Axgpec 02093, . Kuem, yn, Bopumcrnonmckas, 13

Ten./®axe: (+38044)566-32-10 [lpmemuan

{+38044)207-73~41 Owgen KOHTPOJIE KauveoTsa
(+38044)207-73-04 YnonHOMONYEHHOE NMIQ MO Ka4ecTBy
(+38044)207-73-27 YnonHoMoueHHOE IMLIO [0 dapmakonagsopy

CepTuchukat cepum NekapcTBeHHOro cpencTea

1. HaumeHosaHue, cuna

ACHCTBUA/aKTUBHOCTL, NTleKapCTBEHHas

topma K pasMep YNaKoBKK
(MAEHTUYHO TEKCTY Ha ynakoexe
rOTOBOW NPOAYKLMK):

2. Homep cepuu roToBOW NPOAYKUMK;
3. CtpaHa-npoussoauTens:

4. HaumeHoBaHue cTpaHbl / cTpaH
Ha3HavYeHUs ANs Cepuu:

5. Homep perucrtpaumoHHoro
yAocToBEpEeHURA:

6. laTa npouasoacTsa:

7. ata OKOHYaHUA CPOKa roaHOCTH
(Mecsl u ropn, nocne kotoporo JIC He
npuMeHseTca):

8. Hasganus, aapeca u Homepa
NULEH3UM BCEX YYACTKOR
NPOU3IBOACTBA U KOHTPONA KavyecTaa:

9. Ceprucukarel cooteetcTeus GMP
BCEX YHaCTKOB, yKa3aHHbIX 8 n.8;

10. Pesynsrathl aHanuzon:

11. KomMmeHTapuu:

12. 3aaBnenue o cepTUtbUKaLMn:

13. Uma v hamunus
¥NosiHOMOYEHHOrO nnua, KoTopoe
OCyWECTBNALT CEPTUDUKALUNID CepUuMm:

14. Noanuck YnonHOMOUYEHHOro nwuua,
KOTOpoe ocywecTeNACT
cepTudiMkauunio cepuu:

15. NaTta nosnucanua:

bawr 177 6

PO3YBACTATUH-OAPHUUSA

1 TabneTka cogepuT pozysactatuHa 10 Mr 8 BUAE
posyBacTaTuHa Kaneuua 10,40 mr, TabneTkn, NoKpeiTLie
nNeHovHoi obonovkon, o 10 Mr

no 10 TabneTok B KOHTYpHOW sAvelkoBoi ynakoske: no 3
KOHTYPHbIE AYENKOBLIE YNAKOBKW B NAYKE C MAPKUPOBKOR Ha
YKPAWUHCKOM R3bIKe

1DF10121 Paamep cepuu: 16819 ynax.
YKkpauHa
YxpaunHa

UA/18441/01/01 pencTayer ao 11.11.2025

fHBapb 2021
(01.2024

MPOU3BEAEHO, BKMKOYAA YNAKOBKY/MaPKUZOBKY U KOHTPO!b
ka4yectea Ha HAD «DapmauesTudeckan dvipMa «daphuuas no
agpecy: r. Kues, yn. bopucnonsckas, 13; nuueHans AB Ne
598086, cenaetenscTeo 06 aTTecTauum natopatopuin OKK Ne
128

ceptudurkar 035/2019/GMP

NpuBeaAEHbl B cepTudukaTe akanusa (4ononHeHues 1)

APaHUTe B OPUMMHANLHOW yNakoBKe Npw TEMMNEPaType HE Bblwe
25 °C. XpaHuTb B HEAOCTYNHOM ANA aeTen mecre

ITUM NOATBEPRXAAI0, UTO BCE NPON3BOACTBEHHbIE cTanuu ons
3TOM Cepun roTOBOW NPOAYKUMW Bbinu NPoOU3seleHbl B MOMHOM
COOTBETCTBWM C TpeboBaHKAMMY, YCTAHOBNEHHEIMY B
AehcTBYIOLEM PYKOBOACTBE No GMP, YTBEPHOEHHOM
MWHUCTEPCTBOM 3paBOOXPaHEHIA YKPaUHbI, U ¢
TpeBoBaHUAMU PETUCTPALMOHHOTO 4OChE CTPAHLI HA3HAYEHUS.




HononHenue 1 k CepTudiukaTy cepuu

HaumeHosarue POAYKUUMA: POSYBACTATMH‘J],APHHLLQ. T2BNETKK, NOKPLITLIE NNEHOUHO obonoukon, no 10 mr, no
10 TabneTox & konTypHo# RYSHKOBOW ynakoske: no 3 KOHTYDHbIE RYEHKOBLIE YIAKOBKU B
NAYKE C MAPKUPOBKOM Ha YKPAMHCKOM R3bixe

Homep cepuu: 10DF10121 Pasmep cepuu: 16819 ynax,
Homep peructpaumonHoro UA/18441/01/01 AevicteyeT go 11.11 2025

YAOCTOREPEHUA:

AHanmnz BLINOMHEH NO: MKK NC « PErMCTPALIMOHHOMY yaoCcTOBEpEHID NeUA/18441/01/01

Pesynsrat akanuza:

Ne n.n. Haumenoaauue Nokasatena  Tpe6GosaHue HOPMAaTUBHOM AOKYMeHTaUMY Pesynerar ananusa
1 Onucaaue TadneTku kpyrnon HopMel ¢ ABCRKOBLINYKNOR NOBEPXHOCTH, CooTsetcrayer
MOKPLITLIE MNEHOYHON 0B0NOUKOH pozoaaro LeTa
2 Vaentudmkauns A. Ha xpomaTtorpammax UCNBITYEMOTO PaCTBOPA W pacrsopa Cooteercrayer

CRaBHeHUA (b), NonyueHHsIX g pasgene "ConyTeTayioume

NPUMECU”, BREMEHE YARDKUBEHUS Nuka PO3YBACTATUHE A0MKHbI

coBNagaTe

B. Y®-cnexrp NOTNOWEeHUA UenbITYeMoro pacteopa, Cooreercmye'r
NPYrOTOBNEHNOrC, Kak onucaHo B pasdene "KonudecTeenHoe

onpepenenve. Metog 1Y, & oBnacTu or 210 HM 70 420 Hm AonKeH

HMETE MaKCUMYyM NOTNOLLEeRUA Nou AnvHe BONHb (241£2) kM

3 Cnropeatiocts AC3NPOBaHHLIX Coome’rcrsyer Tpebosanuam oy, 2.9 40, COOTBeTCTEyeT
eanHIy Mpuemnoe wucno AV's 15,0 %
4 Pacteoperve Cooteercrayer Tpebosanuam ey, 2.9 3 npn Q=75 % 3a 30 mun CooTeercrayer
5 Bopa He Eonee 55 % 49 %
€  Conyrcrayiowme npumMecu Mpvmecn B - e Gonee 0.5 9 00%
Mpumecu D - ne Bonee 0.6 % 0.0 %
Mwoboi apyron npunsecy - ve Bonee 0.2 % Coorsetcrayer
Cymma HEUMABHTUDMUNPOBAHHSIX NpuMecer - He Bonee 0,8 % 0.1 %
7 MuKkpoBuonoruyeckas YUCTOTa CooTsercreeqHo MKK 11C Cootsercrayer
8 KonuuecteeHnoe onpegenskue 9,5 - 10,5 mrfral 9.7 Mritat
posysacTaruua
9  Ynakosxa CooTteercreenna MKK NIC CootsercTayer
10 Mapeuposka CooTaeTcTaeHHD MKK [1C Coorsercrayer

Harta okoHYaHus Cpoka rogHocTu: 01.2024

XpaHenue: XPEHATL B OPUTMHANLHOR yRaKoBke NPy Temnepatype He soiwe 25 °C APaHUTL 8 HeaOCTYNHOM Ans aeTehn
mecTe
3akniousHue: Coovsercrayer TpeGosanmnam MKK MC « PEMUCTOAUMOHHOMY YACCTOREDE MO NeUA/18441/01/01

Hara noanucarus 29. 04 2C24 // HavansHuk GKK: Munuenko B A.
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Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13

{+38044)207-73-04 ¥noBHoBameHa ocofa 3 AKocTi

Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n p H u u ﬂ (+38044)207-73-41 Bippin koHTponic AkocTi

(+38044)207-73-27 ¥noeHoBaweHa ocoba 3 dapmakoHarnAgy

CepTudikar akocri / Ceprndikar ananisy Ne 170000020367

1. HaiimeHyBaHHA npogyxuii:

(HazBa, cuna fjii/akTMBHICTD, Nikapcbka popma Ta
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha
YNaKoBLi roToBol NPoAyKLUii))

2. Homep cepii:
3. Poamip cepii:
4. KpaiHa-BMpoGHUK:

5. HaiimenyBaHHA KpaiHW / KpaiH npU3HaveHHA
ansa cepii:
6. Homep peecrpauifiHoro nocpigveHHn:

7. Bata supoGHuyTBa:
8. Bara sakiHueHHA TepMiHy NPMAATHOCTI
{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX
AinbHMLL BUPoGHULTBA | KOHTPONIO AKOCTI;
Cepmudixatu BignoeigHocti GMP Bcix
BinNbHAYD:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbeTaTi aHanisy:

PO3YBACTATWUH-AAPHIALA

1 TabneTka MicTUTL po3yBacTaTuHy 10 Mr y BUrnNAAI po3yBacTaTUHY KanbLilo
10,40 mr;

TafneTkn, BKpUTi NRiekcecwe obonoHkoo, ne 10 mr; no 10 TabneToK y KOHTYpPHIA
YapyHKOBIN yNakoeUi; Mo 3 KOHTYPHI YapyHKOBI YNAaKoBKW B Navly 3
MapKyBaHHAM YKpaiHCbKOI0 MOBOIO

1DF20423
16,960 TYN
¥YkpaiHa

¥YKkpaiHa
UA/18441/01/01

04.2023
04.2026

BUpoGNeHo, BKIIOYAIOUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
«(QapmauesTUuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninkcbka,
13;

niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;

cepTugikat GMP Ne 060/2022/GMP

MKA N3 po peectpauiinHoro noceigueHHa NeUA/18441/01/01

N2 n.n. HalMeHYBaHHA NOKAZHMKA BuMOrM HOpMaTHBHOT JOKyMeHTaLii PeaynbTaT aHanisy

1 onuc TabneTku Kpyrnoi ¢opmu 3 OBOONYKNOK MOBEPXHED, BKPUTI Bipnosipae
NAiBKoBOI0 0BONOHKOIO POMKEBOro KONLOPY

2 laeHTUdiKalis A Ha xpomaTorpamax BunpoSyBaHoro posdnHy Ta po34uMHy NopiBHAHHABIANOBIOae

(b), otpumannx y posgini "CynyTHi QOMilIKK", Yacu YTPUMYBaHHSA NiKy
posyBacTaTUHy NOBUHHI 36iratuca

3 laeHTUdikalia B Y@-cnekTp nornuHaHHA BUNpobyBaHOro po34nHy, NpuroToeneHoro, Bignosigae
fIK onucaHo B po3dini "KinbkicHe BusHaveHHna. MeTog 11", B obnacTi
Big 210 Hm Ao 420 HM NOBUHEH MaTH MaKCUMYM MOTAWHAHHA NPU
JoBxuHi xeuni (24112) Hm

4 OnHopigHicTb go3oBaHMX oAMHULL  Bignoeinae sumoram AV, 2.9.40. MpuiimanbHe uucno AV < 15,0 Bignosigae
5 Po3unHeHHA Bignosigae sumoram AdY, 2.9.3 3a Q=75 % 3a 30 xB. Bignoeigae
6 Bopa He 6inowe 5,5 % 4,6 %
7 CynposigHi gomiwkn JoMiwku B - He Binbwe 0,5 % 0,1%
B CynposigHi gomiwkn Jomiwku D - He Hinble 0,6 % 0,0 %
9 CynposigHi gomiwkn byap-AKoi iHWOI AoMiw Ky — He Ginbwe 0,2 % Bignoeigae

Crop. 132
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10 CynposigHi gomilkn Cyma HeigeHTngikoBaHnX fomiok - He Ginbwe 0,8 % 0,2 %

1 MikpobionoriyHa uncroTa BignoeigHo go MKA N3 Bignoeigae *

12 KinbKicHe BM3HayeHHA PozysactatmHy 9,5 - 10,5 mrftab 9,9 mriTabn.

13 ¥Ynakoeka BignoeigHo go MKA N3 Bignoeigae

14 MapKyBaHHA BignoeigHo go MKA N3 Bignoeigae

11. KomenTapi: * MepiogW4HICTL KOHTPONIC B KosHIA 10 cepii

12. YmoBu 36epirannn: B opuriHanbHii ynakoBui npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegocTyNnHOMY AnA
piten micyi.

13. 3anBa npo ceprndikanio: Lum nigreepaxyio, wo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHIii BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YMHHOMY KepiBHUUTBI no GMP,
3aTeEepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiiHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanizauii / BiganTtaxeHHn 3 02.05.2023

3aTBepaKyio
MNib: Kopotkosa O.I.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enektpoHHUM nignucom: 02.05.2023  15:16
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