 4ucno aepobHux Mikpooprawiamis (TAMC): He Ginbwe 107 KYOIr Binnosinae
- - - - - <
i;;g;:bne uucno apixaxosux Ta nniceHesux rpubis (TYMC): He Ginbwe 10 Binnosinze
Escherichia coli: e 6inbwe 10° KYO/r Bigncsinae
Salmonella: sincyTricTb B 25T Binnoslipae
0
KinbKicHe BU3HAYEHHS He menwe 2,7% cymu d)nasomrHaHua y NepepaxyHKy Ha cuniMapuH 1a cyxy 3.2%
CUPOBURY
D E:nggyr Yy flakeTu noniMepHi 3 Npo3opoi NNiBkK, AKI BKNAAAIOTb ¥ Nauky 3 Bignosinae
MapkysaHHs Y BIANOBIAHOCTI 3 38TBEPAXEHNM 3pa3KOM MapKyBaHHA Binnoainae
PagionoriuHe 3abpyaHeHHA Papionyknina Cs 137: He Ginble 500 Br/kr gg gf?_;g 7
PapioHyksiiga Sr 90: ue Ginbwe 200 Br/kr 44,4+/-17,7

Ymosu 36epiranHs: 36epiraTit B opuriHanbHil ynakosui npu Temnepatypl He suuie 25°C y HepoctynHoMy ans aireis micul

BucHoBoK:

' HavanbHuk BKA
3ansa npo ceprudlkauiio.

Uum 5 aacainuylo. Wo. HaseaeHa suuye iHopMaUia € AOCTOBIPHO!
KOHTPOnb ii AKOCTI Ha BUWe3a3Hauenid AinbHnul y NOBHIK BIRNOBIA)

Binnosipae sumoram  MKA no PM NDUNlﬁaij, 3i amMiHamu

/' Pycesa M.l 25.02.2021

7

nocee. MpOTOKONM BUPOGHULTBA, NakyBaHHA Ta aHanisie Gyno nepglfiaHyTo Ta BCTaHOBNEHO BIANOBIAHICTL NiueH3ilHIM yMOBaM,

Bunyck (peanisauiw) cepli possonsaio.

YnosHoeaxeHa ocoba 3 skocTi
Wramn

// Kopx HA.  25.02.2021

Page 1/1

Ta TouHOK. Ll cepilo npoaykuil 6yno Bupobnero (BkNIOMEIOYM NaKyBaHKS/MapKysaHHA) T3 NPOBEABHO
Ti-3 Bumoramu JTiUeHIIRHNX YMOB, 8 TaKox 8iAN0BIAHO A0 CneUNhIKaLIN, WO MICTATLES Y peecTpauidiroMy
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Il FE D C . TOBAPHCTBO 3 OGMEKEHOIO

BIANOBIAAJNLHICTIO
«PAPMAHEBTHYHA KOMITAHIS

«PapKoC»

Yipaiua %

03162 m, Knis - 162 sya. 3omumx 50-A
kL EAPTIOY 37674316

ITH 376743126573

mex. O44-337-21-37
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CEPTU®IKAT SIKOCTI Ne 08/21
Bil «25» smoToro 2021 poky

Hasra npenapary: PUTMOKOP?, karcynu Ne 48 (12x4) B 6nicTepax

Cuita mii/akTuBRicTL: OAHa karcysa 390 Mr MicTHTR: 2,3,4,5,6-neHTari ApoKCHKanpoBoBoT KUCIOTH,

marniesoi coai B nepepaxynxy na 100 % peUOBHHY —

300 mr, 2,3,4,5,6-

MEHTAri 1POKCHKANPOHOBOT KHCNOTH, Kamierol coli i nepepaxyHky Ha 100 % — 60mr.

Homep cepit 020221

JdaTa supoGHHUTRA moTiit 202] p.

Tepmin npuaarinocri: nmoTtait 2024 p.

Kinbxiers y cepii: 10234 ynarosox
f{lfﬁ;_‘””"o‘“ﬂ"" H0 AROLIPOBORMTLES 1yt 10 PILNUA3122/01/0]

Homep niuensii: Cepis AB Nu398099
Anpeca aAltbHHLI BHPOBIMITES cepil:  TOB «®apmauesTiunza Koynanis «DapKoCs» 08290,
emT. TocTosens, sy Casro-ITokposcsia, 360,

Kuiscoka o6, m. Ipnins,

el Bin 361 mrao 419 mr

Ne T e , .
i [Moxasunxy Bitstors MKST NeUA/3122/01/01 @akTHUHI pe3ysbTaTH
Teepai keaatimosi RanCy I uHTHAPHYHOT QopMH 3
HAMBCOEPIYHIMI KiHUAME  5i10-3¢21eHOTO KONBO 3 ; .
1 Onuc I p“ 5 g AN i . Py ( Bignogigae
Hamicom "®apKoC" ado 6e3 mamicy). Basicr Kareyn -
noporok Giforo ado Maiiwe §izoro ROZILOPY §e3 3anmaxy
TIOX (Tloxouar-ion) Bignorinae
2 | Inentudikauis XapaxTtepHa peaxuis Ha MarHili Bianoginae
Xapakrepha peaktis (b) Ha kanii Birnosijnae
3 Cepenns maca smicty Binnoginae

(3751 mr)

4 OnnopinHicTs Macu

Bianosi max: +6,7 %
+7.5% AMOBINAE ( a 62 /o
min: -8,5 %)
5 | Poanapanus He Ginbiue 25 xpunun Bianosinae (8 xg)
BrpaTa B maci npu : ; .
6 - ! 1P He Ginbue 10,0% Bianosinae (4.56 %)
BHCYIIYBaHH] ,
He menme 75% (Q) xaniio TIOKOHATY Bin BMicry, '
7 | Posuunenus 3asHa4eHoro B posnini «Crknan na 1 kancyiy», uepes 45 | Biunoginae
XB
OnnopianicTs Kpurepil npuitnstaocri matots pinnosinarsn BUMOram g .
g |~ PN T HToBIA Binnosinae (AV=12,66)
AQ30BaHHX OAHHHLE JDVY 2.940

3aransHe uHCnO aepoBHMX MiKkpoopratismis (TAMC): ne
Oimpine] P KYO B 11

3aranbHe 4ucnO  APLKIKOBHX Ta CEHEN
(TYMC): e Ginbtwe 102KYO 5 11 27 A p Ieox
Bincyrhicts Escherichia coli B | r /7% (ST

9 MikpoGionoriyua
YUCTOTA

Bianosinae (5 KYO/r)
Bianogizae (5 KYO/r)

Binnosipae

Kinbkiche BH3HaUSHHS,

Buict C]szgMgOm o @ [;é 3 . -
i (MerHifo rmoKonaTy B 1 300 mr = 5,0% (sin 285.0 Mr no 3 Binnosigae (310,8 mr)
Kancyni)
Bumicr CoHy 1 KO7 (ranio R ; .
eiokokaty b 1 kancyni) 60 mr 4 5,0% (Bin 57,0 mr no 63,0 M Binnosinae (58,1 Mr/karc. )
11 | Ynaxorka 3rigHo sumor MK S Binnosinae
12 | Mapkysanus 3riano Bumor MK Bianosinae |

BHUCHOBKU: PATMOKOP?, xancynn Ned§ (12x4) B Gnictepax, cepii 020221 3a NEPEBIPEHUMH MOKA3HHKAMY BLAMNOBIAae

punoran MKST 1o P.IT.NeUA/3122/0 L p==r"mp g,

. i ) 3 - 3 - N L 2 7 P 7
3agimyeau BJI BKS ////ﬁx@“ﬁ i ey b Nixienkora 7 S0 RO/ 4
_ 4

i :
3ansa npo cepmudhirayio: l[ch/ 5?1‘;3}::35:'0 ltyFO,'f ufo g3
GupobreHo (srmouaiovy naKyscgt liARY Dl i -.vg
6ldnosionocini 3 sumozamu Haii’;_'?ﬁﬁ%‘%aﬁwe"ﬁ@@g’. 444 08055,

5 3 . o 5 ®, p
6i0nosicne do creyudgixayii, zqom;gﬁ&u#;znwcﬂ 8 pecchyny
(4 &y

« s
YnoBHOBaKEHA 0COGE Y= >

w2 B, Tomvaposa 2304, Lesy

i 7 \Y . - y
& l\buéﬁb%}; Dopmayin ¢ docmosiproio ma mq4nozo. Lo cepito Hpodyryil dvro
O KOHMpPOLo { SKROCHH HE Giie3asHavenii Oinbruyl Y RO
Yellicapeori 3acobu. Hanesicna BUPOBING HPARMUKAY, T MAKONC
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R « - 702 ) V] e TOBAPHCTBO 3 OBMEKEHOIO'

Yxpaiia

031062 v, Knis - 162 nyn. 3ogunx 50-A
«DAPMAINEBTHUYHA KOMITAHISI kaa CLPIIOY 37674316
IITH 376743126573

« (D a p K O C » e, 044-337-21-37
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CEPTH®IKAT SIKOCTI No 09/21
BiJt «25» mororo 2021 poxy

Hazea npenapary: PUTMOKOPY, kancynn Mo 48 (12x4) B Garictepax

Cuna aii/akTHBHICTE: oaHa Kancyna 390 Mr MiCTHTL: 2,3,4,5,6-neHTar POKCHKANPOBOBOI KHCIOTH,
Marsiesol coni B nepepaxynky ua 100 % peuoBuRy — 300 mr, 2,3,4,5,6-
NEHTAri APOKCHKANPOHOBOT KHCIOTH, KamieBol coi B nepepaxynky Ha 100 % — 60mr

Homep cepiy 030221

Hara BupoduuuTra MOTHIA 2021 p.
Tepmin npunaTnocri: moTuit 2024 p.
Kinskicrs y cepii: 10234 ynarosok
MKSL, signosigso ao sicoi NIPOBOHTLCS

2 MICT o P.IT.NeUA/3122/01/01
aHaJi3:

Homep sinensii; Cepia AB Ne598099
Antpeca AilnbHULI BHPOGHUTRA cepii:  TOB «hapyanestina xoMmagis «DapKoC» 08290, Kuirceka 061, M. Iprine,
eMmT. ocTonens, By Caaro-Ioxposcexa, 360,

Ne .
il Hoxasunku Bunstorn MK NeUA/3122/01/01 ®axruiHi pesyasTaTH
Teepai swematunosi wancymn wtinapuunoi dopmu 3
i s }ianlnchep"utum:\m KiHuANMH OLI0-3€/ICHOTO  KOMThOPY (3 Iinmonis
Hanucom "®apKoC" ado Ge3 mamicy). Bumicr Kareysn -
nopowwok 6inoro abo maitke Ginoro Konbopy 0e3 3amaxy
TLX (T'mokonat-iou) Binnosinae
2 | Lnentudpikanis Xapakrepha peaxiiia Ha Marsi Bianosinae
Xapaktepua peaknis (b) Ha kaniii Bianopinae
Cepenns Maca BMicT . i i
3 pea Y Big 361 mr o 419 mr qu’l"losmae
Karcynu (383,2 mr)
4 OnHopimnicts Macu +7.5% Binmosinae (max: +6,2 %
; min: -7,1 %)
5 Posnananus He 6insime 25 xpunnn Binnosimae (12 xB)
Brpara B maci npn ; : :
6 o - He 6inbure 10,0% Binnosinae (4,14 %)
BUCYIIYBAHHI |
He wmenwe 75% (Q) wxamio rmoxomar Bil BMICTY,
Y Y
7 Posunnensns 3a3HAMEHOT0 B posfini «Cknag Ha | kancyny», qepes 43 | Binnosinae
XB
OnHopignicTs Kpurepii npuiinatsocti mawoTh BIANOBIIATH BUMoram ' ;
8 noBi AV=916
JO30BAHHX QIUHULE APV 2,940 Bianosizae ( 16]
3araibHe YHCHO aepoOHMX Mikpooprasisamis (TAMC): we | Biznosizae
Oinpe 1 KYO B I T N (5 KYO/1)
9 Mikpob6ionoriusa 3aranbHe YHCNO APHKIKOBHX Ta o) : 6iz | Bianosimae
YHUCTOTA (TYMC): ue Ginmbwe 102 KYO B 1 r v‘i\(”:? AP}{%“% (venwe 10 KVO/T)
Bincytnicts Escherichia colis | @'ﬁ ;;&Wm""”«‘gag %
. é’r’w Ty % % 2V) Binnosinae
Kinbkiche susnadensis, oSk Hax.’; n éi:’ 3
Buict CHaMgO . ol AxHpy g2y ;
A 300 Mr+ 5,0% (Bix 285,0 mr no 5 r) ‘65‘5:;; Bianosinae (307,7 mr)
10 (marwito rmrokonaty 8 1 S o o &3
xancyai) ‘%a,égfg‘f?fmf’:?{“ﬁ@ Y
Buict CsH KOy (icanito ‘QQ@»”M@@EE“E 439“55'7 :
3 3 v 3 a 2 ie 3 L
roxoHaty B | kancyni) 60 mr + 5,0% (Bix 57,0 Mr 10 63,0 Mr) ‘ Bixnosinac (58,4 mr/kanc.)
11 | Ynakoska 3rigno Bumor MK Bianosinae
12 | MapkyBanns 3riang pumor MKS] Binnosinae |
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