o4 $-06-04-00/6

96 Q; APAT "®ITO®APM" K
tOpuanuna agpeca: 02152, m. Kuis, npocnekt Nasna Tuunku, 6ya.1 B, och.A504

‘ TenedoHU: BiAAIN KOHTPOnIo AkocTi (0627) 44-01-77; cknaa rotosoi npoaykyii (06274) 3-10-01

CEPTU®IKAT AKOCTI Ne 1748 Bin 14.09.2020

1. Hassa npoaykuil KevokoHason - ®itodapm B
2. Jikapcbka opma KPEM ANA 30BHILHLOrO 3aCTOCYBaHHA 2% . 5 ’,
3. Poawmip Ta Tun no 25 ry Ty6i; no 1 Ty6i 8 Na4ui 3 KAPTOHY 3 MapPKYBAHHAM YKpail MOBOK 4
4. Cwna ail / aKTUBHICTL 1 T KpEMY MICTHTb: (y i Ha 100 % pi y) 20 Mr -
5. PeecrpaujiHe nocsigueHHA UA/4126/01/01 pivche ao 18.12.2020 - '
6. KpaiHa-Bupo6HuK Ykpaina
7. Homep cepil 40920
8. Poamip cepil 5983 ¢acosok
9. [lata supo6HuyTea 10.09.2020
10. flata 3akiHueHHs TepMiHy npuaatrocti  01.09.2022
11. Aapeca AinbHuuj 3 84500, floHeubka o6n., M. BaxmyT, Byn. CuGipuesa, 6ya.2
. v ist 8ig 15.11.16. N HA N il .07.11p. '8982; CaiaoyTso n,
SR VI e
13. Peaynbraru axanisis .
Ne HaitmenyBsanHs nokasHukis Bumoru HTA .T“’::;;:::h
1]|Onuc Kpem 6inoro a6o mawxe 6inoro konbopy. Bignosigac
2|IgenTndikauin
Ha pi PO3YMHY, npu
2.1|Ketokonason nik, 38 vacom "’ g niky r MAG e signosinae
p pamax po34uHy nopi (a). 5 3
Ha xpomarorpami BUnpoGOBYBaHHOIO PO3UMHY MAE BUSBNATUCA NNAMA HA
2.2|KeTokoHason piBHi | nNAMK Ha Xp PaMi POIUUHY i C3PC signosinae
o Bj inac 1 3a i i -
Ha PO3UMHY, npu
“Kinbki .8.2.N) iKONL" NOBUHEH
2.3|NponineHrnikons nik, 3a Bj, 4acoMm y # niky Bianosigae
Ha pamax po3uuHy PC3
Y 10 nonsx 30py MIKpOCKONa OCHOBHA Maca 4acTok Mac GyTi PO3Mipom He
3|Poamip uacTox Ginblue Hix 50 MKM; AONYCKAETLCA HARBHICTL He Ginbe 10 yacTok Bignosinae
A0 100 MkM i He Ginbwe 5 vacTok Ginbe 100 MkM.
4[pH [Bia 7.0 a0 8.0 74
Ha PO3YUHY, n B
i "KinbKi . 9.1, cyma nnowy ycix . _«‘-‘
5]Cynposiani omiwku y “:m(m. . i o niky, He nonunu:":\zpe;umynru He; WnmneHa
nnoujy nixa Ha Xp! P PO34UHY
i (b) (He Ginblue 3%).
6 |Maca BMICTy ynakosku:
6.1 ?;:" Buicry koxeiol TyGu nosHHHa He MeHwwe 25,0 r Y HOPMi
7 [MixpoGionoriuxa uucrora Ne 1063
7.1|TAMC He Ginbiwe 100 KYO/r MeHuse 20
7.2|]TYMC He 6inbwwe 10 KYO/r menwe 10
He bCAB 1T He
He gonyckaerbcs 8 1 r. He BUABJIEHO
K Bi 019 rpo0,021r81r y 0,020 r
BAZ[F i Big 0,1755rn00,2145r8 1 1 y 0,1967r..
9[Ynaxoska, MapkysaHs [3riano MKs. signosinae
n i 3pasok i i sumoram MKSA go PN NeUA/4126/01/01 Bin 18.12.2015, 3miHa Ne424 sia 12.04.2017.
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Uum n iavylo, wo suwe € ipi Ta TouHoK. Lo cf no 8
Ta i AxocTi Ha iRt AinbH ¢
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Anpec 02C83, r. Kuem, ya. Bopucnonecxas, 13
Ten./®axc:

(+38044)568-32-10 ﬂpmemaﬂrQOZ 5 700
(+38044)207=73-41 Ornen KOHTPONA Kaueg
(+38044)207-73-04 YnonsHOoMOYEGHHOS JMIO NO KAuecTBY
(+38044) 207-73-27 YnonHoMONWeEHOE NMUO O dapmaxkoransopy

CepTudbmnkat cepun nekapcTBeHHOro cpeacrBa

1. HaumeHoBaHue, cuna
HeNCTBUA/aKTUBHOCTL, NEKAPCTREHHAN
thopma 1 pasmep ynakosku
(MAEHTUYHO TEKCTY Ha ynakoBke
roTOBOK NPOAYKLUUK):

2. Homep cepuu roTogoit npoaykuuu:
3. CrpaHa-npousBoguTent:

4. HaumeHoBaHue cTpaHbl / cTpan
Ha3HauyeHus Ans cepuu:

5. HoMep perucTpauuoHHoro
YAOCTOBEpeHUn:

6. laTta npoussoacTea:

7. laTa okOHYaHMA CpoKa roAHOGCTH
(Mecsiy u ron, nocne Kotoporo JIC He
npuMeHseTca):

8. HassaHus, agpeca u HOoMepa
NULIEH3UIM BCEX YYacTKOB
NPOU3BOACTHA M KOHTPONA KayecTBa:

9. Ceptudbukartol cooreetcTEUs GMP
BCE&X y4aCTKOB, YKa3aHHbIX B N.8:

10. PeaynbTaThl aHanuaos:

11. KommeHTapuu:

12. 3asenenue o ceprucburauymnu:

13. Ums u chamunus
YnonHoMoueHHoro nuua, KOTopoe
ocylecTenaeT cepTuhuKaumio cepun:

14. Noanuck YnonHoMouyeHHoro nuua,
KOTOpOe ocyllecTRASeT
cepTudmrkaumio cepun:

16. aTa nognucanus:

KETONOHI-JAPHULIA®

1 MN pacTeopa cogepxuT KeToponaka TpomeTamuHa 30 mr,
pacTBop ANnA URbekumia, 30 mrivn

no 1 mMn B amnyne; No 5 amnysn 8 KOHTYPHOA SYEAKOBON
YNaKOBKe; N0 2 KOHTYPHbLIE AYENKOBbLIE YNaKOBKM B Naudke.
Mapkuposka Ha ykpauHckom u DYCCKOM A3bIKaX

UH40920
YkpanHa

Pasmep cepuu: 43551 ynax.

YKkpauHa
UA/2190/01/01

ceHTsbpL 2020
09.2023

fIPOV3BEAEHO, BKIIOYAS YNaKoBKy/MapKuposKy u KOHTPONb
KauwecTBa Ha HAO «DapmayeBTHdecKkas duvpma «dapHuuay no
agpecy: r. Kves, yn. bopucnonsckas, 13;

NueHsna AB Ne 598086, cengetenscTso of arTecTayuu
nabopatopuin OKK Ne 128

ceptucukaTt 035/2019/GMP

npueejeHkl B cepTuduKkaTe aHanuaa (nononHeHue 1)

XPaHUTL B OPUrMHANLHOW YNakoBKe Npu TeMnepaType He Boile
25°C. He samopaxusaTs. XpanuTs & HeLOoCTYNHOM ANs geTen
MecTe

3TUM NoaTBEPKAAI0, YTO BCe NPOV3BOACTBEHHbIE CTaauK ANA
3TOM CEpUM reTOBOM NPOAYKUMK Bbinn npoun3seaexbl B NonHoOM
COOTBETCTBUM C TpeDoBaHUAMY, YCTAHOBNEHHLIMK B
ASHCTBYIOLIEM PYKOBOACTEE MO GMP, yTeepxaeHHOM
MurncTepcTBOM 3apaBooxpaHeHns YkpauHsl, v ¢
TpeboBaHUsMM perncTpaymnoHHoOro 4ocke CTPaHbl HazHaYeHWs.




Haumenosanue npoayxyuu;

Homep cepuu:

Homep PerucTpaumordHoro
YAOCTOREpPEHUS:

AHanus BuinonHen no;

PesynoTar ananuaa:

CepTudukar aHanusa Ne 4

10625700

KETOROHF-,&APHML{A@, PACTBOR ANA MHBEKUMA, 30 Mrimn, no 1 mn g aMmnyne; no 5

aMIYN 8 KOHTYDPHON RYElikoBOR YNaKoBKe, 1o 2 KoHTYpHbIG AYGVKOBbIE YNZKOBKY B Nayke.

MapkuposKa Ha ykpanHckom W PYCCKOM si3biKax
UH40820
UA/2190/01/01

Pasmep cepum: 43551 ynax.

MKK NC 07 30.08 2019 « PerMcTpauroHHomy YAOCTOBEPEHMKD NeUA/2190/01/01

Ne n.n, HaHMBNOBGHMB nokasarens

Tpe6oraHue HOPMaTUBHOR AOKYyMenTauuu

1 Onucanne

2 Waentudukayns

3 Mpospaunocrs
4 UseTtHocTs

5 pH
6 Conyrcmyiommeﬂpmaecw

Ee»qaanu,qerm

Msenekaempr chbvem
Mexanrueckue BKNKYeHUR
CrepunsHocTs
Bakrepuansusie 3HOOTOKCUR]

S
- O~

12 Konwuectrennoe onpenenexue
KeToponaka TpoMeTamuHa

Konvuecraennoe onpegenerus
nponunexrnukons

Konudectaenioe onpefenexuve
BeHaunosore cn “pTa

Konuyectaennos onpeaenexrue
AvHaTpus 3jerara

13 Ynakoaka
14 Mapruposka

Mpospasunan cnerxa HENTCBATOrO Mnu IENeHOBATO-KenToaaToro

LIBETA Xua<ocTs

A. Ha XpoMarorpammax UCneiTyemore pacrsopa u pacrsopa
CpasHenus (g), nonyvenHsix 8 pazgens “Koanecmemoe

onpegenskue. KeToponaka TPOMETamMuH", apemena YARPXKUBEHUR

nmuKa KETOPONAKA A0M¥Hb! coBnagaTtk

B. Ha Xpomarorpammayx “CMBITYEMOro pacTeopa u pacreopa
CRABHEHUA, NONYYEHHBIX 8 pasnene "KonmuecmeHHoe

COOTBETCTBEHHO AONXKHbI coBnagars

e CeeTtno-posoroe ORpalMsarine npu 83anMoaencTeum
0,0001 M PACTBOpa weneaa (Ill) ammonns cynedharta P u

pacTeopa 100 r/n Cynehocanuuunosci KUCNOTh P ucuesaer fpu

npubasneruu npenapara

D. Opaumeao~xopqueaoe OKpawmuBaxue npenaparta ¢ 0.05 M
PacTBopoMm Hoaa ucueager npy Nepemelusanu

Mpenapar BOM¥KEH BbiTk Npo3pavkbisg

Oxpacka Npenapata AonmkHa BbiTe H& UHTeHCHBHee 3Tanona Y4
Wnu stanoxa G4

69-79
1-runpokeu anancra KeTOPONaKa - He Gonee 0,5 %

1-keTO ananora XETOponaka - ke Sonee 0.5 %

Mobon Apyroi npumecy - we Bonee 0.5 %

Cymma scex NpUMecen - He Bonee 20%

He Bonee 0,008 %

Mpenapar gonwen COOTBETCTBORATS TpeboBanuaw ey 2917
CooTeeTcrReHHs MKK n¢

Mpenapar AON¥EH BbiTh CTEPUMLHLIM

Mpegenthas KOHUEHTpayug SHOOTOKCUHOR -

He Gonee 115 ME/mn
27,0 - 33,0 mr/mn

90,0 - 110,0 mr/mn

He Bonee 0.017 Mn/mn

0.9 - 1.1 mrimn

CooTtaercreenno MKK nc
Ceooreercraenno MKK N1C

Pesynerar aHanwusa

CooTeercrayer

Cooraercmyer

CooTserctayer

Cootaercrpyer

Cootsercrayer

CoomercrsyeT
Coorsercrayer

7.4

0.0%

00%
Coorsercrsye?
C,1%
Cooteetcrayer
CooTsetctayar
CooTaercrayar
Crepunemsiy
Cootsetcrayer

30,5 mrimn
98,7 Mrimn
0.015 mn/mn
1.0 mrtmn

Cooteercrs yer
Cooree TCTBYET

Crpanunya 1 uz 2




MNpogonxerue Ceptudux

Hata okoHYyanus Cpoka rogHocty  09.2023

XpaHeHue: XPBHUTE B OPUrMHANbLHOM ynakoske npwm TeMnepaType He Bbiwe 25°C. He samopamusaTs. XpaHnTb 8
HEAOCTYNHOM ANA AeTel mecTe

3aknyeHue: CooTeetctayer TeeCoBanuam MKK N1C ot 30.08.2019 PErUCTpaunoHHoMy YAOCTOBEpEHWD
NeUA/2190/01/01 i . -

:\Mw‘nvxeuxo B.A.

Aara noanucanms: Z ///‘D/ ZO Hauanssuk OKK: -

CrpaHnua 2 u3 2
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~ Tosapucro 3 o6mexeHo10 sianosinannunicrio "Arpodapm”
Ykpaiua, 08202, Kufscoka o6a., M. Ipiinh, ays. Leuvpansia, 113 A

Ten, (044) 599-02-84, 0673221614 (Y nosrhosaxeHa ocoba), e-mail: ngrothrm@hkr.net
Bupobuuua pisnunis, Ypaina, 08202, Kuiachka oGi., m. Ipninn, sya. Lewrpannia, 113 A,

N—
“ATPOOAPM”

§ CKAAR CUPOBUHN,

} MATEPIAMB va

1 Haiimenysanuna npony Kuif

2 Jlikapchka dopma

3 Cuaa pilfakruBiicrs

4 Poamip T8 THN yHaKOBKH

S Kpaina-upobuni

6 Homep peecrpauifinoro
nocaiueHs

7 Homep cepii
Posmip cepii

§  lava pupobuunres

Y Jlama jakinvedust  repminy
APUAATHOCT]

10 Huasswu, aapecn Tt HOMEpPa
Alnensiit  Beix  Albuunn
BUPOGHHUTBA TR WOHTPOJIO
SIOCTE

11 Ceprudixaru GMP
AlthHuUb, sKkazaunx 8 1.10

12 PesyabraTn ananizin

13 Komenrapi

(4 3ansa tipo ceprrdikauio

15 ilpissuie, nignue i nocana

1’, (et

ocofu, smca Bujtaaa JA03BENY na
BHEYCR cepil

105 0 A
; /«/,//‘/ AP

N ®IKAT CEPII JIIKAPCBKOI'O 3ACOBY

KO®EIH-BEH30AT HATPIIO

Lorosol nroayky ) . )
’ "'""’"A“%m‘mu 110 200 mr, no 10 Tabaerox y Gaicrepi, so 1 Giicrepy y nauni

Kodpein-bensoar narpiro

TabneTKu

| rabaerka mictnte: kodein-Gensoar narpio - 200 mr

rabnetn no 200 mr, no 10 Tabnerok y 6aicrepi, no | 6nicrepy y navii
Ykpaina

UA/6199/01/01

1140920

51800 yn.

03.09.2020

1o 09.2024 :

Yxpaina, 08200, Kuincbka 06n., M. IpniHh,

syn. Llenrpansua, 113 A,

Jlinensin: AE Nel93882 sin 18.11.2014 poky

Yipaina, 08200, Kuisceka ofin., s, [pninn.

syn. Wesuenka Tapaca. 3

CRIAOWTBO NPO ATECTALL 1O

Ne 204 8in 02.06.2015 poky

Yipaina, 08200, Kuisceka 061, M. Ipnis,

syn. tllesyenka Tapaca, 3

CBifaouTBo Npo arecTanio

Ne 278 gin 05.11.2015

NeQ32/2019/GMP  ctpok  aif no 19.04.2022, supanui  Llepxasnow
cnyn6o10 Yrpatuy 3 nikapehkux 3acobin Ta KOHTPONKS 38 HAPKOTHKAMH
HageneHi B ceptudikari axocti

LM ninTeepmiyio, wo suieskasana iHQopMaia € AocTosipHoQ |
TouHow. Ll cepis npoaykuil Gysa BupoGieHa (BKAIOHAKMH YIAKORKY /
MapKYBaHHA) | NPOBEAEHO KOUTPOAS TT AKOCTI KA BHULEAKAIAHIA AlnsHIL »
noBHiA  sianogiaHocTi % AuMoramu GMP. BCTAHOBJIEHMMH  MiICLICRKM
PCIYASTOPHNM OPraHOM, & TAKOM y BIANIOBIANOCTI 3 cricindikaninamm, s
MicTaThCH B peectpaniiivomy pocke. [lpoTokoan aupobHuitiBa Syitn
HEPErsIHYT | BCTAHOBNCHO BINNQRIR

PG, 09 20RO

Ila'ra niucan g

Xinps A,
Yrnosropanena ocoba




O6ulecTRO ¢ OFPBHNYEHNOM OTBETCTHEHNOCTLIO H T pMcTao 3 ob oK BignosiganiHicTio
"Arpochapm” " “Arpothapm”
- NOAMIS HCKAK OO, £ ADNDI, YR L\SHTPRINHAN, Von oo, DBIOR, RWACIE OBIL, M Tpinrt, Ay Lovapartg, 11340

fon (W)bw«ozéa Tenipanc (04597)-62-9-15, e-mait  agrofarm@punr nol
*IDOKSH0SCH RN yHaeTos Yxpawna, OB200, Knenckan o, f Upnom, yn LienTpanei@s

il

Ten (044)99902 B4, Toniparc (045971-62.9-15, o-mail  agrofarmiduly nu

113 A BrpOrvmd Airkauy, Yrpause, 0B200. KwisC:xa obn. &t lpmes, qyn Lienspaniss 111 4

Gaen "3

Coprudnaar GMP NOOSH2DANCMIY or 17 85.2018. anpan FOcyABocTRRImOR crymbon Yepauwsia 1o [iC

copak AE Ne 193882 0y 27.11.34 AR KOUTPO/HO HKOCTE JHUBHOIR 148 BPOLIMITHO CopiR AE NR1DIBBZ uin 27 11 14
Caprwgust GMP ReGIZ201WGME gig 17.05.2010, 6 wimriei [L0pMasiow ciywbow Fapiinn 3 Austetax

R )

[ 1582,/40T50 3

KinbKiClt 1 COpiE (KONWH@CTHO B CEPWM)
Cuna aif | AKTABNICTI. 1 TABNOTKA MICTHTHIKOWPETH-OONIOHT HETPII0 - 200 Mr

ofusmenon signosaaniilcne
“AFPODAPM”
CKIIAR CUPOBUHN,

MATEPIANIB va
i rorosol nrogykuil

CEPTUDIKAT AKOCTI

{CEPTHBHKAT KANECT BAY

KO®EIH-BEEH30AT HATPIHO
{(KOREAHBEHIOAT HATPAM)

netku, no 200 mr, no 10 raBnerok y Bnictepl, no 1 Bnicrepy y navtii

{raBneta n 200 mr a0 10 TABNOTOL » BrnCTEpe, MY Y DAMCTaDy # NBWwa)

1140820

21833 Y01

Kpamalerpaua) Yxpai
Nata uwwpotiwiras Ulara Rovauoacrne)

Ne cepu (cepum) |

\THBHOCTH 1 T

{Cuna qo4
Pocecrp

T narpus - 200.0a1)

{perncTp

A

CcBuABTOIncTO) N8 UA/B199/01/01

AnnpoGyRann nponsgexe arlano MeYoAls xonTponio neocrl 13 Nz SFP-184-03

(MSnBITaNNA HPOBEAEHE COMMacKHo METONON KOHTPOIH KauGCTUR 1IC Na SFP-154-03)

noxamnxn(u\onaaavalm)

NpoTarom Tepminy npugarsoctl

ﬂph BANYCKY (IPA BuyCKO): l _ {8 TovOHMM CPOKD TORHOCTH):

Po cynbnm(m' YT @1 m)

Cnne (onvcarme)

Tabnetun kpyrioi Gopmi, BINOr0 KOMbOPY, 3 NNIOCKOK NOHBDRXHBIO i CKOWMHNMA KDiHMH |
PHCKOK
{ratnerku Kpyrnou Qopmn, Denoto 1BATR, C NIOTKOA NOHBPXHOCHNG GO
CKO(DGNHMMMKDQHMM n pM(‘KOﬂ)

Blnnomnac

(coormmrnyoﬂ

TROHTRDIKBLUIR [ARPHTUDWKL AN
xopotk (xageuit)
Honaoamu (Gorsoame)

A, PPeakpn 3 poadniiom amiaxy (PBaKLmA ¢ PRCTEOPOM aummaxa)

8. Poaxiin (a) na Bengoar (peakuvn (8) vHa Benaoar)
C Ha XPOMEIO! Pami BUNPOBYBAHOIO POJUMNY. OfEDXaKIA NPN uunpoﬁyuamn "Cynposiasi

Bianonigee {cooraercreyet)
_Blanoalnac (cooveercTayel) .

wohein ma Gonavamu LOMGEKK", MBIOTH BMABIHTMCA AAI CCHOBII NIAKRIMN M@ DIt NESM KODBINY | xMCIICTN Bianoninac
6eHICHHON HA XPOME! OfDAMAX POIUNHIE NOPIBNIKKA (D) | (C), BIRNOBIAHO
(1@ XPOMBTOrPAMME NCNIbITYEMONO PACTBOPE NONYWRHIOR DU MCNLITaNWK “Conyt. B .
Ul . COOTRCYCIAYE!}
(vocpeurs u Gensoams) CTBYRILME NDAMECK”, KOfAHE: NPOABUTHCH U8 OCHOBHIX NHTHA 1A YPODHE AT S ¥ y
«OEIRHE 1 KUCNOTI BEHIOAHON HA XPOMBTOIPAMMax PACcTIOPOR CpanHenur (D) ¢ (C.
- COQTBEICTHEING] e e o v e s
H8Mpit [nampud) . D. f'eaxuix (C) Ha HATPIM {DeawME (C) 18 HaTPWi) Bignonigac (CooTReTC
Cnpagn Bigy (07} 2375 wr o 2625 mr (250 M £ & %) 2488 wmr
Onnopmulcm uo:ooaanux
carHrLb (ORHOROAHOCTh
AQIPORAMERX QJMHIALY
8 Mac nipgrioinary ' OY; 2.9 40, poapaxyHKoRo-uaroavwin MeTos (AOMKEH COCTROTCTRORAT
. ) 2.4
Kopettry (xogoura) (Y, 2.9.40, pacuemio-nocoRomeTon) N
- Hampiho Genzoamy “Mae uuwoumam f OY 2% A0, pO3PAXYHNORQ-BEIOBMN MOTON (l\onm*n cocmevcmnmam 5.2
{ampun Benzoama) @Y, 2.8.40, PACHETI0-HECOBOV METOR) ' e

Cynposighl LomilkK
(COnYTCTYIoUIME NDIMECH)

Bipnoniuae \Coommcmyeu

He Ginutue (ne Eonee) 0.5%

POIUHIOKNRA (PACTBOPEHNG)
- nogeiny (kogeuna)
- nampir Hensoamy
irampus Bonsoamsa) .

7'
He menwe (Ke menee) 75% 33 45 xa (M) 9%

101%

He merwe (ne menea) 75% 32 45 xu {mwi)

MikpoBionorinKg Yncrora
{MURPODWOND MNBCKASE WMCTOTa]
KiNLRICHE BUIHANOHHN:
{KUNNHECTBENHOR 0NPONEIoHNE)

- kogeiny (kogeuna) (CeHioN«O2}

~ wampin Sexzoamy
prampur tensoamal (CrtisNaOz)

Ynakoaka {ynaxomnka)

FATGNENE “HCHO AOPOOHIX MIKDOOPT A1GAMIN (ODUIOE WHCIID @aPOCHBIX MAKPOOR! BHit IMOB)

oggaie TAMC - v Bitnus {ne Sonee) 10° KYO (KOE) 8 1 ¢ .
AAITH1 G SACHO APMIDKOBMX T3 fiTcenarux rputis (0D0[ee UCHO ADGMKOBRIX W

no COOTRBTC! AYOT)

nnecienx rpubon) - 1YMC - we Binwwe (e Bonee) 10 KYQIKOE) 831, L Ria “W” R y“( :

BACYNUCTy (orcyICTUNe) Fscherichiacoli w11 N Bincyvoj_i_. (gygx'r'gt‘u'yy)!} o

POSUEE T S—— et g eim i

Bianosinse (coomowc § ny

Bin (o) 73.0 br ao 87.0 M. y Bia (o1) 70.0 mr 1o 80.0 mi, y nopepaxyriy na

”‘2‘?1‘::1?:'2{ ::p?cpu:{‘r:.: : :;:;‘x:' cepepHio Macy OaNicl TalineTsy (B nepec-ete wa 79,7 i
)| rabneTxa
MBECY OA1OR TaBrnaTKN) CPE/IHINO MBCCY OAHOR TabNETIH) B ]
; Buxa(m)( K‘ 1'1’0 M ‘o. Eigcmz ’:"c[ Bip {oT) 107.0 mr no 133.0 mr, ¥ nepepixynsy i
HepopaxyiKy (A CapeuY ¥ ON Ha Copeno MACY ONHICH TABNEeTRM (1 nepecqeTe 114.8 w7

120NETRY (1} NOPHCMETE HA CPUAIIOID
maccy oo Tafinetkn) L
" Mac smnom;mu summ am i (;xmm(en roomen,mouam Tpf«ooaasmam Hw
Mac mmmmnam rmmon an Hi| (ponken z‘omnmcmouavh 'poboaarmm H[
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RESIRTE

AapHMUuudn

Anpec 02093, r. Kues, yn. Bopucnoaecxas,l3

Ten./daxc: (+38044)568-32-10 Ipuemua 1@02 5 3 1 3
{(+38044)207-73~-41 Ormen KOHTRONR Kaue

{(+38044)207-73-04 YnonuHOMOWEHRHOE AWUO 10 KaYeQTBY
{+38044)207-73-27 YnonHoMOYEHHOEe nMUO OO $apMakoHan3opy

CepTtudpukar cepun nekapCTBEHHOro CpeacTea

1. HauMmeHnoBaHue, cuna
AeWUCTBUA/aKTUBHOCTL, NEKapcTBeHHan
dropMa ¥ pa3Mep YNaKoBKM
{(MASHTUYHO TEKCTY Ha ynakoBKe
rOTOBOW NPOAYKUMK):

2. Homep cepuit roToBOM NPOAyKLUMK:
3. CrpaHa-nponzBoaunTeb:

4. HaumeHoRaHue cTpaHbl / cTpaH
HasHaueHURA AMS cepuum:

5. Homep pernucTpaumnoHHoro
YOOCTOBEpPEHURA:

6. lata npousBoacTea:

7. laTa OKOHYaHWUA CpoKa rogHOCTH
{MecsauU n rog, nocne Kkotoporo J1C He
npUMeHseTcs):

8. HasBaHuA, agpeca u Homepa
NMALEH3UA BCEX YYACTKOB
NMPOM3BOACTBA U KOHTPONA KavyecTea:

8. Ceprudhukathl coorseTcTBUs GMP
BCeX Y4YacTKORB, YKa3aHHbIX B N.8:

10. PeaynbTaThl aHanusos:

11. KomMmMmeHTapum:

12. 3anBnexnue o cepTUdUKaALIAA:

13. ma u hbamunus
YNONHOMOYEHHOTO Nuua, KoTopoe
OocyuwecTBnsieT cepTudiMKaumw cepun:

14. NMoanuckt YnonHomMoveHHoro nuua,
KOTOpOE OCyWecTBAET
CepPTUUKaLUIO Cepun:

15. OaTta nognucanus:

KANMBbUWA MMOKOHAT-JAPHULA (CTABUITUSUPOBAHHbLIIN)
1 MN pacTBOpa COASRMKUT. KaNbUWa rMoKkoHaTa 85 Mr, Kanbuma
nesynudata 10 mr, pacTeop Ana wHsekyu, 100 mrimn

no10 MN B amnyne; no 5 amnyn B KOHTYRHOA R4&iKOBON
YNakoBKe, NO 2 KOHTYPHbIE A4EAKOBbLIE YNAKOBKW B Naqke,
MapkupoBKa Ha yKpauHCKOM U PYCCKOM A3bIKax

UAS51020 3515 ynak.
YkpauHa

Pasmep cepuu:

YkpauHa

UA/6589/G2/01

oKkTsbpL 2020
10.2023

NPOV3BEAEHO, BKNIOUAR YNAKOBKY/MapKUPOBKY U KOHTPOMb
kavecTBa Ha YAQ «PapmauesTuieckas upma «JapHuiar no
afpecy: r. Kues, yn. Bopuenonsckan, 13;

nuueHsna AB Ne 598086, cengetensctso of arrectaumu
nadopartopuin OKK Ne 128

cepTudukar 035/2019/GMP

npvBeAeHbl B CepTuduUkaTe aHanuaa (qononHexue 1)

XPaHUTb B OPUIMHANbLHOW YNAKOBKE NPU TEMMNEPATYDE HE BbILE
25°C. He samopausaTe

OTUM NOATBEPXKAAND, YTC BCE NPOWMIBOACTBEHHbIE CTAANM ANA
3TOW Cepun roToBOW NPoAYKUKW Bbinn NPoU3BeAeHbl B MONHOM
COOTBETCTRUMN ¢ TpeBOBaRUAMM, YCTEHOBIEHHbLIMA B
AelcTeyowem pykosoacTee no GMP, yreepxaeHHOM
MyHUCTEpCTBOM 34paBOOXPaHEHWA YKDaMUHEI, U C
TpeboBaHUAMN PErNCTPAUMOHHOIO A40CLE CTPaHbI HA3HAYEHNS,

‘ ~JJ¢6 ‘Jéé;l Aﬁf}‘




HonoriHe

CepTtuchbukar ananusa Ne 5

HauMerosakue npeaykuuK: KANBUIS MNKOKOHAT-OAPHALA, (CTAEMHMS‘APOBAHHBM), PacTsop ANs UHBEKLUMI,
100 mrimn, no10 mn s EMITyNe, No 5 aMNyn B KCHTYPHOW AYERKoBOM ynakoeke: no 2
KOHTYPHBIE AYEWKOBLIE YNAKOBKM B Navke. Mapkuposka 1a ykpaunckom o PYCCKOM R3bIKax

Homep cepun: UA51020 Pasmep cepuu: 3515 ynak.
Homep peructpaymonroro UAIB589/02/01

YAOCTOBERRHUSA!

AHanus eLinondeH no: MKK IC o1 26.11 2018 « PEIMCTRAUMORHOMY YACCTOBEPEHIIO NelUA/B589/02/01

Pesynwrart aManuaa:

Ne n.n. HaumeHosanue nokasarens Tpeboaakue HopmaTUgHOMI DOKyMeHTauuu PesyneraTt ananuaa
1 Onucanue Mpoapaunas BecupeTHas HUOKOCTE CoorsercrayeT
2 MaesTubukauus A. LseThas peakuums (kanbuus FIIOKOHAT) Coo’rsercraym
B. MNpenapar aaer PEarUMC (C) Ha KaNLLWR Cooraercmym
C. Ha xpomaTtorpamme MCMBITYBMOIO DACTBOPE ACMKHO CoorseTcrayeT

OBHAPYMMBATSCA OCHOBHOS NATHO Ma YPOBHE OCHOBHOMO MATHA HA
XPOMATOrPaMMe PECTBOPA CpasHeHus, CocTeeTCTBYOWES My No
oKpacke (KaMsuna rokoxaT)

D. OBpasosanue ocaara Acgotbopma (kaneyus neaynuHar) Cooteetcrayer
E. OBpa3sosanie NPO3PEYHOTO cuHero pacTeopa xansuws CoovseTtcreyer
Caxapar u kanbyus TNICKOHAT)

3 MpospavwnocTs fipenapar gonwen Beims M0oO3paYHbLIM Ceotasertcrayer
4 LiBeTHOCTB MpenapaTt fonxex ot BECLBETHBIM wiu Oxpacka npenapara Cootesercreyer
A0NxHE DbITs HE WHTeHCKHEHES 3TanoHa B7

5  pH 50-70 6.8

6  Waenekaembii obbem MpenapaT nonxex cooTeeTcragsaTs TpeboBanvam oY 2 017 Cooteetcrayer

7 Mexanndeckue sxriovema CooTeetcTaeHko MKK NG CooTeetcrayer

8  Crepunsnocts Mpenapar gonxen SuiTs CTePUNEHbIM CrepunsHein

9 BaKTepHanbHbIe IHA0TOKEHHE Menee 16.7 ME/an CooTtsercreyer

10 KonuuecteehHoe ofipedensHine 9.3 - 10.2 mrimn 8.6 mr/mn
Kanbuus

1 ¥Ynakorka Cootsercraenne MKK NC Cooteercrayer

12 Mapkuposxa CooteetcTaenno MKK nc Cooraercrsyer

Aata oxonuanug Cpcoka roaHocT  10.2023

Xpanerue: XPEHWTL B CPUFWHENDLEON ynakoske NpW TeMriepatype He eeiwe 25°C, He 3AMOPAKUBAETE
3aknrouenue: CooTeetcTayeT tpebosanmam MKK iC ot 26.11.2018 » PervcTpagnorHomy YAOCTOBERSHUID
NeUAS589/02/01 N Fris vt e
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x 3 NYBJINMYHOE AKIIMOHEPHOE OBIIECTBO «HA YYHO-IIPOM3BOACTBEHHBI
HEHTP «BOPIIATOBCKHII XHMHKO-®APMAIEBTHYECKHI 3ABOI»

VYkpauna, 03134, r. Kues, yn. Mupa, 17
Ten. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83, (+38044) 205-03-14 (Y 10NHOMOYEHHOE IHI10)

10

11

12
13
14

15

v voreg Gy (002 ot

CEPTUDOHUKAT CEPHA JJIAA TEKAPCTBEHHOI'O CPEJICTBA

HanmeHoBaHHe NPOAYKIHHA
JexapcrBensas ¢gopma

Cuia pelicrBHSI/aKTHBHOCTD

Pasmep B THN YNaKOBKH
Crpana-npou3BoanTeh

Homep perncrpanHOHHOIO
CBH/ETEJILCTBA
Homep cepun

Pa3mep cepHn
Jata npoussoacTBa

JdaTa oxoHuaHHA CpoKa
TOAHOCTH

Ha3BaHus, agpeca H HOMepa
JIHIIEH3HH BCEX YYACTKOB
NPOH3BOACTBA H KOHTPOJA
KavecTBa

Ceprduxarst GMP
YYACTKOB, YKA3aHHbIX B .10
PesyabTaThl aHAJIH30B

KomMenTapun

3asBnenne o cepTHPUKANHH

Ddamuans, nOANHCHL H
JOMKHOCTD JNNA,
BBLIAaBIEro pa3pelieHHe HA
BBINYCK CEpHH

KPATAJL TabnerkH

Kparan
Tabnerku

1 Tabnetka conepXHT: GOAPBILUHHKA NIOAOB 3KCTPAKTA FYCTOrO, B
nepecyeTe Ha Cyxoe BelecTBo 43,0 Mr, NyCThIpHHKA 3KCTPaKTa
TYCTOro, B niepecueTe Ha cyxoe Beuiecrso 87,0 mMr, TaypHHa, B
nepecyete Ha 100% cyxoe sewectBo 867,0 Mr

ITo 10 Tabnerok B 6aHcTepe; no 2 6aMcTepa B nayke

VYxpanuna
UA/3866/01/01

0651020

28 474 yu.

13.10.2020

o 10.2023

Vxpanna, 03134, r. Kues, yn. Mupa, 17;

nHneH3us AB Ne598003;
CBHAETENLCTBO 00 aTrecrauuy jaboparopuii OKK Ne96

Ne017/2019/GMP no 18.01.2022

IIpuBeneHs! B cepTHdHKaTe KayecTBa

HacroswmM noarsepknalo, YTO BblllleykasaHHas HHGOpMalus
ABMAETCA JOCTOBEPHOH M TOYHOH. IDTa cepHsa mnpoAykuuH Obina
NpON3BE/ieHa (BKMOYAs ynakoBKy/MapKHPOBKY) M NPOBENEH KOHTPOb
€e KayeCTBa Ha BbHIMICYKa3aHHOM YYacTKEe B IMOJIHOM COOTBETCTBHH C
TpefoBaHHsMH GMP, yCTaHOBJNIEHHBIMH MECTHBIM PETYJISTOPHBIM
OpraHoM, a TaKkKe B COOTBETCTBHH €O creuudukammaMu, KOTOpbie
COZIepXKaTCs B PErHCTpauMOHHOM Joche. IIpotoxonst npoussBoncTsa

6b11H TPOCMOTPEHBI M YCTAHOBJIEHO cooTBeTcTBHe GMP

Ianamapuyk E.A.

Yno/IHOMOUECHHOE U0




My6niune akyionepHe Mmoeapucmeo «HayKoeo-eupoGHuNul YeHmp
«BOPUJATIBCbKHA XIMIKO-®APMALIEB TUYHHAA 3ABOL»
Biddin Konmposmo Axocmi
CeinouTeo npo avecrvauiio Ne NT-410/14 sig 03.12.14
suaane [ "YkpmeTtprecrcranaapt”
Caigoureo npo arecrauilo Ne 96 sig 20.01.12

My6Gnu4noe aKy, T o6y

D
6XP3

«HayHO-npou3E0OCMEOHHbI UHMP
«5OPLLArOBCKH#A XUMHKO-OAPMALIEB THYECKHA 3ABO/»
Omaden Konmpona Kavecmea
Csuperenscrso of artectaumu Ne NT-410/14 or 03.12.14
spiaaHo 1 "YkpmeTprectcranaapt”
CamnaerenscTso ob artectaumu Ne 86 or 20.01.12

BuaaHe [lepxaBHolo ChywG0I0 YKpaiHu 3 nikapcokux 3acobis Bbiaano focyaapcTBeHnon cny:«Boi Yip no P cpeacTaam
Yxpaina , 03134, m.Kule, syn.Mupy, 17 Yxpauria, 03134, r.Kues, yn. Mupa, 17
Ten. 205-41-38, 402-76-36, ¢axc 401-40-36 von. 205-41.18, 402-76-38, daxc 401-40-36
CEPTUDIKAT AKOCTI
(CeptudukaT kauecrsa)
KPATAN
(kpaTan)
Tabnetku, no 10 Tabnetok y 6nictepi, no 2 6nicrepu B nauuj
(ra6neTku, no 10 Tabnetok 8 6nucrepe, no 2 6nucTepe B navke)
e cepil (cepuu 0651020 Kinekicte B cepil (konuuecTso B cepuy) 28495 wr,
Oara BupobHuurea (aaran soacrsa 13.10.2020

0C

Bunpo6yBanHs nposeaeHe 3rinHo MeToAIB KOHTPONIO AKOCTI N3 NeSFP-050-04

PeecTpauitiHe NOCBifYeHHA (DErUCTPaUNOHHEE CBUAETeNLCTE0) NeUA/3866/01/01

DMEXEeHUW (CPOK AeNCTBVA PErncTRA

(McnbiTanns NposeaeHbl cornacto MeTonos koHTpons kavectea JIC NeSFP-050-04)

Moxa3uuku AKOCTI
(nokasatenu kadecrsa)

HOrQ CBMAETENbCTBA HEOrPAHNYEHHbI

KpuTepil NnPUAHATHOCTI (KpUTEpUY NPNeMNemMocTi)

Mpu Bunycky (Npu Bhinycke)

PesynbTaty (pe3ynstarhl)

Onuc (onucaxue)

OsanbHi TaGnerku Bia csiTno-clporo a6o csitno-6yporo
A0 TOMHO-6YpPOro KONbLOPY, 3 BKParnneHHAMH, 3 ABOONYKNOO
rnosepxHelo (0BanbHbie TabNeTKU OT CBETNO-CEpPoro unu
cBETNO-0yporo A0 TéMHO-Gyporo useTa, C BKpanieHuAMH, ¢
L BOSIKOBBINYKIIOH NOBEPXHOCTHIO)

Osanbii TabneTtu cBNO-CIPOro KONLOPY,
3 BKPAMUIOHHAMS, 3 ABOONYKNOK NOBOPX-
Hel0 (oBanbHoie TabneTkk CeeTNo-ceporo

yeera, ¢ Bxpa C ABOAKC yKnow
NOBEPXHOCTBLIO)

Bianosinace (cooTsercrayer)

laenTudikauin (vaeHTUdUKaLMS)
TaypuH (TaypuwH)

®nasoHOIAN (PyTHH, rinepo3na)
(pnasoHOUAB! (PYTUH, rMNeposna))

A. MeTtoa TWX BianosiaHo A0 TeKCTy
(metoa TCX cornacHo TexkcTa)

Biagnosipac (cooTBeTcTBYET)

B. Metop TLUX signosiaHo A0 TOKCTY
(meToa TCX cornacHo Tekcra)

Bignosipac (cooTseTcTayeT)

Cepeann Maca (cpeaHss mMacca ) Bla (o1) 1045 mr no 1155 mr (1100 mr £ 8 %) 1405,5 mr
OAHOpIAHICTE A030BaAHUX OANMHUUL Mac sianoslpatn Bumoram DY, AV < 15,0 %; poapaxyH-
(TaypuH) (0OAHOPOAHOCTb A03UPOBAHHBIX KOBO-BATOBWI METOA (AOMKHO COOTBETCTBOBATL Tpebosa- 1,3 %
eAuHUL(TaypuH)) HusM FOY, AV < 15,0 %; pacHeTHO-BeCOBON METOA)
Po34nHeHHA (pacTeopeHue) He meHwe 75% (Q) Taypuny 3a 45 xB 103,7 %
(He menee 75% (Q) TaypnHa 3a 45 MuH)
MikpoGionoriuHa yucrora 3aranbHe Yucno aepoSHux mixpoopranismis
(MukpoGuonoruyeckan YucToTa) (oBwee uncno aspoGHLIX MUKPOOPTaHW3MOB) - TAMC - 100
e 6inewe (He Gonee) 10* KYO (KOE)Bs 1 r
3aranbHe Yncno apbkaxosux Ta nnicenesnx rpubis
(obutee 4MCNO APONCKEBLIX W NNECHEBBIX rpn6os) - TYMC - <10
e Ginbwe (He Gonee) 10> KYO (KOE) 81 ¢
He Ginswe (we 6onee) 10° KYO (KOE)
TOnepaHTHUX QO XOBYl rpaMHeraTuBHux Gakreplh e 11 <10

(TONEPaHTHBIX K XEN4u rpamMoTpuuaTensHuIx Gaxrepui s 1 1)

BiacyrHicTs (oTcyTcTBMe) Salmonella B 25 1

Bigcytni (ovcyTcrayior)

Biacyrnict (o1cyTcraue) Escherichsa coli 8 ir

BigcyTHl (0TCYTCTBYIOT)

Kinbkiche BU3HaYeHHS
(xonu4ecTseHHoe OnpeaeneHue)
TaypuH (TaypuH)

Cyma cnasoHoiais, y nepepaxyHky
Ha pyTHH (CyMma (bnaBoHOWAOS, B Nne-
pecueTe Ha PYTUH)

BiA (oT) 823,7 mr Ao 910,4 mr, y nepepaxyHky

Ha CepeAHI0 Macy rabnerku (B nepecyeTe Ha 852,0 mr
CPeAHII0 Maccy TabneTtkn) (867 mrx § %)
He moHwWwe (He MeHee) 1,0 mr,
y nepepaxyHxy Ha CEPeANI0 Macy TabneTkun 1,37 mr

(B nepecueTe Ha cpeaHioln maccy Tabnerkw)

YnakoBka (ynakosxa)

Moeuren BlanosinaTn sumoram HA
(norvken cooTeeTcrBoBaTL TPeGoBaHWAM HI)

Bianosipac (cooTseTCTBYET)
v - ", Wb“m

MapkyBaHHA (MapKupoBKa)

MosuneH sianosiaaTn snmoram HA
(AOMKeH COOTBETCTBOBATL TpebosaHuam H)

A T,
“” Bignosipac (cooTadrcTayeT)
. \,\

¥

Tepmin npugarHoctl (CPOK roaHOCTH)

3 poku (ropa)

Nlo 10.2023 %

BucHoBox BKA: Bignosinac suMmoram Merogai
(3akmouenne OKK: cootsetcTeyeT Tpebosanuam ero.cwy%n K

Hau. BKA (OKK) :

Nepewko O.M{BIAALA KQ

oSN Killeors

J4HE BKLIOHEDHE 'V

«BopUiariacLA XiMisa 5P "

JOREL o




@-014-331/8.02
AT KHIBCOKHI BITAMIHHHI 34B01"
Vipaina, 04073, s Kuls, sya Konurvigcexa, 38
HMpuiivarsns: men./ghaxe (G44) 461-03-08
Komepyitnui wiogin: (044} 461-03-31
Bioaia kowmposeo axocmi: (044) 461-03-34

Bupobuuva dinenuys.

Adpeca: Yipaiva, 04073, u. Kuis, eva, Konwriscusa, 38.
Jhigensin cepis AB No 598093 audana [lepacasnon cayaborw
Yipabu 3 xixapeesux sacobie sio 04.07.2014 p.

Cridoymeo npo amecmariio sabopamopit Mo 216
Hepxcasnow Yxpabwu 3 nikapewcux sacobiy

aig G7.07.2014 p.

Cepmupixam sionogionocmi ysos supoGuuymaa Nixapcoxux
Jacodie aumosaw naresenol supoduol npaxmiuy

Mo 00272001 9/GMP 610 14.01.2019 p., mepmin 6if do
14.12.2021 p.

Ceprudpinar cepii Ne 3

Hassu npoaykuil, nikapeeka gopua

Kopsaakane Excrpa, xancyau tsepui

Homep cepii EP51020

Homep pecctpadifinoro nocsiasenss Ne UA/L3T29/01/01 _ nic Beserpoxoso

Poamip cepii 16007 yn.

Ciena 217 axTunsicm Ernnossi edip amda-Oposizosaiepianonol xucaomi - 18,4 ur

Hara supobumrrsa 10,20

Poasip Ta THIT HAKORAHNA Tlo 10 kancyn y Gaicrepi; no 3 Gaictepu » N8k

Haana kpaiiin npuanasenis Yepaina

): Denobapbitan - 18,4 ur

BinpoGosysanna nposeaene 3a MKS JI3 a0 PIT N UA/13729/01/01

L) pikauis 20 MKA 13

| M TokasHnkm SxoCTi Honyernmi sexi Mertomt kosrpamo Pesynnrari
1| Onie Kancyim Thepii MeaatHHOR] 3 kopiiycom T4 KpHIewkow Giioro KOILOPY. Jani Bianosiane
Buicr kancyn ~ mpanyasosamii nopoisok alo ciipeconana maca Sisoro (BiayaaBRO)
#60 Maftwe Ginoro xoaopy.
2 | lacwrndikauis A. Ha xposarorpast BuapoGoysanoro possiny, GAepKanii y posait Jan, 2, Burpamye
eniorii edip ansda- «Kinukicne siananenns. Ermmousit edip winha- Gpomizosanepianonoi *Nby, 2228
Gpomizosasepianonoi KHCAOTION WACH YIDHMYBAHHA KB eriaonoro edipy ainda-
KHENOTH GPOMI3OBRICDIAHOBOT KICAOTH, MIPLERY T4 MEHTONY MAIOTE BIATIOBINATH
QIR MATH HACAM YTPHMYBARHS NiKis eTiaosoro edipy amda- Gpomizonanepiaonol
oAlis Xmemo KHCNOTH, MIPLEHY T8 MEITTONY B XPOMATOrPAMT Poruuny nopisisims (b),
BANOBIANG,
teroGapbran B. Yb-cnexrp norsmnani sunpofosysanoro PosuHy (), oaepkaHOrD B Y, 2225 Burrpumye
posini «Kinsxicue susnancnna, Genobapiram, obnaeri sia 220 1w 10
300 1M TIOBHHEH MATI MAKCHMYM 33 JORAHHN XEi (24442) Hv.
3| OmmopiadicTs aomosannx 3an 3, YOV, 2940
UL
cnutonidl edip arsda- Mae siaoslaam samoras * by Y, 2228 Bianosinae
Gpomizosancpianosol
KT
JienobapGiran Mae pianosiaaty sumoras *[l0Y by, 2225 Bianosiaae
4| Posrmnanis He Oinuae 30 xp Jan 4, IOV, 29,1 13
5| Powimmcuss Jan 3, *JldY, 203,
JrenobapGiras He senwe 75% (Q) 3a 45 xu 2225 Bijnosizae
6 | Bpoxia-ion He Ginswe 0,7 mr/kane Jan. 6 Bianosinac
7 | Mikpobiosoriuna wuetora Kpuepii npuitssHocTi; 3an 7, *HAdY, 5.14,
Jarabie uneae sepoOHIX Mikpoopraniamis (TAMC) 2.6.12,26.13
- 10°KYQa Ir, <10
Jarwisue WHEN0D APIKILKOBAX | NaiceHesHx IPUGIB (TYMC)
= 10°KYO s Ir, <10
Bincyrnicts Escherichia colin 1 r. Biacyrui
8 Kisbxicne snanasenis Ha moMenT Bunycky [Tporarom Tepminy HpraaTHoCTi Jan. 8,
enuiosifi edip amda- Bia 17,48 mr 20 20,24 wr, ¥ Bia 16,56 Mr 10 20,24 wr, y Y, 2228 17,7
Gposisosancpianonol NEPEPAXYBAIHT Ha CEPEHI MACY MEPEPAXYBIMIN HA Cepeiio Macy
EHCHITH BMICTY OAHICT KAICYIH BMICTY Oamiel kancyau
denodapbrran Bia 17,48 mr 20 19,32 wr, y nepepaxynaii Ha cepeiio Macy smicTy oamiel | *JldY, 2225 17,64
BATTCYTH .
9 | Ynaxoska Bianosime ao sumor MES J13 3a MKSL)I3 Bianosinae
10 | Mapkynaina TR
11 | ¥Ywmosn 30epiranns
12 | Tepmin npwasmiocti Ho 1023

Ananis puwonam: Horopwescaia O Kok
Bucrionox: Bianosizac sumoran M3 pg;qq@qz?

{los KOI !"g‘;'-';_;

Hasamsug BKA
i

(BRUOUAKOYH (AKYBAKHA TA MADKYRAHHN

I HGOPMALLA € 20CTOBIPHOIO Ta Townow. Lo cepito npoaykuii Gyno supobncno
pOTh HKOCTT na sa3naseniil Alasiiu y nosil sianosinioct simor GMP, BeTaHOR I Miclienin

1701 Ta nossonscTRCA

PErYARTOPHAM OPFEHOM, 0 TAKDK ¥ nimmim A0 cnewsidikauin, swm ! itHomy socee. Tporokomm pupoGimirmea, ynakosi | suunisis Gynu
ueperaswyti | seTanopaeHo sianosiaicn GMP. Cepix rotosoi nporyKuH Bianosisac 3a uxkamn skocti MKA J13 no PIT Ne UA/I37
F . o e ’ -kv /
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HNYBJIHYHOE AKIIHOHEPHOE OBIHECTBO «HAYUHO-ITPOU3BOACTBEHHbII

@ BXCDB HEHTP « BOPIHATOBCKHIT XHMHKO-®APMAILEBTHUECKHIT 3ABO,1»

Vkpauna, 03134, r. Kues, yn. Mupa, 17

Ten (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83, (+38044) 205-03- 14 (VY 10AHOMOUCHHOS JHIG)

135)

ted

~J

CEPTUOHUKAT CEPUUN JJIs1 JEKAPCTBEHHOI'O CPEJACTBA
KopButun®, nopoimok JiHopuIn3npoBaunblii s IPHTOTOBJICHHS
pacrsopa 1Jst unbexkumii no 0,5 r

Hanvenosanne npojykumn
Jdexapersennas gopma

Cuaa aciicTBHH/AKTHBHOCTb

Paimep s THn ymakosks

C'I\[)H Ha-MMpoH3IBoANTE/Ib

Homep perncrpaunonnoro
CBHJCTEILCTBS
Homep cepun

Pasmep cepun
Jdara npowssoacrsa

Jlara okowvaNNS CPoKa
FO/THOCTH

Hassaung, ajgpeca i Homepa
AHHEH3HM BCEX YHACTKOB
Hpou3BoACTBA 1 ROIITPOIISI
RAUeCTBA

Ceprudurarst GMP
YHACTROB, YKATAHHLIX B 11.10
Pesyanrarnl ananansos

Kommenrapun

Jasisaeune o ceprudurannn

Damuans, NOANKCL W
JOJKHOCTS JIHUA,
BLUIABIICTO pasperiense ua
BLIHYCKR Cepun

KopButHH®,

HMopomox nuopumpnposaHHsii 1% pacTBopa Ans wirhert it

I daakon  coMCpHUT:  KOPBUTHHA, KOTOPBIH  SBANETCH  KOMITICKCOM
KBEpUETHHA € NOsHiOHOM, 0.3 1, KOTOPLIH M3TOTABIAMBACTCH 11O LPONHTIE
KBepletdH 8 nepecuyere Ha 100% cyxoe setuecrso) — 0,05 v, nosugon ©
MoJeRyAApHOR Maccoit 7100 — 11000 (B nepecuere Ha Ge3BOAHOE BEUIECTRE)
~048r

JInodmansar ans NpUroToBACHWN pAcTBOpAa Ans  WHLEKUM 0.5 ¢ NeS
(haaxoHbt)

Ykpanna

UA/8914/01/01

1251020
3 436 yn.
27.102020

1o 10,2022

VYkpanua, 03134, r. Knes, yi. Mupa, 17;
annensns AB NeS98003;
cBHACTENBCTBO 08 arrecrauiy saduparopuit OKK Ne96

Ne017/2019/GMP o 18.01.2022

Npusesens B cepruthurate kavecrsa

Hacrosiium  oATBEPAAAIO, UTO BLHULCYKALAHHAS HHGOPMALLSE  ABINCTCS
AOCTOBEPHOIT 1 TOMHOIN, DTa Cepits HPUAYVKLIH ObiNa NPOMIBCACHE (BKIHOWHS
YAROBRY MUPKHPOBRY ) 3] HPOBEICH ROHTRO ol AN 14
BBHUHCYKATAHHOM VHACTRC B MOJHOM COOTBCTCTRIN ¢ rpedosminmant GNP
VYCTAHOBACHHBIMH MOCTHLIM POTYIRTOPHBIM OPIAHOM, d FARWRC i
COOTBETCTRHH €O creundimkalnamu, KOTOPLIE  CO/CPRaTey v
peructpationnom socse. [potokonst npomsnoscraa Gei upocvoTpein
yeranosaeno coorpercrse GMP

712020,
_ daya noanneaing

LRSI RN CLLRAR




lyBniune aKyionepHe mosap «Hay ] wuil yenwmp
«B5OPLATIBCHKUA XIMIKO-OAPMALIEB TUYHUA 3ABOL»
Biodin Kowmpomo Sixocmi
Caizourao npo atectauiie NeMT-410/14 ¢ig 03.12.14
supane AN "Ykpmerprectcranaapr”
Csigoutso npo arecrauio Ne 96 sig 20.01.12

avaane flepmasnoo CywG0K0 YRpaini 3 NiKApChrnX 3acobis

D
6XD3

O W

flySnuunoe anuoNepnae obul aHay o
«BOPUAT OBCKUA XMMHKO-OAPMAL{EBTM'-IECKHF! 3ABOf]»
Omaden Kowmpona Kavecmea
Caunperenucrao of arrecraumu Na f1T.410/14 or 03.12.14
soiaane I'T1 "YkpmeTprecteranaapt”
ConaeTenneTso o artectaum Ne 86 o1 200112
8b13AHO TOCYABPCTREHHON CIyxBOIR YKPaUHY NO NEKAPCTBEHHLIM CPEACTHAM

“ '

Vipaina , 03134, m.Kuia, syn Mupy, 17
vor, 206-41.38, 402-78-16, Qare 401.40-36

Yxpauna. 03134 1 Xues, yn, Mupa, 17
van. 205-41.38, 402.76.36, daxc 401-40-36

CEPTU®IKAT AKOCTI

(CepTrcukaT Ka4ecTsa)

KOPBITUH®
(xopenTuH®)
niothiniaar ana posuuny ans im'exuiano 05ry tnakouax Neb
( rmothunusar Ans pacrsopa AnNA vHBbeKUWA no 0,5 r & cnaroxax Neb )

Ne cepii (cepuu) 1251020 Kinskicts B cepil (xonuuectso a cepuwl 3478 wr.
Data eupoBHuuTBa (yata npoussoacrea) 27.10.2020

PeccTpaliite nocBinveHHA (per eTenbcTeo) Ne UA/8914/01/0

Tepmin oii litHOro NocBiAveHHs HeoBMexeHni (COOK AeRCTBUA PErUCTPALIVOHHOM CBNAETENbCTBA HEOrDaHUUEHHBIA)

BunpobyBaHHsa nposeaese srigHo Metoais KoHTpOMO sxocTti N3 Ne SFP-013-02
(MCTbITAHUA NPOBEAEHBI cornacHo MeToaoB KOHTPONA KadecTsa fIC Ne SFP-013-02)

MNMokaaHWKky (nokasarenu)

Bumorn HJ (rpebosanns HO)

Pe3ynbTaTh (pesyrplate)

Onue {onucanmne)

Cyxa nopncTa maca aig ¢BiTNO-X0BTOr0 RO KOBYOTO
3 3enexyBaTMM BIOTIHKOM KONLOPY, rirpocxoniuna
(cyxaa fIopuCTan macca oT CBETNO-HENTOrO 40 KENTOro
© 36/1EHOBATHIM OTTEHKOM UBETA, TUIPOCKONUUHAR)

Cyxa nopucra maca csitno-Kosroro
KOnbLOpY, rirpockoniuxa
{cyxas NOPUCTAR MACCA CBETNO-HKENTOMO
UBeTa rurpoCKonUiNRA)
Bianosigac (cootaercrayer)

taenTndixauin (naeHTudukaLma)
A. KBepuerus (xeepuUeTHH)
B. KnepueryH (kBepLeTiH)

C. Nonisivinniponigow
(NOTUBUHANNUPPONNAOH)

Co-meron (CO-MeToA)

Bignosinac (COOTBEICTBYET)

AkicHa peakuis 3 p-nom 3anisa (Il xnopnay P3
(KavecTBeHHan peakLma ¢ p-pom xenesa (i) xnopnaa P3)

Bignosigac (cooTsevcrayer)

Sikicna peaxuin 3 p-Hom anio guxpomarty
(KaUSCTBEHHAR POAKLIUA C D-POM KaNuA Auxpomara)

Binnosinae {cooTseTcTRyeT)

Yac poIUUHeNHs (BPEMS PacTBOPEHUS)

He Binswe (He Honee) 2 x8. (MuH.)

< 2 x8.{puH)

fpo3opicTs POIUMNY
{rpo3paUHoCTs PacTBoOPa)

Po3uuH Mac ByTH NPo30pUM Ta BINLHAM BIA YacToK
{pacTeop AomkeH GbiTb NPO3PaYHbIM U CBOGOAHbIM OT yactm)

Bianosinae (cooTseTcrayeT)

pH Bin (or) 6,0 A0 7,0 6,88
ORHopianICTL AO30BAKNX OANNMUDL Mac sinnosigath sumoram APY, PBM
0,9 %
(ORHOPOAHOCTb A0IUPOBAHHBIX @AVHULL) (noneH CoOTRETCTBOBATL Tpebosaruam [OY, PBM)
Brpara g maci npu pucywysanni He Ginswe (ve Gonee) 2,5 % 0,44 %
{rOTEPs 8 MACCe NpY BLICYLINBAHAK)
Zanuwxos KINbKOCTI opraniunux
PO3YUMHHMKIB (OCTATOUHbIE x?nmuecvaa He Binbuwe (e Gonee) 0,5 % (5000 ppm) 0.16 %
OpFAMMYECKAX pacTeOpuUTEnen):
- @TAHON {aTaKon)
Mexaniusl BKMOMEHHA
[MEXAHUNECKUE BRICHEHWA):
- HEeBMAKMI YACTKN (HEBMAUMBIE YaCTUUbLI):
210 um He Ginbwe (ve Gonee) 6000 775
225 pm He 6insuwe (He Gonee) 600 8
CrepUnLHICTh (CTEPANLHOCTS) Npenapar Mac 6yTH CTEPUNLRUM Binnosinac
{npenapay gormken GbiTh CTEPUNLHBIM) {cooTBEeTCIBYET)
BaxrepianbHi eHAOTOKCHHN Menwe 0,23 MO na 1mr Kopsirnny® Blpnosipac
(6aKieprantHbie IHAO0TOKCUHbI) {menee 0,23 ME Ha 1mr Kopautna®) {cootaeTCTIBYET)
KinngKicHe BH3HAMOHNA
{KONUUBCTHOHHOR ONpeaeneHne)
- KBEPUETHH (KBEPUETHH) Bia (o1) 45,0 Mr 10 55,0 Mr (50,0 Mr £ 10 %),
y nepepaxyHKy HA CepeaHIc Macy BMICTY DAakoHa
(B nEpecHeTe Ha CPEAHII0 MACCY COASPIMMOT0 (NAKOHE) 49,2 mMr
- noniaininniponigon Bin (o1) 405 mr 4o 4956 mr (450 mr £ 10 %),
{HONUBUHKANPPONNAOH) ¥ NepepaxyHKy Ha cepenHio Macy BmicTy dnaxoHa
(B nepecyeTe Ha CPEAHIOKD MACCY COAGPXUMOTO (PrakoHa) 470,3 Mr
YNakoBKa {ynakoska) Mosunen signosigaru sumoram HA Bignosinae
{nomKeH cooTseTcTROBaTL Tpeboparuam HI) LT {cobreercayet)
MaprysanHn (Mapposka) Moannen sinnosinaTn aumoram HY M e Blanoslinae
{ronxen cooTtsercraosarh Tpeboaatvuam Hi) S - (cob?sgrmayev)
TepMin NPUAATHOCTI (CPOK FORHOCTH) 2 poku (ropa) Yoo ey

BucxoBok BKR:  Bignoeinac Bumoram MeTonis KOHTPOMO §
(3axniovenne OKK:  CooTsercteyer  Tpebosannam METTRABKQHTPgmsedecTsa NIC Ne SFP-013-02
PiySrivee aiowagns 1opathertl
Hau. BKA (OkK): Mepewko O. mm;;ii?%““:“m“ f | ndFw
BUIMIAK 27, ) mictrets

o1i N3 Ne SFI2-013-0
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NPAT "®ITO®APM"

HOpuaunuHa appeca: 02152, m. Kuis, npocnekt MNasna Tuuunn, 6ya.1 B, o.A504
TeneoHn: BIAAIN KOHTPOMo skocTi (0627) 44-01-77; cknap roTosoi npoayKLii (06274) 3-10-01

CEPTUDIKAT AKOCTI Ne 2134 Big 09.11.2020

®-06-04-00/6

1. Ha3ssa npoaykuii KeTtokona3on - ®itodrapm
2. Nikapcbka chopma KPEM ANS 30BHILLHBOrO 3acToCyBaHHs 2%
3. Po3mip Ta Tvn nakysaHHs no 25 ry 1y6i; no 1 Ty6i B nayyi 3 KApTOHY 3 MApKyBaHHAM YKPaiHCLKOK MOBOIO
4. Cwna pii / akTusHicTb 11 KpeMy MiCTUTb KeTokoHa3ony (y NnepepaxysanHi Ha 100 % pedyoBuHy) 20 mr
5. PeectpauiiiHe nocsigueHHs UA/4126/01/01 TepMiH aii HeoBmexeHwi
6. KpaiHa-BupoGHuk Ykpaina
7. Homep cepii 51020
8. Poamip cepii 4729 cpacosok
9. [lata Bupobruyrea 03.11.2020
10. [lata 3akiHueHHs TepMiHy npuaaTtHocTi  01.10.2022
11. Aapeca ainbHuui 3 BUpoGHULTBaA 84500, [loHeubka o6n., M. BaxmyT, Byn. Cubipuesa, 6ya.2
. Niuensis Bia 15.11.16. MNepeoopmnerHs niyensii sig 05.07.11p. AB Ne578982; CsiaouTso Apo
12. Ha3sa ra Homep niyensii aveerauiio K Ne343: csmm(ﬁai:ax IS0 5001 NeHU12/6480 BIA 16.02.17 potTeo TP
13. PesyneTatv aHanisis
Ne HaimenyBaHHs nokasHukis Bumoru HTQ Pesynerary
BUNPOGYyBaHb
1{Onuc Kpem 6inoro abo maiixe 6inoro konsopy. Bianosinae
2 |laenTudikauis
Ha xpomatorpamax Bunpo6osyBaHoro poaquHy, OAepxaHux npu
2.1 |KeTokonason s_vmpoﬁysanm "KinbkicHe BUSHAYEHHS. ?.1. Ke-roxouaspn ", Mae BURBRATUCA sianosinac
NiK, 32 YaCOM YTPUMYBEHHSA BIANOBIAHWIA OCHOBHOMY liky KETOKOHA30My Ha
XpOMarorpamax po3unHy NopiBHAHHS (a).
Ha xpomaTtorpami BUNpo6oByBaHHOTO PO3UNHY Mae BUSBASTUCA NNsSiMa Ha
2.2 |KetokoHason PiBHI OCHOBHOI NNAMY Ha XPOMATOrpami po3dnHy nopisHaHHs C3PC signosinae
KETOKOHA30My, WO BIANOBIAAE i/ 33 PO3MIPOM i 3a6apBNEHHSM.
Ha xpomatorpamax BunpoboByBaHOro po3unty, oaepXaHux npu
8unpobysanHi "KinbkicHe BU3HaueHHs. 9.2. MponineHrnikons" NOBUHEH
2.3 |MponineHrnikons BUABNATUCA NiK, 33 BIAHOCHAM YaCOM yTPUMYBAHHSA Bi4NOBIAHWN Niky signosipae
NPOMINEHFNIKOMI0 Ha XPOMATaTOrpamMax po3unHy NopisHaHHS PC3
nponinexrnikono.
Y 10 nomsix 30py Mikpockona OCHOBHa Maca YacTok Mae 6yTi PO3MipoM He
3 |Poamip wacTok Ginblue Hix 50 MKM; 40NYCKAETLCS HARABHICTL He Binblue 10 YyacTok po3Mipom BianoBinae
40 100 Mkm i He Binble 5 yacTok poamipom Ginbiue 100 MM,
4ipH Bia 7,0 50 8,0 7,6
Ha xpomatorpamax sunpo6oByBaHOro po3unHy, oaepxaHinx npu
BUNpoByBaHHi "KinbkicHe suanauenns. 9.1. Ketokonason" cyma nnoy ycix
5|Cynposiari somiLukm AOAATKOBUX NIKIB, KPIM OCHOBHOFO nika (KEWOKOHAa30MYy), Nika BHYTPILLHLOrO He BUSIBNEHO

CTaHAapTy (iTPakoHa30My) i CUCTEMHOTO MKy, He NOBWHHA NepPeBuLLYBaTH
Nrouly nika KETOKOHA30MNY, OTPUMAHOTO Ha XPOMATOrPaMax PO3UMHY
nopisHAHHS (b) (He Binbiwe 3%).

6 Maca BMiCTy ynakosku:

6.1|Maca BmicTy koxHoi Ty6n nosuxHa ByTn [He merwe 25,0 r Y HOpMI

7 |MikpobionoriyHa uuctoTa Ne 1323
7.1|TAMC He 6inbwe 100 KYO/r MeHwe 20
7.2|TYMC He 6inbwe 10 KYO/r meHwe 10
7.3]S. Aureus He ponyckaetscs s 1r. He BUABMIEHO

7.4|P. Aeruginosa

He ponyckaetbcs B 1 1.

HEe BUABNEHO

8 |KinbkicHe BU3HAUEHHs

8.1|KeTokoHason Big 0,019 r 400,021 r B 1 r npenaparty 0,020 r
8.2 |Mponinerrnikons Bia 0,1755 r po 0,2145 r 8 1 r npenapary 0,1956 r
9|Ynakoeka, MapkyBaHHs 3rinHo MKSA. Bianosinae

Bucrosok. Mepesipernit 3pasok npoaykuii signosigae sumoram MKS Ta 3mini BiA 28.08.2020.

3assa npo ceprudikauio

NaKyBaHHA/MapKyBaHHA) Ta IPOBEAEHO KOHTPOMb if AKOCTI Ha BULYEHA3BAHIA AiNbHUL
MICLIEBUM PETYNATOPHAM OPraHoM, @ TaKOX BIANOBIAHO 40 cneyudikauii, Wo MicTaTba
nakysaHHA Ta aHanisis 6yno nepernaHyTo Ta BCTAHOBMEHO BiANOBIAHICTE JliueH3iltHum
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10 nucTonaaa 2020 p. YnosHosaxeHa

MoHomapeHko T.B.



http://www.tcpdf.org

