e e e [ T

1 MexaHiuHi BKNIoYeHHA: BMaUMi BignosigHo go sumor AdY, 2.9.20 Bignoeigae
YACTHHKM

12 MexaHiuHi BKNIOYeHHA: HeBUOWMI BignosigHo no sumor AdY, 2.9.19, metoq 1.B Bignoeigae
YACTHHKM

13 CTepWibHICTB Mpenapar mae ByTH CTepUABHUM Binnoeinae

14 bakTepianbHi eHOOTOKCUHK MeHwe 33 MO/mn Bignoeigae

15 KinbKicHe BM3HayeHHA 9,5 - 10,5 mrfmn 9,9 mrimn
OudeHrigpamiHy rigpomopuay

16 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae

17 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomeHTapi: bes komeHTapis

12. YmoBu 36epirannn: B opuriHanbHii ynakoeUi npu Temnepatypi He BUwwe 25°C. He 3amopoxyeaTth. 36epiratv B

HEeQOCTYMHOMY ANA AiTeld Micui.

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

Cepin po3BoneHa go peanizauii / BigBanTaxeHHn 3 24.05.2023

3aTBepaKyio

MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 24.05.2023  13:53
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{(+38044)207-73-04 ¥noBHoBameHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoshoBaeHa ocofia 3 dapmakoHarnagy

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n p H u ug (+38044)207-73-41 Bippin koHTponic AkocTi

CepTudikar akocri / Ceprndikar ananisy N¢ 170000019662

1. HaiimeHyBaHHA npogyxuyii: AUMEOPON-OAPHALA

(HazBa, cuna fAii/aKkTMBHICTD, Nikapcbka ¢opma Ta 1M po3unHY MiCTUTL audeHrinpamidy rigpoxnopugy 10mr

pOo3Mip YNakoBkK {iGeHTUYHO A0 TEKCTY Ha PO34MH ANA iH'eKUii, 10mr/mn no 1mn B amnyni; N210 (5x2) B navui. MapkyBaHHA
YNaKoBLi roToBol NPoAyKLUii)) YKPaiHCBKOIO Ta POCIACHKOI0 MOBaMK

2. Homep cepii: Cu40423

3. Poamip cepii: 34,945 VN

4. KpaiHa-BupoGHUK: ¥KkpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJyeHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/4851/01/01
7. Bata supoGHMLTBa: 04.2023

8. Bara saKiHueHHA TepMiHy NPMAATHOCTI 04.2027

{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpobneHo, BKAOYAICUM YNAKOBKY/MapKYBaHHA Ta KOHTPONb AKOCTI Ha [pAT
AinbHMLL BUPOGHULTBA | KOHTPONIO AKOCTI; «(QapmauesTUuHa dipma «fapHuuAa» 2a agpecoio: M Kuie, Byn. bopucninecbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

AinNbHALYDL: niyeHszin AB N°598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;
cepTugikat GMP Ne 050/2022/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauinHoro noceigyeHHa N2UA/4851/01/01 Big 24.02.2021
Ne347, 3i amiHamm

PeaynbeTaTh aHanisy:

N°n.n. HaiAmeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTalii PeaynbTaT aHaniay
1 onuc Mpozopa GezbapeHa piguHa Bignosinae
2 laeHTUDIKaLin A YO-cnekTp noriMHaHHA BUNpo6oBYBaHOMO PO3YUHY, Bianoeigae

NPUroTOBaHOro, AK ONUCaHO ¥ po3aini «KinbKicHe BU3HAYEHHA», B
ofnacri Big 240 Hm ao 300 HMm NOBUHEH MaTH MaKcnmyMH 33

AoeHuUH xBuUAb {253 + 2) Hm i (258 £ 2) HM / aqe-ZZAOBKUHN
xBuni {26412) 1a MiHiMYM 32 JOBXKUHW YRl ﬁé@?_ﬁm‘

3 laeHTUDiKaLis B Ha xpomaTorpami BunpoboByBaHOro oln?qxam Bianosipae
onucaHo B posgini «CynposigHi go
OCHOBHA NAAMA Ha PiBHI OCHOBHOI|
PO3YMHY NOPIBHAHHA {a)
4 laeHTUDiKaLis C KonbopoBa peakuia Bianoeigae
5 laeHTUDiKalis D XapakTepHa peakuina (a) Ha xnopnah Bipnosinae
B MposopicTb Mpenapar mae 6yTM NPo3opUM Bianosipae
7 KonbopoeicTbe Mpenapar mae 6yTn HezbapeHUM Bipnosinae
B pH 50-86,5 6,2
9 CynposigHi gomilkn Byab-AKoi gomiluku — He Ginblwe 1,0 % Bignoeipae
10 Ob'em, WO BUTAraETLCA Mpenapar mae signosigati Bumoram Ady, 2.9.17 Bignoeigae
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HafimeHyBaHHa NRoAYKLUIT:

Homep cepil:

Homep peccTpauinnore
noceigNenHA:

AHanisz BUKOHaHWA 33!

PeaynuTatyl asanisy:

ARPHUUH

Bonoererna 1 po Ceprudiinaty cepil

10027816

Ceptudbikar ananisy Ne 10

OMMELPORN-BAPHWUA, poauvt ans Inexui, 10 mr/mn, no 1 mn B amnyni; no 5 amnyn y
KOMTYPHIR YAPYHKORID ynakosyi; no 2 KOHTYRHI HapyHKOai yNakosky B Nadui. MapkyeaHus

yKpaTHCBKOO Ta POCIACEKO MOBaMY
Ccu100321
UA/4851/01/01 pie po 07.07 2021

Posmip cepil:

43700 ynak

MKA NS ao peacrpaumuoro noceiguerna NeUA/4851/01/01, 31 amisow aup, 27.03 2018,

aMinow Big 03.01.2021, amivoio sig 24.02.2021

Nen. HadMeHyRaHHR NOKa3HWKa BuMori HOPMaTUBHGT gokymeHTauii Pezynetat ananiay
1 Onuc Mposopa Gesbapewa pianHa Bignosiaae
2 lpeHTuchikayin A Y@-cnerTp NOrMWHaHHs BUNpoSoByBaHaro posuvky, Bignogsigae

NPUrOTOBAHOTD, RK ONKCAHO ¥ PO3AINT «KiNbKICHE BUZHAYSHHAY, B

cBnacTi eig 240 sm go 300 HM ACBUHEH MATM MaKCHMyMK 33

AOBXMH XBuNb (253 = 2) Hm i (258 £ 2) um, nneye 3a J0aXnHY

XBUNi (264+2) T2 MiHIMYM 33 SOBXUHW XBUNT (244£2) HM

B Ha xpomaTorpami BUNpoSOBYBaHOMC DOSHWHY, OABPMEHIN, AK Binnoeiaae

onucaHo & po3gini «CynporigHi [OMILIKNY, MAE BWSENATACH

OCHOBHA MNSMA KA PiBHI OCHOBHOI NNAMYK HA XpomaTorpami

PO3YAHY NOPIBKAHHA (8)

C Konwoposa peakLis Bignogigas

D XapakTepHa pearuia {a) Ha xnopnan Bignoeinae
3 MposopicTk Mpenapat mae ByTn NPO3CPKUM Bianoaipas
4  KonbOpoBIiCTb Mpenapat mae Oyt Geabapsrnm Bianceipac
5  pH 50-85 58
6  CynposigHi gomiki Byas-aKol APMILIKY — He Binewe 1,0 % Bianoeinac
7 O0'eM, WO BUTRIEETHCH Mpenapat mae signoeigat svmoram OY, 2.8.17 Bianosigae
8 MexaHivHi BRMOYEHHA BianoeigHo go MKA A3 Bignosigae
g  CTepunbHiCTs MNpenapaT Mae ByTA CTEpUIBHUM CrepuneHyin
10  BakyepiansHi eHOOTOKCHUHIK Menwe 33 MO/Mmn Bignosigae .
11 KiNbKICHE BUIHAYEHHS 9,5 - 10.5 mrimn 9.9 sar/mn

SadeHnapamiHy riapoxnopuay

12 YrnaxoBxa Bignosigro 4o MIKS N3 Bianosigas
13 MapryraHHA Bianosigne po MKH J13 Bignoeigae

[ava sakiH4eHHRA TepMinY NPUOATHOCTI:

03.2025

3BepiraHHa: 3fepirati B OPUIiHANLHIA YNaKORW NEW TemMnepaTyp: He emue 25 °C. He samopoxysaty 30epiratv y
HEAOCTYNHOMY AN giten micui

BucHosox: Bignosigae sumoram MKA N3 oo peccipauiitoro noceigHenHn NeUAMBS1/01/01, 3i sninowe 8ig 27 03 2018,
amiHowo 8ig 03.01.2021, sminow sig 24.02.2021

Dara nignucauss: 23 G oA 8.0. HavankHWka BKF
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DAPHUUHA

Appeca 02083, m. Kuin, Byn. BopMCrRinb a
Ten./®are: (+38044)568-32-10 i'ipw)‘mam:—zal 2 7 81 6
(+38044}207-73-41 BiggRin ROHTPOIX SHXOCT

(+38044)207-73-04 ¥YnonromaweHa ocofa B axocri
(+38044)207-73-27 Vooexosawesa ocoba 3 HapMarcoHaTasgy

CepTtudcbikat cepii nikapcbkoro 3acoby

1. HaimenyeanHa, cuna
BilfakTUBHICTE, NiKapcbKka ddopma Ta

po3mMip YRakosku (iAeHTHYHO TeKCTY Ha

ynakoeui roTeBol npogykuii):

2. Homep cepil roToBoil npogykuii:
3. Kpaina-enpoOHMk:

4. HaitmenyeaHBs kpaidn [ kpain
npU3HavYeHHs AnA cepll:

5. Homep peecTpauifidoro
AoCBIgYeNHsA:

8, BaTa eupobHuUTEA

7. Bava 3aKiH4eHHR TepMmiHy
npugaTHocTi (Micauk i pik, nicna
Aaxoro 13 He 23cToCoBRYETHLEA):

8. Hazea, anpeca 7a HOMepKH

niuenziR scix AiNAHOK BUpoBHULTEA i
KOHTPON AKOCTI:

9. Ceprndbikath Bignorignocti GNP
BCiX AINAHOK, 232Ha4eHNX ¥ N.8:

10, PesyneTtaTi ananizie:

11. KomeHTapi:

12. 3aaea npo cepTudikauio:

13. Iv’a Ta npiseue YROBHOBaKEHOI

ocabn, aKa saiicHioe cepTuddikauiio
cepil:

14. Nianuc YnoeHoRaxeHol ocobn, AKa

2pincHioe cepTudhikauio cepii:

15. flata nianwucadx=;

AUMELRPON-OAPHWUA

1 M5 pO34MHY MICTMTL AudbeHrigpamity rigpoxnopugy 10 mr,
pos4MH Ans iHeruin, 10 mifmn w

no 1 Mn B amMnyni; NMo 5 aMmnyn ¥ KOHTYRHIN YapyHKoBIi ynakoswi;
no 2 KOHTYPHI YapyHKoei yrakosky B nadui. MapkysanHs
YKPaiHChKOW Ta POCIACHKOK MOBaMWY

CL100321
YxpaiHa
Yipaina

Posmip cepii: 43700 ynax.

UA/4851/01/01 gie go 07.07.2021

Bepesens 2021
03.2026

BUPOBNEHo, BKMIOYEIHN YNAKOBKY/MapKyBaHHA Ta KOHTPOb
axacTi Ha MpAT «PapmauesTuvHa dhipma «AAPHWLA» 3a
appecon: m Kuis, syn. Bopucninecexa, 13; nileHsia AB Ne
5980886, ceigouTeo Npo atecrauito nabopaTtopiit BKA Ne 128,
KOMTPONB AKGCTI 3a koHTpakTom: OHON no KA N3 AY «lHeTuTyT
rpomagckkoro 3gopoe’s im. AH. Mapaeesa HAMH Ykpaivu » 3a
agpeco. M Kuis, syn, Nonygperka, 50; ceigouTso npo
aTectauilo nabopatopil Ne 305

ceptudikar 035/2019/GMP

HasegeHi B cepTuchikaTi ananisy (Aoaatok 1)

30epiraTy B OpUriHansHIA VNaxkoesLUi Npy TeMnepaTypi He eue
25 °C. He zamopoxyeatw, 36epiratv y HEQoCTYRHOMY AnA 4iTen
Micui

L nigTeepaxyo, wo sci enpobuunyi cragii gna uiei cepil
roToRol npoaykuii Oynn npoeedeHi B NOBHIK BignoeigHoCTi 3
BUMOramy, BCTAHOBMAEHYMI B YUHHOMY KepisHvuTei no GMP,
saTeepaweHomy MiHicTepcTeoM OXOpoHY 380p0B'A YipaiHy, | 3
BUMOramMy PEECTPAUIVIHOIO [OCLE KPATHW NPUaHaYeHHA

CEPIA AQ3IBONEHA i
O PEATUSAUI |
BHDBB)K;}'_H\& ocobz '
; ’Fﬁaepea:ﬁw‘-ate.i




Appeca 02093, M. Kuig, syn. Bopucninbcbka, 13

o Ten./Gakc: (+38044)566-68-78 Mpuitvancha

) % @ %&% %j m - (+38044)207—73441 Biagin KoHTpONio AKOCTI 7
) (+38044)207-73-04 YnoeroBaxeHa ocoba 3 sKocTi

(+38044)207-73-27 YnosHosaxeHa ocoba 3 dapmakoHarnagy

CepTudikar aKocri / CepTudikar aHanisy N° 170000023755

1. HalimeHyBaHHA npogyKuii: ﬂMME}lPOﬂ-ﬂAPHMU,H

(Ha3Ba, cuna Rii/akTUBHICTb, iKapCbKa dopma Ta 1M posuuHy MicTuTb anderrigpamiHy rigpoxaopuay 10mr

pO3MIp YNakoBky (IAEHTMYHO 10 TEKCTY Ha pPO3UMH AA IH EKUIN, 10mr/mn no 1mn B amnysi; Ne10 (5x2) 8 nauui. MapKyBaHHA
ynakoBui rotosol npogyKuif) YKpaiHCHKOIO Ta pocilicbKo MoBaMU

2. Homep cepil: CuU130723

3. Pozmip cepii: 43,161 TYN

4. KpaiHa-BUpOGHUK: YkpaiHa

5. HalimeHyBaHHA Kpaikn / KpaiH npu3HaueHHA YkpaiHa

ana cepii:

6. Homep peecTpauiiiHoro noceigueHHsA: NeUA/4851/01/01
7. Qata BupoGHNYTBA! 07.2023

8. ata 3aKiHueHHA TepMiHy NpUAATHOCT 07.2027

(micaup i pik, nicaa AKOro N3 He 3ac70cosyeTbcn):

9. Hasea, aapeca Ta Homepu niyeH3ilt BCix BUPOBNEHO, BKOHaoHN ynaKoBKy/MapKyBaHHSA Ta KOHTPO/b akocti Ha MpAT
AinbHULb BUPOGHMLTBA i KOHTPONIO AKOCTI; «®apmalesTyuHa dipma «JapHuusa» 3a agpecoio; M Kuie, Byn. BopucninbebKa,
Ceptudikaru signosigHocti GMP Bcix 13;

AinbHUUL: niyexsia AB Ne598086;

csigolTBO Npo aTecravilo nabopatopiit BKA Ne 128,
ceptudikat GMP Ne 050/2022/GMP

10. AHanis BUKOHaHulA 3rigHo: MK$l 113 fo peecTpaLliiiHoro nocsia4eHHs NeUA/4851/01/01 sig 24.02.2021
Ne347, 3i 3miHamut

Pe3ynbraTi aHanisy:

Ne n.n.  HalimeHyBaHHA MoKazHUKa BUMOF HOPpMaTUBHOI poKymeHTaUjil PesynbTaT aHanisy
1 Oonuc TMposopa 6esbapsHa piauHa Binnoginae
2 \aeHTndikauia A Yd-cnekTp nornuHarHa BUNPO6OBYBAHOIO PO3UNHY, Bignosinae

NPUroTOBaHOro, AIK ONKUCaHO Yy po3zaini «KinbkicHe BU3HAUYEHHAY, B
obnacTi gia 240 Hm go 300 HM nNoBUHEH MaTV MaKCcuMymMu 3a
AOBXUMH XBUb (253 £ 2) HM i (258 £ 2) Hm, nneye 33 AOBKMHN
xguni (264+2) Ta MiHiMyM 33 BOBXUHU xeuni (244:£2) Hm

3 Ha xpomaTorpami BUnpPo60oBYBaHOrO PO3UUHY, ofepxaHin, aK Bianoeipae
onncaHo B po3gini «CynpoBifHi AOMILLKWY, MaE BUABNATACH
OCHOBHa NNAMa Ha PiBHI OCHOBHOT NRAMY HA xpomatorpami
PO3UNHY NOPIBHAHHA (a)
4 KonbopoBa peakuis Bipnosigae
5 XapakTepHa peakuia (@) Ha xnopuau Bignosiaae
6 Hpoaopiclt;(‘)gn Hu g 'y Mpenapar mae 6yT1 Npo30pUM Bignosipae
o G
</
7 Konkopoeictb e Tpenapat mae 6yt 6e3bapsHUM Bignosinae
S OXoTHiKOBa = A _
8 pH= TeTana Z  50-65 6,4
o MukonaisHa -
9 Cyﬁposinﬁ%giQWmH 5 Byab-AKol AOMILLKN — He Ginbwe 1,0 % Bignosifae
e 00481212 -
10 O6'em,41p BUTAFAETBCA 2 Mpenapar Mae BiANOBIAaTA BUMOraM ooy, 2.9.17 Bignosinae
>
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fpoposxeHHa Ceprudikar siKocti | Ceprudikat aHanisy N¢ 470000023755 m u|||I‘I"|"|”m“"m"““lmIll""

11 MexaHiuHi BKIOUEHHA: BUAUMI BignosigHo ao sumor AOY, 2.9.20 Bignosiaae
YaCTUHKN

12 MeXaHiuHi BKNIOUEHHS: HEBUANMI BignosigHo go Bumor A0Y, 2.9.19, metop 1.B Bignosigae
YaCTUHKM

13 CrepunbHicTb Mpenapat mae 6yTh cTepUbHUM Bignosigae

14 BakTepianbHi @HA0TOKCUHYN MeHwwe 33 MO/mn Bignosipae

15 KinbkicHe BU3HaYeHHA 9,5 - 10,5 mr/mn 10,1 mr/mn
audeHrigpaminy rigpoxnopuay

16 YnakoBKa BignosigHo go MKA N3 Bignosinae

17 MapKyBaHH# BignosiaHo Ao MKA J13 Bignosiaae

11. KomeHTapi: Bes komeHTapis

12. YmoBu 36epiraHHs: B opuriHanbHii ynaxkosui npu Temnepatypi He Buue 25°C. He samopoxysaty. 36epiratn 8

HeoCTYNHOMY Ana Aiteit Mmicui.

13. 3asBa npo cepTudikauito: Lum niaTeepaXyo, WO Bci BUpoBHUUI cTagil ans yiel cepii roTosoi npoayKuii 6ynu nposefeHi
B MOBHill BIAMOBIAHOCTI 3 BUMOramyi, BCTAHOBNEHUMU B YUHHOMY KepiBHULTBI NO GMP,
3aTBepAKEHOMY MiHiCTEPCTBOM OXOPOHN 3m0poB'a Ykpaitu, i 3 BuMoramu peecTpauiitioro
AOCbE KpaiHy Npu3HaueHH:A

Cepia posBoneHa Bo peanisauii / BigBaHTaXKeHHsA 3 25.08.2023

3aTBepaXylo

MI6: OxoTHikoBa T.M.

MNocapa: YnosHOBa)eHa ocoba

Nignncaso enexTPOHHUM NiANNCOM: 25.08.2023 17:45

JloKyMeHT nignucaHo y cepeici BuacHo (noyaTok)
00481212_20230825_Certificate_1 70000023755.pdf
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JloKyMeHT nignucaHo y cepsici BuacHo (NpoROBXKEHHA)
00481212_20230825_Certificate_1 70000023755.pdf

JoKyMeHT BifnpasneHo: 17:47 25.08.2023

BrniacHUK AOKYMEHTY

EneKTpOHHUIA nignuc

17:47 25.08.2023

€PMOY/IMH: 00481212

lOp. nasea: MPVBATHE AKL||OHEPHE TOBAPUCTBO GAPMALEBTUYHA ®IPMA OAPHULA
npoBigHUNA iHCreKTop-ynoBHOBAXEHA oco6a: OxoTHiKoBa TeTsHa MuKonaiBHa

Yac niepesipku KEM/ELM: 17:47 25.08.2023

CraTtyc nepesipku cepTudikary: CepTudikaT gie

CepiltHuii Homep: 32BA6ADA8780FF45040000000ET ©000077500000

Tun nignucy: keanidikosaHnit




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

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n p H u ug (+38044)207-73-41 Bippin koHTponic AkocTi

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

Ceptudikar akocri / Ceprndikar ananisy Ne 170000023902

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-BupoGHUK:

5. HaiimenyBaHHA KpaiHW / KpaiH npU3HavueHHA
ansa cepii:
6. Homep peecrpauifiHoro nocpigveHHn:

7. Bata supoGHMLyTBa:

8. Aara saKiHueHHA TepMiHy NPMAATHOCTI
{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX
SinbHMLL BUPOoGHULTBA | KOHTPONIO AKOCTI;
Cepmudixatu BignoeigHocti GMP Bcix
AinNbHALYDL:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbeTaTh aHanisy:

AWMERPORN-AAPHALA

MR po3uMHy MicTUTE audeHrigpamidy rigpoxnopugy 10mr

PO34MH ANA iH'eKUii, 10mr/mn no 1mn B amnyni; N210 (5x2) B navui. MapkyBaHHA
YKPaiHCBKOIC Ta POCIACHKOI0 MOBAMK

Cu140723
43,548 ™Y
¥kpaiHa

¥KkpaiHa
NeUA/4851/01/01

07.2023
07.2027

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

niuenzin AB Ne598086;

CBigouTBO Npo atectauiio nabopatopiin BKA No 128;

cepTngikat GMP Ne 050/2022/GMP

MKA N3 po peectpauinHoro noceigyeHHa N2UA/4851/01/01 Big 24.02.2021
Ne347, 3i amiHamm

N°n.n. HaiAmMeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay
1 onuc Mpozopa GezbapeHa piguHa (CHOK) P Bignosinae
2 laeHTUDiKaLin A YO-cnekTp nornMHaHHA BunpobosfBayoro pqiq!ﬁiy, Bianoeigae
NPUroToBaHoOro, AK ONUCaHo ¥ po _-'il-: iNpKiCHE: BlHddehH
ofinacTi eig 240 Hm go 300 HM NOBVIIEH MaTK MaKC
AOBXUH xBUAb {253 + 2) Hm i (25 ‘ £) A }E
xBuni {264+2) 1a miHiMym 32 JOBKUHY Bnn HM s ::' |
3 laeHTUDiKaLis B Ha xpomaTorpami BunpoﬁoByBaHor'ﬁe UKHY, onepmaHua L' Bianoeigae
onucaHo B po3gini «CynposigHi goMibi ’Maegaiuga.qmm
OCHOBHA NAAMA Ha PiBHI OCHOBHOI nnn YXDOM i \-"
PO34MHY NOPIBHAHHA (a) Lo b
4 laeHTUdiKalis C KonbopoBa peakuin Bianoeigae
5 laeHTUdikauis D XapakTepHa peakuyina (2) Ha xnopuau Bipnosinae
6 I'Iposopicrb b qOHHI 0y Mpenapar mae 6yTW Npo30pUM Bignosigae
£)
s\ #,
7 KDnl;ppDBICI'b %o Mpenapar mae 6yTn HezbapeHUM Bipnosinae
~ OxoTHiKoBa -
8 pHS TeTaHa Z 5,0-6,5 6,4
= MwukonaiBHa z
9 Cynﬁoslxﬁ%mw InH 3 Byab-AKoi gomilku — He Ginbwe 1,0 % Bignoeipae
s 00481212 ~
10 06'em,fﬂ9 BUTArAETLCA c_qf" Mpenapar mae signosigat Bumoram Ady, 2.9.17 Bignoeigae

"cﬂuo ¥ a“'a
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1 MexaHiuHi BKNIoYeHHA: BMaUMi BignosigHo go sumor AdY, 2.9.20 Bignoeigae
YACTHHKM

12 MexaHiuHi BKNIOYeHHA: HeBUOWMI BignosigHo no sumor AdY, 2.9.19, metoq 1.B Bignoeigae
YACTHHKM

13 CTepWibHICTB Mpenapar mae ByTH CTepUABHUM Binnoeinae

14 bakTepianbHi eHOOTOKCUHK MeHwe 33 MO/mn Bignoeigae

15 KinbKicHe BM3HayeHHA 9,5 - 10,5 mrfmn 10,0 mrfmn
OudeHrigpamiHy rigpomopuay

16 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae

17 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomeHTapi: bes komeHTapis

12. YmoBu 36epirannn: B opuriHanbHii ynakoeUi npu Temnepatypi He BUwwe 25°C. He 3amopoxyeaTth. 36epiratv B

HEeQOCTYMHOMY ANA AiTeld Micui.

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

Cepin go3BoneHa go peanizauii / BigBanTaxeHHA 3 25.08.2023

3aTBepaKyio

MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 25.08.2023 17:59
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JoxymeHT nignucaHo y cepeici BuacHo (nouarok)
00481212_20230825_Certificate_170000023502.pdf
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JokymeHT nignucano y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20230825_Certificate_170000023902. pdf

HoxkymeHT BignpasneHo: 18:01 25.08.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

18:01 25.08.2023

€0OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®©IPMA AAPHWULA
npoeigHWiA iIHCNeEKTOP-yNnoBHOBaXeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipku KEM/ELM: 18:01 25.08.2023

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C000077500000

Tun nignucy: kBanigikosaHwin




{+38044)207-73-04 ¥nosHoBaMeHa ocofia 3 AKocTi
{(+38044)207-73-27 ¥YnoBhoBameHa ocofia 3 dapmakoHarnagy

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n p H u ug (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprndikar ananisy Ne 170000023903

1. HaiimeHyBaHHA npogyxuyii: AUMELPON-OAPHALA

(HazBa, cuna fAii/akTMBHICTD, Nikapcbka ¢opma Ta 1M po3unHY MiCTUTL audeHrigpamidy rigpoxnopugy 10mr

pO3Mip YNakoBKK {iGEHTUYHO A0 TEKCTY Ha PO3uMH ANA iH’eKUii, 10mr/mn no 1mn B amnyni; N210 (5x2) B navui. MapkyBaHHA
YNaKoBLi roToBoi NPoAyKLUii)) YKPaiHCBKOI Ta POCIACHKOI0 MOBAMK

2. Homep cepii: CuU150723

3. Poamip cepii: 43,027 YN

4. KpaiHa-BMpoGHUK: ¥YkpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHA YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/4851/01/01
7. Bata supoGHulyTBa: 07.2023

8. Bara saKiHueHHA TepMiHy NPMAATHOCTI 07.2027

{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHo, BKIOYAICUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
AinbHMLL BUPoGHULTBA | KOHTPONIO AKOCTI; «(QapmaueBTiuHa dipma «fapHuua» 3a agpecolo: M Kuie, Byn. bopucninkcbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

BinbHALYD: niyeHszin AB N°598086;

CBigouTBO Npo atectauiio nabopatopiin BKA No 128;
cepTngikat GMP Ne 050/2022/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauinHoro noceiguyeHHa N2UA/4851/01/01 Big 24.02.2021
Ne347, 3i amiHamm

PeaynbTaTk aHanisy:

N°n.n. HaiAmMeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay
1 onunc Mpozopa GezbapeHa piguHa Bignosinae

2 laeHTUDiKaLin A YO-cnekTp nornysassEs sunn oﬁoByBaHoro pO3dUHY, Bianoeipgae

MPUroTOBaHOTRL ARG - i «KinbKicHe BU3Ha4YeHHA», B
ofnacTi Big 240 AM p,o 300 HM'F IeH MaTH MakCMMyMK 3a
LOBXWH XB b 253 tb)lﬁh ' HM, Mneye 3a AOBKUHK
xeuni (26/419) &Y T3 daiidnyhh l3.‘L p,oam puni (24442) Hm
3 laeHTUDiKaLis B Ha xpom ! =y : AUHY, ONepXaHii, AK Bianoeigae
onucaHoli », MAaE BUABNATUCD
OCHOBHA 1 Ha XpoMaTorpami
PO3UMHY )
4 laeHTUdiKalis C KonbopoBa pPeawitid 3 1 8 ) ‘._\ 3 7, Bignoeigae
5 laeHTUdikauis D XapakTepHa peakuin (=) Ha Xn Bignoeipae
6 I'Iposopicrb b qOHHI 0y Mpenapat mMae 6yTW Npo3opUM Bignoeigae
£
s\ )
7 KDnl;ppDBICI'b %o Mpenapar mae 6yt HezbapeHUM Bipnosinae
~ OxoTHikoBa -
8 pHS TeTAHa 2 5,0-6,5 6,2
= MwkonaiBHa =
9 Cynﬁoslxﬁ%mw InH 3 Byab-AKoi gomiwku — He Ginbwe 1,0 % Bignoeipae
b

- 00481212
>

10 06'em,fﬂ9 BUTAraETbCA c_qf" Mpenapar mae signosigat Bumoram Ady, 2.9.17 Bignoeigae
‘?ca M a“'a
oy
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Mpoposxenna CeprudixaT axocri / Ceprudikar ananisy N2 170000023903

1 MexaHiuHi BKNIoYeHHA: BMaUMi BignosigHo go sumor AdY, 2.9.20 Bignoeigae
YACTHHKIM

12 MexaHiuHi BKNIoOYeHHA: HeBUOWMI BignosigHo no sumor AdY, 2.9.19, metop 1.B Bignoeigae
YACTHHKIM

13 CTepWibHICTB Mpenapar mae ByTH CTepUABHUM Binnoeinae

14 bakTepianbHi eHOOTOKCUHK MeHwe 33 MO/mn Bignoeigae

15 KinbKkicHe BM3HayeHHA 9,5 - 10,5 mrfmn 10,1 mrfmn
OndeHrigpamiHy rigponopuay

16 ¥Ynakoeka BignoeigHo oo MKA N3 Bignoeigae

17 MapKyBaHHA BignoeigHo oo MKA N3 Bignoeigae

11. KomeHTapi: bes KkomeHTapis

12. YmoBu 36epirannn: B opuriHanbHii ynakoeui npu Temnepatypi He BUwwe 25°C. He 3amopoxyeath. 36epiratv B

HEQOCTYMHOMY ANA AiTeld Micui.

13. 3anBa npo ceprndikanio: Llum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOEHIiiA BigNOBIAHOCTI 3 BUMOraMM1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro

AOCLE KpaiHW NpU3HAYeHHA

Cepin go3BoneHa go peanisauii / BigBanTaxeHHn 3 28.08.2023

3aTBepaKyio

MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 28.08.2023  11:19
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JoxymeHT nignucaHo y cepeici BuacHo (novarok)
00481212_20230828_Certificate_170000023503.pdf
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JokymeHT nignucaHo y cepsici BuacHo (NpoA0OBIKeHHR)
00481212_20230828_Certificate_170000023903.pdf

HoxkymeHT BignpasneHo: 11:31 28.08.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

11:31 28.08.2023

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®©IPMA JAPHWULA
npoeBigHWiA iIHCNeKTOp-ynoBHOBaXkeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipru KET/ELM: 11:31 28.08.2023

CraTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C000077500000

Tun nignucy: keanigikosaHwin

e
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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 N¢ 170000019660

1. HaiimeHyBaHHA npogyxuyii:

(HazBa, cuna fii/aKTMBHICTL, Nikapcbka popma Ta
pOo3Mip YNakoBkK {iGeHTUYHO A0 TEKCTY Ha
YNaKoBLi roToBol NPoAyKLUii))

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

5. HaiimenyBaHHA KpaiHW / KpaiH npU3HavueHHA
ansa cepii:
6. Homep peecrpauifiHoro nocpigveHHn:

7. Bata supoGHMLTBa:

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
AinNbHALYDL:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbeTaTh aHanisy:

AWMERPOR-AAPHALA

MR po3umMHy MicTUTe audeHrigpamidy rigpoxnopugy 10mr

PO34MH ANA iH'eKUii, 10mr/mn no 1mn B amnyni; N210 (5x2) B navui. MapkyBaHHA
YKPaiHCBKOIO Ta POCIACHKOI0 MOBaMK

Cu20423
28,232 TyN
¥KkpaiHa

¥YkpaiHa
NeUA/4851/01/01

04.2023
04.2027

BUpobneHo, BKAOYAICUM YNAKOBKY/MapKYBaHHA Ta KOHTPONb AKOCTI Ha [pAT
«(QapmauesTUuHa dipma «fapHuuAa» 2a agpecoio: M Kuie, Byn. bopucninecbka,
13;

niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;

cepTugikat GMP Ne 050/2022/GMP

MKA N3 po peectpauinHoro noceigyeHHa N2UA/4851/01/01 Big 24.02.2021
Ne347, 3i amiHamm

N°n.n. HaiAmeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTalii PeaynbTaT aHaniay
1 onuc Mpo3zopa HesbapeHa piguHa Bipnosinae
2 laeHTUDIKaLin A YD-cneKkTp NorMMHaHHA BUNPoBOBYBaHOMD PO3YUHY, Bianoeigae

NPUroTOBaHOro, AK ONWCaHo ¥ po3aini «KinbKicHe BU3HAYEHHA», B
obnacTi Big 240 HM go 300 HM NOBUHEH MaTH MaKCMMYMK 33 JOBXWH
*BUAb (253 £ 2) Hm i {258 + 2) UM, Nneye 3a JOBKUHKU XBUAi {26412)
Ta MiHiMyM 33 0OBHUHU XBUAi (24412} Hm
3 laeHTUDiKaLis B Ha xpomMaTorpamMi BUNpoboByYBaHOrD PO3YUHY, OOepXaHii, AK Bignoeigae
OnucaHo B po3gini «CynpoBigHi AOMILIKWU», MaE BUABAATUCL OCHOBHA
NAAMa Ha PiBHI OCHOBHOI NAAMM Ha XpOMaTOrpami po3UnHYy
nopieHAHHA {a)

4 laeHTUDiKaLis C Konboposa peakuina Bianoeigae
5 laeHTUDiKalis D XapakTepHa peakuia (2) Ha xnopuau Bignosipae
B MposopicTb Mpenapar mae 6yTH NPO30PUM Bianosinae
7 KonbopoeicTbe Mpenapar mae 6yTn HezbapeHUm Bignosipae
8 pH 50-86,5 6,3

9 CynposigHi gomilkn byap-AKoi AoMilLKK — He Binblwe 1,0 % Bignoeipgae
10 Ob'em, WO BUTAraETLCA Mpenapar mae signosigat Bumoram AdY, 2.9.17 Bignoeigae
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1 MexaHiuHi BKNIoYeHHA: BMaUMi BignosigHo o sumor Ay, 2.9.20 Bignoeigae
YACTHHKM

12 MexaHiuHi BKnioyeHHA: HeBugMMi  BignoeigHo oo Bumor AMY, 2.9.19, metog 1.B Bignoeigae
YACTHHKM

13 CTepWibHICTB Mpenapar mae ByTH cTepuAbHUM Bignoeigae

14 bakTepianbHi eHOOTOKCUHK MeHwe 33 MO/mn Bignoeigae

15 KinbKicHe BM3HayeHHA 9,5 - 10,5 mrfmn 10,0 mrfmn
OudeHrigpamiHy rigpomopuay

16 ¥Ynakoeka BignoeigHo go MKA N3 Bignoeigae

17 MapKyBaHHA BignoeigHo go MKA N3 Bignoeigae

11. KomeHTapi: bes komeHTapis

12. YmoBu 36epirannn: B opuriHanbHii ynakoeUi npu Temnepatypi He BUwwe 25°C. He 3amopoxyeaTth. 36epiratv B

HEeQOCTYMHOMY ANA AiTeld Micui.

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

Cepin go3BoneHa go peanizauii / BigBanTaxeHHn 3 27.04.2023

3aTBepaKyio

MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 27.04.2023  13:51

Crop. 232



Anpeca 02093, M. Kwis, Byn. Bopwcninbebka, 132

Ten. /Makc: (+38044)568-32-10 MNprimancHa
ﬂ n p H u u g (+28C44)2C7-72-41 Bipain KoHTPONKD AKOCTI
(+38C44)20C7-72-C4 YnorHOBaMeHa ocoba 3 AKoCT |

(+28044)2C7-72-27 YnoeHosaxeHa ocoba 3 dapmakoHarnagy

Ceptudikar akocri / Ceptudikar ananisy Ne 170000009658

1. HallmeHyBaHHA NpoayKLii:

{Ha3Ba, CUNa AiifakTUBHICTb, NiKapcbKa dopma Ta
po3Mip YNakoBKW (iAeHTUYHO A0 TEKCTY Ha
yNakoBLi roToBCT NpoAyKLii))

2. Homep cepii:
3. Posmip cepi:
4. KpaiHa-BMpOGHWK:

5. HaiimeHyBaHHA KpaiHM / KpaiH npusHa4YeHHA
AnA cepii:
6. Homep peecTpauifiHoro nocsigyeHHn:

7. flata BupoGHMLUTBa:

8. flaTa 3aKiHYe€HHA TepMiHY NPUAATHOCTI
{micaub i piK, nicna Akoro J13 He 3acTOCOBYETLEA):

9. Haspa, agpeca Ta HOMepW NileH3iA BCiX
AiINbHULE BUPOGHULITBA | KOHTPONKD AKOCTI;
Ceprndikatn signosinHocti GMP Bcix
AINbHMLb:

10. AHani3 BUKOHaHWH 3rigHo:

Pe3synbTaTh aHaniay:

JAMEOPOA-AAPHWLA

1MA po3ynHy MICTUTL Audenrigpaminy rigpoxnopuay 10mr

PO34MH ANA iH'ekUii, 10mr/mn no 1mn B amnyni; Ne10 (5x2) B nayui. MapKyBaHHA
YKPaiHCBKOK Ta POCiACbKO MOBaMK

cu230722
34,310 YN
YKpaiHa

YKpaiHa
NeUA/4851/01/01

07.2022
07.2026

BUpoGReHO, BKAIDYAUM YNaKoBKY/MapPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
«PapmauesTiyHa dipma «JapHuUA» 3a agpecoto: M Kuie, Byn. bopucninbcbka,
13;

niyeHzia AB Ne598086;

CBigoUTBO Npo atecTauile naGopatopii BKA Ne 128;

ceptudikat GMP N2 035/2019/GMP

MKA /13 po peectpauiiiHore nocsigueHHa NeUA/4851/01/01 Bia 24.02.2021
Ne347, 3i amiHamn

N2 n.n. HailiMeHyBaHHA NOKazHUKa Bumorn HopmMaTHBHOI JOKYMeHTau i Pe3ynbTar aHanisy
1 onunc Mposopa BezbapBHa piguHa Bignosigac
2 InenTndikauia A YD-cnekTp NOMMWHaHHA BUNPOGOBYBAHOMD PO3YNHY, Bignosigae

NPUroTOBaHOrg, AK ONUCaHO ¥ po3fini «KinbKicHe BU3HauyeHHA®, B
obnacti Big 240 Hm go 300 HM NOBWHEH MAT MAKCAMYMKW 33 JOBMMWH
XBUNb (253 £ 2) Hm i (258 £ 2) um, nneve 3a AOBXKVHKW XBUNI (26412}
Ta MiHIMyM 3a AOBXWHU XBUNI (24412} Hm
3 lnpenTndikauis B Ha xpomatorpami BUNpoGoByBaHOTO PO3YMHY, OAepHKaHii, aK Bignosigae
ONWCaHO B po3aini «CynpoBigHi AOMILLKKW», MAE BUABNATWCL OCHOBHA
N1AMa Ha piBHI OCHOBHOI NIAMW Ha XpomaTorpami posunHy
nopiBHAHHA {2)

4 lnenTndikauia C Konboposa peaxkuis Bignosigae
5 lnenTndikauia D XapakTepHa peakuis (@) Ha xnopugu Bignosigac
6 Mpo3sopicTb MpenapaTt mMas 6yTH NPO3OPHUM Binnosipac
7 KonbopoBicTh Mpenapat mac 6yTn HesbapsHm Bignosigac
8 pH 50-85 6,0

9 CynpoBifiHi FOMiLIKK Byab-aKkol AomillKKM — He Ginble 1,0 % Bipnosigae
10 O6'em, WO BUTArAETHECA MpenapaT mMac Bignosigaty Bumoram JOY, 2.9.17 Bipnosigae
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MpoacexkeHHa CepTudikar Axocti / CepTudikar ananizy N2 170000009658 m ‘I|I||‘I”l”ll||”I|||"|"I||I‘I|"”l m

11 MexaHiuHi BKNioYeHHA: BARUMI BignoeigHo go Bumor JaY, 2.9.20 Bipnosigae
YACTUHKK

12 MexaHiuHi BKNoYeHHA: HeBWAWUMI  BignoeigHo go eumor @Y, 2.9.19, meTon 1.B Bipnosigae
YACTUHKK

13 CTepunbHicTb MpenapaTt mMac 6yTH CTEPUNBHIM Bignosigac

14 BakTepiaibHi eHAOTOKCUHN Menuwe 33 MOfmn Bipnosigae

15 KinbKicHe BU3HaYEHHA 9,5-10,5 mrimn 10,1 wmr/mn
audeHrigpaminy rigpoxnopugy

16 YnakoBKa BignoeigHo go MKA N3 Bipnosigae

17 MapKyBaHHA BignoeigHo go MKA N3 Bipnosigae

11. KomeHTapi: bes KomenTapis

12. ¥moBn 36epiraHHA: B opwrinanbHi# ynakosui npu Temnepatypi He Buwe 25°C. He 3amopoxyBaTi. 36epiraty B

HeAOCTYNHOMY ANA AiTER Micui.

13. 3aaBa npo cepTugikadiro: Lum nigareepaxyio, Wo BCi BUpoBHUYI cTagil And uiel cepil rotoeol npoaykuil 6ynu nposeaeHi
B NOBHINA BIANOBIAHOCTI 3 BUMOraMy, BCTAHOBNEHUMY B YAHHOMY KepiBHUUTEI no GMP,
aateepaxeHomy MiHicTepcTBOM OXOPOHM 3A0pPOB'A YKpaiHK, | 3 BUMOraMy peecTpauiiHoro
AOCbE KpaiHW NPU3HAYeHHA

Cepia nossoneHa Ao peanisadii / BinpaHTaxkeHHA 3 09.09.2022

3aTBEpAXKYHO
MIb: OxoTHikoea T.M.

Mocapa: YnoBHoBaXxeHa ocoba

Mianucavo enekTpoHHUM nignvcom: 09.09.2022  09:22

Crop.232



Anpecs U209%3, . Kuls, avn. bopucnineces, 13
. Ten. /Oaxe: ($380441 58820270 Pipuimsansis
m m @ H U u ﬁ (+3BUA4y207=71341 Binain KOHTROMNIO AvorT
(380495 207~ 7304 YriosHosanena oeoba 3 KoeTi
(PIB0A4TZ07-T3=27 YnokHopaxens oroba 5 bapumaronarnngy

b

Ceprudikar akocri / Ceprudikar aHanisy N2 170000012043

1. Halimenygauus npogyKuii ﬁmﬁﬁﬁ?ﬁﬁwﬁ&?%&wq%

(Ha3Ba, cuna giilakrusHicTy, nikapcoka dopMaTa  Tmn po3unHy Mictuts gnderrigpaminy rigpoxnopuay 10mMr
po3mip ynakosku (igeHTruHo no TEKCTY M3 poaunH ana in'exuiv, 10Mrimn no 1vn & amnyni; Ne10 (5x2) 8 naudi. Mapkysanus
YNaKkoBLi roTosol npopykuii)) YKPaTHCBKOI0 Ta POCINCEKOI0 MOBaMM

2. Homep cepii: CU240822

3. Poamip cepii: 43,587 v

4. Kpaina-smpobuuk: Yrpaina

5. HalimenyBannsa Kpainm / KpaiH npusHauennn Yipaina

Ann cepll:

6. Homep peecrpauyinnoro nocBinMensn; NeUABE1/01/01

7. Hara supobnnurea: 082022

8. Nata sakiHueHHA Tepminy npupaTHoCTi 08.2026

(micaus i pik, nicna akoro N3 we JBCTOCOBYETHCR):

9. Hazea, appeca 1a Homepw nivenzin scix BUPOBNEHO, BKMOYAI0YM YNaKoBKY/MapKyBaHHS! Ta KOHTPOMb AKOCTI Ha NpAT
Binbunip supobrunyrea | KORTPOHIO AKOCTE «DapmauesTinuna pipma «apHuay 3a anpecsio M Kuie, syn. Bopucninsceka,
Ceprudikarn signosignocri GMP seix 13:
ANbHALL: niyensia AB Ne598086:

CRlIAoUTRO Npo arecranin naboparopiii BKA Ne 128;

ceprudikar GMP Ne 035/2019/GMP

10. Axanis Bukouanuii srigro: MKA N3 no peecrpauiivoro nocsiguenHa NOUA/4851/01/01 sin 24.02.2021
Ne347 sl sminamn

Pesynuratn ananisy:

Nerm  Halimeuysanus noxassnka Bumoru nopmarusHoi goxymentanit Pesynsrar ananisy
1 Onuc Nposopa besbapaua pinua Binnosinae
2 inenridixayis A YD-cnexip nGrAnHaHHS BUnpobosyaatiors PO3LIHY, Bignosigae

NPUTOTOBAHOIO, AK ONMCAHO Y PO3AINT «KinbKicHe BuaHaueH sy, B
obnacyi 8if 240 wm o 300 W HoBuHER MaTy MBKCHMYMI 33 JOBNIH
xBunb (253 £ 2) vm | (258 +2) um, nnede 3a QoBNiARY xBuni {26422y
Ta MIHIMYM 33 ROBXUHY XBIANT (244£2) Hm
3 lnenrudicauin B Ha xpomarorpami snnpobosyeanoro PoOsdRy, opepRanin, ax Binnosinae
ONNCAHG B pOIRIT «Cynposinnl AOMHUKAY, Mae BURBRATIACE CUHOBRHA
ANAMA Ha pisdl OCHORKHGT rillaMy Ha Xpomarorpami pozdnny
nopisHARHS {3}

4 lnenrugikauia C Konsoposa peaxyis Binnosinae
5 lneHTndirauin D Xapaxtepua peaxuin (a) Ha ¥nopunn Binnosigae
8 Npoaopicts - Npenapar mae Gy nposopim Bignosigae
7 Nperapar mae 6yry Geabapeiing Bignosinae
8 50-85 B,1

9 Byas-arol gomiuki ~ He Binblie 1.0 % Binnosinae
10 Mpenapar mae signosigati sumoram A0Y, 2.9.17 Bianosinae




11 Mexaniunl BRITeHNE BU UM Bignosinso oo susor OV, 2.9.20 Binnowinae

MACTHHEN

12 Mexaniunl sronouennn: wesngumi  BignosigHo go swvor 0OV, 2.8.19, meton 1.8 Bignosingae
YACTIHKN

13 CrepunsHicTs Mpenapar mae Gyt CrepunsHum Bignosinae

14 BaxreplancHi eHAOTORCUHY Menwe 33 MO/mMa Bignosipae

15 KinbricHe Buanauentn 9,5« 10,5 mrimn 8.9 mrimn
pudenrigpaminy rigpoxnopuy

18 Ynakosxa Binnosiano so MKA 113 Binnosinae

17 MapKyBaHHH Bignosigso no MKA N3 Bignosinas

11. Komenrapi: bes komenTapis

12. ¥Ymosn 3Bepirannn; B opwrisansuil ynarosul npu Temnepartypl He suwe 25°C. He aamopoxyeatn. 36epiraru s

HeAOCTYNHOMY ans Aitel micyi

13. 3amsa npo ceprudikauio:  LUvm nigreepmxyio, wio sdl snpobunal cragii ana uiel cepli rotosol nipogyxuii Bynu nposeneni
B NOBHIN BIANORIAHOCTE 3 BUMOTaMIE, BCTEHOBEHIMIA B YAHHOMY Kepisnnurel no GMP,
IatTReppKEHOMY MiHICTEpCTROM OXODOHY 3A0D0R'S YKpainu, 13 BUMOTamu peecTpalivitoro
AOCHE KPpaTHW NpUuIkHadeis

Cepin pozsonena ao peanizauil / sigsanramennn 3 24.10.2022

Jarsepoxyo
[HE: Owornikosa T.M,

Nocana: Ynossosakena ocoba

flipnucano enexTpornui fignucom: 24,10.2022 1411

a}, e & ol A S . e S e .
wf*%ki’” Ckirt: W [?’ 6% i ;”:?;‘ . P T




Anpeca GIODE, W, Kuis, syn. Bopucninscexa, 123
Ten./@akc: (+380445568-30-20 Opwimansia
m m w W u u % (+3BOA4I 2077341 Biaai ROHTDOMG  BKOCTI
: ‘ (+38044)207-73-04 Ynoswosamena ocoba 3 fkocti
URIBOAAY 20727327 Ynosnosskeis wcoba 3 GapMakoHarnay

Ceprudikar akocri / Ceprudikar ananisy Ne 170000012954

‘i. Hadmenyaauus nponyKyii; AUMELPON-OAPHNLA

{Hassa, cuna AlifakTusricTs, nikapcoka Popmata 1mn Po3uMHY MicTuTe andenriapaminy Finpoxnopuiy 106r

PO3MIp ynakosku {ineHTiuHo go TEKCTY Ha po3unH ans i ekuin, 10mr/mn no 1mn 8 amnyni; Ne10 (5x2) & nauyi, Maprysasns
ynakosui rotosol npoaykuii) YKPalHCBKOIO Ta POCIACHKOI MOBAMM

2. Homep cepii: Cu261022

3. Poamip cepii: 43,061 TYN

4. Kpaina-supobuuk: Yrpaiva

5. HaimenyBsanns Kpainm / KpaiH npusnavenns Ykpaida

Brs cepil:

6. Homep peecrpauinuore HocoigueHtna; NeUAMBEYODA
7. Rava supo6uuyrea: 10.2022

8. fara saxinuenns Tepminy npunaruocri 10.2026

{micaup i pik, nicns akoro 113 He 3acrocopyerbeal;

9. Hassa, agpeca 1a HOMEpn nitensin pciv BUpobneHo, BKNOYaI0uN YNaKOBKY/MapKyBaHH#A Ta KORTPOMb SKOCTI Ha MpAT
Ainbruiys 8upoGHUYTBa | KoHTpOnio axocri; «DapmayesTuura dipma «[lapHnusa» 3a anpecoio: m Kuis, syn. Bopiichineceka
Ceprudikarn signosigsocri GMP scix 13
AiRbHALL: nigensia AB Ne598086:

CBIROUTEBU NP0 ATeCTalho nabopavopiit BKAl No 128;

cepndixar GMP Ne 050/2022/GMP

10. Auaniz sukonauni srigun: MKA N3 o peecrpauiiinoro nocgiguenns NeUAJABE1/01/04 8ig 24.02. 2024
Ne347. 50 amimamu

t

Pesynsrartu ananisy:

Nemn,  Hahmenysans nokasiuka Bumeorn wopmarusnor Roxymenrauli Pesynurar ananisy
1 Onue fipozopa Gesbapeua piguna Bignoninae
2 Inesvvidixauin A YO-CniekTd nornuHaRHA BUNPOGOBYBAHOIO PUIYMHY, Binnosinae

APWOTOBAHOTO, AK OIMCAN0 ¥ pospini «Kinskiche BUIHAUSHHAY, B
obnacti sin 240 wix go 300w AoRuNeH MATI MBKCHMYIMI 38 [oBwIH
Xeune {253 2 2} vm 1 {258 £ 2) um, nfieus aa BOBXRMHY XBuni (264:52)
A MIHIMYM 33 JOBRUHI e (24442 um
3 lnenrindirauin B Ha xpomarorpami sunpobosysanore PO3YRHY, OnepXaning, #x Bignoeipae
onucano 8 pospin «Cynposinel goMimme, Mae sussnATIES OCHOBHA
AAAME Ha DIBHT OCHOBEHOT Niame Ha XpoMarorpami posuny
noplasinin (a)

4 InewTvdikayin ¢ Konvoposa peakiiia Bigrosinae
5 laesTugikauia D XapakrepHa peakuin (a) Ha xnopuam Bianoginae
8 NpoaopicTs . Hpenapar mae Gy HpoO3opIM Bignosinae
7 k Npenapar mae Gy Besbapaum Binnosigae
8 50-85 6.0

g Bynb-nkol gomiwikg — He Binsue 1.0 % Bignosinae
10 Nperiapat mae BignosigaTy suMoran OOy, 2917 Binnosinae




11 Mexaniuni sistousuug: BUN Bignosigro no sumor Aoy, 2620 Bignosigae

HACTHHKI

12 Mesarianl srmgucrng: Hesmpaml- - Bigriosiauo no sumer A0Y, 2,918, weron 1.8 Bignosinae
MACTVRIE

13 Crépunenicre Mpenapar mae Gyru CTEDWIBHIM Bianosinac

14 Bakveplansui sngorokcimm Merwe 33 MOln Bignosinae

15 KinbgicHs susavenms 8.5 - 10,5 mrian 9.5 mrivn
Anpenriapaminy tapoxnopuy

16 YriaroeKa BignosigHo go MKA /13 Binnoeinae

17 Maprysanin Binnosinuo ao MKH 12 Bignosinae

11. Komenrapi: Bes komenTapis

12. Ymosu s6epiranus: B opurinanbhiin ynakosyi ApY Temnepatypl ve suwe 25°C. He amopoxysati. 3bepiratu 5

HEROCTYNHOMY Ans given micuyi,

13. 3ansa npo ceprudikanio:  Lum MATBEDRYID, WO Bl BupoGHuui cragii ana uiel cepii rotosol npogykuyii By nposenew
B noBHil signosinuoct a BAMOTaMI, BCTAHOBNEHIMY & HUHHOMY KepiBHULTBI no GMP,
3avsepipkeHomy Minicteperaom OXOPOHW 3A0POB'R Ypaiuu, i 3 BUMOramu peectpauinioro
AGUBE KDATHW NPUIHALSHHR

Cepin go3sonena go peanizayii / sigsanramennn 3 22.41.2022

3arsepaxyio
B Oxorthikosa T.M.

Nocapa: YnosHosaxena ocoba

Nignucaro enexrponnim nianmcom: 22.11.2022 . 14:11
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Hanmenyeannsa npoayxyii:

Howmep cepii:

Homep peectpauianoro
nocEigQuYeHHn:

AHani3 erkoHanmi aa:

PesyneTatu ananiay:

CeptudbikaT aHanizy Ne 28
AWMELPON-OAPHWUR, posunn ans id'ekwif, 10 mrimn, no 1 mn

10031031

B amMnyni: no 5 amnyn y

KOHTYPHIf 4apyHKORIA YNAKOBL; MO 2 KOHTYPH HapyHKOBE YNaKosky 8 nauui MapkyaanHa

YKPAIHCEKOK Ta POCIRCLKDID MOBaMA

CU280921 Pozmip cepii:
UA/4851/01/01

43100 ynak.

MKS N2 no peectpauiinero nocrinvenys NeUAMES1/01/01 Bin 24.02.20217 Ne347, 2 -

aminaMu

N2 n.  Hahmenysasua nokazHwka

Bumoru HopmaTueHol AokyMexTauil

Pesynetat aHaniay

i Onune
2 lneHtndikauis

3 INpozopicTe

4  KoneoposicTe

5 pH

68  CynpoaigHi aomiwke

7 O0'eM, WO BATAraeTLCA

8  MexaHiuHi BKNgueHHR

9  CrepunbHicTe

10 BaxtepiansHi eHBOTOHKCUH K

11 KinbkicHe BuaHauenus
AnthenTiapaminy rapoxnopuay

12 ¥nasoasa

'3 MapkysaHHa

Ipazopa GezGapeHa pigusa

A YO-crextp NornuHanHa sunpoSosyRaHONO poauuHy,
MPWIOTORAHOO, Ak ONWCAHO ¥ PO2aIN] «KinskicHe Bu3HaueHHA», B
obnacTi elg 240 Hm 40 300 KM ROBWHEH MaTH MaKcuMymu aa
AOBXWH XBUkL {283 + 2) UM i (258 + 2) um, nneve 3a goexuHY
xBuni (264£2) Ta MiHIMYM 33 ROBKUHW XBnAi (2442) 1w

B Ha xpomatorpami sunpoBosysanoro pO3UMHY, 0BepHaHifi, [k
enucaHo B posaini «CynposigHi Aomilkny, MAE BURENSTUCH
OCHOBHE MNAMA HA PIBHI OCHOBHOT NNAMK HA XpOMAaTOrpami
po3uuHy NORIBHAHHS (a)

C Korisoposa peakuis

D Xapakrepra peakuis (a) Ha xnopuaw

Mpenapat mae GyTh Npozopum

MNpenapat mae 6yTn GesBapeHum

50-65

Byab-arol nomiwky ~ He Binbwe 1.0 %

MNpenapat mae BignoainaTi BUMoram oy, 2817
BignoeigHo ao MKA N3

Flpenapat mae By cTepunbHum

Menwe 33 MO/mn

9.5 - 10,5 mrimn

BianogigHo 4o MK#R N3
Bignoeiano go MKA N3

' Bignosigae
Bignosigae

Bignosigac

Bignoeinae
Binnosigac
Bianosipac
Bignoginac
6,4
Bignosigae
Bignosinae
Bianoeiaace
CrepuasHua
Bignosinac .
19,1 Mr/an

Bianoeinae
Bignoeinae

Hava zakiMyenHa Tepminy npuaaTHocTi; 08.2025

36epirannsn; 30epiratv B OpWIiHANLHINA yNakoewi npy TemnepaTypi He euwe 25 °C. He samopoxysaty. 36epiraiv y
HEAOCTYNHOMY NS AiTen mMicui

BucHorok: Bianoaigas snmoram MKA 112 ao peecTRauiiHorn nocaiaqenHa NellA/4851/41/01 Big 24.02.2021 Ne347 . a
IMiHaMN
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Azrpeca 02092, m. Knia, ayn. Bopucnian

Ton./fanc: (+38044)568-32-10 fApwans D031 031
{+38044) 207~-73-41 Bigmisn monTpomoe axecini

{+380442207~73-04 Ymosmomamana ocoBa h SROCDI

(+38044) 2067-73-27 Ynommomaxeona ocoSa o HApPMAXORADNSRY

CeptudchikaT cepil RikapcbKoro 3acoby

1. HalmenyBaHHs, cuna

alifakTueHicTk, NiKapeckka hopma 73
po3Mip ynakoekm {igeHTiYHO TeKeTY Ha
ynaxkosui rotorol npogyxuii):

2. Homep cepii roToRol npogykuii:
3. Kpaina-snpobHuk:

4. HahmeHnyeasHA kpaiHn f Kpaiy
APW3HAYeHHA QNA cepii:

5. Homep peeetpadiinoro
noceif4YeHdR;

6. laTa BupoGHUuTRa

7. Oava sakiHueHna Tepminy
npugaTHocTi (MicAus i pik, nicna akoro
N3 He 3acTocoryeTLCA):

8. Hazea, appeca Ta HoMepU NiLEH3IA
BCIX AINAHOK BUpOBHUUTEAE i
KOHTPON AKCCTI:

9. CepTuchikatu BignoeigsocTi GMP
BCIX QiNAHOK, 233Ha4eHuX ¥ N.8:

10. Pesynetaty ananisie:

11. Kemenvapi:

12. 3aaea npo cepTrdikanirg:

13. Im’a 1a npizenwe YnosHoBaxeHot
ocobu, axa agificHioe cepTudchikauito
cepii:

14, Nipnuc YnorHoraxeHo! ocobu, aka
3pincHioe cepTudbikauito cepii:

15. Data nianucanus:

ANMEAPON-BAPHWLIA

1 MR pos4uHy MicTUTE AudieHriapaminy rigpoxnopuay 10 mr,
pos4uH ana iv'ekuin, 10 mrivn “

Ae 1 MmN 8 amnyni; No 5 amMnyn ¥y KOHTYPHIA YapyHKORIA ynakosLy;
no 2 KoHTYPHI YapyHKosi ynakoeky 8 nadui. MapkveaHus
YKPATHCBKOIO Ta POCHACHKO MORAMM

CU280921 Pozmip cepii: 43100 ynax.
Yrpaina
Yrpaina

UA/4851/01/01

‘Bepecens2021

09.2025

BUPOONESHO, BKIIOHAHU NaKyBaHHA/MAPKYBEHHS Ta KOHTPOSMb
akocTi Ha MNpAT «DapmavuestnyHa cipma «AAPHULA» aa
appecoio: M Kuis, Byn. BopUcninkceKa, 13; NileHsia AR Ne
588086, ceigouTso Npo atecTauiic naGopatopin BKA Ne 128;
KOHTPONR AKOCTI 32 KonTpakTom: AHAN no KA i3 Y «iHeTuTyT
rpoMagceskore 3aopee's im. A.H. Mapzeesa HAMH Yrpaidu » 3a
appecow: m Kuie, eyn. Monyapexka, 50; ceigouTso npo
atectauio nabopatopil Ne 305

ceptudikat 035/2019/GMP

HasegeHi B cepTudbikati adanizy (aocoatox 1)

26epirati 8 opuriHansHIf yRakoBLi NPY TeMnepaTypi He BuLLe
25 °C. He samopoxysatu. 36epiratu y HegocTynHomy gns gitei
MicL

Lvm nigreepaxyto, Wo BCi BupoSHWHI cTaali Ana Wwiei cepii
roToBoi NpoAyKuil Bynu NnposessHi B NOBHIW BiaRosinHOCTI 3
EMMOramu, BCTaHOBNSHYMIY B YUHHGCHMY KepienuuTsei no GMP,
saTeepaxeHomy MinicrepcTeom oxcponu 3pRopos's Ypainng, i 3
BAMOramu peecTpauiiiHoo ASSHE Kpaiti NPUIHaYeHHs

CEFIA NO3IBOAEHA
L0 PEATIZALN

"YnoBrGRssnaw coba
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| d aAPHUUAN

10025031

CepTtuchukar aHanmza Ne 35

HaumeHosanue npoaykumm:
amnyrn B KOHTYPHO AYeikoBon
Mapkuposka Ha ykpaumHCKoM u

Cu3s1120
UA/4851/01/01 AencteyeT go 07.07.2021

PYCCKOM A3blkax
Homep cepum:

Homep perucrpaumonHoro

ANMELPOJN-OAPHULA, pacrsop ans UHbeKkUuiA, 10 mr/mn, no 1 Mn B amnyne; no 5
YNaKOBKE; M0 2 KOHTYPHbIE AYEKOBBIE YNAKOBKM B NaYKe.

Paamep cepuu: 43155 ynak.

yAaocToBepeHus:
AHanua BLINOMHEH NO: MKK NIC k PErucTpauuoHHOMY YAOCTOBEPEHMIO NeUA/4851/01/01, c uameHeHmem ot
27.03.2018
PesynebraT aHanusa:
Ne n.n. HauwmeHoBanue nokasartens TpeboBaHue HOpMaTUBHOM AOKyMeHTauumn Peaynertar aHanuza
1 Onwucanue Mpospaunas 6ecuseTHas XUAKOCTb CootseTcteyer
2  Wpentudukayms A. Y®-cnekTp nornoweHus UCnbITYyeMoro pacreopa, Cooteetcrayer
NPUrOTOBNEHHOrO, KaK OnNucaHo B pasaene "KonuyecTeeHHoe
onpegeneHue”, 8 obnactu ot 240 HM 4o 300 Hm AOIDKEH UMEThL
MAKCUMYyMb! NpU ANMHax BONH (253+2) UM u (258+2) HM, nneyo
Npw AnNUHe BoMHbI (26442) HM n MUHUMYM NPU ANWHE BOMHLI
(244+2) um
B. Ha xpomaTorpamme ucnbityemoro pacTeopa, nony4eHHo, kak CooTeeTcTeyer
onucaxo e pasaene "ConytcTayiowme npumecs”, AOMKHO
0BHapyXMBATLCA OCHOBHOE NATHO Ha YPOBHE OCHOBHOrO MNATHA Ha
Xpomarorpamme pacTeBopa CpaBHeHus (a)
C. UseTHan peakuus Cooteetctayer
D. XapaktepHas peakuua (a) Ha xnopugel CooTtsetcteyet
3 MpospayHocts Mpenapar gonxex 6biTs Npo3payHbIiM Cootsetcrayer
4  LUseTHocTs Mpenapat pomxex 6biTh GecuseTHbIM Cootsetcreyer
5 pH 50-6,5 5,9
6 Conyrcraeyiowme npumecy Nwboit npumecy - He Gonee 1,0 % Cootsetcrayer
7 WaBnekaemblii o6bem Mpenapar ponxex cooTeeTcTEOBaTHL TpeGosaHuam MdY, 2,.9.17 CootBetcrayer
8  MexaHuyeckue eknioueHus CooTteetcreeHHo MKK J1C CootseTcrayer
9 CrepunbHocTs Mpenapar gomxeH Gbirs CTEPUINbHBIM CTepunbHbIf
10 BakTepuanbHble SHAOTOKCUHBI Menee 33 ME/mn CooteeTcTByeT
11 KonuyecteenHoe onpeaenexue 9,5 - 10,5 mr/mn 10,0 mrimn
AudeHrmgpamuHa rmapoxnopuaa
12 Ynakoeka CootsetcreenHo MKK C CooTteetcrayer
13 Mapkuposka CootsetcteeHHo MKK NC CootBetcrayer

Aara okoHuYaHun cpoka rogHocTm: 11.2024

XpaHeHue: XPaHUTL B OPUIMHANbLHOR yNakoBke npw TEMNepaType He Bellwe 25
HEOOCTYNHOM ANsA aeTei Mecre
3aknoyeHue: CootsetcreyeTt TpeGosanusam MKK J1C «

U3MeHeHueMm ot 27.03.2018

°C. He 3amopaxusatb. XpaHutb B

PerMcTpaunoHHoMy )‘M%&Ham NeUA/4851/01/01, ¢
/4

[ NPWBATHE AKLIOHEBEE TOBAPMCTEO
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d AAPHUUA

Ampec 02083, r. Kuem, yn. Bopucnonscmep

Texn./®axc: (+38044)568-32-10 Mpuemnas Hg025031
(+38044)207-73-41 Orgesn KOHTpoONs KadelT

(+38044)207-73-04 YnonHoMOueHHOE MO MO KavecTBY

(+38044)207-73-27 YnonHoMOuWeHHOEe JMUO NO dPapraxonagsopy

CepTudhmkar cepum nekapcTBeHHOro cpeacTea

1. HaumeHoBaHue, cuna
AeNCTBUA/aKTUBHOCTL, NeKapcTBeHHas
cdopma u pazmep ynakoBku
(MOEHTUYHO TeKCTY Ha ynakoBke
roToBOM NPOAYKLIMMK):

2. Homep cepuu roToBO#M NPOAYKUMHK:
3. CTpaHa-npou3BoAUTENb:

4. HauMmeHoBaHue cTpaHbl / cTpaH
Ha3Ha4YeHus Ans cepuum:

5. Homep perucrpaunoHHoro
YAOCTOBEPEHUA:

6. lata npousBoacTea:

7. lata OKOH4YaHMUA CpPOKa roaHOCTH
(mecsay v roa, nocne kortoporo f1C He
npUMeHsieTcA):

8. Hassanun, agpeca u Homepa
NULEH3UA BCeX y4acTKoB
NMPOU3BOACTBA U KOHTPONSA KayecTea:

9. CepTudukartel coorsercTeus GMP
BCEeX y4acTKOB, YKa3aHHbIX B Nn.8:

10. Pe3synbTaThl aHanu3os:

11. KommenTapuu:

12. 3anBneHue o ceprudukayuu:

13. Uma u bamunun
YNonHOMoO4YeHHOro nuua, KOoTopoe
ocywecTBnsAeT cepTUUKaLUIO Cepun:

14. Noanucs YnonHomovyeHHOro nuvua,
KOTOpoe ocylecTensaeT
cepTucukaumio cepum:

15. lata noaonucaHus:

AUMEAOPON-JAPHULA

1 Mn pacTeopa cogepxuT audeHruapamuHa rugpoxnopuaa
10 mr, pacTeop Ansa uHbekumi, 10 Mr/mn

no 1 mn B amnyne; No 5 aMnyn B KOHTYPHON AYEMKOBOWA
YNaKoBKe; N0 2 KOHTYPHbIE AYENKOBbLIE YNakoBKU B Nauke.
MapkupoBka Ha yKpauHCKOM 1 PyCCKOM Si3blKax

CU351120
YkpavHa

Pa3amep cepumn: 43155 ynak.

YkpavHa
UA/4851/01/01 peucteyet go 07.07.2021

Hos6pb 2020
11.2024

NPOU3BEAEHO, BKIOYas yNakoBKy/MapKUPOBKY U KOHTPOMb
ka4yectsa Ha HAO «dapmauyesTuyeckas upma «JdapHuua» no
appecy: r. Kues, yn. Bopucnonsckas, 13:

nuueHsua AB Ne 598086, cenaetenscteo 06 aTTecTauum
na6opatopuit OKK Ne 128

ceptudcpukaT 035/2019/GMP

npuseaeHel B cepTudmkate aHanmsa (gononHeHve 1)

XPaHUTb B OPUrMHANbLHON yNakoBKe Npu TemnepaType He Bbille
25 °C. He 3amopaxuBaTb. XpaHuTb B HEeAOCTYNHOM Ans geTei
MecTe

OTUM NoZTBEPXKAAID, YTO BCE NPOM3BOACTBEHHbIE cTaguui ans
3TOW Cepuu roToBoM NPoAYKLUMK Bbinn NpousseaeHs! B NONHOM
COOTBETCTBUM C TpeboBaHUAMU, YCTaHOBNEHHBLIMU B
AencTeyloUleM pykoBogcTee no GMP, yTBEPXAEHHOM
MWHUCTEPCTBOM 34paBOOXpPAHEHUS YKpauHsbl, U ¢
TpeGoBaHUAMN PErMcTPaLUmMoOHHOIo A0CHE CTpaHbl Ha3HaAYeHuA.

CEPWA PASPELLEHA
K PEANU3ALIUK

c pfé_{’@__zu._{a

Yno ""l‘il'.)l‘.*!Cl“l'L"r'.gO‘._" NnAULo
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Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13

Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n p H u u ﬂ (+38044)207-73-41 Bippin koHTponic AkocTi
(+38044)207-73-04 YnoshoBameHa ocoba 3 AxocTi

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

Ceptudikar akocri / Ceprndikar ananisy N¢ 170000014809

1. HaiimeHyBaHHA npogyxuyii:

(HazBa, cuna fii/aKTMBHICTL, Nikapcbka popma Ta
pOo3Mip YNakoBkK {iGeHTUYHO A0 TEKCTY Ha
YNaKoBLi roToBol NPoAyKLUii))

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

5. HaiimenyBaHHA KpaiHW / KpaiH npU3HavueHHA
ansa cepii:
6. Homep peecrpauifiHoro nocpigveHHn:

7. Bata supoGHMLTBa:

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
AinNbHALYDL:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbeTaTh aHanisy:

AWMERPOR-AAPHALA

MR po3umMHy MicTUTe audeHrigpamidy rigpoxnopugy 10mr

PO34MH ANA iH'eKUii, 10mr/mn no 1mn B amnyni; N210 (5x2) B navui. MapkyBaHHA
YKPaiHCBKOIO Ta POCIACHKOI0 MOBaMK

CU351222
43,240 TYN
¥KkpaiHa

¥YkpaiHa
NeUA/4851/01/01

12.2022
12.2026

BUpobneHo, BKAOYAICUM YNAKOBKY/MapKYBaHHA Ta KOHTPONb AKOCTI Ha [pAT
«(QapmauesTUuHa dipma «fapHuuAa» 2a agpecoio: M Kuie, Byn. bopucninecbka,
13;

niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;

cepTugikat GMP Ne 050/2022/GMP

MKA N3 po peectpauinHoro noceigyeHHa N2UA/4851/01/01 Big 24.02.2021
Ne347, 3i amiHamm

N°n.n. HaiAmeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTalii PeaynbTaT aHaniay
1 onuc Mpo3zopa HesbapeHa piguHa Bipnosinae
2 laeHTUDIKaLin A YD-cneKkTp NorMMHaHHA BUNPoBOBYBaHOMD PO3YUHY, Bianoeigae

NPUroTOBaHOro, AK ONWCaHo ¥ po3aini «KinbKicHe BU3HAYEHHA», B
obnacTi Big 240 HM go 300 HM NOBUHEH MaTH MaKCMMYMK 33 JOBXWH
*BUAb (253 £ 2) Hm i {258 + 2) UM, Nneye 3a JOBKUHKU XBUAi {26412)
Ta MiHiMyM 33 0OBHUHU XBUAi (24412} Hm
3 laeHTUDiKaLis B Ha xpomMaTorpamMi BUNpoboByYBaHOrD PO3YUHY, OOepXaHii, AK Bignoeigae
OnucaHo B po3gini «CynpoBigHi AOMILIKWU», MaE BUABAATUCL OCHOBHA
NAAMa Ha PiBHI OCHOBHOI NAAMM Ha XpOMaTOrpami po3UnHYy
nopieHAHHA {a)

4 laeHTUDiKaLis C Konboposa peakuina Bianoeigae
5 laeHTUDiKalis D XapakTepHa peakuia (2) Ha xnopuau Bignosipae
B MposopicTb Mpenapar mae 6yTH NPO30PUM Bianosinae
7 KonbopoeicTbe Mpenapar mae 6yTn HezbapeHUm Bignosipae
8 pH 50-86,5 8,5

9 CynposigHi gomilkn byap-AKoi AoMilLKK — He Binblwe 1,0 % Bignoeipgae
10 Ob'em, WO BUTAraETLCA Mpenapar mae signosigat Bumoram AdY, 2.9.17 Bignoeigae

Crop. 132
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1 MexaHiuHi BKNIoYeHHA: BMaUMi BignosigHo o sumor Ay, 2.9.20 Bignoeigae
YACTHHKM

12 MexaHiuHi BKnioyeHHA: HeBugMMi  BignoeigHo oo Bumor AMY, 2.9.19, metog 1.B Bignoeigae
YACTHHKM

13 CTepWibHICTB Mpenapar mae ByTH cTepuAbHUM Bignoeigae

14 bakTepianbHi eHOOTOKCUHK MeHwe 33 MO/mn Bignoeigae

15 KinbKicHe BM3HayeHHA 9,5 - 10,5 mrfmn 10,1 mrfmn
OudeHrigpamiHy rigpomopuay

16 ¥Ynakoeka BignoeigHo go MKA N3 Bignoeigae

17 MapKyBaHHA BignoeigHo go MKA N3 Bignoeigae

11. KomeHTapi: bes komeHTapis

12. YmoBu 36epirannn: B opuriHanbHii ynakoeUi npu Temnepatypi He BUwwe 25°C. He 3amopoxyeaTth. 36epiratv B

HEeQOCTYMHOMY ANA AiTeld Micui.

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

Cepin po3BoneHa go peanizauii / BigBanTaxeHHn 3 17.01.2023

3aTBepaKyio

MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 17.01.2023  14:23

Crop. 232



Mpopoexennn Ceprudikar axocri / Ceprudikar ananisy Ne 170000000803

11 MexaHiuHi BKNIOYEHHA: BUAUMI BignosiaHo ao sumor DY, 2.9.20 Bignosigae
YACTUHKW

12 MexaHiuHi BKnioueHHA: Hesuaumi  BignosigHo go sumor DY, 2.9.19, metog 1.B Bignosinae
YACTUHKK

13 CTepuneHicTL Mpenapar mae 6yTH creprnbHUM Bignosigae

14 BakTepianbHi eHAOTOKCMHMN MeHwe 33 MO/mn Bignosigae

15 KinbkicHe Bu3sHauyeHHA Judenrigpaminy rigpoxnopuay 9,5 - 10,5 mrimn 10,1 mr/mn

16 Ynakoeka BianosigHo no MKA N3 Bignosigae

17 MapkysaHH# Bipnoeigro o MKA N3 Bignosigae

11. KomenTapi: Bes komeHTapis

12. YmoBn 36epirannn: B opuriHanbHiid ynakosui npu Temnepatypi He suule 25°C. He 3amopoxysaTtu. 36epiratv B

HepoCTYNHOMY 1A AiTe Micui.

13. 3anBa npo ceptmikanito: Lium nigreepmxyio, wo Bci BUpobHUUi cTaaii ana Uiel cepil rotoBoi npogykuii 6ynu nposefeHi
B NOBHIA BiANOBIHOCTI 3 BUMOraMu, BCTAaHOBNEHUMU B YWHHOMY KepisHuyTei no GMP,
3aTBepKeHomy MiHicTepcTBOM OXOPOHUM 3Q0POB’'A YKpaiHu, i 3 BUMOraMmu peectpayiiHoro
AOCHLE KpaiHU NpU3HaJYeHHA

Cepin no3sonexa fo peanisayii / sigsanraxennn 3 10.02.2022

3aTBeppKyio
MNib: OxoTtHikoea T.M.
Mocapa: YnoeHoBaxeHa ocoba

MignucaHo enekTpoHHUm nignucom: 10.02.2022

Crop.232



d AAPHUUS

Agpeca 02093, m. Kuwie, syn. bopwucninbcbka, 13
Ten./®akc: (+38044)568-32-10 [MpuiimanbHa

(+38044) 207-73-41 Bigain KoOHTpOMIO AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKocTi
{(+38044)207-73-27 YnoeHoBaweHa ocoba 3 dapmaxoHarnagy

Ceptudikar akocri / Ceptudikar ananisy N2 170000000803

1. HaiAmeHyBaHHA Npoayxuii:

AUMENPON-AAPHULIA

(vassa, cvna piilakTueHicTb, nikapcobka ¢opma T1a  1Mn po3unHy mictuTb gudenHrigpaminy rigpoxnopuay 10mr
po3mip ynakoBku (iAeHTUYHO 10 TEKCTY Ha po3uunH Ana iH'ekuiin, 10mr/mn no 1mn B8 amnyni; Ne10 (5x2) B nauwi.

ynakosLUi rotoBoi NpoaykKuii))
2. Homep cepii:

3. Poamip cepii:
4. Kpaina-BMpoOGHNK:

MapKyBaHHA YKpPaiHCbKOIO Ta POCIHCbKOI0 MOBaMM
cu40122

28,474 TYyN

Ykpaina

5. HalimeHyBaHHA Kpaihm / KpaiH npu3HaveHHA YKpaiHa

AnA cepii:

6. Homep peecTpauiiiHoro nocsigueHHn: NeUA/4851/01/01

7. BaTta supobunyrea: 01.2022

8. flara 3aKkiHueHHA TepMiHy npvaaTHOCTI 01.2026

(micaup i pik, nicna skoro J13 He 3acTocoByeTbCA):

9. Hasea, appeca Ta HoMepHM nilyensii Bcix BUpo6neHo, BKNIOYAIOUM YNaKoBKy/MapKyBaHHA Ta KOHTpOnb AKocti Ha MpAT
AinbHULL BUpoGHMLYTBA | KOHTpONIO AKOCTI; «®MapmauestuuHa gipma «[lapHuua» 3a agpecoio: m Kuis, Byn. bopucninecbka,
Ceprudixatm Bignosiguocri GMP Bcix 13;

ANbHMLYL: niuenxsia AB Ne598086;

10. Ananiz BMKOHaHuiA 3rigHo:

PezynsTaTH aHanizy:

ceifjouTBO Npo aTtecrauiio naboparopiid BKA Ne 128;
ceptugikat GMP Ne 035/2019/GMP

MKA 113 po peecrpauiitHoro noceiguenHs NeUA/4851/01/01 eip 24.02.2021
Ne347, 3i amiHamm

N2 n.n. HalmeHyBaHHA NOKA3ZHWKA BuMOrn HOpMaTHMBHOI A OKYMeHTauil PezynnraT aHanisy
1 Onuc MNposopa 6e3bapsHa piguHa Binnosigae
2 Ipenmudikauia A Y®-cnexTp nornMHaHHA BUNpoBoBYBaHOTO PO3UMHY, Bianosipae

NpUroToBaHoro, AK onucaHo y po3aini «KinbkicHe BU3HaueHHA», B

obnacti sig 240 Hm go 300 HM NOBMHEH MaTK MaKCMMYMHM 3a [OBXHUH

xBunb (253 & 2) um i (258 * 2) um, nneve 3a fosxwmHK xBuni (26412)

Ta mMiHiMyMm 32 foBxuHKU xeuni (24412) um
3 lpenmndikaulia B Ha xpomatorpami Bunpo6GoByBaHOro po3uvHy, ofiepXaHin, AK Bianosigae

onucaHo B po3fini «CynposigHi AOMILLKUY, MaE BUABNATUCH OCHOBHA

nnAMa Ha PiBHIi OCHOBHOI NNAMKM Ha XPOMaTOorpami po3YuHy

NopiBHAHHA (a)
4 IpeHTndikaulia C Konboposa peaxuis Bianosipae
5 lpenmndikauia D XapakrepHa peakuin (a) Ha xnopuam Bianosigae
6 MNpo3opictb Mpenapar mae 6yTu nposzopum - T Biznosifae
7 Konsoposicts Mpenapat mae 6yTu 6e36apaHUM / Ne. _ Bianozipae
8 pH 50-6,5 g g
9 CynpoBigHi AoMiLIKK ByAb-AKkoi gomiwkm — He 6inbwe 1,0 % W\ Ac o, Bignoeigze
10 06'eM, L0 BUTATAETLCA Mpenapar mac signoeigatu sumoram [OY, 2.9.17 \"'-l:_ : — BKQn('éhae

Crop. 132



d AAPHUUS

Agpeca 02093, m. Kuwie, syn. bopwucninbcbka, 13
Ten./®akc: (+38044)568-32-10 [MpuiimanbHa

(+38044) 207-73-41 Bigain KoOHTpOMIO AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKocTi
{(+38044)207-73-27 YnoeHoBaweHa ocoba 3 dapmaxoHarnagy

Ceptudikar akocri / Ceptudikar aHanisy N2 170000003497

1. HaiAmeHyBaHHA Npoayxuii:

AUMENPON-AAPHULIA

(vassa, cvna piilakTueHicTb, nikapcobka ¢opma T1a  1Mn po3unHy mictuTb gudenHrigpaminy rigpoxnopuay 10mr
po3mip ynakoBku (iAeHTUYHO 10 TEKCTY Ha po3uunH Ana iH'ekuiin, 10mr/mn no 1mn B8 amnyni; Ne10 (5x2) B nauwi.

ynakosLUi rotoBoi NpoaykKuii))
2. Homep cepii:

3. Poamip cepii:
4. Kpaina-BMpoOGHNK:

MapKyBaHHA YKpPaiHCbKOIO Ta POCIHCbKOI0 MOBaMM
Cu50322

43,357 TYN

Ykpaina

5. HalimeHyBaHHA Kpaihm / KpaiH npu3HaveHHA YKpaiHa

AnA cepii:

6. Homep peecTpauiiiHoro nocsigueHHn: NeUA/4851/01/01

7. BaTta supobunyrea: 03.2022

8. flara 3aKkiHueHHA TepMiHy npvaaTHOCTI 03.2026

(micaup i pik, nicna skoro J13 He 3acTocoByeTbCA):

9. Hasea, appeca Ta HoMepHM nilyensii Bcix BUpo6neHo, BKNIOYAIOUM YNaKoBKy/MapKyBaHHA Ta KOHTpOnb AKocti Ha MpAT
AinbHULL BUpoGHMLYTBA | KOHTpONIO AKOCTI; «®MapmauestuuHa gipma «[lapHuua» 3a agpecoio: m Kuis, Byn. bopucninecbka,
Ceprudixatm Bignosiguocri GMP Bcix 13;

ANbHMLYL: niuenxsia AB Ne598086;

10. Ananiz BMKOHaHuiA 3rigHo:

PezynsTaTH aHanizy:

ceifjouTBO Npo aTtecrauiio naboparopiid BKA Ne 128;
ceptugikat GMP Ne 035/2019/GMP

MKA 113 po peecrpauiitHoro noceiguenHs NeUA/4851/01/01 eip 24.02.2021
Ne347, 3i amiHamm

N2 n.n. HalmeHyBaHHA NOKA3ZHWKA BuMOrn HOpMaTHMBHOI A OKYMeHTauil PezynnraT aHanisy
1 Onuc MNposopa 6e3bapsHa piguHa Binnosigae
2 Ipenmudikauia A Y®-cnexTp nornMHaHHA BUNpoBoBYBaHOTO PO3UMHY, Bianosipae

NpUroToBaHoro, AK onucaHo y po3aini «KinbkicHe BU3HaueHHA», B

obnacti sig 240 Hm go 300 HM NOBMHEH MaTK MaKCMMYMHM 3a [OBXHUH

xBunb (253 & 2) um i (258 * 2) um, nneve 3a fosxwmHK xBuni (26412)

Ta mMiHiMyMm 32 foBxuHKU xeuni (24412) um
3 lpenmndikaulia B Ha xpomatorpami Bunpo6GoByBaHOro po3uvHy, ofiepXaHin, AK Bianosigae

onucaHo B po3fini «CynposigHi AOMILLKUY, MaE BUABNATUCH OCHOBHA

nnAMa Ha PiBHIi OCHOBHOI NNAMKM Ha XPOMaTOorpami po3YuHy

NopiBHAHHA (a)
4 IpeHTndikaulia C Konboposa peaxuis Bianosipae
5 lpenmndikauia D XapakrepHa peakuin (a) Ha xnopuam Bianosigae
6 MNpo3opictb Mpenapar mae 6yTu nposzopum - T Biznosifae
7 Konsoposicts Mpenapat mae 6yTu 6e36apaHUM / Ne. _ Bianozipae
8 pH 50-6,5 g g
9 CynpoBigHi AoMiLIKK ByAb-AKkoi gomiwkm — He 6inbwe 1,0 % W\ Ac o, Bignoeigze
10 06'eM, L0 BUTATAETLCA Mpenapar mac signoeigatu sumoram [OY, 2.9.17 \"'-l:_ : — BKQn('éhae

Crop. 132



Mpopoexennn Ceprudikar axocri / Ceprudikar ananisy Ne 170000003497

11 MexaHiuHi BKNIOYEHHA: BUAUMI BignosiaHo ao sumor DY, 2.9.20 Bignosigae
YACTUHKW

12 MexaHiuHi BKnioueHHA: Hesuaumi  BignosigHo go sumor DY, 2.9.19, metog 1.B Bignosinae
YACTUHKK

13 CTepuneHicTL Mpenapar mae 6yTH creprnbHUM Bignosigae

14 BakTepianbHi eHAOTOKCMHMN MeHwe 33 MO/mn Bignosigae

15 KinbkicHe Bu3sHauyeHHA Judenrigpaminy rigpoxnopuay 9,5 - 10,5 mrimn 10,0 mr/mn

16 Ynakoeka BianosigHo no MKA N3 Bignosigae

17 MapkysaHH# Bipnoeigro o MKA N3 Bignosigae

11. KomenTapi: Bes komeHTapis

12. YmoBn 36epirannn: B opuriHanbHiid ynakosui npu Temnepatypi He suule 25°C. He 3amopoxysaTtu. 36epiratv B

HepoCTYNHOMY 1A AiTe Micui.

13. 3anBa npo ceptmikanito: Lium nigreepmxyio, wo Bci BUpobHUUi cTaaii ana Uiel cepil rotoBoi npogykuii 6ynu nposefeHi
B NOBHIA BiANOBIHOCTI 3 BUMOraMu, BCTAaHOBNEHUMU B YWHHOMY KepisHuyTei no GMP,
3aTBepKeHomy MiHicTepcTBOM OXOPOHUM 3Q0POB’'A YKpaiHu, i 3 BUMOraMmu peectpayiiHoro
AOCHLE KpaiHU NpU3HaJYeHHA

Cepina no3sonexa Ao peanisayii / sigpanrtaxennn 3 26.04.2022

3aTBeppKyio
MNib: OxoTtHikoea T.M.
Mocapa: YnoeHoBaxeHa ocoba

MignucaHo enekTpoHHUM nignucom: 26.04.2022

Crop.232
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Appeca 02083, M. Kuin, Byn. Bopmcnin:ge: 3 ‘
Ten, /$ake: (+38044)568-32-1¢ NpuimManes O i

(+38044)207-73-41 Bingin kouTpomo sixoodti
{+38044}207-73-04 YnobuoBaxena ocoBa = smxocTi

(+38044)207-73-27 Vnonuomawena ccoba 5 dapmaxoHaraszny

e

CepTtudpikar cepii nikapcekoro 3acody

1. HalimeRyBanusa, cuna AMMELPON-QAPHMLS

AilfakTuBHicTb, nikapcbka chopma Ta T MN pO3UUHY MiCTUTL AudeHrigpaminy rigpoxnopuay 10 mr,
PO3MIP ynakoBku (igeHTUUHO TeKCTy Ha PO3YUH ans iK'ekuin, 10 mMrimn . - ‘
ynakoBui rotoBol npoayxuii): no 1 mn B amnyni: no 5 aMnyn y KOHTYPHIN YapyHkosii ynakosuyj;

NO 2 KOMTYPHI YapyHKOB YNaKoeku 8 naqui. MapxysaxHa
YKP@IHCbKOIO Ta POCIACHKOO MOBaMu

2. Homep cepii rotoroj npoayxuii: CU70221 Posmip cepii: 43916 yrakx.
3. Kpaiha-BupoBHuk: YKpaiHa

4. HaltmenysaHHa kpainu / Kpatu Ykpaida

NpU3HaYeHHA ana cepir:

5. Homep peectpauiitnoro UA/4851/01/01 gie go 07.07.2021

NOCBIIYEHHNA:

6. BaTa BUpoBHuyTea MrioTuin 2021

7. Hava 3akinvenns TepMiHy 02,2025

npuAaTHocTi (Micsiyb i pik, nicns
AKOro J13 He 3acToCcoByeETLEH):

8. Hazea, agpeca Ta HOMep#U BUpoBneHo, skniouayu YNaKOEKY/MApKyBaHKHS Ta KOHTPGNE
ninexsii Bcix AginaHok BUPOBHULTBA | FKOCT Ha MpAT «DapmauesTvyna thipMa «dAPHWLIA» 3a
KOHTRONK AKOCTI: aapecoro: m Kuie, syn. Bopucninsceka, 13: nilersis AB Ne

5980886, ceigoyrso Npo atecTauyiio nabopatopin BKS Ne 128:
KOHTPOMb AKOCTI 33 KOHTpaKTOM: AHAN no KA N3 Oy «lHeTuryT
FPOMAICBKOro 340poR’s im. AMH. Mapaeesa HAMH Yxpaitu » 32
anpecoto: m Kuis, syn. Monyapenka, 50: CBIAOUTBO Npo
arecrailito nabopaTopil Ne 305

9. CepTudikaru BignosiaHocTi GMP cepTudpixat 035/2019/GMP
BCIX 4iNAHOK, 3a3HavYeHUX vy n.8:

10. Pesynbraru ananisis: HasefeHi 8 cepTuchikati aHanisy (aoaatok 1)

11. Komenrapi: 30epiraTi 8 opuriHansHii ynakosUi npu TeMnepaTypi He BULLE
25 °C. He 3amoposxysaTy. 3BepiraTn y HeAOCTYNHOMY ANRK AiTen
MicL

12. 3asBa npo ceprudikauiio: Uum nigTeepmxyio, wo sci BUPODHUHI cTagil ang uiel cepii

roTosoi npoaykuii 6ynu npoBeaeHi B NosHilt BianosigHocTi 3
BUMOraMu, BCTAHOBNEHUMUY B HVHHOMY KepIBHUUTEI no GMP,
sateepixeHoMy MikictepcTaom OXOPOHU 380p0B'A Yipainum, i 3
BUMOramu peecTpauinHoro gocss KpaiHU npMaHaderHs

13. ImM’5t Ta npizeuwe YnosHoBaxeHoi
0Ccobu, AKa 3ailcHIoE cepTudpikayiro :
cepir: PE:

cx A

14. Nignuc YnoesHoBaxeHol ocobu, sika
3QiUCHI0E cepTudikauiro cepii:

15. Oara nianucannsa:

U ot V1097 éﬁ‘(f 08 (. A0/




j . DonoBHeHHR _u,o Ceprudiikan cnnn

Ceprucpikar aHanisy Ne 7

Haitmenyeannn npogykuyir: AUMEAPON-IAPHULIA, posuvs jng in erUin, 10 mr/mi, no 1 mn s amnyni no & amnysn y
KOHTYPHIA YapyHKOBIM ynakosLi no 2 Ko ATYRHI HBPYHKOBI YIEKOBRN B fiaviil Mapiyaauss
YKPEIHCLROK 18 DOCIECHLROK MOBaM)

Homep cepil: - CU7022 Foamip cepir:
Homep peccTpayinroro UAMAB51/0101 ae 2o 07 07 2024
NoCBIAYEHH:
AHEMI3 BUKOH3HW 3a; MKA 13 A0 pescrpacinnore nacsinsesua NelUA/A851/01 7 O1. 3t aminoio Bia 27 iR
3MHce BIZ 80301 2021 3sumow 817 2¢ 02,2021
PesynwTatu adaniay:
Ne o, HawmeHysan+a nokasHuka Bumorn HopMatuaHol gokymedrauii
1 Onac MNposopa dezdapeua piavna
2 laertudiikaws A YD-CNekTp nornuianss g NPOCOaYBAHOIC BOJYAHY

MPUTOTOBAHDIS. AK ONUCERO Y POIAINMNT «KINLKICHE BUZHAUCHEEY B
ofnacri 8ig 240 um 40 300 Ha NOBUHEH MaTH UMY 3a

{ DOBKUH XBunb (253 + 2) um i (2558 = 2} Hw, nneue 32 408G
: XBUNI {26442) Ta MikiMyM 38 40BN XBUl (24427 Hra

B Ha xpomarerpami sunpof SOBYHEHOM0 PO3YAHY, CASDKAHIE, 8K

ONUCAn0 8 Po3Ri «CyNpoBiiHi ZOMILLKAY . MEE BUABNATICS
i OCHOBHE NNARE HA DIBHI GCHUBHO! NNAMA HA XPONATOTDAMI
i PO3HUHY NORIBHARKS (4)
: C Konboposa peakuin gnopiaas

B 3
=3 2372 4
£

D Xapaktepea peaxilis (a) Ha xnonuiys

L ""“i,_éi’?'!d:,(:i\ vae Sy I Nposspim B
i < YT
5 A ACMitKkY BYAb SIKOI ACMILKN — HE Gifihwe 1 0
& CEem, o BaTArasTaes Mpenapal Mac sINN0EAETH B1IOram LDY 24917
o3 ORGSR Binnosinso ne
] b FRTORNTET o 4

CrepuneHicTe E”Epn»n_u,al MEE

10 DBartepanui eHAOTOLRCHHY :

11 Kinexicue pu3sauenna
Aunbenrigpaminy rna APOXNapnAay

% 12 Ynaxkosxa Bignosigho go MKRA N3
b3 13 Maprysarng BiznoziaHo ao MKS N3

Hata zaxinyenns TepMiny npuaartHocTi: 02,2025

36epiranna: I0ELITETH B OPUMHa st yna
g HEOCTYOHOMY JNS JuTed smicl

GBI DU Ienepatyp ve w2 25 *C He samopoxyeate 3Cepirats

BucHosox: Bianosiaae sumoram MKS 113 ne peecrpau IHHOIO nocegueHHa NeUAA851/01/01, 3t srusow sin 27 03.2018.
aminow Big 03.01 2021 smivoio 8ig 24 02 202

Hara nignucanns AR ATy o{

i
f

g

SR

i




Mpopoexennn Ceprudikar axocri / Ceprudikar ananisy N2 170000003499

11 MexaHiuHi BKNIOYEHHA: BUAUMI Bignosiaxo go sumor DY, 2.9.20 Bignosigae
YACTUHKW

12 MexaHiuHi BKnioueHHA: Hesuaumi  BignoeigHo go sumor DY, 2.9.19, metog 1.B Bignosigae
YACTUHKW

13 CTepuneHicTL Mpenapat mae 6yTH cTeprnbHUM Bignosigae

14 BakTtepianbHi eHAOTOKCMHMN MeHwe 33 MO/mn Bignosigae

15 KinbkicHe BusHaueHHA Judenrigpaminy rigpoxnopuay 9,5 - 10,5 mr/mn 10,0 mr/mn

16 Ynakoeka BianosiaHo no MKA N3 Bianosigae

17 MapkysaHH# Bipnoeigro go MKA N3 Bignosigae

11. KomenTapi: Bes komeHTapis

12. YmoBn 36epirannn: B opuriHanbHiin ynakosLi npu Temnepatypi He suule 25°C. He 3aMopoxysaTtu. 36epiratm B

HepoCTYNHOMY 1A AiTel Micui.

13. 3anBa npo cepmmpikanito: Lium nigreepmxyio, wo Bci BUpobHUUi cTagii ana Uiei cepil rotoBoi npogykuii 6ynu nposefeHi
B NOBHIA BiANOBIHOCTI 3 BAMOraMu, BCTAaHOBAEHUMU B YUWHHOMY KepiHuyTei no GMP,
3aTBeppeHomy MiHicTepcTBOM OXOpPOHM 3Q0POB’'A YKpaiHu, i 3 BUMOraMmu peectpayiiHoro
AOCbE KpaiHU NpU3HaJYeHHA

Cepin no3sonena fo peanisayii / sigsanraxennn 3 02.05.2022

3aTBeppKyio
MIb: HazapeHko M.
Mocapga: YnoeHoBaxeHa ocoba

MignucaHo enekTpoHHUm nignucom: 02.05.2022
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d AAPHUUS

Agpeca 02093, m. Kuwie, syn. bopwucninbcbka, 13
Ten./Makc: (+38044)568-32-10 [lpuiiManbHa

(+38044) 207-73-41 Bigain KOHTpOMI AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKocTi
(+38044)207-73-27 YnoeHoBakeHa ocoba 3 dapmaxoHarnagy

Ceptudikar akocri / Ceptudikar aHanisy N2 170000003499

1. HaiAmeHnyBaHHA Nnpoayxuii:

AUMENPON-AAPHULIA

(Ha3Ba, cuna piifakTMeHICTL, Nikapcbka dopma Ta  1Mn posuuHy MicTuTb Audenrigpaminy rigpoxnopuay 10mr
po3mip ynakoBku (iAeHTUYHO [0 TEKCTY Ha po3uunH Ana iH'ekuiin, 10mr/mn no 1mn B8 amnyni; Ne10 (5x2) B nauwi.

ynakoBLi roTosoi NPoAyKLil))
2. Homep cepii:

3. Poamip cepii:
4. Kpaina-BMpoOGHNK:

MapKyBaHHA YKpPaiHCbKOIO Ta POCIHCbKOI0 MOBaMM
CuU70322

42,984 TYN

YkpaiHa

5. HalimeHyBaHHA Kpaihm / Kpain npu3HavyeHHA YkpaiHa

AnA cepii:

6. Homep peecTpauiiiHoro nocsigueHnn: NeUA/4851/01/01

7. BaTta sBmpobunyrea: 03.2022

8. flara sakiHueHHA TepMmiHy npuaaTHOCTI 03.2026

(micaup i pik, nicna skoro J13 He 3acTocoByeTbCA):

9. Hasea, appeca Ta HoMepHM nilensii Bcix BUpo6neHo, BKNIOYAIOUM YNakoBKy/MapKyBaHHA Ta KOHTpOnb AKocTi Ha MpAT
AinbHULL BUpoGHMLTBA | KOHTpONIO AKOCTI; «®apmauestuuHa ¢ipma «[lapHuua» 3a agpecoio: M Kuis, Byn. bopucninecbka,
Ceprudixatm signosiguocri GMP Bcix 13;

ANbHMLYL: niyexsia AB Ne598086;

10. Avaniz BMKOHaHMWiA 3rigHoO:

PezynsTarH aHanizy:

ceifjouTBo Npo aTtecrauiio naboparopiid BKA Ne 128;
ceptudikar GMP Ne 035/2019/GMP

MKA 113 po peectpauiitHoro noceiguenys NeUA/4851/01/01 eip 24.02.2021
Ne347, 3i amiHamm

N2 n.n. HalmeHyBaHHA NOKA3ZHWKA BUMOrv HOpMaTHMBHOI A OKYMeHTauil PezynnraT aHanisy
1 Onuc MNposopa 6e3bapsHa piguHa Binnosigae
2 Inenmudikauia A YO-cnekTp nornvHaHHA BUNpo6OBYBAHOIO PO34MHY, Bianosinae
NPpUroToBaHOro, AK onucaHo y po3fini «KinbkicHe BU3HaueHHA», B
obnacti sig 240 Hm go 300 HM NOBMHEH MaTH MaKCMMYMHM 3a [IOBXHUH
xBunb (253 & 2) um i (258 * 2) um, nneve 3a fosxwmHK xBuni (26412)
Ta mMiHiMym 3a foBXuHKU xeuni (24412) um
3 lpenmndikaulia B Ha xpomatorpami sBunpoGoByBaHOro po3uvHy, ofiepXaHin, AK Bianosinae
onucaHo B po3fini «CynposigHi AOMILLKUY», MaE BUABNATUCH OCHOBHA
nnAMa Ha piBHIi OCHOBHOI NNAMM Ha XPOMaTOorpami po3YuHy
NOpiBHAHHA (a)
4 IpeHTndikauina C Konboposa peaxuis Bianosipae
5 lpenmndikavjia D XapakrepHa peakuin (a) Ha xnopuam Bianosigae
6 MNpo3opictb Mpenapar mae 6yTu nposzopum oy Biznosifae
7 Konwoposictb Mpenapat mae 6yt besbapeHUM
8 pH 5,0-6,5 8.2
9 CynpoBigHi AoMiLIKK ByAb-AKoi goMiwkn — He 6inbwe 1,0 % NN Ae o, Bi,ﬁﬁda_’:g{_,}-,e
10 06'eM, L0 BUTAMAETLCA Mpenapar mac signoeigatu sumoram JOY, 2.9.17 : i e Bi,ﬁ‘l_'l(’diﬁﬂ&
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HanmenyeanHa npogyKuii;

Homep cepii:

Homep peectpauinvoro
ROCRIAYEeHHSA!

AHanil BUKOHAHMA 23;

PesynesTaTy aManisy:

0027273

CepTtudixar ananisy Ne 8

OAMEOPON-RAPHWLSA, poausk ans d'exkdir, 10 mmn, 0o 1 Mr e amnyni: no 5 amnyn y
KOHTYPHIA HapYHKOBIA yNaxoBUl; NO 2 KOHTYPHI YAPYHKOBI YNaKOBKM B Navui MaprysanHs
YKPaTHCLKOW Ta POCICHKOD Mosamu

cusoz21 Poamip pepii: 43836 ynax
LUA/4B51/01/01 pie go 07 07 2021

MK# N3 go peccrpauiftore noceiguenHa NeUA/4851/01/01, 3i amisow au:l 27 03.2018
aniHow 8ig 03.01.2021, amiHow sig 24.02.2021

Ne n.  Hawmenysawna nokassuka Bumory HORMaTUBHOT BOKYMeHTaL PeayneTaT ananisy
1 Omuc Mposopa Gesbapexa piguna Bignosigae
2 laenTugixagin A YO-CNEkTP NOrMUHaHHS BUNPOGOoBY BaHOTO PO3YMHY, Bignoeigac

MNpesopcit
KonsoposicTn

pH

Cynposiam oMLK
OCen o autaracTues
Mexzhitm BRNKYenH:A

L5 4 B S S

e S &

[iad o o

Creovnsmicle
Bakrepiancs eMAOTORCAI

—  -a
—_

KiNLKICHe BuanaseHHs
Avdpenriapamivy riapoxnopnay
e Yng-omsa

P Alapayaaesi

NPWIrOTOBAHOMD, AK ONUCAHG ¥ Po3dini «KinkkicHe BUaHAUSHHA?, B

oBnacti sig 240 um 0o 300 M ROBUHEH MaTH MBKCUMYMI 33

AOBXKUH XBuNb (253 £ 2) m i (258 + 2) uM, NNeve 33 JOBKNHM

xgani (264x2) Ta MiniMym 33 AOBKAHM xBUNI (24442) Hm

B Ha xpomatorpam sunpubosysaHoro PO3MYHY CAepHaHIA, Ax Bianosiaae
ONUCaHO B PO3gini «CynposiaHi A0MIWKWUY , MAE BUABNATICH

OCHOBHA {iNAM& Ha PiBHI OCHOAKOT NNAMK HA xpomamrpam

PE3YKHYy NOPIBHAHHA (&) :

C Konsopoaa peakuis Binnosiaae
D Xapaxkiepna pearyis (a) Ha xnopugw Bianoaigac
MpenapaT mae 8yTv npo3opyam Bignoeigae
Mpenapar mae Gytv GeabapeHum Bianogipae
50-865 59
SyOL-IKOI BOMILLKK — ve Biflkiue 1 0 5% Bignorinae
Tpenapat mae signosigaty snmoram oY, 2.9 17 Bignoesinae
BianoeigHe go MKS N3 Bignosigac
Npenapat mae ByTu cTepunbHm Crepunebrus
Menuse 33 MO/mn Bignosinae -
9.5 - 10,5 mrimn 10,1 mar/man
Bianoeiako ao MKSA N3 Bianosinac
Binnoeinxo o MKA N3 Bianosigac

Lava sakiHuennn Tepminy npupatHocTi: 02 2025

3bepiranng; 302piraty B 0pUlHaNLHIR yrakosL npu Temnepatypi He evwe 25 °C. He samopoxkysatu. 36epirata y
HEOOCTYNHOMY OMR QiTeR Micui

BucHoBOK: Binnoa:aze aumoram MKH N3 go PeecTpauBHoro noceiaqenta NelUA4851/01/01. 3i aminor 8in 27 .03 2018,
3MiHOG Bis 03.01.2C21, aminow eig 24 02 2021 -

Aata mamecdsms 30 03
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SAPHJUS

Agpoca 02083, . Knis, syn. Bopucnimsgas -
Ter./$axa;: (+38044)568~32-10 !‘Ipm‘a-xanmq DDZ 7 2 7 3
{+3B8044}207-73-41 Bigmin xouwposmo "SxOCTi

{+38044) 207-73-04 Yoosuoeaxena ocoba 5 sxoani

{+38044)207-73-27 ¥Ynonuomamena ocola 5 (apMAROHATISEY

CepTudikart cepii nikapcekoro saco6y

1. HakmenyBanua, cuna

AillakTuBHicTs, Nnikapckka hopma Ta
PO3MIp ynakoekK (iAeHTUYHO TEKCTY Ha
ynaxkeeui reTorol npeaysuin:

2. Homep cepil rotosol npoaykuyii:
3. KpdiHa-eupobHuk:

4. HanmenyBaHHA kpalHK / Kpaid
npyU3HaveHHa ong cepil:

5. Homep peectpauintoroe
NOCBiAYEHHSA:

6. DaTta BupoBHuYTEAa

7. Oata 3akiH4eHHA TepmiHy
npuhaTHocTi (MicAuL i pik, nicns
Akero N3 He 3acTocosyeTHEA):

8. Hazga, agpeca Ta Homepwu
niyeHsin BCix BINAHOK BMPOGHUUTREAE i
KOHTRON AKOCTI:

8. Ceptudbikatv signoeigHocti GMP
BCIX 4INAHOK, 3a3HaYeHuX ¥ n.8:

10. PeaynbTaTth aranizis:

11. KomenTapi:

12. 3anaea npo cepTudiikanito:

13. Im'a Ta npizBnIe YNoBHOBAKEHO]
0cobum, Aka 3aifcHe cepTrddikayito
cepil:

14. NMianue ¥YnoBHoeaxeHo! ocobu, sAka
3aincHIoe cepTudbikauito cepii:

15. Data nignucauus;

OUMEJPON-AAPHMUA

1 MA posHuHY MICTUTL Amcbeu—un,qpammy rigpoxnopwgy 10 mr,
pPO34KUH AnA is'exkuin, 10 me/mn

ne 1 mMn 8 aMNyni; No 5 aMnyn y KOHTYPHIA YapyHKOBIR ynakosL;
Mo 2 KOHTYPHI 4apyHkosi ynakoBkv B nadui. MapkysaHHa
YKPATHCBKOW Ta POCIAICHKO MOBAMY

cugn221
Ykpaiva
YKpaina

Posmip cepii: 43836 ynax.

LUA/4851/01/01 gie po 07.07.2021

JThotvia 2021
02,2025

BUPCONEHOD, BKIMIOYAI0YN YNAKOBKY/MAPKYBAHHA T& KOHTPOMb
sKocTi Ha MpAT «CapmauesTndHa tipma «JAPHWLA» 33
agpecowo: M Knis, eyn. Bopucnineceka, 13; niugHsia AB Ne
588086, caigoureo npo atecTauio nabopavopin BKA Ne 128
KOHTPOIb AKOCTI 3a koHTpakTom: AHON no KA N3 AY «IHcTutyT
rpomagceroro 2gopos's im. A.H. Mapseesa HAMH Ykpainu » 3a
agpecorn: m Kuis, syn. MNMonyaperka, 50; ceigouteo npo
atecrtayjic nabopavtopii Ne 305 .

ceptudpikat 035/2018/GMP

HaeefeHi B cepTudikaTi aHanisy (Qogavok 1)

abepiraTi B cpuriHansHilA yNakosyi npu TemnepaTypi He BuLe
25 °C. He samopoxysatu. 36epiratn y HeQocTynHoMmy 48 AiTen
MICLL

L nigreepaxyto, wo 8ci supobHudi cTagil gna uiei cepii
roToeol npoAykuii 6ynu NnpoeegeHi B NOBHIN BiANOBIAHOCTI 3
BUMOTrami, BCTaHOBNEHUMIN B HYUHHOMY KEPIBHWUTBI no GMP,
saTeepameHomMy MiHICT@pCTE0M OXOPOHW 340pOR'A YKpaiHu, i 3
BMMOramMKn pPeecTpauiiHOrG AOCHE KPATHY NPUAHAYEHHA

CEPi HOIBORERA
10 PEANIZALN P

g).@

1
1
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Mpopoexennn Ceprudikar axocri / Ceprudikar ananisy Ne 170000005197

11 MexaHiuHi BKNIOYEHHA: BUAUMI Bignosiaxo go sumor DY, 2.9.20 Bignosigae
YACTUHKW

12 MexaHiuHi BKnioueHHA: Hesuaumi  BignoeigHo go sumor DY, 2.9.19, metog 1.B Bignosigae
YACTUHKW

13 CTepuneHicTL Mpenapat mae 6yTH cTeprnbHUM Bignosigae

14 BakTtepianbHi eHAOTOKCMHMN MeHwe 33 MO/mn Bignosigae

15 KinbkicHe BusHaueHHA Judenrigpaminy rigpoxnopuay 9,5 - 10,5 mr/mn 10,1 mr/mn

16 Ynakoeka BianosiaHo no MKA N3 Bianosigae

17 MapkysaHH# Bipnoeigro go MKA N3 Bignosigae

11. KomenTapi: Bes komeHTapis

12. YmoBn 36epirannn: B opuriHanbHiin ynakosLi npu Temnepatypi He suule 25°C. He 3aMopoxysaTtu. 36epiratm B

HepoCTYNHOMY 1A AiTel Micui.

13. 3anBa npo cepmmpikanito: Lium nigreepmxyio, wo Bci BUpobHUUi cTagii ana Uiei cepil rotoBoi npogykuii 6ynu nposefeHi
B NOBHIA BiANOBIHOCTI 3 BAMOraMu, BCTAaHOBAEHUMU B YUWHHOMY KepiHuyTei no GMP,
3aTBeppeHomy MiHicTepcTBOM OXOpPOHM 3Q0POB’'A YKpaiHu, i 3 BUMOraMmu peectpayiiHoro
AOCbE KpaiHU NpU3HaJYeHHA

Cepin no3sonena fo peanisayii / sigsanraxennn 3 03.06.2022

3aTBeppKyio
MNib: OxoTtHikoea T.M.
Mocapga: YnoeHoBaxeHa ocoba

MignucaHo enektpoHHum nignucom: 03.06.2022

Crop.232



d AAPHUUS

Agpeca 02093, m. Kuwie, syn. bopwucninbcbka, 13
Ten./Makc: (+38044)568-32-10 [lpuiiManbHa

(+38044) 207-73-41 Bigain KOHTpOMI AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKocTi
(+38044)207-73-27 YnoeHoBakeHa ocoba 3 dapmaxoHarnagy

Ceptudikar akocri / Ceptudikar aHanisy N2 170000005197

1. HaiAmeHnyBaHHA Nnpoayxuii:

AUMENPON-AAPHULIA

(Ha3Ba, cuna piifakTMeHICTL, Nikapcbka dopma Ta  1Mn posuuHy MicTuTb Audenrigpaminy rigpoxnopuay 10mr
po3Mip YNakoBKK (iEHTUYHO 0 TEKCTY Ha po3umnH Ana iH'ekuin, 10mr/mn no 1mn B amnyni; Ne10 (5x2) B nauui. MapkyBaHHA

ynakoBLi roTosoi NPoAyKLil))
2. Homep cepii:

3. Poamip cepii:
4. Kpaina-BMpoOGHNK:

YKpaiHCbKOIO Ta POCiUCbKOI0 MOBaMU
cus0422

43,138 TYN

YkpaiHa

5. HalimeHyBaHHA Kpaihm / Kpain npu3HavyeHHA YkpaiHa

AnA cepii:

6. Homep peecTpauiiiHoro nocsigueHnn: NeUA/4851/01/01

7. flaTa supobunyrea: 04.2022

8. [laTa 3aKkiHueHHA TepMiHy npmaaTHOCTI 04.2026

(micaup i pik, nicna akoro J13 He 3acTOCOBYETbCA):

9. Hasea, appeca Ta HOMepHM nilyen3ii Beix BUpOoO6NeHOo, BKNIOUYAIOUM YNaKoBKy/MapKyBaHHA Ta KOHTPONb AKocTi Ha MpAT
AinbHMLL BUpo6HMITEa | KOHTPONIO AKOCTI; «®apmauesTuuHa gipma «lapHuua» 3a agpecoio: m Kuis, Byn. bopucninbceka,
Ceprudixatm Bignosiguocri GMP Bcix 13;

ANbHMLDL: niyensia AB Ne598086;

10. Avaniz BMKOHaHMiA 3rigHo:

PeszynuraTm aHanisy:

CBifouTBO Npo atecrauyilo nabopartopiiti BKA N2 128;
ceptudikatr GMP Ne 035/2019/GMP

MKA 13 po peectpauiitHoro noceiguenys NeUA/4851/01/01 eip 24.02.2021
Ne347, 3i amiHamm

N2 n.n. HalmeHyBaHHA NOKA3ZHWKA BuMOrn HOpMaTHMBHO! A OKyMeHTauil PezynuTaT aHanisy
1 Onuc MNposopa 6e3bapsHa piguHa Binnosinae
2 Inentndikauia A Y®-cnekTp nornvHaHHA BUNPOGORYBAHOIO PO3YMHY, Binnosigae

NpUroToBaHOro, AK onNUcaHo y po3nini «KinbkicHe BU3HaueHHA», B

obnacti sif 240 Hm go 300 HM NOBUHEH MaTK MaKCMMYMHM 32 [IOBXUH

xBunb (253 t 2) um i (258 £ 2) um, nneve 3a foexuHK xBuni (26412)

Ta miHiMym 3a aoBxuHU xeuni (24412) um
3 InenTndikania B Ha xpomatorpami Bunpo6oByBaHOro po34nHY, ofiepXaHin, AK Bianosigae

onucaHo B po3fini «CynposigHi AOMILLKUY», Ma€ BUABNATUCL OCHOBHA

nnAma Ha pPiBHI OCHOBHOI NIAMW Ha XpOMaTorpami po3unHy

NOpiBHAHHA (a)
4 IpeHTMdikaLlia C KonbopoBa peakuina Bignosinae
5 InenTndikania D XapakrepHa peakuia (a) Ha xnopuam Bianosigae
6 Mpozopicrs Mpenapar mae 6yt nposopum / Bsﬂﬂealuae
7 Konboposictb Mpenapat mae 6ytu 6e3bapeHum o/ S04 na ano&-q.e
8 pH 50-6,5 Y, -
9 CynposigHi JOMILIKK Byab-Akoi foMiky — He Ginbwe 1,0 % WS\ ¥ 2194 Flur'ohw,ae
10 06'em, O BATATAETLCA Mpenapar mac signoeigatu sumoram Y, 2.9.17 ke et IE ._R'E_:;iii.:i.ai.uae
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