AEPKABHA CJIYIKBA 3 JIIKAPCHBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KUIBCHKINA OBJIACTI

npog. Ceitnnunol Hauii, 3, m.JKuTs, 02099, ten/dakc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €/IPI1OY 37078774

‘ BHNCHOBOK
Npo AKicTH BBe3eHoro B Ykpainy JikapebKore 3acody

23.01.2025 Ne 1076/25/10

I'POIIPHHO3HH®

(naitmMenyBanna nikapenkoro 3acoby 3rinHo 3 peecTpaiifinnM nocsijuentism)
rabnerkn no 500 mr; no 10 Tabaerox y 6aictepi; 1o 5 Gaicrepis B kaprouniii kopoui

(opma BHIYCKY, A03YBANLA, BHA [EKYBANNISL HiKapChkoro 3acody)
Homep peectpauiiinoro nocsinucsns UA/6286/01/01 crpox aii peectpauiiinoro nocsizuenns 01.01.2099
Cepis nixapesroro sacoby Ne H49069A Kinskicrs BBesesoro nixkapebkoro 3acody 10920

BupoSii TOB "Tescon Pixrep IMonpwma”, Tlosibiua

(nadivcHypatns BAPOSHHKA AiKapCLKOTO 3aco0y, Kpaiia MOXOLKeHTIS)

Baesero B Yipainy Toapucrso 3 0GMeKeNn 010 BiNOBIAAILHICTIO "TEXEOH PIXTEP
YKPAIHA", igenr. woa: 20005075

(naiimenysarma Ta xoa 3a CJIPTIOY wopuurmol ocou abo npizsnue, M. 10 Garhkoni hizmunol
0coBHM - (EANPHRCNLS. T MICIC NPORMBAITHS Ta PecCTpanifini nomep 06IKOBOT KAPTIH ILHATHHKR
MoRATKis afo Cepis Ta HOMEP THACNOPTA)

TNpoTokos Bisyansnoro conrposio six 23.01.2025 Ne 0068/1.

3a  pesynbTATAMM  JIEPYABHONO  KOMTPOMO BCTAHOBIEHO, O Jikapehkud  3aciG  seezeHo B Ykpainy 3

JHOTPUMAHHSIM BUMOr 32KOHOLABCTBA 111010 3abeanedenus SKOCTI JiKapCHKHX 3ac00iB.

o CPHOMIHING
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[lepexaan ua yepainesky mosy

TOB «FepeoH Pixtep Moabway
. 05-825, M. [POA3MCLK Ma3oseLbKui UA
Gedeon RlChtel’ POISka Byn. Ku.KD.MorATOBCLKOIO,5, Monbuia crop. 1/2
Ten./dake: (+48 22) 755 96 00, 755 20 41

CEPTHU®IKAT CEPIT Ne 2287/2024 — 4006/2024

Hazea npoayxuii: I'ponpuuozun®
Kpaina eupodnaxa: TTonsia Kpaiua-imnoprep: Yrpaiua

Homep peecrpauniiinoro nocsinuennsi: UA/6286/01/01 Yumne 10: 6e3cTporoBo
Cuna aii: inosun npanobexe 500 mr

Jikapeska popma: tabriercu

Posmip i Tun ynaxosxu: no 10 rabierok y 6aicrepi, no 5 6nicrepis s KapToHHIH Kopodii,

Howmep cepii: H49069A Po3smip cepii: 10 920 yn. Ne 50
Hdata Buroroaenns: 09.2024 Hara sakinuenus repmivy npugaruocri: 09.2027

Hazpu, agpecs, Homvepu inensii Ta cepiixaris GMP Beix BHpoGunUnX Ainsox i giasinor
KOHTPONIO AKOCTI:

Hassu ta anpecn Cramii Howmep minensii | Homep cepradikara
BHPOOHHKIB: BUpOOHNUTBA Ha GMP
BHPOOHUIITBO

TOB «Teneon Pixrep Monbia» | BupoGuuirso 164/0031/15 IWSF.405.15.2022.1P.1
By, I'paHnyHa,33, Iponsucek HepoahacosaHoro WTC/0031_03_01/20
Masoseuiuit, NPOLYKTY, IEPBUHHA
05-825, Honbia YraKoBKa, BTOpUHHA

YI1AKOBKa
TOB «T'eneon Pixrep [Monbwan | Kontpoub SKoCTi, 164/0031/15 IWSF.405.15.2022.1P.3
Byst. K. FO.TTonsToenxoro, 5, BUITYCK cepif WTC/0031_02 03/22

[ponzucek Masopelbknii,
035-8235, NMonsiya

Komenrapi: -
Ymoru s6epiranns: 30epiraru npu temneparypi ne suie 25°C.

3assa npo ceprudiraniio: Lum 3acBiguyio, o Hasejena BHLE iHopMalis cripaxius i Touna. Ls cepis
nikapeskoro 3acoby Gyna BUrOTOBACHA, BKAIOYAIOMM YNAKOBKY/MADKYBAHHS Ta KOHTPOSL AKOCT, HA
3a3naucHif(-ux) BHwe BUpoGHUUii(-1X) ninauui(-kax) y noeuiit Bignosimuocti go Brumor GMP Micuesoro
PCryAATOPHOrO Oprany Ta crenndikanii, cxsanenol B kpaiui-imnoprepi. [poTokorx BrpOSHIUTEE, YIAKOBKH
Ta aHanisie Oyan nepernsuyi i BeTawosneHi BinmorigHo 10 crannaprie GMP. Brazana suiie cepia BurTyniena
Ha PUHOK,
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Gedeon Richter Polska

TOB «legeaw Pixtep Nonbuan

05-825, m. MPoA3UCHK Ma3oBeUpKMIA
8y, KH.HO.TloHATOBCLKOTO,S, Monblua
Ten./dakc: (+48 22) 755 96 00, 755 20 41

UA
crop. 2 /2

I'ponpuuoznn® 500 mr
Homep cepii: H49069A

PE3VIILTATH AHAJI3IB

Ne TECTH Crienndirauisi - Bumorn PE3VIILTATH
[lpw Bunyexy Jo xinust Tepminy npuaarnocti BHUNPOBYBAND
Ne S.P.F.-6.0018/12/L Ne §.P.F.-6.0018A/12/L,
[. | Onuc Tabaierxu oBapHi, ABOOIYKII, BiJL GLIOro 0 KPEMOBOFO KOJHLOPY, 3 PHCKOIO Biaroginac
IS HOAEAY 3 0AHOTO GOKY. IOBXHHOIO 17 MM, 1HPHIIOID 7 MM.
2. | Cepemst saca tabactkn 640 Mr£5% 640.8 Mr
(608,0 ~ 672,0 mr) o
3. | OQuuopixunicTs Macu He Ginniie 10% oKpesns Mac Moy Th MATH BIAXHACHTS BIFL CCPEHHLOT
Mack OiTLUE 1K 1A £5%. 1 IK0AHE HE MOYKE MATH BLAXHACHNS B4 cepeaubol 629.1 Mr— G533 mr
Mac Binsur Hivk na +£10%
4. | laenrndixauin YO-criextp BUNPOSYBAHOrO PO3UHHY OBHHEH BHSBSTH MAKCHMYM
I Y-criekrp aGeopOuil apy J0BKMHI XBHIE 258 HME2 HM. Bixnosizac
2. Teer meroioM BEPX Yacu yrpumysais 0CHOBHHX TiKiB ino3uiy Ta conl 4-ancraminobensonuol
kucaoty 3 NN-AUMeTHIaMIHO-2-TIPONAaH0A0M A XPOMATOrpaati
BANPODYBAHOIO POBUMHY NOBHHHT BIANOBIAATH HACAM VIPHMYBALINS
OCHOBHHX [HKIB (1UX KOMIIOHEHTIB Ha XPOMATOrPaNM] CTAIAAPTHOrO pO3UHITY. Bi:nonijace
5. | Cropipseni zomiuu (BEPX):
"inoxcaurui He Ginsure 0,2% 0.01%
4-aminodenzoiita kueaoTa e Gissnie 0,2% 0.03%
Onuiruna welientrdikopana FHe Gianime 0.10% 0,01%
HAOMiTIKa
Cywa goMitnor He Giasuie 0.5% 0.05%
6. | Kimnxicne pugnauets
JHOYOT PCHOBHIH:
Tuo3un npanodexe 500,0 mr/rabs. & 5% (475,0 — 525,0 Mr/rada.) 492.6 mr
(MeTizonpunon)
Y romy uucii:
Ino31n 120,0 Mrfrada. £ 5% (114,0 ~ 126,0 mr/raba.) 119.8 mr
Cian 4-aucraminobensoiinoi
wpeors 3 Ny;N-qumernaamino- 380.0 mr/rada. + 5% (361,0 - 399.0 mr/raln.) 372.8 mr
2-1poIABOAOM
7. | OanopiziicTh K030BaHMX Jonyeruma Mexa tHo3u1
OAHRHUL {PO3PAXYHKOBO-RATOBHI (AV) < LI(n=10) (l.I1=15) AV=272
METOR) abo (98.0% - 101.2%)
[posoasTs situe pu suycky Jlotnycrima sMexka Cim, 4-
(AV)Y = LI(m=30), i toai - atieranijloden3oior
Mitimya(1-1.2:0,01)M (1.2=25) KHCAOTH
sakeumyms([+1.2-0.0 M (1.2=25) AV=206
(96.3% - 99.4%)
8. | Pozunncuns He mentue 75% (Q) sasnnenol KIABKOCTT COMti d-aueTamiyoben30h0) 97% (95% -98%)
KHCAOTH 3 NN ~ IHMMEeTHAAMIHO-2-UPOIAHOTOM Ta
He Menwe 75% (Q) sassnenol Ki.lmiocri IHO3MULY MOBHHEI PO3YHHHTHCD 102% (97%-108%)
TPOTArOM 30 XBHIHM.
9. | Brpara macu npn srCyLIysangi
(3a remneparypn 70°C, nporsrom He Giaswe 5,0% He invwe 6,5% 2.7 %
3 romun)
10| Baicr eranony (I'X)
Basnavacrhes snwe sipy He Ginniue 3000 ppm - 1610 ppm
BHUYCKY
LT | MixpoGiosoriuna udcrora

3aranbia KtbKicrh aepouux
mikpooprauizmis (TAMC)
3aransia KikKicTs APIKIDKOBHUX
Ta anicussux rpudis (TYMCQC)
Lscherichia coli

He Ginswe 1000 KVO/r

tle Ginsiue 100 KYOQ/r
BT CTh B 1 T

<O KYO/r

<O KYO/r
BhacyrHig [ r

Bucuoeok: Tpenapat sinnosinae Bumoras o
R #
Hara oignucanust: 17.12.2024

gouThe

.0018/12/L, 3aTBepmxeniii 8 kpaini-imnoprepi.

KKeHa 0coba, AKa HAfana N03Bi HA BUIYCK cepil
Qapra Macksr (nijgnuc)




e, jlepex na . s
A Ha YRpatr <
e G d . TOB «Teaeon Pixrep ﬂonbu,(a»d A Yipaueriy mos
edeon Richter Polska | 95825 ». Tousicns Masoscusii UA

fxyﬂ.,KH.IO.I"on-rﬂ'chucoro.S, HMostea crop. | /2
Ten /dakc: (+48 22) 755 96 00, 755 20 41 | T

CEPTU®DIKAT CEPI Ne 2299/2024 — 4014/2024

lI-fmua npoayruii: I"ponpunoznn®
Cpaina pupofimka: [lo
a: [Tonbma ‘patHa-i
1 Kpaira-imoprep: Vipaina

Honep pecerpauiit i
pauinnoro nocsiguenss: UA/6286/01/0
Cuna gii: imozun nparoBexe 500 mr e a0: GescTporono
il)lmapcmca bopra: Tabnerkn
Posmip i run yr H: ¢ i i
p ynawosru: 10 10 tabnerox y Gaicrepi, no 5 Gnicrepin B KapTonHtiit kopobul

Homep cepii: H49071 A ;
e " Posmip cepii: 10 839 yi, Ne 5
" . _ a. g yi. Ne 50
Mara surorosgenns:: 09.2024 Harta sakigyenus repminy npuaaTnocti:09.2027

ll' BH aupe(‘] Me 1] ¢ q ¢ ¥ e IP Clx 1UX ISHTOK 1 JJVHTHOK
A -4y H p JINICH 31 (,ep H b"\¢ K CN ) o

3 . . X
a3 1, HOM u L 311 T4 TH( 1TIB s B BHpOGHI HX A1 K1)

Haspu ta agpecn Cranii i '
Ay Homep ainensii | Homep ceprudirara
BHPOOHHKIB: BUpOGHIUTBA HA (;MPl bl
. : ' BHPOOHHUTBO
TOB §<l CACOH Eix‘re;> Tomswa» | BupoSuutireo 164/0031/15 TWSF.405.15.2022.1P.1
?Xﬁ;é&i‘?ﬁl’l"‘f‘""”‘ Fponsnckk | weposacosaroro WTC/0031_03_01/20
30" Ui " CoT T
> ¥ 7 TV o L E
05-825, INasbiua ; %po'jhym)’ epBIHiA
yNaKoBKa, BTOPHHHA
§ ‘ YNAKoBKa
TOB «leneosnt Pixrep [onsutay | KouTposib srocTi, 164/0031/15 IWSF.405.15.2022.1P.3
gyn. Ki.tO Jlonsroseskoro,s, BUITYCK Ccepil WTC/0031 02 03/22

I'pom3ucbk Masoselbini,
05-825, Tosbua

Komenrapi: -
Ymosu 36epiranns: 36epivaty npu remncpatypi ne suie 25°C.

[MM 3acBiu YO, WO HABEASHA BULLE H(QOPMALLs CIPaBKHA i Touna. Llst cepia
QIOUM  YTIAKOBKY/MapKYBants Ta KOHTPO/L sKOCTH, 11
cax) y nosHiii BIAMOBIIOCTI 10 BUMOP GMP micuesoro
i-imnoprepi. [1poTokonu By POBHHILTBA, YIAKOBKH
P, Braszana sHULC COpis BHTIYLICHA

3anga npo ceprudianiio: L
nikapeskoro 3acoby Oyna suroromiena, BKIIOY
sasnauenifi(-nx) suue BuUpoGHHYIH(-ux) AHLUI(-)
PEryAATOPHOTO OpraHy Ta crenndikaLi, cxpajlenol B kpait
‘ra aHAi3iE Bynu nepernauyTi i ReTARORAEH] BigroRinHo 1o cTaiaptis GM

Ha pHHOK.

A
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@ Gedeon Rj

| PSS

TOB «I"eneon Pixrep Uoasimay

05-825, s1. Tpomauchk Mazoseus ki
By, Ku.}0. Tousrosenkoro, 3, Ionuiya
Ten./gaxc: (+48 22) 755 96 00, 755 20 41

chter Polska

UA
crop. 2 /2

Fponpumosun® 500 mr
Homep cepii: H49071A

PE3YJbLTATH AHAJII3IB

|
|
|

Ne TECTH [ Crieunirauis - Bumors PE3YJbLTATH
; Mpu samyexy Ao kinus Tepsity npugaruocri BHITPOLYBAIL
Ne S.P.F.-6.0018/12/L Ne S,P.F.-6.0018A/12/1,
l Onue ! TaGaeTkn ovasnbhi, ABOOMYKIL, BiJT BL10r0 210 KPeMOBOro KOJALOPY, 3 pHCIKIo Bianoviae
AMULTOAILY 3 OMHOr0 GOKY. J0nkHHoI0 17 MM, LUHPHHOIO 7 ML, e
Cepents Maca rabierion l 640 MeE59% 637.7 sr
(608.0 ~ 672.0 wr) oo

f

300 Osmopijusicr. sacy

He Giavwe 10% oxpesux sac MONYTH MATH BIAXHICHHS BIZL CePEAITLOF

MacH Gl Hisk na 3%, | FROIEL HE MOKE MATH RIZINMNICHH S Bid cepeinbol

Mack BInblL i na =10%

laerrrudpicauis
. Y®-cnexp
2. Teer seronom BEPX

Y®-cnekrp sunpabynanoro POIUMHY (IOBHNHEH BUABIATH MaKCHM A
aleopBuit npu AomKuHi xeuni 258 142 1M,

Hack yrputysais ocuoniix nikis inozuny Ta comi 4-aneran izto6enzoitoT

KHCHOTH 3 N.,N~,r_m.\1cwma;\rino—Q-nponanonom HA XPOMATOrpani
BHIPOOYBAHOIG PO3UKNIY HOBMI BIATOBILAQTH Hacam YTPHMY B

6329 a1~ (:44.6\11‘{
Bijmosihace

f

- OCHOBHMX TKIB LHX KOMAOHEH T Ha XposarTorpasti crausaprioro pOBHMIY. Bizmonizac
5. Cnopisneni aostien (BEPX):
inokcaurin He Giasine 0.2% 0.01%
d-avinotensoitna kicrora He Sinbie 0,2% 0.03%
Oamnnuna weinentudixonana He Sistste 0,10% 0.01%
AoMitika
_Cyma sominioc He Giavme 0.5% 0.05% .
6. | Kinbkicne Buanaqcng
HONOE pevoBig;
Tnosun npanoderc 500.0 sr/rada. £ 5% (4750 ~ 523,0 air/radn. ) 4942 ar
(MeTizonphosn)
Y romy uueni;
fero3sn 120.0 srfrasn, + 5% (14,0~ 126,0 Mi/rada,) 1700 )

Cins d-anerarinofiensoiinof i
| Kenor 3 NON-umeTnaasino-
| 2-nponanosom

3800 mrfrada. & 3% (361.0 - 399.0 Mrfradan.)

376.8 mr

7.1 Ounopiicts 1030Bam1x
O/HHULL (PO3PAXYHKOBO-BAFORH ]
MeTo)

Hpososasrn se NP BHRYCRy

81 Posuuncing

MarekMysm<(1+1.2-0.01 )M ([.2=23)

Jonyeruma mexa
(AV) < LI=10) (L1=13)
ado
Honycruma sesa
(AVYSLUn=30). 1 roui
Miuiwxymi(I—Li.’-(),()l IM (1.2=235)

Thozit
AV=210) i
(97.1% - 98.9%) !
Cin 4-
ateraniaodensoinog
KHCAOTH
AV 3
(98.4% - 100.2%) f

He stemie 75% (Q) sansieiio KILKOCTT cost 4-aucramiobeHzoinot
Kkuenom 3 NN — AMMCTHIAMIBO-2-1PONanolon 1a
e Mere 75% (Q) 3aspienoy cinbrocr HO3MUY noBHITH PO3YHHMTHCH
npoTsrom 30 xeuui.

9. | Brpara macn Npu BHCYITYBanMi
(32 TemnepaTypu 70°C, NPOTSHrOAL
3 roztanm)

97% (94% -99%)

1019, (()80 o~ 106Y%4)

He Gisaniue 5,0% He Ginvie 6,5%

He Sianwe 5000 ppm -

10} Basicr eranany (1°%) ;
Bisnavacrnes amige PH
BHITYCKY N
UL} Mikpodionoriuma aneroma

3araiuna Kinekicrs acpofinmx
Mikpoopratizmin (TAMC)
3aranbha Kinsxicrs APDKIAKOBUX
T4 WHCHABUX rpudin (TYMC)
lischerichia coli

e

188
a2

;

1240 ppm

He Ginsue 1000 KVO/r

He Giasuie 100 KYOliom

<10 KYQ/r

<IOKYOH

]
|
|

Buenosox: Tpenapar BIANORLIAE BIMOray cnewndivanii No S.P. 4G

Hara nianuecaus: 18.12.2024
Hara succenns BHOPABICHD:
Yrosnosasena

Bizeyrui cn}‘a{ff ToaiHa o

17.01.2025
ocoba, sika Hagana

. [ A GV
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JEPKABHA CJYKBA 3 JIKAPCHBKUAX 3ACObBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUIBCHKINA OBJIACTI

npon. Ceirnuunoi H anii, 3, m.Kuis, 02099, rea/pake: (044) 576-40-41
E-mail: dls.ko(@dls.gov.ua, Kox €IPITOY 37078774

BUCHOBOK
PO SIKiCTb BBE3EHOr0 B YKpainy JiKapebKoro 3ac00y

23.01.2025 Ne 1078/25/10

rPOTIPUHO3UH®

(naiimenysatya SHRAPCLKOTO Jacofy 3o 3 peccrpautiifius NOCRILMEHTMY
raGierin 1o 500 mr; o 10 Tadiaeror y Gaicrepi; no 5 Guicrepis b kapronHii Kopodui

(QopMA BHIYCKY. HO3YBAIHA, BUA HAKY BRI TIKAPELKOTD 3a¢00Y)

Homep peccTpauiiiHoro NoCBUHEHHA UA/6286/01/01 crpox aii peccrpauiiinoro nocsinuents 01.01.2099

Cepin nikapebkoro 3acody Ne H49071A [CiABKICTb BBCICHOCO NKApChKOro 3ac00y 10839
Bupobuuk TOBR "Tepeon Pixtep MNonpa", Tosbua

(HaiimenyBanns RUPOGIHKA JHKAPCHKOTO sacofy. xpaina TOXOKEHIA)

BieseHo B YKparHy Tosapucro 3 OOMEIKEHOT0 BiINOBLAAMBHICTIO STEJEOH P IXTEP
VYEKPAIHA", igewr. ko 20005075

(naftvery Baiis Ta K0/ 33 CIPIoY opHAManot SeaGH alo npiBHINS. ' 110 Garhxoni hiziniol
ocobu - rupuesus. 11 MicHe TIpKHBANs T peccrpattiftniii nosep ABAIKOBOT KUPTKH 1514 TUHKE
poaatkis ado cepis ta nomep Haciopra)

TIpoToKOeA BIZYANLHOTO KOHTPOJIO sin 23.01.2025 N 0068/3.

3a  pesyfbraraMu ACPKABHOTO  KOHTPOINO peTaHoBIeHo, MO NIKAPCLKHHA 3aci®  BBE3CHO B Yipainy 3

IIOT}_JHMQHHSIM SHMOT 3AKOHOAABCTRA LI0O 3abe3neachid akocTi nikapesxux 3acobis.

T TR IRLIERG Cony aioy P Ot CPLOMEPTIRD
[T . B aie 5
b JWEEI Dt FENY wdiv ,;;‘;'.Ai,xmiul'\j\ [RSTIR R vy §3p 01l [RTIEEERRE 1 LA Y .:;;‘.m;[::;."
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JAEPKABHA CJIYIKBA 3 JIIKAPCLKI{!X 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KMIBCHKIU OBJIACTI
npos. Critanunot Hanit, 3, m.Kuis, 02099, ren/pake: (044) 576-40-4 1
E-mail: dis.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
1po AKicTL BBe3erore B YKpaiuy JikapesKoro 3acoby
No 1077/25/16

23.01.2025

rPONPUHOIHIH®
(naitmenysanus Kikapeskoro 3acoby 3o 3 PEECTPAIIHHIM DOCBINCHIAN)
raGueriu o 500 mr; o 10 Tabuerox y Gaicrepi; no 3 6aicrepis B kapToukii wopoGui
(popma BHITYCKY. AOIYBAHIIS, BHA NAKYBANH ATKAPCHKOrD 3aC0Ty)

Homep peecrpaiiinoro nocsinienna UA/6286/01/01 crpox aii peeerpauifinoro nocsiauenns 01.01.2099

Cepis nixapeskoro sacofy Ne H49070A Kinbiicts pnesenoro aikapeskoro sacoby 11032

Bupobunx TOB "encon Pixrep onsia", Tonbuta
{(raiiscaypan BUPOGIHKS RIKAPCHKOYO 3acofy. KpATHA NOXGURCHNS)

Bueseno B Yrpainy ToBapHCTBO 3 00MEKEHOTO sipnosigansuictio "CEAEOH PIXTEP

YKPATHA", inenr. xox: 20005075
(uaiinenysanns 1a ko 3a CAPTIOY wpamaiol ocoby abo uphBHLIC, i, 110 Garsioni (izwiol
0cO0H - TN pUEMUS, T MICIEE IPOXMBANNT T2 peecTpaLifii HoMep 0BAIKOBOT KapTRH IITHIKD
foaTKin aGo copis 1A HoMep HacnopTad

TipoTokon sisyansuore konrpomn six 23.01,2025 M 0068/2.

3a  peayhTaraMK  EPAABHOIQ  KOHTPOMO  BCTAHOBACHO, 11O sikaposkuit  3acif  ssezeno B Ykpaiy

JOTPUMAHHSIM BUMOr JAKONOABCTRA DI0J(O 3a0esneteHts SKOCTI SHKAPCLKHX 3acu0iE.

(Foang st CPHONIEHIRO

[T FEREE LI Rt A St FET







Iepexaan na YKPATHCHKY MOBY

@ TOB «TeaeoH Pixrep Monbugar»
. 05-825, m. I'poasncbx Masoselpkuit UA
Gedeon Richter Polska Bys1. Kn.10.MoHaToBCHKOrO,5, Nonbia crop. 1/2
Ten./gake: (+48 22) 755 96 00, 755 20 41

CEPTH®IKAT CEPIT Ne 2288/2024 — 4013/2024

Hazsa repomyenii: I'poripunosnn®
Kpaina rupobiunca: Monnuga Kpaina-imnoprep: Yipaina

Homep pecerpauiiinoro nocsixuens: UA/6286/01/01 Yunse po: Sescrporoso
Cuuta i ino3un upanoGexe 500 mr

Jirapeska dopara; rabacricn

Posmip i tun ynawosieu: 110 10 Tabuerox y Gicrepi, no 5 Guicrepin B kaproHHii Kopodui.

Homep cepii; H49070A Posmip cepii: 11032 yr. Ne 50
Hara surorosacnus: 09.2024 Rara saxinucuns Tepminy upugariocri: 09.2027

a3y, appecn, nomepu sineusii Ta ceprudirarie GMP Beix RHPOGHHUNX XiTSHIOR § KLISHOLK
KOHTDOJIO SIKOCT:

Hazen ra aapeen Cragii Homep sinensii | Homep ceprudikara
BHPOGHIKIB: BHpoGHHLTBA Ha GMP
BHPOGHHUTBO

TOB «I"eacon Pixrep Moabway | Bupobumireo 164/0031/15 IWSF .405.15.2022.1P.1
By pawina,35, Tpoasucex Heposdacosaroro WTC/0031_03 01/20
Masoseubruii, MPOAYKTY, HepBHiiHa
05-825, INoswia YAaKOBKA, BTOPHHHA

VIIaKoBKa
TOB «leneon Pixrep [Monbiuay Kourpoas sikocri, 164/0031/15 IWSF.405.15.2022.1P.3
BYIL. KH.iO.I‘IOLMTOBCLKOI“O,S, BHITYCK cepi]' WTC/003 ]_.02_03/22

I"ponzncix Masosetnkui,
05-825, Monwuia

Komenvapi: -
YMosu s6epiranus: 36epirary npy TeMieparypi ve Buule 25°C,

3asiza vipo ceprugicanio: Lum 3aCBIBIYI0, WO HaBefeHa Buwe indopmanis crpagxkHs i rouna. s cepin
MIKAPCHKOTO 3aC00y 6yAa BUTOTOBACHA, BRIMOYAIONH YTAKOBKY/MapKyBanHs Ta KOWTPOIh SKOCTI, Ha
3a3HaveHili(-ux) BuIle BUPOBHUUI(-1X) ADsnui(-xax) y nosnii BianosiaHocti o Bumor GMP Micuesoro
PErYRATOPHOIO Oprany Ta crelyuikallii, cxsancnol B kpaini-iv rroprepi. [1potoioian supoSuuurea, yrakonky
ra ananisia Syan nepernsuyTi i scranosseni Biamosimo 1o cratjjapris GMP. Brasana suiue cepis surnyuiena
Ha PUHOK.
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TOB «"enecos Pixrep [Toaswan

UA ‘

@ : * ol >} » 03-8235, m. I'pojsnesk Mazopensiuii
Gedeon Richter Polska syn. KnlO.llouaroscsrore,5, Monsima crop. 2/2
Ten./axe: (+48 22) 755 96 00, 755 20 41 ’

Tponipunosnn® 500 mr

Hontep cepii: H49070A

PE3YJIbTATH AHAJIIZIB

Ne TECTN I Cueungrikauin - Bumorn PE3YALTATH
flpu sunycky Mo kisnst TepMiny BPUMATHOCTE BHITPOLYBAHDL
N 8,P.1.-6.0018/12/L Ne 8.P.F.-6.0018A/12/1.
. | Orne TadueTkn oBansIL ABOONYII, BiA GLIOIO SO KPEMOBOKD KOILOPY, 3 PHCKOIO Biswonizac
AR TOAEY 3 0AHOIO BORY, JIOBKHUOIO |7 MM, HPUHOIO 7 MM,
2. | Cepesina maca rabneriy 640 Mr4:5%
(608.0 ~ 672.0 v) G
30 Oauopiicrs mach He Siatbe 10% okpeMiX Mac MOMCYTh MATH BLIXHACHIIS Bl COPCAHLOT
MacH Gl iz Ha £5%, DROAUA HE MOXE MATH BLAXHACHIA BIR CCPCAILOT 625,6 M1~ 647.3mr
vack Ginbil nik na =10%
4. | Lrerrrudixauin Yh-criektp sunpobypanoro posuniy IOBHRUCH BUARIATH MAKCUMYM
I Y-crexrp aBeopOuil npu fosui Xunai 258 uvE2 us. Bianesizac
2. Teer meronon BEPX Hack yrpusyBaliig ocuoBHuX nikie inosury ta coni 4-aucraninobenzotinot
RUCHOTH 3 N.N-AMMCTHAAMIIT0-2-BPONAHOIOM 12 XpoMaTorpami
BUIPOBYBAHOUO POIUMILY MOBKIINT BLANOBLAATH wacas YIpuMyBaiis
QCHOBHUBX 1K LN KOMITOHCHTIB 112 xpm\zzrrorpa.\li CTAHAAPTHOIQ POIUKIY, l‘;i;’l”()ﬂi;’la(ﬁ
5. | Cnopiatieni aomiunu (BEPX):
Finokcanrui He Ginsie 0.2% 0.01%
d-aminoGensoiina kuciora IHe Gisvee 0,2% 0.03%
Oaunuana weizeutishixosana [e Gistbine 0,10% <0.01%
A0MiLiKa
Cyma jomitok He Biantue 0.5% 0.04%
6. | Kiasxicne sussaucnng
AHOUQT petoBIm:
Iuosny npanoere 500,0 mrfatn. 2 3% (475.0 - 525.0 mr/rata.) 490.0 ar
{Metizonpunon)
Yoromy usteai:
luoznn 120,0 Mefraban. & 3% (1 14,0 - 1260 mr/rada.) 1184 vr
Cinn d-aueranminobensoiinol
waeaoti 3 N,N-guperssavino- 380.0 mrfradu. & 3% (361.0 — 399,0 aritaba.) 3716 ar
2-n1ponaoIon
7. | Oanopiaticts posoBanux Honyeriuma Mesa Tuoswn
OAIHIIIL { PO3PAXYHKOBO-BATOBHIA (AV) 2LI(n=10) (L1=13) AV=19
MCTOA) abo (97.3% ~ 99.7%)
[posoilsTs antic npy sRyCKy JIonyCruMa Meska Cinn 4-
(AV) 2 L1(n=30), i Toul aueramiodensoinoy
Minimyse(1-1.2:0,0 M (L.2=25) KMCIAOTH
markeumym<(1FL2-0.0 )M (1.2=25) AV=2.3
(96.5% - 98.8%)
8. | Posunnenns He menme 73% (Q) sassacuol Kimmoc:‘ri coiri d-arcranti;ofensoinol 98% (96% -99%)
KHCHOTH 3 N.N e /'ll‘!x\ICl'I/UIﬁMlH()-Z‘lI[?()HZUIO.‘K\\! Ta
ue menue 75% (Q) raspacHor Ki.’l).l\‘f)\.l‘i THO3Y DOBMIAT POFUHHITHCE 102% (99%-108%)
tpoTaros 30 XeHinn,
9. | Btpiura MacH npu BUCYWIYBami
(32 remrieparypu 70°C, npotaros He Gismine 5,0% te Ginbie 6,5% 23%
3 roaun)
10 Baticr eranony (I'X)
Busnauacrues auime upu He Giasiie 53000 ppm e 1640 ppm
BHIYCKY
1| MikpoGionoriuna umcrora
3aranbia KLsKiCTh depobiinx
sixpooprasizsin (TAMC) [le Siantue 1000 KY O/ <[ KYO/r
Barwinna KAbKICTt APURUKOBHN
<10 KYO/r

Ta naicuasux rpubis (1'YMC)
Escherichia coli

Biacyruis 1 r

Bucuosow: Ipenapar innosizae srsorast cneumdianii N
HMara mignncanus: 17.12.2024 ;
JlaTa suecenust sunupanaenn: 17.01.2025

Ynoruonakena ocoba, ska nagana nozein fa
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