d AAPHUUS

Afpeca 02093,
Ten . /®akc:
(+38044)207-73-41 Bippin koHTponic AkocTi
{(+38044)207-73-04 ¥noBHoBaeHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoshoBaeHa ocofia 3 dapmakoHarnagy

M. Kwie, eyn. Bopucninbcbka, 13
{+38044)566-68-78 [lpuimanbHa

gl

CepTudikar akocri / Ceprudikar ananisy Ne 170000004747

1. HaiimeHyBaHHA npogyxuyii:

(HazBa, cuna pii/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
ans cepii:
6. Homep peecrpauifiHoro nocpigveHHn:

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

9. HasBa, agpeca Ta HoMepW NiLeH3iA BCiX
AinbHMLL BUPOoGHULTEA | KOHTPONIO AKOCTI;
Cepmudixatu BignoeigHocti GMP Bcix
BinbHALYDL:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbTaTh aHanisy:

ACKOPBIHOBA KMOIOTA - QAPHMLA

1 mMn po3uKHy micTuTe ackopb@iHoeoi kucnoth 100 mr
Po34MH AnA iH’ekuii, 100 mr/mn; no 2 mn B amnyni

Ne 10 (5x2) B nayyi 2 MApKYBAHHAM YKPAIHCLKOIC MOBOIO

AG40424
27,064 ™Y
¥kpaiHa

¥YkpaiHa
NeUA/2991/01/02

04.2024
04.2026

BUpoBNeHo, BKAICYAIOUM YNAKOBKY/MapKYBaHHA Ta KOHTpONb AKocTi Ha lMpAT
«(QapmauesTiuHa ¢ipma  «flapHuua» 33 agpecowo: M KuiB, Byn.
Bopucninbceka, 13; niuensia AB N°S98086; ceigouTeo npo atectauilo
naBopartopii BKA N2 128; ceptndikat GMP Ne 071/2023/GMP

MKA J13 po peectpauiitHoro nocsigueHHA NCUA/2991/01/02 eig 28.04.2017
Ne478, 3i amiHamn

N°n.n. HaiAmMeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay
1 onuc Mpozopa GesbapeHa abo 3nerka safapeneHa piguHa Binnosinae
2 laeHTUDiKaLin A Y{-cneKkTp NOrAMHAHHA BUNPOBOBYBAaHOTO PO3YUHY, Bignosipgae
NpUroToBaHoro, AK onucaHo B po3gini "KinbkicHe BU3HaueHHA", B
ofnacTi Big 220 Hm ao 290 HM NOBUHEH MaTH MaKCHMYM
NOMMWHAHHA 32 JoBXUHW XBUNi (24312) um (ackopbiHosa KucnoTa)
3 laeHTUDiKaLis B fikicHa peakuin {ackopbiHoBa kncnoTa) Bipnosinae
4 MposopicTb Mpenapar mae 6yTM Npo3opUM Bianosipae
5 Koneopoeictbe OnTHYHa rycTHa Npenaparty He NOBWHHA N VBRI 0,00
6 pH Big 6,0 po 7,0 6,4
7 WlaBneBa KucnoTa He Hinbwe 0,3 % L1 I u‘\ Bignoeigae
B Ob'em, WO BUTArAETLCA Mpenapar Ma€ BignoBigaTH Bumoram [ Bianoeigae
9 MexaHiuHi gmmm 9HAHMI MpakTUYHO BigCYTHI Bianoeigae
qacmam 46 A,
10 MEXN-II'-IHIGKHIO'-IQHHH HeBM,hnm YactuHok po3mipom = 10 MKM — He Ginblue 60 TE‘ﬁHEpI, Bignoeigae
XOTHIKOEBa
HaFAHKM TETHAS % YACTMHOK PO3MIpoM = 25 MKmM — He 6inbwe 600 y koHTelAHepi
1" CTepurbH = Mpenapar mae ByTH cTepUABHUM CTepunbHUii
EP ﬁu KonaigHa z REIAR 7 R B
12 Eamplaﬁb%lge“u%%ugﬂn .:-'. lpaHW4YHa KOHLEeHTPaLiA eHAOTOKCUHIB - MeHwe 120 MO/mn Bipnosinae
]
13 Kianlc‘m} BU3HAYEHHA $c%° He meHwe 95 mr i He Binbwe 105 mr ackopbiHoeoi kmcnot 8 1 mn - 100 mrimn
Cang y 8% npenapaty

Crop. 132
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14 ¥nakoeka BignoeigHo oo MKA N3 Bignoeigae

15 MapKyBaHHA BignoeigHo oo MKA N3 Bignoeigae

11. KomeHTapi: bes komeHTapis

12. YmoBn 36epirannn: B opuriHanbHii ynakoeui npu Temnepatypi He BUwwe 25°C. He 3amopoxyeaTth. 36epirat B
HEeQOCTYMHOMY ANA AiTeld Micui.

13. 3anBa npo ceprndikanio: Lum nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHiiA BiANOBIAHOCTI 3 BUMOraMM1, BCTAaHOBNEHUMMW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepapKeHoMy MiHiCTepcTBOM OXOpOHW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin posgoneHa go peanizauii / BigantaxeHHn 3 10.05.2024

3aTBepaKyio
MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enektpoHHuMm nignucom: 10.05.2024  15:17
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@“Gﬂv Q{’%
S OxoTHikosa .
5 TeTana
= MukonaieHa
= €4PMNOY¥/INH
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00481212 . ici B
>, 5 JoxymeHT nignucaHo y cepeici BuacHo (novarox)
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JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20240510_Certificate_170000004747.pdf

HokymeHT BignpaeneHo: 15:24 10.05.2024

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

15:24 10.05.2024

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ©IPMA AAPHWULA
npoeigHWiA iIHCNeEKTOp-ynoBHOBaXkeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipxu KEMN/ELN: 15:24 10.05.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C0000D3CB0100

Tun nignucy: kBanigikosaHwin

. NTOKY MEHTIB

Fe




(+38044)207-73-04 ¥YnoBHoBaweHa ocofa 3 AKocTi
(+38044)207-73-27 ¥noeHoBaweHa ocoba 3 dapmakoHarnAgy

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

Ceptudikar akocri / Ceprudikar ananisy Ne 170000009334

1. HaiimeHyBaHHA npogyxuyii: ACKOPBIHOBA KWCUJIOTA - QAPHWLA

(HazBa, cuna fAii/akTMBHICTL, Nikapcbka ¢popma Ta 1 MA po3uKMHYy MicTuTb ackopb@iHoeoi kucnoth 100 mr
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha Po34MH AnA iH’ekuii, 100 mr/mn; no 2 mn B amnyni
YNaKoBLi roToBol NPoAYKLUIi)) Ne 10 (5x2) B nayyi 2 MApKYBAHHAM YKPAIHCLKOIC MOBOIO
2. Homep cepii: AGB0824

3. Poamip cepii: 27,030 YN

4. KpaiHa-BMpoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ans cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/2891/01/02

7. Bata supoGHulyTBa: 08.2024

8. Aara sakiHueHHA TepMiHy NPMAATHOCTI 08.2026

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

9. HasBa, agpeca Ta HoMepW NiLeH3iA BCiX BUpoBNeHo, BKAICYAIOUM YNAKOBKY/MapKYBaHHA Ta KOHTpONb AKocTi Ha lMpAT
AinbHMLL BUPOoGHULTEA | KOHTPONIO AKOCTI; «(QapmauesTiuHa ¢ipma  «flapHuua» 33 agpecowo: M KuiB, Byn.
Cepmudixatu BignoeigHocti GMP Bcix Bopucninbceka, 13; niuensia AB N°S98086; ceigouTeo npo atecrauilo
BinbHALL: naBopartopiin BKA N2 128; ceptndikat GMP N 067/2024/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA J13 po peectpauiitHoro nocsigueHHA NCUA/2991/01/02 eig 28.04.2017

Ne478, 3i amiHamn

PeaynbTaTh aHanisy:

N°n.n. HaiAmMeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay
1 onuc Mpozopa GesbapeHa abo 3nerka safapeneHa piguHa Binnosinae
2 laeHTUDiKaLin A Y{-cneKkTp NOrAMHAHHA BUNPOBOBYBAaHOTO PO3YUHY, Bignosipgae

NpUroToBaHoro, AK onucaHo B po3gini "KinbkicHe BU3HaueHHA", B
ofnacTi Big 220 Hm ao 290 HM NOBUHEH MaTH MaKCHMYM
NOMMWHAHHA 32 JoBXUHW XBUNi (24312) um (ackopbiHosa KucnoTa)

3 laeHTUDiKaLis B fikicHa peakuin {ackopbiHoBa kncnoTa) Bipnosinae
4 MposopicTb Mpenapar mae 6YTH NPO30OPUM__— = = Bianosipae
‘j_“_flio By
5 KoneopoeicTb e I'IOBHHH\:} vwysatu 0,02 0,00
8 pH in 6, : u)}\\ \'l\ Hi‘ v 65
B,
" E a lM ! lﬁ By
7 WlaBneBa KucnoTa i 39 ; 2 Bignoeipae
in
- e
B Ob'em, WO BUTArAETLCA Mpenapar mae Bigno 1 .gumoraM ,[I,L‘DY‘,Z’Qﬂ Bignoeigae
L, \ 18 VSIS
9 MexaHiuHi gmmm 9HAHMI MpakTUYHO BigCYTHI Um.; M. “\/" Bianoeigae
qacmam 46
10 MEXN-II'-IHIGKHIO'-IQHHH HeBM,hnm YactuHok po3mipom = 10 mkm — He Ginble 6000 y koHTelHepi; Bignoeigae
XOTHIKOEBa g : R
HaFAHKM TETHAS % YACTMHOK PO3MIpoM = 25 MKmM — He 6inbwe 600 y koHTelAHepi
11 CTepurbH = Mpenapar mae ByTH cTepUABHUM CTepunbHUii
EP ﬁu KonaigHa z REIAR 7 R B
12 Eamplaﬁb%lge“u%%ugﬂn .:-'. lpaHW4YHa KOHLEeHTPaLiA eHAOTOKCUHIB - MeHwe 120 MO/mn Bipnosinae
]
13 Kianlc‘m} BU3HAYEHHA $c%° He meHwwe 95 mr i He Ginbwe 105 mr ackopbiHosol kmanotn e 1 mn - 98 mrimn
Cang y 8% npenapaty
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14 ¥nakoeka BignoeigHo oo MKA N3 Bignoeigae

15 MapKyBaHHA BignoeigHo oo MKA N3 Bignoeigae

11. KomeHTapi: bes komeHTapis

12. YmoBn 36epirannn: B opuriHanbHii ynakoeui npu Temnepatypi He BUwwe 25°C. He 3amopoxyeaTth. 36epirat B
HEeQOCTYMHOMY ANA AiTeld Micui.

13. 3anBa npo ceprndikanio: Lum nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHiiA BiANOBIAHOCTI 3 BUMOraMM1, BCTAaHOBNEHUMMW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepapKeHoMy MiHiCTepcTBOM OXOpOHW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin posgoneHa go peanizauii / BigBanTaxeHHn 3 26.08.2024

3aTBepaKyio
MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 26.08.2024  11:23
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JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20240826_Certificate_170000009334. pdf

HokymeHT BignpaeneHo: 11:42 26.08.2024

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

11:42 26.08.2024

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ©IPMA AAPHWULA
npoeigHWiA iIHCNeEKTOp-ynoBHOBaXkeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipxu KEMN/ELN: 11:42 26.08.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C0000D3CB0100

Tun nignucy: kBanigikosaHwin
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