 aapHUUS

Appeca 02093, m. Kuis, Byn. bopwucninbcbka, 13
Ten./®akc: (+38044)568-32-10 MMpuitmanbHa
(+38044)207-73-41 Bipfin KoHTpomo AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 SKOCTI
(+38044)207-73-27 YnoeHoBaxeHa ocoba 3 dapmakoHarnsgy

CepTudikar akocri / Ceptudikar aHanisy N2 170000007598

1. HanmeHyBaHHA NpoAyKuii:

(Ha3Ba, cuna gii/akTnBHIiCTb, Nikapcbka popma Ta

po3Mip ynakoBKM (iAeHTUYHO [0 TEKCTY Ha
ynaKoBLi roToBoi npofyKLii))

2. Homep cepit:
3. Po3mip cepit:

4. KpaiHa-BMPOGHUK:

5. HaimeHyBaHHA KpaiHu / KpaiH Npn3Ha4YeHHA

ana cepii:

6. Homep peectpauiiHOro nocBif4YeHHA:

7. Nata BUpo6HULTBa:

8. [lata 3aKiHYeHHA TepMiHYy NnpuaaTHOC

Ti

(micaupb i pik, nicna akoro J13 He 3aCTOCOBYETbCA):

9. HasBa, agpeca Ta HoMepu nileHsin Bcix
AiNbHULb BUPOOGHNLTBA i KOHTPONIO AKOCTI;

Ceptudikatn BignosigHocti GMP Bcix
RiNbHMUDb:

10. AHani3 BUKOHaHWUI 3rigHO:

Pesynbtatm aHanisy:

KOPBAJIONI-OAPHNLA®

1 mn npenapaty mictutb: eTunosoro edipy anbda-6pomizoBanepiaHoBOi
Kucnotu, y nepepaxyBaHHi Ha 100 % peuoBuHy 20,0 mr, deHobapbiTany
18,26 wmr, onii m'AaTn nepueoi 1,42 mr

Kpanni opasbHi, po3unH no 40 mn y ¢nakoHi; no 1 pnakoHy B naudi 3

MapKyBaHHAM YKpaiHCbKOIO MOBOIO
YV360622

13,227 TYN
YKpaiHa

YKpaiHa
UA/14817/01/01

06.2022
06.2024

BMPOOGNIEHO, BKITIOYaloun YNakoBKy/MapKyBaHHA Ta KOHTPOJb AKOCTi Ha MpAT
«®DapmaueBTnyHa dipma «JapHuua» 3a agpecoto: M Knis, Byn. bopurcninbcbka,
13;

niyeHsia AB Ne598086;

cBigouTBO Mpo aTecTauito nabopatopin BKA N2 128;

ceptudikat GMP N2 035/2019/GMP

MKA N3 Big 01.02.2021 po peectpauinnHoro nocsiguyeHHa N2UA/14817/01/01

N2 n.n. HalimeHyBaHHSA NoOKa3HMKa

Bumorn HopmaTuBHOI AOKYMeHTaLii Pesynbrart aHanisy

1 Onuc

2 lpeHTndikauia A

3 lpeHTndikauia B

4 lpeHTndikauia C

5 lpeHTndikauia D

6 pH

7 l'yctnHa

8 MoKa3HUK 3aI0MJIEHHSA
9 EtaHon

Be3sbapBHa nNpo3opa piArHa 3 xapakTepHUM epipHM 3anaxom Bignosigae

fIkicHa peakuia i3 3aniza (III) xnopngy posunHom P1. Mae 3'aButnca  Bignosigae
YyepBOHO-Oype 3abapBneHHs

Y®-cneKkTp NoriMHaHHA BUNPO6OBYBaHHOIO PO3UKMHY, Bignosigae
npurotoeneHoro B po3aini "KinbkicHe Bu3HaueHHA. OeHobapbitan", B

obnacri Big 225 HM go 275 HM NOBMHEH MaTX MaKCMMYM MOMMHAHHSA

3a AOBXMHU xBUNi (240£2) Hm

Ha xpomaTorpamax BUNpo60oBYBaHOr0 PO3UMHY Ta PO3UUHY Bignosgigae
NOPIBHAHHA Yacy YTPUMYBAHHA MiKiB eTunoBoro edipy anboda-
6pomizoBanepiaHoOBOI KNCIOTU Ta MEHTOY BifMOBIAHO MatoTb

cnienagatu

Ha xpomaTorpamax BUNpo60BYBaHOrO PO3UMHY Ta PO3UNHY Bignosgigae
NOPIBHAHHA, ofepaHuxX B po3dini "ETaHon", yacu yTpumyBaHHsA NiKy

eTaHoJy MaloTb cniBnagatu

40-7,0 6,7
0,924 - 0,929 r/cm 3 0,925 r/em3
1,3642 - 1,3658 1,3655
0,444 - 0,491 r/mn 0,458 r/mn

Crop. 132



MNpopoBxeHHA CepTudikar akocri / CepTudikar aHanisy N2 170000007598

10 Bpomig-ioH He 6inblue 0,0008 r/mn 0,0000 r/mn
11 O6'em BMmicTy PpnakoHa O6'em BMicTy KOoXHOro pnakoHa ma€ OyTu He MeHLUe HOMiHanbHoro Bignosigae
12 MikpobionoriyHa uncToTa BignosigHo go MKA J13 Bignosigae
13 KinbkicHe Bu3HaueHHsa etunosoro 0,019 - 0,021 r/mn 0,020 r/mn
edipy anbpa-6pomizoBanepiaHoBoi
KncnoTm
14 KinbkicHe BM3HaueHHs 0,017 - 0,019 r/mn 0,018 r/mn *
deHobapbiTany
15 YnakoBKa BignosigHo oo MKA 113 Bignosigae
16 MapkKyBaHHs BignosigHo no MKA 113 Bignosigae
11. KomeHTapi: * BignosifgHO nacnopTy nocravasnbHuKa / BUPOOHMKa
12. YmoBu 36epiraHHa: B opuriHanbHin ynakosui npu Temnepatypi He Buwe 25°C. He 3amopoxyBaTu. 36epiratv B

HeJOCTYMHOMY O/1A AiTel micui.

13. 3asBa npo ceptudikauiro: Lum niarBepaxyto, Wo BCi BUpOoOHMYI CcTagii ana uiei cepii rotoBoi npoaykKuii 6ynu nposegeHi
B MOBHIl BiAMOBIAHOCTI 3 BUMOramu, BCTaHOBIEHUMU B YMHHOMY KepiBHUUTBI o GMP,
3aTBepaKeHoMy MiHiCTepCTBOM OXOPOHM 340POB’A YKpaiHu, i 3 BUMOramm peectpauiiHoro
[OCbE KpaiHW Npur3HaYveHHs

Cepina po3BoneHa fo peanisauii / BigBaHTaXKeHHA 3 22.06.2022

3aTBepaxXyto

MIb: OxoTHikoBa T.M.

Mocapa: YnoBHOBaXkeHa ocoba

MignncaHo enekTpoHHUM nignucom: 22.06.2022

Crop. 232



MpopoexeHnna Ceprudikar axocri / Ceprudikar ananisy N® 170000007602

10 bpomig-ioH He 6inbiwe 0,0008 r/mn 0,0001 r/mn
1 O6'em BMicTy pnakoHa 0O6'em BMicTy KOXHOro ¢pnaxkoHa mae 6yT¥ He MeHllle HOMiHanbHoro Bignosifae
12 MikpobGionoriuHa uncroTa BignoeigHo Ao MKA N3 Bianoeigae
13 KinbkicHe Bu3HaueHHsa etunosoro 0,019 - 0,021 r/mn 0,020 r/mn
edipy anvda-6pomisosanepiaHoBoi
KUCNOTH
14 KinbkicHe BM3HaueHHA 0,017 - 0,019 r/mn 0,018 r/mn *
$eHobapbiTany
15 ¥Ynakoeka BignosigHo go MKA N3 Bignosigae
16 MapkysaHHA BignoeigHo ao MKA N3 Bianosigae
11. KomenTapi: * BignoeigHo nacnopTy nocrauyansHuka / BUpobHVKa
12. YmoBn 36epiranun: B opuriHanbHiil ynakoBLi npu Temnepatypi He suwle 25°C. He 3amMopoxysaTtu. 36epiratu B

HepoCTYNHOMY AnAa fAiitei micuyi.

13. 3anBa npo ceptudixanio: Lum nigTeepmxyio, wo Bci BUpo6HUUI cTapii ana Uiei cepii rotoBoi npoayKuii 6ynu npoeepeHi
B MOBHilA BigNOBIAHOCTI 3 BUMOramMu, BCTAaHOBNIEHWMW B YMHHOMY KepiBHULTBI no GMP,
3aTBeppaxeHoMy MiHicTepcTBom oxopoHu 30poB’a YKpaiiu, i 3 BUMoramm peecrpayinHoro
AOCbE KpaiHW NpU3Ha4YeHHA

Cepia nossonexa fo peanisayii / BigsaHTaxeHnHun 3 27.06.2022

3arBeppKyio
Mib: OxoTtHikoea T.M.

Mocapna: YnoBHoBaxeHa ocoba

MignmucaHo enekTpoHHMM nignucom: 27.06.2022

Crop.232



Agpeca 02093, m. Kuwie, syn. bopwucninbcbka, 13

(+38044)207-73-04 YnosHopaweHa ocoba 3 skocti

d OAPHUUS (e tatmusses s o

(+38044)207-73-27 YnoeHoBakeHa ocoba 3 dapmaxoHarnagy

Ceptudikar akocri / Ceprudikar ananisy N2 170000007602

1. HaiAmeHnyBaHHA Npoayxuii:

(nassa, cuna piifakTUBHICTL, Nikapcbka gopma Ta
po3mip ynakoBku (iAeHTUYHO 10 TEKCTY Ha
ynakoBLi roTosoi NPoAYKLiT))

2. Homep cepii:
3. Posmip cepii:
4. KpaiHa-BMpo6HuK:

5. HaimeHyBaHHA KpaiHim / KpaiH NPpM3HaYeHHA
AnA cepii:
6. Homep peecrpaniiiHOro noceigueHHn:

7. flara pupoGumyTea:
8. laTa sakiHueHHA TepMiHy NpMAaTHOCTI
(micaup i piK, nicna akoro J13 He 3acTocoBY€ETbCA):

9. Hasea, appeca Ta HOMepHM nilyeH3iA BCix

AinbHuuyb BUpobGHMLTEA | KOHTPOMIO AKOCTI;
Ceprudixatm signosignocri GMP gcix
AINbHALDb:

10. Ananiz BUKOHaHMA 3rigHo:

PeaynbTaTm aHanisy:

KOPBAJION-AAPHULIA®
1 mn npenapaty MicTuTh: eTunosoro edipy ansda-bpomisosanepiaHosoi
KUCNoTH, y nepepaxyeaHHi Ha 100 % peuosuHy 20,0 mr, peHoBapbitany
18,26 mr, onii M'ATK nepuesoi 1,42 mr
Kpanni opanbHi, po3unH no 40 mn y ¢nakoHi; no 1 ¢pnakoHy B nauyi 3
ma HHAM iHCbKOIO MOBOIO

fado62z

13,260 TYN

YKpaiHa

YkpaiHa
UA/14817/01/01

06.2022
06.2024

BUpOo6neHo, BKNIOUaloUuM YNakoBKy/MapKyBaHHA Ta KOHTponb AKocTi Ha MpAT
«®apmauestuuHa dipma «[lapHuua» 3a agpecoio: M Kuis, Byn. bopucninbcbka,
13;

niueHsia AB N2598086;

cBifouTBO Npo aTecTauilo nabopartopiit BKA N2 128;

ceptudikat GMP Ne 035/2019/GMP

MKA N3 Bip 01.02.2021 po peecrpauiiiHoro noceipueHHa NeUA/14817/01/01

N2 n.n.  HalimeHyBaHHA NOKasHMKa Bumoru HopMaTMBHOT floKyMmeHTauil PesynuraT ananisy

1 Onuc be3sbapsHa npo3opa pigMHa 3 XapakTepHUM edipHMM 3anaxom Bianosigae

2 IneHTudikauiia A fikicha peakuin i3 3aniza (lll) xnopugy poauuHom P1. Mae 3'aButuca  Bignosipae
uepsoHO-6ype 3abapeneHHs

3 Ipentndikadia B Y@-cneKTp NOrAMHaHHA BUNPOBOBYBAHHOIO PO3UMHY, Binnogigae

npurotoeneHoro B po3aini "KinbkicHe suaHaueHHn. QeHobapbitan”, B
obnacri sig 225 HM no 275 HM NOBMHEH MaTV MaKCMMYM NOrNMHAHHA
3a poBXkuHU xsuni (24012) um

4 Inenmndikania C Ha xpomatorpamax sMnpo6oByBaHOro po3unHy Ta po3uuHy Bianosigae
NOPIiBHAHHA YacK YTPUMYBaHHA NiKis eTunoBoro edipy ansda-
6pomizopanepiaHOBOT KMCNOTU Ta MEHTONMY BIANOBIAHO MAKTL
cnisnagaTtu

5 InenTndikauia D Ha xpomatorpamax Bunpo6oByBaHOro pO3UMHY Ta PO3UMHY - Bignosipae

nopiBHAHHA, oflepXaHnx B po3Aini "ETaHon”™, yacu y'rpuw,,,aﬂnn r.|ry ;
eTaHoNy MalTb cnienagartv / L

6 pH 4,0-7,0 . _6,7' \

7 lNycruna 0,924 - 0,929 ricm 3 C,-QQ"-O :l'}'-".i'i‘:|3
8 MoKa3HMK 3anoMneHHs 1,3642 - 1,3658 N\ e 21545, 1 36%

9 Eraron 0,444 - 0,491 rimn N c 459 fohan

Crop. 132
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